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Dr.Reddy’s ‘.‘ CERTIFICATE OF ANALYSIS
CEPTHOMKAT AHAJI3A

[Froduct : Razo®, enteric-coated tablets, 20 mg
T ponyxr: Pa3o®, Tabnetku, mokpHITEHE KHLIEYHOPACTBOPUMOIi 0600ukoif, 20 Mr
|

Market / Poinok : Russia / Poccnst
Batch No. / . C2514533 Batch Quantity / . 1500000 tab /
Cepns Ne Pa3mep cepun 1500000 Ta6
Analytical Repo:'t No./ . 890001850711 Date of Analysis / . 30/11/2025
AnanuTnueckHii oTyer Ne Jara aHaau3a
Date of Manufacture / . 24/09/2025 Date of Expiry / . 31/08/2027
JaTa npoH3BOACTBA T'ogen o
‘Mfg. License No. /
IlpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PI'-RU)
JHeH3HsA Ne
Analysis performed according ND No / Ananns nposexen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Pagel1of5/Crp.1m35

Ne Test / Iloka3aresn Result / PesyabTaThl Specification / Hopma

1 | Appearance / Ouncanue 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. /
Kpyribie, ABOAKOBBITYKIIbIE TAGNETKH, NTOKPHITHIE
000IOUKOI OT CBETIIO-XENTOro A0 XKEJITOro LBETA
. |c mapxupoBkoii kpacnoro useta «RB20» Ha omHoii
CBETJIO-3KCITOrO LIBETa C MAPKHPOBKOH | cropone. Ha nonepeuHoM paspese aapo ot 6enoro
KkpacHoro 1Beta «RB20» Ha onHOH Jlo rouTH HeJioro nBeTa.

cropoue. Ha nmonepeusom paspese sapo
6enoro uBera.

the one side. White tablet core on cross-
section. / KpyrJisle, ABOAKOBBIMYKIIbIE
TabneTKku, NoKpeITEE 060I04KOMH

2 | Identification By HPLC / Complies as prescribed / The retention time of major peak in the
HUnentudurxauns BIXKX CooTBeTcTBYeT TpeOOBaHUAM 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
yIEpKHUBaHUA OCHOBHOTO [THKa Ha
XpOMaTOrpaMMe HCIIBITYyEMOTr'0 PacTBOpa TOJDKHO
COOTBETCTBOBATh BPEMEHH YIEPIKUBaHUs
OCHOBHOTO ITHKa Ha XpOMaTOrpaMMe pacTBopa
cTaHmapTHOro o6pasua pabenpa3sona HaTpus
(paznen «KoNH4eCTBEHHOE ONPEAEIEHUEY).

| 3 | Average weight / 205.62 mg / 205,62 mMr 212.68 mg+ 5 % (202.05 to 223.31 mg) /
Cpennsst Macca 212,68 mMr £ 5 % (ot 202,05 mr o 223,31 Mr)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Ipoaykr coorBeTcTBYeT TpeboBaHusaM HJJ 3axawuenne: OJJOBPEHO
Prepared by / Checkedby/ > - c;j_. Approved by: Manager/Executive /
IToAroTOBIIEHO: IposepeHo: ;4-? &~ | Onmobpeno: Menenxep / Pyxosonurens
Date / = e Date / 80-{ / ) 0@5 Date / o 9[
Hara: 206—) 075 | Nara: - Ilata: Lo~|— 2o




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoayxr: Pa30®, TabneTky, MoKphIThIE KAILIEYHOPACTBOPHMO# 060104K0#, 20 Mr

AHAJIUTHYECKHH oTueT Ne

JiaTa aHauM3a

Market / PbiHoK : Russia / Poccusa

'Batch No. / ) Batch Quantity / _ 1500000 tab /
Cepus Ne ] Pa3mep cepun * 1500000 Tab
Analytical Report No. / . 890001850711 Date of Analysis / . 30/11/2025

JuueH3us Ne

Date of Manufacture / + 24/09/2025 Date of Expiry / . 31/08/2027

JlaTa npou3BOACTBA Togen jo

Mfg. License No./

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

Analysis performed according ND No / Anaaus nposesen mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224
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4 | Dissolution / PacTBopenue | Unit-1/Exununa-1 1% In 0.1 M hydrochloric acid solution — not more than
‘ Unit-2/Enunuia-2 0 % 10 % of C1sH20N303SNa (Rabeprazole sodium) label
Unit-3/Enununa-3 0% claim in 2 h / B 01 M pacreope
Unit-4/Enununa-4 0% XJIOPHCTOBOAOPOJHOH KUCIIOTHI — He Gosiee 10 % ot
Unit-5/E nuamua-5 0% HoMHHaneHOro  comepxanus  CjsHoN3;03SNa
Unit-6/Equruana-6 2% (pabenpason Hatpus) yepes 2 u.
Average / Cpenn. 3nauenue: 1 %
Unit-1/Ennnuna-1 88 %  |In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/Enynuua-2 89 % CisHz0N30;SNa (Rabeprazole sodium) label claim
Unit-3/Equuuna-3 89 % in 60 min. / B 6ydepHom pacteope pH 8,0 — He MeHee
Unit-4/E qnununa-4 90% |75% (Q) oOT HOMHHAIBHOTO  COHEpPXKAHHA
Unit-5/Eqununa-5 91 % Ci8H20N303SNa (pabenpazon Harpus) yepes 60 mMuu.
Unit-6/EniHuna-6 88 %
Average / Cpenn. 3nauenne: 89 %
5 | Related Substances /
PoncTBeHHBbIE MPHMECH
Rabeprazole N-oxide/ Not more than 0.5 % / He 6onee 0,5 %

Pabenpazona N-okcun

Rabeprazole Sulfone/ Pabenpazona
cynbhoH

Rabeprazole Methoxy analog/
Pa6enpazosia METOKCH aHAJIOT

Rabeprazole Chloro analog/
Pabenpazona xJiopo aHanor

Rabeprazole Sulphide/
Pa6enpazona cynsdun

Rabeprazole Related compound A/
Pabenpazona poncTBeHHas
MpUMECh A

Not detected / He o6HapyxeHa

0.15%/0,15%

Not detected / He o6Hapyxena

Not detected / ne o6HapyxeHa

Below LOQ (LOQ =0.027 %) / Hioxe
npefelia KOMMYECTBEHHOTO ONpeneNieHus
(IIKO =0,027%)

Not detected / He oGHapyxeHa

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 %

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusM HII

=

Conclusion : APPROVED /
3axmouyenne: OJJOBPEHO

Prepared by / Checked by / pe e+ | Approved by: Manager/Executive /
[oaroToBneHo: @; ITposepeHo: g “j ff"‘_', Onobpexo: Meneicep / PykoBozutens
) / ‘"‘4',, e =
Date / il Date / Date /
B e 201~ PS2S ‘ - 30214
Jara: 2011 —Ze2s" | Tara: /-2 Jara: Zo Al—o




Dr. Reddy’s Q_’.

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIHU3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, TabneTkH, HOKpHITHE KHLIEYHOPAcTBOpUMO# o6onoukoii, 20 Mr
Market / PoiHok ¢ Russia / Poccus
'Batch No. / , Batch Quantity / 1500000 tab /
| Cepus Ne ki Pa3mep cepru * 1500000 ta6
Analytical RepOft No./ . 890001850711 Date of Analysis / . 30/11/2025
AnaanTuyeckuii orger Ne JlaTa aHanu3a
Date of Manufacture / - 24/09/2025 Date of Expiry / . 31/08/2027
HaTta npou3BoacTBa T'ogen no
Mifg. License No. /
IMpouseoncTBeHHas ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(004603)-(PT-RU)
JuneH3us Ne
Analysis performed according ND No / Anann3 mposenen mo HJU Ne: JIII-Ne(004603)-(PT-RU)-130224
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‘ Rabeprazole Related compound C/
Pa6enpazona poAcTBEHHas
' npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [Tpumeck npu RRT
1,37 (Macca m/z=310 umumaso)

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

imidazole adduct) / ITpumecs npu
RRT 1,51 (Macca m/z=458
6eH3MMuIa30a aIyKT)

Individual unidentified impurity /
Enunnuynas
HEUISHTH(YULIUPOBAHHAS TIPUMECH

|
|

Not detected / He o6HapyxeHa

0.01%/0,01%

Not detected / He o6HapyxeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (ITP 0,1 %)

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 0.2 % / He 6onee 0,2 %

Total impurities / Cymma
npuMecei

0.2%/0,2%

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

Residual Solvents content /
OcTaTo4yHbie OPraHHYecKHe
PACTBOPHUTEIH

1405 pg/tab / 1405 mxr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
H3onponaxon — He 6osiee 2621 Mkr Ha TabneTky

Uniformity of dosage units /
OXHOPOAHOCTE JO3HPOBAHHBIX
C€AHHHIY

1.5/1,5

Acceptance value (AV) should be not more than
15.0. / Tlokazatens npuemnemoctu (AV) nomken
651TH HE Gonee 15,0.

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

Hpumeuanne: IIponykr coorBeTcTBYET TpeboBanusm HJJ 3axmouenue: OJJOGPEHO

Prepared by / Checked by /. ,_A:igtﬁ-i:[" ; Approved by: Manager/Executive /

[TonrorosineHo: ITposepeHo: (57_,;’ i Onobpeno: Menemxep / PykoBogures
i

Date / . Date / O~ [ ~Pp2c | Date/ ' ) €

Tlara: 201 2025 | Nara: = 2 Jlara: el a9




, ®.
Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

'Product : Razo®, enteric-coated tablets, 20 mg

BKJIaJBILIEM B NNAYKy KapTOHHYIO

Tponyxr: Pa3o®, TabaeTkH, MOKPEITHE KHIIEYHOPACTBOPMMO# 060J104KOH, 20 MT ]
Market / PriHoK : Russia / Poccus

‘Batch No. / ) Batch Quantity / 1500000 tab /

'Cepns Ne R Paszmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001850711 Date of Analysis / . 30/11/2025

AHasuTHYEeCKHiT oTueT No JaTa aHaIH3a

Date of Manufacture / . 24/09/2025 Date of Expiry / . 31/08/2027

JlaTa mpou3BoacTBa Tomen go

Mfg. License No. /

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

Junensus Ne

Analysis performed according ND No / Anann3 nposenen mo HJI Ne: JITT-Ne(004603)-(PT-RU)-130224
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| 8 | Microbiological purity*/ Muxpo6uosiornyeckas Yucrora*
a) Total aerobic microbial count / Less than 10 CFU/g / Not more than 1000 CFU/g /
O61ee uuco a3po6HBIX Memnee 10 KOE/r He 6onee 1000 KOE/r
MHKPOOpPTaHU3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / O6mee uncio Menee 10 KOE/r He 6onee 100 KOE/r
IPONOKEBBIX M INIECHEBBIX rpUGOB
c) E.coli Absentin 1g/ Shall be absent in 1g/
OtcyrcrByeT B Ir JomxHsl OTCyTCTBOBaTE B 1 1
9 |Assay / KonnyecrBeHHOe 19.9 mg/ 19,9 mr 18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole
omnpeaejieHHe sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr o 22,0 mr C1sHoN303SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMHHAJILHOTO COIIep)KaHHA) B TabneTke.

10 (Packaging / YnaxoBka 15 tablets in a (PVC/AI/PA) foil 15 tablets in a (PVC/AL/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 Tabnerokx B OGuucrepe u3
tabnerox B 6mucrepe u3 ([IBX/AJI/ITA) | (TIBX/AJV/ITA) donbru / amomunueBoi gonsru. ITo
¢donbru / amomuHueBo# onsru. 2 1 wim 2 Gnucrepa BMECTE C IUCTKOM-BKJIAZBIIIEM B
6nucTepa BMECTE C JIUCTKOM- MayKy KapTOHHYIO.

API name / Hanmenosanune ADC:

Rabeprazole sodium / PaGenpazon natpus

INN / MHH:

Rabeprazole / Pa6enpazon

API manufacturer batch number /
Homep cepun npounssoautens ADC:

ACSH000261 & ACSH000341

' FP Manufacturer API Batch number /

Homep cepun cyGcranuun FCSA01018 & FCSA01019
npoussoauTens I'JIP:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykT coorBercTBYeT TpeboBanusm HJJ 3akmouenne: OJJOBPEHO

N y, ')
Prepared by / Checkedby/ > ., <="| Approved by: Manager/Executive /

[ToaroroBneHo: % IIpoBepeHo: - ﬁ,/;/ Onobpeno: Menepkep / PykoBoaurens
PE=.

Date /

v Date / ~ ‘ Date / I
Jata: 301 2035 _I[:TZZ ROt ~2z2= _I[;TZ: ‘7_0////7‘97/(
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Dr. Reddy’s ‘,‘ CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

[Product : Razo®, enteric-coated tablets, 20 mg
[Tpopywr: Paso”, tabnerku, moKpeIThIe KHIIEYHOPACTBOPUMOIT 060m0uKoi, 20 Mr

Market / Poisok : Russia / Poccus

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

' Cepun Ne 3 CaslA0 Pasmep cepun * 1500000 Tab

Analytical Repo“rt No./ . 890001850711 Date of Analysis / . 30/11/2025
AHanuTHYIECKHI oTyeT No JlaTa anaaun3a

Date of Manufacture / : 24/09/2025 Date of Expiry / . 31/08/2027

|llaTta mpou3BoacTBa TomeH no

Mfg. License No. /

ITponsBoacTBeHHAn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3usa Ne

Analysis performed according ND No / Anann3 nposeger no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

PageSof 5/Crp.5u3 5
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
ITpousBoautess A@C, cTpaHa: I-p Pepnu’ ¢ JTaGoparopuc JIta., Unnus.
e = i FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / g Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HaumenoBanue, agpec H HOMep JHUEH3UH (Ltcense Ho SIRR/APGEIR)

2 ¥ IIpousBoxpcTBeHHOE MoapazneneHue - 3, yuactku Ne 41, yacts 42, yactpb 45 H yacts
R o 46, Bauynamwmu (Buiampx), bauynannu (Mangan), Meguan Mankamkrups (ducr.),
e il wmtat Tenanrana, Mupus (JIunuenzus Ne 59/RR/AP/97/F/R)
kayecTBa/Boinyck ['JID /

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».

3akuroyenue o coorseTcTBHH: «HacToAmuM s noaTBEp:KOalo, YTO MPUBEAEHHAs BEIE HHHOPMALHS ABJIIETCS JOCTOBEPHOI U TOYHOIH.
OTa cepus NPOAYKIMH NPpou3BeAeHa (BKJIIOYas YakoBKy (MapKHpPOBKY) H KOHTpPOJb Ka4ecTBa) Ha BHILIEYKa3aHHOH MPOU3BOACTBEHHOI
nromma/xe (TUIomaaKax) B MOJHOM COOTBETCTBHH ¢ TpeGoBaHuaMH [IpaBun Haasexammeil Npou3BOACTBEHHOH NMpakTHKH EBpazmiickoro
sxoHoMuyeckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHMsAMH KOHTpONS Ka4decTBa JIEKAPCTBEHHBIX
CPEACTB, @ TAKXe B COOTBETCTBHU CO CrieLM(HKALHAMY, COAEPKAIUMHCI B PETUCTPALIHOHHOM [OCHE CTPaHBI-MMIIOpTEPa. 3alHCH Mo
NPOU3BOJCTBY, YIIAKOBKE U aHAJIU3y NIPOBEPEHE], ¥ YCTAHOBJIEHO MX COOTBETCTBHE TpeGoBaHuaM [pasun Hapnexameit Ipou3BoICTBEHHOMH
NpakTHKH EBpa3niicKoro SKOHOMHYECKOTO CO03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IlpoaykT cootseTcTBYeT TpeboBanusM HJI 3axmouenue: OJOBPEHO
Prepared by / Checkedby/ ~ > :».;,7-5: Approved by: Manager/Executive /
[Togrorosnexo: @ IIposepeHo: (jf/('“ ~ | Onobpeno: Menemxep / PyxoBoaurens
, = — DS
Date / - | Date / |=20/25 | Date/ ik
| Hara: 201 “3075" | Tama: i I Jata: Ro—ll1— rorf




