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Dr.Reddy’s ‘;‘ CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : Rivaxored film-coated tablets 15 mg
Ipoaykr: PuBakcopen® TabaeTky, HOKpHITEIE MIEHOIHOH 060109K0H, 15 M
Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / . 126 KG/
Cepus Ne + B2502630 Pasmep cepun " 126 KI' |
Analytical Repourt No./ : 2002FP25002068 Date of Analysis / . 31-08-2025
AHaJINTHYECKHIi oTUeT No JlaTa ananuza
Date of Manufacture / . 04-08-2025 Date of Expiry / . 31-07-2028
JlaTa npon3BOACTBA TI'open no
Mfg. License No. /
IIpousBoAcCTBEHHASN : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI-RU)
JIHueH3Hus Ne
Analysis performed according ND / Ananu3 nposeger no HJINe: JITT-Ne(002137)-(PT-RU)-100423
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Ne Test / IloxazaTenn Result / Pe3ynsTaThl Specification / Hopma

1 | Description / Onucanue Round biconvex red film-coated tablets | Round biconvex red film-coated tablets with
with "15" engraved on one side and | "15" engraved on one side and smooth on the
smooth on the other side. White core on a | other side. White to off-white core on a cross-

cross-section. / Kpyrieie | section. / Kpyrable  IOBOSKOBBIITYKIIBIE
JBOSIKOBBIMYKJIBIE TaOJNIETKM KpacHOrOo | TAONETKM KpacHOTO LIBETa, IOKPBITHIE
1BETa, IOKPEITEIE IUICHOYHOH | IUIEHOYHOM 000JI0YKOM, C TPaBHPOBKO «15»

obonoukoii, ¢ rpaBUpoBKOH «15» Ha | Ha OXHOM CTOPOHE W INTagKue Ha Apyroif. Ha
OJIHO}i CTOpPOHE U Tafikue Ha Apyroil. Ha | momepedHoM cpese — Aapo oT Oenoro Ao
IIOTIEPEYHOM cpe3e — Apo 0eNoro nBeTa. | ModTH 6€10ro LBETA.

2 | Identification / nenTuduUKaAUM

HPLC/ Complies as prescribed / Retention time of the main peak in the
CooTBeTcTBYET TPEOOBAHUAM chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of standard solution ("Assay"
test). / Bpems ynepxuBaHUA OCHOBHOI'O MHKa
Ha XpOMaTorpaMMée HCIBITYeMOro pacTBopa
JOJDKHO COOTBETCTBOBATh BpPEMEHH
yIep)KMBaHUS  OCHOBHOTO  IIHKa  Ha
XpoMaTorpaMMe CTaHAApTHOTO pacTBOpa
(¥cnbiTaHKe «KonnmyecTBeHHOE
OMpENETEeHUED ).

BIXX

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

Mpumeyanne: [poxykT coorBercTyer Tpebosanusm HJI 3axmwuenne: OJOBPEHO
Prepared by / Checked by / ITposepeHo: ||Checked by (AQA)/ Approved by: Quality
IMoaroToBneHo: D. Latha - Quality control- ||[[Tpoeepeno (AOK): Assurance/Authorized person /
CH. Prasad - Quality Team Member V. Prashanth - Quality Ono6peno: ObecneueHne
| control- Team Member Assurance- Team Member ||xauectBa/OTBETCTBEHHOE JIMLO:
@ l—% CH. Venkateswara Rao- Quality .
§ L[WPO Assurance- Team Member Ly

T L3
Date /Jlata: 31-08-2025 Date /[lata: 31-08-2025 |[Date /[dara: 31-08-2025 Date /[dara: 31-08-2025




Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Rivaxored film-coated tablets 15 mg
IpoaykT: Pusakcopen® TaGneTku, MOKpHIThIE ILIEHOYHON 060M0YKOM, 15 Mr

Market / Poinox : Russia / Poccust

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

Cepust Ne + B2502630 Pa3smep cepuu © 126 KT’

Analytical Repo“rt No./ - 2002FP25002068 Date of Analysis / . 31-08-2025
AHanHTHYECKHIT oTyeT No JlaTa ananmuza

Date of Manufacture / . 04-08-2025 Date of Expiry / . 31-07-2028

JlaTa mpon3BoacTBa Tonen no

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaer mo HJINe: JITI-Ne(002137)-(PT-RU)-100423
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IR spectrometry /

HK-cnexmpomempua

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’l,"and 991 cm! with a deviation of NMT
+10 cm™ in the 4000 400 cm™ range. / UK-
CIEKTpEl MpenapaTa M  CTaHOapTHOIO
o0paznia, CHATHIE B HCKe ¢ Kalwis GpoMumom
P, B o6nactu ot 4000 mo 400 cm™! mOmKHEL
TIPOSIBJIATE MAaKCMMYMEI TMOTJIOIIEHHS TPH
BOJIHOBBIX 4ncaax 1646 cm™, 1145 e 1 991
cm’! ¢ oTkoHeHMeM He 6onee £10 vl

3 | Dissolution / PacTBopeHue Unit-1/ Taomn.-1 92% NLT 80 % (Q) of rivaroxaban label claim
1 0,
Unit2 / Taon.2 2% after 30 min. / He menee 80% (Q) ot
3asBJICHHOTO COJEpPXKaHus puBapokcabaHa

Unit-3 / Ta6n.-3 92% gepe3 30 MUHYT.

Unit-4 / Tabn.-4 91%

Unit-5 / Tabn.-5 92%

Unit-6 / Ta6mn.-6 93%

4 | Uniformity of dosage units / According to requirements of Rus. Ph. or
OaHopoaHOCTHL J103MPOBAHHBIX Pharmacopoeia of the Union, 2.1.9.14 / B
€AMHHIL COOTBETCTBUH C TpeGopanmwsiMu I'® PO mwiu

®EADC, 2.1.9.14

1.8/1.8
*The Acceptance Value (AV) should be less
than or equal to 15.0. / Iloxazamens
npuemnemocmu (AV) donocer Gotme He bonee
15,0.

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

Ipumeyanme: [ponykT cooTBeTcTBYET TpeboBaHMIM HJL 3axtioyenne: OJJOBPEHO

Prepared by / |[Checked by / TIposepero: |[Checked by (AQA) / Approved by: Quality

IToarorosneHo: D. Latha - Quality control-|{[Iposepero (AOK): Assurance/Authorized person /

CH. Prasad - Quality
control- Team Member

¢

V. Prashanth - Quality
||Assurance- Team Member

)

Team Member

N7

Onobpeno: Obecnieuenye
KayecTBa/OTBETCTBEHHOE JIMLIO:
CH. Venkateswara Rao- Quality
Assurance- Team Member

bx

[ T
"Date /MMata: 31-08-2025

Date /Jlata: 31-08-2025

Date /[1ara: 31-08-2025

Date /JTata: 31-08-2025




Dr.Reddy’s ‘f"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Rivaxored film-coated tablets 15 mg

Hponyxr: Pusakcopen® TabneTky, HOKpHITHIE IUIEHOYHOH 060JI0UKOM, 15 Mr

Market / PeiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 126 KG/
Cepusi Ne : B2502630 Pasmep cepuu " 126 KT
Analytical Repovrt No. / . 2002FP25002068 Date of Analysis / . 31-08-2025
Ananurndecknii orgyer Ne JlaTa aHa/M3a

Date of Manufacture / : 04-08-2025 Date of Expiry / . 31-07-2028
JlaTa npou3BoACTBa T'ogeH no

Mfg. License No. /

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

Analysis performed according ND / Anayims nposeaed no HANe: JITI-Ne(002137)-(PT-RU)-100423
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5 | Impurities / Ilpumecn

RVB3 amide impurity / [Tpumecs
amuna RVB-3

Individual unidentified impurity /
JIro6as eguHIMIHAS IPUMECH

Total impurities / Cymma
npuMecei

Not detected / He 06HapyxeHa
Less than LOQ (LOQ = 0.029%) / Huxe

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

npeacia KOJIMYECTBCHHOT'O onpe)leneﬂm
(IIKO = 0,029%)

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

Not detected / He 0OHapyxeHa

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

6 | Water/ Bopa

3.6% w/w / 3,6%

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

7 | Microbial quality/ Muxpo6uonorndyeckasi 4JUcToTa

Total viable aerobic count /
OO6l11ee KONUYECTBO
KHU3HECTIOCOOHBIX a3pOOHBIX
MUKpPOOPIaHH3MOB

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

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

Total yeasts and moulds count /
Ob1ee YMCI0 OPOFIKEBBIX H
IUIECHEBBIX TPHOOB

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

Not more than 10> CFU per 1 g/
He Gonee 10° KOEEB 1 T

Escherichia coli

Absent in 1 gram /
OrcyrctByeTB 1 T

Shell be absent in 1 gram /
OrcyrctBue B 1 T

8 [ Assay / KonnyecTBeHHOE
onpegenenue

15.15mg/ 15,15 mr
(101.0% / 101,0%)

95.0 % to 105.0 % of rivaroxaban label claim
/ Ot 95,0% mo 105,0% oT 3adBIEHHOrO
COJIepXKaHUsA puBapokcabaHna.
Not less than 14.25 mg and not more than
15.75 mg of rivaroxaban / Ot 14,25 Mr no
15,75 mr puBapokcabana.

Remarks : The Product confirms to ND/
ITpumeyanue: Ilponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmiouenune: OJJOBPEHO

Prepared by /
[ToxrorosieHo:

CH. Prasad - Quality
control- Team Member

i

Checked by / ITposepeno:
D. Latha - Quality control-
Team Member

Checked by (AQA) /
[Mposepeno (AOK):
||V. Prashanth - Quality

L% —

()

Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyeHue
kauecTBa/OTBETCTBEHHOE JIMIIO:
CH. Venkateswara Rao- Quality
Assurance- Team Member

v

Date /Ilata: 31-08-2025

Date /JaTa: 31-08-2025

X
Date /[lara: 31-08-2025

Date /JTata: 31-08-2025




| Dr.Reddy’s ‘:‘."

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJTU3A
Product : Rivaxored film-coated tablets 15 mg T
Hponyxr: Pusakcopen® TabaeTky, MOKpPLITHIE IUIEHOYHOM 060109KOi, 15 MP
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 126 KG/
Cepusi Ne » B2502630 Pazmep cepun " 126 KT
Analytical RepOj't No./ - 2002FP25002068 Date of Analysis / . 31-08-2025
AHanuTHYecKHil oTyeT Ne JlaTa aHaim3a
Date of Manufacture / . 04-08-2025 Date of Expiry / . 31-07-2028
aTa NpoU3BOICTBA T'ogen oo
Mfg. License No. /
IIpousBoacTBeHHAasI : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI-RU)
JuneH3us Ne
Analysis performed according ND / Anaaus nposenen mo HANe: JITI-Ne(002137)-(PI'-RU)-100423
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9 | Packaging / YnaxkoBka

14 tablets per blister of polyvinylchloride/polyvinylidenechloride and printing lacquered
aluminum foil. 2 blisters and a package insert in a carton. / ITo 14 TabneTok B KOHTYpHYIO
SYEUKOBYIO YMaKOBKY U3 IUIEHKY TIONMBUHWIXJIOPUAHOHN /TIONMBUHIINIEHXJIOPUIHON 1
GONBTH AMFOMHHHUCBONW. 2 KOHTYPHBIX SUEHKOBBIX YHAKOBOK BMECT€ C JIMCTKOM-

BKJI3JIBIIIEM NOMEIIAOT B NAYKY M3 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.

— HOpMBI B cieU(UKALHHN TIPEACTABIECHB! Ha CPOK rogHOCTH. IIpH BEIMYCKe Npenapat NpOBEPAETCS B COOTBETCTBHHU CO crielduKaliiel Ha BBITYCK,

NO3TOMY B CepTH(HKATE aHATH3a Ha NIPENapaT MOryT ObITh YKka3aHsl 60Nee CTPOTUE HOPMBI, YeM B HACTOAIMM HOPMAaTHBHOM JJOKYMEHTE 110 KaYeCTBY;
* - Additional reference information. / Jononnumenshaa cnpagouHas ungopmayus.

API name (INN) / Haumenoranue A©C (MHH):

Rivaroxaban / PuBapoxcaban

API manufacturer batch number /
Homep cepnn npoussoaurensa APC:

AFRH002413

FP Manufacturer API Batch number /
Howmep cepuu cyOeTannuu npounspoautesi IJIP:

FBRAO00569

API Manufactured by & country /
IIpouszBoaurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penmw’c JIaboparopuc JIta., Manus

Name, address, authorization No for FP manufacturing
site / Control site / Release site /

HaumenoBaHnue, aapec, Junensus Aas Ilponssoacreennas
miomaaka /

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) /
IIpousBoacTBeHHoe noapasaeiaenue — II, Yuyacrku Ne 42, 45,
46, bauynasutn Bunnamk, Bauynanna Manaas, Mengan
Manxkamxrupu Querpukr, wrat Tesanrana, Maans 500 090
(JInuen3zus Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/
|[Mpumeuanue: IlpogykT cooTBeTCTBYET TpebOBaHKAM H]J

[Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToxrorossneHo:

CH. Prasad - Quality
control- Team Member

&

Checked by / ITposepeno:
D. Latha - Quality control-
Team Member

g

Checked by (AQA) /
[Tpoeepeno (AOK):

V. Prashanth - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
|Ono6peno: Obecneuenue
kauecTBa/OTBETCTBEHHOE JIULIO:

CH. Venkateswara Rao- Quality
Assurance- Team Member W
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\
Date /[lata: 31-08-2025 Date /Ilata: 31-08-2025

Date /J/lata: 31-08-2025

Date /[ara: 31-08-2025




CERTIFICATE OF ANALYSIS

| Dr:Reddy’s ":‘

CEPTUOUKAT AHAJIM3A

Product : Rivaxored film-coated tablets 15 mg

Iponykr: Pusakcopen® TabneTku, TOKPHITEIE IIEHOUHOH 060104KO0M, 15 M
> 2

JaueH3ns Ne

Market / Peinok : Russia / Poccus

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

Cepusi Ne 852292630 Pasmep cepuu * 126 KI'

Analytical Repourt No./ . 2002FP25002068 Date of Analysis / . 31-08-2025
AHanuTH4YecKHii oTueT Ne Jlara aHanu3a

Date of Manufacture / . 04-08-2025 Date of Expiry / . 31-07-2028

JlaTa npou3BOACTBA Tonen mo

Mfg. License No. /

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

Analysis performed according ND / Ananu3 nposeaen no H/INe:

JIII-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».

3axodeHue 0 CoOTBeTCTBUN: «HacTosAImIIM 5 IOATBEPXK A0, YTO PHBEICHHAS BBIIIE HHPOPMALYLA IBIIACTCS IOCTOBEPHOH 1
To4HOM. DTa cepus NPOIYKLMH MPOH3Be/ieHa (BKII0Uas yIakoBKy (MApKUPOBKY) ¥ KOHTPOJIb Ka4ecTsa) Ha

BBINIEYKa3aHHOH IIPOM3BOICTBEHHOH IUTOMAAKe (IUI0MAAKaX) B IIOJTHOM COOTBETCTBUU ¢ TpeboBaHmsiMM I1papun
HaJUIeXallel IpoUu3BOACTBEHHOM NpakTUkH EBpasuiickoro sxoHoMuaeckoro corosa (NeGMP/EAEU/RU/00573-2022 ot 23
ceHTa0ps 2022) u Tpe6OBaHUAMHI KOHTPOJI KaUeCTBa JIEKAPCTBEHHBIX CPEICTB, a TAKXKE B COOTBETCTBHH CO
cnenupUKausIMY, COAEPXKAIMUMHUCS B PETUCTPALIOHHOM [OChe CTPaHbI-MMIOPTepa. 3alKCH 10 IIPOH3BOJACTBY, YIIAKOBKE M
aHIK3y POBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHusIM IIpaBui HaluteKaleH MPOM3BOACTBEHHOM IPAKTHKH

EBp&HﬁCKOFO OKOHOMHYECCKOI'0O COI03a».

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Team Member

Ko

||CH. Prasad - Quality
control- Team Member

V. Prashanth - Quality
Assurance- Team Member

i)

IMpumeuanne: [Ipoaykr cootsercTryer TpeGopanuam HJJ 3axmiouenne: OJJOBPEHO
Prepared by / Checked by / ITposepeno: [|Checked by (AQA) / Approved by: Quality
IToprorosneHo: D. Latha - Quality control-|[{[Iposepetro (AOK): Assurance/Authorized person /

Onobpeno: Obecnedenne
kauecTBa/OTBETCTBEHHOE JIUIIO:

CH. Venkateswara Rao- Quality
Assurance- Team Member LA

Date /JTata: 31-08-2025 Date /J{ata: 31-08-2025

<
Date /ata: 31-08-2025

Date /Jata: 31-08-2025




