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Coat of Arms of the Republic of Serbia
Republic of Serbia
MINISTRY OF HEALTH
Number: 000615041 2025 11900 008 004 530 133

Date: July 11. 2025

Belgrade. Nemanjina 22-26
Phone: 011 311 49 49

SI

The Minister of Health of the Republic of Serbia. acting upon the request of the limited liability
company PHOENIX PHARMA DOO. BEOGRAD. located at Bore Stankovi¢a Street No. 2,
Belgrade—Cukarica. for the issuance of a wholesale license for medical devices. and based on
Article 122, Paragraph 10 of the Law on Medical Devices ("Official Gazette of RS™. No.
105/17). Article 37, Paragraph 1 of the Law on Inspection Oversight (~Official Gazette of RS™.
Nos. 36/15. 44/18 — other law. and 95/18). and Articles 136 and 184 of the Law on General
Administrative Procedure (~Official Gazette of RS™. No. 18/16). hereby issues the following

DECISION

I A LICENSE is hereby ISSUED to the limited liability company PHOENIX PHARMA
DOO, BEOGRAD. located at Bore Yrankoviéa Street No. 2. Belprade-Cukarica. for wholesale
trade in medical devices — import, export, procurement, storage, and distribution — on the
territory of the Republic of Serbia. from the business and storage premises located at Dositejeva
Street No. 33, Simanevei. with a total area of 223.93 m*

11 An integral part of this decision is Annex ! - Wholesale License for Medical Devices.
[15 The license referred to in Item I of this decision is issued for a period of S years.

[V The decision of the Ministry of Health of the Republic of Serbia No. 51 5-04-3618/2023-11
dated October 13. 2023, is hereby REVOKED.

Explanation

The limited liabilitv company PHOENIX PHARMA DOO. BEOGRAD. located at Bore
ankoviéa Street No. 2. Belgrade—-Cukarica. was issued a decision by the Ministry of tiealth
of the Republic of Serbia No. 515-04-3618/2023-11 dated October 13. 2023. for wholesale

rade in medical devices — import. export. procurement. SIOTASC. and distribution on the
g dnediegl devices: Class 1.

territory of the Republic of Serbia. covering the folig®
categorics: 02. 03. 04. 05. 08. 09. 10. 11: Class Isgflaicgories: 02,93, 05. 08. 10. 11:
(lase Tm. categories: 04, 05. 09: Class Ha: categgfzes: 02, 03 04:10S. 07. 08, 09,
10. 11. 12: Class Ib. categories: 02, 03. 04. 05. { 118,'0":'.?0.\;}1@: Chss [l category:
2. 03. 04, 07. 08. 09, 10. 12: Class: List A. List B. ‘3}1&&&&;;’."55 Otfigts — categories 06
and Class AIMD, category 01. in business and storage FOmises wi | area of 2,136.79
m?. located in Simanovei. Dositejeva Street No. 33. N

{H/ .,/':Zi:-—-—-‘“



The limited liability company PHOENIX PHARMA DOO. BEOGRAD
CUKARICA,). located at Bore Stankoviéa Streei No. 2. Belgrade—Cubariva. submitted a
equest to the Ministry of IHealth for the amendmert and supplementation of the previously
issued license. The request for amendment concerns a reduction of the total siorage space
ssed for performing the activity. from 2.136.79 m? to 223.93 m?* The same storage premises
are also used for wholesale rrade in medicines, which are functionally separated from the
nedical devices within the space. The request for supplementation refers to the extension of
:lasses and vategonies of medical devices to he traded. gs tollows: Class | cutegories: AL Bl
CoDVFRGH K MNP QR S LILV. Y, Z: Class [s. categories: A. B. C. D. F. G.
HLK.MUN.P.Q.R. S, 1. U, V. VY, Z: Class Ir. categories: A. B. C. F.G. H. K. L.
M. N. P: Class Im. categories: A. B. C. F. G. K.N. P. Q. R, T V. Z: Class: Ila.
-ategories: A. B.C. F.G.H. K. L. MNP QR ST UL VU VL 2 Ulass [Tb, categories:
ABCEGHERELMNPQR S T.U V.Y, Z Class IIL. cawcgories: A B. C. F.
G.HKILMNP QR S.T.U V., V. Z Class AIMD. category J: Class: Class A. B,
C. D. category: W. The applicant submitted all the necessary supporting documentation along
with the request.

Acting upon the submitied request and based on Aricle 118, Paragraph 3. ltem 2 of
the Law on Medical Devices (~Official Gazette o5 RS™. No. 105./17). a review was conducted
of" the documentation. premises. and equipment lor the storage and safekeeping ol medical
devices. as well as a verification of compliance with the requirements regarding the
professional qualifications of the employed personnel. as established in the inspector’s report
No, 000615041 2025 11900 008 004 530 133 dated July07. 2025,

Based on the directly established facts and the submitted documentation. it was
determined that the prescribed conditions have been met for conducting wholesale trade
in medical devices. in accordance with Articles 69. 70. and 71 of the Law on Medical
Devices (—Official Gazette of RS™. No. 105/17), and Articles 3. 8.9, 11. 12, 13. 16. 18.
19. 21. 25. and 26 of the Rulebook on the Conditions for Wholesale (rade in Medical
Devices (~Official Gazetie of RS™. No. 84/13), as suuted in ltem [ of the operative part of
this decision.

In accordance with Article 3. Paragraph 2 of the Rulebook on Wholesale Trade in
Medical Devices (“Official Gazette of RS™. No. §4/18). an integral part of this decision is
Annex 1 — the license. which is aitached to this devision. as indicated in ltem 1 of the
onerative part of the decision.

Pursuant to Article 73. Paragraph 4 of the Law. the license is issued for a period o1’ 5
vears. as established in Item 11 of the operative part of this decision.

By issuing this decision. the decision of the Ministry of Health No. 515-04-
3618/2023-11 dated October 13. 2023, is hereby revoked.



This decision is final in the administrative procedure.

An administrative dispute may be initiated hefore the competent court within 30
(thiryy ) days from the date of receipt of this decision,

The applicant has paid the republic administrative fee for this decision in accordance
with Tarifl No. 182 of the Law on Republic Administrative Fees (“Official Gazette of RS".
Nos. 62/2021. 54/23. 59/24),

Round seal: MINISTER
Republic of Serbia Signature Ilegible
Belgrade Dr. Zlatibor Lonfar

Ministry of Health
Coat of Arms of the
Republic of Serbia

To be delivered to:

l. PHOENIX PHARMA bO0O.
BEOGRAD, Belgrade—
Cukarica. Bore Stankoviéa
Street 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 certifv that this translation fully corresponds to the
Serbian original.

Belgrade, 29 July 2025
No. 5370/2025

Court Authorised English Translator/Interpreter.
Ivana Tkodinovié



Annex 1

WHOLESALE LICENSE FOR MEDICAL DEVICES

Licerse number:

| Date oﬁssuance;

| 000615041 2025 11900
_008 004 530 133
_ [ July 11, 2025 !

Wholesale (name):
PHOENIX
PHHARMA

Business name: PHOENIX PHARMA DOQ SEOGRAD

Headquarters address: Belgrade-Cukarica. Bore Srankovi¢a Street No, 2

[.egal basis tor issuing the license: | aw on Medical Doviees  "Otficial Gazeue of RS". No. 105/17)

The license includes:

roi  All wholesale trade activities A
[T Part of wholesale trade activities, specificaly: =

1. Registered medical davices o]
| Eact ral
\i Medical devices for clinical investigations
A
~.1  Medica! devices from non-EL) couniries
ul
3 Medical devices for conformity assessment by a
S

designated body
™ Medical devices that are sources of ionizing radiation

ron Performs labeling of medical devices with a label or
LA ~
Y= additional labet

Date of inspection based on whivh the license is issued:

The entire territory of the Republic ot
Serbia

Part of the territory of the Republic o
Serbia

Unregistered medical devices

July 07, 2025



(1

. | Typeof task: /

i Addresq and contact:

Simanoveci, Dositejeva Street No. 33

' Contact: 011/352-81-00
| e-mail: office/a’ phoenix.pharma.rs

Wholesale Trade Location Information

! contact of the person responsible for
| wholesale trade:
Maja Krsti¢ Raidevi¢, Master of
Pharmacy
Contact: 011/353-81-00
¢-matil: office’a phoenix.pharma.rs

" Full nagc.nprof'es;ﬁll guatification. and

Delegatcd tasks

1.

Type: General medical devices
[ Class: I

‘A

5

|
H
4.

g

Ty pe ¢: General medical devices
| Class: Iy

‘ Business name. registered office address,

and contact of the coniractor/contract
! recipient: /

\1ed:cal Devices

]—Cs;ego—ries:

02,03, 04, 05,08,09,10,11,A.B,C, D,

' F.G,H. K, M,N.P.Q,R
| Z i

| Epg General medical devices
Class: Im
i

i

i Categories:

K.M,N,P,Q.R, S, T,U,V,Y,Z

Categorles

5, T.U, V.

|
|
—
|
]

Yq

02,03, 05,08,10,11. A,B,C,D,F, G, H,

'04,05,09,A,B,C, ¥,G, K.N,P,Q,R, U,

’vz

| Type: General medical devices
| Class: Ir

II Categories:
A,B,C,F,GHK, L, M,N, P

Type: General medical devices
| Class: lla

6. | Type: General medical devices

§ Class: ITb

1

. | Type: General medical devices

| Class: II¥

=, .. V9YVZ__

, Categories:

, 02,03, 04, 05, 07, 08, 09, 10, 11.12. A. B,
R,S, T, U,

C,F.G.H,K,L.M,N. P, Q,

|
l
f
i
E

| Categories:

02, 03, 04, 05, 07, 08, 09, 10,11, 12, A, B,
| C, F. G, H’ K,L.M,N,P, Q) R’ S9 Ts Uv

.-L-V, Y_‘_l

| Categories:
02, 03, 04, 05, 07, 08, 89, 10, 11, 2,
,F,G,H,K,L,M,N,P,Q, R, §,
V,Y.Z

T\ pe: General medical devices

1 Categories:

Classes: List A, List B, Self-testing, Others '06 w

Classes: A, B,C, D

Type: General medical devices
| Class: AIMD

’B’
9U’

Categories:
0Ly




‘ This license conﬁr?lls_fhe fulfillment of conditions for the ;vholegle trade of medical devices
| preseribed by the Law on Medical Devices (" Official Gazette of RS", No. 105/17) and regulations |

| enacted for its implementation. - o

fo be delivered to: MINISTER
1. PHOENIX PHARMA DOO. BEOGRAD. | Signature Illegible
Belgrade—Cukarica. Bore Stankovica \ Dr. Zlatibor Lonéar
| Street No. 2
2. Archive ! Round Seal:
Republic of Serbia
Belgrade

| Ministry of Health
| Coat of Arms of the Republic of Serbia .

“he license for wholesale trade of medical devices is issued lor a period of five years in accordance with the
law regulating medical devices.

_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 translation fully corresponds to the Serbian original.

Belgrade. 29 July 2025
No. 5371/2025

Court Authorised English Translator/Interpreter.
Ivana Ikodinoviv
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