Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Pagelof 6/Crp. 1 13 6

Product: Razo, Enteric-coated tablets 20 mg
Ilpoaykr: Pazo®, radneTkn, noXphiThie KHIIEMHOPACTBOPHUMOIi 06010uK0H, 20 MI

Batch No. / Cepusa Ne : C2313075

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 Taonerox

Analytical Report No / AHanuTn4uecknii oryet Ne : §90001698040

Date of Analysis / lara ananusa: 31/10/2023

Date of Manufacture / lara npoussoacrsa : 08/2023

Date of Expiry / Cpok rognoctu : 07/2026

Analysis performed according ND / Ananns nposeaen no HJI: JII1-002666-191022

Ne Test / Iloka3zaTenn

Result / PesyabTaTbl

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. / Kpyrnbie,
JIBOSIKOBBIMTYKJIblE TabJETKH,
TIOKpBITHIE 000JI0UKOH CBETIO-
JKEJITOro 1IBETa, C MapPKUPOBKOH
KpacHoro 1BeTa «RB20» Ha ogHol
cropoHe. Ha nonepeuHom paspese
aapo 6enoro 1BeTa

Round, biconvex, light yellow to yellow-
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
i1s the core from white to off-white. /
Kpyrnble, [OBOSKOBBIMyKJIble TableTkw,
MOKpPbITble 000NOYKOH OT CBETIIO-XKEJITOTO
N0 OKENTOro 1B€Ta C MapKUPOBKOM
kpacHoro upeta «RB20» mnHa onHoit
cTopoHe. Ha nonepeunom paspeze s1apo oT
Oenoro no nouty Genoro 1BeTa.

2 |Identification By HPLC /
IMogannanocrs BOXKX

Complies as prescribed/
CooTBeTCTBYET

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). / )

Bpemsi ynaep>kMBaHMs OCHOBHOIO TNWKa Ha
XpoMaTorpaMMe HCNbITYEMOro pacTBOpa
JIOMPKHO COOTBETCTBOBATH BpPEMEHH
YOEpKHBaHWS ~ OCHOBHOTO  MNWKa  Ha
XpoMaTorpamMMe pacTBOpa CTaHAAPTHOTO
obpa3ua pabenpasona HaTpusi (pasnen
«KonnuecTBeHHOE onpeaeneHue»).

3 Average weight of coated
tablets / Cpeanss macca
TabaeTok

204.14 mg /204,14 mr

212.68 mg + 5% (202.05 - 223.31 mg) /
212,68 mr = 5 % (o1 202,05 mr go
223.31 mr)

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpoaykt cooTBeTcTBYET TpeboBaHusM HJL

Opinion : APPROVED

__| 3akmouenne: OJOBPEHO

Prepared by/ Checked by 2, Qﬁ"d/ Approved by: Manager

IMoarorosrieHo: % TlposepeHo: 5?// MeHemxep no 06ecnet?:g) KauecTBa
——

Date/ Jlara: Date/ Jara: 2 ,,.,o,_zoz/_g Date/ Jlara: 1. | o

21 -10-232




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Page2 of 6/ Crp.2u3 6

{Product : Razo, Enteric-coated tablets 20 mg

ITponykr: Pa3o®, TabneTku, MOKpbIThle KHIIEYHOPACTBOPUMOii 000/104KO#, 20 Mr

Batch No. / Cepus Ne : C2313075

Batch Quantity /
O61bem cepun:

1500000 Tablets
1500000 Tadnerox

Analytical Report No / AnasnTuuecknii oruer Ne : 890001698040

Date of Analysis / lara anaansa: 31/10/2023

Date of Manufacture / Jlata nponssoactsa : 08/2023

Date of Expiry / Cpox rognoctu : 07/2026

Analysis performed according ND / Ananns nposenen no HJ: JII1-002666-191022 J

Ne Test / Ilokaszarean

Result / PesyabTarsi

Specification / Hopma

4 |Dissolution / PacTBopenne

Unit-1/Eaunnua-1 3% In 0.1M hydrochloric acid solution — not

= . = more than 10% of the labeled amount of]
Unft 2B TR Ueio CisH20N303SNa (Rabeprazole sodium) is
Unit-3/Eannnua-3 3% dissolved in 2 hours. / B 0,1 M pactgope
Unit-4/Enunnna-4 5%, XJIOPHCTOBOOPOAHOMN KHUCIIOTBI — He Gonee

i 10 % oT HOMHHAIBHOIO COAEp>KaHUs
Unit-5/E auunua-5 4% Ci1sH20N303SNa  (pabenpasona  HaTpusi)
Unit-6/Eaunnna-6 5% AEpESi.

Average / CpenH. 3Hauenue: 3 %

Unit-1/EnnHuua-1 89% In buffer solution pH 8.0 — not less than
= 75% (Q) of the labeled amount of

Unit-2/Eunnnia-2 95% Ci1sH20N30:SNa (Rabeprazole sodium) is
. dissolved in 60 minutes. / B GycdepHom

Dol -iEAuErnG= e pacrBope pH 8,0 — He menee 75 % (Q) or

Unit-4/E annnua-4 89% HOMHHAIIBHOTO cofepXKaHus
_ CisH20N303SNa  (pabenpazona Hatpus)

Unit-5/Eannuua-5 92% yepe3 60 MHUH.

Unit-6/Eaunnua-6 90%

Average / Cpent. 3uauenue: 91 %

5 |Related substances by HPL.C

/ PopcTBennsie npumecu, BO7KX

Rabeprazole N-oxide /
Patenpazona N-okcuza

Rabeprazole Sulfone /
Pabenpazona cynbdoH

Rabeprazole Methoxy
analogue / Pabenpazona
METOKCH aHanor

Not detected / He obnapy»xeHa

0.07%/0,07%

Not detected / He oGHapyskeHa

not more than 0.5% / ue 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/

IIpumeuanne: IlpoaykT coorsercTByeT TpeboBaHnsm HJI

~ — Jaxmouenne: OJOBPEHO

Opinion : APPROVED

Prepared by/

MoaroToeneHo: @

Checked by
IIpoBepeHo:

3=

Approved by: Manager
Menemxep no UGCCIIUHCI-H!%JQK&L{CCTBE]

Date/ Jlara: 2102073

Date/ lata: g |-~ 2023

Date/ Mlara: 2\-jo- 1wV




Dr.Reddy’s Q'!'

Product : Razo, Enteric-coated tablets 20 mg
poaykr: Pa3o®, rabnerkn, n0OKpbIThbIE KHLIEYHOPACTBOPHAMOii 0601049K0i, 20 MT

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Page 3 0of 6/

Crp.3 36

Batch No. / Cepnsa Ne : C2313075

Batch Quantity /
O6bem cepum:

1500000 Tablets
1500000 TaGaerox

Analytical Report No / Ananutuyecknii oryer Ne : 890001698040

Date of Analysis / laTta ananun3za: 31/10/2023

Date of Manufacture / Jlara npoussoactsa : 08/2023

Date of Expiry / Cpox roanoctu : 07/2026

Analysis performed according ND / Anann3s npoBeaen no HJI: JI[1-002666-191022

Ne

Test / Iloka3arenn

Result / PesyabTaTnbl

Specification / Hopma

Rabeprazole Chloro analogue /

Pabenpazona xyopo aHanor

Rabeprazole Sulphide /
Pabenpazona cynedun

Rabeprazole Related
compound A / Pabenpazona
PpOACTBEHHAas IpuMech A

Rabeprazole Related
compound C / Pabenpazona

poacTBeHHas npumech C -~

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Tpumecs npu
RRT 1,37 (macca m/z=310
HMH]1a30]1)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / TIpumecs

npu RRT 1,51 (macca
m/z=458
OeH3UMHUAA30/1a aJIYKT)

Not detected / He oOHapy»eHa

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

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0,027 %)

Not detected / He 0o6Hapy»ena

Below LOD (LOD = 0.02 %) / Huxe
npenena  obnapyxenus (IO =
0,02 %)

0.04%/0,04%

Not detected / He o6HapyeHa

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: Npoaykr coorseTcTByeT TpeboaHmsam HJI

Opinion : APPROVED

. 3akmwuenue: OJOBPEHO

Prepared by/ Checked by }?/&g’gﬁ(’/ Approved by Manager
TTonrotoBneHo: @ IIpoeepeHo: §f/// MeHemkep no O6€CI‘ICHCHHI/{E\‘&!‘ICUI'BE)
‘ _.}/'
Date/ Jlata: 21109093 Date/ Jlata: 13 )-LO- D02 % Date/ JlaTa: IV T0 WL




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":‘

CEPTUPUKAT AHAJIN3A

Page40of 6/ Crp. 4u3 6

Product : Razo, Enteric-coated tablets 20 mg
Hponykr: Pazo®, Tab/eTkH, NOKPLIThIe KHLIEUHOPACTBOPHUMOIi 060/10uK0H, 20 Mr

Batch No. / Cepust Ne : C2313075

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 TaoGaerox

Analytical Report No / Ananntinyecknii oruer Ne : 890001698040

Date of Analysis / laTa anaan3za: 31/10/2023

Date of Manufacture / lata npousBoacrsa : 08/2023

Date of Expiry / Cpok roanoctu : 07/2026

Analysis performed according ND / Ananu3 nposeaen no H/I: JIT1-002666-191022

Ne Test / Iloka3zaTean

Result / PesynabTaTsi

Specification / Hopma

Maximum unknown
individual impurity /
EnuHnyHas
HEMOEHTHPULUMPOBAHHAS
npuMech

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (INP =0,1 %)

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

Total impurities / Cymma
npuMecei

0.1 %/0,1%

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

6 |Residual Solvents content /
OcTtaTouHble OprannvyecKue
pacTBopHUTeIH

1228 pg/tab / 1228 Mkr Ha TabneTky

Isopropanol — not more than 2621 pg per
tablet / MU3onponanon — He 6osee
2621 MKkr Ha TabneTky

7 |Uniformity of dosage units /
OaxopoaHocTh
AO3HPOBAHMS

10.9/10,9

The acceptance value (AV) should be not
more  than 15.0. / Tlokazarens
npuemnemoctd (AV) pomxkeH OblTh He
6onee 15,0.

8 |Microbial limits / Mukpo6nosornyeckas 4HcToTA

a) Total aerobic microbial
count / Ob1uee yucno
a3poOHBIX MHKPOOPraHHW3MOB

Less than 10 CFU/g/

Menee 10 KOE/r

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

b) Total combined yeasts and
mould count / O6uiee yucino
JIPONOKEBBIX U NNECHEBBIX
rpuboB

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

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

¢) E. coli

L

Absent in 1g/
OtcyrcTByeT B 1T

Shall be absent in 1g/
HomxHbt oTcyTcTBOBaTH B I T

Remarks : The Product confirms to ND/

Opinion : APPROVED

IIpnmeuanue: Ipoaykr coorseTcTByeT TpeboBaHuam H/| ~ | 3axmouenne: OJOBPEHO

Prepared by/ Checked by ( e o] Approved by: Manager

INoarorosneno: @ [1posepeno: S MeHemkep no obecneyeHiio kayecTsa
./'_

Date/ [lara: 8; 0 ~2p23 Date/ lata: 2 )~{ pr )7 2| Date/ Jlara: A<\ O .207V]
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Page50of6/Crp.5u3 6

Product : Razo, Enteric-coated tablets 20 mg
IIpoaykr: Pa3o®, TabaeTKH, NOKPLIThIE KHLIEYHOPACTBOPHMO# 000J104K0¥, 20 Mr

Batch No. / Cepusa Ne : C2313075

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tabnerox

Analytical Report No / Ananutuuecknii oruet Ne : §90001698040

Date of Analysis / /laTa ananunsza: 31/10/2023

Date of Manufacture / lara npoussoactsa : 08/2023

Date of Expiry / Cpok roanocrtu : 07/2026

Analysis performed according ND / Anann3s nposeaen no H/I: JI[1-002666-191022

Ne

Test / IToxasaTein

Result / PesyabTarsi

Specification / Hopma

9 |Assay / KonnuecTBeHnHoe

19.1 mg/ 19,1 mr

18.0 mg to 22.0 mg of CisH2oN3;O3SNa

onpeaeseHne (Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr go 22,0 mr Ci3H20N3O3SNa
(pabenpazona narpus) (ot 90 mo 110 %
OT  HOMHWHAIBHOTO  COAepXKaHHA) B
Tabnerke.
10 |Packaging / Ynakoska 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 Tabnetok B OnncTepe
w3 (IIBX/AJI/TTIA)  doabru  /
ATIOMHUHNEBOMH tdonbry. Mo
2 baucTepa BMeECTE € MHCTpPYKLMEH
no TIPUMEHEHUIO B nayxky
KapTOHHYIO.

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnetox B Onucrepe u3
(TIBX/AJITIA) doneru / amomuHUeBOH
donbru. Ilo 1 unu 2 6ancrepa BMecTe c
WHCTPYKLHEH 1O TNPUMEHEHHIO B Mauky
KapTOHHYIO.

11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYeT TpeOOBaHUSAM B cootBerctBun ¢ HJJ
12 |Storage conditions / At temperature below 25 °C. / Ilpu Temneparype He Bbile 25 °C.
Xpanenune
13 |Shelf life / Cpox roanocrn 3 years /3 rona

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykt cootseTcTBYeT Tpebosannsm HJI

Opinion : APPROVED
3akawouenne: OAOBPEHO

Prepared by/ Checked by .z sy 0@52-?; Approved by: Manager
IoaroroBneHo: [TpoBepeHo: 1. = MeHepkep no o6ecne%m;&j/u§iiiua
Date/ Jlara: )1~ 222 Date/ Jata: 2 I~ ,Z/QQQ Date/ JlaTa:

2\ 10.20V1
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y 2@ CERTIFICATE OF ANALYSIS
Dl’. Reddy S ‘.’ CEPTUG®UKAT AHAJIM3A

Page 6 of 6 / Ctp. 6 M3 6

Product : Razo, Enteric-coated tablets 20 mg

ITponykT: Pazo®, TabaeTkn, ROKPLITHIE KHINEYHOPACTBOPHMOIi 060on04Kkoii, 20 mr

Batch No. / Cepus No ;: C2313075 Batch Quantity / 1500000 Tablets
O6nem cepun: 1500000 Taéaerok

Analytical Report No / Ananuruueckuii oruet Ne ;: §90001698040

Date of Analysis / JlaTa ananu3a: 31/10/2023

Date of Manufacture / Jlata npouspoacrtea : 08/2023

Date of Expiry / Cpox roanoctu : 07/2026

Analysis performed according ND / Ananun3 nposeaen no HJ/I: JIT1-002666-191022

API name / HaumenoBanune APC:

Rabeprazole sodium / Pabenpason HaTpus

INN / MHH: Rabeprazole / Pabenpason
API manufacturer batch number / ACPH004952
Homep cepuu npouspoautensi ADC:

FP Manufacturer API Batch number / FCQA00238

Homep cepuu cy6eranuun npoussoaurens I'JId:

API Manufactured by & country /
IIpouzpoautens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
H-p Pennu'c JlaGopatopuc Jlta., Unnus.

Remarks : The Product confirms to ND/

Ipumeuanne: Ilpoaykr coorseTcTBYET TpeGoBanusam HJI N

Opinion : APPROVED
3axarwuenne: OJOBPEHO

)

Prepared by/ Checked by 2 ﬁ'g_p_@‘[/ Approved by: Manager
INoaroTosneHo: % IlpoBepeHo: '5_’_,// MeHepkep no obecneyeHmio ‘tﬁaqcu rea

Eo—

Date/ [lara:

21102093 Date/ [lara: g|-/b,_L02_d Date/ Hara: . \o_q,o’)ﬂ




