Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg
IMpogyxr: Pazo®, rabiaerks, HOKPLITHIE KiieunopacTsopumoii 06os101uK0ii, 20 Mr

Page1of S/Crp. 1 w35

Batch No./ Cepun Ne : C2113217

Batch Quantity /
O6neM cepuu:

1500000 Tablets
1500000 TadGaerox

Analytical Report No / Anaanrndeckuii oTuer Ne : 890001555801

Date of Manufacture / JlaTa npon3sgoacTBa

:10/2021

Date of Analysis / lata ananmza: 23/11/2021

Date of Expiry / Cpox rognoctu : 09/2024

Analysis performed according ND / Anaauns nponesen mo HI: JITT-002666-131120

Ne Test / IlokazaTenn

Result / Pe3yabTars!

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. / Kpyrusie,
JBOAKOBHIITYKJbIe TaONeTKH,
IIOKPBITHIE 0O0NIOUKOM CBETIIO-
KEJITOro IBETa, C MAPKUPOBKOM
kpacHoro nsera «RB20» Ha ogHON
cropore. Ha monepeunom paspese
anpo Genoro LBeTa.

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. /
Kpyribie, ABOSKOBBINYKIThIe
TIOKPBITBIE 0GOIOYKOM OT CBETIIO-KEITOTO
JI0 IBETa C MAapKUPOBKOMH
KpacHoro IBeTa «RB20» Ha oaHOMH
cTopoHe. 1la momepeUIoM puspese supo Ot
GeJioro 10 MoYTH 0esoro LBeTa.

TabIETKH,

JKENTOro

2 |Identification By HPLC /
Topaunnocrs BIKX

3 |Average weight of coated
tablets / Cpennsisi macca
TabJIeToK

L

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). / Bpemsa yaepxuBaHus
OCHOBHOTO IIMKa Ha XpOMaTorpamMe
MCIBITYEMOrO pacTBOPa JHOJDKHO
COOLBEICIBOBATH BPEMEHH YAECP KUBAHHA
OCHORHOrO TIHKA Ha XpoMaTorpamme
pacTBOpa cTaHAapTHOro obpasua
paberipasosna Harpus (paszen
«KonuuectpeHHOE ONPE/Ie/IeHHe).

208.09 mg /208,09 mr

212.68 mg + 5% (202.05 —223.31 mg) /
212,68 mr = 5 % (ot 202,05 mr no
223,31 mr)

Remarks : The Product confirms to ND/
Ipumeaanue: TIpogyKT COOTBETE

et Tpebosanusam HJIT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by/

V )Q/C”'( “Checked by
[ToaroToBNEHO: C’W ITpoBepeHo:

9

Approved by: Manager
MeHnemxep 1o oﬁec:%;a 10 KauecTBa

Date/ JlaTa: Date/

24-1]-2021

Jarta:

2411108

Date/ [ara:

2 y~)~202)




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Page2 of S/ Crp. 2 u3 §

Product : Razo, Enteric coated tablets 20 mg

Hpoayxr: Pa3o®, TabiieTku, NIOKPHIThIE KHIIEYHOPACTBOPHMOii 000/1049K0#, 20 Mr

Batch No./ Cepusa Ne : C2113217

Batch Quantity / 1500000 Tablets
O0neM cepHu: 1500000 Taénerox

Analytical Report No / Ananutugecknii orger Ne : 890001555801

Date of Analysis / lata anannsa: 23/11/2021

Date of Manufacture / laTra npou3ssoactsa :10/2021

Date of Expiry / Cpok rognoctn : 09/2024

Analysis performed according ND / Anann3 nposegen mo HJI: JIT1-002666-131120

Ne Test / Ilokazarein

4 |Dissolution / PacTBopenue

Result / Pe3yabTaTsl Specification / Hopma
Unit- 1/Egpanna-1 1% In 0.1M hydrochloric acid solution — not
T Unit-2/Epuenng-2 2% more than 10% of the labeled amount of
: - Ci1sH0N303SNa (Rabeprazole sodium) is
Unit-3/Eqmmma-3 2 dissolved in 2 hours. / B 0,1 M pacreope
Unit-4/Enuaunua-4 1% XJIOPUCTOBOAOPOIHOM KMCIOTHI — He Gonee
Unit-5/E xuHuma-5 3%, 10 % OT HOMHMHAJIBHOIO COJCpKAHUS
CisH20N303SNa aberpasona  Ha
Unit-6/E nuauna-6 0% — ® ) i)
yepes 2 4.
Unit-1/Equaunia-1 93% In buffer solution pH 8.0 — not less than
Unit-2/Eqannna-2 95%, 75% (Q) of the labeled amount of]
- - CisH20N303SNa (Rabeprazole sodium) is
Unit-3/E puriua-3 96% dissolved in 60 minutes. / B 6ydepHom
Unit-4/Enunnna-4 95% pactBope pH 8,0 — He Menee 75 % (Q) ot
i Unit-5/Equanna-5 94%, HOMUHAJIIEHOT'O COJAEpKaHUA
- Ci13H20N303SNa aberpazona  HaTpus
Unit-6/E qunutia-6 96% e (pabenp pu)

yepe3 60 MuH.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT cooTseTcrpyeT TpeboBanusm HJI

Opinion : APPROVED
3akawuyenue: OJOBPEHO

Prepared by/ (| Checked by Approved by: Manager

22
MoaroroBneHo: r/Z,V [MposepeHo: é’ Menemkep 1o oGecnetée HUIO KA4eCTBa
Date/ Jlara: ) 4~ ¢ [FW,) Date/ [ara: O] Date/ [lata: Q—L{'-‘U 202




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":.. CEPTHOVIKAT AHAJIVI3A

Product : _Razo, Enteric coated tablets 20 mg
Ipoayxr: Pa3o®, Ta6/1€TKH, MOKPLITbIE KHIIEYHOPACTBOPHMOii 000.104K0#, 20 Mr

Page3of 5/Cp. 3 w3 5

Batch No./ Cepusa Ne : C2113217 Batch Quantity / 1500000 Tablets

_ O6bem cepun: 1500000 TaGaerox
Analytical Report No / Amasntuaeckuii oruer Ne : 890001555801 |Date of Analysis / lata ananusza: 23/11/2021
Date of Manufacture / lata npousBoactsa :10/2021 Date of Expiry / Cpox rognoctu : 09/2024

Analysis performed according ND / Anasiu3 nposenen no HJI: JIT1-002666-131120

[ Ne Test / Tlokasatenn Result / Pe3yabTaTsl Specification / Hopma
5 |Related substances by HPLC / PoncrBennbie npumecu, BI7KX B
Rabeprazole N-oxide / Below LOD(LOD=0.008%)/Huxe |not more than 0.5% / ne 6onee 0,5 %
Pabenpazona N-okcun npeaena oOHapyKeHHUsA
(T10 = 0,008 %)
Rabeprazole Sulfone / not more than 0.5% / He Gonee 0,5 %

0,
Pa6eraBOJIa CYJIL(DOH 0.09%/0,09 %

Rabeprazole Methoxy analogue / |Below LOD(LOD=0.01%)/Hwmxe not more than 0.5% / He 6onee 0,5 %

PaGenpa3ona MeTokcH aHasor npezena oOHapyKEHHA
(TIO = 0,01 %) i
Rabeprazole Chloro analogue / not more than 0.5% / ne 6onee 0,5 %
Pabemnpazona xyopo aHajnor Not detected / He o6HapyxKeHa
Rabeprazole Sulphide / not more than 0.5% / He 6onee 0,5 %

0 0
Pa6enpasona cyisdu 0.03 % /0,03%

Maximum unknown individual 0.02 % /0,02% not more than 0.2% / ve 6onee 0,2 % o
impurity / EqunuyHas
HeUIeHTUQHUIMPOBAHHAS
MPUMEChH
Total impurities / Cymma 0.2% /0,2% not more than 2.0% / He 6onee 2,0 %
npuMmecei
| 6 |Residual Solvents content / 1771pg/tab / 1771 Mkr Ha TaGneTky Isopropanol — not more than 2621 pg per

OcTaToHble OpranuyecKne tablet / MsonponaHon — He 6osee 2621 Mkr
PACTBOPHTEIH Ha Ta0JIeTKy

Remarks : The Product confirms to ND/ Opinion : APPROVED

ITpumeuanue: [Ipoaykr coorBercayeT Tpeboanusam HJJ 3akarwuenue: OJOBPEHO

Prepared by/ o 24| Checked by Approved by: Manager

[Toaroropieno; ,3@;,,{ ~—" | TIpoBepeHo: 95\ Menemxkep 1o (166(:11@'4?;”10 KayecTBa

Date/ Jlara: %,_r [ W Date/ Jlata: 04 Lozl Date/ Hara: 2y\ 202




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

Page 4 of S/ Crp. 4 u3 5

Product : Razo, Enteric coated tablets 20 mg
IpogykT: Pa3o®, Tab/ieTKH, IOKPLIThIE KHIIEYHOPACTBOPHMOii 060/104K0#, 20 Mr

Batch No. / Cepust Ne : C2113217

O0BeM cepun:

Batch Quantity /

1500000 Tablets
1500000 raGaerox

Analytical Report No / Anaantuueckuii oruer Ne : 890001555801

Date of Analysis / lata ananu3za: 23/11/2021

Date of Manufacture / Jlara npousBoactsa :10/2021

Date of Expiry / Cpok roagnoctn : 09/2024

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII1-002666-131120

Ne Test / [Toka3zaTesab Result / Pe3yabTaThi Specification / Hopma
7 |Uniformity ot dosage units / 2.8/2,8 ‘The acceptance value (AV) should be not
OnnopoaHocTb AO3HPOBAHMS more than  15.0. /  Tloxasarens
npuemiiemoctd (AV) pomkeH OBITE He
6oiee 15.,0.

Microbial limits / MukpoGuosioruueckasi 4McToTa

a) Total aerobic microbial count /
O61ee unciio aspoOHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould count / Obiee grcio
IOPOACKEBEIX U MIECHEBBIX IPHOOB

¢) E. coli

Less than 10 CFU/g/

Menee 10 KOE/r He Gonee

Less than 10 CFU/g/

Menee 10 KOE/r He 6onee

Absentin g/
OrtcyTtcTByer B Ir

Not more than 1000 CFU/g/

1000 KOE/r

Not more than 100 CFU/g /

100 KOE/r

Shall be absent in 1g/
JIoJDKHBI OTCYTCTBOBATh B 1 T

Assay / KonnuyecTBeHHOE

20.4 mg/ 20,4 mr 18.0 mg

to 22.0mg of CisH2N303SNa

onpeaeJienue

(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet  /
Ot 18,0 mr mo 22,0 mr CigHyoN3O3SNa
(pabenpazona Hatpus) (ot 90 mo 110 %

TableTKe.

OoT HOMHWHAJIBHOI'O

collepkaHus) B

Remarks : The Product confirms to ND/
IIpnmeuanne: ITpogyKT cooTBeTCTBYRT TpeboBanusM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by/ fChecked by Approved by: Manager

o2 P
[ToaroroneHo: fi’f——’ IMposepeHo: é Menemxkep no o6ecn«.]>u‘;;£_ JHIO KAYeCTBA
Date/ Hara: %p/ ]~ 20% Date/ [ara: 241102 Date/ [lara: 24 ‘,_’3 202 )




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page5o0fS/Crp. S35

Product : Razo, Enteric coated tablets 20 mg
Ipoaykr: Pa3o®, Ta6JeTKH, NOKPBITbIE KHIIEYHOPACTBOPHMO 060/104KO0ii, 20 Mr

Batch No. / Cepua Ne: C2113217

Batch Quantity /
O61bem cepnn:

1500000 Tablets
1500000 Tabaerox

Analytical Report No / Aranmnruuecknii orger Ne : §890001555801

Date of Analysis / lara ananmsa: 23/11/2021

Date of Manufacture / lata npon3soacrsa :10/2021

Date of Expiry / Cpok rognocrn : 09/2024

Analysis performed according ND / Ananus nposeaen no HJI: JII1-002666-131120

Ne Test / TlokazaTenn Result / Pe3yabTaTsl Specification / Hopma
10 |Packaging / Ynakoska 15 tablets in a (PVC/AI/PA) foil| 15 or 30 tablets in HDPE bottles with
/aluminum foil blister. 2 blisters and|screw neck equipped with tamper-evident
patient information Icaflet in a carton| membranc scaled with plastic screw caps
pack. / TTo 15 Tabnerok B 6nucrepe uz| with liner, bag of desiccator (silica gel) and
(IIBX/AJITIA) tdonbpru /| polyester cotton swab. Each bottle and
ATFOMHUHHEBOH thonpru. Io| patient information leaflet in a carton pack.
2 GimcTepa BMeCTe ¢ MHCTpYKIweit mo| 15 tablets in a (PVC/AI/PA) foil /aluminum
NPYMEHEHHIO B [1a4Ky KapTOHHYIO. foil blister. 1 or 2 blisters and patient
information leatlet in a carton pack. /
ITo 15 wnu 30 rtaGneroxk B 6aHKax u3
MOJIMDTUIEHA  BBICOKOH  IJTOTHOCTH ¢
BHHTOBOM  TOPJIOBHHOM,  CHAa0>KEHHBIX
MeMOpaHO#il  [UIS  KOHTPOJIS  TIEpPBOrO
BCKPBITHSA, YKYIOPEHHBIX [ITACTUKOBBIMH
HaBMHYHBAECMBIMH KPBIIIIKAMU c
NPOKJIANKOM M BJIOKEHHEM TMakeTa C
BJIATOMOMJIOTHTENEM  (CHJMKareinb) H
TaMIIOHa M3 MoiMa¢upHOi Barel. Kaxknas
OaHka BMecTe C HHCTPYKUHEH IO
MPUMEHEHHMIO B TTAYKY KapTOHHYIO.
Ilo 15 Tabmerok B  Onmcrepe w3
(IIBX/AJI/TIA) donpru / amoMHHHEBOMH
doneru. Tlo 1 unu 2 Gnucrepa BMecTe C
MHCTPYKLHCH IO MPUMEHCHHIO B TadKy
KapTOHHYIO.
11 |Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TPEOOBAHHAM B cootBercTauu ¢ I1]]
12 [Storage conditions / Xpaneuue | At temperature below 25 °C. / Ilpu Temnepatype He Boiwe 25 °C.
13 |Shelf life / 2 years (in bottles), 3 years (in blisters). /
Cpoxk rogHocTn 2 rona (B 6ankax), 3 rona (B Onucrepax).

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykT cooTBercTayeT TpeboBanuam HJJ

Opinion : APPROVED
Jaxmoyenne: OJOBPEHO

Prepared by/ 261 Checked by Approved by: Manager
IloaroropneHo: 12 {IpoBepeHo: é' Menemxep 1o oﬁecnqﬁﬂmo Ka4ecTBa
Date/ [lara: %,_, . 204/] Date/ Jlara: %itvor] Date/ [lara: 2.1l 202




