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= PENYB/IUKA BBJITAPUA
dy H3anbnHUTENHA areHuUuMa nNo nekapcreara
- REPUBLIC OF BULGARIA
Buigarian Drug Agency
PA3PEIIEHUE 3A ITPOU3BOACTBO/BHOC HA JEKAPCTBEHM IIPOJAYKTH
Manufacturing/Importation Authorization
Homep Ha pa3pelueHieTo BG/MIA-0522
Authorisation number
Hme na npuTe:RATETSN Ha pa3pelIeHueTo “BECTA ®PAPMACIHOTUKBJIC” EOO/L
Nume of authorisation holder BESTA PHARMACEUTICALS Ltd.
Agpec(n) na ofeKTHTE 34 TPOHIBOACTBO oy.1. ., Llapurpaicko moce” Ne 425, Crpana 1, paiios [1aH4apesBo,
{ddressies) of menufaciuring sue(s) Codus, Brarapus

425, Tearigradsko Shose Blvd, Building I, Pancharevo district, Sofia,
Bulgaria

Cegannuie ¢ agpec Ha yupaBiaenle HAa NpHTekRaTeNd ya. ,Knuuo Cropuer” Nt 8, Tpsigna 5350, brarapus

Ha paspelIcHueTo

8, Kancho Skorchev Str., 5350 Tryavna, Bulgaria

Legally registered address of authorisanon holder

QOXBaT HA PA3PEIlEHNETO U JIeKaper BeHn opmn H36poenH B NPHIOKEHHATA /_\
Scope of unthorisation and dosuge forms Listed in the annexes attached
s /
£ tRHA 4. TSN
QcHoBanHdA 38 HilaBane e Wi ASSwT 3ikona s_:i.quuzlpc' BeHH T¢ NPO1Y B XyMaHHaTA
Legal basis for authorisation MEgRal 41 /55 0f Me r{(L'.'.if;:i roducts jor Humal ['se Act
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1 :.- Wit - | |
Hime pna OTTOBOPHHMS CIY:KHTE] HA KOMNETeHTHHH \ = __ Mar, —_:_gbz;‘pu
oprai Ha JbpkaBara ‘WAeHKa, KOATO H3aBa \ % Seod . MshminATesieH THper1op
AIPeIEHNeTO N\ %, Bodday/Kirilov, MScPharm, MPH
pasp , N5 &7
Name of responsible officer of the competent authority of the L UATTAPNR * 7 Executive Director
- = . e
member stule granting the manifacturing authorisation e
Moanuc/Signature.

Hata/iare: 01.08.2025 .
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(A.apecil H4 NPOK3BOICTRO NO Bh3IaraTeacH AOTOBOP)

tAdidrasses of Contract Mam facturing Stle(s))

(Apecn Ha JabopaTOPHH 33 KAYeCTBEH KOHTPO.I A0 BLTATATEACH A0TOBOP )
tAddresses of Contract Laboratories)

(Mime Ha REAIHPUUUPAHOTO Jule)

{Name of Qualified Person)

(Mme na 0TTOBOPHNTE JTHLA)

(Name of responsibie persons)

(Iata na HICHCKNBATA Bh3 OCHOBA, HA KOATO € HINAASHO pazpenieHHeTo, 0GXBAT HA NOCIENRITA HHCIEKIAR)
‘Dute of inspection or which authorisation granted. scope of last mspection)

(Tipooyk1u paspelieHH 3a NPOH3ROACTBO/BHOC)

( Manufactured:imported products authorised)

Cocdua 1303, yn. damsad Mpyes N 8, Ten.: (02} 8903 555, chakc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg
Paspeiiene 3a Npon3scxeTBo/BuoC Ne BG/MJIA-0522
Monufacturing/ Imporiation Authorisation No BGAMIA-0522



HCTOPHA HA IPOMEHHWTE HA PA3PEIIIEHHE Ne P-1-47-001

VARIATION HISTORY OF AUTHORISATION Ne P-1-47-00]

ETpaHuuaTa Ce HOAMEHS ¢ BCHKA HOBA NPOMAHA.

This page will be amended if the licence is varied.

Ne | Homep na npomsinata | Jlara

| Variation number | Date
| 1. | P-1-47-001 [ 14.09.2017
2. [ P-147-002 116.10.2017

3. | BG/MIA-0201 ’

30.11.2020

351 122.12.2022

4. [ BG/MIA-0

~ 21122023

A |

BG/MIA-0411

| Onncanne wa npomnna'ra /c1;kpa'ren0/
| Variation Details
' U3napame Ha pAa3peIEHHE BLE t]mp\m rana EC |
| Authorization according to EU template _
| Brmwoupane na NPOH3IBO/CTBEHH AelinocTH: cepThduunpane
HA NAPTHIH CTEPH/IHH 0 HECTEPH/IHH JeKaPCTBEHH MPOJYKTH
Including of manufacturing activities: batch certification of
| sterile and non-sterile medicinal products ==
| Brmoupane na HPOHIBOJCTBEHN [e{HOCTH HA JeKAPCTBEHH
HPOAYKTH NpeAHAIHAYEHH 3a KIHHHYHO HINHTBAHE -
| RTOPHYHO ONaKoBaHe/ TPeONAKOBAHE - CTHKeTHpaHe, |
| NOCTABAHE HA HOBR JIHCTOBKA M BTOPHYHA ON2KOBKA |
| Including  of manufacturing  operations of  investigational
medicinal products - secondary packaging/repackaging -
| labeling, leaflet change and secondary packaging |
Ilpomana Ha PeropoguTen IpouseoacTeo
Person responsible for Production Operations variation
| Mpomsina Ha PLKOBOAHTRN KateCTEeH KOHTPOJ
Person responsible for Quality control variation
JlobaBsine Ha KBATH(PHLIHPAHO JIHLE
| Qualified person supplement
ITpomsiwa Ha PuroBoauTte [Ipon3BoacTEO

| Person responsible for Production Operations variation
1 YOF L,

| JobGapsiHe HA KBEANH(PHUHPAHO JIHLE

Qualified person supplement

IfIpomsina Ha PLKOBOAHTE] KAYECTREH KOHTPOI
Person responsible for Quality control variation

6. | BG/MIA-0436 |- 09.05.2024

| Mpomsna Ha PLKOBOAHTEN RAYECTBEH KOHTpOJI
| Person responsible for Quality control variation

7. | BG/MIA-0487 T17.01.2025

OcoboxaaBane 0T LIBHKHOCT HA kaannqmunpauo anue |
| Qualified person disengagement

| | = b
8. | BG/MIA-0522 [ 01.08.2025 BkalouBaHe ua HOB OOEKT 33 NPOM3BOACT BO, KAUYECTBEH
KOHTPOJ U ChXpaHeHHe N0 Bb3JIaraTe/icH 20rosop
| | Including of wew comtract manufacture, contract analysis
] laboratory and storage - S
* B HACTOAWOTO PA3PELIEHHE ¢4 OTPAIEHH BCHU KN WIBLPICHH NPGMEHH B Pa3pelieHiic 3a NponIBoACTRO/BHOC Ne P-1-47-001 wem 01.08.2025 ¢

* The presemi authorisation issued on 01.08.2025 covers all accomplished varaions m Mamfacturing fmporiation Authorisation No P-I-47-001

cTp. 2/4

Paspeinenue 3a nponssoacreo/sHoc Ne BG/MIA-0522
Manufacturing/Importation Authorisation No BG/MIA-0522



IMPHJIOAKEHHE Ne 1
ANNEX |

OBXBAT HA PASPEIUEHHETO/SCOPE OF AUTHORISATION

-

|—PIME H aapec ua obexTa/Name and address of the site: - |
!

»BECTA ®APMACIOTHKBJC” EOO/I
BESTA PHARMACEUTICALS Ltd.

oya. wllapurpagcko mwoce” Ne 425, Crpana 1, paiion [lanuapeso, Codus, buarapus
| 425, Tzarigradsko Shose Bivd., Building 1, Pancharevo district, Sofia, Bulgaria - ]

[] JlekapeTBenu npoayKTH 33 XyMaHHa yuoTpeba/Human medicinal products

[l Jlexapcrsenu nporykTn 3a BeTepHHApHA ynotpedalleterinary medicinal products

| PA3PELIEHM AENHOCTWAUTHORISED OPERATION
[  Mpowussoacrsenn aeiinocrn (curaacno yaer V)/Manufacturing operations (according to part 1)

[]  Buoc na nexapersenn NpoayKTH (chraacHo uact 2)/mportation of medicinal products (according o part 2)
_

| Crepunnu npoayxtu/Sterile products L5 4 o235 1 2 |

1.1.3 Ceprumunpane Ha napruan/Batch certification e =5 )
1.2 Hecrepuaun npoaywrn/Non-sterile products : eBeades : e

[ 1.2.2 Ceprudmunpare va napruan/Batch certification 2 . i o=
1.5. | Onakosaue/Packaging , i bt

| | 1.5.2 Bropuumo onakonaue/Secondary packing 4‘

* BTOPUYHO ONAKOBAHE/ NPEONAKOBAHE - ETHKETHpaHe, NOCTABSIHE HA HOBA JIHCTOBKA W BTOPHYHA |

| ONAKOBKA HA JIEKAPCTBEHH NPOIYKTH OT mapajeneH BHoc/aucTpubymun / repackaging - labeling, leaflet
| change and secondary packaging of medicinal products of parallel import distribution
S - —hl BRER——— k- —_— — —— el e — -

Orpanndexns Wik 3a6eexKKku, MMali Bpb3ka ¢ 00XBaTa Ha Te3H MPOH3BOICTBEHH IeHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:

crp. 3/4

Pazpeliienne 3a npon3BoAcTBO/BHOC N2 BG/MIA-0522
Manufacturing/Importation Authorisation No BG/MIA-0522



IMPUJTOKEHHE Ne 2
ANNEX 2

MPOU3BOJACTBEHH AEHHOCTH HA JIEKAPCTBEHH IPOAYKTHU ITPEAHA3ZHAYEHHU 3A KIWHUYHO

W3NHUTBAHE/MANUFACTURIG OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

Hme u anpec Ha obexta/Name and address of the site:

+BECTA ®APMACHOTHKBJC” EOOJ
BESTA PHARMACEUTICALS Lid,

- Oyi. ,Iapurpaiacko moce” Ne 425, Crpaaa 1, paiion Ilanuapeso, Copus, Brurapns
| 423, Tzarigradsko Shose Blvd., Building 1, Pancharevo district, Sofia, Bulgaria

< JekaperseHn NpojiyKTH NPeIHAIHAYEHH 32 KJIHHHYR0 W3NHTEAH(CLI1acno yact VA anufacturing
operations of investigational medicinal products (according to part 1)

' PAPELUEHM JIEAHOCTWAUTHORISED OPERATION
IIpousBoacTBeHM AeHHOCTH HA JIEKAPCTBEHH NPOAYKTH NMPeIHAIHAYLHH 32 KJAHHHYHO HINHTBAKE
(cbriacho vact 1Y Manufacturig operations of investigational medicinal producis (according to part 1)

(] Broc Ha AexapcTBeHH NPOAYKTH HPeHAZHAYEHH 338 KIAHHHMHO H3NUWTBaHE (CBIJIACHO YHacT 2)/[mportation

o investigational medicinal products (according to part 2)

Yacrl Part] — IPOM3BOACTBEHHW JEHHOCTH HA JAEKAPCTBEHH [TIPOAYKTH TPEAHA3ZHAYEHH

3A KJIMHUYHO M3TTUTBAHE/MANUFACTURIG QOPERATIONS OF INVESTIGATIONAL
. MEDICINAL PRODUCTS
rl 1 | Crepwinn J1IeKapCTBEHH NPOAYKTH 33 KJAHHHYHO n3nutsane/Sterile .'m..\ngar.'mm! medic. !."?(pr!’f_u.fuu.fé

[ 1.1.3  Cepruduumpane Ha napTuan /Batch certification

Hec. 1 epu THH JIEKADCTBEHH NPOAYKTH 33 KJIHHHYHO mnnTBanelNon—sterzfe investigational me d:..umf products |

[1.2.2 Cepruuuipane Ha napTHaH Batch certification =51 2etr;
| 1.5. | Onakrosane/ Packaging =

[
1.5.2. BropuuHo orakoeaHe/Secondary packing

& BTOPHYHO onakosahe/ NpeonaKOBAHE - €THKETHPAHE, IOCTABAHC HA HOBa JHCTOBKA H BTODPHYHA

| onakoska / secondary packaging/ repackaging - labeling, leaflet change and secondary packaging

ctp. 4/4

Pazpemienue 3a nponaBo,E(CTBo/BH(}c Ne BG/MIA-0522
Muanufacturing/Importaiion Authorisation No BG/MIA-0522



IMPHJIOZKEHHE N 3
ANNEX 3

NPOU3IBOACTBO O Bb3JAIATEJIEH JIOTOBOP/CONTRACT MANUFACTURE

»AJUCAH ©APMA” EQOOJ

ya. ,Heasaka Wnnesa” Ne 31, Ilnosaue 4023, Buarapus
ADDISAN PHARMA EQOOD

31, Nedvalka Shileva Str., 4023 Plovdiv, Bulgaria
IlepBaUuHO ONAKOBAHE HA JICKAPCTBEHH IIPOAYKTH
Primary packaging of medicinal products

CTR, 1/1

Pazpemenne 3a npouspogcTeo/BHoc Ne BG/MIA-0522
Manufucturing Importation Authorisation No BG/MIA-0522



IIPHJIOKEHUE Ne 4
ANNEX 4

KAYECTBEH KOHTPOJI 110 Bb3JIATATEJIEH IOTOBOP/CONTRACT ANALYSIS:

+AJUCAH ®APMA* EOOJ

ya. ,Heasinka llnnesa” Ne 31, (Ltosaus 4023, Buarapus
ADDISAN PHARMA EOOD

31, Nedyalka Shileva Str., 4023 Plovdiv, Bulgaria

cTp. 1/1

Paspemenne 3a mponssoacrso/suoc Ne BG/MIA-0522
Manufacturing/Importation Authorisation No BG/MIA-0522



IIPHJOKEHHUE Ne 5
ANNEX 5

KBAJIMOULAPAHO JULE/QUALIFIED PERSON:

Hyiena na ksaanpnunpanoto anue/Names of Qualified Person:

Anron I'eoprues Manosien |
Anton Georgiev Manolev

Peneta KoncranrnHoea @ory
Reneta Konstantinova Foti

crp. 1/1

Paspemenne 3a nponssoacreo/Baoc Ne BG/MIA-6522
Manufacturing/Importation Authorisation No BG/MIA-0322



NMPHJIOXKEHHE No 6

ANNEX ¢

PbKOBO/JHWTEJ KAYECTBEH KOHTPOJI/ PERSON RESPONSIBLE FOR QUALITY CONTROL
| Hmena Ha pbKOBOAMTEN KauecTBEH KOATPoa /Names of person responsible for quality contral:

AnToH I'eoprues Manonen

Anton Georgiev Manolev
PLKOBOAUTEJ MPOU3BOACTBO/PERSON RESPONSIBLE FOR PRODUCTION

Hmewna na pLKoBoaHTe NPoM3BOACTBO Names of person responsible for production:
| Baaa Feopruesa Bacuaesa-Janosa

Valya Georgieva Vasileva-Danova
|

ctp. /1

Paspemenue 3a nponssoacrso/Buce Ne BG/MIA-0522
Manufacturing/Importation Authorisation No BG/MIA-0522



IMPHIJOXKEHHUE No 7
ANNEX 7

AATA HA HHCHEKUMUATA Bb3 OCHOBA, HA KOATO E M3HAJEHO PA3SPELMEHHUETOQ /DATE OF
INSPECTION ON WHICH AUTHORIZATION WAS GRANTED:

JATA H OBXBAT HA MOCHEAHATA UHCTIEKLWMSI/DATE AND SCOPE OF LAST INSPECTION

JaTa Ha HHCNEKUHATA OGXBAT HA HHCTTEKUHATA
Date of inspection Scope of inspection
31.10.2022 r. | TomMelIeHHsl 32 NPOUIROACTBO H CLXPAHEHHE HA JeKAPCTBEHH NPOAYKTH Ha ,Becra

| @apmacioTarbact EQOJ,
Manufacture and storage premises of medicinal products Besta Pharmaceuticals Ltd.

ctp. /1

Pa3zpenienne 3a npou3soacTeo/sroc Ne BG/MIA-0522
Manufacturing/ Importation Authorisation No BG/MIA4-0522



INPHJIOXKEHUE Ne 8
ANNEX &

[MPGRYKTH, PASPEIIEHH 3A IMTPOU3BOJACTBO / BHOC (CBIVIACHO Y1156, AJL4; Y1160, AJLI, T.4; YJL.165
AJLL, T.2 OT 3JIIIXM; YL 41 U 42 OT ZUPEKTUBA 2001/83/EQ, Chr/IACHO HU3MEHEHUWATAYPRODUCTS

AUTHORISED TO BE MANUFACTUREDAMPORTED (IN ACCORDANCE WITH ARTICLE 156 (4); ARTICLE 160 (1)P.4;
ARTICLE 165 (1)P.2; ARTICLE 41 AND 42 OF DIRECTIVE 2001/:83/EC. AS AMENDED)

CnuebR Ha JIEKAPCTBEHNTE RPOAYKTH, ROUTO MOTAT A4 Obaat NPOH3BEXKAAHH 0T ,becta MapmaciwTrkeace” EQO/] B
MoOMeIUeHHATA Ha aapece: Gyi. ,, Llapurpancxo moce” Ne 425, Crpagna 1, paiion IManvapeso, Copus, Brarapus
List of the medicinal products which Besta Pharmaceuticals Ltd. is authorised to manufacture in its premises at 425

Tzarigradsko Shose Bivd.,, Building I, Pancharevo district, Sofia, Bulgaria

Ng | Hme na [ ¢ ‘bAbPKAHHE HA JlekapcTBena Mexaynapoaso | Onmaxoska Pazmep na
g |
JIEKApCTBeHus! AKTHBHOTO/TEe | dopma HEHATERTHO Packaging ONAKOBKATA
Package size

! NpoayKT BEWeCTBO/A B | Pharmaceutical form | HaumenoBanue
I Invented name | A030Ba eIHHULA | International non- |
N Strength | itk | z(:;‘r{;”f'fu'{df'\' name | . | "

ctp. 1/1

Paspemense 3a npon3eoacTBo/BHoc Ne BG/MIA-0522
Muanufacturing/Importation Authorisation No BG ' MIA-0522



INPHJIOJKEHHUE N: 8

ANNEX &

Cnnebk Ha JexkaperaeHHTe IPOAYKTH, KONTO Morat ja Obaar mpoussemiaann oT ,becra Qapmacorukkac” EQOOJL,
TIPEAHAIHAICHH 32 KIHHHYHY H3NMTBAHUA B NOMELICHUATA HA agpec: Gy »llapurpaicko woce” Ne 425, Crpana 1,

paiton Manuapero, Codusn, Brarapus

List of the human investigational medicinal products which Besta Pharmaceuticals Lid. is authorised to manufacture in its

premises at 425, Tzarigradsko Shose Blvd,, Building 1, Pancharevo district, Sofia, Bulgaria

Ne | Hme 1a CranLpxanue ua | JlekapcTeena | Mexaynapoano OnakoBka
. JIeKADCTBEHHS |  AKTHBHOTO/Te (opma HENATEHTHO I Packaging
NPOAYKT BEINECTBO/A B | Pharmaceutical form|  HauMeHORAHHE
Invented name | 1030Ba exmHuuA International non-
Sirength ' |

proprietary name

Paspemenne 3a nponssoactso/suoc Ne BG/MIA-8522
Manufacturing/tmportation Authorisation No BG/MIA4-0522

Pa3mep na
| omakoBKaTa
Package size

cip. 1/1



