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PENYBJ/INKA BBJITAPUS

U3anbnHuTEeNnHa areHuMs no nekapcreara
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

PA3SPEIIIEHHUE 3A ThPT'OBHA HA EJPO C JIEKAPCTBEHH HPOAYKTH

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Howmep Ha paspemennero / Authorisation number .

BG/WDA/MP - 0327/18.04.2022

2. HaumenoBanue Ha npuTexKATENs HA paspewennero u EHK /Name of authorisation holder and
company registration number ;

»CKOPIIMOH HIATIUHT” OO/,

»SCORPION SHIPPING” OOD
EHK / UIC: 030432553

3. Cepanuue u agpec Ha ynpasaenwe / Legally registered address of authorisation holder :

rp. Cousi 1225, o6muna Cronnyna, paiion Cepanxka, yi. ,JIbpBa Gbirapcka apmus“Ne 18,
1225 Sofia, Municipality of Sofia, region Serdica, 18 Parva bulgarska armija Str

4. Aapec(u) Ha NOMEIIEHIETO(ITA) 32 THPIOBHS HA AP0 IAddress(es) of site(s) :

rp. Copus 1225, o6mmua Cronugna, paiion Cepanka, yu. ,,IILpBa Gbiarapeka apmust Ne 18
1225 Sofia, Municipality of Sofia, region Serdica, 18 Parva bulgarska armija Str.
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Paszpemenne 3a Thprosus na €apo ¢ JieKapcTBeHd npodykmu Ne BG/WDA/MP-0327/18.04.2022
Wholesale distribution authorization No BG/WDA/MP-0327/18.04.2022

5. OG6xBaT Ha paspelIeHHeTOo / Scope of authorisation :

Hpunoxenne 1 /Annex 1

6. IIpaeuo ocHOBaHHE 3a H3JiapaHe HA paspewienuero /Legal basis of authorisation:

Y. 202 or 3akon 32 JIEKapCTBEHUTE MPOAYKTH B XyMaHHATA MeAMITMHA /
Law on the medicinal products in human medicine, Art. 202.

7. Hme na OTrOBOPHHSA CAVIKHTE/ HA KOMIETEHTHHSI OPraH Ha OBLD/KABATA YWIEHKA, KOSATO M3aBa

PaspelieHeTo 3a ThproBus Ha eapo/Name of responsible officer of the competent authority of the member state

granting the wholesaling authorisation :

MAT.-®APM. BOTIAH KUPHJIOB/ BOGDAN KIRILOV, MScPharm
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8. Hoanuc/Signature: ......\ '-\ ‘;ﬁ‘ z
W 2
9. Ilpwnaoxenus / Annexes attached : \\\
""‘-.__

Ilpunoxenne 1 - O6xBaT Ha paspemwennero 3a TbpProeus Ha eapo / Annex 1 - Scope of wholesale distribution

authorisation (Gpoit npunosicenus | number of annexes : 1)

Ilpuoxenne 2 - Aapecu Ha oGeKTHTE, ¢ NpHTEKATENNTE HA pa3pellieHHe 32 THPTOBUS HA e|po, ¢ KOUTO, HMa
CKJIIOYEHH 0rOBOPH 32 I0CTABKA M HOMepaTa Ha paspelleHusita / Annex 2 - Address(es) of contract wholesale
distribution sites and their authorisation number

Hpunoxenue 3 - Mme Ha 0TroBopHUs MarucTep-apmanesT no 4. 197, 1. 2 ot 3JIIXM / Annex 3 - Namef(s)
of responsible person(s)

X Ilpnnoxenne 4 - Jata Ha npoBepKaTa, ¢ KOSITO e Aajeno paspeiiednero / Annex 4 - Date of Inspection on
which authorisation was granted
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Pa3spemenue 3a THprosust Ha eapo c JIEKAPCTBeHHn npodykmu Ne BG/WDA/MP-0327/18.04.2022
Wholesale distribution authorization No BG/WDA/MP-0327/18.04.2022

WUCTOPHA HA IIPOMEHHUTE
/HISTORY OF AMENDMENTS

Ne | Homep na npomanama Hama Onucanue na npomanama /cvkpameno/
Amendment number Date Amendment Details

l | IV-P-T-175 02.06.2008z. H3oaeane na paspewenue/ Authorization

2 | IV-II-T-225 11.02.2009z. Ilpomana na cedanuwie u adpec na ynpasnenue/An
amendment concerning the legally registered address of
the authorisation holder

3 | IV-P-T-EU-S-004 18.03.2013z. Hpeusoasane ¢ EU dopmam/ A reissue of the
authorization in accordance with EU template

4 | IV-P-T-EU-S-004-1 31.08.20152. Cmana na omzoeopen maz.-papm. / An amendment
concerning the name of the responsible master-
pharmacist

2 | BG/WDA/MP-0327 18.04.20222. Cmana na omezoseopen maz.-papm. / An amendment

concerning the name of the responsible master-
pharmacist

* B HACTOAIMOTO paspeneHne ca OTpa3eHH BCHYKH H3BbPLIEHH TIPOMEHH B paspellicHHe 33 ThPTOBHSA Ha EIpO ¢

JIEKAPCTBEHU NPORYKTH.

* The present authorisation covers all issued amendments to the Wholesale Distribution Authorisation.
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Pazpemenne 3a Thprosus ma eapo ¢ JIeKapcTBeHH npodykmu Ne BG/WDA/MP-0327/18.04.2022
Wholesale distribution authorization No BG/WDA/MP-0327/18.04.2022

INPUJIOKEHUE 1 / ANNEX 1-1

OBXBAT HA PA3PEIIEHUETO 3A ThPTOBUSA HA ETPO
SCOPE OF WHOLESALE DISTRIBUTION AU THORISATION
HaunMeHnoBanue n ajpec Ha cKJ1aaoBOoTO MometieHue / Name and address of the site:

rp. Codus 1225, o61munna Croauyna, paiion Cepauka, yi. ,,ITbpBa Gharapexa apmusa Ne 18
1225 Sofia, Municipality of Sofia, region Serdica, 18 Parva bulgarska armija Str.

1. JEKAPCTBEHHM IPOXYKTH/ MEDICINAL PRODUCTS

1.1. X] ¢ paspemenue 3a ynorpeba B crpana(u) or EUO / with a Marketing Authorisation in EEA country(s)
1.3. [X] Ges paspemenue 3a ynorpe6a 8 EMO u NpelHa3sHaueHu 3a usHoc / without a Marketing Authorisation in
the EEA and intended for exportation

2. PA3PELIEHU JEMHOCTH BBHB BPB3KA C TBPI'OBUATA HA EJAPO/ AUTHORISED
WHOLESALE DISTRIBUTION OPERATIONS

2.1. [X] Opunobusare / Procurement
2.2. [X] TIputexanue / Holding

2.3. X Nocraska / Supply

2.4. [X] Mianoc / Export

3.JIexapcTBeHH NPOAYKTH ¢ JONBIHUTENHH WIHCKBAaHAR / Medicinal products with additional
requirements
3.1 [X] Ipoxykry, cermacHo wi. 209 or 3JIIIXM (Un. 83 or 2001/83/EO) / Products according to Art. 83 of
2001/83/EC
3.1.1. [X] Hapxotuynu u ncuxotponsu npogyxth / Narcotic or psychotropic products
3.1.3. [X] IMyHONOrHYHH NIeKaPCTBEHH NPOLYKTH / Immunological medicinal products
3.3. [X] MpoxyxTy, n3ncksamu KOHTPOIHpaHH YCIIOBHA 32 A0CTaBKa (H3UCKBAILM YC/IOBHA HA Pa3sIIPOCTPAHEHHE
Tpu HUCKU Temnepatypu)/ Cold chain products (requiring low temperature handling)
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Paspemenne 3a Toproens na eapo ¢ JieKapcTBeHH npodykmu Ne BG/WDA/MP-0327/18.04.2022
Wholesale distribution authorization No BG/WDA/MP-0327/18.04.2022

MPUJIOXKEHUE 2 /Annex 2

Anpecu Ha 06eKTHTe, C YUMTO NIPUTEKATEH HA paspelieHne 3a TEProBUsi HA e[PO MMa CKJIK0UEHH J0TOBOPH 3a
M0/13BaHe N HOMepaTa Ha paspeiuennaTa / Address(es) of contract wholesale distribution sites and their
authorisation number

NPHJIOXEHWE 3 /Annex 3

Hime Ha 0TroBOpHMSI MarucTLp-apmMaLesT 1o 4. 197, 1. 2 o1 3JIIIXM /Name(s) of responsible person(s) —
responsible master- pharmacist according to Art. 197, point 2:

I'anuna AtanacoBa Tenera / Galina Atanasova Teneva

IIPUIOKEHWE 4/ Annex 4

Mara na npoBepxara, ¢ K0sITO € JageHO paspemrenueto / Date of Inspection on which authorisation was granted :

13.08.2020r.
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