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PA3PEILIEHUE 3A IPOU3BOACTBO/BHOC HA JIEKAPCTBEHHU ITPOAYKTHU

Manufacturing/Importation Authorization

Homep Ha pasperenuero
Authorisation number

HNme Ha npuTexaTe/sa Ha pa3peLIieHHETO
Name of authorisation holder

Anpec(n) Ha 06eKTHTE 32 MPOU3BOACTBO
Address(es) of manufacturing site(s)

Cepanmule M aapec Ha yNpaB/ieHHe Ha MPHUTeXKATENs

HA pa3peLlIeHHETO
Legally registered address of authorisation holder

OO6XxBaT Ha pa3peLleHUETO H JIeKapcTBeRH GOpMH
Scope of authorisation and dosage forms

OcHoBaHus 3a H3daBaHe
Legal basis for authorisation

HNme Ha OTTrOBOPHHS CJIY)KHTEJ HAa KOMIIETEHTHHA
Oopran  Ha AbpXXaBaTa 4YJIC€HKa, KOATO H3AaBa
paspelieHHeTo

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

Moanuc/Signature:
Jarta/Date’ 06.04.2015 r.

Ipunoxenne 1 n/unn Ipnnoxenue 2

Annex 1and/or Annex 2

Ipuiosxenns no H36op, CLIVIACHO H3HCKBAHMSITA:
Optional Annexes as required:

P-1-42-001

“CKOPIIMOH HIHUITUHI™ OO0
SCORPION SHIPPING OOD

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

yn. , JIbpBa 6barapcka apmus” Ne 18, Codus 1225, Brarapus
18, Parva Balgarska Armia Str.., 1225 Sofia, Bulgaria

H36poeny B NpUIOKEHHATA
Listed in the annexes attached

e yi. 155 ot 3akoHa 3a JiekapcTBeHUTE MPOAYKTH B XyMaHHaTa
MeIMIUHA/Art 155 of Medicinal Products for Human Use Act

jou. Acena CroumeHoBa, nd
H3nbiaHuTe/IeH ANPEKTOP
Assoc. Prof. Assena Stoimenova, PhD, MScPharm, MPH
Executive Director

Iipniaoxenue 3 (Aapecn Ha NPOH3BOACTBO IO Bb3JIaraTesjeH 10roBop)

IMpunoxenne 4 (Anpecu Ha 1a6opaTOpPHH 3a KaUeCTBEH KOHTPOJI 110 Bb3jlaraTelieH I0roBop )

Annex 3 (Addresses of Contract Manufacturing Site(s))
Annex 4 (Addresses of Contract Laboratories)
Hpunoxenne 5 (Mme Ha kBauduOUpaHOTO JHLE)
Annex 5 (Name of Qualified Person)

IIpuaoxenne 6 (Mme Ha OTTrOBOPHHUTE JIHLA)

Annex 6 (Name of responsible persons)

Hp"J’lO)KeHHe 7 (ﬂaTa Ha UCMEKIUSATA BL30CHOBA, HA KOSITO € H3aJJ€HO Pa3spellICHHETO, 00xBaT Ha nmocjgeaHaTa PIHC[]eK].[ﬂﬂ)
Annex 7 (Date of inspection on which authorisation granted, scope of last inspection)
[Ipunoxenue 8 (IlpoaykTn paspeiuesn 3a IPpoH3BOACTBO/BHOC)

Annex 8 (Manufactured/imported products authorised)

Codmsa 1303, yn. QamsaH pyee N2 8, Ten.: (02) 8903 555, dakc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg



Paspemenne 3a npoussoacrTso/BHoc Ne P-1-42-001
Manufacturing/Importation Authorisation No P-1-42-001

MMPAJIOXKEHHE Ne 1
ANNEX 1

OBXBAT HA PA3PEIIEHUETO/SCOPE OF AUTHORISATION

Hme u anpec ua obexta/Name and address of the site:
,CKOPIIMOH INIHAIIAHI” OO0/
SCORPION SHIPPING OOD

yi1. ,,JIbpBa Gbarapcka apmus” Ne 18, Codnn 1225, buarapnst
18, Parva Balgarska Armia str., 1225 Sofia, Bulgaria

X] JlekapcTBenn npoayKkTH 3a Xymanna ynotpebda/Human medicinal products

[0 JlexapcrBenn npoaykTH 3a BeTepuHapHa ynorpeba/Veterinary medicinal products

PA3PEIIEHM JEMHOCTW/AUTHORISED OPERATION
X TMpomssoacreenu aeiinocTu (curaacHo uact 1)/Manufacturig operations (according to part 1)

[C]  BHoc Ba JekapcTBenH npoaykTH (ChriacHo vact 2)/Importation of medicinal products (according to part 2)

Yacr 1/Part | - TIPOU3BOJACTBEHM TEMHOCTH/ MANUFACTURING OPERATIONS

1.5. | Onakosane/Packaging
1.5.2 Bropmuno omakosane/Secondary packing

OrpaHudeHns WK 3a0€NeXKH, UIMAIIH BPh3Ka ¢ 060XBaTa Ha Te3W MPOM3BOACTBECHH HEHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:

T. 1.5.2 ce oTHacCsI camMo 32 MpeonaKoBaHe H eTHKeTHPAHE HA Beyue OIIAKOBAHU JIEKADCTBEHH MPOAYKTH;
€THKETHDAHE HA MOCTPH OT JIEKAPCTBEHH NPORYKTH, MpeAHA3HAUEHH 3a MEIHUMHCKH cnennanucty./ 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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