" Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
HponyxT: Pa3o”, TabneTky, NOKpbITHIE KMLIEYHOPACTBOPUMOH 0607104KO#, 20 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . 3516103 Batch Quantity / _ 1500000 tab / |
Cepusn Ne ) Pa3mep cepuu * 1500000 Tab

Analytical Report No. /. 4901856593 mate gf Enalysis] : 31/12/2025

AnanutHuyeckuii oryer Ne JlaTta anannza

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

JaTa npou3BoacTBa Tonen no

Mfg. License No. / .

TIpou3BoACTBeHHAS : 59/RR/AP/97/F/R IIZI;,‘ number: /Homep . ;1yy n,004603)-(PT-RU)

nunensus Ne

Analysis performed according ND No / Auasu3 npoeegen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Pagelof6/Crp.1u36

No Test / Iloka3zaTean

Result / PesynbTaThl

Specification / Hopma

—

1 | Appearance / Onucanne

2 | Identification By HPLC /
Hpenrndpuxanusa BIKX

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrisle,
JBOSIKOBBIYKJIbIe TabIeTKH,
TIOKPBITBIE 0OOIOYKO# KENTOTO
1[BETa C MAPKHUPOBKOM KPAacCHOTO
usera «RB20» Ha OIHOH CTOpOHE.
Ha nonepeunom paspese sapo
Oeoro 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. / Kpyrnble, TBOSKOBBITYKIIbIE
TabIeTKH, MOKPBIThIE 000I0UKOH OT CBETIIO-
JKENITOTO [0 XKEJITOrO IIBETA C MAPKHPOBKOH
kpacHoro uBera «RB20» Ha oxHOl cTopore. Ha
MIOMEPEYHOM paspese AAPOo OT 6enoro A0 MO4TH
6enoro ugera.

Complies as prescribed /
CooTtBeTcTBYET 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 yaeprxuBaHusl OCHOBHOIO THKa Ha
XpoMarorpaMMme HCIIBITYEMOrO pacTBOpa
JIOJIXXKHO COOTBETCTBOBATH BPEMEHH
yAEpXUBaHUS OCHOBHOTO IHKa Ha
XpoMaTorpaMme pacTBOpa CTaHIApTHOIO
obpazsiia pabenpasona HaTpus (paszen
«Kon4ecTBEHHOE OIpeIECICHUE).

3 | Average weight /
Cpennsis macca

211.44 mg/ 211,44 mr

Remarks : The Product confirms to ND/
Ipumeuanue: [TpogyxT cooTBeTcTBYET TpeboBanusaM HJ|

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

Conclusion : APPROVED /
3akmouenune: OJOBPEHO
ey

Prepared by / Checked by / (7, 5 ;;;‘:é’:'; .’Approved by: Manager/Executive /
IToarororneHo: [IpoBepeHo: \ = /7 Onob6peno: Menemxkep / PykoBoauTens
Date / Date / =12 ~ ,0 ot Date / -
Hara: Jara: e % Hara: Sl
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Eoduct : Razo®, enteric-coated tablets, 20 mg
HponykT: Pa30®, TabneTky, NOKPLITHIE KHLIEYHOPACTBOPUMOit 0607104KO#H, 20 MP

Market / Peinok : Russia / Poccus

Batch No. / . 02516103 Batch Quantity / . 1500000 tab /

Cepns Ne ) Pazmep cepuu * 1500000 Tab

Analytical Repoz‘t No. / . 890001856593 Date of Analysis / . 31/12/2025
A”ajuTH4YecKknii oTyeT No JlaTa aHan3a

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

Jata npousBogcTBa I'open po

Mfg. License No. / )

TNpomssoncTrennas : 59/RR/AP/97/F/R 11‘,‘3‘," number: /Homep . ;117 \u(004603)-(PT-RU)
Junen3ns Ne

Analysis performed according ND No / Auanu3 nposeger no HJT Ne: JIIT-Ne(004603)-(PI'-RU)-130224

Page2of 6/ Crp.2 m3 6

4 | Dissolution / PacTBopenue Unit-1/Eavanna-1 0 % |In 0.1 M hydrochloric acid solution — not more
Unit-2/Exusnna-2 0% than 10 % of CisH20N3O:SNa (Rabeprazole
Unit-3/Exunnna-3 0% sodium) label claim in 2 h. / B 0,1 M pactBope
Unit-4/Eauuuia-4 0% XJIOPHCTOBOJJOPOIHOM KUCIOTH — He Gonee 10 %
Unit-5/Eauuunna-5 0% oT HomuHanbHOro comepkanus CigHzoN3O3SNa
Unit-6/Egunnna-6 1% (pabenpaszon Hatpus) Yepes 2 4.
Average / CpegH. 3Hauenue: 0 %
Unit-1/Enununa-1 93 % |In buffer solution pH 8.0 —not less than 75 % (Q)
Unit-2/Equnnna-2 94 % |of CisH20N303SNa (Rabeprazole sodium) label
Unit-3/Expunumna-3 93 9% |claim in 60 min. / B 6y¢depnom pactsope pH 8,0
Unit-4/Eavnuma-4 959% |- He Mmenee 75% (Q) OT HOMHMHAJIBLHOIO
Unit-5/Eqununa-5 059, |comepxanuss  CisHzoN3O3SNa  (pabenpason
Unit-6/EauHuna-6 939, |Harpus) depes 60 MUH.
Average / Cpegs. 3Hauenue: 94 %
5 | Related Substances /

PoacrBeHHbIe IpUMeCcH

Rabeprazole N-oxide/
Pabemnpazomna N-okcun

Rabeprazole Sulfone/
Pabenpasona cynbdox

Rabeprazole Methoxy analog/
Pabenpazona meTokcu anaior

Rabeprazole Chloro analog/
Pa6enpa3osna xs0po aHajor

Not detected / He o6HapyxeHa

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

0.13%/0,13%

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

Not detected / He 0OHapYKeHa

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

Not detected / He oOHapyXeHa

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Tponykt cooTBeTcTBYET TpeboBanusam HJT 3axmouenne: OJJOBPEHO

] - » i
Prepared by / Checked by / i )@,C-:ﬁ Approved by: Manager/Executive /
TloarorosneHo: : l’!poﬁepeno':__-,__-_;_',-ﬁ'ff‘/ — | Onobpeno: Menemxep / PykoBoaurenb

- o i 5 S

T —
Date ./ 2 A2 —29™ Date / B2 0025 Date ./ 31
Iata: Jara: Jara:




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, TabneTky, HOKPHITHIE KMIIEYHOPACTBOPUMON 06051040, 20 Mr
Market / Peinox : Russia / Poccus
Batch No. / . 02516103 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pazmep cepun * 1500000 Tab
Analytical Report No. / . 890001856593 Date of Analysis / . 31/12/2025
AnasmmTHYecKkmii oryer No ° JlaTa aHaJM3a )
Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027
JaTa npou3BoacTBa T'onen go
Mfg. License No. / .
TpousBoacTBeHHAS : SO/RR/AP/97/F/R IIZIYA number: /HoMep . 11y ny004603)-(PT-RU)
JueH3usa Ne
Analysis performed according ND No / Ananu3 nposeges no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3of 6/ C1p.3 u3 6

Rabeprazole Sulphide/
Pabemnpazona cynedu

Rabeprazole Related
compound A/
Pa6emnpazona poacTBeHHAs
npumecs A

Rabeprazole Related
compound C/
Pabenpasona poacTBeHHas
npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumecs npu
RRT 1,37 (macca m/z=310
HMMA301)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / TTpumecs
npu RRT 1,51 (macca
m/z=458

OeH3uMuU1a3071a aANYKT)

Individual unidentified
impurity / Enuandnas
HEHICHTHUIHUPOBAHHAS
PUMECE

Below LOQ (LOQ = 0.027 %) /
Hike npesenia KOTHYECTBEHHOTO
onpenenenus (IIKO = 0,027 %)

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpanud (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 6onee 0,5 %

INot more than 0.5 % / He 6ousee 0,5 %

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

Remarks : The Product confirms to ND/
Ipumeuanue: Iponykt cootBeTcTBYeT Tpeboanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

~

Prepared by / Checked by / 5 O [ ﬁipproved by: Manager/Executive /
IloaroroBneHo: [IposepeHo: Efﬁ/%”d/j/ Ono6peno: Menemxep / PykoBogutensb
| - s~
—
Date./ 2 ,_J‘z__w% Date./ 32 122225 Date'/ 31
Jara: Jara: Hara:




Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Hpoaykr: Pa3o®, TabneTky, NOKPHITHIE KMIIEYHOPACTBOPHMOH 060J104KOi#, 20 MT

auueHsus Ne

Market / PbiHOK : Russia / Poccus

Batch No. / . 02516103 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pa3mMep cepuH * 1500000 Tab

Analytical Repovrt No. / . 890001856593 Date of Analysis / . 31/12/2025
AnanuTH4yecKuii oTyeT Ne JaTa anpajausa

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

JaTa npou3BoacTBa I'onen oo

Mfg. License No. / .

IpousBoacTBeHHas : 59/RR/AP/97/F/R o namber: /HOMEP . 11 Ne(004603)-(PT-RU)

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

Page4 0of 6/ Ctp. 4u3 6

Total impurities / Cymma
npuMecen

0.1%/0,1%

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

Residual Solvents content /

1575 pg/tab/ 1575 mxr Ha

Isopropanol —not more than 2621 pg per tablet /

OcTaTouHbIe OpraHHYecKHe TabneTky Hzonpomnanon — He bosiee 2621 MKT Ha TabieTKy
pPACTBOPHTENH

Uniformity of dosage units / 2.8/2,8 Acceptance value (AV) should be not more than
OaHOpPOOHOCTH 15.0. / TloxazaTens nmpuemieMocTd (AV) nomkeH

AOZHPOBAHHBIX €AWHHII

ObiTh He Oojiee 15,0.

Microbiological purity*/ MukpoOuoaoruieckas 4acTora*

a) Total aerobic microbial
count / Ob1mee uncio
a3pOBHBIX MUKPOOPraHH3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / Obiee yucio

rpuboB

JPOACKEBBIX U TJIECHEBBIX

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) E.coli

Absent in 1g/
OrcytcTByeT B Ir

Shall be absent in 1g /
JIOXHBI OTCYTCTBOBaThH B 1 T

9 |Assay / KonnuecTBenHnoe

onpenesieHHe

20.0 mg /20,0 mr

18.0 t0 22.0 mg of C1sHz2oN303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Ot 18,0 mr o 22,0 mr C;3H20N303SNa
(pabemnpazon matpus) (ot 90 no 110 % ot
HOMMHAJILHOrO COZepyKaHus) B TabJIeTKe.

Remarks : The Product confirms to ND/
Hpumeuanne: Ilpoaykr coorseTcTByeT TpeboBanusM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Qi/ Checked by / /’7 P }g—f_;'Approved by: Manager/Executive /

IToxrorosneno: (‘ = [Mposepero: [ }2—«”‘: ~_—| Onobpeno: Menemxep / PyxoBoguresns
H = ’-F.:._'__F =

Date / | (llL 20 %y | Date/ BI~2:0 025 Date / ) oo

Jara: Hara: Jlara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykt: Pa3o®, TabneTky, HOKPBIThIE KMIIEYHOPACTBOPUMOH 060104KOi#, 20 Mr
Market / Peinok : Russia / Poccus
Batch No. / . 2516103 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pasmep cepun " 1500000 tab
Analytical Repo:‘t No./ . 890001856593 Date of Analysis / . 31/12/2025
AnanuTHueckuii oryet Ne JlaTa ananunza
Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027
Jarta npou3BoacTBa T'onen a0
Mfg. License No. / .
TpousBonCcTBeRHAR : 59/RR/AP/97/F/R g‘s‘f‘ number: /Homep . ;117 No(004603)-(PT-RU)
JuneH3us Ne
Analysis performed according ND No / Auauan3 nposegen no HJI Ne: JITT-Ne(004603)-(PT'-RU)-130224

Page50f 6/ Ctp.5u36

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / I[To 15
tabnertok B 6aucTepe u3
(IIBX/AJI/TTA) donbru /
ANIOMUHUEBOMU (osbrd. 2 OnucTepa
BMECTE ¢ IHCTKOM-BKIIQ/IBIIIIEM B
Na4yKy 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 Tabnerok B Omnucrepe u3
(TIBX/AJI/TIA) donsru / amomuHueBoi Ghonbru.
I[To 1 wmu 2 6nuctepa BMECTE C JIMCTKOM-
BKJIAJBIIIEM B MAYKYy KAPTOHHYIO.

API name / HaumenoBaune ADC:

Rabeprazole sodium / Pabenpason HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npousBoaurtens ADC:

ACSHO000149 & ACSH000411

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHIMH
| npoussoanTes I'JID:

FCSA01393 & FCSA01394

API Manufactured by & country /
Hpomnszeoantens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
I-p Pennu ¢ Jlaboparopuc JIta., Maaus.

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

HanmenoBaHue, agpec H HOMep
JIMIIeH3HH TIJIOUANKH,
OCyLeCTBJISIIOLI e
MPOH3BOACTBO/KOHTPOJIb
KkavecTBa/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)

ITpou3BOACTBEHHOE MOpa3aeNeHue - 3, yuacTku Ne 41, qacTe 42, yacte 45 u
4acTh 46, Bauynannu (Bunnamk), bauynannu (Maszgan), Meadan
Mankamkrupu (Jucr.), wrat Tenanrana, Maaus (JInnensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Hpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanmsaM HJJ

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO

Prepared by / ) Checked by / 2 __,C__J;‘,ipproved by: Manager/Executive /

[Moarorornexo: Hpoaepem:}%ﬁé,/ Onob6peno: Menemkep / PykoBonutens
i T >

Date / . o — 22 7% |Date/ 2~ D~ Date / .

Hara: g Jara: 12~ 2625 Jara: 31
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg
MpoaykT: Pa30”, TabneTky, NOKPbIThIE KUIIEYHOPACTBOPUMOI 060109K0H#, 20 MT
Market / Poiaok : Russia / Poccust
Batch No. / . 02516103 Batch Quantity / . 1500000 tab /
Cepust Ne ) Pasmep cepuu " 1500000 Tab
Analytical Repo:‘t No./ . 890001856593 Date of Analysis / . 31/12/2025
AnanuTHyecknii oruer Ne Jara ananusa
Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027
JlaTa npon3BoAcCTBA T'open no
Mfg. License No. / .
TpowssofcToenuas : SO/RR/AP/97/F/R g[;,‘ number: /Homep . ;17 \y(004603)-(PT-RU)
JiHneH3Hs Ne
Analysis performed according ND No / Anaau3 nposegen mo HJI No: JITI-Ne(004603)-(PT-RU)-130224

Page 6 of 6/ CTp. 6 uz 6

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».

3akJ/II09eHHe 0 COOTBETCTBHM: «HaCTOSAIINM 51 TOATBEPKAAL0, YTO MPHBEICHHAS BbILIE HHPOPMALUs ABISETCS JOCTOBEPHOH
¥ TOUHOH. DTa cepHs NPOAYKIMH Npou3BeaeHa (BKIIF0Yas yIakoBKy (MapKHpOBKY) U KOHTPOIIb KAUeCTBA) Ha BBIIIEYKAa3aHHOK
NPOM3BOACTBEHHOM muomanke (IUIOMIaAKaX) B TMOJHOM COOTBETCTBUM ¢ TpeboBanusamu Ilpasun  Hamnexaiuei
IPOM3BO/ICTBEHHO# TIpakTUkK EBpasuiickoro skoHomudeckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBAHUSAMU KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPELCTB, @ TAKXKE B COOTBETCTBHH CO CEMPUKALUIMH, COEPKALIUMHCS
B PETHUCTPALIMOHHOM JIOChe CTPaHBI-UMIIOPTEPa. 3aIllHCH 10 [IPOU3BOACTBY, YIAKOBKE M aHAJIM3Y POBEPEHBI, U YCTAHOBJIEHO
HX COOTBETCTBHE TpeboBanusM [TpaBui Hajexameil Npou3BOACTBEHHON NPAaKTUKH EBpa3snicKoro SKOHOMHYECKOTO CO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT coorBeTcTBYeT TpeboBanusM HJJ 3axmouenne: OJJOBPEHO

] —
Prepared by / E /1 P Checkedby / — _—|-Approved by: Manager/Executive /
[ToaroToBeHo: )8 Mposepenof 27> [ Onobpeno: Menemxkep / PykoBoguTens
Date / ' v | Date/ Date /

2L 20N 22205 )
Hara: 3l 1 . Jara: &l Jara: Ss=mear




