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CEPTUDUKAT AHAJIU3A
DI’. Reddy S ‘ 5/Crp.1n35
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Product : Razo, Enteric coated tablets 20 mg
IIpoaykr: Pa3zo®, TabaeTKi, NOKpbITbIE KHINEUNOPACTBOPHMOI 060J104K0#, 20 M

Batch No. / Cepns Ne : C2109400 Batch Quantity / 1500000 Tablets
S O06bem cepuu: 1500000 Tadaerox

Analytical Report No / Anannruueckuii oruer No : 890001538591 | Date of Analysis /,IlaTa ananusza: 07/08/2021

Date of Manufacture / lata npouspoacrna :06/2021 Date of Expiry / C[)OK roanocrn : 05/2024

Analysns performe(l according ND / Almnus nposegen o HJ: JIIT- 002666-131120

Ne "Test / Ilokasarenn ' "Result / Pesyabrarnl Speciﬁcatiﬁ/ Hopma

1 |Description / Onucanne Round, biconvex, yellow coated Round, biconvex, light yellow to yellow-
tablets with red ink imprinted coated tablets with red ink imprinted
«RB20» on one side. The cross «RB20» on the one side. The cross section
section is the core white. / Kpyraste, |is the core from white to off-white. /
JIBOSIKOBBLIMYKJIble TAONETKH, Kpyrnble, ABOsSKOBbINYKIIbIE — TabneTku,
MOKPbITbIE 000TOUKOH JKENTOro NOKPbITBIC 0DONIOUKOIT OT CBETJIO-XKENTOTO
LIBETA, C MAPKHPOBKOH KPacHOTo 0O OKENTOro  UBeTa ¢ MapKHPOBKOIA
useta «RB20» na ogHoii cTopoHe. kpacHoro ugeta «RB20» Ha opgnoii
Ha nonepeunom paspese snpo cropoHe. Ha nonepeunom pazpese sapo or
Oenoro usera. Oenoro 1o nMouTH Genoro uUBeTa.

2 |Identification By HPLC / Complies as prescribed / The retention time of the maj6r peak in the

ITonnunnocts BIXKX CooTseTcTBYET 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 yaepskuBarus
OCHOBHOTO MHKa Ha XPOMaTorpamme
MCTIBITYEMOro pacTBOpa J0MKHO
COOTBETCTBOBATH BPEMEHH YICPYKHBATIHS
OCHOBHOTrO MHUKA Ha XPOMATOirpaMme
pacTBOpa CTAHAAPTHOIO 00pasia
palenpasona naTpus (pasjeh
«KonunuecTseHiioe onpescaciimes)

3 /{verwg,_ewcight of coated 204.87 mg /204,87 mr 212.68 mg % 5% (202.05 - 223.3 | mgv
tablets / Cpeansisi macca 212,68 Mr £ 5 % (o1 202.05 M o0
TadeToK 223,31 mr)
|

4 IITiSS()ll_ltiOll/l)_‘dt"ll}()])ellll(,‘ Unit-1/Emnuna- | ‘ 0% In 0.1M hydrochloric_aci(l sotution — not|
[ ch;ks The Product confirms to ND/ - ] ()pini()n_: APPROVED o :_:I
[puncaanme: poy kT coorgercrpyet rpedosatnsam HJI 3akaouenne: OJAOBPEHO
Prepared by/ (} (/ Checked by Approved by: Manager ]
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Product : Razo, Enteric coated tablets 20 mg

Ipoaykr: Pa3o®, Ta6/1eTKH, NOKPbIThIe KHIIEUNOPACTBOPUMOIi 000.101KOii, 20 Mr

Batch No. / Cepus Ne : C2109400

Batch Quantity / 1500000 Tablets
O6bem cepui: 1500000 Tabnerok

Analytical Repor t No / Anaantnuecknii oraer Ne ;

: 890001538591

Date of Analysis / [laTa anaaunsa: 07/08/2021

Date of Manufacture / Jara nponzsoacrsa :06/2021

Date of Expiry / Cpox roanocru : 05/2024

Analysis performed according ND / Anaaus nposeaen no HJIL: JI[1-002666-131120

No Test / llokazaren

Result / Pe3yabTaTnl

Specification / Hopma

Unit-2/Epununa-2

1 % more than 10% of the labeled amount of

' Unit-3/Egunnua-3

39, 1C)sH2N303SNa (Rabeprazole sodium) is
dissolved in 2 hours. / B 0,1 M pactsope

Unit-4/Enunnua-4 3% XJOPUCTOBOIOPOAHON KHCIIOThI — He Honee

| Unit-5/EauHuua-5 0% 10 % or HOMHHABHOrO COAEpPIKAHHA

Unit-6/Eananna-6 39, CisHaoN;O3SNa  (pabenpazona  HaTpus)
uepes 2 u.

_Unit—l/Enanua—] 74 % | 92 % |In buffer solution pH 8.0 — not less than

Unit-2/Equnnua— | 87% | 94 % 75% (Q) of the labeled amount of

CisHaoN303SNa (Rabeprazole sodium) is

Unit-3/Equuuna-3

Unit-4/Eqnnua-4

Unit-5/Eaununa-5

- Unit-6/Eannuua-6

93% 1 96 % |jissolved in 60 minutes. / B OydepHom
94 % | 93 % |pactsope pH 8,0 — ne menee 75 % (Q) ot
92 % | 92 0, |HOMHHANLHOIO COJCpIKaNs

—|CisH2N:Os8Na  (padenpasona  HaTpus)
92% | 97%

yepes 60 mMun.

Average / Cpea. 3HaueHue:

9] %

Remarks : 1he Product confirms to ND/
[Ipurreaanie: Hpoivir coorserete,

ipehosansy HJ|
| Prepared by/ hecked by

[1o OTOBIICHO:

Ilpon;cpcuoi' 8N =

Opinion : APPROVED
- Sakinoucnne: OJOBPEHO

/\pplm cd by Manager
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Product : Razo, Enteric coated tablets 20 mg
Ipoayxr: Pazo®, Ta6JieTKH, NOKPBITHIE KIIIETHOPACTBOPUMOii 000101K0H, 20 MT

Batch No. / Cepua Ne : C2109400

Batch Quantity /
O0Bem cepun:

1500000 Tablets

1500000 Ttabnerox

Analytical Report No / Ananntuuec

wuii oruer Ne : 890001538591

Date of Analysis / lata anamm3za: 07/08/2021

Date of Manufacture / lata npouss

oacrea :06/2021

Date of Expiry / Cpok roanocrn : 05/2024

Analysis performed according ND / Anasan3 npoeegen mo HJL: JII1-002666-131120

Ne Test / IToxkazaTenan

Result / PesyabTaThi

Specification / Hopma

5 |Related substances by HPLC /

PoacrBenunble npumecu, BIJKX

Rabeprazole N-oxide /
Pabenpazona N-okcun

Less than LOQ (LOQ: 0.022 %)/
Hibke npeena KONUUECTBEHHOTO
onpeaenenus (I11KO: 0,022%)

Rabeprazole Sulfone /
PaGenpazona cynshon

Pabenpazona merokex aHanor

Rabeprazole Methoxy analogue /-

0.06% /0,06%

Not detected / He oOHapy:xena

Rabeprazole Chloro analogue /
Pabenpazona xsiopo ananor

npe/iena oOHapyKeHns
(TTO = 0,011 %)

Rabeprazole Sulphide /
PaGenpa3zona cynbtun

Maximum unknown individual
impurity / Eaunuvnas
HeUAEHTH(PHLUPOBAHHAS
npUMeECh

0.07% /0,07%

0.06 % /0,06%

Below LOD (LOD =0.011%) / Huxe

not more than 0.5% / ue donee 0,5 %

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

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

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

‘not more than 0.5% / ue 6osee 0,5 %

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

Total impurities / Cymma
npumecei

0.5% /0,5%

not more than 2.0% / ne Gonee 2,0 %

6 |Residual Solvents content /
OcTaTouHble OPraHHYecKne
pacTBOpMTETH

2332pg/tab / 2332 mkr Ha Talneriy

Ha TadJETKY

Isopropanol — not more than 2621 ug per ]
tablet / Mzonponanon — He Gonee 2621 Mkr

Remarks : The Product confirms to ND/
INpumeuanue: [1poaykT cooTeTCTBYET tpedoBanusm HJL

Opinion : APPROVED
Jaknouenne: OJOBPEHO

Prepared by/ e C;_J_c.:?'
FIOJJFOTOBneHo:éf_fE;:{/-'/

[ AChecked by

l'lposepmawk-(:--, f

Approved by: Manager
Mepemiep 1o 00ecneYeHmI0 kauecTBa

Date/ [Hara: i »C)g“ZCZi

Date/ Hara: (7 ~0%- 202

Date/ [lara: r ”)fog/_ w)/[
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Product : Razo, Enteric coated tablets 20 mg
Hpoayrr: Pazo®, Tadaerki, NOKPLITLIEC KIWEYHOPACTBOPHMOii 060J104K0i, 20 mr

Batch No. / Cepus Ne : C2109400 Batch Quantity / 1500000 Tablets
O06bem cepun: 1500000 Tabnerok
Analytical Report No / Anaanrtuuecknii oruer Ne : 890001538591 | Date of Analysis / laTa anajauza: 07/08/2021
Date of Manufacture / lata npoussoacrsa :06/2021 Date of Expiry / Cpox roanocru : 05/2024
Analysis lTerformed according ND / Ananus nposenaen no HJI: JII1-002666-131120 B
No Test / MokasaTens Result / PesyabTaTsl Speciﬁcatiog/ Hopma -
7 |Uniformity of dosz;ge units / 4.7/14,7 The acceptance value (AV) should be not
OanopoanocTs 103MpoBanUsn more  than 15.0. /  Tlokasarenn
npuemiaemoct  (AV) aomxeH ObiTh He
6onee 15,0.

8 |Microbial limits / MukpoGuosornucekas Uucrora

a) Total aerobic microbial count / Less than IO_CFU/g/ [Not more than 1000 CFU/g/
O061ee uncao adpodHLIX Menee 10 KOE/r He 6onee 1000 KOE/r
MUKPOOPraHH3MOB

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g/
mould count / O0wiee uucno Menee 10 KOE/r He 6onee 100 KOE/r

APOAGKEBLIX W MJIECHEBBLIX FpMGOB

c) E. coli Absentin 1g/ Shall be absent in 1g/
OtcyrcrByer B IT JonmxHbl otcyreTBOBaTHL B | T
|
9 |Assay / Kosmnuccersennoce ' 198 mg/ 19,8 mr 118.0 mg to 22.0mg of CsHN;O3SNa
ompeaeJieHHe (Rabeprazole sodium) (90 1o 110% of the
labeled amount) per tablet /

Or 18.0 mr o 22.0 mr CisH0N30:8Ng
(pabenpasosta nartpus) (o1 90 o0 110 %
OT  HOMHHAILIIONO  cojepyRanus)
TadseTKe.

_()pin_ion_: API_’IT()_\7F,I)

Remarks : The Product conlirms to NI/

Mpunteuanne: Hpo o ki coorsegeipper rpedosanusnt 1)[ Zarkmoucnuce: OQJJOBPEHO
IR 2T Cheele v Y PR o
| Prepared by/ '7/ L,;C;:L// Checked by B Approved by: anmgu
llojuroropneno: 7 ,_—,n’/,[/-'/, = [Hpopepeno: £~ 0 Mepie/pRep 1o ooccHedetin gayec 1 B
L 2 i : . oot
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Product :_Razo, Enteric coated tablets 20 mg

Ipoaykr: Pazo®, Tabaerku, 10KphiThbie KHIEYNOPACTBOPHMOI 06010uKoif, 20 Mr

Batch No. / Cepun Ne : C2109400

Batch Quantity / 1500000 Tablets
Oo6bem cepun: 1500000 Tabserox

Analytical Report No / Ananwtiueckii oraer Ne : 890001538591

Date of Analysis / Mata ananusa: 07/08/2021

Date of Manufacture / lata npoussoacrsa :06/2021

Date of Expiry / CpOK roanocty : 05/2024

Analysns performed according ND / Ananns npOBeueH no HJI: JIT1-002666-131120

Ne ~ Test/ IlokazaTean Result / Pesynbrarnl

_Speciﬁcation / Hopma—

10 | Packaging / Ynaxosia 15tablets in a (PVC/AI/PA)
/aluminum foil blister. 2 blisters

(IIBX/AJI/TIA) doabru
AIOMUHUEBOH donbru.

11 |Labeling / MapkupoBka Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHAM

12 Storage conditions / Xpanenne| At temperature below 25 °C. / [Tpu Tancpa'rype ne Beine 25 °C.

foil| 15 or 30 tablets in HDPE bottles with
and| screw neck equipped with tamper-evident

patient information leaflet in a carton| membrane sealed with plastic screw caps
pack. / Tlo 15 Tabnerox B Gauctepe u3| with liner, bag of desiccator (silica gel) and

/| polyester cotton swab. Each bottle and
Io| patient information leaflet in a carton pack.

2 BnmcTepa BMecTe ¢ nHCTpyKUmMel no| 15 tablets in a (PVC/AI/PA) foil /aluminum
NPUMEHEHHIO B NAaYKy KapTOHHYIO.

foil blister. 1 or 2 blisters and patient
information leaflet in a carton pack. /

[To 15 wnu 30 Tadnerok B Gankax u3
MOJIMOTHIEHA  BBLICOKOH  MJIOTHOCTH ¢
BMHTOBOW  FOpPJIOBUHOH,  CHaG>KEHHbIX
memOpaHoiH 18 KOHTpOJIt  NepBOro
BCKPBITHS, YKYMOPEHHBIX NIACTUKOBLIMU
HaBUHYWBACMbIMH KpblLIKaAMH c
NPOKNAAKON W  BIOKEHMEM TlakeTa ¢
BIaronoraqQrureneM  (CHNMKarenn) W
TamnoHa W3 noauapupHoil Barel. Kaknas
Oanka BMecTe C  WHCTpyKLMeH  no
MPUMEHCHHIO B [IAYKY KAPTOHHYIO.

Ilo I5 tabsietok B 6nucrtepe w3
(TNBX/AJVTTIA) ¢onbru / antoMuHueBoit
donbru. Tlo 1 umn 2 Gnucrepa Bmecrte ¢
MHCTPYKIMEH 110 NPUMEHEHWIO B Mauky
KapTolHylo.

According to ND /
B coorsercTun ¢ HJ|

|13 Shelflife/

2 ye_ars (in bottles). 3 vears (in blisters). /

|Cp0|c 1oAH0CTH 2 roma (B Oankax). 3 roja (8 Giimcrepax).
S — I

Remarks ;T he Product confirms to ND/
Mpumeaanne: [TPoAyKT COOTBETETRYET TPEehOBAHHSIM Ml

| . /// f e I .
[oarotosieno: G & poBepelio; /\_/
I;J)'/ / J

Prepared by/ C} 47| Checked by

e

Opinion : APPROVED
3ax.noucune: O/IOBPEHO
Approved by: Manager

Nepre prep no UOLLIILLILHMIU KavecTBa
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