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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
MpoaykT: Pa3o®, TabneTku, NOKPHITLIE KWLIIEUHOPACTBOPUMOH 06omoukoit, 20 Mr

Market / Peinox

: Russia / Poccus

Batch No. /
Cepus Ne

Batch Quantity /

: 2602025
|Pasmep cepuu

. 1500000 tab /
© 1500000 tab

Analytical Report No. /
ABANTUTHYECKHH OoTUYeT

Ne

Date of Analysis /

: 890001867672
Jata ananuza

1 24/02/2026

Date of Manufacture /
JlaTa npou3BoAcTBa
Mfg. License No. /
TpousBoxcTBeHHAR
anneHszns Ne

. 20/12/2025 Date of Expiry /
I'oaen 1o B
: 59/RR/AP/97/F/R MA number: / Homep PY :

: 30/11/2027

JIT-N2(004603)-(PT-RU)

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

Pagelof S/ Crp.1mu35

Ne |

Test / MokasaTesn

Result / PesyabTaTsi

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. / Kpyrisle, ABOSKOBBIMYKITbIE
TabJIeTKH, MOKPLITEIE 060J0UKOH
CBETJI0-XKEJITOrO LIBETa C MapKHPOBKOMH
kpacHoro usera «RB20» Ha ogHoit
cropoHe. Ha ronepedHoM 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. /
Kpyrneie, NBOSKOBBITYKIIble TAONETKH, IOKPBITHIE
060J10UKOH OT CBETIIO-XKENTOTO JO KEJITOrO LBETA
¢ MapkupoBko# kpacHoro LBeta «RB20» Ha ognoii
cropoHe. Ha nonepeudom pazpese aapo ot 6enoro
JIo o4TH 6eoro LBeTa.

2 | Identification By HPLC /
Haentndpurxauua BIIKX

Complies as prescribed /
CooTBeTcTBYeT TpeGOBaHUAM

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)KUBaHWS OCHOBHOIO MHKa Ha
XpOMaTorpaMMe HCbITYEMOrO PACTBOPa NOJDKHO
COOTBETCTBOBATL BPEMEHU YASPKUBAHUS
OCHOBHOTO MUKa Ha XpOMaTOrpaMMe pacTBopa
cTaHmapTHOro obpasua pabenpasona HaTPUS
(pasznen «KonuuecTBEHHOE OMpeeIeHUEN).

3 | Average weight /
Cpeanss macca

208.10 mg /208,10 mMr

212.68 mg+5 % (202.05 to 223.31 mg) /
212,68 mr £ 5 % (ot 202,05 mr no 223,31 mr)

{| Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTCTBYET TpeboBaHusm HJJ

fﬂ

Conclusion : APPROVED /
3akimoyenune: OJOBPEHO

Prepared by / i Checked by / Approved by: Manager/Executive /
Hozu*mmanemo%4 rlpnnepcm@ N 7 Ono6peno: Menemxkep / Pykosoaurens
Date / [oF=Ts Date / Date / a( S-Sl
Jata: 2% Jlata: 26—02 ~9024 | Nara:




Dr.Reddy’s Q‘:

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
Ipoaywt: Paso®, TaGierks, NOKpLITLIC KHILICHHOPACTROPHMOH 060n0uKoi. 20 MI

Market / PoiHok

: Russia / Poccus

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

Cepus Ne k SEGES Paszmep cepuu " 1500000 Tab

Analytical Repo:’t No./ . 890001867672 Date of Analysis / . 24/02/2026
AHaauTHYeCKHnii oTueT Ne JlaTa ananu3a

Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027

Jlara npousBoacTBa T'ogen n0

Mfg. License No. /

MpoussoacTBeHHAs : 59/RR/AP/9T/EF/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JnueH3us Ne

Analysis performed according ND No / Auasnuns nposeaen no H/ Ne: JITT-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Crp.2 m35

4 | Dissolution / PacTBopenne Unit-1/Ennnunna-1 0 % In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eavnnua-2 4% 10 % of CisH20N303SNa (Rabeprazole sodium) label
Unit-3/Eaunuua-3 3% claim in 2 h. / B 01 M pacreope
Unit-4/Enunnua-4 0% XJIOPHCTOBOAOPOJHON KHCIIOTHI — He Gonee 10 % ot
Unit-5/E quanua-5 1% HOMHWHAJBHOTO cosepx aHus CisHz0N303SNa
Unit-6/EqnHuLa-6 2% (pabenpason HaTpus) uepes 2 u.
Average / CpenH. 3Hauenue: 2 %
Unit-1/Exunnua-1 88 %  |In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/EnvHnna-2 92 % CisH20N303;SNa  (Rabeprazole sodium) label claim
Unit-3/Equnuua-3 89 % in 60 min. / B 6ydeprom pacteope pH 8,0 — He meHee
Unit-4/Eananua-4 889% |75% (Q) OT HOMHHAIBHOLO  COMEpPI)KaHMs
Unit-5/Eannuia-5 87 % Ci38H20N303SNa (paberipason Hatpus) uepe3 60 MUH.
Unit-6/Enunuua-6 88 %
Average / Cpen. 3Hauenue: 89 %
5 | Related Substances / ‘

PoacTBeHHbIE MpHMeCH

Rabeprazole N-oxide/
Pa6enpaszona N-okcun

Rabeprazole Sulfone/ Pabenpasona
cynehoH

Rabeprazole Methoxy analog/
Pabenpa3zona meTokcyu aHanor

Rabeprazole Chloro analog/
Pa6enpasona xiaopo ananor

Rabeprazole Sulphide/
Pa6enpasona cynbpua

Rabeprazole Related compound A/
PaGenpasona poacTBeHHas
npumech A

Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

Not detected / He o6HapyxeHa

Below LOQ(LOQ=0.027%)
HmxenpenenakonuuecTBEHHOrO
onpenenenus (FTIKO =0,027%)

Not detected / He o6Hapy>keHa

0.15%/ 0,15%

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

Not more than 0.5 % / He Gonee 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 %

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

Remarks : The Product confirms to ND/
Hpumeuanne: [Iponykr COOTBETCTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Pah )
Prepared by / /M/ =Checked by / Approved by: Manager/Executive /
I'Io,uromsncrmz HpOBepeHm P Onobpeno: Menemxep / PykoBoauTtesib
— — V
Date / 260D~ Date / Date / A S
Hara: 202¢ Jara: 26 -62-2024 | lara: a




CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

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

Ipoaykcr: Pa3o®, TabieTky, NOKPbITbIE KUILIEYHOPACTBOPHMOH 0607104K0#, 20 MT

Market / Peisox : Russia / Poccus

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

Cepus Ne h SR Pasmep cepun 1500000 Ta6

Analytical Repovrt No./ . 890001867672 Date of Analysis / . 24/02/2026

AHanuTHYECKHI oT4eT Ne JlaTa anaan3a

Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027

Jara npoussoacTsa Topen no I |
Mfg. License No. /

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

JIHUeH3us Ne

Analysis performed according ND No / Anaans nposegen mo HJ{ Ne: JITT-Ne(004603)-(PI-RU)-130224

Page3 of 5/Crp.3 w35

Rabeprazole Related compound C/
PaGernpa3ona poncTeeHHas
npumeck C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ipumecs 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
fen3uMMaasona agIyKT)

Individual unidentified impurity /
Enpunnunas
HeuaeHTHOHULIMPOBAHHAs MPUMECH

Below LOD (LOD =0.02 %) / Huxe
npenena oouapyxenus (IO = 0,02%)

Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

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

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

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

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

Not more than 0.2 % / He Gonee 0,2 %

Total impurities / Cymma
npumecei

0.1%/0,1%

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

Residual Solvents content /
OcTaToyHbIe OpraHuyecKue
pacTBOpHTENH

1720 pg/tab / 1720 mr Ha TabneTky

Isopropanol —not more than 2621 pg per tablet /
Hzonponadon — He 6osee 2621 Mkr Ha TabneTky

Remarks : The Product confirms to ND/
Ilpumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBaHusm HJJ

Conclusion : APPROVED /
3axmouernue: OJOBPEHO

#)
Prepared by / 3 AC? Checked by /
Honromsnem% Iporepen (Q\

Approved by: Manager/Executive /

9\ ~—" Onobpeno: Menemkep / PykoBoautens
s S—
Date / L Date / Date / YN VY
Jata: 2602 Mg Jara: 26 -62~2024 | Nara &




CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIU3A

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

Mpoaywr: Pa3o®, tabnerkii, NOKPLIThIE KHIEUHOpPacTBOpHMOii 06onoukoi, 20 Mr

Market / Prinok

: Russia / Poccus

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

Cepus No B BT Pasmep cepun " 1500000 Tab

Analytical Repourt No./ . 890001867672 Date of Analysis / . 24/02/2026

AHaJMTHYECKHH oTueT Ne JlaTa awajaun3a

Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027
_|Tonen no

Hara npoussoacTea

Mifg. License No. /
MpoussoacrBeHHas
nuuensua Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

Analysis performed according ND No / Anaauns nposeanen no HJ{ Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4 of 5/ Crp. 435

7 |Uniformity of dosage units /
OQHOPOAHOCTH K03HPOBAHHBIX
eAMHHL

50/5,0

Acceptance value (AV) should be not more than|
15.0. / Ilokazatens npuemiemocta (AV) momxeH
6brTh He Oonee 15,0.

8 | Microbiological purity*/ Mukpo6unosiorudeckas yncrora*®

a) Total aerobic microbial count /
O61uee uncno aspobHbIX
MUKPOOPTaHW3MOB

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 / O6uiee uncio
IPOXOKEBBIX U MIECHEBBIX IPUBOB

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

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

¢) E.coli

Absentin g/
OtcyrcTRyeT B 1r

Shall be absent in 1g/
Jlo/KHBI OTCYTCTBOBaTh B 1 T

9 |Assay / KoninyecTBeHHOe

19.4 mg/ 19,4 mr

18.0 to 22.0 mg of CisH2oN303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

onpeaeJieHHe
Ot 18,0 mr mo 22,0 mr C;3Hz0N303SNa
(pabenpazon Hatpus) (ot 90 no 110 % ot
HOMUHAJIBHOTO COAePKaHusA) B TabneTke.
10 [Packaging / Ynakoska 15 tablets in a (PVC/Al/PA) foil 15 tablets in a (PVC/AUVPA) foil /aluminum foil

/aluminum foil blister. 2 blisters with a
package insert in a carton. / [To 15
tabietok B Guucrepe us (IBX/AJI/IIA)
doneru / anromuHmeBoi donsru. 2
6aMcTepa BMECTE C JIMCTKOM-
BKNAZbILIEM B MAUKy KapTOHHYHO

blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 rabneroxk B Onucrepe u3
(TIBX/AJI/TIA) donbru / antomunueBoit ponsru. [To
1 unu 2 6nucTtepa BMeCTe C TMCTKOM-BKJIZIBILIEM B
Navky KapTOHHYIO.

Remarks : The Product confirms to ND/
pumeuanne: [IponykT cooTBeTcTBYET TpeboBaHusiM HJJ

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

\
Prepared by / 24 | Checked by / Approved by: Manager/Executive /
I‘Io,’lrmors.an [Tposepen o(_\ fn - Onobpeno: Menemxep / PykoBoantens
Date / 282 -DeP g |Date/ Date / N
Jara: 2e Jata: 26~02 ~9024 | Hara: +h




Dr. REddY’S ‘.0 CERTIFICATE OF ANALYSIS

CEPTHUDHKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg B
TMpoaykT: Pa3o®, TabneTku, MOKPLITEIE KUIIEYHOPACTBOPUMOIT 060n0uKkoi, 20 Mr _ |
Market / PoiHok : Russia / Poccus
Batch No. / ) Batch Quantity/ 1500000 tab/
Cepust Ne - 2602025 Pazmep cepun * 1500000 Tab B |
Analytical Repovrt No./ . 890001867672 Date of Analysis / . 24/02/2026
AnagnTnyeckuii oTueT No JlaTa aHaau3a
Date of Manufacture / . 20/12/2025 Date of Expiry / . 30/11/2027
JlaTa npoussoacrTaa T'ogen go
Mfg. License No. /
Flponssoacreennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
auuen3ust Ne
Analysis performed according ND No / Ananuz nposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

PageS5of5/Crp.S5m5

| API name / Haumenosaune ADC: Rabeprazole sodium / Pabenpazon HaTpHs -
INN/MHH: - - Rabeprazole / Paberpazon B
API manufacturer batch number / ACSHO000442 & ACSH000472
Homep cepuu nponspoautess ADPC:
| FP Manufacturer API Batch number /
Homep cepuu cyGecTaHumu FCSA01396 & FCSA01397
npounssogutess I'JIPD:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Ipoussoautenp AD®C, cTpana: J-p Pennu’c Jlaboparopuc JIta., Unaus.
g;";f;lfdg?tfr’;“t:‘i‘t’:‘/zzt;‘l’l't‘er" ffr . FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Relea eui te/ 8 ol site Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
o ses . - (License No 59/RR/AP/97/F/R)
- M:H:Zaz:e’ z:ipec "10 owée“p MUUEHZHH [Mpou3BoaCTBEHHOE NoapazeneHue - 3, yuactku Ne 41, yacte 42, yacTb 45 W yacTs
5 0;“3;:) C’TBJ:;HTTB;‘I;L teH 46, bauynannu (Bunnamk), bauynamnu (Mangan), Mexguan Mankamirupy (JIucr.),
P N p wrat Tenanrana, Muous (JInuenzus Ne 59/RR/AP/97/F/R)
kavecTBa/Bbimyck [JIP /

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».

3aKJouenue 0 cOOTBETCTBNHU: «HacTosIMM 1 NOATBEPKIAIO, UTO NMPUBEACHHAs Bblllle HHopMaLms ABIIeTCA JOCTOBEPHON U TOUHOH.
DTa cepus MpoAyKUMM Npou3BeaeHa (BKIOUAs yNakoBKY (MapKHpPOBKY) W KOHTPOJIb KaYeCTBa) Ha BbILUEYKa3aHHOH NMPOM3BOACTBEHHOMH
nnouanke (MIOWAaAKax) B OJHOM COOTBETCTBUM C TpeGoBaHUsiMH [IpaBun Hajasexallell MPOW3BOACTBEHHON MpakTHkU EBpaszuiickoro
3koHoMuueckoro coto3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) n Tpe6oBaHUSAMH KOHTPOJIA Kaue€CTBa JIEKAPCTBEHHBIX
CPEACTB, & TaKkXKe B COOTBETCTBUH CO CNIEUU(PUKALUIMH, CONEPKAIMUMHCS B PETHMCTPALIMOHHOM AOCHE CTPaHLI-UMIIOPTEPa. 3alKCH 110
NPOM3BOJCTRY, YITAKOBKE U aHATTU3Y NPOBEPEHBI, U YCTAHOBIIEHO HX COOTBETCTBHE TpeboBaHMAM [1paBi Haanexamei npou3BOACTBEHHO

MPaKTUKHU EBpawﬁcxoro OKOHOMHYECKOro Coro3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TponyxT COOTBETCTBYET Tpebosanusm HJJ 3akmouenne: OJOBPEHO

Prepared by / N ‘f'Checked by/ Approved by: Manager/Executive /
. _'// - .
[Toarorosneto; 3 ﬂpc\acpcno(—\ :’q \ 2 Onobpeno: Menemxep / PykoBoautens
P, ) E V

Date / 286D 2?2 o Date/ Date / g_‘;,ea,ﬁ.p"vc
26-02 —~2024) lata:

Hara: Jlara:

A~






