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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

~Pagelof6/Cr >2.1m36

Product ; Razo, Enteric-coated tablets 20 mg
Ipoayxr: Pazo®, Ta01eTKH, HOKPbITbIE KNIIEYHOPACTBOPUMOH obosoukoii, 20 mr

Batch No./ Cepus Ne : C2400821

Batch Quantity /
O61em cepun:

1500000 Tablets
1500000 Ta6serok

Anal\g;i_c__al Report No / Ananntuueckuii oryer Ne : 890001715734
Date of Manufacture / Jlata npon3Bojcrsa : 12/2023

Date of Analysis / lara anannsa_:___3_1/01/2024

Date of Expiry / Cpox rognoctn : 11/2025

usm. Ne 1 o1 29.06.2023

Analy;s performed according ND / Anasus nposenen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 / |

a _Tegt / TlokasaTenb

Result / PesyabTaThl

Specification / H0p_M3

- =z

D_Es_cription / Onncanue

Round, biconve_x, light yellow coated

tablets with red ink imprinted «RB20»

on the one side. The cross section is
the core white. / Kpyrnbie,
JBOSIKOBBITYKJIbIE TabIETKH,
MIOKPBIThIE 000JIOUKOH CBETIO-
JKEJITOTO 1IBETA, C MAPKUPOBKOH
kpacHoro 1pera «RB20» Ha ogHOH
cropoHe. Ha nonepeunom pazpese
anpo Genoro upera.

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrible, OBOAKOBBINYyKJIble Tabierkwu,
NOKpbITHIE 060NOYKON OT CBETIIO-KEITOro
70 OSKENITOr0 LBeTa C MAapKHPOBKOM
kpacHoro uBera «RB20» wna opHo#
cropoHe. Ha nonepe4yHom paspese sapo OT
©enoro 10 moutH 0enoro 1BETA.

2 |Identification By HPLC /
Hopnmuunocrs BIKX

Complies as prescribed/
CooTBeTCTBYET

3 | Average weight of coated
tablets / Cpeansis macca
TabseTox

206.79 mg /206,79 mr

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 ynep:KMBaHMSI OCHOBHOTO
n¥ka Ha XpoMaTrorpaMme HCNbITyeMOro
pacTBopa  JOJDKHO  COOTBETCTBOBATh
BPEMEHH YIEPXKMBAHUS OCHOBHOTO MHUKA
Ha XpoMaTorpaMme pacTBopa
cranaaptHoro  ofbpasna  pabemnpazona
HaTpUst (paznen «KonnuectseHHoe
oTnpeneNeHue»).

212.68 mg+ 5 % (202.05-22331 mg)/
212,68 Mr£ 5 % (ot 202,05 mr 10
223,31 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorercTByeT TpeboBanusam HJL

Opinion : APPROVED
3akmouenne: ONOBPEHO

Prepared by/ Checked by Approved by: Manager
IToarorosneHo: @ IlpoBepeHo: L@ Menekep no obecrneyeHnIo Ka4ecTsa
Date/ [ara: 2/‘7”2024/ Date/ Jlara: 2\!‘0’ r«').@Uz’ Date/ Jlara: 20| 1Y
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Page 2 of 6/ (_’.'111__ 2u36

Product ; Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3zo®, Ta61eTKH, NOKPHITbIE KHIIEYHOPACTBOPHMOji 060/104K0i, 20 Mr

Batch No. / Cepus Ne : C2400821

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 ~aguerox

Analyﬂcﬁ Report No / Anajurnuecknii oruer No : 890001715734

Date of Analysis / JlaTa aﬂa.lmsa:_;l&]/z(_)z?

Date of Manufacture / lara npousBoacrsa : 12/2023

Date of Expiry / Cpox rogHocTn @ 11/2025

Analysis performed according ND / Anann3s nposeanen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /
usm. Ne 1 ot 29.06.2023

Ne

Test / Ilokazarean

Result / Pe3yabTaTthl

Specification / Hopma

4

Dissolution / PacTBopenne

Unit-1/Eaunnua-1 1% In 0.1 M hydrochloric acid solution — not

- = ——|more than 10 % of CI8H20N303SNa
Unft ZE T2 (e _|(Rabeprazole sodium) label claim in 2 h. /
Unit-3/Epynuna-3 0% B 0,1 M pacTBope XJIOPHCTOBOAOPOAHOM
Unit-4/Ennnvna-4 0% KUCJIOTh — He  Oonee 10% ot

: ___|HOMHHAJIBHOTO coiepIKaHHsl
Unit-5/Ennnnna-5 1% CisH2N3O3SNa  (pabenpasosia  HaTpus)
Unit-6/Eannnua-6 0% |Hepes 2 v

Average / Cpenn. 3Hauenue: 0 %

In buffer solution pH 8.0 — not less than 75

% (Q) of C18H20N30O3SNa (Rabeprazole
sodium) label claim in 60 min. / B

OydepHom pacteope pH 8,0 — He menee
75 % (Q) OT HOMHHAJBHOIO COAEPIKAHMUS

CisH2oN3O38Na  (pabenpazosia  HaTpHs)
yepe3 60 MUH.

| Unit- mELu/lHnua-l 96%
Unit-2/Enunnna-2 93%
Unit-3/Epynnna-3 92%
Unit-4/Ennuuna-4 94%
Unit-S/—E;mHMua-S 1 95% |
Unit-6/EpuHniia-6 97%

Average / CpenH. 3Hauenue: 95 %

Related substances by HPLC

/ Poacreennbie npumecn, BIYKX

Ra_beprazole N-oxide /
Pabenpazona N-okcup

Below LOQ (LOQ =0.022 %) / Huxe
npenena KOJINYECTBEHHOTO
onpenenenus (11KO = 0,022 %)

kabeprazole Sulfone /
Pabenpazosna cynbhon

l_labeprazole Methoxy analog /
Pabenpasona MeTokcH aHasor

0.10%/0,10%

Not detected / He obnapyskeHa

Rabeprazole Chloro analog /

Not detected / He 0GHapyKeHa

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

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoayxr coorercTByet Tpebosanusam HJL

Opinion : APPROVED
3akmouenne: O{OBPEHO

Prepared by/

[MoaroToBfAeHO; %

Checked by
IIpoBepeHo:

Approved by: Manager
Menemkep o obecrieueHHIo KauecTsa

S —

1=

Date/ Jlara:
21 vo) -/},70247/

Date/ [lara: 3‘ rO'rwl/]

Date/ [lara: thO,\QOW
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 3 0f 6/ CTp. 313 6

Product : Razo, Enteric-coated tablets 20 mg
Iponykr: Pazo®, TabieTKH, NOKPbITbIE KHIIETHOPACTBOPUMO# 060104K0#, 20 Mr

Batch No. / Cepus Ne : C2400821

Batch Quantity /
O6beM cepun:

1500000 Tablets
1500000 Ta6aerox

An:ﬁ}:ﬁg—al Report No / Anaanrnyecknii oruer Ne : 890001715734

Date of Manufacture / Jata npousBoacrsa : 12/2023

Date of Analysis / lata aﬂaﬁ3a:_31/01/2024 '
Date of Expiry / Cpok ronnoctn : 11/2025

m3m. Ne1 ot 29.06.2023

Analysis pérformed according ND / Anaaus nposeaen no HJI: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /

Ne Test / Iloxazarens

Result / PesynbTaThl

Specification /Ep_ma

Pabenpa3zona xnopo ananor

Rabeprazole Sulphide /
Pabenpazona cynbdnn

Ra—beprazole Related
compound A / Pabenpa3zona
POACTBEHHAs! IpUMeECh A

Rabeprazole Related
compound C / PaGenpazona
poactBeHHas npuMecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / ITpumech npu
RRT 1,37 (macca m/z=310
WMKJ1a30.1)

Specified Impurity at

about RRT 1.51

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

OeHszumunazona ajayKr)

Individual unidentified
impurity/ Enuauunas
HenaeHTUdUIMpOBaHHas
npuMech

0.04%/0,04%

Not detected / ne obHapykeHa

Below LOD (LOD = 0.02 %) / Huxe
npeaena  obuapyxkenus  (I10
0,02 %)

0.04%/0,04%

Not detected / He o6Hapy>keHa

Below BDL (BDL= 0.1 %) / Huxe
nopora perucrpauum (I1P =0,1 %)

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

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

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

'not more than 0.5% / e Gonee 0,5%

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

not more than 0.2% / »e 6onee 0,2%

Total impurities / Cymma
npuMeceit

0.2 %/0,2%

not more than 2.0% / ne 60ﬂee_2,0‘%

Remarks : The Product confirms to ND/
ITpumeuanne: [lpoayxr cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
Saxawuenne: OJOBPEHO

Prepared by/

IoaroToBneHo: @

Checked by

IIposepeno: Q/r@

Approved by: Manager
Menemxep no od0ecneueH o KauecTra

ro—

Date/ Jlara: 2] o ’79’

Date/ Jara: AR Y, BV

Date/ Jlara: L,_u 0] 0%y




ProdthTliizo, Enteric-coated tablets 20 mg
IIpoaykr: Pazo®, Ta6.1€TKH, NOKPHITbIE KHIIETHOPACTBOPUMOil 06010 KO, 20 mr

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIN3A

Page 4 0of 6/ (;'1_1)_,_4 6

Batch No. / Cepust Ne : 2400821

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 ~aéaerox

Analyi;g@p_ort No / Anaantnyecknii oruer Ne : 890001715734

Date of Manufacture / laTta npousBoacrsa : 12/2023

Date of Analysis / lara anannsa: 31/01/2024
Date of Expiry / Cpok roasocty : 11/2025

Analy;is_performed according ND / Ananus nposenen no HJ/I: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
u3m. Ne 1 ot 29.06.2023

Ne

Test / ITokaszarein

Result / PesyabTaThl

6

Residual Solvents content /
Ocrarouynbie OpraHuvecKne
PACTBOPUTEIN

Specification / Hopma

1407 pg/tab / 1407 MKr Ha TabneTky

Isopropanol — not more than 2621 1g per
tablet / MU3onponanon — He 6onee
2621 Mkr Ha TabneTky

Uniformity of dosage units /
OnanopoaHoCcTh
AO3MPOBAHMS

2.2/2,2

The acceptance value (AV) should be not
more than 15.0. / Iloxazartenn
npuemneMocti (AV) nomkeH ObiTh He
tonee 15,0.

Microbial purity / Mukpo0no

JIOTHUECKast THCTOTA

a) Total aerobic microbial
count / Oblee unMcno
adpOOHBIX MUKPOOPTaHH3MOB

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

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

?)PTota] combined yeasts and
mould count / Ob1ee uucno
JPOCKEBBIX U MIIECHEBBIX
rpuboB

¢) E. coli

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

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

Absentin 1g/
OtcyTcTBYET B 11

Shall be absent in 1g/

JlonHbl OTCYTCTBOBaTH B 1 I

Remarks : The Product confirms to ND/

Ipumeuanne: [IpogyKkT cOOTBETCTB

yet TpeboBanmnsam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ Checked by Approved by: Manager

IToaroroiieHo: [Mpoeepeno: MeHnexep no obecneyeHnIo KauecTBa
/‘ ‘&; =

Date/ J1ara: Date/ ara: Date/ Mara: {0\ 20

3101 -0 7 4

2oty




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIM3A

Page 5 of 6/ CT]]_ 5u36

Produfcﬂtjliazo, Enteric-coated tablets 20 n?

Ipoaykr: Pazo®, TabeTkyn, I0OKPbHITbIE KHILEUHOPACTBOPUMOii 000104K0i, 20 Mr

Batch No. / Cepns Ne : C2400821

Batch Quantity /
O06bem cepHu:

1500000 Tablets
1500000 Tasaerox

Date of Manufacture / JIara nponssojcrsa : 12/2023

Date of Analysis / Jlara ananusa :__31/61/2024_
Date of Expiry / Cpox rognoctn : 11/2025

Analysis performed according ND / Ananan3s nposegen no HJI: JIT1-002666-191022, amend Ne 1 dt 29.06.2023 /

n3m. Net or 29.06.2023

Ne Test / ITokazarean

Result / PesyabraTsl

Specification / Hopma

9 |Assay / KonnuecTBenHoe

19.7 mg/ 19,7 mr

18.0mg to 22.0 mg of CigHyN3;OsSNa|

oxipeaesieHne (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet /
Or 18,0 mr mo 22,0 mMr C;gHy)N3;O3;SNa
(pabenpazona Hatpus) (or 90 po 110 %
OT  HOMHHAJIBHOTO  COOEPkAaHUs) B
Tabnetke.
10 |Packaging / YnakoBka 15tablets in a (PVC/AI/PA) foil|15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Tlo 15 rabnerok B Onucrepe

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetok B Onucrepe u3

vz (TIBX/AJITIA)  donern /| (TIBX/AJIUTIA) donsru / amomMuHueBOM
aNIOMUHUEBOH donbru. ITo| donvru. Tlo 1 mam 2 Gancrepa BMecTe c
2 6nkcTepa BMECTE C WHCTpPYKIMCEH| HHCTPYKUMEH IO NPHMEHEHWIO B Mayvky
no PUMEHEHUIO B nayKky| KapTOHHYIO.
KapTOHHYIO.

11 |Labeling / Mapxknposka Complies as prescribed / According to ND /

B CooTBeTcTBYET TpeOOBAHUAM B cootetcTEuu ¢ HJ|
12 |Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Bbiwue 25 °C.
Xpanenue
13 |Shelf life / Cpok roanocTu 2 years / 2 ropa

Remarks : The Product confirms to

IIpumeuanne: [Ipoaykr coorseTcTBYET TpebGoBanMam HJI

ND/

Opinion : APPROVED
3aknouenne: OJOBPEHO

Prepared by/

Iloaroroeneno: %

Checked by
TlpoBepeHo:

P

Approved by: Manager
Menepkep o obecneyeHuo KauecTea

A

Date/ Jlara: 2] vol- ;W?Lr

Date/ lara: S‘POIW

Date/ Hara: 2.0l WY
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CEPTUOUKAT AHAJIN3A

Page 6 of 6/ Crp.6uz 6

[Product : Razo, Enteric-coated tablets 20 mg

Ipoaykr: Pazo®, Ta6/1eTky, NOKPLIThIE KNIEMHOPACTBOPUMOii 06010uK0i, 20 Mr

Batch No. / Cepust Ne : C2400821

Batch Quantity / 1500000 Tablets
Oo6bem cepuu: 1500000 Ta6aerox

Analytical Report No / Ananaurnuecknii oruer Ne : 890001715734 | Date of Analysis / lara ananmsa: 31/01/2024

u3M. Ne 1 o1 29.06.2023

Date of Manufacture / Java npoussoacrsa : 12/2023

Date of Expiry / Cpok rogsnoctn : 11/2025

Analysis performed according ND / Ananns nposenen no HJI: JI[1-002666-191022, amend Ne 1 dt29.06.2023 /

API name / naumenoBanne ADC:

Rabeprazole sodium / Pabenpaszon Hatpus

INN / MHH:

Rabeprazole / Pabernpazon

API manufacturer batch number /
Howmep cepun npoussoaurenst ADC:

ACQHO000080, ACPH004926

FP Manufacturer API Batch number /

API Manufactured by & country /
IlIponssoautens ADPC, ctpana:

Homep cepuu cyocTanunu nponspoautens I'JID:

FCQA00242, FCQA00243

Dr. Reddy's Laboratories Ltd., India
I-p Peanu’ ¢ JlabGoparopuc JIta., Uuansg.

Remarks : The Product confirms to ND/

IIpumeuanne: [lpoaykt cooTBeTcTBYET TpeboBannsm HJ|

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by/ Checked by

Tloarorosieno: @ TlpoBepeHo:

Approved by: Manager

Menempxkep no obecneveHHio KayecTsa
]

&

Date/ [laTa: 3101 -F0F ey Date/ Jlara:

y ,0( oL Date/ [laTa: 2] -0l 2™y




