@
Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Pazo®, TabneTky, HOKPHITBIE KMLIEYHOPACTROPHMOIT 060/104KO#, 20 Mr

Market / Poisok : Russia / Poccus

Batch No. / ] Batch Quantity / . 1500000 tab/

Cepus Ne e Pazmep cepuu * 1500000 Tab

Analytical Repovrt No./ . 890001790044 Date of Analysis / . 31/01/2025
AHajuTH9eCKHi# oTueT Ne Jara anannsa

Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026

Jlata npousBoacTea Topen 1o

Mfg, License No. /

HpoussoacreeHnan : 59/RR/AP/97/E/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHueH3us1 N

Analysis performed according ND No / Anajus nposexen no HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Pagelof 5/Crp.1m35

Ne Test / Iloka3aTeJn

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance/ Onucauue

"|Round, biconvex, light-yellow coated

tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrible, (BOSKOBBITYKJIBIE
TabNEeTKH, MOKPHITEIE 060JI0UKOiT
CBETJIO-XKENITOr0 LIBETa C MApPKHUPOBKOA
kpacHoro usera «RB20» Ha ogHoii
cropone. Ha nonepeynom paspese sapo
6enoro ugera.

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. /
Kpyrnsle, IBOSIKOBBINYKIIblE TAOIETKH, TIOKPHITEIE
060JI0UKOI OT CBETIO-XKENITOTO J0 KEJITOro LBETa
¢ MapKupoBko#H kpacHoro npeta «RB20» Ha oaHoii
cropoue. Ha nonepeunom paspese sapo ot 6enoro
10 MOYTH 6eJIoro LBeTa.

2 | Identification By HPL.C /
Haentuduxauusa BIKX

Complies as prescribed /
CooTBeTcTBYET TPEGOBAHUAM

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
yIEep>KHBaHUA OCHOBHOIO THKa Ha
XpOMaTorpaMMe HCIbITYeMOTI'0 pacTBOPa AOKHO
COOTBETCTBOBATH BPEMEHH yICPKUBAHUA
OCHOBHOTO MHKAa HA XpOMaTOTrpaMMe PacTBopa
cTaHpapTHOro obpasiia pabenpaszona HaTpus
(pasmen «KommyecTREHHOE ONPENEICHUE).

3 | Average weight /
Cpeansist Macca

211.34 mg /211,34 mr

212.68 mg+ 5 % (202.05 t0 223.31 mg) /
212,68 mr + 5 % (ot 202,05 mr oo 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoxykt cooTBeTcTBYET TpebGoBaHUsM HJ|

Conclusion : APPROVED /
3akiaouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: /% IlpoBepeHo: Z@ OnobpeHno: Mc;{fcq_;_;cep / PyxoBonutenp
Date / Date / Date / [’ i —

~ 0\-20)C Lo i
Hara: 3l \ Hara: LO/~lo Hara: 20—~ 7%
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJII3A

Product : Razo”, enteric-coated tablets, 20 mg
Mpoayxr: Pa3o®, taGnerku, nokpuitsie KHLICHHOpacTBOPHMON obonoukoii, 20 mr

Market / PoiHok

: Russia / Poccns

Batch No. / ) Batch Quantity / 1500000 tab /

Cepun Ne + €2500744 Pasmep cepun * 1500000 Ta6

Analytical Repo“rt No./ : 890001790044 Date of Analysis / . 31/01/2025
AHaJHTHYECKHIT oTueT Ne Jara anammsa

Date of Manufacture / . 17/12/2024 Date of Expiry / . 30/11/2026

JaTta npoussoacrsa - Tlopen no

Mfg. License No. /

IponssoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI-RU)
JIHUeH3usi Ne

Analysis performed according ND No / Anaaus nposenen mo HJL Ne: JITI-Ne(004603)-(PT-R1)-130224

Page2 of 5/ Crp.2 u3 5

4 | Dissolution / PactBopenne

Unit-1/Eqununa-1 0%
Unit-2/Egnauna-2 1%
Unit-3/Eananua-3 0%
| Unit-4/Epgunnua-4 0%
Unit-5/Enuavna-5 1%
Unit-6/Equunna-6 2%

Average / Cpean. 3Hauenue: 1 %

In 0.1 M hydrochloric acid solution — not more than
10 % of C1sH20N303SNa (Rabeprazole sodium) label
claim in 2 h. / B 01 M pacreope
XJIOPUCTOBOIOPOAHONH KHCIIOTHI — He Gonee 10 % ot
HOMUHANBHOrO  coigepkanus  CigHyoN303;SNa
(pabenpazon Hatpus) uepes 2 u.

Unit-1/Exuauna-1 94 %
Unit-2/Eannuua-2 94 %
Unit-3/EauHuna-3 94 %
Unit-4/Epuauua-4 92 %
Unit-5/Equxuia-5 92 %
Unit-6/Equuuua-6 92 %

Average / CpenH. 3Hauenue: 93 %

In buffer solution pH 8.0 — not less than 75 % (Q) of
CisH20N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydeprom pactope pH 8,0 — He menee
75% (Q) OT HOMHHAIBHOTO  COAEPMAHHs
CisH20N303SNa (paGenpazon natpus) gepes 60 MuH.

5 | Related Substances /
PoacTBeHHble mpuMecH

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cynbhoH

Rabeprazole Methoxy analog/
Pabenpazona merokcu aHanor

Rabeprazole Chloro analog/
Pabenpazosa xj0po aHanor

Rabeprazole Sulphide/
Pabenpasona cynsbun

Rabeprazole Related compound A/
Pa6enpasona poaCTBEHHas
npumMecs A

Not detected / e obuapyxena

0.07% / 0,07%

Not detected / He o6Hapyxena

Not detected / He obHapy)xeHa

Below LOQ (LOQ = 0.027 %) / Husxe
npeaena KOJIMYCCTBEHHOTIO onpenencHus
(ITKO = 0,027 %)

Not detected / He 06HapyxeHa

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

Not more than 0.5 % / He 6osiee 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/
IIpumeuanue: ITpoaykt cooTBeTcTBYeT TpeboBanusm HJI +

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

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

IToATOTOBMEHO: fé/ [IpoBepeHo: Zétl Ono6peHo: Meuemiep / PykoBoHTE b
\

Date / Lot 3035 Date / Date / S

Iara: 5 Jara: z | OI=v025 Hara: n
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CERTIFICATE OF ANALYSIS

CEPTU®PHUKAT AHAJIM3A

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

Mpoayxr: Pazo”, tabnerku, NOKpsITHIE KUINEYHOPACTBOPUMOF 06010UKO#, 20 M
Market / Poisok : Russia / Poccust
Batch No. / . Batch Quantity / 1500000 tab /
Cepus Ne : (2500744 Pasmep cepun * 1500000 Tab
A i . i

nalytical Repovrt No./ . 890001790044 Date of Analysis / . 31/01/2025
AHanuTnyeckuii oruer Ne Hata anaansza
D -

ate of Manufacture / s 17/12/2024 Date of Expiry / . 30/11/2026
Jara npousBoacTea I'ogex o -
Mifg. License No. /
IlponzBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JIHLeH3us No

Analysis performed according ND No / Ananuz nposexen no HJ1 Ne; JITI-Na(004603)-(PT-RU)-130224

Page3 of 5/ C1p.3 u35

Rabeprazole Related compound C/
Paberpasona poacTBeHHasA
npumecs C

| Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
GeH3uMuIa30Na aILyKT)

Individual unidentified impurity /
Envuudnas
HedneHTHGUUMPOBaHHAas TPHIMECh

Below LOD (LOD = 0.02 %) / Hinxe
npenena obHapyxeuns (I10 = 0,02 %)

Not detected / He obHapyseHa

Not detected / He obHapysxeHa

Below BDL (BDL= 0.1 %) / Hrxe
nopora peructpauuu (ITP 0,1 %)

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 6onee 0,2 %

| Total impurities / Cymma
nipuMecei

0.1%/0,1%

Not more than 2.0 % / He 6onee 2,00_/0 o

6 |Residual Solvents content /
OcTaTo4yHbIe OPraHuYecKue
PaCTBOPUTENH

1668 pg/tab / 1668 mkr Ha TabieTKy

Isopropanol — not more than 2621 pg per tablet /
Hzonpomnanon — He Gonee 2621 MKr Ha TabiaeTky

7 |Uniformity of dosage units /
OAHOPOTHOCTH {O3HPOBAHHBIX
eAMHHI

1.8/1,8

Aceptance value (AV) should be not more than 15.0.
/ Tokazatens npuemniemocts (AV) nomkeH ObITh He
6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykt coorBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: 4/ IposepeHo: Z@ Onobpeno: Menekep / PykoBomutenb
Date / L-o\-30XX Date / Date/ ' T

Nara: $ Jara: 30l a2ty Jata: Gl
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Dr. Reddy’s ‘;‘ CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

[Product : Razo®, enteric-coated tablets, 20 mg —‘
HMpoaywkr: Pazo™, Tabnetki, nokpeiTsie KHIIEUHOPACTBOPUMOiT obonoukoii, 20 mr
Market / Puinok : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepns Ne e i Pazmep cepun * 1500000 Tab
alytical Repourt No./ + 890001790044 Date of Analysis / . 31/01/2025

AnajgnTuyeckuii otuer No Jara anaansa
D p

ate of Manufacture / s 17/12/2024 Date of Expiry / . 30/11/2026
Jdara nponszsogersa |Toaen mo
Mifg. License No. /
IIpousBoacTBeHHaR : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(004603)-(PI'-RU)
Juuensns Ne

{Analysis performed according ND No / Auaiun3 npogenen no Hjl Ne; JITI-Ne(004603)-(PI'-RU)-130224

Paged of S/ Crp.4 u3 5

8 | Microbiological purity*/ Muxpo6uonoruueckas yncrora*

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O6wee yucio aspobHBIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOPTraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O61ee uucino Menee 10 KOE/r He 6onee 100 KOE/r
APONOKEBBIX U TIECHEBBIX TPUBOB
¢) E.coli Absentin 1g/ Shall be absent in 1g/
OrcyrcrByet B Ir JomxHB! oTCyTCTBOBATL B 1 T
9 |Assay / KonnuecTBeHHOE 19.7 mg/ 19,7 mr 18.0 to 22.0 mg of C,sH20N303SNa (Rabeprazole

sodium) (90 to 110 % of label claim) per tablet. /

BKJIAABILIEM B IMMa4YKy KAPTOHHYIO

onpegeneHne
Ot 18,0 Mr 10 22,0 mr Ci1sH20N303SNa
(pabenpazon Harpus) (ot 90 1o 110 % ot
HOMHMHAIILHOTO COZep>KaHUs) B TabJieTke.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AI/PA) foil /aluminum foil
/aluminum foil blister. 2 blisters witha | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Tabnerox B Gnucrepe u3
tabnerok B 6nucrepe us (IIBX/AJI/ITA) | (IIBX/AJI/TIA) donsru / amomunuesoit gonsru. Ilo
¢doneru / amomunuenoii gonsru. 2 1 unu 2 6nucrepa BMeCTe C JINCTKOM-BKJIABIIIEM B
6ycTepa BMECTE C JIMCTKOM- DayKy KapTOHHYIO.

API name / HammenoBanne APC:

Rabeprazole sodium / Pabenpazon HaTpyst

INN /MHH:

Rabeprazole / Pabenpazon

APT manufacturer batch number /
Howmep cepnn nponspoanteiss ADPC:

ACRHO003679

FP Manufacturer API Batch number /
Homep cepuu cyGeTaHunu
npouspoautens L JI®:

FCRA02497

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

I pumeuanne: [IpoaykT cooTBeTCTBYET TpeboBaHusiM H]J 3akaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MonrorosneHo: y& [Iposepeno: /@_ Onobpeto: Mgﬁe;ﬂ:ep / PykoBomuTens
Date / - )/g Date / ’Nlo’)/g» Date / — 'TD,)/(

Hara: S\-O\- 20 Hara: &0 JHara: il




Qe
Dr. Reddy’s ‘_'.. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product : Razo’ , enteric-coated tablets, 20 mg . ]
Hpomykr: Pa3o®, tabnerky, nokpsirsie KMIIEYHOPACTROPHMOIT 0GonoHKoH, 20 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / 1500000 tab /
Cepua Ne H CES00T Pasmep cepui * 1500000 ta6
Analytical Report No. / . Date of Analysis /
AHannTHyeckHit oTuer Ne GSUINE0TS JlaTa ananuza # CQuE0e>
Date of Manufacture / . Date of Expiry /
T ————— 2 17/12/2024 Tomen 10 : 30/11/2026
Mfg. License No. /
IpousBoacTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHueH3us Ne
Analysis performed according ND No / Ananus nposeaen no HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

PageSof5/Crp.5u3 5

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

IMpoussoaurtens A®C, crpana: J-p Pennu’c Jlaboparopuc JIta., Unagus.

g;"n'f;lf:g‘; ‘;flsr’;‘::‘l‘t’:‘/zét;’l't‘rﬁ"sﬂ’: ) FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India

HanmvenoBaHue, aapec v HOMep JIULEH3 UN (EicenseNOISIRRIARISIRIR)

R OcyI,HeCTBJlﬂlOIIleﬁ IMpoussoncTBeHHOE MoApazaenenue - 3, yuactku Ne 41, wacte 42, yacTe 45 u yacTs

l'lpOH3BO£[C';'BO /xcoHTpOH 46, bauynannm (Buanamx), bauynannu (Mangan), Menyan Mankamxrupy (Juct.),
wrat Tenanrana, Manua (JInuensus Ne 59/RR/AP/97/F/R)

KauecTBa/Boinyck I'JID /

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».

3akaiouenue o cooTBeTcTBHM: «HacTodsumm s HOATBEPKAAI0, YTO NMPHBEAECHHAS BB HHPOPMAUHS ABIAETCA TOCTOBEPHOI M TOYHOI.
Ota cepus NpoAYKLHU NMPOH3BEAcHA (BKIIOYAs YIAKOBKY (MapKHPOBKY) M KOHTPOJIb Ka4eCTBa) Ha BIIEYKa3aHHON MPOH3BOJCTBEHHOM
niomanke (MIomAankax) B MOJHOM COOTBETCTBHM ¢ TpeGoBaHMAMU IIpaBuit Hafyexalei IPOM3BOACTBEHHON NpakTHkU EBpasmiickoro
sKkoHoMH4eckoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMSAMH KOHTPOJNs Ka4ecTBa JIEKAPCTBEHHBIX
CPEACTB, a TaKXK€ B COOTBETCTBUM CO CreLHGHKALMsIMH, COAEPKALIUMHCS B PETHCTPALIMOHHOM JIOChE CTPAHBI-UMIIOPTEPA. 3amHcH Mo
NMPOU3BOICTBY, YITAKOBKE U aHAJIU3Y MPOBEPEHEI, M YCTAHOBJICHO HX COOTBETCTBHUE TpeGoBaHusam [Ipasuit Haaexanieil Mpou3BoACTBEHHOM

NnpakTUKH EBpa3PIﬁCK01"0 JKOHOMHYECKOro COr3a».

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenue: OJOBPEHO

Ilpnmeuanne: [IpoaykT coorBeTcTBYeT Tpebosanusm HJI

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

INoarorosieHo: é/ I[TposepeHo: @ Ozxo6peHj:/ME§%u/p§ep / PykoBOIHTENb
R

Date / —0l - 2036 Date / LN O/~ Date/ ' T

Jata: 3l | Jara: W Jlara: |0l 7Y




