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CERTIFICATE OF ANALYSIS

_ CEPTUOUKAT AHAJIM3A
Product : Razo”, enteric-coated tablets, 20 mg
[IpoaykT: Paso”, Tabnerki, NoKphITHIE KHIIEYHOPACTBOPHMOIT 060104 KO, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / ] Batch Quantity / _ 1500000 tab / ]
Cepus Ne P C2512089 Pasmep cepun * 1500000 Tab
Analytical Repo“rt No./ . 890001839803 Date of Analysis / . 30/09/2025
AHajgnTHYECKHU# 0TUeT No JlaTa aHaqu3a
Date of Manufacture / . 11/08/2025 Date of Expiry / . 31/07/2027
JaTa npousBoacTaa [omen no
Mfg. License No. /
IIpousBoacTBenHas : 59/RR/AP/97/F/R MA pumber: / Homep PY : JIII-Ne(004603)-(PT-RU)
JnueHsus Ne
Analysis performed according ND No / Anaau3 nposenen mo ILI Ne: JITT-Ne(004603)-(PI'-RU)-130224
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Ne

Test / IloxasaTens

Result / PesyabTaTsl

Specification / Hopma

1

Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrisie, JBOSKOBBINMYKJILIE
TabneTky, NOKPHITEIE 060MOYKOM
CBETJIO-XKEJTOTO 1IBEeTa ¢ MapKUPOBKOii
KpacHoro useta «RB20» Ha omHo#
cropoHe. Ha monepeyHom paspese sapo
OeJtoro LBeTa.

Round, biconvex, light-yellow to yellow coated
tablets imprinted “RB20” with red ink on one side.
White to off-white tablet core on cross-section. /
Kpyrubie, 1BosKOBRITYKIIBIE TAONETKH, TIOKPEITHIE
060II04KO#H OT CBETJIO-XKENTOrO J0 XKEITOTO LIBETa
C MapKMpOBKO# kpacHoro npeta «RB20» Ha oaHoit
cropone. Ha nmonepeuyHoM paspese sapo ot 6esoro
J0 moyTH Genoro useTa.

Identification By HPLC /
Unentnpmxanusa BIKX

Complies as prescribed /
CooTBeTcTByeT TpeOOBaHHAM

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
yIOEepIKHBaHUSL OCHOBHOIO MHKA Ha
XpOMAaTorpaMMe HCIBITYEMOTO PacTBOPa NOJDKHO
COOTBETCTBOBATH BPEMEHH YHEPKHBAHHUS
OCHOBHOT'O [THKa HAa XpOMaTOrpaMMe pacTBopa
cTaHgapTHoro obpasua pabenpazona HaTpus
(pasmen «KomuyecTBEHHOE OMpeNeICHHEY).

Average weight /
Cpennsisg macca

203.37 mg / 203,37 mr

212.68 mg + 5 % (202.05 to 223.31 mg) /
212,68 mr +5 % (or 202,05 mr mo 223,31 mr)

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykr coorBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akuoyenne: OJJOBPEHO

5

Prepared by / Checked by / ) Approved by: Manager/Executive / +

IMoaroTosn enon}?@ V)p I[TposepeHo: L@ Onobpeno: Menemxep / Py.xoaom-l?'éf):,b-k /
£ . B

Date / 2009~20724 Date / 90y — | Date/

Hara: Jara: 3070 420 [ara: zD /D‘i =eicl
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CERTIFICATE OF ANALYSIS
CEPTHD®HUKAT AHAJTA3A

Product : Razo”, enteric-coated tablets, 20 mg
Mpoxykr: Pa3o®, tabnerkn, nokpeiTsie KuIe HOPacTBOPHMOii 060104K0#, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . 2512089 Batch Quantity / . 1500000 tab /

Cepns Ne Pazmep cepun 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHaguTHYecKHN oT4eT No g ESomhEees Jdata ananusa  SI0E0e

Date of Manufacture / . Date of Expiry /

i ————— : 11/08/2025 Esiei 0 : 31/07/2027

Mfg. License No. /

IpoussoacTBeHnan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHUeH3HA Ne

Analysis performed according ND No / Ananu3 nposeaen no HJL Ne: JII-Ne(004603)-(PT-RU)-130224
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4 | Dissolution / PacTBopenne

Unit-1/Eauanna-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eqununa-2 2% 10 % of C13H20N303SNa (Rabeprazole sodium) label
Unit-3/Equauia-3 1% claim in 2 h. / B 01 M pactBope
Unit-4/Enuanna-4 5% XJIOPHUCTOBOJOPOJHOM KUCJIOTH — He 6oee 10 % ot
Unit-5/Equnnna-5 6% HOMHHAJILHOI'O conepxaHus Ci1sHz0N303SNa
Unit-6/Eannuna-6 0% (pabenpazon HaTpus) uepes 2 u.

Average / Cpenn. 3nayenue: 3 %

Unit-1/Exunuua-1 91 %  |In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Egununa-2 85 % CisH20N303SNa (Rabeprazole sodium) label claim
Unit-3/Equnnna-3 94 % in 60 min. / B 6ydeprom pacteope pH 8,0 —He MeHee
Unit-4/E nununa-4 89 % 75% (Q) or HOMHHANBHOTO  COAEpIKAHHUS
Unit-5/Equnnna-5 89 % C1sH20N303SNa (paGenpazon narpus) uepes 60 MuH.
Unit-6/EyuHnua-6 91 %

Average / Cpenn. 3Ha4uenue: 90 %

5 | Related Substances /
PoacTBeHHBIE MpUMecH

Rabeprazole N-oxide/
Pabemnpasona N-okcun

cynbhoH

Rabeprazole Sulfone/ Pabemnpasona

Rabeprazole Methoxy analog/
Pabenpa3osia METOKCH aHasor

Rabeprazole Chloro analog/
Pa6enpa3zona xJjiopo aHajor

Rabeprazole Sulphide/
Pabenpazona cynsbun

Pabenpasona poncreenHas
npumecs A

Rabeprazole Related compound A/

Not detected / He o6Hapyxena

0.10%/0,10%

0.05%/0,05%

Not detected / He o6HapyxeHa

0.04% / 0,04%

Not detected / He oGHapyxeHa

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 0.5 % / 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/
IIpumeyanue: IIponykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / el Checked by / Approved by: Manager/Executive / o
[ToaroToBneHo: - - IIposepeno: / 4, D Onobpeno: Menemxep / Pykosogutess, 7~
Date / 2009-207248 | Date/ ( i , Date / B —

Jlata: Jara: 300G HoLS Hara: 3007 —r07s
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
IMposyscr: Pazo®, tabnerkn, nokpsIThie KNUIEYHOPACTBOPHMOI 060n0MKoii, 20 MT

Market / PeiHok : Russia / Poccus

Batch No. / ) Batch Quantity / 1500000 tab /

Cepus Ne P C2512089 Pasmep cepun * 1500000 Tab

Analytical Report No. / . Date of Analysis /

AHanuTHYECKHI oTyeT No g 0 Jara ananusa f EOIR2025

Date of Manufacture / . Date of Expiry /

| T —— : 11/08/2025 Toxen 10 : 31/07/2027

Mifg. License No. /

IIponsBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHueH3ns Ne

Analysis performed according ND No / Anaaus nposenen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224
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Rabeprazole Rel

npumecs C

Pa6enpazona poxcreeHHas

ated compound C/

about RRT 1.37
(Mass m/z=310

Specified Impurity at

Imidazole) / ITpumecs npu RRT
1,37 (macca m/z=310 umuaazoun)

about RRT 1.51

imidazole adduc

Specified Impurity at

(Mass m/z=458 Benzo

RRT 1,51 (Macca m/z=458
6eH3UMHUAa30/1a alAYKT)

t) / TIpumecs npu

EnviHuunas
HeuneHTUUIp

Individual unidentified impurity /

OBaHHAasA NMPUMECH

Not detected / He obHapy>eHa

Not detected / He obHapyxeHa

Below BDL (BDL~ 0.1 %) / Huxe
nopora peructpauuu (ITP 0,1 %)

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

0.03%/0,03%

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

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

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

npumecen

Total impurities / Cymma

0.2%/0,2%

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

PACTBOPHUTEJIH

6 |Residual Solvents content /
OcTaTouyHbIe OPpraHuYecKHe

1276 pg/tab / 1276 mkr Ha Tabnerky

Isopropanol — not more than 2621 pg per tablet /
H3zonponanon — He Honee 2621 Mxr Ha TabeTky

7 |Uniformity of d
OagnopoaHOCTB
eIHHHI]

osage units /
AO3HPOBAHHBIX

4.7/4,7

Acceptance value (AV) should be not more than
15.0. / Tlokasarens npuemieMoctd (AV) moibken
6b1TE He Oonee 15,0.

8 | Microbiological purity*/ MuxpoGuoaoruyeckas 4ucrora*

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

IIpumeuanne: IIpogyxT cooTBeTcTBYeT TpeboBaHmsIM HJJ 3axkiodenne: OJJOBPEHO

Prepared by / Checked by / ' Approved by: Manager/Executive / 7l
IMoarotosneHo: g§/‘ﬂ£, IpoBepeHo: L@ Onobpeno: Menemkep / I’ymao,q%ﬁk '
Date / SOrO 9520 o Date / 30(\ 002N Date / LD/Dcl "‘)’0"’&/

Jlara: JaTta: Jara:
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- Dr. Reddy’s q;. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoayxr: Pa3o®, Tabnerku, mOKpeITEHE KHIIEYHOPACTBOPUMOIT 060104k, 20 Mr
Market / PbiHoK : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne s C2512089 Pasmep cepuu * 1500000 tab
inalytlcal Repovrt No./ . 890001839803 Date of Analysis / . 30/09/2025

HaJuTHYEeCKHi oTyeT Ne Jara ananuza
Date of Manufacture / . 11/08/2025 Date of Expiry / . 31/07/2027
JaTa npounsBogcrsa Togen xo
Mfg. License No. /
IIpounseoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHueH3us Ne
Analysis performed according ND No / Asamns nposejen no HJT Ne: JITI-Ne(004603)-(PT'-RU)-130224
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I — -
S e S s n o crug[oumer o 100 CPU) ]
Menee 10 KOE/r
MMKPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g/
mould count / O6uee uncio He 6onee 100 KOE/r
Menee 10 KOE/r
JPOXIKEBBIX U MJIECHEBBIX IPHEOB
¢) E.coli Absentin 1g / Shall be absent in 1g /
OtcyrcryeT B Ir HomxHel oTcyTcTBOBaTh B 1 T
9 [Assay/ KoanuectBeHHoe 18.0 to 22.0 mg of C13H20N303SNa (Rabeprazole
onpenesieHHe sodium) (90 to 110 % of label claim) per tablet. /
194 mg /19,4 ur Or 18,0 mr 710 22,0 mr CisHzoN;03SNa
(pabenpazon Hatpusi) (ot 90 zo 110 % ot
HOMHHAJIBHOTO COJiepKaHusl) B TabneTkKe.

10 (Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AVPA) foil /aluminum foil
/aluminum foil blister. 2 blisters with a | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 rabnerok B 6nucrepe u3
Tabierok B 6muctepe u3 (IIBX/AJI/TIA) | (IIBX/AJIIIA) donbru / amomunueroii gossru. Io
¢onbru / amoMHHHEBOH Gonbru. 2 1 unu 2 6nucrepa BMECTE € JIUCTKOM-BIJIAObIIIEM B
6rcTepa BMECTE C JIMCTKOM- [a4Ky KapTOHHYIO.

BKJIQJIBIIEM B MAYKY KAPTOHHYIO

API name / Haumenosanune ADC: Rabeprazole sodium / PaGenpa3on HaTpus

INN / MHH: Rabeprazole / Pabemnpazon

API manufacturer batch number / ACSH000859 & ACSH000869

Howmep cepuu npounssoautens APC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHIUH IPOU3BOIUTEJIS FCSA00479 & FCSA00480

TJID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

Ilpouzsoauress A®C, crpana: I-p Pennu'c Jlaboparopuc JIta., Uanus.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeyanne: [Iponykt cooTBeTcTBYET TpeboBaHuaM HJT 3akmwyenne: OJOBPEHO

Checked by / Approved by: Manager/Executive /

Prepared by / F
ToaroTosneno: ?&% IIpoBepeHo: i Opobpero: MeHemkep / Pykosojutens [~

Date / B0 F- 20724 Date / 2000 9555 Date / W-DI—10¥

Jara: Hara: Hara:
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg

Ipoayxr: Pa3o®, TabneTkn, NOKpHITHIE KMINEYHOPACTBOPHMOIT 060/0uKO#, 20 MT

Market / Poinok : Russia / Poccust

Batch No. / ] Batch Quantity / . 1500000 tab /
Cepust Ne meEe Pa3mep cepun " 1500000 tab
Analytical Repo“rt No./ . 890001839803 Date of Analysis / . 30/09/2025
AHanuTHYeCKHIT oTdeT Ne JaTa amannsa

Datf: of Manufacture / . 11/08/2025 Date of Expiry / . 31/07/2027
JaTa npousBoacTBa T'onen no -

Mfg. License No. /

[TpoussoacrBenkasn 1 59/RR/AP/OT/FIR MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
anuensus Ne

Analysis performed according ND No / Ananus nposeaen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

PageSof 5/Crp. 5u3 5

2:::}3:3;:;8,;;l:l/“gz;:-lg]n sg: /foRl‘eleasiP FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
site / g Bachupally (Mandal)_, Medchal-Malkajgiri (Dist.), Telangana , India
HanMeHoBaNme. A1De (License No 59/RR/AP/97/F/R)

Hobatme, aapec u HOMﬁp e IIpousBoacTBeHHOE Noapa3aeneuue - 3, yuactku Ne 41, yacts 42, yacts 45 4 yacTs
TUIOWA/IICH, 0CYIECTBIIAIOMEH 46, bauynamm (Bunnamk), bauynannu (Masnan), Mendyan Mankamkrupu (Jucr.),
;Jpl(gla/soucrno/xon'rp 0716 KAYECTBA/BLITYCK wrar Tenanrana, Uupusa (JInuensus Ne 59/RR/AP/97/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/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 establishedy.

3akuouenne 0 cooTBeTCTBHH: «HacTosumum A NOATBEPKAl0, YTO NMPHBEICHHAs BbIle HHHOPMALIHS ABJIETCA JOCTOBEPHOH M TOUHOIA.
Ota cepus NPONYKUMH Npou3peneHa (BKIFOYAs YNMakoBKY (MapKHPOBKY) M KOHTpOJIb KauecTBa) Ha BbILIEYKa3aHHOM NPOH3BOACTBEHHOMN
momaske (TUIOIafKax) B MOJHOM COOTBETCTBHH ¢ TpeOoBaHHAMM IIpaBun Haanexalieii MPOU3BOACTBEHHOMN NpakTHku Espasuiickoro
skoHOoMHYeckoro cotosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMH KOHTpPOJSI KauecTBa JIEKAPCTBEHHBIX
CpencTB, a TaKKe B COOTBETCTBUH CO cHelMbHKALMAMH, COACPKAIUMHUCS B PETHCTPALMOHHOM JOCHE CTPaHBI-UMIIOpTEpa. 3anMHCH 1O
MPOU3BOACTBY, YIAKOBKE H aHANTU3Y MPOBEPEHBL, U YCTAHOBIICHO HX COOTBETCTBHE TpeboBaHUAM [IpaBHIT Ha/UTeKAIIEH IPOHU3BOACTBEHHOM

NpaKkTUKH EBpaBldﬁCKOI‘O 3KOHOMHYECKOrc COro3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITponykt cooTBeTcTBYET TpeboBanusam HI[ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / 9
IToaroroBneHo: ;&;:;é’ IIpoeepeHo: [Cﬁ:) Onobpeno: Menemkep / Pykosoautess 2/t

| oY
Date / 2009~ 2,25 | Date/ Al ey e | Date/ e o
Jata: 9 Hata: 3000035 Hara: 15 -DT—207x




