Certified Translation from Serbian into English

Coat of arms of the Republic of Serbia
Republic of Serbia
MINISTRY OF HEALTH
Number: 000615367 2025 11900 008
004 530 127
Date: July 11, 2025
Belgrade. Nemanjina No. 22-26
Phone: 011 311 49 49
S

The Minister of Health of the Republic of Serbia. acting upon the
request of the limited liability company PHOENIX PHARMA DOO. BEOGRAD
(CUKARICA). located at Bore Stankovica Street No. 2. Belgrade—ffukarica. for the
issuance of a wholesale license for medicines. and based on Article 212, Paragraph 6
of the Law on Medicines and Medical Devices (“Official Gazette of RS™. Nos.
30/2010. 107/2012. 113/2017 ~ other law. and 105/2017 — other law). Article 37,
Paragraph 1 of the Law on Inspection Oversight (~Official Gazette of RS”, Nos.
36/2015. 44/2018 - other law, and 95/2018), Articles 136 and 184 of the L.aw an
General Administrative Procedure (“Official Gazette of RS™. Nos. 18/2016 and
95/2018 - authentic interpretation). hereby issues the following

DECISION

I A LICENSE is hereby ISSUED to the limited liability company
PHOENIX PHARMA DOO, BEOGRAD (CUKARICA), located at Bore
Stankoviéa Street No. 2. Belgrade—Cukarica. for conducting wholesale trade in
medicines -- import, export. procurement. storage. and distribution - on the territory of
the Republic of Serbia. in a shared warchouse for medicines and medical devices
iocated in Simanovei, Dositejeva Street No. 33. with a total area of 223.93 m?.

1.L Medicines for human use in the following groups according to the ATC (Anatomical

Therapeutic Chemical) classification:

A - Medicines for the treatment of diseases of the digestive system and

metabolism

B - Medicines for the treatment of blood and blood-forming organ

disorders

C -Medicines acting on the cardiovascular system

D - Medicines for the treatment of skin and subcutaneous tissue disorders

G - Medicines for the treatment of genitourinary system disorders and sex hormones

H- Hormonal preparations for systemic use

J - Anti-infective medicines for systemic use

L - Antineoplastic and immunomodulating agents J—

M - Medicines for musculoskeletal system disorders 2 A SR

N - Medicines acting on the nervous system C

P - Antiparasitic products. insecticides. and repellgnts b .

R-Medicines for the treatment of respiratory sﬁsi—cm dié??\é% s I'
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§ - Medicines acting on the eye and ear
V - Other therapeutic products {excluding medicinal products of therapeutic groups V09
and V10¥

i.2. Herbal medicines
1.3, Traditional medicines
1.4. Homeopathic medicines

Starting substances for the manufacture or preparaticn of galenic and magistral medicines.
i.e.. raw materials for pharmaceutical use. in the original packaging of the manufacturer
{excluding starting substances that are: penicillin antibiotics. cytostatics. flammable and
explosive substances. raw materials that belong to psychoactive controlled substances and
precursors. and raw materials classified as poisons).

Medicines for human use intended for clinical trials in accordance with the authorization
of the Medicines and Medical Devices Agency of Serbia for conducting clinical trials.
covering all anatomical groups according to the ATC classification listed in Item {.

11 The decision of the Ministry of Health of the Republic of Serbia No.
515-04-3619/2023-11 dated October 13. 2023, is hereby REVOKED.

Explanation

The limited liability company PHOENIX PHARMA DOO. BEOGRAD
(CUKARICA). located at Bore Stankoviéa Street No. 2. Belgrade~Cukarica. holds a
decision of the Ministry of Health of the Republic of Serbia No. 515-04-3619/2023-11
dated October 13, 2023. for wholesale trade ~ imporl. export. procurement. storage. and
distribution of the medicines listed in the disposition of the decision. on the territory of the
Republic of Serbia. in business and storage premises located in Simanovei, Dositejeva
Street No. 33. with a total area of 2,136.79 m2,

The limited liability company PHOENIX PHARMA DOO. BEOGRAD
(CUKARICA). located at Bore Stankovica Street No. 2. Belgrade~Cukarica. submitted a
request to the Ministry of Health on February 24. 2025, for an amendment to the above-
mentioned license due to a reduction in the 1otal area of storage space used for performing
the activity. from 2.136.79 m? to 223.93 m2 The same storage facility is also used for
wholesale trade in medical devices. which are functionally separated from the medicines
within the premises. The applicant submitted the necessary supporting documentation
along with the request.

Acting upon the submitted request. and based on Article 208. Paragraph 3.
liem 2 of the Law on Medicines and Medical Devices (~Official Garsette of RS™ Nos.
30/2010. 107/2012. 113/2017 - other law, and 105/2017 — other law ). the inspector for
medicines and medical devices conducted an inspection of the premises and equipment for
the storage and safekeeping of medicines. as well as a verification of compliance with the
requirements regarding the professional qualifications of the¢ employed personnel. as
established in the inspector’s repert No: 000615367 2025 11900 008 004 530 127 dated
July 7. 2025.



Based on the inspector’s report and the submitted documentation. it
was established that the prescribed conditions for conducting wholesale trade in
medicines. as set out in Articles 120-123 of the Law on Medicines and Medical
Devices (“Official Gazette of RS™ Nos. 30/2010. 107/2012. 113/2017 - other law,
and 105/2017 - other law}. as well as in Articles 3. 4. 10, 11. 13. 15, 21, 22. and 30
of the Rulebook on the Conditions for Wholesale Trade of Medicines and Medical
Devices. the data entered into the Register of Issued Wholesale Licenses for
Medicines and Medical Devices. and the manner of registration (~Official Gazette of
RS Nos. 10/2012. 17/2017. and 84/2018 — other regulation). have been met).

With the issuance of this decision. the decision of the Ministry of
Health No. 515-04-3619/2023-11 dated October 13, 2023, is repealed.

Based on the above. it has been decided as stated in the operative part of this decision.

This decision is final in the administrative procedure.
An administrative dispute may be initiated before the Administrative Court within 30
(thirty) days from the date of receipt of this decision.
The applicant has paid the republic administrative fee for this
decision in accordance with Tariff’ No. 182 of the Law on Republic Administrative
Fees (~Official Gazette of RS™ Nos. 62/2021. 54/23. 59/24).

Round seal:

Republic of Serbia . MINIST,ER
Belgrade Signature lllegible
Ministry of Health Dr. Zlatibor Loafar
Coat of Arms of the

Republic of Serbia

To be delivered to:

i. PHOENIX PHARMA DOO.
BEOGRAD. Belgrade-
Cukarica, Bore Stankovica
Sireat No. 2

2. Archive

-The end of translation-
1. the undersigned court authorised translator. appointed by the decision of the Ministry of Justice
of the Republic of Serbia no. 740-06-747/2006-03. hereby certify that this transiation fuily

corresponds to the Serbian original.

Belgrade. 29 July 2025
No. 5372/2025 —=
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