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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Pagelof 6/Crp. 1136

Product : Razo, Enteric-coated tablets 20 mg
Hponykt: Pazo®, TabiaeTkn, NOKPbITbIe KHLIEYHOPACTBOPHMOii 000J10uK0H, 20 Mr

Batch No. / Cepus Ne : C2315839

Batch Quantity /
O6bem cepnu:

1500000 Tablets
1500000 Tadaerox

Analytical Report No / Asaaurnyecknii oruer Ne : 890001709197

Date of Analysis / /lara anannsza: 28/12/2023

Date of Manufacture / Jlata nponzsoacrtna : 11/2023

Date of Expiry / Cpox roanocrn : 10/2025

Analysis performed according ND / Ananns nposesnen no HJ/L: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

n3m. Ne 1 or 29

.06.2023

Ne

Test / Ilokazarenn

Result / PesyibTarsl

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. / Kpyrisie,
JIBOSIKOBBHIYKJIbIE TaOJICTKH,
TIOKPHIThIE 000JIOUKO CBETIO-
JKENITOTO 11BeTa, C MapKHUPOBKOH
kpacHoro ueeta «RB20» Ha ogHoM
cropoHe. Ha nonepeunom paspese
A1po Genoro uBera.

Gesioro usera.

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. /
Kpyrnble, aBosiKOBbINyKIble — TalseTky,
TIOKPbIThIE 000JIOUKOH OT CBETIO-KENTOrO
JIO KeNTOr0 IBeTa C MapKUPOBKOH
kpacHoro 1gera «RB20» mna oaHol
cTopoHe. Ha nonepeunom paszpese sapo or
Gesioro 10 oyTH Genoro uBeTa.

2 |Identificat

ion By HPLC/

Hopmmuaoers BAKX

Complies as prescribed/
CooTBeTcTBYET

The retention time of major peak in the
chromatogram of test solution should
correspond to the retention tume of major
peak in the chromatogram of Rabeprazole
sodium reference standard solution (section
Assay).// Bpems ynep>kuBaHWs OCHOBHOIO
nMKa Ha XpoMaTrorpamme HCIBITYeMOro
pacTBopa  JIOJDKHO  COOTBETCTBOBATb
BPEMCHU YJIEPIKUBAHUSI OCHOBHOMO MHKa
Ha XpoMaTorpaMme pacTBopa
cTanaaptTHoro  ofpaszua  padenpaszona
HaTpus (pazaen «KonuuecTBeHHOE
OTIpE/Ie/IEHHEY ).

3 | Average weight of coated

TA0JIETOK

tablets / Cpeanss macca

210.67 mg /210,67 mr

212.68 mg+£ 5% (202.05-223.31 mg)/
212,68 mr+ 5 % (o1 202,05 Mr no
223,31 mr)

4 |Dissolution / PacTBopenne Unit-1/Eannuua-1 0% In 0.1 M hydrochloric acid solution — not
Remarks : The Product confirms to ND/ Opinion : APPROVED

Hpumeuanue: [poaykr coorBeTctBYEF Tpebopanusm HJL 3axkmouenune: OJJOBPEHO

Prepared by/ %f@hecked by Approved by: Manager
Honromsneno% Ilposepeno: é@ MenepKep no obecneueHuIo KauecTna
Date/ Hara: tZ-O)-R20 22 Date/ Jlara: ) 3 cO1-200L Y Date/ [lara: \ G oY
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page2 of 6/ C1p.2 3 6

Product : Razo, Enteric-coated tablets 20 mg
Hpoayxr: Pazo®, TabneTky, NOKPHIThIe KHNIEYHOPACTBOPHMOIi 000104Ko0i, 20 Mr

Batch No. / Cepust Ne : C2315839

Batch Quantity /
O61em cepun:

1500000 Tablets
1500000 TadaeTok

Analytical Report No / Anannrnuecknii oruer Ne : 890001709197

Date of Analysis / JaTa anannza: 28/12/2023

Date of Manufacture / Jlata nponssoactsa : 11/2023

Date of Expiry / Cpok roagnoctu : 10/2025

Analysis performed according ND / Ananns nposenen no H/: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne | o1 29.06.2023

Ne Test / Ilokazarenan Result / PesyabTarsl Specification / Hopma
Unit-2/Ennnnna-2 0% more than 10 % of C18H20N303SNa
Unit-3/Eqnnnna3 20, (Rabeprazole sodium) label claim in 2 h. /
: B 0,1 M pacTBOpe XJIOpHCTOBOACPOAHON
Unit-4/Enunnua-4 0% KucaoTel  — He Gosmee  10% ot
Unit-5/Equnnna-5 0% HOMHHAJNBHOTO colieprKaHusL
CigH20N303SNa  (paGenpazona  HaTpus)
Unit-6/Enunnna-6 0% yepes 2 u.
Average / Cpenn. 3nauenne: 0 %
Unit-1/Epnnnua-1 87% In buffer solution pH 8.0 — not less than 75
p
: - % (Q) of C18H20N30O3SNa (Rabeprazole
Unit-2/Enunmua-2 93% sodium) label claim in 60 min. / B
- oydeprom pacteope pH 8,0 — He menee
- — - 0
Unit-3/Emannna-3 2% 75 % (QQ) OT HOMMHAJILHOIO COJECPIKaHUs
Unit-4/Emunnia-4 88% CisH20N303SNa  (pabenpazona  HaTpus)
- yepes 60 MuH.
Unit-5/Eqyununa-5 91%
Unit-6/Epununa-6 92%
Average / Cpenn. 3Hadenue: 91 %
5 |Related substances by HPLC / PoacTBennnle npumecn, BIIKX
Rabeprazole N-oxide / Below LOQ (LOQ = 0.022 %) / Huke|NOt more than 0.5% / ve 6onee 0,5%
Pabenpasona N-okena npeaena KOJIMUECTBEHHOTO
onpeaenenus (I1KO = 0,022 %)
Rabeprazole Sulfone / 0.08%/0.08% not more than 0.5% / ne 6onee 0,5%
PaGenpasona cynbhon ' ’
Rabeprazole Methoxy analog / Not detected / ne o6Hapysena not more than 0.5% / ne 6onee 0,5%
PaGenpasona MeTOKCH aHanor
Not detected / He obHapyxkeHa
Rabeprazole Chloro analog / not more than 0.5% / ne 6onee 0,5%
Pabenpazona xJiopo aHanor

Remarks : The Product confirms to ND/

Opinion : APPROVED
3akawouenne: OJJOBPEHO

Hpnmeuanne: Hpoaykr coorserctpyer Tpebosanusm HI
( Checked by

Prepared by/
Tlonrorosneno: {

‘o

IpopepeHo:

Approved by: Manager
Menempkep no obecnedeHnto KauecTsa
S

Date/ Jlata:

13-0) - Qo ) 4

Date/ Jlara: 12 e O 20LY

Date/ Hara: 1.2 0] -R0%Y
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTUOPHNKAT AHAJIM3A

Page 3 0of6/Crp.3 n36

Product : Razo, Enteric-coated tablets 20 mg
Ipoaykr: Pazo®, TabjieTKH, HOKPHITHIE KHIIEUHOPACTBOPHMOI 060J104K0¥H, 20 Mr

Batch No. / Cepus Ne : C2315839 Batch Quantity / 1500000 Tablets
O6bem cepuu: 1500000 Tadaerox

Analytical Report No / Anajnruueckuii oruer Ne : 890001709197 |Date of Analysis / lata anannza: 28/12/2023

Date of Manufacture / /lata npoussoacrsa : 11/2023 Date of Expiry / Cpox rognoctn : 10/2025

Analysis performed according ND / Ananus nposeaen no HJL: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /
usM. Ne 1 ot 29.06.2023

No Test / Ilokazarenn Result / PesynbraTh! Specification / Hopma
Rabeprazole Sulphide / Below LOQ (LOQ = 0.027 %) / Huske |0t more than 0.5% / ne 6onee 0,5%
Pabenpazona cynbgun npeaena KOJMYECTBEHHOTO

onpenenenus (KO = 0,027 %)

Rabeprazole Related not more than 0.5% / ne 6onee 0,5%
compound A / PaGenpasona Not detected / ne obHapykeHa

POJICTBEHHAs TPUMECH A

Rabeprazole Related Below LOD (LOD = 0.02 %) / Huxe|not more than 0.5% / ne 6onee 0,5%
compound C / Pabenpaszona |npenena  obuapyxenns (IO =
poacteeHHas rnpumech C 0,02 %)

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

about RRT 1.37
(Mass m/z=310 0.02%/0,02%
Imidazole) / Ilpumecs npu
RRT 1,37 (macca m/z=310
UMH1a3071)

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

about RRT 1.51

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

OeH3MMKAa30s1a aAnyKT)

Not detected / ne obnapyxeHa

Individual unidentified 3 . not more than 0.2% / ne 6onee 0,2%
impurity/ Eannuunas Below BDL (BDL= 0.1 %) / Huxe

o~ D — 0,
HEMIEHTHHLIMPOBAHHAS nopora perucrpauuu (I1P =0,1 %)

npumecs
Total impurities / Cymma 0.1 %/0,1% not more than 2.0% / ne 6onee 2,0%
rpuMeceit

Remarks : The Product confirms to ND/ Opinion : APPROVED

Hpumeuanue: Ilpoayxr coorserepeeT Tpedosanusm HJL 3akmouenne: OJOBPEHO

Prepared by/ ﬁ’// Checked by N Approved by: Manager
HOIII‘OTOBHGHOW Iposepeno: l«@ Menempxep no obecrneyeHuIo KauecTsa

S‘/”

Date/ lata: 221~ Q0 Date/ Jlara: 172 1202 W Date/ Jlara: o Q) RO
F01-9027 »
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Page4 of 6/ Crp. 4136

Product : Razo, Enteric-coated tablets 20 mg
Hponyxr: Pazo®, TabneTKkH, NOKPLITbIe KHIIEYHOPACTBOPHUMOii 060J101K0i, 20 Mr

Batch No. / Cepust Ne : C2315839

Batch Quantity /
O0nem cepun:

1500000 Tablets
1500000 Tradaerox

Analytical Report No / Ananurnueckuii oruer Ne : 890001709197

Date of Analysis / JlaTa anajnsa: 28/12/2023

Date of Manufacture / Jlata nponssoacrsa : 11/2023

Date of Expiry / Cpox ronnoctn : 10/2025

Analysis performed according ND / Ananns nposenen o HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /

u3Mm. Ne 1 o1 29.06.2023

Ne Test / IToxaszarenn

Result / PesynsTaTsl

Specification / Hopma

6 |Residual Solvents content /
Ocrarounble opraHuvecKue
pacTBopHuTeaH

1718 pg/tab / 1718 mxr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / Mzonponanon — He foJee
2621 Mkr Ha Tabnerky

7 |Uniformity of dosage units /
OnanoponnocTs
A03HPOBaAHUS

4.8/4,8

The acceptance value (AV) should be not
more  than  15.0. /  Ilokazarens
npuemneMoctit (AV) nomkeH ObiTb He
bonee 15,0.

8 |Microbial purity / Mukpo6noaoruieckas Y1ncToTa

a) Total aerobic microbial
count / Ob1ee uncno
aspOOHBIX MUKPOOPIaHU3MOB

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

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

b) Total combined yeasts and
mould count / Obuiee uncio
JPONCKEBBIX M MIICCHEBBIX
rpuboB

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

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

¢) E. coli

Absent in lg/
OtcytetByer B I

Shall be absent in 1g/
Jlomxnbl oTcyTeTBOBATL B 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: Ipoaykr coorsercrgRr Tpebosanusm HJL

Opinion : APPROVED
3akmouenne: OJJOGPEHO

Prepared by/ /f/ “Checked by Approved by: Manager

[loarorosnexo: . / ' [Tporepeno: L@ Menemxep no obecnedyeHHIo KauecTna
V

Date/ Hara: | %0 f ,.2 0% Date/ Jara: 13, O\ — 20U Date/ Hara: '3 ».—01 ALY
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Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page Sof 6/ Crp.5Su3 6

Product : Razo, Enteric-coated tablets 20 mg
[poayxr: Pazo®, tabaeTkH, NOKPBITbIe KHIIEYHOPACTBOPUMOIi 006010UKOIi, 20 MI

Batch No./ Cepusa Ne : C2315839

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tabaerok

Analytical Report No / Anaautnueckuii oruer Ne : 890001709197

Date of Analysis / /laTta ananuza: 28/12/2023

Date of Manufacture / lata npous

Boacrsa : 11/2023

Date of Expiry / Cpox ronnoctu : 10/2025

Analysis performed according ND / Ananus nposexen no HJI: JITT1-002666-191022, amend Ne 1 dt 29.06.2023 /

u3M. Ne 1 o1 29.06.2023

Ne Test / Hoxazarenn Result / PesyabTaTsi Specification / Hopma
9 |Assay / KonnuecTBeHHOE 199 mg/ 19,9 mr 18.0 mg to 22.0 mg of CigH»N303SNa
onpejesenne (Rabeprazole sodium) (90 to 110 % of the
labeled amount) per  tablet /
Ot 18,0 mr go 22,0 mr C;sHaN3O3SNa
(paGenpazona HaTpus) (ot 90 mo 110 %
OT  HOMHHAJBHOTO  CONCP)KaHMA) B
TabJieTKe.
10 |Packaging / ¥Ynakoeka 15 tablets 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. / Ilo 15 tabnerok B Gnucrepe
w3  ([IBX/AJUVITA)  donern  /
ATIOMHHHEBON donbry. ITo
2 6iicrepa BMecTe € MHCTPYKLHMEH

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Ylo 15 Tabnerox B Onucrepe w3
(IBX/AJ/TTA) donbru / amomunuesoi
¢doapru. [lo 1 nam 2 Onucrepa BMmecTe ¢
MHCTPYKLMEH 110 NPUMEHEHHIO B TauKy

no NPHMEHEHHIO B NayuKy | KAPTOHHYIO.
KapTOHHYIO.
11 |Labeling / MapxupoBka Complies as prescribed / According to ND /
CootrsercTByeT TpeboBaHUSIM B coorserctaun ¢ HJ
12 |Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Bbiue 25 °C.
Xpanenne
13 {Shelf life / Cpoxk roanocTn 2 years /2 rona

Remarks : The Product confirms to
Ipumeuanne: poaykT cooTBETET

ND/
T TpeboBanusm HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by/
[loarorosieno:

“Checked by 4{@

Approved by: Manager
Menejpkep 1o obecrneyeHuo KauecTna
3

Date/ Jara: 13- Q024

IlposepeHo:
Date/ Mara: 13 -0\« 21-02 U4

Date/ Jara: |50y SNy
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

Page 6 of 6 / CTp. 6 13 6

Product : Razo, Enteric-coated tablets 20 mg
Mpoayxr: Pa3zo®, TabneTkn, NOKPHITbIE KHIIEYHOPACTBOPHMOIi 0607104K0iH, 20 Mr

Batch No. / Cepus No : C2315839

Batch Quantity /
Ob6mem cepun:

1560000 Tablets

Analytical Report No / Auaaurnyeckuii oryer Ne : §90001709197

Date of Manufacture / Jlara npouzBoactsa : 11/2023

usMm. Ne 1 ot 29.06.2023

API name / nanmenoBanue APC:

Rabeprazole sodium / Pabenpazon HaTtpus

INN / MHH:

Rabeprazole / PaGenpazon

API manufacturer batch number /
Homep cepuu npouspoantenss ADC:

ACQH000023, ACQH000025

FP Manufacturer API Batch number /
Homep cepuu cy6eranuun nponssoautens I'JIO:

FCQA00239,FCQA00240

Hponssogureas APC, crpana:

APl Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c JlaGopartopuc Jita., Mnaus.

Remarks : The Product confirms to ND/
et Tpebopanusam HJ|

Hpumeuanue: [Ipoaykr cooteTefd

Opinion : APPROVED
3axarouenne: OJJOBPEHO

Prepared by/ 2
Honrmomwo:?

Checked by
ITposepeno:

WD

Approved by: Manager
Menemkep no obecrneueHmio KayecTna

3/’

Date/ Hdara: )Z0)-9 0924

Date/ [ara:

1301202

Date/ [lata: V3 0\ SOy

1500000 Tabaerox

Date of Analysis / /lara anaymza: 28/12/2023
Date of Expiry / Cpok rognocrn : 10/2025

Analysis performed according ND / Ananus nposenen no HJL: JII1-002666-191022, amend Ne 1 dt 29.06.2023 /






