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CEPTU®IKAT BIANMOBIAHOCTI YMOB BUPOBHUIITBA JIIKAPCHBKHUX
3ACOBIB BUMOI'AM HAJFEXKHOI BUPOBHNYOI TPAKTUKHA

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar J‘j‘gz /l,Certificate No: Crpok aii no: // Valid till:
O E2 /O3 7P 18.08.2025
Yacruna | Part 1

JepxaBHa cay:xb6a YkpaiHu 3 jikapcbkux 3aco0iB
Ta KOHTPO/IO 3a HapkoTuKkamu (Jdepxnikcsyx6a)
3acBiguye:

HaiimeHyBaHHs BUPOOHHKA, MICLIE3HAXOKEHHS: Manufacturer’s name, registered place of business:
ToBapucTBo 3 00MeXkEHOI BiaANOBIAAIbHICTIO
«HOpia-®apm»

03680, m. KniB, Bys1. Mukoan AmocoBa, 6yanHok 10 10, Mykoly Amosova Street, Kyiv, Ukraine, 03680
HaliMeHyBaHHs BUpOOHUUOI(MX) AiIbHULI(Lb): Name(s) of manufacturing site(s):

ToBapHucTBO 3 00MeXKEHOI0 BiaMoBigabHiCTIO
«HOpisi--®apm»

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

Limited liability company «Yuria-Pharm»

Limited liability company «Yuria-Pharm»

Bupo6Huua ainbHuus Nel, Bupo6Huua ginbHuus Ned, Manufacturing site Ne 1, Manufacturing site Ne 4,
BupoOunua ainbHuus Ne7 Manufacturing site Ne 7

Micue npoBamKeHHs MisJIbHOCTI: Manufacturing site address:

Ykpaina, YHepkacbka 0641., m. Yepkacw, 108, Kobzarska street, Cherkasy, Cherkasy region,
By.J1. Ko63apcbka, 108; Ukraine;

Ykpaina, Yepkacbka 06i1., m. Hepkacu, 21/13, Chyhyrynska street, Cherkasy, Cherkasy region,
By.J1. Uurupuucenka, 21/13; Ukraine;

Ykpaina, Uepkacbka 06.1., m. Uepkacu, 21/11, Chyhyrynska street, Cherkasy, Cherkasy region,
By.J1. YurupuHcesnka, 21/11; Ukraine;

Ykpaina, Yepkacbka 064., M. Hepkacu, 104, Chekhova street, Cherkasy, Cherkasy region,
By.J1. Yexosa, 104. Ukraine.

JliueH3ist Ha BUpOOHULITBO JliKapcbKuX 3aco0iB B Manufacturing authorization for medicinal products in
Ykpaiti Bin 23.06.2014 cepiss AB Ne 598091 Ukraine from 23.06.2014 AB Ne 598091

Micue BUpOOHHMUTBA CHCTEMAaTHYHO MPOXOIOUTh
iHCMeKTYBaHHS 31 BCTAHOBJIEHOIO MEPiOAMUHICTIO Ha
BianoBiaHicTh BUMoram GMP 3rinHo 3i BCTAHOBJIEHUM

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

MOPALKOM.
3a pe3ysbTaTaMy iHCIIEKTYBaHHS LIbOro BUPOOHUKA, From the knowledge gained during inspection of this
OCTaHHE 3 AKHX OyJ0 MpoBeneHe manufacturer, the latest of which was conducted on
14.08.2023 - 18.08.2023, 14.08.2023 - 18.08.2023,
BCTaHOBJICHO, L0 BiH BiANOBia€ BUMOraM HaJIe)KHOT it is considered that it complies with the Good
BUPOOHWYOT NPAKTUKH, 3a3HAYEHUM B Manufacturing Practice requirements referred to in the
Hacranosi CT-H MO3YVY 42-4.0:2020 Guide 42-4.0:2020
“Jlikapcbki 3acobu. HanexxHa BupoOHuua 1pakTuka’, “Medicinal products. Good manufacturing practice”
(HopmamusHuit akm) (name of regulation document)

I'osioBa [lep:kaBHOT ci1y:x0H Y KpaiHu 3
JiKapcbKHX 32c06iB Ta KOHTPOJIIO 32
HAPKOTHKAMH-,

Poman ICAEHKO

nianuc BiAnNoBiaaaLHOT 0coOu, nevarka

d of the State Service of Ukraine on

JlepxaBHa cayxba YKpaiHu 3 JikapcbKux 3ac06iB Ta
KOHTPOJII0 32 HAPKOTUKAMH

~ Aaxpeca: npocnekt bepecretichkuii, 120-A, M, Kuis, Ykpaiia,
03115
Ten.: +38(044) 422-55-77 Phone: +38(044) 422-55-77
daxc: +38(044) 422-55-77 7 Fax: +38(044) 422-55-77
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WO BIANOBINAKOT BUMOraM HAJIEXKHOI NMPAKTUKH MPH
BUPOOHULTBI i KoHTposi  skocti  Cucremu
cniBpoGiTHULTBA hapmaueBTHUHKX iHcnekuiii (PIC/S),
aumpektuBam €C Ta pekomeHaauism BcecBiTHboOT
opraHizauii 0OXOpOHH 30pOB'st BITHOCHO MPOAYKLIT, 1110
NMpU3Ha4YeHa wis TOpriBai Ta auctpubyuii B kpaini
MOXOMKEHHSA ab0 U1 eKCIIopTY.

Lle#  ceptudikar BinoGpaxae cTaH BUPQOHHUOT
HilbHULI  HA MOMEHT [HCNEKTYBaHHA, 3a3HA4YeHOro
BUWIE, | HE MOXe BHKOPHUCTOBYBaTHCS ISt

MIATBEPIKEHHS  BIAMOBILHOCTI, SKIO 3 MOMEHTY
NPOBEAEHHA LUbOro iHCMEKTYBaHHA MpPOHLLIO Ginblle
HIX 2 POKH.

Le# cepTudikar BkIoyae 4acTvHu 1, 2 Ta 10aTOK.
YuHHicTb  uboro  ceprudikata  moxe  GyTH
MiATBepIXKEHa OPraHoM, Lo HOro BUIaB.

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 3aco6H AJist JIIOAHHK

Human Medicinal Products

1. BAPOBHUYI OMEPALII - IIKAPCBKI
3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CtepuJbHi Jikapebki 3aco6u

1.1. Sterile products

1.1.2. Lo niodaromecs Kinyesit cmepunizayii
(8upoGHUYi onepayil 015 HACMYNHUX 1IKAPCOKUX

popm)

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

1.1.2.1. PinuHu B ynakoBKax BeJMKOro 06’eMy

1.1.2.1. Large volume liquids

1.1.2.3. PinvHu B ynakoBkax Majioro 06’emy

1.1.2.3. Small volume liquids

1.1.2.5. IHWi npomyKTH, WO MiImarOThesl KiHUEBIii
cTepuiizauii (PO3UMHHM AN NEPUTOHEAILHOrO dianisy,
PO3YMHU 1715 ipurauiif)

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

1.2. HectepuibHi Jikapebki 3acoon

1.2. Non-sterile products

1.2.1. Hecmepuneni nikapceoki 3acobu (6upobruyi
onepayii Ons_HacmynHux nikapcokux ¢opm)

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

1.2.1.5. PiouHu JUIsl 30BHILIHBOTO 3aCTOCYBAHHS

1.2.1.5. Liquids for external use

1.2.1.6. PinuHu [uist BHYTPIIIHBOTO 3aCTOCYBAHHSA

1.2.1.6. Liquids for internal use

1.2.1.16. Inwi  HecTepunbHi  Jikapchki  3aco6u
(cycriensii ans po3nuneHHs (y TOMY 4Yucii JliKapchki
3aco0H, L0 MICTATb FOPMOHH))

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

1.6. [poBeneHHs BUNpoGyBaHb B
KOHTPOJII0 IKOCTI

pamkax

1.6. Quality control testing

1.6.1. MikpoGionoriuHi: cTepUIbHICTh

1.6.1 Microbiological: sterility

1.6.2. MikpoGiosoriuHi: MikpoGiosioriusa uucToTa

1.6.2. Microbiological: non-sterility

1.6.3. ®izuuni/ximiuHi

1.6.3. Chemical/Physical

1.6.4. BionoriuHi

1.6.4. Biological
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To10Ba JlepxaBHOT Cayx6H Ykpaiun 3
JIIKAapCbKHX 32C06iB Ta KOHTPOJIIO 32
HAPKOTHKAMH
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HepxaBha cayxba YkpaiHu 3 JikapCbKux 3aco6iB Ta
KOHTPOJI10 32 HAPKOTHKAMH

Anpeca: npocnekT Bepectetichkuit, 120-A, M. Kuis, Ykpaina!
03115

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

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

mailto: dls@dls.gov.ua
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