VKPAIHA
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CEPTH®IKAT BIANIOBIZIHOCTI YMOB BUPOBHHUIITBA JIIKAPCBKUX 3ACOFBIB
BUMOTI'AM HAJIEZKHOT BUPOBHHUYOI ITPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: / Certnﬁcate No:

044 ,&90{5

Crpox aii go: // Valid till:
27.02.2028

‘Iacmua 1

Part 1

JepaBHa caykba Ykpainn 3 JikapchbKUX 3ac006iB
Ta KOHTPOJII0 32 HaproTuramu (depxiikcayxba)
3acBiguye:

HaitmenyBanHs BUpOOHHKA, MiCLEE3HAXOKEHHS:
IIpuBaTHe akuioHepHe TOBAPHCTBO
dapmanensTuyna ¢gadpuxa "Biosa"

69063, 3anopizbka 001., MiCTO 3anopijxoks, BYIHLIS
Axkaznemika AmocoBa, OyAnHOK 75

HaiitmenyBanHs BUpOOHHYOT(MX) AiNbHULI(LB):
IIpuBaTHe aKUioHepHEe TOBAPHCTBO
®apmaueTiyna gpadpuka '"'Bioaa"
JiapHuus 3 BUPOOHHUTBA PIAKHX TAa TBEPAHX
Jikapebkux 3aco0iB - Hex PJI3, Iex ®JI3

Micue npoBajiKeHHs AisSJIBHOCTI:

69063, 3anopisbra 00/1., MicTo 3anopixiKks, By IHUSs
Axajzemika AmMocoBa, Oyannox 75;

69033, 3anopisbka 001, MicTo 3an0opinkKs, BYJIULSI
Cruajgebka, Oyaniok 4

JlineHsiss Ha BUPOGHMULTBO JiKapchkuX 3aco0iB B
VYipaiui 8ig 17.05.2011 cepis AE Ne 501369.

Micue BHpPOOGHHLTBA CHCTEMATUYHO TPOXOAUTH
iHCTIeKTyBaHHs 31 BCTAHOBJIEHOKO MEPIOAMYHICTIO HA
BignoBigHicth ~ BuMoram  GMP  3rigHo  3i
BCTAHOBJICHUM MOPAJKOM.

3a pesysibTaTaMH iHCNEKTYBaHHsS LOTO BHPOOHMKA,
OCTaHHE 3 siknX Oys10 nposejieHe

23.02.2026 - 27.02.2026

BCTAHOBJIEHO, LLIO BiH BiJ/INOBiJla€ BUMOraM HaJie)KHOT
BHPOOHUUOT NPaKTHKH, 3a3HAYEHUM B

69063,
Akademika Amosova street, building 75

Name(s) of manufacturing site(s):

Manufacturing site address:

69063, Zaporizhzhia region, Zaporizhzhia cicy,
Akademika Amosova street, building 75;

69033, Zaporizhzhia region, Zaporizhzhia city,
Skladska street, building 4

Manufacturing authorization for medicinal products in

subject to GMP inspections at suitable intervals in
accordance with the National certification procedure.

State Service of Ukraine on Medicines and Drugs
Control (SMDC) confirms the following:

Manufacturer’s name, registered place of business:
Private joint stock company Pharmaceutical
factory "VIOLA"

Zaporizhzhia region, Zaporizhzhia city,

Private joint stock company Pharmaceutical
factory "VIOLA"

Liquid and solid pharmaceutical production area -
RLS workshop, FLS workshop

Ukraine from 17.05.2011 AB Ne 501369.

Facilities of above mentioned manufacturer are

From the knowledge gained during inspection of this
manufacturer, the latest of which was conducted on

23.02.2026 - 27.02.2026

it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the

3actynuuk ooy 3 nurann uu(bpoaoro
po3BHTKY, undposux Tpancdo
uudposizauii

JIecn ﬂBJIOHCI)KA

Deputy Head for Digital Development,
Digital Transformation and
Digitalization

Lesia YABLONSKA

signature of the Executive officer (see left)
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03115

Ten.: +38(044) 422-55-77
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State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine
Phone: +38(044) 422-55-77

Fax: +38(044) 422-55-77

This English translation is for reference only and is not part of
the official certificate
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Hacranosi CT-H MO3YVY 42-4.0:2020
“Jlikapebki 3acobu. Hanexna BupoGHUYa npakTHka”,
(Hopmamueruit axm)

1[0 BiJ{[IOBIAIOTH BUMOIraM HaJIe)KHOI [IPAKTUKH TIPH

BUpOOHHUTBI 1  koHTponi  sAkocti  Cucremu
cniBpobiTHULTBA (hapMaleBTHYHUX iHCneKuii
(PIC/S), nupektuBam €C Ta peKOMeHIaUisM

BcecBiTHBOT oprasizaiii OXOpOHH 310pOB's BiJHOCHO
NpOAYKWil, L0 MpH3HaYeHa JUIsi TOPriBIi Ta
IUCTpUOYLIT B kpaiHi noxoukeHHs abo uIs eKCIopTy.

JUJIBHULI HAa MOMEHT IHCNEKTYBaHHs, 3a3HaYyeHOoro
BHIE, 1 HE MOXe BHKOPHCTOBYBATUCS  JUIA
MiATBEPKEHHS BiAMOBIHOCTI, AKIIO 3 MOMEHTY
NPOBEJIeHHs! UbOro IHCMEKTYBaHHs npoiiuuio Ginbiue
HIK 2 pOKH.

Lleii cepTucikar Britoyae 4acTiHu 1, 2 Ta 10/1aTOK.
Yunhicte  uporo  ceprudpikata  Moxke  OyTH
i ATBEPKEHA OpraHoM, 110 fHoro BUas.

Lleii ceprudikar BigoOpaxkac€ cTaH BHPOOHHYOL

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.

Yacruua 2 Part 2
JlikapcebKi 3aco0H J1JIs1 JIIOANHH Human Medicinal Products
1. BHPOBHHAYI OIIEPALIII - JIIKAPCBKI 1. MANUFACTURING OPERATIONS -
3ACOBH MEDICINAL PRODUCTS

1.2. HectepuibHi JikapcbKi 3aco0n

1.2. Non-sterile products

1.2.1. HecmepunoHi nikapcvki 3acobu  (8upobHuyi
onepayii 08 HacMynHUX NIKAPCLKUX hopm)

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

1.2.1.5. Pinunu Anst 30BHILIHLOTO 3aCTOCYBAHHS

1.2.1.5. Liquids for external use

2.1.6. PiguHu Asisi BHYTPIilIHBOTO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.8. Inwi TBepai jikapcbki Gopmu (MOpOLIKK)

1.2.1.8. Other solid dosage forms (powder)

1.4, Inwi  gikapeski  3acodm aGo BupoOHHYA
JisUIbLHICTD

1.4. Other products or processing activity

1.4.1. Bupobruymao:

1.4.1. Manufacture of:

1.4.1.1. JlikapcbKi 3aco0u 3 POCIMHHOT CHPOBHHHU

1.4.1.1. Herbal products

1.6. lIpoBenennss  Bunpo0yBanb B paMKax
KOHTPOJIIO SIKOCTI

1.6. Quality control testing

1.6.2. Mikpo6ionoriuti: MikpoGiosioriiHa YucToTa

1.6.2. Microbiological: non-sterility

1.6.3. DizuyHi/XiMiuHi

1.6.3. Chemical/Physical

3acrynuuk I'os10BH 3 nHTANL u,udmono
PO3BHTRY, UHPPOBHX Tp‘mcdfupm‘uLﬁ i
undposizanii /
Jecs IBJIOHCBKA | ©

27 Deputy Head for Digital Development,

Digital Transformation and
Digitalization
Lesia YABLONSKA

NiAnKc BiANOBinaabHOT 0COGH, NeHarka

signature of the Executive officer (see left)
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