~ Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Pagelof 5/Crp. 1uz35

Product : Razo; Enteric coated tablets 20 mg

IIpoaykr: Pazo®, Tabaerku, NoKpbIThbIe KNIIEUHOPACTBOPHMOIi 0600uKOi, 20 M1

Batch No. / Cepun Ne : C2111542

_énalytical Report No / Ananurnueckuii oruer Ne : 89_000_1 546699

Date of Manufacture / lata npon3soactsa :08/2021

:Analysis performed according ND / Apanns nposen_en_no HJI: JITT-002666-131120

Ne Test / Ilokazarean

1 |Description / Onncanue

Batch Quantity /
Oo0bem cepiin:

1500000 Tablets

1500000  Ta6aerox

Date of Analysis / lata aHaam3a: 25/09/2021 '

Date of Expiry / Cpox rognoctu : 07/2024

Result /_I;esyn bTATHI

Specification / Hopma

-RFund, bic_om;ex, yellow coated

tablets with red ink imprinted
«RB20» on the one side. The cross

section is the core white. / Kpyriuie,

JIBOSIKOBBITTYKJIblE TaOJIETKH,
TIOKPBIThIe 000JIOYKOI OT CBETIO-
SKEJITOrO J10 JKETOro HUBeTa C
MapKHUPOBKOH KPacHOro LBeTa
«RB20» Ha onHol cTtopoHe. Ha
MONEPEYHOM paspese 14po MOoUTH

0elloro 1BeTa.
ah

Round, biconvex, light yellom
coated tablets with red ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /
Kpyribie, [BOSKOBBINYKIIblE TabneTKH,
MOKpBIThIE 00OJIOUKOM OT CBETIIO-KENTOro
00 SKEJITOro

KpacHOro

uBeTa ¢ MapKWUpPOBKOI
ugeta «RB20» wna ognot
cropoHe. Ha nonepeuyHoM paspese sapo oT
6enoro go moutu 6enoro LBera.

2 |Identification By IIPLC /
Tloanunnocre BOYKX

Complies as prescribed /
CooTBeTCTBYET

3 |Average weight of coated
tablets / Cpenuss macca
TabjaeToK

|

202.43 mg /202,43 mr

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)./ Bpems yaep>kusanus
OCHOBHOTO MMKa Ha XpoMaTorpaMme
VCIBLITYEMOTO pacTBopa NOJIXKHO
COOTBETCTBOBAaTh BPEMEHH YASPKUBAHUS
OCHOBHOT'O NTMKA HAa XpOMaTorpamme
pacTrROpa CTaHapTHOTO oOpa3ziia
pabenpasona Harpus (pasgen
«KonuuecTBeHHOE Onpe/ienieHrey).

212.68 mg £ 5% (202.05 — 223.31 mg) /
212,68 Mr £ 5 % (or 202,05 mr gno
223,31 mr)

Remarks : The_ProducI confirms to ND/

IIpnmeuanue: | lpoaykr cooTBeTcpyeT TpeGopanuam HJ|

Opinion : APPROVED
3akaouende: OJOBPEHO

Preparcd by/

Y2
nO}lI‘OTOBﬂeHOW

Checked by
Ilposepeno:

Approved by: Manager
Merniekep no obecnevennlg KauecTsa

. VA

| Date/ Jlara: 2@.07,_297/(

Date/ [Hara:

28%-102|

Date/ Jlara:

2 &~ ~ 102/




CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr.Reddy’s ":'.

Page2 of 5/Crp.2u35

Product :_Rz_lz;, Enteric coated tablets 20 m_g_

Ipoaykr: Pazo®, TabneTKH, NOKPLIThIC KHIIEYHOPACTBOPHMOIi 000J104KOi, 20 M

Batch No. / Cepns Ne : C2111542

Batch Quantity /
Ob6bem cepun:

1500000 Tablets

_A__nalytical Report No / Ananurndeckuii orgyer Ne : 90001546699

Date of Analysis / laTa ananuza: 25/09/2021

1500000 radaerox

Date of Manufacture / lara nponssoacrsa :08/2021

Date of Expiry / Cpoxk ronnoctn : 07/2024 i

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-002666-131120

HaTpusl)

No Test / lloka3zarean Result / Pe3ynbTathl Specification / Ho})Twa_
4 Dissoluti_on/PacTBOpeHne Unit-1/Eannnna-1 1% In 0.1M hydrochl(_)ric acid solution — not
T 30, more than 10% of the labeled amount of
: - 1C1gH20N303SNa (Rabeprazole sodium) is
Unit-3/Eqysna-3 - R dissolved in 2 hours. / B 0,1 M pactsope
Unit-4/Ennnunna-4 1% XJIOPUCTOBOAOPOAHOH KHMCIIOTHI — He Gonee
T Unit-5/Egunnma-5 | 1% |10 % or HOMHHaNBLHOIO coaepXKaHMs
Uni6/ Bt | T-C13H20N303SN3 (pabenpazona
- yepes 2 4.
Unit-1/Eaununa-1 94%, In buffer solution pH 8.0 — not less than
WO ST ™) 92% 75% (Q) of the labeled amount of
- CisH20N303SNa (Rabeprazole sodium) is
Unit-3/Eaunnua-3 94% dissolved in 60 minutes. / B OydepHom
Unit-4/Ennnuua-4 93% pacteope pH 8,0 — He menee 75 % (Q) ot
Unit-5/Eqnanua-5 | 95%  |HOMMHAIILHOTO COAEpIKaHMS
- o) — —] C]stoN}O}SNa (pa6enpa30ﬂa
Unit-6/Eqununua-6 95% :
- yepe3 60 MuH.

HaTpus)

Remarks : The Product confirms to ND/
IIpameuanne: [1poaykt coorsercapyer Tpedoanusm HJL

Opinion : APPROVED
Zaxkmouenne: OJOBPEHO

Approved by: Manager

NIL‘JIL‘,'D[{C!] (8] OOCCNIETCHNIO KaHecT ki

_Plgpared by/ o pé”{/ Checked by
ﬂoﬂromsneno%% [Ipoepeno: 73

o F2it0t® RorZ Recttty
Date/ JlaTa: Zg.ﬁézp Date/ laTa: 23”97’003/1 Date/ [laTa; D,Q'foﬁz’LOl)




CERTIFICATE OF ANALYSIS

Dr. Reddy’s ":.. CEPTH®UKAT AHAJIM3A

Product : Razo, Enteric coated tablets 20 m_g
Hpoaykr: Pa3zo®, Ta6aeTkn, NOKPbITHIE KNIIEYHOPACTBOPUMOIi 060104K0i, 20 Mr

Page3 of S/Crp.3u3 5

Batch No. / Cepna Ne : C2111542 Batch Quantity / 1500000 Tablets
- - |O6bem cepun: 1500000 rabaerox

Analytical Report No / Anaautnyecknii oruer Ne : 890001546699 | Date of Analysis / Jlara anannsa: 25/09/2021 |
Date of Manufacture / Jara npoussoacTsa :08/2021 Date of Expiry / Cpok rognocts : 07/2024

Rnalysis performed according ND / AHanns n_pOBé[_(eH no HA: JIT1-002666-131120

Ne Test / IlokazaTenb Result / PesynbTaTtsl Specification / Hopma

e Related substances by HPLC / Poxcreennbie npumecn, BIKX B - B
Rabeprazole N-oxide / Less than LOQ (LOQ= 0.022 %)/ |not more than 0.5% / ne 6onee 0,5 %
PaGenpazona N-oxcun Huoxe npenena KonuyecTBEHHOIO

onpenenenus (ITKO= 0,022%)

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

0, 0,
PabGenpazona cynshon LRIy
Rabeprazole Methoxy analogue / not more than 0.5% / e Gonee 0,5 %
Pabenpazona MeTokcu aHanor Not detected / ne obHapy»xeHa

Rabeprazole Chloro analogue /
Pabenpa3zona xnopo aHanor

fpary . 0 0
Not,detested /iHeIobRapyseHa not more than 0.5% / ve 6onee 0,5 %

Rabeprazole Sulphide / Less than LOQ (LOQ= 0.027 %)/ hot more than 0.5% / ne 6onee 0,5_%
PaGenpasona cynsdun Hwke npeaena KoaM4ecTBEHHOTO
onpeaenenns (IKO= 0,027%)

Maximum unknown individual
impurity / EnnHnunas
HeUAeHTHUIUPOBaHHAs

not more than 0.2% / 1e 6osee 0,2 %

npUMECh 0.02 % /0,02%
Total impurities / Cymma o 0.2% /0,2% not more than 2.0% / ue 6onee 2,0 %
npumecei
6 |Residual Solvents content / 968ug/ab_/ 968mkr na Tabnerky |Isopropanol — not more than 2621 pg per

OcTaTouHble OpraHnuecKkne tablet / U3onponanon — ne 6osiee 2621 Mxr
PACTBOPHTEJIH Ha TabneTky

Remarks : The Product confirms to ND/ Opinion : APPROVED

Hpnmeuanne: [1poaykT cooTBETCTRYET Tpebosanusam HJL Jakawuenune: OJJOBPEHO

Prepared by/ M Checked by Approved by: Manager
]_IOIIFOTOBJ'IGI-IOZgZ/ [lpoBepeHo: § Menessep no 00ecHee o Kaveet ga
=
1 12eeetdd Ranl Reetrf

Date/ Hara: 2807”% Date/ JlaTa: 0809- Lol Date/ [ara: DR o 9]—2@9_}




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

[Product : Razo, Enteric coated tablets 20 mg

Page 4 of 5/Crp.duss

HpoaykT: Pazo®, TabieTkn, NOKPLIThIE KHLIEYHOPACTBOPHMOI 060.104KOi, 20 mr

Batch No. / Cepust Ne : C2111542

Batch Quantity /
Oo6bem cepun:

1500000 Tablets

1500000 ~ra6aerox

_A_naly_t_icz;l Rep(;rt No / Ananurnueckuii oryer Ne : §90001546699

Date of Manufacture / {ata npon3soacrsa :08/2021

Xnalysis performed according ND / Anann3 nposeaen no HJI: JII1-002666-131120

Ne Test / TlokasaTenn

Result / PesynabTaTni

Date of Anglyﬁis /ILaTa anaiusa: 25/09/2021
Date of Expiry / Cpox roanoctu : (7/2024

Specification / Hopma

7 |Uniformity of dosage_units /
OpHoponHoOCTH 103MpPOBAHNSA

23723

a) Total aerobic microbial count /
Obee uncno a3pobHbIX
MMKPOOPraHH3MOB

b) Total combined yeasts and
mould count / O61uee uncno
IPOJMOKEBBIX W TIECHEBBIX IPUOOB

¢) E. coli

9 |Assay / KonnuecrBenHoe
onpeneneHue

8 |Microbial limits / Mukpo0uoJioruueckas 1ucToTa
Less than 10 CFU/g/

The acceptance value (AV) should be not
more  than 15.0. / ITokasarens
npuemiaemoctd (AV) nomwken O6bTh He
6onee 15,0.

Meuee 10 KOE/r

Less than 10 CFU/g /

Menee 10 KOE/r

Absentin 1g/
OrcyTeTByeT B IT

19.9 mg/ 19,9 mr

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

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

Shall be absent in 1g/
JIo/KHB! OTCYTCTBOBATH B | T

18.0 mg to 22.0 mg of CisHN303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
O1 18,0 mr po 22,0 mr CisHyoN3O3SNa
(pabenpazona Hatpus) (ot 90 mo 110 %
OT  HOMHHANLHOTO  COAEpXKaHus) B
TabneTke.

Remarks : The Product confirms to ND/

Prepared by/ YA
IToaroToBneHo:; ;CW

Checked by
Iposepeno:

‘Date/ Jlara: 22 Pgﬁ 9

rDate/ JlaTa:

Hpumeuanue: [1poaykt cooteycrpyeT Tpedosanmsim HJJ

Opinion : APPROVED
3akmiouenune: OJOBPEHO

Approved by: Manager

Metre/pkep 10 00eCHeueHnIn KaueeTrd

Poeooio) Ron 2 Neutsg

2809-102]

Date/ JlaTa: Q_g_(oq;f’ 2.0 )_,/




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJTN3A

Product : Razo, Enteric coated tablets 20 mg
Hponykr: Pazo®, TabaeTKN, NOKPBITbIE KHIICTHOPACTBOPIMOi 000104K0¥, 20 Mr

~ PageSofS/Crp.5u35

Batch No. / Cepust Ne : C2111542

Ne Test / Ilokasarenn

10

Packag_ing / Ynakoska

Labeling / MapxupoBka

_A_nalytic_au(ep_oiNo / Ananmtnuecknii oruer Ne : 890001546699
Date of Manufacture / Jlata npoussoactsa :08/2021

Batch Quantity /
Oo6bem cepun:

1500000 Tablets
1500000 B TaﬁneTox

Date of Analysis / JlaTa ananmsa: 25/09/2021

Date of Expiry / Cpox rognoctu : (07/2024

Analysisﬁrformed according_Nﬁ / Ananus nposenen no HJ: JIIT-002666-131120

Result / Pe3yabTaTsl

Specification / Hopma

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / Ilo 15 Tabnerok B Gnuctepe u3
(IIBX/AJITIA) ¢onsru /
aNIOMUHHEBOM doneru. ITo
2 GnucTepa BMECTE ¢ MHCTPYKUMEH MO
TIPUMEHEHHIO B 11a4Ky KaPTOHHYIO.

Complies as prescribed /
CootBeTcTBYET TpeboBaHMIM

'According to ND/

15 or 30tablets in HDPE bottles Wim|
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. /

Ilo 15 unu 30 Ttabnetok B GaHkax wu3
MOJIM3TUEHA  BBICOKOH  TJIOTHOCTH €
BUHTOROM  TOPIOBHHOHM,  cHaO>KeHHbIX
MeMOpaHOH  Juls  KOHTpOJIs  MEpBOro
BCKPBITHS, YKYMNOPEHHBIX TLIaCTHKOBbLIMH
HaBUHYMBaeMbIMH KpblLIKaMy '
OpOKNAaAKOH M BIIOXKEHHEM nakeTa ¢
BJIATOTIOTJIOTUTENEM (cnnukarens) u
TaMrnoHa M3 nosinagupHoi Batbl. Kaxcnas
faHka BMecTe C HMHCTPYKUMeH Mo
NPUMEHEHUIO B NMAUKy KapTOHHYIO.

I[lo 15Tabneroxk B  Onucrepe w3
(TIIBX/AJI/TIA) donbrn /  amioMUHKEBON
donbru. Tlo 1 unu 2 Gnucrepa BmecTe ¢
MHCTpYKUHMEH N0 TPUMEHEHMI0 B Nauky
KapTOHHYIO.

B coorsercraun ¢ HJI

12
13

Storz_lge conditions / X_paHelme

Shelf life /
Cpox roanocrtn

At temperature below 25 °C. / [Ipu Temneparype He Bbiuie 25 °C,

2 years (in bottles), 3 years (in blisters).
2 ropna (B 6ankax), 3 rona (B GnucTepax).

/

Remarks : The Product confirms to ND/
IIpumenanne: Ilpoayxt coorsepeisyet Tpebosannsm HJJ

Opinion : APPROVED
Jaxmouenne: OJOBPEHO

' Date/ Jlara: ZQ“C??”W’

Prepared by/ ,@P/ Checked by
l’]ourmosnel-uW [TposepeHo: 7?
Date/ Jlara:

_Approved by: Manager

Meuezrep no odeCcneHe IO KauecTn

2809101

Date/ Hdara: Q__& ocs 20 ),/




