Dr. Reddy’s Q,‘:'.

CERTIFICATE OF ANALYSIS
CEPTHU®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
IIpoayxT: Pa3o®™, TabneTku, MOKphIThie KMIIETHOPACTBOPUMO# 0605104Koi, 20 MI

Market / Poinok : Russia / Poccus

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

Cepus Ne  C2514554 Pa3mep cepun " 1500000 Tab

Analytical Report No. / . 890001856574 Date of Analysis / . 30/12/2025

AnautTnueckuii oryer Ne JlaTa ananan3a ]
Date of Manufacture / . 24/09/2025 Date of Expiry / . 31/08/2027

JlaTa npoM3BOACTBA Tonxen xo

Mfg. License No. / ]

IpouseoncTBeHHAsS : 59/RR/AP/97/F/R II\:I; wamber: « Howep : JIII-Ne(004603)-(PT-RU)

Jnnen3us Ne

Analysis performed according ND No / Ananus nposeges no HJI Ne: JITI-Ne(004603)-(PI"-RU)-130224

Pagelof 6 /Ctp. 1 m36

No

Test / I[Toka3aTean

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucanue

ink on
on cro

nBera
[BETa

Round, biconvex, yellow coated
tablets imprinted "RB20" with red

JABOSKOBBIIIYKJIbIE T&6J’I€TKH,
IMOKPBITHIC 000J104KO0H XKENTOro

Ha nonepeunom pazpese aapo
0eJIoro HBeTA.

the one side. White tablet core
ss-section. / Kpyrusle,

C MapKHPOBKOH KPacHOIo
«RB20» Ha OfHOH CTOpOHE.

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. / Kpyrinbie, NBOSKOBBITYKIIbIE
Ta0JIETKH, TOKPBITbIE 060J0UYKOH OT CBETJIO-
JKENTOro JI0 JKEJITOro IIBETa ¢ MapKUPOBKOi#
KpacHoro 1Beta «RB20» Ha ogHoii cTopone. Ha
MIOTIEpEYHOM paspese sSApo oT 6enoro A0 NOYTH
6eoro 1BeTa.

2 | Identification By HPLC /
HUnenruduxanmus BIKX

Complies as prescribed /
CootBeTcTBYET TPeOOBAHHUAM

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). /
BpeMms yaep>kMBaHHS OCHOBHOT'O IMKa Ha
XpOMaTorpaMMe HCTIBITYEMOrO PacTBoOpa
JIOJDKHO COOTBETCTBOBATE BPEMEHH
yIep>XHUBaHH OCHOBHOTO ITHKa Ha
XpoMaTorpaMme pacTBopa CTaHIApTHOrO
o6pasiia pabenpasona HaTpus (pasgen
«KonnyecTBeHHOE ONpeaeieHUE).

3 | Average weight /
Cpennsst macca

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoayxT coorBercTBYeT TpeboBanusM H/J

209.33 mg /209,33 mr

212.68 mg + 5 % (202.05 to 223.31 mg) /
212,68 Mr+ 5 % (ot 202,05 Mr 110 223,31 mr)

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive /
[Moarorosneno: ('){j?g? 7 Iposepeno: m Onobpeno: Menemxep / P}-‘KOBDEHTEHI:@
a:l sl
Date / - ~——| Date / —~ | Date/ Lo
— 7 AR —! LIRS
T e L N L ol st 2\
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

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

IpoaykT: Pa3o®, TabneTku, MOKPHITEE KHIIEYHOPACTBOPHMOI 060JI04KOH, 20 Mr

Market / Peinok : Russia / Poccus

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

Cepus Ne HEAal Pasmep cepun * 1500000 Tab
Analytical Repo:‘t No. / . 890001856574 Date of Analysis / . 30/12/2025
AnaJHTHYecKHH oTyeT No Jata ananusa

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

JlaTa npou3BojcTBa Fongen o

Mfg. License No. / MA number: / Home

IIpousBoacTBeHHAs : 59/RR/AP/97/F/R Py u ’ P . JITI-Ne(004603)-(PT'-RU)
JauueH3us Ne
[Analysis performed according ND No / Ananu3 nposenen no HJ{ Ne: JITT-Ne(004603)-(PT-RU)-130224

Page2of 6/ Ctp.2 m3 6

PoacrBennbie npumMecHu

4 | Dissolution / PacTBopeHHe Unit-1/Expnnanma-1 3 % |In 0.1 M hydrochloric acid solution — not more
Unit-2/Eannuna-2 2% than 10 % of C;sH2N3O:SNa (Rabeprazole
Unit-3/Eqununa-3 1% |sodium) label claim in 2 h. / B 0,1 M pactBope
Unit-4/Equuuna-4 2% XJIOPUCTOBOAOPOJHOH KUCIOTHI — He Gonee 10 %
Unit-5/Equnnna-5 29% oT HomuHansHOro cozepxkanus CisHyoN3;O3SNa
Unit-6/EnuHuna-6 3% |(pabempason Hatpus) depes 2 4.
Average / Cpens. 3Hauenue: 2 %
Unit-1/Epunsuna-1 91 % |In buffer solution pH 8.0 —not less than 75 % (Q)
Unit-2/Eqununa-2 88 % |of CisHyN30:3SNa (Rabeprazole sodium) label
Unit-3/Equaunua-3 90 % |claim in 60 min. / B 6ydeprom pactrope pH 8,0
Unit-4/Equuuna-4 91% |- He wmeHee 75% (Q) OT HOMHHAIBHOTO
Unit-5/Equnnna-5 009% |comepxkanud  CisHxN3O3SNa  (pabGempazon
Unit-6/Enunnna-6 90 % |HaTpus) uepes 60 MHH.
Average / Cpenn. 3Hauenue: 90 %
5 | Related Substances /

Rabeprazole N-oxide/
Pa6enpazona N-okcun

Rabeprazole Sulfone/
Pa6enpazona cynbdon

Rabeprazole Methoxy analog/
Pabenpasona MmeTokcH aHaIor

Rabeprazole Chloro analog/
Pabenpazona xnopo axnanor

Below LOQ (LOQ =0.022 %) /
Huxe npenena KoNH4eCTBEHHOTO
onpenenenus (ITKO = 0,022 %)

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

0.13%/0,13%

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

Not detected / He oOHapyxkeHa

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

Not detected / He obHapyxeHa

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorsercTByeT TpeboBaHusM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / @
IToxarorosneHo: @ ITposepeHno: %B Onobpeno: Menemxep / PykoBogutens

Date / — — D x| Date/ 2 0S| Date/ e 20K

Jara: 2] I? 4 A. JaTta: 31— Jarta: 3! ‘




" Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

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

HpoayxT: Pa3o®, TabneTku, NOKpHITHIE KMLIEYHOPACTBOPUMOi 0607104KOH, 20 MI

Market / Peinok : Russia / Poccus

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

Cepus Ne # 2514504 Pa3mep cepun " 1500000 Tab
Analytical Repo:-t No./ . 890001856574 Date of Analysis / . 30/12/2025
AHaJIHTHYeCKHH oT4eT Ne JlaTa anaam3a

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

JlaTa mMpPOH3BOACTBA TI'onen no

Mfg. License No. / MA number: / Home

ITpo3BOACTBEHHAAS : 59/RR/AP/97/F/R s FIHOMED . II-Ne(004603)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Ananu3 npoBeaen no HJI Ne: JITT-Ne(004603)-(PI'-RU)-130224

Page3of 6/ Crp.3u36

.

Rabeprazole Sulphide/
Pabenpazona cynbsdun

Rabeprazole Related
compound A/
Pabenpazona ponctBenHas
npuMech A

Rabeprazole Related
compound C/
Pabenpazona poacTseHHas
npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / [Tpumech mpu
RRT 1,37 (Macca m/z=310
UMUIa30I1)

Specified Impurity at

about RRT 1.51

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

6eH3uMua3051a aJtyKT)

Individual unidentified
impurity / Exuauunas
HEUJEHTUPULIHPOBAHHASL
NpUMeECh

0.03%/0,03%

Not detected / He oOHapyxeHa

Not detected / He oOHapyeHa

0.02%/0,02%

Not detected / He oOHapyKeHa

Below BDL (BDL~= 0.1 %) / Huxe
nopora peructpaunu ([IP =0,1%)

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

Not more than 0.5 % / He 6o1ee 0,5 %

Not more than 0.5 % / He 6oee 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 6oiee 0,2 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akumoyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: [IpoBepeHo: m Onobpeno: Menemxep / PykoBoautens (-ﬁD/
Date / _ — | Date/ _1n ~Lons— | Date/ | 1 oM

Jara: 3] 177635 Jara: 3+ i Jara: 3




o
Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
TpoaykT: Pa3o®, Ta6ieTkn, NOXPHITHIE KHIIEYHOPACTBOPUMO# 060110uK0i, 20 MT

Market / Poinok : Russia / Poccus

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

Cepus Ne e Pa3mep cepun * 1500000 Tab

Analytical Repo:'t No. / . 890001856574 Date of Analysis / . 30/12/2025
AHaJMTHYeCKHH oTyeT No JlaTa aHaJH3a

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

JaTa npou3BoaCTBa T'oxen go

Mfg. License No. / MA ber: / H

IIpon3BoACTBeHH s : 59/RR/AP/97/F/R s number: 7 HOMED . JIII-Ne(004603)-(PT-RU)
Junen3us Ne

Analysis performed according ND No / Anaaus nposeaen no HJT Ne: JITI-Ne(004603)-(PT-RU)-130224

Total impurities / Cymma
npuMecen

Page40of 6/ Crp. 4 u3 6

0.2%/0,2%

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

6 |Residual Solvents content /

1678 pg/tab/ 1678 Mkr Ha

Isopropanol — not more than 2621 pg per tablet /

OcTaTo4HbIe OpraHUYecKHE TabneTky Wzonpomnanon — He Gonee 2621 MKT Ha TaOneTKy
PACTBOPHTEJIH

7 |Uniformity of dosage units / 2.5/2,5 Acceptance value (AV) should be not more than
OgHopoaHocTh 15.0. / [oka3arens npuemieMoctd (AV) momkeH

JO3HPOBAHHBIX €THHHI

OnITE He Oonee 15,0.

8 | Microbiological purity*/ Mukpo6uosoruveckast YHcTOTA*

a) Total aerobic microbial
count / Obl1ee 4ucio
a3pOOHBIX MUKPOOPraHM3MOB

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

Not more than 1000 CFU/g/
He 60nee 1000 KOE/r

b) Total combined yeasts and
mould count / Ob1uee yncio
JIPOAOKEBBIX U TIIECHEBBIX
TpHOOB

¢) E.coli

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

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

Absent in 1g/
OrcytcTBYeET B Ir

Shall be absentin 1g/
JloJDKHBI OTCYTCTBOBATH B 1 T

9 |Assay / KonuuecTBeHHOE
ompejenenne

19.5 mg/ 19,5 mr

18.0 to 22.0 mg of C1sH20N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Or 18,0 mr g0 22,0 mr C;3H20N303SNa
(pabemnpazoun Harpus) (ot 90 mo 110 % ot
HOMHHAIBEHOTO COAEPXaHNs) B TableTke.

Remarks : The Product confirms to ND/
ITpumeyanne: IlpogykT cootBeTcTBYeT TpeboBanusM HJJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

| Prepared by / Checked by / m Approved by: Manager/Executive /
[Toarorosnexo: @ [Tposepeno: Onobpeno: Menemxep / PykoBoanTens @/
Date / 2)-12-909 5" Date / — | Date/ ,\La—‘w’\[
Hara: 1173 Jara: o b e B LR Ilara: 3




e
9 e@@ CERTIFICATE OF ANALYSIS
D re Red dy S ‘. CEPTHOUKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg ]
Hponykt: Pazo”™, TabneTku, MOKpPhIThE KHILIEYHOPACTBOPHMOH 060110uK0i, 20 MI

Market / Poinok : Russia / Poccus

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

Cepus Ne i Pa3zmep cepun * 1500000 Tab

Analytical Report No. / . 890001856574 Date of Analysis / . 30/12/2025
AHanuTHYECKHI 0oTUeT Ne JaTa ananmsa

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

JlaTa npousBoacTBa Toaex g0

Mfg. License No. / .

YIpou3BoJCTBeHHASE : 59/RR/AP/97/F/R IIZ;‘,* number: /HoMep . 177 o (004603)-(PT-RU)
JHLeH3us Ne

Analysis performed according ND No / Anann3 npoBegen mo HJI Ne; JIT-Ne(004603)-(PI'-RU)-130224

PageS5of 6/ Crp. 5u3 6
101 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 | blister. 1 or 2 blisters with a package insert in a
a package insert in a carton. / ITo 15 |carton. / Tlo 15 Ttabnerox B 6nucrepe wus
Tabnerok B 6nucTepe u3 (IIBX/AJI/TIA) donbru / anroMmusneBoit Gonbru.
(IIBX/AJUTIA) donsru / Io 1 umu 2 6aucTepa BMECTE € JHCTKOM-
amoMHUHUEBOH donbru. 2 6muctepa | BKJIQJABILIEM B TAYKY KAPTOHHYIO.
BMECTE C JIHCTKOM-BKIIaIbIIIIEM B
Na4Ky KapTOHHYIO

API name / HaumenoBanne ADPC: Rabeprazole sodium / Pabenpason HaTpus
INN / MHH: Rabeprazole / Pabenpazon
API manufacturer batch number / ACSH000341 & ACSHO00373

Homep cepun npousBoauntens ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTanumu FCSA01019 & FCSA01020
npousBoautess I'JID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Ipoussogutens A®C, crpana: H-p Pennu' ¢ Jlaboparopuc JIta., Muaus.
Name, address, authorization No for | pyiy 11444 3. qurvey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / Bachupall dal Jchal-Malleaieiri (D Tel Indi
Release site / achupally (Manda )., Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)
HanmeHnoBaHue, aapec 1 HOMep n
[pOU3BOJICTBEHHOE MoApasfenieHue - 3, yuactku Ne 41, gacth 42, gacts 45 u
JIMIEH3HH NJIOMA/IKH,
" - yacTh 46, Bauynanmu (Buanamk), bagynannu (Mangan), Menuan
| RGETEIRHETE Mankamxrapu ([duct.), mrat Tenanrana, Maaus (JIuuensus Ne
| MPOU3BOACTBO/KOHTPO.JIH SO/RR/AP/9T/FIR)

KauecTBa/BoInyck I'JID /

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

IIpumeuanne: [IponykT cooTBeTCTBYET TpeboBanusM HJI 3axmouyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosnexo: @/ IIpoBepeHo: L@ Onobpeno: Menemxep / PykoBoauTels @
Date / "_ « 904" | Date/ ~ Date / J1ie 20V

Hara: ki 24 Iara: I oD JHara: 3 ‘




[ )
’ ‘o. CERTIFICATE OF ANALYSIS
Dr. ReddY S N e CEPTHOMKAT AHAJIM3A

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

TpoaykT: Pa3o®, TabneTku, MOKPHITbIE KMIEYHOPACTBOPUMO# 06010uKo#, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepust Ne 3 C231a534 Pasmep cepun * 1500000 Tab
Anatytieal Report No./ . gog001856574 Date of Analysis/ , 34/151025
AHAJIMTHYECKHH oTUeT No Jarta anannsa

Date ot Manubaetiies /' 5501555 Date of Expicy / : 31/08/2027

JaTa npou3BoacTBa TopeH xo

Mfg. License No. / ]

IMpousBoncTBennan : 59/RR/AP/97/F/R IIZI{;" number: /Homep . 1117 No(004603)-(PT-RU)
JuneH3us Ne

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

Page 6 of 6 / CTp. 6 13 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».

3akiioueHne 0 cooTBeTCTBHH: «HacTosmunMm s moaTBep ka0, 4TO NPUBEAECHHAS BhIIE MHPOPMALIUS SBISETCS JOCTOBEPHON
¥ TOYHOM. DTa cepust MPOAYKIKK NPOU3BeieHa (BK/T0Yas ynakoBKy (MapKHPOBKY) ¥ KOHTPOJIb Ka4€CTBAa) Ha BbIIIEYKa3aHHOM
MPOU3BOJACTBEHHOM TMiomanke (IIOLWaAKkaXx) B TOJHOM COOTBETCTBHH C TpeboBanuamH IlpaBun Haanexauei
TIPOU3BOACTBEHHOM MpakTukK EBpasuiickoro skoHomuueckoro corosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeGOBaHHIMHU KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX CPEMCTB, A TAKXKE B COOTBETCTBHHU CO CNELMPUKALMAMH, COEPKAILUMUCS
B PErHCTPallHOHHOM JOChE CTPAHBI-UMIIOPTEPA. 3aMKCH 10 IPOU3BOJCTBY, YIAKOBKE U aHAJIU3Y NPOBEPEHEI, H YCTAHOBJIEHO
UX COOTBETCTBHE TpeboBaHuaM [IpaBui HaaNexallel NPoU3BOICTBEHHOH MpakTHKH EBpa3uiCKOro 3KOHOMHUUYECKOTO CO03a.

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

IIpumeuanne: [IpoxykT cooTBeTcTBYeT TpeboBaHmsm HJJ 3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno:  ( [IpoBepeno: @ Onob6peno: Menemxep / PykoBonutens @"
Date / ~ Date / el Date / -y

Jara: 2112 775 Jata: alee. Jarta: 3






