Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Rivaxored film-coated tablets 20 mg )
Hponyxr: Puakcopen® TabneTku, NOKpHITEIE MIEHOYHOH 060104K0E, 20 MI

Market / PriHok : Russia / Poccus

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

Cepus Ne e Pasmep cepun T 126 KT

Analytical Repourt No./ . 2002FP24002836 Date of Analysis / . 23-11-2024
AHaauTHYeCKHI oTdeT Ne JlaTa anamu3a

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

JlaTa mpou3BOACTBA T'onen o

Mfg. License No. /

IIpouzBoACTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-No(002137)-(PI-RU)
JuneH3ust Ne

Analysis performed according ND / Anasaus nposeger o HJINe: JITT-Ne(002137)-(PI'-RU)-100423

PagelofS/Crp.1u35

Ne Test / IloxazaTens

Result / Pe3yasTaTsl

Specification / Hopma

1 | Description / Onucanne

Round biconvex dark red film-coated
tablets with "20" engraved on one side and
smooth on the other. White core on a
cross-section. / Kpyrnsie
IOBOSAKOBBIMYKIIBIE  TaONETKH  TEMHO-
KpPacHOrO LBeTa, HOKPHITBIE IUICHOYHOMR
obonoukoii, ¢ rpaBuUpoBkoii «20» Ha
OJHOH CTOPOHE U riaakue Ha Apyroi. Ha
MOTIEPEYHOM cpese — aIpo Genoro uBeTa.

Round biconvex dark red film-coated tablets with
"20" engraved on one side and smooth on the
other. White to off-white core on a cross-section.
/ Kpyriible ABOSKOBBIUIYKJIbIE TAOJIETKH TEMHO-
KpacHOro  1[BeTa, MOKPHITHIE  IUIEHOYHOH
obomnoukoif, ¢ rpaBupoBkoit «20» Ha OmHOIA
CTOPOHE U Iiajkue Ha apyroi. Ha nmonmepeuHom
cpese — sApo oT 6enoro 1o mo4tH Genoro LBeTa.

2 | Identification /

HUnentndpnranus

HPLC/ Complies as prescribed / Retention time of the main peak in the

BIKX CooTBeTcTBYET TpeGOBaHUAM chromatogram of test solution should comply
2 witll reteution time of (he main pesk in the

chromatogram of standard solution (" Assay" test).
/ Bpems ynepKXuBaHWs OCHOBHOTO MMKa Ha
XpOMaTorpaMMe HCIBITYEMOr0 PACTBOPa JOJHKHO

COOTBETCTBOBATH BPEMEHH  YOEPKHUBAHHA
OCHOBHOTO TyKa Ha XpOMaTorpaMme
CTaHIAPTHOTO pacTBOpa (ucneITaHMe

«KonuuecTBeHHOE OTpeIENICHUEY ).

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipogykt cooTBercTBYeT TpeboBanusm HJT

Conclusion : APPROVED /
3axmouenune: ONOBPEHO

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

Member g

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

A

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoaures
Ajay Kumar / Quality Assurance- Team Member

a)

Date / Hata: 28-11-2024

Date / Tata: 28-11-2024

Date / Tata: 28-11-2024
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 20 mg
Ipoaykr: Pusakcopen® TabaeTky, MOKPEITHE INIEHOYHOH 060J104KOit, 20 MI

Market / Prinok : Russia / Poccus

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

Cepusi Ne A5ea05S0 Pasmep cepun * 126 KT’

Analytical Repourt No./ . 2002FP24002836 Date of Analysis / . 23-11-2024
AnasuTnyecknii orgeT No Jara ananuza

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

JlaTa npoH3BoACTBa T'ogen o

Mfg. License No. /

IIpon3BoacTBeHHAsS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PT-RU)
auneH3nsa Ne

Analysis performed according ND / Ananns nposesen o HJINe: JIII-Ne(002137)-(PI'-RU)-100423
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IR spectrometry /

HK-cnexmpomempusn

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

IR spectra of the medicinal product and the
reference standard taken in the potassium bromide
P disk should exhibit absorption maxima at wave
numbers 1646 cm™!, 1145 cm™, and 991 cm™ with
a deviation of NMT +10 cm™! in the 4000 400 cnm’
! range. / WK-cmexTpsl mnpemapara u
CTaHAapTHOro obpasna, CHATHIE B AHCKE C KaJIMA
6pomugoM P, B obmactu or 4000 mo 400 cm’!
DOJDKHBI TIPOSIBISTE MAKCHMYMEI ITIOTJIOIIEHHS
TIPH BOJTHOBEIX uncnax 1646 cm™!, 1145 cm™ n 991
cM’! ¢ oTkoHeHHeM He Gonee +10 e,

3 | Dissolution / PacTBopenue

Unit-1/ Ta6.-1 89%
Unit-2 / Ta6n.-2 90%
Unit-3 / Ta6mn.-3 90%
Unit-4 / Ta6n.-4 91%
Unit-5 / Ta6n.-5 88%
Unit-6 / Tabn.-6 89%

NLT 80 % (Q) of rivaroxaban label claim after
30 min. / He menee 80% (Q) oT 3aseaeHHOr0
cojJiepkaHus puBapokcabana yepe3 30 MUHYT.

4 | Uniformity of dosage units /
OaHOpOAHOCTE MO3HPOBAHHBIX
eIHHHUI

55755

According to requirements of Rus. Ph. or
Pharmacopoeia of the Union, 2.1.9.14 / B
COOTBETCTBMU ¢ TpebGoBaHusmMu I'® PO wmnu
®EADC, 2.1.9.14

*The Acceptance Value (AV) should be less than
or equal to 15.0. / Iloxasamenv npuemnemocmu
(AV) Ooncen 6u1me He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: Ipoaykr cooreercTByeT TpeGosanuam HJI

Conclusion : APPROVED /
3axmouenue: QJJOBPEHO

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

Member L‘Q_—

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

Approved by: Manager/Executive /
Onobpeno: Meremxep / PykoBoaureb

Ajay Kumar / Quality Assurance- Team Member
o

A

Date / larta: 28-11-2024

Date / ata: 28-11-2024

Date / Jlata: 28-11-2024
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CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product : Rivaxored film-coated tablets 20 mg

Ipoaykr: Pusaxcopen® TabNeTKH, IOKPEITEIE MIIEHOYHOM 0605104K0i#, 20 MT

Market / PoiHok : Russia / Poccus

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

Cepus Ne e O Pasmep cepuu 126 KT

Analytical Repourt No./ . 2002FP24002836 Date of Analysis / . 23-11-2024
AHanuTHYecKHi oTeT No Jarta anaau3za

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

JlaTa npou3BoAcTBa Tomen no

Mfg. License No. /

IIponsBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)~(PT-RU)
JIHIEeH3us Ne

Analysis performed according ND / Anasus nposenen mo H/INe: JITI-Ne(002137)-(PT-RU)-100423
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5 | Impurities / IIpumecn

RVB3 amide impurity / ITpumeck
amupga RVB-3

Individual unidentified impurity /
JIroGas eguHHUYHAs NPUMECH

Total impurities / Cymma
rnpuMecer

Less than LOQ (LOQ = 0.021%) / Hibke

npeneia KOJMNM4YECTBECHHOT O ONPCHCIICHUA
(ITKO = 0,021%)

Less than LOQ (LOQ = 0.029%) / Huxe
npenesa KOMHYECTBEHHOTO ONpeAeNeH s
(TTKO = 0,029%)

Not detected / e oOHapyxeHa

Not more than 0.2% / He 6omnee 0,2 %

Not more than 0.2% / He 6onee 0,2 %

Not more than 0.3% / He 6onee 0,3 %

6 | Water/ Boaa

3.4% wiw / 3,4%

Not more than 7.0 % w/w / He 6onee 7,0%.

7 | Microbial enumeration tests / MukpoGuonoruyeckasi YMcTOTa

Total viable aerobic count /
O0uiee KOIHYECTBO
SKH3HECIIOCOOHEBIX a3pOGHEBIX
MHKDPOOPTraHU3MOB

Less than 10 CFU per 1 g
Menee 10 KOEB 1T

Not more than 10 CFU per 1 g/
He 6onee 10°KOEB 11

Total yeasts and moulds count /
O61uee 4nciIo APOXKIKEBEIX U
IUIECHEBEIX TPHOOB

Less than 10 CFU per 1 g/
Menee 10 KOER 1T

Not more than 102 CFU per 1 g/
He 6onee 10° KOEEB 1 1

Escherichia coli

Absent in 1 gram /
OrtcyrcrByerB 1 1

Shell be absent in 1 gram /
OrcyrcrBue B I 1

8 | Assay/KounyecTBeHHOE
onpejeleHne

19.87 mg/ 19,87 mr
(99.4% / 99,4%)

95.0 % to 105.0 % of rivaroxaban label claim / Ot
95,0% mo 105,0% oT 3ajgBIEHHOrO COOEpIKAHUS
puBapokcabaHa.
Not less than 19.00 mg and not more than 21.00
mg of rivaroxaban / Or 19,00 mr go 21,00 mr
puBapokcabana.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoayxT cooTBeTcTRYET Tpebopanusam HJ{

Conclusion : APPROVED /
3axmoyenune: OJOBPEHO

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

Checked by / IIporepeHo:
N.V. Krishna / Quality control-

Team Member %

Approved by: Manager/Executive /

OnobpeHo: Menemxep / PykoBoauTeb

Ajay Kumar / Quality Assurance- Team Member
Ly

Vi

Date / Jlata: 28-11-2024

Date / Jlata: 28-11-2024

Date / Hata: 28-11-2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTU3A

Product : Rivaxored film-coated tablets 20 mg
poaykt: Pusakcopen® TabneTku, MOKPHITHE MeHOUHOMH 0605104K0if, 20 Mr

Market / PoiHok : Russia / Poccus

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

Cepnst Ne Rl Pasmep cepun ' 126 KT

Analytical Repovrt No./ . 2002FP24002836 Date of Analysis / . 23-11-2024
AHanuTHYeCKHI1 oTUeT Ne JaTa anannza

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

JlaTa npou3BoAcCTBa T'ogen no

Mfg. License No. /

IIpouseoacTBeRHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-No(002137)-(PT"-RU)
Junen3us Ne

Analysis performed according ND / Ananu3 nposegen mo HJ/INe: JITI-Ne(002137)-(PI'-RU)-100423
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14 tablets per blister of polyvinylchloride/polyvinylidenechloride and printing lacquered
aluminum foil. 2 blisters and a package insert in a carton. / ITo 14 Ta6neTok B KOHTYPHYIO
A4CHKOBYIO YNMAKOBKY M3 IUIEHKH TOJMBHHWIXJIOPHOHOHN /MONHBHHUNMASHXIOPUAHON H
¢donern amomuHHeBOH. Ilo 2 KOHTYpHBIE S4€HKOBEIE YINAKOBKM BMECTE€ C JIMCTKOM-
BKJIQZIBIINIEM TTOMELIAIOT B MAYKy M3 KapTOHa.

Packaging / YnakoBka

— Limits in the specification are shelf-life limits. The product is tested at release in accordance with the release specxf cation; therefore, the product Certificate of Analysis

may specify stricter limits than those in this Normative Document on quality.

! — HOpMBI B creuMduUKALMK TIPEICTABNCHE Ha CpoK romHocTH. Ilpy BbIMycke NpenapaT NpOBEPAETCS B COOTBETCTBHHM CO CTleUM(bMKalpel Ha BBIMYCK, MOTOMY B
cepTH(UKaTe aHANKH3a Ha NPenapaT MOTYT GBITh yka3aHbl Gojlee CTPOrue HOPMBI, YeM B HACTOSIIMM HOPMaTHBHOM JOKYMEHTE N0 Ka4eCcTBy.

* - Additional reference information. / JJononnumeneHan chpagouHas unpopmayus.

API name (INN) / Haumenosanue A®C (MHH):

Rivaroxaban / PuBapokca6an

API manufacturer batch number /
Homep cepuu npouspogurtensa ADC:

AFQH010392

FP Manufacturer API Batch number /
Homep cepuu cy6eranmun nponssoautens IJID:

FBRA00230

API Manufactured by & country /
Ipoussonurens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penawn’c JlaGoparopuc JIta., Uumus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /
Haumenosanmne, agpec, Juuensus g5 IIpoussogcTBenHast

miomagKa /

Formulation Technical Operations-Unit II, Sy. No. 42, 45 & 46
Bachupally Village, Bachupally Mandal, Medchal Malkajgiri
District, Telangana State, India — 500 090 (license No
63/RR/AP/96/F/R) /

IIponseoacreenHoe nogpaszaenenue — Il, Yuacrku Ne 42, 45, 46,
Bauynanan Bunnansx, bauynamnin Mangan, Mexuan

Mankamxrupu {ucTpukT, wrat Teaanrana, Hugus 500 090
(JInuensus Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/
IIpnmeuanmne: IIpoaykT cooTBercTRyeT TpeboBanusaM HJ

Conclusion : APPROVED /
3aknw4yenne: OJJOBPEHO

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

Member Ig

Checked by / IlposepeHo:
N.V. Krishna / Quality control-

Team Member %

Approved by: Manager/Executive /

Ono6peno: MeHemxep / Pykoeoaurens

Ajay Kumar / Quality Assurance- Team Member
"\

]

Date / lata: 28-11-2024

Date / lata: 28-11-2024

Date / Hara: 28-11-2024
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product : Rivaxored film-coated tablets 20 mg
Ilpoxyxr: Pusakcopen® TaGneTku, MOKPHITHIE MIEHOYHOH 06010uK0H, 20 Mr

Market / PeiHOK : Russia / Poccus

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

Cepust Ne g BEtell Pasmep cepuu ' 126 KT

Analytical Repovrt No./ . 2002FP24002836 Date of Analysis / . 23-11-2024
AHanuTHYeCcKHH oTueT No JlaTa aHanu3za

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

JlaTa npoU3BOACTBA T'ogen go

Mfg. License No. /

IpousBoacTBeHAas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PT-RU)
aunensus Ne

Analysis performed according ND / Ananus mposegen no HIAN:: JITI-Ne(002137)-(PI'-RU)-100423
Page Sof 5/Ctp.Sus 5

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 compliance with the GMP
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».

3aK/04eHUe 0 COOTBETCTBUM: «HacToAIUM 1 NOATBEPKIAIO, UTO NMPUBEACHHas BhILe MHGOpManus ABIIeTcS JOCTOBEPHOM M TOYHOI.
3Ta cepys MpOXYKUUM NpoH3BeeHa (BKIFOYas YIIaKOBKY (MapKHpPOBKY) M KOHTPO/E KaueCTBa) Ha BHINEYKA3aHHON MPOU3BOACTREHHOM
mwiomanxke (IIoINaaKax) B MOJHOM COOTBETCTBHHM ¢ TpeGoBaHusMu IlpaBun Haamexaineii IpoOH3BOACTBEHHOM nmpakTkK EBpasuiickoro
3xoHOMHYeckoro corosza (NeGMP/EAEU/RU/00573-2022 ot 23 centabps 2022) u TpeOoBaHHAMH KOHTpPOJA KauyeCTBa JIEKAPCTBEHHBIX
CPEICTE, 4 TAKKE B COOTBETCTBUM CO CNEIM(HKAIMAMY, COAEPKAIMMUCA B PETMCTPAIIMOHHOM HOCHE CTPAHBI-UMNOpPTEpa. 3anucH [0
IIPOHM3BOJICTBY, YNAKOBKE U aHAIU3Y NIPOBEPEHEI, H YCTAHOBJICHO UX COOTBETCTBHE Tpebosanuam IIpasun Haanexameit NpOH3BOACTBEHHOH

npakTHKU EBpazuiickoro 3KOHOMHUYECKOr0 COr3ay.

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

Ipumeuanue: [poaykt cooreeTcTBYeT TpeboBanuam HJT

3axmouenune: OJJOBPEHO

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

Member f g:

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

ZS

Approved by: Manager/Executive /

Opobpeno: Menemxep / PykoBogutenb

Ajay Kumar / Quality Assurance- Team Member
[ Al

val

Date / Hara: 28-11-2024

Date / Nara: 28-11-2024

Date / ata: 28-11-2024




