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CERTIFICATE OF GMP COMPLIANCE
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] " Yacruna 1 Part 1

JepraBHa cayxkda YRpainu 3 JikapcbKHX 32c00iB

Ta KOHTPOJ1o 3a HaproTHukamn (Jepuikeay:xoa) State Service of Ukraine on Medicines and Drugs

Control (SMDC) confirms the following:

3acBiquye:

HaiimMeHyBaHHs BUPOOHHKA, MiCLIE3HAXOKEHH: Manufacturer’s name, registered place of business:
IIpuBaTHe aKUiOHEpPHE TOBAPHCTBO Private joint stock company Pharmaceutical
®apmanesTayna gpadpuka '"Bioaa" factory "VIOLA"

69063, 3amnopi3bka 001., MicTO 3anopixiks, By/IHLS 69063, Zaporizhzhia region, Zaporizhzhia city,
Axanemika Amocosa, Oy AMHOK 75 Akademika Amosova street, building 75
HaitmenyBaHHs BUPOOHHYOT(MX) AiNLHULI(Lb): Name(s) of manufacturing site(s):

ITIpuBaTHe aKIiOHEpPHE TOBAPHCTBO
®apmanesTnyna ¢padpuka '"Biosa"

Jinbuuus 3 BHPOOHHITBA TBEPAHX JIKAPCHKHX
3aco0iB - Hex TJI3

Private joint stock company Pharmaceutical
factory "VIOLA"
Solid Medicines Production Area - TLZ Workshop

Micue npoBaKeHHs AisAbHOCTI: Manufacturing site address:

69063, 3anopisbra 00i1., MicTO 3aM0PizKIKsL, BYJIHLISI 69063, Zaporizhzhia region, Zaporizhzhia city,
Axajemika AmocoBa, OyIHHOR 75; Akademika Amosova street, building 75;

69033, 3anmopisska 0041, MicTo 3aMopizkIKs, BYJIHIS 69033, Zaporizhzhia region, Zaporizhzhia city,
Cruaacbka, Oy1nHox 4 Skladska street, building 4

JlineHsis Ha BHpPOOHHMUTBO JiKapcbKuX 3acobiB B Manufacturing authorization for medicinal products in
Vkpaini Big 17.05.2011 cepis AE Ne 501369. Ukraine from 17.05.2011 AB Ne 501369.

Micue BUpoOOHMLUTBA CHCTEMATHYHO IPOXOAHTH
IHCTMIEKTYBaHHS 31 BCTAHOBJIEHOIO IEPIOANYHICTIO Ha
gianosiaHicts  BumoraMm  GMP  srigHo 30
BCTAHOBJIEHUM TOPSZAKOM.

Facilities of above mentioned manufacturer are
subject to GMP inspections at suitable intervals in
accordance with the National certification procedure.

3a pesyJibTaTaMH IHCMEKTYBaHHS LbOr0 BHPOOHHKA, From the knowledge gained during inspection of this
ocTaHHe 3 skuX Oys10 npoBesieHe manufacturer, the latest of which was conducted on
23.02.2026 - 27.02.2026 23.02.2026 — 27.02.2026
BCTAHOBJIEHO, 11O BiH BiAMNOBIAE BUMOraM HaJeXHOT it is considered that it complies with the Good
BUPOOHUYOT IPAKTHKH, 3a3HAYCHHUM B Manufacturing Practice requirements referred to in the
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Hacranosi CT-H MO3Y 42-4.0:2020
“Jlikapebki 3acobu. Hanexna BupoGruya npakruka”,
(Hopmamueruit akm)

10 BiANOBiZAIOTE BUMOraM HaJIXKHOI NPAKTHKH MPH

BUpPOOHMUTBI 1  KOHTponi  sfkocti  CHcTeMH
cniBpoGiTHULTBA (hapMaleBTHYHUX iHcmekuii
(PIC/S), nupextuBam €C Ta pekoMeHIALifAM

BeecBiTHBOT oprauizalii OXOpoHH 3/10pOB's BiAHOCHO
NpoAyKUil, 10 mnpH3HaueHa Aas  TopriBai  Ta
JueTpuOyuil B kpaiHi noxowkenHs ado A/1st eKCropTy.
Lleit ceprudikar BinoOpaxkae cTaH BUPOOGHUUOT
JUJIbHULI HAa MOMEHT IHCIIEeKTYBAaHHS, 3a3HAYEHOIo
BHLLe, i He MOXe BHKOPHCTOBYBATHCS U
NiATBEPIDKEHHS Bi[NOBIHOCTI, fAKIIO 3 MOMEHTY
MPOBEJEHHS LILOrO iHCMEKTYBaHHA Mpoilio Oinbiue
HiX 2 pOKH.

Lleit ceprudikar Bxitoyae yactunu 1, 2 ta 10J1aTox.
UunhicT  uboro  ceprudikara  moxe  OyTH
1iJATBep/zKeHa OpraHoMm, 1110 ioro BuUaas.

Guide 42-4.0:2020
“Medicinal products. Good manufacturing practice”,
(name of regulation document)

which is harmonized with the requirements of Good
practices in the manufacture and quality control of the
Pharmaceutical Inspection Convention/Co-operation
Scheme (PIC/S), EU Directives, and World Health
Organization recommendations in respect of products
to be sold or distributed within the county of origin or
to be exported.

This certificate reflects the status of the
manufacturing site at the time of the inspection noted
above and should not be relied upon to reflect the
compliance status if more than 2 years have elapsed
since the date of that inspection.

This certificate includes the Parts 1, 2 and Annex.
The authenticity of this certificate may be verified
with the issuing authority.

Yacrnua 2 Part 2
Jlikapebki 32000 IS JTIOIMHH Human Medicinal Products
1. BAPOBHHYI OIIEPAIIII - JIIKAPCBHKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.2. HecrepmibHi Jikapebki 3aco0u

1.2. Non-sterile products

1.2.1. Hecmepunoni - nikapcoxi  3acobu  (6upobHuni
onepayii 0151 HACMYNHUX NIKAPCLKUX hopm)

1.2.1. Non-sterile products (processing operations for
the following dosage forms)

1.2.1.1. Kancynu, TBepai

1.2.1.1. Capsules, hard shell

1.4. Inmi  aikapeski  3acoln

JiSIBHICTH

ado BupoOHHYA

1.4. Other products or processing activity

1.4.1. Bupobxuymeo:

1.4.1. Manufacture of:

1.4.1.1. Jlikapcbki 3ac00M 3 POCIMHHOT CHPOBHHH

1.4.1.1. Herbal products

1.6. Mposexennss  BHNpoOyBaHL B pPaMKax
KOHTPOJIIO SIKOCTI

1.6. Quality control testing

1.6.2. MikpoGiosioriusi: MikpodiosioriuHa 4yucTora

1.6.2. Microbiological: non-sterility

1.6.3. OiznuHi/XiMiuHi

1.6.3. Chemical/Physical

3acrynuuk oioBu 3 nHTanb UHPPOBOTO
pO3BHTRY, Hu(poBuX Tpanchopmauiii i
un@posizaumiv

Jlecst ABJIOHCBKA

Deputy Head for Digital Development,
Digital Transformation and
Digitalization

Lesia YABLONSKA
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