PENYBJINKA BBbJ/ITAPUSA
N3nbnHMTENHa areHUMs no nekapcrearta
REPUBLIC OF BULGARIA

Bulgarian Drug Agency

PAZPEHIEHUE 3A TPOU3BOJACTBO/BHOC HA JIEKAPCTBEHHA INPOAYKTH
Manufacturing/Importation Authorization

Homep Ha pa3pemenuero BG/MIA-0596

Authorisation humber

Hme Ha mpuTexaTens Ha pa3pelIeHUETO “UII TJIOBAJITECT” OO0,

Name of authorisation holder 1IC GLOBALTEST LTD

Anpec(u) Ha 00eKTHTE 32 IPOU3BOACTBO yii. ,Kpywosckn Bpux” Ne 31, Copust 1618, Buarapus
Address(es) of manufacturing site(s) 31 “Krushovski vrah” str., Sofia 1618, Bulgaria

Cepasiuiie v ajipec #a ynpasiieHHe Ha NPUTEKATESI ya. ,Kpywosexu Bpux” Ne 31, Cousi 1618, Buarapus
Ha pa3peileHueTo 31 “Krushovski vrah” str., Sofia 1618, Bulgaria
Legally registered address of authorisation holder

OG6XBaT Ha pa3pelICKHeTO N JIeKaPCTBEHH HOpPMH H306poeHn B Npu/ioKeHHsITa

Scope of authorisation and dosage forms Listed in the annexes attached

OcHoBarus 32 H3raraHe ® 4. 155 ot 3aKoHa 3a JleKapCTBEHHTE IPO/YKTH B XyMAHHATA
Legal basis for authorisation MEMUMHA/Art 155 of Medicinal Products for Human Use Act

¢ 4. 164 ot 3akoHa 3a JekapcyBeHHTE NPOIKTH B XyMaHHAaTa
MeIMUHHA/Ari. 164 of Medicifal Products fijr|Human Use Act

MMe Ha OTroBOpHMS CJAYKHTET HA KOMNETeHTHHS Mar. - papm. Boraau Kup J0B,_-

Opral Ha AbLPXKABAaTa YNeHKa, KOATO H31aBa MsmbiianTenen qupextop”” i

pa3pelleHHeTo Bogdan Kirilov, MScPhum},’,M}iH
R

Name of responsible officer of the competent authority of the Executive Direc[or':/\
meniber state granting the manufacturing authorisation r/’ 3

Hoxnuc/Signature:
Hara/Date: 25.08.2026 r.

[punoxenne 1 w/uwin Mpunosicenne 2
Annex land/or Annex 2

Hpunosxennst no u360p, CHIJIACHO H3HCKBAHKSITA:

Optional Annexes as required:

[Ipunoxenne 3 (Anpecu Ha NPOM3BOJACTBO MO Bb3JIaraTelieH A0roBop)

Annex 3 (Addresses of Contract Manufacturing Site(s))

Ilpnnoxenne 4 (Anpecu na J1a0opaTOPHY 32 KaYeCTBEH KOHTPOJI N0 Bb3JaraTeiex J0r0BOP)
Annex 4 (Addresses of Contract Laboratories)

Mpunoxenne S (Mme na kBannduumapanoro anue)

Annex 5 (Name of Qualified Person)

Ipunoxenne 6 (Mme Ha 0TroBopHHTE JIMNA)

Annex 6 - (Name of responsible persons)

lpunoxenue 7 (data Ha HHCMEKNMATA Bb3 OCHOBA, HA KOATO € H3AAAEHO paspeuieHneTo, 06XBaT Ha NOCACAHATA HHCHEKLHS)
Annex 7 (Date of inspection on which authorisation granted, scope of last inspection)

MNpunoxenne 8 (Tpoaykru paspewenn 3a NPON3BOACTBO/BHOC)

Annex 8 (Manufacturediimporied products autiorised)

Codms 1303, yn. AamsH Mpyes N2 8, Ten.: (02) 8903 555, daxkc: (02) 8903434
8, Damyan Gruev Str., 1303, Sofia, Bulgaria, tel: + 359 2 8903555, fax: + 359 2 8903434,
e-mail: bda@bda.bg

Pa3peuienue 3a nponssoacrso/snoc Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596




HCTOPHUSI HA TIPOMEHUTE HA PA3PEHIEHUE Ne B-1-24-001
VARIATION HISTORY OF AUTHORISATION Ne B-1-24-001

‘CrpanuuaTa ce moAMeHs ¢ Besika HoBa npomsina/This page will be amended if the licence is varied.

Ne | Homep Ha mpomMsiHATa Hara Onucanue HA MPOMSIHATA /ChKPATEHO/
Variation number Date Variation Details

1. | B-1-24-001 17.09.2013 | U3paBaHe Ha pa3peleHue BbB ¢opmaTa Ha EC
Authorisation according to the EU template |
Bk1rouBaHe Ha NPOU3BOACTBEHU AEHHOCTH: |

2. | B-1-24-002 27.02.2014 | xa4yecTBEeH KOHTPOJ;
Including of manufacturing activities. quality control testing;
Jonb/iBaHe CNHCHKA HA JIeKAPCTBEHUTE MPOAYKTH
Medicinal products list update

3. | P-1-45-001/B-1-24-003 12.01.2016 | /Io6aBsiHe Ha MPOM3BOACTBeHA JeifHOCT: cepTHdhUUHPaHe HA
CTePHJIHU M HeCTEPHJIHU NPOAYKTH
Including of manufacturing activities: batch certification of sterile
and non-sterile products
JloGaBsiHe Ha NeHHOCTH M0 BHOC: cepTH(HIMPaHe HA BHECEHH
IApTHAM JIEKAPCTBEHH HPOAYKTH - CTePHJIHH H HeCTePHJIHH
Including of importation activities: batch certification of imported
medicinal products - sterile and non-sterile products
JoGapsine Ha kBaJaudHUUPaHO JTHIE
Qualified person supplement

4. | P-1-45-002/B-1-24-003 07.09.2016 | Ilpomsina Ha cemanMuIe W ajJpec Ha ynpas/ieHHe Ha
NpUTeKaTeJIsl Ha Pa3speleHHeTo
Legally registered address of authorization holder change

5. | P-1-45-003/B-1-24-003 26.09.2017 | Ilpomsina Ha cejajWile W ajApec HA YNpaBJ/ieHHe Ha
NPHTEKATE/IS HA Pa3pelleHHeTo
Legalily registered address of authorization holder change

6. | BG/MIA-0211 22.01.2021 BkmouBane Ha HOB 00eKT 32 KayeCTBeH KOHTPOJ 10
Bb3JlararesieH J0roBop
Including of new contract quality control testing

7. | BG/MIA-0388 31.07.2023 | TlpoMsiHa Ha KBAJIMGUIHPAHO JUE
Variation of qualified person

8. | BG/MIA-0400 18.10.2023 | Otnaaane Ha aeiinoctn Ceprudmuupane Ha naprTuay B Yacr |
1 Hpouspoacreenn AeiiHocTu u CeprudUuMpaHe HA BHECeHU
NapTHaH JieKapeTBeHH npoayktd B Yacr 2 Buoc na
Jiekapersenn npoayktu/Decline of Batch certificatin in Part 1
Manufacturing operations and Batch certification of imported
medicinal products operation I Part 2 Importation of medicinal
products

9. | BG/MIA-0596 25.08.2026 | OTnajaHe Ha KaueCTBEH KOHTPOJI 10 Bb3/IaraTen1eH 10rosop
Decline of contract quality control

* B nacrosmoto Pa3penIeHue €a OTPA3eHH BCHUKH M3BBPILEHH MPOMEHH B PaspellieHHe 3a Npou3BoAcTBO/BHOC Ne B-1-24-001 kum 25.08.2026 1.
* The present authorisation issued on 25.08.2026 covers all accomplished variations in Manufacturing:Importation Authorisation No B-I-24-001

cTp. 2/4

Paspemenne 3a npoussoacTso/BHoc Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596



MNMPUJIOKEHHUE Ne 1
ANNEX 1

\OBX‘BAT HA PASPELUEHMETO/SCOPE OF AUTHORISATION

Hwme n aapec Ha ob6exta/Name and address of the site:

»A TJIOBAJITECT” OO
“IC GLOBALTEST” LTD

ya1. ,KpymoBcku Bppx” Ne 31, Co¢pust 1618, Brarapus
31“Krushovski vrah” Str., Sofia 1618, Bulgaria

JlexkapcTBeHH NPOAYKTH 3a XyMaHHa ynorpe6a/Human medicinal products

[] JlekapeTBenu npoayKTH 3a BeTepHHADPHA ynorpeda/Veterinary medicinal products

PA3PEIIEHU JEMHOCTW/AUTHORISED OPERATION

X TpomsBoxcreenu geiinoctu (cbrnacuo vact 1)/ Manufacturing operations (according to part 1)

X

Buoc Ha JiekapcTBeHH NPOAYKTH (chIulacHo yacT 2)/Importation of medicinal products (according to part 2)

Yacr 1/Part 1 —TIPOU3BOJACTBEHU AEMHOCTH/ MANUFACTURING OPERATIONS

1.6.

Kavecrsen kouTpos/Quality control testing

1.6.2 Mukpobuonoruunn: Hecrepwian/Microbiological: non-sterility

1.6.3 Xumuunn /puswanan/Chemical/Physical

Yacr 2/Part2 - BHOC HA JIEKAPCTBEHU MPOAYKTW/ IMPORTATION OF MEDICINAL PRODUCTS

2.1

| KavecrBen KOHTPOJI Ha BHeCeHH JeKapcTBeHH NposyKTu/Quality control testing of imported medicinal

. products

2.1.2 MuxpoOuosnornanu: HecTepunuu/Microbiological: non-sterility

2.1.3 Xumuunw/pusuanaw/Chemical/Physical

Orpannuenns uin 3a0eIexKH, HMAIH Bpb3Ka ¢ 06XBaTa Ha Te3u JeHHOCTH TI0 BHOC!

Any restriction or clarifying remarks related to the scope of these Importing operations:

B obekTta He ce chXpansBart jiekapcTent npoaykta. “ULL Tnobantect” OO/I He pasnonara che CKIALOBH IOMEEHMS.
At the site are stored no medicinal products. TC Globaltest LTD doesn’t possess any storage premises.

ctp. 3/4

Paspemenne 3a npoussoacreo/Bnoc Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596




IMPUJIOXEHHUE Ne 2
ANNEX 2

A

‘MIPOM3BOJACTBEHHU JEMHOCTH HA JIEKAPCTBEHU MPOAYKTHU NPEAHA3ZHAUEHHU 3A KJIMHUYHO
WN3NUTBAHE/MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

HE CA PABPEIIIEHHN
NOT AUTHORISED

cTp. 4/4

Paspewenne 3a npouseoactTeo/BHoc Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596



HNPUJIOKEHHE Ne 3

ANNEX 3
TIPOM3BOJICTBO IO Bb3JIATATEJEH JOTOBOP/CONTRACT MANUFACTURE
HE CE U3BBPIIBA l
NOT PERFORMED |
|
ctp. 1/1

Paspeienue 3a nponssoacreo/BHoc Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596




INPHJIOXKEHHE Ne 4

ANNEX 4
l&AqE‘CTBEH KOHTPOJI I10 Bb3JIAI'ATEJIEH IOT'OBOP/CONTRACT ANALYSIS:
[
| )
HE CE M3BBPIIIBA
NOT PERFORMED
ctp. 1/1

Paspemrenue 3a npoussoactso/Buoc Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596



KBAJIMOUIINPAHO JIMIE/QUALIFIED PERSON:

HNmena Ha kBanmpuuupanoro nuue/Names of Qualified Person:

HAumnthp JumutpoB Tanes
Dimitar Dimitrov Tanev

HBan AranacoB 'uBeueB
Ivan Atanasov Givechev

ITPHJIOKEHHME Ne 5
ANNEX 5

Paspemenue 3a nponssoacteo/BHOC Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596

cp. 1/1




ITPHJIOXKEHUE Ne 6
ANNEX 6

)

PBKOBOJMTEJ KAYECTBEH KOHTPOJI/ PERSON RESPONSIBLE FOR QUALITY CONTROL

Jumutsp IumutpoB TaHeB
Dimitar Dimitrov Tanev

PBKOBOJMTEJ IMPOU3BOJACTBO/PERSON RESPONSIBLE FOR PRODUCTION

HE E ITPRJIOKUMO
NOT APPLICABLE

ctp. 1/1

Paspemenue 3a nponsBoacTeo/BHOC Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596




k MPUJIOKEHHE Ne 7
\ ANNEX 7

~

*JATA HA UHCIIEK[IUATA Bb3 OCHOBA, HA KOSTO E U3JAAEHO PASPEUIEHWUETO /DATE OF
INSPECTION ON WHICH AUTHORIZATION WAS GRANTED:

JJIATA 1 OBXBAT HA MMOCJEJIHATA UHCTIEKIUS/DATE AND SCOPE OF LAST INSPECTION

Jarta Ha HHCIIEKIUATA OO0XBaT Ha HHCNEKUHSTA w
Date of inspection Scope of inspection "

22.07.2026 Homemennsita na , UL I'nodantect” OO/l 3a U3BbPUIBAHE HA KAYECTBEH KOHTPOJI
(xumMuyeH, pu3nYeH U MUKPOOHO/IOTMYEH) HA JIEKAPCTBEHH POAYKTH. '

Premises of “IC Globaltest” LTD for quality control (chemical, physical and |

microbiological) of medicinal products. }

i
'

ctp. 1/1

Pazpemenne 3a npoussoacrso/BHoc Ne BG/MIA-0596
Manufacturing/Importation Authorisation No BG/MIA-0596

—




