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CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
| Hpoaykr: Pa30®, Tabnerxw, TOKPHIThIE KMIIEYHOPACTBOPUMOi#i 060noukoit, 20 Mr

Market / PoiHoK : Russia / Poccus

'Batch No. / ) Batch Quantity / _ 1500000 tab /

Cepus Ne P €2514532 Pazmep cepuu * 1500000 Tab

Analytical Repo:'t No./ . 890001850710 Date of Analysis / . 30/11/2025
AHaauTHUYECKHH oTueT Ne JlaTa aHaau3a

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

JlaTa npoH3BOACTBA T'ogen xo

Mfg. License No. /

IlpousBoacTBeHHasi : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JHIeH3Hsa Ne

;_Analysis performed according ND No / Anasn3 nposegen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page1of 5/ Crp.1mu35

Ne Test / Iloxa3aTean

Result / PesyasTaThl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriibie, JBOSKOBBIILYKIIBIE
TabJIeTKH, MOKPHITEIE 060I0UKOM
CBETJIO-XKEJITOTO LIBETA C MAPKUPOBKOIH
kpacHoro upera «RB20» Ha omHo#t
cropoHe. Ha nonepeyHoM pazpese aapo
6eroro uBera.

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. /
Kpyrinsie, IBOAKOBEINYKJIIBIE TaGNETKH, TIOKPEITHIC
060J104KOH OT CBETIIO-XKENTOro JI0 SKEITOr0 HBETAa
¢ MapKHpOBKOii kpacHoro upera «RB20» Ha oaHoii
cropoHe. Ha nonepeunom paspese aapo ot 6enoro
II0 MoYTH O€eJIoro 1BeTa.

2 | Identification By HPLC /
Hpentnduxaunua BIAKX

Complies as prescribed /
CootBercTByeT TpeOGOBaHUAM

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>KHBaHUS OCHOBHOI'O NTHKAa Ha
XpOMaTorpaMMe UCIIBITYEMOTO PacTBOpa AOJDKHO
COOTBETCTBOBAThH BpEMEHH YIePKHBAHUs
OCHOBHOI'0 TIMKa Ha XpOMAaTOrpaMMe pacTBopa
craHpapTHoro obpasua pabenpasona HaTpUs
(paszen «KoJHYECTBEHHOE ONpeNelICHHEY).

E Average weight /
Cpenusis Macca

208.14 mg / 208,14 Mr

212.68 mg + 5 % (202.05 to 223.31 mg) /
212,68 mr + 5 % (ot 202,05 mr o0 223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYeT TpeGoBarusm HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToAroTOBIEHO: ) IposepeHo: Z(ﬂ; OnoGpeno: Menemxep / PykoBoaurens
£x—.

Date / ; —_ | Date/ 1) -9 Date / st ok

Jlara: 20 -303 5 Jara: J0-N~W0LS5™ Hata: Zo
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Tpoayxr: Pa30®, TabneTku, NOKpHITEIE KMIIEYHOPACTBOPHMO# 060110uKOl, 20 MT

AHanuTHyecKuii oTyeT Ne

JlaTa aHaJIH3Aa

Market / PoiHok : Russia / Poccus

Batch No. / ) Batch Quantity / . 1500000 tab /
Cepus Ne P €2514532 Pa3mep cepuu * 1500000 ta6
Analytical Report No. / . 890001850710 Date of Analysis / . 30/11/2025

JUneH3Hs No

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

JaTa npousBoacTBa T'open go

Mfg. License No. /

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

Analysis performed according ND No / Ananu3 nposegen mo HJT Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page2 of 5/ Crp.2 u3 5
4 | Dissolution / PacTBopenue Unit-1/Epuxnna-1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Enuuuua-2 2% 10 % of C13H20N303SNa (Rabeprazole sodium) label
Unit-3/Enuumia-3 0% claim in 2 h / B 01 M pacreope
Unit-4/Enunuma-4 0% XJIOPHCTOBOJIOPOAHO# KHCIOTEI — He 6onee 10 % ot
Unit-5/Equuuna-5 2% HOMHHAJIEHOTO cofep KaHus Ci13H20N303SNa
Unit-6/EqMHAIa-6 0% (pabenpazon HaTpus) uepes 2 u.
Average / Cpenn. 3Hauenue: 1 %
Unit-1/Exunnna-1 87 %  |In buffer solution pH 8.0 —not less than 75 % (Q) of|
Unit-2/Envnuna-2 85 % CisHz0N3O3SNa (Rabeprazole sodium) label claim
Unit-3/Enuuuia-3 85% in 60 min. / B 6ydeprom pacteope pH 8,0 —He Menee
Unit-4/Equunna-4 87 % 75% (Q) OT HOMHHAJIBHOTO  COAEpXaHUs
Unit-5/Emymuna-5 88 % CisH20N303SNa (paGenpason Hatpus) uepes 60 MHH.
Unit-6/Enpnuna-6 87 %
Average / Cpenn. 3Hauenue: 87 %
5 | Related Substances /

PoacTBeHHBbIe MPHMeECH

Rabeprazole N-oxide/
PaGenpazona N-okcun

Not detected / He obHapyxeHa

Rabeprazole Sulfone/ Pabenpazona
cynsdoH

0.14%/0,14%

Rabeprazole Methoxy analog/
PaGenpazona METOKCH aHaJIOT

Not detected / He oGHapyxeHa

Rabeprazole Chloro analog/
Paberpazona xJ10po aHaIOT

Not detected / He oGHapyxeHa

Rabeprazole Sulphide/
PaGenpasona cynsdun

Below LOQ (LOQ =0.027 %) / Hike
npencna KOJHYCCTBCHHOrO ONpPCaACNCHUA
(TIKO =0,027%)

Rabeprazole Related compound A/
Pa6enpazona poncTBeHHasn
npuMech A

Not detected / e o6HapyxeHa

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

Not more than 0.5 % / He Goinee 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/
Hpumeuanue: [Ipoaykr cootBeTcTByeT TpeboBannsM HJI

Conclusion : APPROVED /
3akmouyenne: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonroroinexo: IIposepeno: Z@ Onobpeno: Menemkep / PykoBoauTenb
Date / N __| Date/ Date / B e
MaTa: 20~) —3¢7% | Ilara: ) 30-~-1~Lo\S Jlata: 2 )
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
IpoayxT: Pa30®, TabneTky, NOKPHIThIE KUIIEYHOPACTBOPUMON 06010YKOH, 20 MT

AHaJTUTHYECKHH oTUyeT Ne

JlaTa aHaau3a

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne v Pa3mep cepun ' 1500000 Tab
Analytical Report No. / . 890001850710 Date of Analysis / . 30/11/2025

NuneH3HA Ne

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

JaTa npoH3BOACTBA T'onen no

Mfg. License No. /

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

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

Page3 of 5/Crp.3 m35

Rabeprazole Related compound C/
Pa6enpasona poacTBeHHasn
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / IIpumecs npu RRT
1,37 (Macca m/z=310 umunazon)

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

imidazole adduct) / IIpumecs npu
RRT 1,51 (macca m/z=458
6eH3znMUaA301a AAOYKT)

Individual unidentified impurity /
Enunuynas
HeMAEHTH)HUMPOBAHHAS IPHMECE

Not detected / ne obHapyxeHa

0.02%/0,02%

Not detected / He 06HapyxeHa

Below BDL (BDL~= 0.1 %) / Huxe
nopora peructpauud (ITP 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 6oisee 0,5 %

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

Total impurities / Cymma
npuMeceit

0.2%/0,2%

Not more than 2.0 % / He Gonee 2,0 %

6 |Residual Solvents content /
OcTaTo4yHbIe OPraHHYECKHE
PacTBOPHTEH

1509 pg/tab / 1509 mxr Ha Tabnerky

Isopropanol — not more than 2621 pg per tablet /
Hzonpomnanon — He Gonee 2621 Mkr Ha TabneTky

7 |Uniformity of dosage units /
OnxHopoaHOCTL JO3HPOBAHHBIX
eIHHHI

12/1,2

Acceptance value (AV) should be not more than
15.0. / Tloka3atens npuemiieMoctd (AV) moibkeH
65ITE He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cootBercTBYeT TpeGoBanusaM HJJ 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroropineHo: IIposepeHo: L@ OnobpeHo: MeHemKeS / PykoBOAHUTEND
Date / e Date / Date / e

Jlata: Z0]-R0F% Tara: Qorll-2ons Iara: Lol




@
Dr.Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIA3A
Product : Razo®, enteric-coated tablets, 20 mg
T poaykr: Pa30®, TabneTku, noKphIThIE KHIIEYHOPACTBOPUMOii 06010uKO#H, 20 MT
Market / PriHok : Russia / Poccust
Batch No. / . Batch Quantity / . 1500000 tab /
|Cepusi Ne v G2514532 Pa3mep cepuu * 1500000 Ta6
Analytical Repourt No./ - 890001850710 Date of Analysis / . 30/11/2025
AHajguTHYeCKHIf oTyeT No Hara ananusa
‘ .
Date of Manufacture / « 12/09/2025 Date of Expiry / . 31/08/2027
laTa npon3BoacTBa T'ogen no
Mfg. License No. /
IlpousBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuneH3us Ne

| Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Paged4 of 5/ C1p. 4 u35

8 | Microbiological purity*/ Mukpo6noiornyeckas usucrora*

a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g /

Ob61ee yucno a3pobHbIX Menee 10 KOE/r He 6onee 1000 KOE/r

MHKPOOpPraHu3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/

mould count / O6ee uncno Menee 10 KOE/r He 6onee 100 KOE/r

IPOOKEBBIX U IUIECHEBBIX PHOOB

¢) E.coli Absentin 1g/ Shall be absent in 1g /
OrcyterByer B 1r JIO/mKHBI OTCYTCTBOBaTh B 1 1

9 |Assay / KosiuuecTBeHHOE 19.8 mg/ 19,8 mr 18.0 to 22.0 mg of C;sH20N3O3SNa (Rabeprazole

onpejeieHHe sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr mo 22,0 mr C3H20N303SNa
(pa6enpazon Hatpus) (ot 90 mo 110 % or
HOMHHAJIBHOTO cofiep)kaHus1) B Tabnerke.

10 [Packaging / YnakoBka 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. / ITo 15 carton. / Ilo 15 Tabnerok B Gnucrepe u3
Tabnerok B 6nucrepe u3 (IIBX/AJI/TIA) | (TIBX/AJI/TIA) doneru / amoMuuueBoii gonsry. Ilo
donbru / amomuHueBoit Gonbru. 2 1 unu 2 6nucrepa BMECTe C JINCTKOM-BKIIAJBIIIEM B
6avcTepa BMeCTe C JIMCTKOM- MaykKy KapTOHHYIO.

BKJIAJIbIIIEM B MaUKy KapTOHHYIO
API name / HanmenoBanue ADPC: Rabeprazole sodium / PaGenpazon Hatpus
INN / MHH: Rabeprazole / PaGenpazon
API manufacturer batch number / ACSH000785 & ACSH000261

Homep cepun nponsBogurens ADC:

FP Manufacturer API Batch number /
Homep cepuu cyGeranuun FCSA00520 & FCSA01018

npounspoauTens LJIdD:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: Ipoaykt coorsercTByeT TpeboBaHusam HJT 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
oaroroBneHo: ITpoBepeno: Z@ OnobpeHo: Menem«ig / PykoBoauTens
Date / B Date / A o —| Date/ gL

p— B —f = ?’O
Jlara: Zor|—H0F Jara: Sorli~ovs Iara: Lol o
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CEPTUOUKAT AHAJIN3A
Product : Razo®, enteric-coated tablets, 20 mg
ITponyxr: Pazo®, TabneTky, mokpeIThe KHINEYHOPACTBOPMMOI 060110UKO#H, 20 Mr
Market / Poisox : Russia / Poccus
Batch No. / i Batch Quantity / 1500000 tab /
Cepus Ne ¢ C3014502 Pa3mep cepuu * 1500000 Tab
Analytical Report No. / . 890001850710 Date of Analysis / . 30/11/2025
AHAJHTHYECKHI oTueT Ne : JlaTa ananusa i
Date of Manufacture / . 12/09/2025 Date of Expiry / . 31/08/2027
JlaTa npou3BoAcTBa : T'onen no ’
Mfg. License No. /
IIponssoacTBeHHasA : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
aunen3ns Ne

[ Analysis performed according ND No / Anasn3 nposefen mo HJI Ne: JITI-Ne(004603)-(PT"-RU)-130224

- PageSof 5/Crp.5u3 5
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
[Iponsoaureas A®C, crpana: J-p Pennu’c Jlaboparopuc JIta., Uupus.
Name, address, authorization No for . .
el ; FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
s e i Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
He SRR (License No 59/RR/AP/97/F/R)
AHMEHOBAHNRE, angzc : HOM;p AHTEHAHN IIpousBoacTBEHHOE noApazaeieHue - 3, yuactku Ne 41, yacts 42, yacTe 45 u yacth
ﬁﬂg:llnkﬂ;:c}':li?r (::n:ome 46, bauynaw (Buiamx), Bauynanmu (Mauzan), Meguan Mankamkrupu (Jucr.),
POMIDCASIVERRUE wmirar Tenanrana, Uumus (JTuuenszusa Ne 59/RR/AP/97/F/R)
| kauecTBa/BBIMyCcK TJID /

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».

3axJioueHHe 0 cooTBeTcTBHH: «HacTosAIKMM s MOATBEPKIAlO, YTO MpHBENEHHAs BhIIE HH(YOPMALIUA ABIAETCH JOCTOBEPHON U TOUHOI.
Dra cepusi NPOAYKLMH MPOU3BEAEHA (BKJIIOYAsS YHAKOBKY (MapKHpPOBKY) H KOHTPOJIb Ka4eCTBa) Ha BHILIECYKa3aHHOM POM3BONCTBEHHOMH
noomanake (miomaakax) B MOJHOM COOTBETCTBUH ¢ TpeGoBaHMsMK IIpaBuin Hajnexameii NpoU3BOJCTBEHHOH npakTuku EBpa3zuiickoro
skoHoMuueckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMAMH KOHTPOJA KaueCTBa JIEKAPCTBEHHBIX
CPENCTB, a TAKKe B COOTBETCTBHH CO CEUM(HUKALMAMH, COAEPKAMMUMHCA B PETUCTPALMIOHHOM AOCHE CTPaHBI-MMIIOpTepa. 3almucu no
[IPOU3BOACTBY, YIIAKOBKE H AHAIIU3Y MPOBEPEHEI, H YCTAHORJICHO HX COOTBETCTBHE TpeboBaHuaM IIpasuin Hauiexamei MpoOH3BOACTBEHHOM
npakTHKH EBpa3uiickoro 3KOHOMHYECKOrO COK3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [ponykT cooTBeTcTBYeT TpeboBanusam HJJ 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIpoBepeHo: Z Onobpeno: Menemxep / PykoBoaurens
Date / __ | Date/ Date / "~ s

Jata: 2011 =075 JlaTa: $Yolalia 2k o0 Jata: Lo to21”




