Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Razo, Enternc coated tablets 10 mg
Hponykr: Pazo®, Tabacrkn, HoKpbIThIC KuICTHOpacTBOpHMOii 06os10tKoii, 10 mr

Batch No./ Cepust Ne : C2305259

Batch Quantity /
Ob6bem cepun:

Page 1 of 5/ CTp. 1n35

700000 Tablets !
700000 Tadaerox '

IAnaIvtlcal Report No / Anaantuiecknii oruer Ne : §90001663853 |Date of Analysis / JlaTa ananusza: 23/05/2023.

Date of Manufacture / Jlata nponssoactsa : 03/2023
|Ana]ySls performed according ND / Ananu3s npOBeuen o HJI: JIT1-002666-191022

Ne
1

Test / Illoxaszarean

Description / Onucanne

Identification _By_HPLC /
HTopnuunoers BDXKX

Average weight of coated
tablets / Cpeansis macca
TabJeTor

|
|
|
. . |
Dissolution / PacTBopenue

Date of Expiry / Cpok roanoctn :

02/2026

Result / Pesyasrarsl

Round, biconvex, pink coated tablets
imprinted "RB10" with black ink on
the one side. The cross section is the
core white. / Kpyransie,
NBOSIKOBbITYKIbIE Tabnerku,
NOKpbITHIE  0D0JI0UKOR  PO30BOro
1IBETA, C MAPKUPOBKOI UEPHOTrO LIBETA
«RB10» Hna opHoit ctopone. Ha
flonepedHom  paspese  aapo  Genoro
LBETA.

Complies a)rescribed/
CooTtrercTRyeET

|

Specification /HO_l;M_a

Round, biconvex, pink to broT)vnish—pink
coated tablets with black ink imprinted
«RB10» on the one side. The cross section
is the core from white to off-white. /
Kpyrnele, ABOSKOBBINYK/ble  TabNEeTKM,
NOKPLITEIE  000MOUKOI OT po3oBoro 1o
KOPHYHEBATO-PO30BOTO L1BEeTa c
mMapknpoBkoi ueproro npera «RB10» na
ofnHol cropone. Ha nonepeunom paspese
SApO 0T 6ea0ro 10 NoyTH 6eNoro BeTa.

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

Bpems yaep>kHBaHUsl OCHOBHOIO THKa Ha
XPOMATOrPAMME  MCIBLITYEMOTO  pacTROpa
AO0JKHO COOTBETCTBOBATH BPEMEHU
YLEP)KUBAHHS ~ OCHOBHOrO  NHMKa  Ha
XpoMaTorpamMme pacTBopa CTaHAAPTHOrO
obpazua pabenpaszona wHaTpus (paznen
«KonuuecTBeHHOE OnpesieneHrue).

108.00 mg /108,00 mr

109.30 mg £ 7.5% (101.10 — 117.50 mg) /
109,30 mr £+ 7,5 % (o1 101,10 mr no
117,50 mr)

2%
4%

Unit-1/Eannnua-1

U nit—Z/Eum—lnua_Q

In 0.1M hydrochloric acid solution - not
more than 10% of the labeled amount of

Prepared by/

[Toarotosneno:
[

o=

Date/ Jlarta:

Remarks : The Product confirms to ND/
Ilpumeuanue: Ilpoayxr CoOTBETCTBYET TpedoBanusm HJL
"P[ Checked by

% rO\é— -~ 20%

[Tposepetio:

Date/ Jlara: 2MU o710 2.8

Opinion : APPROVED
3armouenue: OJJOGPEHO

Approved by: Manager
MeHe prep 1o 00eCreUCHUI0 KauecTra

$/'

S AR

Date/ JlaTa;




Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Razo, Enterlc -coa ed tablets 10 mg

Hpoaykr: Pazo®,

Batch No. / Cepust No :

2305259

iAnalyticTal lieport No / Anaawrnueckuii oruer Ne : 890001663853

IDate of Manufacture / Jlara nponssoacrsa : 03/2023

- PHgE 20f5S /_CT]_]._Z u3 s

Tadjierkn, NOKPbIThIE KumelmopauBopumou oGor0uKoii, 10 mr
Batch Qu‘mtlty /
O6nem cepun:
Date of Analysis s/ lara anamM3a: 23/05/2023
Date of Expiry / Cpok rognocrn

700000 Tablets
700000 Tadnaerox

: 02/2026

Ne Test / Tlokaszarenn

Analysis performed according ND / Anaau3s nposeaen no H/L: JIT1-002666-191022

Result/ 1;e3lel>T_aTbl

Specification /Hol_);m—

Unit-3/Ennnnua-3 4%
Unit-4/Epununa-4 4%
Unit-5/Epunuua-S 4%
Unit-6/Eamnnua-6 2%

Ci1sH20N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pacrsope
XJIOPUCTOBOIOPOJIHON KHCIOTKI — He BoJlee
10 % OT HOMWHANLHOTO  conepsKaHMsI
CisH2N3O3SNa  (pabGenpazon  natpus)
yepes 2 4.

Average / Cpenn. 3Hauenue: 3%

Average / Cpenn. 3nauenue: §5%

5 |Related substances by HPLC
Rabeprazole N-oxide /
Pabenpasona N-okeup

[
[Rabeprazole Sulfone /
Pabenpasona cynbhon

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHaor

Rabeprazole Chloro analogue /
PaGenpaszona xnopo ananor

Rabeprazole Sulphide /
Pabenpazona cynbpun

Rabeprazole Related
compound A / PaGenpazona

/ PoacreenHble ipaMeci, BIKX

Unit-1/Eauurua- | 83% In buffer solution pH 8.0 — not less than
. ’ {75% (Q) of the labeled amount of
Unit-2/Enunuiia-2 85% |C\sHaeN3O3SNa (Rabeprazole sodium) is
————r - = —dissolved in 60 minutes. / B &ydeprom
e 83% pactBope pH 8,0 — ne menee 75 % (Q) ot
Unit-4/Eannnna-4 90% HOMHHAIBLHOIO conepykanus
. CisH0N3O3SNa  (pabernpazon  Hartpus)
Unit-5/Eannnnpa-5 83% uepes 60 Mut.
Unit-6/Eannnua-6 | 85%

0.02%/0,02%

0.07%/0.07%

Not detected / He obHapyeHa

Not detected / ne oGnapyskeHa

0.05%/0,05%

Not detected / ne obHapykeHa

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% / ne 6onee 0,5 %

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

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

Remarks :

The Product confirms to ND/
Ipumeuanue: [Npoaykr COOTBETCTBYET TpeboBanusim HJJ

Opinion : APPROVED
Zaxkmouenne: ONOBPEHO

Prepared by/
[Toarorosneno:

Checked by
Iposepeno:

N

Approved by: Manager
MeHepkep 110 00ecnetueH o KauecTa

S/‘

Date/ Mara:

ACS - 2022

Date/ Jara: LM 0T 92

Date/ Jlava:




CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr.Reddy’s

Product : Razo, E IXerlc -coa ed tablets 10 mg

HpOIlyKT Pa3zo®, TaﬁneTKu, JIOKPbITbIE Kumelmopacn;opumon 060J10q1<0u, 10 mr

Batch No. / Ceplm Ne : C2305259 |Batch Quantity / 700000 Tablets
O6bem cepum: 700000 ragaerox

Analytical Report No / ApannTnuecknii oruer Ne : 890001663853 | Date of Analysis / lara aHaiamsa: 23/05/2023

Date of Manufacture / Jlara nponszsoacrsa : 03/2023 Date of Expiry / Cpoxk roanoctn : 02/2026

Analysns performed according ND / Anann3 npOBeueH no HJI: JI[1-002666-191022

~ Page3of 5/Crp. 3u3 5

Ne | ]

Test / ITokazaTean

Result / PesyabTarbl

poACTBEHHAs puMech A

Rabeprazole Related
compound C / Pabenpazona
poacteeHHas npumecs C
—
Specified Impurity at
about RRT 1.37
(Mass m/z=310
Imidazole) / Ilpumecs npu
RRT 1,37 (macca m/z=310
HWMHa3011)

Specified Impurity at

about RRT 1.51

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

| m/z=458

\GeH3nMMaa30Na aalyKT)

'Maximum unknown
individual impurity /
Envnuunas
HEUJIEHTUPUILINPOBAHHAS
npuMech

Total impurities / Cymma
npumecen

Below LOD (LOD = 0.02%) / Huxe

npenena obHapysxenns (110 = 0,02%)

0.03%/0,03%

Not detected / ne obnapysxena

Below BDL (BDL= 0.01%) / Huxe

nopora pervctpaunu (ITP =0,01%)

0.2%/0.2%

Residual Solvents content /
OcTaTounble opraHuueckne
pacTBOpHTEIIH

Fnif(;mi_ty of dosage units /
OanopoanocTs
A03POBAHHSA

| 8

932 pg/tab/ 932 mkr H?Tﬁeﬂ(y_

8.0/8.0

Microbial limits / MukpoGnojiornueckas 9IHcTOTA

~ Specification / Hopma

not more than 0.5% / ne 6onee_(fS %

not more than 0.5% / e 6onee_0,5_%

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

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

not more than 2.0% / e 6onee 2,0 %

' 156pr0pano] — not more than 1379 pg per
tablet / Izonponanon — ne GoJsiee
1379 mkr Ha TabneTky

The acceptance value (AV) should be not|
more  than 15.0. /  Tlokasarenb
npuemnemoctd (AV) pomxeH ObITb He
6onee 15,0.

Remarks ; The Product confirms to ND/
HDHME‘laHMe IlpoaykT COOTBETCTBYET TpeboaHusm HJI

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

Prepared by/
IloarotToBneno:

2

@;;/

Checked by
IpoeepeHo:

Approved by: Manager
Menemxep no obecneueHuio KayecTsa

y

Date/ Jlara:

0408 - 2024

Date/ Jlara: w »orﬂwo)j;

Date/ Jlata: okt -on>




® CERTIFICATE OF ANALYSIS
> CEPTUOPUKAT AHAJIU3A
b/ -~
i Dr,Re_ddy S "._. - - Page 4 of 5/ Cip. 435
Product : Razo, Enteric-coated tablets 10 mg
IpoaykTt: Pazo®, rabaerku, noKpbIThIC KHIIETHOPACTBOPHUMOIi 000104K0#H, 10 Mr

[Bateh No. / Cepust No : C2305259 Batch Quantity / 700000 T:ablets

— ~ |O6wem cepun: 700000 Tagaerok
Analytical Report No / Ananurnuecknii oruer Ne : 890001663853 | Date of Analysis / Jlata ananusa: 23/05/2023
Date of Manufacture / lara nponssoacrsa : 03/2023 Date of Expiry / Cpok rognocru : 022026 |

Analysis performed accor(ﬁng ND / Ananus I]pOB_6£16H no HJI: JIT1-002666-191022

No Test / Ilokazarean - Result / l;e3y.ﬂbTaTbl Speciﬁca_tion /Hopma

I a)_Total acrobic microbial Less than 10 CFU/g / Not more than 1000 C¥U7g7
count / OGuuee uncno Menee 10 KOE/r He 6osiee 1000 KOE/r
a’pOOHBIX MUKPOOPraHU3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / OG1uee uncno Menee 10 KOE/r He 6onee 100 KOE/r
JIPOAGKEBBIX W MJCCHEBBIX
rpubos
¢) E. coli . Absent in lg/ : ) Shall be absent in 1g/
OtcyTterByeT B IT JlomKHbl OTCYTCTBOBATL B | T

9 |Assay / KoanuecTBeHnoe 99mg/9,9 mr 9.0 mg to 11.0mg of _CmHzoN;O;SNa

onpenenenne (Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /

Or 9,0 mr go 11,0 mr C;sH2N303SNa
(paGenpazon Harpus) (ot 90 o 110 % ot
HOMHUHAILHOIrO cofepiKatus) B Tabnerke.

10 [Packaging / Y nakonka | I5tablets in a (PVC/AI/PA) foil| 15 tablets  in a  (PVC/AIPAY  foil
| /aluminum foil blister. 1 blister and|/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton| patient information leaflet in a carton pack.
pack. / llo 15 Tabnerok B 6aucrepe|/ llo 15 Tabnerox B OaucTepe wu3
M3 (NBX/AJIVTIA)  donbru /I(HBX/AH/HA) donbru / antoMHHHAEROM

| amtOMUHNEBON onbru. [lo| ¢posbru. Tlo 1 nau 2 Gauctepa Bmecte ¢
| 6ancTepy BMecTe C MHCTPYKLMEH| MHCTPYKUMEH MO TNMPUMEHEHWIO B TMauky
I no MPUMEHECHUIO B nauky| KapTOHHYIO.
| KapTOHHY!1O.
11 |Labeling / Mapxuposka I‘Complies as prescribed / According to ND /
| CooTBeTcTBYET TpEOOBAHNAM B cooreerctBuM ¢ H/J
12 |Storage conditions / | At temperature below 25 °C. / [1pu temneparype ne biiie 25 °C.

Xpaunenne |

13 |Shelf life / Cpoxk roamocrn 1 3 years/ 3 ropna
|

"Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: [poaykt coorsetcTiyet Tpebosanusm HJL 3axmouenne: OJIOBPEHO
Prepared by/ p"‘[ Checked by Approved by: Manager

P P = 5 i
Hoarorosneno: M aZe— — I1poseperio: MeHeaskep no 0decneueHnIo KauecTsa
Date/ JlaTa: 2405~ o) 3| Datel Lara: AN 0510723 Date/ Hata: af 1 003




CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Dr‘ g,x ‘ﬁ PageSof 5/ Cip.5u35
Product : azo eric-coated tablets 10 mg

poayxr: Pazo®, TabsieTkn, NOKPbITbIE KHIIEWHOPACTBOPHMOIi 000.101K0i, 10 Mr

Batch No. / Cepna Ne : C2305259 ‘Batch Quantity / 700000 Tablets

: |06”beM M CepHH: 700000 Tagnerox
|Analytical Repon t No / Ananntuueckuii oruer Ne : 890001663853 Date of Analysis / lata anannsa: 23/05/2023
|Date of Manufacture / {ara npounssoacTia : 03/2023 Date of Expiry / Cpok roanoctn : 02/2026

Analysns performed accordmg ND / Auanns npOBeueH no HJI: JiT1-002666-191022

Rabeprazole sodium / Pabenpason narpus

| INN/MHH: Rabeprazole / Pabenpazon B

API name / nanmenosanne ADC:

i API manufacturer batch number /

4
Homep cepnn npounspoautens ADC: RCPHCHECE, ACHEDUTE
r il il ol _ — R
FP Manufacturer API Batch number /
2
Homep cepun cydcrannnu nponspogntens I'JID: HEQIDIZ86, EERAM020T
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

Ipouseoaurenr A®C, crpana:

H-p Pennn’ ¢ Jlabopatopuc Jita., Uuaus.

Remarks : The Product confirms to ND/ Opinion : APPROVED

ITpumeuanne: [lpoaykr cootsercTBYET TpeboBanusm HJ| 3akmouenue: OJOBPEHO

Prepared by/ (/—/-, .,.z.w( Checked by Approved by: Manager

lonrotosneno: L-fe [poeepeHo: (@_ Menemprep 1o obecneueHHIo KavecTsa
& V

Date/ Hara: 24 OG-~ Z;;g,,ﬂ Date/ JlaTa: W roFTADLR Date/ JlaTa: Ao { S




