PENYBJIUKA BbJIFTAPUSA
N3nbnHUTeNnHa areHUMs No nekapcrBaTa
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

PASPEHIEHUE 3A TBPT'OBUS HA EJIPO C JIEKAPCTBEHHA NNPOAYKTH

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Howmep Ha pa3pewiennero / Authorisation number :

BG/WDA/MP- 0393/29.03.2023

2. HammenoBaHHe HA mpHTeXaTens HA paspeuiennero u EUK /Name of authorisation holder
and company registration number :

»MAPHIA THTEPHEIIbHBJI“ EOOJI / MARITSA INTERNATIONAL LTD
EHNK / UIC: 207021426

3. Cepanuume n agpec Ha ynpassenue / Legally registered address of authorisation_holder:

rp. ILnosaus 4000, 6y.1. ,,Mapuua“ Ne 154, er. 3, oduc 25
4000 Plovdiv, 154 Maritsa Blvd., floor 3, office 25

4. Anpec(n) Ha HNOMeUIEHNETO(sITa) 32 ThProBHs Ha eapo /Address(es) of site(s)

rp. Ilnosaus 4003, 6ya. ,,BpesoBcko moce* Ne 145
4003 Plovdiv, 145 Brezovsko shose Blvd.

5. OO6xBaT Ha pa3spelIeHHEeTO / Scope of authorisation :

Ilpusoxenne 1 /Annex 1
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spelleHHe 32 THProBHs HA ePo ¢ JeKapcTBeHn npodykmu Ne BG/WDA/MP-0393/29.03.2023
Wholesale distribution authorization No BG/WDA/MP-0393/29.03.2023

6. IIpaBHO ocHOBaHHe 32 M3JaBaHe HAa paspewuennero /Legal basis of authorisation:

Y. 202 ot 3aKoH 3a JieKapCTBEHUTE NPOAYKTH B XyMaHHAaTa MeAMIMHA /
Law on the medicinal products in human medicine, Art. 202.

7. VMe HA OTTOBOPHHS CJIYXKHMTeJ] HA KOMIIETEHTHHSI OPIraH HA IbPKABATA YIEHKA, KOSITO M3/1aBa
pa3peleHneTo 3a Thprosusi Ha eapo/Name of responsible officer of the competent authority of the member
state granting the wholesaling authorisation :

MAT.-BAPM. BOTAIAH KUPWJIOB=...

N 1
AT

BOGDAN KIRIF?V, MS}Iﬁgaﬁﬁ
Vi Pab Fetivr

J

8. Hoanwuc / Signature : ....... Necfloss

9. Ilpuaoxenus / Annexes attached :

Paigiy ‘."’n.:"?). s
) “IFE IR
X Mpunoxenue 1 - OOXBAaT HA paspelIeHHETO 32 ThProBUs Ha eipo:/-Amiex 1 - Scope of wholesale

distribution authorisation (6poii npunoxcenus | number of annexes : 1)

Tpuioxenue 2 - Axpec Ha 06eKTHTe, ¢ MPUTEKATEINTE HA pa3pelieHne 32 THProBusi Ha eIpo, C KOUTO,
HMa CKJII0YEHM J0rOBOPH 32 JOCTABKA M HOMepaTa Ha paspeieHusita / Annex 2 - Address(es) of contract
wholesale distribution sites and their authorisation number

X] Mpunoxenne 3 - MmMe Ha OTroBOpHHUs MarucThp-papmanesT no wi. 197, T. 2 ot 3JIIXM / Annex 3 -
Name(s) of responsible person(s)

Ipuiosxenue 4 - JlaTa Ha NpoBepKaTa, ¢ KOSATO € fajJeHo paspeumeHueTo / Annex 4 - Date of Inspection
on which authorisation was granted
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J3pelieHHe 32 THProOBHS HA €PO C JeKapcTBeHU npodykmu Ne BG/WDA/MP-0393/29.03.2023
Wholesale distribution authorization No BG/WDA/MP-0393/29.03.2023

HCTOPHA HA ITIPOMEHHUTE
HISTORY OF AMENDMENTS

Ne | Homep na npomanama Hama Onucanue na npomanama /cokpameno/
Amendment number Date Amendment Details
1 | BG/IWDA/MP-0393 29.03.2023 2. H30asane na paspewenue/ Authorization

* B HaCTOAIOTO pa3spelleHue ca OTPa3eHU BCHYKM M3BBPUICHH POMEHH B pa3pelieHHIe 3a THPTOBHA Ha eIpo C

JIEKapCTBEHH MPOIYKTH.

* The present authorisation covers all issued amendments to the Wholesale Distribution Authorisation.
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3pelIeHHe 32 THPrOBHS HA €APO ¢ JIeKapcTBeHu npodykmu Noe BG/WDA/MP-0393/29.03.2023
Wholesale distribution authorization No BG/WDA/MP-0393/29.03.2023

INPUJIOXEHMUE 1/ ANNEX 1

OBXBAT HA PASPEIIEHUETO 3A THPTOBUS HA EJIPO
SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION

HaumeHoBaHMe U apec Ha ckJIaxoBoTO nomenienue / Name and address of the site:

rp. [lnoBaus 4003, Gy. ,,BpesoBcko moce* Ne 145
4003 Plovdiv, 145 Brezovsko shose Blvd.

1. JIEKAPCTBEHMU NNPOXYKTWU/ MEDICINAL PRODUCTS

1.1. [X ¢ paspemenue 3a ynotpe6a B ctpana(u) ot EUO / with a Marketing Authorisation in EEA country(s)

2. PA3PELIEHU JEMHOCTHU BbB BPb3KA C ThPITOBUSITA HA EAPO/ AUTHORISED
WHOLESALE DISTRIBUTION OPERATIONS

2.1. [X] Tpuno6usaue / Procurement
2.2. [ Mpurexanue / Holding

2.3. [X] JloctaBka / Supply

2.4. X Usnoc / Export

3. JlekapcTBeHH NpOAYKTH ¢ AONBJHHUTENHH H3uckBauusi /| Medicinal products with additional
requirements

3.1. [X] MpoayxTy, cbraacuo . 209 ot 3JIIXM (Y. 83 ot 2001/83/EO) / Products according to Art. 83 of
2001/83/EC

3.1.2. [X] JlekapcTBenn npoaykTH, nony4yenm ot kpbB / Medicinal products derived from blood
3.1.3. [X] MmyHonoru4Hu 1eKapcTBeHH NPOAYKTH [ Immunological medicinal products

3.3. [X] IpoxykTH, H3MCKBAIIH KOHTPOIHPAHH yc/10BMsl 32 CbXpaHeHue (MPOAYKTH, U3HCKBALIH
chbXpaHeHHe NpH Hucku Temuepatypu) / Cold chain products (requiring low temperature handling)
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A3pelieHne 3a TbProBUs HA €APO C JeKAPCTBeHU npodykmu Ne BG/WDA/MP-0393/29.03.2023
Wholesale distribution authorization No BG/WDA/MP-0393/29.03.2023

INPWIOXEHMUE 2 /Annex 2

Anpecu Ha 00€KTHTE, C YHHTO NPUTEKATEN HA pa3pellieHHe 32 THProBHs Ha PO UMa CKJIIOYEeHH
AOroBOpH 32 MoJi3BaHe U HOMepaTa Ha paspewieHusita / Address(es) of contract wholesale distribution sites
and their authorisation number

NPUIOXKXEHUE 3 /Annex 3

HMme Ha 0TroBopHusi MarucTbp-hpapmauesT no wi. 197, 1. 2 ot 3JIIIXM /Name(s) of responsible person(s) —
responsible master- pharmacist according to Art. 197, point 2:

Huna I'eopruesa BakapakuneBa / Nina Georgieva Bakardzhieva

NPUIOXEHMUE 4/ Annex 4

Mata Ha npoBepkara, ¢ KOsiTO € JaaeHo paspewenneto / Date of Inspection on which authorisation was
granted:

22.03.2023
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