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JAEPI)KABHA CJYXKBA 3 JIIKAPCBKI/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHA Y KI/IIBCBKII/I OBJIACTI

npos. Cm'mw»mm Hapii, 3, M. KmB 02099 Ten/<ba1<c (044) . 363-06 50
E-mail: dls.ko@dls.gov.ua, Kon CIIPIIOY 37078774

BUCHOBOK
npo SIKICTHL BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

14.11.2023 Ne 55764/23/10

BAPPAPHUH HIKOME]

) (HaiiMenyBanHs JiKapchKOTo 3acofy 3rifiHo 3 peecTpauifHiM NocBiAYEHHAM)
tabseTkn no 2,5 mr; no 100 Tabrerox y dutaxoni; mo 1 ¢pyiakony B KapToHHii KopoOui

(hopma BHITYCKY, JO3YBAHHS, BU NAKYBAHHS NIKapCbkoro 3acoby)
Homep peectpauiitnoro nocsiguesns UA/7897/01/01 ctpok nif peecrpauiitroro nocsiauenns 01.01.2099

Ccpis nikapeskoro 3acody Ne 104375 Kinskicts BBe3eHoro aikapebkoro sacoby 48000

Bupobunk Opidapm Manybexuypinr Honema Ci. 3 0.0., [lonsma

(HaliMeyyBaHHS BUPOGHHKA TiKapCchKoro 3acody, kpalHa OXOMKEHHS)

Baeeno B Yipainy ToeapucTeo 3 o6Mexenolo Bigmorizansnictio "TAKEJA
YKPAIHA", inent. xon: 35849505
(HalimenyBanna Ta kon 3a €IPTIOY ropuauurol ocobu abo npizsuie, iM'1, no Gatbkosi isHuHOT
ocofH - nianpuemu. fi Miclc MPOXUBAHHS Ta peecTpauifkui HoMep 06/1ikoBOT KaPTKH NIATHHKA
nomatkie afo cepis Ta HoMep flacmopTa)

MpoTokoa BizyansHoro xoutpoo sin 10.11.2023 Ne 3582/1.

3a pesynpTaraMd  CPKABHOTO KOHTPOJIO BCTAHOBIEHO, O Jlikapchkuii 3aci6  BBeseno B Ykpainy 3

JOTPUMAHHAM BuMor 3aK0HOIABCTBA UIOAO 3a6e3NeHeHHs AKOCTi NiKapChKuX 3acobis.
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ORIFARM Manufacturing Poland Sp. z 0.0. A Py
Ul. Ksiestwa Lowickiego 12 - \ O R I FA R M
99-420 tyszkowice i : : .

Polska

CERTIFICATE OF RELEASE AND GMP COMPLIANCE |
CEPTV®IKAT BIANOBIAHOCT! GMP BUMYILEHOI CEPII

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottie, 1 bottle in carton box /
Hasea npoAykTy: BAPOAPUH HIKOMELl TabneTku no 2,5 mr, no 100 Tabnetok y nakoxi; no 1 nakoHy y
KapTOHHIN Kopobui

Marketing Authorization Ne UA/7897/01/01 / PeecrpauiﬁHe noceigueHHs Ne UA/7897/01/01

Strength/potency: 1 tablet contains warfarin sodium 2.5 mg
Cwvna aii/akTueHicTs: 1 Tabnetka MiCTUTL BapdapuHy HaTpito 2,5 mr

Dosage form: tablets 2,5 mg / likapceka dopma: Tabnetku no 2,5 mr

Package size and type: 100 tablets in vial; 1 vial in carton box / Poamip Ta Tun nakysanHa: no 100 taGnetok y
thnakoni; no 1 hnakoHy B KSPTOHHIA KOpPOBLL

Manufacturing date / Jata supoS+uurea: 28 06 2023 Batch number / Cepis: 104375
Expiry date / Tepmid npugathocTi: 05 2028 Batch size / Poamip cepii: 97 000

Manufacturing Authorization name and number: Orifarm Manufacturing Poland Sp. z 0.0, 018/0024/15
Ha3sa Bupo6HuKa i HoMep nivensii: Opidapm Marydekuypinr Monbwa Cn. 3 0.0. 018/0024/15

Manufacturer Site and Quality Control Site: 12 Ksiestwa Lowickiego Str., 99-420 Lyszkowice
Appeca BUPOOHUYOT BiNbHMUI | AINbHULI KOHTPONIO AKOCTI: ByN JloBuubkoroe KHasiecTea, 12, 99-420
Nvwikoeiue

Country of origin: Poland / Kpaina-supo6uuk: MNonbuja

Importing country: Ukraine / KpaiHa-imnoprep: Ykpaina
Certification statement/ 3assa npo ceptudikadio

| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site (s) in fuli
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in
comphance with GMP./ Llum 5 3acsiguyto, Lo HaBefeHa sule iHpopMaLis € AOCTOBIPHOK Ta TouHow. Lo cepito
npoAaykuii Byno supoBneHo, - BKKYAOUN naKyBaHHﬂlmapKyBaHHn Ta npoBefeHo KOHTponb 1 sIKOCTi Ha
BULLE3a3HaYeHiin (Ux) AineHUUI (AX) y noBRIA BIgNOBIAHOCTI 3 BuMoramu GMP, BCTEHOBAEHUMM MiCUEBUM
PerynATopHAM OpraHoM, a TakoX BiAnNoBIgHO A0 creundikauin, 1o MICTATLCA ¥ PeecTpauinHoMy AOCbE KpaiHu-
imnoprepa, abo y gocee cneuudikauil Ha npenapar Ans ROCNIAXYBANLHOrO nikapcbkoro sacoby. NpoTokonu
BUpoGHUUTBA, NakyBaHHa Ta AaHi aHanisis Gyno nepernsHyTo Ta BCTAHOBMEHS BiANOBIGHICTE GMP.

Name and positionititle of persons authorizing /57753,,,,4_/ ¢ it e Qualified Person /
the batch release / im's Ta nocaga ocobu, ’ R ’ COl
Aka engana fos3sin Ha BUNYCK cepil:

A pa e ‘ {Qualified Person),
Date of signature / [jata nignucy: coe 3
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Batch Quality Certificate for Medical Product /
CepTudikaT akocTi cepii nikapcekoro 3acoby

() ORIFARM

Page 10of 3
Crop 1133

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottle in carton box /
Hasea npoaykty BAP®APIH HIKOMEL, rabneTiv no 2.5 mr. no 100 Tabnertok y pnakoHi. 1o 1 pnakony y

Manufacturing date / [ata eupoBruursa 28.06.2023
Expiry date / Tepmin npugatHocTi 05,2028

KapTOHHIW Kopobuyj

Batch number / Cepis 104375
Batch size / Poamip cepit 97000

Analysis has been done according to Quality Control Methods /

Anania nposegexuni v BifnosigHocTi 3 MKS

Parameters ! NokagHuku

Specification / Cneundikauin

Results / Peaynsrartu

i
1

Appearance ! Onuc

L
!

Identity / laesTudkanin
Warfarin sodium  Bapaow-y
HATRpHC

Pale biue, bi-convex tablet, double-scored / Caitrio-
BrakuTHOro Konbopy. ABOONYK TaBReTkn 3
XPECTONOAIGHOH PUCKO

.

Diametr approx Tmm/ Jiametp ~ 7 mm

Complies / Bignosigae

by HPLC / BEPX
The retention time of the main peak of the warfarin
sodium in the chromatogram of the test solution must
comply the retention time of the main peak of the
warfarin sodium in the chromatogram of the standard
solution / Yac yTpuMysaHHa 0croBHOrO nika sapdhaputy
HaTPIK Ha xpomaTorpami BUNReSYBaHOr0 POIUMHY MOBUHEH
BIANOBIAATY YECY YTOUMYBAHHS OCHOBHOMO MiKa
8APPEADUHY HATPIID HA XPOMArPaM: CTEHAAPTHOMS POIwAHY

by UV " yo-cnekrpochorometps -

UV absorption spectrum of the test solution has a
maximum absorption at 308 nm/ Y®-cnexTp nornukann-s:
8vNPOBYS3HOro PO3uMHY NOBKHEH MaTH MKCUMYM
NOFNUHA-HA ok 308 HM

I
i

Complies / Bianosinae

Not performed on this batch
1 He npoBoan~cs ana anHow
cepuit

POV




ORIFARM Manufacturing Poland Sp. 7 0.0,

Ul Ksigstwa towickiego 12
9G-420 ryszkowice
Polska

Batch Quality Certificate for Medical Product /
CepTudikaT skocTi cepii nikapcekoro 3acoby

) ORIFARM |

Page 2of 3
Crop 2133

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottle in carton box /
Hassa npogyxry: BAPOAPUH HIKOMEL, tabnetku no 2.5 mr, no 100 TaBnerok y cnakoki; no 1 donakoHy y

Manufacturing date / Jara supobHuurea: 28.06.2023
Expiry date / Tepmin npuaatrocTi: 05.2028

KapTOHHi# kopobui

Batch number/ Cepisr 104375
Batch size / Poamip cepii 97000

Parameters / MNokasHukm

Specification / Cneyudikauis

Results / PeayneraTtn

Assays / KinbKicHe BUIHAYEHHS
Warfarin sodium / Bapdapuny HaTpito

2.38 - 2.63 mg/tabl average mass (AM) /
2.38 ~ 2,63 mr/rabn. cepepHsol mack (AM)

2,48 mg/tabl /
2.48 Mmr/tabn

. Uniformity of content /
OaHopinHICTL BMICTY

Complies with Ph. Eur. /
NosuuHi sinnosinat Bumoram €sp. dapm.

Complies / Binnosigac

Purity / BusHavenHs YyucToTu
4-hydroxycoumarin /

Not performed on this batch /

4-riAPOKCHKYMaPUK £0.1% M He nposoguTca ans AaHHoi
cepuu
Benzylidenaceton /
Ee 3: ineHave S01% M Not performed on this batch /
HINMIABHALGTOH He nposoavuTes ans gaHHow
. . cepuu
. Warfarin fe'ate?' Compound A/ £0.2% M Not performed on this batch /
Bapdapu cnopiaHena cnonyka A He npoeoauTcs ANA 4aHHOR
cepum
Any unspecified degradation Not performed on this batch /
product/ Byab-aKa iHwa He- £0.2%M He npoaoguvTes Ans AamHHoR
IneHTUdIKoBaHa qoMILIKa cepun
. <1.0% T
Cyma BCIX 4OMitLoK cepum
Average mass / Cepeans mMaca 108 ~ 132 mg / 108 — 132 mr 120 mg / mr

Disintegration / Poanagatns

S15min/ <15 xs

1min / xs8

Dissolution ! PosunterHa

2 80 % dissolved in 30 minutes (Q = 75 %)' /
2 80 % 4epea 30 xs (Q = 75 %)*

Not perfarmed on this batch / |
He nposoauTcs ana gaHHoR

—=CepHi-
oA AN () [3 ’/7«5‘\
s} 0 awridl 'L’}{/(;f, T4

Nell




() ORIFARM

Batch Quality Certificate for Medical Product / Page 30of 3
CepTudikaT AKoCTi cepii nikapcokoro 3acoby Crop 333

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottle in carton box /
Hazsa npogyxty BAPOAPUH HIKOME[. tabnetku no 2.5 Mr no 100 radnetok y pnaxoHi. no 1 nakoHy y
KapTORHIA xopotul
Manufacturing date / [Jarta supobHuyrsa 28.06.2023 Batch number / Cepis 104375
Expiry date / Tepmin npuaatHocti 05.2028 Batch size / Poamip cepii. 97000

) ‘Parameters / [cKaanvku_ Specification / Creuntpixauis 17 Results/Pegynetatn
. Microbiological purity | ! TAMC- 3arancHa KinbKICTe aepofiHmnx :
MikpoBoNoriHa “icToTa Mikpooprar:am:s {TAMC)

H
i
¢
i

<103 CFUIg I KyOir Not performed on this batch ! :
He NpoBOAWTCS ANK NAHKON %
TYMC- 3aransHa KbKICTL JPIKAK:S T3 MUCHABUX cepun l

rpubis (TYMC; Not performed on this batch/ ;

He nNpoaoanTCs AN AaHHOW
S10:CFUIg/ KYO i P acepmf

Escherichia coli - Absentin 1 g/ BiacyTieT> 8 1 0 ¢ | Not performed on this batch/
He NPoBOANTCA ANS QAHHOW -
- R L | cepuu

' The frequency of testing is based on a systematic review of the production process, the test is conducted
on one series per year by the method of sample control /' MepioanuricTs nposeaerHa sunpobysanns Basyersca

Ha CUCTeMaTUYHOMY nepernaai BupoBHUYOro NPoUecy. sunpodysarHa NpoBOANTLER Ha OARIA cepil Ha pik 3a
METOAOM awo&pxoeoro KOHTPOMO

\k \‘(\.\Li\
" 0 \ e \ a
A i »‘ i )\ !
Name and posmonltltle of person authorizing the 1 Qualified Person/
quality control / im's Ta nocana ocodwv. Aka suaana ,/ T '; e YnosHosamerna ocoda

803BIN HA BUNYCK Ccepil .

. ey
— . R ASY AR

e 4o A, {signature)
. 1

~ ISRAE VA

Date of signature /{ Jara mgnucy

LAY \\\(\)“ 14
AN




