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CEPTH®IKAT BLANOBITHOCTI YMOB BUPOBHUUTBA JJIKAPCBKHX 3ACORIB
BHMOT AM HAJIE)KHOI BUPOBHNYOT ITPAKTHKH
CERTIFICATE OF GMP COMPLIANCE

Ceprugirar

Crpox 2iv xo:
Valid till: 12.04.2022

Certificate 035/2019/GMP
' Yacrmma l

Part 1

NlepaaBua cayxoa Yrpaing 3 aikapeskux 3acobis
T KOHTPOI0 3a HaproTHKamH (lepkaikeayaba)
SACBIIMYE:

IHafiverrysanns BUPOOHHKA. MICIIE3HAXOAKEHHA!
lipinartie akuionepHe TOBAPHLTBO
“hapaanestoana Gipsa U lapuan

(HpAT "@apmavenrouna Gipma " dapnnua™)
Vipatta, 02093, v Kuis. Bva. bopuenifisenka, 13

. S
Elaliveny sanna BAPOOHHIOT(HX) A LHALI(LL )

Tlpusarte akuionepue rosapucTso

“Oapyadestudna gipsa " dapnnus”

(OpAT "bapyauestuuna gipyma " dapunus')

AN TR e 3

Liex rsepany aikapesrux sacoding

Llex crepniasiiX Jikapebkux 3ac00ing

JUananus v aRex dikapeskux dop;

Aviounus indysifinux posunnin.

Micie nposaokents AigabHOCTI:

Mupaina, 02093, m. Kuis, syn. Bopueninesenka, 13

Tinensia na supobunUTRO AIRAPCHIMX 3acobis &

Yigpanil sin 22.04.2014 AB Ne 598080

WViCue BHPODHMILTBA CHCTEMATHHHO NPOXOLITL

PECTICRTY BIHA 8 BCTAHOBASHOIO EPIOABMITCTIO Ha

BLABOBLEHIC L sirsioras OMP ariane 31 6ETanonienm

HOPSROM,

34 PESVABTATAMIL THCHEKTYBAHHA  ULOIO  BHPOBHIIKA,

OUTANIE 3 9KUX OV 10 NPOBE/IeHE '
_08.04.2019 - 12042019,

Uoaosa lepaannol cayudn Y epaiun
ANapeskix sacoldiB 12 KOUTPoOIo 3a
HAPROTHRAMH
I'. leacnko

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 scction 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 mspections 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,

\\ Head of the State Service of Ukraine

/’? o6 ;ﬁ/jj_[smm-'/.).wr

AALHG BAROBIAAALIOT veoli

Hepamanun cavaba Yiepaing 3 aikapeninx mcodis Ta KoHTPos 0
LA PROTHRAMI

M s agasem npaenert Hepevni 120-A0 s Kuin-115.
Yhoaia 3113

Lo ~3B(U44) 422-55-77
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BCTAHORNEHO, MO BiH BIANOBIIEE BHMOraM HANEMRHOT

BUPOSHHYCT NPAKTHKY, 3a3HAYCHHM B
Hactanori CT-H MO3Y 42-4.0:2016
“ikapebi 3acofu, Hangxua upoGriua npakrika”
(HopManeie axni)

e BIANOBIAAIOTE BUMOFAM HadeiKHOT HPAKTHRM 1M
BUPOOHHLITRI i KOHTPOs AKOCTI Creremu
CHiBPODITHHUTRA bapMalleBTHUHUX (HCREeKLiT (PIC/S),
aupektusar  €C  Ta  pekomenaauism  BeecsitHbol
opranilaull oXopoHM 370pos’s BiHOCHO NPOAYKLLT,
L0 TipusHateHa ans roprisai Ta anerpubyuii 8 kpaini
NOXOKEHNA ado 1% eKcnopry.

1

Heii  ceprudpivar  sinoSpawac  cran BUpOOHIUUO]
MUABHUUL HA  MOMEHT IHCAEKTYBAHHS, 3a3HAUEHOFO
BHIlE, | Me MOKe  BHKOPMCTOBYBATHCA AN
MIATBEPIKEHHS  BIANOBIAHOCTI, SKUWO 3 MOMEHTY
MPOBCACHHA LLOCO IHCNEKTYBAHHA NpoHuwIo Ginbuie
i 3 poKw.

Lleit ceprudirar sknouac nactunn 1, 2 Ta nojarok.
Unmiier, HLOIO ceprudhixara
MIATBEP/UKEHA OPIraHoM, 110 MO BHAAE.

P
MO OYTH

it is considered that it cvmplies_m%_mg “Good
Manufacturing Practice requirements referred to in the
Guide 42-4.0:2016
“Medicinal products. Good manutacturine practice”
e of regulatian 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 [lealth
Organization recommendations in respect of products
to be sold or distributed within the country of origin or
o 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.

Yacruna 2

Jikapenki 3aco6u aan awiaunn

L. BUPOBHHUT OIEPALNT - JTIKAPCHKI
3ACOBH

Part 2

Human Medicinal Products

1. MANUFACTURING OPERATIONS -
MEDICINAL PRODUCTS

L1 Crepuisui npoayKTh

1.1. Sterile products

LA Acenmivano suzomoeaeni (supotnuai onepaii
it HACHIYREUX ATKApeorux diopat)

LT T Pliunin s ynakoskax Bennkoro o6 emy

LA Aseptically prepared (processing operations for
the following dosage forms)

1.1.1.1. Large volume liquids

L1 T4 Pigunn B ynakoskax manoro o6’ emy (y tomy
HHENT NKAPehKi 3aC00HM, WO MICTHTH FOpMaHH)

1.1.1.4. Small volume liquids (including medicines
containing hormones)

P16, THIT acenTHUHO BUCOTORAEHT POIY KTH
(NOPOLIKK JUIS PO3YHHIB JUIst 11 €KL, 110 MICTSTH
HeanocnopHi)

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

1.1.2° Wo nioowomuea kinyeaits cmepuaiayir
(BUPOORUNT ONEPAET a5t HACIYIHUX AIKUPCLRUX (hopa)

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

12,1 Piannn B ynakoskax seamkoro ob’emy

1.1.2.1. Large volume liquids

L1230 Pinwin B viakoBkax Ma1oro ol cmy (v Tomy
HHEA JIKAPCHKT 3aC0TK, WO MICTHTL FOPMOHH)

1.1.2.3. Small volume liquids (including medicines
containing hormones)

1.2. HecTepuabhi npoaykrs

1.2, Non-sterile products

Fosona Jleprannoi caymbu Y paiun 3 1 7
TKAPCHLRAN 30¢00iB T4 KOHTPOIW 38~ #é
HAPKOTHKAMMU ;
P. Ieacuko

-‘hﬁ'-""".?‘a

™,

_ Head of the State Service of Ulkraine
v on Medicines and Drugs Control

R. Isaienko

{;"zﬁé_ ,t‘.(z,f./}.?ﬂmnu.’DuM

ALAMME BLANOBLAAALIOT 0CoBH {7

Aepanois caymba Y painm o mlcapcg:clfx saeobis Ta KOHVPOAO
30 HAPKOTHRAMY

Micucanaxonmenn: npocnert Nepemort, 120-A. v, Kuis-113,
Yrpatna 03113

len: ¢38(044)422-55-77

Wiawe: +3800:041 422-55-77
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State Service of Ukraine on Medicines and Drugs Control
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Phone: +38(0447 422
Fax: +38(044) 422-33-
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1.2 1 Heemepuaoni npodykmu (upodnuyi onepayii
AU NACHy iR LY dikapeskux hopa)

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

1.2.1 i Kancyau, TRepai 1.2.1.1. Capsules, hard shell
[ 1,215 Pitiun ana 30BHITHBOTO 38CTOCYBAHHA 1.2.1.5. Liquids for external use
\,2.[,(5. PianHH ANa BHYTPILUHLOTO 33CTOCYBAHHS 1.2.1.6. Liquids for internal use
218 THiwi Teepai aikapenki GopMu (rpamyau, 1.2.1.8. Other solid dosage forms (granules, powders)
MOPCLIKK)
P2 L TE MTaki (v ToMy unenl Aikapebki 2acolu, uio 1.2.1.11. Semi-solids (including medicines containing

MICTHTE TOPMOHH T4 Cyvabhaniaamian)

hormones and sulfanilamides)

1.2.1.13. TadaeTkn (y ToMy uueni aikapewki 3aco6w,
IO MICTATL FOPMOIH Ta cyibhaninamiau)

1.2.1.13. Tablets (including medicines containing
hormones and sulfanilamides)

L.6. [Iposejtennst punpodyBans B pamkax KOWTPOJIIO
AROCTE

1.6. Quality control testing

L6 1. Mikpoebionoriuui: crepuasiicTs

1.6.1. Microbiological: sterility

1.6 2. MikpoSionoriusi: MikpobdionoridHa uMeToTa

1.6.2. Microbiological: non-steriliry

L6 D/ ximigni

1.6.3. Chemical/Physical

.64, Bloaoriymi

1.6.4. Biological

Poavsa Tepaannoi caymon Y Yipainu 3

JRAPCHRNX 3AC0TIB T ROBTPO.TI0 34
HAPKOTHRAMI s
P leacuro

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

R. Isaienko

ﬁ? Qﬁw{rf;ﬁmm Diate 2/

TEANIC BLLOOBLRALHGT ocoin

Aepaimna caymba Vpatiun $ATKAPCLRAX 1e0Gis 13 KOWTpoio
FLHAPRO T HRAMI

MICUCIUAXOLR 1 1HOCACKT Hepemorn, 120-A,
\s(‘mu 0313

Leid IRy A2 2-55-27

Dake #IR044) 422-55-77

M. Kuip-1185,

manlio: dlsidiseon g

stgnature o the Executive ofticer (see lefl)

State Service of Ukraine on Medicines and Drugs Contral

Address: 120-A, Peremoly

wvenue. Kyiv-1 13, Ukraine. 03113

Phone; « 38(044) 422-55-77
Fax: +38(044) 422-55-77

This English translation is for reference only and is net part of the
official certificute
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JEPKABHA CJYKBA YKPATHU 3 JIKAPCHKUX 3ACOFIB
TA KOHTPOJIIO 3A HAPKOTUKAMUA
(depxiikciay:xoa)

npocnekt [Tepemorn,120-A, m. Kuis, 03115, Ten/dakc: (044) 422-55-77, e-mail: dls@dls.gov.ua,
https://www.dls.gov.ua Kox €ZIPIIOY 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
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