Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A
Product : Razo®, enteric-coated tablets, 20 mg
IpoayxT: Pa3o™, TabneTku, MOKpLIThIE KULIEYHOPACTBOPUMOit 0605104KO#, 20 MT
Market / Prinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepnst Ne e Pazmep cepun * 1500000 Tab
Analytical Repovrt No./ . 890001868311 Date of Analysis / . 26/02/2026
AHajguTHyeckuii oTyeT No - Jarta anaiusa
Date of Manufacture / . 22/12/2025 Date of Expiry / . 30/11/2027
JlaTa npon3BoicTBa Topen g0 - -
Mfg. License No. /
IlpouszBoaCcTBEHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3ns Ne

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

Pagelof 5/Crp.1u35

Ne Test / MokazaTenn

Result/ PesyabTaTsi

1 App;ararEe / Onucaune

Round, biconvex, yellow coated tablets
imprinted "RB20" with red ink on the
one side. White tablet core on cross-
section. / Kpyruisie, IBOAKOBLITIYKIibIE
TabeTKH, NOKPbIThIE 06010UKO!
JKEJITOTO LIBETa ¢ MapKHPOBKOH
kpacHoro upera «RB20» Ha ogHOM
cropoHe. Ha nmonepeuHom paspese aapo
6enoro usera.

Specification / Hopma

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. /
Kpyriible, ABOSKOBBITYKITbIE TAGNETKH, MOKPHITHIE
060JIOUKOH OT CBETJI0-XKEJITOIO A0 JKEJITOro LBETa
C MapKHpOBKOi#i kpacHoro npera «RB20» Ha ogHol
cropoHe. Ha nonepeunom paspese saapo ot Genoro
JI0 ouTH H6enoro uBeTa.

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). / Bpewms
yIep>KUBaHHS OCHOBHOTO [THKa Ha
XpOMaTOrpaMMe HCBITYEMOr0 PacTBOpa A0HKHO
COOTBETCTBOBATH BPEMEHH YIS KUBAHUA
OCHOBHOTO MKKa Ha XpOMaTorpaMMe pacTBopa
crannapTHoro obpasua pabenpazona HaTpuUs
(paznen «KonuyecTBEHHOE ONMpPeENeHHe).

2 | Identification By HPLC /
Uaentudurauns BIXKX
3 Averag? weight /

Cpennsist macca

206.45 mg /206,45 Mr

| 212.68 mg + 5 % (202.05 to 223.31 mg) /

212,68 mr £ 5 % (ot 202,05 mr ao 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeyanue: [Ipoaykt cooTeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosieHo: & [Tposepeno: @:} Onobpeno: Menemxep / PykoBoaHTENb
Date / Date / 2.5 Date /

r3-092- 1o <02 %2 —S o[
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoayxt: Pa3o™, TabneTku, MOKpLIThIE KHIIEHHOPACTBOPHMOIi 060N0uKOH, 20 Mr

Market / Poinox

: Russia / Poccus

aunen3usi Ne

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

Cepus Ne il Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001868311 Date of Analysis / . 26/02/2026

AnannTuyecknii oTuer Ne Jara ananusa

Date of Manufacture / . 22/12/2025 Date of Expiry / . 30/11/2027

JaTa npounssoacTaa o Togen a0 - B _
Mfg. License No. /

MpouzBoacTeeHHasn : 59/RR/AP/97/F/IR MA number: / Homep PY : JIT-N(004603)-(PT'-RU)

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

4 | Dissolution / PacTBopenue

Page2 of 5/ Crp. 2 U35

Average / Cpenn. 3nauenue: 88 %

Unit-1/Eaunnna-1 5% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eannnna-2 6 % 10 % of CigH20N303SNa (Rabeprazole sodium) label
Unit-3/Eqununa-3 2% claim in 2 h. / B 0,1 M pacrope
Unit-4/Ennnnna-4 i 50, XJIOPUCTOBOJIOPOAHOM KUCIOTHI — He 6oiee 10 % ot
Unit-5/EquAnua-5 50,  |HomuHaneHoro  comepxxaHua  CigHyN3O3SNa
Unit-6/Eananna-6 59,  |(pabenpason Hatpus) yepes 2 4.

Average / Cpenn. 3Hauenue: 5 %

Unit-1/EauHuna-1 87 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Eaunnna-2 86 % CisH20N303SNa  (Rabeprazole sodium) label claim|
Unit-3/Eaunvna-3 88 % in 60 min./ B 6ydepHom pactBope pH 8,0 — He meHee
Unit-4/Eaunnua-4 "88% |75% (Q) OT HOMHHAJBHOTO  COJAEpPIKAHHS
Unit-5/Equnuua-5 87 % Ci3H20N303SNa (pabenpa3zon Hatpust) yepes 60 MuH.
Unit-6/Enuxunna-6 89 %

5 | Related Substances /
PoncrBeHHbIe mpumecu

Rabeprazole N-oxide/
Pa6enpa3ona N-okcun

cynbdon

Rabeprazole Sulfone/ Pabenpazona

Rabeprazole Methoxy analog/
PaGenpazona merokcy ananor

‘@epmzole Chloro analog/
Pa6enpazona xnopo ananor

Rabeprazole Sulphide/
Pabenpazona cyabgun

npuMecs A

Rabeprazole Related compound A/
Pa6enpa3ona poacTBEHHAs

Below LOD (LOD =0.008%) / Huxe
npenena o6HapyxeHus (ITO =0,008 %

0.14%/ 0,14%

Not detected / He o6Hapyxena

Not detected / He oGHapyxxeHa

0.05 % 0,05%

Not detected / He 06Hapy»eHa

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

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

Not more than 0.5 % / He 6osee 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/
IIpumeuanne: [Tpoaykr coorBeTcTBYET TpeboBanusam HJ

Conclusion : APPROVED /
3akaoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoBepeHo: Onobpeno: Menemxep / PykoBoantens
Date./ 213-02-LoLb Date./ 5 Qw2 —202rb Date ./ oG
Hara: [ara: Hata:
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CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
IpoayiT: Pazo®, TabneTku, NOKPHITLIE KMIIEYHOPACTBOPUMOMH 060510uKOH, 20 Mr

|
Market / Peinok

: Russia / Pocens

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

[Cepus Ne 2602027 Pa3mep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001868311 Date of Analysis / . 26/02/2026

AHanuTHYEeCKHiT oTueT No JaTa ananaunza

Date of Manufacture / . 22/12/2025 Date of Expiry/ . 30/11/2027

Jata npou3BoacTsa T'ogen oo - )
Mfg. License No. /

IIponssoacTBeHHast : 59/RR/AP/9T/F/R MA number: / Homep PY : JHI-Ne(004603)-(PT-RU)

|muuen3ua Ne

Analysis performed according ND No / Auasn3 nposegen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page3 of 5/ Crp.3 u3 5

R Rabeprazole Related compound C/

Pabenpasona poncrBeHnas
impumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / ITpumeck npu RRT
1,37 (macca m/z=310 umunazomn)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / [Tpumecs npu
RRT 1,51 (macca m/z=458
6eHzumMumazona annyKr)

Individual unidentified impurity /
Enunnunas
HEMEHTHDHULUMPOBAHHAS NPUMECH

Not detected / He obHapyxkeHa

Not detected / He o6HapyxeHa

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 Gonee 0,75 %

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauu (TP 0,1 %)

Not more than 0.2 % / He Gonee 0,2 %

Total impurities / Cymma
npumecei

0.2%/0,2%

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

Residual Solvents content /
OcTaTouHbIe OpraHuYecKHe
PACTBOPHTENH

1691 pg/tab/ 1691 mkr Ha TabneTky

Isopropanol —not more than 2621 pg per tablet /
Hszonponanon — He 6onee 2621 Mkr Ha TabneTky

Uniformity of dosage units /
OAHOpPOAHOCTH A03HPOBAHHBIX
eqUHHI

25025

|

Acceptance value (AV) should be not more than
15.0. / Tlokasatens mpuemyieMmoctd (AV) momkeH
65iTh He Oouee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBaHusim HJJ

Conclusion : APPROVED /
3aksrouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogrotosneno: @ [Tposepeno: [@ Onobpeno: Menemxep / PykoBogurenn
S—
Date / Date / Date /
e 022016 >
Jlara: ?/8 01-LoL6 Jara: +&-02 Jara: il
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JuneH3us Ne

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg j
Ipoayxr: Pazo®, TabneTkn, MoKpeIThIe KULIEYHOPACTBOPUMOH 060710uKOH, 20 MT
Market / Peinok : Russia / Poccust
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne ) Pazmep cepun 1500000 Tab
Analytical Repovrt No./ . 890001868311 Date of Analysis / . 26/02/2026
AHajnTHYyecKni oTyer Ne Jarta anannsa
Date of Manufacture / . 92/12/2025 Date of Expiry / . 30/11/2027
|laTa MpoH3BOACTBA Togen ao -
Mifg. License No. /
IpoussoacTBeHHast : 59/RR/AP/9T/F/R MA number: / Homep PY : JIN-Ne(004603)-(PT-RU)

Analysis performed according ND No / Auasus nposeaen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224 l

Page4of 5/ Crp.4 m35

8 | Microbiological purity*/ Mukpo6uosorudeckasi yucrora®

a) Total aerobic microbial count / { Less than 10 CFU/g / | Not more than 1000 CFU/g /
Obmee 4ncno aspobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPTraHW3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / O6wee uncio Menee 10 KOE/r He 6onee 100 KOE/r
JOPOXOKEBBIX H MJIECHEBBIX MPUOOB
c) E.coli Absent in 1g / Shall be absent in 1g /
OtcyrcrByer B 1r JomxHb! OTCYTCTBOBATE B 1 T
9 |Assay/ KonnuecTBeHHOE 19.4 mg/ 19,4 mr 18.0 to 22.0 mg of Ci3H0N303SNa (Rabeprazole

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

onpejeneHne
Ot 18,0 Mr mo 22,0 mr C13H20N303SNa
(pabenpason natpus) (ot 90 no 110 % or
HOMMHAJILHOTO COJlepXKaHus) B TabneTKe.

10 |Packaging / Ynakoska 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. / [To 15 carton. / Ilo 15 Tabnerok B Onucrepe wu3
Tabnetok B 6nucrepe u3 ([IBX/AJUIIA) | (IIBX/AJI/TTA) ponbru / amomunnesoit donsru. ITo
donbru / amromuHueBoit Gonsru. 2 1 nnu 2 Gnucrepa BMeCTe ¢ IMCTKOM-BKIIABIILEM B
HnucTepa BMECTE C IMCTKOM- nmaykKy KapTOHHYIO.

BKITAJBILIEM B MAYKY KapTOHHYHO

| API name / Haumenosanmne ADC:

Rabeprazole sodium / Pa6enpazon HaTpust

INN/MHH:  Rabeprazole / PaGenpason |
API manufacturer batch number / ACSH000472 & ACSH000527
Homep cepun npounssoautenss ADOC:
FP Manufacturer API Batch number /
Homep cepuu cyGcTaHuum FCSA01397 & FCSA01398
npoussoautens [J1D:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusM HJT 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Iloarortonexo: & ITposepeHo: [@ Onobpeno: Menemxep / PykoBoaurens
>

Date / Date / Date /

, 02 2026 _en o
IaTa: 23-01-L6Lb JaTa: 28-02 Iara: 3
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D r. Re d dy S ‘.. CERTIFICATE OF ANALYSIS
‘ CEPTUO®UKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
IMpoaykT: Pa3o®, TabneTku, NOKphITEIE KMUIEYHOPACTBOPUMO 06ooukoi, 20 mr

Market / Peinox : Russia / Poccus

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

Cepun Ne cociii Pasmep cepuu * 1500000 Ta6 »
Analytical Repo:*t No./ . 890001868311 Date of Analysis / . 26/02/2026

| AHasIMTHYecKHii oTueT Ne Jlara anaansa

Dateof Manufachire) : 22/12/2025 Deate af Explcy ¢ : 30/11/2027

|laTa mpou3sBoacTea el Toaen a0 ) o
Mfg. License No. /

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

JuueHsust Ne

Analysis performed according ND No / Avanan3 nposegen mo HJ Ne: JITT-Ne(004603)-(PT'-RU)-130224
PageSof 5/ Crp. S5u3 5

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

IpousBoaureas A®C, crpana: H-p Penny’c Jlaboparopuc JIta., Uuaus.

g;‘gf;::grc etffr;‘;:‘l‘t’:‘/zét;z't‘r?l"sfg / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release iite] Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India

HaumveHoBaHue, ajpec M HOMEP JIHUEH3HH (License e Sl ERAEOHEIR)

—— OCyl,lleCTBJlﬂlou.leﬁ [pousBoacTBeHHOE noapasaeneHue - 3, yuactku Ne 41, yacts 42, yacts 45 v yacts

N c’,I‘BO A —— 46, bauynannu (Bunnamk), Bauynannu (Mangan), Menuan Mankamxrupu (Juct.),
P . p wrat Tenanrana, Unaus (Jlnuensus Ne 59/RR/AP/97/F/R)

kavecTBa/Bbinyck [JID / 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».

3ax/04yeHHe 0 cooTBeTcTBHH: «HacToswmM s MOATBEPXKAAI0, YTO NMPUBENEHHAS Bhillle HHPOPMALIUA ABJIAETCS AOCTOBEPHON U TOUHOM.
Dta cepus NMPOAYKUWM MpousBeneHa (BKIoYas ynakoBky (MapKUpOBKY) W KOHTPOJb KayecTBa) Ha BbILIEYKa3aHHON NMPOM3BOACTBEHHON
rutowajke (mioaakax) B MoJIHOM COOTBETCTBUM ¢ TpeboanuaAMH [IpaBun Haanexalneil NMpoW3BOACTBEHHON npakTHkK EBpasuiickoro
akoHomuueckoro corsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHUSIMH KOHTPOSS Ka4yecTBa JIEKapCTBEHHBIX
CpEICTB, a TAKKE B COOTBETCTBMH CO CreUM(pHKALHAMH, COAEPKAIUMHUCSA B PETMCTPALIMOHHOM AOChE CTPaHbI-UMIIOpTEPA. 3aMUCH 110
MPOW3BOACTBY, YAaKOBKE U aHA/IM3y NPOBEPEHBI, U YCTAHOBIIEHO HX COOTBETCTBHE TpeboBaHUAM [IpaBui Haanexaumen Npou3BOACTBEHHOM

MPaKTUKH EBpaBMﬁCKOFO JKOHOMHUYECKOro Coro3an.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Ipumeuanne: [TpoaykTt cooreTcTBYET TpeboBanusM H/J Baxmouenne: OJJOBPEHO
Prepared by / c Checked by / Approved by: Manager/Executive /
[ToproroBnexo: [TposepeHo: @ Onobpeno: Menenxep / Pykosoautens
Date / Date / Date /

=L ~20 —L
JlaTa: Lé 03106 Jlara: 2-§ 02 ik JlaTa: s R






