YKPATHA
UKRAINE

CEPTH®IKAT BIAMOBIJHOCTI YMOB BUPOBHHUIITBA JIIKAPCbKUX 3ACOBIB
BHMOI'AM HAJIE;)KHOT BAPOBHUYOI [TPAKTHKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudikar No: L
Certificate No: g0/ 2022/ GMP

Crpoxk iii go:

Valid till: 08.10.2023

MHacernna 1

Part 1

Hepxasna cirymxba Ykpainu 3 Jikapcbknx
32c00iB Ta KOHTPOJIIO 32 HAPKOTHKAMM
(Hepxaikenay:xoa) sacsiguye:

HaiimMenyBanus BUPOOHHKA, MICLIE3HAXOMKEHHS:

TorapucrBo 3 06mMexeno1o BianoBiaaAbLHICTIO
"FOpis-®apm"

03680, M. Kuis, Bya. Mukonu AMocoBa,
OynuHok 10

HaiimenyBaHus BUpoGHHUOT(HX) AbHULI(Ub):;
Topapuctso 3 o6mexenolo BianosiganbhicTio
"HOpis-®apm"

Micue npoBajukeHHs aisnbHOCTI:

Ykpaina, Yepkacbka 06.1., m. Uepkacn,

Bys1. Kob3apebka, 108;

Ykpaina, Uepxacbka 06u., M. Yepkacn,

By Unrupuacbka, 21/13;

Yxpaina, Yepkacbka 06.1., m. Hepkacn,

BYJL. Uurupuncbka, 21/11;

Yxpaina, Yepkacbka 06.1., M. Yepracu,

ByJ1. Yexosa, 104,

Jlinensia Ha BUPOGHULTBO Jlikapchbkux 3aco6iB B
Ykpaini Bin 23.06.2014 AB Ne 598091

Micue BHPOOHHLTBA CHCTEMATHHYHO MPOXOAHTD
IHCIIEKTYBaHHA 31 BCTAHOBIEHOIO MePiOAHUHICTIO
Ha BiamoBigHicTe Bumoram GMP srigHo  3i
BCTAHOBJIEHHM MOPAIKOM.

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

Manufacturer’s name, registered place of
business:

Limited liability company «Yuria-Pharmy»

10, Mykoly Amosova Street, Kyiv, Ukraine,
03680

Name(s) of manufacturing site(s):

Limited liability company «Yuria-Pharm»

Manufacturing site address:

Ukraine, Cherkasy region, Cherkasy, street
Kobzarska, 108;

Ukraine, Cherkasy region, Cherkasy, street
Chyhyrynska, 21/13;

Ukraine, Cherkasy region, Cherkasy, street
Chyhyrynska, 21/11;

Ukraine, Cherkasy region, Cherkasy, street
Chekhova, 104,

Manufacturing authorization for medicinal
products in Ukraine from 23.06.2014 AB

Ne 598091

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

Fonosa depskaBHoi cinyx6n Y kpainu 3
JIKAPCLKHX 32c00iB TA KOHTPOJIIO 32 P 5
HAPKOTHKAMH 7
Poman ICA€EHKO

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

Roman ISAIENKO

TiANKC BIANOBIAANLHOT 0cOGH, NevaTia A

3\
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3a  pesysbTaTaMd  [HCMEKTYBAHHA  LbOTO
BHpO6HHKa, OCTaHHE 3 AKHX 6)/]]0 nposeneHe

04.10.2021 - 08.10.2021,
BCTAHOBJIEHO, 1110 BIH BIAMOBIJAE BWUMOram
HanexHoOT BHPOOHHYOT NPAKTHKH, 3a3HAUEHHM B

Hacranosi CT-H MO3VY 42-4.0:2020
“Jlikapebki 3acobu. Hanexxna BupoGHuya
npaxkThka’”,

(nopmamuenuil axm)

IO BiOMOBiZAIOTL BUMOraM HAJIEXKHOI MPaKTHKH
Ipy BUPOOHHWLTBI i KOHTpoai skocti CHeremu
cniBpoGiTHULTBA - (hapMALEBTHUHHX  HCIIEKLH
(PIC/S), nmpexktBam €C Ta pekoMeHIaLisM
BeecBiTHbOI  opraHizauii  OXOpPOHH  310pOB’S
BIZIHOCHO INPOAYKLUT, IO MpH3HaUYeHa Anid TOPriBi
Ta JUCTpMOyUii B KpaiHi noxomkeHHs abo ans

eKCIIOPTY.
Lleii ceprudikar BimoOpakae ctaH BUPOOHHHOL
IUTBHHLI HA MOMEHT IHCMEKTYBaHHS, 3a3HAa4eHOro

BHILlE, 1 He MO)e BHKOPHCTOBYBAaTHCS sl
NiATBEPAXKEHHA BiIMOBIAHOCTI, AKLIO 3 MOMEHTY
NpoBedeHHs LLOro IHCNEeKTYBaHHS MPOHILIO
OinbLIe HiX 2 POKH.

Lle#i ceprudikar Bimouae uactud 1, 2 Ta
JIOJIATOK.

YuHHicTE 1BOTO cepTHdikata Moxke OyTH

i ITBEpPKEHa OPraHoM, 110 HOro BUAAB.

From the knowledge gained during inspection of
this manufacturer, the latest of which was
conducted on
04.10.2021 - 08.10.2021,
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in
the
Guide 42-4.0:2020
“Medicinal products. Good manufacturing

(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 country 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 two 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 3ac00m 118t JIIOAUHH

Human Medicinal Products

1. BAPOGHUYI OTIEPALIII -
JIKAPCBLKI 3ACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepuibHi NPOAYKTH

1.1. Sterile products

1.1.3. Cepmucpixayis cepiii

1.1.3. Batch ceriification

1.1.2. o niooaromwscs Kinyegit
cmepunizayii (6upobruyi onepayii o1s
HACMynHux 1ikapcokux gopm)

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

1.1.2.1. PinuHu B ynmakoBKax BEJIMKOTO
00’emy

1.1.2.1. Large volume liquids

1.1.2.3, PiinHu B yriakoBKax Masuoro o0’ eMy 1.1.2.3. Small volume liquids
Cosopa Jlepaanroi cayucon Yipaiuns e .

. A » Y e & Head of the State Service of Ukraine on
JNiKapcbKUX 3ac0oBiB TAa KOHTPOIO 32 \- oy

| \ Medicines and Drugs Control

HAPKOTHKAMHM | e
Poman ICAEHKO i / Roman ISAIENKO
MiANKe BIANOBIAANLHOT 0COOH, neuarki o mi / signature ol the Executive officer (see lell)

Jepxasna cayxba YKpaiHu 3 niKapesKux 3acobiB Ta
KOHTPOJIIO 32 HAPKOTHKAMH '
Aunpeca: npocnekt [Tepemoru, 120
03115

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

i _),!{/1;1'1'3-[ 15, Ykpaina,

mailto: dls@dls.gov.ua

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-1135, Ukraine, 03115

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

Fax: +38(044) 422-55-77
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KIHIEBIH  crepmmizamii  (po3umHH  JUId

Jutst  iHrassinid (y  TOMy uHMCIl  JiKapehKi
3ac00H, IO MICTSITH TOPMOHH)

1.1.2.5. IHwi npomykTH, WO NiggarThCs

NEPUTOHEATBHOTO  Jiajizy, pO3YMHH IS
ipuraiifi, po3uMHHA NS IHTAmALiH, cycrieHsii

1.1.2.5. Other terminally sterilised prepared
products (solutions for peritoneal dialysis,
solutions for irrigation, solutions for
inhalations, suspensions for inhalations
(including medicines containing hormones)

1.2. HecTepuiibHi NpoayKTH

1.2. Non-sterile products

1.2.1. Hecmepunvhi npooykmu (6upoOnuyi
onepayil Ons HacmynHux 1iKapcyKux hopm)

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

1.2.1.5. Pigyunaw 1S 30BHIIIHBOTO
34CTOCYBaHHS

1.2.1.5. Liquids for external use

1.2.1.6. Pinuuwu 11 BHY TPIIIHBOTO
3aCTOCYBAHHS

1.2.1.6. Liquids for internal use

1.2.1.16. Inmi HecTepuIbHI JIIKapChKi 3aco0u
(cycmensii [uist posnuiieHHs! (Y TOMY UM
JIKAPChKi 3aCO0H, LITI0 MICTSITh TOPMOHH))

1.2.1.16. Other non-sterile medicinal product
(sprays (including medicines containing
hormones))

1.5. llakyBanus

1.5 .Packaging

1.5.2. BmopunHe naxyeanms

1.5.2. Secondary packing

1.6. IIpoBetenust BUNpoOYBAaHb B paMKax
KOHTPOJIK SIKOCTI

1.6. Quality control testing

1.6.1. MixpobionoriuHi: CTepHIILHICTB

1.6.1. Microbiological: sterility

1.6.2. Mixpo6ionoriuni: mikpobiosoriuia
YHCTOTA

1.6.2. Microbiological: non-sterility

1.6.3. ®izuyni/xiMIvHI

1.6.3. Chemical/Physical

1.6.4. Biosnoriuui

1.6.4. Biological

o
Tonosa lep:xkaBHoi ciiyxtu Y kpainu 3/
JIiKapcbKHX 3ac00iB Ta KOHTPOI0 32 [
HAapKOTHKAMH

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

Roman ISAIENKO

Poman ICAEHKO / A
NiANKC BIANOBIAANBHOT 0COBH, NCUaTKa / / -
.:’./:Z/.!f.f/’.-:z.ﬁ;z.?.zﬂanza/Date /' [ / ;

Hepxasua cayxba Ykpainu 3 aikapeknx 3acobis Ta
KOHTPOJIKO 38 HAPKOTUKAMH '

Anpeca: npocnext [lTepemorn, 120-A. M. Kuis-115, Ykpaina,
03115

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

Daxc: 38(044) 422-55-77

mailto: dls@dls.gov.ua

signature of the Excculive officer (sce left)

State Service of Ukraine on Medicines and Drugs Control
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