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Dr.Redd Y’S ‘.0. CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Pa3o®, Tabnerku, mOKPHITEIE KAIEYHOPACTBOPUMOIt 060M0uKO#, 20 Mr

Market / PoiHOK : Russia / Poccus

Batch No. / . 2510381 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pazmep cepuu * 1500000 Tab

Analytical Repo“rt No./ . 890001838287 Date of Analysis / . 20/09/2025
Anaantuyecknii oryet Ne JaTa ananusa

Date of Manufacture / . 10/07/2025 Date of Expiry / . 30/06/2027

| IaTa npou3BOACTBA Topen o

Mfg. License No./

ITpousBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
JnueH3us Ne

Analysis performed according ND No / Anaan3 nposenen mo HI Ne: JIH-Ne(004603)-(PI'-RU)-130224

Pagelof 5/Crp.1u35

Ne Test / Iloxa3aTens Result / PesynbTaThl Specification / Hopma

1 | Appearance / Onucanne Round, biconvex, 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.
White to off-white tablet core on cross-section. /
Kpyriisle, IBOAKOBBINYKIIbIE TAOIETKH, TIOKPHITHIE
060JI04YKO# OT CBETJIO-KENITOrO JI0 KEJITOro I{BETa

the one side. White tablet core on cross-
section. / Kpyrisle, ABOSKOBBITTYKJbIE

Tab1eTKH, IIOKpHITHIE 0GOsI0KON ¢ MapKHPOBKO# kpacHoro useta «RB20» Ha omHOl
CBCTJIO-XKCJITOrO BETa ¢ MAPKMPOBKOH | cropone. Ha nonepeynom paspese saapo ot 6eyoro
kpacHoro uBera «RB20» Ha onHoH 10 TIOYTH 6eJioro LBeTa.

cropoHe. Ha nonepeuHoM pazpese sapo
6enoro npera.

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
Hpeurnduxauna BIKX CootseTcTBYyeT TpeOGOBaHHIM 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
yIepKUBaHHA OCHOBHOIO [THMKA Ha
XpOMATOrpaMMe HCIIBEITYEMOTO PaCTBOPa TOMMKHO
COOTBETCTBOBATH BPEMEHH YAEPKUBAHUA
OCHOBHOT'O [TMKa Ha XpOMaTorpaMMe pacTBopa
craugaptTHoro obpasua pabenpazona HaTpus
(paznen «KonuuecTBEHHOE ONPENENICHHE).

3 | Average weight/ 210.33 mg/ 210,33 mr 212.68 mg+ 5 % (202.05 to 223.31 mg) /
Cpeansis Mmacca 212,68 mr £ 5 % (ot 202,05 mr mo 223,31 mr)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipogykt cooTBeTcTBYET TpeboBanmsm HJT 3akmouenue: OJJOBPEHO

I)
“Approved by: Manager/Executive /

Prepared by / 7 Checked by / o\ 252 S
IMoaroropneno: (/l?/ [Iposepeno: (g;/?// Ono6peno: Meremxep / Pykosoaurensb
— V

Date / 22-09 - 204K Date / QB'O@/'ZQ/ZS Date / 93 08 AW
Jlara: Hara: Hara:
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Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTHPHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets,
INpoayxr: Pa3o®, TabneTky, MOKPLITHIE

20 mg
KHIIEYHOPAaCTBOPHUMOi1 obotoukoii, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . C2510381 Batch Quantity / . 1500000 tab /

Cepusa Ne ) Pazmep cepun 1500000 Tab

Analytical Repovrt No./ . 890001838287 Date of Analysis / . 20/09/2025
AHannTHYecKHii oTyeT Ne JaTa anaansa

[Date of Manufacture / : 10/07/2025 Date of Expiry / : 30/06/2027

Jata fipou3BoacTBa Fopen g0

Mfg. License No. /

TlponseoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
Junen3us Ne

Analysis performed according ND No / Ananu3 mposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Ctp.2 35

4 | Dissolution / PacTBopenne Unit-1/Enuxuna- 1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Egunauua-2 3% 10 % of C1sH20N303SNa (Rabeprazole sodium) label
Unit-3/Eaununa-3 1% claim in 2 h. / B 0,1 M pacreope
Unit-4/Eanauna-4 1% XJIOPHUCTOBOJOPOAHOH KMCIOTHE — HE Gonee 10 % ot
Unit-5/Enunnua-5 0% HOMMHAJILHOT'O coaep aHus CisH20N303SNa
Uit/ ot 0% (pabenpazon HaTpus) yepes 2 4.
Average / Cpens. 3nayenne: 1 %
Unit-1/EnvHuna- 1 90 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Eqununa-2 87 % CisH20N3;03SNa  (Rabeprazole sodium) label claim
Unit-3/Equanna-3 84 % in 60 min. / B 6ydepnom pactBope pH 8,0 —He Menee
Unit-4/Enuuuia-4 87 % 75% (Q) oT HOMHHANBHOTO  COHEpPIKAHUA
Unit-5/Enuuuna-3 89 % Ci13H3oN303SNa (pabenpazon Hatpus) uepes 60 MHUH.
Unit-6/Enuanina-6 87 %
Average / Cpens. 3HaueHne: 87 %
5 | Related Substances /

PoacTBeHHBIC MmpuMecH

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cynsdoH

Rabeprazole Methoxy analog/
Pa6enpazorna METOKCH aHaJIOT

Rabeprazole Chloro analog/
Paberpazona xnopo aHanor

Rabeprazole Sulphide/
Pabenpazona cynsbun

Rabeprazole Related compound A/
PaGemnpazona poAcTBeHHas
mpuMech A

Below LOD (LOD = 0.008 %) / Huxe
npexnena obHapyxeuuns (110 = 0,008 %)

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

0.10%/0,10%

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

0.05% /0,05%

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

Not detected / He o6HapyxeHa

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

0.03%/ 0,03%

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

Below LOD (LOD = 0.019 %) / Hixe
npepena obHapyxenus (II0O = 0,019 %)

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

Remarks : The Product confirms t

o ND/

Ilpameuanue: IpogykT coorBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenune: OAOBPEHO

Prepared by / Checked by / uxb /J‘/ Approved by: Manager/Executive /

Ioarorosneno: 4’ [posepenof 7> £~ Ono6peno: Menemxkep / PykoBogurens
<E >

Date / _ = Date/ o9, « | Date/ 3 -g8

Hara: 23-09-2032 Hara: 2:3°7 222 Jara: 3799 \ov’
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Dr. Reddy’s Q'o' CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product : Razo”, enteric-coated tablets, 20 mg ]
[poaykT: Pazo®, Tabnerku, nokpirsie KHIIEYHOPACTBOPHMOIT 000s04Koii, 20 Mr
Market / Peinox : Russia / Poccus
Batch No. / . C2510381 Batch Quantity / . 1500000 tab /
Cepun Ne ) Pasmep cepun " 1500000 Ta6
Analytical Report No. / . Date of Analysis / .
ARanuTHUecKuil oraer No : 890001838287 lara anasmsa : 20/09/2025
Date of Manufacture / . Date of Expiry / )
JaTa nponssoacrsa : H007/2025 T'oaen a0 POOR0E
Mfg. License No. /
IIpon3BoacTBeHnas : 59/RR/AP/97/F/R MA number: / Homep PY : JILI-N2(004603)-(PF-RU)
JnneH3usn Ne
Analysis performed according ND No / Auasnms nposenen no HJL Ne: JIII-Ne( 004603)-(PT-RU)-130224

Page3 of 5/Crp.3 35

[ Rabeprazole Related compound C/ Not more than 0.5 % / He 6oxnee 0,5 % o
Pabenpazona poncreenHas Below LOD (LOD = 0.02 %) / Huxe
nipumecs C npenena obnapyxenns (ITO = 0,02 %)
Specified Impurity at 0.03%/0,03% Not more than 0.5 % / He 6onee 0,5 %
about RRT 1.37
(Mass m/z=310

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

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

about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs mpu
RRT 1,51 (macca m/z=458
6eH3MMMIazona ayKT)

Not detected / e obuapyxena

Below BDL (BDL~0.1 %) / Hinke Not more than 0.2 % / He 6onee 0,2 %

Individual unidentified impurity / nopora perscrpatmi (ITP 0,1 %)

Eauumunas
HEHACHTHOUIHPOBAHHAS IPUMECH

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

6 |Residual Solvents content / 1204 pg/tab / 1204 mxr Ha Tabnetky |Isopropanol — not more than 2621 pg per tablet /
OcTaTo4Hble OpraHuYecKue Hzonponanon — e Gonee 2621 Mkr Ha TabneTKy
PACTBOpPHUTEH

7 |Uniformity of dosage units / 72/172 Acceptance value (AV) should be not more than
OaHOpOAHOCTHL AO3MPOBAHHBIX 15.0. / Toxazarens mpuemiaemoct (AV) nomkeH
eAMHuI OBITE He Oostee 15,0.

8 | Microbiological purity*/ Mukpo6uosornuyeckas 4ucrora*

a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g /
O61uee 9ucio a3pobHBIX Memnee 10 KOE/r He 6omnee 1000 KOE/r
MHKPOOPTaHU3MOB

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3akmouenue: OJJOBPEHO

IIpumeuanne: IIpoaykt cooTBeTcTBYET TpeboBanusm HJT

Prepared by / Checked by / .

IoxroToeneHo: /tg' Hpnmepeu@; (&
R -

Date / 3 -9§ oW

— Date / > -
Date / 91 -69- 208 . Q{}oél lers Iata:

Hara: Hara:

Approved by: Manager/Executive /
Omo6peHo: Menemkep / PykoBonutens
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D r.Red dY’S ‘;. CERTIFICATE OF ANALYSIS
- CEPTH®HUKAT AHAJIVI3A

Product : Razo”, enteric-coated tablets, 20 mg
[poaywkt: Pazo", Tabnerkn, mokpeITEle KHmEYHOpacTeOpHMOii oGonoukoil, 20 Mr

Market / Poivok : Russia / Poccus

Batch No. / . 2510381 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pazmep cepum * 1500000 Tab

Analytical Repo“rt No./ . 890001838287 Date of Analysis / . 20/09/2025
Ananurnuecknii oTueT Ne Jara anaan3a

Date of Manufacture / . 10/07/2025 Date of Expiry / . 30/06/2027

JlaTa npousBoacTea Tonen no

Mfg. License No. /

IIponsBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JHIeH3us Ne

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

Page4 of 5/Ctp. 4 u3 5

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / O6uiee uncso Menee 10 KOE/r He 6onee 100 KOE/r
LPONOKEBEIX M MIIECHEBBIX TPHOOB
¢) E.coli Absentin 1g/ Shall be absent in 1g /
Otcyrtctyer B Ir JomxHE! oTCcyTCTBOBaTH B 1 T
9 [Assay/ KosuuecTBeHHOE 19.3 mg/ 19,3 mr 18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
onpefeeHHe sodium) (90 to 110 % of label claim) per tablet. /

Or 18,0 mr 1o 22,0 mr C138H0N303SNa
(pabenpason Hatpus) (ot 90 mo 110 % ot
HOMMHAJLHOTO cofepkaHus) B TabneTke.

10 |Packaging / YnakoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AV/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. / ITo 15 carton. / Ilo 15 Tabnerok B OGnucrepe wu3
Tabnerok B 6nuctepe uz ([IBX/AJV/IIA) | (IIBX/AJI/ITA) donery / antomunmeroit donesry. Ilo
tonbru / amomunnesoit Gonbry. 2 1 unu 2 6Gnucrepa BMECTE € JIMCTKOM-BKIIAIBILIEM B
6ucTepa BMECTE C INCTKOM- MIAaYKy KapTOHHYIO.

BKNIAABIIIIEM B Ma4YKy KapTOHHYIO

API name / Hanmenosanne A®PC: Rabeprazole sodium / PaGenpa3zon Hatpus
INN / MHH: Rabeprazole / Pabenpason
API manufacturer batch number / ACSH000138 & ACSH000149

Homep cepun npoussogutenss ADC:

FP Manufacturer API Batch number /

Homep cepun cyGCTAHIHH NPOH3BOAHUTEJIS FCSA00214 & FCSA00215
TJI®:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Hponsoautens ADC, crpana: I-p Pennu'c JlaGoparopuc JIta., Uanus.
Name, address, authorization No for FP FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
manufacturing site / Control site / Release Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
site / (License No 59/RR/AP/97/F/R)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykt coorBeTcTByeT TpeboBanusaM HJI )3alcmoqenne: OJAOBPEHO
./
Prepared by / Checked by / Approved by: Manager/Executive /
TToarortosneHo: 4%’ Iposepeno: {7z Onobpeno: Menemxep / PykoBogurens
[ s
Date / <0 g Date / > Dops Date / a3— g
0%~ : 3 —S5N
Jlara: 22 OC} Hara: Q‘g OG/L Hara: i
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Dr.Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, Tabnerky, mMOKpHITEE KHIIEYHOPACTBOPUMOL 06omoukoii, 20 Mr
Market / PoiHok : Russia / Poccust
Batch No. / . C2510381 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pazmep cepun * 1500000 Tab
Analytical Repo“rt No./ . 890001838287 Date of Analysis / . 20/09/2025
AnagnTuueckmii oTyeT Ne JlaTa ananusa
Date of Manufacture / . 10/07/2025 Date of Expiry / . 30/06/2027
JaTta npousBoacTBa Togen no
Mfg. License No. /
IponsBoncTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JInueH3us Ne

Analysis performed according ND No / Anaaus nposegen mo HJI Ne: JIII-Ne(004603)-(PT"-RU)-130224
PageS5of5/Ctp.Sm3 5

HaumenoBasue, agpec 1 HOMep JIMUEH3UH IIpouzBoACTBeHHOE MoApazaeaeHHe - 3, yuacTku Ne 41, yacts 42, yacTp 45 1 yacTp
TWIOMAAKH, OCYLIEeCTBJISIOLLEH 46, bauynannu (Bumnamk), bauynamm (Maugan), Mendan Mankamkrupu (Jucr.),
NPOU3BOACTBO/KOHTPOJIb KauecTBa/BBIMYCK wrar Tenanrana, Uumns (JIunenszusa Ne S59/RR/AP/97/F/R)

e/

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».

3axm04ueHne o cooOTBeTcTBHH: «HacTosuyM g moaTBEpXKnato, uTo MpHBEIeHHas Bhie HHGOPMALH ABISIETCA AOCTOBEPHOI U TOYHOM,
D12 cepHs MPOAYKIMM MMPOH3BEAcHA (BKIIOUas yNakoBKy (MapKUpOBKY) H KOHTPOJIb KA4ECTBa) HA BHIIIEYKa3aHHOH MPOH3BOACTBEHHOMH
nnomagke (MIOMAIKAX) B MOJHOM COOTBETCTBHM ¢ TpeboBaHusAMY IIpaBr Hajexalneil NpoU3BOACTBEHHOH nMpakTHkN EBpazuiickoro
skoHoMuueckoro corosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6oBaHMAMH KOHTpPOJA KadeCTBa JICKapCTBEHHBIX
CPENCTB, a TaKKe B COOTBETCTBHH CO CEUM(UKALMAMY, COACPNKAIIUMHCS B PETHCTPALMOHHOM HOChe CTPaHbl-UMIIOpTepa. 3almucH Mo
NPOU3BOAICTBY, YMAKOBKE M aHaJIN3y IPOBEPEHbI, U YCTAHOBJIEHO HX COOTBeTCTBUE TpeGoraHuaM IIpasun HaanexareH Nporu3BOACTBEHHOM

TPaKTUKH EBp%HﬁCKOFO JKOHOMHYECKOI'0 COI03a».

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

Ipumeuanue: [Tpoaykr coorBeTcTBYET TpeboBanusM HJJ 3axmouenue: OJJOBPEHO

Prepared by / Checked by >, .| Approved by: Manager/Executive /

[ToaroToBneHo: £ ,Jig’/’ Hposepenf ;/ Onobpeno: Menemxep / PykoBopurens

Date / ~ | Date/ Date / ~
<09 - 20 Zo A3 G A

Jara: 23 1 Hara: 2 q 2925 JHara: 2 S




