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PA3PELLEHHE 3A MPOU3BOJACTBO/BHOC HA JIEKAPCTBEHH MPOAYKTH
Manufacturing/Importation Authorization

Homep Ha paspelleHHeTo BG/MIA-0534

Authorisation number :

Wne na npHTeKATEIsI HA pa3pelleHHeTo +~APTAHEC” EOO/JI

Name of authorisation holder ARTANES LTD.

Anpec(i) Ha 00eKTHTC 32 POH3BOACTBO yi. o, JIupun” Ne 15, Jlom 3600, buarapus
Address(es) of manufacturing site(s) 15 Pirin Str., Lom 3600, Bulgaria

Cepajiuiie H ajpec Ha ynpaBJieHHe HA NPHTEXRATE/s! ya. ,[lupun” Ne 15, Jlom 3600, Buarapus
Ha pa3pellcHHETo 15 Pirin Str., Lom 3600, Bulgaria
Legally registered address of authorisation holder

OGXBaT HA PA3PELIEHHETO H JIeKapeTBEHH GopMu H36poeHH B NpUJIOKEHHSITA
Scope of authorisation and dosage forms Listed in the annexes attached
OcHoBanMs 3a H3aBaHe e yi.-1550T 3aKoHa 32 JIeKAPCTBEHUTE NPOAYKTH B XyMaHHATA
Legal basis for authorisation 4_//’1?‘!3}1!1,!,0,{![&[241-‘9{.\5’5 of Medicinal Products for Human Use Act
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paspelleHneTo AT & W3nblrHUTENeH AHPEKTOD
Name of responsible officer of the competent authority of the, < ™. : ‘.ﬂy:'gdan Kirilov, MScPharm, MPH
member state granting the manufacturing authorisation ‘-{t‘_"' e -_‘;.'f,- Executive Director
Monanuce/Signature:

Natra/Date: 23.09.2025 r.

Mpunoxenue 1 u/uan Mpunowenne 2

Annex land/or Annex 2

[Ipuosken:s no n300p, CbINIacHO H3HCKBAHUSATA:

Optional Annexes as required:

Ipunoskenite 3 (Aapecu HA NPOH3BOACTBO 110 BL3J1araTeleH JIOTCBOP)

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

Npunoxenne 4 (Axpecu Ha 1a6OPATOPHH 32 KAYECTBEH KOHTPOJ M0 Bb3IAraTe/ICH 10roBop )
Annex 4 (Addresses of Contract Laboratories)

Mpuioxkenne 5 (Mme Ha KBa IMGHUIPAHOTO JIHLE)

Annex 5 (Name of Qualified Person)

[puaoucenne 6 (Mme na oTroBopHiTE JIH1a)

Annex 6 (Name of respoasible persons)

Mpunoxenne 7 (JlaTa HAa HCNEKUHSITA Bb30CHOBA, HA KOSITC € H3XA/1CHO paspeiuennero, 00xBaT Ha MOC/IeHATA HHCNEeKLHs)
Annex 7 (Date of inspection on which authorisation granted, scope of last inspectioi)
[punoxenue 8 (IIpoayKTH paspelleHH 3a NpOU3BOACTBO/BHOC)

Annex 8 (Manufactured/imported products authorised)

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

. Paspemenye 3a npon3BoacTBo/BHOC N2 BG/MIA-0534
Manufacturing/Importation Authorisation No BG/MIA-0534



VICTOPUSI HA TPOMEHUTE HA PA3PEIIEHHE Ne BG/MIA-0534

VARIATION HISTORY OF AUTHORISATION Ne BG/MIA-0534

CrpaHdLaTa ce M0IMeHsl ¢ BCSIKA HOBA MPOMsHA.
This page will be amended if the licence is varied.

Ne | Homep na npomsinata | Jlara Onucanue HA NPOMSIHATA /CHKPaTeHo/
Variation number Date Variation Details
1. | BG/MIA-0534 23.09.2025 W3nasane Ha paspewienne BbB opmara Ha EC
Authorization according to EU template

* B HACTOALLOTO pa3peLieHUe Ca OTPaseHH BCHYKH H3BBP

[IeHH NIPOMEHH B PA3PELLICHHE 32 IPOH3BOACTBO/BHOC N2 BG/MIA-0534 kM 23.09.2025 T

* The present authorisation issued on 23.09.2025 covers all accomplished variations in Manufacturing/Importation Authorisation No BG/MIA-0534

cTp. 2/4

Paspemrenne 3a NPOH3BO/ICTBO/BHOC N BG/MIA-0534
Manufacturing/Importation Authorisation No BG/MIA-0534




MPUJIOKEHME Ne 1
ANNEX 1

OBXBAT HA PA3PELLIEHUETO/SCOPE OF AUTHORISATION

Wme u aapec Ha obexra/Name and address of the site:

+APTAHEC” EOO/J
ARTANES LTD.

ya. JIupun” Ne 15, Jlom 3600, brarapus
15 Pirin Str., Lom 3600, Bulgaria

JlekapcTBeHH NPOAYKTH 33 XyMaHHa ynorpeba/Human medicinal products

| ~ JlekapeTBeHH NPOAYKTH 33 BeTepuHapHa ynotpeda/Veterinary medicinal products

PA3PELIEHU NEMHOCTW/AUTHORISED OPERATION
X TMpou3sBoacTBeHH AeHHOCTH (CHI/IACHO YacT 1)/Manufacturing operations (according to part 1)

[] Buoc Ha JekapcTBeHH NPOAYKTH (CuIIIacHo YacT 2)/mportation of medicinal products (according to part 2)

Yacr 1/Part | — IPOU3BOJACTBEHU AEMHOCTH/ MANUFACTURING OPERATIONS

1.5. | Onaxosaue/Packaging

1.5.2 Bropuuno onakosaHe/Secondary packing
* BTOPHYHO ONAKOBaHe /MPEONAKOBAHE - OCTABSIHE HA HOBA JINCTOBKA H BTOPH'IHA OMaKOBKA Ha
nekapeTBenu nponykTh/ repackaging - leaflet change and secondary packaging of medicinal products

OrpannueHus win 3a6e1eKKH, IMalty Bpb3ka ¢ 00XBaTa Ha Te3 NPOU3BOACTBEHHU HEeHHOCTH:
Any restriction or clarifying remarks related to the scope of these Manufacturing operations:

cTp. 3/4

Pazpenienie 3a NpoH3BOACTBO/BHOC N BG/MIA-0534
Manufacturing/Importation Authorisation No BG/MIA-0534




IMPAIOKEHHE Ne 2
ANNEX 2

[MPOU3BOACTBEHU AEMHOCTH HA JIEKAPCTBEHHA MPOAYKTHU NPEJHA3HAYEHH 3A KJIMHUYHO
W3NMUTBAHE/MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL PRODUCTS

HE CA PA3PEIIEHH
NOT AUTHORISED

ctp. 4/4

Paspenienne 3a NPOH3BOACTBO/BHOC N BG/MIA-0534
Manufacturing/Importation Authorisation No BG/MIA-0534




MPAJTOKEHHUE Ne 3

ANNEX 3
MPOMU3BOACTBO IO Bb3JIATATEJIEH IOIOBOP/CONTRACT MANUFACTURE
HE CE U3BLPILBA
NOT PERFORMED
crp. 1/1

Paspemienue 3a NPOH3BOACTBO/BHOC No BG/MIA-0534
Manufacturing/Importation Authorisation No BG/MIA-0534




MPUIOXKEHME Ne 4

ANNEX 4
KAUECTBEH KOHTPOJI 10 Bb3JIAFATEJIEH JIOTOBOP/CONTRACT ANALYSIS:
HE CE U3BBPUIBA \
NOT PERFORMED I
|
ctp. 1/1

Pa3pemenue 3a IPOH3BOACTEO/BHOC Ne BG/MIA-0534
Manufacturing/ Importation Authorisation No BG/MIA-0534



MNPUJIOXEHHUE Ne 5
ANNEX 5

KBAJIMOULIMPAHO JIMUE/QUALIFIED PERSON:

Mmena Ha kpaanduuupanoro nuue/Names of Qualified Person:

Terana PonkoBa
Tetiana Ronkova

Baubo Merpos KoJes
Vanyo Petrov Kolev

ctp. 1/1

PaspemeHnne 3a NPOH3BOACTBO/BHOC Ne BG/MIA-0534
Manufacturing/Importation Authorisation No BG/MIA-0534



MMPAJIOKEHHUE Ne 6
ANNEX 6

PBLKOBOIUTEJ KAYECTBEH KOHTPO.1/ PERSON RESPONSIBLE FOR QULITY CONTROL

MMeHa Ha PHKOBOANTE KA4eCTBEH KOHTPOJ /Names of person responsible for quality conirol:

Banwo Ilerpos Kosies
Vanyo Petrov Kolev

PHKOBOJAMUTEJI MPOU3BOJACTBO/PERSON RESPONSIBLE FOR PRODUCTION

HMeHa Ha PLKOBOAMTEJ Npou3BoacTBo/Names of person responsible for production:

Terana PoHkoBa
Tetiana Ronkova

crp. 1/1

Paspenienne 3a NPOH3BOACTBC/BHOC N BG/MIA-0534
Manufacturing/Importution Authorisation No BG/MIA-0534



NMPUJIOXEHHME Ne 7
ANNEX 7

IJATA HA HHCIIEKLOHUATA BbH3 OCHOBA, HA KOSTO E WU3JAJEHO PA3SPELUEHHUETO /DATE OF
INSPECTION ON WHICH AUTHORIZATION WAS GRANTED: 11-12.06.2025

JIATA M OBXBAT HA IOCJIEAHATA MHCINIEKUMA/DATE AND SCOPE OF LAST INSPECTION

JlaTa Ha HHCIIEKUHATA O0XBaT HAa HHCNEKLHATA
Date of inspection Scope of inspection
11-12.06.2025 1. TMomelLenHsi 32 TPOH3BOACTBO Ha JeKapcTBeHH npoaykTu na ,APTAHEC” EOOJ

Manufacture premises of medicinal products ARTANES LTD.

Y SRR

crp. 1/1

Paspemenne 3a npoussoacTso/saoc Ne BG/MIA-0534
Manufacturing/Importation Authorisation No BG/MIA-0534



