YKPAIHA
UKRAINE
CEPTU®DIKAT BIANOBIAHOCTI ¥YMOB BUPOBHULITBA JTIKAPCBbKUMX 3ACOEIB
BMMOIAM HANEXXHOI BUPOBHWYOT MPAKTUKW
CERTIFICATE OF GMP COMPLIANCE

CepTtudikat No:
Certificate No: 076/2019/GMP
YacTtnHa 1
[Jep>xxaBHa cnyx6a YKpaiHu 3 nikapcbKunx 3acobiB Ta
KOHTPO/I10 3a HapKoTUKaMu (Jepxxnikcnyxoa)
3acBifgyye Take:
HaliMeHyBaHHS BUPOGHMKA, MiCLLe3HaX0MXKEHHS:
AKUIOHEPHE TOBAPUCTBO "®APMAK"
ByNn. Kupuniscbka, 6yg, 63, M. Kuis, 04080
HalimeHyBaHHS BUPOOHUYOI(MX) AinbHULI(Lb):
AKUIOHEPHE TOBAPUCTBO "®APMAK"
AinbHnya Ne 1 pigkmx nikapcbKux 3acobiB B
amMmnynax uexy Ne 5;
[inbHnus Ne 2 pigkmnx nikapcbKux 3acobiB B
amnynax Ta akoHax Lexy Ne 5;
[inbHnus Ne 3 pigknx nikapcbKux 3acobiB y
(hnakoHax Ta wnpuuax uexy Ne 5;
AinbHnusa Ne 4 iHCNeKTyBaHHSA Ta NakKyBaHHS Lexy
Ne 5;
AinbHnusa Ne 5 pigknx nikapcbKux 3acobis B
amnysax Ta hnakoHax uexy Ne 5
Micue npoBagXeHHA AiANbHOCTI:
04080, YkpaiHa, M, Kunis, Byn. Kupuniscbka, 74;
04080, YkpaiHa, m. Kui, Byn. YopHomopcbka 4;
08004, YkpaiHa, KniBcbka 06nactb, MakapiBCbKMuii
p-H, c. KanuHiBka, Byn. Kniscbka, 49x (650K E)
NiueHsia Ha BUPOGHMLTBO NiKapCbKMX 3aco6iB B
Ykpaini Big 07.04.2015 NeAE637430
Micue  BMpPOGHMLUTBA  CUCTEMATUYHO  MPOXOAWTH
iHCNeKTyBaHHA 3i BCTAHOB/MEHOK MNepPiOAUYHICTIO Ha
BignoBigHicTb Bumoram OMP 3rigHO 3i BCTaHOB/IEHUM
NopsiAKOM.
3a pesynbTaTamMu IHCMEKTYBaHHA LbOrO BUPOBHMKa,
OCTaHHE 3 IKMX 6yN0 NpoBefeHe
13.03.2019- 18.03.2019,
BCTAHOB/IEHO, LWIO BiH BiAMOBiAaE BUMOram HanexHOol
BUPOGHMYOT NPAKTUKK, 3a3HAYEHUM B
HacTtaHoBi CT-H MO3Y 42-4.0:2016

"NikapcbKi 3acob6u. HanexHa BUpo6HMYaA npakTuka".
(Bep>kaBHUIA akT)

MonoBa [lep>xaBHOI CNy>X6n YKpaiHu 3 n
NiKapcbKuUx 3aco6iB Ta KOHTPOJIIO 3a
HapKOTUKamu /

PomaH ICAEHKO /

nignuc BignosiganbHOI 0cobum, nevaTka /
[ep>xxaBHa cnyxba YKpaiHu 3 NikapcbKux 3acobiB 3a

KOHTPO/IO 33 HAPKOTUKaMu i/
Agnpeca; npocrnekT MNepemoru. 120-A. M. Kuis-! 15. YkpaiHa.
03115

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

Digitally signedtayHRirea Stefan
Date: 2022.01.05 08:46:50 EET
Reason: MoldSign Signature
Location: Moldova

n.

CTpoK aii go:
Valid till: 18.03.2022
Part 1
State service of Ukraine on medicines and drugs
control confirms the following:

Manufacturer’s name, registered place of business:
Joint Stock Company "FARMAK"

63, Kyryiivska Street, Kyiv, 04080

Name(s) of manufacturing site(s):

Joint Stock Company "FARMAK"

Site Nel liquid dosage forms in ampoules workshop
No5;

Site M2 liquid dosage forms in ampoules and vials
workshop Ne5 ;

Site JI& liquid dosage forms in vials and syringes
workshop Ne5;

Site Ne 4 packaging and inspection site workshop
Ne 5;

Site Ne 5 liquid dosage forms in ampoules and vials
workshop N»5

Manufacturing site address:

74, Kyryiivska str., Kyiv, 04080, Ukraineg;

4, Chornomorska St., Kyiv, 04080, Ukraine;

49 Zh (Block F), Kyivska Street, Kalynivka Village,
Makarivskyi District, Kyiv Region, 08004
Manufacturing authorization for medicinal products in
Ukraine from 07.04.2015 X«AE637430

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
13.03.2019-18.03.2019,
it is considered that it complies with the Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2016

“Medicinal products. Good manufacturing practice",
(name of regulation document) _

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

Roman ISAIENKO
signature of the Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A. Peremohy avenue. Kyiv-115. Ukraine. 03115

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

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

This English translation is for reference only and is not part of
the official certificate
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WO BiANOBIZAalOTb BMMOram HanexHoi npakTUKM npu
BMPOGHULTBI i KOHTpoOni AKOCTI Cuctemu
cniBpobiTHMLTBa (PapmaueBTUYHMX iHcnekuiin (PIC/8),
avpektnBam €C Ta pekoMeHpauiam  BcecBiTHbOT
opraHisayii 0XopoHu 340p0OB’A BiLHOCHO MpPOAYKLUIT, WO
npusHadyeHa Ana Toprieai Ta Auctpubyuii B KpaiHi
MOXOM)KEHHA, abo ANs eKCnopTy.
Lleli cepTugikat Bifobpaxkae ctaH BUPOGHMYOT finbHULI
Ha MOMEHT IHCMeKTYBaHHA, 3a3Ha4eHOro BuLle, | He
MOXe  BUKOpWUCTOBYBaTuca  And nigTBEPAXKEHHA
Bif4MOBIAHOCTI, AKWO 3  MOMEHTY  NpPOBefeHHS
iHCNeKTYBaHHSA NPOALWNO Binblue HiX 3 PoKw.
Liein cepTudikat Bknovae yacTuuu |. 2 Ta gogaTok.
UMHHICTb LbOro ceptudikata Moxe 6yTu nigTeepmxeHa
opraHom, Lo #oro BMAas.
YactnHa 2
JlikapcbKi 3acobu gas noanHn
I. BUPOBHWNYI OMEPALLIT JTIIKAPCbKI
3ACOBN
1.1. CTepunbHi NPoAyKTN
1.1.1. AcenTUYHO BUrOTOBNEHI (BUPOGHMUI onepauii ans
HacTYMHMX NiKapCbKux ghopm) _
1.1.4. PiguHn B ynakoBkax Masioro o6’emy (y Tomy
yucni nikapcbkux 3acobis, WO MICTATb AitOYI PEYOBUHU
rOpPMOHiB)
1.1.2. Wo nigaaoTbcs KiHUeBiii cTepunisayii (BMpoOHUYI
onepauii a4nst HACTYMHNUX NiKapCbKux gropm)
1.1.2.3. PiguHn B ynakoBKax Manoro o6’emy (y Tomy
yucni NikapcbKmx 3acobiB, WO MICTATb fitoYi peyoBUHM
rOpMOHiIB)
1.2. HecTepunbHi NpoayKTn
1.2.1. HecTepunbHi npogykTu (BUpO6GHMYI onepawii ans
HaCTYMHUX NiKapCbKNX
1.2.1.5. PigMHn ans 30BHIWIHbLOr0 3acTOCYyBaHHA (Y TOMY
yucni NikapcbknUx 3acobiB, WO MICTATb Ail0Yi pevyoBUHU
rOpMOHiIB)
1.3. bionoriyHi nikapcbki 3acobu
1.3.1. bionoriyHinikapcbKi 3acobm
.3.1.2. ImyHoGionorivHi nikapcbki 3acobu
1.3.1.5. bioTexHonorivHi nikapcbKi 3acobm
1.5. NMakyBaHHA
1.5.2. BTOpUHHe nakyBaHHSA
1.6. MNpoBefeHHA BUNPo6yBaHb B paMKaxX KOHTPO/IO
AKOCTI
i.6.1, MikpobionoriyHi: cTepunbHicTb
1.6.2. Mikpo6ionoriyHi: mikpobionoriuHa yncroTa
1.6.3. @i3nyHI/XiMiuHI
1.6.4. bionoriyHi

0UELMICOChinaTa/Date

Monosa [ep>kaBHOi cnyom YKpaiHil,
NiKapcbKMx 3aco6iB Ta KOH i
HapKoOTUKaMu

Poman ICAEHKO

nignuc BiAnNoBiJanbHOT 0c06M, nevatka M.IM.

[ep>xaBHa cnyxba YKpaiHu 3 nikapcbKunx 3acobis Ta
KOHTPO/II0 33 HapKoThKamn  \

Agpeca: npocnekt MNepemorn, 120-A. M. Kunis-115, YkpaiHa,
03115

Ten,: 28(044) 422-55-77

dakc: 38(044) 422-55-77

mai Ito: disffl.dls.gov.ua

wmcen is narmonizea witn me requirements oi crooct
practices in the manufacture and quality control of the
Pharmaceutical  Inspection Convention/Co-operation
Scheme (P1C/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 three 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.

Part 2
Human Medicinal Products
1 MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS
1.1. Sterile products
1.1.1.

1.1.1.4. Small volume
hormones)

(including medicines with

112 the
following dosage forms)

1.1.2.3. Small volume liquids (including medicines with
hormones)

1.2. Non-sterile products

1.2.1. Non-sterile products (processing operationsfor
the following dosage forms)
1.2.1.5 Liquids for external use (including medicines
with hormones)

1.3. Biological medicinal products
1.3.1. Biological medicinal products
1.3.1.2. Immunological products

.5. Biotechnology products
1.5 .Packaging
1.5.2. Secondary packing
1.6i Quality control testing

1.6.1, Microbiological: sterility

1.6.2, Microbiological: non-sterility
1.6.3. Chemical/Physical

16.4. Biological

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

Roman ISA1ENKO

signature o fthe Executive officer (see left)

State Service of Ukraine on Medicines and Drugs Control

Address: 120-A, Peremohy avenue, Kyiv-115. Ukraine. 03115

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

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

This English translation is for reference only and is not part of
the official certificate
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-1B, YKpaiHa.

«12» nuctonaga 2019 poky 5, Pyauk A.A., npvBaTHWIA HOTapiyc
KWiBCbKOro MiCbKOr0 HOTapia/lbHOr0 OKPYry 3acBifguyyto BipHICTb
uiel konmii 3 opuriHany [OKYMeHTa; B OCTaHHbOMY MiAYMCTOK,
[OMUCOK,  3aKpecnieHnX CNiB, He3acTepeXXeHWX BUMNPaB/eHb abo
IHLUMX OCO6/IMBOCTEN He BusBfeHoON i n/"

3apeecTpoBaHo B peecTpi 3aNe  JIr)<$/)
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