~ Dr. R_e_dgy'i!.’:‘_

Product # Razo, Enteric coated tablets 20 mg
Tposyxr * Pazo®, TabaeTkn, NOKpLITHLIE KHLIEYHOPACTBOPHMOi 06010uK0ii, 20 Mr

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Page1of5/Crp. 1 i35

Batch No-/Cepnsn Ne : C2112380

Batch Quantity /
O6bem cepnn:

1500000 Tablets
1500000 TaGaerox

Eﬁlyticﬁéﬁ@)rt_No / Anaaurauecknii oruer Ne : 890001552202

Date of Analysis / Jlata anamusa: 26/10/2021

Date of Manufacture / Jlara npon3soacrsa :09/2021

Xn;lysis performed according ND / Auanus nposeaen no HJL: JII1-002666-131120

Date of Expiry / Cpox rogsocry : 08/2024

Ne Test / lloxazaTean

Result / Pesyisrarpt

Specification / Hopma T

1 Dgcl'iption / Onncanne

Round, biconvex, yellow coated
tablets with red ink imprinted
«RB20» on the one side. The cross
section is the core white. / Kpyrabie,
NBOSKOBBINYKbIE TAONETKH,
NOKPBITbIE 000NOYKON OT CBETIIO-
JKENTOrO [0 JKENTOTO L[BETA C
MapKUPOBKOMW KPacHOTO 1{BETa
«RB20» na onnoii cropone. Ha
onepevyHoM paspese sApo MO4TH
fenoro upera.

Round, biconvex, light ycllO\;To;/elloT
coated tablets with ink imprinted
«RB20» on the one side. The cross section
is the core from white to off-white. /

red

Kpyrnele, ABOSKOBBIMYKIIbIE — TaONETKH,
TIOKpPBIThiE OOOJNIOUKOH OT CBETIIO-KENTOro
IO KenToro upera ¢
kpacHoro uBera  «RB20»

cropore. Ha monepeutoM paspcese aapo ot

MapKUPOBKOM

H4  UAHUH

6e0ro A0 Mo4YTH Oenoro LBeTa.

2 |Identification By HPLC /
Topmmunocrs BIXKX

S Avéaéemeight of coated :
tablets / Cpeansisa macca
Ta0JIeTOK

Complies as prescribed /
CoOTBETCTBYET

The retention time of the major peak in the
chromatogram ot the test preparation
should correspond to the retention time'of
the main peak in the chromatogram of
Rabeprazole sodium standard preparation
(section Assay). / Bpems ynep>kvsanus
OCHOBHOTO ITHKa Ha XpomaTorpamme
MCIIBITYEMOTO pacTBOPa JI0JKHO
COOTBETCTBOBATH BPEMEHHW YACPIKNBAHHMS!
OCHOBHOT'0 NTHKa Ha XpoMaTorpamme
pacTBOpa CTaHAAapTHOro obpazua
pabenpazona HaTpus (pasjen
«KonuuecTBeHHOE OMPCACIECHHEN).

©206.20 mg /206,20 mMr

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

4 |Dissolution / Pactopenne

Unit-1/Eannnna- |

0%

In 0.IM hydrochloric acid solution — not

Remark_sﬁhe Product confirms to ND/

N pumeaaune: NposykT coorae ey et 1pedosannam L

Opinion : APPROVED
3akmouenne: OOBPEHO

Prepared by/ O
ﬂourOTOBﬂeHo

Checked by

[Tposepeno; V
?\[’1 wah
NS T /

Approved by: Manager
Menemkep o obecrneueH o gavecTpa

el Ko flecctny

Date/

Date/ JlaTa: QQFCOF?Q&/

JlaTa:

9 %-10-1o2]

Date/ [arta: Q_Q”r-l 0.0 ,)/{




CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Dr.Reddy’s "‘

Page2 of 5/ Crp. 2 u3 5 -

Froduct 2 Razo, Enteric coated tablets 20 mg

T poaykr 2 Pazo®, TaGnerkn, DOKPLITHIE KHIIEHHOPACTBOPHMOIi 060J101KOH, 20 mr N -
Batch No- /Cepml Ne : C2112380 Batch Quantity / 1500000 Tablets
| __ o o OobeM cepun: 1500000 Tagaerok
Iz_iumlyticzj_l Report No / Anaantnuecknii oTyer Ne : 890001552202 |Date of Analysis / laTa ananu3a: 26/10/2021
Date of Manufacture / Jlata npoussoacrsa :09/2021 Date of Expiry / Cpok rognocru : 08/2024
Analysn_sﬂﬁehrformed according ND / Ananus nposegen mo HI: JII1-002666-131120 ]
N Test / TlokasaTens Result / PesyabTaThl Specification / Hopma ]
= Unit-2/Equnuia-2 1% more than 10% of the ]alﬁe:l_amount of
ETTTE 0% C13H20N303SNa (Rabeprazole sodium) is
. - dissolved in 2 hours. / B 0,1 M pactBope
Unit-4/Exarnna-4 e | X/10pHCTOBONIOPOAIHOH KMCIOTEI — He Gonee
Unit-5/Epunnua-5 1% 10 % oT HOMMHAJIBHOTO COJEpP)KAHHS
Unit-6/Eannnna-6 1% |C1sH20N303SNa  (pabenpasona  HaTpus)
yepes3 2 u.
_Unit-l/Em/mI/lua—l 89% In buffer solution pH 8.0 — not less than
Unit-2/Equnnua-2 91% 75% (Q) of the labeled amount of
= - C13H20N303SNa (Rabeprazole sodium) is
Unit-3/Enunma-3 e dissolved in 60 minutes. / B 6ydepHom
Unit-4/Eavinnua-4 92% pacteope pH 8,0 — ne menee 75 % (Q) ot
" Unit-5/Equnnua-5 | 94%, HOMHWHAJILHOTO COAepPIKaHMA
C13H20N30;5Na abenpazofla  HaTpui
Unit-6/Epnnnua-6 92% e s (P P pus)
yepes 60 MUH.
5 | Rglgeisu bstances by HPLC / Poncrennbie npumecu, BOXKX o - )

Remarks : The Product confirms to ND/ Opinion : APPROVED
Hpnmevanne: [Tpogykr cootgTerpyer TpedoBaHUAM H/ Zakmouenne: OJJOBPEHO
Prepared by/ Checked by Approved by: Manager

o/ JomGE Teres lposepenc W%/r Meweprep 1o 0decneeHno Kauee i
1%1;@.@(90 Kol
N\ , =

Date/ ﬂaTa: @"(C)"W Date/ Jlara: ?,%"D'%')/’ Date/ Jara: 2_2,([0 -'LOL\




__Dr.Reddy’s

Product : Razo, Enteric coated tdhlets 20 mg
[ IIpoaykr = ! Pazo®, Ta0sIeTKH, NOKPbITbIE KHIEUHOPACTBOPHMOIE 060101K0ii, 20 Mr
Batch No-/Cepnst Ne : C2112380

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Page3 of S/ Crp.3u3 5 .

B

Xnalyticz;]_ile_po_rt_No / Amanutnueckuii oruer Ne : 890001552202

O6bem cepun:

1500000 Tablets
1500000 Tadnerox

atch Quantity /

D

ate of Analysis / lara ananuza: 26/10/2021

Date of Manufacture / Jara npoussoacrsa :09/2021

D

ale ol Expiry / Cpok rognocts : 03/2024

Ne |

Analysis performed according ND / Anaan3 nposeaen no HJI: JII1-002666-131120

ﬁst_/ IloxazaTennb

Result/ Pe3ym;aTbl

Specification / Hopma

Rabé_p;a_zole N-oxide /
Pa6enpazona N-okcua

_Rab_éi)razole Sulfone /

PaGenpazona cyns(oH

|Rabeprazole Methoxy analogue /

Pabenpazona METOKCH aHAIIOT

Rabeprazole Chloro analogue /

Pabenpa3zona xJopo aHajior

Rabeprazole Sulphide /
Pa6enpasona cynsdug

Maximum unknown individual
impurity / Enunnunas
HenZeHTHHULMPOBAHHAS
NpUMECh

Total impurities / Cymma
nipuMeceit

Residual Solvents content /
OcTaTo4HbIE OPraHnuecKue
PacTBOPHUTEIH

Unifa“mity of dosage units /
OaHOPOAHOCTD 103HPOBAHHS

Below LOD(LOD=0.008%)/Huxe

npenena oGHapyKeHus
(TTO = 0,008 %)

0.09%/0,09%

Below LOD(1.LOD=0.01%)/Huxe
npenena oGHapyskeHus
(TT0 = 0,01 %)

Not detected / ne obnapyxeHa

0.03% /0,03%

0.02 % /0,02%

not more than 0.5% / ne 6onee_0,_5%

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

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

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

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

not more than 0.2% / ne Gonee 0,2 %

0.2% /0,2%

1701 pg/tab / 170 1 Mkr Ha TabneTky

not more than 2.0% / ve 60nee_2,0 %

Isopropanol — not more than 2621 ng per
tablet / UzonponaHon — ve 6osee 2621 mkr
Ha TabneTky

1.9/1.9

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

Remarks : The Product confirms to ND/
IIpumeyanne: Ilpoaykr COOTB(.IL.I pyer Tpebosannsm HJL

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by/ Checked by Approved by: Manager
[ToarotoBneno ? [poBepeHo: L Menesxkep 1o 06eCI'I€lIeHI/||O KayecTBa
Date/ /laTa: ,, Ji: Date/ [Hara: Date/ IlaTa

(0 -2t 9%—40402.,\ 210203




Product : Razo, Enterlc coated tablets 20 mg
Ilpoayxr: Pa3o®, TabaeTkn, NOKPLIThbIC KHIIEYHOPACTBOPUMOii 060101K0¥, 20 Mr

Dr.Reddy’s ‘..

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Page 4 of S/ Crp. 4m3 5

Batch No. / Cepus Ne : C2112380

Analvtlcal Report No / AHa.nnaneCKun oT4eT .N‘o :

Ne : 890001552202

Batch Quantity / 1500000 Tablets
O0nem cepnu: 1500000 Tadaerox
Date of Analysis / /laTa anaan3za: 26/10/2021_

Date of Manufacture / I[aTa npousBoiacTBa :09/2021

Date of Expiry / Cpok rognoctu : 08/2024

Analysis performed according ND / Ananun3 nposenen no HJ: JIT1-002666-131120

Ne

‘Test / IlokasaTenb

Result / Pesyan_aTb;

Specification / Hopma

8

Assay / KonnyecTBeHHO€E

Microbial limits / Muxpo6nonornteckas "HcTOTa

a) Total aerobic microbial count /
Ofmee uncno a3poOHBIX
MHKPOOPTaHU3MOB

b) Total combined yeasts and
mould connt / Ofmee uncnn
LPOMOKEBBIX 1 TUIECHEBBIX TPUOOB

¢) E. coli

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

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

Absent in 1g/
OrcyteTByeT B IT

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

Not more than 100 CFU/g /
He fanee 100 KOF/r

Shall be absent in 1g/
JomxHbl oTCyTCTBOBaTH B 1 T

onpeaejieHne

20.0mg /20,0 mr

18.0mg to 22.0mg of CisHyN3Os;SNa
(Rabeprazole sodium) (90 to 110% of the
labeled amount) per tablet /
Or 18,0 mr mo 22,0 mr C;gsHyN3O3SNa
(pabemnpazona Hatpus) (ot 90 no 110 %
OT  HOMMWHaNBLHOIrO  coAep>KaHusg) B
TabseTke.

Remarks : The Product confirms to ND/
Hpumeuanne: Ilpoaykr cooTsgTorpyeT Tpedosarusam HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by/ '_ga"/ Checked by Approved by: Manager
ﬂoaromsnem/é?/ ITposepeHo: (/" (/) Menepkep no obecnenenimo kauecTra
| ; W27 | " Peetetd Ronl feorted
Date/ JlaTa: 28.{ O"‘%M Date/ JlaTa: Date/ Jdara: p

€ -lo- Lo2 2 8010




Dr.Reddy’s "’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page Sof 5/ Crp. Suz 5

Product z Razo, Enteric coated tablets 20 mg

HponyxT 2 Pazo®, Tabaerku, n1oKpbIThIE KNIEYHOPACTBOPHMOIl 060.,1049K0i, 20 MT
Batch Quantity /
O0bem cepun:

Batch No-/Cepna Ne : C2112380

1500000 Tablets
1500000 TaﬁneTOK

iﬁ:lly@iiéppqﬂ No / Ananutnuecknii orer Ne : 890001552202

Date of Analysis / laTa anain3a: 26/10/2021

Date of Mlanufacture / JIata npouss

oncria :09/2021

|Date of Expiry / Cpok roasocTtH : 08/2024
Analysxs Performed according ND / Anaan3 nposeaen no HJI: JITT-002666-131120

Ne " Test/ IMokazarenn

10

Pacl;aéing / Ynakoska

Result / PesynbTaThbl

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters and
patient information leaflet in a carton
pack. / ITo 15 Tabnerok B GiuncTepe n3
(IIBX/AJI/TIA) donbru /
ATIOMUHHUEBOM donsru. Ilo
2 Gnuctepa BMecTe ¢ HHCTPYKLMEH M0
NPUMEHEHHIO B MaUYKy KapTOHHYIO.

11 Label?ng / MapxupoBka

12 |Storage conditions / XpaHnenue

Complies as prescribed /
CootsercTBYeT TpeOOBAHUAM

15 or 30tablets in HDPE bottles with

) AEcong to ND/

Shelf life /
CpoK roagHoCcTH

13

At temperature below 25 °C. / Tlpu Temneparype He Bbiue 25 °C.

Specification /Hop;la

screw neck equipped with tamper-evident
membrane sealed with plastic screw caps
with Jiner, 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
information leaflet in a carton pack. /

Ilo 15 wunn 30 rtabncTok B GaHkax w3
MOJIN3THIICHa  BBICOKOH  TUJIOTHOCTH ¢
BUHTOBOH  TFOpJAOBHWHOHW,  CHab)KEeHHBIX
memMOpaHOi 171 KOHTpONsL  MEpBOro
DCKPLITHA, YKYNOPCUIILIX TIACTHKOBLIMMU
HaBUHUYMBAEMbIMH KpbILIKamMy c
NpoKJanKod M BNOXKEHUEM Nakera ¢
BIIArONOMIOTHTENEM  (CHIMKarelh) U
TamnoHa u3 nonuadupHoi Batel. Kaxnas
6aHka BMecTe C  MHCTPYKLMEH O
MPUMEHEHUIO B MAYKY KaPTOHHYIO.

ITo 15Tabnetox B  6Giucrepe w3
(IIBX/AJIVFIA) ¢onbrn / antoMuHUEBOI
¢donbru. Ilo 1 wnu 2 Gnucrepa Bmecre ¢
WHCTPYKUMEH N0 MNPUMEHEHHIO B Nauky
KapTOHHYIO.

B cooTBeTcTBUM ¢ H]]

2 years (in bottles), 3 years (in blisters). /
2 ropa (B 6ankax), 3 rona (B Onuctepax).

Ipumeuanne: IlpoayKT cOOTBETCH)

Remarks : The Product confirms to ND/

yeT Tpebosanusm HJl

Opinion : APPROVED
3akmiouenne: OJJOBPEHO

Prepared by/ W

Checked by

Approved by: Manager

Metie ukep 1o mu.ulummm Kaveerna

‘F%.cccté:) I%qn(. olecelre

Date/ Jara:

TMoarorosneHo:
02-(C -2

MNposepeno: VW
\"

Date/ JlaTa:
t ng-l0-202)

Date/ Jlata: 0 Q. (O 1074




