Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 20 mg
HpO[lyKT Pa3o®, raGneTkn, nOKpLIThIC KHIIEYHOPACTBOPHMOI 060J'IO‘IKOH, 20 mr

Batch No. / Cepus Ne : C2303765

'Batch Quantity /
O0bem cepun:

Page1of 6/Crp. 1 w36

1500000 Tablets
1500000 Tadnerok

Analytical Report No / Anaantnuecknii oruer Ne : 890001659611 |Date of Analysis / Jlara anaansa: 26/04/2023

Date of Manufacture / Jara npousBoactsa : 03/2023 Date of Expiry / Cpok roanocru : 02/2026

LAnalysns performed according ND / Aﬂanm nporenen no HJI: JI[1-002666-191022

Ng

Test / Tlokazaresb

Result / PesynabTarTbl

Specnficatlon / Hopma

1

Description / Onucanne

|Identification By HPLC /

IMoanunnocrs BXKX

Average weight of coated
tablets / Cpeansin macca
TabJleToK

Round, biconvex, yellow coated
tablets with red ink imprinted "RB20"
on the one side. The cross section is
the core white. / Kpyrnsie,
JBOSIKOBBIMYKJ/Ible TaONeTKH,
NOKPHITbIE 000JOUKOMH HKEATOTO

1BETA, C MAPKUPOBKOH KPacHOTO LBET
!«RBZO» Ha oaHOM cTopoHe. Ha -
[nonepeqHOM pazpese sapo Genoro
uBeTa.

Complies as prescribed/
CooreeTcTBYET

Round, biconvex, light yellow to yello?
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrable, ABOSKOBBIMYK/IblE TabneTKH,
NOKPLIThie 060N0UYKOH OT CBETAO-KENTOr0O
[0  OKeNTOro LBETa C  MapKMpOBKOMH
kpacHoro uBeta «RB20» na opaHoii

-|cropone. Ha nonepeuHom paspese.aapo ot

fesoro 40 nouTH DesIoro upeTa.

| The retention time of the majcﬁ)eak in the

chromatogram of the test preparation|
should correspond to the retention time of|
the main peak in the chromatogram of
Rabeprazole sodium standard plepalatlon
(section Assay). /

Bpems yaep)kKMBaHUS OCHOBHOT'O MHKa Ha

|xp0MaTorpamme UCNLITYEMOTO  pacTBOpa
| momxHO COOTBETCTBOBATH BpPEMEHH
yAep)KHMBaHWsl ~ OCHOBHOTO  THWKa  Ha
XpomaTorpaMme pacTBOpa CTaHAApTHOIO
obOpasua pabenpazona Harpusi (paznen
«KonnyectBeHHOe onpeaeacH1e»).

211.12 mg /211,12 mr

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

Remarks : The Product confirms to ND/
Ipumeyanne: INpoaykr coorsetcTByeT TpeGoBanusm HJJ

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/
MoarorosneHo:

Rz
Jci",

“‘Checked by

Iporepeno:/ 7~ -
S5

Approved by: Manager
MeHepkep no odecrneyeHmio KkauecTsa

V

Date/ Jlara:

27042022

Date/ Jarta:
Q2 0L ~D22

Date/ JlaTa: aq -OY A3




Qe CERTIFICATE OF ANALYSIS
) @ CEPTNO®HUKAT AHAJIU3A
Dr’ Reddy S Q.. Page2 of 6/ Crp. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
poaykt: Pazo®, raGueTkn, NOKpbITbIE KINLEMHOPACTROPUMOIiT 06011041 KO, 20 Mr

‘Batch No./ Cepust Ne : C2303765 TBatch Quantity / 1500000 Tablets
O6bem cepnn: 1500000 Tadnerok

Analytical Report No / Anaantuuecknii oruer Ne : 890001659611 |Date of Analysis / JlaTa anamusa: 26/04/2023

Date of Manufacture / Jlata nponssoacrsa : 03/2023 Date of Expiry / Cpok roagnoctn : 02/2026

Analysis performed according ND / Anasns nposenen no HI: JIN-002666-191022

| Ne Test / Hokazares Result / PesynbTarsl Specification / Hopma

4 |Dissolution / Pacreopenue Unit-1/Eannuua- | 0% In 0.1M hydrochloric acid solution — not
Unit-2/Eannina 0% more than 10% of the labeled amount of]

: AnHni ° CisH20N303SNa (Rabeprazole sodium) is

Unit-3/Eannnna-3 0% dissolved in 2 hours. / B 0,1 M pacreope

Unit-4/Epnnvna-4 0% XJOPHUCTOBOLOPOAHON KHCIOThI — He Gosee

: 10 % OT HOMMHANBLHOTO copaepKaHHs

Unit-5/Eannnua-5 1% CisHoN3O03SNa  (paGenpasona  natpus)

~ Unit-6/Eaunnna-6 2% |lepea2 .

Average'/ CpenH. 3navenue: | %

Unit-1/Eannuuna-1 88% In buffer solution pH 8.0 — not less than
- 75% (Q) of the Ilabeled amount of
88% CisH20N303SNa (Rabeprazole sodium) is

- ——— dissolved in 60 minutes. / B Gydpcprom
i 90% pacteope pH 8.0 — ne menee 75 0)/’()]’((5’) ot/
| ' _Unit-4/E11MH'H-ua-E | 90% HOMHWHAJILHOTO conepmannﬂi
i = | ~ CisHoN;O;SNa - (padenpazona narpus)|

nit-5/Enntia-5 91% uepes 60 MU

Unit-2—/E)1H HULa-2

Unit-6/EauHnua-6 91%

! Average / Cpejin. snauehme: 90 %

|

5 |Related substances by HPLC I/ Poncreennsie npumecu, BOXKX

Rabeprazole N-oxide / Less than LOQ (LOQ = 0.022 0;0) /| not more than 0.5% / ne Gonee 0,5 %

PaGenpazona N-okcua Hwke npegena  KonM4ecTBEHHOro

onpeaenenuns (IMKO = 0,022 %)

Rabeprazole Sulfone / 0.07%/0.07% not more than 0.5% / ne Gonee 0.5 %
Pabenpazona cynb(on

Eabeprazole Methoxy not more than 0.5% / ue 6onee 0.5 %
analogue / PaGenpasona Not detected / He oGHapy>xena

MECTOKCH aHanor

Remarks : The Product confirms to ND/ Opinion : APPROVED
Npumeuanne: Ipoaykr coorBeTcTBYET TpeGoBaHnsm HJL 3akmouenne: OJJOGPEHO
Prepared by/ B (z‘pi]f/Checked by Approved by: Manager
Ioarotosneno: gﬁ“)// Iposepenps ) MeHepkep 1o obecnevueHWIo KauecTra
T D)=
- - - 2 } gt V
Date/ Jlara: Q}Fo »?0/26 Date/ [laLT/a: Date/ [ara:
B { - O'7"C7u ,\1202_% c\,%"i“\ F\G:/J




Dr.Reddy’s Q‘:‘.

Product : Razo, Enteric-coated tablets 20 mg
IMpoayxr: Pazo®, TabieTkn, NOKPbITbIE KHINEUHOPACTBOPUMOIi 060.10K0i, 20 Mr

Batch No./ Cepust Ne : C2303765

_Analytic;llileport No / Ananutnueckuii oruer Ne : 890001659611

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Date of Manufacture / [laTa npoussoacrsa @ 03/2023

Batch Quantity /
O6bem cepumu:
Date of Analysis / J/lata ananusa: 26/04/2023
Date of Expiry / Cpox roanoctu : 02/2026

Page30f6/Crp. 3 w3 6

1500000 Tablets
1500000 TaGaerok

Ne |

Analysis performed according ND / Anann3 nposenen no HJ/L: JII1-002666-191022

Test / TlokazaTean

Rabeprazole Chloro ana]oéue /|

Pabenpasona xnopo ananor

Rabeprazole Sulphide /
Pabenpazona cynbdun

Rabeprazole Related
compound A / Pabenpazona
POACTBEHHAs IpuUMech A

Rabeprazole Related
compound C / PaGenpa3zona
poacteeHHas npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Ilpumect npu
RRT 1,37 (macca m/z=310
MMU1a3001)

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

imidazole adduct) / ITpumecs

npu RRT 1,51 (macca
m/z=458
f6en3zumuaazona aaaykT)

Maximum unknown
individual impurity /

Result / PesynbTaThl

Specification / Hopma

Not detected / He o6Hapy>keHa

Less than LOQ (LOQ = 0.027 %) /
Hwke npeaena  KOJIMYECTBEHHOTO
onpenenedus (ITKO = 0,027 %)

Not detected / He oGHapyskeHa

Not detected / He obHapy>xeHa

Not detected / e 0OHapyskeHa

Not detected / He obHapy>keHa

Not detected / He oOHapykeHa

not more than 0.5% / ve 6onee 0,5 %

not more than 0.5% / ne 6onee 0,5 %

not more than 0.5% / ne Gonee 0,5 %

not more than 0.5% / ne 6onee 0,5 %

|

not more than 0.5% / He 60J1e—e()_,5 %

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

not more than 0.2% / ne 6onee 0,2 %

Remarks : The Product confirms to NLV
Ilpumeuanne: [Ipoaykt coorsercTyeT TpeboBanuam HJL

QOpinion : APPROVED
3akmiouenne: OJJOBPEHO

Prepared by/

Approved by: Manager

27 ~0ed -2625

O_pr/" Checked by

2.5

INoarotosneHo: W [TpoBepeHy; MeHemkep no obecneueHnio KayecTsa
| (D)= 5

Date/ Jlara: 2 9 .04 ,9,0/2 A | Date/ JlaTa: Date/ Jlara: AR L3




®e CERTIFICATE OF ANALYSIS
) @ CEPTHOUKAT AHAJIU3A
Dr:Reddys ‘g_  Pagedof6/Crp. 436

Product : Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, TadieTkn, NOKPbIThIe KHLIETTHOPACTBOPHMOIi 060/10UKO0i, 20 M1

Batch No. / Cepna Ne : C2303765 Batch Quantity / 1500000 Tablets
O0Bbem cepun: 1500000 TaGnerox

Anfllvtlcﬂ Report No / Ananurnrecknii oruer Ne : §90001659611 |Date of Analysis / /lara anannsa: 26/04/2023

Date of Manufacture / /lata nponssoacrsa : 03/2023 Date of Expiry / C[)OK TOAHOCTH : 02/2026

Analysis performed according ND / Ananus []pOBe)]eH no H: JII1-002666-191022

No Test / IlokazaTennb Result / PezyabTarsbi Specification /Hopn;a_

EnvHnunas
HEWACHTU(OULIMpOBaHHas
npumMech

Total impurities / Cymma 0.1 %/0,1% not more than 2.0% / we Gonee 2.0 %
npumecein

6 |Residual Solvents content / 1744 npgitab / 1744 mkr:na rabnerky |Isopropanel —not more than 2621 ng per

OcTtarounsblie oprannueckne tablet / Msonponanon — ne Gonee
pAcTBOpHTENH 2621 mkr Ha TabneTky
7 |Uniformity of dosage units / 3.2/3,2 The acceptance value (AV) should be not
OpnopoaHocTs more  than 15.0.  /  Tlokazatens
A03UPOBaHUA npuemnemocT (AV) nomkeH ObITh He
|6onee 15,0.

. 8 |Microbial limits / MukpoGnoJsiornueckasi unerora

;Total aerobic microbial | Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Obuiee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPIraHU3MOB
Ib) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
'mould count / O6uiee uncno Menee 10 KOE/r He 6onee 100 KOE/r
| APOIGKEBLIX M NNECHEBBIX
| rpubos
|
c) E. coli ~ Absentin lg/ Shall be absent in 1g/
OtcyTcTRyeT B IT JlonxkHbl oTcyTcTBOBaTL B | T
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanne: NpoaykT coorBercTeyer TpeboBanusm HJL 3akmwouenne: OJOBPEHO
Prepared by/ ey 2! Checked by Approved by: Manager
[MoaroTosneHo: [/yff/’ ITposepeno \ /) MeHepxkep no obecneyeHUIo KauecTra
LI~ 5
Date/ Jlata:  © 9@4 -8 0/) 2 | Date/ Jara: Date/ Jlara: ;
i “ L A 5 5
- 0 -0 ~2023 i




® o
Dr.Reddy’s €3¢

Product : Razo, Enteric-coated ta

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

blets 20 mg

HpoaykT: Pazo®, TabaeTkun, NOKpbITbIe KHIIETHOPACTBOPUMOIi 060./101K0#, 20 mr

Batch No./ Cepus Ne : C2303765

Date of Manufacture / Jlata upou

Analytical Report No / AnaauTHIECKHIT oT1er Neo : 89000165661—1_

3BOACTBA : 03/2023

Batch Quantity /
Oo6nem cepun:
Date of Analysis / /laTa anaansa: 26/04/2023

Date of Expiry / Cpox rognocrn : 02/2026

PageSof6/Crp. Suz6

1500000 Tablets
1500000 TaGaerox

:Analysis performed accor(lin_g ND / Ananus npogeaen no HJ: JIT1-002666-191022

Ne Test / IlokazaTean

Result / PesyabTaTsl

9 |Assay / Konunuecrsennoe

onpeapeaeHune

Specification / Hopma

20.0 mg /20,0 mr

10| Packaging / Y nakoska

18.0mg to 22.0 mg of CisH»N;03SNa|
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr Ci;sHoN3O3SNa
(pabenpazona Hatpus) (ot 90 mo 110 %

15 tablets "in ‘a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 tabnerok B Oauncrepe
w3 (TIBX/AJUTTIA)  donern  /
aNOMHHHEBOM donbru. [To
2 bnucTepa BMeCTe C WMHCTpyKIMel
no MPHUMEHEHUIO B nauky
KapTOHHYIO.

11 |Labeling / MapkupoBka

12 Storage conditions /

XpaHenue

oT HOMHWHANAbLHOTO COLle)KaHMﬂ) B
Tabnerke.
I5tablets” in a (PVC/AVPA) ‘foil|

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetok B Onucrepe wu3
(NMBX/AJI/TIA) doabru / anoMuHHUEBOM
¢donbru. Tlo 1 unu 2 Ginmcrepa Bmecre ¢
MHCTPYKLMENH MO MPUMEHEHHIO B Nauky
KapTOHHYIO.

Complies as prescribed /
CooTteercTBYeT TpeOOBaHUsIM

13 |Shelf life / Cpox rognocrn

At temperature below 25 °C. / Ilpu Temnepatype He Bbliue 25 °C.

According to ND /
B cootBeTcTBUMM ¢ HJI

3 years / 3 rona

Remarks : The Product confirms to ND/
IIpumeuanne: [NpoayKT cooTBeTCTB

yeT TpeboBaHuam HJ|

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/

Checked by

Approved by: Manager

el
ﬂourOTOBﬂeHo:Cp o ﬂposepeHo:@ 2 MeHemxep no obecneyeHUIo KauecTra
— S
Date/ Jlarta: %,94, ?/02 2 Date/ atar Date/ Jlata: Qb AN

2 7~ 0OLL~2623




CERTIFICATE OF ANALYSIS

Qe
Dr. RedJY’S ‘0.. N CEPTU®HMKAT AHAJIN3A

Product : Razo, Enteric-coated tablets 20 n_lg
IlpoayxT: Pazo®, radaeTkn, noKpbIThle KHIIEWHOPACTBOPUMOI 000104 KOI, 20 MT

Page 6 of 6 / C1p. 6 13 6

Batch No./ Cepns Ne : C2303765 |Batch Quantity / 1500000 Tablets i
- - O6bem cephn: 1500000 Tabnerok

|Analytical Report No / AnasinTuuecknii oruer Ne : 890001659611 |Date of Analysis / [lata anaansa: 2_§/04/20;7§
Date of Manufacture / [lata npoussoactsa : 03/2023 IDate of Expiry / Cpox roanocru : 02/2026 |

Analysis performed ac_co_rding ND / Ananns npo_Be_)leH no H/I: JIT1-002666-191022

API name / naumenoBanne ADC: Rabeprazole sodium / Pabenpazon naTpus

INN/MHH: Rabeprazole / PaGenpazon

API manufacturer batch number /

Homep cepun nponspoautens ADC: ACPHO004962 and ACOH005148

FP Manufacturer API Batch number /

Homep cepuu cy6eranunn npounssoantesia I'JId: REQIOZSounciEERANEIDD

'API Manufactured by & country / o . ... Dr. Reddy's Laboratories Ltd., India . .
Hpouzsoautear A®C, cTpauna: -p Pennw ¢ Jlaboparopuc Jita., Unnus,
Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanue: Ilpoaykrt coorBeTcTgyeT TpeboBanusim HJI 3akmouenne: OJIOBPEHO
Prepared by/ ) P Checked by Approved by: Manager
IloaroroBneHo: F%_,,c?,,ﬂ’/ I]posepexao@ D) MeHepxkep no odecneyeHUIo kauecTsa
; . S

Date/ [lata: - —_ Date/ Jlata: Date/ [ara:

A 27 04 2P3 A 070l ~0023 A Qb A0




