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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
Hpoayxr: Paso”, Tadnerku, nokpsIThie KHEUHOPacTBOPUMOii 0Gonoukoii, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . C2516101 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pasmep cepun " 1500000 Tab
Analytical Report No./ . 45001856501 kel Amalysis : 30/12/2025
AHaHTHYECKHH oTYeT Ne JlaTa ananuza
Date of Manufacture / . 22/10/2025 Date of Expiry / . 30/09/2027
JlaTa mnpou3BOACTBA TI'ogen no
Mfg. License No. / MA number: / Home
IlpousBoncTBeHHAs : 59/RR/AP/97/F/R Py umber: /iomep JIII-Ne(004603)-(PT-RU)
JIHIeH3Ms Ne
Analysis performed according ND No / Ananus nposegen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224
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{ Ne Test / Iloxa3arenn

Result / PesyabTaThi

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrisie,
JBOSIKOBBITYKJIbIE TabIeTKH,
HOKPBIThIE 060J0YKO# KENTOro
1IBETA C MAPKUPOBKOH KpacHOTrO
useta «RB20» Ha ogHOMN CTOpOHE.
Ha nonepeynom paspese aapo
6enoro uera.

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. / Kpyrisle, 1BOSKOBBITYKJIbIE
TabJIeTKH, MOKPBITEIE 060J0UYKON OT CBETJIO-
JKEJITOTO JIO )KENTOrO I[BeTa ¢ MApKUPOBKOH
KkpacHoro uBera «RB20» Ha ogHO#i cTopoHe. Ha
[ONEPEYHOM paspese APO OT 6eNoro 10 MOoYTH
Oenoro HBera.

Complies as prescribed /
CooTBeTcTByeT TpeOOBaHUAM

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 ynep)kuBaHUS] OCHOBHOTO TTHKA Ha
XpoMaTorpaMme UCTBITYEMOrO PacTBOpa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIep>KUBaHHs OCHOBHOT'O MHKa Ha
XpomarorpaMme pacTBopa CTaHAapTHOTO
obpasna pabenpa3zona Harpus (pasznen
«Konn4ecTBEHHOE OTIpeNeIEHHEY).

2 | Identification By HPLC /
HMpentuduxamus BIKX
3 | Average weight /

Cpennss macca

209.17 mg /209,17 mMr

N O S

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

Remarks @ The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IpoaykT cooTBeTCTBYET TpeboBanmsM HJ{ 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroBneno: ;_[ 7/ TTpogepeHo; q /_]p Onobpeno: Meunemxep / Pykosonurens
\ = ’ j -
- P . —
Date / é Date / Date / '
Hara: g’ L2 Hata: ([ ~|9 oppgp— | Hara: Bl )2 =
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s CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
HpoayxT: Pa3o®, TabneTiu, NOKpHITHIE KUIIEYHOPACTBOPUMOi 0607104K0#, 20 MI
Market / PoiHok : Russia / Poccus
Batch No. / . (2516101 Batch Quantity / . 1500000 tab /
Cepusi N ) Pazmep cepuu * 1500000 Tab
Analytical Repo:’t No. / . 890001856591 Date of Analysis / . 30/12/2025
AHaJIMTHYECKHI 0TUeT No JlaTa aHa/IH3A
Date of Manufacture / . 22/10/2025 Date of Expiry / . 30/09/2027
JlaTa nmpou3BoacTBa Tonen g0
Mifg. License No. / .
TIpon3BoaCTBeHHAS : 59/RR/AP/97/F/R Il‘f{f‘ number: /HoMep . 1y n,004603)-(PT-RU)
Junen3us Ne
Analysis performed according ND No / Auaan3 nposenen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

4]

Dissolution / PacTBop;am;e
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Unit-1/Enunanna-1 1 %
Unit-2/Enuanna-2 2%
Unit-3/Equnnna-3 2%
Unit-4/Enununa-4 2%
Unit-5/Enqununa-5 0%
Unit-6/Egunnia-6 0%

Average / CpenH. 3Hauenue: 1 %

In 0.1 M hydrochloric acid solution — not more
than 10 % of C;sH20N3O3sSNa (Rabeprazole
sodium) label claim in 2 h. / B 0,1 M pactBope
XITOPUCTOBOLOPOAHOM KUCIOTHI — He 6onee 10 %
oT HoMHHaNbHOrO copepxkanusi CisHzoN303SNa
(paberpazon HaTpus) yepes 2 4.

Unit-1/Egunauna-1 92 %
Unit-2/Enqununa-2 92 %
Unit-3/Enunuiia-3 90 %
Unit-4/Enunanna-4 90 %
Unit-5/Exununa-5 91 %
Unit-6/Exunanna-6 90 %

Average / Cpens. 3Hauenue: 91 %

In buffer solution pH 8.0 —not less than 75 % (Q)
of Ci3sH20N303SNa (Rabeprazole sodium) label
claim in 60 min. / B 6ydeprom pacteope pH 8,0
— ne Menee 75% (Q) OT HOMHMHANBHOTO
comepxanust  CisHzoN3OsSNa  (pabenpazon
HaTpus) yepe3 60 MUH.

Related Substances /
PopcTBeHHbIe MPpUMECH

Rabeprazole N-oxide/
Pa6enpazona N-oxcun

Rabeprazole Sulfone/
Pabemnpazona cynshon

Rabeprazole Methoxy analog/
Pabenpa3zona MeToKCH aHanor

Rabeprazole Chloro analog/
Pabemnpasona xnopo ananor

Below LOD (LOD = 0.008 %) /
Hmxe npenena obHapyxenus (I10 =
0,008 %)

0.13%/0,13%

Not detected / He obHapykeHa

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 6onee 0,5 %

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

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroToBneHo: ~. IIpoBepeHo: A\ 2 Opnobpeno: Meunemxep / PykoBoauTens
o3 — J_.II ; e = &
Date / 1 no A Date / Date / ' 25
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Product : Razo", enteric-coated tablets, 20 mg
Mpoaykt: Pa3o®, Tabnetky, 1OKPLITLIE KHILIEYHOPACTBOPHMOH 060.10uKOif, 20 MT
Market / Poinok : Russia / Poccust
Batch No. / . C2516101 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pasmep cepun " 1500000 tab
Analytical Repo:’t No./ . 890001856591 Date of Analysis / . 30/12/2025
AHaJIaTHYECKHH oTdeT Ne JlaTa aHaJH3a
Date of Manufgeture! . 59 50095 Date-ol Exples 7 : 30/09/2027
JdaTa npou3BOACTBA T'open no
Mfg. License No. / NEA v 1t
ITponsBoacTBeHHasi : 59/RR/AP/97/F/R PY ) P, JITI-Ne(004603)-(PT-RU)
Jinnen3us Ne
|Analysis performed according ND No / Anasnn3 nposeaen mo HJI Ne: JITI-Ne(004603)-(PT'-RU)-130224
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Rabeprazole Sulphide/
Pabenpazona cynbdun

Rabeprazole Related
compound A/
Pabenpazona poacTBeHHas
npuMeck A

Rabeprazole Related
compound C/
Pabenpazona poncTBeHHas
npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumecs npu
RRT 1,37 (macca m/z=310
HMHIA307)

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

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

6eH3uMHIa3071a aiJYKT)

Individual unidentified
impurity / EquaudHas
HEeUAEHTUGULHPOBAHHAS
NpUMech

Below LOQ (LOQ = 0.027 %) /
Hike npeaena KONHYECTBEHHOTO
onpegenerus (ITIKO = 0,027 %)

Not detected / He o6HapyxeHa

Not detected / He 06HapyxeHa

Not detected / He oOHapyxeHa

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 6onee 0,5 %

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanmne: [IpoaykT cooTBeTCTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
3axnouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toxroronexo: ITposepeno: ’}\\,_,,Q OnobpeHo: MeHerimep / PykoBOOHUTEND
Date / 7 :‘ ~720% | Date/ E— Date / ‘Z!:—i} — 202§
Jata: l-12 Jara: 2|~2~902 7| Hara:
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. Dr. Reddy S q,ﬂ CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIN3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pa3o®, TabneTku, MOKpHIThE KMUIEYHOPACTRBOPUMOI 0607104K0H, 20 MT

Market / PoiHox : Russia / Poccus

Batch No. / . C2516101 Batch Quantity / . 1500000 tab /

Cepusi Ne ) Pa3mep cepuu * 1500000 Tab

Analytical Report No. / . 890001856591 Date of Analysis / . 30/12/2025
AnaguTHYecKHi oTueT Ne JaTa anaauza

Date of Manufacture / . 22/10/2025 Date of Expiry / . 30/09/2027

JlaTa npou3BOACTBA T'ogen no

Mfg. License No. / .

IlpousBoacTBeHHan : 59/RR/AP/97/F/IR II\,/[; number: / Homep : JITI-Ne(004603)-(PT-RU)

aunen3uns Ne

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

Page40of 6/ Crp. 4136

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He Gonee 2,0 %
npuMecei w

6 |Residual Solvents content / 1497 pg/tab/ 1497 mxr Ha Isopropanol — not more than 2621 pg per tablet /
OcraTouHbIe OpraHUYecKue TabneTky H3zonponaHon — He 6onee 2621 Mkr Ha TabneTKy
PACTBOPHUTENH

7 |Uniformity of dosage units / 2.0/2,0 Acceptance value (AV) should be not more than
OagnopogHOCTH 15.0. / IlokazaTens npuemieMoctd (AV) nomkeH
AO3HPOBAHHBIX €AHHHL OvITH He Gonee 15,0.

8 | Microbiological purity*/ Mukpo6uonoraueckas uncTora*

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / O61ee uucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MEKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / Obuiee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOXOKEBBIX U TIECHEBBIX
rpubos
c) E.coli Absentin 1g/ Shall be absent in 1g/
OrcyrcTByeT B I JomKHBI OTCYTCTBOBaTh B 1 T
9 |Assay / KosimyecTBeHHOE 19.7 mg /19,7 mr 18.0 to 22.0 mg of C sH20N303SNa
onpeneJieHuE (Rabeprazole sodium) (90 to 110 % of label

claim) per tablet. /

Or 18,0 MI' 1O 22,0 Mr C13H20N303SN6.
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMHUHAJBHOTO COAEpIKaHus) B TabJeTKe.

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

Ilpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBanusm H]J 3akmouenue: OJOBPEHO

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

Iloarorosneno: @# Flpnnepa&mé?ﬁ\jg\j %) OnobpeHo: Menemxkep / PykoBoaurens

Date / | no 2§ |Date/ - Date / - el
. -2
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
IIpoaykr: Pa30®, Tabnetky, [OKPBIThIE KHIIEUHOPACTBOPUMOH 000J1049KOH, 20 Mr

Market / Poinox : Russia / Poccus

Batch No. / . (2516101 Batch Quantity / . 1500000 tab /

Cepusi Ne ) Pa3smep cepun " 1500000 Tab ]
Analytical Repo:'t No./ . 890001856591 Date of Analysis / . 30/12/2025

AHaJIHTHYECKHH oTUeT No Jlata aHaam3a

Date of Manufacture / . 22/10/2025 Date of Expiry / . 30/09/2027

Jara npousBoacTBa TI'ogen no

Mifg. License No. / NA fiimbiers / Eowie

ITpousBoacTBeHHAN : S9/RR/AP/9T/F/R PY ’ P . JITT-Ne(004603)-(PT-RU)

JIHIeH3us Ne

Analysis performed according ND No / Anasu3 nposeaen no HJI Ne: JIII-Ne(004603)-(PT"-RU)-130224
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10 |Packaging / YnakoBka

15 tablets in a (PVC/AL/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / ITo 15
Tabnetok B 6nucrepe U3
(ITIBX/AJI/TIA) donbru /
ATIOMUHUEBOH (oJbry. 2 6iucTepa
BMECTE C JIUCTKOM-BKJIAJIbIIIIEM B
Ma4YKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnetox B Gaucrepe u3
(TIBX/AJI/TIA) donbru / amroMAHUAEBOMH GONBIH.
Mo 1 umnu 2 6nucrepa BMECTE ¢ JUCTKOM-
BKJIQJIbILIIEM B Ta4Ky KapTOHHYIO.

API name / HanmenoBanue ADC:

Rabeprazole sodium / Pabenpa3on HaTpus

INN / MHH:

Rabeprazole / Pabenpason

API manufacturer batch number /
Homep cepun nponsBoautesis ADC:

ACSH000395 & ACSH000404

FP Manufacturer API Batch number /
Homep cepun cyGeTanunu
npoussoauTess I'JIdD:

FCSA01021 & FCSA01392

API Manufactured by & country /
ITponzBoanTtens A®C, cTpaHa:

Dr. Reddy's Laboratories Ltd., India
H-p Pepnu'c Jlabopatopuc JIta., Unaus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBaHue, agpec H HOMep
JIMIEH3UH MJIOIAKH,
OCyLeCTBJIAIOIEH
NPOH3BOACTBO/KOHTPOJIb
KayecTBa/Boinyck 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)

[Mpou3sBoAcTBEHHOE NoApassenenue - 3, yuactku Ne 41, yacts 42, yactb 45 u
yacth 46, bauynamni (Bunnamwk), bauynammm (Marnan), Meauan
Mankamxrupy (Jlucr.), wrar Tenanrana, Uaaus (JIuuensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ipoaykr cootseTcTBYeT TpeboBaHusaM HJJ 3axkmouenne: OJJOBPEHO
)
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroeneno: ITpoBepeHo: /) Onobpeno: Menemkep / PykoBoauTens
] Eoll —_ [ s
Date / iy 2024 |Date/ Date / > N PRET o
Jlata: A2~ Hara: 2] -2 ~20 20— | Hata: L1112
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. Dr. Reddy S q @ CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Razo", enteric-coated tablets, 20 mg
IpoayxT: Pazo”™, TabneTky, NOKPHIThIE KHIIEYHOPACTBOPHMOI 0605104K0#, 20 Mr
Market / Poinok : Russia / Poccus
Batch No. / . 02516101 Batch Quantity / . 1500000 tab /
Cepust Ne ) Pasmep cepun * 1500000 Tab
Analytical ReportNe. 7 waygnipssse Date of Anakysis/ : 30/12/2025
AHajnuTHYecKui oTyeT No JlaTta anann3a
Date of Manufacture/ ., »,;,7955 Date ot Bxpirys : 30/09/2027
JlaTa npou3BOACTBA T'ogen g0
Mfg. License No. / MA number: / Home
IIpounsBoacTBeHHAs : 59/RR/AP/9T/E/R Py ) P, JITI-Ne(004603)-(PT"-RU)
JIMIEH3usT Ne
Analysis performed according ND No / Ananns npoeaen no HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224
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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».

3akii0ueHHe 0 cO0TBeTCTBHH: «HacTosmuMm s noATBepkKIato, YTO NPUBEIeHHAs Bbillle HHOOPMALHS SBISETCS JOCTOBEPHOM
¥ TOYHOH. DTa cepust IPOJYKUHH NTPOU3BeieHa (BKIIIOUask YIIaKoBKY (MapKHPOBKY) H KOHTPOJIb Ka4eCTBa) Ha BhILIIEYKA3aHHOM
MpPOMU3BOACTBEHHONW TMiowaake (TUIOL[aJKax) B TIOJHOM COOTBETCTBMM ¢ TpeboBanusaMu [IpaBun Hajexaiiei
MPOM3BOJCTBEHHON NpakTHKH EBpazuiickoro sxoHoMuueckoro coto3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
Tpe6OBaHHAMU KOHTPOJISl KAYECTBA JIEKAPCTBEHHBIX CPEACTB, & TAKOKE B COOTBETCTBUH CO CIELU(UKAIIMAMH, COAEPKALLIMMHUCS
B PECHCTPALUOHHOM JOChE CTPaHBI-UMIOPTEPa. 3alicH 1O NPOU3BOACTBY, YIAKOBKE W aHaJU3y NPOBEPEHBI, H YCTAHOBJICHO
UX COOTBeTCTBUE TpeboBaHusM [TpaBui Haaexkalel MpOU3BOACTBEHHON MPakTUKH EBpa3uiickoro 3KOHOMHYECKOr0 CO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: IIponykT coorBeTcTBYET Tpeboanusm HJJ 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxroToBneno: , [Mposepeno; //g \} ) OnobpeHo: Meue,r}?«ep / PyxoBoauTens

1 e — — / {2?? .
Date / 20 W Date / Date A
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