PEMYBJ/INKA EbJIFAPUS 9 e 0
N3nbnHuTenHa areHuyumsa no neKapCTBaTa

REPUBLIC OF BULGARIA

Bulgarian Drug Agency

PASPEHIEHUE 3A THbPT'OBUS HA EIPO C JIEKAPCTBEHU NTPOAYKTH

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Howmep Ha paspemienueto / Authorisation number :

2. HanmMmeHoBaHHe HAa NpPUTEXATeJAs HA paspemienuero /Name of authorisation
holder :

3. Cepaauine u aapec Ha vupaJjenue / Legally registered address of authorisation
holder :

4. Aapec(n) Ha HOMelleHHETO(ATA) 3a TLProBus Ha eapo /Address(es) of site(s) :

f—




5. Oo0xBaT Ha pa3penieHueTo / Scope of authorisation :

IIpniaoxenne 1 /Annex 1

6. IIpaBHO ocHOBaHME 3a H3AaBaHe Ha paspewmiennero /Legal basis of
authorisation:

Y. 202 ot 3aK0H 32 JJeKAPCTBEHUTE NMPOAYKTH B XyMAHHATA MeAULMHA /
Law on the medicinal products in human medicine, Art. 202.

7. HmMe HA OTTOBOPHHUSA CIAVKHUTE] HA KOMIETEHTHHS OPraH HA IbPKABATA
YJIeHKa, KOSATO M3aBa pa3pelliecHNeTo 32 TLProeus Ha eapo/Name of responsible officer
of the competent authority of the member state granting the wholesaling authorisation :

A-P EBEJIUH BJIATOEB/EVELIN BLAGOEV MD

8. Hoamuc / Signature : ...eeeeeeeeeeeeeeeennnnns

9. JdaTta/Date: .....ccvvvveiinnriniinnnenns

10. IIpuao:xxenus / Annexes attached :

[ Mpuno:xenne 1 - O6xBaT Ha pa3penIeHNeTo 3a THProBHs Ha eapo / Annex I - Scope of
wholesale distribution authorisation (6pou npunoyxcenus | number of annexes

[ ] Mpunoxenne 2 - Axpecn Ha 0GeKTHTe, ¢ YHMHTO NPUTEKATE]IH HA paspelIeHHe 32
THProBHUsI HA €IP0 HMA CKJIIOYEHHU J0TOBOPH 32 JO0CTABKA U HOMepaTa HAa pa3pelleHusTa
| Annex 2 - Address(es) of contract wholesale distribution sites and their authorisation

number

[ ] Mpunoxkenne 3 - ViMe Ha 0TroBOpHHsI MarucTbp-papManesT mo wi 197, 1. 2 or
3JIIIXM / Annex 3 - Name(s) of responsible person(s)

[ | Mpunoxenne 4 - JIata Ha MpoBepKAaTa, ¢ KOSITO € JaAeHO pa3pemeHuero / Annex 4 -
Date of Inspection on which authorisation was granted




HPUJIOKEHHUE 1/ ANNEX 1

OBXBAT HA PASPEHIEHUETO 3A THPT'OBUS HA EAPO
SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION

HanmenoBanwue u aapec Ha ckiranoBoro nmomenienne / Name and address of the site:

1. JJEKAPCTBEHH ITPOAYKTHU/ MEDICINAL PRODUCTS

1.1. [ ] ¢ paspemenue 3a ynorpe6a B crpana(u) or EMO / with a Marketing Authorisation in
EEA country(s)

1.2. [ ] 6e3 paspemenne 3a ynorpe6a B EMO n npennasHadenn 3a masapa B EMO / without a
Marketing Authorisation in the EEA and intended for EEA market

1.3. [ ] 6e3 paspemenue 3a ymorpeba B EMO u mpenHasHaueHHm 3a m3HOC / without a
Marketing Authorisation in the EEA and intended for exportation

2. PASPENIEHH JEWMHOCTH BBB BPB3KA C THPTOBUATA HA EJIPO/
AUTHORISED WHOLESALE DISTRIBUTION OPERATIONS

2.1. [ | Ipuno6usane / Procurement
2.2. [ | Mpurexanue / Holding

2.3. ] MocraBka / Supply

2.4. [ | Usnoc / Export

2.5. [ ] Opyru neitnoctu: (vons, ymouneme) |/ Other activities(s): (please specify)

3. JlekapcTBeHM NPOAYKTH C JONMBJIHUTEHHN U3ucKkBanus / Medicinal products with
additional requirements

3.1. [ ] Hpoxykru, cermacho um 209 ot 3JIIIXM (UYn. 83 or 2001/83/EQ) / Products
according to Art. 83 of 2001/83/EC
3.1.1. [ ]| HapkoTwmusm m mncuxoTpomnu npoayktu / Narcotic or psychotropic

products

3.1.2. [ ] JlekapcTBenu npoaykTH, HonydeHn oT KpbB / Medicinal products derived
from blood

3.1.3. [ ] Vmynonornunm nexapctBeHH npoayktH / Immunological medicinal
products

3.1.4. [ ] PammodapmaneBTHIHN (BKIIOUMTEIHO PAAMOHYKICHIHM KOMIIIEKTH)/
Radiopharmaceuticals (including radionuclide kits)
3.2. [] Menumncku rasose / Medicinal gases

3.3. [] poaykTy , M3HCKBAIIN KOHTPOJIHPAHHM yCIOBUS 3a JOCTaBKA (M3UCKBAIIN yCIOBUS
Ha pasnpocTpaHeHue mnpu Hucku temmneparypu)/ Cold chain products (requiring low
temperature handling)

3.4. ] Jpyrn nuponyktu: (Mmors, Hanpageme ymounenue MyK Uil NPenpamxa KoM
Ipunooicenue 5)/ Other products: (please specify here or make a reference to Annex 5)

OrpaHuveHus WM Pa3sICHUTEITHH OCJEeKKH, UMAIld BPh3Ka ¢ 00XBaTa Ha TE3U JACHHOCTH I10
TBPrOBUS Ha enpo /Any restrictions or clarifying remarks related to the scope of these
wholesaling operations




HNPUJIOKEHMUE 2 /Annex 2

Anpecn Ha OOEKTHTE, C YAWUTO TPHUTEKATETU HA Pa3pelICHHE 3a THPTOBUS Ha €IpO MMa
CKJIIOYEHH JOTOBOPH 3a JIOCTaBKa M HOMepara Ha paspeuieHusita / Address(es) of contract
wholesale distribution sites and their authorisation number

NPUJIOXKEHWUE 3 /Annex 3

Hme Ha oTroBOpHUS MarucTbp-papmanenT 1o wi. 197, 1. 2 ot 3JIIIXM /Name(s) of
responsible person(s) — responsible master- pharmacist according to Art. 197, point 2:

NIPUJIOKEHWUE 4/ Annex 4

Jlata Ha mpoBepKara, ¢ KosTo € 1aieHo paspeuienueto / Date of Inspection on which
authorisation was granted :




