{Takeda}

CeptHdnkar CEPHH [1s1 ekapeTREHAOTO Npenaparta
Batch Certificate for medicinal products

Hpoayir/ Product

Crpana nmnopre mportin country;

Bag' dapnn Hukomen/Warfarin Nycomed

Poccun/Russia

Homep PErucTpaunorHoro
ynonoaepeuum’Markeling Authorization
nuember:

1 N013469/01 or 251 2.2007 r. (nata srecenns
M3MEHeHRii/date amendment 25.01 .2018)

Hupmanml_mﬁ noxymenr /
Normative Docament
,llompoumfhmnanucn/SrrenghUPotency:

N 013469/01 - 250118
H3MeHenus/ amendments | -2).

0aHa Tabnerxa conepxuT 2.5 MU BaphapuR Harpus/one
tablet contains 2.5mg sodium salt of warfarin

_ﬁe!capc'mennaa tbopm!]’hrmaceutical form:

Tabnerkn/tablets

- PeruceTpausn/Number of Manufacturing
Authorization:

| Dopma Beimyeka/Package size: 50 Tabnetox/ tablets

Homep MaTepuaaa/ltem number: 1 6000558

Homep cepun rotosore npoayxra/ 498418

Batch number of finished roduct;

Cpok roanocTw/Expiry date: 02 2026 )
Rommenaﬂuan’tity: 193 240 T/pes

Homep Npou3BoacTReBAOO 018/0024/15

30 -0i- 2021

Signature/Noanucano:

Hara/data

Takeda Pharma Sp. zo0.0.
Ul Ksiestwa Lowickiego 12
89-420 Lyszkowice, Polska

Qua!iﬁ%i’ersm
EwdBarisiowic

<NOMHCaHE>

Ewa Bartosiewics, Ynomiomoyennoe
JHLO

Bepens/Vertion: 02



Takeda Pharma Sp. z .0,

ul. Ksiestwa Lowickiego 12 -
99-420 Lyszkowice 4 Takeda»
POLAND '

Batch Quality Certificate for Medical Product / Page 10f7
CepTudhuxar kayecrea Cepun nekapcTeeHHoro npenapara Cp.1ma7

Name of product: WARFARIN NYCOMED, tablets 2.5 mg Ne 50 in vial Ne 1 /
Hassanue npoaykra: BAPGAPUH HUKOMERN, Tabnetin no 2.5 mr Ne 50 mo tbnakonax Ne 1
Manufacturing date / Jara npou3soacTea: 23.02,2021 Batch number / Cepus: 498418
Expiry dats / Cpox roguocty: 02.2026 Batch size / Paamep cepun: 193 240
Analysis has been done according to Quality Control Methods /
AHanua BLINONMEH B CODTBRETCTBHM ¢ MKK.

Parameters / Mokaszatenu Specification / Cneunchuxanig Results / Peaymtate

Appedrance / Onucanme Light blue, round bicohvex tablets, with a cross- Complies /Cooteetctayer
shaped breakline / Kpyrneie TaBnetxu, neoskossinyknod
$opMu ¢ KpecTooSpasHoi PHCKOA, CBeTNO-rony6oro ugeta

Identity / MognvHHOCTs: by HPLC | BOXX :

The retention time of the main peak of the warfarin
Warfarin sodium / Bapgapuha sodium in the chromatogram of the test solution must:
HaTphg comply the retention time of the main peak of the
warfarin sodium in tha chromatogram of the standard
solution / Bpems ygepymeanus OCHOBHOIO NWKa
BapgapuHa HaTpur Ha XPOMaTOrPaMME WCTILITYEMOro
PaCTBOPA AO/DKHO COOTBBTCTBOBATE BPEMEHM
YACPAMBAHNA OCHOBHOM NWUKa BaphapiHa HaTpus Ha
XpOMETOTPaMMe CTaHAAPTHOO PacTBOpa

Complies /CooTeerctayer

by UV 8 Yo-cnexrpodotomerpust :

UV absorption spectrum of the test solution has a e e o o ol
maximum absorption at 308 nm/Y®-cnexrp nornoujeHus AaHHOH Cepum

WCTILITYEMOrO pacTeopa B.oBnactv ot 200 4o 400
AOIDKEH.KMETL MAKCHMYM NOFNDLLEHNA OKOMNO 308 HM

Takeda Pharma Sp. z c.0.



Takeda Pharma-Sp.z 0.0,
ul. Ksiestwa Lowickiego 12
99-420 Lyrzkowice
POLAND

Batch Quality Certificate for Medical Product /
Ceprudukar kauecTsa cepun riekapcTeeHHoro npenapara

Page 2.0f 7
CTpH. 2 w27

Name of product: WARFARIN NYCOMED, tablets 2.5 mg Ne S50 invial Ne 1/
Hazasawnue npoaykra: BAP®APMH HUKOMEN, TaBnetkv no 2.5 Mr Ne 50 po dnakoHax Ne 1

Manufacturing date / ata nponasoacTea: 23.02.2021
Expiry date / Cpox rogHocTh: 02.2026

Batch number / Cepus: 498418
Batch size / Paamep cepui: 193 240

Parametess / ﬁomaa'ranu '

Specification / Cneunpukaumnn

'Results / PeaynbtaTs

Assays / KonviectaeHHoe
onpepgenex1e
Warfarin sodium / Bapcgapuna satpus

2.38 - 2.63 mg/tabl / 2.38 — 2.63 mr/ran

2,48 magltabl ! mritaGn

Uniformity of mass / Complies with Ph. EurJ [Jormx+e COOTBRTCTEOBATE Compiies /(CooTBaTcTRYET

ORHOpOAHOCTL A03WpOBaHKUA Tpebosannam Esp. dapm

Purity | OnpepeneHie YACTOTH

4-hydroxycoumarin /

4-TADPOXEUKYMAPUH £0.1 %"

Ben:ylldnnam!nplseﬂ:unnwauemn <0.4 %M

Warfarin related Compound A/

BapthaprH POAICTEEHHOE CORAVHEHUE <0.2% M

A Not performed on this batch /
He npoeoanTen gna panHoR

Any unspecified degradation cepun

product / Mio6an Apyran £0.2% 1M

HenaEHTUEMUMPOBAHHAR NPUMECh

Total degradation products / Cymma

BCEX NpUMECEn $1.0%M

Disintegration / PacnapaemMocTs

215 min/ < 15 Mun.
He 6onee 15 MuH B'Boge Npu (3712)°C

1 min/ mMur

Dissolution/ PacTeopenne

2 80 % dissolved In 30 minutes (Q=75 %) M
= 80 % yepea 30 muH. (Q=75 %)M
He menee 75 % (Q) sapcbaprha Hatpma uepea 30

_MUH (Y

Not performed on this bateh /
He npoBoautca ans pakHow
cepun

Packaging / Ynakoeka

1) 50 or 100 fablets in a plastic bottle with
a screw cap and a seal providing
cantrol of the first opening. Unit box
contains one bottle and one leaflet,

or

2) 50 or 100 tablets in a plastic bottle with
a screw cap and a seal providing
control of the first opening. Unit box
contains one bottle with an attached
booklet.

Complies

Not applicable

Takeda Pharma Sp. z 0.0.
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Takeda Pharma Sp.zo00.

ul Ksiestwa Lowickiego 12

99-420 Lyszkowice a‘keda
POLAND

Batch Quality Certificate for Medical Product / ;:ie g :: ;
Cepruchukar kavecrsa Cepui nexapcreeHHoro npenapara

Name of product: WARFARIN NYCOMED, tablets 2.5mg Ne 50 in vial Na 1/
Ha3ssanue npoaykTa: BAP®APWH HWKOMER, TaBnetku no 2.5 mr Ne 50 8o chnakonax N 1

Manufacturing date / Hara npownseoacTea: 23.02.2021 Batch number / Cepus; 498418
Expiry date / Cpox roaHocTu:02.2026 Batch size / Pazmep cepun: 193 240
Parameters / [oxasareny Specification / Cneyuthukayus ___Results/Pesynotar

1) Mo 50 wnw 100 TabneTor 5 MNacTUROBOM
tnaKoHe, ykynopeHHom
HABUHSUBaIOLIRICA KPLILLKDH, NoA KOTOPOIA
EMOHTMpOBSHA NPORNagKa ¢ konbuom fna
OTpbisa, ofiecneunearolyan KOHTPONB
Nepsore BekpuTUR, Mo 4 tnaxkoHy emecre
C MHCTDYKUMEN No npuMereHmIo Coorsetcrayer
nomelaioT B xapronHyio navky.

unu
2) Mo 50 wnir 100 7aGnetox B NRACTUKOBOM

Pnaxone, YrynopeHHOM
HaBvHymMBaKWelich KPBILLKOR, NoA KoTopoit
BMOHTUPOBaHa Npoxnagka ¢ KOMNLLUOM onR
OTpLiEa, obecnevieaiowas KOHTpOTL
NEpPBOro BCKPLITUA. YacTs ITvreTii
nNpykpaennexa nakoHy cneuvansHod HE NpUMEHWMD
TUNKOA nenToR, KOTopan no3eonser
NPHNOAHMETE STUKETKY. WHCTPYKUMA no
NpUMEHEHWIO Gaenana B Buge
CKnanL1BaloLLerocs nucTxa, ROMeLyeHKorD
N04 NOOBMKHYIO YacTs STUKETKM, kpaia
MHCTDY KM HKCHPOBEH K brakoHy.

Marking /Mapxvposka The following information should be indicated
on the vial In Russian:

Trade nama of the medicinal product, dosape
form, strangth In mg, international non.
Proprigtary name, number of tablets per vial,
storage conditions, marketing status, method of
administration, wamings: ‘Keep out of the reach
and sight of chiidren’, name and country of the
legal entity in whose name the registration
certlficate was issued: ‘Marketing Authorization
Holder, name, logo (in English) and country of
the manufacturer, date of manufacture, expiry
date ‘EXP;’, batch Number, Complies {Cormercrayer
téchnolog!caﬂprdducﬂpn labels of tha Package
{if necessary)

Ha smukeTre dnaxona wa PYCCKOM R3bike
ykassisaor;

Toproaoe HanmeHoBaHe Npenapara,
NeKapCTBEHHyI0 thopmy, AD3NPOBKY B Mr,
MEXAYHApORHOE HenaTeHTOBaNHDE Kaseahue,
XONU4ecTBo Tabnerox s ynakosxe, ycnosua
XPaHEHUR, YCROBKS. OTNYCKa, CNocos NPUMEHEHURA,

NPEAYNpeauTenbHLIe Hagnuew: «Xpauums B
HEQOCTYNHOM ANA AETeli MecTey ), HAUMEHOBAHWE W

Takeda.Pharma Sp.z 0.0,




Takeda Pharma Sp.z 0.0.

ul. Ksfestwa Lowickiego 12 \
99-420 Lyszkowice JTakeda
POLAND

Batch Quality Certificate for Medical Product / Page 4 of 7
Ceptudukar kayectsa cepuu nekapcTeeHHoro npenapara Crp. 4137

Name of product: WARFARIN NYCOMED, tablets 2.5 mg Ne 50 in vial Ne 1 |
Hassanue npoaykra: BAPQAPYH HWKOMEL, Tabnatku no 2.5 xar Ne 50 Bo dbnakonax N2 1
Manufacturing date / flata npouasogacTea: 23.02.2021 Batch number / Cepua: 498418
Expiry date / Cpok rogrocTy: 02.2026 Batch size / Pasmep cepun; 193 240

" Analysis has been done according to Quality Control Methods /
AHANU3 BLINONHEH B COOTBETCTBUY & MKK.

Parameters / Moxazatenn Specification / Creumdukaymr Results / PesyneTam,

CTPaHy I0PUANYECKDTD NKLA, KA MMR KoToporo 6wno
BBAAHD peMMCTPaLIMOHHOe yAoCToBepeHIe

Bnapeney PV:», HE3BaHKUe, NOTOTUN {Ha aHrNMICKOM
R3LIKE) U CTPaHY nponapoauTeNns, Aata K3roTOBNEHWMA,
AdaTy OXOH4YAHUA CPOKa roAHDETY al OfeK A0:», Hamep
CepyN, TEXHONOIMYECKUS / NPOUIBOACTBEHHbIE SHaKn
YNnaxoskH (npu neofixoaumocTy),

The following information should be Indicated on the
carton in Russian: Complies (CoteetcTayer
Trade name of the medicinal product; dosage form;
strength in mg; international non-proprietary name;
composition; number of tablets per vial; storage
canditions; marketing  status; method of
administration; warnings: ‘Keep out of the reach
and sight of children*; name and country of the legal
entity in whase name the registration certificate was
issued: ‘Marketing Authorization Holder’; name;
logo (in English} and country of the manufacturer:
registration certificate number; date of manufacture;
expiry date ‘EXP:'; batch numbar ‘Batch:’; barcode;
in addition, variable data can pe applied with the
application ldantifier (if necessary): control
identification mark and/or global trade item number
(GTIN) andfor Individual serial number of the

secondary {consumer) package;
technologicallproduction labels of the package (if
necessary).

Takeda Pharma Sp. z 0.0,




Tekeda Pharma Sp. z 0.0,

ul. Ksiestwa Lowickiego 12 g
99420 Lyszkowice Tm
POLAND -

Batch Quality Certificate for Medical Product / Page 5 of 7
Ceprudukar kauectaa cepun neKapcTBeHHOro npenapara Ctp.5us7

Name of product: WARFARIN NYCOMED, tablets 2.5 mg Ne 50 in vial Ne1/
Hassanue npoayxra: BAPOAPUH HKOMEL, TabneTiu no 2.5 ur Ne 50 8o tnaxoxax Ne 1
Manufacturing date / lava npoussoacrsa: 23.02.2021 } Batch number / Cepun: 498418
Expiry date / Cpok rogHocTy; 02.2026 > Batch size / Paamep cepun: 193 240

Analysis has been done according to Quality Control Methods /
AHanu3 BLINONHeH B cooTBeTCTEMK ¢ MKK,

Parameters / Mokazatenu Specification / Cneundvkauma Results / Peaimmaru

Ha xapToHHoi navuke Ha pycckom makike YKE3LIBAIOT:
ToproBoe HauMEHOBaHWe Npenapara, TEKapCTBERHYIO
OPMyY, AOIMPOBKY B Mr, M@XIYHAPOAHOE
HENETEHTORAHHOE HAIBAHKE, COCTAB, KONMUBTTRO
TAfiNeToK B yrakoBKke, YCNOBUR XPEHEHMS, YCnoBUR
OTNyCKa, cNocob npumeHeHnn, NpepynpeaUTEnbHbie
HAANNCK: «XPaHKTL B HEROCTYNHOM ANR RETEA MeCTEs,
HEUMEHDBAHNE W-CTPAHY IOPUAMMECKOTO NULA, HA WMS
XOTOPOO-GbIN0 BLBEHO PEMMCTPaUMOHHO: yaotToepeHue
«Bnageney PY:»; Hassakue, noromn (na aHrnutickom
A3bIRE) W CTPAHY NPOUIBORUTENA, HOMED
PETUCTPALNOHHOTO YROCTOBEPEHIR, HAABAHYE, Aata
W3raTOBNEHMRA «[aTa uar,:», fATY OKOHYEHUA cpoka
ropHocTH slofen Aois, HoMEp cephn «Cepurin, WTpUXKop,
AONQNHATENSHO BOIMOXHO HAHECEHNE NEPEMEHHEIX
AAHHBIX C HOEHTH(MKATOPOM NPUMBHEHMS (NP
HeoEX0AMMOCTH): KOHTPONBHOMD MAEHTUGMKALMOHHOTO
3Haka (K3), uunn rnoBantHoro MAEHTUPUKALVDHHOTO
HOMEDa TOprosod eAMHKLL! «KM:e, wwnim WHAUBUAYRNLHO
CEepAAHOro HoMepa BTOPUHHOM (noTpeﬁuTEﬂbcﬁm'l)
ynakoeku «CH:»; Texnonorideckue./ NPOVRBDACTEEHHEE
OTMETKK ynakosky (npu HeoBxaaumocTy)

erl WA

The following information should be indicated on
the vial in Russian: Not applicable/
) HE RPUMEHVIMO
Trade name of the medicinal product, dosage form,
strangth In'mg, Intemational non-praprietary nama,
composition, number of tablets per package, storage
conditions, marketing status, method of
administration, warnings: ‘Keep out of the reach and
sight of children', * Find the instructions for use under
the label, open here’, name and country of the iegal
entity in whose name the registration certificate was
issued: ‘Marketing Authorization Holder’,

Takeda Pharma Sp. z.0.0.



Takeda Pharma Sp. z 0.0,

ul. Kslestwa Lowickiego 12 .
99-420 Lyszkowice ¥ Takeda
POLAND

Batch Quality Certificate for Medical Product / Page 6 of 7
_ CepTudukar ka4ecTsa Cepum NekapcTBEHHOTo Npenapara Cp.6ma?

Name of preduct: WARFARIN NYCOMED, tablets 2.5 mg Ne 50 in vial N2 1/
Ha3ssauue npoaykta: BAPOAPWH HUKOMEL, Tabnetxu no 2.5 mr Ne 50 Bo dnakonax Ne 1
Manufacturing date / [lara npouasopcrea: 23.02.2021 | Batch number / Cepun: 498418
Expiry date / Cpok roaHecTis: 02.2026 Batch size / Paamep cepmmn: 193 240

Analysis has been done according to Quality Control Methods /
Ananus BeinonHeH B cooveetcTanik ¢ MKK

Paramatars / Mokazarenw Spacification / Cneyugvxayun Results / PeayneTath

name, logo (in English) and country of the
manufacturer, Marketing Authorization number, date
of manufacture, expiry date ‘EXP:’, batch number,
barcode, technological/production labels of the
packaga {if nacessary).

Ha aTukeTtke hnakoHa Ha pyCcCKOM REbIXE YKAILIBRIOT:
ToproBoe HaumeHORBAHWE NPENApaTa, NeKapcTBEHHYH
copuy,  poanpoRky B M, MeXOyHapoRHoe
HENaTeHTOBAHHOE HAasBAHME, COCTae, KONWYECTBO
TabneTok B ynakoBKe, YCNOBWA XPAHeHWR, YCNOAUA
oTnycka, cnoco$ NpUMEHEHWA, NpeaynpeawTenbHLIe
HaANHCH: aXPaKUTL B HEAOCTYNHOM ANR AETEA MECTED,
«MHCTPYKLMA MO NMPUMEHBHUID HaxoawTcA  noAa
3TUKETKOR, OTKDOWT@ 3AECL »; HAIBIHME W CTPaHY
I0PUAUYECKOTD MMLA, Ha WMA XOToporo Gsino BbiaaHo
perucTpauuonHoe yaocToeepeHdne «Bnageney PY: »,
Ha3paHue, NOTOTHN (Ha aHMNUACKOM AILIKE) W CTpaHy
NpOM3BOAMTENS, HOomep PEMCTPALMOHHONO
YACCTOREPEHWS, [3Ta WSTOTOBNEHUR, AATY OKOHYaHWUA
cpoxa roAHoOCTH ¢FOAeH A0:», HOMED CEpWM, LUTPUX-KOA,
TEXHONOrWMECKME / NPOM3BOACTEEHHLIE  OTMETKW
yNakoekW (Npy HeobxoaMMocTH).

Shelf life / Cpok rogHotT! 5years/5ner
Complies /CooTseTCTEyET

Takeda Pharma Sp. z 6.0,




Takeda Pharma Sp.z 0.0,
ul. Ksiestwa Lowickiego 12 p

95420 Lyszkowice f{ 7akeda

POLAND

Batch Quality Certificate for Medical Product / Page 7 of 7
CepTudmkar kauecTsa cepum nexapcraerHoro npenapara CTon. 72 7

Name of product: WARFARIN NYCOMED, tablets 2.5 mg Ne 50 in vial N2 1/
Hassanue npoaykra: BAPOAPUH HUKOMEL, tabnetku na 2.5 mr Ne 50 B0 ¢hnakoHax Ne 1
Manufacturing date / fara npouasofcTea: 23.02,2021 Batch number / Cepus: 498418
Expiry date / Cpok rogsocTy: 02.2026 Batch size / Pasmep cepuu: 193 240

Parameters / Mokazatenn Specification / Cneundmkayus Results / PeaynbTath

Microbiological purity 17 Per g: /B 1rnpenapatz gonwio CORBPKATLCR:
Mukpobuonorwieckan uncrora (1
TAMC-
Not performed on this batch /
not more than 10° CFU/g / ue Gonee 10° KOE/Tr He nposognrres gna AaHHOR

cepuu
TYMC-

not more than 102 CFU/g / ve Gonee 102 KOE/r
Escherichia colj-

Absent / Otcyrcrane

1Actual testing frequency Is based on systematic review of the manufacturing process, the test is performed
at least once a year/ "McneitaHue NPOBOAUTCA Ha OAHONM Cepun B roAy no-meToAy BbIGopo4Hore KOHTpONA

Name and positionftitle of: person authorizing the Qualified Person /
quality control / ®amunus » ACSKHOCTL Nnya, 30 -0~ 200 YnonHomoyeHrHoe nuyo:
OTBETCTBEHHOIO 33 KOHTPONL KAYeCTRa:

fetine fled of ooudd Loty
Plebbude. Mo |- Gdssan’

Date of signature / Bata nognucy: 2303 1024

(signature)

Takeda Pharma Sg. z 0.0,




