Qe
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
IpoaykT: Pa3o”, TabneTku, NOKphIThIE KHIIEYHOPACTBOPUMOH 060/104KOl, 20 MI

Market / Poinok : Russia / Poccus

Batch No. / . 02516098 Batch Quantity / : 1500000 tab /

Cepus No Pazmep cepuu 1500000 Tab

Analytical ReportNo./ . 90401856572 Diate of Anulysis/ : 30/12/2025
AHaJIMTHYECKHH oT4yeT Ne JlaTa aHanu3a

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

JaTta npousBoacTBa T'onen a0

Mifg. License No. / MA number: / Home

IlpousBoacTBeHHan : S9/RR/AP/97/F/R Py u ’ vep . JITT-Ne(004603)-(PT-RU)
JuneH3us Ne

Analysis performed according ND No / Anaan3 nposegen mo HJI Ne: JITT-Ne(004603)-(PT'-RU)-130224

Page1of6/Ctp.1u36

Test / IlokazaTean

Result / Pe3yabTaTtsl

Specification / Hopma

ﬁlﬁ_:

Appearance / Onucanue

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core

lon cross-section. / Kpyrisie,

JBOSIKOBBIITYKJIbIE TaOIeTKH,
MOKPBITBIE 000JI0UKOH HKENTOTO
[[BETA C MAPKHPOBKOH KPacHOTO
uBeta «RB20» Ha ofiHOH CTOpOHE.
Ha nonepeunom pazpese sapo
6enoro 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. / Kpyrible, IBOSKOBBITYKIIbIE
Tab1eTKH, MOKPLIThIE 060JI0UKOM OT CBETIIO-
HKENTOTO /IO HKENTOro [[BETa C MAPKUPOBKOIA
kpacHoro nsera «RB20» Ha ogHO# cTopone. Ha
TIOTIEPEYHOM paspese SApo oT Heoro A0 oYTH
6enoro 1Bera.

2 | Identification By HPL.C /
Hnentudpuxanus BIKX

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 yiep)XxuBaHUS OCHOBHOTO MHKA Ha
XpoMaTorpaMmMme HCIBITYEMOrO pacTBopa
JIOJKHO COOTBETCTBOBATh BPEMEHH
yIEepKUBaHKS OCHOBHOTO MHKA Ha
XpoMarorpaMme pacTBopa CTaHAAPTHOTO
o6pasiia pabenpasona HATpUs (pazgen
«KonuecTBEHHOE ONpeICTICHHEY).

3 | Average weight
Cpennsis Macea

/

208.13 mg /208,13 mr

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykTt cooTBeTcTBYET TpeboBanusM HJJ 3axmouenue: OJJOBPEHO
| Prepared by / A Checked by/ Approved by: Manager/Executive /
Togrotosnero: LAV npOBEPE‘H(( N2 Onobpeno: Menemxkep / Pykosopurens
- N — S
Date / J Date/ Date /
Jlara: Z) 22 s Hara: 2] ~12 ~202 | Hara: sl




'Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®PUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaywr: Paso’, TabneTki, NOKpeiThie KHIIEYHOPACTBOPHMOM 06010uKO#, 20 MT

JauneH3us No

EY

Market / Pbiaox : Russia / Poccus

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

Cepus Ne  CARLONTS Pazmep cepun * 1500000 Tab

Analytieal Report No./ - . gq000185657 Date of Analysis / : 30/12/2025
AHaJHTHYECKHI oTyeT Ne JlaTa ananu3a

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

JaTa npousBoacTBa Toxen go

Mfg. License No. / MA ber: / Home

TIponsBogcTBeHnast : 59/RR/AP/97/F/R number: 7 HOMEP . JIII-Ne(004603)-(PT-RU)

|Analysis performed according ND No / Anann3s nposeger mo HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 6/ Crp. 2 3 6

4 | Dissolution / PacTBopenne Unit-1/Enunnna-1 1 % |In 0.1 M hydrochloric acid solution — not more
Unit-2/Egunnna-2 2% |than 10 % of C;sH20N3O:SNa (Rabeprazole
Unit-3/Eqununa-3 1% |sodium) label claim in 2 h. / B 0,1 M pactsope
Unit-4/Enunnia-4 3% XJIOPUCTOBOJOPOAHON KUCIIOTEL — He Honee 10 %
Unit-5/Equuura-3 1% ot HomuHanbHOTrO copepxkanus CigHyoN;O3SNa
Unit-6/Eaununa-6 39% (pabemnpazon HaTpus) uepes 2 9,
Average / CpenH. 3Hauenue: 2 %
Unit-1/Eaununa-1 91 % |In buffer solution pH 8.0 —not less than 75 % (Q)
Unit-2/Exununa-2 89% |of CisH2N3O03SNa (Rabeprazole sodium) label
Unit-3/Equanna-3 89% |claim in 60 min. / B 6ydeprom pactBope pH 8,0
Unit-4/Equnnna-4 890% |- He wmenee 75% (Q) OT HOMHHAIBHOrO
Unit-5/Ennuaumna-5 90% |comepxanus  Ci;sHzoN3O3SNa  (pabenpason
Unit-6/Enunnna-6 89 % |HaTpus) yepes 60 MUH.
Average / Cpenn. 3Hauenue: 90 %
5 | Related Substances /

PoacTBeHHble mpumMecH

Rabeprazole N-oxide/ Not detected / He oOHapyxeHa Not more than 0.5 % / He 6onee 0,5 %

Pa6enpazona N-oxcun

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

Pa6enpasona cynbdon 0.12%/0,12%

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

Pa6enpasona metokcu aHanor |Not detected / He oOHapyxeHa

Rabeprazole Chloro analog/  |Not detected / me obHapyseHa Not more than 0.5 % / He 6onee 0,5 %

Pa6enpazona xjnopo aHanor

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusIM HJJ

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

Prepared by / Checked b Approved by: Manager/Executive /
[Toarorosneno: IMpogepet o:g ﬁ\) i Onobpeno: Menemkep / PykoBoauTensb
Date/ 7 B ‘ 7 —

ate W ate Date -
JlaTa: Jl=12 o Hata: 3|~|2 ~2p oy — | Harta: SRS




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Ipoaykr: Pa30”, TabneTiu, MOKPhITEE KHLIEYHOPACTBOPHMON 060104K0H, 20 MT

Market / PoIHOK : Russia / Poccus

Batch No. / . C2516098 Batch Quantity / : 1500000 tab /

Cepus Ne Pa3mep cepun 1500000 Tab

Analytical Repo‘}'t No. / . 890001856572 Date of Analysis / . 30/12/2025
AHaguTHYecKHii oTueT No Jata anannsa

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

Jara npou3BoacTBa I'open oo

Mfg. License No. / .

TpoussoncTBennan : SO/RR/AP/97/F/R IIZI;,‘ number: /HOMep . 117y n+(004603)-(PT-RU)
Junen3nsa Ne

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

Page3 of 6/ Crp.3 u3 6

Rabeprazole Sulphide/
Pabemnpazona cynpdug

Below LOQ (LOQ =0.027 %)/
Huxe npenena KOIM4YECTBEHHOT O

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

onpenenenus (TTIKO = 0,027 %)

Rabeprazole Related
compound A/
Pa6enpazona poacTeeHHas
npuMech A

Not detected / He 0b6Hapy>keHa

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

Rabeprazole Related
compound C/
Pabemnpazona poacTeeHHas
‘mpumeck C

Not detected / He o6HapyxeHa

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

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / ITpumecs npu
RRT 1,37 (Macca m/z=310
UMHJIA3001)

Not detected / He o6HapyxeHa

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

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

npu RRT 1,51 (macca
m/z=458
HeH3uMuIa301a aanyKT)

imidazole adduct) / [Tpumecs

Not detected / He 06HapykeHa

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

Individual unidentified
impurity / Eaunudnas
HeuAeHTUGULHPOBAHHAS
pUMech

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpanuu (IIP =0,1%)

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

Remarks : The Product confirms to ND/
IIpumeyanue: [Iponykt coorBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3axiouenne: OJJOBPEHO

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

[MoaroToBieHo: Hpnsepenom i Onobpeno: Menemxep / PykoBoauTens
= ; T

Date / : 2025 | Date/ = Date / N

Jlata: Zi~gr Hata: 3|~ 12 ~2p2¢ | Hara: e




@
’ & CERTIFICATE OF ANALYSIS
D r. Re d d y S ‘ -. CEPTHO®HUKAT AHAJIM3A

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

TIpoaykT: Pa30®, TabneTkH, NOKphITHIE KMIIIeYHOPACTBOPUMOH 0607104Koi, 20 Mr

Market / Puinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne $ CESL0% Pa3mep cepun 1500000 Tab
Analytical Report No./ . 29001856572 Dateof Analysis/ 415995
ABaJuTHYeCKHIi oTyeT Ne JlaTa aHaJIH3a

Date of Manufacture / . 22/10/2025 Date of Expiry / . 30/09/2027
JaTa npou3BoacTBa T'ogen no

Mfg. License No. / WA iipiers £ Eionis
IIpou3BoacTBeHHAsI : 59/RR/AP/97/F/R PY : P . JITI-Ne(004603)-(PT-RU)
JinneH3us Ne

Analysis performed according ND No / Anaiu3s nposenen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4 of 6/ Ctp. 4 u3 6
Not more than 2.0 % / He 6onee 2,0 %

Total impurities / Cymma 0.1%/0,1%

npumecei

6 [Residual Solvents content / 1683 pg/tab/ 1683 mxr Ha Isopropanol — not more than 2621 pg per tablet /

OcTaTo4yHbIe OpraHHyYecKne Tabnerky Hzonponanon — He Oonee 2621 MKT Ha TabyeTKy
PACTBOPHTEH

7 |Uniformity of dosage units / 3.1/3,1 Acceptance value (AV) should be not more than
OpnopoaHOCTH 15.0. / Tlokazatens npuemiemMocTd (AV) nomkeH

JI03HPOBAaHHBIX eJHHHI 651Th He 6onee 15,0.

8 | Microbiological purity*/ Mukxpo6GHo/iornyeckas YucTora*®

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

Not more than 1000 CFU/g/

a) Total aerobic microbial
He 6onee 1000 KOE/r

count / Ob1iee yncio
a3pOoOHBIX MUKPOOPraHH3MOB

Not more than 100 CFU/g /
He 60onee 100 KOE/r

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

b) Total combined yeasts and
mould count / O6uiee uucao
JPOMOKEBBIX U TUIECHEBBIX
rpubos

c) E.coli

Shall be absent in 1g/
JIOKHBI OTCYTCTBOBaTh B 1 T

Absent in 1g/
OrtcyTcTByeT B 1T

18.0t0 22.0 mg of Ci13H20N303SNa
(Rabeprazole sodium) (90 to 110 % of label
claim) per tablet. /

Or 18,0 MI" 10 22,0 mr CisH20N303SNa
(pabenpazon narpus) (ot 90 mo 110 % ot
HOMMHAJIBHOT'O COZIEPXKaHHs) B TabJIeTKe.

9 |Assay / KonnuecrBeHHOE 19.5 mg/ 19,5 mr

onpepeeHue

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ilpoaykr coorBeTcTBYeT TpeboBanusM HJI 3axmouenne: OJOBPEHO

I}
Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: ﬂposcpcmg‘—\p\\ ) Onobpeno: Menemxep / Pykoronutens

N ‘/_«-J) T

Date / Y - |0~20% Date / Date / 31y
Jara: Hata: 2|~ |2 ~202,— | Jara:




@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIM3A

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

IpoaykT: Pa3o”, TabieTku, NOKPBITHIE KUILIEYHOPACTBOPUMOi 060104K0i, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / . C2516098 Batch Quantity / . 1500000 tab /

Cepusi Ne ) Pasmep cepun " 1500000 Tab
punalytica’ Report No.! . won061855575 Date of Analysis/ . 3/159075
AHaJMTHYECKHIT oTyeT Ne JlaTa aHaJH3a

pateof Nanutacieeed . 5onpm0s Dateol Expir, : 30/09/2027

JlaTa npou3BoAcTBa I'ogen no

Mfg. License No. / MA number: / Home

IIpoM3BOACTBEHHASE : 59/RR/AP/97/F/R s wmber: 7 HOMEP . JITI-Ne(004603)-(PT-RU)
JineH3us Ne

| Analysis performed according ND No / Anann3 nposenen no HJI Ne: JIII-Ne(004603)-(PT-RU)-130224

PageS5of 6/ Crp.5u3 6

10 |Packaging / YnakoBka

15 tablets in a (PVC/Al/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / [To 15
Tabnerok B 6ucTepe U3
(TIBX/AJI/TIA) donsru /
anoMHuHHeBOH ¢onbru. 2 bnucrepa
BMECTE C JINCTKOM-BKJIAJBILIIEM B
nayky 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 Oiucrepe u3
(TIBX/AJI/TIA) donbru / antoMUHUEBO# GOIIBTH.
I[Io 1 unu 2 Onaucrepa BMECTE C JIMCTKOM-
BKJIAJBIIIIEM B AYKy KaPTOHHYIO.

API name / HanmenoBaunue A®C:

Rabeprazole sodium / Pabenpazon Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepuu npoussoaunrenst ADC:

ACSHO000373 & ACSH000395

FP Manufacturer API Batch number /
Homep cepun cy6cTaHITHH
npouspoautes I'JIdP:

FCSA01020 & FCSA01021

API Manufactured by & country /
IIponsBoguteab ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India
J-p Penau’c JJaboparopuc JIta., Uagus.

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

HaumMeHnoBaHuHe, ajpec H HOMep
JIMIEH3HM ILIOIIAIKH,
OCylIeCTBJIAIOIICH
MPOM3BOACTBO/KOHTPOJIb
KkavecTBa/Boinmyck 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)

TIpousBojCTBEHHOE Moapa3ieneHue - 3, yuacTku Ne 41, yacTb 42, uacts 45 u
qacTh 46, bauynannu (Bunnamk), bauynannu (Mangan), Meauan
Mankamkrupu ([lucr.), wtar Tenanrana, Maaus (Jluuensus No
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJI 3axmouenne: ONOBPEHO
g -

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

IloarorosneHo: ['Ipoacper-m(—\/‘, f_ﬁ Onobpeno: Menemxep / PykoBogurens
= 5 O S

Date / Lo - WX |Date/ 7 Date / ; 'S

| 18 Ao
Jara: q Hata: 2 | ~|2 ~om2,—| Jata: B




Qe
y q.. CERTIFICATE OF ANALYSIS
Dr. ReddY S N CEPTHOUKAT AHAJTHA3A

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

Hpoayxr: Pa3o®, Tabnetku, NOKphITEIE KMILIEYHOPACTBOPHMOH 060/104KOH, 20 Mr

Market / Pbinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepust Ne RIS Pa3mep cepun * 1500000 Tab
Analytical Report No. / . 890001856572 Date of Analysis / . 30/12/2025
AHaJIHTHYECKHIF oTUeT Ne JlaTa aHaJH3a

Date of Manufacture / . 22/10/2025 Date of Expiry / . 30/09/2027
Jarta npousBoacTea TI'onen no

Mfg. License No. / MA number: / Home
IIpoH3BOACTBEHHAS : 59/RR/AP/97/F/R e AL P . JINI-Ne(004603)-(PT-RU)
JHIEeH3Hs Ne

Analysis performed according ND No / Auanus nposenen no HJ Ne: JITI-Ne(004603)-(PT'-RU)-130224 ]
Page 6 of 6 / Ctp. 6 u3 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».

3akinioueHne 0 cooTBeTCTBHH: «HacTOAINM 51 MOATBEPXK A0, YTO IPUBEACHHAS BhIlIe HHOOPMALUS SBISETCS JOCTOBEPHOU
1 TOYHOM. DTa cepHs MPOAyKLUMH NPoU3BeeHa (BKIoYas ynakoBKy (MapkKUpPOBKY) U KOHTPOJIb KA4ECTBA) Ha BhILIECYKa3aHHOH
NPOM3BOJICTBEHHON miowmanke (TUIOIaaKax) B TIONHOM COOTBETCTBHM ¢ TpeboBanusMu [IpaBun Haanexarueit
NPOU3BOACTBEHHOI NpakTHku EBpasuiickoro skonomuyeckoro cowsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
Tpe6OBaHHAMH KOHTDOJIS Ka4€CTBA JIEKAPCTBEHHBIX CPEACTB, a TAIOKE B COOTBETCTBUHM CO CielPHKALUAMH, COAEPKALUUMHUCS
B PErMCTPALIMOHHOM JIOCh€ CTPAHBI-UMIIOPTepa. 3alMCH [0 MPOU3BOACTBY, YNIAKOBKE U aHAJIU3Y TPOBEPEHBI, U YCTAHOBJIEHO
UX COOTBETCTBHE TpeboBaHusM [IpaBun Haanexkalieil NPou3BOACTBEHHOH NpakTHKH EBpasuiickoro 3kOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpnmeuyanue: ITponykt coorBeTcTBYeT TpeboBanusam HJI 3axmoyenne: OJJOBPEHO
|

Prepared by / d ) Checked by / Approved by: Manager/Executive /
[MoproroBneno: 31— Hposepetcf \m O Onobpeno: Menemxkep / PykoBogurens

' ) — B
Date / _ok Date/ — Date / 3 Qo —uY
Jara: 3 l(l 2 Hara: 2|~ |2 ~202p— | Hata:






