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CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJIN3A

Product : Razo", enteric-coated tablets,

20 mg

[poay KT: Pa3o®, radnerin. nokpoirsie KHIIEYHOPACTBOPHMOI oBosto4koii, 20 Mr

Market/ Peraok : Russia / Poccus

Batch INo. / . Batch Quantity / . 1500000 tab /

Cepus N § [C212E850 Pasmep cepun " 1500000 a6

Analytical Repovrt No./ . 890001844118 Date of Analysis / . 26/10/2025
AHaauTHYECKHH oT4yeT No JlaTa aHaJu3a

Date of Manufacture / . 08/09/2025 Date of Expiry / . 31/08/2027

JdaTa npoussoncraa I'open no

Mfg. License No. /

IMponssoacreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHneH3 ua Ne

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

Pagel of 5/Crp.1m35

Ne Test / loka3zaTenn

Result / PesynbTaThl

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. / Kpyriisie, IBOSKOBBINMYKJIbIE
TabIeTKH, NOKPBIThIE 0O0IOYKOI
CBETJIO-XKEJITOrO LJBETa C MaPKUPOBKOH
KpacHoro ueta «RB20» Ha oxHoOif
cTopoHe. Ha monepeunoM paspese sapo
6enoro 1Bera.

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. /
Kpyriibie, ABOAKOBBITYKIbIE TAOTIETKH, TIOKPHITHIE
060JI0YKOH OT CBETIIO-KENTOTO 10 KEJITOTO LIBETA

€ MapKHpOBKOM KpacHoro upeta «RB20» Ha ogHoii
cropone. Ha nonepeunoM paspese sapo or 6esoro
JI0 TOYTH HeNoro usera.

Complies as prescribed /
CoorsercTByeT 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
yOEp>KHBaHUS OCHOBHOIO MHKa Ha
XpOMaTOrpaMMe HCIBITYEMOTO PACTBOPA IOMMKHO
COOTBETCTBOBATH BPEMEHH YAEPHUBAHHS
OCHOBHOT'O [TMKAa Ha XpOMaTorpaMMe pacTBopa
cTaHAapTHOro obpasua pabernpazona HaTpus
(pazzen «KomHuecTBEHHOE OMPee/ICHHEY).

2 | Identification By HPLC /
Hnentudpuxamus BIKX
3 | Average weight /

Cpeansist Macca

21091 mg/ 210,91 mr

212.68 mg+ 5 % (202.05 to 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 Mr no 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: ITponykt coorBeTCcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3akmiouenue: OJOBPEHO

Prepared by / _
Hom‘oroaneﬂo%

Checked by f— ﬁﬁ“"’
[poseperos 2

Approved by: Manager/Executive /
Ono6peno: Menemkep / PykoBoauTens

S/

Date /

Tata: 24~lorrou

Date /
Jlara:

2@(2 -0t Date]

AR G -0

Jlata:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

ﬁ’roduct i Razo", enteric-coated tablets, 20 mg

Analytical Report No. /
AHanuTHYECKHIT oTueT Ne

- R [ o o .,
ITpoay x1: Pa3o®, tabuerku, nokpeirsie KHIIEYHOPACTBOPHMOIT 000104KOil, 20 Mr

Market/ Pernox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /
: C2512860 C

Cepnn No Pasmep cepun 1500000 Tab

: 890001844118

Date of Analysis /
[ata auanusa

: 26/10/2025

D

ate of Manufacture /

Mara mpoussoacrea : 031092075

Date of Expiry /
Toaeu go

: 31/08/2027

Mfg. License No. /
IpousBoacTBenHas
auunensua Ne

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

MA number: / Homep PY :

JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Ananus nposeaen mo HJIL Ne: JITT-No(004603)-(PI'-RU)-130224

Page2 of 5/ Cip. 2 m3 5

PoxcTrBennbie NpHMECH

| 4 | Dissolution / PacTBopenne Unit-1/Eannia-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eqnanua-2 1% 10 % of C13sH20N303SNa (Rabeprazole sodium) label
Unit-3/Eaunnna-3 2% claim in 2 h. / B 01 M pacTBope
Unit-4/Equnuua-4 2% XJIOPUCTOBOAOPOAHON KUCIIOTHI — He Gonee 10 % ot
Unit-5/Eqnrnna-5 1% HOMHHAaNILHOTO conepkaHus CigHygN1O38Na
Unit-6/EanHnua-6 1% (pabenpazon HaTpus) yepes 2 u.
Average / Cpenu, sHadyenue: 2 %
Unit- 1/Enuunua-1 84 %  |In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Enunmua-2 89 % CigH20N;03SNa  (Rabeprazole sodium) label claim
Unit-3/Eanunua-3 89 % in 60 min. / B 6ydeprom pacteope pH 8,0 — He Menee
Unit-4/Enrna-4 90 % 75% (Q) OT HOMHHAJIBHOTO colep aHHs
Unit-3/Eannnua-5 90 % C1sH20N303SNa (pabenpason HaTpus) yepes 60 MuH.
Unit-6/Ennnnua-6 90 %
Average / Cpenn. 3Hadenue: 89 %
5 | Related Substances /

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/ Pabenpaszona
cynsdon

Rabeprazole Methoxy analog/
Pa6enpazona METOKCH aHaOr

Rabeprazole Chloro analog/
Pa6emnpazona xnopo aHamor

Rabeprazole Sulphide/
Pa6emnpazona cynbdun

Rabeprazole Related compound A/
PaBenpa3zona poaCTBEHHAs
npuMecs A

Not detected / ne obHapyxeHa

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

0.09% / 0,09%

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

0.07%/0,07%

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

Not detected / e o6Hapyxena

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

0.03%/0,03%

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

Below LOD (LOD = 0.019 %) / Huxe
npenena obHapyxenus (I10 = 0,019 %)

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

Remarks : The Product confirms to ND/
IIpumeuanue: IIponyxt cooTBeTcTBYeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
HoaroroieHo: _

)
Checked by, / » 25
ﬂpoaepW

Approved by: Manager/Executive /
Onmo6peno: Menemkep / PykoBonutess

Date /
JHara:

29 —tor~ 3ok

Date /

D&to-)o)S5
Jlata:

&0 \M/

Date /
Hara:
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTI3A

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

MpoayKr: Pazo®, raGnerku. nokpeirsie KHIeYHopacTBopHMoii ofojoukoi, 20 Mr

Market / Ppixok : Russia / Poccus

Batch No. / . C2512860 Batch Quantity / . 1500000 tab /
Cepun Ne Pasmep cepun 1500000 ta6
Analytical Report No. / . Date of Analysis /

AHanuTHYecKHii oTyeT No : 890001844118 Jara anaansa : 26/10/2025
Date of Manufacture / : Date of Expiry /

T ——— : 08/09/2025 Tonen 10 : 31/08/2027
Mfg. License No. /

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

{Analysis performed according ND No / Auaaus nposeaen mo HJ[ No: JII-Ne(004603)-(PT-RU)-130224

Page3 of 5/Crp.3 35

Rabeprazole Related compound C/ Not more than 0.5 % / He 6onee 0,5 %
PaGenpasona poncreeHHas Not detected / He o6Hapy» ena

npumecs C

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37 Not detected / ne obHapyxeHa

(Mass m/z=310
Imidazole) / [Tpumecs npu RRT
1,37 (macca m/z=310 umunazon)

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

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs npu
RRT 1,51 (macca m/z=458
6eH3MMHMAA30Na anayKT)

Not detected / He oGHapykena

Individual unidentified impurity / Below BDL (BDL= 0.1 %) / Hitxe Not more than 0.2 % / He 6onee 0,2 %

EnuHuunas

o,
HCHHCHTH(i)HquOBaHHaSI NpUMECH P RORPEMEE PatE (HP 0’1 A))

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He Gosnee 2,0 %

npuMeceit

1387 pg/tab / 1387 mxr Ha Tabnerky |Isopropanol —not more than 2621 pg per tablet /

6 |Residual Solvents content /
Hzonponanon — He 6onee 2621 Mkr Ha TabneTky

OcTaTouHbIe OpTraHHYeCKHe

PACTBOPHTEIH

7 |Uniformity of dosage units / 23/23 Acceptance value (AV) should be not more than
OaHOPOAHOCTH XO3MPOBAHHBIX 15.0. / Tlokazatens npuemneMoctd (AV) momkeH
eAMHHIL 6uITh He Honee 15,0.

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

IIpumeuanne: IIponykr coorBercTBYeT TpeboBanusm HJJ . | 3axmouenne: ONJOBPEHO
.
Prepared by / _— Checked by / -2~k Approved by: Manager/Executive /
IMonroroBneno: ——— ITpoeepeno: Ono6peno: Menemkep / PykoBoaurens
d’ <L
Date / Date / (OIS Date / 40 S0
Hara: 23~ lom vout™ Hara: 2& e Jara: =
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTH3A

Product : Razo", enteric-coated tablets, 20 mg l
[Tpoay Ki: Pa3o®, tadnerkn, nokpsirsie KuuerHopacTeoprMoli obomouxoii, 20 Mr
Market/Poinok : Russia / Poccus
Batch No. / . C2512860 Batch Quantity / . 1500000 tab /
Cepns N ) Pasmep cepun * 1500000 Tab
Analytical Repovrt No. / . 890001844118 Date of Analysis / . 26/10/2025
Anajgn THYECKHIi oTueT No Jlata anaamza
Date of Manufacture / © 08/09/2025 Date of Expiry / . 31/08/2027
NaTa mpoussoncrea Logen no
Mfg. License No. /
IpousBoncreeHnas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHLenHs Ha Ne

Bnal}'sis performed according ND No / Anaans nposenen mo H/1 Ne: JITT-Ne(004603)-(PT'-RU)-130224
Page4of 5/Crp. 4 m3 5

'8 Microbiological purity*/ Mukpo6uosorngeckas uyucrora*®

a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O61uee yucno a3pobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHMKpPOOPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6uiee uncino Menee 10 KOE/r He 6onee 100 KOE/r
JPOOKEBIX U MIIECHEBBIX rpHGOB
¢) E.coli Absentin 1g/ Shall be absent in 1g /
OrcyrcTByeT B Ir HomxHe! oTcyTCcTBOBaTL B 1 I
9 |Assay/ KonnuecTBeHnHoe 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of CisHy0N303SNa (Rabeprazole

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

onpeaejeHne
Ot 18,0 Mr mo 22,0 mr C1sH20N303SNa
(pabenpazon Hatpus) (ot 90 g0 110 % or
HOMMHAJILHOTO COJIEPKaHus) B TabreTke.

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 with a | blister. 1 or 2 blisters with a package insert in a
package insert in a carton. / ITo 15 carton. / Ilo 15 Ttabnerox B Omuctepe wu3
Tabnerok B 6nuctepe u3 (MIBX/AJVITA) | (TIBX/AJI/TIA) donbru / anmromunueroii dponsra. o
doneru / amoMuHueBoit Gosbru. 2 1 unn 2 6nucrepa BMecTe ¢ IMCTKOM-BKIaABILIIEM B
6scTepa BMECTE C TUCTKOM- Ma4yKy KapTOHHYIO.

BKJIAABIIIEM B MaYKy KapTOHHYIO

Rabeprazole sodium / PaGenpazon narpus

API name / Hanumenosanue A®C:
Rabeprazole / Pabenpazon

"INN / MHH:

API manufacturer batch number / ACSHO000694 & ACSH000712
Homep cepuu npoussBoautens APC:

FCSA00515 & FCSA00516

FP Manufacturer API Batch number /
Homep cepuu cyGeTaHUHM IPOM3BOAUTES
Td:

Conclusion : APPROVED /

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

IIpumeuyanne: [IpoaykTt cooTBeTcTBYeT TpeboBanusM HII

" Approved by: Manager/Executive /

Prepared by / — Checked by / /&;5/ _
Hoxmroroneno: 2" HpOBepeHW Ono6peno: Menemxkep / Py)gsozlmens

e

Date / 0.3 - 15 1ok Date / %16,),20% Date / «Q D ,\9w(

Harta: Hara: Hara:
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHANTM3A

Product : Razo", enteric-coated tablets, 20 mg
Mpoaywi: Pazo®, TaGnericn, NOKPLITEIE KHIIEYHOpacTROpHMOiT o0osoukoii, 20 Mr

Marlcet / Peinok : Russia / Poccus

Batch No. / . C2512860 Batch Quantity / . 1500000 tab /

Cepus Ne Pasmep cepuu 1500000 ta6

Analytical Repovrt No./ . 890001844118 Date of Analysis / . 26/10/2025
AHanuTuuecknii oTuet Ne Jlata ananausa

Date of Ma_nufacture / - 08/09/2025 Date of Expiry / . 31/08/2027

Hara npoussoacrsa I'ogen a0

Mfg. License No. /

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

JHuen3Ha Ne
Analysis performed according ND No / Auanus nposeaen mo HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

PageS of S/ Crp.5mu35

— —

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
MNpoussoantens A®C, cTpana: I-p Pennu’c JTaGoparopuc JIta., Munus.
N o address, ?“ﬂ/“g‘za“"l“ No /f‘l’{ | L FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
:,zn/u acturing site / Control site / Release Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HaumenoBaHHe, aipec n HOMep JIHUEH3HH (License No S6/RR/AP/97/F/R)

> N Hpoussoacteennoe noapasaeneuue - 3, yaactku Ne 41, wacte 42, uacts 45 i yacts
PHORLAARH, ocymecnmmomen 46, Bauynanm (Bunnamk), Bauynaniu (Maszan), Meguan Mankamkripu (JQuct.),
;:510;3/30“”80 KOHTRONE A eCEaa/REIyELR wrrat Tenanrana, Munma (Jlnuensus 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.

3aktiouenne o coorBeTcTBUN: «HacToAINM 5 MOATBEPIHAAIO, YTO NPUBENEHHAS BbIllle HHPOPMAUKSA ABIAETCA JOCTOBEPHOI U TOYHOA.
Ora cepust NPoAyKUMK NMpoK3BeneHa (BKITIOYas yrakoBKy (MapKHUPOBKY) H KOHTPOJIb KAauecTBa) Ha BHILIEYKA3aHHOM TPOU3BOACTBEHHOI
rmiowagke (II0WAAKaX) B MOJHOM COOTBETCTBHH C TpeGoBaHMAMH [IpaBui Haamexaleii NPOU3BOACTBEHHOM npakTHKH EBpazuiickoro
skoHoMHyeckoro cowosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6oBaHHAMH KOHTpPOJs KadyecTBa JIEKAPCTBEHHBIX
CPCACTB, & TaKxke B COOTBETCTBUM CO CNEUMHUKALMAMH, COAEPKAIMUMUICS B PErMCTPALOHHOM [O0ChE CTPaHBI-UMIIOpTEpa. 3anucH 1o
NpPOM3BOACTBY, YAKOBKE U aHAIH3Y [POBEPEHBL, U YCTAHOBJIEHO HX COOTBETCTBHE TpeGoBaHHAM [TpaBuI Ha/inexKalel MPpoH3BOACTBEHHOMN

MpaKTUKHN EBpa3V[l7lCKOFO IKOHOMHUYECKOr o COIO3a».

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
IIpumeuanne: IIponykxt cooTBeTCTBYET TpeboBanusam HJJ 3arniouenne: OJJOBPEHO
s
Prepared by / Checked by /_— L o {LApproved by: Manager/Executive /
Ilonrotosnexo: /% Iposepeno: (_z="c=" Onobpeno: Menemkep / PykoBoauTenb
‘ .S
Date / Date / Date / QD SO
— A7 =) A
Jara: 22 10~ vOKT Jlara: Zg (&2 Jara:




