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PA3PELIEHME 3A THPTOBUS HA EIPO C JIEKAPCTBEHU NPOAYKTH

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Howmep Ha pa3pelieHHETO | Authorisation number :

BG/WDA/MP-0417/26.07.2023

2. HauMmeHoBaHWe HA NMpHUTEXATeJsl HA Pa3pelicHHETo H EHK /Name of authorisation holder and
company registration number :

“BbECTA MEJ” EOON1/ “BESTA MED” LTD
EHK / UIC: 201804885

3. Cenajuiie ¥ aapec Ha ynpasJenue / Legally registered address of authorisation holder :

rp. Tpsisua 5350, yi1. Kbauo Cropyen Ne 8
5350 Tryavna, 8 Kancho Skorchev Str.

4. Anpec(u) Ha noMeleHHeTo(siTa) 3a THProBUsd Ha €1P0 /Address(es) of site(s) :

rp. Codusi, Gy ,Ilapurpancko moce* Ne 425, crpaja 1
Sophia, 425 Tzarigradsko shose blvd. building 1

5. O6xBaT Ha paspeuiennero / Scope of authorisation :

Ipunosxenne 1 /Annex 1
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4€ 32 TbProBUs Ha €APO ¢ JIeKapCTBeRu npodykmu Ne BG/WDA/MP-0417/26.07.2023
Wholesale distribution authorization No BG/WDA/MP-041 7/26.07.2023

6. IIpaBHO ocHOBaHmMe 3a H3laBaHe HA paspewienunero /Legal basis of authorisation:

Y. 202 ot 3akoH 3a JiekapcTBeHUTE NPOAYKTH B XyMaHHATA MeAULIUHA /
Law on the medicinal products in human medicine, Art. 202,

7. Hme Ha OTIOBOPHUS CJYKHTE] HAa KOMIETeHTHHSI Oprad Ha AbpKaBaTa YJeHKA KOSITO H3aaBa

Da3pelieHnero 3a Thprobus Ha enpo/Name of responsible officer of the competent authority of the member state
granting the wholesaling authorisation :

MAT.-®APM. BOTIAH KUPWUJIOB / BOGDAN KIRILOV, MScPharm

8. Hoanwuc/ Signature: ........[\.. i

9. Ilpunosxkenusi / Annexes attached :

X Ilpunoxenne 1 - O6xBaT Ha Pa3peLlIeHneTo 32 ThProBusi Ha eapo / Annex 1 - Scope of wholesale distribution
authorisation (6poii npunoyicenus | number of annexes : 1)

X Mpunosxenne 2 - Allpecu Ha 006eKTHTe, C MPUTEXATENUTe Ha paspeleHne 3a ThProBusi Ha eApo, ¢ KOUTO, HMa
CKJII0YCHH [IOrOBOPH 3a J0CTABKAa U HOMEPATa Ha paspewenusra / Annex 2 - Address(es) of contract wholesale
distribution sites and their authorisation number

X IIpuno:xenne 3 - Ume na OTrOBOPHMSI MAarHCTLP-papmaneBT no 4. 197, T. 2 ot 3JIIXM / Annex 3 - Name(s) of
responsible person(s)

X Ilpunoxenne 4 - Jara na TpoBepKaTa, ¢ KOATO € Aa/ieHo pa3peiueHueTo / Annex 4 - Date of Inspection on which
authorisation was granted

cTp. 2/5



e 32 THPTOBHS HA PO C JeKapcTBenu npodykmu No BG/WDA/MP-041 7/26.07.2023
Wholesale distribution authorization No BG/WDA/MP-0417/26.07.2023

.CTOPHA HA TIPOMEHHTE

/HISTORY OF AMENDMENTS

Ne | Homep na npomanama Hama Onucanue Ha nPoMAHamMa /CoKpameno/
Amendment number Date Amendment Details
1 | [V-P-T-461 21.08.2012 2 H3zoasane na paspeuwrenue/ Authorization
Hpeuszoasane ¢ EU dopmam/ A reissue of the
2 | JV-P-T-EU-S-060 20.05.2013 2 authorization in accordance with EU template
Omipueane Ha Hog cknad e zp. Cogusa/ Supplementing
3 | J[V-P-T-EU-S-060-1 10.07.2017 2 with an additional site of wholesaling premises - Sofia
3axpueane na cknad ¢ 2p. Cogusn / Closure of a site of
4 | BG/WDA/MP-0401 09.05.2023 2 wholesaling premises Sofia
Ilpomana, ¢ obxeama na  pazpewienuemo/An
5 | BG/WDA/MP-0417 26.07.2023 2 amendment concerning the scope of the authorization

* B HacTOAIOTO paspelieHre ca OTpa3eHU BCHIKH H3BbPIICHNA IIPOMCHU B pa3peIleHuE 3a ThProBusd Ha €1po C

JIEKapCTBEHU MPOLYKTH.

* The present authorisation covers all issued amendments to the Wholesale Distribution Authorisation.
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/i€ 32 THPTOBHUS HA PO C JeKAPCTBEHH HPOOYKmU Noe BG/WDA/MP-0417/26.07.2023
Wholesale distribution authorization No BG/WDA/MP-0417/26.07.2023

MPWIOKEHUE 1/ ANNEX 1-1

OBXBAT HA PA3PEIIEHUETO 3A ThbPTOBUS HA EAPO
SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION
HanMeHoBaHHe U afipec Ha CKJIAJ0BOTO nomewnenue / Name and address of the site:

rp. Codus, Gy.1. ,Jlapurpaacko moce Ne 425, crpaga 1
Sophia, 425 Tzarigradsko shose blvd. building 1

1. JIEKAPCTBEHM ITPOAYKTH/ MEDICINAL PRODUCTS

1.1. [X ¢ paspemenue 3a ynotpe6a B crpana(n) or EMO / with a Marketing Authorisation in EEA country(s)

2. PA3PEINEHM JAEMHOCTHU BBB BPB3KA C THPTOBUATA HA EJAPO/ AUTHORISED
WHOLESALE DISTRIBUTION OPERATIONS

2.1. [X] Ipuno6usane / Procurement
2.2. [X] purexanve / Holding

2.3. X Jlocraska / Supply

2.4. [X] Uiznoc / Export

1. JEKAPCTBEHM IMPOAYKTHU C NOMBJIHUTEJIHUA U3UCKBAHWS / MEDICINAL
PRODUCTS WITH ADDITIONAL REQUIREMENTS

3.1. Xl OpoayxTu, ceriacHo 4. 209 or 3JIIXM (Y. 83 or 2001/83/EO) / Products according to Art. 83
of 2001/83/EC

3.1.2. JlekapcTBEHH MPOYKTH, TIOIy4eHH) OT KpbB / Medicinal products derived from blood

3.1.3. [X] ViMyHOMOrMYHH JIeKapCTBEHU NPOAYKTH / Immunological medicinal products

3.3. [X] TIpomyKTH, H3MCKBAIIYM KOHTPOJMPAHH yCIOBHS 3a 10CTaBKa (M3MCKBAIH yCIOBHA Ha Pa3NpOCTPAHEHNE
npu rucku Temneparypu)/ Cold chain products (requiring low temperature handling)
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(€ 32 THPTrOBHS HA €/IPO C JEeKAPCTBEHHU npodyKmu Ne BG/WDA/MP-0417/26.07.2023
Wholesale distribution authorization No BG/WDA/MP-0417/26.07.2023

(PHJIOXEHUE 2 /Annex 2

Azpect Ha o6eKTHTe, ¢ YHATO NPHTEXATE/H Ha paspeLliecHHE 32 ThProBHUsl HAa €1PO HMA CKIIIOYEHH 10rOBOPH 32
HoN3BaHe ¥ HOMepaTa Ha paspemeHusiTa / Address(es) of contract wholesale distribution sites and their

authorisation number

NPUIOKEHUWE 3 /Annex 3

VMe Ha OTTOBOPHHMSA MarucTbp-(papmarest 1o 4. 197, T. 2 ot 3JIIIXM /Name(s) of responsible person(s) — responsible
master- pharmacist according to Art. 197, point 2:

Caerana Xpucrosa Msanosa / Svetlana Hristova Ivanova

NPUWIOXEHUE 4/ Annex 4

JlaTa Ha NPOBEPKATAa, ¢ KOATO € AajeHo paspemienueto / Date of Inspection on which authorisation was granted :

05.04.2023 r.
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