vall 3 ﬁ\

& o L
J'ffo} s, ”,\\
S & T
(& appee
{ = LS LIRTSH e ;:
T i e L. JOBWH
R Ariiig] MUPJAHA

s

,
o
@]
=
w
1]
-
o
[+3]

INISTRY OF HEALTH

Number: 515-04-00474/2018-11
Date: 26.02.2018

Belgrade, 22-26 Nemanjina Street
Phone: +381 11 26 00 749

GP

The Minister of Health of the Republic of Serbia, at the request of “PHOENIX PHARMA” LLC
Belgrade for the issuing of the amendment of the permit for wholesale trade in medicines and
medical devices, pursuant to the Article 212, paragraph 6 of the Law on Medicines and Medical
Devices (“Official Gazette of the RS no. 30/2010 and 107/2012), Article 37 of the Law on Inspection
Supervision (“Official Gazette of the RS” no. 36/15), Article 136 and Article 184, paragraph 2 of the
Law on General Administrative Procedure (“Official Gazette of the RS” no. 18/2016), hereby adopts
the following:

DECISION

| TO ISSUE THE LICENCE TO “PHOENIX PHARMA” d.o.0. Belgrade, Bore Stankovi¢a Street no.
2 for wholesale trade — import, export, supply, storage and distribution on the territory of the
Republic of Serbia from the business storage facilities in the total area of 6104.01 m2 in Simanoveci,
Dositejeva Street no. 33, in particular the following:

1. Medicines for human use from the following main anatomical groups according to the ATC
(Anatomical Therapeutic Chemical) classification.

A — Alimentary tract and metabolism,

B - Blood and blood forming organs,

C - Cardiovascular system,

D — Dermatologicals,

G — Genito-urinary system and sex hormones,

H — Systemic hormonal preparations,

J - Antiinfectives for systemic use,

L — Antineoplastic and immunomodulating agents,
M — Musculo-skeletal system,

N — Nervous system,

P — Antiparasitic products, insecticides and repellents,
R — Respiratory system,

S —Sensory organs,

V —Various, except V09 and V10;

2. Medicines for human use being clinically tested against the approval of the clinical trial granted
by the Serbian Agency for Medicines and Medical Devices, from all anatomical groups according to
the ATC (Anatomical Therapeutic Chemical) classifications stated in item 1 of this Decision; .,

3. Herbal medicines;
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5. Homeopathic medicines;
6. Medical devices from the following classes and categories:

Class |

- category 02 - Anaesthetic and respiratory devices
- category 03 — Dental devices

- category 04 — Electro-mechanical devices

- category 05 — Hospital hardware

- category 08 — Ophthalmic and optical devices

- category 09 — Reusable instruments

- category 10 — Single use devices

- category 11 — Technical aids for disabled persons

Class Is

- category 02 - Anaesthetic and respiratory devices
- category 03 — Dental devices

- category 05 — Hospital hardware

- category 08 — Ophthalmic and optical devices

- category 09 — Reusable instruments

- category 10 — Single use devices

- category 11 — Technical aids for disabled persons

Class Im

- category 04 — Electro-mechanical devices
- category 05 — Hospital hardware

- category 09 — Reusable instruments

Class lla

- category 02 - Anaesthetic and respiratory devices
- category 03 — Dental devices

- category 04 — Electro-mechanical devices

- category 05 — Hospital hardware

- category 07 — Non-active implantable devices

- category 08 — Ophthalmic and optical devices

- category 09 — Reusable instruments

- category 10 — Single use devices

- category 11 — Technical aids for disabled persons
- category 12 — Diagnostic and therapeutic radiation devices

Class Ilb

- category 02 - Anaesthetic and respiratory devices
- category 03 — Dental devices

- category 04 — Electro-mechanical devices

- category 05 — Hospital hardware

- category 07 — Non-active implantable devices
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- category 09 — Reusable instruments

- category 10 — Single use devices
- category 12 — Diagnostic and therapeutic radiation devices

Class il

- category 02 - Anaesthetic and respiratory devices

- category 03 — Dental devices

- category 04 — Electro-mechanical devices

- category 07 — Non-active implantable devices

- category 08 — Ophthalmic and optical devices

- category 09 — Reusable instruments

- category 10 - Single use devices

- category 12 - Diagnostic and therapeutic radiation devices

Class: List A, List B, Self-Test, Other
- category 06 — In Vitro diagnostic devices

Class AIMD
- category 01 - Active implantable devices;

7. Medical devices being clinically tested against the approval of the clinical trial granted by the
Serbian Agency for Medicines and Medical Devices, from all classes and categories set forth in
item 6 of this Decision;

8. Initial substances in the product, i.e. for the manufacture of galenic and magistral medicines in
the original packaging of the manufacturer, except for penicillin antibiotics, cytostatics, initial
substances that belong to a group of psychoactive controlled substances, i.e. the precursors that
belong to the group of poisons.

] TO CANCEL the decision of the Ministry of Health of the Republic of Serbia no. 515-04-
09112/2017-11 as of 19.12.2017.

Rationale

“PHOENIX PHARMA” LLC Beograd, Bore Stankovica Street no. 2, has a licence for wholesale trade in
medications for human use, as well as the medications undergoing clinical trials according to the ATC
(Anatomical Therapeutic Chemical) for all the major anatomical groups, herbal medicines, traditional
medicines, homeopathic medicines, medical devices, as well as for the medical devices being
clinically tested or used in clinical studies, with the classes and categories specified in the enacting
clause of this Decision, for the starting substances for production, i.e. manufacture of galenic and
magistral medicines in the original packaging of the manufacturer, on the territory of the Republic of
Serbia, in the business storage premises with the total area of 6321.77 m2 in Simanovci, Dositejeva
Street no. 33.

“PHOENIX PHARMA” d.o.0. Belgrade, Bore Stankovica Street no. 2, has on 25.01.2018 submitted a
request for the amendment of the licence no. 515-04-09112/2017-11 as of 19.12.2017, due to tk

Street no. 33.
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at the request, and pursuant to the Article 208, paragraph 3, item 2, the inspector for
medlcmes and medical devices inspected the premises and the equipment for storage and
safekeeping of medicines and medical devices, the inspection of means of transport and the
fulfilment of the conditions in terms of professional equipment of employees, as confirmed by the
Inspector’s record no. 515-04-00474/2018-11 as of 23.02.2018.

Based on the facts and the submitted documents, it has been established that all the prescribed
conditions have been met for the wholesale trade in medicines and medical devices pursuant to the
Articles 120-123, 193, 194 of the Law on Medicines and Medical Devices (“Official Gazette of the RS”
no. 30/10) and Articles 3, 10, 11, 13, 15, 21 and 30 of the Ordinance on the conditions for wholesale
trade in medicines and medical devices, data entered in the Registry of issued licences for wholesale
trade in medicines and medical devices, and on the manner of registration (“Official Gazette of the
RS” no. 10/12).

Having in mind that “PHOENIX PHARMA” d.o.o. Belgrade, Bore Stankovi¢a Street no. 2, has a
Decision issued by the Ministry of Health number 515-04-09112/2017-11 as of 19.12.2017 at the
same address and that the change of the total area of the business storage facility has occurred, by
virtue of this Decision, the cited decision is hereby cancelled.

Starting from the above said, it has been decided as stated in the enacting clause of this decision.
This decision is final in the administrative procedure.

An administrative dispute may be initiated against this decision before the Administrative court
within 30 (thirty) days from the receipt of the decision.

A fee for this decision has been collected pursuant to the Law on Republic Administrative Fees
(“Official Gazette of the RS” no. 61/2017).

Deliver to: The MINISTER
1. “PHOENIX PHARMA” d.0.0. Belgrade On behalf of Zlatibor Loncar
Bore Stankovica Street no. 2 [signature illegible]
2. The Archives [Stamp] Republic of Serbia, Belgrade

Ministry of Health

5153018.0039.121/2

(End of translation)

I, the undersigned sworn-in judicial translator hereby certify that the attached hereto document submitted to me in
the Serbian language has been truly and properly translated into the English language and in witness thereof, |
have hereto set my hand and affixed the official seal. Court translator for English language under oath, appointed
by the Minister of Justice of the Republic of Serbia no.: 740-06-00305/94-18 September 02, 1994.

Belgrade, November 20, 2018 ,/\




Peny6auka Cpbuja
MHUHHUCTAPCTBO 3/IPABJbA
bpoj: 515-04-00474/2018-11
Hatym: 26.02.2018. roanne
beorpaza. ya. Hemaruna 6p. 22-26
Tenedon: 011/26-00-749
I

Munnetap 3apasma  PenyGnnke Cpuje. pewasajyhu o 3axTeRy
"PHOENIX PHARMA" d.o.0. Beorpan. 3a u3naeaibe u3meHe 103R070¢ 3a NpoOMET Ha
BEJIHKO JE€KOBA M MEAHUMHCKHX CPeACTaBa. a Ha OCHOBY wiaHa 212. ctaB 6. 3akoHa o
CROBHMA W MeaMUMHCKHM cpeacTeuma ("CaywGenn rnachuk PC" Gp. 30/2010 u
107/2012). unana 37. 3akoHa 0 uHenekuujckom Haazopy (..Cnykbenu rnacuuk PC™ Opoj
36/15), unana 136. w unaua 184. cras 2. 3akoHa 0O onwTeM yNpaBHOM NOCTYNKY
("Cayxbenn rnacuuk PC". 6p. 18/2016). aownocu

PEIHNE®E

I U3JAJE CE JO3BOJIA "PHOENIX PHARMA" d.o.0. Beorpax,
ya. bope Crankosmha 6p. 2 3a npomer Ha BelnKko - yBO3, H3B03, Ha0aBKa,
CRIANMIITewe 0 aecTpubyunjy Ha Tteputopujn PenvGanke CpOuje M3 nocaoBHHX
CAMWHKX  MPOCTOpHja  yKkynHe noepwkHe 6104,01 m’ y Wamanosunma, ya.
HocurejeBa 6p. 33, u 1o:

1. JlekoBa 3a xymany ynorpedy ciaeaehHx riaBHHIX aHATOMCKNX
rpyna no ATC (Anatomical Therapeutic Chemical) kaacndnraunjun.

A — AaUMEHTApHU TPAKT M MeTaboau3am.

B - KpB 1 KpBOTBOpHM OpraHu.

C — KapauoBacKkyiapHu curem.

D — Koxy ¥ NOTKOXKHO TKHEO,

G — 'eHHTOYPUHAPHK CHCTEM H NI0JIHE OpraHe.

H — XopmoHcku npenapati 3a CHCTEMCKY NpHMEHY.

J — AHTHUH(EKTHBHM IEKOBM 32 CUCTEMCKY MPHMERY.

L — AutuHeonnactium 1 uMyHOMOYIATOPH.

M — Muwuhito — KowTanu cucTem.

N — Hepshu cuctem,

P — AnTunapasnThu npou3BoAn. MHCEKTHLMIN M CPEACTBA 32 3aLUTHTY
0/l MHCeKaTa.

R — Pecnupatophu cucrewm.

S — CensopHu opratu.

V — OcTano — ocum V09 u V10;

2. lewoBa 3a xymany ynorpedy Koju ce RANNHYRE HCIUTY ]y Y ofS

o
€2 103B0.10M ATCHUMje 32 JIeROBe M Meanunucka cpeacrsa Cpéuje o cn ,6@“8Ih_\"
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3. bubunx JekoBa:
4. TpaanuHoHa IHHX JI€KOBA;
5. XomMeonarcKHX JIeKoBa;

6. MeanunHeknx cpeacraBa, caegehnx kiaaca n kateropuja:

Knaca I

Kateropuja 02 - aHecTe3njCKa M pecnHPaTOpPHA MEAHLIMHCKA CPEACTBA,
kateropija 03 — 1eHTanHa MEHMLIMHCKA CPeACTBa.

KaTeropuja 04 — enekTpo-mMexaHHUKa MeAHLMHCKA Cpe/1CTRa.
kateropuja 05 — GonHuuKa. anpaTypHa onpema.

rkareropuja 08 — odpranmonowka M ONTHYKA MeHUHHCKA CPeACTRA.
Kateropuja 09 - UHCTPYMEHTH 3a BULLEKpATHY yroTpedy.

rkateropuja 10 - MeauiMHCKa CpeCTBA 3a je/IHOKpaTHY ynoTpedy.
KaTeropuja 11 — TexHH4Ka cpeCTBa 3a XEHHKENUpaHa auua.

Kaaca Is

rkaTeropuja 02 - anecTesnjcka W pecnUpaTopHa MeaULHHCKa CPeaCcTBa.
rateropuja 03 — neHTanHa MeaMUMHCKA cpeacTBa.

kateropsja 05 — Sonuuuka. anpaTypHa onpema.

kareropuja 08 — opTanmonowka M ONTHUKA MEAMLHHCKA CPeCcTBA.
KaTeropuja 09 - HHCTPYMEHTH 3a BHLLEKPATHY YNoTpeOy.

kareropuja 10 - MeAMUMHCKA CPEICTBA 3a [¢AHOKPATHY ynoTpedy.
rateropuja 11 — TexHUYKa CPeACTBA 3a XeHAHKENHpaHa Jimia

Kaaca Im

rateropija 04 — enekTpo-MexaHHUKa MeIMUHMHCKA CPeACTBA.
kaTeropuja 05 — SoaHuuKa. anpaTypHa onpema.
kaTeropuja 09 - MHCTPYMEHTH 32 BHLLEKPATHY YNOTPeoy.

Knaaca Ila

rkaTeropuja 02 - aHecTes3HjcKa M pecnUpaTopHa MEAHLMHCKA CpeICTRA.

rareropuja 03 — aeHTanHa MEAMLIMHCKA CPEACTBA.

rareropuja 04 — eeKTPO-MEXaHHUYKA MeIHLMHCKA CPeCTBa.

kareropuja 05 — GosHnuka. anpaTypHa onpema.

rkateropuja 07 — HeaKTHBHA UMMIAHTA0HIHA MEAHLUMHCKA CpeACTBRa.

rateropnja 08 — opraamonolika v ONTHUKA MCAHLIHHCKA CpeacTBa.

rateropuja 09 - HHCTPYMEHTH 3@ BULIEKPATHY YNOTPEOY.

raTeropnja 10 - MmeaAMLMHCKA CPEACTBA 3a jeJHOKPATHY yNnoTpeoy.

rateropuja 11 — TexHHuKa cpeICTBA 32 XCHAHKENHpaHa 1uua

kateropnja 12 — anjarHocTHYKA M TepaneyTcka MEAHLMHCKA CpecTRa
Y paavonoruju

Kaaca 116

L

rkaTeropuja 02 - aHecTe3njCKa W pecnupaTopHa MeAHLHHCKA CPeICTBA.
rkateropuja 03 — neHTanHa MeAHLMHCKA CPECTBA.

rateropnja 04 — enexkTpo-MexaHMUKa MeIMLUMHCKA CPeACTRA.
kateropnja 05 — GosnHnuka, anpaTypHa onpema.

rkateropuja 07 — HeakTHEHA UMNIAHTAOKTHA MEIHIIMHCKA CPEICTRA.
rkateropija 08 — orasmMoiowka M ONTHUKA MEAHLIMHCKA Cpe/IcTBa.
kateropuja 09 - MHCTPYMEHTH 33 BHLIEKpPATHY yNoTpedy.




J

eropuja 10 - Meanuuncka cpeactsa 32 jeAHOKpaTHY vioTpedy.
areropuja 12 — 1HjarHoCTHYKA W TepaneyTeka MeaHMUMHCKA CpeacTBa
Y PaJaHoIOTHjH

Kaaca 11

- kaTeropnja 02 - anecTesnjcka 1 pecnupaTopHa MeAHUMHCKA CPeACTRa.

- kateropuja 03 - 1eHTanHa MeAMUMHCKA CPeaCTBRa.

rateropuja 04 — enexTpo-mMexaHHUKa MeAMLMHCKA CPEICTBA.

- Kateropuja 07 — HeaKTHBHA MMIIIAHTAOHAHA MEMLMHCKA CPeICTRA.

- Kateropnja 08 - ohranvonouika u onTHYKA MeAHLHHCKA CpecTBa.

- Rateropuja 09 - MHCTPYMEHTH 3a BULIEKPATHY YIIOTpedy.

- Kateropuja 10 - MeHuMHCKa cpeacTBa 32 jeaAHOKpaTHY ynoTpedy.

-KaTeropuja 12 — aMjarHocTHyKa 1 TepaneyTeka MeaHLIHHCKA Cpe/CTBa
Y PaaAHONOTH]H

Kuaaca: Lista A, Lista B, samotestiranje, Ostalo
- kaTteropuja 06- — .In Vitro™ aMjarHocTHYKa MeAHLIHHCKA CPeACTBA.

Knace AIMD
-kaTeropuje 01 — akTuBHa MMNATHOMIHA MEIMLMHAK CPEACTRA:

7. Meanunneknx cpeacTaBa Koja ce KANHHYKH HCNNTY]Y V CKI2AY ¢a
703B010M AreHluje 3a J1eKOBe W Meauuuucka cpeactsa Cpouje o cnpoBohery
RIAHHHYROT HCHHTHBAKA H TO CBHX K1aC2 H KATEropiija HABEAEHNX V TaukH 6. oBor
pelliera;

8. Tiosasnux cyncTaHunm 3a  npomM3BOAKBY, OAHOCHO 334  M3Paay
FAJEHCKHX H MATHCTPATHHX JIEKOBA Y OPHIHHATHOM NaKoBamy nponssohaua, ocum
MeHHUIIIIHCKINX AHTHOHOTHRA, UHTOCTATHRA, M0J23HHX CYNCTAHUN Koje NPHNaaajy
MCHXOAKRTHBHIM  KOHTPOJIHCAHHM CYNCTAHUAMA, OAHOCHO MpEKYpcopHMa, Koje
NpHNAAAJY TPYIIH OTPOBA.

II YKHUIAA CE pewewe Munucraperea 3apasna PeryGauke Cpouje
0poj 515-04-09112/2017-11 01 19.12.2017. roaune.

Ob6paznoxeme

"PHOENIX PHARMA" d.0.0. beorpan. yn. Bope Cramkosuha Gp. 2.
nocesyje 10380y 3a POMET Ha BEMKO JICKOBA 30 XYMaHy ynoTpedy. Kao W OHHX KOjH ce
KauHuukn wenuty)y no ATC (Anatomical Therapeutic Chemical) cBux rnasimx
AHATOMCKHX rpyna. busbnux nekosa. TpaauunoHanuux nekopa. XoMeONnaTcKHX JIEKOBA.
MeanunHeKHX cpeacTaBa. Kao W OHMX KOjH Ce KIHHHYKH MCMHTY]Y HAH KOpHCTe Yy
KIMHUYKHM  CTYAM]aMa, K1aca M KaTeropuja HaBeAeHHX Y JMCMIO3MTHBY peLicHa.
NOJA3HUX CYNCTAHUM 33 MPOH3BO/LY. OAHOCHO M3PAAy FANCHCKHX M MarucTpaiHWX
AEKOBA y OPHUIHHAIHOM NAaKoBawy npowssohada. Ha Teputopnjn PenyGanke Cpouje. v
MOCIOBHHM CRATHILHUM MPOCTOPHjaMa yKynHe nospiunde 6321,77 m” v Llluvanosumma.
va. locurejea Op. 33.

"PHOENIX PHARMA" d.0.0. beorpas. yn. Bope Crankoeuha 6p. 2.
noaHeno je nawa 25.01.2018. roamue 3axTeB 3a u3meHy aoseone Opoj 515-04-
09112/2017-11 oa 19.12.2017. roauue. 360T npomMeHe yKyNHe NOBpPLIHHE M0C/IOBHE
cKnaHOr npoctopa Ha 6104,01 m” y Llumanosiva, ya. Hocurejesa 6p. 33. ﬁf{\\ NALL 34




; [Toetynajyhu no noaHeTom saxteBy. a Ha ocHoBy uitaHa 208. crtas 3.
Tayka 2. HHCINEKTOP 3@ JCKOBE M MEIHLUMHCKA Cpe/ACTBA H3BPLUMO je nNperaea npocropa u
OMpeMe 33 CMEUITA] M YYBaHE NE€KOBA M MEIMUMHCKUX CpPeacTaBa, Mperjiel NpeBO3HMX
CpeacTBa Kao M MpoBEpa MCTYHEHOCTH YCA0BA V NOrAeLy CTPYYHE CrpeMe 3anoc/ieHuX
nMua Kako je yTepheHo 3anucHWUKOM MHcnektopa Opoj 515-04-00474/2018-11 oa
23.02.2018. roauHe.

Ha ocHoBy HenocpeaHo ytepheHOr YHHEHHHHOr cTakba W NOAHETE
NOKVMeHTauMje. yrBpheHo je aa cy MCNymeHH MpoNucaHu YCI0BH 33 00aB/batbe
JENaTHOCTH NPOMETa JICKOBa M MEAMUMHCKMX CPEACTaBa Ha BeNMKO cxoaHo ua. 120. -
123. 193. 194, 3akoHa 0 NeKOBUMA H MEAMUHMHCKHM cpeacTBrma ("CnymKOeHH raacHMK
PC". Opoj 30/10) w un. 3. 10. 1. 13. 15. 21, 22. u 30. [lpauiHHKa 0 ycaoBHMa 3a
MPOMET Ha BEIMKO JEKOBAa M MEAMUMHCKMX CpPEICTaBa. MoJaliMMa KOjH ce YRHCYjy ¥
Perucrap u3aaTix 103B0A 33 MPOMET HA BEIHKO JIEKOBA W MEAMLUMHCKHX CPEACTABa. Kao
u HauuHY viuca ("Cayxoenu rnacHuk PC", 6poj 10/12).

C ob6zupom aa "PHOENIX PHARMA" d.o.o. beorpaa. ya. bope
Crankosuha Op. 2. noceayje pewemwe MunnucrtapeTsa 3apassba Opoj 515-04-09112/2017-
11 oa 19.12.2017. roawHe. Ha KMCTO) ajapecH W Ja je 100 A0 NPOMEHE YKYMHe
MOBPLWIHHE MOCAOBHO CKAAAMIIHOT MPOCTOPA. H3AaBatbeM OBOI pelICHAa UMTHPAHO
pelliethe ce YKHaa.

[Tonazehu 01 HaBe1€HOr PEIIEHO J€ KAo Y AHCTIO3HTHBY OBOT PelleHa.
OBO peliebe je KOHAYHO Y YIIPABHOM MOCTYIKY.

[TpoTHB OBOI pelleHha MOKE CE NOKPEHYTH YIPaBHU cnop Koa YnpasHor
cyaa vy poxky on 30 (tpuaeceT) AaHa 0/ AaHa NpujeMa pelueba.

Takca 3a oBo peuietbe HaraheHa je Ha OCHOBY 3aKOHa O penyOIHUKHM
aamuuucTpaTHBHuM Takcama ("CnyxGenn rnacuuk PC". Gp. 61/2017)

JlocTaguTH: MUHWET AP
. "PHOENIX PHARMA" d.0.0. Bearpaz, SRR
vi. Bope Crankosuha 6p. 2  Acc, ap 3nasndep JidHuap
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