PENYBJIUKA BBJ/IrAPUA
N3nbnHuTesHa areHUMA No nekapcrBaTa

:" REPUBLIC OF BULGARIA

Bulgarian Drug Agency

PA3SPEIIEHUE 3A TBPTOBUSA HA EJIPO C JIEKAPCTBEHI NNPOJIYKTH

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

Homep na paspemenuero / Authorisation number :

BG/WDA/MP - 0535/13.01.2025

HaumeHoBaHue Ha nputexaTens Ha pazpeuwiennero u EHK /Name of authorisation holder and

company registration number :

» CKOPIIMOH HIUIIAHI™” OO /1

»SCORPION SHIPPING” OOD
EHNK / UIC: 030432553

3.

Cenanuuie w aapec Ha ynpasJienue / Legally registered address of authorisation holder :

rp. Codus 1225, o6unna Cronuusa, paiion Cepauka, ya. ,,[Ibpea 6barapeka apmus“Ne 18,
1225 Sofia, Municipality of Sofia, region Serdica, 18 Parva bulgarska armija Str

4.

Aapec(it) Ha noMeleHHeTo(ATa) 32 THProBus Ha enpo /Address(es) of site(s) :

rp. Cous 1225, o6unna Ctonnyna, paiion Cepauka, yi. ,,JInpa Gnirapeka apmus Ne 18
1225 Sofia, Municipality of Sofia, region Serdica, 18 Parva bulgarska armija Str.
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Pa3spemenne 3a ThproBus Ha e1po ¢ JeKAPCTBEHH npooykmu Ne BG/WDA/MP-0535/13.01.2025
Wholesale distribution authorization No BG/WDA/MP-0535/13.01.2025

‘<
\

5. O6xBar na paspemennero / Scope of authorisation :

Ipunosxenne 1 /Annex 1

6. IlpaBHo ocHOBaHMe 33 N3AABaHE Ha paspewennero /Legal basis of authorisation:

. 202 ot 3aKoH 3a JIeKapCTBEHUTE IPOAYKTH B XyMaHHATA MeAHIHHA /
Law on the medicinal products in human medicine, Art. 202,

7. Mme HA OTrOBODHHS C/IVKNTEN HA KOMIMETEHTHHS OPTaH HA IhP/KABATA YIEHKA, KOSTO H31aBa
DA3peleHieTo 3a Thprosus ua enpo/Name of responsible officer of the competent authority of the member state
granting the wholesaling authorisation :

MAT.-®APM. BomAH/@ﬁ’HJIOB / BOGDAN KIRILOV, MScPharm

8. Honnuc/Signature: .............J\.

9. Ilpunoxenus / Annexes attache

X Tpuaosenue 1 - O6xear Ha Pa3pelIeHNETo 3a ThProBust Ha enpo / Annex 1 - Scope of wholesale distribution

authorisation (Gpoit npunodicenus / number of annexes : 1 )

X Hpusoxenne 2 - Anpecu Ha o6eKTHTe, C IPUTEKATETHTE Ha paspelienne 32 TbProBHs Ha €/1po, ¢ KOUTO, HMA
CK/IIOYEHH 10roBOPH 32 A0CTABKA W HOMepaTa Ha paspemleHusita / Annex 2 - Address(es) of contract wholesale
distribution sites and their authorisation number

[punoskeniie 3 - iMe Ha 0TroBOPHUA MarucThp-papmanesT 0o 4. 197, T. 2 ot 3JIIIXM / Annex 3 - Name(s)
of responsible person(s)

ITpusoxenne 4 - lata Ha npoBepKaTa, ¢ KOSTO € JaAeHO paspeuienneto / Annex 4 - Date of Inspection on
which authorisation was granted
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Paspewmenue 3a Thprosus na expo ¢ JieKapcTBeHd npodykmu Ne BG/WDA/MP-0535/13.01.2025
Wholesale distribution authorization No BG/WDA/MP-0535/13.01.2025

WUCTOPHA HA ITIPOMEHHUTE
/HISTORY OF AMENDMENTS
Ne | Homep na npomanama Adama Onucanue na npomanama /cokpameno/
Amendment number Date Amendment Details
1 | IV-P-T-175 02.06.2008. H3zoaeane na paspewmenue/ Authorization
2 | IV-II-T-225 11.02.2009z. Ilpomana na ceoanuwe u adpec na ynpaenenue/An
amendment concerning the legally registered address of
the authorisation holder
3 | IV-P-T-EU-5-004 18.03.201 3. Ilpeusoasane ¢ EU opmam/ A reissue of the
authorization in accordance with EU template
4 | IV-P-T-EU-S-004-1 31.08.2015¢. 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 omezosopen maz-apm. / An amendment
concerning the name of the responsible master-
pharmacist
i 3 | BG/WDA/MP-0535 13.01.2025e. Cmana na omzoeopen maz.-apm. / An amendment
concerning the name of the responsible master-
pharmacist IIpomana ¢ obxeama na paspewtenuemo/
An  amendment concerning  the scope of the
authorization

* B HaCTOANIOTO pa3pelleHye ca OTPa3eHH BCHYKH M3BbPIUECHM IPOMEHH B Pa3pelIeHHe 33 ThPTOBUS Ha e[po ¢
JIEKapCTBEHY MPOAYKTH.

* The present authorisation covers all issued amendments to the Wholesale Distribution Authorisation.
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Pa3spemenne 3a THproBus Ha €Apo ¢ JeKapCTBEHHA npodykmu Ne BG/WDA/MP-0535/13.01.2025
Wholesale distribution authorization No BG/WDA/MP-0535/13.01.2025

[MPUJIOEHHE 1/ ANNEX 1-1

OBXBAT HA PASPEIIEHMETO 3A THPTOBUSI HA EIPO
SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION
Hanmenosanue u agpec Ha ckinanoBoTo nmomemenue / Name and address of the site:

rp. Codusi 1225, o6mmna Cronmuna, paiion Cepauka, yin. »IIbpBa Gbarapexa apmust Ne 18
1225 Sofia, Municipality of Sofia, region Serdica, 18 Parva bulgarska armija Str.

1. JIEKAPCTBEHM ITPOAYKTH/ MEDICINAL PRODUCTS

LLc paspelueHue 3a ynorpebda B ctpana(u) ot EMO / with a Marketing Authorisation in EEA country(s)
1.2, Ges paspewenne 3a ynotpe6a 8 EMO u npeaHasnadenu 3a nasapa 8 EVO / without a Marketing
Authorisation in the EEA and intended for EEA market

1.3. [X] 6e3 paspemenue 3a ynorpeda 8 EMO n npeanasnasenn 3a usHoc / without a Marketing Authorisation in
the EEA and intended for exportation

2. PA3SPEIUEHU JEWHOCTH BBB BPB3KA C THPIOBUSTA HA EAPO/ AUTHORISED
WHOLESALE DISTRIBUTION OPERATIONS

2.1. [X] Hpuno6usane / Procurement
2.2. [X] Mpuresxanue / Holding

| 2.3. X Hoctaska / Supply

2.4, [ X] UsHoc / Export

3.JlexapcTBeHn NpOAYKTH ¢ JONBLJIHMTEeNHH wW3ucKBauus / Medicinal products with additional
requirements
3.1. [X] Opomyxta, cermacko wi. 209 ot 3JIIIXM (Y. 83 ot 2001/83/EOQ) / Products according to Art. 83 of
2001/83/EC
3.1.3. [X] ViMyHonormauy nexapcTeeHu npoxykru / Immunological medicinal products
3.3. IlponykTn, W3MCKBAIIM KOHTPONMPAHH YCIOBHS 3a CbXpaHEHHE (M3MCKBAIUM YCIOBHA Ha
PaspoCTpaHeHne Npy HUCKY TeMnepaTypu)/ Cold chain products (requiring low temperature handling)
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Paspemienne 3a Thproeus na €Ipo C JIEKAPCTBEHHU npodykmu Ne BG/WDA/MP-0535/13.01.2025
Wholesale distribution authorization No BG/WDA/MP-0535/13.01.2025

MPUJOKEHHWE 2 /Annex 2

AllpecH Ha 06€KTHTE, ¢ YHHTO NPHUTEKATENH HA PaspellieHue 3a THProBUsl Ha eAP0 UMa CKJIKYeHH NOTOBOPH 3a
N0JI3BAHE H HOMepaTa Ha paspewenusTa / Address(es) of contract wholesale distribution sites and their
authorisation number

[MPUJIOMKEHUE 3 /Annex 3

Hwme Ha 0TroBOpHUS MarucTbp-hapManeBT Mo 4. 197, 1. 2 ot 3JIIIXM /Name(s) of responsible person(s) —
responsible master- pharmacist according to Art. 197, point 2;

Maprun MamusoB Metoaues / Martin Malinov Metodiev

NPWIOKEHWE 4/ Annex 4

HaTa Ha npoBepkaTa, ¢ KOSITO € TANEHO paspewmenueto / Date of Inspection on which authorisation was granted :

13.08.2020r.
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