Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Page 1 of 6/ Crp. 1 n3 6

Product : Razo, Enteric-coated tablets 20 mg
MpoaykT: Pazo®, Tab/1eTKH, NOKPbITbIE KHIIEUHOPACTBOPHMOIi 000.101K0i, 20 M

Batch No. / Cepusa Ne : C2401153

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tagaerok

|Analytical Report No / Auanuruuecknii oTuer Ne : 890001715735

Date of Analysis / /lata anann3a: 31/01/2024 |

Date of Manufacture / [lara npon3BoacTsa : 12/2023

Date of Expiry / Cpok roanoctu : 11/2025

_A_nalysia)erforl;led according ND / Anaaus ﬂpOBgI(eH no HJI: JII1-002666-191022, amend Ne 1 dt 29.062023/

(u3m. Ne 1 ot 29.06.2023

No Test / Iloxazarenn

Result / Pe3yabTaThbl

Specification / Hopma

1 [Description / Onucanne

Round, biconvex, light yellow coated
tablets with red ink imprinted «RB20»
on the one side. The cross section is
the core off-white. / Kpyrnsie,
JBOSKOBBIITYKJIble TabJIETKH,
MOKpBIThIE 000JI0UKOI CBETIIO-
JKEeNTOro 11BETa, C MapKUPOBKOH
kpacHoro 1eta «RB20» Ha onHol
cropoHe. Ha nonepeuHom paspese
s7po nouTH 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. /
Kpyrivie, OBOSKOBBINYKNbIE — TableTKH,
NOKpPBITbIe 000T0YKOI OT CBETJI0-KENTOrO
JO OKENTOro 1LBeTa C MapKUpOBKOH
kpachoro upera «RB20» wHa opHoii
cropore. Ha monepeyHoM paspese sapo oT
fesioro o no4Ty GENoro LBeTa.

2 |Identification By HPLC /
TTogmuunocrs BOKX

Complies as prescribed/
CooTBeTCTBYET

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).|/ Bpemst yaep>xuBaHMsl OCHOBHOTO
MKa Ha XpOMATOTpamMMe WCIbITYEMOro
pacTBopa  AOJDKHO  COOTBETCTBOBAThH
BpPEMEHU YACpP>KMBAaHWUS OCHOBHOIO THKa
Ha XpoMaTorpaMme pacTBOpa
crangaptHoro  ofbpasuna  pabenpasosna
HaTpwsl (pa3nen «KonnuectseHHoe
OTIpeNesICHHED).

3 | Average weight of coated
tablets / Cpeansis macca
TabJjeTox

208.28 mg /208,28 mr

212.68 mg+ 5 % (202.05 -223.31 mg) /
212,68 Mr+ 5 % (or 202,05 mr o
223,31 mr)

Remarks : The Product confirms to ND/
Ipumeuanne: IlpoaykT coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axinouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

IloprotoraeHo: @ TlpoBepeHo: ‘«@ Menemxep no oﬁcﬁﬂeqel-llq}o KayecTBa
&=

Date/ Jlara: 37“’9"?’247" Date/ [lara: 24-0) ~201Y Date/ Jarta: 2.0 oY




@
Dr. Reddy’s ‘;. CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Page2 of 6/ Crp. 2 u3 6

Product : Razo, Enteric-coated tablets 20 mg
[poayxt: Pazo®, Ta6eTkH, NOKPBLITbIE KHIIETHOPACTBOPUMOii 06010uK0H, 20 Mr

Batch No. / Cepust Ne : C2401153 Batch Quantity / 1500000 Tablets
O0bem cepuu: 1500000 rTa6nerox

.Analytical R_eport No / Ananuruuecknii oruer Ne : 890001715735 |Date of Analysis / lata ananusa: 31/01/2024 |

Date of Manufacture / lata npon3Boactsa : 12/2023 Date of Expiry / Cpok rognoctu : 11/2025

Knalysis performed according ND / Anasn3 nposeﬁeﬂ;o H: JI1-002666-191022, amend Ne 1 dt 29.06.2023/
u3Mm. Ne | ot 29.06.2023

Ne Test / Iloka3zaTenb Result / Pe3)7J'le_aTbl Specification / Hopma
4 |Dissolution / PacTeopenne Unit-1/Eannania-1 0% In 0.1 M hydrochloric acid solution — not
" Unit-2/Emnania 0% more than 10 % of CI18H20N303SNa
AMARL ’ (Rabeprazole sodium) label claim in 2 h. /
Unit-3/Epununa-3 9% B 0,1 M pacTBOpe XJOPHCTOBOAOPOJIHOM
Unit-4/Epnnnna-4 0%  |kacioTl — He Oomee  10%  or
L : HOMMWHAJIBHOTO CoAepIKaHusl
Unit-5/Epnnnua-5 0% CysH2N303SNa  (paGemnpazona  HaTpus)

Unit-6/Enuanua-6 0% Hepes 2 4.

Average / Cpenn. 3Hauenue: 2 %

Unit-1/Epunanna-1 94% In buffer solution pH 8.0 — not less than 75
% (Q) of C18H20N30O3SNa (Rabeprazole

Unit-2/Enunnia-2 99%  |sodium) label claim in 60 min. / B
. 10ydepnom pacteope pH 8,0 — nHe menee
= . 0,

Cniis /e nETIa=S BilFe 75 % (Q) oT HOMHWHANBHOTO CoOAEp>KaHUs

Unit-4/Equnnna-4 91% CisHaoN3O3SNa  (pabenpazona  HaTpust)
. yepe3 60 MUH.

Unit-5/Eannuna-5 95%

Unit-6/Eauanua-6 95%

Average / Cpenn. 3nauenvie: 94 %

5 |Related substances by HPLC / Poacreennbie npumecu, BOKX -
Rabeprazole N-oxide / Below LOQ (LOQ = 0.022 %) / Hike |not more than 0.5% / e 6onee 0,5%

Pabenpasona N-okcun npenena KOJIMYECTBEHHOIO
onpeaenenus (11IKO = 0,022 %)

Rabeprazole Sulfone /
Pabenpazona cynsdon

0,
0.07%/0,07% not more than 0.5% / He 6onee 0,5%

T{a_b—eprazole Methoxy analog /
PaGenpazona MeTOKCH aHasor

Not detected / He oGHapysena not more than 0.5% / ne 6onee 0,5%

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

Not detected / He 0OHapykeHa

Remarks : The Product confirms to ND/ Opinion : APPROVED
IIpumeuanne: Ilpoaykr coorBeTcTBYeT TpebGoBanusam HJ 3axmouenue: OJOBPEHO
Prepared by/ Checked by Approved by: Manager

I[ToarotosneHo: @ IpoBepeno: (LQ:) Menemxep no obecrneuenuio KauecTsa

Date/ Jlarta: ?/ s /74}' Date/ [aTa: :,)\ rO!P(L@/)/H Date/ Jlara: .o




“Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page 3 of 6 / Crp.3m36

Product : Razo, Enteric-coated tablets 20 mg
IpoaykT: Pa3o®, Tab/ieTkn, NOKPbITbIE KHLIEYHOPACTBOPUMOH 000.101K0ji, 20 mr

‘Batch No. / Cepua Ne : C2401153

Batch Quantity /
O6bem cepun:

1500000 Tablets
1500000 Tadnerok

Analytical R(_ep_ort No / Anaautny

ecxnii oraer Ne : 890001715735

Date of Analysis / laTa anann3a:_3:>£01/2024_

Date of Manufacture / [lara npounssoactsa : 12/2023

Date of Expiry / Cpox rognocru : 11/2025

(u3M. Ne ] ot 29.06.2023

Xnalysis performed according ND / Anasus nposenen no HJI: JII1-002666-191022, amend Ne 1 dt 29.06.2023/

[ Ne Test / Ilokazarenb

Result/ Pe3);.]'ll>TaTbl

Specification / Hopma

Pa6enpasona xyopo aHanor

Rabeprazole Sulphide /
Pa6enpazona cynbbua

Rabeprazole Related
compound A / Pabenpaszona
pOJICTBEHHAs TIPUMECh A

Rabeprazole Related
compound C / Pabenpazona
poncreeHHas npumech C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / Tlpumeck npu
RRT 1,37 (macca m/z=310
MMU/Ia3057)

Specified Impurity at
about RRT 1.51

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

Oen3rMua3oa afiyKT)

Below LOQ (LOQ = 0.027 %) / Huxe
npenena KOJINYECTBEHHOTO
onpeaenenns (ITKO = 0,027 %)

Not detected / He oOHapyskeHa

Below LOD (LOD = 0.02 %) / Huxe

npeaena
0,02 %)

obnapyxenns  (I1O

0.02%/0,02%

Not detected / ne obHapy>keHa

Individual unidentified
impurity/ Eqpanunas
HeneHTU(pULIMpOBaHHas
npuMech

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

not more than 0.5% / He 60nee_0,5%

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

Inot more than 0.5% / He Gonee 0,5%

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

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

not more than 0.2% / He 6onee 0,20/_0

Total impurities / Cymma
npumecei

0.1 %/0,1%

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorBeTcTBYET Tpebosanusm HJL

Opinion : APPROVED
3axmwuenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

IloarorosneHo: % I1posepeHo: L@ MeHemkep no obecneyeHuIo Ka4ecTBa
£ M

Date/ Jlara: Z/"”/ ’/;705?42 Date/ Jara: WO/ oLy Date/ [laTa: 21.0 | oM




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Page4of6/Crp. 4m6

Product : Razo, Enteric-coated tablets 20 mg
Mpoaykr: Pazo®, TabseTku, NOKPHITHIE KHLIETHOPACTBOPHMOIi 060/104KO0ii, 20 Mr

Batch No. / Cepus Ne : C2401153

Analytical Report No / Anaaurnueckuii oruer Ne : 890001715735
Date of Manufacture / Jlara npousBoacrsa : 12/2023

Batch Quantity /
O61bem cepuu:

1500000 Tablets
1500000 Tagaerox

Date of An_alysis / Jara ananmia: :3_1/01/2021_

Date of Expiry / Cpok rognocTs : 11/2025

Analysis performed according ND / Ananns nposeaen mo HJI: JI[1-002666-191022, amend Ne 1 dt 29.06.2023 /
n3m. Ne 1 ot 29.06.2023

Ne

Test / Tlokasarenn

Residual Solvents content /
OcraTouHble OpraHnvUecKHe
PACTBOpHTE/IH

Result / PesyabTaTthl

Specification / Hopma

1470 pg/tab / 1470 mxr na TabneTky

Isopropanol — not more than 2621 Lg per
tablet / M3onponanon — He 6oiiee
2621 mkr Ha TabneTky

Uniformity of dosage units /
OgnopoanocTh
N03NPOBaHNUS

Microbial purity / Mukpo6Hosornieckas MMcTOTA

3.7/3,7

The acceptance value (AV) should be not
more  than 15.0. / Tloka3zarens
npuemsnemoctTt (AV) noMXKeH ObiTh He
bonee 15,0.

a) Total aerobic microbial
count / Ob1nee yncno
a3pOGHBIX MUKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / O6mmee uncno
JPOCKEBBIX W TIECHEBBIX
rpuOOB

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

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

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

¢) E. coli

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

Absent in 1g/
OrcyrctByer B IT

Shall be absent in 1g/
JloskHbl OTCyTCTBOBaTL B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpoayxt cooTBeTcTB

yeT TpeboBanusam HJ|

Opinion : APPROVED
Jaxmouenune: OJJOBPEHO

Prepared by/

IMoaroToBneHo: @7

Checked by
ITposepeno:

Approved by: Manager
Menenkep no obecneueHm1io KauecTpa

A —

Date/ Jlara:

;74/*2074,"

Date/ [ata: N O\ Loty

Date/ Jara: 20l >




Dr.Reddy’s €3¢

_P_rodict:—Razo, Enteric-coated tablets 20 mg
MpoaykT: Pa3o®, TabeTkH, NOKPbLITbIE KHIIEYHOPACTBOPUMOIi 060/1049K0i, 20 Mr

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

PageS5Sof6/Crp. 536

Batch No. / Cepust Ne : C2401153

Bate

Oo6bem cepun:

1500000 Tablets
1500000 TaGnerox

h Quantity /

_Analvtical Report No / AnannTu4ecknii oTuer ﬁg_ﬁ90001715735

Date of Analysis / /laTa ananu3a: _3_1_/_0_1/2024__

Date of Manufacture / lara nponsoacrsa : 12/2023

Date of Expiry / Cpok roanoctu : 11/2025

Analysis performed accordin_g ND / Anaaus nposeanen no HJ: JITT-002666-191022, amend Ne 1 dt 29.06.2023 /
u3m. Ne 1 ot 29.06.2023

Ne

Test / Iloka3aTenanb

Result / Pe3yabTaTnl

Specification / Hopma

9

Assay / KosnnuecTBeHHOE
omnpeaeJieHne

19.2 mg/ 19,2 Mr

18.0 mg to 22.0 mg Of C]8H20N303SN3
(Rabeprazole sodium) (90 to 110 % of the
labeled amount) per tablet  /
Ot 18,0 mr mo 22,0 mr CigsHyN3O3SNa
(pabenpazona narpus) (ot 90 no 110 %

10

Packaging / Ynakoka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton

OT  HOMMHAJIBHOIO  COIAEP>KaHMs) B
TabneTke. -
15tablets in a (PVC/AI/PA) foil

/aluminum foil blister. 1 or 2 blisters and
patient information leaflet in a carton pack.
/ Tlo 15 Tabnerok B Osucrepe u3
(TIBX/AJI/TIA) donbrn / antoMuHHEBOU
¢onbru. Ilo 1 wnn 2 6nucrepa BMecTe ¢
MHCTPYKIMEH 1O NPUMEHEHHIO B Tauky
KapTOHHYIO.

pack. / Tlo 15 tabnetok B Guncrepe
uz  (IIBX/AJI/TIA)  donbru  /
ANIOMMHHUEBOH ¢donbru. ITo
2 bnuctepa BMeCTE C MHCTPYKUMEH
no TIPHMEHEHHKIO B nauky
KapTOHHYIO.

11 {Labeling / MapkupoBka Complies as prescribed /
CootsetcTBYET TpeOOBaHUAM

12 [Storage conditions /

Xpanenne

According to ND /
B coorserctBun ¢ HJI

At temperature below 25 °C. / Tlpu TeMnepaType He Boiie 25 °C.

13

Shelf life / Cpox rognoctn

2 years / 2 ropa

Remarks : The Product confirms to ND/
ITpumeuanne: Ilpoaykr cooTseTcTBYET Tpebosanuam HJI

Opinion : APPROVED
3axsouenne: QJIOBPEHO

Prepared by/

IToarorosneHo: %

Checked by
I1porepeHo:

i

Approved by: Manager
Menemxep no ofecrneyeHHIO Ka4ecTBa

A

Date/ [laTa:

27-4 |-303 g

Date/ Jara: z‘ro,,\ww

Date/ Jlara: 21 0] oy




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Page60f6/Crp.6n36

Product : Razo, Enteric-coated tablets 20 m_g

Batch No. / Cepust Ne : C2401153

IIpoayxT: Pa3zo®, TabaeTkn, NOKPHITHIE KHIIEUHOPACTBOPHMOii 000J104KOi, 20 Mr

Batch Quantity / 1500000 Tablets
O6bem cepun: 1500000 ra6aerox

Analytical Report No / Ananutuueckuii oruer Ne : 890001715735
Date of Manufacture / lata nponssoacrsa : 12/2023

Date of Analysis / /laTa aﬂanma:él/()_l/z%__
Date of Expiry / Cpox rognocty : 11/2025

u3M. Ne 1 o1 29.06.2023

Analysis performed according ND / Ananus nposeaen no H: JITM-002666-191022, amend Ne 1 dt 29.06.2023 / |

API name / nanmenoBanue APC:

INN/MHRH:

API manufacturer batch number /
Homep cepun npouszpoantens ADC:

Rabeprazole sodium / Pabenpaszon Harpus

Rabeprazole / Pabenpazon

ACPH004926, ACPH004945

FP Manufacturer API Batch number /

Howmep cepun cy6eTanunn nponssogures I'JID:

FCQA00243, FCQA00244

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

Dr. Reddy's Laboratories Ltd., India
H-p Pennu’c JlaGoparopuc Jitn., Unans.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoayxr cooTBeTcTBYeT TpeboBanmam HJI

Opinion : APPROVED
3akarouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

IToaroToeseHo: @ flpoBepeHo: L@ Menemkep no obecneueHunIo kauecTsa
.'./'/ &

Date/ [ara: 2 2/ -2 0/‘;74}’ Date/ lara: W0 |F<LO(U1 Date/ Jlata: 21.01. 2=




