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AEPKIITKCIYXBA
JEPIKABHA CHIYKBA 3 JIKAPCHLKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMM Y KUIBCHKII OBJIACTI

npocnext Banepis Jlobanorcexoro, 51, m. Kui, 03110, ren/dakce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK

Npo SAIKICTL BBE3EHOrD B YKpaiuy JiKapehKoro 3acofy

20.01.2021 - Ne 840/21/19

BAPOAPHH HIKOMEN

(mafiMenyBarss NikapesKoro 3acoly 3riHo 3 PEECTPAIHHAM MOCRITUEHHsM)
radaerku mo 2,5 mr, mo 100 rabacrox y durakoni; o 1 puaaxony y xapronuiii xopodui

(dopma wunycxy, [O3yBaLHsA, B NAKYRAHAS i kapCLkoTo 3acofy)
Homep peecrpauitinoro nocsinsens UA/7897/01/01 crpox nii peecrpauiiiroro nocsipuenns 01.01.2099
Cepis nixapceioro 3acoby Ne 485382 ‘ KinbkicTh BBe3€HOTO NiKapeskoro 3acoby 39622

Bupobuui Taxena (I)apMa :Cn_.z.o.o., [Toneiia

(uaitrieHyBauus BupoBiuia nikapesxoro 3acofy, kpaina noxXomkens)

Breseno B Yipainy Topapucrso 3 o0mexxenolo Bignosizansnicrio "TAKEIA
VEKPAIHA", inerrr. woa: 35849505

(naiiMenyBanns Ta won 3a €JPTIOY 1opumuynoi ocobu abo npispuiue, iv'st, 110 BaTsioni (izuunol
ocolu - nignpueMis, [ Micue NPOMNCHBAILHS TA PEECTPALIHNNH noMep 06iKoBoT KapTKH nhaTinKa
nogarkis abo cepis Ta HOMED MacnopTa)

Iporokon risyansroro kourpomo sin 15.01.2021 Ne 0064/4.

3a  pesyjpraraMM  [@PKABHOLO KOHTPOMO BCTAHOBNEHO, WO Jikapenikuii  3aci®  meseseno B Yipainy 3

HJOTPHMAHHAM BHIMOr 338K0HO/ABCTBA LOAC 3a0e3neueHns AK0CT] JiKapCekHX 3ac0o6iB.
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Talceda Pharma Sp. 2 0.0,
ul, Ksiestwa Lowickiego 12
202-420 Lyszkowice
POLAND

Batch Quality Certificate for Medical Product /
CepTuhuKar Ka4yecTsa Cepuu NekapeTEEHHOTo npenapara

Name of product: WAR

Haseanwe nponykra: BAPOAP

Manufacturing date / [lata npouasogeTsa: 30.10.2020
Expiry date / Cpok rogsocti: 09,2025

Page 1 of 3
CrpH. 1u3 3

EARIN NYCOMED, tablets 2.5 mg Ne100 in vial Ne 1 /

VH HUKOMER, Tatnetkn no 2.5 mr Ne100 Bo chnaronax Ne 1

. Batch number / Cepua: 485382
Batch size / Paswep cepun: 39 622

Analysis has been done according to Quality Control tiethods /

AHanua euinonien B cooteeTeTanm ¢ MKK.

Parameters / MNokaaTenn

Specification / Grieuvdurkauns

Results / PesyneTarsl

Appearance / Onucanne

Pale blue, bl-convex tablet, double-scored / CeeTno-
rony6oro UBeTa, ARCAKOBLINYINLE TadneTkv
KpecTooBbpasHoh Hace KoM

Diametr approx Tmm{ Juamerp ~ 7 M

Complies [CooTBeTCcTBYET

{identity / Vipertudurauns:
© | Warfarln sedium { BapdapuH
| HaTpuR

Indigotin /Kpacutens UHAMIOTUH

by HPLC / BOMX :

The retention time of the main peak of the warfarin
sodium in the chromatogram of the fest solution must
comply the retention time of the main peak of the
warfarin sodium In the chromatogram of the standard
solution / Bpemsi yaepuBaHius OCHOBHOTO nuka
papMapusa HATPUs HE XPOMATOTPAMME KCTLITYEMOTO
pacTBOpa JOIDKHO COOTBETCTBOBATE BPEMEHH
YOEPKUBAHUA OCHOBHOIO NMIGA sapthaputa HaTPKA Ha
XpOMATOTPAMME CTAHABPTHOTO pacTecpa

by UV ydr-cnektpothoTomeTpus’

UV absorption spectrum of the test solution has a
maximum absorption at 308 nm/Y®d-criexrp nornoLERna
WCIBITYEMOrO PACTBOPA [OMKEH MMETH MAKCHMYM
nornoleHns npi 308 Hed

by UV / YO-cneirpodoToMeTpus

UV absorption spectrum of the test solution has a
maximum absorption at 81515 nm/Y®-cnekTp
HOrNOLEHVS UCTILITYEMOrO PacTEopa JCSTKEH UMETH
MaKkcumys nornoiiesns npu 61535 Hi

Takeda Pharma Sp.z 0.0.

by ar. wassy big ox onaon

Complles /COOTBETCTBYET

Complies /{COOTBETCTBYET

Complies /CooTaeTcTayeT




Takeda Pharma 5p.z 0.0,
ul. islestwa Lowickiego 12
29420 Lyszkowice
POLAND

Batch Quality Certificate for Medical Product / '?ﬁf,i_zzo;;

CepTudwmikar kavectsg CEPUK NnekapcTBEHHOrO Npenapara

Name of product: WARFARIN NYCOMED, tablets 2.5 mg Ne100 in vial Ne 1 ¢/
Haasanne npoaykra: BAPOARPKM HUKOME, raBreriu no 2.5 Mr Ne100 Bo chnakonax Ne 1

Manufacturing date / [lata nponzsogerea: 30.10,2020 Batch number / Cepusi: 485382
Explry date / Cpox rogHocTu: 09.2025 Batch gize / Pasmep cepun: 39 622
gr—— o e T e L
—_Parameters / ﬂoxaaa*regﬂﬂ___h r:m_w.H._§E?£3!."_‘?§HQMQ@M‘L@HE&_M_ _....mﬁ?ﬁy_liﬁ_{PE?*.%-IEPT@TET.,‘ L)
Assays / KomuecrsenHae |
onpegeneHue
Warfarin sodium / Bapdapun natpug 2.38 - 2.63 mg/tabl / 2,38 — 2.63 Mr/rabn 2,52 mgftabl / mr/tabn i
: ey & o e S TP |
& i Uniformity of mags / Complies with Ph. Eur/ Honxebl cooTseTcTBOBATE Complies /CooTeetcTRyer :
ﬁﬂﬂ&‘z&ﬁi@ﬂ%ﬁfﬁ%@_%w ——(-TD2bpBakan Esp. dapm B S
Purity / Onpefenenne YUCTOTh - l
4-hydroxycoumarin / o . !
4-TMApOKCUKyMapu 01%W =T II
Benzylidenac:etonlEeHaunwneﬁau(aTOH 0.4 % ) <0,1% ]J
Warfarin relateq Compound &/ l
| iapq)apwﬂ POACTBENHOR CoeguHenne . $0.29% ) 0,0% (
F

ANy unspecified degradation
( product/ Niodag Apyras 2029%0 <0,1%
| HeWAsHTUMUMPOBanKas npumecs

l Total degradation Products / Cymma <1.0% 0 <10
’ BCEX MpiMeceil alaal m [

[‘Avera [ Coeniian macea 08~ 132mg /108 — 1By e

| Average mass /7 CpeaHss macca T2mgiwr T

i Uniformity of mass / OnHopoanoeTs Complies with Ph, Eur/ Horxnel cooteeTcTRoBATL Complies fCooreetcreyer I

j Maceh TpeBpeanmam Epp. dapm ll
I ;
[“5?%'{*33?5{?0717%5"555&%@6‘&?“"“ S M/ BT Amin T ;
T B Y T T e e e T e —
| Dissolution/ PacTeopenve 280 % dissolved in 30 minutes (Q=75 %)/ 96 % i
Al 2 80 % Yepes 30 mus. Q=75 % . - . e gz
i P R a g TR i I - B e T T E
| Grushing strengthy Yeroiumsocts 2-6 kp/ 2-6 kT : 4 kp /T i
j PaspasnuBanwio

J wpaing
LA YEp,

*

53 5,
(R
@Q’reh‘immﬁ ‘*%%@‘*
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Takeda Pharma Sp.z 0.0,




Takeda Pharma Sp.zon.
ul. Ksiestwa Lowickiego 12
99-420 Lyszkowice
POLAND

Batch Quality Certificate for Medical Product /

Page 3 of 3
Ceptudukar kauecraa Cepuy NekapcTBeHHOM npenapara Crpu. 3 us 3
Name of product; WARFARIN NYCOMED, tablets 2.5 mg Ne100 in vial Ne 1/
Hassanve ibodykra: BAPOAPUH HWKOMEQ, 1a6netku no 2.5 mr Ne100 8o dhnakonax Ne 1
Manufacturing date / Hara Nponasoncrsa: 30.10.2020 Batch number / Cepun: 485382
Expiry date / Cpox rognocTy: (9.2025 Batch size / Pasmep cepun: 39 622
_____Parameters / Nokasatenn | Specification Creundukaumn [ Results /7 Peaynurarer
Microbiological purity 1 / Perg:/B1r TIPENapaTa AOMKHO coemKaThos:
MikpoGrononmuecias yucTors 1

TAMC-

not more than 103 CFUg / ue Gonee 10% KOE/T

<10 CFU/g | KOE/r
TYMC-

not more than 102 CFUIg / ve Bonee 107 KOE/r

J <10 CFU/g / KOE/r
j Escherichia coli-

Absent / Orcyrcrae Absent ! Orcyreraue ‘

Name and pesitiontitie of person authorizing the
quality control / Qamunus i AOMKHOCTb NKLya,
OTBETCTBEHHOrO 35 KOHTPONGL KayecTag

Qualified Parson /
YnonuomovenHoe nuyo:

04 -12- 2020

. } (signature)
, i

Date of signature / flata nogrucu: O, gy 10|

4

\

(S
L1y

Tekeda Pharmg Sp. zo.0.
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTU®UKAT COOTBETCTBKUA GMP BbIMYLLEHHOWN CEPUN

Name of product: WARFARIN NYCOMED, tablets 2.5 mg N2100 in vial Ne 1 /
Haspanve npogyxra: BAPOAPUH HUKOMEL, TabneTku no 2.5 mr Ne100 BO dpnakoHe Ne 1

Marketing Authorization NeUAS7897/01/04% / PerucrpaunoHioe ceunetenecrao NaUA/7897/01/01

- Strength/potency: 1 tablet contains warfarin sodium 2.5 mg
- Hosa/Conepxatmne geiictaytowux sewwecrs: 1 TabneTia copepsvT Bapdaputa Hatpun 2.5 mr

< ; Dosage form: tablets 2,5 mg / Nlekapcreennan dopma: Tabnetkn no 2,5 mr

Package size and type: 100 tablets in vial; 1 vial in carton box / Pasmep v Buj ynakoeku: no 100 TabneTox po
thraxoHe; no 1 dnakoHy B KAPTOHHOI Kopofike

Manufacturing date / lava npouasoactea: 30 10 2020 Batch number / Cepns: 485382
Explry date / Cpok rofHocTi: 09 2025 Batch size / Pasmep cepun: 39 622
Manufacturing Authorization name and number: Takeda Pharma Sp.zo.o.

018/0024/15

HazBaHue npoussoguTens u Homep NULEH3KM: Takepa dapma Cn.a o.0.

018/0024/15

Manufacturer Site and Quality Control Site: 12 Ksiestwa Lowickiego Str., 99-420 Lyszkowice

Anpec npoManoAcTBEHHOM nnowasky W NNoWaAKK KOHTPONA KavecTsa: yn. Jlosuukoro Kuswectea, 12,
99-420 Nuurkosuie

Country of origin: Poland / Ctpana-npouzsoaurens: MNonbla

Importing country: Ukraine / Ctpana uMnoprep: Yepauna

Certification statement / 3aasnenue o cepraduraLium:

2 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 fuil
-compliance with the GMP requirements of the local Regulatory Authority and with the speclfications in

' the Marketing Authorization of the importing country or product specification file for Investigationa!

‘Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. / 3tum NOATBEPXKAAI0, HWTO BblllieyKasaHHan nHpOpmMaLma ABNASTCH [OCTOBEPHOI
W TO4HOM. [laknas cepus npoaykuMu npouabenena (Brnioyan ynakopKy/MapkupoBKy) W NPOBEASH KOHTROMNb eé
Ka4ecTea Ha YKa3aHHOM YWEACTKE B NOMHOM COOTBETCTBMN ¢ TpeGoraHusiMu GMP, YCTAHOBMNEHHBIMN MECTHLIM
PETYNATOPHLIM OPraHoM, & Taike B COOTBETCTBUM €O cheludukayued, ColepHalenca B PerucTpaLuoHHOM
AOChe CTPaHLI-MMNOPTEPa WM B AROCke CneuudMKkausii Ha npenapat ana UCCreayemMoro NekapcTBeHHOr
Cpegctea. MpoTokont! NPOU3BOAGTBA, YNAKOBKM M ananuaa Gbiny NePECMOTPEHB! ¥ YCTaHOBIIGHO COOTBETCTRME

GMP. Chplified arson
Name and positionftitie of persons authorizing P Qualified Person /
the batch release f Gamunus n fonKKOCTL NK, - ﬁ_é‘:;v'f;}f‘,{;"fﬁ-..;}f G YROMHOMOUEHHOE NULIO:

OTBETCTBEHHBIX 32 BhINYCK CEpum:

04 -12- 000 (Signature)

Date of signature / Jara nognucy:

//ﬁ:-pa‘m;j\

&

Takeda Pharma Sp. z 0.0.
ul. Ksigstwa Lowickiego 12
99-420 Lyszkowice, Poiska
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,ILT‘P}KJ"! IKCTYXBA
JAEPKABHA CAYXBA 3 JITKA PCBHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPROTHKAMHU Y KUWIBCHKINA OBJIACTI

npocnekr Banepia JloBanoscekoro, 51, w1, Kuls, 03110, Ten/haxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,bitps://www.dls.gov.ua, Kon CAPTIOY 37078774

BHCHOBOK
Npo SIKICTL BBe3eHoro B Y kpainy JikapesKkoro 3acoly

18.02.2021 ' - 7 L Ne 3985/21/10

BAPOAPHH HIKOME/

{HallMeIyBanHs HKapehkoro 3acoCy 3riHO 3 peccTpauifiHiM nocsi Ay eHEsM)
Tabuerkn no 2,5 mr, no 100 rabaciox y dutaxoni; no 1 daarony y xapronmiit kopobui

(thopMa sunyeky, 103YBAIHA, BHA HAKYBAHRS AIKAPCKEOTO 30C00Y)

Homep pecorpaniiivoro nocsinuennn UA/7897/01/01 crpok zit peectpauiiinoro nocsipuenns 01.01.2099

Cepin nikapcekoro sacoGy No 486028 " Kinsxicts sBeaenoro nikapevkoro sacoby 39569
BupoBunk Taxeaa ®apma Cn.3.0.0., o

(natiMeHypannis sHpoGiKia nikapcLkoro 3ac00y. kPt HOX0EKREHNN)

Brescno & Yipaiuy TopapucTpo 3 oOMexkenoro Bignosinansuictio "TAKEJA
YEKPAIHA", incur. won: 35849505

{(nalimenynanua T ko 3a EJAPTIOV wpuauutol ocobu abo npizsuie, 1M's. o Sarnroni ivunod
0COBH - nianpuemu, 1T sicie npoxuBais ta peccrpaitifingit nomep oBATKOBOT kAT nAaTHIED
nosrKiB abo cepin Ta Homep nacnopra)

HNpororon sizyansuoro kourpomo six 03.02,2021 N 0250/1.

3@ peIyALTATAMM  AEPKABIIOr0  KOHTPOMIO  BCTAHOBIEGHO, WO Mikapcekuil 3acid  Bsocsewo B Yrpainy 3

JAOTPHMAHHIM pUMOr 3aK0OH0IABCTEA 11040 3a8e3neuerus skhdri Jixapeskix 3acobis.
KTH\

C\%M ?{Uﬂm 4?“\." -
3acr ¥ )A@%@J B ﬁéﬁ, C\g}l{&i “Onexciit COJOPAIA
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CERTIFICATE OF RELEASE AND GMP COMPLIANCE /
CEPTU®WUKAT COOTBETCTBUS GMP BhIMYLLIEHHOW CEPUKA

Name of product: WARFARIN NYCOMED, tablets 2.5-;119 Ne100 in vial Ne 1
Hasaanve npopykra: BAPDAPWH HWUKOMEL, Ta6netk no 2.5 mr Ne100 Bo cnakone Ne 1

Marketing Authorization NeUA/7897/01/01 / Perucrpaimowoe cenaeTenscTeo NelUA/7897/01/01

Strength/potency: 1 tablet contains warfarin sodium 2.5 mg
Hosa/Conepxanue peiicTayowmx BelyecTa: 1 TabneTka CoAepHUT BapdapuHa HaTpus 2.5 Mr

Dosage form: tabiets 2,5 my / Nexapcrrenuan dopma: Tabnetin no 2,5 mr

Package size and type: 100 tablets in vial; 1 vial in carton box / Paamep v sug ynakoer: no 100 Tabnetok Bo
thniakoHe; no 1 thnaxkoHy B KapTOHHOM kopobike

Manufacturing date / Jata npovssogcrea: 06 11 2020 Batch number / Cepun: 486028
Expiry date / Cpok rogHocTu: 10 2025 ' Batch size / Paswep cepui: 39 569

Manufacturing Authorization name and number: Takeda Pharma Sp.zo.o0.
018/0024/15

Hassanne nponssonutens n vomep nuuonzrM: Takena ®apma Cn.3 0.0.
018/0024/15

Manufacturer Site and Quality Control Site: 12 Ksiestwa Lowickiego Str., 93-420 Lyszkowice

AZipec NpoU3BOACTEEHHON NNOWAAKM 1 ANOWARKA KOHTpONs kavyecrsa: yit. Nosuykoro Kuskecrtea, 12,
99-420 flnuskoanue

Country of origin: Poland / Crpasa-nponzeoauTens: flonbwa
Importing country: Ukraine / Crpana WMnoprep: YkpanHa

Certification statement / 3asenenue o cepriucbrkaymum:

I herehy certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingflabeling 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 specificatlon file for Investigational
Medicina! Products. The batch processing, packaging and analysis records were reviewed and found to
be in compliance with GMP. / 3Tum noATBERHAAKY, YTO BLilUeyka3saHHas UHGOPMaUUS ABNAETCA J0CTOBEPHOM
W TOyHOW. [lanHan cepwn npogywumm npouzsegexa (Bkmouan YNAKOSKY/MapkupoBiky) ¥ NPOBESeH KOHTpONb ed
KA9€CTBA HA YKASAHHOM YMACTKE B NOMHOM GOOTBETCTRMM ¢ TpeGoBaHusMM GMP, YCTAHOBIEHHBIMIA MECTHBIM
PETYNATODHLIM OPraHoM, a Talke B COOTRETCTEMM GO CReUMMUKELMel, COAEepXalleiics B PeruCTPaLMOHHOM
£oChe CTpaHbl-uMnopTEépa WNK B [oChe cneuuduKauMii Ha NpenapaT Ans WCCregyemoro NeKapCcTBREHHOMD
gﬁﬁncma. MpoToKons! NpousBogCTEa, YNEKOBKK W aHanmaa ﬁbr‘?g NEPECMOTPEHbI M YCTAHOBNBHO COOTBETCTBYE
P. LSRN ol Plrsnn
Name and positionititle of persons authorizing ' e Qualified Person /
the batch release / damunva 1 gomkxocTs Auu, Haney K‘F o YNonHoOMOUYEHHOS NULO:
OTSETCTBEHHLIX 3@ BLINYCK CEpUM: : S

- {Signature)
Date of signature / lata nognmen: 9 1-12- 000

Takeda Pharma Sp. z 0.0.
ul. Ksigstwa Lowickiego 12
99-420 Lyszkowice, Polska

Prortt 1259 o5 03.05 17




Takeda Pharma 5p.2 0.0.
ul. Ksiestwa Lowickiego 12

99-420 Lyszlowice
POLAND
Batch Quality Certificate for Medical Product / Page 10of 3
CepTudiMKart kadecTsa cepin fleKapcTeeHHOro Npenapara Crpd. 1133

Mame of product: WARFARIN NYCOMED, tablets 2.5 mg N2100 in vial Mai/
Haasanue npoaykTa: BAPPAPWH HAKOMEL, TabneTks no 2.5 mr Ne100 8o dinakoxax Ne 1
Manufacturing date / [lava nponssoacraa: 08.1 1.2020 Batch humber / Cepusi: 486028
Expiry date / CpoK rofHOCTU: 10.2025 Batch size / Paswep cepun: 39 569

Analysis has been done according to Quality Control Methods /
AHanus BuinanveH B coaTeeTeTauY ¢ MKK )
. Parameters / MNokasatenu Specification / Cneundukatys Results / PeaynsTatel
|

Appearance / Onucanue Bale blue, bi-conver tablet, double-scored { GaeTrio- Complies /COOTRETCTEYET |
rony6oTo LBeTa, ABOSKIBLINYKIhie TAONeTI ¢
¥pecTooBpasHoi Hace KoM

Diarnetr approx 7Tmm/ [luameTp ~ 7 MM

Identity / VineHThcbikaLms: by HPLG ] BO)OC:
Warfarin sodium / Bapthapui The retention time of the main peak of the warfarin i
HaTPUR sodium in the chromatogram of the test solution must Complies /CooTseTcrRyeT

comply the retenfion time of the main peak of the i
warfarin sodium in the chromatogram of the standard
solution / Bpems yOepkMBaHNA QGHOBHOTO NIKa |
papdhapuHa HaTpus Ha XPOMATOrPAMME NCALITYEMEFQ |
pacTaopa JOIDKHO CCDTBETCTEOBATE BPEMEHW i
YOEPHUBEHUA OCHOSHOTO NUKS saphapuna HaTpus Ha !
XPOMATOTPAMME CTEHAAPTHOrO PacTBEopa |

by Uv Y Yd-crexTpodoTomeTpin'

UV absorption spectrum of the test solution has a

- maximum absorption at 308 nn/Y®-CrexTp NOTIOWEHNA
MCMEITYSMOPD PECTBOPA AOITKEH MMETS MAKCUMYM
roTnouweHrA npn 308 Hv

by UV ! Y-criexipothoToMeTpns Complies fCooTBETCTRYET
Indigotin /KpacuTerb WHAWOTAH UV absorption spectrum of the test solution has a
maximum absarption at 61515 nm/Y®-cnekTp
[OTMOLLEHUA UCTIHITYEMCTD PAcTBEOPA AOMMEH UMETh
MAKCUMYM NOMMOLEHAR NPU €15+5 HM

Complies /CooTaeTcTByeT

L S L R W

Takeda Pharma Sp.z 0.0




Takeda Pharma Sp.zoo.
ul. Ksiestwa Lowicidego 12
98420 Lyszkowice
POLAND

Batch Quality Certificate fer
CepTtudukar KayecTsa cepuu

Name of product: WARFARIN NYCOMED, tablets 2.5
Hassanne npoaykra: BAPDAPUH HUKOMEL,
Manufacturing date / Java NponssoAcTea: 06.11.2020
5

Expiry date / Cpok rogrocry:

e Parameterg_l nokaaaTer_l_y
Assays / Konwuecteennoe

| onpeaenenne
Warfarin sodium/ Bapdapum Hatpusa

Uniformity of mass 7
_0_&_”0995@9'&@8%_35!'&,_“_
Purlty / Onpenenetue HUCTOTH!
J 4-hydroxycoumarin
4—mnpomw«y~:apﬂﬂ

BenzylidenacatonISestnM,quauerOH

| Warfarin relateq Compound A7

! Bapthapiu POACTBEHHOE coenumenue
A

! Any unspecified degradation
| Produet / MioGag Apyran
HeHAeHTHQJHLMpDBaHHaS‘-l puMech

Total degradation products / Cymma
| Beex nprmecen

!

|

|
. N
Average mass / Cpepnksn macca

|
| Uniformity of mass
MaCCE!

/ OgHopoamocts

Dissolution/ Pactaoperus
&

P ———
Crushing strenath/ Yeroiunaocts «
pazfaenvsanuio

Takeda Pharma 8p.zo.0.

10.202

Disintegration / Pacnagasmosn

Batch

2.38 ~ 2.63 mgjtanl / 2.38 - 2.83 mrirabn

jl@wjz!ﬁ?&?_ﬁﬁﬁm____w. .
=0.1% M
S0.% M

£0.2% M

S0.2% M

E10% @

108~ 132 mg 7105 —

Complies with PR, Eur [ormiHir CODTBETCTBOBATS

TpeSpsatnam Enp. ®apm

S15min/< 5w

—

2 80 % uepes 30 MIH. 10275 %)
2-6 kpf 2-6 ¢IT

Medical Product /
TeKapCTBEHHOMD npenapara

‘Complies with Ph. Eur Romisse! cooTReTcTRoRaTS | Compliss Feissmamm o= ]

R i

2 80 % dissolved In 3¢ minutes (@=Ts%)y ]

i’ - 1

T Timin 7 !
0% T “—f

|

————

Paga 2 of 3
CTpH. 2 13 3

mg N2100 in vial Ne 1 /
TabneTu no 2.5 mr Net0g BO nakonax Ne 4
number / Cepus; 486023
Batch size / Paamep cepun: 39 569

_ T S
_ﬁmjmﬂﬁkﬂbﬂﬂﬁﬁﬁﬂwﬁmmL__‘m_

!

Not performed on this batch / Ii
He npoeonurca NS paHHoR i
cepuy |

[

Not performed on this batch / l
He nposopures ANa 03HHOH
cepun

Not performed on this batch / l
He nposogurea ANg nauHon
cepun F

Not performed on this batch /
He nposoaures 479 JaHHomn
cepun

Not performed on this batch 7
He nposoaurcs Ans AaHHOR
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Baich Quality Certificate for Medical Product / Page 3 0f 3
CepTudukar kauecrga CEPMN NexkapcTBeHHoro npenapara CTpH. 31z 3

Name of product: WARFARIN_NYCOMED. tablets 2.5 mg Ne10g in vial Ne 1 /
Hassanue fpoaykra: BAPOAPUH HUKOME/], tabnetiu no 2.5 Mr Ne100 go tnakonax Na 1
Manufac.tuﬁng date / ]ara MponssogcTea: 06.11.2020 Batch number / Cepus: 486028
Expiry date / Cpok ronHocTy: 10.2025 = Batch siza / Pasmep cepmi: 39 s69

e e e e AR T ——
-__Parameters / Mokasarenu ezl . Specification / Creundurayus
Microhio!ogical purity 1 f Perg:/B1r npenapara gomiuo CORBPKATLCRA!

MurpoBuonanueckas “McroTa !

TAMC-

n ore than 108 CFWg f ve Gonee 10° KOE/
Himarg i g Not performed on this bateh /

He nposogutes ANA faHHok

TYMo-
cepuu

not more thap 102 CFUIg / ne Gonee 102 KOEfr
Escherichia coli-

Absant/ Qreyremeue

Qualified Persan /
YHOHHOMD‘JEHHOE nKuo:

Name and position/title of person authorizing the
quality coniro] / Damunua AOIDKHOCTL N,
OTBETCTBEHHOrD 33 KOHTPON® kayecTeg -

\ - (signature) _ Vi 1-12- 2"2{]

U

Date of signature / Aara nognuen: /I 12 O ?l )

Takeda Pharma Sh.z o.0.
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