Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
IIpoaykT: Paz0”, TabneTku, nokpbIThE KHILIEYHOPACTBOPHMOI obonoukoii, 20 Mr

Market / Peisox : Russia / Poccus

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

Cepus Ne £ C2314313 Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001849737 Date of Analysis / . 25/11/2025
AHanuTHYECKHI oTueT N JlaTa aHanm3a

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

JlaTa npoH3BoACTBA T'onex no

Mfg. License No. /

Ipou3BoACTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuueH3us Ne

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

Pagelof5/Crp.1mu35

Ne Test / lloka3zaTeib

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. / Kpyriible, [BOSKOBBIITYKJIBIE
TabJIeTKH, NOKPHITEIE 06010UKOM
CBETJIO-JKEJITOTO L[BeTa C MAPKUPOBKOH
KpacHoro usera «RB20» Ha ofHOM
cropone. Ha rioniepeuHoM pazpese 11po
Genoro LBera.

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. /
Kpyriibie, IBOSKOBBINYKIIbIE TAOJIETKH, HOKPHIThIE
000JTOYKO# OT CBETIO-XKENTOTO [0 JKENTOrO LIBETA
€ MapKHpOBKOif kpacHoro 1peta «RB20» na oxHoit
cropone. Ha nonepeyHoM paspese aapo ot 6e5oro
o noutH 6esnoro ugera.

Identification By HPLC /
Haenrnduxanua BIXKX

Complies as prescribed /
CooTBeTcTByeT TPEGOBaHHAM

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
YHEPXKUBAHMA OCHOBHOIO IMHKA Ha
XpOMaTOorpaMMe HCTIBITYEMOro PacTBOpa AODKHO
COOTBETCTBOBAThH BPEMEHH YIEP)KHBAHHA
OCHOBHOT'O NHKa Ha XpOMaTorpaMMe pacTBopa
cTaHgapTHoro obpasua pabenpazona HaTpUA
(paznen «Konu4ecTBEHHOE OTpeneNeHHEY).

3 | Average weight /
Cpenusist macca

210.50 mg /210,50 mr

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

Remarks : The Product confirms to ND/
Npumeuanue: [TpoaykT cooTBeTcTBYET Tpebopanmsam HJT

v )

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by /
Ioarorosneno: € / —_Z_

Checked by / o2
HpoaepelW

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoautens

- ad

Date / 9,#‘__,@,“9,{) N

Jara:

Date / Q9+ |00

ara:

Date /

Jara: AN Ay A




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Pa3o®, TabneTku, NOKpHITEE KHMLIEYHOPACTBOPUMO#i 0600uKOif, 20 Mr

Market / Poinox : Russia / Pocous

Batch No. / . 2514313 Batch Quantity / . 1500000 tab /

Cepus Ne ’ Pasmep cepun * 1500000 Ta6

Analytical Repourt No./ . 890001849737 Date of Analysis / . 25/11/2025
AnanuTnueckuii oryet Ne JaTa aHanu3a

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

JlaTa npoussoacTBa T'ogen xo -

Mifg. License No. /

IpoussoacTEeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JueH3ust Ne

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

Page2 of 5/Crp.21u35
4 | Dissolution / PacTeopeiine Unit-1/Exnima-1 1% In 0.1 M hydrochlorio acid polution not moro than
Unit-2/Enununa-2 2% 10 % of C13H20N3038Na (Rabeprazole sodium) label
Unit-3/Equunna-3 2% claim in 2 h. / B 0,1 M pacreope
Unit-4/Ennauna-4 39, XJIOPHCTOBOZIOPOAHOMH KHC/IOThI — He Gonee 10 % ot
Unit-5/Equnnia-5 2% HoMuHansHOro  comepxanust  CisHzoN303SNa
Unit-6/Equrnna-6 2% (pabenpazon HaTpus) yepes 2 4.
Average / Cpenn. 3Havenne: 3%
Unit-1/Egnanna-1 89 % In buffer solution pH 8.0 — not less than 75 % (Q) of!
Unit-2/Enunuua-2 85 % Ci13sH2oN303SNa (Rabeprazole sodium) label claim
Unit-3/Enununa-3 86 % in 60 min. / B 6ydeprom pacreope pH 8,0 —He MeHee
Unit-4/Enuuuna-4 86 % 75% (Q) or HOMHHANBHOTO  COMACpPXKAHHS
Unit-5/Enuunna-5 85 % Ci3H20N303SNa (pabenpazon HaTpus) yepe3 60 MuH.
Unit-6/Exununa-6 85%
Average / CpenH. 3HaueHve: 86 %
5 | Related Substances /
PoacrBenHbie npumecH
Rabeprazole N-oxide/ Not detected / ne o6HapyxeHa Not more than 0.5 % / He 6onee 0,5 %

Pa6enpazona N-okcua

Rabeprazole Sulfone/ Pa6enpazona
cynsdhoH

Rabeprazole Methoxy analog/
Pa6enpa3zona METOKCH aHANOT

Rabeprazole Chloro analog/
Pabenpazona xyiopo ananor

Rabeprazole Sulphide/
Pab6enpazona cyasdun

Rabeprazole Related compound A/
Pabenpasona poacreeHHas
npuMmech A

0.10%/0,10%

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

0.05%/0,05%

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

Not detected / He obHapyxeHa

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

0.03% /0,03%

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

Not detected / He oGHapyxeHa

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorBeTcTBYeT TpeboBanmsimM HJ|

1

Conclusion : APPROVED /
Zaknuenue: OJJOBPEHO

A
+} Approved by: Manager/Executive /

Prepared by / : Checked b > _(_;/@f'

|| TToaroToBeno: i Hposepq%’/ Ono6peno: Menemxep / PykoBoaureb
Date / 7&:}"._70’ 2 mg,s" Date/ O jp200S Date / a1 A
Hara: Hara: Hara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
IpoayxT: Pazo®, TabneTky, NoKpsITHIE KHIIEYHOPACTBOPUMOIi 060/10uKO#, 20 MT

Market / Poinok : Russia / Poccust

Batch No. / . C2514313 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pasmep cepun * 1500000 Tab6

Analytical Repovrt No./ . 890001849737 Date of Analysis / . 25/11/2025
AHanuTHYECKH oTueT No JlaTa anaansa

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

Jarta npou3soacTsa TI'ogen no

Mifg. License No. /

IIpou3BoacTBeHHAsN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
aunen3us Ne

Analysis performed according ND No / Auajns nposesgen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3 of 5/Crp.3u35

Raheprazole Related compound €/
PaGenpa3zona poacreeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

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

imidazole adduct) / [Tpumecs npu
RRT 1,51 (macca m/z=458
OGeH3uMMIazona aJnyKT)

Individual unidentified impurity /
Enunuynas
HeNJEHTU(DHLMPOBAHHAS TPUMECH

Below LOD (1.OND = 0.02 %) / Huxe nipenena
o6Hapyxenus (IO = 0,02 %)

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

0.01%/0,01%

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

!

Not detected / He oGHapyxeHa

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

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

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

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

6 |Residual Solvents content / 1575 pg/tab / 1575 mxr va tabnetky  |Isopropanol — not more than 2621 pg per tablet /
OcraTouHbie OpraHuYecKne H3omnponanon — He Goniee 2621 MKr Ha TabNeTKy
pacTBopuTeH

7 |Uniformity of dosage units / 44/44 Acceptance value (AV) should be not more than

OxHOPOJHOCTH JO3HPOBAHHBIX
eIHHHI

ObITh HE Oonee 15,0,

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipogykr coorBeTcTBYeT TpeboBanusam HJT

N

Conclusion : APPROVED /
3axmouyenue: OJOBPEHO

2)
Prepared by / Checked by /, -=1' Approved by: Manager/Executive /
IToarorosneHo: Hposepeuo;g% Onobpeno: Menemxep / PykoBoauTeNb
P ' 5~
Date / y/‘.?’,_(‘ 202 'g' Date / O D) 2025 Date / SN
JlaTa: JlaTa: Jlara:

15.0. / Ilokasarens npuemneMoctd (AV) momkeH
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9
Dr.Reddy’s q.t. CERTIFICATE OF ANALYSIS
- CEPTHOUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoayxr: Pazo®, TabneTku, MOKPEIThIE KHIIEYHOPACTBOPUMOit 06010uKOl, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / . C2514313 Batch Quantity / . 1500000 tab /

Cepust Ne Pazmep cepun 1500000 ta6

Analytical Repovrt No. / . 890001849737 Date of Analysis / . 25/11/2025
AHaTuTHYECKHH oTyeT No JaTa anajqun3a

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

JaTa npoM3BoaCTBA Topen no

Mfg. License No. /

IpouszBoacTBEHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHLieH3us Ne

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

Page4 of 5/Crp.4u35
8 | Microbiological purity*/ MukpoGuosornueckasi uucrora*
a) Total aerobic microbial count / Less than 10 CFU/g/ Not more than 1000 CFU/g /
Obee ynco a3pobHbBIX Menee 10 KOE/r He 6onee 1000 KOE/r
MHUKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g /
mould count / Obmee uncno Menee 10 KOE/r He Gonee 100 KOE/r
JIPOROKEBBIX U TLUIECHEBBIX rpuboB
c) E.coli Absentin 1g/ Shall be absent in 1g/
OrtcytcrByeT B Ir JomKHBEI OTCYTCTBOBATE B 1 1
9 |Assay / KonnuecTBennoe 19.5 mg/ 19,5 mr 18.0 to 22.0 mg of C3H20N303;SNa (Rabeprazole
onpeaeieHue sodium) (90 to 110 % of label claim) per tablet. /

Ot 18,0 mr mo 22,0 mr Ci3HaoN303SNa
(paGenpason Harpus) (ot 90 no 110 % ot
HOMHHAJLHOTO COJEpPKaHus) B TaOJIeTKe.

10 |Packaging / YnakoBka 15 tablets in a (PVC/Al/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. / TTo 15 carton. / Ilo 15 Tabnerok B Omucrepe U3
Tabnetok B 6ructepe u3 (IIBX/AJIIIA) | (TIBX/AJI/TIA) doneru / amoMuHueBoit gponsr. Ilo
¢donbru / amoMunmneBoii ¢onsru. 2 1 unu 2 6aucTepa BMECTE C JIMCTKOM-BKJIAJbILIEM B
6aKcTEPa BMECTE C JIUCTKOM- Ha4Ky KapTOHHYIO.

BKJIAABIIEM B Ma4YKy KapTOHHYIO

API name / Haumenosanue A®@C: Rabeprazole sodium / Pabenpason Hatpus
INN/MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACSHO000712 & ACSH000734

Homep cepun npoussoguresisi A®C:

FP Manufacturer API Batch number /
Homep cepuu cydcTaHUHH FCSAQ0516 & FCSA00517

npousBoautens I'JID:

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

Hpumeuanne: [Tpoxykt coorBercTByeT TpeboBanusm HJ 3akmouenue: OJOBPEHO
oD

Prepared by / Checked by / <1 Approved by: Manager/Executive /
IToarorosneHo: [TpoBepenq! - _,;jfc/"/ Onobpeno: Menemxep / PykoBoaurens
. z S~

Date-/ 2:?",_( ’r ,‘ZO%— Date / o5 | Mg Date / ANy sy~

Hara: Jlara: Hara:




CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Dr.Reddy’s ":.

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Pazo®, TabneTky, NOKpHITHIE KHIWLEYHOPACTBOPHUMOili 060710uKOH, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . (2514313 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pa3smep cepun " 1500000 tab

Analytical Repovrt No. / . 890001849737 Date of Analysis / . 25/11/2025
AnasuTHYeCKHIT oTueT N JlaTa aHaan3a

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

JlaTta npou3BoACTBA T'ogen g0

Mfg. License No. /

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

JITI-Ne(004603)-(PT-RU)-130224
PageS of 5/Crp.5m3 5

Dr. Reddy's Laborawrles Lud., India
I-p Pennu'c JTaboparopuc JItn., Maaus.

Analysis performed according ND No / Auanns nposenen mo HJI Ne:

APy Manufactured by & country /
IIpoussoanrtens ADC, crpana:

Name, address, authorization No for

FP manufacturing site / Control site /
Release site /

HaumeHoBaHMe, agpec U HOMep JHUEH3HU
TUIOIAIKH, OCYLIeCTBAAIOLIEMH
NPON3BOACTBO/KOHTPOIb
KauecTBa/Buinyck I'JID /

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)

IIpousBoacTeeHHOE moapasneneHue - 3, yuactku Ne 41, yacts 42, yactb 45 1 yacThb
46, bauynannu (Buntamk), bauynannu (Maungan), Menuan Mankamxrupu (Jucr.),
witat Tenaurana, Munns (JInuensus Ne 59/RR/AP/97/F/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».

3aku0uenMe o cOOTBETCTBHM: «HaCTOALINM 51 TOATBEPKAAL0, YTO MPUBEAEHHAS BhILIe HHGOPMALHS ABJISETCS JOCTOBEPHOM U TOYHOIA.
OTa cepus NPOAYKUMH NpousBeacHa (BKIOYas YakoBKy (MapKMPOBKY) M KOHTPOJb KaueCcTBa) Ha BBIILEYKa3aHHON MPOU3BOACTBEHHOMN
miourazake (miomagxax) B MOJHOM COOTBETCTBHH ¢ TpeGoBanusaMu [Ipasun Hamexaiell mpouzsBoacTseHHoM npaktuky Eppa3suiickoro
skoHoMHuueckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TpeGoBaHHAMH KOHTPOJISl KauecTBa JIEKAPCTBEHHBIX
CpPENCTB, a Tak)Ke B COOTBETCTBMH CO CNELU(HUKALMIMH, COAEPKALUMMUCH B PETHCTPALIMOHHOM NOChe CTpaHbI-UMNopTepa. 3amucH Mo
TIPOM3BOJICTBY, YIIAKOBKE U aHAJIN3y MPOBEPEHbI, U YCTAHOBIIEHO UX COOTBETCTBHUE TpebosanusaM [IpaBui Hauiexareii NpoH3BOACTBEHHOMH

npaKTHKPl-.EBpaSH HMCKOro 3KOHOMUUYECKOTO COIO3a.

Remarks : The Product confirms to ND/
IIpnmeuanne: [IpogykT cooTBeTcTBYET TpeboBanusiM H/J

Conclusion : APPROVED /
3a1cmoqelme: OOdOBPEHO

Prepared by / Checked by Approved by: Manager/Executive /
Honroromeno:# [Tposepen m«/@/ Ono6peno: Menemxkep / P);gaonmens
Date / 9"7’ <1 —202A Date/ D5 ._//ﬁIQOQ‘;\) Date / S ety S
Jlara: Jlara: Jara:






