PEMYBJ/IMKA BbJ/ITAPUA

M3nb/HUTENHA areHumMsa no siekapcrearta
REPUBLIC OF BULGARIA
Bulgarian Drug Agency

PASPELWLEHWE 3A TbPITOBUA HA EAPO C JIEKAPCTBEHW MNMPOAYKTU

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Howmep Ha pasperueHueTto / Authorisation number”:

lw, p-T - BV - <5

2. HammeHoBaHMe Ha npuTtexartensa Ha paspeweHneto /Name of  authorisation
holder:

“ABC-KO” OO0/, / ABS-CO OOD

3. Cepanuuie n agpec Ha ynpasneHue / Legally registered address™ ojjiuthorisation
holder:

rp. Cogmsa 1360, yn.”3019” Ne 14, 3ana ,,Kocmoc”/ 1360, Sofia, 14, 3019 Str., Cosmos
Hall

4. Appec(n) Ha nomeLLeHMeTo(ATa) 3a Tbproema Ha efpoAddressees) ofsite(s) :
rp. Codmsa 1360, yn.”3019” Ne 14, 3ana ,,Kocmoc™/ 1360, Sofia, 14,3019 Str., Cosmos

Hall

5. O6xBaT Ha paspelueHuneTo / Scope of authorisation :

MpunoxeHne 1/Annex 1

cTp. /4



Un. 202 oT 3aKOH 3a /IeKapCcTBEHUTE MPOLYKTU B XyMaHHaTa MeauunHa /
Law on the medicinal products in human medicine, Art. 202.

7. ViMe Ha OTroBOPHUA CYXXUTEN Ha KOMMETEHTHUA OpraH Ha Abp)KaBarta 4Y/eHKa,
KOSAATO M3[aBa PaspeLUleHMeTOo 3a TbproBus Ha eapo/YYate of responsible officer of the
comgetetrt authority of the member state granting the wholesaMrtg QMthonsation :

OOLL ACEHA CTOMMEHOBA, Ad/ASSOC.PROF.ASSENA STOIMENOVA, PhD,
MScPhari

8. TMopgnuc / Signature : ........ i,
9. Harta/Date : ............

10. MpwunoxeHus / Annexes attachSSt* ~ ~ "' 1

N MpunoxeHve 1 O6xBaT Ha paspeLleHNeTo 3a Tbproeus Ha egpo/Annex 1 - Scope of
wholesale distribution authorisation (6poi npwo>keHuns: 1/ number ofannexes :1 )

[{ MpunoxeHne 2 - Agpecn Ha 06eKTUTE, C YAUTO MPUTEXATEIM Ha paspeLleHve 3a
TbProBuA Ha e4po MMa CK/IFOYEHN A0roBOpPU 3a AoCTaBKa M HoMepaTa Ha paspeLleHusTa
/ Annex 2 - Address(es) of contract wholesale distribution sites and their authorisation

number

N TpunoxeHne 3 - ViMe Ha OTroBOpPHWUA Maructbp-apmauesT no yn. 197, T. 2 or
3/IMXM / Annex 3 - Name(s) of responsible person(s)

[X] MpunoxxeHue 4 - laTa Ha NpoBepKaTa, ¢ KOATO € JafleHO paspeLueHneTo /Annex 4 -
Date of Inspection on which authorisation was granted



AALWNLDKPMK 1/ ANNEX 1 «

OBXBAT HA PA3PELUEHMNETO 3A TbPIrOBUA HA EAPO
SCOPE OF WHOLESALE DISTRIBUTIONAUTHORISATION

HanmeHoBaHue 1 afpec Ha cknagoBoTo nomeleHre / Name and address of the site:

rp. Codma 1360, yn,,”3019” Ne 14, 3ana ,,Kocmoc’71360 Sofia, 14,3019 Str., Cosmos Hall

1 NEKAPCTBEHW/ NMPOAYKTW/ MEDICINAL PRODUCTS

11 pa3speLLeHre 3a yrnoTpeba B cTpaHa(1) ot EMO / with a Marketing Authorisation in
EEA country(s)

2. PA3PELLUEHWN OEVMHOCTU BbB BPBL3KA C TbPIFOBUATA HA EAPO
AUTHORISED WHOLESALE DISTRIBUTION OPERATIONS

2.1. ~ TputexaHue/Holding
2.2. [3 HoctaBka/Supply

3. JlekapCTBeHM NPOAYKTW C AONbAHUTENHN n3nckBaHus / Medicinal products with
additional requirements

3.2. | MeamumHekm rasose/ Medicinal gases ’

cTp. 3/4



MPUNOXEHWME 2 /Annex 2

Aflpec aa 0GEKTUTE, C YMMTO MPUTEXATENN Ha paspelleHre 3a TbProBus Ha eapo MMa

CK/IHOYEHN [JOrOBOPM 3a A0CTaBKa M HOMepaTa Ha paspelueHusTa / Address(es) of contract
wholesale distribution sites and their authorisation number

MPNNOXEHWE 3/Annex 3

Vime Ha 0TroBopHus marucTsp-tapmaresT no un. 197, 1. 2 ot 3/ITMXM /Name(s) of
responsible person(s) —responsible master-pharmacist according to Art. 197, point 2:

MoppaaHka AHrenosa VsaHosa/ Yordanka Angelova Ivanova

MPUNOXEHWE 4/Annex 4
[lata Ha npoBepkara, C KoATO e AafeHo pa3pelueHneto / Date of Inspection on which

authorisation was granted:

20.08.2014 r.

cTp. 4/4



