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JEPKABHA CJYKBA YKPATHU 3 JIKAPCHKUX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTUKAMUA
(depxiikciay:xoa)

mpocrekt [Tepemorn,120-A, m. Kuis, 03115, ten/dake: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua Kox €JIPTIOY 40517815

15.03.2022 Ne 1695-001.1/003.0/17-22 Ha Ne BilI

YciM, KOro e crocyerbest

VY 3B’s3Ky 13 BBeJeHHAM 3akoHoM Ykpainu «lIpo 3arBepikeHHs Ykazy
[Ipesunenta Ykpainu «IIpo 3aTBep/KeHHS BOEHHOTO CTaHy B YKpaiHu» Big 24
mororo 2022 poky Ne 2102-1X ta Vka3zy Ilpesunenra Ykpainu Big 24 motoro 2022
poky Ne 64/203 «Ilpo BBeaeHHS BOEHHOTO CTaHy B YKpaiHi» MPaBOBOTO PEKUMY
BOEHHOT'O CTaHYy Ha TepuTopii YKpainu, BiamoBigHo a0 IlonoxxkenHs npo [lepkaBHY
ciIy0y YKpaiHu 3 JiKapChKUX 3aC001B Ta KOHTPOJIIO 32 HAPKOTUKAMU, 3aTBEP/IPKEHOT'0
nocranoBoto Kabinety MinictpiB Ykpainu Big 12 cepmas 2015 p. Ne 647, 3 meToro
OesnepeObiiiHOro 3a0e3meueHHs TpPoMassH YKpaiHM JIKapChbKUMH 3aco0aMH Ha 4ac
OTOJIOIICHHS BOEHHOTO CTaHy, IIOBIIOMJIIEMO, IO TepMiH il cepTudiKaTiB
BIIMOBIZHOCTI yMOB BHPOOHMIITBA JIKAPCBKUX 3aco0iB BHUMOraM HaJeKHOI
BupoOunuoi npaktuku (GMP) ta ceprudikaTiB BiIMOBIZHOCTI BMMOraM HaJE€KHOT
npaktuku guctpuoyiii (GDP), Bumanux Jepxiikcayk0010, 10 OyId YHHHAMU
ctanoM Ha 24.02.2022, aBTOMaTUYHO MOJIOBKYETHCS HA CTPOK JIO IIECTH MICSIIIB ICTIs
3aKiHUCHHSI BOEHHOTO CTaHy.

I'onoBa Poman ICAEHKO

Bikrop KACBAHEHKO


mailto:dls@dls.gov.ua
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VKPAITHA
UKRAINE

CEPTH®IKAT BIANOBIJIHOCTI YMOB BUPOBHHIITBA JIIKAPCHEKHX 3ACOBIB
BHUMOI'AM HAJIEJKHOI BUPOBHUYOI ITPAKTHKH
CERTIFICATE OF GMP COMPLIANCE

Ceprudikar
Certificate 035/2019/GMP

Ctpox jii go:
Valid till: 12.04.2022

Yacruna 1

Part 1

HepxaBua cayxda ¥Ykpainu 3 nikapcbKnx 3aco6is
Ta KOHTPOJIIO 32 HApKoTHKaMH (depacnikenyskta)
3acBiguye:

HalimeHyBaHnsa BUpOOHIKA, MiCUE3HAXOKEHHS:
[IpusBaTHe akuioHepHe TOBAPHCTBO
"®apmanesruuna dpipma "Napuuusn"

(ITpAT "®apmauestuyna pipma "Iapunusa')
VYkpaina, 02093, m. Kuig, yn. Bopucninbebka, 13

HaiimeHyBanHa BUPOOHUUOT(MX) ALIbHALI(LB):
[IpusaTHe akUioHepHe TOBAPHCTBO
"®apmanesTHYHA ipma "lapuuus"

(IIpAT "®apmanesrnuna gpipma "Jdapuuna')
AMNynbHUH Hex;

Liex TBepaAMX NiKAPCHLKHX 32¢00iB;

[lex cTepHIBLHHX JiKAPCBKHX 32C06iB;

JliabHALS M IKAX JiKapCbKHX Gopm;

Hinbunus indysiiinux pozuunnis.

Miciie npoBaLKeHHs AifALHOCTL:

Yrpaina, 02093, m. Kuis, By, Bopucninscnka, 13
Jliuen3is Ha BUpPOOHHITEO NliKapChKkUX 3ac06iB B
Yipaini pin 22.04.2014 AB Ne 598086

Micue BUpPOOHMLTBA CHCTEMATHUYHO MPOXOIUTH
IHCMIEKTYBaHHS 31 BCTAHOBJIEHOIO NEPIOAMYHICTIO Ha
BIANOBIAHICTL BuMoram GMP 3rigHo 31 BeTaHOBEHMM
MopsLAKOM.

3a pesynbraTaMM IHCMEKTYBAHHS ULOFO BUPOBHMKA,
OCTaHHE 3 AKUX OYN0 NposesieHe

08.04.2019 - 12.04.2019,

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

Manufacturer’s name, registered place of business:
Private Joint Stock Company "Pharmaceutical firm
"Darnitsa"

(PrJSC "Pharmaceutical firm "Darnitsa')

13 Boryspilska Street, Kyiv 02093, Ukraine

Name(s) of manufacturing site(s):

Private Joint Stock Company "Pharmaceutical firm
"Darnitsa"

(PrJSC "Pharmaceutical firm "Darnitsa")
Workshop of ampoule;

Solid dosage forms facility;

Workshop of sterile medicinal products;
Manufacturing section of semisolid dosage forms;
Manufacturing section of infusion solutions.
Manufacturing site address:

13 Boryspilska Street, Kyiv 02093, Ukraine
Manufacturing authorization for medicinal products in
Ukraine from 22.04.2014 AB Ne 598086

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
08.04.2019 - 12.04.2019,

Fososa Hepxasuoi cayxdn Yipainu 3
JAIKAPCLKHX 32c00iB T2 KOHTPOJII0 33
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Head of the State Service of Ukraine
on Medicines and Drugs Control

R. Isaienko

HAPKOTHKAMH 4;
P. leaenko |2
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NIAMKE BIANOBIAANBLIOT 0Co6H
Hepcapna caymda ¥Yepaing 3 aikapcuknx 32¢o6is Ta KOHTPOAIO
33 HAPKOTHKAMH

Micuesnaxomxeina: npocnext Mepesorn, 120-A. . Kuie-115.
Yrpaina, 03115

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

Gaxe: +38(044) 422-55-77
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State Service of Ukraine on Vedicines and Drugs Control
Address: 120-A. Peremohy avenue, Kyiv-113. Ukraine. 03113
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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GCTaHOBﬂeHO, L0 BiH BIAMOBIAAC BHMOram HaeHoOT
BUPOOHHYOT NPAKTHKH, 3a3HAYEHHUM B

Hactanori CT-H MO3YV 42-4.0:2016
“Jlikapcbki 3aco0u. Hanesxna BupoGuunua npakruka”,

(HOpsramuer axn)

LLO BIAMOBIAAIOTL BUMOraM HanekHol [IPAKTHKH TMpH
BUPOOHHALUTEL i koWTponi  skocti  CHeTemu
CriBPODITHULTEA (hapMaLIeBTHYHUX IHCTEKLiH (PIC/S),
AanpektBam  €C  Ta  pekoMeHpauism  BcecBiTHLOT
OpraHi3alii OXOPOHH 310pOB’S BIZHOCHO NPOAYKLLIT,
LLO MpH3HAaueHa 1714 TOpriBai Ta AMCTpuGYLIT B KpaiHi
Noxo/ukeHHa abo ans excnopry.
Leil ceprudikar sinoGpamae crau BUPOOHMYOT
OIBHHLI  HA  MOMEHT IHCAEKTYBAHHS, 3a3HAUYEHOIO
BHILE, 1 He  Moxe BUKOPHCTOBYBATHCA 1A
MIATBEPUKEHHS  BIAMOBIAHOCTI, HKIIO 3 MOMEHTY
MPOBEAEHHA LBOTO [HCTIEKTYBAHHS TPOMLINO Giblie
HiX 3 pOKH.
Lleit ceprudikar BkAOUac yacTHHM I, 2 Ta noparok.
YunnicTs LUbOrO ceprudpikara MO3KE OyTu
MATBEPKEHA OPraHoM, IO HOro BUAAR.

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)

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 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.

Yacruua 2

Part 2

Jlikapebki 3acobu aas moaunu

Human Medicinal Products

1. BAPOBHHWYI OTIEPAIIIT - JITKAPCBKI
3JACOBH

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

L.1. Crepuisni npoaykru

L.1. Sterile products

L11. Acenmuuno euzomosneni (6upobnuui onepayii
OISl HUCIYNHUX AKAPCLKUX (hopi)

1.1.1. Aseptically prepared (processing operations for
the Jollowing dosage forms)

I.1.1.1. Piaunn B ynakoBkax Benukoro 00’emy

I.1.1.1. Large volume liquids

1.1.1.4. Pinynm B ynakoBkax manoro 00’emy (y Tomy
UM NiKapebKi 3ac00H, WO MiCTSTh FOPMOHH)

I.1.1.4. Small volume liquids (including medicines
containing hormones)

L.1.1.6. THii acentvuno BUroToBneri nposy ki
(NOPOLIKK JUIS PO3YHHIB A1 1H €Ki, 11O MIiCTSTh
Ledanocnopuun)

I.1.1.6. Other aseptically prepared products (powders
for solutions for injections containing cephalosporins)

[.1.2. o niooaiompes Kinyesit cimepuiizayii
(8upodHuT onepauii Oua nacmynmux AKApCoRUx hopm)

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

1.1.2.1. PinyHu B ynakoBkax BeiMKoro 0b0’emy

1.1.2.1. Large volume liquids

I.1.2.3. PiauHu B ynakoBkax Manoro 00’emy (y Tomy
HMCI TIKApebKi 3aC06H, WO MICTSTL rOPMOHH)

1.1.2.3. Small volume liquids (including medicines
containing hormones)

1.2. HecTepu/ibHi npoaykTs

1.2. Non-sterile products

"onosa Jiepaasnoi cnyxon Yipainus
TKAPCHRNX 34¢00iB TA KOHTPOIIO 32 d
HADKOTHKAMH
P. Icaenko

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

R. Isaienko

ongfvw/ﬁﬂama/Date

NiANKC BLANOBIAAALIIOT 0COOH /

Hepuasua cnynda Yipainn 3 AikapeEiux 3acodis Ta KOHTPOJ110
34 HAPKOTUKAMH

Micuesnaxoaxens: npocnexT Mepemorn, 120-A. m. Kuig-113,
Ykpaina 03113

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

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

maiito: dlsi@dls.gov.ua

1&.&]1’& ol the Executive olficer (see leli)

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

Cropinka/Cropinok/2/3
Page/Pages




1.2.1. Hecmepunvni npodykmu (eupodnuui onepayil

1.2.1. Non-sterile products (processing operations for
Q.1 HACMYRHUX RiKkapcbikux hopm)

the following dosage forms)

1.2.1.1. Kancynu, Teepni 1.2.1.1. Capsules, hard shell

1.2.1.5. PiouHW A5 30BHILIHBOCO 3aCTOCYBAHHA 1.2.1.5. Liquids for external use

1.2.1.6. PifuH i BHYTPRILUHBOTO 3aCTOCYBAHHS 1.2.1.6. Liquids for internal use

1.2.1.8. Inwi TBepai nikapcbki opmu (rpaHynu,

1.2.1.8. Other solid dosage forms (granules, powders)
MOPOLIKH)

[.2.1.11. M’axi (y ToMy "uci aikapebki 3aco0u, o

1.2.1.11. Semi-solids (including medicines containing
MICTATE FOPMOHH Ta cyabdaHinamian)

hormones and sulfanilamides)

1.2.1.13. TabneTku (y ToMy 4nciai Jikapebki 3acoim, 1.2.1.13. Tablets (including medicines containing
110 MICTATh FOPMOHH Ta CyJibdaHinamian) hormones and sulfanilamides)

1.6. [TpoBeaenns BunpodyBanb B pAMKaX KOHTPOJI0 1.6. Quality control testing
AKOCTI

1.6.1. MixpoGioaoriyui: cTepHILHICTD 1.6.1. Microbiological: sterility

1.6.2. Mikpobionoriyni: MikpoGiooriyHa yucToTa 1.6.2. Microbiological: non-sterility

1.6.3. Di3uuHI/XIMIYHI 1.6.3. Chemical/Physical

|.6.4. Bionoriuti

1.6.4. Biological

Tonosa depxasot ciymbu Yipainu s ~
JHKAPCHKHX 32¢00iB TA KOHTPOJI 34 7
HAPKOTHKAMH :
P. Icacnko

0?? ,06:’10/fﬂama/Dare

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

R. Isaienko

nianue pianosiganLHoi ocobu

[lepswaBua cny0a YKPATHH 3 AiKapCbKHX 3ac00iB TA KOHTPOJI0 SigRalepl the tocsaIve okicer, (enIpn)
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