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Dr.Redd YS '_0 CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTN3A
SETTHOUKAT AHAJTH3A
- enleric-coated tablets, 20 mg

. Tabneriy, NOKPLITEIE Kiney HOpacTeopHMOIi 000J109K0ji, 20 M

Product : Razo”
Hpogyrcr: Pazo®

Market / Prinox : Russia / Poceus

./ Batch Quantity /

Pasmep cepun

. 1500000 tab /
* 1500000 a6

: 31/05/2025

: C2505890

Analytical Report No. /
Ananntiyecknii oTYer No
Date of Manufacture /
Hara MpoOu3IBoNCcTBRa

Mfg. License No. /
INponseoncreennas ¢ 59/RR/AP/97/F/R
dHueHzng Ne

: 890001813534

1 12/04/2025 1 31/03/2027

-_
MA number: / Homep PY : JIH-.Ni_r(004603)-(PF -RD)

— Pagelof5/Cip.1m5

T —
Ne Test / Moxaszarens Result/ Pesyasrats; Specification / Hopma

1 | Appearance / Onucanne Round, biconvey. light-yellow coated Round, biconvex, light-yellow to yellow coated
tablets imprinted "RB20" with red ink on [ tablets imprinted “RB20” with red ink on one side. |
the one side. White tablet core on cross. | White to offewhite tablet core on cross-section, /

: Kpyvriasie AKOBBITYKITbIE TabneTKIL. 1o BIThiE
sectlon./prmue, ABOAKOBBINYKJIbIe P}l‘ Bl - ZIBOAKOBLITyKIbIE TaGneT s BOKD
4 00on0UKOIT o1 cBETIO-KENTOrD JI0 FKETTOro LBeTa
TabneTky, NOKPEBITBIE 06010YKOIL

- |© MAPKHPOBKOIi kpacHoro Lpera «RB20» ua oanoij
CBETIIO-KenToro upera ¢ MapKHpOoBKo#t ¢ropone. Ha nonepetnom Pazpese sapo or denoro
KpacHoro useta «RB20y ya ONHOH lo mouTr Genoro upera.
CTopoHe. Ha monepeunom paspese sapo
Genoro ugera.

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the

Haenrndurauns BIKX Cootsercrayer TpeGoBanusm 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
YACPKMBAHUS OCHOBHOrO HHKa Ha
XpomarorpamMme ucHeITyeMoro pacteopa JomkHo
COOTBETCTBOBATH BpeMeHH YAEpXKHUBaAHHS
OCHOBHOIO NnHKa Ha Xpomarorpamme pacTtsopa
CTaHnapTHoro oGpasua pabenpazona narpus

(paznmen «KonmniectBennoe onpenesneHue).

_—

3 Average weight / 208.95mg/ 208,95 mr 212,68 mg+ 5 % (202.05 to 223.3] mg) /
Cpeansis macca 212,68 mr+ 5 % (ot 202,05 mr no 223,31 mr)

Remarks : The Product confirms to ND/
IIpameyanne: IMponyxr COOTBETCTBYeT TpeHoBanusim HJ

Conclusion : APPROVED /
3akmouenue: OIOBPEHO

Prepared by / . Checked by / Approved by: Manager .
Mozaroroeneno: [/" IIposepeno: Onobpeno: lenemxep / Pykosomirens
k‘ posep p )
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Dr.Red dY S ‘,O CERTIFICATE OF ANALYSIS
- CEPTUDHUKAT AHAJTH3A

[Product : Razo’, enteric-coated tablets, 20 mg
Mpoaywr: Pa3o", TabieTki. NOKPLITHIE KNIIEUHOPACTROPHMOIT 06010uK0H, 20 Mr

Market / PoiHox : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

Cepua Ne EFE2503820 Pazmep cepun 1500000 Tab

Analytical Repourt No./ . 890001813534 Date of Analysis / . 31/05/2025
AHanuTudeckuii oTuer Ne Jara anajanza

Date of Manufacture / . Date of Expiry /

T — : 12/04/2025 Coxen jib : 31/03/2027

Mfg. License No. / o
IMpounssoacTBeHHaR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuneH3ust Ne

Analysis performed according ND No / Ananu3s nposenen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224 |
Page2 of 5/ Crp. 2 m35

4 | Dissolution / Pacrsopenne Unit-1/Epvnnna-1 2% In 0.1 M hydrochloric acid solution — not more than|
Unit-2/Eaunnna-2 3% 10 % of CisH20N303SNa (Rabeprazole sodium) label
Unit-3/Eannuna-3 1% claim in 2 h. / B 01 M pacreope
Unit-4/E quuna-4 2% XJIOPHCTOBOAOPOAHON KMCHOTHI — He Gonee 10 % ot
Unit-5/Eqnanna-5 4% HOMHHANBHOLO conep kaHus Ci3H30N303SNa
Unit-6/Eannuna-6 39% (pabenpason Hatpus) uepes 2 u.

Average / CpenH. 3nauenne: 3 %

Unit-1/Enunnna-1 84 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Equunna-2 87 % CisH20N303SNa  (Rabeprazole sodium) label claim
Unit-3/Equunna-3 87 % in 60 min. / B 6ygepHom pactBope pH 8,0 — He MeHee
Unit-4/Eaununa-4 89 % 75% (Q) OT HOMHMHAIBHOTO  COAEPKAHHUS
Unit-5/Eauanna-5 88 % C1sH20N303SNa (pabenpazon Hatpws) yepes 60 muH.
Unit-6/Envnnua-6 87 %

Average / Cpenn. 3Hauenue: 87 %

5 | Related Substances /
PoacTBeHHBIE npumecy

Rabeprazole N-oxide/ Not detected / He 06HapysKeHa Not more than 0.5 % / He 6osiee 0,5 %
Pa6enpasona N-okcun

'Rabeprazole Sulfone/ PaGenpazona [0.11% /0,11% Not more than 0.5 % / He 6onee 0,5 %
cynbhoH

Rabeprazole Methoxy analog/ 0.04% / 0,04% Not more than 0.5 % / He 6onee 0,5 %

Pabenpa3ona METOKCH aHaJor

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

Not detected / He obHapyxeHa
Pa6enpazona xiopo aHaor

Below LOQ (LOQ =0.027 %) / Huxe

Rabeprazole Sulphide/ Mpeaena KONHIECTBEHHORO Not more than 0.5 % / He 6onee 0,5 %
PaGenpasona cynsdun onpenenenus (ITKO = 0,027 %)
Rabeprazole Related compound A/ |Below LOD (LOD = 0.019%)/ Hmke  |Not more than 0.5 % / He Gonee 0,5 % R
PaGenpasona pojcTBeHHas npezena oGHapysxkenns (I10 = 0,019 %)
npumecs A

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

IIpumedanne: [TponykT coorBeTcTBYET TpeboBanmsimM HJJ 3axmwouenune: OJOBPEHO

Prepared by / };ﬁ/(/‘ Checked by / [‘:p Approved by: -Managei‘(liiccuti@ )

IMoarotoBeHo: K [TpoBepeHo: Onobpeno: M an emkep / PykoBoanTtens
Date / o0 Date/ q|,0S~20vS Date /

& r ~No
Jara: -3;\&§ Jlara: Jara: Loy Aoty
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Dr.Reddy’s Q_'.'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Razo”, enteric-coated tablets, 20 m
_ s 2
[ [TpoaywT: Pa3o™, TaGneTkit, NOKPLITHIC KHLEHHOPACTROPUMOIT 0Gonoukoii, 20 Mr

THueH3una Ne

Market / Pbinox : Russia / Poccus

Batch No. / . Batch Quantity / _ 1500000 tab / o
Cepust Ne % 62505690 Pazmep cepuu " 1500000 Tab

Analytical Repovrt No./ . 890001813534 Date of Analysis / . 31/05/2025

AHanuTHYECKHH oTyeT No JlaTa aHaJM3a

Date of Manufacture / . 12/04/2025 Date of Expiry / . 31/03/2027

Jata npoussoacTea |Tonen a0 _ |
Mfg. License No. /

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

Analysis performed according ND No / Ananns nposeaen no H/I Ne; JITI-Ne(004603)-(PI'-RU)-130224

Pabenpasona poacreeHHas
npumeck C

Rabeprazole Related cz)nTp;qu C/

Page3 of S/ Crp.3 m3 5

Specified Impurity at
about RRT 1.37
(Mass m/z=310

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

0.01%/0,01%

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / ITpumecs
RRT 1,51 (macca m/z=458
6eH3uMHKAA30M1a aINYKT)

npu

Below LOD (LOD = 0.02%) / Huxe
npenena obHapyxenus (ITO = 0,02 %)

Not detected / ne o6Hapy»xena

Not more than 0.5 % / He Gonee 0,5 %

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

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

Individual unidentified impurity /
Ennnnunas
HeUIeHTHHUAPOBAHHAS [IPUMECH

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauui (ITP =0,1 %)

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

Total impurities / Cymma
npumece

0.2%/0,2%

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

6 |Residual Solvents content /
OcTaTOYHBIE OPraHUYecKHe
PACTBOPHTEIH

1553 pgftab / 1553 mkr Ha Tabnerky

7 |Uniformity of dosage umits /
OIHOPOAHOCTEL J03MPOBAHHBIX
eMHHI

6.8/6,8

OBITh He Oonee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanne: ITponykt cooTBeTCTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axuouenune: OJIOBPEHO

Prepared by / g Checked by / Approved by: Managcr@ecuti \/c’}
TToarotosneHo: \4 ‘*"’XL’ IIposepeHo: l@ Opobpeno: I\%: Hemkep / PyKoBoJnTEb
Date / g Date / C~200y | Date/ b

Jlara: < \,¢§f§-9’ Jara: 10 ITara: L roY~2oly”

Isopropanol — not more than 2621 pg per tablet /
HzonponaHon — He 6onee 2621 MKr Ha TabneTky

Acceptance value (AV) should be not more than
15.0. / Tlokazarens npuemsiemoctd (AV) nomxeH




@ e
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
[poayxT: Paso’, Tadbnerk, nokpsiThie KUIIEYHOPACTBOPHUMOF 06010uK0l, 20 Mr

Market / PoiHoK : Russia / Poccus

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

Cepus Ne FE2S00520 Pazmep cepun ° 1500000 Tab

Analytical Repourt No./ . 890001813534 Date of Analysis / . 31/05/2025

AnaguTnueckuii oryer Ne HMara ananuza

Date of Manufacture / . 12/04/2025 Date of Expiry / . 31/03/2027

Jarta npousBoacTea Toxen xo - B
Mfg. License No. /

IponseoacTBeHHAR : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-N2(004603)-(PT-RU)
JuueHsus Ne

Analysis performed according ND No / Auanus nposenen no HJI Ne: JITT-Ne(004603)-(PT-RU)-130224

Page4 of S/ Crp. 4 m3 5

8

Microbiological purity*/ MukpoGuosiorudeckas yucrora*

Obiee 4ucio aspobHBIX
MHKPOOPTaHHU3MOB

a) Total aerobic microbial count /

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

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

mould count / Obuiee yncio

b) Total combined yeasts and

APOAOKEBBIX U NICCHEBBIX l"pld60B

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

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

¢) E.coli

Absentin 1g/
OrcytcTBYyeT B 1T

Shall be absent in 1g /
JOKHBI OTCYTCTBOBaTH B 1 T

Assay / KosinuecTBenHoe
onpeaejieHne

19.5mg/ 19,5 mr

18.0 to 22.0 mg of C1sHa0N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr go 22,0 mr CigH20N303SNa
(pabenpaszon Hatpus) (o1 90 mo 110 % or
HOMHHAJIBHOTO COAep)KaHHs) B TableTke.

10 |Packaging / YmakoBka

15 tablets in a (PVC/AI/PA) foil
package insert in a carton. / [To 15
¢onbru / amomunaneBoi gonsry. 2

6J'[P[CTepa BMECTE C JINCTKOM-
BKJIAABILIEM B NMAYKY KaPpTOHHYIO

/aluminum foil blister. 2 blisters with a

Tabnetok B Giuctepe u3 (IIBX/AJI/TIA)

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnerox B Ouucrepe w3
(IIBX/AJUTIA) donbru / amomunueBoii donbri. [lo
1 unu 2 6nucTepa BMECTE C JTMCTKOM-BKJIaabILIemM B
nayky KapTOHHYFO.

API name / HanmenoBanue APC:

Rabeprazole sodium / Pabenpason Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun nponssoantens ADC:

ACRH004243 & ACRHO004279

Homep cepuu cy6cTaHLHH
nponspoautes I'JID:

FP Manufacturer API Batch number /

FCRA02706 & FCRA02707

Remarks :

The Product confirms to ND/
IIpumeuanne: Ilponyxt cootBeTcTByeT TpebopanusiM HJJ

Conclusion : APPROVED /
Zaxaouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: ManagerAExecutive o/
[ToarotoBeHo: K Q ITposepeHo: A@ Onobpeto: N&EHeﬂmep /7 PyKOE KOBOAHTENb
Date / Date / < < | Date/ =

A ~0S ~20 V5 ~
Jara: ‘l,\(sg Hara: Q-0 Hara: oY~ by
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o CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Dr.Reddy’s Q

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

lpoayxr: Pazo”, Tabnerku, nokpeiTie KntieuHOPACTBOPHMOI 060104KOi, 20 Mr
Market / Peinox : Russia / Poccust
Batch No. / . C2505890 Batch Quantity / . 1500000 tab /
Cepusi No ) Pazmep cepun * 1500000 Ta6
Analytical Repovrt No./ . 890001813534 Date of Analysis / . 31/05/2025
AHaguTHYECKMii oTYeT No JlaTa aHaau3a
D :
ate of Manufaclt_ure / « 12/04/2025 Date of Expiry / . 31/03/2027
Jara nponssoacrsa Toaen mo
Mfg. License No. / B
HponssoacTeeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
nnnenzng Ne |
Analysis performed according ND No / Ananns nposenen mo HJ/I No: JITI-Ne(004603)-(PT-RU)-130224

PageSof 5/ Ctp. 5 u35

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

IMponspoaurens A®C, crpaua: J-p Pennn'c Jlaboparopuc JIta., Unaus.

g;‘::f;::grc etflsr’i:‘g‘t:‘i‘t’: o : FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

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

HaumeHoBaHHe, agpec H HOMED JIMIEH3HH (EiceasaiNeo/RRIATISTIEIR)

——— ocy:uecTB.nmomei’l IMTpousBoacTeeHHoe noapaznenenye - 3, yyactku Ne 41, uacts 42, yacts 45 u yacTs

npousnouc;'no o —— 46, bauynannu (Bunamk), Bauynanmu (Manaan), Mexuan Mankamxrupy (Jucr.),
wrar Tenanrana, Uupus (JInuensus Ne 59/RR/AP/97/F/R)

KayectBa/Bbinyck I'JI® /

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».

3arumiouenue 0 cooTBeTcTBUN: «HacTosmKM 5 MOATBEP)KAAO, YTO NMPHBENEHHAS Bbie HHOPMALUs ABIAETCS NOCTOBEPHO U TOUHOIL.
Ota cepus MpOAYKUMM NMpou3BeeHa (BKIIOYAs ynakoBKy (MapKHPOBKY) M KOHTPOJIb KauecTBa) Ha BBILIEYKa3aHHOM NMPOMU3BOACTBEHHOMH
rtowaske (MIoanakax) B MOJHOM COOTBETCTBHU C TpeboBaHuAMH IpaBii Hamtexalneil npou3BOACTBEHHOM MpakTuku Espaszuiickoro
skoHoMHUueckoro coto3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpefoBaHUSMH KOHTDOJS KAdeCTBa IE€KAPCTBEHHBIX
CpPEACTB, & TAK)KE€ B COOTBETCTBUH CO CreLMbHKALMAMY, COAEPKALUIMMHCS B PErUCTPALIMOHHOM JOChE CTPaHBI-UMIOpTEpa. 3anucu no
NMPOM3BONCTBY, YNAaKOBKE H aHAJIH3Y MPOBEPEHBI, H YCTAHOBJICHO UX COOTBETCTBUE TpeboBanusm [TpaBun Haaniexaluei nporu3BoACTBEHHOM

MpPaKTHKH EBpa3HI‘/'ICKOFO OKOHOMHYECCKOro COK3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: TTpoaykT cooTBeTcTBYET TpeboBanusM HJJ 3axmouenune: OJOBPEHO
,/'\7.

Prepared by / . Checked by / Approved by: Managcrﬁi;g_c&itii\«)ﬂr’
[ToarorosneHo: —1 IIpoBepeHo: L’@ Onobpeno: Megnemxkep / PykosoanTeb

& g
Date / Date / Date / -

~ o T C~

Jara: 'Q\"'Jg ’JO‘/{ Jata: z l 05 —20vS JlaTa: L o200y




