Dr.Reddy’s ‘i’.

Product : Ra_zo,_Etheric coated tablets 20 mg
Hpoayxr: Pa3o®, TabaeTKH, DOKPHITHIE KHLIETHOPACTBOPHMOii 0605101K0H, 20 Mr
Batch No./ Cepust Ne: C2111033

jé;;lytié%iigort No / Amanuruyecknii oruer Ne : 890001545532

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Page 1ofS/Crp. 1u3 5

Batch Quantity /
|O6bem cepun:

1500000 Tablets
1500000 Taaerok

Date of Analysis / TaTa anann3a:_20/09/2021_ |

Date of Manufacture / Jlara npoussoacrsa :08/2021

E\aTysis_FeT'fm'med according ND / Ananus npoeenen no I11: JI[1-002666-131120

Date of Expiry / Cpok roanoctu : 07/2024

Specilicalivn / Hopmu

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. /
Kpyripic, ABOSKOBLIMYIUILIC — TabJCTKH,
MOKPBITBIE 0DOJIOUKON OT CBETIIO-KENTOrO
J10 nBeTa ¢

KpacHOro «RB2(»

ctopone. Ha nmonepeuyHoM paspese sapo oT

JKEJITOro MapKHPOBKOIH

\ReTAa Ha OJHOM

6emnoro J0 MMOYTH 6enoro 1IBETA.

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 ynepaxuBanus
OCHOBHOTO WKa Ha XpoMmarorpamMmme
MCTIBITYEMOTO PacTBOpa JIOIHKHO
COOTBETCTBOBATH BPEMEHH YACPIKHBaHUA
OCHOBHOTO NHMKa Ha XpoMaTorpamMmme
pacTBOpa cTaHaapTHOro obpa3zna
pabenpa3sona HaTpus (pasaen
«KonuuecTreHHOE onpeienenmen).

212.68 mg + 5% (202.05 — 223.31 mg) /
212,68 mMr =+ 5 % (or 202,05 mr po
223,31 mr)

1%

N T'est/ Ilokasarens Result / Pesyiabrarsl
1 Desaption / Onncanne Round, biconvex, light yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrnrle,
JBOSIKOBBLINYKJIBIC TAOJICTKY,
NIOKPBITblE 000JI0UKOH CBETJIO-
KENTOro 1BETa, C MAPKUPOBKOH
kpacHoro upeta «RB20» Ha onno#
cropone. Ha nonepeuHom pazpese
sapo 6enoro upera.
2 |Identification By HPLC/ Caqplies as prescribed /
Hopsmmuanocts BXKX CooTBeTCcTBYET
3 _Ee?age weight of coated : 209.16 mg /209,16 mr
tablets / Cpennsin macca
TabJieTox
4 |Dissolution / PacrBopenne © Unit-1/Eannnua-|

In 0.1M hydrochloric acid solution — not|
|

(11p
Pre

I'foaroroBneno:

Remarks : The Product confirms to ND/
3T Tpebosanuam HJL

umeuanne: [1pojlyKT COOTBETLTE,

| Opinion : APPROVED
3akmouenne: OJJOBPEHO

pared by/ W

Checked by
lNposepeno:

< =

Approved by: Manager
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Date/ JlaTa;
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Date/ JlaTa: 29~ o9 Lo:—)

Fuad Ra~l Recuiey
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Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIU3A

Product : Razo, Enteric coated tablets 20 mg

Page2 of S/Crp. 2u35

Ilpogykr: Pazo®, TabeTkn, NOKPbIThbIe KHIIEYHOPACTBOPHMOii 060/10uKo0ii, 20 MI

Batch No. / Cepust Ne: C2111033

Batch Quantity /

O0bem cepun: 1500000 rafaerox

A_nalyticnl Report No / AnasnTiec

kit ormer Ne : 890001545532

1500000 Tablets T

Date of Analysis / TlaTa anannza: : 20/09/2021 |

Date of Manufacture / Jata npon3s

oacrsa :08/2021

Date of Explry / CpOK romHocTH 3 (7/2024

Andlyblb performed according ND / Ananns POREIEHIID HI[ JII-002666-131120

No | Test / Hoxazarean Rcsult/PcsyanaTbl - Spcciﬁcation/HopMa

[ Unit-2/Epmuunua-2 0% more than 10% of the ldbeled amount of
Unit-3/Eqnanua-3 0% CisH2oN303SNa (Rabeprazole sodium) is

: - dissolved in 2 hours. / B 0,1 M pacteope
Unit-4/Ennnnna-4 Ui XJIOPUCTOBOJIOPOAHON KHCIIOTBI — He Gonee
Unit-5/Epunnna-5 1% 10 % oT HOMHHANBEHOIO copepKaHMsA
Unit 6/Epsimna 6 2% CisHoN303SNa  (paGenpasosia  nHatphs)
— yepes 2 u.
Unit-1/Epununa- | 89% In buffer solution pH 8.0 — not less than
Uni-2/Eannnna2 83% 75% (Q) of the labeled amount of]
i ; CisH2oN3O3SNa (Rabeprazole sodium) is
Unit-3/Epynmna-3 8o |dissolved in 60 minutes. / B 6ycdepnom
Unit-4/Epvnnnna-4 88% pactsope pH 8,0 — ne menee 75 % (Q) or
Unit-5/Eanrnna-5 90% HOMMHANBLHOTO CoMlepIKaHUs
CisH20N303SNa abenpazona  HaTpus
Unit-6/Eanunua-6 89% 0T (p P pu)
yepe3 60 MuH.

Remarks : The Product confirms to ND/ Opinion : APPROVED o

Ipumeuanne: [IpoaykT cooTse |,e1)ByeT Tpebosatnuam HJI 3akaiouenne: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager

ﬂo,uromaneno/ [lposepeHo: Mepe/mrep 1o 00eeHeIenmio Kauee g
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Date/ [laTa: 2/,&&7&% Date/ Hara: 2~ o9 ,’1_:,,__7 Date/ Jlara: 9—(\'—03 ’LOL,
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Dr.Reddy’s €5¢

Product : Razo, Enteric coated tablets 20 mg
Upoaykr: Pa3zo®, Ta6/1€TKH, NOKPLITbIE KHIEYHOPACTBOPUMOK 000,104K0H, 20 MI

Page 3 of 5/ Crp. 3u3 5

Batch No. / Cepusa Ne : C2111033 Batch Quantlty/ 1500000 Tablets
O6bem cepuu: 1500000 TaGaerox

Analytical Report No / Anajutuueckuii order Ne : 890001545532 | Date of Analysis / laTa anannza: 20/09/2021 |

Date of Manufacture / Jara npousBoacrsa :08/2021 Date of Expiry / CpOK rozmocTu 07/2024

Analysns pcrformcd according ND / Ana.ﬂm nposench no HJL: JIIT- 002666-131120

Ne Test / HokazaTenn Result / PesyabTaTnl ' Specification / Hopma

"5 |Related substances by HPLC / Poncreennsie npumecu, BOXKX _ -
Rabeprazole N-oxide / Less than LOQ (LOQ=0.022 %)/ [not more than 0.5% / He 6onee 0,5 %
Pa6enpazona N-okcun Huxe npenena konuuecTBEHHOTo

onpeneneuus (IIKO= 0,022%)

Rabeprazole Sulfone /
Pabenpazona cynsdon

0.08%/0.08% not more than 0.5% / ve 6onee 0,5 %
. o/U, (i}

Rabeprazole Methoxy analogue / | Below LOD (LOD =0.01%) / Hwxe |not more than 0.5% / ne Gornee 0,5 %
Pabenpazona MeTokcu aHanor npenena ooHapy)KeHus
(10 - 0,01 %)

Rabeprazole Chloro analogue /
Pabenpasona xnopo ananor

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

Not detected / He obHapyskeHa

Rabeprazole Sulphide / Less than LOQ (LOQ= 0.027 %)/ |not more than 0.5% / ne Gonee 0,5 %
PaGenpazona cynsdug Huske nipefiena KoauuecTBEHHOTO

Maximum unknown individual onpepenenms (IIKO= 0,027%)

impurity / EquHu4Has
HEeHIEHTUULIMPOBAHHAS

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

0.02 % /0,02%

npuMech
Total impurities / Cymma 0.2% /0,2% not more than 2.0% / ve 6onee 2,0 % |
npuMecei

6 [Residual Solvents content / 1975pg/tab / 1975mkr na Tabnetky [lsopropanol — not more than 2621 pg per
OcTaTounble OprannuecKue tablet / M3onponanon — He 6onee 2621 mxr
pacTBOpPUTEIH Ha TabneTky
|
'Remarks : The Product confirms to ND/ Opinion : APPROVED —
IIpumeuanne: [lpoaykr COOTBGTCI sver TpedoBanusm HJL Zakawuenne: OAOBPEHO

Prepared by/ Checked by Approved by: Manager
nOIU'OTOBJ'IL!Iig IIpogepeHo: 5 Mere rkep 1o odeceueHnio kadecTna
). Fcee) Roml Recaliry

e
Dt/ aTa: - Date/ aTa. Date/ aTa:
ate/ [ara: 2/,_07 9209 ate/ Jara ) oy ~ A ate/ Jlata Q—Ie'oq? 'lf




Product :_Razo, Enteric coated tablets 20 mg

Dr.Reddy's &3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Paged4of S/ Crp. 4m3 5 -

IIpoayxr: Pa3o®, Taé1eTkn, NOKPbITbIE KHIIEUHOPACTBOPHMOI 000.104K0i, 20 Mr

Batch No. / Cepust Ne : C2111033

:_A_naly{ical Report No / Ananntuaecknii oruer Ne : 8390001545532

Batch Quantity / 1500000 Tablets
O6nem cepun: 1500000 raaerox

Date of Manufacture / lara nponssoacrna :08/2021

Analysis performed acc_orﬁlg ND / Ananns nposeaen no HJI: JII1-002666-131120

Date of Analysis / lara ananma:_gW
Date of Expiry / Cpok rognoctu : 07/2024 |

| Ne

Test / IToxazaTenn

Result / PesyabTaThl

Specification / Hop_M;

7

Uniformity of dosage units /
OpnopoaHoCTH A03HPOBAHNS

Microbial limits / M:m[mﬁn_onor

1.6/1,6

The acceptance value (AV) should be not
more  than 15.0. / Iokazarens
npuemaemoctd (AV) pgomxeH Obith He
6onee 15,0.

HYCCKasl ' THCTOTA

a) Total aerobic microbial count /
O61nee yncno aspodHbIX
MHKPOOPTaHH3MOB

b) Total combined yeasts and
mould count / O6uiee uucio
JPO3OKEBBIX U TJIECHEBBIX IPUOOB

¢) E. coli

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

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

Absentin 1g/
OrcyTtcTByeT B 1T

Assay / KonnuecTBennoe
onpeaejienne

20.0 mg /20,0 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/
JlomKHBI OTCYTCTBOBATL B 1 T

18.0 mg to 22.0 mg of CsH>0N303SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Ot 18,0 mr no 22,0 mr C;sH20N3O:SNa
(pabenpazona Hatpust) (ot 90 g0 110 %
OT  HOMMHAlBHOIO  colepkahnus) B
TabneTke. '

Remarks : The Product confirms to ND/
Ipumeuanue: Ipoaykt cooTsegcymyer Tpedosanuam HJ

Opinion : APPROVED
3akouenne: OJOBPEHO

Prepared by/ &00—57/&/
IMoarorosaeHo: l/v’?{/

[ Date/ Jara: Z/)FO Tk&%

Checked by

ITposepeno: j T

Approved by: Manager

Mepescep no obecne eHnio Kavueer s
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Date/ Jlara: ) r oy ,__,._y
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Product : | Razo, Enterlc coated tablets 20 mg

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr.Reddy’s "'

Page Sof S/ Crp. 5u3 5

Hpoayxr: Pa3o®, TabjieTku, NOKPBITHIE KHIIEUHOPACTBOPHMOii 060.104K0#, 20 M1

Batch No./ Cepust Ne : C2111033

| Analytical Report No / Anannruiecknii orer N :
Date of Manufacture / Jlata npounsBoacrsa :08/2021

890001545532

Batch Quantity /
1O0bem cepuu:
Date of Analysis / lata ananuza: 20/09/2021

1500000 Tablets
1500000 _Tabiaerok

Date of Expiry / Cpox ro;mocna 072024

Analysns performed according ND / Ananus nposeaen no HJ/I: JII1-002666-131120

 Ne

Test / Ilokazarens Result / PesynbTaThl

Specification_/ Hopma

10

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / TTo 15 Tabnerok B Giucrepe u3
(IIBX/AJVTIA) donsru /
QIIOMHIIHEDOH donury. Ilo
2 baucTepa BMeCTe ¢ MHCTPYKIIMEH no
TNIPMEHEHUIO B NIAYKy KapTOHHYIO.

Packaging / YnakoBka

15 or 30tablets in HDPE bottles with
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/AVPA) foil /aluminum
foil blister. 1 or 2 blisters and patient
informaltion leaflet in a carton pack. /

Ilo 15 wnamn 30 Ttabnetok B 6GaHkax w3
MOJIMITUIEHA  BBICOKOW  NJIOTHOCTH ¢
BUHTOBOH  TOpPJIOBMHOM,  CHaOXEHHbIX
MeMOpaHOH 11l KOHTpPOJIs  MEPBOro
BCKPbITHS, YKYNOPEHHLIX NJIACTUKOBLIMH
HaBUHUMBaEMbIMU KpPBILIIKAMA c
MPOKIaAKOH M BIIOXKEHHEM MaKeTa ¢
BJIATOMOTIOTHTENIEM (cunukarens) 14}
TaMnoHa W3 noawscupHoi Batbl. Kakgas
faHka BMECTE C  MHCTpPYKUMeEH 1o
NPUMEHEHUIO B MAYKy KapTOHHYIO.

Ilo 15Tabnetok B  Onucrepe  u3
(TIBX/AJ/TTA) ¢onbru / anioMMHUEBOM
donbru. Tlo | unn 2 Gaucrepa BMecTe ¢
MHCTPYKUMEH MO TMPUMEHEHUID B Nauky
KapTOHHY!O.

11 [Labeling / MapknpoBka Complies as prescribed / According to ND /
| CooTaeTcTBYET TpebOBaHUSIM B coorsetcteun ¢ HIL
12 |Storage conditions / Xpanenue | At temperature below 25 °C. / Ilpu Temnepartype He Bbiuie 25 °C.
13 |Shelf life / 2 years (in %ttles), 3 years (in blisters). /
Cpok roanoctn 2 ropa (B H6aHkax), 3 rona (B 6nncrepax).

"Remarks : The Product confirms to ND/ o Opinion : APPROVED o
Tpumeuanne: [lpoaykT coorBeTcpyer Tpebosanmsam HJJ 3axwuenne: OJJOBPEHO
Prepared by/ C?/O/ | Checked by - Approved by: Manager
[loaroToBisieHo: ‘;;:'/ npOBepeHLi ) Mene/rep o odee LEUCHIIO KaveeTBa

, _ € PEIZ{“(_}\J d?.cectﬂ 229 |
Date/ JlaTa: %»05(*8044 Date/ ZlaTa:p? Yoy~ I_n>7 Date/ JlaTa: 9/"__03 _ 2_0'2/)




