D‘r. Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 20 mg
Ipoaykt: Pusakcopen® Tabnerku, HOKPHITEIE IIEHOYHOM 0605104K0H, 20 MI

Market / Peinok : Russia / Poccus

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

Cepus Ne : B2403811 Pasmep cepun * 126 KT

Analytical Repovrt No./ . 2002FP24002837 Date of Analysis / . 23.11-2024
AnaanTHyeckuii orader Ne JaTta aHajinsa

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

Jara npousBoacTea Tomen 1o

Mfg. License No. /

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

Analysis performed according ND / Ananus npogsegen no HANe: JITI-Ne(002137)-(PI'-RU)-100423

Page 1 of 5/Crp. 1 u3 5

Ne Test / Tloxa3aTeas

Result / PesynsTaTnl

Specification / Hopma

1 | Description / Onuncanue

Round biconvex dark red film-coated
tablets with "20" engraved on one side and
smooth on the other. White core on a
cross-section. / Kpyrmsie
JIBOSIKOBBIMYKJIBIE ~ TAGJETKH  TEMHO-
KPacHOTIO I[BETa, MOKPHITHIE IUIEHOYHON
obGosoukoif, € rpaBupoBkoii «20» Ha
OZHOH CTOpOHE MW riaakue Ha apyroi. Ha
TIONICPEYHOM cpe3e — sapo Gesoro mpera.

Round biconvex dark red film-coated tablets with
"20" engraved on onec side and smooth on the
other. White to off-white core on a cross-section.
/ Kpyrnbie ABOSKOBBINYKIIBIE TaGIAETKU TEMHO-
KpacHOr0  LBETA, MOKPHITHIE  IUICHOYHOM
o6osoukoif, ¢ rpaBupoBkoi «20» Ha oOxmHOIA
CTOpOHe M Tiaakue Ha apyroil. Ha memepeunom
cpese — Aapo OT 6enoro Ao mo4tH Georo LBera.

2 | Identification /

HpenTnpnkanus
HPLC/ Complies as prescribed / Retention time of the main peak in the
BIKX CooTeeTcTBYET TPpeOOBaHHAM chromatogram of test solution should comply

with retention time of the main peak in the
chromatogram of standard solution ("Assay" test).
/ Bpems ynepkuBaHHA OCHOBHOIO NHKa Ha
XpOMATOrpaMMe UCIIBITYEMOTO PacTBOpa JA0KHO

COOTBETCTBOBATH BpEeMeHU yIaepKUBaHHS
OCHOBHOTO nHuKa Ha XpoMaTorpaMmme
CTaHIAPTHOrO pacTBOpa (ucopITaHKe

«KonmuuecTBeHHOE OTIpEAEICHHEY).

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpogykt cooTBercTBYeT TpebGoBanusam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

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

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

Approved by: Manager/Executive /
Omo6peno: Menemxkep / Pykoroaurens
Ajay Kumar / Quality Assurance- Team Member

1

Date / Hara: 28-11-2024

Date / JTata: 28-11-2024

Date / Jlata: 28-11-2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 20 mg
|ponyxrt: Pusakcopen® TaGrnerin, MOKpHITEIE INIEHOYHON 06010uUKOM, 20 MT

Market / Peinox : Russia / Poccus

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

Cepus Ne | D208t Pasmep cepuu * 126 KI' ]
Analytical Repo“rt No./ . 2002FP24002837 Date of Analysis / . 23-11-2024

AHajnTHYecKnii oTyeT No Jara anaiausa

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

Jara npoussoacTea TI'oaen xo

Mfg. License No. /

IIpousBoacTBeHHAsN ¢ 63/RR/AP/96/F/R MA number: / Homep PY : JII-Ne(002137)-(PI-RU)

JuneH3us Ne

Analysis performed according ND / Ananns npoeegen mo HIINe: JITI-Ne(002137)-(PI-RU)-100423
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IR spectrometry /

HK-cnekmpomempun

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 cm"
! range. / HWK-cexTpel mpemapata M|
CTaHHApTHOro o0pasiia, CHATHIE B AHUCKE C Kaausd
6pomumom P, B obnactu ot 4000 no 400 cm’!
IOJDKHEI TIPOABIIATE MaKCUMYMBI IOIJIOIIEHHUS
HpH BONHOBBIX 9ucnax 1646 cm?, 1145 cm! 1991
cm! ¢ oTroHeHMEeM He Gonee £10 cm™.

3 | Dissolution / PactBopeHue

Unit-1/ Ta6bm.-1 91%
Unit-2 / Tabn.-2 90%
Unit-3 / Tabn.-3 94%
Unit-4 / Tabn.-4 92%
Unit-5 / Ta6n.-5 92%
Unit-6 / Tabn.-6 94%

NLT 80 % (Q) of rivaroxaban label claim after
30 min. / He menee 80% (Q) oT 3asBJI€cHHOrO
coneprkaHus pupapokcabana yepe3 30 MHHYT.

4 | Uniformity of dosage units /
OJHOPOAHOCTL JAO3UPOBAHHBIX
eAMHHII

7.4/74

According to requirements of Rus. Ph. or
Pharmacopoeia of the Union, 2.19.14 / B
CcOOTBETCTBUM ¢ TpebopaHusiMu I'® PO wunu
®EADC, 2.1.9.14

*The Acceptance Value (AV) should be less than
or equal to 15.0. / Iloxasameny npuemaemocmu
(AV) donoicen 6vime ne bonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykr cooTBeTcTBYET TpebopaHmaM HJJ

Conclusion : APPROVED /
3axnouenne: OJJOGPEHO

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

Member t Eg p

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

Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBoautens

Ajay Kumar / Quality Assurance- Team Member
[

el

Date / ara: 28-11-2024

Date / lata: 28-11-2024

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

CEPTUOPHUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 20 mg
Npoaykr: Pusaxcopen® TabneTky, NOKpHITHIE IIEHOYHOM 0600uK0H, 20 MT

Market / Prinok : Russia / Poccust

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

Cepus Ne : B2403811 Pasmep cepun " 126 KT

Analytical Repovrt No./ . 2002FP24002837 Date of Analysis / . 23-11-2024
AHaIMTHYECKHi oTueT No JlaTa aHanH3a

Date of Manufacture / . 30-10-2004 Date of Expiry / . 30-09-2027

JlaTa npoussoacTBa TI'ogen o

Mfg. License No. /

IIpon3BoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI'-RU)
JnueH3us Ne

Analysis performed according ND / Ananns nposeaen no HANe: JITI-Ne(002137)-(PT-RU)-100423

Page3 of 5/Crp.3m35
5 | Impurities / Ilpumecu
RVB3 amide impurity / Ilpumecs | Less than LOQ (LOQ = 0.021%) / Hwke | Not more than 0.2% / He 6onee 0,2 %
amuaa RVB-3 Tipefielia KOJIM4ECTBEHHOTO OIpeeNeHHs
S = - KO = 0,021%)
Individual unidentified impurity / (EIRO,=0, 02155 Not more than 0.2% / He 6omee 0,2 %
Jio6as emuHMYHASA TIPUMECH Less than LOQ (LOQ = 0.029%) / Huxe
Total imliurities / Cymma ?f—}féugn__a (l;’ %;I;':/GO;TBeHHOFO OTpeACHEHIA Not more than 0.3% / He Gosee 0,3 %
npuMeceH . d
Not detected / He o6HapyxeHa
6 | Water / Boga 3.6% wiw/ 3,6% Not more than 7.0 % w/w / He 6onee 7,0%.
7 | Microbial enumeration tests / MukpoGnoJsiorngeckast 44cTOTA
Total viable aerobic count / Less than 10 CFUper 1 g Not more than 10 CFU per 1 g/
Ob11ee KONUIECTBO Menee 10 KOER I 1 He 6onee 1° KOEEB 11
JKU3HECTIOCOOHBIX a3pOOHBIX
MHKpPOOPIaHH3MOB
Total yeasts and moulds count / Less than 10 CFU per 1 g/ Not more than 102 CFU per 1 g/
O61mee Yucio OPOoXKKEBbIX U Menee 1I0KOEB I T He 6onee 102 KOER 11
TUIECHEBBIX IPHOOB
Escherichia coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrctByeTrB 1 I OrcyrcrBueB 1 1
8 | Assay / KonnyecTBeHHoe 19.90 mg / 19,90 mMr 95.0 % to 105.0 % of rivaroxaban label claim / Ot
ompejaesieHHe (99.5% / 99,5%) 95,0% no 105,0% oOT 3asBIICHHOrO COJEP>KaHHUS
puBapokcabana.
Not less than 19.00 mg and not more than 21.00
mg of rivaroxaban / Ot 19,00 mMr mo 21,00 mMr
puBapokcabaHa.

Remarks : The Product confirms to ND/

IIpumeyanue: Ilpoaykt cooTBercTByeT Tpeboanusam HJ

Conclusion : APPROVED /
3axnwuenune: OJJOBPEHO

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

Member L&L,_,-

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

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykoroaurens
Ajay Kumar / Quality Assurance- Team Member

( /Jﬁ

Date / Hara: 28-11-2024

Date / lata: 28-11-2024

Date / Jlata: 28-11-2024




Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A
Product : Rivaxored film-coated tablets 20 mg
TpoxykT: Pusakcopen® TabneTky, IOKpHITHIE MNIEHOYHOMH 060504KO#, 20 MT
Market / Peinok : Russia/ Poccus
Batch No./ ] Batch Quantity / . 126 KG/
Cepus Ne e Pazmep cepuu * 126 KI'
Analytical Repo“rt No./ . 2002FP24002837 Date of Analysis / . 23-11-2024
AnanuTHdecknii oTdyeT No JlaTa aHasn3a
Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
Jara npousBoacTBa Togen g0
Mfg. License No. /
IpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIIT-Ne(002137)-(PT-RU)
Junen3us Ne
Analysis performed according ND / Auaau3 nposegen no HINe: JIIT-Ne(002137)-(PT-RU)-100423

Page 4 of S/ Ctp. 4135

9 | Packaging / YnakoBka

14 tablets per blister of polyvinylchloride/polyvinylidenechloride and printing lacquered
aluminum foil. 2 blisters and a package insert in a carton. / ITo 14 TabneTox B KOHTYpHYIO
TYEHKOBYIO YIIAKOBKY M3 TUIEHKHM MOJMBUHHIXJIOPUAHON /MONMMBUHUIHMIEHXIIOPHAHOH W
fouRry amnMuETCRATT
BKJIQ[BIOEM MMOMEIIAIOT B ITAYKy U3 KapTOHa.

TIn ? KOHTYPHRIC FYCHKONWA YIAKONKH NMEGTe ¢ TTHGTKOM-

!_ 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.

! _ HopMbl B creuMQHKALMM NPEACTABIEHB HA CPOK TOAHOCTH. IIpH BblycKe Npemapar IPOBEpSETCs B COOTBETCTBHH €O creuudukauyell Ha BBIIYCK, OITOMY B
cepTH(UKATE aHATH3A HA [IPENapaT MOryT GBITh ykasaHsl Goiee CTpOrHe HOPMBL, Y4eM B HACTOSIIMM HOPMATHBHOM AOKYMEHTE I10 KauecTBy.

* - Additional reference information. / [Jononnumensras cnpagoyHas uxgopmayus.

API name (INN) / Hanmenopanue A@C (MHH):

Rivaroxaban / Pusapokcaban

API manufacturer batch number /
Homep cepuu nponspoaurens APC:

AFQHO010392

FP Manufacturer API Batch number /
Homep cepun cybcTanuuu npouspoautens I'JID:

FBRA00230

API Manufactured by & country /
IIpouszBoantens ADPC, crpaHa:

Dr. Reddy's Laboratories Ltd., India /
HO-p Pennu’c JIabopatopuc Jita., Muaua

Name, address, authorization No for FP manufacturing
site / Control site / Release site /
Haumenosauue, aapec, auuensus s [IpoussoacTBeHHast

naomanka /

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) /

IlponssoacTeeHHoe moapasaenenue — I, Yuacrku Ne 42, 45, 46,
Bauynaanu Busuniagk, Bauynanan Mauaan, Meguan
Mankagxrupu Jucerpukr, wrar Tedanrana, Hugas 500 090
(JInuensun Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoxyxt cooTBercTByeT Tpedosanuam HJI

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

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

Member \ g ?

Team Member

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

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

A
vl

Date / Nata: 28-11-2024

Date / Tata: 28-11-2024

Date / Nata: 28-11-2024




Dr.Reddy’s Q%.’.

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

|Froduct : Rivaxored film-coated tablets 20 mg
\Mpoayxr: Pusakcopen® TabneTky, MOKPHITEE MIEHOYHOM 06004KOH, 20 MT
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 126 KG/
Cepns Ne i BE e Pazmep cepun " 126 KI'
Analytical Repovrt No./ . 2002FP24002837 Date of Analysis / . 23-11-2024
AnanuTH4eckHil oTueT Ne JlaTa anajamn3za
Date of Manufacture / . 30-10-2024 Date of Expiry / . 30-09-2027
JaTa npousBoacTsa Toaen xo
Mfg. License No. /
ITIpousBoacTBeHHast : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI'-RU)
JuneH3us No
Analysis performed according ND / Ananus nposenen mo HJINe: JII-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 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».

3aKIIOYEHHE O COOTBETCTRHH: «HacToAIMUM s MOATBEp:KAal0, YTO MpHBeNeHHas Bblile HHGOPMaUHs SBJIAETCS NOCTOBEPHOM M TOYHOIA.
OTa cepus NpoIyKIMK Npou3BefieHa (BKIFOYAs YIIAKOBKY (MapKMpPOBKY) M KOHTPOJIb KQ4E€CTBa) Ha BEILIEYKa3aHHOMN IIPOU3BOACTBEHHOM
niomanke (MIomaaKax) B MOJHOM COOTBETCTBHM ¢ TpeGopanuaMu IIpaBun Haiexaleil MpoM3sBOACTBEHHON npakTuku Eppasuiickoro
skoHoMHueckoro coroza (NeGMP/EAEU/RU/00573-2022 ot 23 cenrsbps 2022) u TpeGOBaHMAMU KOHTpOJS KAuecTBa JIEKAPCTBEHHBIX
CDENCTB, a TAKKE B COOTBETCTBHH CO CreLM(UKALMIMH, COAEPXKAIMMUCA B PDEUCTPALMOHHOM AOCHE CTPaHBI-UMIIOpTepa. 3alucH o
TIPOM3BOJICTBY, YHAKOBKE M aHAIM3Y HPOBEPEHBL, H YCTAaHOBIIGHO MX COOTBETCTBHe TpeGoBaHuaM Ipasun Hamiexalueil NpoU3BOACTBEHHOM
IpaKTUkK EBpazuiickoro SkKOHOMHYECKOTO COK3a».

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

IIpumeuanne: Ilpoayxr cooTeeTcTRYeT Tpeboraumsam H]J 3axaouenne: OJOBPEHO

Prepared by / IToarorosnexo: Checked by / IIposepeHo: Approved by: Manager/Executive /

D. Latha / Quality control- Team N.V. Krishna / Quality control- OnobpeHo: MeHemxkep / PykoBonutens

Member _ Team Member Ajay Kumar / Quality Assurance- Team Member

4 A

Date / Hata: 28-11-2024 Date / Jlata: 28-11-2024 Date / Jlata: 28-11-2024




