Dr Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 20 mg
Tponyxr: Pusakcopen® TaGneTku, MOKpHITHIE NEHOUHOH 0605109KOH, 20 MT

Market / PoiHOK : Russia / Poccus

Batch No. / ] Batch Quantity / . 126 KG/

Cepus Ne - B2403812 Pazmep cepun T 126 KT

Analytical Repovrt No./ . 2002FP24002899 Date of Analysis / . 26-11-2024
AnaauTndeckuii oTyeT No JlaTa anaanza

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

Jata npousBoacTBa T'onen xo

Mfg. License No. /

IpoussoacTBensas : 63/RR/AP/96/F/R MA number: / Homep PY : JII-Ne(002137)~(PT-RU)
JanueH3us Ne

Analysis performed according ND / Ananu3s npoeeger mo HINe: JITI-Ne(002137)-(PI'-RU)-100423

Page1 of S/Ctp.1u35

Ne Test / Iloka3aTenan

Result / Pe3ynsTaThl

Specification / Hopma

1 | Description / Onucanune

Round biconvex dark red film-coated
tablets with "20" engraved on one side and
smooth on the other. White core on a
cross-section. / Kpyrneie
IBOSIKOBEIMYKJIBIE  TabIeTKM  TEMHO-
KPacHOI0 LBETa, IOKPBITHIE IUICHOYHOH
ofonoukoi, ¢ rpaBupoBkod «20» Ha
OIHOM CTOpOHE U rilafkue Ha apyroii. Ha
TIOTIEpEYHOM Cpe3e — aapo Oenoro 1BeTa.

Round biconvex dark red film-coated tablets with
"20" engraved on one side and smooth on the
other. Whiie (0 off-whliie core on a cross-section.
/ Kpyrnisle ABOSAKOBBIIYKJIEIE TaONETKU TEMHO-
KpacHOro IBeTa, [MOKPBITEIE  IUICHOYHOH
obonoukoif, ¢ rpaBupoBkol «20» Ha OnHOM
CTOpOHE W riiajxue Ha apyroi. Ha momepeuHoM
cpese — saapo ot 6enoro 1o mouTH 6€10ro LBETA.

2 | Identification /

NnenTuduxanuns
HPLC/ Complies as prescribed / Retention time of the main peak in the
BOKX CooTBeTCTBYET TpeOOBaHUIM chromatogram of test solution should comply

with retention time of the main peak in the
chromatogram of standard solution (" Assay" test).
/ Bpems ynepkuBaHHA OCHOBHOrO IIHKa Ha
XpOMaTOrpamMMe UCIBITYEMOTO PacTBOPa AOJKHO

COOTBCTCTBOBATE BPCMCHH Y OCPIHDATIL
OCHOBHOT'O 11711 Ha XpoMaTrorpaMme
CTaHJapTHOTO pacTtBOpa (ucrisITaHue

«KoM4eCTBEHHOE ONPEIEICHUE)).

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoxykTt cooTBeTcTRyeET TpeboBanusm HJT

Conclusion : APPROVED /
3akaoyenne: OJOBPEHO

Prepared by / ITogrotrosmneHo:
D. Latha / Quality control- Team
Member

Checked by / [IposepeHo:
N.V. Krishna / Quality control-

Team Member dg

Approved by: Manager/Executive /

Ono6peHo: Menemxkep / PykoBonutens

Ajay Kumar / Quality Assurance- Team Member
o

|

Date / Hara: 27-11-2024

Date / Iarta: 27-11-2024

Date / Tara: 27-11-2024
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 20 mg
Ipoayxr: Pusakcopen® Tabnerku, MOKPHITEIE ITIEHOYHOMN 0607104KOH, 20 Mr

Market / Prinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 126 KG/

Cepus Ne §EOSe Pasmep cepun * 126 KT

Analytical Repovrt No. / . 2002FP24002899 Date of Analysis / . 26-11-2024
AnanuTHyeckuii oryer Ne JaTta ananusa

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

JlaTta npou3BoacTBa T'ogeH xo

Mfg. License No. /

ITpousBoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JITI-Ne(002137)-(PT-RU)
JHLeH3ns Ne

Analysis performed according ND / Anann3 nposeaen no H/INe: JIII-Ne(002137)-(PT-RU)-100423
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IR spectrometry /

HK-cnekmpomempun

Complies as prescribed /
CooTeeTcTBYeT TpeOOBaHUAM

IR spectra of the medicinal product and the
reference standadrd taken in the potassium bromide
P disk should exhibit absorption maxima at wave
nuimhers 1646 cm’!, 1145 ¢em™, and 991 em™! with
a deviation of NMT £10 cm! in the 4000 400 cm™
! range. / WK-cnekTpel mpenapata H
CTaHAAPTHOTO 0Gpa3ia, CHATHIE B JUCKE ¢ KaIHA
Gpomuaom P, B obmactu ot 4000 o 400 cm’
JOJDKHEL TIPOSBIATh MAKCUMYMEI TOTTOICHHA
TIpH BOJHOBHIX ykcaax 1646 cm™!, 1145 em! 1 991
cm’! ¢ oTKoHeHHEM He Gosee =10 cm™.

OJIHOPOIlHOCTb AO3HPOBAHHBIX
COMHHI

74/74

3 | Dissolution / PacTrBopeHnue Unit-1 / Tabn.-1 91% NLT 80 % (Q) of rivaroxaban label claim after
M 0,
Unit2/ Tabn.2 90% 30 min. / He menee 80% (Q) ot 3agBiIeHHOTO
coepxaHus puBapokcabaHa uepe3 30 MHHYT.
Unit-3 / Tabn.-3 94%
Unit-4 / Tabn.-4 92%
Unit-5 / Tabn.-5 92%
Unit-6 / Tabn.-6 94%
4 | Uniformity of dosage units / According to requirements of Rus. Ph. or

Pharmacopoeia of the Union, 2.19.14 / B
cooTBeTCTBUM ¢ TpeboBaHuamu I'® PO wnmm
®EAJC, 2.1.9.14

*The Acceptance Value (AV) should be less than
or equal to 15.0. / Iloxazamenv npuemnemocmu
(AV) Oonoicen bvimyb He 6onee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: Iponykt cooTeTcTBYET TpebopanusM HI{

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / IToarotoryieHo:
D. Latha / Quality control- Team

Member g

Checked by / TIpoeepeHo:
N.V. Krishna / Quality control-
Team Member

Approved by: Manager/Executive /
Onob6peno: Menemxep / PykoBomureins
Ajay Kumar / Quality Assurance- Team Member

A

ced

Date / Hata: 27-11-2024

Date / ara: 27-11-2024

Date / Mara: 27-11-2024
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

Product : Rivaxored film-coated tablets 20 mg
M poayxr: Pusakcopen® ta6aeTkH, MOKPHITHIE MIEHOYHON 0605109K0#t, 20 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 126 KG/

Cepust N i E208I Pasmep cepun " 126 KT

Analytical Repourt No./ . 2002FP24002899 Date of Analysis / . 26-11-2024
AHaJuTHYeCKHii 0TYeT No JaTa aHaiu3a

Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027

Jara nponssoacTea I'oxen no

Mfg. License No. /

IponzBoacTBeHHAN : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI-RU)
auneH3ns Ne

Analysis performed according ND / Auasnus nposeaen no HIANe: JIIT-Ne(002137)-(PI'-RU)-100423
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5 | Impurities / IIlpumecu
RVB3 amide impurity / IIpumecs | Less than LOQ (LOQ = 0.021%) / Huwxe | Not more than 0.2% / He 6onee 0,2 %
amuna RVB-3 npeaena KOJUMYeCTBEHHOI'O ONpPEAeICHHS
— —_— - = (O - 0,021%
Individual unidentified impurity / (TKO - 0,021%) Not more than 0.2% / He 6onee 0,2 %
JIrobas enyHMYHAd IPUMECH Less than LOQ (LOQ = 0.029%) / Huxe
Total im]?'urities / Cymma FI?E?SH: (1;’ %I;P;‘:/CO;JTBCHHOI‘O OnpeRCICHHA Not more than 0.3% / He Goxnee 0,3 %
mpuMecei v .
Not detected / He o6HapyxeHa
6 | Water/ Boaa 3.6% w/w / 3,6% Not more than 7.0 % w/w / He 6onee 7,0%.
7 | Microbial énumeration tests / MukpoGHoJiorugeckast YHCTOTA
Total viable aerobic count / Lessthan 10 CFUperl g Not more than 10° CFU per 1 g/
Ob1ee KOJIHYECTBO Menee 10 KOEB I T He 6onee 10° KOE B 1 1
JKHU3HECTTOCOOHBIX a3pOoOHBIX
MHUKPOOPTaHU3MOB
Total yeasts and moulds count / Less than 10 CFU per 1 g/ Not more than 10 CFU per 1 g/
O61ee YucIo APOXIKEBBIX U Menee 10 KOER 1T He 6onee 10° KOEB 1 1
TIJIECHEBBIX TPUOOB
Escherichia coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctByerB 1T OrcytcTBHE B I T
8 | Assay/ KonnuecrBenHoe 19.90 mg / 19,90 mMr 95.0 % to 105.0 % of rivaroxaban label claim / Ot
onpeaejeHne (99.5% / 99,5%) 95,0% mo 105,0% OT 3asBJICHHOIO COAEPIKaHHsA
pHuBapoxcabaHa.
Not less than 19.00 mg and not more than 21.00
mg of rivaroxaban / Or 19,00 mMr go 21,00 mr
puBapoxcabaHa.

Remarks : The Product confirms to ND/

ITpumeuanue: IIpogykT cooTBeTcTBYeT TpeboBaHuaM HI

Conclusion : APPROVED /
3axmovenne: OJOBPEHO

Prepared by / ITonroroeneHo:
D. Latha / Quality control- Team

Member g

Checked by / ITpoBepeHo:
N.V. Krishna / Quality control-
Team Member

Approved by: Manager/Executive /
OnobpeHno: Menemxkep / PykoBogurens
Ajay Kumar / Quality Assurance- Team Member

(Al
FA

Date / Jata: 27-11-2024

Date / Jlata: 27-11-2024

Date / Jlara: 27-11-2024
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Rivaxored film-coated tablets 20 mg
Mpoaykr: Pusakcopen® TabneTkH, NOKPEITHIE IIEHOYHOM 0607104KO#H, 20 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 126 KG/
Cepus Ne R B2403812 Pasmep cepnu " 126 KT
Analytical Repo“rt No. / . 2002FP24002899 Date of Analysis / . 26-11-2024
AHanuTHyecknii oryer Ne JlaTa ananu3a
Date of Manufacture / : 30-10-2024 Date of Expiry / . 30-09-2027
Jarta npousBoacTBa T'onen xo
Mfg. License No. /
IpouseoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI-RU)
Jnuensus Ne
Analysis performed according ND / Auanus nposeaen no HANe: JITT-Ne(002137)-(PI'-RU)-100423

Page 4 of 5/Crp. 4u3 S
9 | Packaging / YnakoBka 14 tablets per blister of polyvinylchloride/polyvinylidenechloride and printing lacquered
’ aluminum foil. 7 blisters and a package insert in a carton. / ITo 14 TabneTok B KOHTYpHYIO
SYECHKOBYIO YIIAKOBKY M3 TUICHKH MOJMBHHIIXJIOPHIHOM /MONHBUHUIMAEHXIIOPUIHOH M
thaneru ammMUANEROH. 7 KOHTYDPHRIX AY6HKORBIX YTIAKOROK RMECTE € JIMCTKOM-RKNR/RIIEM
MOMEIIAIOT B [1a4Ky U3 KapToHa.

! _ Limits in the specification are shelf-life limits. The product is tested at release in accordance with the release specification; therefore, the product Certificate of Analysis
may Specify stricter limits than those in this Normative Document on quality. N

!~ Hopmel B creun(MKaUMM NPEACTABIEHBl HA CPOK FORHOCTU. [IpH BBITYCKe Mpenapar [pOBEpAeTCs B COOTBETCTBHH CO creLuHKalmelt Ha BBITYCK, IO3TOMY B
cepTH(HKATE aHATIN32 Ha TIPEnapart MOTYT ObITh Yka3aHsl §0Jee CTPOrHe HOPMBL, 4EM B HACTOALIMM HOPMATHBHOM ROKYMEHTE 0 Ka4eCTBy.
*_ Additional reference information. / Jononnumenenas cnpasounas uHgopmayus.

API name (INN) / HaumenoBaune A@C (MHH): Rivaroxaban / Pupapokcaban
API manufacturer batch number /
Homep cepun npoussogureis ADC: BEQHQI0322
FP Manufacturer API Batch number / FBRA00230
Homep cepuu cydcTanunu nponspoautens I'JIP:
APT Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ipoussoantenr A®C, crpana: I-p Penpu’c JTabopatopuc JIta., Uunus
Name, address, authorization No for FP manufacturing Formulation Technical Operations-Unit I1, Sy. No. 42, 45 & 46
site / Control site / Release site / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
HaumeHnoBaHue, agpec, nuneH3ns auas IllponzsoacTeennas District, Telangana State, India — 500 090 (license No
nomagka / 63/RR/AP/96/F/R) /
IlpoussoacTeennoe noapaszaenenne — I, Yuacrxn Ne 42, 45, 46,
Bauynannmu Bunnagx, Bauynannun Mangan, Meauan
Manxamkraps Iuctpukt, mrar Teaanrana, Mugus 500 090
(JInuensug Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpeOoBanmsM HJJ 3axnouenne: OMOBPEHO
Prepared by / IloarororneHo: Checked by / IlpoeepeHo: Approved by: Manager/Executive /
D. Latha / Quality control- Team N.V. Krishna / Quality control- Ono6peno: Menemxkep / Pykopoauresns
Member Team Member Ajay Kumar / Quality Assurance- Team Member
A
&L o4
Date / lata: 27-11-2024 Date / Hara: 27-11-2024 Date / Hata: 27-11-2024




4

Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 20 mg
Ipoaykr: Pusakcopen® TabneTky, NoKpeIThie INEHOYHOMN 06010uK0i, 20 Mr
Market / Puisox : Russia / Poccus
Batch No. / . Batch Quantity / . 126 KG/
Cepus Ne ik Pasmep cepun " 126 KT
Analytical Repourt No. / : 2002FP24002899 Date of Analysis / . 26-11-2024
AHanuTHyecknii oTger Ne JaTta ananusa
Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
JlaTa mpon3BoacTBa T'oxen no
Mfg. License No. /
IIponseoacTBennas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PT-RU)
JuIeH3usa Ne
Analysis performed according ND / Auanns nposeaen mo HJINe: JITT-Ne(002137)-(PT-RU)-100423
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Declaration of certification: «I 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 compliancc with the GMD
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00573-2022 dt. 23 September 2022) and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing
records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3awmouenne o cooTBeTcTBuM: «HaCTOAINMM 5 TIOATBEPXKAAIO, 4TO NIPUBEACHHAS BBINE MH(OPMALHS ABAAETCS HOCTOBEPHOM M TOUHOI.
OTa cepust NPOAYKLKMK NPOM3BeieHa (BIIOUas YIIAKOBKY (M2PKHPOBKY) M KOHTPONE KauecTBa) Ha BBINICYKA3aHHOMN NPOM3BOACTBCHHOMN
nnomanke (IomanKax) B MONHOM COOTBETCTBHH ¢ TpeGopaHHAMH IIpaBrn Hazsexamel MPOH3BOCTBEHHOM NPakTHKH BBpasmiickoro
skoHoMH4YecKoro coroza (NeGMP/EAEU/RU/00573-2022 ot 23 centsabps 2022) u TpeGOBAHUAMH KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX
CPEIICTB, a TAKKE B COOTBETCTBHH CO CHELM(HKALMAMHE, CONEPKAIIUMUC B PETHCTPALIUOHHOM JIOChE CTPaHbI-UMIIOpTEpa. 3amucH 110
[IPOU3BOACTBY, YIIAKOBKE M AHATH3Y NPOBEPEHEL, U YCTAHOBJIEHO MX COOTBETCTBHE TpeboraHusM [Ipasin Hautexaleli NpoM3BOICTBEHHOM

IIpaKTUKH EBpa3PII>‘ICKOF 0 3KOHOMHYECKOI'0 COHO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

M pumedanue: IIpoaykt cooTReTcTBYET Tpehopanusam HJT 3akmouenne: OJJOBPEHO

Prepared by / Iloaroroeneno: Checked by / ITpoeepeno: Approved by: Manager/Executive /

D. Latha / Quality control- Team N.V. Krishna / Quality control- OnobpeHo: Menemkep / Pykosogurens

Ajay Kumar / Quality Assurance- Team Member

Member Team Member
Lgﬁt A
4

Date / Jlata: 27-11-2024 Date / Jara: 27-11-2024 Date / Jlata: 27-11-2024




