YKPATHA
UKRAINE

CEPTU®IKAT BLATIOBIJHOCTI YMOB BUPOBHUIITBA JIIKAPCBKHUX 3ACOBIB
BUMOT'AM HAJIEXKHOI BUPOBHUYOI IPAKTUKH

CERTIFICATE OF GMP COMPLIANCE

Ceprudixar Ne: // Certificate No: Crpox aii no:
0492041 [GMP Valid till:  24.09.2023
Yacruna 1 Part 1

JepxkaBHa cj1yx0a YKpaiHH 3 JiKapchbKHX
32c00iB TA KOHTPOJTIO 32 HAPKOTHKAMH
(Aepxitikcayxda) 3acBinuye:

HaiiMeHyBaHHs BUpOOHWKA, MiCLIE3HAXOIUKEHHA:

IMpuBatHe aknionepue ToBapucteo ""Indysia"
Vkpaina, 04073, M. KwuiB, MocKoBCbKHi
npocnekT, 6. 21-A

HaiimMeHyBaHHs BUpOOHUYOI(MX) AiNbHULII(LB):
IIpuBarHe akuionepne ToBapucteo "Indysia"
Ilex 3 BupoGHuITRa iHdY3iliHAX po3unnis Nel

Anpeca Micus npoBaIKEHHS AisNIbHOCTI:
Vkpaina, 23219, Binnuubka o61., BiHHUUBKHIA p-
H, ¢. Binnnupki XyTopu, Byn. Hemupiscbke
woce, 0. 84A

JliueH3is Ha BUPOOGHKMLITBO JlikapcbKMX 3aCO6iB B
Vkpaii Bia 17.05.2016

Micue BHUpPOOHMUTBA CHUCTEMAaTHYHO NPOXOAMTD
IHCMEKTYBaHHS 31 BCTAHOBNEHOIO MEPIOAHYHICTIO
Ha BignoeigHicte Bumoram GMPE 3rigHo 3i
BCTaHOBJIEHHM MOPSAAKOM. ’

3a pe3ynsTaraMu iHCMEKTYBaHHA LIbOTO
BUPOGHMKA, OCTaHHE 3 sikMX Oys10 NpoBeacHe

20.09.2021 - 24.09.2021,

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

Manufacturer’s name, registered place of
business:

Joint stock company "Infuzia"

21-A, Moskovskyi prospect, Kyiv, 04073, Ukraine

Name(s) of manufacturing site(s):
Joint stock company "Infuzia"
Workshop of solution for infusion Nel

Manufacturing site address:

84A, Nemyrivske shose, str., Vinnytski Khutory
Village, Vinnytsia district, Vinnytsia region,
23219, Ukraine

Manufacturing authorization for medicinal
products in Ukraine from 17.05.2016
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

20.09.2021 - 24.09.2021,

TAa KOHTPOJIIO 32 HAPKOTHKG
Baaaucnas HIJIMHA

AepxasHa caymba YKpainu 3 gikapcbkux 3acobi
KOHTPOJI0 32 HADKOTHKAMMK

Anpeca: npocnekt [lepemoru, 120-A, m. Kunis-115, Vkpaiua,
03115

Ten.: 38(044) 450-12-66

daxc: 38(044) 450-12-66

mailto: dis@dls.gov.ua
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Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115
Phone: +38(044) 450-12-66
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BCTAHOBJIEHO, 110 BIiH BIATIOBIZAa€ BHMoOram
HaJIEXHOT BUPOOHHYOT NPAKTHKH, 3a3HAUYCHUM B

Hacrtanosi CT-H MO3YVY 42-4.0:2020
“Jlikapcbki 3acobu. Hanemxna supobruya

npakTHKa”,

(HopmamusHuli axm)

U0 BiANOBIAAIOTE BUMOTaMm HaJleXkKHOI MPaKTHKH
MpH BUPOOHHUUTBI i KoHTponi sikocti CucTemu
cniBpobiTHULTBA (apMalEBTUUHHMX  THCNEKLi
(PIC/S), nupektuam €C Ta pekoMeHaLisM
BcecBiTHbOi  opraHizauii  oXopoHu  310poB’s
BiZIHOCHO NPOAYKLT, 11O NPHU3HAYEHA JIst TOPTiBJTi
Ta AMcTpuOyLil B KpaiHi MoxomkeHHs abo ans
eKCIIopTY.

Lleit ceptudikar BimoOpaxkae craH BUPOOHMUOT
AILHULI HA MOMEHT iHCIeKTYBalilisl, 3a3Ha4eHOro

BUILE, | HE MOXE BHKOPUCTOBYBaTHCA s
MiATBEPDKEHHS BiJMOBIAHOCTI, KO 3 MOMEHTY
NPOBEAEHHS LbOrO IHCMEKTYBaHHS NPOHLUIO
OinbLue Hidk 2 poKH.

Lleid ceprudikar Bratoyae uactuhun 1, 2 Ta
AOJATOK.

Uunnicte wporo ceprudikata Moxe OyTH

MiATBEPAXKEHA OPraHoM, WO Oro BUAAB.

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

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 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.

Yactuna 2

Part 2

Jlikapenki 3acobu 1J1s1 TouHN

Human Medicinal Products

1. BAPOBHU I OIIEPAILI] -
JIKAPCBKI 3ACOBHU

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

1.1. CrepuiibHi IPOAYKTH

1.1. Sterile products

1.1.2. ll]o niooatomwbcs kinyeagit
cmepunizayii (supobuuvi onepayii 0.1
HACMYNHUX NIRAPCOKUX Popit)

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

1.1.2.1. Pimuu B ynakoBKax BEJIHKOTO
00’emy

1.1.2.1. Large volume liquids

1.1.2.3. Pinuuu B ynakoskax Magdro o6’emy

1.1.2.3. Small volume liquids

1.6. IIpoBeaenHst BUNpoOyBaHb B paMKax
KOHTPOJ110 AKOCTI

1.6. Quality control testing

1.6.1. MikpoGionioriusi: CTepHIIBHICTD

1.6.1. Microbiological: sterility

1.6.3. ®izuyni/ximMiuHi

1.6.3. Chemical/Physical

1.6.4. Bionoriuui

Hepwmnii 3actynunk Nonop
cayx0n Ykpainn 3 nikapgpK
TAa KOHTPOJIIO 32 HAPKOTHY
Bnagucaas IIJIMHA

NiANKC BiANOBiAaNLHOT 0COOH, Teydy

26141 /A0 Hama/Date

Hepxanna cayxba Yicpaiun 3 nikapcsknx 3acoGis Ta
KOHTPOJIIO 32 HAPKOTHKAMH

Aapeca: npocnekr [Nepemoru,120-A, m. Kuis-115, Ykpaina,
03115

Ten.: 38(044) 450-12-66

Makc: 38(044) 450-12-66

mailto: dIs@dls.gov.ua

—=h0.4. Biological

Ukraine on Medicines and Drugs
>Control
¢ Vladyslav TSILYNA

State Service of Ukrainc on Medicines and Drugs Control
Address: 120-A, Peremohy avenue, Kyiv-115, Ukraine, 03115

Phone: +38(044) 450-12-66

IFax: +38(044) 450-12-66
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