Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 15 mg
Ipoayxr: Pusakcopen® Tabnerku, NOKPHITHIE IEHOYHO 06010UKOA, 15 Mr

Market / Peinox : Russia / Poccus

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

Cepus Ne : B2403808 Pazmep cepun © 126 KT

Analytical Repovrt No./ . 2002FP24002814 Date of Analysis / . 23-11-2024
AHanutHyecknii oruer Ne Jlara anaanza

Date of Manufacture / : 28-10-2024 Date of Expiry / . 30-09-2027

Jara npousBoacTBa Toaen mo

Mfg. License No. /

IIpousBoacTBEHHAsN : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PT-RU)
JHIEeH3HA Ne

Analysis performed according ND / Auanu3 npoeeaer o HIANe: JITI-Ne(002137)-(PI'-RU)-100423

Page1of 5/Crp.1m35

Ne Test / Iloka3aTeas

Result / PesyasTaThl

Specification / Hopma

1 | Description / Onncanue

Round biconvex red film-coated tablets
with "15" engraved on one side and
smooth on the other side. White core on a

cross-section. / Kpyrizie
JBOSIKOBBIMTYKIbIE TabJIETKH KpPacHOTo
LBeTa, MOKPEITHIE ILIEHOYHOA

obonoukoif, ¢ rpaBHpoBKOl «15» Ha
OZHOM CTOPOHE U riafxue Ha apyroii. Ha
MOTMEPEYHOM Cpe3e — spo Gexoro 1pera.

Round biconvex red film-coated tablets with "15"
engraved on one side and smooth on the other
side. White to off-white core on a cross-section. /
Kpyrnele NBOSKOBBHIMYKJIBIE TaONEeTKH KpacHOro
LIBETa, IIOKPHITHIE IUIEHOYHOH 000J0YKOi, C
TPaBUPOBKOH «15» Ha OOHOM CTOpPOHE U IJIAIKUE
Ha apyroii. Ha momepedHoM cpese — sAApo OT
6enoro g0 nouty 6eoro 1BeTa.

2 | Identification / nenTHdHKAN U

HPLC/
BIXX

Complies as prescribed /
CooTBeTcTBYyeT TpeGOBaHUAM

Retention time of the main peak in the
chromatogram of test solution should comply
with retention time of the main peak in the
chronatogra vl standard solution ("Assay"” lest).
/ Bpems ynepKHpaHMs OCHOBHOIO [IHKa Ha
XpOMaTorpaMMe HCIBITYEMOrO PACTBOPA NOJKHO

COOTBETCTBOBATH BPECMEHHU YACPXKHUBaHHA
OCHOBHOTI'O ITHKa Ha XpoMarorpaMme
CTaHdapTHOI O pactBopa (HCHLITaHPIe

«KonugecTBeHHOE onpenenel-me»).

Remarks : The Product confirms to ND/
IIpumeuyanne: IIponykT coorBeTcTBYeT Tpebopanmsam HJ|

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

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

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

5

Approved by: Manager/Executive /

OnobpeHo: Menemxkep / PykoBoxurens

Ajay Kumar / Quality Assurance- Team Member
."\

exd

Date / ata: 27-11-2024

Date / Jlata: 27-11-2024

Date / Jata: 27-11-2024




Dr. Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Rivaxored film-coated tablets 15 mg
Ipoaykr: Pusakcopen® tabnerku, MOKpHITHE NIEHOYHOH 060JI04KO#H, 15 Mr

Market / PoiHOK : Russia / Poccus

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

Cepusi Ne + B2403808 Pazmep cepun " 126 KT

Analytical Repovrt No./ . 2002FP24002814 Date of Analysis / . 23-11-2024
AHanHTHYeCKH# oTdeT No JlaTa anann3za

Date of Manufacture / . 28-10-2024 Date of Expiry / . 30-09-2027

JlaTa npousBoacTBa I'onen go

Mfg. License No. /

HpouzBoacTBeHHAS 1 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI'-RU)
JHiensus Ne

Analysis performed according ND / Ananus nposeaen no HIANe: JITI-Ne(002137)-(PI-RU)-100423
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IR spectrometry /

HK-cnexmpomempun

Complies as prescribed /
CootBetcTByeT TpeOOBaHUIM

IR spectra of the medicinal product and the
reference standard taken in the potassium bromide
P disk should exhibit absorption maxima at wave
niimhers 1646 em™, 1145 em™!, and 991 em™! with
a deviation of NMT %10 cm™! in the 4000 400 cm™
' range. / MK-cmexTpel mpemapata M
CTaHAApTHOrO 06paslia, CHATHIE B HHCKE C KaJHs
6pomunom P, B ofnactu ot 4000 mo 400 cm’!
JOJDKHEI TIPOSIBIIATE -MAKCHMYMBI IOTJIOIIEHHUS
IpH BOJHOBEIX uncnax 1646 cm™’, 1145 cm™! m 991
cm’! ¢ oTknoneHHeM He Gonee £10 cml.

eANHHIY

3 | Dissolution / PacTBopenne

4 | Uniformity of dosage units /
OnHopoAHOCTH J03MPOBAHHBIX

Unit-1/ Tabmn.-1 91%

Unit-2 / Ta6bn.-2 90%

Unit-3 / Ta6bn.-3 91%

Unit-4 / Tabn.-4 90%

Unit-5 / Tabn.-5 90%

Unit-6 / Tabn.-6 89%
4.7/4.7

NLT 80 % (Q) of rivaroxaban label claim after
30 min. / He menee 80% (Q) oT 3asBJIeHHOTO
coxepxanus puBapokcabana yepes 30 MUHYT.

According to requirements of Rus. Ph. or
Pharmacopoeia of the Union, 2.1.9.14 / B
cooTBeTcTBUU ¢ Tpebopanuamu ['® PO wumum
®EADC, 2.1.9.14

*The Acceptance Value (AV) should be less than
or equal to 15.0. / Iloxazamenv npuemaemocmu
(AYV) oonoxcen bbime ne 6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykr cootBeTcTBYeT TpeboBaHuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / ITonrorosnexo: Checked by / TIposepeno: Approved by: Manager/Executive /
D. Latha / Quality control- Team N.V. Krishna / Quality control- OpobpeHo: Menemxep / PykoBomurens
Member Team Member Ajay Kumar / Quality Assurance- Team Member
n
£ t_/ijl
Date / lata: 27-11-2024 Date / Tara: 27-11-2024 Date / Mata: 27-11-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Rivaxored film-coated tablets 15 mg
IpoaykT: Pusakcopen® TabreTky, NOKPHITHIE IIEHOYHOM 060T0UKOM, 15 Mr

Market / PoiHox : Russia / Poccus

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

Cepusi N ¥ B2403308 Pasmep cepun " 126 KT

Analytical Repovrt No./ . 2002FP24002814 Date of Analysis / . 23-11-2024
AHaIHTHYECKHH oTueT Ne JlaTa ananusa

Date of Manufacture / . 28-10-2024 Date of Expiry / . 30-09-2027

JaTa npoussoncTBa Togen xo

Mfg. License No. /

IIpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JII1-Ne(002137)-(PI-RU)
JuneHsus Ne

Analysis performed according ND / Auanns nposeges mo HJINe: JIIT-Ne(002137)-(PI'-RU)-100423
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5 | Impurities / Ilpumecn

RVB3 amide impurity / IIpumecs
amunga RVB-3

Individual unidentified impurity /

Less than LOQ (LOQ = 0.021%) / Hixe
npeea KOMHIeCTBEHHOTO ONpeNeIeHus

Not more than 0.2% / He Gonee 0,2 %

(IIKO = 0,021%)

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

Jhobast enMHUYHAS IPUMECH 0.03%/ 0,03%
Total impurities / Cymma 0.03%/0,03% Not more than 0.3% / He 6onee 0,3 %
- TIpuMecei .
6 | Water/ Boaga 4.0% w/w / 4,0% Not more than 7.0 % w/w / He Gonee 7,0%.

7 | Microbial quality/ MukpoGuosiorudeckasi Y4HCTOTa

Total viable aerobic count /
OO011ee KOITHYECTBO
JKH3HECTIOCOOHBIX a9pOoOHBIX
MUKPOOPTaHHU3MOB

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

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

Total yeasts and moulds count /
O61ee 4uCi0 APOKIKEBBIX U
TUICCHEBBIX TPHOOB

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

Not more than 102 CFU per 1 g/
He Gonee 10°KOE B 1 1

Escharichia coli

Absent in 1 gram /
OrcyrerByeTrB 1 T

Shell be ahsent in 1 gram /
OtcyrctBue B 1 1

8 | Assay/KonnyecrBenHoe
onpejeiieHHe

14.97 mg / 14,97 mr
(99.8% / 99,8%)

95.0 % to 105.0 % of rivaroxaban label claim / Ot
95,0% 10 105,0% OT 3asBIEHHOr0 COAEP)KaHUA
puBapokcabaHa.
Not less than 14.25 mg and not more than 15.75
mg of rivaroxaban / Ot 14,25 mr go 15,75 mr
puBapokcabaHa.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/

IIpumeuanue: IIponykr coorBeTcTBYeT TpeboBanmaM HJJ

3axaiouenne: OJIOBPEHO

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

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

Team Member

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

o
el

Date / Jlata: 27-11-2024

Date / Tara: 27-11-2024

Date / Nara: 27-11-2024




Dr. Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product : Rivaxored film-coated tablets 15 mg
Iponyxt: Pusakcopen® Ta6neTky, HOKPHITHIE MIEHOYHON 060I0YKOH, 15 Mr ]
Market / PeiHox : Russia/ Poccust
Batch No. / . Batch Quantity / . 126 KG/
Cepust Ne 3 B2402808 Paszmep cepun © 126 KT
Analytical Repovrt No./ . 2002FP24002814 Date of Analysis / . 23-11-2024
AHanuTHYeCKHid oTdeT Ne JlaTa aHanuza
Date of Manufacture / . 28-10-2024 Date of Expiry / . 30-09-2027

Jara NpON3BOACTBA

Tonen no

Mfg. License No. /
TponsBoacTBEeHHAN : 63/RR/AP/96/F/R

JuneH3sns Ne

MA number: / Homep PY : JIII-Ne(002137)-(PT-RU)

Analysis performed according ND / Ananu3 nposeaen nmo HIANe: JITI-Ne(002137)-(PI'-RU)-100423

Page 4 of 5/Ctp. 4m3 5

MOMEINarOT B IMIa4YKy

9 | Packaging / YnakoBka 14 tablets per blister of polyvinylchloride/polyvinylidenechloride and printing lacquered
aluminum foil. 2 blisters and a package insert in a carton. / Ilo 14 TabneTok B KOHTYpHYIO
AYEHKOBYIO YINAKOBKY M3 IUICHKM MOJMBHHUIXIOPUAHON /TOJMBHHHIMACHXJIOPUAHON H
(OJIBTH ATFOMUHHEBOM, 2 KOHTYPHBIX AUeiKOBBIX YIIAKOBOK BMECTE C JIUCTKOM-BKJIabIIEM

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 i this Normative Document on quality.

.

! — HopMel B cHeLuQuKaLmMK NPEACTABNCHBl Ha CPOK rofHOCTH. IIpH BBIMyCKe MpenapaT NpoBEpAETCs B COOTBETCTBHH CO cnenM(HKalMed Ha BBIIYCK, TO3TOMY B
cepTuduKaTe aHaNK3a Ha PENapaT MOTYT OBITh yKasaHbl §ONee CTPOrME HOPMSI, 4e€M B HACTOALIMM HODMAaTHBHOM JOKYMEHTE N0 Ka4€CTBY.
* - Additional reference information. / Jononnumeneras cnpasounas ungopmayus.

API name (INN) / Hanmenosanue A®PC (MHH):

Rivaroxaban / PuBapokcabaH

Homep cepun cyoctaHuun npoussoautens I'JIdD:

API manufacturer batch number /
Homep cepun npouspogurtens ADC: HEQHOIGSE2
FP Manufacturer API Batch number / FBRA00230

API Manufactured by & country /
IIpouseoaurtesns APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c JlaGopatopuc Jita., Manus

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

HaunmenoBanue, agpec, tuuen3us aAus IlpoussoacreeHHas
miIomaaka /

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) /

IpoussoacreenHoe noapasaenenne — I, Yuacrrn Ne 42, 45, 46,
Bauynamwmm Bunnamx, Bagyynannu Mangan, Meggan
Mankamxrnpu Jucrpukr, mrat Tenanrana, Hngusa 500 090
(JInuensusa Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/
Hpumeuanne: IIpoxykt cooTreTcTRYET TpeGoBanmam HJT

Conclusion : APPROVED /
3axynouenue: OJJOBPEHO

Prepared by / TToaroTorneHo: Checked by / IIpoBepeno: Approved by: Manager/Executive /
D. Latha / Quality control- Team N.V. Krishna / Quality control- Onmo6peHo: Menemxkep / PyxoBoguresns
Member | Team Member Ajay Kumar / Quality Assurance- Team Member
£
L4
Date / Tata: 27-11-2024 Date / data: 27-11-2024 Date / Hara: 27-11-2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHU®UKAT AHAJIV3A

Product : Rivaxored film-coated tablets 15 mg
IpoayxT: Pusakcopen® Tabnerkyu, MOKPHITEIE IIEHOYHOH 060N04KO#, 15 Mr
Market / Peinox : Russia / Poccus
Batch No. / . Batch Quantity / . 126 KG/
Cepus Ne : B2403808 Pa3smep cepun " 126 KT
Analytical Repoﬁrt No./ . 2002FP24002814 Date of Analysis / . 23-11-2024
ABanuTHyeckHii oruer Ne Hdarta aHaauza
Date of Manufacture / . 28-10-2024 Date of Expiry / . 30-09-2027
JlaTa nponsBoacTBa Togen xo
Mfg. License No. /
IIponsBoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PT'-RU)
aunensus Ne

Analysis performed according ND / Ananus nposexen no HINe: JIII-Ne(002137)-(PI'-RU)-100423
Page 5of5/Crp. Suz 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».

3aKmoYeHHe O COOTBETCTBUM: «HacToAINM s MOATBEpPKAal0, YTO MPUBEAEHHAs Bhile UHGOPMAIHS SBISETCA JOCTOREPHOM M TOYHOIL.
3OTa cepus MPOAYKUMH NPOU3BEAEHa (BIUTOYAA YIIAKOBKY (MApKUPOBKY) M KOHTPOJIb KAYECTEA) Ha BEILIEYKA3aHHOM MPOM3BOACTEEHHOM
mnomake (MUICIAAKax) B MOJHOM COOTBETCTBUH C TpeGoBaHusamMu [IpaBun Hamuexaleil POM3BOACTEBEHHOM MPakTHKH EBpasuiickoro
sKkoHOMHYECKOTr0 coroza (NeGMP/EAEU/RU/00573-2022 ot 23 centsibpst 2022) U TpeGOBAHHSIMM KOHTPOJIS KA4€CTBA JIEKAPCTBEHHBIX
CPEJICTB, & TAKKE B COOTBETCTBUH CO CIEIMPUKALNAMY, CONEPHAIUUMHICA B PETHCTPALMOHHOM JIOChE CTPAHBI-UMIIOPTEPA. 3allMCH 10
MPOM3BOJCTBY, YIIAKOBKE U aHATIM3Y MPOBEPEHEL, U YCTAHOBJICHO HX COOTBETCTBHE TpeboBaHusIM [Ipasun Hayiexauei Ipou3B0ICTBEHHOM

TMpaKkTUKHA EBpa?,m‘»'{cxoro 3KOHOMHYECKOIo COr3a».

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

IIpumeuanme: IpomykT cooTBeTcTBYeT TpeGoBanusam HJT

3akmwuenne: OJJOBPEHO

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

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

Approved by: Manager/Executive /
Opo6peno: Menemxkep / PykoBoauTens
Ajay Kumar / Quality Assurance- Team Member

o4\

Date / Hata: 27-11-2024

Date / Mara: 27-11-2024

Date / Jlata: 27-11-2024




