Conditions and Procedure for Wholesale Distributbivedicinal Products

Approved by Regulation No. 27 of the MinistéiSocial Affairs of 17 February 2005 (RTL

2005, 22, 308), entered into force 01.03.2005

Amended by the following Regulations: 07.10.2005108 entered into force 21.10.2005 -
RTL 2005, 105, 1604

This Regulation is established on the basis ofsdd6 (9) 1) of the Medicinal Products Act
(RT312005, 2, 4).

8 1. General Provisions

(1) This Regulation establishes the requirementsgavholesale distribution of medicinal
products, including the requirements for the sgai&mises and installations, handling of
medicinal products, documentation of handling op@na, maintaining records of medicinal
products, reporting and internal audit.

(2) The requirements of this Regulation apply atswholesale distribution of medicinal
products by holders of an activity licence for mi@ature of medicinal products. In such case

a wholesaler means a manufacturing enterprisasrRiégulation.

§ 2. Requirements for premises and installations

(1) Separate premises shall be provided for thge&oof medicinal products where
conditions for proper storage of medicinal prodwttall be ensured. The walls, floor and
ceiling of storage premises shall be smooth; therior finish shall enable moist cleaning.
The premises shall be well ventilated, clean arst-fsee. The premises shall be supplied with
central heating or stationary electrical heating.

(2) The required amount of shelves, cupboards ketpahall be provided in the storage
premises for the storage of medicinal products. fih@shings shall be made of material
which can be cleaned easily.

3) Separate facilities shall be provided for theeipt and for the dispensing of medicinal
products intended for such purpose.

4) The facilities for the receipt and for the adisping of medicinal products shall protect
the medicinal products against weather effects.

§ 3. Requirements for staff
Q) The head of a wholesaler shall appoint thetgubexs) for the competent person in

writing.



(2) Each person employed with a wholesaler shai laajob description.
3) A job description is a written document in whinihie head of a wholesaler or a person
appointed thereby shall establish the duties ahdrepof responsibility of an employee.

8§ 4. Operational rules and persons responsibledndling operations of medicinal products
(1) There shall be internal written operationaésutoncerning the operations which affect
the quality of medicinal products and are relatethe handling of medicinal products.

(2) The operational rules shall set out a detadlestription of the following operations,
documentation of operations and preservation ofich@ntation:

1) ordering of medicinal products;

2) application for special authorisations and angiadions for use, notification of import
and export;

3) receipt of medicinal products;

4) storage of medicinal products and inspectiostofage conditions;

5) protection of medicinal products from accessibguthorised persons;

6) handling of narcotic and psychotropic substances

7) preparation and preservation of accompanyingichents;

8) dispensing of medicinal products;

9) transportation of medicinal products;

10)  organisation of re-labelling and other worksl@emjobbing contracts;

11)  withdrawal of medicinal products from the mar&ed further handling thereof;

12) removal of expired medicinal products from éisgation storage;

13) removal of defective medicinal products frora thspensation storage;

14)  suspension of dispensation, termination ofahisption and recall of medicinal
products;

15)  handling of returned medicinal products;

16) maintaining records of and reporting on medicproducts;

17)  cleaning and maintenance of the premises amgmegnt of wholesalers;

18)  pest control in wholesalers' premises;

19) internal audit.

3) Operational rules may include also the desorpdf other handling operations of
medicinal products not specified in subsectionof2his section.



4) Operational rules shall be up-to-date and cordd by a date and the signature of the
head of the enterprise or a person appointed thefdite previous versions of operational
rules shall be preserved for at least five years.

(5) The head of a wholesaler shall appoint in wgta person responsible for each
operation and a person substituting for the peresponsible.

(6) Each employee shall be familiar with the opersatl rules and legislation on which his
or her duties are based upon.

(7)  An employee shall certify the examination oéayional rules by entering the date

and his or signature.

8 5. Documentation of handling operations of mewdicproducts

(1) Documentation prescribed in legislation conoegnmedicinal products shall be
carried out during the performance of an operatiormmediately after completion of an
operation unless otherwise determined in the abewtioned legislation.

(2) The person who makes corrections in documemtaiall confirm the corrections by
entering the date and signing it and by leavindfitisé entry visible, and where applicable,
indicate the reasons for making the corrections.

3) The requirements of subsections (1) and (2) bkaadhered to also upon
documentation by electronic means.

4) If a wholesaler orders the repackaging or belling service from another enterprise
who holds an activity licence for manufacture ofdmeeal products, a detailed contract
concerning the work ordered and the responsilshigil be entered into between the ordering
party and the person executing the order.

(5) In the case specified in subsection (4), dejivd medicinal products for execution of
an offer and receipt of packaged or labelled medigproducts shall be carried out on the
basis of an instrument of delivery and receipt. fistrument shall set out the names, batch
number and quantity of the medicinal products éekd and received and reference to the

jobbing contract.

8§ 6. Receipt of medicinal products at wholesaler
(2) The arrival of each consignment of medicinaldarcts at a wholesaler shall be
documented and certified by entering the date hasignature of the person who receives

the consignment.



(2) A check on the reception of medicinal prodwttall be performed immediately on the
arrival in the course of which the following shial ascertained:

1) the existence of special authorisation and aighton for use, if such authorisation is
required on the basis of the Medicinal Products Act

2) the existence and format of the documents gargifquality (hereinafter certificate of
guality) and accompanying documents and the cooretgnce of the documents to the batch
of medicinal products;

3) in the case of vaccines for human use and mreliproducts derived from human
blood, the Official Control Authority Batch Relea@@CABR) certificate;

(07.10.2005 No 103 entered into force 21.10.20R3 k= 2005, 105, 1604)

3)? in the case of vaccines used in veterinary oneelj the Official Control Authority
Batch Release (OCABR) certificate or the Offici@téh Protocol Review (OBPR) certificate
where the State Agency of Medicines has establishedf the abovementioned
requirements for an imported batch of vaccines;

(07.10.2005 No 103 entered into force 21.10.20R53 k= 2005, 105, 1604)

4) the correspondence of the number of packagetabetling to the accompanying
documents;

5) dates of expiry;

6) storage conditions;

7) the existence of information in Estonian (patkg@nd package leaflet in Estonian);
8) the compliance of the packaging with the manrgetiuthorisation.

3) If there is doubt concerning the quality of adicinal product or the required
certificates are missing, the medicinal product fbayeleased after obtaining a decision on
approval from the State Agency of Medicines.

4) If medicinal products are supplied by anothbépigsaler, the latter shall submit a copy
of the authorisation for use at the request ofdéloeiving wholesaler if it has been issued by
the State Agency of Medicines.

(5) The person who performs a check on the reaeptianedicinal products shall certify

it by entering the date and his or her signature.

8 7. Storage of medicinal products at wholesaler
(2) A wholesaler shall be responsible for the pregt@on of the quality of medicinal

products from the moment of arrival of the meditpraducts at the wholesaler.



(2) Medicinal products shall be stored pursuarhé&procedure established on the basis
of subsection 34 (5) of the Medicinal Products Act.

3) The following medicinal products need not bggbally separated, but they shall be
labelled appropriately or other effective measuvbih ensure distinguishing shall be
applied:

1) medicinal products the dispensation of whickuspended;

2) medicinal products without marketing authorisatwhich have authorisation for use;
3) medicinal products without marketing authorisatwhich do not have authorisation

for use.

8 8.Dispensing of medicinal products from wholesaler

Q) The medicinal products ordered on the bassmibgection 21 (1) of the Medicinal
Products Act shall not be published in the priseudpon making a sales offer to enterprises
and agencies which have the right to make wholgaaiehases of medicinal products.

(2) The medicinal products compiled for dispenshgll be stored in the facilities for
dispensing until the medicinal products are transgoto the customer.

(3) A wholesaler shall ensure that medicinal praslueach the recipient in time and
together with the required documents.

4) It is prohibited to divide a packaging certifiby a marketing authorisation at a
wholesaler.

(5) Defective medicinal products and medicinal picid the date of expiry of which is in
less than two months shall not be dispensed. drtetiter case, a medicinal product may be
dispensed if the recipient is notified of the daftexpiry and the recipient grants written
consent to receive the medicinal product.

(6) Before dispensing a medicinal product, a whalkysshall be convinced that the
recipient has the right to receive the medicinadpict pursuant to legislation. If necessary,
the existence of the activity licence of the resipiof the medicinal product, the conditions
and validity thereof shall be verified.

(7) A separate delivery note shall be prepared vefipect to each consignment of
medicinal products which shall set out:

1) the number of the delivery note;

2) the date of dispensing the medicinal product;

3) the name and address of the deliverer and tigieat, in the case of dispensing to a

veterinarian also the number of the activity licec the veterinarian;



4) the code of the Coding Center,

5) the name of the proprietary medicinal product;

6) the pharmaceutical form;

7) the content of active substance(s);

8) the quantity in a packaging;

9) the number of packagings;

10) the batch number of the medicinal products;

11) the date of expiry;

12) the market authorisation holder or, in the absdahereof, the manufacturer;

13)  whether the medicinal product belongs to medigproducts not subject to
prescription, prescription medicinal products orim#al products subject to restricted use;
14)  the selling price.

(8) Unauthorised medicinal products shall be maikdtie delivery note accordingly in a
clearly understandable manner.

(9) A delivery note shall be prepared in at least driginal copies, one of which shall
remain with the deliverer and the other with thapient. Space shall be left in the delivery
note for indicating the retail price.

(10) A delivery note may be prepared and submittedlectronic means if it can be
accessed and reproduced at the deliverer anddipeergt of the medicinal product.

(11) The consignee shall confirm the receipt obasignment of medicinal products by the
date and his or her signature. If a delivery nstgubmitted by electronic means, the
consignee may confirm the receipt of the consigrtratso in another document
accompanying the consignment of goods which needordain all the information specified
in subsection (7) of this section but shall incladeference to the delivery note.

(12) Upon dispensing medicinal products to a whadersor manufacturing enterprise, a
copy of the certificate of quality shall be submeitto the recipient unless the recipient
confirms the existence of the certificate of quadit the batch. Other recipients of medicinal
products shall receive a copy of a certificate wdldy upon the request thereof.

(13) Upon dispensing of raw materials, the recipadrthe raw materials shall always
receive a copy of a certificate of quality.

(14) If a medicinal product is dispensed to a minigeauthorisation holder as a sample,
the packaging shall be marked with a clearly vesgdal Mitte mudgiks”[Not for sale].

(15) Medicinal products for human use may be sdidlesale to a veterinarian only if a

veterinary medicinal product with the correspondactjve substance, content of active



substance and pharmaceutical form does not hagédamarketing authorisation in Estonia
or the abovementioned veterinary medicinal protiobt for sale at Estonian wholesalers. A
special labelling bearing the words "Ainult vetednseks kasutamiseks" [for veterinary use
only] shall be attached to medicinal products femian use which are dispensed to
veterinarians.

(16) If medicinal products ordered by a veterinaiaae paid for by an agricultural
enterprise, a veterinarian shall send an order fadfrmedicinal products to the wholesaler.
(17) An order form specified in subsection (16)lkbantain the following information:

1) the name and the number of the activity licevicthe veterinarian who ordered the
medicinal products;

2) the name and address of the enterprise whofpayise medicinal products;

3) the name, the pharmaceutical form, the contetitenactive substance and the quantity
in the packaging of the ordered medicinal products;

4) the number of ordered packagings;

5) the date of preparation of the order;

6) the signature and personal seal of the veteaimadigital signature in the case of
sending an order form by electronic means.

(18) The order forms specified in subsection (1®lise preserved at the place of business
of the wholesaler for one year as of dispensingrkdicinal product.

(19) A confirmation signed by the head of an adtizal enterprise and a veterinarian
concerning the employment of the veterinarian ig #gricultural enterprise specified in
clause 27 (2) 1) of the Medicinal Products Act Ehalavailable at the place of business of
the wholesaler.

§ 9. Transportation of medicinal products

(2) Medicinal products may be dispensed only topteson indicated in the delivery note.
Delivery of medicinal products to or leaving thediognal products into the possession of
third persons is not permitted.

(2) If a wholesaler purchases transportation serfrigm another enterprise, a contract
shall be entered into with the latter which shathbélish the obligations of the parties in order
to ensure the preservation of the quality of thelisieal products and the receipt of the
medicinal products by the correct recipient. A vdsaller shall inspect regularly the

organisation and conditions of transportation.



3) It is not permitted to send medicinal proddotsn a wholesaler to the recipient of the
medicinal products by post. Courier service maysed upon the delivery of medicinal
products, except of narcotic drugs, on conditiat the medicinal products are delivered

directly to the recipient of the medicinal productsthe same day.

8 10.Handling of returned usable medicinal products

(1) A wholesaler may accept medicinal productsrregd by the customers for further
dispensing thereof only if the wholesaler is coweuh that:

1) the appearance of the medicinal product antle@packaging do not cast doubt on the
guality of the medicinal product;

2) the medicinal products have been stored andliéanehder conforming conditions;
3) there is sufficient time until the date of expir

4) the wholesaler has the certificate of qualityhaf batch of medicinal products.

(2)  An employee engaged in the handling of returmedicinal products at a wholesaler
shall give his or her opinion on the medicinal protdand permission to return it to the
dispensation storage and confirm it by the dateramdr her signature. Until permission is
granted the returned medicinal products shall bekasbcorrespondingly and stored
separately from other medicinal products.

3) Returning, provision of an opinion and furthandling shall be documented.

§ 11.Handling of defective medicinal products

(2) Defects shall be documented by setting outrmédion concerning to the medicinal
product, manufacturer, retailer, the nature ofdéect, the circumstances related to the defect
or cause of the defect and further handling ofdfective medicinal product (preservation,
destruction, returning to the supplier, etc.).

(2) The competent person shall be informed of elsfbctive medicinal product
discovered upon handling of medicinal productsahalesaler.

3) The State Agency of Medicines shall me immedyamotified of each defective or
presumably defective medicinal product. Notice neeidbe given if it is clear that the defect
was caused by incorrect handling at the wholesalduring transportation.

(4) Medicinal products which do not have informatia Estonian and which are
dispensed to other wholesalers and to which infaonas attached upon further handling are

not deemed to be defective medicinal products.



(5) The State Agency of Medicines and the mark#iaisation holder shall be
immediately notified of counterfeit or presumabbuaterfeit medicinal products.

§ 12.Suspension of dispensation, termination of disp@msand recall of medicinal products
(1) A wholesaler shall have a functioning systemsigspension of dispensation,
termination of dispensation of medicinal produatsezall of dispensed medicinal products
(hereinafter restriction on dispensing) for theesashere:

1) a medicinal product turns out to be defectivpr@sumably defective;

2) it becomes evident that an expired medicinatlpedb was dispensed;

3) the State Agency of Medicines, the manufactweglesaler or holder of the
marketing authorisation of a medicinal product nsatkes corresponding order;

(2) A wholesaler shall appoint a contact person wdio be contacted at all times by
telephone in connection with restriction on dispegsin the case of a hazardous defect also
outside working hours. The contact person shalehaamediate access to the information
concerning dispensing.

3) Upon change of a contact person, the State &gehMedicines shall be immediately
notified of the name and title of office of the nperson in writing. Upon change of the
telephone number of a contact person, the Stata&ygef Medicines shall be immediately
notified of the new number in writing.

(4) A competent person shall be informed of ea¢hiedated to restriction on dispensing.
Information concerning dispensing shall be easilyeasible by the employee responsible for
suspension of dispensation, termination of disp@nsaf medicinal products or recall of
dispensed medicinal products.

(5) It shall be possible to initiate the acts caonoeg restriction on dispensing
immediately. Depending on the defect, the recigi@fthe medicinal product shall be
notified within the period of time prescribed bgt8tate Agency of Medicines or within a
reasonable period of time and recall of the medigimoduct from the recipients shall be
organised up to the prescribed level.

(6) If the order concerning restriction on dispegsivas not issued by the State Agency of
Medicines and the reason for applying the restnicis a defective or presumably defective
medicinal product, the State Agency of Medicinedlldhe immediately notified of the
restriction on dispensing and the circumstancegingl thereto.



(7 Recalled medicinal products and medicinal potslthe dispensation of which is
terminated shall be identified and stored separatebrder to preclude their accidental
occurrence in the dispensation storage until ast@tis adopted concerning further handling.
(8)  Arrestriction on dispensing shall be documerted a description concerning the
reason for the restriction on dispensing and furttaedling shall be provided and a list of the
persons who were notified of the restriction sbhallcompiled. The inventory of the medicinal
product shall be registered at the time of estabiient of a restriction on dispensing. The
information included in the documentation shallldeadentification of the medicinal

product.

(9) A report shall be prepared concerning a reghith shall set out the quantity of the
received, dispensed and recalled medicinal produadshe way of further handling of the
medicinal products.

(10) The documentation concerning a restrictiomlispensing and the report concerning a

recall shall be submitted at the request of theeSkgency of Medicines.

§ 13. Maintaining records

(1) The arrival, price formation and dispensingath medicinal product shall be
registered in the records of medicinal products.

(2) The records of medicinal products maintainea wholesaler shall ensure
identification of the supplier and recipient of Ranedicinal product.

3) The records shall include the following infoima with regard to each batch of
medicinal products:

1) name of the proprietary medicinal product;

2) pharmaceutical form;

3) active substance(s) and the content thereof;

4) guantity in the packaging;

5) ATC-code;

6) code of the Coding Centre;

7) number of the batch of medicinal products;

8) market authorisation holder and manufacturer;

9) the name and address of the supplier;

10) date of arrival,

11) total number of the arrived packages;

12)  purchase and selling price of the medicinatipo;



13) number of the special authorisation and aushtion for use granted by the State
Agency of Medicines, if such documents exist;

14)  number of the delivery note;

15) date of dispensing and quantity of the medignaduct;

16) name and address of the recipient of the mealiproduct.

(4) The information concerning a batch of medicimalducts specified in subsection (3),
special authorisations, authorisations for usdifates of quality and delivery notes shall be
preserved at the place of business of the wholekalene year as of the sale of the batch of
medicinal products.

(5) A wholesaler shall preserve the informationcsjeed in subsections (3) and (4) for at

least five years, the information concerning naccdtugs for at least ten years.

§ 14. Internal audit

(2) Internal audit shall be carried out at a whalesat least once a year in order to
monitor implementation of and adherence to theireqents of legislation, adherence to the
operational rules and job descriptions and makpgsals for taking measures.

(2) Internal audits shall be formalised as repdktseport shall include the results of the
audit, proposals for taking measures. An auditafl gtonfirm the report by the date and his or

her signature.

§ 15. Reporting

(1) A holder of an activity licence for wholesalistdbution shall submit a consolidated
report of all its wholesalers concerning the mewitproducts procured, dispensed and stored
during the previous accounting period. If medicipedducts are not procured or dispensed
during an accounting period, the State Agency ofliglees shall be notified thereof during
the term established in subsection (2) of thisigect

(2) Quarterly reports of medicinal products shallsobmitted:

1) by 15 April as at 31 March;

2) by 15 July as at 30 June;

3) by 15 October as at 30 September;

4) by 1 February as at 31 December.

3) A report shall contain the following informatiavith respect to each medicinal
product:

1) name of the proprietary medicinal product;



2) pharmaceutical form;

3) ATC code;

4) active substance(s) and the content thereof;

5) quantity in a packaging;

6) market authorisation holder or, in the abseheegof, manufacturer of the medicinal
product;

7) code of the Coding Centre;

8) number of packagings of medicinal products atlsiat the beginning of the
accounting period;

9) the quantities arrived by differentiating theaqgtity of imported medicinal products
and the quantity of the medicinal products purctidsmm the Estonian handlers of medicinal
products;

10) the quantities dispensed by differentiatingftil®wing groups: the quantity exported,
the quantity dispensed to Estonian general phassakbspital pharmacies, veterinary
pharmacies, wholesalers of medicinal products, egadérs of veterinary medicinal products,
veterinarians and other agencies;

11) the quantity withdrawn from the market or venittoff for any other reason;

12) the quantity returned to the supplier or mactuifieer;

13) the quantity sent for control analysis;

14)  the quantity delivered as advertising samples;

15) the number of packagings of medicinal producttock at the end of the accounting
period.

4) In clause (3) 10) the total wholesale pricéhef dispensed quantity shall be indicated
with regard to each differentiated group.

(5) The State Agency of Medicines shall publistiringtions for the preparation of a
report on its web site.

(6) Wholesalers shall check the stocks at least angear. Discrepancies shall be
documented and submitted to the State Agency ofiditexs in the report following the

abovementioned check.

8 16. Termination of wholesale activities
(2) Upon dissolution of the holder of an activiigeince or termination of the activity
entered in an activity licence, the medicinal pridat the wholesaler shall be transferred to

the holder of an activity licence for handling oédicinal products or a person who has the



right to make wholesale purchases of medicinal petg] or the medicinal products shall be
withdrawn from the market within two months asloé tlate of termination unless otherwise
specified by the State Agency of Medicines. Infotioraconcerning transfer or withdrawal
shall be submitted to the State Agency of Medicatethe request thereof.

(2) The requirements established in 8 8 shall Ined to upon the transfer of medicinal
products.

3) Upon termination of wholesale activities, agdshall be submitted to the State
Agency of Medicines containing the following infoation:

1) name of the proprietary medicinal product;

2) number of batch.

3) pharmaceutical form;

4) content of active substance(s);

5) quantity in a packaging;

6) market authorisation holder or, in the abseheesof, manufacturer of the medicinal
product;

7) the quantity in stock.

4) Upon termination of the transfer of medicinedgucts a report concerning the period
following the last quarterly report shall be suligdtto the State Agency of Medicines
pursuant to the procedure established in § 15.

(5)  After termination of the activities of a whoddsr, the competent person or the head of
the enterprise shall be responsible for the trardfenedicinal products, including for the
transfer of medicinal products for destruction, tfeg quality of medicinal products and
preservation of the relevant accompanying documantisdestroying them on site or until

they are returned.

8 17. Implementing provisions

(2) Wholesalers shall, within one month as of emityg force of this Regulation, notify
the State Agency of Medicines in writing of the rearitle of office and telephone number(s)
of the contact person specified in subsection }2 (2

(2) This Regulation enters into force on 1 MarcB20

3) Clauses 8 (7) 4), 13 (3) 6) and 15 (3) 7) of Begulation enter into force on 1
October 2005.



! Directive 2001/82/EC of the European Parliameut @fithe Council on the Community
code relating to veterinary medicinal products (311, 28.11.2001, pp. 1-6); Directive
2001/83/EC of the European Parliament and of thtnerCommunity code relating to
medicinal products for human use (OJ L 311, 28012pp. 67-128); Directive 2004/27/EC
of the European Parliament and of the Council anmgnDirective 2001/83/EC on the
Community code relating to medicinal products foman use (OJ L 136, 30.04.2004, pp.
34-57); Directive 2004/28/EC of the European Paréiat and of the Council amending
Directive 2001/82/EC on the Community code relatmgeterinary medicinal products (OJ L
136, 30.04.2004, pp. 58-84).

2 RTL =Riigi Teataja Lisa = Appendix to the State Gazette

® RT =Riigi Teataja = State Gazette



