YKPAIHA
UKRAINE

CEPTH®IKAT BIANMOBIJHOCTI YMOB BUPOBHUITBA JIIKAPCHKHX 3ACOBIB
BUMOT AM HAJIEXKHOI BUPOBHUYOI IPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudixkar Ne: // Certificate No: Crpox aii no: // Valid till:
IOE/204 5/ 61 P 04.07.2027
YacTuHa 1 Part 1

JepxaBHa cayx6a Ykpainu 3 Jikapcbknx 3aco6iB Ta

- State Service of Ukraine on Medicines and Drugs
KOHTPOJK 32 HapkoTukamun (Hepxaikcayxda)

Control (SMDC) confirms the following:

3acBiquye:

HalimenyBanns BupoOHuUKa, MICLIE3HAXOIKECHHS: Manufacturer’s name, registered place of business:
TOB «JIKII «®apmaueBTudyHa ¢adpuka» LLC "DKP "Pharmaceutical Factory"

Vkpaina, 10014, Xwutomupcbka 001, MicTo Ukraine, 10014, Zhytomyr region, Zhytomyr city,
Kuromup, Byn. JlepMoHTOBChKa, OyIUHOK 5 Lermontovskaya st., 5

HatimeHyBaHHS BUPOOHNUOT(MX) OiTBHHLI(UB): Name(s) of manufacturing site(s):

LLC "DKP "Pharmaceutical Factory"
workshop Ne 1, workshop Ne 2, workshop Ne 3
and workshop Ne 4

Micue mpoBamKeHHs AisIbHOCTI; Manufacturing site address:
Yipaina, 12430, Kuromupcbka 00.1.,
Kuromupeskuii  paiion, ¢ CrannmiBka,
ByJ. KoponboBa, 6yaunok 4

TOB «AKII «®@apmaueBTHYHA PadpHKa»
mex Ne 1, mex Ne 2, mex Ne 3 ta uex Ne 4

Ukraine, 12430, Zhytomyr region, Zhytomyr
district, Stanyshivka village, Koroliova Street, 4

Jlinensin Ha BUPOOHMNOTBO JIKAPCbKUX 3ac00iB B Manufacturing authorization for miedicinal products in
Yxpaini Bin 03.07.2012 cepist AB Ne 598036. Ukraine from 03.07.2012 AB Ne 598036.

Micue  BUPOOHHMUTBA  CHCTEMATHUUHO  MPOXOJANTH
JHCIICKTYBAHHA 31 BCTAHOBJICHOW IEPIOJHYHICTIO Ha
BLANOBIAHICTL BUMoraM GMP 3rifiHo 31 BCTaHOBNCHUM

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

NOPSIAKOM.
3a pe3ynbTaTaMM IHCTIEKTYBaHHA 1pOro BHpoOHMKa, | | From the knowledge gained during inspection of (his
OCTaHHE 3 AKux OYyJI0 npoBeneHe manufacturer, the latest of which was conducted on
30.06.2025 — 04.07.2025 30.06.2025 - 04.07.2025
BCTAHOBJIEHO, 10 BiH BIAMNOBIZAc BUMOIAaM HANCKHOI it is considered that it complies with the Good
BUPOOHNUOT MPAKTHKH, 3a3HAYCHUM B Manufacturing Practice requirements referred to in the
Hacranosi CT-H MO3V 42-4.0:2020 Guide 42-4.0:2020
“Jlikapebki 3acobu. Hanesxna BupoOuu4a npakTika”, “Medicinal products. Good manufacturing practice”,
(nopmamuenuii axm) (name of regulation document)
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IO BIANOBIAIOTL BHMOTAM HAJEHKHOI MPAKTHKM MU
BUPOOHHIITBI i KOHTPOJTI SIKOCTI Cucremu
CIiBPOGITHUITBA (papMaLieBTHYHMX iHcnekniii (PIC/S),
aupextusaM €C  Ta pekoMenmanisMm BcecriTabOI
opraHisailii OXOPOHHM 310POB'st BiIHOCHO MPOAYKILi, 110
TpU3HAYCHA Ui TOpTiBIi Ta AMCTPUbYWii B KpaiHi
NOXO/DKEHHS ab0 ISl eKCTIOPTY.

Lle#t ceptudikar Bimobpaxae cran BHPOBHUUO]
MINbHUIII HA MOMCHT IHCIIEKTYBAHHS, 33a3HAYEHOTO
BHWIC, | HE MOXC BHKODUCTOBYBATHCS IS
TATREP/DKEHHA  BIAMORITHOCT, SKMI0 3  MOMEHTY
TPOBEIEHHs UbOr0 iHCHNEKTYBAHHS MNpoiiino 6insmie
HiXK 2 poKH.

Heii ceptrdikar Bxarouac gacTuny 1, 2 Ta OAATOK.
HuHHICTS boro cepThdikaTa Modxe GyTH IMiITBepaKEHA
Oprasom, o #oro BUaas,

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.

Yactuna 2

Part 2

Jlikapcebki 3ac00H A1 M10AHHH

Human Medicinal Products

1. BUPOBHUY] OMNEPAL -
3ACOBH

JIKAPCBKI

1. MANUFACTURING
MEDICINAL PRODUCTS

OPERATIONS -

1.2. HecTepuibHi JikapcbKi 3aco0u

1.2. Non-sterile products

1.2.1. Hecmepunbhi  nikapceki  3acobu  (6upobuuyi
onepayii Os HACMYRHUX JIKAPCoKUX Popm)

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

1.2.1.1. Kanicynu, TBepmi

1.2.1.1. Capsules, hard shell

1.2.1.5. Pigunu Ui 30BHILIHBOTO 3aCTOCYBAHHS

1.2.1.5. Liquids for external use

1.2.1.6. Pinuun mns BHYTPIlIHBOTO 38CTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.11. M'ski

1.2.1.11. Semi-solids

1.2.1.12. Cynozuropii

1.2.1.12. Suppositories

1.2.1.13. Tabnerku

1.2.1.13. Tablets

1.3, BioJsioriuni aikapebki 3aco6n

1.3. Biological medicinal products

1.3.1. Bionoeiuni nikapcexi 3acobu

1.3.1. Biological medicinal products

1.3.1.6. Tlpenapaty, ekcTparoBadi 3 TKaHWH JIIOZHHH
abo TBapuH

1.3.1.6. Human or animal extracted products

1.4. Inmi nikapebki  3aco0u
AiANBHICTD

a0o BupoOHHuA

1.4. Other products or processing activity

[.4.1. Bupobruymeo:

1.4.1. Manufacture of:

1.4.1.1. Jlikapchki 32004 3 pOCAHHHOT CUPOBHHH

1.4.1.1. Herbal products

1.6. Ilposesennn BUNPoGyBaHb B PAMKAX KOHTPOJIIO
AKOCTi

L.6. Quality control testing

1.6.2. Mikpo®iosoriyni: MikpoGioIoriyna 9ucToTa

1.6.2. Microbiological: non-sterility

1.6.3. dizuani/XiMidH1

1.6.3. Chemical/Physical

I'onosa [lep:kaBHoi ciryx6n YKpainu 3
JIKAPCHKAX 32C00iB TA KOHTPOJIIO 34
HAPKOTHKAMH / .
Poman ICAEHKO (7

Head of the State Service of Ukraine
on Medicines and Drugs Control

Roman ISAIENKO
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