Please note: Thisunofficial English trandation is provided solely for your convenience.
Only the Czech version of the Act published in the Collection of Lawsislegally binding.

ACT
of 6 December 2007

on Phar maceuticals and on Amendmentsto Some Related Acts (the Act on
Phar maceuticals)

The Parliament has adopted this Act of the CzeqluBRle:

PART ONE
MEDICINAL PRODUCTS

TITLE ONE
INTRODUCTORY PROVISIONS

Part 1
Scope

Section 1

(1) This Act incorporates the relevant regulatidrttee European Communities (hereinafter
referred to as the “Communitieé)’)and stipulates, with a view to directly applicable
regulations of the Communiti@s

a) the research, manufacture, preparation, distobucontrol, and elimination of medicinal
products and active substances (hereinafter reféoras “pharmaceuticals”);

b) the marketing authorisation, post-marketing sillance, prescribing and supply of
medicinal products, sale of selected medicinal pets] and the provision of information;

C) international cooperation in the assurance tipunealth protection and the development
of a uniform market of medicinal products in then@ounities;

d) record-keeping on the activities listed undéels a) and b).

(2) This Act has been published in compliance wvidihective 98/34/EC of the European
Parliament and of the Council of June 22 1998 lgayiawn the procedure for the provision of
information in the field of technical standards argfulations for information society
services, as amended by Directive 98/48/EC.

Y Directive 2001/83/EC of the European Parliament afnthe Council of 6 November 2001 on the Community
code relating to medicinal products for human aseamended by Directive 2002/98/EC, Directive 268&C,
Directive 2004/24/EC, Directive 2004/27/EC and Ration (EC) 1901/2006 of the European Parliameit @i
the Council.

Directive 2001/82/EC of the European Parliament ahthe Council of 6 November 2001 on the Community
code relating to veterinary medicinal productsam&nded by Directive 2004/28/EC.

Directive 2001/20/EC of the European Parliament afhthe Council of 4 April 2001 on the approximatiof
the laws, regulations and administrative provisiohghe Member States relating to implementatiorgobd



clinical practice in the conduct of clinical triad® medicinal products for human use, as amenderielgylation
(EC) 1901/2006 of the European Parliament andefbuncil.

Commission Directive 2005/28/EC of 8 April 2005 ilay down principles and detailed guidelines for gjoo
clinical practice as regards investigational meditiproducts for human use, as well as the reqeintsnfor
authorisation of the manufacturing or importatidrsach products.

Commission Directive 2003/94/EC of 8 October 20@8jng down the principles and guidelines of good
manufacturing practice in respect of medicinal pidd for human use and investigational medicinatpcts
for human use.

Directive 2002/98/EC of the European Parliament ahthe Council of 27 January 2003, setting stadislaf
quality and safety for the collection, testing, gessing, storage and distribution of human blood lalood
components and amending Directive 2001/83/EC.

Commission Directive 2004/33/EC of 22 March 200#plementing Directive 2002/98/EC of the European
Parliament and of the Council as regards certainnieal requirements for blood and blood components
Commission Directive 2005/61/EC of 30 Septembers2@@plementing Directive 2002/98/EC of the Eurapea
Parliament and of the Council, as regards tracéabdquirements and notification of serious adeemsactions
and events.

Commission Directive 2005/62/EC of 30 Septembers2@@plementing Directive 2002/98/EC of the Eurapea
Parliament and of the Council as regards Commutétgdards and specifications relating to a qualstem for
blood establishments.

Commission Directive 91/412/EEC of 23 July 1991lying down the principles and guidelines of good
manufacturing practice for veterinary medicinalguots.

Council Directive 90/167/EEC of 26 March 1990, layidown the conditions governing the preparatidagipg

on the market and use of medicated feedingstuffisearCommunity.

Directive 2004/9/EC of the European Parliament ahthe Council of 11 February 2004 on the inspecaod
verification of good laboratory practice (GLP).

Directive 2004/10/EC of the European Parliament a@fnthe Council of 11 February 2004 on the harmatios

of laws, regulations and administrative provisioelsiting to the application of the principles ofogolaboratory
practice and the verification of their applicatidostests on chemical substances.

Council Directive 2001/18/EC of 12 March 2001 oe theliberate release into the environment of geakyi
modified organisms and repealing Council Direc®2220/EEC.

Council Directive 96/23/EC of 29 April 1996 on masess to monitor certain substances and residuesahim
live animals and animal products.

Council Directive 2003/85/EC of 29 September 2083@mmunity measures for the control of foot-anditho
disease repealing Directive 85/511/EEC and DecisB®/531/EEC and 91/665/EEC and amending Directive
92/46/EEC.

2) Regulation (EC) No 726/2004 of the European Paeiat and of the Council of 31 March 2004, layingvdo
Community procedures for the authorisation and siigien of medicinal products for human and vetarjnuse
and establishing a European Medicines Agency, andad by Regulation (EC) No 1901/2006 of the Euaope
Parliament and of the Council.

Regulation (EC) No 1901/2006 of the European Pasdiat and of the Council of 12 December 2006 on
medicinal products for paediatric use and amendregulation (EEC) No 1768/92, Directive 2001/20/EC,
Directive 2001/83/EC and Regulation (EC) No 726400

Council Regulation (EC) No 141/2000 of 16 Decent®#99 on orphan medicinal products.

Council Regulation (EEC) No 2377/90 of 26 June 19B¥ing down a Community procedure for the
establishment of maximum residue limits of vetenynenedicinal products in foodstuffs of animal origias
amended.

Council Regulation (EEC) No 339/93 of 8 Februar@3®n checks for conformity with the rules on produ
safety in the case of products imported from teivdntries.

Regulation (EC) No 1831/2003 of the European Padia and of the Council of 22 September 2003 on
additives for use in animal nutrition.

Part 2
General Provisions



Section 2

(1) A medicinal product shall mean

a) a substance or combination of substances peskast having therapeutic or preventive
properties in the case of human or animal dise@ses;

b) a medicinal product shall also mean any substamccombination of substances which
may be used or administered to human beings or eisadministered to animals with a view
to restoring, correcting or modifying the physiad functions by means of a

pharmacological, immunological or metabolic effectwith a view to making a medical

diagnosis.

(2) Medicinal products set forth in paragraph Uidbe

a) human medicinal products intended for use orimidtration to human beings;

b) veterinary medicinal products intended for useadministration to animals; veterinary
medicinal products shall mean medicated feedinfgstahd not additivey

¢) human immunological medicinal products consgstiof vaccines, toxins, serums or
allergen products; the list of vaccines, toxinsuses and allergen products is stipulated by
the implementing legal regulation;

d) veterinary immunological medicinal products adistered in order to produce active or
passive immunity or to diagnose the state of imnyuni

e) human autogenic vaccines prepared for a speg#tent from pathogens or antigens
obtained exclusively from this patient;

f) veterinary autogenic vaccines, which shall méaactivated immunological veterinary
medicinal products which are manufactured from pgéms and antigens obtained from an
animal or animals from a holding and used for tieatment of an animal or the animals of
that holding in the same locality;

g) homeopathic products prepared from homeopathorks in accordance with a
homeopathic manufacturing procedure described kyBbropean Pharmacopd®iar, in
absence thereof, by the pharmacopoeia currently offigially in at least one Member State
of the Community (hereinafter referred to as theefvber State”); a homeopathic product
shall be regarded a medicinal product althoughogsdnot bear in full the properties of
medicinal products and substances contained thareimot always substances with proven
therapeutic effect;

h) radiopharmaceuticals, which shall mean medicprabucts which, when ready for use,
contain one or more radionuclides (radioactiveapes) included for a medicinal purpose;

i) radionuclide generators shall mean systems puarating a fixed parent radionuclide from
which is produced a daughter radionuclide whictoibe obtained by elution or by any other
method and is used as a radiopharmaceutical ehéopreparation thereof;

J) Kits, which shall mean preparations to be retituted or combined with radionuclides in
the final radiopharmaceutical, usually prior toatiministration;

k) radionuclide precursors, which shall mean radabides produced for the radio-labelling of
another substance prior to administration;

) blood derivatives which shall mean industriglisepared medicinal products derived from
human blood or human plasma; blood derivativesude; in particular, albumin, coagulating
factors, and immunoglobulins of human origin;

m) vegetable medicinal products containing as actigredients at least one vegetable
substance or at least one vegetable preparatioat deast one vegetable substance in
combination with at least one vegetable preparation



n) transfusion products which shall mean human dland its constituents processed for
administration to human beings by means of a ttemish intended for the treatment or
preventing of a disease, unless blood derivativesancerned; pursuant to this Act, human
blood and its constituents shall not mean blooohstells;

0) selected medicinal products which may, in acaoceé with the marketing authorisation, be
sold without a medical prescription outside pharesc

(3) A substance shall mean any matter irrespecfiweigin which may be:

a) human, e.g. human blood, its constituents, amaam blood products;

b) animal, e.g. micro-organisms, toxins, whole alsnparts of organs, animal secretions,
extracts or blood products;

C) vegetable; or

d) chemical.

(4) Substances set forth in paragraph 3 shall meaarticular:

a) active substances intended to be part of theamed product, which initiate the effect of
the product; this effect is usually pharmacologicahmunological or modifies the
metabolism;

b) excipients which are, in the quantities appliwdhout any therapeutic effect of their own
and:

1. enable or facilitate the manufacture, prepanatamd storage of medicinal products or their
application, or

2. have a positive effect upon the pharmacokinatoperties of active substances contained
in medicinal products.

(5) A pre-mix for medicated feedingstuffs (hereteafreferred to as “medicated pre-mix”)
shall mean any veterinary medicinal product subgdb marketing authorisation which is
intended solely for the manufacture of medicatedlifegstuffs.

(6) A medicated feedingstuff shall mean any mixtafea medicated pre-mix or medicated
pre-mixes and feed or feeds which is intended farketing and intended to be fed to animals
without further processing or modification.

% Regulation (EC) No 1831/2003 of the European Bawint and of the Council

4 Convention on the elaboration of a European Pheopmeiaand Protocol to the Convention on the
elaboration of a European Pharmacopoeia, publishddr no. 255/1998 Coll.

Section 3

(1) A Summary of the Product Characteristics (SRGall mean a written summary of
information about a medicinal product which fornetpf the marketing authorisation of the
medicinal product and contains information esskfaiahe proper use of the product.

(2) For the purposes of this Act, a withdrawal pérshall mean the period between the last
administration of the medicinal product to animaiscompliance with this Act and under
normal conditions of use of the relevant produda #me moment of allowed production of
foodstuffs from such animals. This period is esshigld within the scope of public health
protection so as to ensure that foodstuffs obtaindtlis manner do not contain residues of



pharmacologically active substances in quantitiesxicess of the maximum limits laid down
in a directly applicable Community regulattan

(3) Pharmacovigilance shall mean supervision ovediainal products aimed at ensuring
maximum safety and the best practicable risk-benefiio of the medicinal product.

Pharmacovigilance represents namely the colleatfoimformation relevant to the safety of
the medicinal product, including any information taibed from clinical trials, their

evaluations and adoption of appropriate measures.

(4) For the purposes of this Act, an adverse readid a medicinal product shall mean an
adverse and unintended response to the productnadration which occurs at doses
normally used for the prophylaxis, therapy or dizgja of a disease or for the restoration,
correction or other modification of physiologicainctions; where clinical trials on medicinal
products are concerned, it shall mean an advede@@intended reaction to any administered
dose. This definition shall not apply to transfusjroducts. Adverse reactions to medicinal
products shall be classified, in particular, as:

a) serious adverse reactions which result in deathlife-threatening, require hospitalisation
or prolongation of existing hospitalisation, resirt persistent or significant disability or
incapacity or are demonstrated as a congenital alyoon birth defect in offsprings;

b) unexpected adverse reactions the nature, sewvaritconsequences of which are not
consistent with the information laid down in thersuary of the product characteristics for an
authorised medicinal product or which are not cstesit with available information, e.g. the
investigator's brochure for an investigational me@l product without marketing
authorisation;

c) human adverse reactions related to the usewveftexinary medicinal product, which are
noxious and unintended and which occur in a huneamgofollowing exposure to a veterinary
medicinal product.

(5) For the purposes of this Act, an adverse eskall mean an adverse change to the health
affecting a patient or trial subject who is theipeant of a medicinal product, with the
exception of transfusion products, even if it i$ kwown whether a causal relationship with
the treatment by this product exists.

(6) For the purposes of this Act, a serious advexsnt shall mean such adverse event that
results in death, is life-threatening, requires pitadisation or prolongation of existing
hospitalisation, results in persistent or significdisability or incapacity or is demonstrated as
a congenital anomaly or birth defect in offspringsespective of the administered dose of the
medicinal product.

(7) For the purposes of this Act, a post-authaosatsafety study shall mean a
pharmacoepidemiological study or a clinical triafreed out in compliance with the terms of
the marketing authorisation, conducted with the aimdentifying or quantifying a safety

hazard relating to an authorised medicinal product.

(8) For the purposes of this Act, a risk associatétl the use of a medicinal product shall
mean

a) a risk to the health of a human being, to pubkalth or to the health of an animal
associated with the quality, safety, and efficacthe medicinal product, or

b) a risk of adverse environmental impact.



(9) A risk-benefit ratio shall mean the evaluatioh positive therapeutic effects of the
medicinal product related to the risks defined sragraph 8. The risk-benefit ratio is
favourable, if the benefit of use of the medicipedduct outweighs the risk associated with its
use.

(10) Haemovigilance shall mean a set of organisededlance procedures over transfusion
products and raw materials from blood and its camepts for further production (hereinafter
referred to as the “raw material for further prai’) relating to serious adverse or
unexpected events or reactions in donors or redgi@nd the epidemiological follow-up of
donors.

(11) For the purposes of this Act, a serious adveeaction shall mean an unintended
response of a donor or patient related to the ciddle of blood or its component or a
transfusion of a transfusion product that resuitgiéath, is life-threatening, debilitating or
results in incapacity or causes hospitalisatiodisease or prolongation thereof.

(12) For the purposes of this Act, a serious adverent shall mean an adverse occurrence
related to the collection, examination, processistprage, distribution or supply of a
transfusion product and distribution of a raw miatefor further production which might
result in death, be life-threatening or damagetheal cause the patient's incapacity or which
results in hospitalisation or disease or proloragathereof.

® Council Regulation (EEC) No 2377/90.

Section 4

(1) The name of a medicinal product shall meanndu@e, which may be either an invented
name that cannot be confused with the common name@, common or scientific name,

together with the name or trade mark of the mankegiuthorisation holder. A common name
shall mean the international non-proprietary naraeommended by the World Health

Organisation or, if one does not exist, the commyaskd name.

(2) A strength of the medicinal product shall mehe content of the active substances
expressed quantitatively per dosage unit, per ahivolume or weight according to the
pharmaceutical form.

(3) An immediate packaging shall mean the form adkaging immediately in contact with
the medicinal product. An outer packaging shall mehe packaging into which the
immediate packaging is placed. Labelling shall migeninformation shown on immediate or
outer packaging.

(4) A package leaflet shall mean written informatitor the user which is part of the
medicinal product.

(5) For the purposes of this Act, a batch shallmeguantity of the product manufactured or
prepared within a single production cycle or praredor homogenised during preparation or
manufacture. Uniformity of all units of the producbntained in the relevant batch is the
fundamental principle of a batch.



(6) A blood establishment shall mean a healthcac#itly collecting and testing human blood

or its components, if intended for transfusion eogessing for any purpose and which,
furthermore, processes human blood or its compesngerdrder to obtain transfusion products
or raw materials for further production of medidipaoducts, including controls and release,
and, moreover, their storage and distribution. doldl bank shall not be considered a blood
establishment.

(7) A blood bank shall mean an organisational ohid healthcare facility which stores and
supplies transfusion products, exclusively for wgthin the healthcare facility, or which
conducts pre-transfusion immuno-haematology testiifg applicable. The procedure
governing the supply of transfusion products igpudtted by an implementing legal
regulation.

Section 5

(1) For the purposes of this Act, handling of phaceuticals shall mean their research,
preparation, treatment, control, manufacture, ithstion, storage and keeping, supply and
transportation, offering for the purpose of salispdnsing, sale, holding for entrepreneurial
purposes, provision of promotion samples, use afphAceuticals in the provision of health
care or veterinary care, or the disposal of phaeuticals.

(2) Research of pharmaceuticals shall, for the gaep of this Act, mean non-clinical safety
evaluations of pharmaceuticals and clinical triafs medicinal products with the aim to
evidence their efficacy, safety, and quality.

(3) Preparation of medicinal products shall meagirthreparation in a pharmacy or at other
workplaces where medicinal products may be prepawesliant to Section 79, paragraph 2.

(4) Treatment of medicinal products shall mean qurocedure which is applied to:

a) medicinal products subjected to marketing aughtion prior to their dispensing or use in
the delivery of health care or veterinary care ang@dompliance with the summary of the
product characteristics or with the informationtbé manufacturer where procedure as per
Section 8, paragraphs 3 to 5 or conditions estadlidy a specific therapeutic programme are
concerned;

b) investigational medicinal products prior to these within a clinical trial, in compliance
with the protocol and approved procedures of threoall trial;

procedures stipulated under letters a) or b), whiehinadequately demanding or hazardous,
despite the fact they satisfy the features of g as per these letters, shall be considered
preparation; the list of such procedures is stigaldy the implementing legal regulation.

(5) Distribution of medicinal products shall mealh activities consisting of procuring,
holding, supplying, including the supplying of madal products within the Community and
exporting to countries other than the Member Stdteseinafter referred to as “third
countries”), including the relevant business trarsfrrespective of whether or not the activity
is conducted for consideration or not. Distributiactivities are carried out in co-operation
with manufacturers, other distributors or pharma@ed other persons authorised to dispense
medicinal products to the public or, where appliealto use the medicinal products. A
distribution of medicinal products shall not mehae tispensing of medicinal products, their
sale by a vendor of selected medicinal productd,thair use in the delivery of health care



and veterinary care, or the distribution of trasgfn products to blood centres and the
distribution of raw materials for further productito blood centres. Distribution of medicinal
products shall not be considered the import of kiedl products from third countries, either.

(6) Dispensing of medicinal products shall meanirth@ovision under the conditions
stipulated by Section 82, paragraph 2. The dispgnsi medicinal products shall also mean
their mail-order delivery under the conditions stgied by Sections 84 to 87. For transfusion
products, dispensing shall mean the provision ef titansfusion product to a healthcare
facility by a blood centre or a blood bank for tharposes of transfusion to a specific
recipient. This provision shall be without prejusito the legal regulations governing value
added tax and consumer protection

(7) Sale shall mean the sale, purchase or stoffegpdexted medicinal products.

(8) The use of medicinal products in the delively o

a) health care shall mean their administratiorhogatient upon the delivery of this care or,
where applicable, supplying the patient with theessary quantities of medicinal products
upon discharge from an inpatient facifitgr transfer to another healthcare facility or upios
delivery of health care by a general practitiorerddults or for children & adolescents, by a
medical doctor on emergency duty or by a medicatatoof emergency medical rescue
service,

b) veterinary care shall mean their supplying te ltheeders for the purpose of subsequent
administration to animals or their direct admiragtsn to animals under the conditions
stipulated by this Act and by legal regulatitins

(9) Pursuant to this Act, marketing of pharmacelsicshall mean the supplying of
pharmaceuticals to persons listed under Sectionpdiggraph 1 (c), items 2 to 7 and 10,
dispensing of medicinal products, incl. the dispem®f transfusion products, distribution of
transfusion products, sale of selected medicinadiyets, and the use of medicinal products in
the delivery of health or veterinary care.

(10) Placing of a medicated feedingstuff on the katrshall mean the holding of the
medicated feedingstuff for sale or provision in asthier form whatever to third parties or
actual sale or provision of a medicated feedin@stofthird parties whether or not for
consideration.

(11) Abuse of medicinal products shall, for the pmses of this Act, mean intentional
excessive use of medicinal products or intentioms¢ of medicinal products which is
inconsistent with the intended purpose of use,unidg, if applicable, use after their
subsequent processing accompanied by harmful effest the body, including harmful
psychological effects.

(12) Off-label use of a veterinary medicinal prodgball mean the use of a veterinary
medicinal product that is not consistent with thenmary of the product characteristics. For
the purposes of control of use, prescribing angbafising of medicinal products in the
delivery of veterinary care and pharmacovigilana#;label use of a veterinary medicinal
product shall mean also the misuse or abuse girtiiuct.

® Section 58 of Act No 235/2004 Coll., on Value Addkax, as amended
Section 12 of Act No 634/1992 Coll., on Consumet&ction, as amended.



Section 13 of Act No 526/1990 Coll., on Pricesapg®nded.
) Act No 48/1997 Coll., on Public Health Insurancel #&mendments to Some Related Acts, as amended.

® Act No 166/1999 Coll., on Veterinary Care and Ammedts to Some Related Acts (Veterinary Act), as
amended.
Act No 246/1992 Coll., on Protection of Animals g Cruelty, as amended.

Section 6

(1) For the purposes of this Act, an operator snaan

a) a manufacturer of medicinal products, a persgpoorting medicinal products from third
countries, a blood centre, an operator of a conabbratory, a manufacturer of active
substances and a manufacturer of excipients;

b) a distributor of medicinal products (hereinaftefierred to as the "distributor");

c) a person authorised to deliver health care asspecial legal regulatiofs(hereinafter
referred to as the “healthcare facility”);

d) a person authorised to deliver veterinary carstipulated by a legal regulatiSh

e) a person organising or conducting research afrpaceuticals, or

f) a vendor of selected medicinal products.

(2) For the purposes of this Act, good manufactupractice shall mean a set of rules which
ensure that the manufacture and control of pharotmeds, or, where applicable, the

manufacture of excipients as per Section 70 ar@wtrd in compliance with the quality

requirements, the intended use, and relevant dotiatien.

(3) For the purposes of this Act, good distributfmmactice shall mean a set of rules which
ensure that the distribution of pharmaceuticalsgxaipients, where applicable, is conducted
in compliance with the quality requirements, thiemded use, and relevant documentation.

(4) For the purposes of this Act, good laboratorgcpice shall mean a quality assurance
system concerned with the organisational procesdstla® conditions under which the non-
clinical safety studies on pharmaceuticals are rn@dn performed, controlled, recorded,
reported, and archived.

(5) For the purposes of this Act, good pharmacalpcactice shall mean a set of rules which
ensure that the preparation, treatment, controtage, and dispensing of medicinal products
are conducted in compliance with the requirementgeming their quality, safety, efficacy,
and provision of information to patients, consistevith the intended use of medicinal
products and relevant documentation.

(6) For the purposes of this Act, good practicehaf vendors of selected medicinal products
shall mean a set of rules which ensure that the e&lselected medicinal products is

conducted in compliance with the requirements guwgrthe quality, safety, and efficacy of

selected medicinal products and in compliance Whigr intended use.

9 Act No 160/1992 Coll., on Health Care in Non-Stdgalthcare Facilities, as amended.
Act No 20/1966 Coll., on the Care of the People&alth, as amended.
Act No 258/2000 Coll., on Public Health Protectaomd on Amendments to Some Related Acts, as amended.

10) Section 58 of Act No 166/1999 Coll., as amendedb&yNo 131/2003 Coll.

Section 7



(1) Persons handling pharmaceuticals shall be exblig;

a) ensure the maximum benefit of pharmaceuticalsheér use and reduce unfavourable
consequences of the effects of the pharmaceutioalse health of human beings and on public
health, on the health of animals and on the enmiont to the lowest practicable level,

b) follow the instructions for handling medicinabducts in compliance with the summary of
the product characteristics; this shall not applythe use of medicinal products pursuant to
Section 8, paragraphs 3 to 5, or pursuant to Se&joparagraph 2 or 5 where the use of
veterinary medicinal products is concerned.

(2) The activities involving the handling of phameaticals may be conducted only by
persons authorised for the given activity purstauhis Act.

Part 3
Use of medicinal productsin thedelivery of health careand veterinary care

Section 8
Use of medicinal productsin the delivery of health care

(1) Unless hereinafter specified otherwise, onlyhatsed human medicinal products as
stipulated in Section 25 may be prescribed, plasethe market, and used in the delivery of
health care. Supplying the patient with medicineddoicts in the delivery of health care
pursuant to Section 5, paragraph 8 (a) shall bmigsible only where the condition of the

patient by necessity requires immediate use ofntleelicinal product and where a timely
dispensing of the medicinal product on medical gpton is not feasible due to the

unavailability of pharmaceutical care at the giygace or in the given time; the method of
supplying patients with medicinal products in thedivcery of health care is stipulated by the
implementing legal regulation.

(2) Furthermore, medicinal products prepared inharmacy and at other workplaces
authorised to prepare medicinal products as stipdldy Section 79, paragraph 2, and
transfusion products manufactured in blood centres/ be prescribed and used in the
delivery of health care.

(3) In the delivery of health care to individualtipats, the attending medical doctor may, in
order to provide optimal health care, prescribeige also medicinal products not authorised
pursuant to this Act, where:

a) no medicinal product of adequate compositiosimilar therapeutic properties, for which a

marketing authorisation exists, is distributed @rketed in the Czech Republic;

b) a medicinal product which has been authorisedaabis concerned;

c) the relevant method has sufficient scientifitdation, and

d) the medicinal product does not contain a gealkyienodified organisrit.

(4) If a medicinal product is not distributed or af medicinal product of the required

therapeutic properties is not marketed, the attendaedical doctor may use an authorised
medicinal product in a manner which is not consistwith the summary of the product

characteristics, if sufficient scientific groundgs for the application of such method.



(5) Pursuant to legal regulatichshe operator of a healthcare facility shall bepmnsible for
any injury to the health or death of a human beailug to the use of a non-authorised
medicinal product or due to the use of an authdmeedicinal product in a manner stipulated
in paragraph 4. Where the attending medical docttends to prescribe or use a non-
authorised medicinal product in a manner stipulatedaragraph 4, he/she shall inform the
patient, or the guardian of this fact and of th@semuences of the treatment. Where the
condition of the patient does not allow for thei@att to be informed in this manner, the
attending medical doctor shall do so after the ak¢he medicinal product as soon as
practicable with respect to the condition of thdigyd. Where a prescription of a non-
authorised medicinal product is concerned, thenditey medical doctor shall state this fact in
the medical prescription. The attending medical toloshall forthwith notify the State
Institute for Drug Control of the prescribing oreusf the non-authorised medicinal product.
The method and scope of the notification of thespribing of a non-authorised medicinal
product to the State Institute for Drug Control sspulated by the implementing legal
regulation. Where a radiopharmaceutical is conakrtiee State Institute for Drug Control
shall inform the State Office for Nuclear Safety tife use of the non-authorised
radiopharmaceutical brought to its attention.

(6) In the case of suspected or confirmed spreadingisease-producing agents, toxins,
chemical substances or in the case of suspectednirmed radiation accident or disaster
which might severely affect public health, the Miny of Health may exceptionally by its
decision issued following an application for an estpinion of the State Institute for Drug
Control temporarily authorise the distribution,piasing and use of a non-authorised human
medicinal product or an off-label use of an autbedi medicinal product. In such a case the
marketing authorisation holders, manufacturers coddicinal products and healthcare
professionals shall not be responsible for the egmences implied by such use of the
medicinal product. This shall apply regardless lef fact whether marketing authorisation
pursuant to Section 25, paragraph 1 has or halsesst granted. The responsibility for defects
of medicinal products as stipulated by a specigalleegulatio” shall not be prejudiced. The
State Institute for Drug Control shall inform abdbe measure issued by the Ministry of
Health. The Ministry of Health shall publish thesusd measure on its official notice board
and the State Institute for Drug Control shall j&lblit in a manner allowing for remote
access, including, if applicable, in the Bulletirtloe State Institute for Drug Control.

(7) The provisions of this Act shall be without jucice to the provisions of the legal
regulation stipulating the radiation protectionpersons undergoing medical examinations or
treatment, or rules laying down the essential gadtindards for the health protection of the
general public and workers against the dangersni$ing radiatiof”.

1D Act No 78/2004 Coll., on the Use of Genetically difeed Organisms and Genetic Products, as amengled b
Act No 346/2005 Caoll.

12 Act No 59/1998 Coll., on the Liability for Dama@aused by a Product’s Defectiveness, as amendédtby
No 209/2000 Coll.

3 Act No 18/1997 Coll., on Peaceful Utilisation ofitNear Energy and lonising Radiation (the Atomicd)Ac
and on Amendments and Additions to Related Actanasnded.

Section 9
Use of medicinal productsin the delivery of veterinary care

(1) Unless stipulated otherwise by this Act, in tiedivery of veterinary care only:



a) veterinary medicinal products authorised in climmpe with Section 25, including
authorised medicated premixes in the form of medatdeedingstuffs manufactured and
marketed in compliance with this Act;

b) veterinary autogenic vaccines which meet theirements hereof;

¢) medicinal products prepared in a pharmacy fomdividual animal in accordance with a
prescription from a veterinarian;

d) medicinal products prepared in compliance whih articles of Czech Pharmacopoeia and
in a manner stipulated by the defined implementegal regulation in a pharmacy or at a
workplace of another healthcare facility authorjsaccompliance with Section 79, paragraph
2 to prepare medicinal products;

e) veterinary medicinal products authorised in heotMember State in compliance with the
Community regulatiol’ and in compliance with the conditions stipulatgdSection 48;

f) human medicinal products authorised in complkawtth Section 25

may be prescribed, dispensed, or used.

(2) Furthermore, in the delivery of veterinary care

a) medicinal products for which the State Veteynakdministration has granted an
exemption or

b) non-authorised immunological veterinary meditimaoducts authorised under the
conditions stipulated in Section 47, the use ofclhias been decided on by the European
Commission (hereinafter referred to as the "Comimmsy in compliance with Community
regulations regarding certain severe animal infect?

may be prescribed, dispensed, or used in accordaiticehe restrictions established by the
competent authority pursuant to Section 46 or 47.

(3) Medicinal products listed under paragraph 1 pachgraph 2(a) may, in the delivery of
veterinary care, be prescribed, dispensed or usi&d in compliance with the procedure
stipulated by the implementing legal regulationeTimplementing legal regulation defines
such procedure separately for non-food-producingnals, including animals from the
Equidae family declared, in compliance with thevaht Community regulatiotf$ not to be
intended for slaughter for human food productiorppses, and separately for food-producing
animals. Furthermore, the implementing legal retjmastipulates the procedure for the use,
dispensing or prescribing of other than authorigetkrinary medicinal products, including
veterinary medicinal products intended for off-labge in animals.

(4) A veterinary medicinal product for which thestitute for the State Control of Veterinary
Biologicals and Medicaments has restricted, by reesdnts decision pursuant to Section 40,
paragraph 4, the range of persons who are autdorisese veterinary medicinal products,
may be used only by a veterinarian.

(5) Medicinal products listed under paragraph itets (b) to (f) and paragraph 2 and
authorised veterinary medicinal products used datsihe scope of marketing authorisation
may be administered only by a veterinarian autkdritdo appoint a breeder or a person
authorised thereby to administer the medicinal pcbdThe responsibility of the veterinarian
for damages caused by the use of the medicinauptqulirsuant to sentence one shall not be
prejudiced by the appointment of such person.

(6) Medicinal products containing thyreostatic fabses, hormone substances or beta-
antagonists may be prescribed or used for the gesof delivery of veterinary care only if
the conditions stipulated by a special legal retipid” are complied with.



(7) Immunological veterinary medicinal products nimeyprescribed or used for the purposes
of delivery of veterinary care only if their usenst in conflict with control or safeguard
measures stipulated by veterinary care authoptiesuant to a special legal regulatfn

(8) The restriction regarding maximum residue lgnitetermined by a directly applicable
Community regulatiotl shall be applied to food-producing animals.

(9) The breeders of food-producing animals mugsgerahe administration of the medicinal

product, adhere to the withdrawal period definethenmarketing authorisation or determined
in compliance with paragraph 10. Veterinarians wise, dispense or prescribe medicinal
products shall be obliged to inform breeders offfpooducing animals about the withdrawal
period which must be observed.

(10) Unless the marketing authorisation of the miedl product indicates a withdrawal
period for the animal species or category concerribd withdrawal period must be
established in compliance with a special legal laipn'®. Where a medicinal product is
administered to an animal from the Equidae famihjoh is, in compliance with the relevant
Community regulatiof?’, declared not to be intended for slaughter for &unfood
production, and the medicinal product contains lastance defined by the Commission as
necessary for the treatment of the Equidae, a vathal period of six months must be
established. In the case of homeopathic veteripeogiucts containing active principles listed
under Annex Il of the directly applicable Communiggulatior? no withdrawal period shall
be determined.

(11) Persons prescribing, dispensing or using nreai@roducts shall keep records of the
prescribing, dispensing or use of medicinal prosluctthe delivery of veterinary care. The
records shall be kept for the minimum period oéfixears. The implementing legal regulation
stipulates the method and content of this recoepks.

(12) In the delivery of veterinary care, where epteneurial activities are concerned,
medicinal products may be prescribed, dispensadged only by veterinarians who meet the
requirements governing the conduct of professiortdrinary activities as per a special legal
regulatio®. Where a prescription-only medicinal product is@erned, it may be prescribed,
dispensed or used only in such quantity which isessary for the concerned procedure or
treatment. Breede?¥ may, in compliance with the conditions stipulatadthis Act and by
legal regulation, administer medicinal products to animals whicaytlown or for which
they care.

(13) Persons residing or establisfféth a Community Member State other than the Czech
Republic, and who are, according to a special leggulation”, authorised to provide
veterinary care within the territory of the CzechpRblic, shall be entitled to use medicinal
products within the scope established by the implgng legal regulation. The
implementing legal regulation stipulates this scojih respect to the state of the marketing
authorisation of medicinal products to be used, ritethod of transportation, the state of
packaging and requirements for the composition hifsé medicinal products. Records
referred to in paragraph 11 shall be kept aboutudege of medicinal products. For this
purpose, these persons shall be authorised to inbpdhe territory of the Czech Republic
medicinal products in quantities not exceeding a-day consumption for the scope of the
delivered veterinary care.



(14) For the use of authorised veterinary medicipabducts to be administered in
feedingstuffs at the concerned f&nunless veterinary immunological medicinal proguct
are concerned, only such technological device wiggbart of the given farm and for which
the relevant regional veterinary administratiortter Municipal Veterinary Administration in
Prague (hereinafter referred to as the “regiondénigary administration”) has specified
veterinary conditions and measures in compliandd wispecial legal regulatith may be
used; where no such measures have been estalfistibd relevant technological device, the
breeder may use such device for the purposes ofcatexh only after the regional veterinary
administration, upon request from the breeder,béstees the veterinary conditions and
measures.

(15) Breeders who as entrepreneurs breed food-pioglianimals and who hold medicinal
products intended for the treatment of animalsl| sleaobliged to keep records of the manner
they have obtained such medicinal products for rthieimum period of five years. This
applies also if the animals, for which such meditiproducts have been intended, were
slaughtered or are no longer in the holding ofdibwrecerned breeder.

) Directive No 2001/82/EC of the European Parliamand of the Council, as amended by Directive No
2004/28/EC.

® For example, Council Directive 2003/85/EC, Courlitective 92/66/EEC of 14 July 1992 introducing
Community measures for the control of Newcastlealg, Council Directive 2002/60/EC of 27 July 2002,
laying down specific provisions for the control African swine fever and amending Directive 92/11(Eas
regards Teschen disease and African swine fever.

18 Commission Decision 93/623/EEC of 20 October 188tablishing the identification document (passport)
accompanying registered Equidae.

Commission Decision 2000/68/EC of 22 December 1298ending Commission Decision 93/623/EEC and
establishing the identification of Equidae for litieg and production.

1) Section 19, paragraph 3 of Act No 166/1999 Cal.amended by Act No 131/2003 Coll.

'8 Act No 166/1999 Coll., as amended.

19 Sections 58 to 60 of Act No 166/1999 Coll., as adesl by Act No 131/2003 Coll.

29 section 3 of Act No 166/1999 Coll., as amendedblyNo 131/2003 Coll.

2D Article 43 et seq. of the Treaty Establishing Bneopean Community.

TITLE I
PROCUREMENT OF PHARMACEUTICALS

Part 1
Tasksof authorities performing state administration in thefield of phar maceuticals
Section 10

Perfor mance of state administration

(1) State administration in the sphere of humanmphaeuticals shall be performed by:



a) The Ministry of Health;

b) The Ministry of Interior;

¢) The Ministry of Justice;

d) The Ministry of Defence;

e) The Ministry of Finance;

f) The State Institute for Drug Control,
g) The Ministry of Environment;

h) Customs authorities;

i) The State Office for Nuclear Safety;
) Regional Authorities.

(2) State administration in the sphere of veteyimdrarmaceuticals shall be performed by:
a) The Ministry of Agriculture;

b) The State Veterinary Administration;

c) The Institute for the State Control of VeterinBiologicals and Medicaments;

d) Regional veterinary administrations;

e) The Ministry Environment;

f) Customs authorities;

g) The State Office for Nuclear Safety;

h) Regional Authorities.

Section 11
Ministry of Health

In the sphere of human pharmaceuticals, the MingdtHealth shall:

a) decide about the issue of approval of the candispecific therapeutic programmes and
perform supervision over these programmes;

b) authorise the human use of active substancegxsigdients which are not included in the
list established by the implementing legal regolati

c) take part in the preparation of the Europeanritheopoeid and be responsible for the
organisation of its preparation and publishinghia €zech Republic, including the sphere of
veterinary pharmaceuticals;

d) publish Czech Pharmacopoeia which establisheepriticedures and requirements for:

1. the manufacture of active substances and extgpie

2. the manufacture and preparation of medicinatipcts,

3. testing and storage of active substances, extgiand medicinal products;

e) decide, on the first level, on administrativeeotes committed during distribution, import
or export of transfusion products and plasma fergtoduction of blood derivatives;

f) publish in the Bulletin of the Ministry of Hedaltand in a manner allowing for remote
access:

1. a list of persons authorised to dispose of unlegaharmaceuticals,

2. a list of persons organising courses for vendbselected medicinal products authorised in
compliance with special legal regulatiéfis

g) decide on the assignment of the ethics comniittégsue opinions on multi-centric clinical
trials and it may establish an ethics committeesyamt to Section 53, paragraph 1 to issue
opinions on a clinical trial on a human medicinadquct;

h) adopt measures to ensure the availability ofion@a products important for the delivery
of health care and adopt measures aimed at theogupipresearch into, development, and



availability of medicinal products designated aphamn medicinal products and products
which may be categorised as such, as well as nrmadljgroducts for use in paediatrics;

i) take necessary measures to promote CommunityCare¢h Republic's self-sufficiency in
human blood or human plasma and adopt measuras\ver the risk of jeopardizing public
health with regard to the use of human blood or&uplasma,

]) take measures necessary for the developmentaoifacture and use of products derived
from human blood and its components for voluntargaid donors to encourage the voluntary
unpaid donation of human blood and its componen#&)all notify the Commission of such
measures starting from 8 February 2008 and oneeary three years thereatter;

k) report to the Commission on activities carriad m respect of provisions relevant to the
standards governing the quality and safety of dmgwitesting, processing, storing, and
distributing human blood, its components, transiugiroducts and raw materials for further
production, starting from 31 December 2007, théeeadn 31 December 2009 and thereafter
once in every three years, including a list of noe@s adopted in the sphere of inspection and
control;

[) issue opinions on the need for a medicinal pobdvith a view to public health protection
for the purposes of taking over marketing authdiosafrom another country;

m) issue its approval of the appointment of repree/es proposed by the State Institute for
Drug Control to the Committees pursuant to a diyeapplicable Community regulatiéfl
and to the Management Board of the European Mestichkgenc$” (hereinafter referred to
as the “Agency”).

n) inform the State Institute for Drug Control afyaabuse of medicinal products brought to
its attention during the exercise of its powers;

0) issue temporary measures pursuant to Sectipar@graph 6 to authorise the distribution,
dispensing and use of a non-authorised medicirmalyamt or an off-label use of an authorised
medicinal product;

p) decide, where transfusion products are conceraleout the issuance of an approval of
their distribution carried out between the Czeclpudic and another Member State and their
export to a third country and import from a thir@uatry, and publish the information on the
decisions issued;

gq) decide, where plasma for the production of blamtivatives is concerned and the
collection is conducted in the Czech Republic, o issue of an approval of its distribution
into another Member State and export to a thirchttgu and publish the information on the
decisions issued.

22 Act No 455/1991 Coll., on Licensed Trades (Traéhsing Act), as amended.
Government Regulation No 140/2000 Coll., on thedfdree trades, as amended.

%) For example, Council Regulation (EC) No 141/20&&gulation (EC) No 726/2004 of the European
Parliament and of the Council, and Regulation (BN®) 1901/2006 of the European Parliament and of the
Council.

24 Regulation (EC) No 726/2004 of the European Padiat and of the Council.

Section 12
Ministries of Interior, Justice, Defence, and Finance

The Ministry of Interior, Ministry of Justice, Misiry of Defence, and Ministry of Finance
shall execute state administration tasks stipulatethis Act in the sphere of control pursuant
to Section 101 and imposition of penalties pursuanSections 103 to 109 in healthcare
facilities within their respective powers.



Section 13
State I nstitute for Drug Control

(1) The State Institute for Drug Control, basedPrague (hereinafter referred to as the
“Institute”) is the administrative authority withational powers reporting to the Ministry of
Health. The Institute is headed by the Directorpwhappointed and recalled by the Minister
of Health, unless stipulated otherwise by a speti#l®.

(2) In the sphere of human pharmaceuticals, thiguies shall:

a) issue

1. marketing authorisations of medicinal produdiseir variations, renewals, transfers,
suspensions, and revocations, decisions regardikeg-dvers of marketing authorisations,
decisions regarding authorisation of parallel impdecisions on the seizure of a medicinal
product,

2. manufacturing authorisations for medicinal pridu manufacturing authorisations for
transfusion products and raw materials for furir@duction, authorisations for the operation
of control laboratories, and distribution authdtiisias for medicinal products, and decide on
variations to the issued authorisations, suspessad revocations thereof ,

3. certificates for operators which serve as afpob@ompliance with the principles of good
manufacturing practice, good distribution practicgood clinical practice, good
pharmaceutical practice and good practice of vendbselected medicinal products,

4. certificates for operators performing non-clalisafety studies on pharmaceuticals, which
serve as a proof of compliance with the princiglegood laboratory practice,

5. opinions on pharmaceuticals which form an iraegart of a medical device, upon request
from a notified body as stipulated by special legglulation&?,

6. opinions on proposed specific therapeutic prognas within the scope stipulated in
Section 49,

7. opinions on the application of an active substaor an excipient for human use not placed
on the list stipulated by the implementing leggulation,

8. certificates which serve for the purposes ofleggulationd as a proof of material and
technical base for the operation of a pharmacy witfard to the scope of activities performed
thereby; this certificate shall be issued alwaysrug change to the scope of operation,

9. approvals referred to in Section 77, paragraph tt import from a thirds country a
medicinal product which has not been authorisedniy of the Member State nor within the
Community;

10. expert opinions requested by the Ministry ofalte on the authorisation for the
distribution, dispensing, and use of a non-autledrisuman medicinal product or an off-label
use of an authorised human medicinal product utiteiconditions stipulated in Section 8,
paragraph 6,

b) authorise clinical trials on medicinal produagsve its opinion on clinical trials notified
thereto, and decide upon the termination or suspens/here applicable, of clinical trials;
where multi-centric clinical trials active in seaeMember States and the Czech Republic in
parallel are concerned, it shall draw a uniformitoms for the Czech Republic;

c) in the event of a threat to the life or healthiraividuals, particularly where serious
adverse reactions to medicinal products are idedtidr suspected or where a quality defect
of a pharmaceutical is identified or suspectedidss

1. a temporary measure to suspend the use of drenphbeutical or excipient intended for the
preparation of medicinal products or to suspendntheketing of the pharmaceutical or such
excipient, or

2. a temporary measure to restrict the marketingaiidual batches of the pharmaceutical;



d) in the event of a threat to the life or healthiraividuals, particularly where serious
adverse reactions or serious adverse events andifiel® or suspected issue a temporary
measure to suspend or restrict the use of a trsinsfyproduct; the Institute shall submit
annual reports on serious adverse reactions amusesidverse events to the Commission,
always by 30 June of the following year;

e) in the event of a threat to the life or healthnalividuals, particularly in identified cases
referred to under letters (c) and (d), decide on:

1. the recall of the pharmaceutical, including dedinition of the scope of the recall, even if
the medicinal product is placed on the market ashen product, or

2. removal of the pharmaceutical,

f) perform random laboratory controls of pharmaimalé and issue certificates of the quality
of pharmaceuticals and excipients;

g) inspect, at the premises of operators and offegsons handling pharmaceuticals,
adherence to this Act;

h) in case of doubts, decide whether a productnsedicinal product or an active substance,
or a medicinal product subjected to marketing atghtion or any other product, or, where
applicable, a homeopathic product; it may commesweh proceedings upon request or
initiate them on its own;

i) consider, on the first level, administrativeaftes in the sphere of human pharmaceuticals,
and adopt measures upon breach of obligationslatgzlihereby.

(3) In the sphere of human pharmaceuticals, thiutes shall, moreover:

a) monitor:

1. adverse reactions to medicinal products, indgdhe proposal for and, where applicable,
organisation of non-intervention post-marketingdgts and the monitoring of the safety of
pharmaceuticals and use of medicinal products,

2. serious adverse reactions and serious adversetsevincluding their evaluation and
adoption of adequate measures;

b) populate and maintain the pool of expert infaroraon pharmaceuticals, including data on
the consumption of medicinal products;

c) publish information referred to in Section 99damther data pursuant to this Act in a
manner allowing for remote access and, where apb¢ also in the Bulletin of the State
Institute for Drug Control being the information di of the Institute (hereinafter referred to
as “information media”);

d) take part in the preparation of the Europeanrrﬁhaopoeia“) and be involved in the
preparation of the Czech Pharmacopoeia;

e) where the customs authorities notify the Institabout a suspension of proceedings of
releasing goods into free circulation due to suguktack of safety of the product or due to
labelling which is not compliant with the legal tdgtions or international agreements binding
for the Czech Republic, it shall issue, in linehwd directly applicable regulation of the
Community”, a binding opinion for this authority on potentiateasures, including
preventive ones;

f) ensure co-operation in the sphere of qualitficafy, and safety of pharmaceuticals with
the competent authorities of the Member StatesCitimission, and the Agency, including
representation in working groups and committeethefsaid authorities, where committees
referred to by a directly applicable Community fegjor™ and the Management Board of
the Agenc$® are concerned, and having obtained an approval fhe Ministry of Health,
appoint representatives; upon request of the cardeauthorities of the Member States, the
Commission, and the Agency, the Institute shafilfather tasks; the Institute shall provide to
the Agency a list of experts with verified expedenn the evaluation of medicinal products



who are available to fulfil tasks in working groupsexpert groups of the committdeand
shall identify their qualifications and specifieas of expertise; it shall update this list;

g) Ensure, on the basis of communication from theidéty of health pursuant to Section 11
(n) pharmacovigilance and adopt adequate measuttas the scope of its powers;

h) arrange for the translation of internationalgk@owledged medical terminology for the
purposes of pharmacovigilance into the Czech lagguweand publish in its information media
guidelines regarding the collection, verificatioand submission of reports of adverse
reactions, including technical requirements for ¢hectronic exchange of pharmacovigilance
information in compliance with internationally ade@ formats and guidance of the
Commission and the Agency;

i) maintain a registry of non-intervention post-keting studies in medicinal products
conducted in the Czech Repubilic,

J) collect data on the use of medicinal products;

k) arrange for information links with the Communiyd for the exchange of information
required by Community regulations;

[) establish and maintain a quality system ensureaprd-keeping on the qualification and
expert preparation of the employees of the Ingtituho are active in the sphere of evaluation
and control and who adopt decisions with regarthi® Act, including a description of their
obligations, responsibilities and requirements gowvg expert preparation;

m) keep records of

1. authorised medicinal products; it shall notife tCommission and other Member States on
changes thereto on an annual basis,

2. operators who have been granted a certificate,

3. inspections conducted at the premises of thpemtors,

4. ethics committees in the Czech Republic,

n) establish and operate a central data repositmrythe collection and processing of
electronically prescribed medicinal products (heaéer referred to as the “central repository
of electronic prescriptions”).

%) Section 53, paragraph 5 of Act No 218/2002 Colh,the Service of State Employees in Administrative
Authorities and on the Remuneration of These Eng#syand Other Employees in Administrative Authesiti
(the Service Act), as amended.

28 Act No 123/2000 Coll., on Medical Devices and Ameneahts to Some Related Acts, as amended.
Government Regulation No 336/2004 Coll., laying dow technical requirements
for medical devices, amending Government Regulatiin 251/2003 Coll., amending certain government
regulations pronounced as implementing Act No 2271€oll., amending some government regulationsessu
as implementing for Act No 22/1997 Coll., on TedatiRequirements for Products and Amendments toeSom
Related Acts, as amended.

27 Council Regulation (EEC) No 339/93

Section 14
Ministry of Agriculture

In the sphere of veterinary pharmaceuticals, theidtty of Agriculture shall:

a) control performance of international agreementbe sphere of pharmaceuticals;

b) cooperate with the Ministry of Health in the paeation of the Czech Pharmacopoeia,

c) publish, in the Bulletin of the Ministry of Agnilture and in a manner allowing for remote
access:

1. information pursuant to Section 11 (f),



2. exemptions from the marketing authorisation adminal products in the delivery of
veterinary care, specifying the conditions govegrtime placement onto the market and use of
the medicinal product;

d) adopt measures to promote research, developm@eatavailability of medicinal products
for the purposes of delivery of veterinary carethwspecial regard to the availability of
medicinal products for less frequent animal spearekrare therapeutic indications;

e) approve the appointment of representatives gerpby the Institute for the State Control of
Veterinary Biologicals and Medicaments pursuar@ection 11 (m).

Section 15
State veterinary administration

The State Veterinary Administration shall:

a) decide on appeals from the decision of thetutstifor the State Control of Veterinary
Biologicals and Medicaments and from decisionshef tegional veterinary administration as
per Section 17 (c);

b) authorise, with regard to alleviating the suffgrof animals or an infection, the use of non-
authorised medicinal products, where the adequageliamal product does not have
marketing authorisation; in its authorisation, tB¢éate Veterinary Administration shall
establish the conditions governing the placemetu tre market and use;

c) issue decisions specifying the conditions gowgrithe placement on the market and use of
veterinary immunological medicinal products, the w$ which has been decided on by the
Commission;

d) authorise the veterinary use of active substrarel excipients not placed on the list
stipulated by the implementing legal regulation.

Section 16
Institute for the State Control of Veterinary Biologicals and M edicaments

(1) The Institute for the State Control of Veterjndiologicals and Medicaments, based in
Brno (hereinafter referred to as the “Veterinanstitnte”) is a national administrative
authority reporting to the State Veterinary Admirasion. The Veterinary Institute is headed
by a director who is appointed and recalled byedkecutive director of the State Veterinary
Administration, unless specified otherwise by acigidegal regulatiof?.

(2) In the sphere of veterinary pharmaceuticaks Materinary Institute shall:

a) issue:

1. marketing authorisations of medicinal produatsriations thereto, renewals, transfers,
suspensions, and revocations thereof, decisiorerdiegy authorisation of parallel imports,
decisions regarding the seizure of a medicinal pecgdvhere a decision regarding marketing
authorisation of a veterinary immunological medatiproduct is concerned, it shall be issued
with respect to measures adopted in the sphereobtégiion against animal infections and
their eradication, as stipulated by a special leggililatiort®),

2. manufacturing authorisations for medicinal prdduincluding medicated feedingstuffs and
veterinary autogenic vaccines, authorisations gaga in an activity as a control laboratory,
and distribution authorisations, it shall decidempariations to, suspension or revocations of
the authorisations issued pursuant to this Act,

3. certificates as per Section 13, paragraph atéam), 3 likewise,



4. an opinion on the use of an unauthorised mealigroduct in the delivery of veterinary
care and on the application of an active substane@ excipient for veterinary use not placed
on the list stipulated by the implementing legaulation,

5. decisions regarding authorisation of import aédicinal products authorised in another
Member State;

b) authorise clinical trials on pharmaceuticals aledide on the termination or suspension,
where applicable, of a clinical trial,

c) in the event of a threat to the life or healtlaoimals, or to the health of persons or to the
environment, particularly where adverse reactiamsnedicinal products are identified or
suspected or where a quality defect of a pharmmedus identified or suspected, issue a
temporary measure pursuant to Section 13, parag@éphlikewise;

d) decide, in the event of a threat to the lifdealth of animals, or to the health of persons or
to the environment, on measures as per Sectiopat8graph 2 (e) likewise;

e) perform control in the sphere of veterinary pieceuticals as per Section 13, paragraph 2
() and (g) likewise;

f) in case of doubts, decide pursuant to SectiqrpaBagraph 2 (h) likewise,

g) consider, on the first level, administrative eviftes in the sphere of veterinary
pharmaceuticals, unless these are considered byR#gonal Veterinary Authority in
compliance with Section 17 (c), and adopt measupes a breach of obligations stipulated
by this Act;

(3) In the sphere of veterinary pharmaceuticaks Materinary Institute furthermore shall:

a) monitor risk-benefit ratios and the benefitsr@dicinal products, including the monitoring
of adverse reactions, including insufficient eftigaoff-label use, environmental risks implied
by medicinal products, and sufficient withdrawatipds of medicinal products;

b) populate and maintain the pool of expert infdioraon pharmaceuticals, including data on
the consumption of medicinal products;

c) publish in a manner allowing for remote accessl, if applicable, also in the Bulletin of the
Institute for the State Control of Veterinary Bigicals and Medicaments, being the
information media of the Veterinary Institute (heedter referred to as the "information
media of the Veterinary Institute"), informationfeed to in Section 99 and other data as
stipulated by this Act;

d) take part in the preparation of the Europeanrrﬁhaopoeia“) and be involved in the
preparation of the Czech Pharmacopoeia;

e) issue a binding position as per Section 13,grapdn 3 (e) likewise;

f) ensure cooperation as referred to in SectiorpaBgraph 3 (f) likewise; it shall appoint the
representatives having obtained an approval frariimistry of Agriculture;

g) perform testing of samples of animal productd seedingstuffs as part of the monitoring
of prohibited substances and products or residtisslistances with pharmacological effects
or the metabolites theredk

h) control natural or legal persons for prescribitigpensing, and use of medicinal products,
including medicated feedingstuffs and veterinarytogenic vaccines; by means of
prescriptions for medicated feedingstuffs monitdre t quantities of pharmaceuticals
administered in the form of medicated feedingstuftdlect and evaluate information about
adverse reactions or quality defects of veterimantpgenic vaccines;

i) ensure information links and exchange of infotiora pursuant to Section 13, paragraph 3
(k) likewise,

J) establish and maintain a quality system purst@aection 13, paragraph 3 (l) likewise;

k) keep records pursuant to Section 13, paragraph dtems 1 to 3 likewise.



Section 17

Regional Veterinary Administrations

In the sphere of veterinary pharmaceuticals, theoral veterinary administrations shall:

a) perform

1. supervisioff) over the use of pharmaceuticals in the form of snaedication using
feedingstuffs in compliance with Section 9, pargbra4 and control prescribing, dispensing,
and use of medicinal products in the delivery devieary care,

2. by means of prescriptions for medicated feeduffss supervision of the placing on the
market and use of medicated feedingstuffs; in #pkere they shall co-operate with the
Veterinary Institute;

b) by means of information as per Section 71, pagy 6 control of whether prescribing,
manufacture or use of veterinary autogenic vaccisesompliant with the requirements
stipulated by a special legal regulafitin

c) consider on the first level administrative offes identified in the conduct of supervision
as per letter (a), unless these are considerechdyeterinary Institute, as referred to in
Section 16, paragraph 2 (g), and adopt measuras thpdoreach of the obligations stipulated
by this Act.

28) Section 52 of Act No 166/1999 Coll., as amended.

Section 18
State Office for Nuclear Safety

The State Office for Nuclear Safety shall provigenoons on the marketing authorisations
and clinical trials of radiopharmaceuticals which the source of ionizing radiatith

Section 19
Ministry of the Environment

The Ministry of Environment shall issue, under dtnds established by Section 31,
paragraph 6, opinions on medicinal products coirtgigenetically modified organisiisand
opinions on the impact of pharmaceuticals on therenment.

Part 2
Qualification of persons handling pharmaceuticals

Section 20
General prerequisites

(1) Only persons aged over 18 years, who are {egathpetent, impeccable, and who comply
with appropriate health and professional preretpsisior the specific type of work shall be
permitted to handle pharmaceuticals as per Se6tiparagraph 1.

(2) The requirement to be aged over 18 years st ifo paragraph 1 shall not apply to persons
who handle pharmaceuticals during training or osting under professional guidafte



(3) An impeccable person shall mean a natural pevito complies with the conditions of
impeccability set forth in a special legal regule?’. Where a natural person has, in the last
three years, stayed abroad for more than six mamitih®ut interruption, it shall evidence its
impeccability also by means of documents evidenaogpliance with the condition of
impeccability issued by the countries where thes@ethas stayed. Recognition of a document
evidencing impeccability shall be governed by acigidegal regulatior?.

(4) For the purposes of obtaining evidence of incpbdity as referred to in paragraph 3, the
Institute or the Veterinary Institute shall request extract from the Penal Register in
compliance with a special legal regulafih The request for the provision of the extract
from the Penal Register and the extract from theaPRegister shall be communicated in
electronic format in a manner allowing for remoteess. Compliance with the condition of
impeccability shall be, furthermore, evidenced loypritting a document adequate to the
extract from the Penal Register issued by the sthtese citizen the natural person is, as well
as by adequate documents issued by the states asewterritories the natural person has
stayed for more than six months without interruptior the last three years. The extract from
the Penal Register and documents evidencing impéitgaf the natural person must not be
older than three months.

(5) Unless stipulated otherwise by other provisiohshis Act, legal regulations governing the
competence of healthcare professionals and othemiadists® and the competence for the
provision of veterinary cat® shall not be prejudiced by this Act.

29 Act No 95/2004 Coll., on the Conditions of Achiegi and Recognising Professional Competence and
Specialised Competence for the Conduct of the Heale Professions of a Doctor, Dental Practitioaed
Pharmacist, as amended by Act No 125/2005 Coll.

Act No 96/2004 Coll., on the Conditions of Achiegiand Recognising Competence for the Conduct of-Non
Medical Healthcare Professions and for the Condti&ctivities Associated with the Delivery of HelalCare

and on Amendments to Some Related Acts (Act on Medical Healthcare Professions), as amended by Act
No 125/2005 Coll.

%) Act No 18/2004 Coll., on the Recognition of Praiesal Qualifications and other Competence of the
Nationals of the Member States of the European taimd on Amendments to Some Acts (Act on Profeasion
Qualification Recognition), as amended.

303 Act No 269/1994 Coll., on the Penal Register, rasrded.

Section 21
Professional prerequisites

(1) The professional prerequisite for an investigah clinical trials on human medicinal
products shall be a degree from an accreditedhezalt master’s study programme in general
medicine.

(2) The professional prerequisite for an investgan clinical trials on veterinary medicinal
products shall be a degree from an accredited nmsteudy programme in veterinary
medicine.

(3) Professional prerequisites for the use of rrineali%)roducts in the delivery of health care or
veterinary care are stipulated by special reguigtiy™®.

Section 22



(1) For the control activities in the field of phaaceuticals within the Institute and the
Veterinary Institute, the professional prerequitemanagerial positions shall be a degree from
an accredited healthcare master's study progranmmpharmacy?’, or a degree from an
accredited healthcare master's study programmeeirergl medicing or a degree from an
accredited master's study programme in veterinaegdioné? or a degree from an accredited
master’s study programme in veterinary hygiene ecrwlogy or a degree from an accredited
master’s study programme in chemistry or biology,durthermore, five years of professional
practice in the appropriate professional activity.

(2) The professional prerequisite for the employekshe Institute and of the Veterinary
Institute who conduct control activities (hereieafreferred to as “inspectors”) regarding
manufacturers, operators conducting non-clinicétgastudies in pharmaceuticals, persons
involved in clinical trials, marketing authorisatioholders, healthcare facilities and
veterinarians, shall be a degree from an accrediigadthcare master’s study programme in
pharmacy’, or a degree from an accredited healthcare massartly programme in general
mediciné® or a degree from an accredited master's studyranuge in veterinary mediciffe

or a degree from an accredited master’s study anogre in veterinary hygiene and ecology or a
degree from an accredited bachelor's study progmamm chemistry or biology, and,
furthermore, three years of professional practicguich activities which are associated with the
area in which the inspector is to carry out conadivities; the professional prerequisite for
other control activities shall be at last a compcondary educati&hand, furthermore, one
year of professional practice in such activitiesochhare associated with the area in which the
inspector is to carry out control activities.

(3) Persons who evaluate, control, and decide ta®dh by this Act or who are involved in
professional activities within the scope of suchleation, control and decision-making, shall:
a) upon request on an annual basis or, if appkcadrlor to the commencement of their work,
submit to the Institute or Veterinary Institute actaration of financial, business or other
relations to the operators, marketing authorisatiollers or applicants pursuant to this Act,
who might influence their unbiased conduct of th&l sactivities; this declaration shall refer
to a minimum five-year period before the submisgbithis declaration; any changes to the
data contained in the declaration as they mightiosbkall be advised; these declarations shall
be available for the public and for the Agency upequest; data from this declaration shall
be taken into account by the Institute or the Metay Institute in assigning specific tasks to
the persons in the performance of activities a$ostt by this Act;

b) be obliged to keep the information brought teirthattention in the conduct of their
activities confidential in compliance with the régments of the Community, legal
regulations and international treaties;

c) acquaint themselves with the principles of ors@ion and management of the inspected
activities in the relevant Member State or thirduminy where inspections abroad are
concerned;

3D Act No 95/2004 Coll., as amended by Act No 125800l
32 Act No 111/1998 Coll., on Universities and Amenahseto Other Acts (the University Act), as amended.
33 Act No 96/2004 Coll., as amended by Act No 125800l

Part 3
Obligations and competences of the operator



Section 23

(1) An operator shall be obliged:

a) when handling pharmaceuticals, to adhere taepioes and comply with the requirements of
the European Pharmacopdéiand Czech Pharmacopoeia, with Community monographs
medicinal herbs, instructions of the Commission tlwedAgency and instructions of the holder of
the marketing authorisation of the medicinal praditipulated in accordance with this decision;
b) in the case of an occurrence of an adverseiogatd a medicinal product or a quality
defect of a pharmaceutical, to evaluate their seness and, in the case of need, to adopt all
available measures aimed at remedying the problanlieniting the adverse effect of the
pharmaceutical or of the excipient to the lowesicpicable degree, including its possible
recall from the market, and to inform forthwith thestitute or the Veterinary Institute, on
these measures, if they are adopted in the casegoélity defect or a serious or unexpected
adverse reaction;

) to immediately inform the Institute, in the cadea human pharmaceutical, or the Veterinary
Institute, in the case of a veterinary pharmacaljtiof a suspected quality defect of a
pharmaceutical or an excipient resulting in thealleof the pharmaceutical or the excipient
from the market;

d) to provide, free of charge, the Institute or Yeterinary Institute as requester thereby, with
any source material and information necessaryherconduct of their tasks as stipulated by
Section 13, paragraph 3 (b) and Section 16, pgoagf (b) and, if necessary for the
verification of the quality of a medicinal produetith a sample thereof; this obligation shall
not apply to transfusion products.

(2) In the delivery of health or veterinary care,aperator may not place on the market or use
pharmaceuticals

a) with an expired shelf life;

b) with a quality defect; or

c) if the Institute or Veterinary Institute has dkszl to this effect.

(3) An operator, with the exception of a vendoselected medicinal products, shall be entitled,
as part of measures for the protection of pharntmeds; to search within its premises used for
manufacturing, preparation, treatment, control @tridution of pharmaceuticals, persons
entering or leaving these premises and their luggagl transportation vehicles entering or
leaving these premises. These persons shall lgedtilh undergo these searches.

(4) A vendor of selected pharmaceuticals shalllidged to:

a) ensure that each natural person selling selecégticinal products obtained a certificate of
professional qualification of a vendor of seleateedicinal products;

b) comply with the rules of good practice of versdof selected medicinal products and inform
the Institute or the Veterinary Institute withiretmaximum of 15 days of the commencement
of operation and the business address or registédfieé and the address of the outlet, or, if
applicable, of the termination of operation;

c) sell only selected medicinal products;

d) exclude selected medicinal products from sale if

1. the vendor has been notified of a defect thergoisuch case the vendor shall notify
without delay the Institute or the Veterinary Ihst®, provide it with a sample of the
concerned medicinal product and further proceedordiong to the instructions of the
concerned Institute,

2. their shelf life has expired,



3. the integrity of the immediate or outer packgdnmas been compromised,

4. the labelling on the package is missing or ibég

5. storage conditions established for these maaliproducts have not been complied with, or
6. the Institute or the Veterinary Institute hagided to this effect pursuant to Section 13,
paragraph 2 (c) or (d) or (e) or pursuant to Sectfi6, paragraph 2 (c) or (d) or within the
scope of the procedure concerning a variation tcketi;mg authorisation pursuant to Section
35;

e) pass an unusable selected medicinal produdidposal in compliance with Sections 88 and
89 as stipulated by special legal regualtiths

f) purchase selected medicinal products only from distributors or manufacturers of these
medicinal products and keep documents on the psechstorage and sale of selected
medicinal products for a period of at least fivange

(5) The implementing legal regulation stipulates tontents, number of lessons and method
of organisation of a specialised course for vendbiselected medicinal products and rules of
good practice of the vendors of selected medignadlucts.

(6) Operators conducting non-clinical safety stadi® pharmaceuticals shall be obliged to
observe the principles of good laboratory practiceompliance with Section 6, paragraph 4;
the rules of good laboratory practice are set fogthihe implementing legal regulation. In the
conduct of non-clinical safety studies, operatonsstrproceed in compliance with special
legal regulation®.

3 Act No 185/2001 Coll., on Waste and AmendmentSdme Other Acts, as amended.
Decree No 383/2001 Coll., on details of waste manamnt, as amended by Decree No 41/2005 Coll.

%) Act No 246/1992 Coll., as amended.
Decree No 207/2004 Coll., on the protection, bregdand use of experimental animals.

Section 24

Obligations during collection, testing, processing, storage, dispensing, distribution and
import from a third country or export to a third country of human blood, its
components, raw materialsfor further production and transfusion products

(1) Holders of marketing authorisation for a mea¢iproduct which contains raw materials
from human blood or its components or in the mactufe of which such raw materials have
been used, and operators:

a) involved in the manufacture of transfusion priduand raw materials for further
production, incl. their manufacture for the purposéclinical trials;

b) using in the manufacture or preparation of medicproducts or importing from third
countries for the purposes of manufacture of madigbroducts or distributing human blood,
its components or raw materials for further proauct

shall in the collection, testing, processing, sgeradistribution, and import from a third
country or export to a third country where humaoobl, its components, raw materials for
further production and transfusion products areceomed, ensure compliance with quality
and safety as set forth in Section 67.

(2) Persons referred to in paragraph 1, persomzedsing transfusion products and persons
delivering health care shall keep records ensuraxgeability of transfusion products from the
donor to the recipient and vice versa, and of raatemmals for further production from the



donor to the manufacturer and vice versa, includiath about unused transfusion products
and raw materials for further production in the meEoand by ways stipulated by the
implementing legal regulation; these records dhalkept for the minimum period of 30 years
and shall be upon request available to the manufacof the transfusion product or raw
material for further production. These persons Ishal obliged to safeguard records in a
manner allowing for their protection from unautised access or any other illegal handling
and losses for the duration of the period, ensutivag this obligation is complied with also
after a potential dissolution of these persons.

(3) If a serious adverse reaction or a serious radvevent is identified or suspected, persons
referred to in paragraph 2 shall be obliged to:

a) adopt any available measures aimed at remedgmgituation and limiting the adverse
effects to the lowest practicable degree;

b) forthwith notify the Institute and persons whil Wwe involved in resolving the case of such
finding or suspicion within the scope and by watipwated by the implementing legal
regulation;

¢) maintain and allow access to documentation déggrsuch finding or suspicion, including
documentation containing personal d8ta

d) draw a report on such finding or suspicion amalvige it to the Institute and to persons
involved in the case.

In order to ensure these obligations are fulfillpdrsons referred to in paragraph 2 shall
establish a procedure to monitor and resolve ifledtor suspected serious adverse reactions
and serious adverse events. Blood centres and Wianols shall submit to the Institute a
report for every calendar year summarising datarred to in this paragraph and paragraph 2.
The implementing legal regulation stipulates ried scope for the procedure to monitor and
resolve identified or suspected serious adversetiogs, serious adverse events and the
contents and due dates for the submission of fh&rteand data regarding these events to the
Institute.

(4) Transfusion products or plasma for the produrctf blood derivatives may be imported
from third countries, exported to third countriegsdistributed between the Czech Republic
and another Member State by operators referred paiagraph 1 only after a prior approval
obtained from the Ministry of Health, unless a siafis concernetf. The approval shall be
issued for a specific period of time; the applioatfor the issue of the approval must contain
data about the applicant, as well as informatidaitieg the subject of the application, and its
rationale; the scope of the data is stipulatechiyimplementing legal regulation.

(5) The Ministry of Health shall decline its appabveferred to in paragraph 4, if:

a) such import from a third country or export tthad country or such distribution involves

transfusion products or plasma for the productibrblood derivatives which have been

produced in conflict with the provisions of this thend may jeopardise the life or health of
people;

b) the export to a third country or import from fard country is given preference to

distribution within the Community;

c) in the event of import, sufficient quantitiestednsfusion products compliant with this Act

which have been produced from the collections frdomors in the Czech Republic are
available for the purposes of health care;

d) the export to a third country or distributiomrin the Czech Republic to another Member
State would jeopardise Czech Republic’s self-sigficy in terms of ensuring haemotherapy;
or



e) the conduct of such import or export would beomsistent with the achievement of the
goal of voluntary free donations of blood in thee€lz Republic.

(6) The Ministry of Health shall revoke its approveferred to in paragraph 4, if:

a) the approval has been issued on the basissaf ¢alincomplete data;

b) conditions of the issued approval are not bemmgplied with;

c) the conduct of the import from a third countnyexport to a third country results in a
jeopardy to the health or life of people, or

d) the operator for whom the approval has beeredgssoas seriously breached the obligations
of an operator stipulated by this Act.

(7) An operator for whom the approval referred noparagraph 4 has been granted shall
inform the Ministry of Health about the conducttbe import from a third country or the
conduct of the export to a third country within gheriod of 10 days of the conduct of such
import or export. The implementing legal regulatsiipulates the method of the provision of
such information and the content thereof.

(8) The operator referred to in paragraph 1 maylaona distribution of a transfusion product
between the Czech Republic and another Member, Statenport of a transfusion product
from a third country or export of a transfusion gwot to a third country without having to
obtain the approval referred to in paragraph 4diveace; if applicable, a healthcare factity
may obtain a transfusion product from a Membere&Stdtit is justified by an urgent and
exigent need to safeguard the transfusion prodaudhe delivery of health care to individual
patients. In such a case the operator who has tegpor exported the transfusion product or,
where applicable, the healthcare facility which basained it, shall inform the Ministry of
Health to this effect no later than within 15 dayke implementing legal regulation stipulates
the method of providing this information and thetamt thereof.

(9) An operator who has been granted the appr@faired to in paragraph 4 shall be obliged
to submit, upon the conduct of the import or expeith the exception of a tranit, this
approval to the concerned customs authority apéinson making the customs delaratfn
either itself or through its direct agéft

36) Act No 101/2000 Coll., on the Protection of Pealddata and Amendments to Some Acts, as amended.

37 Article 4, paragraph 16 of Council Regulation (B0 2913/92 of 12 October 1992, establishing the
Community Customs Code, as amended.

%) Article 4, paragraph 18 of Council Regulation (BB®. 2913/92, as amended.

%) Article 5 of Council Regulation (EEC) No. 2913/3% amended.

TITLE I

MARKETING AUTHORISATION OF MEDICINAL PRODUCTSAND ISSUES
RELATED

Section 25



(1) A medicinal product may not be placed on thekaiain the Czech Republic, unless it has
been:

a) authorised by the Institute, where a human nmaliroduct is concerned, or by the

Veterinary Institute where a veterinary medicin@lduct is concerned; or

b) authorised by a procedure compliant with a diyeapplicable Community regulatiéf

If a medicinal product has already been authoraseteferred to in letter (a) or (b), marketing
authorisation of any other strengths, pharmacdutocens, routes of administration and for

another animal species, where a veterinary medipnoauct is concerned, must be granted in
compliance with letter (a) or (b). All of these rkating authorisations shall be known as
cluster authorisation.

(2) Marketing authorisation shall not apply to:

a) medicinal products prepared in a pharmacy omwaitkplaces authorised to prepare
medicinal products in compliance with Section 79

1. in accordance with a medical prescription forrahvidual patient,

2. in accordance with Czech Pharmacopoeia or orbdéises of a technological prescription
and intended to be supplied directly to the pasiesgrved by the pharmacy which has
prepared the product or by the pharmacy which thaised to take these from the former
pursuant to Section 79, paragraph 9, or intenddaetsupplied directly to a veterinarian or
breeder of animals, or intended for direct usena liealthcare facility for which the product
has been prepared;

b) medicinal products intended for research aneldgvnent purposes;

c) intermediate products intended for further pssagy by a manufacturer of medicinal
products;

d) radionuclides in the form of sealed sources;

e) whole blood, plasma or blood cells of human iorignd transfusion products, with the
exception of plasma produced by a method invol@ngndustrial process;

f) medicated feedingstuffs;

g) veterinary autogenic vaccines;

h) radiopharmaceuticals prepared in accordance twhieh instructions of the marketing

authorisation holder exclusively from authorisedioauclide generators, kits or radionuclide
precursors for immediate use by nuclear medicinekplaces of healthcare facilities

authorised to operate as per special legal regafati

(3) Marketing authorisation shall also be requirkmt radionuclide generators, Kits,
radionuclide precursors of radiopharmaceuticals amadustrially —manufactured
radiopharmaceuticals.

(4) For the purposes of marketing authorisatiometlicinal products:

a) a reference medicinal product shall mean a rmadiproduct authorised as set forth in
paragraph 1 and on the basis of an application gtdzhin compliance with Section 26;

b) a generic product shall mean a medicinal prodfietientical qualitative and quantitative
composition, where active substances are conceanedidentical pharmaceutical form as the
reference medicinal product, and for which, wita #xception of those cases where it may be
evidenced that the generic product complies with televant criteria stipulated by the
applicable guidance of the Commission and the Agehmequivalence with the reference
medicinal product has been evidenced by adequatavédiability studies; various salts,
esters, ethers, isomers, isomer mixtures, complekederivatives of the active substances
shall be considered the same active substancesuhleg vary significantly in their properties



relevant to the safety, or, where applicable, fiicafy; various oral pharmaceutical forms
with immediate release shall be considered the gdrasmaceutical form.

Marketing authorisation application
Section 26

(1) An application for marketing authorisation $hag¢ lodged by natural or legal persons
(hereinafter referred to as the “applicant for ne#ig authorisation”) for each
pharmaceutical form and strength of a medicinatlpod separately with the Institute where a
human medicinal product is concerned, or with trete¥inary Institute where a veterinary
medicinal product is concerned.

(2) An application as per paragraph 1 shall notldelged with the Institute or with the
Veterinary Institute in the case set forth in Sat5, paragraph 1 (b).

(3) Where the application for marketing authormatiof the same medicinal product is
submitted not only in the Czech Republic but alsoanother Member State, procedures
compliant with the provisions governing mutual rgietion of marketing authorisations shall
be employed.

(4) Marketing authorisation may only be grantedatoapplicant for marketing authorisation
residing or establishélwithin the territory of any of the Member States.

(5) The application for marketing authorisation Ish# accompanied by the following
particulars and documents:

a) name of the medicinal product;

b) qualitative and quantitative particulars oftal constituents of the medicinal product, with
mention of the international non-proprietary naneeommended by the World Health
Organisation where such name exists, or with margicdhe appropriate chemical name, and
information whether the medicinal product containsaddictive substance or a precuf8pr

c) evaluation of a potential risk which the medatiproduct presents to the environment and
any specific measures to reduce such risk, if apple;

d) description of the manufacturing method;

e) therapeutic indications, contra-indications, adderse reactions;

f) posology, pharmaceutical form, method and rafteadministration, and expected shelf life;
where a veterinary medicinal product is concerpedplogy for all animal species for which
the given product is intended shall be specified,;

g) if applicable, reasons for any precautionary aatety measures to be adopted for the
storage of the medicinal product, its administratio patients or animals and for the disposal
of waste products, together with an indication ofy gotential risks presented by the
medicinal product for the environment; where a mweégy medicinal product is concerned,
also all potential risks for the health of humatngs, animals or plants associated with the
product shall be indicated,;

h) description of control methods employed by trenafacturer;

i) results of:

1. pharmaceutical tests (physico-chemical, biolalgic microbiological tests),

2. preclinical tests (toxicological and pharmacatagtests),

3. clinical trials,



4. tests for safety and residues, where a vetgrimadicinal product is concerned;

J) a detailed description of the method of ensuph@rmacovigilance, and where applicable,
of the risk management system to be establisheédeéogpplicant for marketing authorisation;
k) an affidavit confirming that the clinical trialsonducted outside the Community are
compliant with the ethics requirements adequatéhtse stipulated by Section 51 et seq.,
where a human medicinal product is concerned;

[) proposed summary of the product characteristggecimen of proposed outer and
immediate packaging of the medicinal product togethith proposed package leaflet; for
human medicinal products the implementing legallagn stipulates the cases and method
of submission of conclusions from the examinatidériegibility and clarity of the package
leaflet conducted in cooperation with the targeiugs of patients;

m) identifications of all manufacturers and mantidaag sites and documents showing that
each manufacturer holds a manufacturing authooisdtir medicinal products;

n) a list of countries in which the relevant medati product is authorised or an application
for its marketing authorisation is pending, copieé the summary of the product
characteristics and package leaflet submitted hagetwvith the application for marketing
authorisation or, where the medicinal product hesnbalready authorised, approved by the
concerned authorities of the Member States, andilsledf any decision to take back an
application or decision to refuse, suspend or revalthorisation in a Member State or in a
third country, and the reasons for such decisiohere veterinary medicinal products are
concerned, also copies of all marketing authoosatigranted in the Member States and in
third countries shall be attached,;

0) proposed withdrawal period where a veterinargioieal product is concerned which is
intended for administration to food-producing ansna

p) documents evidencing that at least six montfsréehe submission of the application for
marketing authorisation a valid application for thetermination of maximum residue limits
has been submitted to the Agency in accordance wittrectly applicable Community
regulatior? in the case of veterinary medicinal products ideghfor administration to food-
producing animals which contain new pharmacologicattive substances not yet listed
under Annex |, 1l or 1l to this directly applicabkegulation, with the exception of cases listed
under Section 31, paragraph 11,

q) proof of payment of the administrative fee ftwe tsubmission of the application for
marketing authorisation as per a special legal latign*", or a proof of reimbursement of
costs as referred to in Section 112, if this reirebment is required in advance;

r) copies of documents stating that the human meliproduct has been classified as an
orphan medicinal produif®, together with a copy of the relevant opinion bé tAgency,
where an orphan medicinal product is concerned;

s) a document evidencing that services of a qedlifiperson responsible for
pharmacovigilance are available to the applicadtadocument evidencing how reporting of
each adverse effect suspected in the Community athird country is safeguarded.

(6) The documents and particulars pertaining toréselts of pharmaceutical and preclinical
tests and clinical trials referred to in paragrdphitems 1 to 3, shall be accompanied by
detailed summaries pursuant to Section 27, parhgfdh Where veterinary medicinal
products are concerned, moreover, detailed sumsnahall accompany the documents and
particulars pertaining to the results of testsdafety and residues referred to in paragraph 5
(i), item 4 and, where applicable, evaluation @& tmpact upon the environment as referred to
in paragraph 5 (c).



(7) The applicant for marketing authorisation shalbreover, draw up the particulars and
documentation for the application for marketing hauisation in compliance with the
guidelines of the Commission and of the Agency.pBsed summary of the product
characteristics, proposed package leaflet, andosexpinformation to be shown on the outer
and immediate packaging of the medicinal produetldfe submitted in the Czech language
unless the Institute or the Veterinary Institutecides otherwise as per Section 38; other
documentation may be submitted also in the EnglisBlovak language or, if applicable, in
another language established by the Institute®M#terinary Institute after a discussion with
the applicant for marketing authorisation.

Where changes to the submitted data and documamtatise in the course of the marketing
authorisation procedure, particularly in data neférto in paragraph 5 (n), the applicant for
marketing authorisation must forthwith notify thestitute or the Veterinary Institute of such
changes. Where extensive changes to the data amdhdatation are concerned, the Institute
or the Veterinary Institute may require the subrmisf a new application for marketing
authorisation and suspend the procedure pertainingthe original application. The
implementing legal regulation stipulates more dethdefinition of the content and layout of
the particulars and documentation for the applicati

0 Act No 167/1998 Coll., on Dependency Producings$amces and on Amendments to Some Other Acts, as
amended.

4 Act No 634/2004 Coll., on Administrative Feesaasended.

42 Council Regulation (EC) 141/2000.
Section 27

(1) The applicant for marketing authorisation shadt be obliged to submit the results of
preclinical tests and clinical trials, and, for emary medicinal products, furthermore the
results of tests for safety and residues if hela is able to evidence that the medicinal
product is a generic product of a reference medigimoduct which has been authorised in
compliance with Community regulations for the minim period of eight years in a Member
State or via a procedure set forth in a directiyligable Community regulatiéfi. In this case
particulars specified under Section 26, paragrafih fiems 2 to 4 shall not be submitted and
the legal protection of industrial property and ihass secret shall not be prejudiced. A
generic product authorised as per this provisiostmot be placed on the market before the
expiry of 10 years of the first marketing authadtima of the reference product in any of the
Member States or in the Community or, in the cabevaderinary medicinal products
authorised for fish, bees and other animal spestipsilated by the Commission, 13 years of
the first marketing authorisation of the referepceduct in any of the Member States or in
the Community. These periods shall only be six gedr the application for marketing
authorisation of such reference product was subthitefore 30 October 2005 and it is not a
reference product authorised via a procedure s#ét foy a directly applicable Community
regulatiort®.

(2) The period of 10 years referred to in paragraghall be extended by decision:

a) for human medicinal products to the maximum bfygars, if the marketing authorisation
holder of the reference product obtains during firet eight years of the said 10 years a
marketing authorisation for one or more new them#ipeindications which, before the
marketing authorisation, are scientifically ratedaasignificant clinical benefit compared to
the existing therapeutic procedures;



b) for veterinary medicinal products by one year &ach extension of the marketing
authorisation by a new food-producing animal spgedeit to not more than 13 years, if the
marketing authorisation holder of the referencedpod obtains such extension of the
marketing authorisation in the course of the firge years of this 10-year period and if
veterinary medicinal products intended for at leas¢ food-producing animal species and
which contain a new active substance which hadeeh authorised in the Community before
30 April 2004 are concerned; the extension of o from 10 years to 11, 12 or 13 years
shall be recognised only if the marketing authaiesaholder has been at the same time the
applicant for the establishment of maximum resililués for the animal species which is the
object of the marketing authorisation.

(3) The provisions of paragraph one, sentencesandeéwo shall also apply, if the reference
medicinal product has not been authorised in thenbt State in which the application for
marketing authorisation of the generic product esn submitted. In this case the applicant
for marketing authorisation shall give the nametled Member State where the reference
product is or was authorised in the applicatiorthé application for marketing authorisation
is submitted in the Czech Republic, the Institutehe Veterinary Institute shall request the
competent authority of the other Member State twviple a confirmation that the reference
medicinal product is or was authorised and a cotegdemposition of the reference product,
or any other documentation as applicable. If suaifionation is requested by an authority of
another Member State, the Institute or the Veteyimastitute shall provide the confirmation
and the information within one month of the delivef the request.

(4) Where a medicinal product is not a generic pobdor if bioequivalence cannot be
evidenced by bioavailability studies or in the cabehanges to the active substance or active
substances, therapeutic indications, strength,npiegutical form or route of administration
compared to the reference medicinal product, resfltrelevant preclinical tests or clinical
trials and, where veterinary medicinal productsamecerned, also results of relevant tests for
safety and residues shall be submitted to thetinstor the Veterinary Institute. If various
salts, esters, ethers, isomers, isomer mixturemplexes or derivatives of the active
substance vary significantly in terms of their pdjgs associated with their safety and, if
applicable, efficacy, the applicant must submitiadidal information evidencing safety and,
if applicable, efficacy of various salts, estensgerivatives of the concerned active substance.

(5) If a biological medicinal product similar toethreference biological medicinal product
does not meet the conditions for the definitionaofeneric product, in particular due to
differences in raw materials or differences in nfaoturing processes of such biological
medicinal product and the reference biological miedi product, results of relevant

preclinical tests or clinical trials concerning gkeconditions must be submitted. Results of
other preclinical tests and clinical trials incldde the marketing authorisation dossier of the
reference biological medicinal product shall not fimitted. The implementing legal

regulation stipulates the scope of additional datde submitted. These data must comply
with the relevant guidance of the Commission amedAbency.

(6) In the event of an application for:

a) marketing authorisation for a new indicationaohuman medicinal product containing a
well established substance where significant pneal tests and clinical trials related to this
new indication have been conducted, the Institutistrmot take the results of these studies
into account when considering an application lodggdanother applicant for marketing
authorisation pursuant to paragraph 1 for the peabone year of granting the marketing



authorisation for another medicinal product witk thven indication; the period of protection
referred to in the previous sentence cannot beategdge

b) extension of a marketing authorisation of a me#y medicinal product authorised
pursuant to paragraph 7 for at least one food-minduanimal species by another such animal
species for which the applicant has submitted tesilnew tests for residues in compliance
with a directly applicable Community regulattdiogether with the results of new clinical
trials, the Veterinary Institute must not take tesults of these tests into account when
considering an application as per paragraph 1 fotheer applicant for the period of three
years of granting the marketing authorisation forol they have been submitted.

(7) The applicant for marketing authorisation shadt be obliged to submit the results of
preclinical tests or clinical trials and, for veterry medicinal products, the results of tests for
safety and residues, either, if the applicant magesnce that the active substances of the
medicinal product have had a well established frerac use in the Community for at least
10 years with recognised efficacy and acceptalfietysatandard; the scope and method of
evidencing a well established therapeutic use igulsted by the implementing legal
regulation. In such case data referred to in Se@® paragraph 5 (i), items 2 to 4 shall not
be submitted; instead of the results of precliniesks and clinical trials, relevant scientific
literature shall be presented, without prejudicehi® legal protection of industrial property
and business secret. In the event of veterinaryigimadl products it is possible, particularly
for the purposes of evidencing safety, use assedsmaports published by the Agency in
relation with the assessment of the applicationtf@ establishment of maximum residue
limits in compliance with a directly applicable Comnity regulatiof.

(8) In the event of medicinal products containimtj\e& substances which are components of
authorised medicinal products but which have n@nbased in combination for therapeutic

purposes, results of preclinical tests or clintcials have to be submitted, and, for veterinary
medicinal products, also results of tests for gaéetd residues relevant to this combination
pursuant to Section 26, paragraph 5 (i) have teutenitted, but it is not necessary to submit
results of preclinical tests or clinical trialseeant to each individual active substance.

(9) For the purposes of assessment of applicatonserning different medicinal products
with the same qualitative and quantitative compasiin terms of active substances, and
identical pharmaceutical form, the marketing audaion holder may after the marketing
authorisation is granted, approve the use of phegntecal, preclinical and clinical source

materials contained in the marketing authorisatiossier of the medicinal product. Where
veterinary medicinal products are concerned, theketiag authorisation holder may,

furthermore, approve of the use of source matergdd¢vant to safety and residues.

(10) Where veterinary immunological medicinal proguare concerned, the applicant for
marketing authorisation shall not be obliged tomsiilyesults of some evaluations conducted
in target animal species in field conditions, ié$le evaluations cannot be conducted with a
view to Community regulations referring to somei@es animal infection’s). In such case,
data referred to in Section 26, paragraph 5 @ng 2 to 4 shall not be submitted and the
applicant shall give reasons in the applicationlarmpg why such results have not been
submitted.

(11) For marketing authorisations referred to irageaphs 1 to 5 the summary of the product
characteristics does not have to contain thoses paftthe summary of the product
characteristics of the reference medicinal produotéevant to the indications or



pharmaceutical forms which have been at the timgafement of the generic product on the
market, still protected by patent rights The implementing legal regulation stipulates the
scope and layout of data which form the contentstref summary of the product
characteristics.

(12) The applicant for marketing authorisation sbakure that detailed summaries referred to
in Section 26, paragraph 6 have been compiled igmed by experts with adequate technical
or professional qualifications which shall be pdw®d in a brief curriculum vitae. Persons who
with technical or professional qualifications reés to in the previous sentence shall justify
each use of scientific literature as per paragraphhe purpose of detailed summaries is to
summarise pharmaceutical, preclinical, and clinidata in the form of overviews. The
implementing legal regulation stipulates the scofpthe detailed summaries.

43 Act No 527/1990 Coll., on Inventions, Industriaé$)gns and Rationalisation Proposals, as amended.

Simplified registration procedure

Section 28
Procedur es concer ning human homeopathic products

(2) Only human homeopathic medicinal products wisiatisfy the following conditions shall
be subject to a simplified registration procedutaecly does not require a proof of therapeutic
efficacy:

a) they are administered orally or externally;

b) no therapeutic indication appears on the latgplif the human homeopathic product or in
any information relating thereto;

c) the safety of the human homeopathic productbsaguaranteed by means of dilution; the
implementing legal regulation stipulates the pracedf dilution of the human homeopathic
product.

(2) An application for simplified registration mapver also a series of human homeopathic
products derived by dilution from the same homehipagtock or combination of stocks and
varying only in the degree of dilution. For eachaphaceutical form a separate application
shall be submitted.

(3) The application for simplified registration nmieentain data about the applicant as well as
data specifying the subject of application and t#omale thereof; the application shall be
accompanied by documentation evidencing the safietye human homeopathic product, the
pharmaceutical quality and the batch-to-batch hanedy. The particulars of this application
shall be likewise governed by the provisions ofteac26, paragraph 5 with the exception of
letters (c), (e), (9), (i) item 3, (j), (k) and )(With respect to the proposed summary of the
products characteristics. The implementing leggliaion stipulates the scope of data and
contents of the documentation to be submitted.

(4) Where human homeopathic products authorisesirglified registration procedure as per
paragraph 1 are concerned, the labelling mustt éioan data stipulated by Section 37, show
the information “Homeopathic product without autised therapeutic indications”; the same
information must be contained in the package leafle



Section 29
Procedur es concer ning veterinary homeopathic products

(1) Veterinary homeopathic products which sati$fy following conditions shall be subject
to authorisation by means of simplified registratpyocedure:

a) they are administered by a route described énEBbropean Pharmacopoeia or by the
pharmacopoeias effective in the Member States;

b) no specific therapeutic indications or any otlmfiormation relating to the specific
therapeutic indications appear on the labellingnoany other information pertaining to the
concerned veterinary homeopathic product, unlégslated otherwise by the Commisstdn

c) they are not veterinary immunological homeogagioducts;

d) there is a sufficient degree of dilution to quee the safety of the veterinary homeopathic
product; such veterinary homeopathic products matycontain more than one part per 10
000 of the mother tincture, unless stipulated atfe by the Commissidfi.

The use of the simplified registration procedureveterinary homeopathic products shall not
prejudice the requirements stipulated in a diregflglicable Community regulation

(2) The application for simplified registration mieentain data about the applicant as well as
data specifying the subject-matter of the applaratnd a rationale thereof; the application

shall be accompanied by documentation evidencimgatticular, the safety of the veterinary

homeopathic product, the pharmaceutical quality #oed batch-to-batch homogeneity. The

implementing legal regulation stipulates the scopdata and contents of the documentation
to be submitted. In its decision on the registratod a veterinary homeopathic product, the

Veterinary Institute shall establish the methodispensing of the product.

(3) For veterinary homeopathic products as pergraph 1, the proof of therapeutic efficacy
and proposed summary of the product characterisiialh not be submitted.

(4) Applications for simplified registration proae@ referred to in paragraph 1 shall be
governed by the provisions of Section 28, paragéalkewise.

(5) Where veterinary homeopathic products authdrizesimplified registration procedure as
per paragraphs 1 and 2 are concerned, the labettugt, apart from data stipulated by
Section 37, show the information “Homeopathic ey product without authorised
therapeutic indications”; the same information mestontained in the package leaflet.

“4) Article 17 of Directive 2001/82/EC of the Europearliament and of the Council, as amended by Birec
2004/28/EC.

Section 30
Procedures concerning traditional herbal medicinal products

(1) Traditional herbal medicinal products shalldubject to simplified registration procedure
pursuant to this provision only if they do not mette criteria of marketing
authorisation/registration set forth in Sectiont@38. Traditional herbal medicinal products
shall be those human herbal medicinal products wtoenply with the following conditions:

a) they are intended for oral, external or inhatatdministration;

b) they are intended exclusively for administratiomccordance with a specified strength and
posology;



c) their indications are exclusively appropriatdraditional herbal medicinal products which,
by virtue of their composition and purpose, areemdied and designed for use without the
supervision of a medical practitioner for diagnogturposes or for prescription or monitoring
of treatment

d) the period of traditional use stipulated in pgaaph 3 (e) has elapsed,;

e) the data about the traditional use of such neliproduct are sufficient; in particular, the
product proves not to be harmful in the specifiedditions of use and the pharmacological
effects or efficacy of the medicinal product ar&iobs on the basis of long-standing use and
experience.

(2) The presence in the traditional herbal medicpraduct of vitamins or minerals for the

safety of which there is well-documented evidenttallsnot prevent the product from being
eligible for registration via simplified procedune accordance with paragraph 1, provided
that the action of the vitamins or minerals is Hany to that of the herbal active ingredients
regarding the specified indication(s).

(3) The application for simplified registration eefed to in paragraph 1 must be accompanied
by:

a) particulars and documentation set forth in $ac26, paragraph 5 (a) to (h), (j), (1), (m), (q)
and (s) and results of pharmacological tests redietw in Section 26, paragraph 5 (i) item 1;

b) the summary of the product characteristics withe scope stipulated by the implementing
legal regulation;

c) particulars set forth in paragraph 1 (e) rel¢vwarthe combination mentioned in Section 2,
paragraph 2 (m) or in paragraph 2, if the individacive ingredients are sufficiently known;
where this condition is not met, data relevantndiidual active ingredients must also be
enclosed;

d) a list of countries where the applicant for ségition has been granted registration or
authorisation to place the concerned medicinal ycban the market in another Member
State or in a third country, and details of anyhdrawal of the application or decision on
rejection, suspension or revocation of the redisinaor authorisation within the Community
or in a third country and reasons for all of thdseisions;

e) bibliographic or scientific evidence that thencerned medicinal product or a
corresponding product as per paragraph 4 has lzewnf the date of submission of the
application, used for treatment for the periodtdeast 30 years, of which at least 15 years in
the Community;

f) a bibliographic overview of safety data togetigth summaries referred to in Section 26,
paragraph 6.

The implementing legal regulation stipulates a mdegailed definition of the scope and
layout of data and documentation to be submittet thie application.

(4) The corresponding product shall have identctive ingredients regardless of the applied
excipient, identical or similar intended purposeusé, equivalent strength and posology and
identical or similar route of administration as thedicinal product for which the application

is being submitted. The requirement for the evideat therapeutic use of the concerned
medicinal product or corresponding product over pleeiod of at least 30 years shall be
fulfilled even if the concerned medicinal produat the corresponding product has been
placed on the market without being registered agtpe Act. This requirement shall be also

fulfilled if the number or amount of constituentashbeen decreased over this period of time.
If the concerned medicinal product or the corresipom product has been used in the
Community for less than 15 years, but otherwise gas with the conditions of registration



via simplified procedure as referred to in paragrapthe Institute shall apply for an opinion
of the Committee for Herbal Medicinal ProddctsThe procedure shall be suspended as of
the date of sending the application for opinionthe Committee for Herbal Medicinal
Products until the Institute obtains the opinidre tnstitute shall inform the applicant of the
suspension.

(5) The provisions governing the mutual recognitipmocedure shall be applied only to
registration via simplified procedure as referrednt paragraph 1 likewise providing that:

a) the Community monograptof the medicinal herb has been drafted by the Citimenfor
Herbal medicinal Products; or

b) the traditional herbal medicinal product corssist herbal substances, herbal preparations
or combinations thereof which are contained inligteeferred to in paragraph 7, where:

1. herbal substances shall mean whole, fragmentemlitoplants, plant parts, algae, fungi,
lichen including in an unprocessed, dried or frisinm; herbal substances shall, furthermore,
mean herbal exudates which have not been subjdced specific treatment; herbal
substances are defined by the plant part usedhandotanical name according to the effective
scientific binomial system including genus, speceaghor and, where applicable, subspecies
and variety,

2. herbal preparations shall mean preparationsrauteaby subjecting herbal substance(s) to
treatment such as extraction, distillation, pregsiractionation, purification, concentration or
fermentation; these include comminuted or powddredbal substances, tinctures, extracts,
essential oils, expressed juices and processedaid

(6) An application for registration via simplifigatocedure referred to in paragraph 1 shall be
declined, if it is proven in the course of the sdgition procedure that the herbal medicinal
product does not comply with the conditions stipedain paragraphs 1 to 3, or that

a) the qualitative or quantitative compositionnsansistent with the labelled composition;

b) the indications do not comply with the condisastipulated in paragraph 1;

c) it may be harmful under the usual conditionsi#;

d) data about traditional use are insufficient,eesgdly when the pharmacological effects or
efficacy are not obvious on the basis of long-tesa and experience; or

e) the pharmaceutical quality is not adequatelgdeavied.

The decision to decline an application for regitstravia simplified procedure referred to in
paragraph 1, including a rationale thereof, shall nmtified by the Institute also to the
Commission, within 15 days of the coming legallyoirforce of the decision, and, upon
request, also to every competent authority of tieenider State.

(7) If the application for registration via simpéil procedure referred to in paragraph 1
concerns a medicinal product containing a herbdistsunce, herbal preparation or a
combination thereof which are placed on the lish@fbal substances, herbal preparations and
combinations thereof for use in traditional herbadicinal products, it is not necessary to
submit data set forth in paragraph 3 (d) to (f)alherbal substance, herbal preparation or a
combination thereof are deleted from the list nefeérto in this paragraph, the Institute shall
not revoke the registration granted pursuant toesee one, if the registration holder files an
application for variation to registration and sutsyparticulars and documentation referred to
in paragraph 3 (d) to (f) within three months oé ttate of deletion of the herbal substance,
herbal preparation or combination thereof from liee The implementing legal regulation
stipulates the list of herbal substances, herteggmations and combinations thereof for use in
traditional medicinal products.



(8) The labelling and package leaflet of a tradidioherbal medicinal product must, apart

from data set forth in Sections 37 and 38, inclingeinformation:

a) “The use of this traditional herbal medicinabghuct is based exclusively on experience
from long-standing use”; this information must bereover, shown in any advertising for the

traditional herbal medicinal product;

b) Which recommends to the user to consult a medmetor if the symptoms of the disease

persist during the use of the traditional herbatiizieal product or if adverse reactions not

mentioned in the package leaflet occur.

As part of the registration procedure, the Institoiay require that the nature of the concerned
tradition be also shown on the labelling or in plaekage information.

) Article 16h of Directive No 2001/83/EC of the Epean Parliament and of the Council As amended by
Directive No 2004/24/EC.

Section 31
Marketing authorisation procedure

(1) Within the marketing authorisation procedule Institute or the Veterinary Institute shall
assess the completeness of the application for etiagk authorisation and shall notify the
applicant for marketing authorisation of the outeoofi such assessment no later than within 30
days of the delivery of the application.

(2) Where the application has been found to be ¢etmpthe Institute or the Veterinary
Institute shall decide about the application nerl#tan:

a) 150 days of the date when the applicant for etar authorisation has been informed that
his or her application has been found to be coraplhere an application for marketing
authorisation of a medicinal product as per Se@ipparagraph 1 is concerned; or

b) 210 days of the date when the applicant for etamg authorisation has been informed that
his or her application has been found to be coraplghere other instances of applications for
marketing authorisation of medicinal products arecerned.

(3) Where the Institute or Veterinary Institute lwitvhom the application for marketing
authorisation has been lodged notes that the apiolic for authorisation is already under
examination in another Member State in respecthat medicinal product, it shall not
examine the application and shall suspend the gduvee It shall inform the applicant for
marketing authorisation that it is necessary toceed in compliance with the provisions
governing mutual recognition of marketing authdras.

(4) Where the Institute or Veterinary Institute irSormed as referred to in Section 26,
paragraph 5 (n), that another Member State hasdirauthorised that medicinal product
which is the subject of application for authorieatiodged with the Institute or Veterinary
Institute, it shall decline this application unleéskas been submitted in compliance with the
provisions governing mutual recognition of markgtauthorisations.

(5) In examining an application submitted as sdtimBections 26 to 30 and with a view to
the special nature of homeopathic products andtimadl herbal products registered via
simplified procedure the Institute or Veterinargtitute:

a) shall verify whether the particulars and docuragon submitted are in compliance with
this Act and examine whether the conditions fouiisg a registration for the medicinal
product are complied with, in particular whether:



1. the medicinal product may be considered on twashof the submitted documentation as
effective, sufficiently safe, and quality,

2. the benefits of using the medicinal product urtbe conditions specified by the summary
of the product characteristics outweigh the risksoaiated with its use,

3. the conditions of good clinical practice, goalldratory practice, and good manufacturing
practice have been complied with,

4. the name of the medicinal product is consisietit its composition and therapeutic effects
and may not be confused with the name of anotheliamal product which has already been
authorised pursuant to Section 25, paragraph 2loos#happlication for marketing
authorisation is pending with the Institute or ¥heterinary Institute and has not been legally
rejected or which should be, in accordance with ittiention notified to the Agency, the
subject-matter of an application for marketing auittation via a Community procedure;

b) may submit the medicinal product, its startingtenials and, if need be, its intermediate
products or other constituents to laboratory tgsiimorder to ensure that the control methods
employed by the manufacturer and described inubengted documentation are sufficient;

c) may, in the event that it identifies shortconginig the examination as per paragraph 1 or 2,
require the applicant for marketing authorisatian supplement the submitted data and
documentation, or, where appropriate, submit sasnfue laboratory testing as set forth in
letter (b). Where the Institute or Veterinary Itg#e avails itself of this option, the procedure
shall be suspended. The suspension shall commemue the day when the Institute or
Veterinary Institute has made its notice, and tlee@dure shall continue on the day following
the delivery date of the requested supplementie@pplication for marketing authorisation
to the Institute or Veterinary Institute. Likewis@here applicable, the procedure shall be
suspended for the period allowed the applicantrfarketing authorisation for giving oral or
written explanation. Where the suspension of thecgulure in assessment referred to in
paragraph 1 has reached the minimum of 90 daysoutitimterruption or that in assessment
referred to in paragraph 2 has reached the minimtid80 days without interruption, the
procedure may be stopped;

d) verify whether manufacturers of medicinal praducincluding persons importing
medicinal products from third countries, have adatonditions or carry out manufacture in
compliance with the particulars supplied pursuanSéction 26, paragraph 5, (d) and carry
out controls in accordance with the methods desdrim compliance with Section 26,
paragraph 5 (h);

e) may allow manufacturers of medicinal productgjuding persons importing medicinal
products from third countries, in justifiable casts have certain stages of manufacture or
controls referred to in letter (d) carried out lyrd parties; in such cases the Institute or
Veterinary Institute shall, within the scope of igrisdiction, verify the designated
establishments of these third parties;

f) shall assess the classification of the medigmatuct for dispensing;

g) shall assess the labelling on the outer and uhetee packaging and data in the package
leaflet and, where necessary, impose an obligatmm the applicant for marketing
authorisation to indicate on the immediate or opi@rkaging and, where applicable, in the
package leaflet, other particulars essential fer safety of the medicinal product or health
protection, including any special precautions metato the use of the medicinal product with
respect to data obtained from pharmacologicalrtgséind clinical trials on the medicinal
product or from experience gained during the usthefmedicinal product once it has been
granted marketing authorisation;

h) shall, where a veterinary medicinal product amaerned, assess whether the analytical
method applied for the determination of residudsnstied by the applicant in compliance
with Section 26, paragraph 5 (i), item 4, is adéguaithin the scope of this assessment the



Veterinary Institute may require a position of teeevant Community reference laboratory or
of a national reference laborat8ty

The Institute or Veterinary Institute may abandenification of facts stipulated by letters (d)

and (e) in the case of a manufacturer from a Men8itate or from a state which has

concluded the relevant international agreeftféat, where applicable, a manufacturer from a
third country for whom the facts stipulated by de$t (d) and (e) have been verified by the
competent authority of a Member State.

(6) Where a medicinal product containing a gentiyicaodified organism is concerned, the
Institute or the Veterinary Institute shall requastopinion from the Ministry of Environment
to examine environmental risks as stipulated bpexigl legal regulatidf and the Ministry
of Environment shall issue the opinion within 90yslaf the delivery of the request. The
Institute or the Veterinary Institute may decide tworequest the opinion where such opinion
has been submitted together with the applicatismfarketing authorisation or where a risk
assessment report concerning environmental risisaped by the competent authority of the
Community has been provided together with the appbn.

(7) Where human immunological medicinal productes@ncerned, the Institute shall request
an opinion from the Ministry of Health, and wheagliopharmaceuticals which are the source
of ionizing radiation® are concerned, the Institute or the Veterinartitlite shall request an
opinion from the State Office for Nuclear SafethveTMinistry of Health and the State Office
for Nuclear Safety shall issue their opinion withire period of 60 days of delivery of the
request.

(8) The Institute or the Veterinary Institute shallepare an assessment report for the
medicinal product containing an evaluation of therketing authorisation dossier with a view
to the results of pharmaceutical and preclinicatimg and clinical trials on the concerned
medicinal product and, for veterinary medicinal qarots, furthermore with a view to the
results of tests for safety and residues of theceored medicinal product. The assessment
report for the medicinal product shall serve asstigrce material for the issue of marketing
authorisation and shall be updated whenever newnrdtion significant for the evaluation of
quality, safety or efficacy of the concerned mathtiproduct is brought to the attention of the
Institute or the Veterinary Institute.

(9) The assessment within the scope of the maxketumthorisation procedure shall not
consider industrial property protection and bussnescret rights and the fact that marketing
authorisation is granted or changed shall not leach of these rights on the part of the
Institute or the Veterinary Institute.

(10) The Institute or the Veterinary Institute $haécline the application for marketing
authorisation if it is identified in the course tfie marketing authorisation procedure
following the verification of data and documenttereed to in Sections 26 and 27 that:

a) the risk-benefit ratio of the medicinal prodgeinnot be considered favourable; where a
veterinary medicinal product for zootechnical 95 concerned, it is necessary to take into
consideration when evaluating the risk-benefitordtenefits for the health and wellbeing of
animals and safety for consumers;

b) the medicinal product does not have therapeaiticacy or its therapeutic efficacy has not
been adequately evidenced by the applicant for etiaudk authorisation;

c) qualitative and quantitative composition of thedicinal product is not consistent with the
labelled composition of the medicinal product;



d) the submitted data or documentation do not cgmih the requirements stipulated by this
Act or by directly applicable Community regulatiéfior the use of the medicinal product is
inconsistent with, prohibited or restricted by spetegal regulations’ or directly applicable
Community regulatiorf®;

e) data submitted together with the applicatiomfiairketing authorisation are incorrect;

f) a veterinary medicinal product intended for adistration to one or more animal food-
producing species contains pharmacologically activiestances which are not listed for the
concerned animal species or category for whichptbduct is intended in Annex I, Il or 11l of
the directly applicable Community regulatirif the veterinary medicinal product is intended
for more animal species, the Veterinary Institttallsdecline the application for marketing
authorisation only for that food-producing animglesies or category for which the
pharmacologically active substance is not listedmmex I, Il or 11l of the directly applicable
Community regulatiot;

g) the withdrawal period, where a veterinary mediti product is concerned, is not
sufficiently long to ensure that food obtained framimals to whom the veterinary medicinal
product has been administered does not contaiduesiof this product which might present a
risk to the health of the consumer, or the withdiaweriod has not been sufficiently
evidenced; or

h) the veterinary immunological product is incotesis with the implementation of veterinary
measures with a view to containing or overcominignahinfections?.

(11) Provisions of paragraph 10 (f) shall not applyere a veterinary medicinal product
intended for animals of the Equidae family declaieccompliance with a directly applicable
Community regulatiotf’, not to be intended for slaughter for human foaddpction
purposes is concerned; such veterinary medicinadymt, however, must not contain
pharmacologically active substances listed in Anhéxo a directly applicable Community
Regulatioﬁ), nor may it be intended for an indication whichissed in the approved summary
of the product characteristics of an authoriseceredry medicinal product intended for
animals of the Equidae family.

“6) Section 51a of Act No 166/1999 Coll., as amendeddt No 131/2003 Coll.
Section 17 of Decree No 291/2003 Coll., as amehgedecree No 232/2005 Coll.

4" For example, Agreement on mutual recognition ifatien to conformity assessment, certificates and
markings between the European Community and Aust(@lJ L 229, 17. 8. 1998, p. 3), Agreement on m@iutu
recognition in relation to conformity assessmereen the European Community and New Zealand (@29,

17. 8. 1998, p. 62), Agreement on mutual recogmiietween the European Community and Canada (&DL 2
16. 10. 1998, p. 3), Agreement on mutual recogmiietween the European Community and Japan (OJL 28
29. 10. 2001, p. 3), Agreement between the Eurogeammunity and the Swiss Confederation on mutual
recognition in relation to conformity assessment (QL14, 30. 4. 2002, p. 369).

“8) For example, Section 2 (h) of Decree No 291/2008. C

“9) For example, Council Decision No 1999/879/EEC dDkcember 1999 concerning the placing on the rarke
and administration of Bovine somatotrophin (BSTY ampealing Council Decision 90/218/EEC.

Section 32
Marketing authorisations

(1) A marketing authorisation shall always contdéie name of the medicinal product,
marketing authorisation number of the medicinaldpiet, information about the marketing
authorisation holder, or, if applicable, about tpherson authorised by the marketing



authorisation holder to act on his or her behathatters governed by this Act. The marketing
authorisation shall, furthermore, always contaiormation about

a) classification of the human medicinal product thspensing or classification of the
veterinary medicinal product for dispensing and use

b) any addictive substance or precursor that magoheained in the medicinal prodffét

The marketing authorisation shall contain in thenfmf an annex, an approved summary of
the product characteristics and, unless stipulatedrwise by this Act, the text of package
leaflet necessary for the use and handling of tleeliomal product. Where homeopathic
products registered pursuant to Section 28 or 2ancerned, the summary of the product
characteristics shall not form an annex to the etamg authorisation.

(2) The marketing authorisation shall be valid fise years of its coming legally into effect;
the provision of Section 34, paragraph 3 shallosoprejudiced hereby.

(3) Under exceptional circumstances, and onlyef disease for which the medicinal product
is intended occurs rarely, or with a view to theeleof scientific knowledge and medical
ethics and after a consultation with the applidantmarketing authorisation, the marketing
authorisation may be granted together with imposingbligation pertaining in particular to
ensuring or monitoring the safety of the medicipdduct. Compliance with the obligations
imposed shall be assessed each year and this rassg¢sshall form the basis for deciding
whether to maintain the marketing authorisatione Tist of these obligations shall be
forthwith published by the concerned Institute thge with due dates and periods for
compliance in its information media. The implemegtiegal regulation stipulates the cases of
exceptional circumstances and the scope of docatientto be submitted.

(4) The marketing authorisation may, furthermommtain:

a) where immunological medicinal products or bloedivatives are concerned, an obligation
to submit samples from each batch of the bulk @ fimished medicinal product for
examination by the Institute or the Veterinary ilose before release onto the market as
stipulated by Section 102, paragraph 1;

b) the obligation to submit periodically updatedesa reports for the medicinal product
pursuant to Section 92, paragraph 7 or Sectiop@&@&graph 5 in predefined periods; or

c) another obligation the purpose of which is tiegaard the quality, safety or efficacy of the
medicinal product.

(5) Together with the issue of the marketing auffation the Institute or the Veterinary
Institute shall assign the medicinal product withcade which allows for electronic

processing, for an explicit identification of eagtesentation of the medicinal product, and
serves for filing and, where human medicinal prasluare concerned, for potential
identification purposes when establishing pricesl asimbursements from public health
insurance. The Institute or the Veterinary Inséitghall inform the applicant about this code
and shall publish the code within the list of autbed medicinal products in its information
media.

Section 33
Therightsand obligations of marketing authorisation holders

(1) After a marketing authorisation has been isstieel marketing authorisation holder must
introduce any changes that may be required to erthbl authorised medicinal product to be
manufactured, subjected to quality control, andduse compliance with technical and



scientific progress and available scientific knadge, including information obtained from

post-authorisation safety monitoring of the meditiproduct. Where the changes which are
being introduced require follow-up updates of infation about the medicinal product, the
necessary changes to the summary of the produatbastics, package leaflet or labelling of
the medicinal product shall be made. The markedinthorisation holder shall be obliged to
inform about all bans or restrictions imposed g ¢tompetent authorities in any country where
the medicinal product is placed onto the marked, @many other new information which might
affect the risk-benefit assessment of the concemedicinal product no later than within 15

days of learning of them. The Institute or the Vietry Institute may, for the purposes of
ongoing risk-benefit ratio assessment, ask the etiak authorisation holder at any time to
provide data evidencing that the risk-benefit regimains favourable.

(2) After the issue of the marketing authorisattbe marketing authorisation holder shall
notify the Institute or the Veterinary Institutetbe dates of actual placement of the medicinal
product onto the market in the Czech Republic lpksaze and packaging type; likewise, the
marketing authorisation holder shall notify thetinge or the Veterinary Institute of the
suspension or termination of marketing of the medicproduct in the Czech Republic no
later than two months in advance thereof. Whereegtk@nal circumstances arise, such
notification may be made no later than concurrewith the actual suspension or termination
of marketing of the medicinal product in the Czé&ddpublic. Should the marketing of the
medicinal product be resumed, the marketing authtban holder shall be obliged to
forthwith notify the Institute or the Veterinarydtitute to this effect. Upon request of the
Institute or the Veterinary Institute, the markgtiauthorisation holder shall provide to the
Institute or the Veterinary Institute data on tleuwnes of supplies of the medicinal product
and data on the volumes of prescribing of the medi@roduct available thereto.

(3) The marketing authorisation holder shall berenwer, obliged to:

a) ensure that the properties of the authorisedaimadl product continuously complies with
the documentation submitted within the marketingharsation procedure and within
subsequent variations thereto;

b) have a document evidencing quality controls i tnedicinal product conducted in
compliance with the marketing authorisation dosiieeach batch of the medicinal product;
c) where a risk to the health of treated persorenonals arises, adopt all available measures
aimed at remedying the situation and limiting theease effects of the authorised medicinal
product to the lowest practicable degree, and ntié Institute or the Veterinary Institute
thereof;

d) upon request of the Institute or the Veterinbstitute provide necessary co-operation,
including the provision of samples of the authadiseedicinal product for the purposes of
laboratory control and submit substances in quastisufficient for the conduct of the
controls for the presence of residues of the cowzkrveterinary medicinal product and
provide necessary cooperation in the implementatbran analytical method to detect
residues of veterinary medicinal products in theomal reference laboratory as set forth by
legal regulation®”;

e) inform forthwith the Institute or the Veterinamgstitute about any change to the data
necessary for co-operation between the Institutth@Neterinary Institute and the marketing
authorisation holder; these changes shall not besidered variations to the marketing
authorisation;

f) ensure the implementation and maintenance ofséesn guaranteeing the filing of each
promotional sample of a medicinal product, its eedmlity and compliance with storage
conditions, including transport in compliance witle summary of the product characteristics;



g) where a human medicinal product is concernednttketing authorisation holder shall be,
moreover, obliged to:

1. establish and operate a public scientific senilt charge of information about the
medicinal products for which he or she is the holdethe marketing authorisation, and
inform the Institute about any potential changetite address of this service; the public
scientific service must not serve for promotionalgmses® and information provided thereby
must be consistent with the summary of the prodhatacteristics,

2. ensure that the sales representatives are igdadiflequately to the nature of the medicinal
product, ensure, in compliance with Section 91ageaph 2 (a) the hand-over of information
obtained by sales representatives from the visgedsons on the use of the promoted
medicinal products, in particular information oryauverse reactions, and verify whether the
sales representatives fulfil the obligations imgbspon them by a special legal regulatidn

3. ensure that samples of any other promotiona¢nadd are stored together with information
about the target group of each promotion, methodtsoidissemination, and date of first
publication,

4. ensure, following the placement of the medicpralduct on the market, that the medicinal
product is available as needed by patients in thecll Republic by supplying in it in
adequate quantities and time intervals; the impigimg legal regulation stipulates the
method of safeguarding the needs of patients mdesf the quantities and time intervals of
supplies of medicinal products;

h) submit to the Institute or the Veterinary In##, after the marketing authorisation comes
legally into force or after such variation whichshiaeen reflected in the presentation of the
product or its packaging is implemented, one spenipackaging of the product prior to the
placement of the product onto the market; in jiesditases the concerned institute may waive
such requirement.

(4) If the marketing authorisation holder authasis@other person to act on his or her behalf
in matters governed by this Act, he or she sh&tirm the Institute or the Veterinary Institute
to this effect.

(5) The marketing authorisation holder shall bepoesible for damages arising due to the
effects of the medicinal product not specifiedhie summary of the product characteristics;
he or she may not be released from this respoitgibline marketing authorisation holder

shall be responsible for damages arising due teffieets of the medicinal products specified
in the summary of the product characteristics a@hityis evidenced that he or she is guilty of

such damage.

59 Section 51a of Act No 166/1999 Coll., as amendeddt No 131/2003 Coll.
Sections 17 and 18 of Decree No 291/2003 Collanasnded by Decree No 232/2005 Coll.

5D Act No 40/1995 Coll., on Advertising Regulationdaon the Amendments to Act No 468/1991 Coll., om th
Operation of Radio and Television Broadcastingaraended.

Section 34
Renewal, rgection, suspension, and revocation of marketing authorisation

(1) The validity of the marketing authorisation mag renewed after five years based on the
review of the risk-benefit ratio by the Institute the Veterinary Institute. The marketing
authorisation holder may apply with the Institutelte Veterinary Institute for renewal of the
validity of the marketing authorisation at least snonths before the expiry date of the
marketing authorisation. Where a human medicinaldpect is concerned, the Marketing



authorisation holder shall provide to the Institutata and documentation related to the
quality, safety, and efficacy, including any chasmgmplemented since the issue of the
marketing authorisation so that complex data araichentation for the concerned medicinal
product be available. Where a veterinary medicpraduct is concerned, the marketing
authorisation holder shall provide to the Vetenynistitute a summary listing of all data and
documentation submitted with respect to the quaéfficacy, and safety of the veterinary
medicinal product together with the application foarketing authorisation or subsequently
within the scope of variations to marketing autkation. The application for renewal of the
validity of marketing authorisation must contairtalabout the applicant, and, moreover, data
specifying the subject-matter of the applicatiord ats rationale. Once the validity of
marketing authorisation has been once renewed @otr$a this Act, it shall be effective for
an unlimited period of time. The Institute or thet®¥rinary Institute may, however, based on
justified reasons pertaining to pharmacovigilandecide in the marketing authorisation
renewal procedure about an additional renewal tothér five years; nevertheless, such
decision may only be adopted once. The provisidnsentences six and seven shall be
without prejudice to the possibility to revoke arspend marketing authorisation for reasons
stipulated in paragraph 5 or 6. The implementingaleregulation stipulates the scope of
particulars and documentation submitted togetheh wthe application for renewal of the
validity of the marketing authorisation.

(2) The marketing authorisation renewal procedunallsbe likewise governed by the
provisions applicable to marketing authorisationgadure. The Institute or the Veterinary
Institute shall decide about such application withD days of the submission of a complete
application at the latest. If the application fbetrenewal of the validity of the marketing
authorisation is delivered to the Institute or ke tVeterinary Institute within the period
stipulated in paragraph 1, the medicinal produelldte considered authorised until the date
of coming legally into force of the decision on thgplication for renewal of the validity of
the marketing authorisation.

(3) The marketing authorisation shall expire, i tmedicinal product is not placed onto the
market in the Czech Republic within three yearthefdate of coming legally into force of the
marketing authorisation; where a generic produatoiscerned, this period shall commence
only on the end date of the period for which theege product may not be marketed as per
Section 27, paragraph 1. If an authorised medig@naduct placed on the market in the Czech
Republic is not present on the market in the CZ&epublic in the course of three years, the
marketing authorisation for this medicinal prodwttall expire. The implementing legal
regulation stipulates the criteria specifying timeet, place, and quantities which must be met
in order to consider the medicinal product placedresent on the market. The Institute or the
Veterinary Institute may, under exceptional circtanses and with a view to public health
protection or protection of animals, decide tha tharketing authorisation for a medicinal
product shall not expire; either on its own accordn the basis of a justified application of
the marketing authorisation holder submitted nerléttan three months before the end date of
the period referred to in sentence one or senteveeThe Institute or the Veterinary Institute
shall issue its decision prior to the expiry of gexiod referred to in sentence one or sentence
two. The expiry of a marketing authorisation redérito in this paragraph as well as the
decision on the expiry or continuation of validibf the marketing authorisation and a
rationale thereof pursuant to this paragraph sbeallpublished by the Institute or by the
Veterinary Institute in its information media.



(4) If the labelling of the medicinal product ortpackage leaflet are not consistent with the
provisions of this Act or are not in compliancewihe data provided in the summary of the
product characteristics or, if applicable, in thegmsal thereof, the Institute or the Veterinary
Institute shall reject the application for marketiauthorisation or variation thereto, or shall
express its rejection of the variation pursuaréction 35, paragraph 12.

(5) The Institute or the Veterinary Institute shellange, suspend or revoke the marketing
authorisation of a medicinal product, if:

a) the use of the medicinal product under normatitmns is harmful;

b) the therapeutic efficacy of the medicinal pradadacking;

c) the risk-benefit ratio of the medicinal producted under normal conditions is not
favourable;

d) the veterinary medicinal product is lacking Hputic efficacy as per letter (b) in those
animal species for which it is intended;

e) the qualitative and quantitative compositiortted medicinal product is inconsistent with
the documentation submitted within the scope ofrttagketing authorisation procedure and
within subsequent variations to marketing authdiosa

f) the withdrawal period of the veterinary medidipeoduct is not long enough to ensure that
foodstuffs obtained from the animals treated wiitk veterinary medicinal product do not
contain substances which might constitute a héel#ard to the consumer;

g) the veterinary medicinal product is offered €me which is prohibited or restricted by a
special legal regulatidf,

h) the veterinary immunological medicinal produaterferes with the conduct of veterinary
measures adopted in order to contain or overconmeahimfections;

i) data submitted with the application for markgtiauthorisation are incorrect or have not
been adjusted pursuant to Section 33, paragrapltdmpliance with Section 35;

J) the control referred to in Section 64 (p) has Ioeen performed;

k) the obligations stipulated by Section 32, pampbr3 or paragraph 4 (c) has not been
complied with; or

) the Institute or the Veterinary Institute hag been provided with information set forth in
Section 33, paragraph 1 or Section 33, paragrgph 3

(6) The Institute or the Veterinary Institute shalispend or revoke marketing authorisation
for groups of medicinal products or for all medaliproducts of the concerned manufacturer
if the manufacturer fails to comply with the comalits evidenced as per Section 63, paragraph
1 and the obligation to notify changes.

(7) The suspension of marketing authorisation wfedlicinal product as set forth in paragraph
5 or 6 shall be applied by the Institute or the evigiary Institute where the information
obtained is incomplete or such shortcomings aretified which may be eliminated. The
revocation of marketing authorisation of a meditim@duct as set forth in paragraph 5 or 6
shall be applied by the Institute or the Veterinkastitute where the information obtained are
complete or such shortcomings are identified whnehy not be eliminated. The Institute or
the Veterinary Institute shall, in its decisionthe suspension of marketing authorisation of a
medicinal product, establish the rights and obiayet of the marketing authorisation holder
for the duration of the suspension of marketindnarsation. After the reasons for which the
marketing authorisation has been suspended areneted the Institute or the Veterinary
Institute shall decide on the termination of themnsion of marketing authorisation. Where
the reasons for suspension of the marketing asdtorn have not been eliminated, the
Institute or the Veterinary Institute shall decid® the revocation of the marketing



authorisation of the medicinal product. An appeaht the decision to suspend marketing
authorisation of a medicinal product shall havesaspensory effect.

(8) Marketing authorisation of a medicinal product

a) must not be declined, suspended or revokedettsons other than those stipulated by this
Act;

b) shall expire with the expiry of the period fohwh it has been issued, by the death or
dissolution of the marketing authorisation holder.

(9) The person who has been the marketing authimmsholder shall be obliged, following
the coming legally into force of the decision owvaeation of marketing authorisation, or
where the marketing authorisation ceases validggnuits expiry, to forthwith recall the
medicinal product from circulation. Where the hieat people or animals may be jeopardised
by the immediate recall of the medicinal produainir circulation, the Institute or the
Veterinary Institute shall decide about a gradeabll of the medicinal product. In such case,
the person who has been the marketing authorisatdaer, shall for the period when the
medicinal product is present on the market, coetittube subjected to the obligations as if it
was still the marketing authorisation holder. Whaissolution of the marketing authorisation
holder has occurred without a legal successorgtal from circulation shall be organised by
the Institute or the Veterinary Institute.

Section 35
Variationsto marketing authorisation

(1) Prior to the implementation of any change te mharketing authorisation, the marketing
authorisation holder shall be obliged to ask thstitiate or the Veterinary Institute for
approval thereof or announce or notify the chadgeariation to the marketing authorisation
shall mean any change to the content of the p#atE@and documentation as opposed to its
status upon the granting of the marketing authtoisaor approval of the last variation
thereto.

(2) The application for variation to marketing anrfBation must contain data about the
applicant as well as data specifying the subjedtanaf the application and a rationale
thereof. The implementing legal regulation stipedathe scope of particulars and the scope of
documentation to be submitted by individual typéwariations to marketing authorisation
which are announced, notified or which require igsie of an approval. The implementing
legal regulation furthermore specifies those varet to marketing authorisation which are of
administrative nature, do not require an experesssent and are only announced to the
Institute or the Veterinary Institute, so that thefinition of the variations is consistent with
the classification determined by a directly apgieaCommunity regulation governing the
assessment of variations to marketing authorisatthin the scope of the Mutual
Recognition Procedure. The Institute or the Vewwninstitute shall, within 14 days of
delivery of the notification, endorse the notifiedriation to marketing authorisation for the
marketing authorisation holder if the notificatioamplies with the particulars stipulated by
the implementing legal regulation. The period nefdrto in the previous sentence shall be
considered satisfied, if the written notificatiorasvprovably posted on the last day of the
period, either using postal services or electrdlyitd If the notification fails to comply with
these requirements, the Institute or the Veterinasfitute shall, within the same period of
time, advise the marketing authorisation holdert tthee notified variation to marketing
authorisation cannot be endorsed.



(3) The implementing legal regulation shall defihese variations to marketing authorisation
which are predominantly of administrative naturejt vequire expert assessment; the
definition of the variations must be consistenthwtite classification stipulated by a directly
applicable Community regulation governing the assEmt of variations to marketing
authorisation within the scope of the Mutual Redtign Procedure. These changes shall be
considered approved if the Institute or the Vewmyninstitute does not give any reasons for
which it would consider it necessary to amend tb#fination of the variation to marketing
authorisation within 30 days of delivery of the ifioation of the variation to marketing
authorisation thereto; the period shall be consdesatisfied if the written advice of the
concerned institute was provably posted on the dagt of the period, either using postal
services or electronicafi§. Where the Institute or the Veterinary Institutiviges of such
reasons, the applicant for variation to marketiatharisation may amend the application for
variation to marketing authorisation within the nmaxm of 30 days of delivery of the written
advice in a manner taking into account the reasdhs.applicant for variation to marketing
authorisation may amend the application for vasiato marketing authorisation on the basis
of an advice of the Institute or the Veterinarytitose only once. If the Institute or the
Veterinary Institute fails to receive the amendmémtthe application for variation to
marketing authorisation within the predefined peéyit shall decline this application within
the period of 30 days of the idle expiry of theipérfor amendment. If the Institute or the
Veterinary Institute receives within the predefin@etiod an amendment to the application
which is incomplete or otherwise defective, it $lagdo decline the application for variation to
the marketing authorisation within 30 days of tle#iveéry of the amendment. If the Institute
or the Veterinary Institute does not do so, thdfieot variation to marketing authorisation
shall be considered approved.

(4) The procedure concerning a variation to manke#uthorisation requiring the issue of an
approval of the variation to marketing authorisatishall be likewise governed by the
provisions of this Act relevant to marketing autbation procedure; the Institute or the
Veterinary Institute shall decide about the appioca for such variation to marketing

authorisation no later than within 90 days of thedivéry of the complete application for

variation to marketing authorisation thereto.

(5) The provisions of paragraphs 1 to 4 shall bthout prejudice to the obligation of the

marketing authorisation holder to adopt urgent tgafestrictions in the event of a hazard
presented to public health or to the health of atemThe marketing authorisation holder
must forthwith and in a provable manner inform bh&itute or the Veterinary Institute about
his or her intent to adopt an urgent safety resinc Unless the Institute or the Veterinary
Institute informs the marketing authorisation ho)deithin 24 hours of the delivery of this

information to the Institute or the Veterinary lihgie, about its rejection of the proposed
measures, the urgent safety restrictions may bbeeap@he marketing authorisation holder,
however, must within 15 days submit an application authorisation of the variation to

marketing authorisation to the Institute or the éfigtary Institute pursuant to the procedure
set forth in paragraphs 1 to 4.

(6) An urgent safety restriction pursuant to paapbr5 shall mean a temporary change of
information about the medicinal product made by tharketing authorisation holder
particularly in respect of therapeutic indicatiopssology, target species, withdrawal periods
contraindications or precautions for the medicipadduct in question with a view to new
information which is of importance for the safe v$¢he medicinal product.



(7) The Institute or the Veterinary Institute magpiose the adoption of temporary urgent
safety restrictions upon the marketing authorisatimlder. In such case the marketing
authorisation holder shall be obliged to forthwithplement these restrictions and lodge,
within 15 days, an application for authorisationtleé variation to marketing authorisation
with the Institute or the Veterinary Institute ugithe procedure set forth in paragraphs 1 to 4.

(8) A medicinal product complying with the data amtbcumentation prior to the
implementation of the variation to marketing autbation may continue, unless stipulated
otherwise in the decision about the variation toka@ng authorisation, to be marketed for a
period not exceeding 180 days of the approval efédriation. Such product may continue to
be dispensed, sold where selected medicinal preguetconcerned, and used in the delivery
of health care or veterinary care until the exmifyts shelf life. After the expiry of the 180-
day period, the medicinal product may continue ¢ontarketed only if compliant with the
conditions stipulated by the authorisation of tlagiation to the marketing authorisation or
with the conditions laid down in paragraph 2 or 3.

(9) Where a change to the composition of humanuémta vaccine based upon
recommendations of the World Health Organisatiocdscerned, the Institute may, in the
event of pandemics recognised by the World Healtga@isation, allow the marketing
authorisation holder to carry out such change imately after the submission of a complete
application for variation to marketing authorisaticthe decision about the variation to
marketing authorisation shall be issued by thiditute using the procedure laid down in
paragraphs 1 to 4.

(10) Where changes in the Annexes to the direqtiylieable Community regulatichare
concerned, the holder of marketing authorisationao¥eterinary medicinal product shall
forthwith apply for variation to marketing authatsn pursuant to paragraphs 1 to 4, so that
the marketing authorisation of the veterinary mmedic product was compliant with the
requirements of the said regulation. Should theketarg authorisation holder fail to do so,
the Veterinary Institute shall, within 60 days afbfication of the relevant change in the
Annexes to the directly applicable Community regat® in the Official Journal of the
European Union order the concerned marketing aisétoon holder to adopt temporary
urgent safety restrictions as referred to in paxplyr7.

(11) Where a change in the classification of a humadicinal product has been permitted on
the basis of significant preclinical tests or dali trials, the Institute must not take into
account the results of these tests or trials inasessment of an application for a change in
the classification of another medicinal producttaomng the same substance submitted by
another applicant for marketing authorisation orkating authorisation holder for the period
of one year of the authorisation of the first vao@a to marketing authorisation.

(12) Any proposed changes to the labelling of aioweal product or changes in the package
leaflet which are not related to the summary ofgheduct characteristics must be notified to
the Institute or Veterinary Institute by means aof application for variation to marketing
authorisation. If the Institute or the Veterinanstitute does not request an amendment or
supplementation of the application or does not esiits rejection of the proposed change
within 90 days of the delivery of the notificatidie applicant may carry out the change. The
applicant may amend the application upon request once. If, within 30 days of the
delivery of the request, the Institute or the Vieiary Institute does not receive an answer or



receives an answer which is not satisfactory, allstecline the application within the next 30
days. If the Institute or the Veterinary Institudtees not do so, the notified change shall be
considered approved. The application must contata dbout the applicant as well as data
about the subject-matter of the application andatomale thereof. The provisions of
paragraph 8 shall likewise apply to the placeméiat medicinal product onto the market in a
form consistent with the documentation prior to ihglementation of the change. The
implementing legal regulation stipulates the scopearticulars to appear in the application
and the scope of the documentation to be submitted.

52 Act No 227/2000 Coll., on Electronic Signature amdAmendments to Some Related Acts (Act on Eleatro
Signature), as amended.

Section 36
Transfer of marketing authorisation

(1) The marketing authorisation holder may applytfansfer of marketing authorisation to
another natural or legal person. The applicatiostnoontain data about the applicant as well
as data specifying the subject-matter of the apptiand a rationale thereof, and proposed
date when the transfer of the marketing authoonsashould be carried out. The application
must be supported by an approval issued by thepdswhom the marketing authorisation
is to be transferred. The application may only bdged with regard to one marketing
authorisation. The application must be accompanetth a proof of payment of an
administrative fee pursuant to a special legal letmn*® or, if applicable, with a proof of
reimbursement of costs referred to in Section TX2duired in advance. The implementing
legal regulation stipulates the scope of data audichentation to be submitted.

(2) The Institute or the Veterinary Institute shallue its decision approving or rejecting the
application within 30 days of the delivery of thgpécation.

(3) The decision on the transfer of marketing atiiation shall specify the date as of which

the transfer of marketing authorisation is to baeduwted. The application may be rejected
only if:

a) data and documentation submitted with the apfin remain incomplete or otherwise

defective even following a request for amendmeetebf; or

b) the person to whom marketing authorisation ibd¢dransferred, does not reside or is not
establishet! within the territory of any of the Member States.

(4) The new marketing authorisation holder shdliyfundertake the rights and obligations of
the previous marketing authorisation holder. Tharse of the periods allowed to the previous
marketing authorisation holder shall not be afféctey the transfer of the marketing
authorisation. A medicinal product consistent witle data and documentation prior to the
implementation of the transfer of the marketinghausation may continue, unless stipulated
otherwise in the decision about the transfer ofrtfagketing authorisation, to be marketed for
a period not exceeding 180 days of the transfenarketing authorisation. Such product may
continue to be dispensed, sold where selected mabigroducts are concerned, and used in
the delivery of health care or veterinary careluhg expiry of its shelf life.

Section 37
Labelling and package leaflet of a medicinal product



(1) Data shown on the outer and immediate packaging medicinal product must be
consistent with the approved summary of the prodhatacteristics. The implementing legal
regulation stipulates the scope of data to be shmwiine outer and immediate packaging of a
medicinal product, data to be shown on small anecigp types of packaging, including
packaging of medicinal products containing radididieés, as well as the conditions governing
the statement of data for identification of the mmdl product by the European Article
Number (EAN) which serves for the purposes of eteut processing, and, where
appropriate, the statement of the established ifitadgon of the medicinal product for the
purposes of dispensing. Data shown on the packayjittge medicinal product must be easily
legible, clearly comprehensible, and indelible. &lements of promotional nature shall be
permissible on the packaging of a medicinal prodlice name of the medicinal product must
be provided on the outer packaging unless stipdilatieerwise in the marketing authorisation.

(2) In the case of medicinal products authorisethiwithe Community whose marketing
authorisation has been issued in compliance withdirectly applicable Community
regulatio”, the Institute or the Veterinary Institute may epMe or request that the outer
packaging shows other data regarding distributroarketing or other necessary measures.
The implementing legal regulation stipulates thepscof these data and the method of their
presentation.

(3) Each medicinal product must be accompanied pgckage leaflet, with the exception of
cases where all data from the package leaflet laoevrs directly on the labelling of the
medicinal product in a manner stipulated by thelemgnting legal regulation. The holder of
the marketing authorisation of a human medicinabpct shall be obliged to ensure that data
from the package leaflet of the human medicinadpod are, upon request of the blind or
visually impaired or their organisation, made aafsli¢ in a format intended for the blind and
visually impaired.

(4) With the exception of homeopathic products, plaekage leaflet must be drawn up in
compliance with the summary of the product charattes and must be easily legible and
clearly comprehensible for the patient where a humadicinal product is concerned, or for
persons using veterinary medicinal products. In dage of human medicinal products the
package leaflet must reflect the outcomes of coatoihs with target patient groups in order
to ensure its legibility and clarity. The outcomels consultations carried out within the
framework of the Community may also be used a®thheomes of consultations referred to in
the previous sentence. No elements of promotioatira shall be permissible in package
leaflets.

(5) Data shown on the packaging of a medicinatipcb and in the package leaflet must be in
the Czech language; where these are conveyed émnaddéanguages, the contents thereof must
be identical. The scope of data and structure ef ghckage leaflet is stipulated by the

implementing legal regulation.

(6) A homeopathic product must be labelled on thekpging and in the package leaflet with
the words “homeopathic product”, where a human hapathic product is concerned, or with
the words “veterinary homeopathic product”, wherevederinary homeopathic product is
concerned. Furthermore, the packaging and the pacleaflet of a homeopathic product
must show only the information stipulated by thistAand by the implementing legal
regulation governing package leaflets.



Section 38

The Institute orthe Veterinary Institute shall in the marketing haartsation exempt the
labelling and package leaflets of medicinal produitbm the obligation to show certain
particulars, where medicinal products not intenfteddirect use by patients are concerned,
where medicinal products subject to medical prpton are concerned, the Institute or the
Veterinary Institute shall, in cases justified bybpc health protection and by ensuring the
availability of the product, permit a marketing lamisation of the medicinal product or
release of individual batches of the medicinal patdnto the market even if the information
shown on the labelling are in a language other ttmen Czech. The implementing legal
regulation stipulates the cases where it is perbiesgo show data on the labelling in a
language other than Czech.

Section 39
Classification of human medicinal products for the purposes of dispensing and sale of
selected pharmaceuticals

(1) Within the scope of marketing authorisation qeaure the Institute shall determine
whether the medicinal product shall be subject tedical prescription or whether the
medicinal product may be dispensed without medmascription while subject to a
restriction or whether it may be dispensed withoetical prescription.

(2) Medicinal products shall be available only oadical prescription where they:

a) can present a jeopardy either directly or irafiyeeven when used correctly if taken
without medical supervision;

b) are frequently and to a very wide extent usexrmectly, and as a result can present a
direct or indirect jeopardy to human health;

c) contain substances or preparations therefronadhieity of or adverse reactions to which
require further investigation or

d) are intended for parenteral administration.

(3) A medicinal product shall be dispensed alscheut medical prescription, subject to
restriction, if it does not comply with the criterstipulated in paragraph 2 and may present a
direct or indirect jeopardy to human health du¢him fact that it is frequently and to a wide
extent used incorrectly or an expert consultatiath \® pharmacist is essential for its proper
use. Such medicinal product may only be dispenséiet person for whom it is intended, and
the pharmacist shall be obliged to maintain recasfists dispensing within the scope
stipulated by the implementing legal regulationtdile of the expert assessment of conditions
of use of the medicinal product to be conductethieypharmacist and further restrictions may
be established by the Institute in the marketintpa@nsation; such restriction shall represent,
in particular, determination of the age limit oéthatural person who requests the dispensing
of such medicinal product, specification of thea&s individual administration or restriction
of mail-order dispensing.

(4) A medicinal product which does not meet theecia referred to in paragraphs 2 and 3
may be dispensed without medical prescription.

(5) When establishing whether a medicinal prodetiisbe subject to medical prescription
the Institute shall, moreover, consider whethemtieelicinal product:



a) contains, in a non-exempt quantity, a substatassified as narcotic or psychotropic or a
precursot?);

b) can, if incorrectly used, present a substanis&l of medicinal abuse, lead to addiction or
be misused for illegal purpo$&s

C) is, because of its pharmaceutical charactesisticovelty or in the interest of public health
protection, reserved for disease treatments omditgcs which may only be conducted in
inpatient healthcare facilities or in healthcareilfaes with adequate diagnostic equipment,
even if the administration of the medicinal prodacid follow-up of the patient may be
conducted elsewhere; or

d) is intended for outpatients care but its use mp@duce very serious adverse reactions
requiring that a medical prescription is drawn g directed by a specialist and special
supervision is ensured during treatment.

(6) The Institute may waive individual assessmdra mnedicinal product as per the criteria

established by paragraphs 2 and 5 if it specifi@sjng regard to the active substance, the
maximum single dose, maximum daily dose, the stherihe pharmaceutical form, certain

types of packaging of the medicinal product or pttiecumstances of use of the medicinal
product.

(7) Within the scope of the marketing authorisatienewal procedure, or when new facts are
brought to the attention of the Institute, the ilmg¢ shall examine the classification of the
medicinal product for the purposes of dispensingyapg the decision criteria established by
paragraphs 2 and 5. Where it concludes that itesessary to amend the method of
dispensing, it shall amend the method of dispensipgneans of its decision about the
renewal of the marketing authorisation; where nauts arise it shall initiate a procedure for
variation to the marketing authorisation.

(8) In the case of dispensing without medical pipsion, the Institute shall decide whether
the medicinal product may be classified as a sedestedicinal product with a view to safety
assurance. The implementing legal regulation siesl individual groups of medicinal
products which may be classified as selected maaliproducts, and characteristics thereof.

Section 40
Classification of veterinary medicinal productsfor the purposes of dispensing and use

(1) Within the scope of marketing authorisation qaure the Veterinary Institute shall
establish whether the authorised medicinal prodhatl be subject to medical prescription or
not.

(2) In the marketing authorisation, the Veterinkstitute shall subject a veterinary medicinal
product to medical prescription if:

a) it contains, in a non-exempt quantity, a sultstarassified as narcotic or psychotropic or a
precursof”);

b) the use of this medicinal product in the delvef veterinary care is subject to restrictions
imposed by a special legal regulati8tor by other Community legal regulations;

c) it is a medicinal product in respect of whichesjpl precautions must be taken by the
veterinarian who prescribes, uses or dispensesntddicinal product, in order to limit the
risks presented to:

1. target animal species,

2. persons administrating the medicinal produ¢h&animals,



3. the environment,

d) the medicinal product is intended for the treaitrof pathological conditions which require
a precise medical diagnosis or the use of which ozase effects that may adversely affect
subsequent diagnostic or therapeutic procedures;

e) it contains an active substance which has be#rased in medicinal products for less
than five years; or

f) it is a medicinal product intended for food-puathg animals; the Veterinary Institute may,
within the scope of the marketing authorisatioralelésh that the medicinal product may be
dispensed without medical prescription, if the adstration of the product does not require
special qualification or abilities and the proddoes not present a direct or indirect jeopardy
to:

1. animals to whom it is administered,

2. persons who use it,

3. consumers of animal foodstuffs obtained fromahienals treated with the product, and

4. the environment.

The implementing legal regulation lays down, in @iiance with the conditions set forth in
letter (f), the cases where the marketing authtoisastipulates that the medicinal product
intended for food-producing animals may be dispémngghout medical prescription, incl. the
definition of the method of assessment thereof.

(3) In the case of medicinal products upon whicle testriction of prescription-only

dispensing has not been imposed, the Veterinamytutes shall, furthermore, with a view to

safety assurance, decide whether the medicinaluptothay be classified as a selected
medicinal product. The implementing legal regulatistipulates individual groups of

medicinal products which may be classified as s$etecmedicinal products, and

characteristics thereof.

(4) With a view to the risks associated with the o$ the concerned medicinal product, the
Veterinary Institute shall, upon granting marketawghorisation, furthermore stipulate in the
marketing authorisation any potential restrictiasfspersons authorised to use veterinary
medicinal products and the classification of thderieary product only for use by a

veterinarian.

(5) The Veterinary Institute shall by means of tmarketing authorisation restrict the
veterinary medicinal product subject to medical sprption to exclusive use by a
veterinarian, if it is a medicinal product:

a) whose risk-benefit ratio is such that beforeugs or subsequently it is necessary to adopt
special professional measures to limit the riskoaissed with the use of the medicinal
product;

b) which, if used incorrectly or in the case of ianorrect medical diagnosis, presents an
increased risk of occurrence of serious adversetiogs or adverse reactions which occur in
man due to the use of the veterinary medicinal pcgd

c) the use of which requires special professionatmetence or the safe use of which requires
specialised technical equipment; or

d) which presents an increased risk of its possiblese in the delivery of veterinary care with
a view to a breach of the rules established byrwetey care authorities in the sphere of
prevention or combating animal infections, with asfyto the abuse aimed at an increased
utility of animals or other forms of abuse.

Section 41



(1) For the purposes of obtaining a marketing aughtion of a medicinal product in several
Member States, of which the Czech Republic is ae, applicant for a marketing
authorisation shall submit to the Institute or lhe Veterinary Institute and to the competent
authorities in these Member States an applicatownnfarketing authorisation based on an
identical marketing authorisation dossier. The rating authorisation dossier shall contain
data and documents referred to in Section 26. Pppécant shall ask the competent authority
of one of the Member States to act as the authofitsag Reference Member State and to
prepare an assessment report for the medicinaluptoals per paragraph 2 or 3; where
veterinary medicinal products are concerned, theesasnent report may also contain an
evaluation for the purposes of extending the 10-yeeriod referred to in Section 27,
paragraph 2 (b) or the period referred to in Secf2@, paragraph 6 (b). If the applicant
requires that the Czech Republic acts as the ReferdMember State, he or she shall apply
therefor with the Institute or the Veterinary Ihgte which, as well as the applicant, shall
proceed in compliance with the guidance issued Hey droup of representatives of the
competent authorities of the Member States cootidigathis marketing authorisation
procedure (hereinafter referred to as the “coottnagroup”).

(2) If, at the time of submitting the applicatioor fmarketing authorisation, the medicinal
product has already been authorised in another Mei@tate, the Institute or the Veterinary
Institute shall recognise the marketing authorsagranted by the competent authority of the
Reference Member State. For this purpose, the riagkauthorisation holder shall apply
with the competent authority of the Reference Men8tate either for the preparation of the
assessment report for the medicinal product oneéd be, for the update of the existing
assessment report. If the Reference Member Stdhe i€zech Republic and the Institute or
the Veterinary Institute acts as the competentaitthof the Reference Member State, the
concerned institute shall prepare or update thesassent report for the medicinal product
within 90 days of receipt of the complete applicatasking the concerned institute to act as
the authority of the Reference Member State. Thesssnent report for the medicinal product
together with the approved summary of the prodinaracteristics, labelling and package
leaflet shall, in such a case, be sent by thetirtstor the Veterinary Institute to the competent
authorities of the Member States in which the aapion referred to in paragraph 1 has been
lodged, and to the applicant.

(3) If, at the time of submitting the applicatioeferred to in paragraph 1, the medicinal
product has not been authorised in any of the MerSiv@tes, the applicant for marketing
authorisation shall apply with the Institute or tNeterinary Institute, if the Reference
Member State is the Czech Republic, for the preperaof the assessment report for the
medicinal product, proposed summary of the prodhetracteristics, proposed labelling, and
proposed package leaflet. The Institute or the Medey Institute shall prepare proposals of
the said documents within 120 days of the recdith® complete application for marketing
authorisation and shall send them to the competathiorities of the Member States, in which
the application referred to in paragraph 1 has beeged, and to the applicant in electronic
form.

(4) If the Czech Republic is not the Reference Mentbtate, the Institute or the Veterinary
Institute shall, within 90 days of receipt of thesassment report for the medicinal product,
the summary of the product characteristics, lahglliand package leaflet referred to in
paragraphs 2 and 3, provide to the competent atythafr the Reference Member State its
electronic approval of these documents. If the @&epublic is the Reference Member State,



the Institute or the Veterinary Institute shallaetthe approvals of all competent authorities
of the Member States, in which the application besn lodged, conclude the procedure and
inform the applicant to this effect. If an applicat referred to in paragraph 1 has been
submitted thereto, the Institute or the Veteriniastitute shall, within 30 days of achieving a
consensus of the competent authorities of the Menftates, issue the marketing
authorisation consistent with the approved assessmeport for the medicinal product, the
summary of the product characteristics, labellarg] package leaflet.

(5) If the Institute or the Veterinary Institutentet within 90 days issue its approval referred
to in paragraph 4 regarding the assessment regoathedicinal product, the summary of the
product characteristics, labelling, and packagédeaursuant to paragraphs 2 and 3, if the
Czech Republic is not the Reference Member Staterelasons of potential serious risk to
public health where a human medicinal product isceoned, or serious risk to the health of
people, animals or the environment where a vetgrimeedicinal product is concerned, it shall
electronically communicate a detailed rationalét®fposition to the competent authority of
the Reference Member State, to the competent atidisoof the Member States where the
application referred to in paragraph 1 has beemmdtdsl, and to the applicant. Issues in
which opinions differ shall be forthwith presentdd the coordination group. The
representative of the Institute or the Veterinamgtitute shall, within the scope of the
coordination group, shall strive to achieve a coses on the measures which need to be
adopted to eliminate any differences of opiniofshé competent authorities of the Member
States achieve a consensus within 60 days of catiifin of the issues where opinions differ,
the Institute or the Veterinary Institute shall gged in compliance with paragraph 4.

(6) If the competent authorities of the Member &dail to achieve a consensus within the
period of 60 days, the Agency shall be forthwittormed with a view to the application of a
review procedure in compliance with a Community lEl&thﬂSS). If the Czech Republic is the
Reference Member State, the Institute or the \fedeyi Institute shall submit the issues in
which the competent authorities of the Member Stdtave not been able to achieve
consensus, and reasons for their differing opinwith a rationale to the Agency. A copy
shall be given to the applicant who shall forthwattovide the Agency with a copy of the
marketing authorisation dossier as per paragrapBvén if the consensus referred to in
sentence one has not been achieved, the Instittibe & eterinary Institute may, upon request
of the applicant, authorise the medicinal produgbrpto the completion of the review
procedure, if it has approved the assessment repbet summary of the product
characteristics, labelling, and package leafletoeding to the competent authority of the
Reference Member State.

(7) If the Veterinary Institute applies reasonsspant to Section 34, paragraph 5 (h), the
provisions of paragraphs 1 to 6 shall not be used.

%3 Articles 32 to 34 of Directive No 2001/83/EC oftEuropean Parliament and of the Council, as antebge
Directive No 2004/27/EC.
Articles 36 to 38 of Directive No 2001/82/EC, oktEuropean Parliament and of the Council, as anitehgle
Directive No 2004/28/EC.

Section 42
(1) If two or more applications for marketing autisation of a certain medicinal product

have been submitted in compliance with the Commgdaw, and the competent authorities of
the Member States have adopted decisions on thketimay authorisation of the medicinal



product or suspension or revocation thereof diveydgiom the decision of the Institute or the
Veterinary Institute, then the Institute or the &fatary Institute, the applicant for marketing

authorisation or marketing authorisation holder mpagsent the matter to the Committee for
Human Medicinal Products or to the Committee fotevi@ary Medicinal Products to apply

the referral procedure. In order to support harsaion of marketing authorisations of

medicinal products authorised within the Communigynd, where veterinary medicinal

products are concerned, to support the rules gogethe use of medicinal products in the
delivery of veterinary care, the Institute or thet&tinary Institute shall, on an annual basis,
submit to the coordination group a list of meditipaioducts for which a harmonised

summary of the product characteristics should b&drup. Following an agreement with the
Agency and having regard to the opinions of theceomed persons, the Institute may submit
the non-harmonised marketing authorisations ofethrasdicinal products to the Committee
for Human Medicinal Products to apply the refepacedure.

(2) The Institute or the Veterinary Institute, thpplicant for marketing authorisation or the
marketing authorisation holder may, in special saggarding Community interests, present
the matter to the Committee for Human Medicinal deicdis or to the Committee for
Veterinary Medicinal Products to apply the referpaocedure before the marketing
authorisation is issued, suspended or revoked forda variation to marketing authorisation
is necessary in particular to reflect informatmwilected as per Title Five of this Act. The
Institute or the Veterinary Institute shall expligidefine the subject-matter presented to the
concerned Committee for review and shall inform wbid the applicant for marketing
authorisation or the marketing authorisation halddre Institute or the Veterinary Institute,
the applicant for marketing authorisation or therkating authorisation holder shall provide
the concerned Committee with all available inforioratelevant for the issue in question.

(3) On the basis of the decision of the Commissssnied within the scope of the referral
procedure, the Institute or the Veterinary Inséitahall, within 30 days of notification of this
decision, grant or revoke the marketing authomsatr implement variations to the marketing
authorisation necessary to achieve consistencytiwtfCommission decision referring to this
decision, and shall inform the Commission and tigerty to this effect.

(4) The holder of a marketing authorisation grariigdhe Institute or the Veterinary Institute
in compliance with the provisions of paragraph® B tor Section 41 shall, in the event of an
application for variation to marketing authorisatiosubmit this application also to all

competent authorities of the Member States whiche halready authorised the medicinal
product. This shall not apply where the Agency hestricted, for a group of medicinal

products or a therapeutic group, the referral ptoce only to certain specific parts of

marketing authorisation and, at the same time, qgoie referred to in Section 41 and this
section has not been applied to the medicinal mdu

(5) Where the Institute or the Veterinary Instifuter public health protection and, where
veterinary medicinal products are concerned alsthi® health of animals or the protection of
the environment, considers it necessary to impléraevariation to marketing authorisation
granted in compliance with the provisions of paapis 1 to 4 or Section 41 or to suspend or
revoke the marketing authorisation, it shall forfhmwpresent the matter to the Agency to
apply the referral procedure.

(6) Without prejudice to the provision of paragraptthe Institute or the Veterinary Institute
may, in exceptional cases, where it is importarddopt an urgent measure for public health



protection or for the protection of health of anisnar the protection of environment, suspend
the distribution, dispensing, sale by vendor ofesid medicinal products or use of the
concerned medicinal product in the Czech Repuhtidl @ final decision is adopted. The

Institute or the Veterinary Institute shall, withihe scope of their jurisdiction, inform the

Commission and the competent authorities of othemlder States about reasons for the
measure taken thereby no later than the followingkimg day.

(7) The provisions of paragraphs 4 to 6 shall applymedicinal products authorised in
compliance with the Community regulattéh likewise. Paragraphs 1 to 6, Section 41
paragraph 6 and the referral procedure shall nptyaje homeopathic products registered
pursuant to Section 28 or 29.

%)) Council Directive 87/22/EE®f 22 December 1986 on the approximation of natiomeasures relating to the
placing on the market of high-technology medicimalducts, particularly those derived from biotedbgyg

Section 43
Authorisation of medicinal productsvia Community procedure

(1) Upon request of the Agency or other competemin@unity authorities the Institute or
Veterinary Institute shall, in compliance with aeditly applicable Community regulatith
provide for:

a) testing of the medicinal product, its startingtemials, and if need be, its intermediate
products or other constituents in order to verifgttthe control methods employed by the
manufacturer and described in the marketing authtion application dossier are satisfactory,
hence fulfilling the tasks of an official laboragdior the control of medicinal products as per
a directly applicable Community regulatiéh

b) the communication of information evidencing ththe manufacturer of the medicinal
product or the person importing the medicinal patdirom a third country is able to
manufacture the medicinal product concerned andpjiicable, carry out necessary control
tests in compliance with a directly applicable Commity regulatiod”, consistently with the
data and documentation submitted pursuant to attjir@pplicable Community regulatiéty

c) inspection of the marketing authorisation holdeanufacturer or importer from a third
country, including individual manufacturing sitesurpuant to a directly applicable
Community regulatiof{’:

d) evaluation of the draft decision obtained punsua a directly applicable Community
regulatio”, and, where observations thereon arise, they mdgrwarded in a written form
to the Commission within the period stipulated bydmectly applicable Community
regulatiorf®.

(2) The marketing authorisation holder shall withdalay communicate to the Institute or to
the Veterinary Institute information on any prohidm or restriction imposed by the
competent authorities of any country where the wiedi product is placed on the market,
and any other new information which might affect #valuation of the benefits and risks of
the concerned medicinal product, as stipulated byiractly applicable Community
regulatiort®.

(3) The Institute or the Veterinary Institute sh&kep files of the medicinal products
authorised pursuant to a directly applicable Comitguregulatiorf®, publish them and

forthwith assign them with a code pursuant to ®ac82, paragraph 5, which shall be notified
to the holder of the concerned marketing authadeand published in the information media



of the respective institute. The distribution of timedicinal product may not commence prior
to the assignment of the code.

(4) The authorities of the Czech Republic actingspant to a directly applicable Community
regulatior”, including the act of suspending the use of medicproducts, shall be the
Institute and the Veterinary Institute.

(5) The Institute or the Veterinary Institute shalisure that all suspected serious adverse
reactions to medicinal products authorised pursuanta directly applicable Community
regulatio”, occurring within the territory of the Czech Rbpa and brought to its attention
are recorded and reported to the Agency and tartheketing authorisation holder of the
concerned medicinal product in compliance with aedaly applicable Community
regulatior?”) no later than 15 days following the receipt of itfermation.

(6) The Institute or the Veterinary Institute shatloperate in the preparation of guidelines
and shall be involved in the establishment and aijmar of an information network for rapid

transfer of information among the competent autlesriof the Community pursuant to a
directly applicable Community regulati%ﬁ‘g it shall evaluate the information received and

shall ensure the adoption of adequate measurbs i@zech Republic.

Section 44
Adoption of marketing authorisation from another Member State

(1) The adoption of a marketing authorisation framother Member State (hereinafter
referred to as the “adoption of marketing authdiasé) shall mean the recognition of validity
of the marketing authorisation of a human medicpratuct granted in another Member State
by decision of the Institute; the legal consequerafeghe adopted marketing authorisation are
identical to those of a marketing authorisatiorenefd to in Section 32, unless hereafter
stipulated otherwise.

(2) The adoption of marketing authorisation shallgmssible only in emergencies, where no
human medicinal product for the effective treatmehpatients, including prophylaxis and
diagnostics, is authorised in the Czech Republicporsuant to a directly applicable
Community regulatiof? and where an application for its marketing autation has not
been submitted in the Czech Republic, either, hrcatioption of the marketing authorisation
is justified by public health protection, where:

a) an adoption of marketing authorisation of a miedl product authorised in a Member
State in compliance with Community legislation acerned,;

b) the medicinal product is intended only for disgiag on medical prescription in the Czech
Republic;

c) the labelling of the medicinal product and tlezlkage leaflet are in the Czech language,
unless stipulated otherwise in compliance with 8ac38.

(3) The decision about an adoption of marketindghausation shall be taken by the Institute
on the basis of an application. The applicant topion of marketing authorisation may be a
natural or legal person other than the marketirtgaisation holder for the medicinal product
concerned in a Member State and other than a pemsantaining business relations
therewith. The application must contain data aloetapplicant as well as data specifying the
subject-matter of the application and a rationhkrdof. The implementing legal regulation
stipulates the scope of these data and relevaninteatation.



(4) The Institute shall decide about the applicabo the basis of an opinion of the Ministry
of Health on the necessity of the medicinal prodnajuestion with a view to public health
protection no later than within 60 days of recemptthe application. Where the Institute
requests the applicant for adoption of marketinghausation to provide additional
information or other source materials, the procedihrall be suspended. The Institute shall
request the authority of the concerned Member Staterovide a copy of the assessment
report for the concerned medicinal product and hdvenarketing authorisation of the
concerned medicinal product which is to be adopséed, shall request an opinion from the
Ministry of Health; the Ministry shall issue thipiaion within the period of 30 days. If the
procedure is suspended for more than 180 daysindtiute shall stop the procedure. The
Institute shall decline the application if it isemtified in the course of the procedure that:

a) according to the opinion of the Ministry of Hisathe medicinal product is not necessary in
respect of public health protection;

b) the conditions stipulated in paragraph 2 arenmet; or

c) the applicant for adoption of marketing authatien has failed to provide adequate
evidence of his or her ability to fulfil the conidiis referred to in paragraph 9.

(5) Prior to its decision on the adoption of maikgiauthorisation the Institute shall notify the
marketing authorisation holder in the Member Statere the concerned medicinal product is
authorised of its intention to adopt the marketeghorisation of the concerned medicinal
product.

(6) The adoption of marketing authorisation of adiomal product as well as the expiry of
the decision on the adoption of marketing authtidaashall be notified by the Institute to the
Commission, giving the business name and registeféde of the adopted marketing
authorisation holder where a legal person is carezkror the name(s), surname, and place of
business of the adopted marketing authorisatiodenolhere a natural person is concerned.
The information about adoption of marketing autkation shall be published by the Institute
in its information media. The Institute shall assigach medicinal product whose marketing
authorisation has been adopted with a code reféaed Section 32, paragraph 5. For the
medicinal product with adopted marketing authorsgt the summary of the product
characteristics of the product whose marketing @ightion has been adopted shall be used,;
the summary of the product characteristics doeshage to contain data protected in the
Czech Republic pursuant to special legal regulatfan

(7) The decision on the adoption of marketing auffation may contain the imposition of
conditions governing the supplies of the medicpralduct.

(8) The decision on the adoption of marketing atglation shall be effective for five years of
its coming legally into force and it may be repdataenewed for the same period of time if
applied for. The decision on the adoption of markgauthorisation shall be subject to annual
reviews to examine whether the conditions underciwht has been issued remain valid.
Where the conditions governing the adoption of nerketing authorisation are no longer
valid, the Institute shall revoke the decision ba adoption of marketing authorisation. The
Institute shall amend, suspend or revoke its datisn adoption of marketing authorisation
for reasons stipulated by Section 34, paragraphligewise.

(9) The holder of an adopted marketing authorisasizall be obliged to:



a) keep records of the origin, number of packs, lzatdh numbers of the imported medicinal
product for the minimum period of five years;

b) ensure that the dispensing or marketing of theorted medicinal product is suspended
within the same scope as in the concerned Memiage St the dispensing or marketing has
been suspended due to a quality defect or redwdetyor efficacy of the medicinal product
or if marketing authorisation in the Member Stats been revoked due to reduced efficacy or
safety;

c) achieve, by means of an application for varrato marketing authorisation, a variation to
marketing authorisation of the concerned medigmatuct in the Czech Republic so that this
marketing authorisation is consistent with the d¢towls of marketing authorisation in the
concerned Member State, where such variationsipeéddhe product efficacy and safety;

d) use, for re-packaging, re-labelling and any othd&ustment of the imported medicinal
product, only the services of manufacturers of miadl products and notify any changes as
may be applicable in advance to the Institute;

e) unless he or she is a holder of distributiomarigation for medicinal products, ensure the
distribution of the medicinal product from anotidember State via a person who is a holder
of such authorisation;

f) label a re-packed medicinal product; the implatitgy legal regulation stipulates the
method of such labelling;

g) cooperate with the Institute in compliance wglection 33, paragraph 3 (d) and (e)
likewise;

h) notify the marketing authorisation holder ofsthinedicinal product in the concerned
Member State of the commencement of distributionhef medicinal product from another
Member State and to provide, upon request of théketiag authorisation holder, a sample of
this medicinal product in the form marketed in @eech Republic thereto;

i) ensure pharmacovigilance, particularly by meafscollection of data about adverse
reactions, and notify the marketing authorisatiotdér in the concerned Member State and
the Institute of the recorded adverse reactions.

(10) The issue of the decision on adoption of mamgeauthorisation shall be without
prejudice to the liability of the manufacturer dfet medicinal product and the marketing
authorisation holder of the concerned medicinatlpob for damages caused by this medicinal
product.

) For example, the Commercial Code; Act No 527/19®6ll., on Inventions, Industrial Designs and
Rationalisation Proposals, as amended; Act No #0B2Coll., on Trademarks and Amendment to Act No
6/2002 Coll., on Courts of Justice, Judges, Laygdsdand Judicial State Administration and on Amesmisito
Some Other Acts (Act on Courts of Justice and Js)dgs amended, (Act on Trademarks), as amended.

Section 45
Parallel import of medicinal products

(1) Parallel import shall mean a distribution ofreedicinal product from another Member
State to the Czech Republic, if the medicinal pobdhas been granted marketing
authorisation both in the Czech Republic and inMeenber State, and the distribution is not
organised by the marketing authorisation holdertref medicinal product in the Czech

Republic nor in co-operation therewith. Parallelport of a medicinal product may be

conducted only on the basis of parallel import ati#ation for the medicinal product. Parallel

import shall not mean distribution from another Mmm State to the Czech Republic where
medicinal products authorised pursuant to Sectrpadragraph 1 (b) are concerned.



(2) Parallel import shall only be permissible faslders of distribution authorisations for

medicinal products, if:

a) the parallel imported medicinal product is dalythorised in a Member State and this
authorisation has not been revoked due to pubbéinerotection;

b) the parallel imported medicinal product will destributed in the Czech Republic with

contents of active substances identical in quaatiiy quality and in identical pharmaceutical
form as the medicinal product authorised in thecGZRepublic (hereinafter referred to as the
“reference product for parallel import”), and thasithorisation has not been revoked for
public health protection reasons; and

c) the parallel imported medicinal product has tobah therapeutic effects as the reference
product for parallel import, it does not presentisk for public health and it is used in

accordance with the terms of the marketing authtias of the reference product for parallel
import.

(3) In the case of compliance with the requiremdaits down by this Act, the Institute or the
Veterinary Institute shall issue parallel importharisation on the basis of an application.
The application shall contain:

a) identification data regarding the reference pobdor parallel import and the medicinal
product authorised in a Member State, which is eotlie subject of parallel import, and
relevant marketing authorisation holders;

b) package leaflet and a sample of the medicinadiymt in a form marketed in the Member
State;

c) sample of the medicinal product in a form tonerketed in the Czech Republic, including
proposed package leaflet in the Czech language;

d) a list of manufacturers involved in re-packagimg-labelling or other manufacturing
operations conducted with the parallel imported iciedl product; relevant manufacturing
authorisations or certificates of compliance witbod manufacturing practice shall be
provided,;

e) any potential difference between the referemodyxt for parallel import and the parallel
imported medicinal product, if known to the apptita

(4) The Institute or the Veterinary Institute shddicide upon an application for authorisation
of parallel import of a medicinal product within 4&ys of its delivery at the latest. If the
Institute or the Veterinary Institute requests #pplicant to provide additional information,
the procedure shall be suspended until the deliedryhe requested information. If the
suspension exceeds 180 days, the Institute or #teriary Institute may terminate the
procedure concerning the application. Where thecgomaterials are not sufficient for the
assessment of identical therapeutic effects, tistitie or the Veterinary Institute shall
request source materials on the terms of markedurporisation of the parallel imported
medicinal product from the competent authoritiesoall. Where such request for source
materials is concerned, the period of 45 days sle#xtended to 90 days. The 90-day period
established for the settling of the application parallel import of a medicinal product shall
be suspended for the period from the request farceomaterials addressed to the competent
authorities abroad until their delivery to the cemed Institute.

(5) The Institute shall assign a code referrecht&ection 32, paragraph 5 to each medicinal
product whose parallel import has been authorised.



(6) For the purposes of assessing the applicatbora@ithorisation of parallel import of a

medicinal product and, after the issue of the aightion of parallel import, for the purposes
of monitoring the properties of parallely importededicinal product, the marketing

authorisation holder of the reference product farapel import shall provide, upon request
from the concerned institute, information concegnilne terms of the marketing authorisation
in the Member States, differences between the rtiagkeauthorisation of the reference
product for parallel import in the Czech Republian the Member States, including data
about manufacturing sites.

(7) The holder of the authorisation of parallel oripof a medicinal product shall be obliged
to:

a) proceed in compliance with Section 44, paragéafd) to (d) likewise;

b) label the re-packed medicinal product; the im@ating legal regulation stipulates the
method of this labelling;

c) cooperate with the Institute or the Veterinamgtitute in compliance with Section 33,
paragraph 3 (d) and (e) likewise;

d) notify the holder of the marketing authorisatadrthe reference product for parallel import
in the Czech Republic of the intention to commetite parallel import of the medicinal
product and upon request thereof provide the miawketuthorisation holder with a sample of
the parallel imported medicinal product in the famarketed in the Czech Republic;

e) ensure pharmacovigilance primarily by meansatdiection of data on adverse reactions
and notify the marketing authorisation holder ane Institute or the Veterinary Institute of
any recorded adverse reactions.

(8) The validity of an issued authorisation of pletamport of a medicinal product shall be
five years and it may be renewed for another figarg upon request; such renewals may be
recurring. Paragraph 4 shall likewise apply to pnecedure regarding the renewal of the
authorisation of parallel import. In the event ofsgension or revocation of the marketing
authorisation of medicinal product for parallel ionpin the Czech Republic or of the
parallely imported medicinal product in the Meml&iate, the Institute or the Veterinary
Institute shall examine whether the suspensiorewoaation of marketing authorisation has
been effected due to identifying an adverse rigkelieratio of the medicinal product.

(9) The Institute or the Veterinary Institute shallspend or revoke the authorisation of
parallel import if the validity of the authorisatief parallel import of the medicinal product
presents a risk to public health or where the hoddéhe authorisation of parallel import of a
medicinal product fails to comply with the termstbe authorisation or where the holder
seriously breaches the obligations stipulated by #ct. The Institute or the Veterinary
Institute shall suspend the authorisation of pafratport if the information obtained is
incomplete or shortcomings which may be eliminated identified. The Institute or the
Veterinary Institute shall revoke the authorisatioh parallel import if the information
obtained is complete or shortcomings which may Ibeteliminated are identified. The
Institute or the Veterinary Institute shall revoktee authorisation of parallel import of a
medicinal product upon request of the person fapwiit has been issued.

(10) The authorisation and conduct of the paratigbort of a medicinal product shall be
without prejudice to the liability of the marketirguthorisation holder of the reference
medicinal product for parallel import.

Section 46



Exceptions from the marketing authorisation allowed by the State Veterinary
Administration

(1) Having received an application from an attegdireterinarian, the State Veterinary
Administration may, in exceptional cases, authotise use of a medicinal product not
authorised in compliance with this Act, in the cae

a) an immunological veterinary medicinal product

1. in the case of occurrence of a serious aninfaciion or infection transmissible from

animals to people, or

2. in the case where an animal is imported fromnira tountry or exported to a third country
and is subject to special binding veterinary rules;such a case the State Veterinary
Administration may authorise the use of the immuogaal veterinary medicinal product

authorised in the concerned third country in coampie with the applicable legal regulations
of the concerned third country;

b) a product other than immunological veterinarydio@al products, the use of which is

necessary with regard to alleviating the sufferiofigthe animal to whom it is to be

administered and for whom no other medicinal proguasuant to Section 9, paragraph 1
may be used.

(2) Where protective or control measures are implgted in the event of occurrence of an
animal infection or an infection transmissible fr@animals to people, the State Veterinary
Administration may authorise the use of a vetegimaedicinal product in compliance with
paragraph 1 (a), item 1 on its own initiative.

(3) Prior to the issue of authorisation of an exicepreferred to in paragraph 1 or 2, the State
Veterinary Administration may request an opinioonfr the Veterinary Institute. In its
authorisation of an exception, the State Veteriadgninistration shall always stipulate:

a) the amount of the medicinal product to be imguajrt

b) the person who is to import the medicinal pidu

c) the method of placing the medicinal product ahtomarket;

d) the schedule for the import of the medicinaldurct and, where applicable, its use;

e) the method of use of the medicinal product, whegcessary with regard to the nature of
the medicinal product.

(4) The following data shall be published about arthorisation of an exception from
marketing authorisation referred to in paragragn 2:

a) name of the medicinal product;

b) the active substance, or where applicable, anbst contained in the medicinal product;
c) animal species and therapeutic or preventiveeatidns for which the use of the product
has been authorised;

d) restrictions applicable to the marketing of thedicinal product if imposed; and

e) a schedule for the import of the medicinal pridund, where applicable, its use.

(5) Where the exception referred to in paragrapasdl2 has been authorised, the liability for

damages shall be with the person upon whose retjuestxception has been granted. The
liability of the manufacturer or importer for danesgcaused by product defects pursuant to a
legal regulatiof’ shall not be prejudiced.



(6) Where an authorisation of an exception isswedh immunological veterinary medicinal
product referred to in paragraph 1 (a), item 1 @ncerned, the State Veterinary
Administration shall inform the Commission befone issuance of the exception.

Section 47
Exceptions from marketing authorisation decided by the Commission

(1) Where the Commission in compliance with the @amity rules governing some serious
animal infection¥” decides about the use of an immunological veteringedicinal product,
the State Veterinary Administration shall establisb terms of use and marketing of such
product within the scope stipulated by Section géragraph 3 and with a view to the
conditions in the Czech Republic, unless the Corsimishas established such terms itself.

(2) The following data shall be published abouteptons from marketing authorisation:

a) name of the medicinal product;

b) the active substance or, where applicable, anbst contained in the medicinal product;
c) the animal species and therapeutic or preventideations for which the use of the
product has been authorised;

d) restrictions applicable to the marketing of thedicinal product if imposed; and

e) a schedule for the import of the medicinal peidund, where applicable, its use.

Section 48
Exceptions from marketing authorisation for products authorised in another Member
State

(1) Veterinary medicinal products authorised intaeo Member State may be transported
from the concerned Member State for the purposassefin a single animal or in a small
number of animals of a single breeder.

(2) Veterinary medicinal products may be importedhite Czech Republic by the attending
veterinarian or by persons authorised to distrilmgtierinary medicinal products on the basis
of an order of the attending veterinarian, unldss Yeterinary Institute has rejected such
import pursuant to paragraph 5. The order mustatordata about the applicant as well as
data about the veterinary medicinal product anatiamale of the order. Specimen order shall
be stipulated by the implementing legal regulation.

(3) A veterinarian who intends to import a veterinanedicinal product referred to in
paragraph 1 to the Czech Republic, shall be obligeabply for the import in advance with
the Veterinary Institute. The application mustteam data about the applicant as well as data
about the veterinary medicinal product, data altbetmethod of marketing of the product,
data about the quantity of the product, about tle¢hod of use, about the time for which the
product is to be marketed, and a rationale of tppli@ation. The implementing legal
regulation stipulates the scope of data to be awedain the application. The Veterinary
Institute shall assess the application, and untedescides about a rejection of the application
referred to in paragraph 5 within the period 15kimg days of the receipt of the application,
this period being satisfied if the written noticetbe Veterinary Institute has been provably
sent on the last day of this period, either by @losérvices or electronically, the application
shall be regarded approved. The Veterinary Institay decide about a potential restriction
regarding the use of the veterinary medicinal pob@u its marketing.



(4) Where the health or life of an animal is dikegeopardised, the veterinary medicinal
product referred to in paragraph 1 may be imporeder the conditions stipulated by
paragraph 2 also without the approval obtained ftbenVeterinary Institute in advance. In
this case, the application shall be lodged retrctspaly within five working days of the
conduct of such import. The Veterinary Institutalslassess the submitted application and
shall decide about it in compliance with paragr&phf the Veterinary Institute rejects the
application pursuant to paragraph 5, the concewegerinarian shall be obliged to forthwith
terminate the use of the veterinary medicinal pob@md to ensure its removal The costs of
removal of such product shall be borne by the comezk veterinarian, who shall be
furthermore obliged to keep detailed and legibt®rds of the removal which shall be stored
for the minimum period of five years.

(5) The Veterinary Institute shall decline the aggdion referred to in paragraph 3 or 4, if:

a) the veterinary medicinal product which is tothe subject of the import is not effectively
authorised in another Member State;

b) another suitable authorised medicinal produ@viilable for the concerned indication in
the Czech Republic;

c) the veterinarian has failed to provide dataussfed by paragraph 3; or

d) the veterinary medicinal product is subject éstrictive safety measures in any of the
Member States due to an identified risk associatéll the use of the concerned medicinal
product.

(6) The attending veterinarian who imports veteynenedicinal products referred to in
paragraph 2, shall be obliged to keep recordseofrtiport and to store them for the period of
five years of the conduct of the import. A disttidwushall keep records of an import referred
to in paragraph 2 in compliance with the requiretagoverning the distribution of veterinary
medicinal products. The implementing legal regolatstipulates the scope of data about the
import.

%6) Act No 185/2001 Coll., as amended.

Section 49
Specific therapeutic programmes applying non-authorised human medicinal products

(1) Where in the cases specified in a directly @pple Community regulatiGf or in other
emergencies a human medicinal product authorisegupnt to this Act or pursuant to a
directly applicable Community regulatihis not available for the effective treatment of
patients, prophylaxis and prevention of infectidiseases or for diagnostic purposes, the use,
distribution, and dispensing of human medicinaldoicis not authorised pursuant to this Act
or pursuant to a directly applicable Community tagar®” may be permissible for the
treatment, prevention or diagnosing of rare diseasaen other emergencies within the scope
of specific therapeutic programmes (hereinafteziretl to as “therapeutic programmes”).

A therapeutic programme may be proposed, if:

a) the subject of the therapeutic programme isttb&tment, prophylaxis and prevention or
diagnosing of conditions which present a seriovsahto human health;

b the use of the non-authorised medicinal prodacini compliance with a therapeutic
programme designed in advance, which defines, riticpéar:

1. the medicinal product to be used,

2. the manufacturer of the medicinal product, ohere applicable, the distributor or the
person importing the medicinal product from thicdintries,



3. the group of patients for whom the medicinaldoc is intended and method of use of the
medicinal product,

4. the method of quality, safety, and efficacy namng and evaluations of the medicinal
product and of the therapeutic benefit of its use,

5. the sites where the therapeutic programme idwtiad,

6. the rationale of the therapeutic programme.

(2) The proposed therapeutic programme shall bendtdd by a legal or natural person
(hereinafter referred to as the “submitter of therapeutic programme”) to the Ministry of
Health for approval and to the Institute for opmioln its opinion the Institute shall provide
its position in particular on the conditions of udehe concerned medicinal product, method
of its distribution, dispensing, and the monitoriagd evaluating of its quality, safety, and
efficacy. Where the therapeutic programme inclualesedicinal product falling within the
categories stipulated by a directly applicable Camity regulation®, the Institute shall, in
the issue of its opinion, take into account thenmwi of the Agency, if issued.

(3) A therapeutic programme may be conducted ardntin-authorised medicinal product
used, distributed and dispensed by ways describégei programme, only if the Ministry of
Health has issued a written approval with the cehddéi the programme. The Ministry shall
issue such approval having regard to the opiniaefinstitute, and, where applicable, to the
opinion of the Agency, if issued. The approval leé Ministry of Health may be conditioned
by the imposition of obligations upon the submitéithe therapeutic programme, including
the obligation to submit programme progress reptwtshe Ministry of Health or, where
applicable, to the Institute, and it shall stipalahe conditions of use of the concerned
medicinal product, method of its distribution, digging and monitoring and evaluation of its
quality, safety, and efficacy. Where a non-autleatisnedicinal product containing a
genetically modified organism is concerngd such product may be used, distributed, and
dispensed within a therapeutic programme only imml@ance with the provisions of a legal
regulatiort?.

(4) If the therapeutic programme is approved, thienstter of the therapeutic programme
shall be responsible for the conduct thereof andefesuring co-operation with authorities

referred to in paragraph 2. In the case of non-d@amqe with the conditions under which the
approval has been granted or where new facts adowddverse risk-benefit ratio of the

medicinal product associated with the therapeutcg@mmme arise, the Ministry of Health

may revoke its approval of the conduct of the thewdic programme. The Institute may
suspend the use of the medicinal product if newsfabout an adverse risk-benefit ratio of
this medicinal product or about a serious breacthefconditions governing the use of the
medicinal product, its distribution or dispensirgtablished by the therapeutic programme
arise.

(5) Information about therapeutic programmes shalcommunicated by the Institute in the
cases stipulated by a directly applicable Commumégulatioi” to the Agency. The
implementing legal regulation stipulates the methofl submission of therapeutic
programmes, the content of their proposals andnmédtion to be submitted, the issuance of
opinions and approvals thereof and the scope ofnmdition to be submitted to the Institute in
the course of conduct of the therapeutic prograrantkthe scope of data to be published.

5 Article 83 of Regulation (EC) No 726/2004 of therBpean Parliament and of the Council.



%8) Article 83, paragraphs 1 and 2 of Regulation (B®) 726/2004 of the European Parliament and of the
Council.

Section 50
Orphan medicinal products

Where a medicinal product included in the regisfesrphan medicinal products fails to meet
the criteria established by the directly applicaBEmmunity regulatioff, the Institute shall
inform the Agency to that end within five years tbfe marketing authorisation of the
medicinal product in the Communities.

Section 51
Clinical trialson human medicinal products

(1) Clinical trials on human medicinal products ohwng natural persons as trial subjects
shall be governed by the rules of good clinicalcpcg, which is a set of internationally
recognised ethical and scientific quality requiratsewhich must be observed in designing,
conducting, recording, and reporting clinical si@n human medicinal products. These rules
shall be also applicable to multi-centric clinidalals, not, however, to non-intervention
studies, which are trials using medicinal produnot® common manner and in compliance
with the terms of their marketing authorisatiorheTrights, safety, and quality of life of a trial
subject shall always take precedence over theestieiof science and of the society. Clinical
trials on human medicinal products must be conducte compliance with the ethical
principles stipulated by the Community regulatiths

(2) For the purposes of clinical trials on humardro@al products:

a) A clinical trial shall mean any systematic tegtconducted on trial subjects intended to:

1. discover or verify the clinical, pharmacologicalother pharmacodynamic effects,

2. identify any adverse reactions,

3. study absorption, distribution, metabolism ocreton of one or more investigational
medicinal product(s) with the objective of ascaeritag its (their) safety or efficacy, including
clinical trials conducted at one or more trial siia the Czech Republic or in the Member
States, where applicable;

b) a multi-centric clinical trial shall mean a tr@nducted according to a single protocol, but
at more than one clinical trial site (hereinafteferred to as “trial site”), and therefore by
more than one investigator, in which the trial siteay be located in the Czech Republic, in
other Member States and in third countries, if ejable;

c) an investigational medicinal product shall mearpharmaceutical form of an active
substance or product obtained through technologmracessing of mere excipients (a
placebo) which are being tested or used for coraparin a clinical trial; an investigational
medicinal product may also be a product alread witmarketing authorisation but used or
assembled (including changes to composition ofptiermaceutical form or packaging) in a
way different from the authorised form of the méuaat product or when used out of the
authorised indication(s) or for the purposes tandarther information about the authorised
presentation of the medicinal product;

d) a sponsor shall mean a natural or legal peradm takes the responsibility for the
commencement, management and/or financing of acalitrial; it may only be a person
permanently residing or establisRBavithin the territory of the Czech Republic or avfythe
Member States, or a person who has appointed tk®i@sed representative complying with
this condition, where applicable;



e) an investigator’s brochure shall mean a compiladf the clinical and non-clinical data on
the investigational medicinal product or productkick are relevant to the clinical trial
conducted in trial subjects;

f) a protocol shall mean a document that describes objective, design, methodology,
statistical considerations, and organisation of thiaical trial, including its successive
versions and amendments, as may be applicable;

g) a trial subject shall mean a natural person wanicipates in a clinical trial, either as a
recipient of the investigational medicinal prodacia member of a reference or control group
to whom the investigational medicinal product i$ being administered;

h) an informed consent shall mean an expressiamilliigness to take part in a clinical trial
which shall be

1. written,

2. dated and signed by the trial subject in hisdven hand,

3. taken freely after being duly informed of theuma, significance, implications, and risks of
the clinical trial,

4. appropriately documented,

5. granted by a person capable of giving the inBafnsonsent or where the person is not
capable of giving the informed consent by his or ¢eardian; if the person concerned is
unable to write, oral consent in the presence tdast one witness may be given and a written
record thereof taken;

The text of the informed consent must be clear pnodided in a language which the trial
subject well understands; the scope of informatmme contained in the informed consent
and the method of its granting shall be stipuldtedhe implementing legal regulation.

%9 Article 3 of Commission Directive 2005/28/EC.

Section 52
Protection of trial subjects

(1) This Act shall apply without prejudice to treghl regulations governing the protection of
trial subject&”.

(2) An investigator shall mean a medical doctopoesible for the conduct of a clinical trial
at the relevant trial site; if the clinical triad tconducted by a team of individuals at a single
trial site, the investigator leading this team khe called the principal investigator. The
investigator shall be obliged to ensure that ti@aal trial is not conducted in:

a) persons:

1. fully or partially legally incapacitated,

2. whose informed consent cannot be obtained dtreetomedical condition,

3. who are not citizens of the Czech Republic, or

4. under 18 years of age;

b) pregnant or breast-feeding women;

c) dependants meaning:

1. persons in custody or serving a sentence ofismpment, or

2. persons receiving health care without their eatis

the conduct of a clinical trial in these persongggermissible only if expected to provide
preventive or therapeutic benefits for these pesson

(3) A clinical trial may be undertaken only if:
a) the foreseeable risks and inconveniences falr dubjects have been weighted against the
anticipated benefits for the trial subjects andeothotential patients; a clinical trial may be



initiated only if the ethics committee and the itnseé come to the conclusion that the
anticipated therapeutic and health benefits judtiy risks and may be continued only if
compliance with this requirement is permanently iovad,;

b) the trial subject or, when the person is noedbl give the informed consent, his or her
guardian has had, with the exception of the prowsiset forth by paragraph 7, the
opportunity in a preceding interview with the intigator or a person authorised by the
investigator to understand the objectives, risksl, iaconveniences of the clinical trial and the
conditions under which the clinical trial is to benducted, and has also been informed of his
or her right to withdraw from the clinical trial ahy time;

c) the rights of the trial subject to physical ameéntal integrity, to privacy, and to the
protection of data concerning him or her in compi@a with special legal regulatioaﬂbare
safeguarded;

d) the trial subject or, when the subject is ndedb give the informed consent, his or her
guardian has given his or her written consent &ft#ng informed of the nature, significance,
implications, and risks of the clinical trial; He trial subject is unable to write, oral consent i
the presence of at least one withess may be givexgeptional cases and a written record
thereof taken;

e) the trial subject may without any resulting oheémnt withdraw from the clinical trial at any
time by revoking his or her informed consent;

f) a liability insurance covering the investigatonrd the sponsor has been concluded prior to
the commencement of the clinical trial, which sltaler also the damages in the event of the
death of the trial subject or in the event of gy to the health of the trial subject arising
due to the conduct of the clinical trial; the spamshall be responsible for concluding such
insurance.

(4) Medical care given to and medical decisiongmaia respect of the trial subjects must be
the responsibility of an appropriately qualifiedaieal doctor.

(5) The trial subject shall be provided by the stigator or the sponsor with a contact person
from whom he or she may obtain further informatiShould new information relevant to the
trial subject's consent to participate in the chitrial arise, the trial subject must be forthwit
informed thereof by the investigator.

(6) A clinical trial on minors may be undertakeriyoift

a) the informed consent of the parents or anotgal Irepresentative, where applicable, has
been obtainé; the consent must represent the minor's presunilbdovparticipate in the
clinical trial, if possible with respect to its agad/or intellectual capacity; it may be revoked
at any time without detriment to the minor;

b) the minor has received information regarding theical trial, its risks and benefits
according to his or her capacity of understandmgifthe investigator or a person authorised
thereby who has experience in working with minors;

c) the explicit wish of a minor who is capable ofrhing an opinion and assessing the
information contained under letter (b) to refusetipgation or to be withdrawn from the
clinical trial at any time is respected by the istgator or, where appropriate, by the principal
investigator;

d) no incentives or financial inducements are giercept for compensation;

e) a direct benefit for a group of patients is ot#d from the relevant clinical trial and only if
such research is essential to validate data olitamelinical trials on persons able to give
informed consent or data obtained via other researethods; such research should either



relate directly to the clinical condition from whi¢he minor suffers or be of such a nature
that it can only be carried out on minors;

f) the clinical trial follows corresponding guidedis of the Commission and of the Agency;

g) the clinical trial has been designed to minimpsen, discomfort, fear, and any other
foreseeable risks in relation to the disease andldpmental stage of the trial subject; both
the risk threshold and the degree of distress tmbe defined by the protocol and constantly
monitored,;

h) the ethics committee with paediatric expertisa@fter taking qualified advice in clinical,
ethical, and psychosocial problems in the fielgp@édiatrics has endorsed the protocol.

A detailed specification of the conditions goveritme conduct and assessment of clinical
trials on minors as per letters (a) to (h) shall dtipulated by the implementing legal
regulation.

(7) Provisions contained in paragraphs 2 to 5 shalbdequately applicable also to adults
legally incapable of giving an informed consenthwihe clinical trial. Participation of
incapacitated adults in a clinical trial shall hewaed if:

a) the informed consent of the guardian thereoflde®s obtained; the consent must represent
the trial subject's presumed will to participatethe clinical trial and may be revoked at any
time without detriment to the trial subject;

b) the person not able to give informed consentrbesived information according to his or
her capacity of understanding regarding the clirtical, its risks and benefits;

c) the explicit wish of a trial subject who is cafmof forming an opinion and assessing the
provided information to refuse participation orlie withdrawn from the clinical trial at any
time is respected by the investigator or, wherdiegiple, the principal investigator;

d) no incentives or financial inducements are gieecept for compensation;

e) such research is essential to validate datanalkan clinical trials on persons able to give
informed consent or data obtained via other rebearethods and relates directly to a life-
threatening or debilitating clinical condition fromwhich the trial subject suffers;

f) the clinical trial has been designed to minimz@n, discomfort, fear, and any other
foreseeable risks in relation to the disease andldpmental stage of the trial subject; both
the risk threshold and the degree of distress tabe defined by the protocol and constantly
monitored,;

g) the ethics committee with expertise in the ratévdisease and the patient population
concerned or after taking advice in clinical, e#thiand psychosocial questions in the field of
the relevant disease and patient population corddnas endorsed the protocol.

(8) A clinical trial on adults legally incapable ¢gove an informed consent may not, however,
be conducted or continued if it is proven that ¢hpsrsons have expressed their disagreement
or refused to give consent with the conduct ofdin@cal trial prior to being incapacitated.

(9) In acute cases when it is impossible to obtiaéntrial subject's informed consent prior to
the inclusion in the clinical trial, the consentilbe requested from the subject's guardian in
compliance with paragraph 3, letter (b). Where sgahrdian has not been assigned or is
unavailable, the trial subject may only be includadthe clinical trial if the inclusion
procedure is specified in the protocol and the stigator has obtained a written favourable
opinion from the trial's ethics committee which tans an explicit position on the procedure
of including trial subjects. The opinion of the ieth committee may include a condition
according to which the inclusion of each singlaltsubject must be approved by the ethics
committee. The investigator shall obtain the cohsérnhe trial subject or, where applicable,
his or her guardian, with the trial subject's conéid participation in the clinical trial as soon



as practicable with respect to the condition of thal subject or the availability of the
guardian.

69 E.g. Act No 101/2000 Coll., as amended, the @\yitle, and the Criminal Act.

6D Section 34 of Act No 94/1963 Coll., on family,@sended.

Section 53
Ethics committee

(1) An ethics committee shall mean an independemdlybconsisting of healthcare
professionals and non-medical members whose oldig& to protect the rights, safety, and
health of trial subjects and to provide assurarfcthat protection by, among other things,
expressing an opinion on the clinical trial protiocthe suitability of investigators and
adequacy of facilities, and on the methods and mecs to be used to inform trial subjects
and obtain their informed consent. An ethics corteaitmay be established by a healthcare
facility. An ethics committee may, on grounds ofwatten agreement concluded with a
healthcare facility other than the establishing,cae also as an ethics committee for this
healthcare facility. An ethics committee may algoelstablished by the Ministry of Health, in
case of which the members of the ethics committedl e appointed by the Minister of
Health. Conditions necessary for the operatiorhefdthics committee shall be secured by the
establishing entity. This entity shall, furthermobe responsible for the publication of the
rules of procedure and operating procedures ofetinecs committee and the list of its
members, and, moreover, the amount of costs whieee ethics committee requires
compensation of costs incurred with respect tadgbee of an opinion. The ethics committee
is not an administrative body and the Administrati@ode shall not be applicable to the
issuance of opinions and to the procedures of thiesscommittee. The rules governing the
establishment, membership, operation, operatiamahgements, information to be published,
and dissolution of the ethics committee shall biputted by the implementing legal
regulation.

(2) An ethics committee established pursuant t® #tat may issue its opinions also for other
areas of biomedical research than that of clinidals on medicinal products, unless the
provisions of other special legal regulatitfhare prejudiced thereby. At least one member of
the ethics committee must be a person without lhemié and specialised scientific
gualification and at least one member of the etbha®mittee must be a person without any
employment, labour or dependent relationship whik healthcare facility in which the
proposed clinical trial is to be conducted. An eshecommittee may constitute only of persons
who provide their written consent with:

a) their membership in the ethics committee, and shmall refrain from giving their opinion
on the applications for approvals of such clinit@ls in the conduct of which they are
personally interested, and from carrying out exgegervisory activities over such clinical
trials, and who shall forthwith notify the ethicsnamittee of any arising personal interest in
the assessed clinical trial;

b) publishing their membership in the ethics conmmitand other facts implied by the
activities and membership therein as stipulatethisyAct;

c) keeping the information and facts that theyneir relation to their membership in the
ethics committee confidential.

(3) An ethics committee as per by paragraphs 12amdy be, on the basis of its application,
appointed by the Ministry of Heath as an ethics mattee issuing opinions on multi-centric



clinical trials (hereinafter referred to as an fethcommittee for multi-centric trials”). This
decision shall be issued by the Ministry of Healith regard to the opinion of the Institute.

(4) The Institute shall be forthwith notified ofettestablishment of an ethics committee and
the appointment of an ethics committee for mulhtge trials, as well as the dissolution of an
ethics committee and changes to the contact detiilse ethics committee. This information
shall be provided by the entity which has estabklisbr appointed the relevant committee.
Information on the dissolution of an ethics comeatshall be provided by the entity which
has established or appointed the relevant comnaitaeto all sponsors of clinical trials the
conduct of which has been supervised by the retestaics committee.

(5) In order to obtain an opinion, an ethics conmeitmay invite other experts to whom the
provisions of this Act regarding confidentiality mfformation and facts disclosed to them in
relation to their activities carried out for théies committee apply.

(6) Upon request of the sponsor, the ethics coremishall give its opinion on the relevant
clinical trial prior to its commencement. The spanshall be obliged to compensate the costs
reasonably incurred for the expert activities carted in association with the issue of such an
opinion.

(7) In preparing its opinion, the ethics commitséall consider:

a) the relevance of the clinical trial and thel tdi@sign;

b) whether the evaluation of the anticipated béseind risks as per Section 52, paragraph 3
(a) is satisfactory and whether the conclusiongustiied;

c) the protocol;

d) the suitability of the investigator and suppugtstaff;

e) the investigator's brochure;

f) the adequacy of the healthcare facility;

g) the adequacy and completeness of the writtearnmdgtion for trial subjects and the
procedure to be followed for the purpose of obtagninformed consent and the justification
for the research of persons incapable of givingrimed consent as regards the specific
restrictions laid down in Section 52, paragraphs 2,

h) provision for compensation or indemnity in thesiet of death or injury attributable to the
clinical trial;

i) any insurance or indemnity to cover the liagilif the investigator and sponsor which shall
also cover the damages for the event of a deatheofrial subject or an injury of the trial
subject arising from the conduct of the clinicaltr

j) the amount and, where appropriate, the arrang&smier remunerating or compensating
investigators and trial subjects and the relevapeets of any agreement concluded by the
sponsor and the trial site;

k) the method of recruiting trial subjects.

(8) Compensations, insurance, and remunerationgeagaragraph 7, (h) to (j) must be
assessed by the ethics committee with respecetpriftection of the rights, safety, and health
of the trial subjects, within the scope stipuldbgdhe implementing legal regulation.

(9) Unless stipulated otherwise by the below priowis, the ethics committee must within 60
days of the delivery date of the application giteereasoned opinion on the relevant clinical
trial to the sponsor and, at the same time, pronittethe Institute. A 30-day extension of the
period shall be applicable in the case of clinic@ls involving medicinal products for gene



therapy or somatic cell therapy or medicinal prdglucontaining genetically modified
organism&”. In justifiable cases, this extended period magxtended for a further 90 days.
In the case of xenogenic cell therapy there stehdtime limit to the period for the issuance
of the opinion of the ethics committee.

(10) Within the period of the examination of thekgation for the purposes of issuance of an
opinion in the cases established by this Act tiecetcommittee may send to the applicant a
single request for information supplementary tot thiaeady supplied by the sponsor. The
period defined for the issuance of the opinion Ishal suspended until the delivery of the

supplementary information to the ethics committee.

(11) The ethics committee shall ensure supervisiggr any clinical trial for which it has
issued its favourable opinion, in intervals adegquatthe degree of risk for trial subjects, no
less, however, than once a year. Unless the aesiwitf a dissolved ethics committee are not
taken over by another ethics committee during tedact of a clinical trial, the favourable
opinion of the ethics committee on the conduct teé toncerned clinical trial shall be
considered void. In the event of dissolution ofesimcs committee for multi-centric trials the
activities of this committee may be taken over dmjyan ethics committee appointed as per
paragraph 3.

(12) An ethics committee shall keep records objteration for the period of at least three
years following the completion of the clinical tria the healthcare facility. Records on its
activities conducted for other healthcare fac#it@hall be kept in same manner as stipulated
in paragraph 1. Record-keeping in the event ofoflis®n of an ethics committee shall be
organised by the entity which has established #levant committee, or by the ethics
committee which has taken over the activities @ defunct ethics committee. The types of
records on the activities of the ethics committeel anethods of their storage shall be
stipulated by the implementing legal regulation.

(13) The ethics committee shall temporarily or pamently revoke its favourable opinion to
conduct a clinical trial if new facts essential ttee safety of trial subjects arise or if the
sponsor or investigator seriously breach the camditgoverning the conduct or design of the
clinical trial for which the ethics committee hasued its favourable opinion as per paragraph
6. The revocation of the favourable opinion shalitain identification details of the clinical
trial, justifications, actions pertaining to thenenation of the clinical trial, revocation date of
the favourable opinion, and signature of at leas¢ @uthorised member of the ethics
committee. With the exception of those cases whieresafety of trial subjects is jeopardised,
the ethics committee shall, before revoking itsofarable opinion, request the position of the
sponsor or of the investigator, as applicable. ifff@ementing legal regulation shall stipulate
the detailed scope of data to be included in theaation of the favourable opinion.

2 E.g. Act No 123/2000 Coll., as amended.

Section 54
Opinions of ethics committees on multi-centric clinical trials

(1) Where multi-centric clinical trials to be coraded in the Czech Republic are concerned,
the sponsor shall submit the application for amigpi to a single ethics committee for multi-

centric trials; concurrently, the sponsor shallmittan application for an opinion to the ethics
committees established in the healthcare faciliieeh are the planned trial sites (hereinafter
referred to as the “local ethics committee”) andllsinform these ethics committees about the



ethics committee for multi-centric clinical trialgth which the application for an opinion on

the relevant clinical trial has been lodged. Theligption for an opinion must contain details
of the sponsor, details specifying the subject-enaif the application, and its rationale. The
scope of particulars regarding the applicationaieropinion and related documentation which
are submitted to the ethics committees, detailtheif evaluation, hand-over of reports and
opinions, mutual co-operation among ethics commsttand with the Institute shall be

stipulated by the special legal regulation.

(2) In its opinion, the ethics committee for mudéntric trials shall assess facts referred to in
Section 53, paragraph 7 (a) to (c), (e), (g) to (k)

(3) The local ethics committee shall provide thersor with its opinion on the facts pursuant
to Section 53, paragraph 7 (d) and (f) and shaltess its final opinion on the conduct of the
clinical trial at the given trial site. The locah&s committee shall not be entitled to request
changes to the design of the clinical trial anévaht documentation, for which the ethics
committee for multi-centric trials has issued itssdurable opinion; it shall, however, be

entitled to express its rejection of the conducthef clinical trial at the given site which shall

be final. A favourable opinion on the clinical triasued by a local ethics committee shall be
effective only if the ethics committee for multirtec trials issues its favourable opinion.

(4) Where no local ethics committee has been aeskad for any trial site, the opinion
regarding the particular trial site may be providsdthe ethics committee for multi-centric
trials.

(5) Where multi-centric clinical trials conductedncurrently in several Member States and in
the Czech Republic are concerned, the Instituté phavide a single opinion for the Czech
Republic. This opinion shall be favourable onlyhié ethics committee for multi-centric trials
and the Institute have issued favourable opinionsthe relevant clinical trial, or, where
applicable, on the amendments to its protocol.

(6) Odvolani souhlasného stanoviska s préméd klinického hodnoceni podle § 53 odst. 13
mistni etickou komisi se vztahuje ke konkrétnimstmihodnoceni; odvolani souhlasného
stanoviska etickou komisi pro multicentrickd hodemicma za nasledek ukimi klinického
hodnoceni vCeské republice. Prior to the revocation of its faable opinion, the ethics
committee for multi-centric trials shall requeste tiposition of the sponsor or, where
applicable, of the investigator and local ethiceoattees, unless the safety of trial subjects is
jeopardised.

Section 55
Commencement of aclinical trial

(1) The sponsor may commence a clinical trial ahly

a) the ethics committee has issued a favourabl@apon the relevant clinical trial;

b) the Institute has issued an authorisation toraente the clinical trial or has not rejected a
clinical trial which is, according to paragraphsbpject to notification.

(2) The application for authorisation or notifieatiof a clinical trial pursuant to paragraph 5
lodged by the sponsor shall be assessed by thikutastor completeness and the Institute
shall inform the sponsor of the outcome of thissasment within the maximum of 10 days of
the delivery of the application. If the Institutetifies the sponsor of incompleteness of the



application, the sponsor may supplement the apgmitdor authorisation or notification of
the clinical trial with respect to these facts; Isisupplementation may only be conducted
once. If the sponsor fails to amend the applicatmnauthorisation or notification of the
clinical trial as requested within 90 days of detiy of the notice, the Institute shall stop the
procedure for this application. Authorisation puansuto paragraph 6 concerning medicinal
products containing genetically modified organisshsll be issued by the Institute after a
proof of compliance with a special legal regulatidnis submitted. Where
radiopharmaceuticals which are the source of ingisadiation™®, are concerned, the Institute
shall request the opinion of the State Office faichar Safety, which shall issue such opinion
within 30 days of delivery of the request.

(3) If the application for authorisation or notditon of a clinical trial has been found
complete, the Institute shall conduct its assestmen

a) within 60 days of notifying the sponsor of itsmpleteness; or

b) within 90 days where clinical trials on medidinaroducts as per paragraph 6 are
concerned, with the exception of medicinal prodweithout marketing authorisation in the
Czech Republic or in the Member States which are ofmiained by biotechnological
processing. Where especially complex expert assrgssiinvolved, this 90-day period shall
be extended for a further 90 days.

(4) Where the Institute during its assessment & #pplication for authorisation or
notification of a clinical trial identifies reasofisr non-acceptance, it shall notify the sponsor
to this effect and shall determine a reasonabl®gdor the sponsor to amend the application
to eliminate grounds for non-acceptance. Such dment may only be done once. If the
sponsor fails to amend the application for autlaias or notification of a clinical trial within
the determined period of time accordingly, theitag shall notify the sponsor in writing that
the application is rejected. The period for theeasment of an application for authorisation of
a clinical trial on a xenogenic cell therapy shalt be limited in time.

(5) The notification duty shall be applicable toclsuclinical trials in which the used
investigational medicinal products are only produatithorised in the Czech Republic or
Member States or such products not authorised enGhech Republic or Member States
which are not obtained by biotechnological proaegsor where products not containing
substances of human or animal origin are concerdecdhotified clinical trial shall be
authorised if the Institute does not reject theligppon within the period of 60 days of the
notice on the completeness of the application anelsdnot inform the sponsor of non-
acceptance of the clinical trial, the time pericdnlg satisfied where the written notification
has been provably sent to the Institute on thedagtof the period. Where the investigational
medicinal products are used in compliance with tferketing authorisation for the Czech
Republic, this period shall be reduced to 30 days.

(6) Written authorisation issued by the Instituteals be required before commencing a
clinical trial not specified in paragraph 5, pautaxly such clinical trial in which the
investigational medicinal products are of the nataf a gene therapy, somatic cell therapy
including xenogenic cell therapy or contain geraljc modified organisnis. No gene
therapy clinical trials may be carried out whiclsuk in modifications to the trial subject's
genetic identity.

(7) The application for the issue of an opinionaof ethics committee and applications for
authorisation or notification of a clinical trialust contain details of the applicant as well as



details specifying the subject-matter of the a@tian and its rationale. The scope of the
application for the opinion of an ethics committew of the application for authorisation or
notification of a clinical trial and the contentktbe submitted documentation is stipulated by
the implementing legal regulation. Detailed guicaron the form and scope of these
applications and documentation relevant to clinitaals shall be published by the

Commission, the Agency, and the Institute.

(8) The sponsor shall be obliged to forthwith notlie Institute and the ethics committees of
the commencement of a clinical trial. A clinicaltrauthorisation shall be regarded void if
the clinical trial has not commenced within 12 nienof the issue of the authorisation. The
authorisation to commence a proposed clinical asaper paragraph 5 can be used within the
period of 12 months of the origination of such auwigation. Where the sponsor provides,
within the maximum of 30 days prior to the expiftle period referred to in sentence two or
three the Institute with an evidence that factsemwhich the clinical trial had been assessed
have remained unchanged, and applies for an egternsi the effective period of the
authorisation or of the period over which he or stey apply the authorisation to commence
the notified clinical trial, the Institute shall texd the effective period of the authorisation or
the period over which the sponsor may apply théaigation to commence the notified
clinical trial by further 12 months, if it finds ¢hevidence adequate. The scope and method of
informing the Institute and the ethics committeethy sponsor on the commencement of the
clinical trial are stipulated by the implementimgal regulation.

(9) The sponsor shall make available the investgat medicinal products and, as the case
may be, the devices used for their administratioee of charge. Where the sponsor is the
investigator, healthcare facility, a university the state via its organisational unit, and the
investigational medicinal products are authorisedhie Czech Republic, the free-of-charge
provision of the investigational medicinal produstsll not be obligatory. For the clinical
trials in which manufacturers of medicinal products persons commercially associated
therewith are not involved, the scope and method naintenance and storage of
documentation as well as details of technical mesoents governing the manufacture or
import from a third country are stipulated by thggiementing legal regulation.

(10) The sponsor shall be entitled to partiallytcact out the conduct of his or her obligations
related to the clinical trial; the sponsor's resbitity for the accuracy and completeness of
data on the clinical trial shall not be prejuditkedreby.

Section 56
Conduct and end of aclinical trial

(1) After the commencement of the clinical triaktlponsor may make changes to the
protocol only in the form of amendments. If thosgeadments to the protocol are substantial:
a) the sponsor shall notify the Institute of theeadment to the protocol prior to its
application and, at the same time, shall providesoas therefor, and shall inform the ethics
committee(s) which provided its (their) opinion ¢ime relevant clinical trial (hereinafter
referred to as the “concerned ethics committeethensame manner; the scope of particulars
contained in the notification, method of notificati of amendments to the protocol and
changes to the protocol which are considered suotistare stipulated by the implementing
legal regulation;

b) the concerned ethics committee shall providepision on the amendments to the protocol
of which it has been notified within 35 days of thaification thereof; where a multi-centric



clinical trial is concerned, the opinion shall lssued by that ethics committee for multi-
centric clinical trials which has already issuesl d@pinion on the commencement of the
relevant clinical trial, and shall forthwith proedt to all ethics committees for individual
sites of the relevant clinical trial, to the sponsmd to the Institute; in issuing its opinion the
local ethics committee shall apply provisions ott®@m 54, paragraph 3; if the local ethics
committee issues an unfavourable opinion on thendment to the protocol, it may, at the
same time, revoke its favourable opinion on thedaahof the clinical trial at the given site;

c) the Institute shall assess the proposed amertdreethe protocol.

(2) If the opinion of the concerned ethics comneitten the proposed amendment to the
protocol is favourable and the Institute or the petent authorities of other Member States
where the given trial is conducted have not infainttee sponsor of non-acceptance of the
amendment to the protocol within the period of 2¥s] the sponsor may incorporate the
abovementioned amendment to the protocol and imgaém, the time period being satisfied
if the written notification has been provably semthe Institute on the last day of the period.

(3) Where any new fact relating to the conducthaf tlinical trial or the development of the

investigational medicinal product arises which nadéiect the safety of the trial subjects, the
sponsor and the investigator shall be obliged k& targent measures to protect the trial
subjects against any immediate hazard. Provisidnpasagraphs 1 and 2 shall not be
prejudiced hereby. The sponsor shall forthwith infdhe Institute and the concerned ethics
committees of these new facts and of the measakes t

(4) The sponsor shall regularly review and updageltvestigator’s brochure, no less than on
an annual basis.

(5) Within 90 days of the end of a clinical trillet sponsor shall notify the Institute and the
concerned ethics committees that the clinical tved ended. If the clinical trial has been pre-
terminated, the period stipulated by sentence ba# Be reduced to 15 days; in this case the
sponsor shall provide reasons for the early tertiana

(6) The sponsor shall provide information pursuariaragraph 1 (a) and paragraphs 4 and 5,
and pursuant to Section 58, paragraph 4 also t@dhgetent authorities of other Member
States in which the relevant trial is being conddct

(7) The sponsor or the investigator shall be obligekeep clinical trial documentation, with
the exception of documentation governed by a spésiml regulatiof® for the minimum
period of five years of the end of the clinicalatri The implementing legal regulation
stipulates the scope and method of storage of dewctation by the sponsor and, where
applicable, by the investigator.

(8) The Institute shall ensure that data definedheyCommission guidance are entered in the
common Community database. The Institute shalligeoany other information relating to
the concerned clinical trial upon request of a Menthtate, Agency or Commission.

(9) The Institute shall suspend or prohibit thedwmt of a clinical trial where the conditions
laid down in the application for authorisation astification of the clinical trial and in the
relevant documentation are not being met or it bbtained new information relevant to the
safety of the trial subjects or to the scientifadidity of the clinical trial. Before the Institute
suspends or prohibits the conduct of the clinigal,tit shall, except where the safety of the



trial subjects is jeopardised, ask the sponsor, @hdre appropriate, the investigator, for their
opinion; the sponsor, or, where appropriate, tivestigator, shall deliver this opinion to the
Institute within seven days. The Institute shafigend or terminate a clinical trial in the event
of dissolution of the sponsor without any legalcgssor. The Institute shall forthwith inform
the concerned ethics committees of its suspengigmahibition of a clinical trial and of the
reasons for it.

(10) Where the Institute learns that the spongar jrivestigator or any other person involved
in the conduct of the clinical trial does not m#et obligations laid down, it shall forthwith
inform that person of the shortcomings, imposingexiive measures thereon. The Institute
shall forthwith inform the concerned ethics comeetbf its course of action.

(11) The investigator, or where appropriate, thaltheare facility where the clinical trial is or
was conducted shall be obliged to provide acceisetonedical records of trial subjects to the
inspectors inspecting compliance with the requineis@f legal regulations in the course of
the clinical trial upon request of the inspectors.

(12) The Institute shall forthwith inform the comeet authorities of other Member States
where the clinical trial is being conducted, anel @ommission of:

a) measures referred to in paragraph 9 and ofaagons therefor; in this case the Institute
shall, moreover, inform the Agency;

b) measures referred to in paragraph 10.

(13) The sponsor, investigator and all personsliracbin the conduct of the clinical trial shall
be obliged to comply with the rules of good clinipsactice, obeying the guidance of the
Commission, the Agency, and more detailed guidslofahe Institute.

83 Act No 20/1966 Coll., as amended.
Decree No 385/2006 Coll., on Medical records

Section 57
Manufacture of investigational medicinal products, their import from third countries,
and supervision over the conduct of clinical trials

(1) The manufacture of investigational medicinabdarcts and their import from third
countries shall be subject to manufacturing ausiadions. Manufacturing authorisation,
however, shall not be required for treatment be&ahministration or for re-packaging, if these
activities are conducted in the healthcare facilify persons authorised to prepare or treat
medicinal products and if the investigational mawdit product is intended solely for use
within the relevant healthcare facility.

(2) The labelling of the investigational medicimabducts shall show essential data in the
Czech language. The implementing legal regulatigpulsites the method of labelling and

implementation of changes to information statedttmnlabelling made in the course of the
clinical trial.

(3) The Institute verifies compliance with the miples of good clinical and manufacturing
practice at sites concerned by the clinical tr@yticularly at the trial site or sites, the
manufacturing site of the investigational medicipedduct, in laboratories used for analyses
in the clinical trial, and at the sponsor's premigereport prepared on any inspection shall be
provided by the Institute to the sponsor, and, ugguest, to the concerned ethics committee,



while safeguarding confidential aspects. After greament with the Institute and notification
of the sponsor, compliance with the conditions @bdjclinical practice may be verified also
by a competent authority of a Member State.

(4) The Institute shall inform the Agency about thepections carried out as per paragraph 3.
Upon request of the Agency, the Institute shallrenwer, carry out inspections to verify
compliance with the principles of good clinical giiae and good manufacturing practice in
the manufacture of the investigational medicinadoicts. Upon request, the Institute shall
provide the competent authorities of other MemliateS and the Agency with a report on the
conducted inspection. The Institute may requesnftbe Commission that the trial site as
well as the sponsor's or manufacturer's premiseshvdre located in a third country undergo
a Community inspection.

(5) The Institute shall recognise the results apections conducted on behalf of the
Community by the competent authorities of anothenier State.

Section 58
Notification of adverse events and reactionsand reporting

(1) The investigator shall forthwith report to teponsor in a manner and within the period
determined in the protocol or in the Investigat@techure serious adverse events with the
exception of those events which are defined byptiséocol or by the Investigator’s brochure
as events not requiring immediate reporting. Then@diate report shall be followed by a
detailed written report from the investigator, wérial subjects shall be identified with the
allocated identification codes. Adverse events labdratory abnormalities identified by the
protocol as critical for safety evaluations shallreported by the investigator to the sponsor
according to the protocol requirements and withetime period specified by the protocol.

(2) For reported deaths of trial subjects the itigator shall supply the sponsor and the
concerned ethics committee with any additionalrmiation requested.

(3) The sponsor shall keep records of all adveveats which have been reported to him or
her by the investigator within the scope specibgdhe protocol of the relevant clinical trial.

These records shall be submitted by the sponsdhdolnstitute and to the competent
authorities of the Member States in which the chihitrial is being conducted if they so

request.

(4) The sponsor shall ensure that all informatibow suspected serious unexpected adverse
reactions that are fatal or life-threatening fairial subject are recorded and reported to the
Institute and the relevant ethic committees nor ltan seven days after knowledge by the
sponsor of such a case, and that detailed followHgomation is subsequently communicated
within an additional eight days. The sponsor spedceed in this respect in compliance with
the guidance of the Commission and the Agency.

(5) The sponsor shall ensure that any suspecteduseunexpected adverse reactions not
covered under paragraph 4 are reported to theudtestand the concerned ethics committees
no later than 15 days after the knowledge by tlomspr of such a case.

(6) The Institute shall ensure that all suspectibgs unexpected adverse reactions to the
investigational medicinal product brought to hiher attention are recorded.



(7) The sponsor shall forthwith inform investigat@bout all suspected serious unexpected
adverse reactions to the investigational medigmnadluct brought to his or her attention.

(8) Every 12 months, no later than within 60 dal/the expiry of this period, for the duration

of the clinical trial the sponsor shall providette Institute and to the ethics committee a
report on the conduct of the clinical trial. Thespor shall, moreover, provide to the Institute
and to the ethics committee a periodic safety wpdeport at least every 12 months. The
implementing legal regulation stipulates the scopeetails to be provided in the report on
the conduct of the clinical trial and the scopedefails to be provided in the periodic safety
update report, incl. time periods governing itsraigsion.

(9) The sponsor shall forthwith ensure that datasospected serious unexpected adverse
reactions to the investigational medicinal produciught to his or her attention are entered in
the European database. In justifiable cases atawiolg a discussion with the sponsor, the
entry of data on suspected serious unexpected selveractions to the investigational
medicinal product to the European database magfegsarded by the Institute.

Section 59
Change of the sponsor

(1) The sponsor may apply with the Institute fag ttansfer of all of its obligations to another
natural or legal person which will by means of ttnensfer fully undertake his or her rights
and obligations. The application must contain dal@ut the applicant as well as data
specifying the subject-matter of the applicatids,rationale and date as of which the transfer
is to be carried out. The application must be suppdby the consent of the person to whom
the obligations and tasks of the sponsor are trdvesferred. The application may only be
filed in respect of a single clinical trial. Theplementing legal regulation stipulates the scope
of details and the contents of the submitted docuatien to be contained in the application
for a change of the sponsor.

(2) The Institute shall assess the applicatiorafohange of the sponsor and within 30 days of
its delivery it shall issue a decision by meansvhfch it will approve or reject the required
change.

(3) The change of the sponsor, giving the busimesse and registered office of the new
sponsor, where a legal person is concerned, ondhe(s), surname and address of business
of the new sponsor, where a natural person is coade shall be forthwith notified by the
new sponsor to the concerned ethics committeescatig investigators.

Section 60

(1) A clinical trial on veterinary medicinal prodscshall mean their scientific evaluation
conducted on the target species of animals in dadeerify at least one scientific hypothesis
which is related to the efficacy or safety of thedstigational veterinary medicinal product
for the target species of animals. A clinical taal veterinary medicinal products is normally
preceded by pre-clinical testing. Pre-clinicaltites of veterinary pharmaceuticals shall be
conducted on biological systems or animals underditions defined by special legal

regulationd and in its course the principles of good laboramwactice shall be observed.



(2) A clinical trial on veterinary medicinal prodscshall be conducted under the conditions
governing the design, conduct, monitoring, documegntauditing, analysis, and processing
and submission of reports on these trials (her@naéferred to as “good veterinary clinical

practice”). The implementing legal regulation stgias the principles of good veterinary

clinical practice.

(3) A pre-condition of a clinical trial on veteriryamedicinal products shall be:

a) an authorisation issued by the Veterinary latjt

b) a consent obtained from the animal breeder bgns@f which the breeder shall, having
obtained a detailed knowledge of all aspects of dlv@cal trial on veterinary medicinal
products, which can affect his or her decisionngeavoluntary consent with the inclusion of
his or her animals in the clinical trial on veteniy medicinal products; obtaining of this
consent must be properly documented;

c) a consent obtained from the Regional VeterinAdministration of the appropriate
jurisdiction where the clinical trial on veterinamedicinal products is to be conducted;

d) a consent obtained from the competent stateodtythpursuant to a special legal
regulatior?”.

(4) In order to obtain the authorisation referredrt paragraph 3, the sponsor shall submit to
the Veterinary Institute an application for autkation of a clinical trial on veterinary
medicinal products which shall be accompanied by:

a) administrative data and scientific documentatafnthe clinical trial on veterinary
medicinal products which shall fully describe thbjestives, design, methodology and
organisation of the clinical trial, the applicatiohstatistical methods within the scope of the
clinical trial and a justification of the condudttbe clinical trial (hereinafter referred to agth
“clinical trial protocol”);

b) a proof of compliance with the conditions stged by a special legal regulattbnwhere

a veterinary medicinal product containing a gemdiffanodified organism is concerned,;

c) a proof of payment of the administrative fee ahthe reimbursement of costs.

The application for authorisation of a clinicalatrion veterinary medicinal products must
contain data on the applicant, a consent refeoed paragraph 3 (b) to (d) and a justification
of the application. The implementing legal reguatistipulates the scope of details to be
contained in the application and the scope of etai be contained in the clinical trial
protocol.

(5) After the sponsor fulfils the conditions stiptdd by paragraph 3 (b) to (d) and paragraph
4, the Veterinary Institute shall assess the apptin for authorisation of the clinical trial on
veterinary medicinal products in order to establistparticular, whether:

a) the sponsor has proposed a sufficient withdrgpseabd and has adopted such measures so
as to ensure compliance therewith, if the clintaal involves food-producing animals; where
substances for which no maximum residue limits Haeen established in compliance with a
directly applicable Community Regulati®rare concerned, at least the standard withdrawal
period as per Section 9, paragraph 10 must be dxter

b) the sponsor is able to fulfil his or her obligas and, at the same time whether he or she
has created adequate conditions for the fulfilmeinthe obligations of the investigator
pursuant to Section 61, paragraph 4 and of theoparsnducting supervision over the clinical
trial on veterinary medicinal products pursuanBéztion 61, paragraph 5.

The implementing legal regulation stipulates a iteeddascope of activities in the conduct of
the clinical trial for the sponsor, the investigaamd the person conducting supervision over
the clinical trial on veterinary medicinal products



(6) The Veterinary Institute shall decide on thelmation for authorisation of a clinical trial
on veterinary medicinal products within 60 daysompliance with the conditions stipulated
by paragraph 3 (b) to (d) and of the submissioa cbmplete application and supplementing
data pursuant to paragraph 4. In its decision tegNhary Institute shall determine, with a
view to the sponsor's proposal as referred to mgvaph 5 (a) the withdrawal period, if the
clinical trial is conducted on food-producing animdn its decision the Veterinary Institute
may, furthermore, stipulate conditions governing tlhnduct of the clinical trial on veterinary
medicinal products; the Veterinary Institute mapudate such conditions also subsequently,
after the issue of the authorisation of the clihical.

(7) In assessing the application for authorisatiéra clinical trial on veterinary medicinal
products, the Veterinary Institute may, if short@ogs are identified, invite the applicant to
supplement the submitted data and documentatiorer&\the Veterinary Institute avails of
this option, the procedure shall be suspended.pEned of suspension shall commence on
the day when the Veterinary Institute has made itivtation, and the procedure shall
recommence on the day following the day when thguired supplementation of the
application has been delivered to the Veterinargtitue. Likewise, if necessary, the
procedure shall be suspended for the period eskedali for the sponsor to provide an
explanation. If the suspension lasts for at le86tdays the procedure may be terminated.

(8) The Veterinary Institute shall decline the agdion for authorisation of a clinical trial on
veterinary medicinal products and, where an aatlirecal trial is concerned, shall decide on
its suspension or termination, if:

a) the assessment of the application proves tlasplonsor has not observed the conditions
governing the issue of authorisation of a clinicall;

b) it is evidenced that the investigational meditiproducts is not safe in the conditions of
the clinical trial on veterinary medicinal productsicluding those cases where the
administration of the veterinary medicinal prodtwtanimals may adversely affect the food
obtained from these animals;

c) the qualitative or quantitative composition bk tveterinary medicinal product is not
consistent with the data and documentation enclas#te application for clinical trial;

d) the clinical trial on veterinary medicinal pradsi is not conducted under the conditions for
which the authorisation has been granted;

e) the sponsor or persons involved in the clinicel on veterinary medicinal products
seriously breach the obligations stipulated by #at or by special legal regulations relevant
to the care for animai¥; or

f) the sponsor is dissolved.

(9) The sponsor shall inform in advance the Vetagininstitute of any changes to the
conditions of the clinical trial inconsistent witiose under which such authorisation has been
issued; the change may be implemented after theyeap30 days of its notification unless
the Veterinary Institute issues its rejection whk implementation of the change or unless it
requests further source materials; changes assdaiath the sponsor's contact details may be
implemented and the Veterinary Institute shall thfwith informed thereof; these changes
are stipulated by the implementing legal regulation

(10) The authorisation of a clinical trial on vetary medicinal products shall expire if the
clinical trial does not commence within 12 monthshe issue of the authorisation.



) Section 23 of Act No 246/1992 Coll., as amendedblyNo 77/2004 Coll.
Section 61

(1) The sponsor, the investigator and any persovaived in the clinical trial on veterinary
medicinal products shall proceed in compliance whth principles of good clinical veterinary
practice, including the observation of confideritygédnd secrecy. A clinical trial on veterinary
medicinal products may not commence if the fordskeeasks and discomforts outweigh the
expected benefit.

(2) The sponsor shall be, furthermore, obliged to:

a) appoint the investigator with a view to his @r lqualification, the nature of the clinical
trial on veterinary medicinal products and the pqent of the facility where this clinical trial
is to be conducted, and to ensure that it is desdriby a protocol and conducted in
compliance with this protocol; the implementingdegegulation stipulates the content of this
protocol and the method of its maintenance,;

b) inform the Veterinary Institute:

1. on the commencement of the clinical trial onevietary medicinal products and on the
facility where it is to be conducted; the implemiegtlegal regulation stipulates the method of
provision of this information,

2. forthwith about new findings about the invedtigaal veterinary medicinal product,
including serious unexpected adverse reactionsriaus unexpected adverse reaction which
has resulted in death or has been life-threatefinghe animal or has caused suffering or
inadequate pain for the animal, shall be notifigdh®e sponsor within the period of maximum
seven days; other serious unexpected adverseaesstnall be notified by the sponsor within
the maximum of 15 days,

3. on measures imposed by the authorities of fareayuntries in respect of the investigational
veterinary medicinal product,

4. forthwith on the suspension of the clinicalltoa veterinary medicinal products,

5. on the course of the clinical trial on vetennanedicinal products within 60 days of the
completion of every 12 months of its conduct,

6. on the completion of the clinical trial on veterry medicinal products by means of a report
containing data about the person who has drawmepeport, data on the completed clinical
trial on veterinary medicinal products, informatiam preliminary conclusions and on
measures and changes implemented in the cour$e alihical trial on veterinary medicinal
products; the implementing legal regulation stipedathe scope of data to be contained in the
report;

c) provide, for the purposes of conduct of theicéihtrial on veterinary medicinal products,
the investigator with the medicinal product mantdeed in compliance with the principles of
good manufacturing practice and to keep a sampledh. The implementing legal regulation
stipulates the method of labelling of these medicproducts.

(3) The sponsor may lodge an application for a ghaof the sponsor to another legal person.
In this case, Section 59 shall be applied likewisg,the application shall be submitted to the
Veterinary Institute.

(4) The investigator shall be obliged to conduat thinical trial on veterinary medicinal
products in compliance with this Act, and shallrbsponsible for the leadership of the team
of persons conducting the clinical trial on vetaryn medicinal products proper. The
investigator shall be, furthermore, obliged to:



a) safeguard safe handling of the investigatioe&nnary medicinal product;

b) inform the Veterinary Institute and sponsor with delay of any serious adverse event,
unless stipulated otherwise by the clinical triadtpcol,

c) adopt measures necessary to protect the life headth of the animal, including a
suspension of the clinical trial, where appropriaeasures aimed at immediate elimination
of the jeopardy presented to the animal shall motdnsidered changes to the conditions of
the clinical trial;

d) forthwith inform the Veterinary Institute andeteponsor of facts significantly affecting the
conduct of the clinical trial or causing an incregsisk for the animal;

e) ensure the storage of clinical trial documeatatior the period of 15 years; the
implementing legal regulation stipulates the clicial documentation to be stored,;

f) safeguard confidentiality of any information;

g) observe hygienic principles in respect of foatfstof animal origin in target animals.

(5) The person conducting surveillance over a cdihtrial on veterinary medicinal products
shall ensure for this clinical trial to be conduktelocumented, and its results reported in
compliance with the protocol of the clinical trialjth standard operating procedures, good
veterinary clinical practice, requirements govegiclinical trials on veterinary medicinal
products stipulated by this Act and, if applicablath the conditions established for the
conduct of the clinical trial on veterinary medaimproducts by the Veterinary Institute or a
competent state authority in compliance with Sec€@0, paragraph 3(d).

(6) The sponsor shall fulfil the obligations stigtdd by Section 51, paragraph 2(d) likewise.

(7) The sponsor shall reimburse the costs incuogethe Veterinary Institute in the clinical
trial on veterinary medicinal products pursuanBextion 112.

Manufacture, preparation and distribution of phar maceuticals

Part 1
M anufacture

Section 62
Manufacture and import of medicinal products from third countries

(1) Medicinal products may be manufactured by pesssho have obtained an authorisation
for this activity from the Institute or the Veteairy Institute. Manufacture of medicinal
products for the purposes of export and clinidalgrand manufacture of intermediate products
of medicinal products shall also be subject to@ightion. A manufacturing authorisation shall
also be required for imports of medicinal productsning from third countries, and the
person organising this import shall have a cedificof quality controls conducted in
compliance with the marketing authorisation dosaiailable for each batch of the medicinal
product. The provisions of this Act governing thamafacture of medicinal products shall
likewise apply to this import.

(2) The authorisation of manufacture of medicinabducts referred to in paragraph 1
(hereinafter referred to as “manufacturing auttatiis”) shall be required for complete
manufacture, partial manufacture as well as anjyowuarmanufacturing processes including
re-packaging, packaging or modification of packggiffhe Institute or the Veterinary



Institute may allow manufacturers of medicinal prag in justifiable cases to commission the
implementation of certain stages of manufactureamtrol with other persons; where persons
operating in the Czech Republic are concerned,ethEssons must be manufacturers of
medicinal products or control laboratories. Thebiliy of a manufacturer of medicinal
products, who has commissioned part of the manwfacshall not be prejudiced in such a
case. A manufacturing authorisation shall not liired for the preparation, re-packaging,
changes in packaging or modification of packagiwbere these activities are carried out in
compliance with the conditions stipulated by thist Agn a pharmacy or at other workplaces
where medicinal products may be prepared pursagéedttion 79, paragraph 2.

(3) Copies of manufacturing authorisations issugdhle Institute or the Veterinary Institute
shall be provided by the concerned institute toAbency.

(4) The Institute or the Veterinary institute mayggend the manufacture or import from third
countries or suspend or revoke manufacturing aigidwoon for a group of medicinal products
or for all medicinal products, if:

a) the data or conditions or obligations refer@thtSection 63, paragraph 5 or in Section 67,
paragraph 2 are changed; or

b) obligations stipulated by Section 64, Sectiong@agraphs 1 to 4, Section 67, paragraphs
3,4, 7 or 10, or by Section 73 are not fulfilled;

and the obligation of the importer or blood centraotify the change has not been complied
with. The Institute or the Veterinary Institute Blsuspend the manufacturing authorisation in
those cases where the information obtained is motptete or such shortcomings are
identified which may be eliminated. The Institutetioe Veterinary Institute shall revoke the
manufacturing authorisation in those cases, wheeeirifformation obtained is complete or
such shortcomings are identified which may not lomieated. Repeal from the decision to
suspend manufacture or import from third countaeso suspend or revoke a manufacturing
authorisation shall have no suspensive effect.

Section 63
Authorisation of manufacture of medicinal products

(1) Applications for manufacturing authorisatiomak be lodged by natural or legal persons
to the Institute or Veterinary Institute. The apption must contain:

a) data about the applicant, data specifying tigesti matter of the of the application and a
rationale thereof;

b) the site where the medicinal products are tonbeufactured or controlled specifying the
medicinal products and pharmaceutical forms whrehta be manufactured or imported from
third countries;

c) evidence that the applicant has at his or hepadial suitable and sufficient premises,
technical equipment and control facilities for thequired activity complying with the
requirements governing good manufacturing pracsigeulated by the implementing legal
regulation, with respect to the provisions of &stB1, paragraph 5 (d) and (e);

d) evidence that the applicant has at his or hepadial the services of at least one qualified
person for the sphere of manufacture.

The implementing legal regulation stipulates thapgcof particulars.

(2) The Institute or the Veterinary Institute shiaé entitled to request from the applicant
further information or documents relevant to thetipalars specified in the application for
manufacturing authorisation, including data abowmpliance with the requirements



governing the qualified person for the sphere ohufiacture. Where the applicant has been
invited in writing to supplement the applicatiohgtprocedure shall be suspended upon the
delivery of this invitation.

(3) Where the suspension of the procedure reféa@u paragraph 2 has lasted for at least 90
days, the procedure of the manufacturing authaoisatr variation thereto may be stopped.

(4) The Institute or the Veterinary Institute shadicide on the application for manufacturing
authorisation within 90 days of its delivery. Thamafacturing authorisation shall be granted
after the prerequisites of the applicant to fulfie obligations stipulated by Section 64 are
verified on the site of the planned manufacturee €oncerned institute shall keep files of the
manufacturing authorisations issued thereby, matwidag sites and scopes of manufacture,
including persons who have been commissioned ty cart certain stages of manufacture or
control.

(5) The manufacturing authorisation shall spedify premises in which manufacture may be
carried out, pharmaceutical forms of medicinal picid that may be manufactured, and the
gualified person or qualified persons of the conedrmanufacturer. In order to ensure that
the requirements referred to in paragraph 1 (kdjoare complied with, the manufacturing
authorisation may be made conditional on the cagryiut of certain obligations imposed on
the applicant. Such obligations may also be impedgtat the manufacturing authorisation has
come legally into effect, by means of a decision \@ariation to the manufacturing
authorisation within the scope of a procedure atgiil by the Institute or the Veterinary
Institute of their own motion.

(6) The manufacturer of medicinal products shallobéged to apply in advance with the

Institute or the Veterinary Institute for variaticlw manufacturing authorisation where

changes to the conditions under which the authimisdnas been issued is considered. The
Institute or the Veterinary Institute shall decaleout this application within 30 days of the

date of its delivery. Where it is necessary toycaut an inquiry on the site of manufacture,

this period shall be 90 days. The application fariation must contain data about the

applicant and about the required change. The imghéimg legal regulation stipulates the

scope of data to be provided in the application.

(7) Changes to the data necessary for ensuringpeation between the concerned institute
and the manufacturer of medicinal products, pddityin the event of a quality defect of a
medicinal product, shall be notified by the mantdeer of medicinal products to the Institute
or the Veterinary Institute without delay; theseges shall not be considered variations to
manufacturing authorisation.

(8) The concerned institute shall revoke a manufagy authorisation upon request of the
person to whom it has been granted, or under thmalitons stipulated by Section 62,
paragraph 4.

(9) Upon request of the manufacturer of medicimatlpcts, exporter or competent authorities
of a third country where the medicinal productgmgorted to, the Institute or the Veterinary
Institute shall, within the scope of their jurisiion, certify that the manufacturer of medicinal
products is the holder of manufacturing authorisatiin the issue of such certificates, the
Institute or the Veterinary Institute shall complhith the following conditions:

a) it shall take into account the administrativeamees of the World Health Organisaffdn



b) it shall provide the approved Summary of thedBod Characteristics for medicinal
products authorised within the territory of the €z&epublic which are intended for export.
If the manufacturer of medicinal products is na tolder of marketing authorisation, it shall
present to the Institute or the Veterinary Insétatjustification explaining why the medicinal
product does not have marketing authorisation@&Ghech Republic.

) WHO Certification Scheme on the Quality of Phareaizal Products Moving in International Commerce,
current version published by the World Health ofgation.

Section 64
Obligations of the manufacturer of medicinal products

A manufacturer of medicinal products shall be addigo:

a) ensure that he or she has permanently and consty at his or her disposal the services of
at least one qualified person for the sphere ofufaanture of medicinal products (hereinafter
referred to as the “qualified person of the manuwiigs”), who complies with the conditions
established by Section 65; enable the qualifiedgerof the manufacturer to carry out the
obligations thereof and provide the qualified persoth necessary authorisations; where the
manufacturing authorisation holder is a naturalsper complying with the conditions
established by Section 65, he or she may be, asahee time, the qualified person of the
manufacturer;

b) ensure that all manufacturing activities reldvem medicinal products with marketing
authorisation are conducted in compliance withlleggulations, the marketing authorisation
dossier, and the marketing authorisation; wherentla@ufacture of human investigational
medicinal products is concerned, ensure that alufaturing activities are conducted in
compliance with the information submitted by theorsgor pursuant to Section 55 and
approved within the scope of the procedure relevanthe application for clinical trial
authorisation or notification;

c) regularly review his or her manufacturing presssin light of scientific and technical
progress and implement necessary changes to thefacture after the relevant variations to
the marketing authorisation of medicinal productsofactured thereby have been approved;
d) establish and ensure conditions for the operatiba quality control unit in a manner
allowing for the independence of this unit with pest to other organisational units of the
manufacturer of medicinal products;

e) arrange for a person responsible for qualitytrobnwho has sufficient professional
gualifications for this purpose; this person shaWe at his or her disposal one or more quality
control laboratories properly staffed and equipfardthe conduct of the necessary retesting
and testing of starting materials, packaging makgeriand tests of intermediate products and
finished medicinal products or shall have the optio avail of the services of such
laboratories;

f) establish and apply a system for recording &wkewing complaints and queries in respect
of the quality of medicinal products including mewes allowing for an immediate recall of a
particular batch of a medicinal product should sueled arise; the manufacturer shall be
obliged to inform the Institute or the Veterinamysiitute and, where appropriate, also the
competent authority of another Member State andAtlpency, about any defect that might
result in a recall of the medicinal product or im @normal restriction on the supply of the
medicinal product;

g) where human investigational medicinal producets @ncerned, in cooperation with the
sponsor establish and apply a system for recordimd) reviewing complaints and queries
referred to in letter (f) likewise, and, furtherreprensure the identification of all trial sites
and, if appropriate, specify also the destinationntries; where a human investigational



medicinal product for which marketing authorisatibas been issued is concerned, the
manufacturer of the human investigational medicpralduct shall, in cooperation with the
sponsor, inform the marketing authorisation holaleout any defect that might be associated
with the authorised medicinal product;

h) apply with the Institute or the Veterinary Ihgte for a variation to manufacturing
authorisation pursuant to Section 63, paragraf#) fo((d) and paragraph 6;

i) allow the employees of the authorities compettntcarry out controls access to the
premises used for his or her operation at any time;

J) carry out activities in compliance with the méaturing authorisation, observe the
principles of good manufacturing practice and Cossmoin and Agency guidance; this
provision shall apply also to medicinal productended solely for export; the rules of good
manufacturing practice are stipulated by the imgetimg legal regulation;

k) use as starting materials only those active tamioes which have been manufactured in
compliance with the rules of good manufacturingcpca during manufacture of raw
materials and Commission and Agency guidance; taeufacture of active substances used
as starting materials includes complete manufachagial manufacture, import from a third
country, dividing up, packaging or modificationpdckaging prior to the use in the medicinal
product, including re-packaging and re-labellingaiacted by suppliers; in the case of human
medicinal products, this obligation shall apply calso excipients stipulated by the
implementing legal regulation;

I) ensure that the manufacturing processes usedhen manufacture are validated in
compliance with the rules of good manufacturingcpca, particularly where the manufacture
of immunological medicinal products and blood datives is concerned, and to attain batch-
to-batch consistency;

m) where the manufacture of blood derivatives ahémohuman medicinal products subject to
marketing authorisation which contain substancemmfhuman blood or human plasma is
concerned, ensure, insofar as the state of tecgp@ermits, that the absence of specific viral
contamination is guaranteed;

n) for immunological medicinal products submit upoequest of the Institute or the
Veterinary Institute copies of all quality contadcuments signed by the qualified person as
per Section 66, paragraphs 1 to 3 before the magket each batch of the medicinal product;
0) notify to the Institute the applied method eftlucing or eliminating pathogenic viruses
which may be transmitted by medicinal productstrefito in letter (m);

p) where the manufacture of a finished producthie €zech Republic is concerned, have a
quality control document for each batch of the miedil product, a document of quality
controls conducted for the components of the medicproducts and of quality controls
conducted at the intermediate stage of the manufagtprocess;

q) retain samples of each batch of a medicinal ygbdnd raw materials, including samples
of human investigational medicinal products and naaterials used for their manufacture;

the implementing legal regulation stipulates thegpgcand method of retaining of samples;

r in the event he or she imports medicinal prosluehcluding human investigational
medicinal products, import from third countries ywruch medicinal products which have
been manufactured by manufacturers duly authoaseldconforming to good manufacturing
practice standards at least equivalent to thodediawvn by this Act;

s) observe the requirements of a special legal latign™ where the manufacture of
radiopharmaceuticals is concerned.

Section 65
Professional prerequisites of the qualified person of a manufacturer of medicinal
products



(1) The professional prerequisite for the pursuawicthe position of a qualified person of a
manufacturer shall be proper completion of a umiNgrcourse of study which provides

university education extending over a period dieast four years of theoretical and practical
study in one of the following disciplines of eduoat

a) pharmaciV;

b) general medicine, dentistry or stomatofgy

c) veterinary medicine or veterinary hygiene anol@&gy;

d) chemistry; or

e) biology.

(2) The professional prerequisite for the pursuawicthe position of a qualified person of a
manufacturer may also be a course of study whiokiges a university education pursuant to
paragraph 1 of minimum duration of three and hadrg if followed by a period of theoretical
and practical training of minimum duration of oneay and including a training period of at
least six months in a pharmacy open to the pubdicoborated by an examination at
university level.

(3) Where two university courses providing universiducatiof® or two courses recognised
by the concerned Member State as equivalent ca-exiee Communities, and where one of
these normally extends over four years and theraikier three years, the course with the
standard three-year period leading to a diplomdificate or similar evidence awarded on
proper completion of the university course or @sagnised equivalent shall be considered to
fulfil the condition referred to in paragraph 2so far as the diplomas, certificates or other
similar evidence of qualifications awarded on coetiph of both courses are recognised as
equivalent by the State in question.

(4) The course of study must include theoretical practical study bearing upon at least the
following basic subjects:

a) experimental physics;

b) general and inorganic chemistry;

C) organic chemistry;

d) analytical chemistry;

e) pharmaceutical chemistry, including control bapmaceuticals;

f) general and applied medical biochemistry;

g) physiology,

h) microbiology,

i) pharmacology,

J) pharmaceutical technology,

k) toxicology,

[) pharmacognosy, which concerns the study of tiraposition and effects of natural active
substances of plant and animal origin.

(5) The scope of studies in the subjects listedo@magraph 4 must enable the person
concerned to fulfil the obligations specified incBen 66. If the qualification of the qualified
person of a manufacturer does not comply with theva specified requirements, his or her
professional competence for the pursuance of th@tipo of the qualified person of a
manufacturer may, within the manufacturing auttadie procedure, be evidenced in an
alternative manner which shall be assessed by8igute or the Veterinary Institute.



(6) The qualified person of a manufacturer shallehacquired practical experience over at

least two years with one or more manufacturersedininal products in the sphere of:

a) qualitative analysis of medicinal products;

b) quantitative analysis of medicinal products; and

c) testing and controls necessary to ensure thigygamedicinal products.

The duration of this professional practical expsree may be reduced by one year where the
standard duration of a university course pursuargaragraph 1 is established by the study
programme as at least five years, and by 18 momitiese the standard duration of the course
is established by the study programme as at legsai.

%) Section 44 of Act No 111/1998 Coll., as amendedbyNo 147/2001 Coll.

Section 66
Obligations of the qualified person of a manufacturer of medicinal products

(1) The qualified person of a manufacturer shalbbkged to ensure that:

a) each batch of medicinal products of the manufactconcerned has been manufactured
and checked in compliance with this Act, the mangetauthorisation dossier and the
marketing authorisation of the medicinal producianed;

b) in the case of medicinal products coming fronrdttcountries, regardless of the fact
whether this product has been manufactured in trar@unity, each batch has, in the Czech
Republic, undergone a full qualitative analysigjuantitative analysis of at least all of the
active constituents and all the other tests or rotsithecessary to ensure the quality of
medicinal products in accordance with the termstha marketing authorisation of the
medicinal product concerned;

if the batch of a medicinal product has undergdme ¢ontrols in the scope as per the
provisions of letter (a) or (b) in a Member State #éhe control reports signed by the qualified
person of the manufacturer are available, suchlsdtall be exempt from the controls.

(2) In the case of medicinal products imported franthird country, where appropriate

arrangements have been made by the Community métksxtporting country to guarantee that
the manufacturer of medicinal products appliesddants of good manufacturing practice at
least equivalent to those laid down by the Comnyuaitd to guarantee that the controls
referred to in paragraph 1 (b) have been carrigdirothe exporting country, the qualified

person may be thereby relieved of the responsilidit carrying out those controls.

(3) The qualified person of a manufacturer of medicproducts must certify in a register or
equivalent document provided for that purpose #dsth production batch has satisfied the
provisions of paragraphs 1 and 2; the said regmsteguivalent document must be kept up-to-
date as operations are carried out and must bevadcfor at least five years.

(4) In the case of manufacture of medicinal prosliuct be used as human investigational
medicinal products in a clinical trial the qualdigoerson of the manufacturer of medicinal
products shall be responsible for compliance wita principles of good manufacturing

practice pursuant to this Act and for observatibthe documentation submitted as part of the
application for clinical trial. The implementingdal regulation stipulates the scope of
controls of human investigational medicinal produahere imports from third countries are
concerned and conditions governing their release.



(5) In the case of a jeopardy to public healthiagisrom the breach of obligations of the
gualified person of the manufacturer, the Institut¢he Veterinary Institute shall file a notice
pursuant to a special legal regulafidnand shall forthwith inform the manufacturer of
medicinal products and the concerned qualifiedgers the manufacturer that this qualified
person of the manufacturer must not continue toyaaut the activities of a qualified person
of a manufacturer until the proceedings concertiegmatter in question are completed.

67 Section 8, paragraph 1 of Act No 141/1961 Colh, @riminal Court Proceedings (Criminal Code), as
amended by Act No 178/1990 Coll. a of Act No 5581 oll.

Section 67
Blood centres

(1) The manufacture of transfusion products and maavterials for further production shall
mean any activity leading to the origin of a trarssbn product or a raw material for further
production. The manufacture shall, moreover, méandistribution of transfusion products
and distribution of raw materials for further pration, including distribution realised
between the Czech Republic and another Member. State

(2) Transfusion products and raw materials forHertproduction may be manufactured only
by healthcare facilities authorised by the Inséittd perform this activity. Manufacturing
authorisation for transfusion products and raw mratefor further production shall be issued
after the prerequisites of the applicant to compith the quality and safety standards
stipulated by this Act are verified. The applicatifor manufacturing authorisation for
transfusion products and raw materials for furtpeyduction must contain data about the
applicant as well as data specifying the subjedtanaf the application and a rationale
thereof. The implementing legal regulation stipesathe scope of data to be contained in the
application and definition of the scope of quakityd safety standards in the manufacture of
transfusion products and raw materials for furgreduction.

(3) Provision of Section 63 shall likewise apply ttee authorisation of manufacture of
transfusion products and raw materials for furfw@duction. The Institute may in justifiable
cases allow a blood centre to commission certaigest of manufacture or control with other
persons. Where activities leading to the generaifoa transfusion product or a raw material
for further production are concerned, and the persoonducting these commissioned
activities within the scope of manufacture or cohin the Czech Republic, they must be
manufacturers of medicinal products, blood centresontrol laboratories. The responsibility
of the blood centre which has commissioned the vetikl remain, in such a case, without
prejudice. Where distribution of a transfusion pradand a raw material for further
production is concerned, the blood centre shale@led to commission such distribution
also with a person other than the manufacturersukch a case it shall contract its right to
inspect compliance with the requirements of this #&csuch a person's premises.

(4) The operator of a blood centre must comply \hi obligations referred to in Section 64
(d), (e), (h), (i) and (j), and, furthermore, shadl obliged to:

a) ensure the services of a qualified person obtbed centre pursuant to paragraphs 6 and 7
b) ensure that the risk of transmission of dis¢es@smitting agents transmissible by human
blood is reduced to the minimum;

c) ensure that the manufacturing procedures apphethe manufacture of transfusion
products and raw materials for further productioe aalidated in compliance with the
principles of good manufacturing practice and patda-product consistency is achieved,



d) keep a sample of each collection of blood ocatsstituent;

€) maintain and archive documentation and records;

f) establish a system for the identification of dms) every single collection, every type and
unit of a transfusion product and raw material fimther production, including compliance
with the requirements for their indication; establia record-keeping system for donors,
collections and individual units of transfusion gwots and raw materials for further
production in a manner allowing for the trace&pilof the origin and application of
individual units of the transfusion product and renaterial for further production and data
about them;

g) inform the purchaser of the transfusion prodard raw material for further production
about additional findings which may be the causa sérious adverse reaction or which are
rated as a serious adverse event or suspectediseverse event, and if the recipient is
exposed to a health hazard arising from the preloadministered transfusion product and
the notification is not organised by the healthgaravider, ensure also that the recipient is
informed,;

h) establish and maintain a system for the momigpand evaluation of adverse events and
adverse reactions, accidents and errors, includipgocedure allowing, where necessary, to
carry out any available measures aimed at remedi@gituation and reducing the adverse
effects of the transfusion product to the lowesicpcable degree, including also a procedure
for the recall of the transfusion product and raaterial for further production from further
use;

i) safeguard, within the scope and in a manneuktipd by the implementing legal regulation
and in compliance with Community guidance:

1. the traceability of data about the donor of Hl@mw blood component, collection thereof,
transfusion product and raw material for furthesdurction;

2. information to be provided to donors of bloodbtwod components,

3. information which must be obtained by the blaattre from donors of blood or blood
components, including their identification, histoand signature of the donor,

4. assessment of eligibility of donors of blood dolod components and testing of donated
blood and blood components, which include the Gateor permanent exclusion and possible
exemptions from these criteria and criteria forpenary exclusion,

5. storage, transportation, and distribution,

6. the quality and safety of transfusion producid eaw materials for further production,

7. compliance with the requirements governing thenufacture of transfusion products
manufactured from previously collected blood or ddocomponents and intended for
administration to the donor (autologous transfugimduct),

8. compliance with the requirements governing thality system and good manufacturing
practice in the blood centre;

J) provide, on an annual basis, a report of itsvats to the Ministry of Health;

k) take transfusion products only from another Hlomentre and distribute transfusion
products only to a blood centre and a blood bamk;grovision shall not prejudice the return
of a transfusion product by a blood bank;

) fulfil the obligations stipulated in Section §3aragraph 5 (a) to (c) where blood derivatives
are concerned,;

the implementing legal regulation stipulates thepscof keeping a sample, the scope and
method of record-keeping and archival, the scogenagthod of the identification of a donor,
collection and transfusion product, the scope amdhod of record-keeping allowing for
traceability, the scope and method of notifying furchaser as per letter (g), the method of
submitting the report on activities, the scope aftipulars and timelines for the submission



referred to in letter (j), the method of collectiand distribution of a transfusion product
pursuant to letter (k).

(5) The operator of a blood centre who is the hololethe authorisation referred to in
paragraph 2 shall be authorised to:

a) use and store, under the conditions stipulatea Ispecial legal regulatidt the birth
number of the donor from whom it has collected bloo blood components for the purposes
stipulated in Section 24, paragraph 2;

b) on the basis of an approval referred to in $ac®4, paragraph 4 take a transfusion product
from a Member State facility authorised to operhte the competent authority of the
concerned State, and arrange for the distributibthe transfusion product to the Czech
Republic or for its dispensing; prior to such dizition or dispensing, the qualified person of
the taking blood centre shall verify compliance hwitequirements adequate to the
requirements of this Act; where compliance withsthe@equirements is not achieved, the
blood centre must not distribute or dispense taestusion product; the implementing legal
regulation stipulates the scope and method of sadfication;

) in the event of an urgent and immediate neeslirena transfusion product for healthcare
delivery to individual patients; the dispensing IElhe conditioned by the approval of the
qualified person of the blood centre and of therating doctor granted after the risks and
benefits for the patient are assessed, and if Iplessiith respect to the condition of the
recipient of the transfusion product, also his @r lapproval, the implementing legal
regulation stipulates the method of issuing sughr@aal.

(6) The professional prerequisite for a qualifietgon of a blood centre shall be a properly
completed university course of study consistingtolieast four years of university theoretical
and practical education in the sphere of pharritycgeneral mediciri®, biochemistry or
biology and at least three years of professionattfpral experience, of which two years are
served in a blood centre or a blood bank.

(7) A qualified person of a blood centre shall béged to ensure that:

a) the collection, testing, and processing of aaghof blood and blood component as well as
the control, release, storage and distributionagheunit of a transfusion product, including a
transfusion product distributed within the Commuynitmported from a third country or
exported to a third country and each unit of ravtemal for further production comply with
this Act;

b) the Institute is notified of serious adverserggend serious adverse reactions or suspected
serious adverse events and serious adverse regctioat adverse events and adverse
reactions are evaluated and any available measoreBminate the adverse effects of the
transfusion product and raw material for furtheodurction including their potential recall
from further use adopted; the implementing leggutation stipulates the scope and method
of these notifications;

c) compliance with the requirements for employegsgumentation and records, the quality
system and good manufacturing practice and foridbatification and traceability of every
donor, every collection therefrom and every trassin product and raw material for further
production, including their purchasers and recifsgis achieved.

(8) Some of the activities of a qualified personadblood centre referred to in paragraph 7
may be also carried out by other persons quallfigtheir education and practical experience
to pursue the concerned activities, without prejadio the responsibility of the qualified

person of a blood centre pursuant to paragrapthé.blood centre shall inform the Institute



about the name or, where applicable, names andam@s of the qualified person as per
paragraph 4 (a) and other persons referred toawiqus sentence as well as about specific
activities for which these persons are responsiMeere any of these persons is temporarily
or permanently replaced the blood centre shalhfath notify the Institute of the name of the
new person and of the date as of which that persdertakes its position.

(9) Provisions of Section 66, paragraph 5 shathiiyalied to a serious breach of obligations of
the qualified person referred to in paragraph 7 (a)

(10) A manufacturing authorisation for transfusiproducts shall be also required for the
import of transfusion products from third countri®8here import of a transfusion product
from a third country is concerned, the qualifiedsp& of the importing blood centre shall
verify compliance with requirements at least adégua those of this Act in the collection
and manufacture of the imported transfusion prgdtlee implementing legal regulation
stipulates the scope and method of this verificatid transfusion product shall not be
imported from a third country if the requirementip@lated in the previous sentence are not
satisfied and if the Ministry of Health has notued an approval as per Section 24, paragraph
4; this shall not apply to urgent and immediatednée ensure a transfusion product for
healthcare delivery to individual patients, whetee timport from a third country is
preconditioned by the approval of the qualifiedsper and of the attending doctor granted
after the risks and benefits for the patient aisessed, and if possible with respect to the
condition of the recipient of the transfusion progualso his or her approval;, the
implementing legal regulation stipulates the prareddf granting such approval.

(11) The operator of a blood centre shall be aigbdrto dispense transfusion products. The
procedure and method of dispensing of transfusfodyzts is stipulated by the implementing
legal regulation.

Section 68
Healthcare facility with a blood bank

(1) The operator of a healthcare facility with adad bank shall be obliged to:

a) ensure compliance with the requirements for igualystem and good manufacturing
practice, including, in particular, the training eiployees, safeguarding documentation and
process management and maintaining material babe afperation, and requirements for the
activities conducted by the blood bank in complendth this Act;

b) meet, within the scope of operation of the bldizhk, the requirements stipulated by
Section 67, paragraph 4 (e) to (h) and (i), iterasd 5 to 8, and (j) likewise;

c) ensure the services of a qualified person obthed bank;

d) notify the Institute of the commencement andnteation of operation of the blood bank
which is part thereof, no later than within 15 days

(2) The professional prerequisite for the pursuawicthe position of a qualified person of a
blood bank shall be a properly completed four-yeaversity course of study consisting of at
least four years of university theoretical and ficat education in the sphere of pharmaty
general medici®, biochemistry or biology and at least one yeapmffessional practical
experience served in a blood centre or blood bergpualified person of a blood bank shall
be responsible for compliance of the operatiorheftilood bank with this Act.

Section 69



Control laboratory

(1) A control laboratory shall mean a laboratoryifyeng the quality of medicinal products,
active substances, excipients, intermediate predugbackaging, including partial testing.

(2) The activities of a control laboratory shall bebject to authorisation issued by the
Institute or the Veterinary Institute on the basdisn application of a natural or legal person.
The application must contain data about the apmpijcdata about the subject-matter of the
application and a rationale thereof. The implemrmgntegal regulation stipulates the scope of
these particulars. The granting of an authorisationengage in activities of a control
laboratory, variations thereto and revocation tbkeEhall be adequately governed by the
provisions of Section 63, paragraph 1 (c) and pagats 2 to 9, but the provisions referring to
the qualified person shall not be applicable. Wrermanufacturer of medicinal products is
concerned, the manufacturing authorisation shaluae also the manufacturer's authorisation
to conduct controls.

(3) The operator of a control laboratory must comvaith its obligations stipulated by Section

64 (b), (d), (e), (), (), (I), (m), and (s).

(4) The operator of a control laboratory shall béged to apply beforehand with the Institute

or the Veterinary Institute for a variation to @ugthorisation to engage in activities of a control
laboratory if he wishes to make any changes tgé#neculars submitted pursuant to paragraph
2.

Section 70
Responsibilities of manufacturers of active substances and excipients

(1) A manufacturer of active substances, or, wiagnglicable, a manufacturer of excipients
stipulated by the implementing legal regulationréieafter referred to as the “manufacturer
of raw materials”) shall be obliged to comply, lretmanufacture of raw materials, with the
principles of good manufacturing practice as esthbtl by the implementing legal regulation
and by Commission and Agency guidance. Compliandh whe principles of good
manufacturing practice in the manufacture of ravtemmas shall be evidenced by the certificate
of the manufacturer of raw materials. The certiéaaf the manufacturer of raw materials for the
manufacture of human as well as veterinary prodsietdl be issued by the Institute or the
Veterinary Institute; where legal regulations orn@oission guidance stipulate different
requirements governing the manufacture of raw nasefor the manufacture of human
medicinal products and for the manufacture of wetey medicinal products, the certificate
of the manufacturer of raw materials shall be idduethe Institute or the Veterinary Institute
within the scope of their jurisdiction. Manufacttgewho manufacture only excipients or
excipients as well as active substances, shallyajoplthe issue of the certificate with the
Institute; this shall not prejudice the provisiarigparagraphs 2 and 3.

(2) The Institute shall, in co-operation with theet¥rinary Institute, maintain a list of
manufacturers of raw materials for whom the cedife referred to in paragraph 1 has been
issued. For the purposes of maintenance of thisthie Institute and the Veterinary Institute
shall provide each other with information on theuesd certificates or on revocations thereof,
on findings from inspections at the manufacturdrgsasv materials and data necessary to
ensure co-operation with the manufacturers of raatenmls. Where it is identified that the
operation of a manufacturer of raw materials is cmtsistent with the requirements of this



Act, the Institute or the Veterinary Institute megvoke the certificate issued thereby and
delete such manufacturer of raw materials fromigtief manufacturers of raw materials who
are the holders of the certificate; informationsach deletion shall be notified by the Institute
or the Veterinary Institute, which has identifiextts leading to the deletion from this list, to
the competent authorities of the Community and émufiacturers of medicinal products who
take raw materials from the concerned manufactfremw materials.

(3) A manufacturer of raw materials shall forthwittotify both the Institute and the
Veterinary Institute of his commencement of operatand of such quality defects of active
substances or excipients which require a recathefactive substance or medicinal products
manufactured therefrom or a recall of the excigieat medicinal products manufactured
therefrom. Likewise, the manufacturer of raw malsrishall notify also facts necessary for
ensuring co-operation between the concerned itestitod the manufacturer of raw materials and
changes thereto.

(4) A manufacturer of raw materials who manufactugases used in the delivery of health
care shall evidence the quality of those gasessiteey are authorised medicinal products.
The implementing legal regulation stipulates théhwoeé of this evidencing.

Section 71

(1) The manufacture of veterinary autogenic vacisball be likewise governed by the
provisions of Sections 62 to 66 referring to thenofacture of medicinal products.

(2) Veterinary autogenic vaccines shall be manufact and supplied only to the veterinarian
on the basis of a prescription issued thereby.iffptementing legal regulation stipulates the
particulars of the prescription for the manufactofeveterinary autogenic vaccines issued by
the veterinarian (hereinafter referred to as theespription for veterinary autogenic
vaccines”) and conditions of handling thereof byew@arians and manufacturers. A batch of
a veterinary autogenic vaccine shall mean an amaodinthe vaccine manufactured in
compliance with the prescription for veterinaryageénic vaccines.

(3) Veterinary autogenic vaccines may be prescribehufactured or placed on the market
only for the purposes of resolving a current diseg@demic in a particular animal holding at
the locality in question and under the conditiomttimo effective authorised veterinary
immunological medicinal product containing any magan or antigen contained in the
veterinary autogenic vaccine is available whichlddwelp resolve the situation.

(4) Veterinary autogenic vaccines may be manufadtwnly from pathogens or antigens
which have been obtained from the animal or aninsflsne holding in one locality and
which have been isolated by the manufacturer oficivead products.

(5) The pathogens or antigens obtained and isofatesliant to paragraph 4 may be used for
the manufacture of veterinary autogenic vaccinesife maximum period of six months of
their collection, unless the relevant manufactofenveterinary autogenic vaccines proves, by
means of a verification which shall be repeatetht&rvals not exceeding six months of the
previous verification, that the pathogens or amsgenay continue to be used for the
manufacture of autogenic vaccines in respect ofcilmeent disease epidemic in the said
animal holding.



(6) Prior to the commencement of manufacture ohdaatch of the veterinary autogenic
vaccine the manufacturer thereof shall notify thetevinary Institute and the Regional
Veterinary Administration, within the jurisdictioof which the vaccine is to be used, of the
commencement of the manufacture. The notificatiarstntontain data about the applicant,
data about the subject-matter of the notificationd @ rationale. The implementing legal
regulation stipulates the scope of particulard nhotification.

Section 72

(1) The manufacturer of veterinary autogenic vaesighall be obliged to ensure that the
veterinary autogenic vaccines have been labelleshomediate and, if present, also on outer
packaging in a manner ensuring the safe use ofvélberinary autogenic vaccine in the
concerned holding. Each pack of a veterinary autiegeaccine must be accompanied with a
package leaflet; this shall not apply if all pautars which must be contained in the package
leaflet are shown on the immediate packaging ofveterinary autogenic vaccine. Veterinary
autogenic vaccines may be used only in complianidd the particulars shown on the
labelling or in the package leaflet of the autogeraccine. The implementing legal regulation
stipulates the scope of particulars to be showrthenpackaging of veterinary autogenic
vaccines and requirements for the structure anteobof the package leaflet.

(2) Prior to the application of the veterinary aénic vaccine the concerned veterinarian
must perform a tolerability test on the target aalsnin compliance with the instructions
stated on the labelling or in the package leafi¢he veterinary autogenic vaccine.

(3) It is prohibited to use veterinary autogenicaiges:

a) subject to decision to this effect taken by theterinary Institute or by the relevant
veterinary surveillance authority with a view totemnary measures adopted pursuant to a
special legal regulatidf;

b) with a quality defect;

c) with expired shelf life; or

d) stored under conditions diverging from thosputited by the manufacturer thereof.

(4) The manufacturer of veterinary autogenic vaegishall be obliged to notify, within 30
days of the knowledge thereof, to the Veterinastitute any suspected quality defect or any
suspected adverse reactions associated with theofuslee veterinary autogenic vaccine
manufactured thereby; this shall not apply where #ttending veterinarian has already
informed the Veterinary Institute in a provable manabout the suspected quality defect or
suspected adverse reaction.

(5) The attending veterinarian shall be obligednhttify, within 15 days at the latest, the
manufacturer who has manufactured the veterinagganic vaccine in question, of:

a) any suspected quality defects of the veteriaatggenic vaccine; or

b) any suspected adverse reactions associated tinathuse of the veterinary autogenic
vaccine.

Special rules governing the manufacture, marketing, prescribing, and use of medicated
feedingstuffs

Section 73



(1) Medicated feedingstuffs may be manufacturedy dnbm medicated pre-mixes and
marketed only on the basis of a medical prescripissued by a veterinarian (hereinafter
referred to as the “prescription for medicated fegstuff’) and in compliance with the
manufacturing authorisation of the medicated fegstinf. A prescription for medicated
feedingstuff must be issued in compliance with ¢baditions established by the marketing
authorisation of the concerned medicated premikafch of a medicated feedingstuff shall
mean such quantity of the medicated feedingstuitiwis manufactured on the basis of one
prescription from the veterinarian or in one marntiféng cycle. Every batch of a medicated
feedingstuff imported from a third country must éeamined on the territory of the Czech
Republic in compliance with the conditions estdi®i$ by the manufacturing authorisation for
medicated feedingstuffs.

(2) The manufacture of medicated feedingstuffsidbalikewise governed by the provisions
of this Act in respect of the manufacture of meuati products, with the exception of
requirements governing the qualifications of thealtfied persons of manufacturers of
medicated feedingstuffs and their activities punsugo Section 65 and requirements
governing the import of medicated feedingstuffsrirthird countries.

(3) Medicated feedingstuffs may be distributed frdfeamber States only on the basis of a
prescription for medicated feedingstuff and in ctiamnze with the requirements laid down in
Section 74, paragraphs 9 to 12.

(4) The manufacturer of medicated feedingstuffdl $leaobliged in respect of commissioned

manufacture or control of medicated feedingstuffs:

a) carried out in third countries, to submit to Yeterinary Institute a certificate issued by the
competent authority of the concerned third counéyidencing that the manufacturing or

control site for medicated feedingstuffs has beathaised by the competent authority and
that it is subjected to regular inspections, ahdpplicable, other documents to evidence the
conditions under which medicated feedingstuffsraamufactured or controlled;

b) carried out in a Member State, to ensure thaticaged feedingstuffs are manufactured or
controlled in compliance with the Community regidas and to submit to the Veterinary

Institute a certificate issued by the competenhaiitty of the Member State in question

stating that the manufacturer of medicated feedirffgshas obtained a valid manufacturing

authorisation for medicated feedingstuffs issuedh® competent authority of the Member

State.

(5) Where commissioned manufacture or control ofliceted feedingstuffs is concerned, the
manufacturer of medicated feedingstuffs shall beseover, obliged to provide the inspectors
of the Veterinary Institute with a possibility t@erduct an on-site inspection at the place of
the commissioned manufacture or control of medicéedingstuffs where doubts arise as to
whether the medicated feedingstuffs are manufagtarecontrolled in compliance with this
Act.

(6) The manufacturer of medicated feedingstuffdl db& authorised to commission part of
their manufacture to another person, without priepido the liability of the manufacturer of
medicated feedingstuffs.

(7) The manufacturer of medicated feedingstuffstpfusthermore, ensure that:



a) a medicated feedingstuff is manufactured orqaamn the market in compliance with the
conditions referred to in the prescription for timedicated feedingstuff issued pursuant to
Section 74, paragraphs 1 to 3;

b) only medicated feedingstuffs or combinationsrébé which are in compliance with the
requirements stipulated by a special legal requidti are used in the manufacture of
medicated feedingstuffs;

c) the feedingstuff used produces a homogeneoustabte mix with the relevant medicated
pre-mix;

d) the medicated pre-mix is used during the manufacof medicated feedingstuffs in
accordance with the marketing authorisation antd tha

1. there is no possibility of any undesirable iat#ion between the medicated pre-mix used,
additives™® or feedingstuff&®,

2. the medicated feedingstuff keeps its propeftiethe established shelf life,

3. the feedingstuff to be used for producing thaliceed feedingstuff does not contain the
same antibiotic or the same coccidiostat as thesd as an active substance in the medicated
pre-mix.

(8) Where the provisions of paragraph 7 are nosfsad the manufacturer of medicated
feedingstuffs must not manufacture the medicatedifgstuff or place it on the market.

(9) The qualified person of a manufacturer of matid feedingstuffs must have:

a) a university degree in an accredited mastedygitogramme in pharmacy as laid down by
a special legal regulatidh, an accredited masters study programme in vetgrinadicine or

in an accredited masters study programme in vetgrihygiene and ecology, an accredited
healthcare masters study programme in general megidentistry, stomatology, biological
or technical disciplines of agriculture, biologyaremistry;

b) two years of professional practical experience the manufacture or control of
pharmaceuticals and a completed specialised cotinge;implementing legal regulation
stipulates the scope of the specialised coursegubéfied person shall be obliged to keep its
theoretical and practical knowledge up-to-date witspect to current level of scientific
knowledge and technical progress; the manufacoecerned shall be obliged to facilitate
the qualified person of a manufacturer of medicdestlingstuffs with conditions enabling
further education.

(10) The qualified person of a manufacturer of roattid feedingstuffs shall be responsible:
a) for ensuring that each batch of the medicatedifgstuff is manufactured and controlled
in compliance with this Act and that it is manutaetd in accordance with the terms of the
marketing authorisation of the concerned authonmsedicated pre-mix;

b) where medicated feedingstuffs coming from tlsomdntries are concerned, for ensuring that
the relevant batch of the medicated feedingstuébistrolled within the territory of the Czech
Republic pursuant to the terms of the manufactuaimtporisation.

) Act No 91/1996 Coll., on Feedingstuffs, as amended
Section 74

(1) In the prescription for a medicated feedingsté attending veterinarian who issues the
prescription shall specify the method of placemainthe medicated feedingstuff onto the
market in compliance with paragraph 7. The presom for a medicated feedingstuff shall
be effective for the maximum period of 14 dayshw# tate of its issue. The manufacture of a



medicated feedingstuff or its placement onto theketabased on a single prescription for
medicated feedingstuff may not be repeated. Théeimgnting legal regulation stipulates the
method, requirements for the content and structfrethe prescription for medicated
feedingstuffs, the number of copies of this prggmn to be made, and the method of
handling thereof.

(2) A prescription for a medicated feedingstuff mips made out so that the daily dose of the
medicated pre-mix is contained in a quantity oflfegstuff corresponding to at least half the
daily feed ration of the animals treated if the mated pre-mix is mixed with feedingstuffs,
or, in the case of ruminants, corresponding teastl half the daily requirement of nonmineral
supplementary feedingstuffs if the medicated pre-m$ mixed with nonmineral
supplementary feedingstuffs.

(3) Prior to the issue of the prescription for adimated feedingstuff the attending veterinarian
in question must make sure that the administrabbrthe medicated feedingstuff is not
incompatible with the previous treatment and tih&re is no undesirable interaction where
several pre-mixes are to be used in the manufaofuhee medicated feedingstuff.

(4) The attending veterinarian in question may gibe a medicated feedingstuff only in
guantities necessary for the resolution of the ifipesituation in respect of the animals
treated; the period of administration of the metidafeedingstuff must not exceed the time
limit established by the marketing authorisation tbé medicated pre-mix used in the
manufacture of the medicated feedingstuft.

(5) Medicated feedingstuffs shall be labelled adouy to the nature of the feedingstuff used
pursuant to the requirements laid down by a spéegdl regulatio?. The implementing
legal regulation stipulates further particularsd@ shown on the labelling of medicated
feedingstuffs. These data shall be conveyed irCterh language.

(6) Where medicated feedingstuffs are placed onmibeket in road tankers for freely laid
materials, data referred to in paragraph 5 shaBthted in documents which accompany the
medicated feedingstuff.

(7) Medicated feedingstuffs may be placed on theketaby manufacturers of medicated
feedingstuffs where feedingstuffs manufacturedabgrare concerned, and by distributors
with a distribution authorisation for medicated demgstuffs and to supply them in

compliance with the prescription for the medicdtsetlingstuff to:

a) the attending veterinarian who has issued tkscpption for medicated feedingstuff in

guestion solely for subsequent use by the saidinatéan; or

b) the breeder identified in the prescription faeditated feedingstuff in question.

(8) Medicated feedingstuffs may be placed ontontlagket only in sealed original packaging
which is secured in a manner ensuring that afeeoffening thereof the packaging or seals of
road tankers for freely laid materials remain peremdly, irreversibly and visibly damaged.

(9) The import of medicated feedingstuffs from dhaountries shall be likewise governed by
the provisions of this Act pertaining to the martiiae of medicated feedingstuffs.

(10) Only those medicated feedingstuffs which ha&en manufactured in the Community by
persons currently authorised to manufacture mesticdeedingstuffs in the concerned



Member State and which have been manufactured mpkance with the requirements

established by the prescription for a medicatedifegstuff issued by the concerned attending
veterinarian may be distributed from the Membettestao the Czech Republic; in this case
the concerned veterinarian prescribes medicatechipes authorised in the Member State
where the medicated feedingstuff is manufacturdte composition of which is consistent

with the medicated premixes authorised in the CzRelpublic, or medicated premixes

authorised pursuant to the directly applicable Comity regulatioR”.

(11) A medicated feedingstuff distributed from MesnbStates must comply with the
requirements governing feedingstuffs stipulatedabspecial legal regulati6f and must be
accompanied by an accompanying certificate issyetido competent control authority in the
concerned Member State and by the concerned prgsarfor the medicated feedingstuff in
guestion in compliance with the requirements séfmd by paragraph 1.

(12) The person who distributes a medicated feedtlifigto the Czech Republic shall supply
the medicated feedingstuff only to the person whaléentified as the recipient of the given
medicated feedingstuff in the relevant prescripfmnthe medicated feedingstuff pursuant to
paragraph 1. The quantity of the medicated feedlirfiiggistributed from Member States must
be in compliance with the relevant prescriptiontfoe medicated feedingstuff. The certificate
referred to in paragraph 11 shall be kept by thegreto whom the medicated feedingstuff is
supplied for the period of three years of the daihof the medicated feedingstuff; this person
shall, within seven working days, send a copy thiete the Veterinary Institute and to the
Regional Veterinary Administration concerned.

(13) In the case of non-compliance with the condsgi established by paragraphs 11 and 12,
the Veterinary Institute shall rule that the usetltd concerned medicated feedingstuff be
suspended, or where applicable, the medicatedrfgetiff disposed of. Costs associated with
the disposal shall be covered by the owner of thdicated feedingstuff in question.

(14) In the case of distribution of medicated fagdtuffs to other Member States, if
requested by the concerned Member State, the metouér or distributor of the medicated
feedingstuff shall attach to the consignment ofrtiedicated feedingstuff a certificate issued
by the Veterinary Institute on the basis of an mapilon of the manufacturer or distributor to
certify that the medicated feedingstuff in questltas been manufactured by a person to
whom an authorisation for manufacture of medicafeedingstuffs has been granted in
compliance with the requirements stipulated by Camity legislation.

(15) The feedingstuffs used in the manufacture eflicated feedingstuffs shall be subject to
veterinary surveillance pursuant to a special legglilatior®.

Part 2
Distribution

Section 75
Basic provisions governing distribution

(1) Distributed may be medicinal products:
a) authorised in compliance with this Act;
b) not authorised in compliance with this Act, if:



1. they are authorised in compliance with the Comigdaw by the competent authority of
another Member State; these medicinal productsefiery must not be marketed in the Czech
Republic except for a supply to pharmacies whiahtaslders of a certificate for mail-order
dispensing abroad,

2. their distribution is permissible pursuant toct8s 49 within the scope of therapeutic
programmes or pursuant to Section 8, paragraph 6,

3. their prescribing or use is permissible purst@ar8ection 8, paragraphs 3 to 5, if conditions
stipulated by Section 77, paragraph 1 (i) are oleskror

4. their use in the delivery of veterinary care basn authorised pursuant to Sections 46 to
48, and restrictions established by competent aitigteare observed.

(2) A distributor may, via other distributors wheapplicable, supply medicinal products
where medicinal products referred to in paragrapfb)l items 2 to 4 are concerned, to
operators authorised in compliance with Section @&agraph 2 to dispense medicinal
products. A distributor may, furthermore, supply dieghal products, where medicinal
products referred to in paragraph 1 (b) item 3cmecerned, to operators authorised to use
medicinal products in the delivery of health cand,avhere medicinal products referred to in
paragraph 1 (b) item 4 are concerned, to veteenariauthorised to perform expert
veterinarian activities pursuant to a legal regur&f’). The implementing legal regulation
stipulates the method to ensure good distributicactice for parallel import, therapeutic
programmes and other cases of distribution of ngheaised medicinal products and
distribution of promotional samples of medicinabgucts as well as the method of providing
medicinal products for the purposes of humanitazian

(3) Medicinal products may be distributed by pessanthorised to conduct this activity by
the Institute or the Veterinary Institute (hereteatreferred to as "distribution authorisation™).
Operators authorised to dispense medicinal produetg distribute them only if they have
obtained a distribution authorisation.

(4) A holder of a distribution authorisation grashtby a competent authority of another
Member State shall have within the territory of tGeech Republic the same rights and
obligations as a distributor referred to in parpfr&. Such distributor shall be obliged to give
prior notice of the commencement of distributiorthe Czech Republic to the Institute or the
Veterinary Institute to evidence the distributiomtherisation granted by the other Member
State, provide data necessary for co-operatiorewhtr, and other information regarding the
scope of distribution and location of distributistores. Where such distribution authorisation
holder establishes distribution stores in the CzRejpublic for the purposes of distribution
within the Czech Republic, or commissions parthaf distribution consisting of storing in the
Czech Republic with another person who is not &ibligor, he or she shall be obliged to obtain
beforehand a distribution authorisation from tretitate or the Veterinary Institute.

(5) A manufacturer of medicinal products shall lkharised to engage in the activities of a
distributor compliant to the conditions stipulategt this Act where medicinal products
manufactured or imported thereby from third cowstrare concerned. This authorisation shall
also apply to the holders of manufacturing autlaios granted by the competent authority of
a Member State and conditions stipulated by papdiiashall likewise apply thereto.

(6) A distribution authorisation shall include atstment of all sites where the distribution of
medicinal products may be carried out; it may afsdude a specification of terms under
which distribution may be carried out, includingethscope thereof. A distribution



authorisation shall not imply an authorisation t@&ge in a manufacturing operation in the
sphere of medicinal products, unless a manufaguairthorisation has been granted for the
activity in question.

(7) A distribution authorisation shall not imply authorisation to engage in the import of
medicinal products from third countries unless anufiacturing authorisation has been
granted in respect of such import.

(8) At the request of the Commission or a competarthority of a Member State, the
Institute or the Veterinary Institute shall supptpmplete information concerning the
individual distribution authorisations. If the Inste or the Veterinary Institute suspends the
validity of a distribution authorisation or revokaslistribution authorisation, it shall forthwith
inform the Commission and the competent authorgfesther Member States to this effect.

(9) Should the Institute or the Veterinary Insgtaonsider that, in respect of a person holding
an authorisation granted by the competent authofignother Member State, the conditions of
authorisation have not been, or are no longer itrg&tall forthwith inform the Commission and
the competent authority of the Member State toeHisct.

(10) Should the Institute or the Veterinary Inggtie informed by the Commission or by a
competent authority of the Member State that ipees of a distributor, the conditions of
distribution authorisation granted by the concerinstitute have not been, or are no longer met,
it shall adopt necessary measures in compliande this Act and inform the Commission and
the competent authority of the Member State ofleasures taken and reasons therefor.

Section 76
Authorisation to engagein distribution

(1) A distribution authorisation shall be grantedain applicant who has met the following
requirements:

a) the applicant must have suitable and adequataiges, installations and equipment, so as
to ensure proper storage and distribution of thdion@al products;

b) the applicant has ensured the services of pemsbo comply with the conditions stipulated
by this Act and services of a qualified person giesied as responsible for compliance with
this Act in respect of the distribution of mediirproducts, and, where applicable, active
substances and excipients within the scope of tieiltition authorisation; a professional
prerequisite for a qualified person shall be a detep accredited healthcare masters study
programme in pharmacy pursuant to a special leggllatioi”, or in an accredited
healthcare masters study programme in general imetfioor dentistry®”, or in an accredited
masters study programme in veterinary medicine roran accredited masters study
programme in veterinary hygiene and ecology ohedphere of chemistry or biology;

c) the applicant evidences his prerequisites fid fhke obligations set forth in Section 77.

(2) The provisions of Section 63, paragraphs 1 tan8 7 shall apply to the distribution
authorisation procedure accordingly, and the gedlifpersons shall be governed by the
requirements set forth in paragraph 1 (b). The @manting legal regulation stipulates the
scope of particulars to be contained in the appdingor distribution authorisation.

(3) A distributor shall be obliged to apply befoaeld for a variation to the distribution
authorisation with the Institute or the Veterinamgtitute where he or she intends to make a



change to the conditions under which the distrdoutauthorisation has been issued. The
Institute or the Veterinary Institute shall suspendevoke a distribution authorisation where
the distributor fails to fulfil the conditions spked thereby or where the distributor has
seriously breached the obligations stipulated by #hct. The Institute or the Veterinary
Institute shall suspend a distribution authorigatioa those cases where the information
obtained is incomplete or such shortcomings haen b@entified which may be eliminated.
The Institute or the Veterinary Institute shalloke a distribution authorisation in those cases
where the information obtained is complete or sslobrtcomings have been identified which
cannot be eliminated. The Institute or the Vetexginastitute shall also revoke a distribution
authorisation upon the request of the person tawitdas been granted.

(4) If the distributor fails to engage in distrimut activities for the period of at least three
years of legally coming into force of the distrilmmt authorisation, the distribution
authorisation shall be considered void.

Section 77
Rights and obligations of a distributor

() A distributor shall be obliged to:

a) make the premises, installations, and equipmsed for the distribution accessible to the
staff of authorities entitled to conduct controls;

b) obtain its supplies of medicinal products onlsonfi other distributors or from
manufacturers in respect of medicinal products rfeantured or imported thereby; the return
of medicinal products by a pharmacy to a distribstwall not be prejudiced by this provision;
c) distribute medicinal products only to:

1. persons who are distributors,

2. persons who are authorised to dispense medipiralucts or sell selected medicinal
products,

3. persons providing health care where gases us#teidelivery of health care or infusion
solutions are concerned,

4. healthcare facilities referred to in Section g&,agraph 2 (f), where radiopharmaceuticals
are concerned,

5. facilities referred to in Section 82, paragrdplic), where immunological products are
concerned,

6. veterinarians authorised to engage in specthits¢erinary activities as per a special legal
regulatiot®, where medicinal products intended for the treatnoé animals are concerned,

7. breeders where disinfectants and disinsectastsdl by the Veterinary Institute are
concerned,

8. breeders keeping animals for slaughter and fwoducing animals, on the basis of a
prescription from the attending veterinarian auded to carry out specialised veterinary
activities pursuant to a special legal reguldfityrwhere authorised veterinary medicinal
products are concerned,

9. marketing authorisation holders where promolisanples of medicinal products are
concerned; handling of promotional samples shatiti®ected to a special legal regulatian
10. sales representatives assigned by the markatitigprisation holder where promotional
samples of medicinal products authorised for toiglér are concerned,

11. manufacturers of medicated feedingstuffs wheedicated pre-mixes are concerned, or
12. blood centres or blood banks where transfugimducts are concerned and if such
distribution of transfusion products is commissine blood centres pursuant to Section 67,
paragraph 3,



13. medical doctors, but only immunological produci the purposes of vaccination;

d) have an effective system ensuring a recall wfedicinal product from the market; within
the scope of this system the distributor shall béged to forthwith forward information
about defects of medicinal products or adverseticacthereto to all persons supplied by the
distributor, including vendors of selected meditipaoducts supplied thereby with the
product concerned and to cooperate with the matwrercof the concerned medicinal product
and with the marketing authorisation holder;

e) keep records which must be made available toctimapetent authorities for control
purposes for the period of five years; the implenmgnlegal regulation stipulates the method
and scope of keeping such records;

f) ensure that records of deliveries of authorisestlicinal products are kept using the codes
thereof; these records shall be kept for the peoidiive years; the distributor shall regularly
report to the Institute data concerning the volwhmedicinal products distributed thereby to
pharmacies and other healthcare facilities, to wenaf selected pharmaceuticals and to
veterinarians and concerning the volume of proomati samples supplied thereby to
marketing authorisation holders or to sales reptesiges, and to the Veterinary Institute data
concerning the volume of medicinal products dstied thereby to pharmacies, veterinarians,
breeders, and manufacturers of medicated feedifgyste scope of particulars and the method
of their provision by means of a report shall bélished by the Institute or the Veterinary
Institute in its information media;

g) comply with the principles of good distributipnactice, including requirements in respect
of staff, premises, technical equipment, documentatand system of recalls of medicinal
products from the market and proceed in complianite Commission and Agency guidance,;
the specification guidance of the Institute and Yeterinary Institute shall be observed in
distribution; the implementing legal regulationpsiiates the rules of good distribution
practice;

h) ensure supplies of human medicinal productsildiged thereby to operators authorised to
dispense medicinal products in quantities and fimervals adequate to the needs of patients
in the Czech Republic; the implementing legal ragah stipulates the requirements for the
guantities and time intervals and, if applicablteitt interrelations in the supplies of medicinal
products covering the needs of patients;

i) where a medicinal product which is not authatige any of the Member States or in the
Community is imported from a third country in comapice with Section 8, paragraphs 3 to 5,
realise the import only after the Institute issitesapproval of this import upon request; this,
however, shall not apply if the import of such noaakl product has been approved within the
scope of a therapeutic programme or if realisedompliance with Section 8, paragraph 6;
the Institute shall not issue its approval if thvaitable information about the safety, efficacy
and quality of the medicinal product do not evideacsufficiently positive risk — benefit ratio
of the medicinal product; the request must contiata about the applicant, the medicinal
product and its distributor and the concerned heate facility; the implementing legal
regulation stipulates the scope of these partisulahere import referred to in this letter is
concerned, the provisions of Section 66, paraglai) and Section 75, paragraph 7 shall not
be applied.

(2) A distributor shall be entitled to commissiaarpof the distribution of medicinal products
with another person; this shall be without prejedic the distributor’s liability. In the contract
the distributor shall stipulate his or her rightitgpect this person's compliance with good
distribution practice.



(3) Each supply of a medicinal product to persamb@ised to dispense medicinal products
or sell selected medicinal products must be accomgdaby documentation which shall allow
for the tracking of the distribution path of the di@nal product. This documentation shall
contain data about the medicinal product, the persapplying or taking the medicinal
product and time details of the distribution withire scope stipulated by the implementing
legal regulation.

(4) A distributor shall be obliged to apply withethinstitute or the Veterinary Institute for
extending the scope of a distribution authorisatmior to the commencement of the
distribution of an active substance or excipienp&rsons authorised to prepare medicinal
products, or of gases used in the delivery of headire to persons authorised to use these in
the delivery of health care or of human blood atsdcomponents. The Institute or the
Veterinary Institute shall authorise the extenswdrthe scope of distribution authorisation
after verification of compliance with the condit®stipulated by this Act.

(5) A distributor who is in possession of an auigation including distribution of active
substances and excipients shall be, apart fronolbtigations of a distributor referred to in
paragraphs 1 to 3, obliged, furthermore, to:

a) supply persons authorised to prepare medicirmalyets only with such active substances
and excipients whose quality has been verified:

1. by a control laboratory whose scope of actisitigcludes the control of active substances
and excipients,

2. by a manufacturer whose scope of activitiesuithes control activities in respect of active
substances and excipients,

3. by a manufacturer of raw materials who is ingession of a valid certificate of good
manufacturing practice in the manufacture of raviemals, or

4. within the framework of the Community by waysledst equivalent to the requirements
governing the verification of the quality of actigeibstances and excipients referred to in
items 1 to 3;

the Institute or the Veterinary Institute shallsiga the persons referred to in items 1 to 3 with
a reference number which has to be presented Ise thersons on the certificates issued
thereby to evidence the quality of active substaraned excipients; the implementing legal
regulation stipulates the scope and method ofigatibn referred to in item 4;

b) supply active substances and excipients to perswthorised to prepare medicinal
products in a manner stipulated by the implemenrieggl regulation;

c) supply active substances and excipients whosscpbing, dispensing and use in the
delivery of veterinary care is authorised in compde with Section 9, paragraph 1 (h), to
veterinarians authorised to carry out specialisetennary activities pursuant to a special
legal regulatioff;

d) have an effective system to ensure a recalhadive substance or an excipient from the
market pursuant to paragraph 1 (d) likewise.

(6) On the basis of an application submitted to Yreterinary Institute, the scope of
distribution authorisation may be further extendddo by the distribution of medicated
feedingstuffs. The distributor in possession ofaathorisation including the distribution of
medicated feedingstuffs shall be, apart from thégabons of a distributor stipulated in
paragraph 1 (a), (e) and (g), moreover, obligedommply with the conditions governing the
placement of medicated feedingstuffs onto the maageeferred to in Sections 73 and 74.

Section 78



(1) Substances that have anabolic, anti-infecticasti-parasitic, anti-inflammatory or
hormonal properties or addictive substances orupsecs and which may be used in the
manufacture of veterinary medicinal products maykept only by those persons who use
these substances for activities for which they anéhorised to handle such substances
pursuant to this Act or pursuant to special leggltation&”.

(2) Natural or legal persons who manufacture, impexport, purchase, sell, process,
transport, treat the substances referred to ingpapa 1 or perform other commercial
operations therewith, unless activities authorigedsuant to this Act are concerned,
regardless of whether these activities are perfdrmiéh the purpose to generate profit or free
of charge, shall be obliged to file a notificatmith the Veterinary Institute no later than as of
the start date of their operation.

(3) The notification must contain data about thdifpiag person, site(s) of operation
regarding the activities referred to in paragraphtl® substance(s), and, furthermore,
justification of the operation pursuant to para@wrdp The implementing legal regulation
stipulates the scope of particulars of the notiiora

(4) Persons referred to in paragraph 2 shall bgethlto maintain and keep for the period of
at least three years records of all business tciinsa with the substances referred to in
paragraph 1. These records shall contain data abewstpplier, customer, substance which is
subject of the relevant business transaction, tae&ils and data about any potential
treatment of the substance, if applicable. The emanting legal regulation stipulates the
scope of records.

(5) Persons referred to in paragraph 2 shall begedlto allow the staff of the Veterinary
Institute authorised therefor to carry out inspmtdi the performance of inspections and to co-
operate therewith in an extent necessary for thmpbetion of an inspection in the scope
established by the Veterinary Institute, includimgimittance to premises, access to
installations, equipment or documentation relevarihe handling of substances referred to in
paragraph 2.

(6) Supervision over the handling of substancessyamt to paragraph 2 shall be
methodologically co-ordinated by the Veterinarytige. In these activities, the Veterinary
Institute shall co-operate with other state adnaign authorities, particularly with the
Institute and customs administration authoritibs;¢competent state administration authorities
shall be obliged to co-operate with the Veterinastitute in the necessary extent.

%) E.g. Act No 120/2002 Coll., on the Terms of PlacBiocides and Active Substances on the Marketand
Amendments to Some Related Acts, as amended, Adi6MA.998 Coll., as amended, Act No 326/2004 Coll.,
on Phytosanitary Care and Amendments to Some Relatts, as amended, Act No 166/1999 Coll., as
amended, and Act No 91/1996 Coll., as amended

Part 3
Preparation and treatment of medicinal products

Section 79

(1) Medicinal products may be prepared only:



a) on the basis of a medical prescription for avidual patient;

b) in compliance with the Czech Pharmacopoeia; or

c) on the basis of a technological prescriptionppred by a person authorised for the
preparation, if there is no monograph covering thedicinal product in the Czech

Pharmacopoeia; the implementing legal regulatiopuksttes the content and method of
processing of the technological prescription.

(2) Medicinal products may only be prepared by:

a) a pharmacy;,

b) a nuclear medicine workplace of a healthcarditiacwhere radiopharmaceuticals are
concerned; or

c) an immunological or microbiological workplace afhealthcare facility or a healthcare
facility operating pursuant to a special legal tagan™, where human autogenic vaccines
are concerned.

The implementing legal regulation stipulates thepsc and method of preparation at
individual healthcare workplaces, including goo@phacy practice.

(3) The operator of a healthcare facility prepammedicinal products pursuant to paragraph 2
shall be obliged to ensure the quality of preparesticinal products and in its operation
observe the rules of good pharmacy practice; theradpr shall, furthermore, proceed in
accordance with detailed guidance of the Instiputielished in its information media.

(4) A legal or natural person operating a pharn(aeyeinafter referred to as an “operator of a
pharmacy”) shall be obliged to notify the Institutethe commencement or termination of its
operation within the period of 15 days. An operaiba healthcare facility referred to in
paragraph 2 (b) and (c) shall be obliged to ndtifg Institute in the same manner of the
commencement and termination of its operationnimseof preparation of medicinal products.
As part of supervision, the Institute shall be tedi to prohibit the preparation of medicinal
products based on technological prescriptions whiznot ensure the quality, efficacy, and
safety of the medicinal products prepared.

(5) A professional prerequisite for handling phacmaicals, if conducted in pharmacies,
shall be a competence to carry out the healthaafegsion of a pharmacist or pharmaceutical
assistant pursuant to special legal regulaffns

(6) An operator of a pharmacy must establish astleme person with a degree in an
accredited healthcare masters study programme en sgphere of pharmacy and with
specialised competeriée(hereinafter referred to as the “chief pharmagistsponsible for
ensuring compliance of the operation of the phagmeith this Act and for ensuring that the
technological processes employed in preparatiomrenguality, efficacy, and safety of the
medicinal products prepared. A chief pharmacist alag be the operator of the pharmacy, if
he or she complies with the qualification requiretsestipulated in sentence one; where the
operator of a pharmacy is, pursuant to a speaiall leegulatio”, obliged to delegate his or
her expert deputy, he or she shall be also coreidéne chief pharmacist. The chief
pharmacist or a pharmacist delegated thereby neugtdsent at all times during the operation
of a pharmacy.

(7) The operator of a healthcare facility refertedn paragraph 2 (b) and (c) which prepares
medicinal products must establish at least oneopemssponsible for ensuring compliance of
the operation of the healthcare facility concerimedespect of preparation and handling of



pharmaceuticals with this Act, to ensure that #ehnhological processes employed in the
preparation safeguard the quality, efficacy, arfdtgaof the medicinal products prepared and
that the preparation, dispensing and further hagdhf pharmaceuticals are carried out only
by persons with adequate qualificatibhsA professional prerequisite for this responsible
person shall be a competence to carry out the Huea#t profession of a pharmatisor
medical doctot or a university degree in the sphere of chemistrigiology and specialised
competence in the relevant sphere of operationtfare@ years of professional practice in the
discipline concerned.

(8) For the preparation of medicinal products, dhky following may be used:

a) active substances and excipients listed in thecll Pharmacopoeia or placed on the list
established by the implementing legal regulationher use of which has been authorised by
the Ministry of Health pursuant to Section 11 (b)by the State Veterinary Administration
pursuant to Section 15 (d); the method of evidemd¢he quality of active substances and
excipients is stipulated by the implementing leggulation;

b) pathogens or antigens collected from individuatients where the preparation of human
autogenic vaccines is concerned,;

c¢) authorised medicinal products, if this methodisé is specified in the approved summary
of the product characteristics or if establishedig/implementing legal regulation.

(9) Prepared medicinal products or active substaremed excipients intended for the
preparation of medicinal products, where applicablay be also obtained by a pharmacy
from another pharmacy. The decision issued pursteaat special legal regulatibhto the

pharmacy which prepares medicinal products or otsiactive substances and excipients,
however, must explicitly identify the scope of paegtion, control and the pharmacy supplied.

(10) The treatment of medicinal products pursuantSection 5, paragraph 4 may be
conducted in compliance with the conditions stipedaby special legal regulatidisand
provisions of Section 23 by healthcare professmnal the delivery of health care. The
implementing legal regulation stipulates the metbbappointing the pharmacist, the scope
of procedures considered to be treatment and aitlefi of technological conditions of the
treatment for special groups of medicinal produdibe implementing legal regulation,
furthermore, stipulates the method of handling eflininal products obtained by a healthcare
facility, particularly their storage and record-peey.

70 Act No 258/2000 Coll., as amended.

" Section 10, paragraph 2 (b) and Section 11, paphgt of Act No 160/1992 Coll., as amended by Act N
121/2004 Coll.

" E.g. the Labour Code, Act No 78/2004 Coll., as rmaeel by Act No 346/2005 Coll., Act No 166/1999 Goll
as amended.

Prescribing, dispensing of medicinal products and disposal of pharmaceuticals

Part 1
Prescribing of medicinal products

Section 80



Medicinal products shall be prescribed by doctaisvdring medical care within the scope of
their specialty and veterinarians by issuing a @ipgon which may be, after an agreement
with the patient, in a hard copy or electronic fatm Where a medical prescription in
electronic format is concerned (hereinafter refirte as “electronic prescription”), the
prescribing doctor shall be obliged to send it pardg to Section 81 to the central repository
of electronic prescriptions which will immediatelgturn an identification code allocated to
the sent electronic prescription. This identifioaticode, on the basis of which the prescribed
medicinal product shall be dispensed in the phaymmaast be communicated by the doctor to
the patient. The implementing legal regulation wgapes the method of prescribing of
medicinal products, particulars to be shown onrtteglical prescription and rules governing
the use of medical prescriptions. Furthermore,itmglementing legal regulation stipulates
the procedure and conditions for the communicatadnthe prescribing doctors and
pharmacists dispensing prescribed medicinal preduith the central repository of electronic
prescriptions, the method of generation of idecdiiion codes provided by the central
repository of electronic prescriptions to the primsog doctors, the method of sending of
electronic prescriptions by prescribing doctors dahd method of logging of electronic
prescriptions, including the logging of electropiescriptions for which medicinal products
have already been dispensed.

Section 81
Central repository of electronic prescriptions

The central repository of electronic prescripti@mall be established by the Institute as its
organisational part to ensure the fulfilment of thkkowing tasks:

a) to accept and collect electronic prescripticard &y prescribing doctors;

b) to notify the doctor immediately after the rgxteof the electronic prescription of the
identification code for the prescription on the ibasf which the prescribed medicinal
products will be dispensed in the pharmacy;

c) to provide free-of-charge access to the eleatrprescription on the basis of which the
medicinal products is to be dispensed to the phaghdispensing medicinal products in the
concerned pharmacy immediately after the receipibr her request;

d) to ensure a continuous, free-of-charge acceswetdatabase of electronic prescriptions for
prescribing doctors and pharmacists dispensingpbesl medicinal products in pharmacies;
e) to ensure that electronic prescriptions in thtloase of stored electronic prescriptions are
safe and protected from damage, abuse or lossgnirgua special legal regulatiGh

f) to ensure the protection and handover of dathercase of terminating operation;

g) to immediately label the electronic prescriptimade available pursuant to letter (c) and
issued pursuant to Section 82.

Part 2
Dispensing of medicinal products and sale of selected medicinal products

Section 82
General principles

(1) Medicinal products shall be dispensed on mégicescription which may be in the form
of a hard-copy or electronic prescription, or ondioal prescription issued in any of the
Member States unless stipulated otherwise in theketiag authorisation. In the case of
dispensing on electronic prescription the dispepgharmacist must immediately notify the
central repository of electronic prescriptions ttinegt prescribed medicinal product has already



been dispensed. The implementing legal regulatipalates the method of verification of the
medical prescription, the record-keeping for disgpeg, provision of information about
dispensed medicinal products and the method otdspg.

(2) Medicinal products may be dispensed in pharesaand facilities referred to in letters (c)
to (g) by persons specified in letters (a) to (ggoncerns the following persons:

a) pharmacists in pharmacies;

b) pharmaceutical assistafitsn pharmacies; this applies only to medicinal pretd whose
dispensing is not subject to medical prescription;

c) the employees of public health protection autiesr with professional qualification to
engage in the healthcare profession of a docttwerobealthcare professionals and other
expert staff with professional qualifications togege in a healthcare profession this
applies only to immunological products intendedvaccination;

d) doctors, pharmacists or other healthcare prioieals of a blood centre authorised to
conduct this activity; this applies only to bloodrivatives; the implementing legal regulation
stipulates the scope and method of dispensingoafdbiierivatives;

e) doctors, pharmacists or other healthcare profesis of a blood centre and a blood bank
authorised to conduct this activity; this appliedyao transfusion products; the implementing
legal regulation stipulates the scope and methalispensing of transfusion products;

f) doctors, pharmacists or other healthcare prajasts of a nuclear medicine workplace of a
healthcare facility who have been authorised byd¢isponsible person pursuant to Section 79,
paragraph 7; this applies only to radiopharmacealstiprepared pursuant to Section 79,
paragraph 2 (b) at this workplace; or

g) doctors, pharmacists or other healthcare primfieals of an immunology or microbiology
workplace of a healthcare facility or a public hleaprotection facility who have been
authorised by the responsible person pursuanteictidh 79, paragraph 7; this applies only to
human autogenic vaccines prepared pursuant toodBetdi, paragraph 2 (c) at this workplace.
Medicinal products may be, furthermore, dispensgddierinarians authorised to engage in
professional veterinary activities pursuant to @cid legal regulatiolf: this applies to
medicinal products intended for the treatment dmafs. This provision shall be without
prejudice to the use of medicinal products in te&very of health care and veterinary care
pursuant to Section 5, paragraph 8.

(3) Operators authorised for dispensing pursuapatagraph 2:

a) shall ensure that the quality of medicinal jpicid is not compromised and that the
handling of medicinal products complies with thenditions established in their respective
marketing authorisations;

b) shall obtain medicinal products subject to mankeauthorisation pursuant to Section 25
only from the manufacturer where medicinal produntnufactured thereby are concerned,
from a distributor or from a pharmacy; for pharnescthe implementing legal regulation
stipulates the scope and method of obtaining frootreer pharmacy;

c) must not, with the exception of treatment andppration of medicinal products or
dispensing for a healthcare facility, compromise thtegrity of packaging of a medicinal
product subject to marketing authorisation purst@a@ection 25;

d) shall be obliged to ensure, in the dispensingediicinal products referred to in Section 75,
paragraph 1 (a) and (b) that records about dispgresie kept using the codes and to keep
these records for the period of five years; fumhane, they shall be obliged to provide to the
Institute data about dispensed medicinal produbesjnstitute shall publish the scope of data
and the method of their provision by means of repiorits information media;



e) shall keep itemised records of the stock, récaful dispensing of medicinal products
referred to in Section 75, paragraph 1 (a) andafljwing for the identification of the
pharmaceutical form, quantity of the active substacontained in a unit of weight, volume or
pharmaceutical form, type of packaging, and paz& ef the medicinal product, including the
code of the medicinal product, and shall storeghesords for the period of five years.

(4) If a pharmacy dispenses medicinal productsth@ropharmacies or inpatient healthcare
facilities, the pharmacies or facilities taking no#ohl products must be specified in a
decision issued for the pharmacy pursuant to aiapéegal regulatiofi’. Provision of
medicinal products to another pharmacy is resttic¢te medicinal products prepared in the
concerned pharmacy; other medicinal products maprbeided to another pharmacy only
under exceptional circumstances and in necessapntitjes; the implementing legal
regulation stipulates the scope and method of pua¥ision.

(5) Medicinal products prepared at a nuclear madievorkplace of a healthcare facility and
human autogenic vaccines prepared at an immunotoggnicrobiology workplace of a
healthcare facility shall be dispensed only forltineare facilities.

(6) Selected medicinal products may be sold onlgdimpetent vendors of selected medicinal
products operating in compliance with a speciahleggulatiod”. They may obtain selected
medicinal products only from a manufacturer wheredpcts manufactured thereby are
concerned, or from a distributor and they may stbesn for the purposes of sale under the
conditions established by the manufacturer of tiedininal products.

(7) Operators dispensing medicinal products putst@arparagraph 2 shall be obliged to
provide information about correct use and storadgthe medicinal product; persons referred
to in paragraph 6 shall fulfil this obligation blget sale of a medicinal product containing a
package leaflet.

3 Section 88a of Act No 258/2000 Coll., as amendeddt No 320/2002 Coll.

) Act No 455/1991 Coll., as amended.

Section 83
Dispensing of medicinal productsin a pharmacy

(1) An operator authorised to dispense medicinatlpets shall dispense a medicinal product
prescribed by a doctor or the requested medicinadlyct which is not subject to medical
prescription; the implementing legal regulatiompsltates the record-keeping of dispensing,
the provision of information about dispensed meditproducts and method of dispensing.

(2) If the prescribing doctor indicates on the neatlprescription that he or she insists on the
dispensing of the specifically prescribed medicipabduct, the operator authorised to
dispense medicinal products in compliance with i8ed82, paragraph 2 may dispense only
the specifically prescribed medicinal product. they cases he or she shall inform the patient
about alternative options for the dispensed medi@roduct and may, with the consent of the
patient, replace the prescribed medicinal produttt another one which is identical in terms
of its efficacy and safety, contains the same acBubstance with the same route of
administration and the same pharmaceutical forrpld@ement of a medicinal product for the
purposes of its reimbursement may be stipulatethbyact on public health insurance. The



implementing legal regulation stipulates the methafd dispensing and indicating the
possibility for replacing the medicinal product wveinother one on the medical prescription.

(3) Where the pharmacist does not have the medlipmoduct prescribed by the doctor at his
or her disposal and its immediate dispensing ies&ary, he or she shall dispense another
medicinal product of adequate therapeutic properyibich is available. The implementing
legal regulation stipulates the cases where imnediapensing is necessary and the scope of
replacement of the prescribed medicinal product.

(4) Where doubts arise in respect of credibilitytiof medical prescription, the medicinal
product may not be dispensed; and if these dowtisat be eliminated after verification with
the prescribing medical doctor either, the mattesinbe referred to the Police of the Czech
Republic without unnecessary delay. A medicinadpiet subject to medical prescription may
be dispensed also to a person other than the onehfom it has been prescribed. Where,
however, the pharmacist is in doubt as to whetheperson to whom he or she dispenses the
product is able to guarantee proper use of the ecmadiproduct or may possibly abuse it, the
pharmacist shall not dispense the medicinal prodAcpharmacist or a pharmaceutical
assistant shall not dispense a medicinal produttsabject to medical prescription in the
event of suspected abuse of the medicinal produtterned, either.

(5) An operator of a pharmacy shall be, moreovieliged to:

a) ensure in the dispensing of a medicinal proguescribed by a doctor that the dispensing
of each medicinal product referred to in Section g&agraph 1 (a) and (b) is documented
using a code allocated to the medicinal produdhieyinstitute or the Veterinary Institute or if
no code has been allocated to a medicinal prodastg another unique identification mark;

b) comply with the principles of good pharmacy picstipulated by the implementing legal
regulation in the dispensing of medicinal productd record-keeping;

c¢) having received an order for mail-order dispegsvhere applicable, forthwith inform the
ordering party of the fact that the medicinal pratdmay not be delivered via mail order,
unless a pharmacy engaged in mail-order dispemsicgncerned.

Section 84
General principles governing mail-order dispensing

(1) A mail-order dispensing of medicinal producterginafter referred to as “mail-order
dispensing”) shall mean the dispensing of medicipedducts on the basis of orders
employing mail-order method. Offering medicinal gueats for the purposes of their mail-
order dispensing and receiving of orders from pesgbereinafter referred to as the “ordering
party”) for the realisation of mail-order dispergishall be considered part of the mail-order
dispensing.

(2) Mail-order dispensing, including abroad, may dmnducted only by an operator of a
pharmacy (hereinafter referred to as a “pharmacy engagedsiitorder dispensing”).

(3) A pharmacy engaged in mail-order dispensingdl lesobliged to notify the Institute of the
commencement, suspension and termination of mdéradispensing no later than within 15
days of the date when this situation has occurfidte implementing legal regulation
stipulates the scope of data and method of natidica

Section 85



Obligations of a pharmacy engaged in mail-order dispensing

(1) The object of mail-order dispensing may only medicinal products authorised in
compliance with Section 25, paragraph 1, whoseedising, according to the marketing
authorisation, is not subject to medical presasiptiThe implementing legal regulation
stipulates the method of ensuring mail-order dispen

(2) A pharmacy engaged in mail-order dispensindj lesobliged to:

a) publish information about mail-order dispensimggdicinal products on offer, their prices
and costs associated with the mail-order dispensingere publication of the offer shall not
be considered advertising pursuant to a special kegulation™;

b) organise the packaging and transport of consegrtsncontaining medicinal products to be
delivered to the ordering party in a manner safetjong that the quality of medicinal products
is maintained; a pharmacy engaged in mail-ordepedising shall be responsible for the
guality of medicinal products, even where it coctseout the transport of medicinal products
with another person;

C) ensure that consignments are sent to the oglparty no later than within 48 hours of the
receipt of the order to ensure that they are dedivé¢o the ordering party within the maximum
of three days of the receipt of the order, or tin&t ordering party is notified within the
maximum of three days of the receipt of the ordat the consignment cannot be provided
within this timeline;

d) safeguard an information service provided byharmacist or a pharmaceutical assistant
within predefined hours of operation; this informatservice shall also serve for the purposes
of ensuring the collection and handover of infororaton suspected adverse reactions to
medicinal products notified thereto;

e) ensure the possibility to return queried medicproducts in a manner which will not incur
any costs to the ordering party; medicinal proslgttall become unusable pharmaceuticals
and their removal pursuant to Sections 88 and 8& imeiorganised.

Section 86
Mail-order dispensing abroad

(1) Medicinal products intended for supplies abrozay be labelled in the official language
of the country where they are supplied to. The en@nting legal regulation stipulates the
method of handling medicinal products labelled anefgn languages as mentioned above,
including details concerning their obtaining andrage. The implementing legal regulation
furthermore stipulates the method of relabelingnadicinal products. Relabeling may be
organised only by the manufacturer of medicinabputs.

(2) Mail-order dispensing abroad shall be subjedhe provisions of Sections 84 and 85 with
the exception of the timelines governing the seg@nd supplying referred to in Section 85,
paragraph 2 (c).

Section 87
Mail-order dispensing into the Czech Republic

(1) Mail-order dispensing into the Czech Republiaynbe organised only from the Member
States.

Mail-order dispensing shall be permissible onlyrfwedicinal products:

a) authorised pursuant to Section 25, paragraph 1;



b) authorised in the Member State from which thd-oraer dispensing is conducted;

c) the dispensing of which in the Czech Republicni, pursuant to their marketing
authorisation, subject to medical prescription; and

d) supplied in compliance with the terms and coodg of marketing authorisation issued in
the Czech Republic or with the terms and conditionsarketing authorisation pursuant to a
directly applicable Community regulatihy upon request of the individual patient, the
medicinal product may be supplied in the quantitgquate to the patient's personal need with
labelling and package leaflet in a language othan ICzech.

(2) The provisions of Section 85, paragraph 2 (iglisbe applicable to the packaging of
medicinal products referred to in paragraph 1.

(3) The person ensuring mail-order dispensing thi® Czech Republic from the Member
States shall be obliged to notify the Instituteagivance of the commencement of the mail-
order dispensing, to evidence his/her authoritglispense medicinal products to the public in
another Member State and to provide data necefmacgoperation therewith.

Part 3
Disposal of pharmaceuticals

Section 88

(1) Pharmaceuticals of inadequate quality, withimdoshelf-life, stored or prepared under
other than prescribed conditions, obviously damagednused (hereinafter referred to as
“unusable pharmaceuticals”) must be disposed aluding their packaging, in a manner
preventing any jeopardy to the life and healthedgle or animals or the environment.

(2) Handling of unusable pharmaceuticals is sulifethhe procedures applicable to hazardous
waste management, including their documentatiosyant to a special legal regulati®n
Unusable transfusion products shall be disposeaisofvaste, the collection and disposal of
which are governed by special requirements witlam¢p the prevention of infectiofis

(3) Disposal of unusable pharmaceuticals shalldséopned by legal or natural persons on the
basis of an approval granted by the regional aityhof the delegated jurisdictiof or, in the
case of radiopharmaceuticals, by the State OfficeNfuclear Safety. The authority which has
granted the approval shall inform of the approkal Ministry of Health in the case of a human
pharmaceutical or the Ministry of Agriculture inetltase of a veterinary pharmaceutical. The
information provided shall include also the namehef technical equipment for the disposal of
unusable pharmaceuticals operated by the legaltarai person in question.

(4) Persons referred to in paragraph 3 shall bégetlto maintain and keep records of
disposed-of unusable pharmaceuticals in compliaitespecial legal regulatiofrd

) Decree No 383/2001 Coll., as amended by Decre&L2005 Coll.
Decree No 381/2001 Coll., on the Waste List, asralad by Decree No503/2004 Coll.

Section 89

(1) Operators shall be obliged to hand over unespbarmaceuticals to the persons referred to
in Section 88, paragraph 3.



(2) A pharmacy shall be obliged to accept unusabl@rmaceuticals from natural persons.
Costs incurred by the pharmacy in association thigthand-over of unusable pharmaceuticals to
the persons referred to in Section 88, paragraphn@® with the disposal of unusable
pharmaceuticals conducted by the latter shall beered by regional authorities in their
delegated jurisdiction.

TitleV
PHARMACOVIGILANCE

Phar macovigilance of medicinal productsfor human use
Section 90

(1) A medical doctor, a dentist or, where applieabh pharmacist or other healthcare
professiond’ who has noticed a suspected serious or unexpadtetse reaction and other
facts that might affect the health of the treateispns in association with the use of a
medicinal product shall be obliged to:

a) forthwith report these facts to the Instituteere when the medicinal product has not been
used in compliance with the summary of the produtisracteristics or when it has been
abused,

b) cooperate in the verification of facts assodavdth suspected serious or unexpected
adverse reaction and provide access to documemtatio the Institute, including
documentation containing personal data; the Irstshall handle the data in compliance with
the conditions stipulated by special legal regata?.

(2) A doctor, dentist or, if applicable, a pharnsadr other healthcare professidiahandling
medicinal products in the provision of health cahall be obliged, when using medicinal
products, to observe the conditions of the risk ag@ment system approved by the Institute
as part of the marketing authorisation of the come# medicinal product or a variation
thereto or approved as part of a procedure purstmamt directly applicable Community
regulatiorf®.

(3) In order to monitor the safety of medicinal gwmots and to adopt decisions consistent with
the actions of other Member States and of the Comityjuthe Institute shall operate a
pharmacovigilance system ensuring the collectionregdorts as well as other available
information relevant to surveillance of medicinalogucts, in particular about adverse
reactions to medicinal products under normal caomust of use, their scientific evaluation,
and shall do so, if necessary, in cooperation with competent authorities of the Member
States. For the evaluation of reports the Instisltall avail of information obtained as per
Section 77, paragraph 1 (f). Within the scope & fystem, any available information about
incorrect use and abuse of medicinal products, kiriay affect their risk-benefit assessment,
shall be also taken into account. The Institutellseasure the communication of the
information collected within the pharmacovigilareyestem to other Member States and to the
Agency in compliance with Commission and Agencydguace.



(4) Information about improper use or abuse of wiadi products which is available to state
authorities other than the Institute shall be medifby the competent authorities to this
Institute.

Section 91

(1) The marketing authorisation holder shall hagen@nently and continuously at his or her
disposal the services of a person responsible Hiarrpacovigilance holding a degree in an
accredited masters study programme in general inedar pharmacy’, or a person with
another adequate university qualification (herdarafeferred to as the “person responsible
for pharmacovigilance”). The marketing authorisatimlder must provide to this person any
necessary authorisations and resources and fortlamit information relevant to the safety of
medicinal products.

(2) The person responsible for pharmacovigilancstrba residing or establistHébwithin the
territory of the Czech Republic or any of the Mem&tates and shall be responsible to ensure
the following:

a) the development and maintenance of a systemriegsthat information about any
suspected adverse reactions notified to the emeopé the marketing authorisation holder
and to sales representatives are collected andiadedl in a manner allowing for access at
least at one site within the Community;

b) the preparation of reports referred to in Seca, paragraph 7 for the Institute and for the
competent authorities of the Member States; Comamsand Agency guidance and the
implementing legal regulation stipulate the scopéata to be provided in these reports;

c) full and speedy response to the request of iisétute for the provision of additional
information necessary for the assessment of risih @enefits of the medicinal product,
including the provision of information about thelwme of supplies or prescriptions of the
concerned medicinal product; such information shwl provided also to the competent
authorities of the Community and of the Member &at

d) provision of other information relevant to theakiation of the risks and benefits of the
medicinal product to the Institute and to the cotapeauthorities of the Community, where
applicable, including relevant information on nortervention safety studies.

(3) The marketing authorisation holder shall beg#al to forthwith inform the Institute about
any change of the person responsible for pharmgitance.

Section 92

(1) The marketing authorisation holder must mamtdetailed records of all suspected
adverse reactions occurring in the Community oa ithird country and shall electronically
forward the information in compliance with the gamdte issued by the Commission and by
the Agency. In exceptional and properly justifeabes the Institute may, upon request of the
marketing authorisation holder, approve the comwgation of such information by the
marketing authorisation holder in a manner esthbisby a guideline published in the
information media of the Institute.

(2) The marketing authorisation holder must recand report to the Institute all suspected
serious adverse reactions brought to his or hentin by the healthcare professionals in the
Czech Republic, no later than 15 days followingréeeipt of the information.



(3) The marketing authorisation holder must recardl report to the Institute all other

suspected serious adverse reactions besides #fesesd to in paragraph 2, brought to his or
her attention, if they meet the reporting criteg&tablished by the Commission and Agency
guidance and have occurred in the Czech Repuldiigter than 15 days following the receipt
of the information.

(4) The marketing authorisation holder shall ensina all suspected serious unexpected
adverse reactions and any suspected transmissioigfegtion agents by the medicinal

product occurring in the territory of a third comntare reported in accordance with

Commission and Agency guidance so that they ardasla to the Agency and to the

competent authorities of the Member States whegentkdicinal product is authorised, no
later than 15 days following the receipt of theonmfiation.

(5) Suspicions referred to in paragraphs 2 to 4l flismcommunicated electronically; under
exceptional circumstances, when reporting cannatdmelucted in this manner, Commission
and Agency guidance shall be followed. When natiflyia suspicion, internationally
recognised medical terminology shall be used purtsiseCommission and Agency guidance.

(6) For medicinal products which have been autledrisy the Member States on the basis of
an opinion of the Committee issued before Januarg9®5 in compliance with the
Community regulatio? or to which mutual recognition procedures havenbegplied
pursuant to Section 41, and medicinal productgested to the review proceddré the
marketing authorisation holder shall furthermoresuera that all suspected serious adverse
effects occurring within the Community are reporiedthe format and within timelines
agreed with the Reference Member State or withcthrapetent authority representing the
Reference Member State ensuring availability thiet@ohe Reference Member State. Where
the reference Member State is the Czech Repubtictia® Institute acts as the competent
authority of the Reference Member State, it shafthermore analyse and monitor such
adverse reactions.

(7) Unless the marketing authorisation stipulatélseio obligations as per Section 32,
paragraph 3 or 4, the marketing authorisation hosdall submit to the Institute Periodic
Safety Update Reports, either forthwith upon retjoesat least every six months following
the marketing authorisation until the placing om tmarket. The Periodic Safety Update
Reports shall be also submitted forthwith upon estjor at least every six months, in the
first two years following the initial placing ohé market and once a year in the following
two years. . Thereafter these reports shall be gtdmimat three-year intervals or forthwith
upon request of the Institute. The Periodic Safé¢ylate Reports shall contain a scientific
evaluation of the risk-benefit ratio of the medadiproduct. For the purposes of cooperation
within the Community, the Institute may change dla¢es and periods of submission of these
reports.

(8) The marketing authorisation holder shall subthi# Periodic Safety Update Reports
referred to in paragraph 7 also to the competettioaities of the Community and of the
Member States in compliance with Commission andnageyuidance.

(9) After a marketing authorisation is issued, tioéder thereof may request a change to the
timelines referred to in paragraph 7 by means ofpplication for variation to marketing
authorisation.



(10) The marketing authorisation holder must nacldise to the public any information
concerning pharmacovigilance in respect of his augbd medicinal product without
informing the Institute in advance or at the samet The marketing authorisation holder
must ensure that such information is provided im@niased manner.

(11) The marketing authorisation holder must kebp tocumentation pertaining to

pharmacovigilance for the minimum period of ten rgeaexcept for the documentation

specified under a special legal regulatidriThe implementing legal regulation stipulates the
scope and method of maintaining and keeping records

(12) The marketing authorisation holder shall bkgald to inform the Institute in advance of

the commencement of a non-intervention study inGhech Republic, and, furthermore, of its
termination. The implementing legal regulation gkgtes the scope and method of provision
of information to the Institute.

Section 93

(1) Reports of suspected serious adverse reaabioriaring in the Czech Republic shall be
provided by the Institute using the Community networ data processing to the Agency and
to the competent authorities of other Member Statelater than within 15 days of obtaining
such report.

(2) The Institute shall ensure that reports of satgd serious adverse reactions occurring in
the territory of the Czech Republic are providedht marketing authorisation holder no later
than within 15 days of obtaining such report.

(3) If the Institute, with a view to the evaluati@h pharmacovigilance data, considers it
necessary to suspend, revoke or vary the markatittgprisation, it shall forthwith inform the
Agency, the competent authorities of other Memb&teS and the holder of marketing
authorisation. If it is necessary for the protettad public health to adopt an urgent measure,
the Institute may suspend the marketing authoasaif the medicinal product and inform the
Agency, the Commission and the competent authsrifeother Member States to this effect
no later than on the following working day. Thetinge shall, furthermore, adopt temporary
measures if required by the Commission.

(4) The Institute shall prohibit the dispensingaahedicinal product or its use or shall order a
recall of the medicinal product from the market, if

a) it is evidenced that the medicinal product isiifal under normal conditions of use;

b) the medicinal product lacks therapeutic efficacy

c) the risk-benefit ratio of the medicinal produgstunfavourable when the product is used
under the conditions specified in the marketindhatisation;

d) the qualitative and quantitative compositiortled medicinal product does not correspond
to the declared one;

e) controls of the finished medicinal product @ ¢omponents and intermediate product in-
process controls have not been performed; or

f) an obligation implied by the manufacturing autbation has been breached.

Repeal from the decision to prohibit the dispengingise of a medicinal product or from an

order to recall the medicinal product from the nedghall have no suspensive effect.

Phar macovigilance of veterinary medicinal products



Section 94

(1) A veterinarian shall forthwith report to the rketing authorisation holder of the medicinal
product or to the Veterinary Institute the occucerof a serious adverse reaction to a
medicinal product, unexpected adverse reaction needicinal product or a human adverse
reaction occurring in association with this medatiproduct, even when the veterinary
medicinal product has not been used in accordante tive summary of the product
characteristics or has been used incorrectly osedhuin the event of a serious breach of this
obligation the Veterinary Institute may decideraespect of the concerned veterinarian, on the
suspension of prescribing, dispensing, and use ediecmal products in the delivery of
veterinary care. The Veterinary Institute shallomfi the operator about such measure. The
Veterinary Institute shall forward the decision ttee Veterinary Chamb&, which shall
consider the case in compliance with its intermgutations. The Veterinary Chamber shall
inform the Veterinary Institute about the resultst® consideration. The Veterinary Institute
shall revoke the decision about the suspension rescpibing, dispensing, and use of
medicinal products in the delivery of veterinaryecanmediately after the receipt of the result
of the consideration of the matter from the VetanynChamber.

(2) In order to adopt decisions consistent with nieasures adopted in the Community, the
Veterinary Institute shall operate a pharmacovigiasystem to collect information relevant
to the monitoring of the properties of medicinabgucts and adverse reactions thereto
occurring in association with the medicinal produst animals and in man, and to their
expert evaluation.

(3) The evaluation referred to in paragraph 2 shallconducted by the Veterinary Institute
with regard to the data about the quantities ohtleelicinal product placed on the market.

(4) The veterinary Institute shall ensure commumca of information referred to in
paragraph 2 to other Member States and to the Agascwell as their recording in the
database established pursuant to a directly afppéic@ommunity regulatid® in compliance
with Commission and Agency guidance.

(5) The pharmacovigilance system referred to imgaph 2 must, furthermore, take into
account information about other aspects of advesaetions to medicinal products which
may influence their evaluation in terms of beneditsl risks, particularly information about:

a) inadequate efficacy of medicinal products;

b) off-label use of medicinal products;

c) adequacy of withdrawal periods of medicinal jad;

d) possible risks implied by medicinal productsttoe environment.

(6) Information referred to in paragraphs 2 andh&@lise evaluated by the Veterinary Institute
in compliance with the rules and requirements dréveneby in compliance with the rules and
requirements effective in the Community and pulgcstby the Veterinary Institute in its
information media.

8 Act No 381/1991 Coll., on the Veterinary Chamizaramended.

Section 95



(1) The marketing authorisation holder must havena@ently and continuously at his or her
disposal the services of a person holding a deigree accredited masters study programme
in veterinary medicin® or in an accredited masters study programme iarivetry hygiene
and ecology or in an accredited masters study progre in pharmacéy, or of a person with
other adequate qualifications, where applicablee Tiarketing authorisation holder must
provide to this person any necessary authorisatiamd resources and forthwith any
information relevant to the safety of medicinalgwots.

(2) The person responsible for pharmacovigilanéermed to in paragraph 1 must reside or be
establishet!) in the Community and must fulfil the obligations ithe sphere of
pharmacovigilance pursuant to Section 91, paragedidewise.

(3) The marketing authorisation holder shall beigdal to forthwith inform the Veterinary
Institute about any change of the person respangdsl pharmacovigilance referred to in
paragraph 1.

Section 96

(1) The marketing authorisation holder must mamtdetailed records of all suspected
adverse reactions occurring in the Community oa itinird country and associated with the
medicinal product and shall electronically forwdah® information in compliance with the
guidance compiled by the Commission and by the Agen In exceptional cases the
Veterinary Institute may, upon request of the mtankeauthorisation holder, approve the
communication of such information by the marketaughorisation holder in another manner.

(2) The marketing authorisation holder shall bagsal to record and report to the Veterinary
Institute within the period of 15 days all casessafpected serious adverse reactions and
human adverse reactions associated with the matligroduct occurring in the Czech
Republic brought to his or her attention or for @vhit may be expected that they should have
been brought to his or her attention.

(3) The marketing authorisation holder shall begdal to report all cases of suspected serious
unexpected adverse reactions and human adverseonsaassociated with the medicinal
product and, furthermore, suspected transmissioangf infection agent by the medicinal
product referred to in Section 92, paragraph 4nike.

(4) For medicinal products which have been autledrisy the Member States on the basis of
an opinion of the Veterinary Committee issued beftanuary 1 1995 in compliance with the
Community regulatio? or to which mutual recognition procedures havenbegplied
pursuant to Section 41, and medicinal productsestiggi to the review proceddie

the provisions of Section 92, paragraph 6 shiediwise apply to the reporting of suspected
adverse reactions.

(5) Unless stipulated otherwise by the marketinthausation of the medicinal product, the
marketing authorisation holder submits to the Metey Institute Periodic Safety Update
Reports containing records pursuant to paragrajpb<1

a) forthwith upon request of this institute; or

b) in periodic intervals as follows:

1. every six moths following marketing authorisatiantil the medicinal product is first
placed on the market in the Czech Republic,



2. following the initial placing of the medicinatgruct on the market in the Czech Republic,
every six months for the period of the first twoay® once a year for the period of the
following two years; and thereafter at three-yedernvals;

The Periodic Safety Update Reports must contairexpert evaluation of the risks and
benefits of the medicinal product.

(6) The marketing authorisation holder shall subthi# Periodic Safety Update Reports
referred to in paragraph 5 pursuant to Sectiorp@agraph 8 likewise.

(7) Following the issue of the marketing author@athe marketing authorisation holder may
apply for a change to the intervals of submissiérthe Periodic Safety Update Reports
referred to in paragraph 5.

(8) The marketing authorisation holder must noftcldse to the public any information

concerning pharmacovigilance in respect of his @ugbd medicinal product without

informing, in advance or at the same time, the Nedey Institute and, where applicable, the
competent authorities of the Member States or ef @ommunity. Where the marketing

authorisation holder publishes information conaggnpharmacovigilance, he or she must
ensure that such information is communicated inrgrased manner.

Section 97

(1) The Veterinary Institute shall ensure that tleports on suspected serious adverse
reactions and human adverse reactions associatiedhsiuse of the product occurring within
the territory of the Czech Republic are, in comma with Commission and Agency
guidance, forwarded to the Agency and to other Mamfktates within 15 days of receipt
thereof by this institute; for this purpose the &fatary Institute shall use an electronic
network established by the Agency in cooperatiothwihe Member States and with the
Commission. Where such report is provided to theeeary Institute by a person other than
the marketing authorisation holder, the Veterinlstitute shall ensure that the marketing
authorisation holder is informed about this repeithin the maximum period of 15 days of
receipt of the report by the Veterinary Institute.

(2) In veterinary product pharmacovigilance repwtihe marketing authorisation holders
must use the internationally recognised veterimaggical terminology.

(3) Where the Veterinary Institute, with a viewth® evaluation of pharmacovigilance data,
considers it necessary to suspend, revoke or cheanggrketing authorisation, it shall proceed
in compliance with Section 93, paragraph 3 likewise

(4) The Veterinary Institute shall prohibit the pesising or use of a veterinary medicinal
product or shall order a recall of the veterinamgdiginal product from the market:

a) under the conditions stipulated in Section @8agraph 4; or

b) if the withdrawal period is insufficient to emsuthat the food obtained from animals to
whom the veterinary medicinal product has been astered does not contain residues that
might present a risk to the health of the consumer.

(5) Repeal from a decision to prohibit the dispegr use of a veterinary medicinal product
or from an order to recall the veterinary medicipadbduct from the market shall have no
suspensory effect.



TITLE VI
PROVIDING INFORMATION, SURVEILLANCE ACTIVITIES, MEASURES AND
SANCTIONS

Part 1
Providing information, surveillance activities and adopted measures

Section 98

Ensuring provision of information about defects miarmaceuticals and about adverse
reactions to medicinal products

(1) In the case of a jeopardy to public healthhe health of animals or a jeopardy to the
environment presented by the effects of pharmacasatithe Institute or the Veterinary
Institute shall provide information about the suspen of the use of the pharmaceutical,
suspension of its marketing, prohibited dispensirsg, or manufacture thereof, recall from the
market or revocation and suspension of marketirthasisation in a manner allowing for
remote access, and in serious cases which canm®ldnged, also by means of mass media of
communicatioh” to healthcare facilities and persons deliveringrieary care.

(2) Where the Institute or the Veterinary Institdensiders the measures adopted by an
operator pursuant to Section 23, paragraph 1 (d)yothe marketing authorisation holder
pursuant to Section 33, paragraph 3 (c) insufiicie terms of ensuring the protection of life
and health of human beings or animals, it shallgbe information referred to in paragraph 1
as well as any other information essential for theake facilities or for persons delivering
veterinary care, where applicable, in a mannerwatlg for remote access to regional
authorities, and, where the Veterinary Institutenislved, also to veterinary administrations.
The regional authorities and, where relevant, wehey administrations shall be obliged to
forthwith forward the information obtained to héaire and veterinary facilities within the
scope of their jurisdiction, unless the Institutetiee Veterinary Institute has already done so
pursuant to paragraph 1. Concurrently, the Ingtitutthe Veterinary Institute shall likewise
provide this information to distributors who shiadl obliged to forward it pursuant to Section
77, paragraph 1 (d) without any delay to the pessupplied thereby.

M E.g. Act No 231/2001 Coll., on the Operation ofiRaand Television Broadcasting and on Amendmemts t
Other Acts, as amended.

Section 99
Published data, data accessibleto the public, and data protection

(2) In their respective information media, the ingé or the Veterinary Institute shall publish:
a) information about major adverse reactions to iome@l products and defects of
pharmaceuticals or excipients and urgent safetysores;

b) information about revocations and suspensionmaifketing authorisation of medicinal
products;

c) a list of medicinal products authorised in thee€h Republic and within the Community,
distinguishing whether these are medicinal prodtleesdispensing of which is restricted to
medical prescription, medicinal products which mbg dispensed without medical



prescription or selected medicinal products, enguavailability of relevant summaries of the
product characteristics and package leaflets;

d) consumptions of medicinal products classifiedtly active substance contained therein,
and by the route of administration;

e) a list of

1. holders of authorisations to engage in an dgtivssued by the Institute or the Veterinary
Institute, specifying the scope of activities of toncerned operators,

2. distributors referred to in Section 75, parabrdp

3. persons referred to in Section 77, paragra),5téms 1 to 3,

4. pharmacies, pointing out pharmacies engagedialsaeail-order dispensing and a list of
persons engaged in mail-order dispensing from MerStases to the Czech Republic,

5. holders of certificates of good laboratory piat

6. holders of certificates of manufacturers of raaterials,

7. ethics committees,

8. non-intervention studies;

f) information on:

1. therapeutic programmes approved by the Minstiiealth,

2. clinical trials which have received a permissiorcommence in the Czech Republic, with
the exception of bioequivalence studies and studiese the active substance is administered
to man for the first time,

3. granted authorisation for parallel import of nogtal products,

4. new requirements of the European Pharmacopoeia,

g) information on imposed penalties;

h) suspension or termination of marketing of a miedi product in the Czech Republic with
significant impact upon the delivery of health gare

i) decisions on the expiry of distribution authatisns;

J) criteria for the classification of medicinal ghacts for dispensing taking into account the
active substance, the maximum individual dose, thaximum daily dose, strength,
pharmaceutical form, types of packaging of the miedl products or other circumstances of
use of the medicinal product;

k) a list of exemptions from marketing authorisatgranted to veterinary medicinal products;
[) data relevant to the conditions of use of immuogal veterinary medicinal products
pursuant to Section 47, paragraph 1;

m) detailed guidance on the collection, verificat@and format of adverse event or reaction
reports together with decoding procedures whermseunexpected adverse reactions are
concerned;

n) an annual report on its activities.

(2) The Institute or the Veterinary Institute shallithin the scope of their jurisdiction,
provide upon request access to:

a) information about issued authorisations to eaga@n activity and certificates unless these
have been published as referred to in paragraph 1;

b) assessment reports for medicinal products, with exception of data constituting a
business secret pursuant to special legal rego&tip

c) information about marketing authorisations, atwoins thereto, renewals of marketing
authorisations, transfers of marketing authorisestioexpiry of marketing authorisations,
adoptions of marketing authorisations, parallel ampand conclusions of further
administrative and other procedures referred thisAct;

d) information about the course of individual adistirative procedures and other procedures
referred to in this Act, including information ali@uspensions of procedures; in these cases



the Institute or the Veterinary Institute shall raakis information available to the public after
the completion of the concerned procedure;

e) summary information about prices and quantitesidividual medicinal products which
have been distributed to healthcare facilities @rpersons delivering veterinary care or
dispensed pursuant to Section 82 to an operatboased to dispense medicinal products;

f) information from the pharmacovigilance systend aelevant to heamovigilance, where the
Institute shall, having regard to the qualificatmiithe applicant and the purpose of use of the
information, assess the scope of information tophmvided and may in the provision of
information establish the conditions governing fisther use in compliance with
Commission and Agency guidance;

g) information about active risk management prognas of individual medicinal products;

h) its working procedures and organisational dogus)e

i) information about which clinical trials and spfex therapeutic programmes are active or
have been terminated early.

The Institute or the Veterinary Institute may afdblish the information referred to in this
paragraph in its respective information media.

(3) Data submitted within the scope of the marlgetiathorisation procedure for a medicinal
product must not be made available to other pergath®ut the approval of the applicant for
marketing authorisation. The fact that an applosatfor marketing authorisation of a
medicinal product has been submitted to the Institar the Veterinary Institute may be
published before the completion of the procedurly dinapproved by the applicant for
marketing authorisation. Data specified in the mating authorisation of the medicinal
product and annexes thereto may be published insbdpe without the approval of the
marketing authorisation holder. Furthermore, miauté meetings may be published if a
decision regarding an application for marketinghausation of a medicinal product has been
issued on the basis thereof, together with sudsid®&; where a vote has been taken, also
with the results of such vote, including a speatiien of an opinion diverging from the
opinion of the majority, and the assessment refayrthe medicinal product unless these
documents contain data referred to in special leggiilations®. Assessment reports for the
medicinal product shall be published in the Czechrmlish language.

(4) The publication or provision of safety inforrnwmat with a serious impact on the health or
life of persons or animals in the public interest ioformation about consumptions of
medicinal products referred to in paragraph 1 fdilsnot be considered a breach of business
secret pursuant to special legal regulatidns

(5) Data provided to the Institute by distributguarsuant to Section 77, paragraph 1 (f) and
by operators authorised to dispense medicinal mtsdoursuant to Section 82, paragraph 3
(d) shall be made available and published followtimgjr processing in a manner preventing,
with regard to circumstances, any possible idewtifon of the person to whom the data
pertain to. Where such data contain personal datdy data shall be subject to protection in a
manner stipulated by a special K&t

Section 100
Exchange of information among the competent authorities of the Member States



(1) The Institute or the Veterinary Institute infos the competent authorities of the Member
States about achieving compliance with the requerd@sn governing manufacturing or
marketing authorisations of medicinal products.

(2) Upon request of a competent authority of a Menfbtate the Institute or the Veterinary
Institute shall disclose to this authority the @ms of the inspection report.

(3) If the Institute or the Veterinary Instituteshabtained a report referred to in paragraph 2
from a competent authority of a Member State, asebdhot agree with the conclusions of the
competent authority of the Member State where ¢ipent has been drawn, it shall inform this
authority about its reasons and, if necessary] stgliest further information. If necessary in
the case of seriously diverging opinions where ensas with the competent authority could
not be achieved, the concerned institute shalfinfthe Commission and the Agency.

(4) The Institute or the Veterinary Institute shalbtify the Agency of marketing
authorisations, declined or revoked marketing aughtions, repealed decisions on declining
or revoking a marketing authorisation, prohibitioh dispensing or recall of a medicinal
product from the market together with the reasohgkvform grounds of such decisions.

(5) The marketing authorisation holder shall bagda to forthwith notify the Member States
where the medicinal product is authorised or plasedhe market of measures adopted to
suspend the placement of the medicinal producthenmarket or to recall the medicinal
product from the market, specifying the reasonsctviorm grounds of such measure; the
Institute or the Veterinary Institute shall provitiés information to the Agency.

(6) The Institute or the Veterinary Institute shadtthwith provide information about the
measures referred to in paragraphs 4 and 5 whighaffiect public health protection in third
countries, to the World Health Organisation anthioAgency.

(7) The Institute shall provide to the competenthatities of other Member States
information pertaining to a serious adverse reacto serious adverse event or suspected
serious adverse reaction or suspected serious sdverent, to ensure that defective
transfusion products and raw materials for furtpesduction are recalled from use and
disposed of. If the Institute obtains such inforimatfrom the competent authorities of other
Member States, is shall proceed in compliance @éttion 13, paragraph 2 (c) or (e).

Section 101
I nspection activities

(1) The authorities performing state administratreferred to in Section 10 and inspectors
shall in the conduct of inspections pursuant te thit proceed in compliance with a special
legal regulatioff.

(2) Where a justified suspicion of illegal condas per this Act exists, the Institute or the
Veterinary Institute shall be authorised to:

a) take, against compensation, necessary samiphesdicinal products, starting materials or
intermediate products to assess their quality afeltys pursuant to this Act and to a special
legal regulatiof”; the Institute or the Veterinary Institute shaiimburse the taken samples in
the amount equal to the manufacturing or acquisitiosts, if the person suspected of illegal
conduct requests so in writing; where the medicpralduct, raw material or intermediate



product does not meet the requirements stipulatedhis Act and by a special legal
regulatiod® the eligibility for reimbursement shall be consité void and the Institute or the
Veterinary Institute shall be entitled to the refwf costs incurred,;

b) request from other state administration bodiks, Czech Police, and other persons the
provision of personal data necessary for the astabent of identity of persons reasonably
suspect of illegal conduct as per this Act in ortiecommence administrative proceedings
against these persons pursuant to this Act; thegutes shall handle these data in compliance
with special legal regulatioff§

c) to verify the identity of natural persons if th@rovide an oral explanatiét the
performance of this power shall be ensured by thtbasised staff of the Institute or the
Veterinary Institute;

d) use the necessary quantities of the taken mmadigroduct as per paragraph 4 (d) for
laboratory testing in order to verify the breacHan?.

(3) The Institute or the Veterinary Institute sherisure, by repeated inspections, and, where
applicable, by conducting laboratory tests of samplcompliance with the requirements
stipulated by legal regulations governing medicipralducts, active substances and excipients
pursuant to the guidance published by the Comnrisai@ the Agency. The Institute or the
Veterinary Institute shall also conduct inspectianthout prior notice or outside the territory
of the Czech Republic or upon request of anothembtr State, the Commission or the
Agency.

(4) Inspectors shall be empowered to inspect canpé with this Act at the premises of
operators and other persons handling pharmaceuticahddition to their rights implied by a
special legal regulatidﬁ’, inspectors in their inspection activities shalduthorised to:

a) conduct, also without prior notice, inspectiarfispremises, facilities and documentation
related to the activities governed by this Act,pexstions of laboratories authorised by the
manufacturing authorisation holder to perform gyationtrols pursuant to Section 64 (d),
and, furthermore, to inspect records and documasdsciated with the activities conducted
pursuant to Chapter Five hereof by marketing aightion holders themselves or by other
entities;

b) verify the identity of persons if these are itgpected persons, of their representatives, and
to verify these representatives” authorisationsdpresentation;

c) take samples of medicinal products, regardleksthe conditions governing their
dispensing, as well as samples of starting maserniadermediate products and packaging and
to subject these samples to laboratory testingyréimabursement of taken samples shall be
governed by the provisions of paragraph 2 (a) likeyw

d) in justified cases, particularly where deceitfabelling of a medicinal products is
concerned, temporarily impound the product; ttepactor shall inform the inspected person
of this action and shall provide it with an offici@cord of the adopted action specifying the
description and quantity of the impounded medicipedducts and reason therefor; this
official record shall form part of the inspectioaport; when the reasons for the action are
eliminated, the inspector shall return the impouhoiedicinal products in an uncompromised
condition to the inspected person or, if applicablell inform the inspected person without
unnecessary delay about the procedure referrenl Section 88; this shall not prejudice the
provisions of paragraph 2 (d); if it is evidencedhe course of the procedure referred to in a
special legal regulatidfl that the impounded medicinal products comply witke
requirements of this Act, the Institute or the Vetary Institute shall return the impounded
medicinal products in an uncompromised conditioth®inspected person; if it is evidenced
in the course of the procedure referred to in aiapéegal regulatiof?) that the impounded



medicinal products do not comply with the requiretseof this Act, the Institute or the
Veterinary Institute shall issue a decision on t¢beafiscation of the medicinal product; the
Institute or the Veterinary Institute shall be gblil to dispose of the confiscated medicinal
products pursuant to Section 88; this shall nojupiiee the provisions of paragraph 2 (d); for
the duration of the action and if a decision on ¢befiscation of the medicinal product is
adopted, the inspected person shall not be entleshy reimbursement of the impounded or
confiscated medicinal products; if a decision o tbnfiscation of the medicinal products is
adopted, the inspected person shall be obligeditoburse the costs incurred to the Institute
or the Veterinary Institute in respect of the sg@raf the impounded medicinal products and
disposal of the confiscated medicinal products;

e) take the medicinal products impounded as p@arléd) from the inspected person, if the
inspected person refuses to cooperate as necesisanyspector shall record this action and
this record shall form part of the inspection reépor

f) to invite other persons to participate in thegaction, if necessary for the assessment of
expert issues associated with the conduct of thpeietion; these persons shall be bound to
confidentiality in the same extéftas inspectors.

(5) In addition to the obligations stipulated bgecial legal regulatidf, inspected persons
shall be obliged to cooperate in an extent adeqoatee powers of the inspectors referred to
in paragraph 4.

(6) In their inspection activities, the inspectehall be, furthermore, authorised to:

a) suspend the validity of authorisations for pessto whom authorisations pursuant to this
Act have been issued;

b) where vendors of selected medicinal productscareerned, suspend their operation and
file a [é%tition with the Trades Licensing Office gaspend their trading or revoke their trade
licence™,

c) where inspections in the sphere of human phagoimals are concerned, suspend the
dispensation of the authorisation implied by theislen issued pursuant to special legal
regulation® and where inspections in the sphere of veteripgymaceuticals are concerned,
dispensation of the authorisation to engage inigpsed veterinary activities implied by an
authorisation therefor issued pursuant to a spéegial regulatioff”;

d) suspend the dispensing of transfusion producishlood bank or in a blood centre.

The decisions referred to in letters (a) to (d)llsba imposed within the scope of the
procedure on site pursuant to a special legal atiguf”. Such decision may be adopted only
if the inspected person has seriously breacheddhditions stipulated as binding in terms of
the authorisation to engage in an activity, thddriicense or a decision adopted pursuant to a
special legal regulatidi or has seriously breached its obligations stigdldty this Act.

(7) The costs incurred by authorities performingtestadministration pursuant to this Act in
respect of their inspection activities shall bemeirsed by the inspected person, if the
inspection has been carried out upon request datter, including cases where the inspection
takes place outside the territory of the Czech Ripu

(8) Where the Institute identifies shortcomingsespect of persons to whom it has granted a
certificate, it may revoke the validity of the ckctate issued thereby.

(9) If the Institute in its inspection finds outaththe operator conducting nonclinical safety
studies fails to comply with the principles of golathoratory practice in a way which may



compromise the validity of the conducted studi¢sshall inform the Commission. The
Institute shall not inspect compliance with thenpiples of good laboratory practice, if it has
been inspected by the competent authority of andthember State; in such a case the
Institute shall recognise the results of the inspacor shall proceed in compliance with
Section 100, paragraph 3. The list of operatorslaoting nonclinical safety studies who have
obtained their certificates as of December 31 oheazlendar year and a listing of inspections
for the previous calendar year shall be submitiethb Institute to the Commission by March
31 at the latest.

™ Act No 552/1991 Coll., on State Supervision, agaded.

™ Act No 102/2001 Coll., on General Safety of Pradwmnd Amendments to Some Acts (Act on GeneraltBafe
of Products), as amended.

80) gection 137 of Act No. 500/2004 Coll., the Admirasive Code.

81) Section 143 of Act No. 500/2004 Coll., the Admirasive Code.

Section 102
Batch release

(1) The Institute, or where products referred tolatier (f) are concerned, the Veterinary
Institute may require, if this is considered neaegswith respect to public health, the
marketing authorisation holder of:

a) live vaccines;

b) immunological medicinal products used in thenany immunisation of children or other
risk groups;

¢) immunological medicinal products used in pubkalth immunisation programmes;

d) new immunological medicinal products or immumpbal medicinal products
manufactured using new or altered kinds of techgytor those which are new for a particular
manufacturer, during a transitional period;

e) blood derivatives; or

f) veterinary immunological medicinal products

to submit, prior to the placing on the market, seamf each batch of the bulk or finished
medicinal product for examination by the Institotehe Veterinary Institute, which may also
commission the examination to the laboratorieshoftlaer person.

(2) Where the provisions of paragraph 1 apply d&ddatch concerned has been previously
examined by the competent authority of another MamBtate and declared it to be in
conformity with the approved specifications, thestitute or the Veterinary Institute shall
avail of these conclusions.

(3) Where the Veterinary Institute, having studiled conclusions of the authority of another
Member State does not agree therewith, it may tefiea examinations providing that it

informs the Commission thereof and provides a propason therefor constituting of existing
differences.

(4) The Institute or the Veterinary Institute shatisure that the examination of samples is
carried out within 60 days of their receipt; inustjfiable case the Veterinary Institute may
exceed the examination time limit by a necessamyoge providing it has informed the
Commission to this effect. The Institute or the &fetary Institute shall inform the marketing



authorisation holder of the medicinal product iresfion about the results of the examination
referred to in paragraph 1 within the timelinesfeeth in sentence one.

Part 2
Administrative delicts

Section 103

(1) A legal person or a natural person who is a@repreneur shall commit an administrative
offence by:

a) handling pharmaceuticals without authorisatiapproval, marketing authorisation or
consent in a case where the Act or a directly apple Community regulation requires an
authorisation, approval, marketing authorisatiocarsent to handle pharmaceuticals;

b) places on the market a medicinal product subjetd mandatory marketing authorisation
pursuant to Section 25 or to marketing authorisatim Community centralised procedure
pursuant to a directly applicable Community regatgf”, if no such marketing authorisation
has been granted to this product, or places omér&et such medicinal product contrary to
the conditions established by the marketing ausiation.

(2) A legal person or natural person who is anegmmaneur referred to in Section 24,
paragraph 1 shall commit an administrative offebgamporting or exporting a transfusion
product or plasma contrary to Section 24, paragaph fails to inform about the realisation
of import from a third country or about the realisa of export to a third country pursuant to
Section 24, paragraph 7.

(3) A legal person or natural person who is anegméneur shall commit an administrative
offence by failing, as the marketing authorisatimder of a medicinal product authorised via
Community centralised procedure, to:

a) submit to the Institute or the Veterinary Inggt new information which might result in a
change to the data or documentation of the condemealicinal product;

b) inform the Institute or the Veterinary Institwbout a prohibition or restriction imposed by
the competent authorities of any country wherentleelicinal product in question is marketed,
or about any other new information which might efféhe risk-benefit assessment of the
concerned medicinal product;

c) comply with another obligation stipulated byieedtly applicable Community regulatith
governing the sphere of manufacture or pharmadavige other than those referred to in
letters (a) and (b).

(4) A legal person or natural person who is anegmaneur shall commit an administrative
offence by:

a) keeping, contrary to Section 78, paragraph istamces that have anabolic, anti-infectious,
anti-parasitic, anti-inflammatory or hormonal etfeor dependency-producing substances or
precursors and which may be used in the manufaofureterinary medicinal products;

b) failing, as a person referred to in Sectionpgé8agraph 2 to file a notice contrary to Section
78, paragraph 2 or failing to maintain or keep rdsaontrary to Section 78, paragraph 4;

c) preparing a medicinal product without being auded to pursuant to Section 79,
paragraph 2; or

d) dispensing or selling a medicinal product withbeing the person authorised therefor
pursuant to Section 82, paragraph 2 or 6.



(5) A legal person or a natural person who is aneereneur shall, as the person handling
pharmaceuticals, commit an administrative offenge b

a) handling medicinal products contrary to Seclipparagraph 1 (b);

b) using, in the delivery of health care, a meditiroduct contrary to Section 8, paragraphs
1to5;

c) using, in the delivery of veterinary care, a @l product contrary to Section 9,
paragraphs 1 to 9 and paragraphs 11 to 15 or bg @sveterinary autogenic vaccine contrary
to Section 72, paragraph 1 or 3;

d) failing, as the person involved in a clinicakly to observe the rules of good clinical
practice referred to in Section 56, paragraph 18fagood veterinary practice referred to in
Section 61, paragraph 1; or

e) failing, as the submitter of a therapeutic pangme for a medicinal product subjected to
marketing authorisation via the Community centediprocedure, to ensure availability of the
concerned medicinal product for the patients ingdhin the therapeutic programme in the
period from marketing authorisation to the placetmam the market contrary to a directly
applicable Community regulatiéh

(6) An operator shall commit an administrative offe by:

a) failing, contrary to Section 23, paragraph 1, {b)adopt any available measures aimed at
remedying the situation and eliminating the adveféects of the pharmaceutical;

b) failing to observe the notification duty refatr® in Section 23, paragraph 1 (b) or (c);

c) failing, contrary to Section 23, paragraph 1, (d)provide source materials necessary for
the monitoring of consumption of medicinal products

d) placing on the market or using in the delivefyhealth care or veterinary care a
pharmaceutical contrary to Section 23, paragraph 2;

e) failing, as an operator conducting nonclinicafiesy studies, to observe the rules of good
laboratory practice referred to in Section 23, geaph 5; or

f) failing, as an operator handling human blooslcihmponents, transfusion products, and raw
materials for further production, to:

1. preserve the quality and safety as referred ®eiction 24, paragraph 1,

2. maintain or keep records as referred to in 8e@#, paragraph 2, or

3. fulfil its obligation set forth in Section 24amagraph 3 where a serious adverse reaction or
a serious adverse event occurs or is suspected.

(7) An operator of a healthcare facility where,quant to Section 79, paragraph 2, medicinal
products may be prepared, shall commit an admatigé offence by:

a) failing to comply with the conditions or scopt preparation of medicinal products as

referred to in Section 79, paragraphs 1 and 2;

b) failing to safeguard the quality of medicinabgucts prepared thereby or by failing to

observe the rules of good pharmacy practice refaoén Section 79, paragraph 3;

c) failing to notify the commencement or terminatif its operation pursuant to Section 79,
paragraph 4; or

d) using in the preparation of medicinal productsubstance contrary to Section 79,

paragraph 8.

(8) An operator of a healthcare facility where neathl products may be prepared in
compliance with Section 79, paragraph 2 (b) ost@ll commit an administrative offence by
failing to appoint a person responsible for theppration and handling of pharmaceuticals
pursuant to Section 79, paragraph 7.



(9) An operator of a healthcare facility referredn Section 82, paragraph 2 shall commit an
administrative offence by:

a) taking a medicinal product subjected to marketmthorisation pursuant to Section 25
contrary to Section 82, paragraph 3 (b);

b) compromising, contrary to Section 82, paragragh), the integrity of the packaging of a

medicinal product subjected to marketing authawsgbursuant to Section 25;

c) failing, contrary to Section 82, paragraph 3 {d)maintain and keep records of dispensing
of medicinal products or by failing to provide dataout dispensed medicinal products;

d) failing to maintain records or to keep them ampliance with Section 82, paragraph 3 (e);
or

e) failing to inform the patient of the identificat code referred to in Section 80.

(10) An operator of a pharmacy shall commit an ausiriative offence by:

a) failing to comply with the requirement for theofessional prerequisite necessary for
handling of pharmaceuticals as referred to in $acio, paragraph 5;

b) failing to appoint a person responsible for dperation of the pharmacy as referred to in
Section 79, paragraph 6;

c) taking a prepared medicinal product or, whengieable, active substances and excipients
intended for its preparation from another pharmamytrary to Section 79, paragraph 9;

d) dispensing a medicinal product without medicedspription contrary to Section 82,
paragraph 1;

e) dispensing a medicinal product to another phayncontrary to Section 82, paragraph 4;

f) failing to ensure record keeping of the dispegsof a medicinal product prescribed by a
doctor as referred to in Section 83, paragraph;5 (a

g) failing to proceed in compliance with Section, §&ragraph 5 (b) in the dispensing of
medicinal products or record-keeping; or

h) failing to notify the central repository of eteanic prescriptions pursuant to Section 82 that
the prescribed medicinal product has already bégpedsed where dispensing of medicinal
products on electronic prescription is concerned.

(11) An operator of a pharmacy engaged in maildordspensing shall commit an
administrative offence by failing to:

a) observe the notification duty referred to int®er84, paragraph 3;

b) contrary to Section 85, paragraph 1, dispenaemail order a medicinal product without
marketing authorisation in the Czech Republic dhimithe Community or dispense via mail
order a medicinal product the dispensing of whghubject to medical prescription;

c) publish information about mail-order dispensimgedicinal products on offer, prices
thereof, and costs incurred in association withlHoi@er dispensing pursuant to Section 85,
paragraph 2 (a);

d) safeguard the packaging or transportation afresignment containing medicinal products
pursuant to Section 85, paragraph 2 (b);

e) safeguard the sending of the consignment tootbHering party pursuant to Section 85,
paragraph 2 (c);

f) safeguard the information service referred t&attion 85, paragraph 2 (d);

g) safeguard the return of queried medicinal prtglparsuant to Section 85, paragraph 2 (e);
or

h) comply with the conditions governing the hangdliof medicinal products with foreign-
language labelling pursuant to Section 86, pardgiap

(12) A vendor of selected medicinal products sbathmit an administrative offence by:



a) failing, contrary to Section 23, paragraph 4 t@pafeguard that each natural person selling
selected medicinal products complies with the cdoorliof certification of professional
competence of a vendor of selected medicinal prisguc

b) failing to comply with the rules of good pra&tiof vendors of selected pharmaceuticals
pursuant to Section 23, paragraph 4 (b);

c) selling, contrary to Section 23, paragraph 4 gcinedicinal product other than a selected
one;

d) failing to exclude from sale a selected medicpraduct pursuant to Section 23, paragraph
4 (d), items 2 to 6; or

e) taking, contrary to Section 23, paragraph 4&f$elected medicinal product from persons
other than distributors or manufacturers of thesalioinal products and by failing to keep
records of the purchasing, storing, and sale acsetl medicinal products for the period of
five years.

(13) A legal person or natural person who is arrepnéneur shall, as the marketing
authorisation holder of a medicinal product, comamtadministrative offence if, contrary to
the directly applicable Community regulation goveghmedicinal products for paediatric
usé?, he or she:

a) fails to reflect the paediatric indications Ire tsummary of the product characteristics or in
the package leaflet within two years of the marigetiuthorisation thereof;

b) fails to observe the obligation to periodicallydate reports on the safety of the medicinal
product with a view to information relevant to tlassessment of efficacy of the risk
management system and to the results of requoeda studies;

c) fails to submit to the Institute an annual reépmm the progress of paediatric studies in
compliance with the Agency decision regarding thpraval of the paediatric research plan
and granting a postponement, or fails to act ingl@nce with such Agency decision;

d) fails to submit to the Institute all studies spored thereby which are relevant to the use of
the authorised medicinal product in paediatric pafpon, or fails to submit such studies to the
institute within six months of the date of theingoletion;

e) breaches another obligation set forth by thectly applicable Community regulation
governing medicinal products for paediatric Gser by an implementing regulation adopted
with regard thereto.

82 Regulation (EC) No 1901/2006 of the European Bamint and of the Council on medicinal products for
paediatric use and amending Regulation (EEC) N@B/Pz% Directive 2001/20/EC, Directive 2001/83/EQIan
Regulation (EC) No 726/2004.

Section 104

(1) A manufacturer of medicinal products shall caimam administrative offence by failing,
contrary to Section 64 (j), to observe the manui@et) authorisation or rules of good
manufacturing practice in the manufacture of medicproducts.

(2) An operator of a blood centre shall commit dmanistrative offence by failing, contrary
to Section 67, paragraph 4 and Section 64 (j),b®eove the manufacturing authorisation or
rules of good manufacturing practice in the manuifcof a transfusion product.

(3) An operator of a control laboratory shall corhmin administrative offence by failing,
contrary to Section 69, paragraph 3 and Section(j4to observe the manufacturing
authorisation or rules of good manufacturing practin the quality control of medicinal
products, active substances, excipients, interneg@i@ducts or packaging.



(4) A manufacturer of medicinal products or an apar of a blood centre shall commit an
administrative offence by failing to apply in adeanfor a variation to manufacturing
authorisation pursuant to Section 64 (h), where anufacturer of medicinal products is
concerned, or pursuant to Section 67, paragrapitd4saction 64 (h), where an operator of a
blood centre is concerned.

(5) A manufacturer of medicinal products or an apar of a control laboratory who, in
compliance with Section 69, paragraph 3, fulfilsngoobligations of a manufacturer of
medicinal products, shall commit an administratifence by failing to:

a) safeguard the conduct of manufacturing actwiiie respect of authorised medicinal
products in compliance with Section 64 (b);

b) establish a quality control unit or failing tafeguard the conditions of its operation
referred to in Section 64 (d) or failing to enstine services of a professionally competent
person responsible for quality control pursuarséation 64 (e); or

C) ensure, contrary to Section 64 (1), validatiémanufacturing processes.

(6) An operator of a healthcare facility which imgorates a blood bank, or an operator of a
blood bank shall commit an administrative offengddiling to:

a) maintain or keep documentation and records puatdo Section 67, paragraph 4 (e);

b) establish a donor identification system purst@i8ection 67, paragraph 4 (f);

c) observe the notification duty referred to int8et67, paragraph 4 (g); or

d) establish or maintain a system for the monitpand evaluation of adverse events, adverse
reactions, incidents, and errors pursuant to Se&rq paragraph 4 (h).

(7) A manufacturer of medicinal products shall caitrem administrative offence by:

a) failing to notify a change to the data refen@th Section 63, paragraph 7;

b) failing to safeguard the services of a qualifpEaison of manufacturer pursuant to Section
64 (a);

c) failing to comply with the requirements set forin Section 64 (r) in the import of
medicinal products, where the manufacturer impmeslicinal products;

d) manufacturing, contrary to Section 71, paragrapé veterinary autogenic vaccine without
a prescription for veterinary autogenic vaccindyifailing to observe the prescription in the
manufacture or by failing to observe the restricsioapplicable to the manufacture of
veterinary autogenic vaccines pursuant to Sectigiparagraph 4 or 5;

e) failing to comply with the notification duty imdvance of the commencement of
manufacture of a veterinary autogenic vaccine @msto Section 71, paragraph 6;

f) manufacturing or placing on the market a med@iddeedingstuff contrary to Section 73,
paragraph 1;

g) manufacturing or placing on the market, conttar$ection 73, paragraph 8, a medicated
feedingstuff without having met the conditions feeth in Section 73, paragraph 7;

h) failing to label a medicated feedingstuff withesial data established for the labelling of
medicated feedingstuffs as per Section 74, paradsapr

i) failing, as a manufacturer authorised to engagine activities of a distributor pursuant to
Section 75, paragraph 5, to notify in advance ttraraencement of distribution in the Czech
Republic or to provide data and information refdrn@in Section 75, paragraph 4.

(8) An operator of a blood centre shall commit dmanistrative offence by:
a) failing to safeguard the services of a qualiffggtson of the blood centre pursuant to
Section 67, paragraph 4 (a);



b) taking or distributing a transfusion product ary to Section 67, paragraph 4 (k);

c) distributing or dispensing a transfusion prodrarttrary to Section 67, paragraph 5 (b);

d) failing, contrary to Section 67, paragraph 8,ptovide to the Institute data about the
gualified person of the blood centre and about grersengaged in the activities of the
gualified person of a blood centre; or

e) failing, contrary to Section 67, paragraph 4 t@) comply with the obligation set forth in
Section 83, paragraph 5 (a) and (b).

(9) An operator of a healthcare facility which ingorates a blood bank shall commit an
administrative offence by failing to ensure:

a) compliance with the requirements governing thality system and good manufacturing
practice pursuant to Section 68, paragraph 1 (a); o

b) the services of the qualified person of a blbadk pursuant to Section 68, paragraph 1 (c).

(10) An operator of a control laboratory shall coinam administrative offence by failing to
apply in advance for a variation to the author@atio engage in activities of a control
laboratory pursuant to Section 69, paragraph 4.

Section 105

(1) A manufacturer of raw materials shall commitagiministrative offence by failing to:

a) comply, contrary to Section 70, paragraph 1hwie rules of good manufacturing practice
in the manufacture of raw materials;

b) comply with the notification duty referred to$®ction 70, paragraph 3; or

c) as the manufacturer of gases used in the dglofenealth care, certify the quality of these
gases pursuant to Section 70, paragraph 4.

(2) A distributor shall commit an administrativdesice by:

a) realising parallel import of a medicinal prodaottrary to Section 45, paragraph 1,

b) distributing a medicated feedingstuff from Memiftates contrary to Section 73,
paragraph 3;

c) distributing medicinal products without marketiauthorisation contrary to Section 75,
paragraph 1 (a), unless distribution of medicirraldpicts pursuant to Section 75, paragraph 1
(b) is concerned;

d) failing, as the holder of a distribution autlsation granted by the competent authority of
another Member State, to notify the commencemeuxtistfibution in the Czech Republic or
by failing to provide data and information refertedn Section 75, paragraph 4;

e) failing to apply in advance for a variation tistdbution authorisation as per Section 76,
paragraph 3;

f) taking, contrary to Section 77, paragraph 1 é)nedicinal product from a person other
than a distributor or manufacturer;

g) supplying a medicinal product to a person ottiem that referred to in Section 77,
paragraph 1 (c);

h) failing to design an effective system for resaf medicinal products or active substances
or excipients from the market or by failing to pide the established information to its
suppliers in compliance with Section 77, paragrapl), or in compliance with Section 77,
paragraph 5 (d), where a distributor with an au#fation including the distribution of active
substances and excipients is concerned;

i) failing to provide data about volumes of distribd medicinal products pursuant to Section
77, paragraph 1 (f);



j) failing, contrary to Section 77, paragraph 1, (@) observe the rules of good distribution
practice in distribution;

k) importing, contrary to Section 77, paragraphi)l 4 medicinal product from a third
country; or

[) supplying an active substance or an excipierd feerson authorised to prepare medicinal
products contrary to Section 77, paragraph 5 (a).

(3) A manufacturer of medicinal products or a dsttor shall commit an administrative
offence by supplying, contrary to Section 74, peaph 7, a medicated feedingstuff to a
person who is not specified as the recipient ofrtfeglicated feedingstuff in the prescription
for the medicated feedingstuff.

(4) A parallel import authorisation holder shalhomit an administrative offence by:

a) failing to keep records pursuant to Sectionp&sagraph 7 (a);

b) failing to suspend the dispensing or marketihg parallely imported medicinal product as
per Section 45, paragraph 7 (a);

c) failing to reflect a variation to the marketiagthorisation of the reference product for
parallel import pursuant to Section 45, paragra):7

d) using, contrary to Section 45, paragraph 7 (@@, services of a person other than a
manufacturing authorisation holder for the purpos&greatment of a parallely imported
medicinal product;

e) failing to label a divided-up medicinal prodirttcompliance with Section 45, paragraph 7
(b);

f) failing to cooperate pursuant to Section 45agaaph 7 (c);

g) failing to notify the marketing authorisationlter of the reference product for parallel
import of its intention to commence parallel impant failing to provide the marketing
authorisation holder of the reference product famaflel import with a sample of the parallely
imported medicinal product pursuant to Sectionp&agraph 7 (d); or

h) failing to safeguard pharmacovigilance pursuar8ection 45, paragraph 7 (e).

(5) A marketing authorisation holder shall comnmtaministrative offence by:

a) failing to comply with the obligation imposedeteupon by the marketing authorisation
pursuant to Section 32, paragraph 3 or 4;

b) failing to introduce changes or inform the Ihg® or the Veterinary Institute pursuant to
Section 33, paragraph 1;

c) failing to comply with the notification duty mfred to in Section 33, paragraph 2;

d) failing to ensure that the properties of thehatised medicinal product are consistent with
the documentation as per Section 33, paragraph 3 (a

e) failing, contrary to Section 33, paragraph 3 {c)adopt any available measures aimed at
remedying the situation and eliminating the adveféects of the medicinal product or failing
to file a notification of the measures taken;

f) failing to satisfy the requests of the concerimaditute or failing to cooperate in compliance
with Section 33, paragraph 3 (d);

g) failing to implement and maintain a system targutee the record-keeping or traceability
or compliance with storage conditions of a prommlosample of a medicinal product
pursuant to Section 33, paragraph 3 (f);

h) failing to establish or operate a public scienservice referred to in Section 33, paragraph
3 (9), item 1;

i) failing to ensure the storage of specimen ofnpwtional materials and data pursuant o
Section 33, paragraph 3 (g), item 3;



J) failing to safeguard the supplies of the meditiproduct pursuant to Section 33, paragraph
3 (9), item 4;

k) failing to submit specimen packaging of the pr@dpursuant to Section 33, paragraph 3
(h);

) failing to apply in advance for a variation t@rketing authorisation pursuant to Section 35,
paragraph 1;

m) failing to adopt temporary urgent safety resiits referred to in Section 35, paragraph 7;
n) transferring marketing authorisation contrarngtrtion 36, paragraph 1;

o) failing, contrary to Section 35, paragraph I2safeguard consistency of labelling of the
outer and immediate packaging of a medicinal produgackage leaflet with the approved
summary of the product characteristics;

p) failing to safeguard the services of a pers@paasible for pharmacovigilance pursuant to
Section 91, paragraph 1, or pursuant to Sectiorp@&agraph 1, where veterinary medicinal
products are concerned,;

q) failing to inform about a change of the persesponsible for pharmacovigilance pursuant
to Section 91, paragraph 3, or pursuant to Se&iomaragraph 3, where veterinary medicinal
products are concerned,;

r) failing to keep records of all suspected adveesetions pursuant to Section 92, paragraph
1, or pursuant to Section 96, paragraph 1, wheexinary medicinal products are concerned;
s) failing to comply with the notification duty muant to Section 92, paragraphs 2, 3, 4 or 6,
or pursuant to Section 96, paragraphs 2, 3, orhkrevveterinary medicinal products are
concerned;

t) failing to submit a periodic safety update regmrrsuant to Section 92, paragraph 7 or 8, or
pursuant to Section 96, paragraph 5 or 6, whemrinairy medicinal products are concerned,;
u) disclosing information regarding pharmacovigdanpertaining to its medicinal product
contrary to Section 92, paragraph 10, or contrargdction 96, paragraph 8, where veterinary
medicinal products are concerned,;

v) failing to maintain documentation on pharmacdaigce pursuant to Section 92, paragraph
11; or

w) failing to notify the commencement or completioh a non-intervention safety study
pursuant to Section 92, paragraph 12.

(6) A sponsor shall commit an administrative offehy:

a) failing to conclude a liability insurance in cpliance with Section 52, paragraph 3 (f);

b) commencing a clinical trial contrary to Sectibf, paragraph 1, or as per Section 60,

paragraph 3, where a clinical trial on veterinasdninal products is concerned;

c) failing to inform about commencement of a clatitrial pursuant to Section 55, paragraph

8;

d) failing to comply with the notification duty pawant to Section 56, paragraph 1 (a) or

paragraph 5 or 6;

e) failing to adopt an urgent measure to proteal $ubjects or to inform about new facts and

adopted measures pursuant to Section 56, paragraph

f) failing to evaluate and update the investigatdi*ochure pursuant to Section 56, paragraph
4,
g) failing to maintain documentation pursuant tat&a 56, paragraph 7;

h) failing to keep records or failing to providesth pursuant to Section 58, paragraph 3;

i) failing to provide data pursuant to Section p&agraph 8;

J) failing to safeguard reporting of suspected@ggiunexpected adverse reactions pursuant to
Section 58, paragraph 4 or 5;

k) failing to inform the investigators pursuant3ection 58, paragraph 7;



[) failing to submit an application for a change thie sponsor pursuant to Section 59,
paragraph 1 or failing to notify a change of thersgor pursuant to Section 59, paragraph 3;
m) failing to safeguard the conduct of a clinig&ltin compliance with Section 61, paragraph
2 (a);

n) failing to comply with the information duty refed to in Section 61, paragraph 2 (b); or

o) failing to provide the investigator with medialnproducts or failing to keep a sample
thereof as per Section 61, paragraph 2 (c).

Section 106

(1) A natural person who is an entrepreneur shalthe qualified person of a manufacturer of
medicinal products, commit an administrative ofiehy:

a) failing, contrary to Section 66, paragraph 1.,etwsure that each batch of a medicinal
product is manufactured and controlled in compkaneith this Act, the marketing
authorisation dossier and the marketing authoasatr, contrary to Section 66, paragraph 3,
failing to evidence this fact in a registry or im adequate document dedicated to this purpose;
or

b) failing, contrary to Section 66, paragraph 4emsure in the manufacture of investigational
human medicinal products compliance with the resfnents of good manufacturing practice
or consistency with submitted documentation.

(2) A natural person who is an entrepreneur shasllthe qualified person of a blood centre
commit an administrative offence by failing to gafard the collection, testing or processing
of each unit of blood and blood component or thetrod, release, storage or distribution of
each unit of a transfusion product or raw matdoalfurther production pursuant to Section
67, paragraph 7 (a).

(3) A natural person who is an entrepreneur sha#l, the person responsible for
pharmacovigilance, commit an administrative offebgdailing to ensure:

a) the development and maintenance of a systemredfto in Section 91, paragraph 2 (a), or
in Section 95, paragraph 2, where veterinary medi@roducts are concerned,

b) the preparation of reports pursuant to Sectibhparagraph 2 (b), or the preparation of
reports pursuant to Section 95, paragraph 2, wiveterinary medicinal products are
concerned;

c) a reply to a request for the provision of adadiél information as per Section 91, paragraph
2 (c), or as per Section 95, paragraph 2, whererinery medicinal products are concerned;
or

d) the provision of information essential for thekrbenefit assessment of a medicinal product
pursuant to Section 91, paragraph 2 (d), or putst@rSection 95, paragraph 2, where
veterinary medicinal products are concerned.

(4) A natural person who is an entrepreneur shadl, the investigator, commit an
administrative offence by:

a) conducting a clinical trial in persons in whansiprohibited by Section 52, paragraph 2;
b) failing to adopt an urgent measure to protee tsubjects pursuant to Section 56,
paragraph 3; or

c) failing to maintain documentation of a clinicalal in compliance with Section 56,
paragraph 7.



(5) A natural person who is an entrepreneur shall veterinarian, commit an administrative
offence by:

a) importing, contrary to Section 48, paragraph @eterinary medicinal product referred to in
Section 48, paragraph 2;

b) failing, contrary to Section 48, paragraph 6,maintain, as the attending veterinarian,
records on the import of veterinary medicinal pratdumported in compliance with Section

48, paragraph 2 or failing to store these records;

C) issuing a prescription for a veterinary autogeraccine contrary to Section 71, paragraph
2;

d) issuing a prescription for a medicated feeduifjstontrary to Section 73, paragraph 1 or
Section 74, paragraph 1; or

e) prescribing, as the concerned attending vetggsimaa medicated feedingstuff contrary to
Section 74, paragraph 4.

(6) A natural person who is an entrepreneur slaalla healthcare professional, commit an
administrative offence by failing to:

a) comply with the notification duty referred toSection 90, paragraph 1 (a);

b) cooperate or provide access to documentatiosupnt to Section 90, paragraph 1 (b); or

C) observe, in the use of medicinal products, tedtions of the risk management system
pursuant to Section 90, paragraph 2.

Section 107

(1) For an administrative offence, a fine shalirbgosed of up to:

a) 50 000 CZK, where an administrative offencerrefitto in Section 106, paragraph 3 (b) or
(c), Section 106, paragraph 4 (c) or Section 1@6agraph 6 (b) is concerned;

b) 100 000 CZK, where an administrative offencemefd to in Section 103, paragraph 4 (b),
Section 103, paragraph 5 (b), Section 103, paragdgp), Section 103, paragraph 7 (a) to (c),
Section 103, paragraph 9 (e), Section 103, paragtap(c) or (e), (f) and (h), Section 103,
paragraph 11 (a), (g) or (h), Section 103, pardyred (d), Section 104, paragraph 7 (a),
Section 105, paragraph 2 (e), (i) or (I), Secti®b,lparagraph 4 (a), (c) or (e) to (h), Section
106, paragraphs 1, 2 or paragraph 3 (a) or (d}i@et06, paragraph 4 (a) or (b) or Section
106, paragraph 5 or 6 (a) or (c) is concerned,;

¢) 500 000 CZK, where an administrative offencemefd to in Section 103, paragraph 5 (a),
Section 103, paragraph 6 (e), Section 103, parhgrafm), Section 103, paragraphs 8, 9 or
paragraph 10 (a), (b), (d) or (g), Section 103ageaph 11 (b) to (f), Section 103, paragraph
12 (a) to (c) or (e), Section 104, paragraph 5o¢b(c), Section 104, paragraph 7 (h), Section
104, paragraph 9 or 10, Section 105, paragraph dr(fd), Section 105, paragraph 5 (c), (g),
(k) or (q) or Section 105, paragraph 6 (c), (d), (th) to (1), (n) or (o) is concerned,

d) 1 000 000 CZK, where an administrative offenefenred to in Section 103, paragraph 2,
Section 103, paragraph 4 (a), (c) or (d), Secti®8, paragraph 5 (c) or (d), Section 103,
paragraph 6 (b), (d) or (f), Section 104, paragrauoh 5 (a), Section 104, paragraph 6 or 7 (d)
to (g), Section 104, paragraph 8, Section 105,gvapd 1 or 2 (a) to (d), (f) to (h), (j) or (k),
Section 105, paragraph 3 or 5 (h), (i), (1), (), ¢r (s) to (w) or Section 105, paragraph 6 (b),
(e), (g) or (m) is concerned,

e) 3 000 000 CZK, where an administrative offerefemred to in Section 103, paragraph 1
(@), (b), Section 103, paragraph 3 (a) to (c), iBecl03, paragraph 5 (e), Section 103,
paragraph 6 (a), Section 103, paragraph 13, Set@dnparagraph 1 to 3, or paragraph 7 (b)
or (c), Section 105, paragraph 5 (a), (b), (d), (8 (j), (m), (p) or (r) or Section 105,
paragraph 6 (a) is concerned.



(2) Where an administrative offence referred t&attion 106, paragraph 1 to 4 is concerned,
a ban on operation may be also imposed for th@gerf two years.

Section 108

(1) A natural person shall commit an offence by:

a) handling pharmaceuticals without authorisatiapproval, marketing authorisation or
consent where the Act or a directly applicable Camity regulation requires an
authorisation, approval, marketing authorisatiocarsent to handle pharmaceuticals;

b) importing or exporting a transfusion productiptasma contrary to Section 24, paragraph 4
or failing to inform about realisation of importofn a third country or about realisation of
export to a third country as per Section 24, paly 7;

c) placing on the market a medicinal product subpto mandatory marketing authorisation
pursuant to Section 25 or to marketing authowsatia Community centralised procedure
pursuant to a directly applicable Community redat#’, without such marketing
authorisation being granted to this product, orpbgcing such medicinal product onto the
market contrary to the conditions stipulated inrnterketing authorisation;

d) keeping, contrary to Section 78, paragraph bstsunces which have anabolic, anti-
infectious, anti-parasitic, anti-inflammatory orrhmnal effects or addictive substances or
precursors, which may be used for the manufactfireeterinary products without being
authorised to do so;

e) preparing a medicinal product without being atted to do so as per Section 79,
paragraph 2; or

f) dispensing or selling a medicinal product withbeing authorised to do so as per Section
82, paragraph 2 or 6.

(2) A natural person shall, as the person hangilreymaceuticals, commit an offence by:

a) handling pharmaceuticals contrary to Sectigparagraph 1 (b);

b) using, in the delivery of health care, a meditiroduct contrary to Section 8, paragraphs
1to5;

c) using, in the delivery of veterinary care, a gl product contrary to Section 9,
paragraphs 1 to 9 and paragraphs 11 to 15 or asuggerinary autogenic vaccine contrary to
Section 72, paragraph 1 or 3;

d) failing, as a person involved in a clinical ki observe the rules of good clinical practice
as referred to in Section 56, paragraph 13 ooofigclinical veterinary practice as referred to
in Section 61, paragraph 1; or

e) failing, as the submitter of a therapeutic pangme for a medicinal product subjected to
marketing authorisation via the centralised Comityuymiocedure, to ensure availability of the
concerned medicinal product for the patients ingdhin the therapeutic programme in the
period from marketing authorisation to the placetmam the market contrary to a directly
applicable Community regulatiéh

(3) A natural person shall, as the qualified persba manufacturer of medicinal products,
commit an offence by:

a) failing to ensure, contrary to Section 66, peaph 1, that each batch of the medicinal
product is manufactured and controlled in compkaneith this Act, the marketing
authorisation dossier and the marketing authoasatr contrary to Section 66, paragraph 3,
failing to document this fact in a registry or im adequate document dedicated to this
purpose; or



b) failing, contrary to Section 66, paragraph 4emsure in the manufacture of investigational
human medicinal products compliance with the resquents of good manufacturing practice
or consistency with submitted documentation.

(4) A natural person shall, as the qualified pereb@a blood centre, commit an offence by
failing to safeguard the collection, testing or gassing of each unit of blood and blood
component or the control, release, storage oriloigion of each unit of a transfusion product
or raw material for further production pursuanseection 67, paragraph 7 (a).

(5) A natural person shall, as the person resptandidr pharmacovigilance, commit an
offence by failing to ensure:

a) the development and maintenance of a systemredfto in Section 91, paragraph 2 (a), or
in Section 95, paragraph 2, where veterinary medi@roducts are concerned,

b) the preparation of reports pursuant to Sectibhparagraph 2 (b), or the preparation of
reports pursuant to Section 95, paragraph 2, wiveterinary medicinal products are
concerned;

c) a reply to a request for the provision of addiéll information as per Section 91, paragraph
2 (c), or as per Section 95, paragraph 2, whererinery medicinal products are concerned,
or

d) the provision of information essential for thekrbenefit assessment of a medicinal product
pursuant to Section 91, paragraph 2 (d), or putst@rSection 95, paragraph 2, where
veterinary medicinal products are concerned.

(6) A natural person shall, as an investigator, mitnan offence by:

a) conducting a clinical trial in persons in whamsiprohibited by Section 52, paragraph 2;
b) failing to adopt an urgent measure to proteet tsubjects pursuant to Section 56,
paragraph 3;

c) failing to maintain documentation of a clinicalal in compliance with Section 56,
paragraph 7; or

d) failing to observe the principles of good clalicpractice referred to in Section 56,
paragraph 13 or good clinical veterinarian practeferred to in Section 61, paragraph 1.

(7) A natural person shall, as a veterinarian, cdramoffence by:

a) importing, contrary to Section 48, paragrapa @eterinary medicinal product referred to in
Section 48, paragraph 2;

b) failing, contrary to Section 48, paragraph 6,naintain, as the attending veterinarian,
records on the import of veterinary medicinal pradumported in compliance with Section

48, paragraph 2 or failing to store these records;

C) issuing a prescription for a veterinary autogeraccine contrary to Section 71, paragraph
2

d) issuing a prescription for a medicated feeduifstontrary to Section 73, paragraph 1 or
Section 74, paragraph 1; or

e) prescribing, as the concerned attending veteaimaa medicated feedingstuff contrary to
Section 74, paragraph 4.

(8) A natural person shall, as a healthcare prafiea commit an offence by failing to:

a) comply with the notification duty referred toSection 90, paragraph 1 (a);

b) cooperate or provide access to documentatiocsupnt to Section 90, paragraph 1 (b); or
C) observe, in the use of medicinal products, tedttions of the risk management system
pursuant to Section 90, paragraph 2.



(9) For an offence, a fine may be imposed of up to:

a) 50 000 CZK, where an offence referred to in gaph 5 (b) or (c), paragraph 6 (c) or
paragraph 8 (b) is concerned;

b) 100 000 CZK, where an offence referred to irageaph 2 (b), paragraphs 3, 4 or 5 (a) or
(d), paragraph 6 (a) or (b), paragraph 7 or 8 (§¢)is concerned,;

c) 500 000 CZK, where an offence referred to irageaiph 2 (a) is concerned;

d) 1 000 000 CZK, where an offence referred toaragraph 1 (b) or (d) to (f), paragraph 2
(c) or (d) or paragraph 6 (d) is concerned,;

e) 3 000 000 CZK, where an offence referred toaragraph 1 (a) or (c) or paragraph 2 (e) is
concerned.

(10) Where an offence referred to in paragraphs @dre concerned, a ban on operation may
be also imposed for the period of up to two years.

Section 109

(1) A legal person shall not be liable for an adstmative offence if it evidences that it has
taken any effort as practicable to prevent thedired the legal obligation.

(2) When establishing the amount of a fine imposgedn a legal person, the severity of the
administrative offence, in particular the methodtsfcommitting, and its consequences and
circumstances under which it has been committeal| bl taken into account.

(3) The liability of a legal person for an admingive offence shall be considered void, if the
administrative authority fails to commence a pragedconcerning the administrative offence
within the period of two years of learning therewd, later, however, within five years of the
date when it has been committed.

(4) Administrative offences shall be, on the fiestel, considered by:

a) the Institute, where administrative offenceemefd to in Section 13, paragraph 2 (i) are
concerned;

b) the Ministry of Health, where administrative erites referred to in Section 11 (e) are
concerned;

c) the Veterinary Institute, where administratiiences referred to in Section 16, paragraph
2 (g) are concerned;

d) the regional veterinary administration, wherenaustrative offences referred to in Section
17 (c) are concerned;

e) the Ministry of Interior, the Ministry of Juséicthe Ministry of Defence, and the Ministry
of Finance, where administrative offences of omegaif healthcare facilities within the
jurisdiction of these Ministries are concerned.

(5) The liability for conduct within the scope af im direct relationship with entrepreneurial
activities of a natural persbhshall be governed by the provisions of this Agysiiting the
liabilities and sanctions of a legal person.

(6) Fines shall be collected and levied by the ceteqt customs authority. Revenues
generated by fines shall be considered an incontigedstate budget.

8) Section 2, paragraph 2 of the Commercial Code.



TITLE VII
COMMON PROVISIONS

Section 110
Methods and amounts of reimbur sement of phar maceuticals

The methods of reimbursement of pharmaceuticals ftbe public health insurance and
amounts thereof shall be stipulated by a speaiall leegulatiof.

Section 111
Delegated jurisdiction

The jurisdiction of a regional authority pursuamthis Act shall mean the execution of a
delegated jurisdiction.

Section 112
Rembursement of costs

(1) The Institute or the Veterinary Institute shadlllect reimbursement of costs for the
conduct of expert activities upon request and tbepexpert activities stipulated by this Act.

(2) The person on whose request the expert aesvire to be conducted shall be obliged to
reimburse the costs incurred by the conduct ofethadtivities to the Institute or to the
Veterinary Institute. The implementing legal regiga stipulates the amount of
reimbursement of costs of expert activities coneldictpon request within the scope of powers
of the Institute or the Veterinary Institute fordimidual types of applications and expert
activities associated with the duration of markgtauthorisation of medicinal products. The
marketing authorisation holder shall, furthermamyer the costs of activities of the Institute
and the Veterinary Institute associated with theation of marketing authorisation of
medicinal products by means of annual maintenaees, fthe marketing authorisation holder
being obliged to pay the annual maintenance feéhifollowing calendar year by the end of
the calendar year. Where the marketing authorisatiolder fails to comply with its
obligation to make the payment within the estalgiistimeline, the Institute or the Veterinary
Institute shall invite the marketing authorisatioolder to make the overdue payment within
the period of 15 days of delivery of the invitatidfhe maintenance fee shall not be made for
the calendar year in which the marketing authaosatas been granted. Where the marketing
authorisation holder fails to make the payment withe period established for the overdue
payment, he or she shall be obliged to pay thénilgemented by 50%.

(3) The Institute or the Veterinary Institute shall

a) be entitled to require from the person on whesgiest the expert activities are to be
performed a reasonable advance payment or, if ppate, advance reimbursement of the costs,
if it is known that the activities will be accongilied and what the approximate level of the costs
will be; or

b) waive, upon request, the reimbursement of amspart thereof, in the case of an adoption
of marketing authorisation or activities in the palinterest or activities whose implications
can be of special importance for a wide scope s, in particular where:

1. orphan human medicinal products,



2. medicinal products intended solely for use irspe under 18 years of age,

3. veterinary medicinal products intended for useminority animal species or minority

indications, which have been specified in complkamath the Commission and Agency
guidance, or

4. activities conducted upon request of entitiesclvienjoy the support pursuant to a directly
applicable Community regulati8f are concerned.

(4) The Institute or the Veterinary Institute shafund to the applicant:

a) the reimbursement of costs in full amount, if:

1. the applicant has reimbursed the costs witheungoobliged to, or

2. the required expert activity has not commenced,;

b) upon request thereof a proportional amount efrimbursed costs corresponding to the
expert activities which have not been conductedrpa the end of the procedure; or

c) the difference between the paid amount of rensdul costs and the amount of reimbursed
costs to be paid pursuant to the implementing leggulation as per paragraph 2.

(5) Reimbursement of costs referred to in paragrapshall not be considered a budget
income pursuant to a special legal reguldfiband shall be considered a revenue of a special
account of the Institute or the Veterinary InsgtuThe funds on this account shall not be
considered a budget income as referred to in aiapegal regulatiof?’, but non-budgetary
resources to be used by the Institute or the \fedeyilnstitute directly for their operation.

(6) Furthermore, the Institute or the Veterinargtitute shall be, within the scope of their
jurisdiction, entitled to require a reimbursemehtcosts of the conduct of expert activities
from a person who, by failure to meet or by breaghan obligation stipulated by this Act or
imposed on the basis of this Act has caused thessdyg to carry out such activities.

(7) The implementing legal regulation determines thimbursements of costs, method of
submission of applications for waivers or refunfiseimbursed costs or parts thereof and the
scope of documentation to be submitted togethdr suith applications.

8) E.g. Regulation (EC) No 726/2004 of the Europearii#@ment and of the Council.

%) Section 6, paragraph 1 of Act No 218/2000 Colh,Budgetary Rules and Amendments to Some Related
Acts, as amended.

TITLE VIII
TRANSITIONAL PROVISIONS

Section 113
Transitional provisions

(1) Procedures which have not been legally comglbtfore the date of coming into force of
this Act shall be completed pursuant to existirgpleregulations. Where an application for
marketing authorisation renewal compliant with @rig legal regulations has been delivered
to the concerned institute, the product shalldresiered authorised until the date of coming
into force of the decision on the application fenewal of the marketing authorisation.

(2) Where the marketing authorisation of a medicipepduct has been renewed via a
procedure commencing after October 30 2005 and latetpprior to the coming into force of



this Act, the marketing authorisation of the meaditiproduct shall be considered renewed in
compliance with this Act and shall be effective &r unlimited period of time. The Institute
or the Veterinary Institute may, however, on graundf justified reasons regarding
pharmacovigilance, decide within the marketing at#ation renewal procedure even in this
case about additional renewal for the followingefivears; such decision, however, may only
be adopted once. The provisions of sentence onsemtdnce two shall be without prejudice
to the possibility to revoke or suspend a marketuthorisation for reasons set forth in
Section 34, paragraph 5 or 6.

(3) The marketing authorisation holder shall harrs@rthe packaging of a medicinal product
authorised pursuant to existing regulations witle ttequirements of this Act and its
implementing legal regulations within the maximufrfive years of the date of coming into
force of this Act, as part of either a variation nwarketing authorisation or marketing
authorisation renewal.

(4) The marketing authorisation holder shall enshat data shown in the package leaflet of a
human medicinal product authorised pursuant tatiegisegal regulations are made available
for the blind and visually impaired pursuant to t8et 37, paragraph 3 within the maximum
of three years of the date of coming into forcéhas Act.

(5) For medicinal products authorised prior to ¢bening into force of this Act the three-year
period referred to in Section 34, paragraph 3 stmihmence as of the date of coming into
force of this Act.

(6) The marketing authorisation holder of a meditiproduct, which is compliant with the

conditions stipulated by Section 30, paragraphs B fand authorised pursuant to existing
regulations, shall apply, by October 31 2010 atl#test, for a variation to the marketing
authorisation of this medicinal product to ensunattthe marketing authorisation is in
compliance with the requirements set forth by #he$ for the marketing authorisation of a

traditional herbal medicinal product. Where the keting authorisation holder fails to do so,
the marketing authorisation of this medicinal pradghall expire as of November 1 2010.

(7) The operator of a healthcare facility whichoashe date of coming into force of this Act,
operates as a blood bank pursuant to Section dgroh 7, shall notify the Institute to this
effect within the period of three months of theedat coming into force of this Act.

(8) The Institute and the Veterinary Institute slesitablish the quality system referred to in
Section 13, paragraph 3 (I) and in Section 16,gragh 3 (j) within the maximum period of
one year of the date of coming into force of thig.A

(9) The obligation to reimburse the annual mainteeafee referred to in Section 112,
paragraph 2 shall be applicable for the first tiorethe calendar year of 2008.

(10) The reimbursement of costs shall be waivethéncase of an application for marketing
authorisation of a veterinary medicinal productmited no later than as of December 31
2008 where a transfer of a veterinary prodfidb the category of veterinary medicinal
products is concerned.

(11) The Institute and the Veterinary Instituteagfished in compliance with the existing Act
shall be administrative authorities with powerpsiated hereby.



(12) The provisions governing the dispensing of iciedl products also without medical
prescription with a restriction (Section 39, paegurs 1 and 4) shall apply from January 1
2009.

(13) The Institute shall establish a central refoogiof electronic prescriptions within the
maximum period of one year of the date of comirig force of this Act.

Section 114
Delegating provisions

(1) The Ministry of Health shall issue a decreentplement Section 4, paragraph 7, Section
24, paragraphs 2, 3, 4, 7 and 8, Section 67, pagpagr2 and 4, Section 67, paragraph 5 (b)
and (c), Section 67, paragraph 7 (b), Section @ragraphs 10 and 11, and Section 82,
paragraph 2 (d) and (e).

(2) The Ministry of Health and the Ministry of Agtilture shall issue a decree to implement
Section 2, paragraph 2 (c), Section 5, paragraj@edtion 8, paragraphs 1 and 5, Section 23,
paragraph 5, Section 23, paragraph 6, Section &&gpaph 5 (I), Section 26, paragraph 7,

Section 27, paragraphs 5, 7, 11 and 12, Sectiop&8graph 1 (c), Section 28, paragraph 3,
Section 29, paragraph 2, Section 30, paragrapimsl ¥ aSection 32, paragraph 3, Section 33,
paragraph 3 (g), item 4, Section 34, paragraphsdl3a Section 35, paragraphs 2, 3 and 12,
Section 36, paragraph 1, Section 37, paragraples 3, 6 and 6, Section 38, Section 39,

paragraph 4, Section 40, paragraph 2 (f), Sectiyrpdragraph 3, Section 44, paragraphs 3
and 9 (f), Section 45, paragraph 7 (b), Sectionp&@agraph 5, Section 51, paragraph 2 (h),
Section 52, paragraph 6, Section 53, paragrapl® 12 and 13, Section 54, paragraph 1,
Section 55, paragraphs 7 to 9, Section 56, parhgtafa), Section 56, paragraphs 3 and 7,
Section 57, paragraph 2, Section 58, paragraphe8tidd 59, paragraph 1, Section 60,

paragraphs 2, 4, 5 and 9, Section 61, paragra@) and (b), items 1 and 6, Section 61,

paragraph 2 (c), Section 61, paragraph 4 (e), @e&3, paragraphs 1 and 6, Section 64 (j),
(k) and (q), Section 66, paragraph 4, Section &agraph 2, Section 70, paragraph 4, Section
71, paragraphs 2 and 6, Section 72, paragraph ctio8¢e73, paragraph 9 (b), Section 74,

paragraph 1 and 5, Section 75, paragraph 2, Set@ipparagraph 2, Section 77, paragraph 1
(e), (9), (h) and (i), Section 77, paragraphs 3 ar{d) and (b), Section 79, paragraph 1 (c),
Section 79, paragraphs 2, 8 (a) and (c), Sectigmagagraph 10, Section 82, paragraph 1,
Section 82, paragraph 3 (b), Section 82, paragda@ection 83, paragraphs 1 to 3, Section
83, paragraph 5 (b), Section 84, paragraph 3, &eéb, paragraph 1, Section 86, paragraph
1, Section 91, paragraph 2 (b), Section 92, paphgrdl and 12, and Section 112, paragraph
2, paragraph 4 (c) and paragraph 7.

(3) The Ministry of Health, following prior discussis with the Ministry of Agriculture, the
Ministry of Defence, the Ministry of Interior, thBlinistry of Justice, and the Ministry of
Finance, shall issue a decree to implement Segfion

(4) The Ministry of Agriculture shall issue a deer® implement Section 9, paragraphs 3, 11
and 13, Section 48, paragraphs 2, 3 and 6, anib8&@, paragraphs 3 and 4.

Section 115
Repealing provisions



The following is hereby repealed:

1. Act No 79/1997 Coll., on Pharmaceuticals andorendments to Some Related Acts,

2. Act No 129/2003 Coll., amending Act No 79/199¢llIC on Pharmaceuticals and on
Amendments to Some Related Acts,

3. Decree No 343/2003 Coll., on the list of plans®d for pharmaceutical and therapeutic
purposes.

Section 116

Part One of Act No 149/2000 Coll., amending Act M31997 Coll., on Pharmaceuticals and
on Amendments to Some Related Acts, Act No 20/186b., on the Care of the People’s
Health, as amended, and Act No 455/1991 Coll., ioerised Trades (Trade Licensing Act),
as amended, is hereby repealed.

Section 117

Part Seven of Act No 258/2000 Coll., on Public Hed&rotection and on Amendments to
Some Related Acts, is hereby repealed.

Section 118

Part Six of Act No 102/2001 Coll., on General Safaft Products and Amendments to Some
Acts (Act on General Safety of Products), is henedpealed.

Section 119

Part Two of Act No 138/2002 Coll., amending Act M0/1995 Coll., on Advertising
Regulation and on the Amendments to Act No 468/108IL., on the Operation of Radio and
Television Broadcasting, as amended, and Act N&@98¥ Coll., on Pharmaceuticals and on
Amendments to Some Related Acts, as amended,ebyezpealed.

Section 120

Part Seventeen of Act No 309/2002 Coll., on Amenusdo Acts Associated with the
Adoption of the Act on Public Service and Remunerabf Public Service Staff and Other
Staff of Administrative Bodies (Act on Public Ser®), is hereby repealed.

Section 121

Part Eighty-Three of Act No 320/2002 Coll., on Arderents and Repeal of Some Acts in
Association with the Dissolution of District Authoes, is hereby repealed.

Section 122

Part Six of Act No 274/2003 Coll.,, amending somdsAGoverning the Sphere of Public
Health, is hereby repealed.

Section 123



Part Four of Act No 228/2005 Coll., on the Conwakr Trade with Products the Holding of
Which is Limited in the Czech Republic for Safetgd®ons, and on Amendments to Some
Acts, is hereby repealed.

Section 124

Part Three of Act No 74/2006 Coll., amending Act §l67/1998 Coll., on Dependency

Producing Substances and on Amendments to Somer @itts, as amended, Act No

258/2000 Coll., on Public Health Protection andAmendments to Some Related Acts, as
amended, and Act No 79/1997 Coll.,, on Pharmacdstiaad on Amendments to Some
Related Acts, as amended, is hereby repealed.

Section 125

Letter (e), including footnote no. 3 in Section dBAct No 527/1990 Coll., on Inventions,
Industrial Designs and Rationalisation Proposalaraended by Act No 116/2000 Coll. and
by Act No 207/2000 Coll., shall read:

"e) in activities conducted with the subject of tmrention for experimental purposes,
including experiments and tests necessary purgoaatspecial legal regulatitih before the
pharmaceutical is placed on the market.

3a) Act No 378/2007 Coll., on Pharmaceuticals andAmendments to Some Related Acts
(Act on Pharmaceuticals).".

The existing footnote no. 3 shall be marked asnfiat no. 3b, including any references
thereto.

Section 126

This Act comes into force on the day of its enactime



