ORIFARM Manufacturing Poland Sp. z 0.0.

Ul. Ksiestwa towickiego 12
99-420 tyszkowice
Polska

Batch Quality Certificate for Medical Product /
CepTudmkar kayecTsa Cepun NekapCTBEHHOro nNpenapara Cp. 1ms 7

D) ORIFARM

Page 1of 7

Name of product: WARFARIN STADA, tablets 2.5 mg Ne100 in vial Ne 1/
Haseanue npogykra: BAPOAPUH LWUTALA, Tabnetkm no 2.5 mr Ne 100 Bo ¢hnakoHax Ne 1

Manufacturing date / [lata npouseoactea: 08/08/2025
Expiry date / Cpok rogHocTu: 31/07/2030

Batch number/ Cepua: 107444
Batch size / Paamep cepun: 98000

Analysis has been done according to Quality Control Methods /

AHanus BbinonHeHd B cootseTcTBUN ¢ MKK.

Parameters / lNokasatenu

Specification / Cneundpukaums

Results / Peaynstathl

Appearance / Onucaxue

Light blue, round biconvex tablets, with a cross-
shaped breakline / Kpyrnble Tabnetku,
ABOAKOBLINYKNOW hopMbl € KpecTooBpasHon
pWCKoW, cBeTno-ronyboro ueeta

Complies /CooTBeTCcTBYET

Identity / [MoanuHHOCTE!

Warfarin sodium / BapcdapuHa
HaTpus

by HPLC / BOXKX :

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 / Bpemn
YyOEPXUBAHNA OCHOBHOIO Niika BapdhapuHa HaTpus
Ha XxpomartorpaMmMe WCMbITyeMOoro pacTeopa
[JOIMKHO COOTBETCTBOBATL BPEMEHW YAEPXMBaHNA
OCHOBHOrO NwKa BapdapuHa HaTpus Ha
XpomaTorpamMme CTaHgapTHOro pacTeopa

by UV () Yo-cnektpocotomeTpusal!

The UV absorption spectrum of the test solution
at 200 to 400 nm should have an absorption
maximum of about 308 nm/Y®-cnekTp
MOrNOLEHWA MCMLITYEMOro pacTeopa B obnact ot
200 go 400 HM AOMKEH UMETE MaKCUMYM
nornoweHuns okono 308 Hm

Complies /CooTBETCTBYET

Not performed on this batch / He
npoBoAMTCA ANA AaHHOW cepun
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Name of product: WARFARIN STADA, tablets 2.5 mg Ne100 in vial Ne 1/
Haseanwue npogykra: BAPOAPUH WTALA, TabneTkm no 2.5 mr Ne 100 Bo chnakoHax Ne 1

Manufacturing date / lata npouaeoacTtea: 08/08/2025
Expiry date / Cpok rogHocTu: 31/07/2030

Batch number / Cepua: 107444
Batch size / Pasmep cepuu: 98000

Parameters / [Nokasatenu

Specification / Cneuundukauma

Results / Peaynetarsl

Assays / KonvyecTBeHHOe
onpegenexue
Warfarin sodium / BapdapwHa HaTpusa

2.38 — 2.63 mg/tabl / 2.38 — 2.63 mr/Tabn

2.46 mg/tabl / mr/tabn

Uniformity of dosage units /
OQHOPOAHOCTL A03UMPOBAHHBIX E4UMHNLL

In accordance with the requirements./ B
COOTBETCTBMM C TpeboBaHUAMU

Complies /CooTBeTCTBYET

Purity / MNpumecw
4-hydroxycoumarin /
4-rMaPOKCUKYMapPUH

Benzylidenaceton/BeH3ungeHaueToH

Warfarin related Compound A/
BapthapvH poacTBEHHOE COEAVHEHNE
A

Any unspecified degradation
product / lio6as apyras
HenaeHTUULMPOBaHHAA NPUMECH

Total degradation products / Cymma
BCEX NpuMecen

<01%M

S01%M

£0.2%M

£0.2%M

£1.0%M

Not performed on this batch / He
npoBoAMTCA ANA AaHHOW Cepun

Disintegration / PacnagaemocTb

Not more than 15 min in water at (37£2)°C /
He Gonee 15 mMuH B BOZE Npw (374£2)°C

1 min / MuH

Dissolution/ PacTeopeHuve

Not less than 75% (Q) of warfarin sodium
in 30 min M/

He meHee 75 % (Q) BapchapuHa HaTpus
yepe3s 30 muH (U

Not performed on this batch / He
npoBOAUTCA ANA OAHHOW CepUn

Packaging / Ynakoeka

50 or 100 tablets in a plastic vial
closed with a screw cap, under which
there is a tamper-proof seal with a tear
ring. One vial with a patient
information leaflet in a carton.

100 tablets in a plastic vial
closed with a screw cap, under
which there is a tamper-proof
seal with a tear ring. One vial
with a patient information leaflet
in a carton.
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Name of product: WARFARIN STADA, tablets 2.5 mg Ne100 in vial Ne 1/
HaseaHue npogykra: BAPOAPUH LWUTALA, Tabnetku no 2.5 mr Ne 100 Bo cpnakoHax Ne 1

Manufacturing date / [lata npoussogcTtea: 08/08/2025
Expiry date / Cpok rogHocTu: 31/07/2030

Batch number / Cepusa: 107444
Batch size / Paamep cepun: 98000

Parameters / MNokazatenu

Specification / Cneuncukaums

Results / PesynbTaThl

Mo 50 unu 100 TabneTok B NNacTUKOBOM
chnakoHe, YKynopeHHom
HaBWHYMBAKLIENCH KPbILLKOW, nNog
KOTOPOW BMOHTHMpPOBAHA Npoknagka ¢
KONbLOM Ans oTpbiBa, obecnevunBaioLlas
KOHTpOMNb NepBoro BCKpbiTUA. Mo 1
cnakoHy BMecTe C NMUCTKOM-BKNaabiLLem
NOMELLAIOT B KAPTOHHYO Nayky.

Mo 100 TabneTok B NNacTUKOBOM
hnakoHe, yKynopeHHom
HaBUHYUBAIOLENCA KPbILLUKOW, Nog,
KOTOpPOW BMOHTUpOBaHa
npoknagka ¢ Konbuom ans
oTpbiBa, obecneynsaioLlas
KOHTPOIb NepBOro BCKpbITUA. 0 1
(bnakoHy BMECTe C TUCTKOM-
BKNadbilleMm nomeLlawT B
KapTOHHYO nayky.

Marking /Mapkupogka

The following information is indicated
on the vial label in Russian:

Trade name of the product; dosage
form, strength, international non-
proprietary name in Russian and
English *, number of tablets in the
package, storage conditions,
dispensing terms, administration
route; warning: "Keep out of the reach
of children"; name and country of the
marketing authorization holder,
STADA Arzneimittel AG logo, name
and country of the manufacturer,
manufacturing date; expiration date
("Exp. Date"), batch number.
Technological marks and digital codes
of the manufacturer may be applied.

The following information is
indicated on the vial label in
Russian:

Trade name of the product;
dosage form, strength,
international non-proprietary
name in Russian and English *,
number of tablets in the
package, storage conditions,
dispensing terms,
administration route; warning:
"Keep out of the reach of
children"; name and country of
the marketing authorization
holder, STADA Arzneimittel AG
logo, name and country of the
manufacturer, manufacturing
date; expiration date ("Exp.
Date™), batch number.
Technological marks and digital
codes of the manufacturer
applied.
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Batch Quality Certificate for Medical Product / Crp. 4mns 7
CepTudukaT kayecTBa cepun NekapcTBEHHOro npenapara
Name of product: WARFARIN STADA, tablets 2.5 mg Ne100 in vial Ne 1/
HazeaHune npoaykta: BAPG®APUH LWUTALA, Tabnetku no 2.5 mr Ne 100 Bo ¢hnakoHax Ne 1
Manufacturing date / [lata npoussoactea: 08/08/2025 Batch number / Cepua: 107444
Expiry date / Cpok rogHocTu: 31/07/2030 Batch size / Paamep cepuu: 98000
Analysis has been done according to Quality Control Methods /
AHanusa BbinonHeH B cooteeTcTBMM ¢ MKK.
Parameters / MNokasatenu Specification / Cneuudukayus Results / Pesynetatsl
Ha aTukeTke pnakoHa Ha pyccKoM fA3bike Ha aTukeTke cbnakoHa Ha pyCCKOM A3bike
yKasbIBaloT: YKasblBaoT:
Toprosoe HanMeHoBaHWe nNpenapara, Toproeoe HaumeHOBaHuWe nNpenapaTa,
TNeKapCcTBEHHYI0 hopMy, AO3NPOBKY, neKapcTBEHHYI0 hopmy, 0O3MPOBKY,
MeXAYHapoaHOe HeNaTeHToBaHHOEe MexayHapoaHoe HenaTeHToOBaHHoe
HauMeHOBaHWe Ha PyCCKOM U aHrMWACKOM HavVMEeHOBaHWE Ha PYCCKOM U
A3blKax®, konuyecTso TabneTok B ynakoBKke, | aHrMUIACKOM fA3biKax™, KONMYECTBO
YCNOBWUA XpaHeHUs!, yCIIOBUA OTNYCKa, TabneTok B yNakoBKe, yCNnoBKs
cnocob npuMeHeHws, npegynpeanTencHas XPpaHeHUs, yCnoBus OTnyckKa, cnocob
Haanuch: «XpaHuTb B HELOCTYNHOM 4Ns NpUMeHeHUs, npeaynpeauTenbHas
JeTei MecTe», HARUMEHOBAHMWE W CTpaHy Haanucb: «XpaHWTb B HEAOCTYNHOM ANS
OepxaTens perucTpaLMoHHOro [eTel MecTe», HAMMEHOBAHWE W CTPaHy
yaocTtoBepeHus, norotun LUTAOA Jepxarensa peructpaunoHHoro
ApuHaimuTtTens All, HaUMeHoBaHUe U yaocToBepeHnus, norotun WTAOA
CTpaHy NpouW3BoauTENs, AATY ApuHaiimuTtTens All, HaMMeHoBaHue u
npow3BoACTBa, A4aTy UCTEYEHMWs CpokKa CTpaHy npoussoauTens, AaTty
roAHoOCTU (FrOAEH A0), HOMEP CEpUM. NpoW3BOACTBAa, [ATy NCTEYEHMUS CpoKa
[onyckaeTca HaHeceHWe TEXHONOrMYEeCKNX rogHoCTH (ro4eH o), HOMep cepun.
METOK M UM pOBbLIX KOAOB OT TexHonornyeckne MeTkn 1 uncpoeslie
NPOU3BOAUTENS. KoAbl OT Npou3BoguTens.

Orifarm Manufactruring Poland Sp. z 0.0.
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CepTudmkaT KayecTsa cepun neKkapcTBeHHOro npenapara

Name of product: WARFARIN STADA, tablets 2.5 mg Ne100 in vial Ne 1/
Haseaxuve npoaykta: BAP®APWH LWUTALA, tabnetku no 2.5 mr Ne 100 Bo donakoHax Ne 1

Manufacturing date / [JaTta nponssoactea: 08/08/2025
Expiry date / Cpok rognoctn: 31/07/2030

Batch number / Cepus: 107444
Batch size / Paamep cepun: 98000

Analysis has been done according to Quality Control Methods /
AHanua BbinonHeH B cooTeeTcTBUM ¢ MKK.

Parameters / NokaszaTtenu

Specification / Cneunchvkayma

Results / PeaynbTats!

The following information is indicated on
the carton in Russian:

Trade name of the product; dosage form,
strength, international non-proprietary
name in Russian and English*,
composition, number of tablets in the
package, storage conditions, dispensing
terms, administration route; warning:
"Keep out of the reach of children"; name
and country of the marketing
authorization holder, STADA Arzneimittel
AG logo, name and country of the
manufacturer, manufacturing date;
expiration date ("Exp. Date"), batch
number, barcode, identification means
for monitoring the movement of
medicinal products. Technological marks
and digital codes of the manufacturer
may be applied.

*Bapdpapuu / Warfarin

The following information is indicated
on the carton in Russian:

Trade name of the product; dosage
form, strength, international non-
proprietary name in Russian and
English*, composition, number of
tablets in the package, storage
conditions, dispensing terms,
administration route; warning: "Keep
out of the reach of children”;

name and country of the marketing
authorization holder, STADA
Arzneimittel AG logo, name and
country of the manufacturer,
manufacturing date; expiration date
("Exp. Date"), batch number, barcode,
identification means for monitoring
the movement of medicinal products.
Technological marks and digital
codes of the manufacturer applied.
*BapdrapuH / Warfarin

Orifarm Manufactruring Poland Sp. z o.0.
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Name of product: WARFARIN STADA, tablets 2.5 mg Ne100 in vial Ne 1/
HaseaHue npogykra: BAPOAPWH LWUTAOA, TabneTkn no 2.5 mr Ne 100 Bo dpnakoHax Ne 1

Manufacturing date / [lata npowssoacrtea: 08/08/2025
Expiry date / Cpok rogHocTu: 31/07/2030

Batch number / Cepua: 107444
Batch size / Pasmep cepuu: 98000

Analysis has been done according to Quality Control Methods /

AHanuns ebinonHeH B cooTeeTcTBUN ¢ MKK.

Parameters / MNokasatenu

Specification / Cneundukauus

Results / PeaynbTarsl

Ha kapTOHHOW Nayke Ha pyCcCKOM A3blKE YKa3blBaloT:

Toproeoe HauMeHOBaHWe npenapaTa,
NeKapcTBEHHYI0 (hopMy, JO3VNPOBKY,
MeXayHapoaHOe HenaTeHTOBAHHOE HaWMEeHOoBaHWe
Ha PYCCKOM M aHINMACKOM A3biKax®, coCcTas,
Konu4yecTeo TabneTok B ynakoBKe, YCMNOBUS
XpaHeHws, YyCnoBus OTnycka, cnocob npuMeHeHus,
npenynpeauTenbHan Haanuch: «XpaHuTe B
HeaoCTYNHOM ANS AeTel MecTe», HaUMMEHOBaHWE 1
CTpaHy JepaTens perucTpaunoHHOro
ypoctoBepeHus, norotun LUTAOA ApuHanMmutTens
AT, HaUMeHOBaHWe W CTpaHy NPoOV3BOAUTENS, AaTy
NPOW3BOACTBA, AaTY UCTEYEHUs CPOKa rOAHOCTH
(rogeH 80), HOMep cepuu, WTPUX-Ko4, CpeacTea
naeHTUMKaLUUyM aNs MOHUTOPUHTra OBMKEHUA
neKapcTBeHHbIX npenapaTtoe. [JonyckaeTcs
HaHeCEeHWe TEXHONOrMYECKUX METOK U UM poBbIX
KOLOB OT NPOU3BOANUTENS.

* Bapdchapwur / Warfarin

Ha kapToHHOW na4vke Ha
PYCCKOM fi3blKe YKa3blBaloT:
Toprosoe HauMeHoBaHue
npenapaTa, NeKapCTBEHHYO
chopmy, AO3UPOBKY,
MeXayHapogHoe
HenaTeHToBaHHoe
HaWMEHOBaHMWE Ha PYCCKOM K
aHrMUINCKOM A3biKax™, cOCTaB,
Konw4ecTso TabneTok B
yNakoBKe, YCNOBUA XPaHEHUS,
YyCNoBWA oTnycka, cnocob
NMPUMEHEHUS,
npegynpeauTenbHas
Hagnuck: «XpaHuTh B
HE4OCTYNHOM ANA AeTen
MECTE», HaMMEHOBaHKe 1
CTpaHy gepxartens
perucTpaymoHHoro
yAOCTOBEpEHUsi, NoroTvn
LWTAOA ApuHaitmutTens Al
HaunMmeHoBaHue 1 CTpaHy
npov3goauTens, gaty
npov3BoAcTea, naty
NCTEYEHUA CpoKa rogHOCTH
(ropeH [o), HoMep cepuu,
LITPUX-KOA, CpeacTsa
naeHTuduKkaymm ona
MOHUTOPUHIA OBVKEHUS
NeKkapcTBEHHbLIX NpenapaTos.
TexHoNorn4eckne MeTKu u
uucbposble koAbl OT
Npou3BOANTENS.

* BapchapuH / Warfarin

Shelf life / Cpok rogHocTH

5years/5ner

Complies /CooTBeTCTBYET

Storage / XpaHeHue

At a temperature not exceeding 25 "C/ lNpu Temnepatype He Bbiwe 25 °C

Orifarm Manufactruring Poland Sp. z o.0.
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Batch Quality Certificate for Medical Product / Page 7 of 7
CepTudukaT kayecTBa cepuv NeKkapcTBeHHOro npenapara CTpH. 73 7
Name of product: WARFARIN STADA, tablets 2.5 mg Ne100 in vial Ne 1/
Haasanwe npopgykra: BAPOAPUH WTALA, TabneTkun no 2.5 mr Ne 100 Bo donakoHax Ne 1
Manufacturing date / lata npovssoactea: 08/08/2025 Batch number / Cepua: 107444
Expiry date / Cpok rogHocTu: 31/07/2030 Batch size / Pazmep cepuun: 98000
Parameters / [MokasaTtenu Specification / Cneundukayus Results / PesynbTaTthl
Microbiological purity (M / Per g: / B 1 r npenapaTa AOMKHO COAEPKATLCA:
Mukpo6uonoruyeckan yucrora (V)
TAMC- Not performed on this batch /
He npoBoauTCA ANs QaHHOM
not more than 10° CFU/g / He Gonee 10° KOE/r cepum
TYMC-

not more than 102 CFU/g / He Gonee 102 KOE/r
Escherichia coli-

Absent / OTcyTCcTBME

1Actual testing frequency is based on systematic review of the manufacturing process, the test is performed
at least once a year/ 'MicnbiTanue NpoBOAUTCA Ha O4HOM Cepuyn B rofy no MeToAy BbIBOPOYHOroe KOHTpOnS

A lebisciolie M3Yl- Gy SO OSOBA WYKWALIFIKOWANA

Head of Preduk Leborshav—y Qualifie sop
Name and position/title of person authorizing the M Qualified Person /
quality control / ®amunus n AOMKHOCTL NnLa, Jacek Polak YNonHoMo4YeHHOe nuuo:
OTBETCTBEHHOrO 3a KOHTPONb KayecTsa: 17 -08- 15

&

. signature
©&.08 W mx\lf(bvwo\,\(,\’ (sig )

Date of signature / lata nognucu:

Orifarm Manufactruring Poland Sp. z o.0.




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

CepTHdHKAT cepuH 1JIf JIeKAPCTBEHHOr0 npenapara
Batch Certificate for medicinal products

IMpoayxt/ Product

Bapdapun IITAJA 2,5mr 100 Tab.
Poccnas/WARFARIN STADA 2,5 MG 100
Tab RUS

Crtpana umnoprep/Importing country:

Poccusa/Russia

Homep perucrpaunnoHHoro
ynocrosepenun/Marketing Authorization
number:

JITI-Ne(005887)-(PL-RU) ot 21.06.2024 / LP-
Ne(005887)-(RG-RU) from 21.06.2024

HopmaTHBHBIH Z0KyMeHT /
Normative Document

JITI-Ne(005887)-(PC-RU) ot 21.06.2024 / LP-
Ne(005887)-(RG-RU) from 21.06.2024

JozupoBka/akTuBHOcTh/Strenght/Potency:

oHa TabneTka comepHT 2,5 Mr BapdapiH
HaTpus/one tablet contains 2.5mg sodium salt of
warfarin

JexapcrBennas ¢popma/Pharmaceutical
form:

Tabnerku/tablets

®opma Beinycka/Package size:

100 TabneTox/ tablets

peructpannn/Number of Manufacturing
Authorization:

Homep marepnana/ltem number: 6000119
Homep cepun roroBoro npoaykra/ 107444
Batch number of finished product:

Cpok rogaoctn/Expiry date: 31/07/2030
KonuuecTBo/Quantity: 98 000 w/pcs
Homep npon3BoacTBEHHOIO 018/0024/15

HaumenoBanne ADU, Homep napruu,
HAHMeHOBaHHe npoH3soanTe s ADH,
crpana / API name, manufacturer's batch
number API, API manufacturer name,
country

Bapdapun, 10033201, Marne Xemocsen Ab,
Agneslundsvagen 27, Malmo, 21215, IlIseuns /
Warfarin, 10033201, Magle Chemoswed AB,
Agneslundsvagen 27, Malmo, 21215, Sweden

HacTosAmmmM yI0CTOBEPSETCA, YTO BhIIEYyKa3aHHasA cepHs Oblia NpOM3BEAEHa B NOJHOM COOTBETCTBHH C
TpeGosanuamu Hamnexanieit nponssoacTeeHHoi npaktiku (GMP), B cOOTBETCTBHH €
NefiCTBYIOIMMH  3aKOHOMaTeNbHBIMH HopMamu EC u  TpebOBaHMAMM CTpaHbl Ha3HAyeHMs [EpKaTensd

PErHCTPaIIMH.

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out
in full compliance with GMP requirements of the EU and with the requirements of the Marketing Authorisation

of the destination country.

17 -0 18

Lild

Signature/Tloanucano:

OSOBA WYKWALIFIROWANA
Quihfied Perggn

Jacek Polak

Iara/data

(Qualified Person), Y TOTHOMOYEHHOE JTHULIO





