Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Page 1 of S/ Crp. 1 u3 5

Batch No./ Cepust Ne : C2301072

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pa3o®, TabjeTkn, NOKPLIThIe KHIIEYHOPACTBOPHMOii 060J04K0i, 20 Mr
Batch Quantity /
O6bem cepnu:

1500000 Tablets
1500000 T_a_ﬁ_ne]"ox

gﬂalytical Report No / Anaantnuecknii oruer Ne : 890001647691

Date of Manufacture / lara nponssoacrsa : 12/2022

Date of Analysis / Jlata ananmsa: 25/02/2023|
Date of Expiry / Cpox rognoctn :  11/2025

Analysis _performe;l accor(ﬁng ND / Ananus nposenen no HJI: JI1-002666-191022

Ne

Test / IToxazaTein

Result / PezyabTarsi

Specification / Hopma

1 [Description / Onucanue

Round, biconvex, light yellow
coated tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrnwbie,
NBOSIKOBBINYKJIble TAabAETKH,
FIOKPBIThIE 060I0UKOH CBETNO-
XKEJITOTO UBETA, C MAPKUPOBKOM
kpacHoro useta «RB20» na ogHon
cropone. Ha nonepeunom paspese
anpo 6enoro ugera.

2 |Identification By HPLC /
| Homnnnnocers BIXKX

Round, biconvex, light yellow to )Tellow— "
coated tablets with red ink imprinted «RB20»
on the one side. The cross section is the core
from white to off-white. / Kpyrasie,
JIBOSIKOBBITYKJIbl€ TAOJIETKU, TOKPbLITHIE
000J1I04KOM OT CBETIO-KEATOTO A0 KENTOr0
1BETa ¢ MAPKUPOBKOI KpacHOTo LBETa
«RB20» na oanoii ctopone. Ha nomnepeunom
paszpese aApo oT 6enoro 10 NouTH 6enoro
LBETA.

Complies as prescribed/
CootBercTBYET

The retention time of the major peak in the
chromatogram of the test preparation should
correspond to the retention time of the main
peak in the chromatogram of Rabeprazole
sodium standard preparation (section Assay).
/
Bpems yaepkMBaHHMS OCHOBHOIO THKa Ha
XpomarorpamMme  HCNLITYEMOro  pacTBopa
JO/KHO COOTBETCTBOBATD BpEMEHU
yaepXHUBaHKs OCHOBHOTO nuKa Ha
Xpomatorpamme — pacTBOpa  CraHAapTHONO
obpasua pabernpazona  natpus  (pasjaen
«KonnuectBeHHOe onpeaeneHues).

3 | Average weight of coated
tablets / Cpeanss macca
TabNeToR

21312 mg /213,12 mr

212.68 mg+ 5% (202.05 -223.31 mg)/
212,68 mr£ 5 % (o1 202,05 mr po
223,31 mr)

Remarks : The Product confirms to ND/
Mpumeuanne: Hpoaykr cootBerctsyer tpebosanuam HJ|

Opinion : APPROVED
3akmouenune: OJJOGPEHO

Prepared by/

v, V4
ﬂouromsneno:(iw

Checked by
ITposepeHo:

Approved by: Manager
:BH'L’,'[}I\‘L‘P 110 0DECTIeUCHUIO KaluecTB:)

Ro-L A

Date/ lava:  pQ~p. PO ]2

Date/ Jara:

25~ 02- 2003

Date/ Hara: 9_%(@2’_2’02&
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CEPTUPUKAT AHAJIU3A

Product : Razo, Enteric-coated tablets 20 mg

Page 2 of 5/Crp. 2 w3 5 .

Batch No. / Cepun Ne : C2301072

Analytical Report No / Anasnrnueckuii oruer Ne : 890001647691

IpoayxTt: Pazo®, TabieTki, NOKPHLIThIE KHMWIETHOPACTBOPUMOIi 06010uK0iE, 20 Mr

1500000 Tablets |
1500000 Ta_@JIGIOK

Batch Q_uantity /
O6bem cepun:

|Date of Analysis / /laTa anaanza: 25/02/205._

Date of Manufacture / lara nponzsoacrpa : 12/2022

11/2025

Date of Expiry / Cpox ropnocrs :

Analysis performed according ND / Auanu3s nposesen no H/L: JII1-002666-191022

4 |Dissolution / PacTBopenue

In 0.1M hydrochloric acid solution — not|
—Imore than 10% of the labeled amount of
CisH20N3O3SNa  (Rabeprazole sodium) is

dissolved in 2 hours. / B 0,1 M pactsope
| XJIOPUCTOBOIOPOJIHOH KHUCIOTB — ne Gonee
10 % OT HOMMHAILHOIO COEpPIKAHUA

CisH20N303SNa (pabenpasona HaTpus) uepes

Unit-1/Eaununua-1 6%
| Unit-2/Epunmia-2 | 8%
Unit-3/Eguruna-3 7%
 Unit-4/Egunvoa-4 | 6% |
Unit-5/Eaununa-5 4%
Unit-6/Enununa-6 4%

_/_\verage / Cpean. 3nauenue: 6%

2 u.

In buffer solution pH 8.0 — not less than 75%
(Q) of the labeled amount of CisH20N303SNa
(Rabeprazole sodium) is dissolved in
160 minutes. / B 6ydeprom pacteope pH 8,0
— He MeHee 75 % (Q) or HOMMHANLHOMO
coaepxkanus CisHaoN3O3SNa  (pabenpazona
natpus) uepes 60 mMuil.

Uni‘[_—l/Eummua—l | 91%
Unit-2/Epuunna-2 | 93%
~ Unit-3/Eannnia-3 94%

" Unit-4/Eannnna-4 91%

‘ Unit-5/Eanuanuna-5 93%
Unit-6/Eannnua-6 90%

Average / Cpenn. snauenue: 92% ‘

5 |Related substances by HPLC / PoacTBennbic npumcen, BOYKX

Rabeprazole N-oxide /
PabGenpasona N-okcup

Rabeprazole Sulfone /
Pabenpazona cynbhon

Rabeprazole Methoxy
analogue / Pabenpasona
METOKCH aHasior

0.09%/0,09%

Less than LOQ (LOQ: 0.022 %)/
Huxe Hpeaeid KOJIHUYeCI BEHHOI O
onpeaenenus (I[KO: 0,022%)

Not detected / ne oOnapysxeta

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

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

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

Remarks : The Product confirms to ND/

Hpumeuanne: [1poaykr coorsercTByeT Tpeboparvism HJ|

Prepared by/ 12

2
[ToaroTosneno: _‘p"@ia;}
&

Checked by

ﬂpOBepeHo:@ /_/

Opinion : APPROVED
Jakmwuenue: OJOBPEHO

Approved by: Manager

N]el]c,‘l}[ﬂfp l.l U6UCI_|('."|C[]”[0 KavecTBa

Date/ JlaTa: 2Z-cD )0 /\%

Date/ Jlata®™
LG —COD — 2222

Date/ Jlata: 20272022
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Product : Razo, Enteric-coated tablets 20 mg
IMpoayxT: Pazo®, TabneTku, NOKPLIThIE KHUIEYHOPACTBOPHMOH 00010uK0H, 20 Mr

Page3 of S5/ Crp. 3 3 5

Batch No. / Cepus Ne : C2301072 Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 TaGaerok |

Analytical Report No / Ananntuuecknii oruer Ne : 890001647691 |Date of Analysis / TaTa anannsa: 25/02/2023 |

Date of Manufacture / [lata nponzsoacra : 12/2022 Date of Expiry / Cpox rognocrn :  11/2025

Analysis performed according ND / Auanns nposeaen no HJI: JIT1-002666-191022

Rabeprazole Chloro ana_lo_g;e_ Not detected / e OGEpymeHa not more than 0.5% / ne 6onee 0,5 %
/ Pabenpasona xjopo aHanor

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

o 4]
Pabenpasona cynbin Less than LOQ (LOQ: 0.027 %)/

Hwke npenena KoAMUECTBEHHOrO
onpeaenenus ([1KO: 0,027%)

Rabeprazole Related Inot more than 0.5% / He 6onee 0,5 %
compound A / Pabenpazona Not detected / He oOHapyskena

POJICTBEHHAs IpuMech A

Rabeprazole Related Below LOD (LOD: 0.02%)/ not more than 0.5% / He 6onee 0,5 %
C(())mpound C/ Pa6enpaéona Huxe npenena oGHapysxeHus
POJICTBEHHAs TIPUMECH :(FIO 0,02 %)

i |
Specified Impurity at not more than 0.5% / ue 6onee 0,5 %
about RRT 1.37 0.01%/0,01%

(Mass m/z=310
Imidazole) / Ilpumeck npu
RRT 1,37 (macca m/z=310
WMMH/1330J1)

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

about RRT 1.51
(Mass m/z=458 Benzo Not detected / He oOHapyskeHa

imidazole adduct) / Ilpumecs
npu RRT 1,51 (macca
m/z=458

OeHzrmMmMaazona aulyKT)

Remarks : The Product confirms to ND/ Opinion : APPROVED
Ilpnmeuanne: Ipoaykt cooTBeTcTBYET TpedoRatuam HJL 3akaouenne: OJOBPEHO
Prepared by/ o Checked by Approved by: Manager
[loarotorneno: _& ;;7‘:),0 IlpoeepeHo: ()) Meneprep 110 u{iccncl_lgllnm Kavecrsa
i = Rari oty
Date/ [ara: 2D 90D 22 Date/ Jlata~ Date/ Jlara:
0200 203 2 o2 0273




Dr.Reddy’s ":'.

[Product : ilazo, Enteric-coated tab

Batch No./ Cepns Ne : C2301072

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

lets 20 mg

Ipoayxr: Pazo®, TabeTkn, OKPLITbIE KHINETHOPACTBOPAMOIi 000J1049K0i, 20 Mr

Paged4 of S/Crp. 4u35

[Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 Tagaerox

An_alytical Report No / Anannrnue

cknii oruer Ne : 890001647691

Date of Analysis / /lara ananusa: 25/02/2023 |

Date of Manufacture / Jlara npon3poacrea : 12/2022

Date of Expiry / Cpok rognocrn :  11/2025

Analysis performed according ND / AHanu3 nposenex no_H)I_: JII1-002666-191022

( Maximum unknown
individual impurity /
Envnuunas
HeHICHTUDULIMPOBAHHASA
npyUmech

BDL %/ perucrpauuu %

Total impurities / Cymma
npuMece

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

0.1%/0,1%

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

Residual Solvents content /
OcTtaTounsble oprannueckne
PACTBOPHUTE/IH

bl

7 |Uniformity of dosage units / ]
Onnopoanoctn
AO3HPOBAHNS

1721 pg/tab / 1721 mxr Ha TabneTky

4.3/4,3

Isopropanol — not more than 2621 ng per |
tablet / zonponaHon — He Gonee
2621 mxr na tabnerky

| The acceptance value (AV) should be not
more than 15.0. / Ilokazatens npuemnemoctu

(AV) nomxken ObiTb He Gonee 15,0. 1

a) Total aerobic microbial
count / O0tuee uucno
adpoOIILIX MHKPOOPTralIH3MOD

8 |Microbial limits / Mukpo6uonornueckas 9ucrora

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

b) Total combined yeasts and
mould count / O6uiee uncno
JPOACKEBBIX W MJIECHEBBIX
TpuooB

o) E. coli

‘Less than 10 CFU/g/
Menee 10 KOE/r

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

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

Absent in lg/
OtcyrcTByeT B I

Shall be absent in g/
JomxHbl oTcyTeTBOBaTL B | I

Ilpumeuanne: [TpoayKkT COOTBETCTB

Remarks : The Product confirms to ND/

yeT TpeboBanuam HJI

Opinion : APPROVED
3axaiouenne: OJOBPEHO

Prepared by/ o7

Checked by

ﬂposepeHo@ )

Approved by: Manager
MeHemKep no obeCHenennio KauecTsa

KoL e

[lonrorosneno:
Date/ Jlarta: 2 802,2/0&

Date/ Jlarta:

9% —02 — 9m23

Date/ ara: l%‘——o DAY e}
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_P?)du_ct_Razo, Enteric-coated tablets 20 mg
poayxr: Pa3o®, TabineTKH, HOKPLITbIE Knme-mopacTBOpumon o6on0uKoii, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIM3A

PageSof S/Crp. Suz 5

Batch No. / ( Cepna Ne : C2301072

_Analytical Report No / Anaantuyeckuii oruer No

Batch Quantlty /-
O61bem cepun:

1500000 Tablets
1500000 Ta 0JeTOK

: 890001647691

Date of Manufacture / laTa npou3Bo/icrsa :

12/2022

|Date of Analysis / laTa ananusa: 25/02/2023
Date of Expiry / Cpok roanoctu :

11/2025

Analysis performed according ND / Ananns nposenen no HJI: JIT1-002666-191022

18.0mg to 22.0mg of C;sHoN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr go 22,0 mr CisH;oN3;0O3SNa
(pabenpazona Hatpua) (ot 90 no 110 %
OT HOMUHANLHOTO coiep:kaHus) B TabrieTke.

15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. / Ilo 15
tabnerok B Onucrepe n3 (IIBX/AJI/TIA)
thonwru / antomunuesol donsru. Tlo 1 umm 2
Onuctepa BMecTe C HMHCTpyKuLuWeW no
MPUMEHEHHIO B NAYKY KapTOHHYIO.

According to ND /
B cootsercteuu ¢ HJT

At temperature below 25 °C. / Tlpu remneparype He Bbiwue 25 °C.,

9 |Assay / KonnuectBenHoe 19.5 mg/ 19,5 mr
onpe/eiaenme
10 |Packaging / Ynakoska 15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a
carton pack. / Tlo 15 Tabnerox B
Omicrepe U3 (TIBX/AJI/TIA)
donbru /  antoMUHHEBOH (HOSBTH.
Ilo 2 Gnucrepa BMECTE c
MHCIDYKUMEH MO NOPUMCHEHHIO B
MAUKY KAPTOHHYHO,
11 {Labeling / Mapkuponka Complies as prescribed /
CooTeeTcTBYET TpebGOBaHUAM
12 |Storage conditions /
Xpanenue
13 |Shelf life / Cpok roanocTn 3 years /3 rona

Remarks : The Product confirms to ND/

Hpumeuanne: lpoaykr coorperer

pyer Tpebosanusam HJI

Opinion : APPROVED
Zakawuenune: OJOBPEHO

Prepared by/
IlogroroBneno:

o=

“I Checked by

[lpoeepeHo:
N~

Approved by: Manager
Meteekep 1o o6c.u|u|u|u|u KatecTna

Pecstotd) Ronl (e

Date/ [ara:

P2&D~9022

Date/ Hara™
21

~2022
—

D b
ate/ Jlara: 0% 672022,




