2 12/08/2025

Date o Manufacture /

; Date of xp; '/ .
Hara up T : 28/06/2025 Fotetiag Y : 31/05/2027
Mfg, LEM“R“ RH——EE————%——%_"

"POIIJBM‘(;aenuag : 59/RR/AP/97/F/R MA numbey, Homep py . JIH-N_J(004603)-(PF-RU)
AHuensng Ny

Analysis per formed according ND Ng / AHSM3 1poneren mo HJL Na: .Ill]-M-(Oﬂdﬁﬂs)-{PF»RU)—I30224
Page 1 0f5/C'rE. 1uzs

Test / Hoxazaren,, " Resul t/ Pesynnrary, o Speci fication / Hopma
.-\ppenrance / Onucanpe Round, biconvey, ugmmoﬁéﬂﬁ Round, biconvey, tht-y&mmﬂ

tablets Imprinted "RB20" with red ink on tablets imprinted "RB20” with red ink on one side,

the one gjde. White tablet cope on cross- | White o offoyhige tablet core on o ossection. /

Kpyrasie, jinog KOBbIY KL1e Ta0NeTKH, nokperreie

000n0uKoif oF CBETN0-3enToro 1o REATOTO LBeTa
© MaPKHPOBKOIi Kpackora uBera «RB20» na onpoji

CRETJ'!('J-}H{S."ITOF() userg ¢ MAPKHPORKOf cTopone, Ha nonepeynoy Pazpeze gnpo o desoro

Kpachoro ygerq «RB20» 43 OIHOIf A0 novry Genore 1BeTa,

CTopore, Ha nonepey o Pazpese aapo

Genorg LBera,

section, / Kpyrawe, ABOAKOBEIMy g
Tabnerky, NOKpLiTRHE obomoYKof

I denh’ﬁcarion By HPLC
Maeury Prranng BIXxXx

The retention time of major peak in the
chmmatogram of test solution shouid correspond
to the retention time of major peak in the
chmnm[ogmrn of Rabeprazole sodium reference
Standard solution (section Assay). / Bpems
Yaepimupa g OCHOBHOTO fpkg pg
Apomarorpayme HCIBITYeMOorg PacTeopa nonkno
CooTBeTCTRORATY, Bpemenn ynepskupanms
OCHOBHOrO muka pa x Pomarorpamme pacreopa
CTannaprhore obpazua Pabenpazong HATPs
(paznen «J¢ ONHYECTRCHIOE onpenenennes),

Complies ag prescribed /
COOTBeTCTByeT TpeGoBatusy

<)

212.68 mg+5 % (202.05 to 223.3] mg) /

Averagc weight /
212,68 mr + 5% (or 202,05 mr no 223,31 Mr)

Cpennnn Macca

206.73 mg / 206,73 wr

Conclusion - APPROVED /
3akmoyenye: OAdOBPEHO
)

Remarks . The Prodyc; confirms to ND;
Ipimeyq HHe: [Mponyicr CooTBeTCTRYE T TPeboBakusy HIT

Checked hy-r~
f"IpuBep

13- O€-2025] Daisy

Jara;

Approved by: Manager.f'Execu[ive/
Onobpeno: MEHE.‘_J'[H(B]“J / Pykorogutens,
D .
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJTHU3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoayier: Pazo”, Tabaerkn, MOKPLITHE KMLIEYHOPACTBOPHMOIT 06010t Koi, 20 Mr

Jnuensia Ne

Market / Peinok : Russia / Poccus
Batch No. / Batch Quantity / 1500000 tab /
\ : C25095 y ?
Cepnn Ne €2500508 Pazsep cepun " 1500000 Tab
Analytical Report No. / . Date of Analysis /
AHajJuTHYeCKHI oTueT Ne | B20D0NE20831 JlaTa ananuza a0
Date of Manufacture / . Date of Expiry /
JlaTa HPON3BOICTES : 28/06/2025 ToneH 10 1 31/05/2027
Mfg. License No. /
IMpousBoacTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI'-RU)

Analysis performed according ND No / Anaaus npopenes no HJT No: JITI-No(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 m3 5

4 | Dissolution / PacTBopenne | Unit-1/Enunuua-1 0% |In0.1M hydrochloric acid solution — not more than|
Unit-2/EauHnua-2 0% |10 % of C13sH20N303SNa (Rabeprazole sodium) label
Unit-3/Eaunnia-3 5% claim in 2 h. / B 01 M pacTBOpe
Unit-4/Eaununa-4 0% XJIOPHCTOBOAOPOAHOH KUCIOTHI — He Gonee 10 % ot
Unit-5/Egununa-5 49,  |HOMHHANLHOTO CoIepXKaHus CisH20N303SNa
Unit-6/EgannLa-6 0% (pabenpason Hatpus) uepes 2 u.
Average / Cpens. 3Hauenne: 2 %
Unit-1/Eauauua-1 | 87% In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/EnuHuna-2 | 87% CisH20N303SNa  (Rabeprazole sodium) label claim
Unit-3/Enynuua-3 88 % in 60 min. / B 6ydeprom pacreope pH 8,0 — He MeHee
Unit-4/Equnnua-4 89 % 75% (Q) OT HOMHHaNbHOTO  COAEPIKAHHUS
Unit-5/Eaqununa-5 84 %, Ci8H20N303SNa (pabenpaszon Hatpws) uepes 60 MuH.
Unit-6/Equnuua-6 88 %
Average / CpenH. 3uayenne: 87 %
5 | Related Substances /

PoacTBeHHbIE NMMpHMeCH

Rabeprazole N-oxide/
Pa6enpasona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cynbdoH

Rabeprazole Methoxy analog/
PaGerpa3zona METOKCH aHaor

Rabeprazole Chloro analog/
Pa6enpa3ona xi10po aHanor

Rabeprazole Sulphide/
Pa6enpasona cynebun

Rabeprazole Related compound A/
PaGenpasona poacTBeHHas
npuMecs A

Not detected / e obnapyxena

0.10%/0,10%

0.06% / 0,06%

Not detected / He obHapyxeHa

0.03%/0,03%

Below LOD (LOD = 0.019 %) / Huxe
npeaena odnapysxehus (110 = 0,019 %)

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/
IMpumevanue: [IponykT cooTBeTcTBYET TpeOoBaHUsM HJI

Conclusion : APPROVED /

_| 3akmoyenue: ONOBPEHO
2

Prepared by / Checked by /_— -_ »v}-’(]")proved by: Manager/Executive /

[ToAroToBEHO: Mposepeno; et Onobpeno: Menemiep / PykoBoaurens
JIrOTOBJI @_ posepeno; p LF‘/LJJFP : y

Date / Date / L~ Date / . PR~

Hata: % o¥-10Y" | fama IBOE2025 Jlara: ) ek
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Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoaykT: Pa3o®, TabneTku, NOKphITEIE KHIEUHOPACTBOPUMO# 060s04K0i, 20 Mr

Market / Peinok

: Russia / Poccus

Batch No. / ] Batch Quantity / 1500000 tab /
Cepnst Ne P ROt Pa3mep cepun © 1500000 Ta6
Analytical Repoi't No./ . 890001829851 Date of Analysis / . 12/08/2025
AHajuTHYeCKH# oTueT Ne Jarta ananusa
D .

ate of Manufacture / . 28/06/2025 Date of Expiry / . 31/05/2027
|/lata nmpoussoxcTea T'ogen no

Mfg. License No. /

Jnuen3zna Ne

IMpoussoacreennan

: 59/RR/AP/97/F/R

MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Auasins nposener no HA Ne: JITI-Ne(004603)-(PT-RU)-130224

npumecs C

Rabeprazole Related compound C/
Pabenpazona poncreennas

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / IMpumecs mpu RRT
1,37 (macca m/z=310 umuaazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
6eH3uMMAa30Na aanyKT)

Eanununas

Individual unidentified impurity /

HeUIeHTHWLUHMPOBAHHAS NPUMECh

0.01%/0,01%

Not detected / He o6Hapyena

Below BDL (BDL= 0.1 %) / Husxe Not more than 0.2 % / He 6onee 0,2 %
nopora perucrpauun (ITP 0,1 %)

Page3 of 5/Crp.3 n35

Below LOD (LOD = 0.02 %) / Huxe [Not more than 0.5 % / He 6onee 05%
npexnena obuapyxenus (I10 = 0,02 %)

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

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

npumecei

Total impurities / Cymma

0.2%/0,2%

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

6 |Residual Solvents content /
OcraToyHbIe OPraHuYecKHe
PACTBOPHTENH

1443 pg/tab / 1443 mkr na tabnetky  |Isopropanol —not more than 2621 pg per tablet /

CINHHI

7 | Uniformity of dosage units /
OnHOpPOAHOCTH A03HPOBAHHBIX

2/172 Acceptance value (AV) should be not more than

Hzonponanon — He 6onee 2621 Mkr Ha TabneTky

15.0. / Tokazatens npuemnemoctd (AV) noipkeH
65ITh He Gosiee 15,0.

RemarKks : The Product confirms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYeT TpedoBanusm HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO
/®)

=" Approved by: Manager/Executive /

Prepared by /

IToarotoBneHo: @/ Onobpeno: Menemkep / Pyxosoantens
Date / Date / Date / . '3
Tlara: (_?) o8- 1oy Tara: Hara: |2—o€




CERTIFICATE OF ANALYSIS

: @
Dr.Reddy’s ‘;‘

CEPTHDUKAT AHAJIH3A

ﬁ’roduct : Razo”, enteric-coated tablets, 20 mg

Hpoaykr: Pazo”. vabaerkn, nokpeitsie KHLUey Hopacteopumoit obonoukoii. 20 mMr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepns Ne + €2509538 Pa3mep cepun 1500000 Ta6

A i ! i

Analytlcal Repovrt No./ . 890001829851 Date of Analysis / . 12/08/2025
HAJINTHYECKHI oTueT Ne JarTa anannza

Date of Manufacture / . 28/06/2025 Date of Expiry / . 31/05/2027

Jdata nponssoacrea Togen a0

Mfg. License No. / o

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

JnueHsna Ne

Analysis performed according ND No / Aranms nposeen mo HJT Ne: JIIT-Ne(004603)-(PT-RU)-130224

Paged4 of 5/Crp.4m35

8 | Microbiological purity*/ Muxpo6uosorndeckas yncrora*

a) Total aerobic microbial count /
Obee umncno a3pobHBIX
MHKpOOPraHH3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / O6wee yucno
JPOMOKEBBIX U MIIECHEBBIX rPHHOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

c) E.coli

Absentin 1g/

OrcyTrerByet B 1T

Shall be absent in 1g /
JomxHbl oTcyTcTBOBaTH B 1 T

Assay / KonnuecTBenHoe
onpegesieHue

10 |Packaging / YmakoBka

19.7 mg/ 19,7 mr

18.0 to 22.0 mg of Ci3sH30N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr mo 22,0 mr Ci3H20N303SNa
(pabenpazon Hatpus) (ot 90 mo 110 % or
HOMUHANbLHOIO COAEPXKaHHus) B TabneTKe.

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnerok B 6ctepe u3 (IIBX/AJI/TIA)
donbru / anmomunreroit dossra. 2
HnucTepa BMeCTe C IMCTKOM-
BKJIAABILIEM B MAYKY KapTOHHYIO

15 tablets in a (PVC/AV/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / ITlo 15 rtabnerok B Oiucrepe U3
(TIBX/AJI/TIA) doneru / amomuaneBoit donsru. o
1 unu 2 6nkctepa BMeCTe C JIMCTKOM-BKJIaAbILIIEM B
navyKy KapTOHHYIO.

API name / Haumenoanne APC:

Rabeprazole sodium / Pabenpason Hatpus

INN/MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponssoautens ADC:

FP Manufacturer API Batch number /
Homep cepun cybcTaHunmn
npousBoautens I'JID:

ACSH000227

FCSA00209

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cootBeTcTBYET TpeboBanusmM HJ 3aknouenne: OJJOBPEHO
)

Prepared by / Checked by ,-? oy " Approved by: Manager/Executive /
[TogroroBneHo: Hpnaepcu(g'gﬂ = ~ | Onobpeno: Menenxep / Pykosoauress

t PE=
Date / Date / el 4 ) =] Date / ' __1~25
Jara: \?D o8 2\S | Mara: Jlata: |2 = g




. ®e
’ °® CERTIFICATE OF ANALYSIS
Dr.Redd VA 19 CEPTHO®UKAT AHAJIA3A

[Product ; Razo®, enteric-coated tablets, 20 mg

Mpoaykr: Pazo®, TabneTku, IOKPLITEIE KHIIEUHOPACTBOPHMON 0605104Koii, 20 Mr
Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab/
Cepust Ne P €2509538 Pasmep cepun " 1500000 a6
inalytlcal Repourt No./ . 890001829851 Date of Analysis / . 12/08/2025
HAJIUTHYECKHI oTueT Ne Jarta anaan3za
Dat i
ate of Manufacture / . 28/06/2025 Date of Expiry / . 31/05/2027
JaTa npoussoacrea Topen a0 - |
Mfg. License No. / o
NpousBoacrBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
auueHsus Ne

Analysis performed according ND No / Anaaus nposegen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224
PageSof 5/Ctp.S5u3 5

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

Mpoussoaurens A®C, crpana: H-p Penau’ ¢ JTabopatopuc JIta., MUHaus.

g;“l:f; ;:f‘:rc ifls;li‘g‘t:’l‘t’e“fégi’t‘rz"sﬂ’: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HanmeHoBaHMe, apec M HOMEP JHUEHIHH (EicenseNGSI/RRIARDII/E/R)

e ocyl,ueCTBnmomeﬁ IponssoacTeeHHoe noapasaeneHue - 3, yuactku Ne 41, yacth 42, yacth 45 1 4acThb

ﬂpOH3BO}IC"l‘BO IR 46, bauynannn (Bunnamx), bauynannu (Maxnan), Meguan Mankamxrupu ([Iuct.),
wrraT Tenanrana, Uuaus (JIuoneusus Ne 59/RR/AP/97/F/R)

kauecTBa/Boimyck LJI® / o

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».

3akioueHue 0 cooTBeTCTBHH: «HacTosmuM s NoATBEpkAat0, 4TO NPUBEACHHAS BBILIC HHGOPMALUS ABIAETCS JOCTOBEPHOH H TOUHOM.
OTa cepus NpoLYKUMH Npou3BeaeHa (BKIKOUYas YNakoBKY (MapKUpOBKY) M KOHTPOJb KayecTBa) Ha BbllleyKa3aHHOH MPOM3BOACTBEHHOM
nnowanke (Miouaakax) B MOJHOM COOTBETCTBUH ¢ TpeGoBauusamu [TpaBun Haanexaien MpoUW3BOACTBEHHON npakTuky EBpasuiickoro
skoHOoMHueckoro cowsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeboBaHMAMH KOHTPONS KauecTBa JIEKapCTBEHHBIX
CpPEJCTB, a TAKXKE B COOTBETCTBHH CO CrEUMPUKALMIMH, CONCPKALUUMUCS B PETUCTPALIMOHHOM JOChE CTpaHbI-UMIOpTepa. 3anHcH Mo
MPOU3BOACTBY, YIIAKOBKE U aHAIU3Y MPOBEPEHBL, H YCTAHOBIICHO UX COOTBETCTBUE TpebosaHusM [IpaBuil Haanexallei NpoM3BOACTBEHHOM

npakTHkH EBpa3uiickoro 3KOHOMHYECKOro COl03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanwne: [Tpoaykt coorBeTcTByeT TpeboBanusm HJ| 3akmouenne: OJOBPEHO
e

Prepared by / Checked by /— <~ “Approved by: Manager/Executive /
[loaroroBneHo: @ ﬂ}‘)oscpciﬁ _/i(f ,L:_.'«'-—::;// Opnobpeno: Menemiep / Pykosogurens

o i 2
Date / Date/ | 2> &~20 25| Date/ 0 & 2o+ 5
Jara: 12 8- Lo Jara: 3 Jara: 12




