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YKPATHA
UKRAINE

CEPTH®IKAT BIAIMMOBIAHOCTI YMOB BUPOBHUILITBA JIIKAPCHKHUX
3ACOBIB BUMOI'AM HAJFEXKHOI BUPOBHUYOI TIPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar Ne: // Certificate No: Crpok aii no: // Valid till:
DEZ/ZOA3 ) Co 1P 18.08.2025
YacrTuna 1 Part 1

JepxaBHa cayx6a YKpaiHu 3 jJikapcbKux 3aco06iB
Ta KOHTPOJIO 3a HapkoTHKamu (Jepwxaikciayxba)
3acBiauye:

HaliMmeHyBaHHs BUpOOHHKA, MiCLE3HAXO0MKEHHS: Manufacturer’s name, registered place of business:
ToBapucTBO 3 00MeNKEHOI0 BiANOBiAAIbHICTIO
«lOpis-®apm»

03680, m. KuiB, By, 1. Mukosaun AmocoBa, 6yanHok 10 10, Mykoly Amosova Street, Kyiv, Ukraine, 03680
HaliMmeHyBaHHs BUPOOHMYOT(MX) ALTBHULI(1b): Name(s) of manufacturing site(s):

ToBapucTBO 3 06MeKeHOI0 BiANoBiAaIbHICTIO
«HOpis-®apm»

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

Limited liability company «Yuria-Pharm»

Limited liability company «Yuria-Pharmy»

Bupo6unua ainbHuus Nel, Bupo6unua ginbHuus Ned, Manufacturing site Ne 1, Manufacturing site Ne 4,
Bupo6uuua ainbHuus Ne7 Manufacturing site Ne 7

Micue npoBamKeHHs AisIbHOCTI: Manufacturing site address:

Ykpaina, Yepkacbka 06.., m. Hepkacu, 108, Kobzarska street, Cherkasy, Cherkasy region,
ByJs. Ko63apcbka, 108; Ukraine;

Ykpaina, Yepkacbka 0064., M. Yepkacw, 21/13, Chyhyrynska street, Cherkasy, Cherkasy region,
By.J1. YurupuHebka, 21/13; Ukraine;

Ykpaina, Yepkacbka 06.1., M. Uepkacw, 21/11, Chyhyrynska street, Cherkasy, Cherkasy region,
Bys. UurupuHebka, 21/11; Ukraine;

Ykpaina, Yepkacbka o6i., m. Uepkacu, 104, Chekhova street, Cherkasy, Cherkasy region,
By.1. Yexosa, 104. Ukraine.

JliueH3is Ha BUPOOHMLUTBO JliKapcbKkuX 3ac00iB B Manufacturing authorization for medicinal products in
YkpaiHi Bin 23.06.2014 cepis AB Ne 598091 Ukraine from 23.06.2014 AB Ne 598091

Micue BHUPOOHHMLTBA  CHUCTEMAaTHYHO  MPOXOOUThb
IHCMeKTYBaHHS 3i BCTAHOBJIEHOIO MEPIONMYHICTIO Ha
BinnoBinHicTb BUMoram GMP 3rigHo 3i BCTaHOBJIEHUM

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

NOPALKOM.
3a pe3ysnbTaTaMy iHCMEKTYBaHHS LIbOTO BUPOOHHUKA, From the knowledge gained during inspection of this
OCTaHHE 3 IKUX OyJ10 MpoBeneHe manufacturer, the latest of which was conducted on
14.08.2023 - 18.08.2023, 14.08.2023 - 18.08.2023,
BCTAHOBJIEHO, L0 BiH BiAMOBiZa€ BUMOraM HAJIEKHOT it is considered that it complies with the Good
BUPOOHWYOT NMPAKTHUKH, 3a3HAYEHUM B Manufacturing Practice requirements referred to in the
Hacranosi CT-H MO3V 42-4.0:2020 Guide 42-4.0:2020
“Jlikapcbki 3aco0u. HasexxHa BUpoOHHYa NpakTUKa', “Medicinal products. Good manufacturing practice”
(Hopmamueru akm) (name of regulation document)
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JiKapchbKHX 3ac00iB Ta KOHTPOJIIO 32
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IO BIAMOBINAKOTh BUMOraM HANEXHO! NPAKTUKH MpH
BUPOOHMUTBI i  KkoHTponi  skocti  Cuctemu
cniBpoGiTHULTBA hapmaLeBTHUHUX iHCTekwiit (PIC/S),
nupektiBaM €C Ta pekoMmeHpauism BcecBiTHbOT
OpraHisauii 0XOpOHH 310pOB's BITHOCHO MPOAYKLIT, 1110
Npu3Ha4YeHa i Toprini Ta muctpuGyuii B KpaiHi
MOXOMKEHHS a0 1115 eKCIOPTY.

Leii  ceprudikar Binobpaxae craH BUPQOHHMUOT
HibHULI  HA MOMEHT [HCMEKTYBaHHA, 3a3HAYEHOrO
BUWIE, | HE MOXe BHKOPHUCTOBYBATMCA ISl
MIATBEPIKEHHS  BIAMOBIZHOCTI, AKWO 3 MOMEHTY
NPOBEAEHHA LbOTO iHCMEKTYBaHHsS MpOWLLIO GibIue
HiX 2 pOKH.

Le#t cepTudikat BiIIOUaE YacThHH 1, 2 Ta 104aTOK.
YuHHicTb  wporo  ceprudikata  Moxe Gyt
NiATBEpAXKE€HA OpPraHoOM, 11O HOro BUAB.

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 year 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.

YacTuHa 2

Part 2

Jlikapebki 3aco6u 4151 T0AMHH

Human Medicinal Products

1. BHPOBHUYI OIMEPALII - JIIKAPCBKI
3ACOBHU

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CtepuJibHi JikapebKi 3aco6u

1.1. Sterile products

1.1.2. Lo niodaromecs Kinyesit cmepunizayii
(6upobHUYi onepayii s HACMYNHUX 1iIKAPCLKUX

popm)

1.1.2. Terminally sterilised (processing operations for
the following dosage forms)

1.1.2.1. PinMHu B ynakoBKax BeJHKOro 06’eMy

1.1.2.1. Large volume liquids

1.1.2.3. PinvHu B ynakoBKax Majnoro 06’emMy

1.1.2.3. Small volume liquids

1.1.2.5. IHWi npomykTH, IO NiAmAOTbCA KiHLEBIi
cTepuiizauii (PO3UHHH A NEPUTOHEAILHOTO diaisy,
PO34YMHM ANId ipurauiii)

1.1.2.5. Other terminally sterilised prepared products
(solutions  for peritoneal dialysis, solutions for
irrigation)

1.2. HectepuibHi sikapebki 3acoou

1.2. Non-sterile products

1.2.1. Hecmepunoni nikapceki 3acobu (6upobruyi
onepayii OnsL HaCMynHux 1ikapcokux gopm)

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

1.2.1.5. PiiuHy 1714 30BHILIHBOTO 3aCTOCYBAHHS

1.2.1.5. Liquids for external use

1.2.1.6. PinuHu U1l BHYTPIIIHBOTO 3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.16. Inmi  HecTepunbHi  Jikapceki  3aco6u
(cycnensii ans posnuneHHs (y TOMy uMCHi Jikapcbki
3aco0H, 11O MICTATh FOPMOHH))

1.2.1.16. Other  non-sterile  medicinal  product
(suspensions for spraying (including medicines
containing hormones))

1.6. ITpoBeneHHs BUNIPOOYBaHb B pamkax
KOHTPOJIIO SIKOCTI

1.6. Quality control testing

1.6.1. Mikpo6iosioriuHi: crepuibHICTb

1.6.1 Microbiological: sterility

1.6.2. MikpoGionoriuHi: MikpoGioJioriuba ukctora

1.6.2. Microbiological: non-sterility

1.6.3. @i3nuHi/xXiMiuHi

1.6.3. Chemical/Physical

1.6.4. bionaorivuHi

1.6.4. Biological
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