PENYB/IUKA BBJITAPUA

NanbnHuTenHa areHuUMs No fieKkapcreara
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

PASPELLIEHHE 3A TBPTOBHUA HA EJIPO C IEKAPCTBEHHU NPOAYKTH

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Howmep na paspewienuero / Authorisation number ;

BG/WDA/MP-0276/28.06.2021 r.

2. HaumenoBanue Ha NpuTeXRaTe A HA paspewenuero n EHK /Name of authorisation holder
and company registration number :

HAJIYMEL” OO /ALUMED LTD
EHMK / UIC: 201033336

3. Cepanuue u anpec Ha ynpasnenue / Legally registered address of authorisation _holder :

rp. Codus 1309, paiion Cepanka, x.K. ,Bannwmopa®, yi. ,Ilepe Tomes“ Ne 4, et. 5, anm. 27 /
1309 Sofia, district Serdika, j.k. ,Banishora“, 4 Pere Toshev str., floor 5, ap. 27

4. Apnpec(u) Ha nomMelleHHeTO(ATA) 32 THProBUs HA enpo /Address(es) of site(s) :

rp. ILnosaus 4002, ya. ,Xncap®“ Ne 15A, YIIN XV - 3apasen gom, k8. 20 no njasa Ha Ks.
Komarero
4002 Plovdiv, 15A Hisar str., UPI XV- Helth home, kv. 20 po plana na kv. Komatevo

F_3007-08 v4 dl

cTp. 1/5
O Kondunernmanio O BeTpeliuno noa3saHe-orpaHAueHo
[0 Berpemno mon3pane-o61110 O O6momocTsIiHO



4 / THProBHs Ha €APO ¢ JIeKAPCTBeHH HPodyKmu Ne BG/WDA/MP-0276/28.06.2021 2.
Wholesale distribution authorization No BG/WDA/MP-02 76/28.06.2021 2.

5 OGxBaT Ha pazpelieHHeTO ! Scope of authorisation :

Npunoxenne 1 /Annex 1

6. IlpaBHO ocHOBaHHe 32 H3NABaHe HA paspewuenuero /Legal basis of authorisation:

Y. 202 ot 3aKoH 3a nekapcTBennTe NPOAYKTH B XyMaHHATA MeIHLHHA /
Law on the medicinal products in human medicine, Art. 202,

a0 Hme na OTFOBOPHHA CJVKHTE Ha KOMNETEHTHHUS OPraH Ha Ab MABATA YJIeHKA, KOSITO H31aBa

PA3pEIEHHETO 32 ThPTOBUA Ha enpo/Name of responsible officer of the competent authority of the member
State granting the wholesaling authorisation :

MAT.-®APM. BOTJAH KHPHUJIOB/ BOGDAN KIRILOV, MScPharm
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8. Hoanmuc/ Signature: ....)\.. }.é-"'z: i
o S e

9. Hpunoxenus / Annexes attached :

Mpunoxenue 1 - O6xeat Ha Pa3peLIeHHeTO 3a THProBusi Ha eapo / Annex 1 - Scope of wholesale
distribution authorisation (6poii npunovicenun: 1/ number of annexes :1 )

X Npunoxenne 2 - Anpecn Ha 0GeKTHTE, ¢ YUHTO IPHTEKATENH HA pa3pewienne 3a TProBus Ha €ApPo HMa
CKJIIOYEHH N0rOBOPH 32 N0CTABKA M HOMepara Ha paspewienusita / Annex 2 - Address(es) of contract
wholesale distribution sites and their authorisation number

[X] Mpunoxenne 3 - Ume ua OTrOBOpHHSH MarucThp-papmauest no i 197, 1. 2 or 3JIIIXM / Annex 3 -
Name(s) of responsible person(s)

X Tpunoxenue 4 - lata na NpoBEpKaTa, ¢ KOATO e AajieHo paspewiennero / Annex 4 - Date of Inspection
on which authorisation was granted




. TBProBHS HA eAPO ¢ JIeRapcTeenu npodykmu Ne BG/WDA/MP-0276/28.06.2021 2.
Wholesale distribution authorization No BG/WDA/MP-0276/28.06.2021 2.

UCTOPHA HA TIPOMEHHTE
/HISTORY OF AMENDMENTS

Ne | Homep na npomanama Hama Onucanue na npomanama /coxkpameno/
Amendment number Date Amendment Details
I BG/WDA/MP-0276 28.06.2021. H3zoasane na paspewenue/ Authorization

* B HACTOAIIOTO paspelIeHHE Ca OTPa3eHH BCHUKH H3BbPILIEHN IPOMEHH B paspellieHHe 3a ThPrOBHA Ha epo C

JIEKapCTBEHH NMPOJTYKTH.

* The present authorisation covers all issued amendments to the Wholesale Distribution Authorisation.
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THLProBHS HA eAPO ¢ JeKapcTBenH npodykmu Ne BG/WDA/MP-0276/28.06.2021 2.
Wholesale distribution authorization No BG/WDA/MP-0276/28.06.2021 2.

INPUWJIOXEHHE 1/ ANNEX 1
OBXBAT HA PA3SPEIIEHHUETO 3A TbPI'OBHS HA EPO
SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION
HanMmeHOBaHHE M anpec Ha ckJiagoBoTo noMemenue / Name and address of the site:
rp. lnoaus 4002, yn. ,,Xuncap® Ne 15A, YIIH XV — 3apasen nom, kB. 20 no njaHa Ha KB.

Komateso
4002 Plovdiv, 15A Hisar str., UPI XV- Helth home, Kv. 20 po plana na kv. Komatevo

1. JEKAPCTBEHH MPOAYKTHW/ MEDICINAL PRODUCTS

1.1. [X] c paspemenne 3a ynorpe6a B ctpana(u) or EUO / with a Marketing Authorisation in EEA country(s)
1.2. [X6e3 paspewenue 3a ynorpe6a 8 EMO n npeanassauenu 3a masapa 8 EMO / without a Marketing
Authorisation in the EEA and intended for EEA market

1.3. [X]6e3 paspemenue 3a ynorpe6a 8 EMO u npeaxasHauenu 3a usHoc / without a Marketing Authorisation in
the EEA and intended for exportation

2. PA3PEILIEHM JEWMHOCTHU BbB BPb3KA C ThPITOBUSTA HA EJIPO/ AUTHORISED
WHOLESALE DISTRIBUTION OPERATIONS

2.1. [X] Npunobusane / Procurement
2.2. 4 Npurexanue / Holding

2.3. X Hocraska / Supply

2.4. [X] Usnoc / Export

3. JlekapcTBeHH MPONYKTH ¢ AONBJHHTENHH w3HckBauua [ Medicinal products with additional
requirements

3.1. X TponykTy, cernacho un. 209 ot 3JIIIXM (Yn. 83 ot 2001/83/EQ) / Products according to Art. 83 of
2001/83/EC
3.1.3. X Umynonoruann nexkapcteenu npomyktu / Immunological medicinal products

3.3 [X] IponyxTy, M3MCKBAIM KOHTPOIUPAHH YCIOBHS 33 I0CTABKA (M3UCKBALUM YCIOBUA HA PAa3sNpOCTPaHeHH e
npy Hucku temneparypu)/ Cold chain products (requiring low temperature handling)
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<bProBHA HA €APO ¢ JeKaperBenn npodyxkmu Ne BG/WDA/MP-0276/28.06.2021 2.
Wholesale distribution authorization No BG/WDA/MP-0276/28.06.2021 2.

LTOKEHHUE 2 /Annex 2

AzpecH Ha OOGKTHTE, C YHNTO MPHUTEKATENH HA Pa3pelieHye 3a THProBUsA HA €po MMa CKITIOYEHH JOTOBOPH 3a
I0CTaBKa M HOMeparta Ha paspewmeHusTa / Address(es) of contract wholesale distribution sites and their
authorisation number

INMPHJIOXKEHME 3 /Annex 3

HMe Ha 0TroBOpHUA MarucThp-hapmauesT no wi. 197, 1. 2 ot 3JIIIXM /Name(s) of responsible person(s) —
responsible master- pharmacist according to Art. 197, point 2:

Banepu Iletpos Ilerpos / Valeri Petrov Petroy

NPHUIOKEHUE 4/ Annex 4

[Hara Ha mpoBepkaTa, ¢ KOATO € IafeHo paspetueruero / Date of Inspection on which authorisation was granted :

10.06.2021r.




