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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Batch No. / Cepus Ne : C2111545

Product : Razo, Enteric coated tablets 20 mg
IIpoayxr: Pa3o®, TabsieTku, NOKPLITbIe KHIIEYHOPACTBOPUMOIi 060J10uK0i, 20 Mr
Batch Quantity /
B O61beM cepuu:

| Analytical Report No / Anaantnuecknii oruer Ne : 890001550810

Page1of S/Crp. 1mu35

1500000 Tablets
1500000 ragnerox

Date of Manufacture / Jlata npon3soactsa :09/2021

Date of Analysis / lata ananuza: 18/10/2021 '
Date of Expiry / Cpok roguoctu : 08/2024

Xnalysis performed acconing ND / Ananus HpOBe}JeH—ﬁO HJ: JIT1-002666-131120

Ne Test / lloxazates

Result / PezyabTaTsl

Specification / Hopma

1 |Description / Onucanue

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross

section is the core white. / Kpyrisie,

NBOSIKOBBITYKJIblE TaONETKHY,
NOKpbITbie 060J10YKOH OT CBETNO-
XKEJTOTO J10 )KEITOTO LIBETA €
MapKHpOBKOH KpacHOro 1iBeTa
«RB20» na opnoii ctopone. Ha
MONEPEUHOM pa3pese AApo MOYTH
Henoro Lgera.

2 |Identification By HPLC /

Complies as prescribed /

Round, biconvex, light S/e_llow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyrneie, nIBOAKOBBIYKIbIE  Tabnerkwu,
TIOKPBbITbIE 00O0JIOYKON OT CBET/IO-KENTOTO
IO OKENTOF0 LBeTa C  MapKHPOBKOH
«RB20» na onmHol

cropoHe. Ha nonepeunom paspese saapo ot

KpaCcHOro uBera

6enoro oo nout Genoro LBeTa.

The retention time of the major peak in the

TTopnunnocrs BOXKX

CoOoTBETCTBYET

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 ynepkusanus
OCHOBHOTO NMHKA Ha XpoMaTorpaMme
WCMBITYEMOTO pacTBOpa OMXKHO
COOTBETCTBOBATH BPEMEHH YACPIKHBAHMsI
OCHOBHOTO NMKa Ha XpOMaTorpaMmme
pacTBOpa cTaHaapTHOro obpasua
pabenpa3zona HaTpus (paznen
«Konnuecrsennoe onpeaeneHuner).

T

Average weight of coated
tablets / Cpeansis macea
TabneTok

Dissolution / PacTBopenue

202.41 mg /202,41 mr

1%

212.68 mg £ 5% (202.05 — 22331 mg) /
212,68 mr £ 5 % (or 202,05 mr no
223,31 Mr)

In 0.1M hydrochloric acid solution — not

Remarks : The Product confirms to ND/
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Dr.Reddy’s Q’:'.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Batch No./ Cepna Ne: C2111545

Product : Razo, Enteric coated tablets 20 mg
Npoayxr: Pa3o®, TabsieTkn, IOKPbIThIE KHIIETHOPACTBOPUMOIi 060104K0H, 20 Mr

Page2 of S/ Crp. 2 m3 5

Batch Quantity /

O6bem cepun: 1500000 radnerox

_Analytical Report No / AnannTudecknii oruer Ne : 890001550810

Date of Analysis / lata anannsa: 18/10/2021 '

Date of Manufacture / lata npon3soacta :09/2021

Date of Expiry / Cpok rognoctn : 08/2024

Rnalysis_performed according ND / Anain3s nposeneH 1o HJI: JIT1-002666-131120 B

1500000 Tablets

-Ng Test / IlokazaTeanb

Result / Pe3y.lleaTl>;

Specification / Hopma

Unit-2/Epununna-2 3% more than 10% of the labeled amount of
T Tem—— 1% CisH20N303SNa (Rabeprazole sodium) is
. dissolved in 2 hours. / B 0,1 M pacrBope
Unit-4/Epnnnna-4 T XJIOPUCTOBOJIOPOAHON KUCIOTLI — He Hosee
Unit-5/Equnnna-5 0% 10 % OT HOMMHAIBHOTO COJEpIKAHMA
Unit-6/Eaununia-6 0% Ci1sH20N303SNa (pa6enpa30na Hanl/Iﬂ)
—{uepe3 2 u.
" Unit-1/Eqnavua-1 | 94% In buffer solution pH 8.0 — not less than
S ) 92% 75% (Q) of the labeled amount of
i CisH20N303SNa (Rabeprazole sodium) is
Unit-3/Epunmna-3 p2 dissolved in 60 minutes. / B Oydepnom
Unit-4/Epunnia-4 93% pacteope pH 8,0 — He meHee 75 % (Q) ot
OUnit-5/EqnAnna=5 94% HOMMHANLHOTO COAEpIKaHUs
Unit-6/Eannmuact 539 CisH20N303SNa  (pabenpazona  HaTpus)

yepes 60 MUH.

|5 |Related substances by HPL.C / PoacTBennbie npumech, BOXKX

| E!)IIMe‘laHHe:_npOLl_;}/lST_COOTBC;I;‘C"

Remarks : The Product confirms to ND/_
veT TpeboBanusm HI

Opinion : APPROVED
3akatouenne: OJJOGPEHO

Prepared by/

[ louroromenoz@&l&%

Checked by

IMposepeno: (f\ﬁ) . 2

Approved by: Manager
MeHe pkep no odecHenennio KayecTsa
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Dr.Reddy’s ":'.

Ipoaykr: Pa3o®, TabeTKu, HOKPbITbIe KHIIEWHOPACTBOPHMO# 000,104K0ii, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page3 of S/Crp. 3 n3 5 -

Batch No. / Cepust Ne : C2111545

:_Analytical Igpo_rt No / Ananurugecxnii oruer No 3 f{90001 550810

Batch Quantity /
Oobem cepun:

1500000 Tablets
1500000 :raﬁ_ne'ro]c

Date of Manufacture / {ara nponszsoactna :09/2021

Date of Analysis / lara anaau3sa: 18/10/2021

Analysis performed according ND / Anaaus I]_pOB:’:[leH no HJI: JIT1-002666-131120

Date of Expiry / Cpok roanocru : 08/2024

Ne

Test / ITokazarean

Result / PesyabTarTsl

Specification / Hopma

Rabeprazole N-oxide /
Pabenpazona N-okcna

Rabeprazole Sulfone /
Pabenpasona cynsthon

Rabepra_one Methoxy analogue /
PaGelipasona MeToKkeH aHaor

Rabeprazole Chloro analogue /
Pabenpazona xiopo aHayor

Rabeprazole Sulphide /
Pabenpazona cynsdun

Maximum unknown individual
impurity / EqviHuuHas
HeWJIeHTHDUIIMPOBaHHAS
IpPUMECh

Below LOD(LOD=0.008%)/Hyxe
npeaena oOHapy)keHus
(T1O = 0,008 %)

0.07%/0,07%
Below LOD(LOD=0.01%)/Hnxe
npeuena oGHapyKxeHus
(I10 = 0,01 %)
Not detected / He obnapysxeHa
Less than LOQ (LOQ= 0.027 %)/

Hmuxe npenena konnuecTBeHHOro
onpeneneHus (ITKO= 0,027%)

0.02 % /0,02%

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

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

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

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

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

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

Total impurities / Cymma
npumeceit

Residual Solvents content /
Ocrarounbie opraHnmiecKue
pacTBOpHTEH

0.2% /0,2%

1116pg/tab/ 1116mkr Ha Ta6ne_T;<y 1

Uniformity of dosage units /
OanopogHOCTL A03HPOBAHNS

2.5/2,5

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

I[sopropanol — not more than 2621 pg per
tablet / M3sonponanon — He 6onee 2621 mkr
Ha TabneTky

The acceptance value (AV) should be not
more than 15.0. / [lokazaresib
npuemnemocti (AV) gomkeH ObITb He
donee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: [Npoaykt cooTreTgTBYET TpeboBaHuam HJI

| Opinion : APPROVED
3aknouenne: OJOBPEHO

Prepared by/
[toarorosneno:

W

Checked by
[1poBepeHw;

Approved by: Manager
Metieikep no odecneuenio KauecTra

Ppg@@j _R{j’"""--‘:— ﬂ_i?.f?

Date/ [lara:

19-to-2024

Date/ }laTa-:

g ~to~2021

Date/ [ara:

20-10-202




Product : R;zo, Enteric coated tablets 20 mg

Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page 4 of 5/Crp. 4u3 5

Ipoayxr: Pa3e®, TaG/ieTkH, NOKPLITHIE KHLIEYHOPACTBOPUMOii 060,104K0#, 20 Mr
Batch No. / Cepust Ne : C2111545

Analytlcal Report No / AnaauTnuecknii oTuer Ne :
Date of Manufacture / ara npoussoacrsa :09/2021

Batch Quantity /
O06bem cepnu:

1500000 Tablets
1500000 '_raﬁ_ue'r()K

890001550810

Date of Analysis / lata anannsa: 18/10/2021 |

Date of Expiry / Cpox ro;mocna 08/2024

Analysns performed accordmg ND / Anann3 nposefeH no Hll JIT1-002666-131120

[ Ne

Test / ITokazarean

Result / PesyabTarnl

Specification / Hopma

8

Microbial limits / Mukpo6uoJjiornueckasi MHCTOTA

a) Total aerobic microbial count /
Ob6uee yucno aspoOHBIX
MUKPOOPraHU3MOR

b) Total combined yeasts and
mould count / Obuiee yucno
JPONOKEBBIX W MIECHEBBIX MPHGOB

¢) E. coli

Assay / KonnuecTBeHHOE
onpejejienne

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

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

Absentin 1g/
OtcyTcTBYET B IT

19.9 mg/ 19,9 Mr

Not more than 1000 CFU/g/
He G6onee 1000 KOE/r

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

Shall be absent in 1g/
JlomKHEl OTCYTCTBOBAThL B | T

118.0mg to 22.0mg of CisHxN:0:SNa

(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr o 22,0 mr CigHoN303SNa
(pabenpazona Hatpus) (ot 90 no 110 %
OT  HOMHHAJILHOIO  COACpYKaHui) B
TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanne: [1poavkr coorsecTBYET TD€6OBaHHﬂM HJ

Opinion : APPROVED
3akarouenne: OJJOBPEHO

_4»_/0 Lo

L& ~to ~202f

Prepared by/ f /gﬂ Checked by Approved by: Manager
[MToarotoBneno Mpoeepenge?r o\ _—_ /2 Menesiep 1o obecrneuctmio K :tm.um
Date/ [laTa: Date/ Jlara: Date/ Mata:
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- Dr.Reddy’s qs* "'

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg
Ipoaykr: Pazo®, TabaeTKH, HOKPHITbIE KHIIEYHOPACTBOPUMOIi 060104K0H, 20 MI

Batch No. / Cepust Ne : C2111545

Analytlcal Report No / Ananurnyeckuii oraer Ne :

890001550810

Date of Manufacture / I[aTa nponzpoactaa :09/2021

Batch Quantity /
Oo6bem cepun: B
Date of Analysis / lara anann3a: 18/10/2021

Page S of S/ Crp. 5u3 5

1500000 Tablets |
1500000 ragserox

Date of Expiry / Cpok rognoctu : (08/2024

Analysis performed according ND / Anajin3 npoBeaex no HJI: JIT1-002666-131120

Ne Test / TlokasaTesnb

Result / Pesyabrarbi

10 [Packaging / YnakoBka

11 LaBeling / MapxkupoBka

12
13

Storage conditions / Xpanenue

Shelf life /
Cpok roanoctun

15tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerox B GaucTepe U3
(ITBX/AJITIA) ¢dbonbru /
AIIOMMHHEBOH donbru. Ilo
2 Gnucrepa BMeCTe C UHCTPYKUMEH 1O
TPHUMEHEHHIO B NaYKy KapTOHHYIO.

Specification / Hopma

15 or 30 tablets in HDPE bottles with
screw neck equipped with tamper-evident
membrane sealed with plastic screw caps
with liner, bag of desiccator (silica gel) and
polyester cotton swab. Each bottle and
patient information leaflet in a carton pack.
15 tablets in a (PVC/AI/PA) foil /aluminum
foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

Mo 15 unn 30 Ttabnetok B OaHkax u3
NOJINITHAEHA  BLICOKOM  TJIOTHOCTH €
BMHTOBOW  TOp/IOBMHOM,  CHabGXeHHbIX
MeMOpaHOHW 111 KOHTPOJIs  MEPBOTO
BCKPBITHS, YKYNOPEHHBIX IU1aCTHKOBBIMH
HaBUHUYMBAEMBIMH KpbILLIKAMH c
NpoKknaakoW M BIIOKEHMEM Takera ¢
BJIArONorioTUTENIeM  (CUJIMKarejap) |
TamnoHa u3 noanwdupHol Bathl. Kakaas
GaHka BMeCTe C  MHCTpPYKUMEH no
NPUMEHEHHIO B NauKy KapTOHHYIO.

o 15Tabnerok B  Onucrepe w3
(NMBX/AJVTTIA) donbru / anioMuHUEBOM
¢donbru. llo 1 uan 2 6ancrepa BMecTe ¢
MHCTPYKLMEH MO NpHMEHEHWIO B nauky
KApTOHHYIO.

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHNAM

According to ND /
|B cootsercTnn ¢ HJL

At temperature below 25 °C. / Tlpu Temnepatype e Bbitue 25 °C,

2 years (in bottles), 3 years ars (in bllsters).

/

2 rona (B 6aHkax), 3 rosa (B Gniucrepax).

| Remarks : The Product confirms to ND/
Ipumeuanue: [Mpoaykr coorsercygyer Tpebosannam HJJ

Opinion : APPROVED
Jaxkaiouenne: ONOBPEHO

Prepared by/
[NoaroTosneno:

’&'{
2
%W

Checked by

ﬂpOBepeHcU“.iﬁ\ 2
i

Date/ Hara:

t G-to-fo21

Date/ Hara: l‘? ~to~202(

Approved by: Manager
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