UNCONTROLLED COPY Issued on 06-11-2025

CERTIFICATE OF ANALYSIS

L)
Dr.Reddy’s €3¢

CEPTUDOHUKAT AHAJIN3A

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

Hpoaykr: Pazo®, Tabnetku, NOKpHITHIE KMUIEYHOPACTBOPUMO# 060s10uKoi, 10 Mr

Market / Poinok : Russia / Poccust

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

Cepust Ne + €2510085 Pasmep cepuu * 700000 Tab

Analytical Repovrt No./ . 890001834179 Date of Analysis / . 31/08/2025
Ananurnyeckuii oryet No Jata anannsa

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

HJarta npoussoacrea Togen no

Mfg, License No. / :

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

JauueH3us Ne

Analysis performed according ND No / Auajus nposeger o HJI Ne: JIT-Ne(004603)-(PT-RU)-130224

Page 1 of 6/Crp. 1136

Ne Test / IToxazaTennp

Result / Pe3yabTaTsl

Specification / Hopma

1 | Appearance/ Onucanue

uBeTa.

Round, biconvex, brownish-pink
coated tablets imprinted "RB10" with
black ink on the one side. White
tablet core on cross-section. /
Kpyrisie, ABOSKOBBITYKIIbIE
TaBJIETKY, TTOKPBITLIE 0B0JI0YKOI
KOPUYHEBATO-PO30BOr0 LBETA C
MapKHApPOBKOI YepHOTO 1BETA
«RB10» Ha oxnoli ctopone, Ha
NIONEPEYHOM paspese sapo Genoro

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, IBOSKOBBUTYKITEIE
TabJIeTKH, TOKPBITEIE 000JI0YKOH OT PO30BOrO
10 KOPUYHEBATO-PO30BOTO 1IBETA €
MApKUPOBKOH uepHOro npera «RB10» Ha
oJtHOH cTopoHe. Ha monepeunoM pazpese sapo
ot Henoro 1o nouru 6eJoro 1gera.

2 | Identification By HPLC/
Haentuduxanus 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). /
Bpemst yaepxuBaHusi OCHOBHOI'O NIHKA Ha
XPOMAaTOTPaMME MCIIBITYEMOTO PacTBOpa
JOJDKHO COOTBETCTBOBATH BPEMEHH
yACPIKUBAHUS] OCHOBHOTO NTHKA Ha
XpoMaTorpaMMe pacTBopa CTaHJapTHOTO
o6pasiia pabenpazona Hatpus (pazuen
«Konu4ecTBEHHOE ONPEJEIICHUEN).

3 | Average weight /
Cpeausist Mmacca

108.03 mg /108,03 mr

109.30 mg + 7.5 % (101.10 ~ 117.50 mg) /
109,30 mr + 7,5 % (ot 101,10 mr no 117,50
MT)

Remarks : The Product confirms to ND/

Ipumeuanue: JIpoayKT COOTBETCTBYET TPEOOBAHMAM HA

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

Prepared by /
[ToaroroBieHo: 12

_Checked by /

Hposepeﬂc:@ ’\,é _

Approved by: Manager/Executive /
OpnobGpeno: Meremxep / Pykosoaureinb

Date /
Jara:

Date /

&S50
Hara:

O5 -1l -2025

Date /
Jara:

P i— vk




UNCONTROLLED COPY Issued on 06-11-2025

@e
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

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

Tpoayxr: Pa3o®, Tabnerkw, NOKPBITHIC KHHICUHOPACTBOPHMOH 060s10uKoit, 10 M

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 700000 tab /
Cepnst No : €2510085 Pasmep cepuu ' 700000 ta6
Analytical Report No. / . Date of Analysis / .
AnanuTnyeckunii oryer No + 890001834179 Harta ananusa : 31/08/2025
Date of Manufacture / . Date of Expiry / .

Jata npowssoxersa : 28/06/2025 Tonen 1o + 31/05/2027
Mfg. License No. /

IpoussoxcTBennas : 59/RR/AP/9T/F/R MA number: / Homep PV : JII-Ne(004603)~(PT-RU)
JuueH3us Ne

Analysis performed according ND No / Auanus nposenen mo HJL Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 6/ Crp.2 u3 6

4 | Dissolution / PacTreopenne

In 0.1 M hydrochloric acid solution — not more
than 10 % of C;sHyN30;SNa (Rabeprazole
sodium) label claimin 2 h. / B 0,1 M pacTBOpe
XJIOPUCTOBOJIOPOJIHOH KHCJIOTBI — He Gojiee
10% or HomuHATBHOrO coaepxKaHust
CisH20N303SNa (pa6enpaszon Hatpus) depes 2
q,

Unit-1/Eananna-1 3%
Unit-2/Enununa-2 2%
Unit-3/Eaunnna-3 4%
Unit-4/Epunuua-4 0%
Unit-5/Epnnanna-5 0%
Unit-6/E quanina-6 5%
Average / Cpenn. 3nauenue: 2 %
Unit-1/Ennuuna-1 76 %
Unit-2/Epununa-2 81 %
Unit-3/Exqnauna-3 79 %
Unit-4/Enunuua-4 78 %
Unit-5/Equnnna-5 78 %
Unit-6/EauHnna-6 77 %
Unit-7/Enunanna-7 80 %
Unit-8/Ennnanna-8 86 %
Unit-9/Epununa-9 83 %
Unit-10/Eannauna-10 81 %
Unit-11/Equnanna-11 83 %
Unit-12/Enununa-12 86 %

Average / Cpenn. 3nauenne: 81 %

In buffer solution pH 8.0 — not less than 75 %
(Q) of CisHxN303SNa (Rabeprazole sodium)
label claim in 60 min. / B 6y¢peprom pacrBope
pH 8,0 — ne menee 75 % (Q) oT HOMUHANBHOTO
copepxannst  CisHoN3O3SNa  (paGemnpazon
HaTpus) yepes 60 MUH.

.5 | Related Substances /
PoxcrBeHHble npuMecH

Rabeprazole N-oxide/
PabGenpazona N-okcu,

Rabeprazole Sulfone/
Pabenpasona cynbdon

Rabeprazole Methoxy analog/
Pabenpasona MeToKcH aHaJior

Below LOQ (LOQ =0.022 %) /
Huxe npenena konuuecTREHHOrO
onpenenenus (11KO =0,022 %)

0.11%/0,11 %

0.05% /0,05 %

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

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

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

‘Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT coorercTByeT TpeGoBaHusM HJT

Conclusion : APPROVED /
3axaiouenne: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / L (;Checked by /

IMoaroToBneHo: // Hpmepe@ ~F Onobpeno: Menemxep / Pykosogutesns
Date / = PP Date / ' Date / L 1, e
Jata: &S[~222-5 Jlata: OS5~ 1 ~2025~ Jara: oL~
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

Hponyrer: Pa30®, Tabnetku, mokpoIThie KuuieyHopactsopumol o6osioukoii, 10 mr

Market / Poinox : Russia / Poccus

Batch No. / . C2510085 Batch Quantity / . 700000 tab /

Cepust Ne Pazmep cepun 700000 Ta6

Analytical Report No. / . Date of Analysis /

AHajguTHyecKknii oTyeT Ne : 890001834179 Jara anannsa : 31/08/2025

Date of Manufacture / . Date of Expiry /

Jara NPOU3BOACTBA : 28/06/2025 T'onen no + 310572027

Mifg. License No, /

IlpousBoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(004603)~(PT-RU)
JHueH3ns Ne

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

Page3 of 6/ Crp.3 n3 6

Rabeprazole Chloro analog/
Pa6enpazona xsiopo ananor

Rabeprazole Sulphide/
Pabenpazona cyabdun

Rabeprazole Related compound
A/ PaGenpazona
poIcTBeHHas npuMech A

Rabeprazole Related compound
C/ PaGenpasona
ponacrsedHas npumech C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TTpumecs npu RRT
1,37 (macca m/z=310
HUMH1a3001)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [Tpumecs
mpr RRT 1,51 (macea m/z=458
-|GeH3MMUa301a aJULYKT)

Not detected / He oGHapyxeHa

0.03%7/0,03 %

Not detected / He 0GHapyxeHna

Below LOQ (LOQ =0.033 %) /
Hwxe npeaena KOJMYeCTBEHHOrO
onpenenenus (IIKO =0,033 %)

0.02% /0,02 %

Not detected / He obHapyxeHa

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

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

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

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

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

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

Remarks : The Product confirms to ND/
Hpumeuanue: Ilponyxr coorBeTcTByeT TpeboBanusm HJIT
Bl

/7

Conclusion : APPROVED /
3axaiouenue: OJJOBPEHO

Prepared by / , 2| Checked by /
TToArOTOBEHO: 7 Hposepm@

N~

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

5 e

Date /
Jlara:

oS |~ 2025

Date /
Jara:

05 -l ~2094~

Date /
Hara:

O 204
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CEPTH®UKAT AHAJIM3A

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

I poayxr: Pazo®, rabnerxu, nokpsirsie KHIIeYHOPacTBOPUMO#i 06oJioukoit, 10 mr

Market / Poinox ¢ Russia / Poccus

Batch No. / . 2510085 Batch Quantity / . 700000 tab /
Cepusi Neo Pazmep cepun " 700000 ta6
Analytical Report No. / . i1 Date of Analysis /

Anpanutuyeckuii oryer No : 890001834179 Jara ananusa : 31/08/2025
Date of Manufacture / . Date of Expiry /

JlaTa mpoussoncTBa : 28/06/2025 Toner 10 : 31/05/2027
Mifg. License No. /

IMpounssoacreennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)~(PT-RU)
JiueH3ns Ne

Analysis performed according ND No / Auajus npoesien no HJ Ne: JITT-Ne(004603)-(PT-RU)-130224

Page40f6/Crp.4u3 6

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

/ Enpnuynas Hwxe nopora peructpampu (ITP
HEUACHTHPUIIPOBANHAS 0,1 %)
IpUMech
Total impurities / Cymma 0.2%/70,2% Not more than 2.0 % / He 6oJiee 2,0 %
npumeceit

6 |Residual Solvents content / 925 pgftab / 925 mxr na Tabnerky |Isopropanol — not more than 1379 ug per tablet
OcTaToyHble oprannyecKue / Misonponanon — ne 6onee 1379 Mkr Ha

: PACTBOPHTEJIU TabJeTKy

7 |Uniformity of dosage units / , 5.0/5,0 Acceptance value (AV) should be not more than
OanopoanocTs 15.0. / Tloxasatens mnpuemnemoctu (AV)
MO3MPOBAHHBIX eMHHIL JoJDKeH OBITH He Oonee 15,0.

.8 | Microbiological purity*/ Mukpo6unosorudyeckast yncrora*

a) Total aerobic microbial count Less than 10 CFU/g / Not more than 1000 CFU/g /
/ O61ee yucso adspobHbIX Menee 10 KOE/r He 6o5ee 1000 KOE/r
MHKPOOPTaHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / Obiuee uucio Meunee 10 KOE/r He 6onee 100 KOE/r
IOPOJMOKEBBIX U TJIECHEBBIX
rpuboB
¢) E.coli Absentin 1g/ Shall be absent in 1g /
OtcyrcrByet B 1T HJomxusl oTcyTeTBOBaTL B 1 T
9 | Assay / KosimuecTBeHHOE 9.7mg/ 9,7 mr 90mg to 11.0mg of CisHN;O;S8Na
onpeaeenue (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 9,0 J70 i (0] 11,0 Mr CisH20N303SNa
(pabenpazon Harpusi) (or 90 mo 110 % or
HOMHHAJIBHOTO COJEpKatus) B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: Hpoaykr COOTBeTCT.Bye; TpeboBanusmM HJ| 3akmouenune: OJJOBPEHO
Prepared by / p / “Checked b Approved by: Manager/Executive /
HOHFOTOBHGHW IIpoBepeHp: )’ /\/ Onobpeno: Menekep / PykoBoauteis
Date / ~2 Date / = Date / N ,
HaTa: S| - 2025 Hara: OS5~ ~2025 Hara: oL—]1 -2 8
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CERTIFICATE OF ANALYSIS
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- Dr.Reddy’s Q,‘e‘

CEPTUDUKAT AHAJIN3A

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

Hponyser: Pazo®, tabaerku, nokpeirsie KHIIEYHOpAcTBOPHMO# 06os0ukoi, 10 Mr

Market / Poiox : Russia / Poccua

Batch No. / . C2510085 Batch Quantity / . 700000 tab /
Cepust Ne Pasmep cepun 700000 Tab
Analytical Report No. / . Date of Analysis /

AHasmTHYecknif oruer Ne : 890001834179 Jara ananusa : 31/08/2025
Date of Manufacture / . Date of Expiry /

Jata nponssoacraa : 28/06/2025 Toxen 10 : 31/05/2027
Mfg. License No. /

IpousBoacTeennasn : 59/RR/AP/97/F/IR MA number: / Homep PV : JHI-N2(004603)-(PT-RU)
JHueH3us Ne

Analysis performed according ND No / Anaaus npoBeaen no HJL Ne: JITT-Ne(004603)-(PT-RU)-130224

Page5of 6/ Ctp.5u36

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 1 blister
with a package insert in a carton. /
Ilo 15 Tabnetox B Giucrepe n3
(ITBX/AJVTIA) donsru /
amoMUHUEBOH donbru. 1 Giucrep
BMECTE C JINCTKOM-BKJIAbIILIEM B
NavKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerox » Oaucrepe n3
(IIBX/AJVIIA)  dombru  /  amoMmunnesoi
doneru. Ilo 1 mm 2 Onucrepa BMmecTe ¢
JTHCTKOM-BKJIa/IBILIEM B AYKy KAPTOHHYIO.

API name / Haumenosanne ADC;

Rabeprazole sodium / Pa6enpazon HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /

npomssoauteas I'JID:

Homep cepun npoussogurtenss ADC: ACSH000227
FP Manufacturer API Batch number /
Howmep cepuu cyGeranuuu FCSA00209

API Manufactured by & country /
Mponssogurens APC, crpauya:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c JlaGoparopuc JIta., Uuans.

Name, address, authorization No for
| FP manufacturing site / Control site /
Release site /

HaumenoBanne, anpec u Homep
JIMIIEH3HH IUI0IaKH,
ocyLecTBsIon e
NPOU3BOCTBO/KOHTPOJIbL
KayecTBa/Boinyck I'JI® /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

ITpoussoncTennoe noapassienenue - 3, yaactku Ne 41, gacts 42, yacts 45 u
yacTh 46, bauynannu (Bunnanx), bauynamm (Mangan), Menuan
Manxaxraps (uct.), mrrar Tenanrana, Uaaus
(JInuensust Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Hpumeuanne: [poaykT cootBeTcTBYeT Tpebosanusm HII

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

!
Prepared by / Checked by / Approved by: Manager/Executive /
HonromsneHW IpoBepenoy )\ . Onobpeno: Menepkep / PykoBoaures
/. 2
Date / OS] . . Date / Date / 1 2
Hara: (/-2 02.5 Hara: 5~ ~g02¢~ | Nara: oL~
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CEPTUDPUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 10 mg
Hpoayxt: Pa3o®, TaGnetku, noxpbitsie KHIIETHOPACTBOPUMOM o6oroukoii, 10 Mr

Market / Ponox : Russia / Poccus

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

Cepus Ne : €2510085 Pasmep cepun " 700000 ta6

Analytical Repourt No./ . 890001834179 Date of Analysis / . 31/08/2025
AHanutHueckuii oryer No JaTa ananusa

Date of Manufacture / . 28/06/2025 Date of Expiry / © 31/05/2007

JaTa npounssoacrea I'open o :

Mfg. License No. /

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

Analysis performed according ND No / Ananns nposeaex o HJI Ne: JII-Ne(004603)-(PT-RU)-130224

Page 6 of 6/ Crp. 6 u3 6
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.

3axmiouenne o coorseTeTBHN: «HACTOALLMM 51 IOATBEPHKAI0, UTO IPUBENCHHAS BbILIE MH(OPMaNUs! ABJISCTCA JOCTOBEPHOH
M TOYHOH. DTa cepHst POAYKUMU NPOU3BEeHa (BKIIOas yNaKoBKY (MapKHpOBKY) 1 KOHTPOJIb Ka4€CTBA) Ha BHILICYKA3aHHOM
MPOH3BOACTBEHHON — miiomianKe (MIOW@AKAX) B [ONHOM COOTBETCTBHH C  TPeGOBAHUSMH Ipasun wHamnexameii
NMPOM3BOACTBEHHON MpakTHKH EBpasuiickoro skonomuteckoro cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TPeOGOBAHMAMH KOHTPOJIA KauecTBa JIEKAPCTBEHHBIX CPEJICTB, & TAKKE B COOTBETCTBUH CO CneLn(UKALUAMHE, CONEPIKALIIMUCS
B PeTUCTPaLMOHHOM N0Che CTPAHBI-MMIOPTEPa. 3ANMCH 10 NIPOU3BOACTBY, YIIAKOBKE W aHANU3Y MPOBEPEHDI, U YCTAHOBIEHO
HX cooTBeTCTBHE TpeboBanHsM [paBuit Hapexalliel POU3BOACTBEHHOM NpaKTHIH EBPasHiACKOro SKOHOMHIYECKOr0 COM3ay,.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axkmouenue: ONOBPEHO

Hpumeyanne: Ipoayxr coorBercTBYeT Tpebopanusm HT

Prepared by / . = FChecked by / Approved by: Manager/Executive /
ITonroToBneHo: 4% = ITpoBepe ~F Onobpeno: Meuemkep / Pykosoaurens

Date / G~ )9 0285 Date / ) Date / "é =) ,‘_/%7{'
Jara: ' Jara: OS5~} ~2024~ Jara:






