Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg

Hpoaywr: Pazo”, tadneTkH, MOKpPLITBIE KMILEYHOPACTBOPUMOFH 000J104KOE, 10 Mr

Market / PoiHok : Russia / Poccust

Batch No. / . Batch Quantity / . 700000 tab /
Cepus Ne 5IC2508095 Pasmep cepun " 700000 Tab
Analytical Repourt No./ . 890001822446 Date of Analysis / . 14/07/2025
AnajuTHyeckuii oTuer Ne Jara anajanza

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027
daTta npousBoacTea B T'oagen go

Mfg. License No. /

IlponseoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JnueH3ust Ne

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

No | Test / Iloxa3zaTenn

Pagelof5/Crp.1u35

Result / PesynbTaThl

Specification / Hopma

1 | Appearance / Onucanune

Round, biconvex, pink coated tablets
imprinted "RB10" with black ink on
the one side. White tablet core on
cross-section. / KpyrJible,
IBOSIKOBBITYKJTbIE TabJIETKH,
HOKPBIThIE 000JIOYKON PO3OBOTO
[[BETa C MAPKHPOBKOI 4epHOTo 1[BETA
«RB10» Ha ogHo# cTopoHe. Ha
MOTIEPEYHOM paspese sapo 6enoro
LBETA.

Round, biconvex, pink to brownish-pink
coated tablets imprinted “RB10” with black
ink on one side. White to off-white tablet core
on cross-section. / Kpyrisie, MBOSKOBBINYKIIbIE
TabneTkH, MOKPBIThIE 060NIOUKOH OT PO30BOro
JI0 KOPHYHEBATO-PO30BOTO 1IBETA C
MapKUpoBKo# 4yepHoro yseta «RB10» Ha
onHo# cropone. Ha monepedHom paspese spo
ot 6eJ10ro 10 modTH 6esoro BeTa.

2 | Identification By HPLC /
Wnentudurxanus BIKX

Complies as prescribed /
CooTseTcTBYeT TpeboBaHUAM

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 yiep>KHUBaHHS OCHOBHOIO IIHKa Ha
XpOoMaTorpaMMme UCIBITYEMOIO PacTBOpa
JOJIKHO COOTBETCTBOBATL BPEMEHH

yIep KUBaHUS OCHOBHOTO MK Ha
XpoMaTorpaMme pacTBopa CTaHJaPTHOIO
obpasiia pabemnpasona HaTpus (pas3aen
«KosuecTBeHHOE ONpeeTIeHNE).

3 | Average weight /
Cpeansas macca

106.98 mg /106,98 mr

109.30 mg+ 7.5 % (101.10 - 117.50 mg) /
109,30 mr + 7,5 % (ot 101,10 Mr mo 117,50
MT)

Remarks : The Product confirms to ND/
IIpumeuanwue: IlponykT cooreeTcTBYET TpeboBanusiM HJJ

Conclusion : APPROVED /
3akatouenune: OJJOBPEHO

‘/‘ . o
Prepared by / w il Checked b ’? _/a..-(;’ Approved by: Manager/Executive /
IToprorornexo: 7\ e I'[poﬁepeélii‘”/a/---- “ | Onobpeno: Menemxep / PykoBoautennb
Date / \ _ 97N | Date/ 9 Date / PN §
Hara: ruro:f 205 Jara: ,ﬁ x2S Jara: LN
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
I poayxr: Pa3o®, TabneTin, MOKprITHE KHIIEYHOPACTBOPHMOiT 060104KOH, 10 MT

Market / PuiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne i Pa3mep cepun * 700000 Tab

Analytical Repo“rt No./ . 800001822446 Date of Analysis / . 14/07/2025

AHajJuTHYECKH oTyeTr No Jara ananusa

Date of Manufacture / © 16/04/2025 Date of Expiry / . 31/03/2027

HaTta npousBoacTsa TogeH x0 |
Mfg. License No. /

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

JuneHzusi Ne

Analysis performed according ND No / AnaJju3 nposegen no HJ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page2 of 5/Crp.2 35

4

Dissolution / PacTBopeHue

Unit-1/Enunnna-1 3% In 0.1 M hydrochloric acid solution — not more
Unit-2/Egunnna-2 0% than 10 % of Ci;sH2N303SNa (Rabeprazole
Unit-3/Eaununa-3 2% sodium) label claim in 2 h. / B 0,1 M pacTtsope
Unit-4/E quanua-4 6% XJIOPUCTOBOAOPOAHON KHCNOTBI — He OoJee
Unit-5/Equruna-5 2% 10% OT HOMHHANBHOLO  COJEPIKaHHUA
Unit-6/Eqununa-6 2% CisH20N3O3SNa (pabenpazon HaTpHs) depe3 2

Average / CpesnH. 3Hauenue: 3 %

Y.

In buffer solution pH 8.0 — not less than 75 %

(Q) of Ci3H20N30:SNa (Rabeprazole sodium)

label claim in 60 min. / B 6ydeprom pacTBope

pH 8,0 — e menee 75 % (Q) OT HOMUHANBEHOTO

conepkanus  CisH2oN3038Na  (pabenpason

Unit-1/Enqunumna-1 90 %
Unit-2/Exaunnna-2 90 %
Unit-3/Enuanna-3 90 %
Unit-4/Ennnuna-4 89 %
Unit-5/Enununna-5 90 %
Unit-6/Ennanna-6 89 %

Average / CpenH. 3Hauenue: 90 % '

HaTpus) uepe3 60 MUH.

5

Related Substances /
PoacrBeHHBIE IPHMeECH

Rabeprazole N-oxide/
Pabemnpazona N-oxcna

Rabeprazole Sulfone/
Pabemnpazona cynshoH

|Rabeprazole Methoxy analog/

Pabemnpazona METOKCH aHANOT

Rabeprazole Chloro analog/
Pabenpazona xiopo ananor

Rabeprazole Sulphide/
Pa6enpazona cynbhua

Below LOQ (LOQ =0.022 %) /
Huoxe npenena KOJIMYCCTBEHHOI'O
onpenenenus (ITKO =0,022 %)

0.10%7/0,10 %

Below LOQ (LOQ =0.035 %) /
Huxe npenena KOnU4eCTBEHHOTO
onpeaeneuus (ITKO =0,035 %)

Not detected / He oOHapyxeHa

0.03 %/ 0,03 %

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/
Npumeuanue: [Tpoaykrt coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akimouenue: OJOBPEHO

Prepared by / Y Checked by * (_|’Approved by: Manager/Executive /
( > ”Qp et
IloaroroBneHo: /= Iposepent: ﬁj‘&j’i”/ Onobpeno: Menemkep / PykoBOAHTENb
Date / ~ Date / 29 Date / N
- !\ la
Jara: (u"?) :f -20 ?/5 Jara: "% 2025 Hara: Vo




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

[Product : Razo®, enteric-coated tablets, 10 mg
Hpoaykr: Pazo’, TaliieTkH, MOKPEITEIE KMIIEYHOPACTBOPUMOI 0601049K0#H, 10 Mr

JHIEeH3HT Ne

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepust Ne FE2S08059 Pasmep cepunu ' 700000 Tab

Analytical Repovrt No./ . 890001822446 Date of Analysis / . 14/07/2025

AnasiuTHYeCKHIT oTYeT Ne JaTa anaausa

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027

Jara npousBoacrsa - |Tonen no -
Mfg. License No. /

HponssoacTeeHnas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-N2(004603)-(PT-RU)

Analysis performed according ND No / Anaaus nposeaen mo HJ{ Ne: JITT-Ne(004603)-(PT-RU)-130224

Page3 of 5/Ctp.3 m3 5

Rabeprazole Related compound
A/ Pabenpazona
POACTBEHHAs NpUMech A

Rabeprazole Related compound
C/ Pabenpazona
poacTeeHHas mpuMech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumecs mpu RRT
1,37 (macca m/z=310
UMHIA301)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo
imidazole adduct) / ITpumecs
npu RRT 1,51 (macca m/z=458
6eH3UMHIA30J1a aIYKT)

Individual unidentified impurity
/ ExuHn4Has

HeuZeH THQHLHPOBAHHAS
TIpUMECh

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

Below LOD (LOD =0.02 %) /

Hwnxe npenena obuapyxenus (110 =
0,02 %)

Not detected / He o6HapyskeHa

Not detected / He 06HapYKEHA

Below BDL (BDL= 0.1 %) /

Huxe nopora perucrpauuu (I11P
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 0.5 % / He 6onee 0,5 %

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

Total impurities / Cymma
MpHEMECEH

0.1%/0,1%

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

Residual Solvents content /
OcTaTo4YHbIe OPpraHuYecKHe
PACTBOPHTEIN

777 ng/tab / 777 Mxr Ha TabneTKy

Isopropanol — not more than 1379 pg per tablet
/ Uzonponanon — He 6onee 1379 Mkr Ha
TabJIeTKy

Remarks : The Product confirms to ND/
Ilpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanmsiM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Y &)

Prepared by / N / Checked b Y= 1 Approved by: Manager/Executive /

Hoarotosneno: _/ J = [Tposepe oﬁlf”/ Onobpeno: Menemxkep / PykoBoaurens
3/’

Date / @ Date / Date / e

Jlara: “'('-07'—20% Hara: t4-c 2025 Jara: A& A0 it




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 10 mg
Hpoaykr: Pa3o®, TabneTky, MOKPHITHIE KNIIEYHOPACTBOPHMOIT 0605109K0#, 10 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /

Cepus Ne g Pa3zmep cepunu * 700000 Tab

Analytical Repovrt No./ . 890001822446 Date of Analysis / . 14/07/2025

AHanuTHYeCKHH oTUeT No JMaTta ananausa

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027

Jata npoussoacTBa B Toxen 10 - |
Mfg. License No. /

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

JHneH3Hs Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4 of 5/Crp. 4 u35

7 |Uniformity of dosagg units /
OanopoaHocTh
DO3MPOBAHHBIX €IHHHI

3.7/13,7

Acceptance value (AV) should be not more than
15.0. / Tlokazarens mnpuemnemoctd (AV)
JIoJbkeH ObITh He Oouee 15,0.

8 | Microbiological purity*/ Mukpo6uoJjornyeckas yucrora*

a) Total aerobic microbial count
/ Obiee yuco a3poOHBIX
MHKPOOPTaHHU3MOB

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 / O6mee uucio
JPOXOKEBBIX U MJIECHEBBIX
rpuboB

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

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

| ¢) E.coli

Absentin 1g/
OtcyTcTBYyeT B Ir

Shall be absent in 1g /
JlosKHBI OTCYTCTBOBaTh B 1 T

9 |Assay / KonndecTBeHHOE
onpejeieHHe

9.8 mg/ 9,8 Mmr

9.0 mg to 11.0 mg of C;sH2N3O3SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
O 9,0 MIT A0 11,0 Mr C13H20N303SNa
(pabenpaszon Harpus) (ot 90 mo 110 % ot
HOMHHAJIBHOI'O COIEPXAHNUs) B TaONETKE.

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister
with a package insert in a carton. /
[To 15 Tabnetok B Gnucrepe Uz
(TIBX/AJVTIA) donsru /
amoMuHIeBOH oneru. 1 6nuctep
BMECTE C JIMCTKOM-BKIIa/IBIILIEM B
Ma4yKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 rtabnetox B Oumcrepe u3
(TIBX/AJI/TIA)  donbrn /  antOMHHHEBOH
¢oneru. Mo 1 unum 2 Onucrepa BMECTE C
JIMCTKOM-BKJIAJBIIIIEM B Ma4YKy KAPTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykr cooTBeTcTBYET TpeOoBanusam HJJ

\

Conclusion : APPROVED /
Jaxouenue: OJIOBPEHO

o ,'));pproved by: Manager/Executive /

Prepared by / ¢ Checked by / P

IToarororneHo: /ﬁ: [ I’Ipoaepen&:;}_ et | Onobpeno: Menemxep / PykoBoaurens

Date / g § Date / Date / v
— %,.09,_ ) HN NP

Hara: t c.(r—O:( 70 5 Hara: ! Zo2& Hara: Y




@
: y 'o. CERTIFICATE OF ANALYSIS
'Dr . Reddy S J CEPTHP®UKAT ABAJIHN3A

Product : Razo®, enteric-coated tablets, 10 mg

Hpoaykt: Pa3o®, TabaeTky, HOKPHITHIE KMIIEYHOPACTBOPUMOFT 0605104KOMH, 10 MT

Market / PoiHok : Russia / Poccus

Batch No. / ] Batch Quantity / _ 700000 tab / o
Cepus Ne S Eelas Pasmep cepun * 700000 Tab

Analytical Repovrt No./ . 890001822446 Date of Analysis / . 14/07/2025

AHaanTHYECKH oTUeT No JaTa ananuza

Date of Manufacture / . 16/04/2025 Date of Expiry / . 31/03/2027

Jata npousBoacrsa Togen xo -
Mfg. License No. /

IpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3ns Ne

Analysis performed according ND No / Auanu3s nposeaen nmo HI Ne: JIII-Ne(004603)-(PI'-RU)-130224

Page5of 5/Ctp. 5u3 5

| API name / Haumenobanne A®C:  Rabeprazole sodium / Pabenpazon Hatpus
INN / MHH: Rabeprazole / Pabenpazon
API manufacturer batch number /
Homep cepun nponsBogurtens ADOC: ACRH004207 & ACRH004296
FP Manufacturer API Batch number /
Howmep cepun cybcTannnmu FCRA02708 & FCRA02709
| npousBoauTens I'JID: -
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
ITpouspogutens ADC, cTpana: J-p Pexnu ¢ Jlaboparopuc Jita., Uuans.
lljlz:l::le;::fi l;iflslzi?l;t:i(t):l/zégzltlrzos:‘:: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / Bachupally (Mandal),‘ Medchal-Malkajgiri (Dist.), Telangana , India
HawumenoBaHnue, aapec n HOMep (Buicenise.Ne 9 RRIBRIS/ER)
— rmou;amcn IIpousBoacTBeHHOE NoApasaeneHue - 3, yuactku Ne 41, yacte 42, uacts 45 u
L yacTh 46, bauynamnmu (Bunnamk), bauynammm (Mannan), Menuan
0CYIRECTB/TIOMEH Manxkamkrupu (Jluct.), mtat Tenanrana, Unaus
N POH3BOACTBO/KOHTPOJIb (JTunessns Ne S9/RR/AP/97/F/R)
kavecTBa/Beinyck 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».

3ak/09eHHe 0 COOTBETCTBHH: «HacToAMMM 5 IOATBEKIAI0, UTO MPUBEICHHAS BhIlIe HH(POPMALUSL SIBSIETCS JOCTOBEPHON
U TOYHOM. DTa cepHs IPOAYKUNM NPOK3BeeHa (BKJIFOUas YIIaKOBKY (MApKHPOBKY) H KOHTPOJIb KaUECTRA) HA BbIICYKA3aHHOH
MPOW3BOJICTBEHHON miiolagke (MIolagKax) B IOJHOM COOTBETCTBHM ¢ TpeOoBaHMaAMM [lpaBun Hajnexamien
TPOU3BOACTBEHHOM npakTiku EBpasuiickoro sxonomuueckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHHAMH KOHTPOJISI KAUECTBA JIEKAPCTBEHHBIX CPEJICTB, a TAlOKe B COOTBETCTBUH CO cnelMUKaUaMu, COAEepKaUMHUCS
B PETUCTPAI[MOHHOM JIOChE CTPAHBI-UMIIOPTEPA. 3alIKCH MO NPOU3BOACTBY, yHAKOBKE U aHAIM3y NIPOBEPEHBI, U YCTAHOBJIEHO
HX COOTBETCTBHE TpeboBaHusIM [IpaBuit HatexKalIel Mpon3BOCTBEHHOM NPakTHKKH EBpa3suiCKOro 3KOHOMHUYECKOro CO03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpogykTt coorBeTcTBYET TpeboBanusm HJJ 3akmouenue: OJJOBPEHO
\Vap)

Prepared by / /) Checked by £ , <><b Approved by: Manager/Executive /
[ToarorosneHo: ’/?E\*;L, I‘Ipoaepeg@{)ﬁb/ Onobpeno: Meunemxep / PykoBoaurens
V

Date / ,LPVO;"' 20 %/’ Date / fﬁr@? PO Date / VY DN MV(

Hara: Hara: Iara:




