JIEPJKABHA CJVKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU V KHTBCHKIN OBJACTI

npos. Caitinunoi Hauii, 3, m.Knig, 02099, ren/faxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
Npo AKiCTH BBE3eHOTO B YKpaiHy JikapchKoro 3acody

21.11.2024 Ne 60023/24/1011

BAPOAPUH HIKOME]J]

(UAMEHYBAlNS TKAPCHKOTo 3uc00y 30 3 PeCCTPaliHINM HOCRUICITHAM)
Tabaerku 1o 2,5 mr; no 100 Tabuerok y duaxoni; no 1 guakony B KapTonHii kopooui

(DOPMA BHIIYCRY. JOBYRANII, RIGE HAKVRAHHS IHRAPCRROTO 3ac06v)

Homep peectpatiiioro nocsigucuns UA/7897/01/01 crpok aii pecerpauiitnoro nocsizuenns 01.01.2099

Cepis nikaperkoro sacoby Ne 105784 Kinbkicts BBesenoro nikapehkoro 3acoby 52800
Bupobiik Opidapm Manydexaypinr Honbiia Cn. 3 0.0., TTosbila

(nafiMentysanns siupoOHHKa Jikapebkoro 3acoly, kpaila noxojukeinist)

Beeseno B Yrpainy Tosapucrso 3 odMexenoto Bignmoginaabnicrio "TAKEJIA
YKPAIHA", ineur. xon: 35849505
(naiimenysanis Ta kox 3a CJIPTIOY wopurniol ocobit abo upizelLLe, IA'. 10 daTLKORY (hinrinol
0COBH - THITpHeMLL, 11 Micle HpoXKIBatHs Ta peceTpattiifiiinii noMep oSIIKOBOT KapTRI iIATIIG
nojaTkin abo cepist Ta oMep ractiiopTa)

TMporokoa Bizyaisnoro konrposio sin 13.11.2024 Ne 3579/3.

3a  pelynkTaTaMM  IEPXKABHOTO  KOHTPOIO  BCTAHORNICHO, 1O JIIKAPCHKUH jaci6  mmescno B Ykpainy 3

JOTPHUMAHHSIM BUMOI 3aKOHOAABCTBA L1010 3aGe3HCUCHIA AROCT AIKAPCLKIX 300018,

PO AT L IRRESLITEI T
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JIEPKABHA CJVIKBA 3 JIKAPCHLKUX 3ACOBIB TA KOHTPOJITO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJIACTI

npoB. CeiTanunoi Haaii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €EIPTIOY 37078774

BUCHOBOK
Npo AKICTH BBE3€HOro B YKpainy Jlikapcbkoro 3acody

17.09.2024 Ne 45717/24/10

BAP®APUH HIKOME]]

(HaiMCHYBAHHS NTIKapchbkoro 3acoBy 3rillHO 3 peecTPALiHIM NOCBIIICHHAM)

TabaeTku no 2,5 mr; o 100 tabuerox y dutaxoui; no I dgurakony B kapToHHii kopooui
(hopma BUTIYCKY, 103YBAHHS, Bl TaKYBaHHS HKApPChKOTO 3ac00y)

Homep peectpattiinoro nocsinuetis UA/7897/01/01 crpox ail peecrpaiiinoro nocsijtienis 01.01.2099
Cepis nixapebkoro 3acoby Ne 105784 KistbKicTh BBC3CHOTO JiKapebioro sacody 26400

Bupobuux Opidapm Manydekuypinr onbima Cii. 3 0.0., [Tosbia
(HaliMCHYBAHRS BUPOBHIKA JliKapehkoro 3acody, Kpaila HHOX0JUKCHHA)

BeseHo B Yxpainy TosapueTBo 3 n6mexenoro sianopinanbuictio "TAKEJIA
YKPAIHA", ineur. wox: 35849505

(raiimenysanis Ta kot 3a CiLPHOY wopicunol ocodit ado piisiine. iYL 10 0aTHKOBI
diznmiol ocobn - mignpremus, T Micte npoxuBaimis ta peecTpaitiiiimii nomep 00NniKoBoi
KapTKy TUIATHUKA HOJITKIB 80 cepist Ta HoMEp 1aciopTa)

IpoTokon Bizyansnoro kontpomo sin 11.09.2024 Ne 2705/6.

3a  pesyibTaTAMH ACPIKABHOIO KOHTPONO  BCTAHOBJICHO, 110 JHKAPCHKHI 3aci®  BBeseHo B YKpaiHy 3

JOTPUMAHHSAM BHMOT 3aKOHOHABCTRA HIOJI0 safe3rcucHis AKOCTi JIKAPChKUX 3ac00iB,
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Batch Quality Certificate for Medical Product / Page 1 0f 3
CeptudikaT skocTi cepil nikapcukoro 3acody Crop. 1133

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottle in carton box /
Hassa npoaykty: BAPOAPUH HIKOME[, rabneTxu no 2.5 mr, no 100 TabneTtok y hnaxori; no 1 hnaxony y
KAPTOHHIT KOPOBLI

Manufacturing date / [ara supoBuuirea: 14.06.2024 Batch number / Cepis: 105784
Expiry date / Tepmin npuaathoctis 052029 Batch size / Poamip cepii: 86170

Analysis has been done according to Quality Control Methods /
Ananis nposeaeHuit v BignosigrocTi 3 MiCH,

rar s/ AHMK acification / Cneuwixauis " Resu '{g‘}""i‘ésvi'{i};;ﬁw.
Parameters / [NoxaaHnku Specification / G Results / Peay

Appearance / Onuc Pale blue, bi-convex tablet, double-scored / Caitno- Complies ! Bianceinae
BNakuTHOrO KOMLORY, ABOCHY KN TaBGNETKI 3
XPecTonofiGHOI PUCKOK

Diametr approx 7oun/ Jlamerp: ~ 7 mm

identity / IneHTndikauin: by HPLC ! BEPX:
Warfarin sodium /| Bapdapury The retention time of the main peak of the warfarin ) ) ]
L HETPIO sodium in the chromatogram of the test sofution must Complies / Bianosinac

comply the retention time of the main peak of the
warfarin sodium in the chromatogram of the standard
solution / Hac yTpuMyBaHHa OCHOBHOIO Nika BapdapuHy
HATPIK HA XPOMATOPaMT SINPOTYBAHOIT DOIHUHY NOBIHEN
BIANOBRIAATA YACY YTPUMYBAHHA CCHOBHOCO MR
BapdapuHy HATDIO HA XPOMBArPaMi CTaHapTHONO PO3YUHY

by UV () Yd-cnektpototometpis

UV absorption spectrum of the test solution has a
maximum absorption at 308 nm/ YO-CNekTp nornuHarHs
BUAPOBYBAROTC HOIHUHY NOBUHEH MaTVW MAXCUMY A
nornuHadHs npy 308 H

Complies / Binnorinae




Batch Quality Certificate for Medical Product /
CeprudikaT axkocTi cepil nikapcekoro sacoby

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottle in carton box !
Haasa npoaykry: BAPGAPUH HIKOME/L. tabnetiu no 2,5 mr, no 100 TabneTox y hnaroni; no 1 driakony y

Manufacturing date / [lata supobruuTea: 14.06.2024

Expiry date / Tepmin npuaarHocTi:

KapTOMHI KOpoBOLL

Batch number / Cepin: 105784

05 2029 Batch size / Poamip cepil. 86170

Parameters / NokasHuKn

Specification / Cneundikauin

Assays /| KinbKicHe BUSHAUEHHR
Warfarin sodium/ BapdapuHy Hatpi

- Uniformity of content /

2.38 — 2.63 mgl/tabl average mass (AM)/
2,38 - 2.63 mrfrabn. cepenHkol Macn (AM)

' Complies with Ph. Eur. 1
NoBUHHI BIANOBIAATY BUMOraNM £8p. Qapm.

“Results / Pegyneraty

2,49 mgltabl
2,49 mritabn
Cr)mpfiéﬁ /R

{

[FE1at

Fage 2 of 3
Crop. 2133

BEIRETS

Purity /| BusHavesHst 4ucToTH
4-hydroxycoumarin /

4-rinpOKCURYMaPHH £0.1% <0.05%
Benzyh‘denaceton/ 0.1 % W <0.05 %
BeHIUNIAEHaUe TOH
Warfarin related Compound &/ <0.2% M 0,0 % “
BapthapuH cnopipHeHa crnonyka A
Any unspecified degradation
product / Bysb-sKa iHWwa He- S0.2%M 0.0 %
inenTudikosana gomilka ’
i /
Total degradattxon products €1.0% M <1.0 %
Cyma scix fOMILLIOK
Average mass / CepepaHa Maca 108 ~ 132 mg/ 108 —~ 132 mr 121 mg/ wmr
Disintegration / Poanafauus £15min/ 215 x8 1 min / x8
Dissolution / PogunHeHHs z 80 % dissoived in 30 minutes (Q =75 %)/ 94 %

z 80 % vepes 30 xa (Q =75 %)’




Batch Quality Certificate for Medical Product /
CepTudikar akocTi cepii nikapcbkoro 3acofy

FAVIVTVY

Page 30t 5

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in hottle, 1 bottle in carton box /

‘Hazea npoaykry. BAPOAPUH HIKOMEL, tanetin no 2,5 mr, no 100 rafineroxy chnaxodi; ne 1 dna

Manufacturing date / [ata supobruyrsa: 14.06.2024

Expiry date / Tepmin npuparHocTi:

KapTOHHIN kopobu

ity Y

Batch number / Cepia: 105784

052029 Batch size / Poamip cepii- 96170

Cron 3l

Parameters / [oxasHuin

Specification / Cneumndikauis

Results / PesynsraTti

Microbiological purity * /
MikpoBicnoriuHa uwneTeTs !

TAMC- 3aranbHa KinbKCTb aepoBHuX
mikpoopramiamis {TAMC)

< 10% CFU/g I KYQir

TYMC- 3aranpta inbicts APDIIDIIB Ta NNICHARBUX
rpubis (TYMC)

< 102CFUg! KYO Ir

Escherichia coli - Absent in 1 g/ Biacythicte 8 107

<10 CFUlg ! KYOIr

<10 CFUlg !/ KYOa

Absentin 1 g/ Bipcyroor, @
10r

" 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 controt /' MepioAnUHICTE NPOBEAGHHS BUnpoBbyBaHHna Has3yeTben
HA CUCTEMATUYHOMY NMePerasil BUPOBHUYOro NROLECY. BHINODYRANAS NPOBOANTLCS HE OARIA Cepll Ha piK 38

METOAOM BUDIPKOBOMO KOHTPOIO
e i
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Name and positionjtitle of person authorizing the
guality control ! Iv's Ta nocana ocofu, sxka Bnaana

JO3BIN HE BUNYCK cepii

Date of signature / [ara nianvcy:

Codon oikuwy
N

(signature)

17 -0 24

Qualified Person /
YnosHoBameHa ocoba:




ORIFARM Manufacturing Poland Sp. z 0.0.
Ul Ksiestwa towickiego 12

95-420 Lyszkowice

Polska

CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTUDIKAT BIANOBIAHOCT! GMP BUMYWEHOI CEPH

Name of product: WARFARIN NYCOMED, tablets 2.5 mg, 100 tablets in bottle, 1 bottle in carton box /
Hasea npoayxty: BAPGAPWH HIKOMELN, tabnetxku no 2,5 wr, rno 100 Tabnetok y drakoui; no 1 dnakony v
KapTOHHIG KopoBLi

Marketing Authorization Ne UA/7897/01/01 / PeecTpauiine nocsiguerHs Ne UA/7887/01/01

Strength/potency: 1 tablet contains warfarin sodium 2.5 mg
Cvna gitakTusHicTs: 1 Tabnetka MicTuTh 8apdapuHy HaTpio 2,5 Mr

Dosage form: tablets 2,5 mg / Nikapceka bopma: Tabnetkn no 2,5 mr

package size and type: 100 tablets in vial; 1 vial in carton box / Poamip Ta Tun nakysarna: no 100 rabnevok y
hnaxoHi; 1o 1 Rakory B KapTOHHIA KOPOLUS

Manufacturing date / [Jata supoBruurea: 14 06 2024 Batch number / Cepisi: 105784
Expiry date [ Tepmin npunaruoct 05 2029 Batch size / Posmip cepiic 96 170

Manufacturing Authorization name and number: Orifarm Manufacturing Potand Sp. 2 0.0 018/0024/15
Hasea Bupobuuka i Homep niuensii:  Opidapm Manydekuypinr Monslia Cn. 3 0.0, 018/0024/15

Manufacturer Site and Quality Control Site: 12 Ksieslwa Lowickiego Str., 99-420 Lyszkowice
Anpeca BUPOSHUYOT AINLHKUI | BiNbHMUT KOHTPOIO AKOCTI: BYN Nosuubkoro Kuasiscraea, 12, 99-420
Nuuxosiye

Country of origin: Poland  Kpatra-supo6uvk: Monviia

importing country: Ukraine / Kpaina-imnoptep: Yipaina

Certification statement / 3asBa npo cepTuhikailio

| 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 full
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
compliance with GMP./ Lium s 3acBiauyio, WO HaBeAeHa BuLle IHHOPMaLIS € OOCTOBIPROK Ta TOMHOW. Lo cepio
ApoayKkUil Byno BUPOBREHD, BKIOUAKUM NaKyBaHHR/MapKyBaHHA, T8 NpOBEAEHO KOHTPOML iosKkocTl Ha
BMLLE3E3HAYEHIN (UX) AINbHWUL (AX) Yy NOBHIA BIANOBIAHOCTI 3 BUMOTraMu GMP, BCTaHOBNEHUMK MICLEBUM
PEryFISTOPHUM OPraHOM, & TakoX BIANOBIAHO A0 Cneundikauii, wo MICTATLCS Y PEECTPALIRHOMY LOCHE KpaiHu-
imriopTepa, abo y focke cneuyndikaui Ha npenapat ans AOCHIMKYBANEHOTO NIKAapCLKOro 3acody. NpoTtokonu
BUPOBHWLTBA, NakyBakHs Ta Aani aHaniaie Byno nepernaHyTo Ta BCTAHOBIIEHD ginnosiaxicts GMP.

Name and position/title of persons authorizing ({’ I o
the batch release/ IM'a Ta nocaga ocobw, ’

SIKa Buzana fo3Bin Ha BUNycK cepil

ol Qualified Person /
N YRoBHOBaXeHa 0coba:

{Qualified Person),
Date of signature / [ara nignucy:

17 g oy
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