PENYBJIUKA BbJITAPUS
’* Hsnbnnu'renna dareHuma no JieKapcTBaTa
N REPUBLIC OF BULGARIA
Bulgarian Drug Agency

PASPEIIEHUE 3A THPTOBUSI HA EJIPO C IEKAPCTBEHHU MNPOAYKTH

WHOLESALE DISTRIBUTION AUTHORISATION
(MEDICINAL PRODUCTS FOR HUMAN USE)

1. Homep Ha paspemenn et1o / Authorisation number -

—

L BOIMDAIMP - 0561 1 94 05 2045 ¢ ]

2. HaumeHoBaHue Ha BpHTEKaTe 5 HAa paspewenueto u EHK /Name of authorisation holder
and company registration mber :

2d

BECTA MEJI EOOJ / BESTA MED Ltd
EHUK / UIC: 201804885

3. Cenaamwe u anpec na vupasaenue / Legally registered address of quthorisation _holder:

5350 Tryavna, 8 Kancho Skorchev Str.

|
rp. Tpsaigua 5350, yn. Ksuuo Ckopues Ne 8
L J

4. Ajipec(u) ua NOMEINEHHETO(SITA) 32 THLPTOBHSI HA eapo /Address(es) of site(s)

rp. Cous, 6ya. ,Ilapurpascko moce® No 425, crpaaa 1
Sofia, 425 Tzarigradsko shose Blvd. building 1




5. O0xeart Ha paspewienuero / Scope of authorisation -

Ipuioxenne 1 /Annex 1

6. IlpaBHO ocHOBaHMe 33 H3AABAHE HA paspewienuero /Legal basis of authorisation:

Y. 202 o1 3aKoH 3a lekapeTBeHHTE NPOIYKTH B XYMaHHATa MeIHUNHA /
Law on the medicinal products in human medicine, Art. 202.

7. Wme HA OTrOBOPHHS CAYKHTE] HA KOMOETEeHTHUSI OpraH Ha AbpkKaBaTa YWIEHKA, KOSITO H31aBa
pa3pemeHteTo 3a TbpProBud Ha enpo/Name of responsible officer of the competent authority of the mentber
State granting the wholesaling auﬂmn’saﬁay/“.

MAI/-®APM. BOTJIAH KHPUJIOB
BOGDAN KI m..__

Er e
L

8. Hoanuc / Signature : ..... (. A

9. Ipunomxenns / Annexes attached -

47

\‘...\ :3:

[punoxenue 1 - O6xBaT na paspeurenunero 3a prr‘onuﬂfﬁ'@.
distribution authorisation (dpoii npunoscenusn | number of annexes b 3

X Mpuaosxenne 2 - Aapecu Ha 00EKTHTE, C TPHTERATEIHTE HA paspelueHHe 3a TbPTOBHS HA e1po, ¢ KOHTO,
IMa CKJII04eHN 10rOBOPH 3a J0CTABKA H HOMepaTa Ha paspellenusita / Annex 2 - Address(es) of contract
wholesale distribution sites and their authorisation number

X Npunoxenne 3 - Mme ua OTroBOpHHUS MardcTbp-papmauesT no win. 197, 1. 2 ot 3JIMIXM / Annex 3 -
Name(s) of responsible person(s)

< Mpunosxenne 4 - JaTa Ha npoBepkaTa, ¢ KOSATO € AAAEHO paspewennero / Annex 4 - Date of Inspection
on which authorisation was granted



HCTOPHA HA TIPOMEHHTE
HISTORY OF AMENDMENTS

Ne | Homep na npomsanama Hama Onucanue na npomsnama /cokpameno/
Amendment number Date Amendment Details
7 IV-P-T-461 21.08.2012 > H3oasane na paspewenue/ Authorization

2 | IV-P-T-EU-5-060

20.05.2013 2

Mpeusoasane ¢ EU gopmam/ A reissue of the
authorization in accordance with EU template

Omkpusane na noe cknad ¢ 2p. Cogusn/ Supplementing

3 | IV-P-T-EU-S-060-1 10.07.2017 2 | with an additional site of wholesaling premises - Sofia
3axpusane na cxnao ¢ 2p. Cogpun / Closure of a site of
4 | BG/'WDA/MP-0401 09.05.2023 2 wholesaling premises Sofia
Hpomana ¢ obxeama na  paspewsenuemo/An
5 | BG/WDA/MP-0417 26.07.2023 2 | amendment concerning the scope of the authorization

=

* B HACTOAIIOTO pa3peleHue ¢a OTPaseHH BCHUKH M3BBPLICHH NPOMEHH B Pa3pelleHHe 3a ThPrOBMsl Ha epo ¢

JIEKAPCTBEHU NPOIAYKTH,

* The present authorisation covers all issued amendments to the Wholesale Distribution Authorisation.
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NMPUJIONKEHUE 1/ ANNEX 1-1

OBXBAT HA PA3PEIUEHUETO 3A THPI'OBUS HA EJPO
SCOPE OF WHOLESALE DISTRIBUTION AUTHORISATION
HanmenoBanue u anpec Ha ckianoBoro nomeiienne / Name and address of the site:

rp. Codus, 6y.. ,,Ilapurpagcko uroce® Ne 425, crpasa |
Sofia, 425 Tzarigradsko shose Blvd. building 1

JlekaperBenn npoaykTH 3a Xymauna ynorpeda / Human Medicinal Products

1. JIEKAPCTBEHU NNPOAYKTWU/ MEDICINAL PRODUCTS

L.1. [X] ¢ paspewenne 3a ynorpe6a B crpana(n) or EMO / with a Marketing Authorisation in EEA country(s)
1.2. X 6es paspeuiense 3a ynorpeda 8 EHO u npeanasnHauenu 3a nazapa 8 EMO / without a Marketing
Authorisation in the EEA and intended for EEA market

1.3. [<] 6e3 paspemenie 3a ynorpe6a B EUO u npeanasuauenwu 3a usnoc / without a Marketing Authorisation
in the EEA and intended for exportation

2. PA3PELIEHHU JEMHOCTH BbB BPb3KA C ThPIOBUSITA HA EIPO/ AUTHORISED
WHOLESALE DISTRIBUTION OPERATIONS

2.1. [X] Mpuno6usane / Procurement
2.2. ] Npurexanune / Holding

| 2.3. X] MocraBka / Supply

2.4. <] Msnoc / Export

3. JIEKAPCTBEHHM NNPOAYKTU C AOMbJHUTEJHU U3UCKBAHUS / MEDICINAL
PRODUCTS WITH ADDITIONAL REQUIREMENTS

32. IIpoayKTH, H3UCKBALIN CHXPAHEHHE MPH HICKH Temnepatypu / Products requiring low temperature
handling
3.2.1. X Temneparypn mexay 2 u 8 °C / Temperatures between 2 to 8 °C

3.3. L] Apyru npoaykru: (moas, ymouneme)/ Other products: (please specify)
3.3.1. [X] Jlekapersenn MPOXYKTH, NOJY4eHn OT KpwB / Medicinal products derived from blood
3.3.2. D Umynonornuum JaexaperseHu npoayktu / Immunological medicinal products
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MNPHJIOKEHMUE 2 /Annex 2

Anpecu Ha 00eKTHTE, ¢ YHHTO NPUTEKATEIN HA PAa3PeLLEHHE 332 THPrOBHSA HA PO HMA CK/IIOUYEHH
JOroOBOPH 3a MOJI3BAHE U HOMepaTa Ha paspelneHusita / Address(es) of contract wholesale distribution sites

and their authorisation number

NPUJIOKEHHWE 3 /Annex 3

Wme Ha oTrogopHus Maructbp-papmanesT no 4. 197, 1. 2 ot 3JIIIXM /Name(s) of responsible person(s) —
responsible master- pharmacist according to Art. 197, point 2:

Cgeriiana Xpucrosa Heanosa / Svetlana Hristova Ivanova

NPUJIOKEHUE 4/ Annex 4

JlaTa Ha nposepkara, ¢ KOsITO € AajfeHo paspemenuero / Date of Inspection on which authorisation was
granted:

05.04.2023
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