Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
ITpoaykT: Pa30®, TabneTkH, MOKPHITHIE KMIIEYHOPACTBOPAMOH 06010uKO#, 10 MT

Market / Poinok : Russia / Poccus

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

Cepus Ne il Pa3mep cepun * 700000 Ta6

Analytical Repo:‘t No./ . 890001850712 Date of Analysis / . 30/11/2025
AHaJIHTHYECKHI oTueT Ne JlaTa anajusa

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JlaTa mpou3BoaCTBA TI'ogen go

Mfg. License No. / MA number: / Home

HpousBoacTereHHast : 59/RR/AP/97/F/R PY ’ P, JITI-Ne(004603)-(PT-RU)
JuueH3us Ne

Analysis performed according ND No / Anayn3 nposenexn o Page 1 of 6 / Ctp. 1 u3 6
H Ne: JITI-Ne(004603)-(PT'-RU)-130224

| Ne

Test / IToxa3aTean

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyrnsie, 1BOSKOBBIMYKIIbIC
TabJeTKH, MOKPHITHIE 000I0UKOH
KOPHYHEBATO-PO30BOI0 11BETA C
MapKHpPOBKOH YEPHOTrO BETA
«RB10» Ha oxHO¥H cTopoHe. Ha
HONEepPEeYHOM pa3spese spo 6eJioro
BETA.

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. / Kpyribie, ABOSIKOBBITYKIIbIE
TabJIeTKH, IOKPBIThIE 060JI04YKO#H OT PO30BOTO
JIO KOPHYHEBATO-PO30BOTO IIBETA C
MapKUpOBKo# yepHOro ngera «RB10» Ha
onHoi#t cTopoHe. Ha monepeyHoM paspese sapo
ot 6enoro a0 noutH 6enoro npera.

2 | Identification By HPLC /
Hpentrdpuxanua BIXKX

Complies as prescribed /
CootBetcTBYET TpeOOBaHUAM

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 ynepxuBaHUs OCHOBHOTO ITMKa Ha
XpoMaTorpaMme HCIBITYEMOTo pacTBopa
JOJDKHO COOTBETCTBOBATh BPEMEHH
yAEp>KHBaHHMSI OCHOBHOT'O ITMKA Ha
XpoMaTorpaMme pacTBopa CTaHIapTHOrO
obpasnua pabenpasoia HaTpus (pasaen
«KonuuecTBEHHOE OIPENEICHHIEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuaunme: [IpoayxT cooTseTcTBYET TpeboBaHusaM HJI 3axmouenne: OJJOBPEHO
o)

Prepared by / ~ A Checked by / i SR “Approved by: Manager/Executive /
IMoaroToBneHo: ~—=4*——_~ -1 ITposepenof g ,,.\f_’:;_ ~~ | Onobpeno: Menexep / PykoBoaurenb

S K = ,
Date / - 20 Date / | Date / ok
Jlara: 40~ Tlara: Qo Leds Jara: o —~l1— =
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

‘Product : Razo®, enteric-coated tablets, 10 mg
I ponyKT: Pa3o®, TabneTku, MOKPHITHIE KAIIIEYHOPACTBOPHMOl 060510uK0i, 10 Mr

'HJT Ne: JITI-Ne(004603)-(PT-RU)-130224

Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepus No s A Pa3smep cepun " 700000 Tab
Analytical Repo\}'t No. / . 890001850712 Date of Analysis / . 30/11/2025
AHamuTHYecKH#i oTyeT Ne JlaTa anaJju3a
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
JaTa npou3BoACTBA I'open o0
Mfg. License No. / MA number: / Home
TIpon3BojICTBeHHAN : 59/RR/AP/97/F/R s : P . JIII-Ne(004603)-(PT-RU)
JIHIeH3HsA Ne
Analysis performed according ND No / Anain3 npoBeaer no Page 2 of 6 / Ctp. 2 u3 6

3 | Average weight /
Cpeansas Mmacca

107.41 mg /107,41 mr

109.30 mg + 7.5 % (101.10 — 117.50 mg) /
109,30 mr+ 7,5 % (ot 101,10 Mr o 117,50
M)

4 | Dissolution / PacTBopeHnne

In 0.1 M hydrochloric acid solution — not more

than 10 % of C;sHN3O3SNa (Rabeprazole

sodium) label claim in 2 h. / B 0,1 M pacrtsope

XJIOPHCTOBOJOPOJHON KHCIOTHI — He Golnee

10% or HOMHMHANBHOIO  COZEPXAHHSA

Ci1sH20N303SNa (pabenpazon Hatpus) uepes 2

q.

In buffer solution pH 8.0 — not less than 75 %

(Q) of CisH2N303SNa (Rabeprazole sodium)

label claim in 60 min. / B 6ydeprom pactsope

pH 8,0 — ne menee 75 % (Q) OT HOMUHAIBLHOTO

conepxkannss  CisHyoN3O3SNa  (pabempason

HaTpHs) uepe3 60 MUH,

Unit-1/E qunnna-1 2%
Unit-2/Epununa-2 2%
Unit-3/Enununa-3 5%
Unit-4/E nuuudia-4 2%
Unit-5/Enunura-5 1%
Unit-6/Exuuuna-6 5%
Average / CpenH. 3Hauenue: 3 %
Unit-1/Eauaniia-1 77 %
Unit-2/Eauanna-2 82 %
Unit-3/Enununa-3 80 %
Unit-4/E nuauna-4 78 %
Unit-5/Enununa-5 82 %
Unit-6/Enunuia-6 80 %
Unit-7/Enunana-7 90 %
Unit-8/Enununa-8 89 %
Unit-9/Enununa-9 93 %
Unit-10/Eqununna-10 92 %
Unit-11/Emuauna-11 93 %
Unit-12/Equnniia-12 92 %

Average / Cpens. 3Hauenue: 86 %

5 | Related Substances /
PoacTBeHHBIE IPHMECH

Remarks : The Product confirms to ND/
lipumeuanme: [IpogyxT cooTBeTcTBYET TpeboBaHusIM HJJ

Conclusion : APPROVED /
3axutouenne: OJOBPEHO

Prepared by / e i Checked by / _—, o 24 jApproved by: Manager/Executive /
Toxrotosieno: %= —— | ITposepero’ =l 2~ __—| Onobpeno: Menemwiep / Pykosonutens
L,—‘—'—/‘_'_d—— puam= X
| Date / ~ | Date/ Date / L Iy d
- 2os e S N )
Hara: Lo JHara: 8 ot/ P25 Jlarta: =50 ,
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Dr.Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

|Product : Razo", enteric-coated tablets, 10 mg
ITpoaykr: Pa3o®, TabnerkH, NOKpPbITHIE KHILIEYHOPACTBOPHMOIi 060m0uKoii, 10 Mr

AHaJIHTHYECKHH oTyeT No

Market / Poinox : Russia / Poccus

Batch No. / _ Batch Quantity / 700000 tab /
Cepust Ne b Pa3mep cepHH * 700000 Tab
Analytical Report No. / . 890001850712 Date of Analysis / . 30/11/2025

JlaTa anaan3a

auuen3ust Ne

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JlaTa mpoH3BOACTBA TI'ogen no

Mfg. License No. / MA number: / Home

IpounssoacTBeHHAs : 59/RR/AP/97/F/R PY ‘ P, JITI-Ne(004603)-(PT'-RU)

“HlI Ne: JITI-Ne(004603)-(PT"-RU)-130224

Analysis performed according ND No / Ana;in3 nposeaen no Page3 of 6 / Ctp. 3 u3 6

Pa6enpazona xji0po aHaior

Rabeprazole N-oxide/ Not detected / ne oOGHapyxeHa Not more than 0.5 % / He 6onee 0,5 %
Pa6enpa3zona N-okcug

Rabeprazole Sulfone/ 0.15%/0,15 % Not more than 0.5 % / He 6onee 0,5 %
Pa6enpasona cynbhoH

Rabeprazole Methoxy analog/  |Not detected / He obHapyxeHa Not more than 0.5 % / He 6oxnee 0,5 %
Pabenpasona MeTokcu anasnor

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

Not detected / He oGHapyxeHa

A/ Pa6enpasona
POACTBEHHAS IPUMECH A

Rabeprazole Sulphide/ Not more than 0.5 % / He 6onee 0,5 %
Pa6enpasona cynsdun 0.03 %/ 0,03 %
Rabeprazole Related compound Not more than 0.5 % / He 6onee 0,5 %

Not detected / He 06HapyxeHa

C/ Pa6enpasona
poacTBeHHast pumech C

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

Not detected / He o6Hapy>xeHa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
| IIpumeuanne: IIpogykt coorseTcTBYeT TpeboBanusaM H]J 3axnouenue: OJJOGPEHO

Checkedby/ _— _ _><>{<Approved by: Manager/Executive /

JlaTta:

Prepared by / . | -
[ToxgroroBneno: ~———=—— -1 ITpoBepeHo: Q’é//v | Onobpeno: Meﬂ‘%gtp/ PyxoBonurens
Date /

30( e Lo Date / Wﬁ*% Date / rgo"_,”/ %j(

Jlara: Jata:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

"Product : Razo®, enteric-coated tablets, 10 mg
ITpoayKr: Pa3o®, Tab1eTku, MOKPHITHIE KHIIEYHOPACTBOPUMOIf 060J109K0i, 10 Mr

Market / Peisok : Russia / Poccus
Batch No. / . Batch Quantity / . 700000 tab /
Cepust Ne 2 oo Pasmep cepun * 700000 Tab

Analytical Report No. /
AHaTHTHYeCKHH oTueT Ne

: 890001850712

JlaTta aHaiu3a

Date of Analysis /

: 30/11/2025

nuueH3usa Ne

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JlaTa IpOM3BOACTBA T'onen no

Mfg. License No. / MA. ber: / Home

ITpon3BoACTBeHHAs! : 59/RR/AP/97/F/R oy TS P . JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Anain3 nposenes no Page 4 of 6 / Ctp. 4 u3 6

HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumeck npu RRT
1,37 (Macca m/z=310
HMHA3001)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumech
mpu RRT 1,51 (macca m/z=458
6eH3uMHUIa3071a AITYKT)

Individual unidentified impurity
/ EquHuYHas

Not detected / He o6HapyxeHa

Not detected / He o6HapyxeHa

Below BDL (BDL=0.1%) / Husxe

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

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

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

HEHJCHTHQHIHPOBAHHAs nopora peructpaimu (ITP =0,1%)

NpUMECh

Total impurities / Cymma 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
npuMecel

Residual Solvents content /
OcTaTo4HBIE OPraHHYeCcKHE

972 pg/tab / 972 mxr Ha TabneTky

Isopropanol — not more than 1379 pg per tablet
/ Uzonponianon — He 6oee 1379 Mxr Ha
TabIeTKY

AO3HPOBAHHBIX €AHHHI

PACTBOPHTEH
7 |Uniformity of dosage units / 5.8/5,8 Acceptance value (AV) should be not more than
OaHOpOAHOCTD 15.0. / Ilokasarens mnpuemaemoctd (AV)

JIoJpkeH OBITH He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpnumeyanue: [Iponykr coorsercTByer TpeGoBanusm HJT

W

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

)]
| Approved by: Manager/Executive /

Prepared by / J—— Checkedby/ — -~ <

[loAroToByEHO: _ —¥==—= - Iposepenof 72— | Onobpeno: Menepxep / PykoBomurens
Date / — | Date/ Date / o
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 10 mg
[TpouykT: Pa3o®, TabneTky, MOKpPHITHIE KHILIEYHOPACTBOPHMOIi 0607104K0ii, 10 Mr

Market / Peinok : Russia / Poccus

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

Cepusi Ne $ €2514309 Pazmep cepun * 700000 Tab L
Analytical Repo:‘t No. / . 890001850712 Date of Analysis / . 30/11/2025

AHanuTHYecKHH oT4eT Ne JlaTa anangnza

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

JaTa npoH3BOACTBa T'onen no

Mfg. License No. / .

IIpousBoacTBEHHAS : 59/RR/AP/97/F/R g[; mpiberz] Homep : JIII-Ne(004603)-(PT-RU)

JuneH3us Ne

Analysis performed according ND No / Ananu3 nposeaes no Page 5 of 6 / Ctp. 5u3 6

HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

8

Microbiological purity*/ MukpoOuoaoruueckass YucToTa*

a) Total aerobic microbial count
/ Ob1uee 9ucyio a3poOHBIX
MHKPOOPTaHH3MOB

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
motuld count / O6uee yucio
JPOJMOKEBBIX M TIIECHEBBIX
rpubos

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

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

¢) E.coli

Absentin 1g/
OtcyrcTBYeET B 1T

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

Assay / KontnuecTBenHoe
onpepaejieHHe

9.8 mg/ 9,8 Mmr

90mg to 11.0mg of Ci3H20N303SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 90 mMr mo 11,0 mr C,;sH20N30O3SNa
(pabenpazon uarpus) (or 90 mo 110 % ot
HOMMHAJILHOTO COJIEPIKaHUs) B TabeTKe.

10 |Packaging / YuakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister with
a package insert in a carton. / ITo 15
Tabnetok B 6nucTepe u3
(IIBX/AJVIIA) donbru /
amoMunueBoi ¢onsru. 1 6mucrep
BMECTE C JINCTKOM-BKJIQIBIIIEM B
nayky KapTOHHYIO

15 tablets in a (PVC/A1/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / ITo 15 Tabnerok B Omucrepe u3
(IIBX/AJI/TIA) donern / amoMHUHHEBOMH
¢domeru. Ilo 1 unm 2 Gmuctepa BMecTe C
JIHCTKOM-BKJIA/IbIIIEM B TAYKY KaPTOHHYIO.

LAPI name / HaumenoBanue ADC:

Rabeprazole sodium / Pabenpason HaTpHs

INN / MHH:

Rabeprazole / PaGenpaszon

Remarks : The Product confirms to

ND/

ITIpumeuanne: [IpogykT cootBercTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OQJOBPEHO

Prepared by / > Checkedby/ — o4 | Approved by: Manager/Executive /

[ToaroToBneHo: ~— ' - Iposepend: -2 " | Onobpeno: Menemiep / PykoBoauTess
£ 4;-3,,/' = .

Date / AUy = Bt Date / w222§Date/ ; oA
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Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

"Product : Razo®, enteric-coated tablets, 10 mg
\ITpomykr: Pa3o®, TabneTky, MOKPHITHIE KHIIEYHOPACTBOPUMO# 0607104KOM, 10 Mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne : blal il Pa3mep cepun " 700000 Tab

Analytical Repo:'t No./ . 890001850712 Date of Analysis / . 30/11/2025
AHATHTHYCCKHH 0T9eT No HaTa anaam3a

Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027

Jata mpou3BoacTBa T'ogen g0

Mfg. License No. / ]

[IpoHsBoICTREHAAR : 59/RR/AP/97/F/R i‘,‘)‘f‘ number: / HomMep . 11y 3y(004603)-(PT-RU)
[mumen3us Ne

Analysis performed according ND No / Ananns nposegen no Page 6 of 6 / Ctp. 6 u3 6

HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

API manufacturer batch number /

' Homep cepum nponssoantens A®C:

ACSH000785 & ACSH000261

Homep cepum cybcTanuun
npoussoauTean I'JIdD:

| FP Manufacturer API Batch number /

FCSA00520 & FCSA01018

API Manufactured by & country /
IIponsBogutens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Penmu'c JTaGoparopuc JItn., Muaus.

Name, address, authorization No for

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

FP manufacturing site / Control site /
Release site /

HaumenoBaHHe, afipec H HOMep
JIHICH3HH IIOIAAKH,
ocyllecTBJIAIOMeH
IPOH3BOACTBO/KOHTPOJb
KayecTBa/Boinyck I'JI® /

Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

IIpousBoacTBEHHOE NOApa3AeneHue - 3, yqacTkul Ne 41, yacts 42, yacts 45 u
YacTh 46, Bauynannu (Bunamk), bauynannau (Maspan), Meauan
Mankamxrapu (JIuct.), mrat Tenanrana, Ungus
(Junensus 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 established».

3aKJII0YeHHe 0 COOTBETCTBHH: «HacTOAUINM s MOATBEPXK A0, UTO IIPUBEAEHHAS BbIIIEC HHPOPMALMS ABJISIETCS JOCTOBEPHOH
1 TOYHOM. DTa cepus NPOLYKIUH ITPOU3BecHa (BKII0Uas yIaKoBKY (MapKHUpOBKY) H KOHTPOJIb KA4€CTBA) Ha BHIILICYKa3aHHOH
MPOU3BOACTBEHHOH IUIomiagke (IUIOIIAAKax) B TIOJHOM COOTBETCTBHH ¢ TpeboBanusMH IlpaBun HapexaieH
N POU3BOACTBEHHOM mpakTHKu EBpasuiickoro skoHoMuueckoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeOOBaHUSIMH KOHTPOJISL Ka4€CTBa JICKAPCTBEHHBIX CPEICTB, A TAKKE B COOTBETCTBHH CO CHEIU(PHUKALHIMH, COAEPKAIMMHCS
B PETMCTPALIHOHHOM JIOChE€ CTPAHbI-UMIIOPTEpa. 3alicH IO HPOU3BOJACTRY, YNIAKOBKE H aHAJIM3Y IPOBEPEHBI, H YCTAHOBJIEHO
UX COOTBETCTBHE TpeOGoBaHUAM [IpaBun Hajexalel MPOu3BOACTBEHHOH MPakTHKH EBpa3uiicKoro 3K0HOMHYECKOTO COK03a».

Conclusion : APPROVED /
‘3axmouenue: OJOBPEHO

Remarks : The Product confirms to ND/
Ilpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBarmsaM HJJ

1
Prepared by / 3 j, Checked by /—> . & ~'_lvApproved by: Manager/Executive /
[TogroToBneHo: ——F——— + [IposepeHo: rjlr'z OnobpeHno: MeHemﬁvep/ PyxoBonutens
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