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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTHOHNKAT AHAJIM3A

Product : Rivaxored film-coated tablets 10 mg
Ipoaykr: Pusakcopen® TabneTkH, HOKpHITHIE IIEHOYHOH 060104K0#, 10 MF

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / 126 KG/

Cepus Ne Rl Pasmep cepun 126 KT’

Analytical Repovrt No./ . 2002FP24002804 Date of Analysis / . 23.11-2024
AvalnTHYecKHuii oTyeT Ne JlaTa anajau3za

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

Jata nponsBoacTaa T'oaeH no

Mfg. License No. /

IIpouzBoacTBeHHAas 1 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(002142)-(PT'-RU)
JauneH3usa Ne

Analysis performed according ND / Anaan3 nposeaen nmo JITI-Ne(002142)-(PT-RU)-110423

Page1 of4/Crp. 1 n3 4

Ne

Test / IlokasarTenn

Result / PeayasTaTsl

Specification / Hopma®

1

Description / Onucanmne

Round biconvex light pink film-coated
tablets with "10" engraved on one side and
smooth on the other. White core on a
cross-section. / Kpyrneie
JBOSKOBEITYKJIBIE ~ TabneTkH  CBETJIO-
PO30BOr0 IRETA, MOKPHITHIC ILUICHOYHOMH
obonoukoi, ¢ rpaBupoBkoii «10» Ha
OJHOM CTOpOHE U IJIafkue Ha apyroii. Ha
TOMepEyHOM Cpe3e — AApo Gesoro npera.

Round biconvex light pink film-coated tablets
with "10" engraved on one side and smooth on the
other. White to off-white core on a cross-section.
/ Kpyrnbie IBOSKOBBITYKIIBIE TaONETKH CBETJIO-
pO30BOr0  1Bera, MOKPHITHIE  NIICHOYHOMH
obomoukoif, ¢ rpaBupoBkoil «10» Ha oaHoil
CTOpOHe U riafkue Ha apyroil. Ha nmonepeunom
cpese — aapo oT Henoro Ko MoyTH 6eyoro LBeTa.

HK-cnekmpomempun

CooTBeTcTBYeT TpeOOBaHUAM

2 | Identification /
HnenTuduxaus
HPLC/ Complies as prescribed / Retention time of the main peak in the
CootBeTcTBYET TpeOOBaHUIM chromatogram of test solution should comply

BIXX . . . . .
with retention time of the main peak in the
chromatogram of standard solution ("Assay" test).
/ BpeMs ymepikuBallMsi OCIIOBIIOFO IHKa Ha
XpOMaTorpamMMe HCIBITYEMOTO pacTBopa A0JKHO
COOTBETCTBOBATH BpEeMeHH yIepKUBaHU
OCHOBHOTO IIKa Ha Xpomarorpamme
CTaHAAPTHOTO pacrBopa (ucrnsitanue
«KonuuectBeHHOE OTIPEAEITCHUEY).

IR spectrometry / Complies as prescribed / 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. / MK-cuekipsl npemapata U
CTaHJapTHOro 00pa3la, CHATHIE B AUCKE C KaJlus
6pommnoM P, B obnactu ot 4000 mo 400 cm!
JOJDKHEI TIPOSIBJIATH MaKCHMYMBI IIOTJIOLIEHHS
TpH BOJHOBEIX umciax 1646 cm™!, 1145 cm! 11991
cm! ¢ oTkiIoHEHHEM He Gonee 10 em.

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykT cooTBeTcTBYET TpeboBanusm HIJ

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

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

iy —

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

Member

Approved by: Manager/Executive /
Ono6peHo: Menemxkep / PykoBoaurens
Ajay Kumar / Quality Assurance- Team

Member PN

wd

Date / lata: 27-11-2024

Date / lata: 27-11-2024

Date / Hara: 27-11-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Rivaxored film-coated tablets 10 mg
Ipoayxr: Pusaxcopen® TabneTkm, OKPHITEIE MIEHOUHO#H 06010uK0i, 10 Mr

Market / Prinox : Russia / Poccus

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

Cepus Ne i BE405500 Pazmep cepun © 126 KI'

Analytical Repourt No. / . 2002FP24002804 Date of Analysis / . 23-11-2024
AuaauTnyeckuit oTyet Ne Jara anannsa

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

Jara npousBoacTBa T'ogen no

Mfg. License No. /

IIpon3sBoacTBeHHAS] : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(002142)-(PI-RU)
JiHeH3ns Ne

Analysis performed according ND / Anaaus nposexen no JIII-Ne(002142)-(PT’-RU)-110423

Page 2 nfd /Cvrp 2 urd

3 | Dissolution / PacTBopeHue

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

NLT 80 % (Q) of rivaroxaban label claim after
30 min. / He menee 80% (Q) ot 3asBnesnoro
cofieprkaHus puBapokcabana yepes 30 MUHYT.

4 | Uniformity of dosage units /
OpHopoAHOCTE A03HPOBAHHLIX
CANHHIY

35/35

According to requirements of Rus. Ph. or
"Pharmacopoeia of the Union, 2.19.14 / B
cooTtercTBHU ¢ TpeboBaHuamMu I'® PO wm
®EASC, 2.1.9.14

*The Acceptance Value (AV) should be less than
or equal to 15.0. / Iloxazamenv npuemnemocmu
(AV) oonoicen 6v1mp He Gonee 15,0.

5 | Impurities / IIpumecu

RVB3 amide impurity / Ilpumecs
amuga RVB-3

Individual unidentified impurity /
Jlio6as enuHUYHASA NPUMECH

Total impurities / Cymma
npuMeceit

Less than LOQ (LOQ = 0.021%) / Huxxe
Tpezesnia KOJINYECTBEHHOr0 ONpeaeneHusI

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

(ITIKO = 0,021%)
0.03%/0,03%

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

0.03%/0,03%

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

6 | Water / Bona

3.7% wiw /3,7%

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

Remarks : The Product confirms to ND/
IIpumeuanne: ITponykr coorBeTcTBYeT TpeGoaHusm HJ{

Conclusion : APPROVED /
Jaxmodenne: OJJIOBPEHO

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

L&—jy

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

Member

Approved by: Manager/Executive /
OnobpeHo: MeHerpkep / PykoBoauTens
Ajay Kumar / Quality Assurance- Team

Member =

ee |

Date / lata: 27-11-2024

Date / dara: 27-11-2024

Date / Hata: 27-11-2024
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Rivaxored film-coated tablets 10 mg
TIpoayxt: Pusakcopen® TabneTkH, OKPEITHIE IIIEHOYHO} 060/10uK0H, 10 MI

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / 126 KG/

Cepusi Ne 8 BeAe0 Pasmep cepun 126 KT

Analytical Repovrt No./ . 2002FP24002804 Date of Analysis / . 23-11-2024
Ananurndeckuii orger No Jara ananuza

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

JaTa npousBoicTBa T'ogen g0

Mfg. License No. /

IpousBoacTBeHHAN : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(002142)-(PT-RU)
Juen3ust No

Analysis performed according ND / Ananu3 nposeaen mo JITI-Ne(002142)-(PI'-RU)-110423

Page3of4/Crp.3m3 4

7 | Microbiological quality / MukpoGuosorudeckas YucToTa

Total viable aerobic count /
OO011ee KOJIMYECTBO
JKHM3HECTIOCOOHEIX a3pOOHEBIX
MHUKPOOPTaHU3MOB

Less than 10 CFU per 1 g
Menee 10 KOEB 11

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

Total yeasts and moulds count /
O61ee Ynucio ApoKKEBBIX U
TUTECHEBBIX TPHOOB

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

Not more than 10?2 CFU per 1 g/
He 6onee 10°KOEB 11

Escherichia coli

Absent in 1 gram /
OrcyrciByerB 1 T

Shell be absent in 1 gram / |
OtcytcrBue B 11

8 | Assay/KoanuecTBeHHOe
omnpejejieHHe

9.87 mg /9,87 mMr
(98.7% / 98,7%)

95.0 % to 105.0 % of rivaroxaban label claim / Ot
95,0% mo 105,0% oT 3asBNCHHOTO COIEp>KaHUA
puBapokcabaHa.
Not less than 9.50 mg and not more than 10.50 mg
of rivaroxaban / Or 9,50 mMr no 10,50 mr
puBapoxcabaHa.

9 | Packaging / YnaxoBka

10 tablets per blister of polyvinylchloride/polyvinylidenechloride and printing lacquered
aluminum foil. 3 blisters and a package insert in a carton. / ITo 10 TabneTox B KOHTYpHYIO
AYEHKOBYI0 YMAKOBKY H3 IUIEHKH MOJHBHHUIXJIOPUIHOL/ NONMBHHHUIHACHXIOPHOHOH H
¢doneru amomunuepoii. IIo 3 KOHTYPHBIX SUEHKOBEIX YNAKOBKA BMECTE C JIUCTKOM-
BKJIAJIBIIIEM TIOMEINAIOT B Ma4Ky 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.
| — HopMEl B crietuduKaliy NPEACTABACHE! HA CPOK rofHocTH. IIpH BEINYCKe MpenapaT NMpoOBEpAETCA B COOTBETCTBUH €O creuuduKalueil Ha BBITYCK, TO3TOMY B
cepTudrkare aHanu3a Ha NpenapaTt MOTYT ObITh YKa3aHel 60J1€e CTPOrHE HOPMBI, YeM B HACTOALIMM HOPMATHBHOM JOKYMEHTE IO Ka4eCTBY.

* - Additional reference information. / JonoanumenvHan cnpaeounas ungopmayus.

Remarks : The Product confirms to ND/

IIpumeuanue: IIpooykt cooTBeTcTBYeT TpeboBanusM HJI

Conclusion : APPROVED /
3axnruenue: OJJOBPEHO

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

Member %‘ j

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

Member

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

Member P

e ]

Date / Hara: 27-11-2024

Date / Tata: 27-11-2024

Date / darta: 27-11-2024
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Dr.Redd Y’S ‘.o. CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Rivaxored film-coated tablets 10 mg
ITpoaykr: Puraxcopen® Tabnerku, NOKpHITEHE MIEHOUHOI 060104Koi, 10 Mr

Market / Peinok : Russia / Poccus

Batch No. / ] Batch Quantity / 126 KG/ ]
Cepusi Ne § B2403807 Pazmep cepun © 126 KI'

Analytical Repovrt No./ . 2002FP24002804 Date of Analysis / . 23-11-2024

AHanuTH4ecKnii oruet Ne JlaTa apajaunza

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

JaTa npou3BOACTBA T'ogen ao

Mfg. License No. /

IpousBoacTBeHHAST : 63/RR/AP/96/F/R MA pumber: / Homep PY  : JIII-Ne(002142)-(PI'-RU)

JMIeH3usa Ne
Analysis performed according ND / Auanus nposeaeH no JIII-Ne(002142)-(PI'-RU)-110423

Page 4 of 4/ Ctp. 4 u3 4

API name (INN) / Haumenosanue ADC (MHH): Rivaroxaban / PuBapokcaban

API manufacturer batch number /

Howmep cepun npousBogutenst ADC: AFQH010392

FP Manufacturer API Batch number / FBRA 00230

Homep cepun cyGeTanuuu npoussogurens IJId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpoussogurens A®C, cTpaHa: J-p Pepam’c JIaGopaTopuc JIta., Anans

Formulation Technical Operations-Unit II, Sy.No. 42, 45 & 46
Bachupally Village, Bachupally Mandal, Medchal Malkajgiri

Name, address, authorization No for FP manufacturing District, Telangana State, India — 500 090 (License No
site / Control site / Release site / 63/RR/AP/96/F/R) /

Hanverosanmue, agpec, aunensus aias IlponssoacTeeHHas IlpoussoacrsenHoe noxpasaenenne — II, Yuacten Ne 42, 45,
nomanka / 46, Bauynannu Buanamx, Bauynanau Mangan, Mexqan

Mankamxrupu Juctpuxr, witat Tenanrana, Magua 500 090
(Juuensuss Ne 63/RR/AP/96/F/R)

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».

3akmodyeHne 0 cooTBeTCTBUM: «HacTosAImM 1 MOATBEPKIAI0, YTO NpUBEJEHHAs BbIUle HHPOPMALH SBIAETCA JOCTOBEPHOM U TOYHOM.
OTa cepus NpOMYKLHH NPOM3BENEHA (BKIFOUAs YIAKOBKY (MapKUPOBKY) H KOHTPOJb KaueCTBa) Ha BBIICYKa3aHHOM NPON3BOICTBEHHON
miomazke (NIOINAaKax) B TIOJHOM COOTBETCTBHH ¢ TpeGosanusamu [IpaBui Haasexalleii Npou3BOACTBEHHOM TpakTUki EBpasuiickoro
sxkoHoMuHeckoro corosa (NeGMP/EAEU/RU/00573-2022 ot 23 centsOps 2022) u TpeGOBaHMAMHM KOHTPOJIA Ka4yeCTBa JICKAPCTBEHHBIX
CPEJCTB, A TAKXKE B COOTBETCTBUH CO CHELM(PHKALMAMHE, COREPMAIUMHUCS B PETHCTPALIMOHHOM JOChE CTPAHBI-MUMIIOpTEpa. 3aIHcH o
MPOU3BOACTBRY, YAKOBKE U aHAJIN3Y POBEPEHBI, U YCTAHOBIICHO MX COOTBETCTRHE TpeOoBaHuaM IlpaBun Hazexaled NpOU3BOACTBCHHOM
NpakTHKH EBPasnifckoro 5SKOHOMHYECKOTO COI03a».

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

N pumeyanune: Iponykt coorsercTByeT TpeboBanmaM HII 3akuiouenne: OJJOBPEHO

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

D. Latha / Quality control- Team N.V. Krishna / Quality control- Team | Omo6peno: Meremxep / PyxoBoauTens

Member Member Ajay Kumar / Quality Assurance- Team
% Member
/ n
& ]

Date / Hara: 27-11-2024 Date / Jara: 27-11-2024 Date / Hata: 27-11-2024




