Qe
/ 9 CERTIFICATE OF ANALYSIS
Dr. Reddy S ‘-’ CEPTU®UKAT AHAJM3A

Product :Razo, Enteric-coated tablets 10 m_g

IHpoayxT: Pazo®, TabieTkH, NOKPbITHIE KNLIeYHOPACTBOPpUMOI oboJtoukoii, 10 mr

Batch No./ Cepus Ne : C2406464 Batch Quantity /700000 Tablets
O6nbem cepun: 700000 Tabaerok

Analytical Report No / Anamarnyecknii order Ne : 890001740030 |Date of Analysis / [lata ananmnsa: 27/05/2024 |

Page 1 of 5/Crp.1m35

Date of Manufacture / Jlata npounssoacrsa : 02/2024 Date of Expiry / Cpok rognoctn : 01/2026

Analysis performed according ND / Anasn3 nposenen mo HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
mu3m. Ne 1 01 29.06.2023

Ne Test / Iloka3aTenn Result / PesynabTars! Specification / Hopma
1 |Description / Onucaune . ) . Round, biconvex, pink to brownish-pink
Round, biconvex, brownish-pink coated tablets with black ink imprinted

coated tablets imprinted "RB10" with |«RB10» on the one side. The cross section
black ink on the one side. The cross  |is the core from white to off-white. /
Kpyrnele, nBOSKOBBINYKJIblE TabNneTKH,

section is the core white. / Kpyrmsie, .
NOKpBIThlE 000N04KOH OT pPO30BOTO 110

JABOSIKOBBIITYKJIBIE Ta6J'IeTKH,

. KOPHYHEBATO-PO30BOTO BeTa g
nokpeIThie 06onouKol KOquHefaTo' MapkupoBkoil uepHoro usera «RB10» Ha
[POSCECrOMEEHE; CIMAPKUPOBIOH onHOM cTopone. Ha monepeyHoM paspese
uepHoro useta «RB10» Ha onHo# A71po oT Genoro a0 Moyt 6esoro ugeTa.
cropoHe. Ha nonepeuHoM pa3pese
a71po 6esnoro LBeTa.
2 |Identification By HPLC / Complies as prescribed/ The retention time of major peak in the
IMopmusocTs BOXKX CooTBeTcTBYET 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 ynep:KHBaHUs OCHOBHOIO THKa Ha
XpOMAaTOTpaMMe HCMBITYEMOr0 pacTBopa
JOJKHO COOTBETCTBOBATh BpEMEHH
YACP)XUBAHHS  OCHOBHOrO  THMKa  Ha
XpoMaTorpaMMe pacTBOpa CTaHAApTHOrO
obpazua pabempazona HaTpus (pasnen
«KonuyectBeHHOe onpeaeneHue»).

3 A_verage weight of coated 108.04 mg/ 108,04 mr 10930 mg£ 7.5 % (101.10 - 117.50 mg)
tablets / Cpennsiss macca 109,30 mr = 7,5 % (ot 101,10 Mr no
TadaeToK 117,50 mr)

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpumeuanne: IlpoaykT coorBeTcTBYeT TpeboBaHusM HJI « | 3akawuenne: OJOBPEHO
Prepared by/ Checked by './,_;/ P W Approved by: Manager

IMoprorosneHo: I1poBepeno: ol Menemxep no obecricueniio KiyecTsa
—);_;7 2l
AT

Date/ [Hara: 3'/%’ O IOFY Date/ Hara: Zg,_og_w Date/ Jlara:




Dr.Reddy’s ‘%.'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 2 of S/ Crp. 2 w3 5 o

Froduct : Razo, Enteric-coated tablets 10 mg
IpoaykT: Pa3o®, rabiieTku, NOKPhIThIe KHILIEYHOPACTBOPUMOii 060.10uKoii, 10 Mr

Batch No./ Cepusa Ne : C2406464

Batch Quantity /700000 Tablets
O0Bem cepun:

700000 Tadnerok

| _
Analytical Report No / Anaautndecknii oryer Ne : 890001740030

Date of Analysis / Jlara ananu3za: 27/05/2024

Date of Manufacture / Jlara npounsBoacrtsa : 02/2024

Date of Expiry / Cpok roanoctn : 01/2026

nam. Ne 1 o1 29.06.2023

Analysis performed according ND / Auanus nposegen no H/I: JIIT-002666-191022, amend Ne 1 dt 29.06.2023 /

4 |Dissolution / Pacropenue

Unit-1/Eannnua-1 1% In 0.1 M hydrochloric acid solution — not
= = = more than 10 % of C;sH20N30;SNa

UmiE2EmEwDE2 2o |(Rabeprazole sodium) label claim in 2 h.

Unit-3/Eaqnanna-3 2% /

Unit-4/Eqununa-4 4%, B 0,1 M pacTBOpe XNOpHUCTOBOAOPONHOM
i kucnotsl — He bonmee 10% ot

Unit-5/Epnnnna-5 5% HOMMWHAITLHOTO conepiKatus

Unit-6/Eamnnna6 3% CisH20N303SNa  (pabenpa3on  HaTpus)

yepes 2 4.

Average / Cpens. 3Hauenne: 3 %

In buffer solution pH 8.0 — not less than 75

% (Q) of CisH2N303;SNa (Rabeprazole
sodium) label claim in 60 min.

/ B 6ydepHom pactsope pH 8,0 — ne menee
75 % (Q) OT HOMMHAILHOIO COJAEPKABUSA

CisH2N3;O3SNa  (pabenpazon  HaTpus)
yepe3 60 MUH.

Unit-1/Egunuua-1 80%
Unit-2/Enununna-2 84%
Unit-3/Ennnuna-3 81%
Unit-4/Enunuua-4 80%
Unit-5/Enununa-5 83%
Unit-6/Ennnuna-6 85%

Average / CpenH. 3nauenue: 82 %

Related substances by HPLC

/ PopcrBennnie npumecu, BAOKX

Rabeprazole N-oxide/
PaGenpazona N-okcun

Rabeprazole Sulfone/
Pabenpazona cynsdon

Not detected / He o6Hapy»xeHa

0.13%/0,13%

Rabeprazole Methoxy analog/
Pabenpazona meTokcu aHanor

Not detected / He obHapysxeHa

Rabeprazole Chloro analog/
PaGenpazona xnopo aHanor

Not detected / e o6Hapy»keHa

Rabeprazole Sulphide/

Below LOQ (LOQ = 0.027 %) / Huxe

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

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

not more than 0.5% / He 60nee_0,?70

not more than 0.5% / ne 6onee 0.5%

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponyxr coorercTByeT TpeboBanusam H/J

’

Opinion : APPROVED
3axkmwouenne: OJOBPEHO

Prepared by/

Honarorosneno: @

5 LA
e

Checked by
IIposepeHo:

p=

Approved by: Manager
Menekep no odecnetetiio KauecTsa

- 5 g
O

Date/ Jlata:

;g«v&ﬁ”’?f

Date/ [ara: 12’05‘20%

Date/ [lara:
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Page3of 5/C1p. 3 u3 S

Product : Razo, Enteric-coated tablets 10 mg
IpoaykT: Pa3o®, Tab/eTKH, MOKPLIThIE KHILEMHOPACTBOPHMOH 000J10uKo¥, 10 Mr

Batch No./ Cepus Ne : C2406464 Batch Quantity /700000 Tablets
Oo0bem cepun: 700000 Tabaerok

Analytical Report No / Anaantnyecknii oruer Ne : 890001740030 |Date of Analysis / JlaTta ananusa: 27/05/2024

Date of Manufacture / lata nponssoactsa : 02/2024 Date of Expiry / Cpok roagnoctn : 01/2026

Analysis performed according ND / Ananus nposenen no H/L: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
n3m. Ne 1 ot 29.06.2023

Pabenpasona cynbdhua npeAena KONWUECTBEHHOrO
onpenenenns (JI1IKO = 0,027 %)

Rabeprazole Related not more than 0.5% / He 6onee 0,5%
compound A/ 0.08%/0,08%

Pabenpazona poCTBEHHASA

NpuMecsh A

Rabeprazole Related Below LOD (LOD = 0.02 %) / Huxke not more than 0.5% / He 6onee 0,5%
compound C/ npenena obHapyxenus (110 =

Pabenpasona poncteenHas 0,02 %)

npumecs C ’

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

about RRT 1.37

(Mass m/z=310
Imidazole) / [Ipumecs npu
RRT 1,37 (macca m/z=310
UMUK JA301T)

0.03%/0,03%

Specified Impurity at not more than 0.5% / He 6onee 0,5%
about RRT 1.51 Not detected / He oOHapykeHa
(Mass m/z=458 Benzo
imidazole adduct) / [Ipumecs
npu RRT 1,51 (macca
m/z=458

HeH3uMyaazona ajnyKr)

Individual unidentified Below BDL (BDL= 0.1 %) / Husxe|not more than 0.2% / ne 6onee 0,2%

impurity / Exusnunas nopora peructpawu (TP =0,1 %)

HeWJIEHTHQULIHPOBAHHAA

NpUMEChH

Total impurities / Cymma 0.2%/0,2% not more than 2.0% / ne 6onee 2,0%

npuMecei [
Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpnmeuanne: IlponykT cooTBeTcTBYET TpeboBanmsm HJI 3akarwuenne: OJOBPEHO
Prepared by/ Checked by Approved by: Manager

ToaroToBneHo: @ TpoeepeHo: C\z')‘%'/ MeHemkep N0 obecreUeHIo KayecTsa
Ay .

D . ~ «— H ! :
ate/ Jlara P50 —207y Date/ [lata: -0 &~ ZO% Date/ [lara




Dr.Reddy’s “’:’

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Page 4 of 5/ C1p. 4 u3 5

Product : Razo, Enteric-coated tablets 10 mg
IpoaykT: Pa3o®, Tabnerkn, NOKPHIThIe KHIEYHOpacTBOPUMOii 06010uKo0ii, 10 Mmr

Batch No. / Cepua Ne : C2406464

Analytical Report No / AnanuTnyeckuii otuer Ne : 890001740030

Batch Quantity /700000 Tablets
Obbem cepun:

700000 TabaeTox

Date of Analysis / lata anannza: 27/05/2024

Date of Manufacture / JlaTta npoussoacrea : 02/2024

Date of Expiry / Cpok rognoctu : 01/2026

A

nalysis performed according ND / Ananns nposeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

LI/BM. Ne | ot 29.06.2023
6 [Residual Solvents content/ | 1034 pg/tab / 1034 mxr Ha Tabnetky |Isopropanol — not more than 1379 ug per N
OcTtaTounble oprannyeckHe tablet / MIzomponanon — ve 6onee
pacTBOpHTEH 1379 Mkr Ha TabneTky
7 |Uniformity of dosage units / 5.5/5,5 Aceptance value (AV) should be not more|
Opnopoasocrs than 15.0. / Tlokazatens npuemieMocTy
NO3HPOBAHMSA (AV) nomxkeH 6b1Tb He 6onee 15,0.

Microbial purity / MukpoGuosiornyeckas YHCTOTa

a) Total aerobic microbial
count / Obiee uucio
a3poOHBIX MHKPOOPraHU3MOB

mould count / Obuee uncno
JIPONOKEBBIX U MJIECHEBBIX
rpubos

b) Total combined yeasts_a_na_ o

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

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

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

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

c) E.coli

Absentin 1g/
OrcyTcTBYET B IT

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

9 |Assay / KoaunuecrBeHHOe 9.9 mg/9,9 mr
onpenenenue
10 [Packaging / YnakoBka 15 tablets in a (PVC/Al/PA) foil

/aluminum foil blister. 1 blister and
patient information leaflet in a carton

[ pack. / Tlo 15 Tabnetox B Gnuctepe

w3 (IIBX/AJITIA)  donern  /
antOMUHUEBOH donbry. Ilo
1 6nucrepy BMecTe € WHCTpYKLMEH
no NPHUMEHEHHIO B nayky
KapTOHHYIO.

9.0mg to 11.0mg of C;sH20N30:SNa
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per  tablet /
Or 9,0 mr go 11,0 mr C;sHooN3O3SNa
(pabenpason Hatpus) (ot 90 oo 110 % or
HOMMHANILHOTO COAepaHHs) B TabaeTke.

15tablets in a (PVC/AVY/PA) foil
/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetok B Onucrepe H3
(ITBX/AJI/TIA) donbru / anomMuHHEBOW
donbru. Ilo 1 unu 2 Gnucrepa BmecTe ¢
WHCTPYKLIMEH MO NPHUMEHEHHIO B Mauky
KapTOHHYIO.

11 |Labeling / MapxnpoBka

Complies as prescribed /

According to ND /

CooTBeTcTBYET TpebOBaHHIM

B coorBetcTBuu ¢ HJ{

Remarks : The Product confirms to ND/
IIpumeuanne: IlpoaykT cooTsetcTBYeT Tpedopanmsm HJI

L4

W}

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/

Ioarorosneno: @

Checked by
[posepeHo:

——

s

Approved by: Manager
Menepxep no odecneuenuo kKayecTa

L

Date/ Jlara: ,7&?05—-’3”?9/

Date/ /lara: 28"05~2,0%

Date/ Hara;
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

PageSof 5/ Crp. 5u3 5

Product : Razo, Enteric-coated tablets 10 mg
HponykT: Pa3o®, TabneTkn, noKphIThbie KHIIEYHOPACTBOPUMOIi 060J104K0i, 10 Mr

Batch No. / Cepus Ne : C2406464

Batch Quantity /700000 Tablets
Oo0bem cepun: 700000 Tabnerox

Analytical Report No / Ananntnuecknii oruer Ne : 890001740030

Date of Analysis / laTa ananuza: 27/05/2024

Date of Manufacture / Jlara npou3soacrsa : 02/2024

Date of Expiry / Cpok rogunocrn : 01/2026

usm. No 1 01 29.06.2023

Xn_alysis performed according ND / Anannz npoeaen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

XpaneHue

12 |Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Boile 25 °C.

13 |Shelf life / Cpok ronpnocTn 2 years / 2 roga

API name / naumenoBanue APC:

Rabeprazole sodium / Pabenpa3zon HaTpus

Homep cepun cy6etanuun npounssoantens I'JID:

INN /MHH: Rabeprazole / Pabenpa3on
API manufacturer batch number /

Howmep cepun npoussoautens ADC: SO 0EEST

FP Manufacturer API Batch number / FCQA02987

IIpouseoaurens A®C, cTpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India
J-p Pennu ¢ Jlaboparopuc JlIta., Unaus.

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykt cooreTcTBYeET TpeboBanuam HJ| v

Opinion : APPROVED
Sakmwouenne: OJOBPEHO

Prepared by/

INoaroToBneHo: %

Checked by ' >
HpOBepeHo:W

Approved by: Manager
Menemxep no o6ecnc'r:cm1m KadecTra
4 \

———

Date/ [laTa: 2 fs‘(ﬂb: 207y

Date/ Jlara: D25~ Lo%

Date/ [lara:




