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PA3PEIHIEHHUE 3A TPON3BOACTBO/BHOC HA JIEKAPCTBEHH ITPOAYKTH
Manufacturing/Importation Authorization

Homep ga paspenieHnero
Aunthorisation number

WiMe HA npuTexaTe/s Ha pa3pelieHHeTo
Name of authorisation holder

Aapec(n) Ha 00eKTHTE 32 NPOM3BOACTBO
Address(es) of manufacturing site(s)

Cenasiuuie M aapec Hil ypaB/jieHHe HA NPUTeKaTes s
HA pa3pelieHHeTo
Legally registered address of authorisation holder

OGxBAT HA pa3pelieHNeTO U JIEKAPCTBeHH (OpMHU
Scope of authorisation and dosage forms

OcHoBaHus 3a H3aBalie
Legal basis for authorisation

Hme HA OTTOBOPHHS CJYKHTE] HA KOMIIETEHTHUS
OpPrad Ha bLPKABATA YIEHKA, KOSITO H3AaBa
paspeLIeHneTo

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

Moamnuc/Signature:

Hara/Date: 28.03.2018 r.

Hpunoxenne 1 n/nim [punoxenne 2

Annex land/or Annex 2

Mpunoxenms mo {360p, CHrJIACHO N3INCKBAHUATA:
Optional Annexes as required.

[punoxenne 3 (AapecH Ha MPOM3BOACTBO O Bb3JIAraTeJiCH A0r0BOP)
(Addresses of Contract Manufacturing Site(s))
Mpmoxenne 4 (Aapecn Ha 1aGopaTopuH 3a Ka4eCTBEH KOHTPOJI [0 Bb3aarate/ieH 10roBo

Annex 3

Annex 4 (Addresses of Contract Laboratories)
TMpunoxenue 5 (Mme Ha KBAJTHPUUBPAHOTO JIMIE)
Annex 5 (Name of Qualified Person)
Ipunoxenne 6 (Ime Ha OTrOBOPHHUTE JIHLA)

Annex 6 (Name of responsible persons)

MNpunoxkenne 7 (JaTa Ha MCNEKLUATA BL30CHOBA, [ia KOSTO € H3JaAeHO pa3pelleHHeTo, 00XBAT HA MOCAEANATa MHCIIEKLIHA)
(Date of inspection on which authorisation granted, scope of last inspection)

Annex 7

BG/MIA-0022

“CKOPIIHOH IHUITHHI™ O0OJ]
SCORPION SHIPPING OOD

ya. ,IIbpBa 6barapexa apmus™ Ne 18, Codusn 1225, bearapus
18, Parva Balgarska Armia Str.., 1225 Sofia, Bulgaria

yn. ,IIbpBa 6barapcka apmuna” Ne 18, Codus 1225, Brarapusa
18, Parva Balgarska Armia Str..,1225 Sofia, Bulgaria

N36poeny B NPHIOKEHHUATA
Listed in the annexes attached

e uyu. 155 ot 3akoHa 3a JIeKAPCTBEHNTE NPOAYKTH B
XyMAaHHATAa MeauuuHa/drt 155 of Medicinal Products for
Human Use Act

nou. Acena CtoumeHosa, ¢
M3nbJHUTeIeH AHPEKTOP

Assoc. Prof. Assena Stoimenova, PhD, MScPharm, MPH
Executive Director

Hpnnoxenue 8 (IlpogyxTn pazpeluenu 3a 11pou3BoACTBO/BHOC)

Annex 8

(Manufactured/imported products authorised)

Codus 1303, yn. Hamsau [pyes Ne §, ren.: (02) 8903 555, daxce: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 §903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg



Paspeiuenme 3a npousBoacTeo/BHoc Ne BG/MIA-0022
Manufacturing/Importation Authorisation No BG/MIA-0022

HCTOPLA HA MTPOMEHUTE HA PASPEIIEHWE Ne P-1-42-001

VARIATION HISTORY OF AUTHORISATION Ne P-I-42-001

Crpauduara ce NoAMeHsd ¢ BCAKA HOBA NIPOMAHA.
This page will be amended if the licence is varied.

Ne | Homep Ha npomsinaTta | [laTa OnucaHMe HA MPOMSIHATA /CbKpaTeHo/
Variation number Date Variation Details
1. | P-I1-42-001 06.04.2015 N3naBane Ha paspeuieHne BbB opmara Ha EC
Authorization according to EU template
2. | BG/MIA-0022 28.03.2018 BruniouBaHe Ha NMPOM3BOACTBEHA AEHHOCT Ha JieKapCTBeHH

MPOAYKTH NpPeAHA3HAYEHH 32 KINHMYHO M3NUTBaHE:
BTOPUYHO ONAKOBAHE

Including of manufacturing operation of investigational
medicinal products: secondary packing

BkiarouBaHe HA CHUCHK 32 NPOU3BOICTBO HA JIEKAPCTBCHH
NpPOAYKTH [OpeJHA3HAYEHM 33 KJIHHHYHO M3MHATBAaHE
Including of list of investigational medicinal products
manufacture

AKTyaIn3upaHe HAa CIOHMCBbKA € JIEKAPCTBEHH TPOAYKTH,
paspeLIeHH 3a MPOU3BOJCTBO

Medicinal products lists update authorized to manufacture

* B HacTOALLOTO paspelieHye C4 OTPa3eHH BCHYKY H3BBPLIEHH [POMEHV B Pa3pELLIEHHE 32 POM3BOACTBO/BHOC Ne P-[-42-001 kbm 28.03.2018 r.
* 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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Paspemenue 3a npousBoacreo/BHoc Ne BG/MIA-0022
Manufacturing/Importation Authorisation No BG/MIA-0022

IIPMJIOKEHUE Ne 1
ANNEX 1

OBXBAT HA PASPEINEHUETO/SCOPE OF AUTHORISATION

Hme u anpec na obexta/Name and address of the site:
»CKOPIIMOH HNIUITUHI™ OON
SCORPION SHIPPING OOD

yi. ,IlbpBa 6barapeka apmusa™ Ne 18, Codust 1225, Bparapus
18, Parva Balgarska Armia str., 1225 Sofia, Bulgaria

X JlexapcTBeHM NPOOYKTH 32 XyMaHHa ynorpe6a/Human medicinal products

[0 Jlekapcrsenun npoxykTH 3a BeTepuHapha ynotpe6a/Veterinary medicinal products

PA3PELWIEHRU AEMHOCTU/A UTHORISED OPERATION
XI [IIpousBoacTBeHH AeHHOCTH (CHIIACHO YaCT 1)/ Manufacturing operations (according to part 1)

[l Broc Ha JiekapcTBeHM NPOAYKTH (chriaacHo dact 2)/Importation of medicinal products (according to part 2)

| Yacr 1/Part I - TIPOU3BOACTBEHM JAEMHOCTW/ MANUFACTURING OPERATIONS

1.5. | OnaxoBane/Packaging

1.5.2 BropuuHo onakoBaHe/Secondary packing

Orpanuyenns nin 3a0eexky, HMallH Bpb3ka ¢ 00XBaTa Ha Te3d NPOM3BOACIBEHH ACHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:

T.1.5.2 ce OTHacsi €aM0 3a MPEONAKOBAHE H eTHKETHPAHE HAa Bede ONMAKOBAHM JIEKAPCTEEHM NPOAYKTH;
CTHKETHPaHe Ha MOCTPU OT JIEKAPCTBEHH NPOAYKTH, NPeAHAIHAYCHH 32 MeIHIHHCKH cnennasucT./ 1.5.2 applies
only 1o repackaging and labeling of medicinal producis of already packed: labeling of samples of medicinal products
intended for healthcare professionals.
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Pa3pemenne 3a npoussoacTeo/BHOc Ne BG/MIA-0022
Manufacturing/Importation Authorisation No BG/MIA-0022

IMPAJIOXKEHUE Ne 2
ANNEX 2

MPOU3BOJCTBEHU JENHOCTHU HA JIEKAPCTBEHU IIPOAYKTU IPEJHA3ZHAYEHH 3A KIAHUYHO
N3MNUTBAHE/MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

Mme u aapec Ha obexTa/Name and address of the site:
»CKOPIIMOH IIUITUHI” OO0/
SCORPION SHIPPING OOD

ya. ,,IIbpBa 6barapeka apmusa” Ne 18, Copus 1225, Brarapus
18, Parva Balgarska Armia str., 1225 Sofia, Bulgaria

X JlexaperBenu mpoaykTH npeaHazHAYEHH 32 KIAMHUYHO W3nuTBane(cbraacHo yact 1)/ Manufacturing
operations of investigational medicinal products (according to part 1)

PA3PEINIEHU AEMHOCTW/AUTHORISED OPERATION

X  IIpomsBoacTBEHM XEHHOCTH HA IEKAPCTBEHU MPOAYKTH MPeAHAZHAYECHH 32 KIMHHYHO U3NUTBAHE
(cvraacuo yact 1)/ Manufacturing operations of investigational medicinal products (according to part 1)

[l BHoc Ha slekapeTBEeHH NPOAYKTH NpeJHA3HAYEHH 32 KJIMHHYHO H3NNTBaHe (cbraacHo yact 2)//mportation
of investigational medicinal products (according to part 2)

Yacerl/Part/ — TPOU3BOJACTBEHU JEMHOCTH HA JEKAPCTBEHM ITIPOJAYKTH NIPEJHA3HAYEHHU
3A KIIMHUYHO U3NUTBAHE/ MANUFACTURING OPERATIONS OF INVESTIGATIONAL
MEDICINAL PRODUCTS

1.5 Onaxosaue / Packaging

1.5.2 BropuuHo onakoBaHe/Secondary packing

OrpaHuyeHAs Wi 3abeNexKy, HMalld BpB3Ka ¢ 00XBaTa Ha TE3U IPOU3BOJCTBEHH NEHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufactiring operations:

T. 1.5.2 ce oTHaca camo 3a NpeomaKoBaHe H eTHKEeTHpaHe Ha Bede OMAKOBAHH JIeKADCTBEHH INPOAYKTH;
eTHKeTHpPaHe HA MOCTPH OT JIeKapCTBeHH NPOAYKTH, NpeIHA3HAYEHH 32 MeJUIMHCKH cnenuamucth/ 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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Paspeinenne 3a nponssoacreo/BHoc Ne BG/MIA-0022
Manufacturing/Importation Authorisation No BG/MIA-0022

ITPANIOKEHME Ne 5
ANNEX 5

KBAJIN®UIINPAHO JIMUE/QUALIFIED PERSON:

HNmena Ha kpanunduuupanoro suune/ Names of Qualified Person:

Haranuna Manosaosa lnMuTpoBsa
Nataliya Manolova Dimitrova

ctp. 1/1



Paspemrenne 3a npousoacreo/BHoc Ne BG/MIA-0022
Manufacturing/Importation Authorisation No BG/MIA-0022

HPUJIOXKEHME Ne 6
ANNEX 6

PBKOBOJHUTEJ KAYECTBEH KOHTPOJI/ PERSON RESPONSIBLE FOR QULITY CONTROL

Hmena Ha pbKOBOAHTEN KayecTBeH KOHTPO /Names of person responsible for quality control:

Haranna Manosnosa lumurpoBa
Nataliya Manolova Dimitrova

PBKOBOJIUTEJ ITPOU3IBOACTBO/PERSON RESPONSIBLE FOR PRODUCTION

Hmena Ha ppKOBOAHTEJ NPOH3IBOACTBO/Names of person responsible for production:

Byps JIrnoomuposa Bopucosa-CraiikoBa
Burya Lyubomirova Borisova-Staykova
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