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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 10 mg
Mpoayxr: Pazo", radnetin, noxpeirsie KHUIEYHOPacTBOPHMOiT obonoukoii, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepun Ne Ke2n00987 Pasmep cepun ' 700000 Tab

Analytical Repovrt No./ . 890001788316 Date of Analysis / . 23/01/2025
AHajguTuyeckuii oTyeT No JlaTa anaym3a

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026

Mara npoussoacrsa T'ogen mo

Mfg. License No. /

IpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
Jnnensns Ne

Analysis performed according ND No / Auaans nposenen no HJ/I Ne: JITI-) (004603)-(PI'-RU)-130224

Page 1 of S/ Crp.1 u35

Ne Test / Ilokazarenn

Result / PezynbraThl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyribie, IBOSKOBBIMYKJIbIE
TabJIETKY, MOKPHITbIE 060JIOUKO
KOPHYHEBATO-PO30BOrO L[BETA C
MapKUPOBKOH YEPHOIo LBETA
«RB10» Ha ogHOlt cTopoHe. Ha
HOMEPEYHOM pazpese Aupo Hes1oro
BeTa.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrible, 1BOSIKOBBIyK/IbIE
TabJETKM, NOKPBITBIE 060JIOUKOM OT pO30BOro
JI0 KOPUYHEBATO-PO30BOTO HBETA C
MapKUpOBKOH 4epHOro upera «RB10» Ha
OJiHO¥ cTOpoHe. Ha monepeunom paspese siapo
ot 6enoro no moutH 6e10ro LBeTa.

2 | Identification By HPLC /
Npentudpukanusa BIKX

Complies as prescribed /
CooteTcTBYET TpebOBaHMIM

The retention time of major peak in the
chromatogram of test solution should
correspond to the retention time of major peak
in the chromatogram of Rabeprazole sodium
reference standard solution (section Assay). /
Bpems ynep>xuBaHUS OCHOBHOTO TIHK2 Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATE BPEMEHH
yIepKMBAHUS OCHOBHOTO IMHKa HA
XpoMaTorpaMMe pacTBOpa CTaHAAPTHOrO
obpasiia pabenpasona Hatpus (pa3zen
«KonnvecTBEeHHOE ONIPEHEICHUEY).

3 _Avage weight /
Cpennsist macca

108.12 mg /108,12 mr

109.30 mg+ 7.5 % (101.10 — 117.50 mg) /
109,30 mr+ 7,5 % (ot 101,10 mMr 10 117,50
MT)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ilpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusM HJJ « | 3axmouenne: OJOBPEHO

Prepared by / Approved by: Manager/Executive /
[ToarotoBneHo: Onobpeno: Menemxep / PykoBomutens
Date / Date / G\ A9
IaTa: L1-ol- 20 }g Ilara: .




Dr.Reddy’s Q,'f‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg
pogyxr: Paszo”, TabieTki, MOKPHITEIE KMIIEYHOPACTBOPUMOH 060M0uKOi, 10 MT

Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / 700000 tab /
Cepun Ne 2 €2500532 Pazmep cepuu 700000 a6
Al i . i

nalytical Repo“rt No./ . 890001788316 Date of Analysis / . 23/01/2025
AHanuTHYecKHI oTyeT Ne JaTta ananuza
Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026
JaTa npoussoacrea T'ogeH g0 T
Mfg. License No. /
IlpoussoacTeenuas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JuueH3ust Ne

Analysis performed according ND No / Anaaus nuposegen no HJI Ne: JIIT-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 u35

PoacTeeHHbIe IpUMecH

4 | Dissolution / PacTBopenue Unit-1/Equanma-1 - | 0%  [In 0.1 M hydrochloric acid solution — not more
Unit-2/Eanaunna-2 3% than 10 % of C;sH20N303SNa (Rabeprazole
Unit-3/Exnanna-3 0% sodium) label claim in 2 h. / B 0,1 M pactBope
Unit-4/E nuHnua-4 39, XJIOpPUCTOBOJIOPOIHOM KHUCIOTH — He 6osee
Unit-5/Equunna-5 4% 10% oT HOMHHANBHOTO  COJEpPXaHHS
Unit-6/Equnnna-6 39 CisH20N30O3SNa (pabenpazon HaTpusi) uepes 2

Average / CpenH. 3Hauenue: 2 % |7
Unit-1/Exunanna-1 92 % |In buffer solution pH 8.0 — not less than 75 %
Unit-2/Eguuuna-2 90 % |(Q) of CisH20N30O3SNa (Rabeprazole sodium)
Unit-3/Eauuuna-3 90 % |label claim in 60 min. / B 6ydeprom pactBope
Unit-4/Eqnuuna-4 91 % |pH 8,0 — ne menee 75 % (Q) OT HOMHHABHOTO
Unit-5/Eqununa-5 90 9% |comepxanuss CisHaoN3O3:S8Na  (pabenpazon
Unit-6/Envanna-6 90 % |HaTpus) yepe3 60 MHH.
| Average / Cpenn. 3Hauenue: 91 %
5 | Related Substances /

Rabeprazole N-oxide/
Pa6enpazona N-okcuz

Not detected / He 06Hapy>keHa

Rabeprazole Sulfone/
Pa6enpasona cynsdon

0.09 %/ 0,09 %

Rabeprazole Methoxy analog/
Pabenpasona METOKCH aHAJIOT

Not detected / ne obHapyxeHa

Rabeprazole Chloro analog/
Pabemnpazona xnopo aHamor

Not detected / He 0OHapy»xeHa

Rabeprazole Sulphide/
Pabenpazona cynehun

0.03 %/ 0,03 %

Rabeprazole Related compound
A/ PaGenpazona
POACTBEHHAs MPUMECH A

Below LOD (LOD = 0.019 %) /
Hwsxe npenena obnapyxenns (I10 =
0,019 %)

‘Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6o1ee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Remarks : The Product confirms to ND/
IIpumeuanmne: TlponykT cooTBeTcTBYET Tpebopanuam HJI

Conclusion : APPROVED /
)3axnmqenne: OJOBPEHO

ey
Prepared by / Checked by W Approved by: Manager/Executive /
Ioarorosneno: /g/ TIpoBependy” 5 Ono6peno: Menemxep / PykoBoautens
s
Date / —on2S Date / 2/ - Date / Ao
Hara: i o\-20 Hara: 27 2725 Hara: AN G




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg
Mpogyxr: Paso”, Tabnerku, MOKPHITHIE KIIIEYHOPACTBOPMMOH 0605104KO#, 10 Mr

Market / Poinok : Russia / Poccust
Batch No. / Batch Quantity / 700000 tab /
3 C2 :

Cepus Ne 2500332 Pasmep cepuu " 700000 tab
A i . i

nalytical Repovrt No./ . 890001788316 Date of Analysis / . 23/01/2025
AnannTHyecknii oTyer Ne Jata ananuza
D :

ate of Manufacture / . 10/11/2024 Date of Expiry / . 31/10/2026
Jarta npon3Boacrea O Tomen o
Mfg. License No. /
TpousBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT'-RU)
JHLeH3ust Ne

Analysis performed according ND No / Anann3s nposeged mo HJ/I Ne: JITI-Ne(004603)-(PI'-RU)-130224

Rabeprazole Related compound
C/ Pa6enpazona
ponctBeHHas npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs nmpu RRT
1,37 (macca m/z=310
UMUZA301)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Tpumecs
nopu RRT 1,51 (macca m/z=458
OeH3UMHUIA30J1a aITYKT)

Individual unidentified impurity
/ EquHuunas
HeHZeHTHHIHPOBaHHAS
pUMeCh

Below LOD (LOD = 0.02 %)/

Hike npenena o6Hapyxxenus (I10 =
0,02 %)

0.02% /0,02 %

Not detected / He oOHapykeHa

Below BDL (BDL= 0.1 %) /

Huke mopora peructpauuu (I1P
0,1 %)

Page3 of 5/Crp.3 u3 5

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

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

Total impurities / Cymma
npumecei

0.1%/0,1%

Not more than 2.0 % / He 6onee 2,0 %

6 |Residual Solvents content /
OcTaTouyHble OPraHUYecKue

906 pg/tab / 906 mxr Ha TabneTKy

Isopropanol — not more than 1379 pg per tablet

/ U3onponanon — He 6onee 1379 Mkr Ha
TabNeTKy

JO3HPOBAHHBIX eXMHHIL

DACTBODHTEH
7 |Uniformity of dosage units / 43/43 Acceptance value (AV) should be not more than
OaHOpOAHOCTL 15.0. / [TIlokasatenr npuemieMoctH (AV)

noJnkeH ObIThL He Honee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akirouenue: OJIOBPEHO

' A
Prepared by / Checked by ), ?}}M + Approved by: Manager/Executive /
IToarotosneHo: IIposepeno Onobpeno: Menemxep / PykoBoautens
Date / —o02{ Date / 2301~ 90).5 | Date /
Jara: 2:‘ ~ol-20 Hara: Jara: Rl o




. @
Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Hpoayxr: Pa3o®, TabneTku, HOKPHITHE K1

Product : Razo®, enteric-coated tablets, 10 mg

I€YHOPACTBOPUMOIt obonoukoit, 10 mr

JULeH3uA Ne

Market / Puinox : Russia / Poccus

Batch No. / . Batch Quantity / 700000 tab /

Cepus Ne 5C2500587 Pasmep cepun * 700000 Tab

:nalytlcal Repovrt No./ . 890001788316 Date of Analysis / . 23/01/2025
HANUTHYeCKHH oTueT No Harta ananusa

Date of Manufacture / . 19/11/2024 Date of Expiry / . 31/10/2026

Jara nponssoacrea Tonen fo

Mfg. License No. /

IlpoussoncTeennan : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Auanus nposeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4 of S/ Crp.4 u3 5

8 | Microbiological purity*/ Mukpo6uosioruyeckast yncrora*

a) Total aerobic microbial count Less than 10 CFU/g/ Not more than 1000 CFU/g /

/ O61tiee UUCI0 adpOOHBIX Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOPTraHU3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /

mould count / Ob1uee uncio Menee 10 KOE/r He 6onee 100 KOE/r

JPOSOKEBBIX U TUIECHEBBIX

rpubos

¢) E.coli Absentin 1g/ Shall be absent in 1g/

OrtcyTcTBYET B 1T JlomXKHBI OTCYTCTBOBaTh B 1 T
9 |Assay / KonrnyecTBeHHOE 9.7 mg/ 9,7 mr 9.0mg to 11.0mg of C;sHN303SNa

ompeneJieHHe (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 90 mr go 11,0 mr CisHzoN3O3SNa
(pabenpazon Hatpus) (o1 90 mo 110 % ot
HOMHMHAJIBHOTO COMIEPKaHUs1) B TabETKe.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil |15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 1 blister | blister. 1 or 2 blisters with a package insert in a
with a package insert in a carton. / carton. / Ilo 15 Tabnerox B Omuctepe u3
o 15 TabneTok B 6aucTepe U3 (IIBX/AJVTIA) domeru /  anrOMUHHEBOMH
(IIBX/AJVTIA) dossru / ¢oneru. Ilo 1 wm 2 Onucrepa BMecTe C
ATIOMUHHEBOH bonbru. 1 6anctep | TACTKOM-BKJIA/IBIIEM B Na4Ky KAPTOHHYO.
BMECTE C JIHCTKOM-BKNI/IbIIIEM B
MaYKy KaPTOHHYIO

API name / Hanmenoanne ADC:

Rabeprazole sodium / Pabenpa3osn natpus

INN/ MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Howmep cepun npoussogurtenst ADC:

ACQH004475 & ACRH003109

Remarks : The Product confirms to

IIpameuanue: [TponykT cooTBeTCTBYET TpeboBaHusM H]T

ND/
' O

Conclusion : APPROVED /
Zaxmouenue: QJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /

IToarorosneHo: ﬁ&/ IIpoBepeHo; Opobpeno: Menemxep / PykoBoguTens
Date / 2L Date / Q >-0)- 92 5 Date / Ve
Jara: 3:‘"0\' 20 Jara: IlaTta: aA Gl
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Dr. Reddy’s ‘;. CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A
Product : Razo”, enteric-coated tablets, 10 mg j

ITpoaywkr: Pa3o®, Tabnerkn, nokphirsie KHIIEHHOpacTBOPHMOii obonoukoii, 10 mr

Market / Poinok : Russia / Poccus

Batch No. / Batch Quantity / 700000 tab /
: C2500532 :

Cepun Ne €250053 Pazmep cepun " 700000 Tab

Analytical Report No. / . Date of Analysis /

AHanuTHyeckmii oruet Ne R BO00GINED T JlaTa ananuza R

Date of Manufacture / . Date of Expiry /

S —— : 19/11/2024 Tomen 10 : 31/10/2026

Mfg. License No. /

Iponseoacreennasn ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

Jnuenzus Ne

LAnalysis performed according ND No / Ananus nposesen no H/1 Ne: JITI-Ne(004603)-(PT-RU)-130224
PageSof 5/ Crp.5u3 5

FP Manufacturer API Batch number / ]
Homep cepun cyGeTanuuu FCRA00108 & FCRA02494
npouspoautesis I'JID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
ITpoussoanTtens A®C, crpana: H-p Pennu’c Jlabopatopuc Jita., Uaaus.
g;“;f;::f‘;rc iflsr’l:‘l‘;;‘::‘/zégz‘:ﬂ"sﬁ’: ;| FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal),‘ Medchal-Malkajgiri (Dist.), Telangana , India
HanmeHoBaHue, anpec u HoMmep (LicenselNG S RRIALDTER)
— rmou;amm [poussoacTeenHoe noapaseneHue - 3, yuactku Ne 41, yactb 42, yacts 45 u
e ’ vacth 46, bayynanmm (Butapx), Bauynanau (Mangan), Menuan
e Mankamxrupu (Jluct.), mrrar Tenanrana, Maaus

(JInuensns Ne 59/RR/AP/97/F/R)

rkavecta/Buinyex FJID /

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/01293-2024 dt. 20 May 2024) 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».

3akmoueHHe 0 COOTBETCTBHH: «HacToALMM s NOATBEPIKAALO, UTO NIPUBEACHHAS BbIILE HHPOPMaNUS ABISIETCS JOCTOBEPHOI
U TOYHOI, DTa cepusi MPOAYKLHH NPOU3BeeHA (BKITFOUAs YTIaKOBKY (MAapKUPOBKY) H KOHTPOJIb KA4€CTBAa) Ha BhIIUCYKA3aHHOM
POW3BOJACTBEHHON miomagke (IUIOWaaKax) B MOJHOM COOTBETICTBUM ¢ TpeOosaHusamu IlpaBuin Haanexawien
MPOU3BOJACTBEHHOU mpakTHkK EBpasuiickoro sxkonomugeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHUSIMH KOHTPOJS KaueCTBa IEKapCTBEHHBIX CPEJICTB, a TAKXKE B COOTBETCTBUH CO cneUM(HKALMAMY, COACPKAILMMHUCS
B PErMCTPALMOHHOM JOChE CTPAHbI-UMNIOPTEpa. 3alucH 1O NPOU3BOJCTBY, YTAKOBKE U aHAJIUM3Y ITPOBEPEHBI, U YCTAHOBJIEHO
HX COOTBETCTBHE TpeboBauusaM [TpaBun Haaexaulel MPOU3BOACTBEHHOM MpakTHKU EBpa3uiickoro 3SkOHOMHYECKOT0 COI03a».

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Mpumeuanne: [pogykt coorseTcTBYeT TpeboBanmsiM HJJ Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / 0/64, Approved by: Manager/Executive /
[ToaroToBIEHO: ;%/ Hposepex&o% Ono6peno: Menemkep / PykoBoauresb

Date / &»‘ - o\ 9.0 9{ Date / 2’9__0]-2025 Date / a6 ,5\9\(

Jara: Jara: JaTa:




