| ..
Dr.Reddy’s q_%'

CERTIFICATE OF ANALYSIS

CEPTHDPHUKAT AHAJIM3A

Product ;: Razo", enteric-coated tablets, 20 mg

Tpoayicr: Paso®, rabierku, nokpoiThie KHIIEYHOPACTBOPHUMOIT 0Gonoukoii, 20 Mr

AHaJinTHueC

KHH 0TyeT Ne

JlaTa ananuza

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1500000 tab /
Cepusi No f EE001) Paimep cepun " 1500000 Ta6
Analytical Report No. / : 890001795158 Date of Analysis / . 24/02/2025

Date of Manufacture /
Jlara npoussoncrea

: 27/12/2024

Date of Expiry /
T'open go

: 30/11/2026

Mfg. License

JnnueHsun Ne

TpousBoacreeHnasn

No./

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

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

Analysis performed according ND No / Ananu3 nposeaer mo HJ Ne: JITI-Na(004603)-(PT-RU)-130224

Pagelof S/Ctp.1mu35

Result / PesyabraTsi

Specification / Hopma

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriibie, ABOAKOBBIMYKIIbIE
TabNeTKH, TIOKPBITHIE 060JI0UKOIH
CBETJIO-3KENTOTO LIBETA C MAPKUPOBKOI
KpacHoro usera «RB20» Ha omHoit
cropoHre. Ha nonepeuHom paspese sapo
6enoro ugera.

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, ABOAKOBbITIYKIIBIE TabJeTkH, MOKpPBITLIC
000JIOUKON OT CBETNIO-KEJITOIO 0 XKENTOro LBeTa
C MapKHpPOBKO# kpacHoro ngeta «RB20» na oqHoii
cropone. Ha nonepeunoum paspese sapo ot Gesnoro
J10 IoYTH BeJtoro Lgera.

Complies as prescribed /
CootBercTByeT TpebOBaHUAM

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
YAEP>KHBaHHA OCHOBHOTO MTHKA Ha
XpPOMATOrpaMMe MCITBITYEMOTO PAaCTBOPA JAOKHO
COOTBETCTBOBATH BPEMEHH yIOEP KUBAHMSI
OCHOBHOTO NMHKA Ha XpOMaTorpaMMe pPacTBopa
cTaHAapTHoro obpasiia pabenpazona HATpUs
(pa3nen «KoaHUuecTBEHHOE OMPENENICHHED).

r.N?_) Test / Iloxazarens
1 Appearance / Quucanne
2 | Identification By HPLC /
Hpentudpuxauus BIKX
3 | Average weight /
Cpeansist Mmacca

206.86 mg / 206,86 mr

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/ Conclusion : APPROVED /
IIpumeuanue: [IponyxT cooTBeTcTBYET TpeboBaHusM HJI 3axmouyenue: OJJOBPEHO

~ 0 .
Prepared by / s = Checked by / Approved by: Manager/Executive /
[oaroToeneno; M [Tposepen o‘z rh_\_/ Onobpeno: Menemxep / PykoBoautes

S e,

Date / 50 - D)5 Date / Date / PR Y
Hata: Z; ' Hata: 27 ~H2 ~ 2024 | Hara:




Dr.Reddy’s Q;"

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Ipoayskr: Pa3o®, raGnerky, MOKPLITHIE KHIIEYHOPACTBOPUMOIi 000soukoil, 20 Mr

Market / Peinox : Russia / Poccus

Batch No. / Batch Quantity / 1500000 tab /
. t C2 :

Cepun Ne GOLID Pasmep cepun * 1500000 Ta6

Analytical Report No. / . Date of Analysis /

Anamnriaeckuii oraer No : 890001795158 P r— 1 24/02/2025

Date of Manufacture / . Date of Expiry /

 ————— 2 27/12/2024 Tomen 10 2 30/11/2026

Mfg. License No. /
[IponsBoacTBennas
JnueHsHa Ne

: 59/RR/AP/9T/F/R

MA number: / Homep PY : JITI-N2(004603)-(PT-RU)

Analysis performed according ND No / Auasus nposesen mo HJA Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/ Ctp. 2 m3 5

4 | Dissolution / PacTeopenne Unit-1/Epununa-1 0% In 0.1 M hydrochloric acid solution — not more than|
Unit-2/Exunnua-2 0% 10 % of C1sH2oN3038Na (Rabeprazole sodium) label
Unit-3/EpnHuna-3 0% claim in 2 h / B 0,1 M pacTBope
Unit-4/Ennnnua-4 1% XJIOPUCTOBOIOPOIHOHN KHUCIOTH — He Gojyiee 10 % oT
Unit-S/Ennnnua-s 1% |HOMHHaJILHOrO cofepKaHu CisH20N30;SNa
Unit-6/Ennnnua-6 0% (pabemnpazon narpus) uepes 2 4.
Average / Cpenn. 3Hauenne: 0 %
Unit-1/Eaununa-1 86 %  |In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Enuuunna-2 84 % Ci1sH20N303SNa  (Rabeprazole sodium) label claim
Unit-3/Enuunua-3 86 % in 60 min. / B 6ydepHom pactBope pH 8,0 —He menee
Unit-4/Ennnnua-4 85 % 75% (Q) or HOMMHAIBHOTO  comepxaHHs
Unit-5/Ennanna-3 84 % CisH20N303SNa (paGenpaszon narpus) yepe3 60 MuH.
Unit-6/Ennnnua-6 86 %

Average / Cpenn, 3Hauenue: 85 %
5 | Related Substances /

PonctBeHHbIe mpumecu

Rabeprazole N-oxide/
Pab6enpazona N-okenn

Rabeprazole Sulfone/ PaGenpazona
cynbgoH

Rabeprazole Methoxy analog/
Pa6enpa3sosna METOKCH aHaior

Rabeprazole Chloro analog/
Pabenpazona xytopo aHasor

Rabeprazole Sulphide/
Pabenpazona cynedug

Rabeprazole Related compound A/
Pa6enpazona poacteenuas
npumecs A

Not detected / e o6HapyskeHa

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

0.09% / 0,09%

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

Not detected / ne o6Hapyxena

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

Not detected / He o6uapyxeHa

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

Below LOQ (LOQ = 0.027 %) / Huxe
TipeJie1a KOTMYECTBEHHOrO OMpEENeH s

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

(ITIKO = 0,027 %)

Not detected / He o6uapysxeHa

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipoaykr coorBeTcTBYeT TpeGoBarusam HJJ 3axmouenune: OJOBPEHO

)
Prepared by / Qﬁf‘/ Checked by / Approved by: Manager/Executive /
HOLIFOTOBHCHOW [TpoBepeHo, M Ono6peno: Menemxkep / Pykosoputens
Date / >-02- Ocp 4 | Date/ Date / an ~ov oY
Hara: 2 2 HJata: 27 ~00 ~2s7 45| Jara:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
ponykr: Pazo", TabneTku, MOKPLITLIC KHIIEYHOPACTBOPHMON 0Bomoukoil, 20 Mr

Market / Peinok : Russia / Poccus

Batch No. / . Batch Quantity / 1500000 tab /

| Cepust Ne | D Pazmep cepun " 1500000 Ta6

Analytical Report No. / . Date of Analysis /

AHAJIMTHYECKHH oTyeT Ne : 890001795158 Jara anaansza A 240212075

Date of Manufacture / . Date of Expiry /

e —— : 27/12/2024 Tomen 10 : 30/11/2026

Mfg. License No. /

IMpoussoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
THueH3us Ne

Analysis performed according ND No / Ananus nposeaen no HJT Ne; JITI-Ne(004603)-(PI'-RU)-130224

Page3 of 5/ C1p.3 u35

Rabeprazole Related compound C/
Pabenpasona poacTeenHas
nprmecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / Ipumecs npu RRT
1,37 (Macca m/z=310 umuaaszomn)

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

imidazole adduct) / IIpumecs npu
RRT 1,51 (macca m/z=458
6eH3UMHIA30M1a aaIyKT)

Individual unidentified impurity /
Ennununas
HeUAEeHTHOULMPOBAHHAS TPHUMECH

Below LOD (LOD = 0.02 %) / Huxe
npenena obnapyxenns (I10 = 0,02 %)

0.02%/0,02%

Not detected / He oOHapyxeHa

Below BDL (BDL~ 0.1 %) / Huxe
nopora peructpatuu (TTP 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 0.2 % / He 6osee 0,2 %

Total impurities / Cymma

0.1%/0,1%

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

npumeceit
6 |Residual Solvents content / 1524 pgftab / 1524 mxr Ha Tabnerky  |Isopropanol — not more than 2621 pg per tablet /
OcTaToYyHbIe OPraHuvecKHe Hzomnponanon — He 6onee 2621 mMxr Ha Tabnerky
PACTBOPHUTEJH
7 Uniformity of dosage units / 35735 Acceptance value (AV) should be not more than

O)IHOPOIIHOCTI: AO3HPOBaHHBIX
CIHHHML

15.0. / Tlokasarens npuemneMoctd (AV) pomkeH
ObiTh He Honee 15,0.

8 r Microbiological purity*/ MuxpoGuosorudyeckas 4HcToTa*

Remarks : The Product confirms to ND/
Ipumeuanune: [IpoaykT cooTBeTcTBYeT TpeboBaHUsM HJ{

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / 25| Checked by / Approved by: Manager/Executive /
[MofroToBaeHo: e [Tporeperg: N~/ Ono6peno: Menemxep / PykoBoautens
Date / 290 ~Dr 5 Date / Date / g ,0\,—\9\/(
Jlara: Jara: Q7 —~02 ~2p2s” | Hara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJTU3A

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

ITpoaykr: Pa3o®, TaGnerkn, mOKphITLIE KHIEHHOPACTEOPHMO 060104K0il, 20 Mr

Market / PoiHok : Russia / Poccus

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

Cepiisi N eSS Pazmep cepun 1500000 Tab

Analytical Repovrt No./ : 890001795158 Date of Analysis / . 24/02/2025
AHanuTHyecKkH i oTdeT No JaTa aHanu3a

Date of Manufact_ure / s 27/12/2024 Date of Expiry / . 30/11/2026

Jdata npon3soacysa I'onen go

Mfg. License No. /

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

JimeHzna Ne

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

Page4 of S/ Ctp.4 u3 5

a) Total aerobic microbial count /
O6iee uncno aspobHBIX
MUKpPOOPraHH3MOB

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 uncno
JPONOKEBBIX M IJIECHEBBIX IPUOOB

Less than 10 CFU/g/

Menee 10 KOE/r

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

¢) E.coli

Absentin 1g/
OrcytcrByer B 11

Shall be absent in 1g /
JIOMKHEI OTCYTCTBOBATE B 1 T

Assay / Kosqngectsennoe
onpeaesieHUe

19.4 mg/ 19,4 mr

Ot 18,0 mr 10 22,0 mr Ci1sH20N303SNa
(pabenpasoun uatpus) (ot 90 mo 110 % or
HOMUHAJIBHOTO coiepykanusi) B TableTke.

18.0 to 22.0 mg of Ci3H2N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /

10

Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / [To 15
tabnetok B 6inctepe u3 (IIBX/AJI/ITA)
¢oneru / amomuHueBoi donsru. 2

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabneroxk B Guucrepe u3
(IIBX/AJI/IIA) ¢oneru / antomunneroit ¢ponsru. [o
1 unu 2 6nucrepa BMECTE C JIMCTKOM-BKJIAMIBIIIEM B

GHHCTepa BMECTE C JIMCTKOM-
BKJIAABIIEM B NNAYKY KapTOHHYIO

NayKy KapTOHHYIO.

API name / HaumeHnosanue ADPC:

Rabe

prazole sodium / Pa6enpazon Hatpus

INN / MHH:

Rabeprazole / Pabenipazon

API manufacturer batch number /
Homep cepun npousBoaurtens A®C:

ACRHO003911 & ACRH003918

FP Manufacturer API Batch number /
Homep cepun cyGcTaHuumn
npousBoaureJsi ['JID:

FCRA02584 & FCRA02585

Remarks : The Product confirms to ND/

Ilpumeuanue: [Iponykr cootBeTcTBYeT TpeboBanusam HJT
D

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

[oarorosneHoyfz——

Checked by /
[TpoBepeno’

D2

.

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens

Date /
Jlata:

Date /
Jara:

23-e0- 0025

27 ~062 ~2¢

Date / an ~rL o

" JlaTa:

245




Qo
Dr. Reddy’s q;. CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJTA3A

Product : Razo”, enteric-coated tablets, 20 mg
Tipoayir: Pazo®, rabnerkn, nokpeirsie KHLIgYHOpacTEOpUMoii oGosoukoii, 20 mr
Market / Poinok : Russia / Poccus
Batch No. / . C2501915 Batch Quantity / : 1500000 tab /
Cepun Ne Pazmep cepun 1500000 ta6
Analyti i i

nalytical Repovrt No./ . 890001795158 Date of Analysis / . 24/02/2025
AHajuTuyeckmii oTuer Ne Jara ananuza
Date of Manufacture / s 27/12/2024 ]?ate of Expiry / . 30/11/2026
JlaTa npoussogcTea I"ogen go
Mfg. License No. /
TIpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
fumen3usi Ne

|.‘\nalysis performed according ND No / AHann3 nposenen mo HJT No: JITTI-Ne(004603)-(PI'-RU)-130224
Page5of S/ Crp. 5 m3 5

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

[Iponssoanrenr ADC, cTpaua; J-p Pennu’c JlJaboparopuc JIta., Unpus.

Namejaddress; authoriZation No for FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village)

FP manufacturing site / Control site / . SEleT ; . ’

Release site / Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

HaumenoBaHHe, ajpec U HOMEP JHIEH3HH
BT, ) eucFT’B.nmo eiip n IpoussoacTeenHOE NopasaeneHue - 3, yuactku Ne 41, uacts 42, yacts 45 U yacTh
m » OCYIIL n 46, bauynanmm (Bunnanx), Bauynannu (Mangan), Meguan Manxamxripu (Juct.),

NPOH3BOACTBO/KOHTPOJL
xavecsa/sbmyck TI® / wrar Tenaurana, Mupus (Jluuensus Ne 59/RR/AP/97/F/R)

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».

3akJ104eHne 0 COOTBETCTBHH: «HacToAMM g NOATBEPKAAI0, YTO NPHUBENEHHAs Bbilie HHPOPMaLUs SBAAETCA TOCTOBEPHON H TOUHOIA.
OTa cepus NpOAYKLUHMH MPOU3BeAeHa (BKIOYas yNaKkoBKy (MapkupoBKY) H KOHTPOJIb KQ4ECTBA) Ha BHIILEYKA3aHHOM IPOU3BOCTBEHHOM
niowaaxe (TJIoMWAnkax) B MOJHOM COOTBETCTBUHU ¢ TpeGoBaHuAMMU [IpaBHI Ha[UIeKAIel IPOHU3BOICTBEHHON NpakTHkK EBpasmiickoro
skoHomuyeckoro cotosa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6OBaHWUSIMU KOHTDOINS Ka4ECTBA JIEKAPCTBEHHBIX
CpeicTB, a TakXKe B COOTBETCTBUM CO CreHUUKALMAME, COIEPXKALIUMICA B PETHCTPALIMOHHOM JOCHE CTPaHbI-UMIOPTEpa. 3alHCH I0
NPOU3BOJCTBY, YIIAKOBKE H aHAJIH3Y [POBEPEHEI, 1 yCTAHOBJIEHO HX COOTBeTCTBUE TpebGoBaHusaM [IpaBun Hayiexalueil poOM3BOICTBEHHOI

MPaKTHKH EBp&BHﬁCKOFO IKOHOMHYECKOIro COro3a».

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

Ipumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusm HJI 3akmouenne: OJJOBPEHO
)

*/

Prepared by / , 2] Checked by / Approved by: Manager/Executive /
QC{&A’Q’/ IIpoBepeHg: —~0 Onobpeno: Menemxkep / PykoBoauTens

[MoaroToBneHo

_/ —

Date / 22> 00~ Orp 5| Date/ - Date / an ~os oW

Jlara: Hara: 27 ~0p-9,np4« | Hata:




