Dr. Reddy’s “g‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[Product : Rivaxored film-coated tablets 15 mg
Ipoayxr: Pusakcopen® TabaeTku, NOKPLITHIE MNIEHOYHON 060m0uKOH, 15 MT

Market / Prinok : Russia/ Poccus

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

Cepus Ne £ R2i02800 Pa3zmep cepun " 126 KT’

Analytical Repovrt No./ . 2002FP24002898 Date of Analysis / . 27-11-2024
AHamuTHYecKHii oTyeT Ne Harta ananauza

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

JlaTa mpou3BoOACTBa Toaen no

Mfg. License No. /

MpousBoacTBenHast : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI'-RU)
JuneH3us Ne

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

Page 1 of 5/Ctp. 1 m35

Ne Test / IlokazaTean

Result / Pe3yabTaTsl

Specification / Hopma

1 | Description / Onucanne

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

cross-section. / Kpyrisie
IBOSAKOBBITYKJIBE TaONETKH KpPacHOTO
1BeTa, TIOKPHITHIE TUICHOYHOH

obonoukod, ¢ rpaBUpoBKoi «15» Ha
OIHOM CTOpOHE W riiankue Ha apyroii. Ha
TMOTIEPEYHOM cpe3e — SApo Genoro neeTa.

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. /
Kpyrisie DBOSKOBBINYKIbIE TAaOJIETKH KPacHOTO
LBeTa, TIOKPHITBIE INEHOYHOH 000JIOYKOH, ¢
rpaBUpOBKOi «15» Ha OMHON CTOPOHE U TNafKHe
Ha Apyroii. Ha momepedyHoM cpe3e — sapo OT
Genoro 1o mouTH OeJIoro IBETA.

2 | Identification / peHTHgUKALHA

HPLC/
BIXX

Complies as prescribed /
CootBercTByeT TpeboBaHUAM

Retention time of the main peak in the
chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of standard solution (" Assay" test).
/ Bpems ynepKHMBaHHA OCHOBHOTO IMKa Ha
XpOMaTOrpaMMe HCIIBITYEMOTO PacTBOpa JOJDKHO

COOTBCTCTBOBATE BPEMCHH YACPKUBAHUA
QCIIODIIOTO ITHKAa Ha XpoMaTorpavMe
CTaHAapTHOTO pacTBOopa (PICl'IbITaHP[e

«KonuyecTBeHHOE ONpEENeHUe).

Remarks : The Product confirms to ND/

IIpumeuanue: IIpoxgykr coorBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3anwuyenne: OJJOBPEHO

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

Member ! 2 2

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

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / PykoBozutens

Ajay Kumar / Quality Assurance- Team Member
n

<]

Date / Mara: 27-11-2024

Date / Hata: 27-11-2024

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

CERTIFICATE OF ANALYSIS

CEPTHUO®HUKAT AHAJIU3A

Product : Rivaxored film-coated tablets 15 mg
IpoaykT: Pusakcopen® TaGneTky, NOKPHITHIE INIEHOYHOM 060104KOH, 15 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne  DA0ee Pasmep cepun * 126 KT’

Analytical Repo“rt No./ . 2002FP24002898 Date of Analysis / . 27.11-2024
AHaJIHTHYeCKHil oTUeT No Jlara anaausa

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

JlaTa npousBoacTBa Tonen o

Mfg. License No. /

IlpousBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIIT-Ne(002137)-(PI-RU)
JuueHsus Ne

Analysis performed according ND / Anaan3 nposenen mo HJINe: JIII-Ne(002137)-(PT-RU)-100423

Page 2 of 5/C1p. 2 m3 5

IR spectrometry / Complies as prescribed /

CoOTBeTCTBYET TPeOOBAaHUAM
HK-cnexmpomempuin yerp

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 cmr”
! range. / MK-cmekTpsl mnpemapata H
CTaHAapTHOro 06pasia, CHATHIE B JHUCKE C KA
6pomunom P, B obnactu ot 4000 mo 400 cm!
JOMKHE! TIPOABNATE MAKCUMYMBl MOTJIOIIEHUS
IpH BOJHOBEIX uKciax 1646 cm™, 1145 el 1 991
cM™! ¢ oTrIoHeHHeM He Gonee +10 cm!.

3 | Dissolution / PacTBopenue Unit-1 / Tabmn.-1 91%
Unit-2 / Tabn.-2 90%
Unit-3 / Ta6n.-3 91%
Unit-4 / Tabn.-4 90%
Unit-5 / Tabx.-5 90%
Unit-6 / Tabn.-6 89%

NLT 80 % (Q) of rivaroxaban label claim after
30 min. / He Menee 80% (Q) oT 3as1BIIeHHOTO
conepkaHus puBapokcabaHa depes 30 MHHYT.

4 | Uniformity of dosage units /
OxHOpPOAHOCTh AO3MPOBAHHBIX
eMHMIL

According to requirements of Rus. Ph. or
Pharmacopoeia of the Union, 2.19.14 / B
cootBercTBuM ¢ TpebopaHusmMu I'® PO wunm
©OEADC, 2.1.9.14

*The Acceptance Value (AV) should be less than

AN or equal to 15.0. / loxazamens npuemnemocmu
(AV) donoicen 6oime He bonee 15,0.
5 | Impurities / IIpumecn
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpogykT cooTBercTBYeT TpeGoBaHmsIM H]I 3axmouenue: OJIOBPEHO
Prepared by / IToarorosneHo: Checked by / IIpoBepeno: Approved by: Manager/Executive /
D. Latha / Quality control- Team N.V. Krishna / Quality control- OpobpeHo: Menemxep / PykoBoaurens
Member Team Member Ajay Kumar / Quality Assurance- Team Member
Wi
Date / lata: 27-11-2024 Date / Jata: 27-11-2024 Date / ata: 27-11-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Rivaxored film-coated tablets 15 mg
Mpoayxr: PnBaKcopen® TabJIeTKH, NOKPBITEIE IICHOYHOH 0607104K0H, 15 Mr

Market / Prinok : Russia / Poccus

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

Cepusi Ne P B2a0hE Pasmep cepun ' 126 KI'

Analytical Repourt No./ . 2002FP24002898 Date of Analysis / . 27.11-2024
AnanuTndecknii oraer No JlaTa apanusza

Date of Manufacture / . 98-10-2024 Date of Expiry / . 30-09-2027

Jara nponssogcrea T'onen o

Mfg. License No. /

IIpon3sBoxcTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI'-RU)
JuneHzng Ne

Analysis performed according ND / Anann3 npoeeaer no HIANe: JITI-Ne(002137)-(PT-RU)-100423

Page3 of S/Crp.3m3 5

RVB3 amide impurity / [Ipumecs
amuaa RVB-3

Individual unidentified impurity /
Jro6as emuHUYHAS IPUMECH

Total impurities / Cymma
TpuMecen

Less than LOQ (LOQ = 0.021%) / Huxe
fpefesna KOJMHYECTBEHHOrO OIpeaeTeHNs]
(IIKO = 0,021%)

0.03%/0,03%

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

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

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

onpegejaeHue

(99.8% / 99,8%)

0.03%/ 0,03%

6 | Water/Boaa 4.0% w/w / 4,0% Not more than 7.0 % w/w / He 6onee 7,0%.
7 | Microbial enumeration tests / Mukpo6nosoruyeckasi 4ucToTa

Total viable aerobic count / Less than 10 CFUper 1 g Not more than 10> CFU per 1 g/

Ob1iee KOMUYECTBO Menee 10 KOEB 11 He 6onee 10° KOE& 1 r

JKU3HECITOCOOHBIX a3pOOHBIX

MHKPOOPTaHU3MOB

Total yeasts and moulds count / Less than 10 CFU per 1 g/ Not more than 10> CFU per 1 g/

Ob1mee Yucno APOXKIKEBBIX U Menee 10 KOEB 11 He 6onee 10’ KOEB 1 1

TUIECHEBBIX TPUOOB

Escherichia coli Absent in 1 gram / Shell be absent in 1 gram /

OrtcytcrByeTB 1 T OrcytrctBue B 1

8 | Assay /KoandecrBeHHoOe 14.97 mg / 14,97 mr 95.0 % to 105.0 % of rivaroxaban label claim / Ot

95,0% no 105,0% OT 3asBACHHOTO COAEPIKaHHA
puBapokcabaHa.
Not less than 14.25 mg and not more than 15.75
mg of rivaroxaban / Ot 14,25 mr go 15,75 mr
puBapoxcabaHa.

Remarks : The Product confirms to ND/
Ipumeuanue: IIponykt coorBercTByeT TpeboBaHusam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / [Togroroeneno:
D. Latha / Quality control- Team

Member g

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

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBoauTens
Ajay Kumar / Quality Assurance- Team Member

o]

Date / Mara: 27-11-2024

Date / Mara: 27-11-2024

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product : Rivaxored film-coated tablets 15 mg
Iponyxr: Puakcopen® TabneTky, MOKPEHITEE ICHOYHOM 060/104KO#, 15 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 126 KG/
Cepus Ne i REH05800 Pazmep cepun © 126 KI' |
Analytical Repo“rt No./ . 2002FP24002898 Date of Analysis / . 27.11-2024
Ananurnyeckuii oryet Ne HMara anannza
Date of Manufacture / . 28-10-2024 Date of Expiry / . 30-09-2027
JaTa npon3BoacTea I'oxen no
Mfg. License No. /
IIpon3poacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PT-RU)
JuueH3ns Ne
Analysis performed according ND / Auanus nposegen no HIANe: JINI-Ne(002137)-(PI-RU)-100423

Page 4 of 5/Ctp. 4u3 5
9 | Packaging / YnakoBka 14 tablets per blister of polyvinylchloride/polyvinylidenechloride and printing lacquered
aluminum foil. 7 blisters and a package insert in a carton. / ITo 14 TaGneTok B KOHTYPHYIO
SAIEHKOBYIO YIAKOBKY M3 TUICHKH MOJMBHHHIXJIOPUIHON /MOIMBUHUIKASHXIIOPUAHOH H
donery aTFOMUHNEBON. 7 KOHTYPHBIX SYSHKOBHIX YIIAKOBOK BMECTE C JIHCTKOM-BKJIAbIIIEM
MOMEIIAOT B [Aa4Ky K3 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 striéter limits than those in this Normative Document on quality. *

! — HOpMEI B creunHKaUMK TPENCTABNEHBI H2 CPOK TOAHOCTA. Ilpu BBIIycke Npenapar MpOBEPSETCS B COOTBETCTBMH CO CrelH(UKalHedl Ha BBITYCK, M03TOMY B
cepTumkaTe aHaIM3a Ha NIPenapat MoryT ObITh yka3aHsl Gollee CTPOrie HOPMB!, YeM B HACTOALIMM HOPMATHBHOM JIOKYMEHTE MO Ka4€CTBY.
* - Additional reference information. / [Jonormumensuan cnpasounas uxgopmayus.

API name (INN) / HaumenoBanue A©®C (MHH): Rivaroxaban / PuBapokcabaH

API manufacturer batch number /

Homep cepuu npoussoaureis ADC: AFQHOI0-92

FP Manufacturer API Batch number / FBRA00230

Homep cepun cydcTanuuu nponssogurens I'JIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpoussoantens A®C, crpana: IO-p Penaw’ ¢ Jlabopatopuc JIta., Unous

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) /

HaumeHoBanne, aapec, tunensus aasa Hponssoacreennast | Ipouseoacreennoe noapaszaenenue — II, Yuacrku Ne 42, 45, 46,
miomanka / Bauynannu Buanamk, bagynaann Masgan, Megaan

Maanxkamkrapu Juerpakr, wrat Tenanrana, Huans 500 090
(JInuensusi Ne 63/RR/AP/96/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykT cooTBeTcTBYeT TpeboBaHmaM HJJ 3akawuenne: OJJOBPEHO
Prepared by / IloaroroeHo: Checked by / IlporepeHo: Approved by: Manager/Executive /
D. Latha / Quality control- Team N.V. Krishna / Quality control- Onobpeno: MeHemxkep / Pykoronurens
Member Team Member Ajay Kumar / Quality Assurance- Team Member
; iy
g — /é /]
Date / Hara: 27-11-2024 Date / Tara: 27-11-2024 Date / Nata: 27-11-2024




‘Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product : Rivaxored film-coated tablets 15 mg
Hponykrt: Pusakcopen® Tabnetku, MOKpHITHIE MIEHOYHOH 060/104KOH, 15 Mr
Market / Peinok : Russia / Poccus
Batch No. / ] Batch Quantity / . 126 KG/
Cepus Ne g EA0oE0Y Pasmep cepun " 126 KT’
Analytical Repourt No./ . 2002FP24002898 Date of Analysis / . 27.11-2024
AHaJiuTHYeCKHH oTgeT Ne JlaTa anaausa
Date of Manufacture / . 28-10-2024 Date of Expiry / . 30-09-2027
Jara nponssoacTea Fonen no
Mfg. License No. /
IpouseoacTBeHHAas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(002137)-(PI'-RU)
JuneHn3ust Ne
Analysis performed according ND / Anasnus nposegen mo HJINe: JITI-Ne(002137)-(PI'-RU)-100423

Page 5 of 5/Ctp.Su3z 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 spccifications in thc Marketing Authorization dossicr 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».

3akimoueHre 0 cooTBeTCTBHH: «HacToAIMM s HOATBEPIKIAIO, YTO NMPUBEAEHHAs Bhiie HHGOPMALus ABJISETCS JOCTOBEPHOI M TOYHOM.
DTa cepHs NPOAYKLMH MPOU3BefeHa (BKIIOYAs yMakoBKy (MapKHPOBKY) M KOHTPOJb Ka4eCTBa) Ha BRINICYKa3aHHOMN MPOU3BOACTBEHHOMH
omaake (MIOMANKAX) B IOJHOM COOTEETCTBHM ¢ TpeGoBanuaMy IIpaBun Hajjlexareli IpOM3BOICTBEHHOMN NpakTHku EBpaszmiickoro
sxoHOMHUecKoro cor3a (NeGMP/EAEU/RU/00573-2022 ot 23 centabps 2022) u TpeGOBaHUAMH KOHTPOJI1 KAau€CTBA JIEKAPCTBEHHBIX
CPENCTRB, a TAKKE B COOTBETCTBHHU CO CrelUUKAIMAMY, CONEPKAMUMHUCSA B PETUCTPAIMOHHOM AOCEE CTPAaHBI-UMITOpTEpa. 3alMcH 110
MPOU3BOJICTBY, YIIAKOBKE H aHANM3y [POBEPEHBI, H YCTAHOBIIEHO MX COOTBETCTBHE TpeboBaHuAM IIpaBun Haasexame# Npou3BOACTBEHHON

TpaKTUKH EBpa3PIﬁCKOF0 3KOHOMHYECKOI'o COro3a».

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Remarks : The Product confirms to ND/
Ipumeyanue: IIpogykT coorsercTByeT TpebGoBaHuam HJL

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

Member g i

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

Approved by: Manager/Executive /

Opobpeno: Menemxkep / PykoBonurens

Ajay Kumar / Quality Assurance- Team Member
n

£ |

Date / Mata: 27-11-2024

Date / Tata: 27-11-2024

Date / lata: 27-11-2024




