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PABPEIIEHUE 3A ITPON3BOACTBO/BHOC HA JEKAPCTBEHU NPOAYKTH
Manufacturing/Importation Authorization

Homep Ha paspenieHneTo
Authorisation number

Ume Ha npuTexKaTe/isl HA pa3perieHHeTo
Name of authorisation holder

Anpec(n) Ha o06eKTHTE 32 IIPOU3BOXCTBO
Address(es) of manufacturing site(s)

Cenanuiue u anpec Ha ynpaBJieHye Ha TPUTEKATENS
HA pa3pelesmero
Legally registered address of authorisation holder

O0XBaT Ha pa3spelIeHUETO U JIEKapCcTBeHH GopmMu
Scope of authorisation and dosage forms

OcHoBaHus 32 M30ABAHE
Legal basis for authorisation

Hme HA OTTOBOPHUA CITYKUTEJI HA KOMIIeTeHTHHSA
Opras Ha XbpKaBaTa WieHKA, KOSATo H31aBa
pazpeluenueTo

Name of responsible officer of the competent authority of
the member state granting the manufacturing
authorisation

Monnuc/Signature:

Hata/Date: 28.03.2018 r.

TMpunoxenne 1 u/niu INpusoxenne 2

Annex land/or Annex 2

IpunoxeHus mo 360p, ChrAACHO H3INCKBAHUATA:
Optional Annexes as required:

[punoxkenne 3 (AapecH Ha NPOM3BOACTBO N0 Bh3JIaraTeseH A0roBop) L} \ PR | 2
(Addresses of Contract Manufacturing Site(s)) W N TRRRS A )

BG/MIA-0022

“CKOPIIMOH INUITUHI™” OO0
SCORPION SHIPPING OOD

ya. ,JIbpea 6barapcka apmus” Ne 18, Codus 1225; Buarapus
18, Parva Balgarska Armia Str.., 1225 Sofia, Bulgaria

ya. ,IIbpBa 6barapeka apmus” Ne 18, Codus 1225, brarapns
18, Parva Balgarska Armia Str.., 1225 Sofia, Bulgaria

H30poenn B NPHUIIOKEHUATA
Listed in the annexes attached

e yj. 155 or 3axona 3a JexapcTBeHUTe NPOIAYKTH B
XyMaHHaTa MeguumuHa/Art 155 of Medicinal Products for
- Human Use Act

nou. Acena Cronmenosa, A¢
M3nbjHUTENIEH JUPEKTOD

Assoc. Prof. Assena Stoimenova, PhD, MScPhar m, MPH
Executive Director

Annex 3 /)
Mpuno:xenue 4 (Aapecn Ha 1aGOPATOPHHM 3a KaUeCTBeH KOHTPOJ [0 Bb3Jararesex z(orosop } S~
Annex 4 (Addresses of Contract Laboratories) N : P

IMpunoxenne 5 (Mme Ha KBanunpuMpPaHoTo JIHIE)
Annex 5 (Name of Qualified Person)
Npunoexenne 6 (Mme Ha 0OTrOBOPHHUTE NHUA)
Annex 6 (Name of responsible persons)

Npuioxenune 7 (JaTa Ha HCMEKUUITA BH30CHOBA, 1A KOSATO € H3AaeHO Pa3PEeIIEeHHETO, 06XBAT HA NOCTIEAHATA HHCIIEKIHS)
(Date of inspection on which authorisation granted, scope of last inspection)

Annex 7

Mpnaoxkenne 8§ (IIponyxkTn paspenieny 3a nNpou3BoJcTBO/BHOC)

Annex 8

(Manufactured/imported products authorised)

Codust 1303, yn. Hamsin Ipyes Ne 8, ven.: (02) 8903 555, daxce: (02) 8903434

8, Damyan Gruev Str.,

1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,

e-mail: bda@bda.bg



Paspewenue 3a npoussoacrso/BHoc Ne BG/MIA-0022
Manufacturing/Importation Authorisation No BG/MIA-0022

KCTOPIS HA IIPOMEHUTE HA PASPELIEHUE No P-1-42-001
VARILUION HISTORY OF AUTHORISATION Ne P-1-42-001

CrpmniuaTa ce NoAMEHs C BCSIKA HOBA NPOMSAHA.
This page will be amended if the licence is varied.

Ne | Homep Ha npomsinara | Jlarta OnucaHne HA MPOMSAHATA /cbKpPaTeHO/
Variation number Date Variation Details
1. | P-1-42-001 06.04.2015 H3zpaBane Ha pazpeuenue BbB dopmarta Ha EC
Authorization according to EU template
2. | BG/MIA-0022 28.03.2018 BkJiouBaHe HAa NMPOHM3BOACTBEHA ACHHOCT HA JIEKAPCTBEHH

NPOAYKTH MpeAiasHA4YeHH 33 KJIHHHYHO H3IHTBAHE:
BTOPH'IHO ONAKOBaHE

Including of manufacturing operation of investigational
medicinal products: secondary packing

BrJIloYBaHE HA COMCBK 332 HPOH3BOJACTBO HA JEKAPCTBEHM
OpPOAYKTH NpeAHA3HAYeHH 33 KJIHHHYHO H3NHTBaHE
Including of list of investigational medicinal products
manufacture

AKTyaIu3¥paHe Ha COHCHLKAa ¢ JIEKAPCTBEHH NPOXYKTH,
paspeLleHy 3a NPOH3BOACTBO

Medicinal products lists update authorized to manufacture

* B HACTOAOTO PA3peLieHye Ca OTPA3EHH BCHYKY U3BBPIICHH IPOMEHH B Pa3pelleHHe 3a MpoH3BOACcTBO/BHOC Ne P-1-42-001 kbm 28.03.2018 1.
* The present authorisation issued on 28.03.2018 covers all accomplished variations in Manufacturing/Importation Authorisation No P-1-42-001
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PPaspewsense 3a npousBoacTso/BHoc Ne BG/MIA-0022
Manufucturing/Importation Authorisation No BG/MIA-0022

HNPUJNONKEHUE Ne 1
ANNEX 1

OLBNDBA'T HA PASPEWUEHUETO/SCOPE OF AUTHORISATION

Hme 1 wipee ua obexra/Name and address of the site:
WO KOPITMOH LIUITAHI™ OO
NCORPION SHIPPING OOD

yi. o IIbpBa Obarapexa apmus” Ne 18, Codus 1225, Brarapus
18, Parva Balgarska Armia str., 1225 Sofia, Bulgaria

X JlexapcTBenn mpomyKkTH 3a XyMaHHa ynotpeba/Human medicinal products

[] Jlexapcreenn mpoaykTH 3a BeTepuHApHA ynorpeba/Veterinary medicinal products

PA3SPEIIEHU JEMHOCTW/AUTHORISED OPERATION
X Hpoussoncreenn aefinoctu (cbraacko yact 1)/Manufacturing operations (according to part 1)

[l  Bnuoc na nexapcrBenn npoaykTu (coraacuo uacr 2)/Importation of medicinal products (according to part 2)

Yacr 1/Part | —-TIPOU3BOJCTBEHM JENHOCTW/ MANUFACTURING OPERATIONS

‘| 1.5. | Onaxosane/Packaging

1.5.2 BropuuHo onakoBaue/Secondary packing

OrpanuueHns 1K 3a0eNexKkH, HMalll| Bpb3ka ¢ 00XBaTa Ha Te3H HPOU3BOACIBEHH JEHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:

T.1.5.2 ce orHaca camo 3a mnpeonakoBdHe M eTHKeTHPaHe HA Bede OMAKOBAHH JeKapCTBEHH MPORAYKTH;
€THKETHpAaHe HA MOCTPH OT JIEKAPCTBEHN NMPOAYKTH, NPeAHAIHAYEHH 32 MeAHLIHHCKH clenuaimmcTu./ 1.5.2 applies
only to repackaging and labeling of medicinal products of already packed; labeling of samples of medicinal products
intended for healthcare professionals.
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l‘npomomw M upoussoacreo/sHoc Ne BG/MIA-0022
Adammfecturing/Importation Authorisation No BG/MIA-0022

HPUJIOKEHHUE Ne 2
ANNEX 2

PO INOAC T ENN AEIBHOCTH HA JEKAPCTBEHU MPOAYKTH IPEJHA3SHAUYEHU 3A KAUHUYHO
FEVRLES VDDANKALININACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

Mme i anpec un obexta/Name and address of the site:
WCROMIHOH IUUNMUHD 00,
NCORPION SHIPPING OOD

ya. wllbpBa 6barapeka apmus” Ne 18, Codus 1225, Buarapus
18, Parva Balgarska Armia str., 1225 Sofia, Bulgaria

X JlekapcTBeHH NPOAYKTH NPEJHASHAYEHH 32 KJIMHAYHO H3NHTBAHE(CHLITIACHO YacT 1)/ Manufacturing
operations of investigational medicinal products (according to part 1)

PA3PEIMEHM NEUHOCTU/AUTHORISED OPERATION

XI TIlpomssoacTeenwu AeiiHOCTH HA JeKapCTBEHU HPOAYKTH NMPeIHAZHAYEHH 32 KJIHHUYHO H3NMTBAHE
(ewraacho uact 1)/ Manufacturing operations of investigational medicinal products (according to part 1)

] BHoc Ha JeKapCTBeHH NPOAYKTH NPeIHA3HAYEHH 32 KJHHHYHO M3NIHTBAHE (ChIJIACHO YaCT 2)/Importation
of investigational medicinal products (according to part 2)

Yacrtl/Part! - IPOU3BOJACTBEHU JEMHOCTHU HA JIEKAPCTBEHU HPOAYKTU NPEAHA3ZHAYEHN
3A KNIMHUYHO U3NMUTBAHE/ MANUFACTURING OPERATIONS OF INVESTIGATIONAL
MEDICINAL PRODUCTS

1.5 Onaxkosaue / Packaging

1.5.2 Bropuuno onakopane/Secondary packing

Orpanuuenus WK 3a6€/IeXKH, UMLK BPB3Ka ¢ 00XBaTa Ha T3 NPOU3BOACTBEHH NeHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufaciuring operations:

T. 1.5.2 ce oTHacs caMO 3a MpeONAKOBAaHe H eTHKETHDAHE Ha Bedye ONMAKOBAHM JIEKAPCTBEHH MPOAYKTH;
€THMKETHPAHE HA MOCTPH OT JIEKAPCTBEHH NPOIYKTH, NPeAHA3HAYEHH 3a MeJHIHHCKN creuuanucty/ 1.5.2 applies
only to repackaging and labeling of medicinal products of already packed: labeling of samples of medicinal products
intended for healthcare professionals.
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