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CEPTU®IKAT BIAIIOBITHOCTI YMOB BUPOBHHUIITBA JIIKAPCBKUX 3ACOBIB
BUMOT'AM HAJIE)KHOT BAPOBHUYOI MIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

CepT$ at Ne: // Certificate No:
J10.26) Grp

Crpox aii go: // Valid till:
27.02.2028

Yacruna 1

Part 1

Jep:kaBHa caykda Ykpainu 3 JikapcbKHX 3aco0iB
Ta KOHTPOJIO 32 HapkoTukamu (depatikciaysxoa)
3acBiguye:

HaiimMeHyBaHHs BUPOOHHKA, MiCLE3HAXO/UKEHHS:
IIpuBaTHe aKIiOHEpHE TOBAPHCTBO
®apmauesTnyna gpadpuka ''Biosa"

69063, 3anopisbka 001., MicTO 3anopiis, BYIHLS
Axayemika Amocosa, OyanHok 75

HaiimenyBaHHs BUPOOHUYOT(MX) AiNBHULI(1(B):
IIpuBaTHe aKNiOHEpHE TOBAPHCTBO
®dapmanesTuyna padpuxa "Bioaa"

JiapHuus 3 BHPOOHHUTBA TBEPAHX JiKAPCHKHX
3aco0iB 3 pocannHol cupoBuuH - lex JIPC

Miclie mpoBaIKeHHs DislJIbHOCTI:

69063, 3anopizbka 00/1., MicTO 3an0pizKIKsL, BYJIHLS
Axajiemika AMocoBa, OyanHok 75;

69033, 3anopisbka 00/1., MicTO 3an0pizKIKsl, ByJIHIS
Ckiaacbka, OyanHok 4

JlineHsis Ha BHUPOOHMUTBO JiKapchKuMX 3acobiB B
Vkpaini Big 17.05.2011 cepis AE Ne 501369.

Micue BMpPOOHMUTBA CHUCTEMATUYHO  MPOXOAUTH
iHCTIEKTYBAHHS 31 BCTAHOBJIEHOIO MEPIOJMYHICTIO HA
BianoBigHicte  Bumoram  GMP  srigHo 30
BCTAHOBJIEHHM TOPSAKOM.

3a pesysbTataMyl iHCIIEKTYBAHHS 1bOr0 BHUPOOHMKA,
OCTaHHE 3 sKkuX OyJo nposeseHe

23.02.2026 - 27.02.2026

BCTAHOBJIEHO, 1110 BiH BiJNOBiJlac BUMOraM HasleXHOT

BHPOOHUYOT MPAaKTHKHU, 3a3HAUYEHHUM B

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"

69063, Zaporizhzhia region, Zaporizhzhia city,
Akademika Amosova street, building 75

Name(s) of manufacturing site(s):

Private joint stock company Pharmaceutical
factory "VIOLA"

Plant-based solid medicinal products production
site - LRS workshop

Manufacturing site address:

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

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

Manufacturing authorization for medicinal products in
Ukraine from 17.05.2011 AB Ne 501369.

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

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

3acrynuuk I'osoBu 3 nurans undgposoro
PO3BHTKY, undpoBux Tpanchopmaniii i
uudposizauii

Jlecst SIBJIOHCBKA

nianue Bianosizansiol ocobu, nevarka

27 )
. Digital Transformation and

Deputy Head for Digital Development,

Digitalization
Lesia YABLONSKA

signature of the Executive officer (see left)
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JlepkaBua cayzxba Ykpainu 3 Jikapeb
KOHTPOJIIO 32 HAPKOTHKAMHM

Axpeca: npocnekt bepecreiicekui, 120-A,
03115

Ten.: +38(044) 422-55-77

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

mailto: dis@dls.gov.ua

0 i tate Service of Ukraine on Medicines and Drugs Control
&7 /{Address: 120-A, Beresteiska avenue, Kyiv 03115, Ukraine
7" 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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Hactanosi CT-H MO3YVY 42-4.0:2020
“Jlikapebki 3acobu. HanexHa BupobHuya npaktuka”,
(Hopmamueru axm)

110 BiANOBiZalOTh BUMOraM HaJI€XKHOI MPAKTHKH MpH

BUpOOHMUTBI 1  KoHTponi  skocti  CucTemH
criBpobitHUUTBA  (papMALEBTHMYHUX  iHCTIEKLUiH
(PIC/S), numpextnBam €C Ta pexkoMeHAaLisM

BcecBiTHLOT oprauizailii OXOpOHH 310pOB'sl BiAHOCHO
npoaykuii, [0 rMpu3HauyeHa JUIs ToOpriBai  Ta
aucTpuOyUii B KpaiHi noxomkeHHs abo Ajis eKCropry.
Lleit ceprudikar Binobpakae cTaH BHPOOHHUUOL
NIIBHULI HAa MOMEHT IHCNEKTYBaHHs, 3a3HAYEHOro
BHLIEe, | He MOXe BHKOPHCTOBYBATHCS Ul
MiATBEPKEHHS BIANMOBIAHOCTI, SKIO 3 MOMEHTY
MPOBEJEHHS UbOIro iHCMeKTyBaHHs npoifuio Oinblue
HiX 2 POKH.

Lleii ceprudikar Bxitoyae 4acTHHHU 1, 2 Ta 10JaTOK.
YuuHicTe  uporo  ceptudikara Moxe  OyTH
MiATBep/PKeHa OpraHoMm, 110 HOro BUAaB.

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
Jlikapebki 3aco0m JJ1st JI0AHHHI Human Medicinal Products
1. BUPOBHHUYI OIIEPAIII - JIIKAPCBKI 1. MANUFACTURING OPERATIONS -
3ACOBHA MEDICINAL PRODUCTS

1.2, HectepuibHi JlikapebKi 3aco0n

1.2. Non-sterile products

1.2.1. Hecmepuavni  nikapcexi  3acobu  (6upobHuti
onepayii st HACMYNHUX NIKAPCLKUX popm)

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

1.2.1.8. Inmi TBepui nmikapceki dopmu (360pu, yai,
(hacoBaHa JlikapchbKa POCIMHHA CHPOBHHA)

1.2.1.8. Other solid dosage forms (collections, teas,
packaged medicinal plant raw materials)

1.4, Inmi  aikapebki  3acofm  a0o BupoOHHYA
JAisILHICTD

1.4. Other products or processing activity

1.4.1. Bupobruymeo:

1.4.1. Manufacture of:

1.4.1.1. Jlikapcbki 3aco6M 3 pOCIIMHHOT CHPOBHHU

1.4.1.1. Herbal products

1.6. IlpoBegennss  Bunpo0yBaHb B paMKax
KOHTPOJIIO SIKOCTI

1.6. Quality control testing

1.6.2. Mikpob6iosioriuti: MikpoGiosoriyHa 4ucTOTa

1.6.2. Microbiological: non-sterility

1.6.3. ®izpuni/xiMiuHi

1.6.3. Chemical/Physical

Bactynuuk oo 3 muTans nndposoro
po3BHTKY, undpoBux Tpanchopmauiii i
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Digital Transformation and

ungposizauii % Digitalization
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