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{ Generic Name _: Pantoprazole Sodiun Delayed Release Tablers USP 40 mg

Hpenapar/ Product : Caunpasz/ Sunpraz Jlata npoussonciea / Mfe, Date : 06/2018
Hoaep cepuin / Batch No. : SKT0884 | Jara ucrevenug cpoka roanocti / Exo. Date 1 08/2020

No aganmrideckoro orvesa / AR No.: T/0841/18 | Jlara suaveks / Release Date: 24-Jul-2018

Nen/ | WMeuwsrragun / Tests

1St Pesyasraint / Pesulis tlopmnr / Specifications

1 Onscanns Wearoro [IBeTa, KpyEasle, | KenToro HeeTa, Kpyrikie,
Description ABORKOBBIAY LIS, NOKPBITHIC | ABOAKOBBINY KILIC, MORPLITHIE
fenounoi oboaoukelt radneTiu. NSHOYHO T ofBonou kel TadaeTin,
Yeliow, round, biconvex. film-coated | Yellow, round, hiconvex, film-coated

tablets. fablets.

HoznusnocTs
Meronom BWX Coorpercraver Tpebosannnm Bpemsa yaepRHBAHIG OCHOBHOMD 1MHKa
Identification Meets the requirements HZ  XpOMATOrpaMMe  HCTIBITYSMOrD
By HPLC pacTBOpa  AOMKHO  COOTBETCTBOBATS
BPEMEHH YASAHBAHIA OCHOBHOID 11K
Ha  XPOMATOrPaMMe  CTAHZAPTHOro
pacteopa,  MOAYYCHHON METOLOM,
VRATAHHBIM ] MCTBITRH MM
KomuuecTaeHHOE onpeiensupe,

The retention tune of the major peak in
the chromatogram  of the sample
preparation should correspond 1o that of
the standard preparation as oblained in
the assav.

3 Coesnag macea 201.9 Mr/ Mg Craumapraan macca: 2003 mr+ 3%
Average weight Te., meway 1903 mrn 210,3 mr
Standard wt. : 200.3mg = 3%

i.2 Between 190.3 me and 210.3 mg

4. PacreopiMocTs Hadop narmex ~ 1 :

(Prapm. CLLA, 04 - 2 4 (KHCAOTHAR CTauA):
Hensunayue na 0% Pacrsopaercs  He Goaee  10% ot
pacmevpeiiue 3) JASBIARHHOTO KOJIMYECTaa NAHTONpa3oia
Dissolution HATPIS, IKBUBA/ICHTHOTO NaHTONPAZONY.
(USP dissolution Haa spuceodokacHua np Al un oaHo
t Test 3) HHAHBHAYATBHOE HAUEHHE He
apeestiwiaet  10%  OT  3aRBASHHOMO
KOMYECTSA.

Han peicsodowaenua np A2, cpeanes
aHauenie 12 emunma {Al + AZ) ue
Aoskno  Owits Donswe 0% o1
3848ACHHOTD KOAMMECTBA, M HII OJHa
OTAGABHAR  EAMHNUA  HS  J0iama
COCTABAATE Gonetie 253% oT
3ARBACHHOIO KOAHHECTEA.

Han ssicpodowaeHus npu A3, cpenues
: spauenne 24 enmnn (Al + A2 + A3)
i He noaxHO GwTe Doawwe 0% ov
IAABNSHHOTC KOMMHMECTRBA, M HH OaHa
I OTAgibHAR SHMHMUA HE ROANHA
| cocTananTs Bonslue 25% or
3aABACHAHOTO KONMHMECTRA,
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Generic Name  : Pantoprazole Sediun Delayed Release Tablets USP 4l g

[ipenapat/ Product : Cannpas/Sunpraz i Mara npoussoactsa/ Mfa. Date : 06/2018
Fosen cepun / Batch No. 1 SKT0884 Hara ucreqenng cpoka roauocti / Exp. Date 1 0372020

No auasirwaeckoro orvera / AR No. - T/0841/18 | Jlare suinveka / Release Date: 24-Jul-2018

Neul! |V - { Tests p i w 2
fEse | Henseranun { Tests Pesyasrarst ! Results Hopar / Spocifications

Set-l: 0 to 2 hr. (acid stage) :

Not more than 1024 of labelled amount
of pantoprazole sodium equivalent to
pantoprazole dissolved.

For reiease at Al. No individual value
exceeds 10% of label claim.

For release at AZ, Average of the 12
units (A1-+A2) is not more than 10% of
:label claim, and no individual unit is
- greater than 25% of label claim.

For release at A3, Average of the 24
mils {(Al+A2+A3) 18 not more than
10% of label claim. and no individual
unit is greater than 25% of label claim.

Musungys / Minimum: 98 % Habop zauneix - I
Maresnvyn / Maximum: 103 % 43 musvT (OydepHan cTazis):

Cpeatee suauenune / Averape: 101 % | Pacrsopsierca e Mence 75%(Q) ot
JaRBNCHHOID KONMUECTEa NAHTeNPA30Na
HATPHA IKBUBANEHTHOND NaHTONPA30IY.
Has meiceoGongiennn npu B, kawias
SAMHHNA A0/UKHE COCTABANTH HE MCHEE
80%.

Hna seiceodomasHua npu B2, cpenwee |
amauenre 12 eapmnn (B1+4B32) pasno |
i Gonpute 73% H HE olHa SAHHMUA |
He MOWET HuiTh Merbie 60%. '
Haa puicsofowcaenns npn B3, cpeiuee
srauenne 24 eaudny  {B1+HR24B3)
pasHo it Goaswe 75%, He Jones 2
AU COCTABAMOT Meube 60% u an
OAHA SIHINLE HE HOIUKHA GbITh MEHLIUE
30%.

Set-11: 45 minutes (buffer stage):

Not less than 73%(Q) of labelled
amount  of  pantoprazole  sodium
equivalent to pantoprazole dissolved.
For release at Bi, each unit is not less
than 80%. :
For release at B2, the average of 12
units (B1+B2) is equal to or greater than
73% and no unit is less than 60%.

| For release at B3, the average of 24 |
units (B1+B2+B3) is equal to or greater
i than 73%, not more than 2 units are less
| than 60% and no unit is less thag 50%.
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Generic Name

: Pantoprazole Sedinn Delaye

ol

Release Tablets

soi sampus Dapst. CHTA, weGagimga ¢ omepoginsly

LSP 40 me

Mpenapar / Produet : Caunupai / Sunpraz
i i I It

| Hara npoussonctea / Mfe, Date : 06/2018

Hosep ceprn / Barch No. - SKT(884

Hava weresenuy cpoka regaoer / Exp. Date : 0372020

Ne anaaumtnueckoro otyera/ AR No, - T84 1/18 | Hara seinvera / Release Date: 24-Jul-2018 i
Nog/ B i o s i N
1 S Henprvamn 7 Tests FPesyasrarn: / Reselts Hopmwt / Specifications !
5. OanopoaHocTs | Cpeanee snauenue ; Mpu no= 10,
J0tHpoBanua | Average: 103.3 % HoKazarten:s npHeMaemoctit 10 ey
{(DAHOPOAHOCTE AOBHPOBAHIA MCHBIIS W pasel L.
CoAgpMmatis) [ loxazarens Anan = 30,
Uniformity of dosage units npHeMIeMecTH f KOHCUHLHT kpuTepuil npiemaesocTi 30
by content uniforminy Acceptance Valug @ 7.5 CAMHHLL A03HPOBANNG DABEH WM MeHbLIE
L 1% 11 it 0AHO CONCPRUMOE OTACARHOT
SIMHHUBL J03UPOBAHKA HE JOMMKHO |
cocragagts menee [1 - L2(0.01)] M Gosee |
[1 # L2(0.01}]M; L1 cocrasazer 130,a L2
cocrapnnet 25,0,
For n=10. Acceptance value of the 10
dosages unit is less than or equal to L 1.
For n =30, Final acceptance value of the 30
i dosage unit is less than or equal to L1% and
no individual content of the dosage unit is
less than {1- L2 (0.01)}M not more than [+
i L2(0.0DM: L1 is 150 and 1.2 is 25.0.
i 6. ] Known Impurities
i | Hoewmugnngiposanisie
| | npustecis 0.134 % He Boaee 0,5%
| PoncreeHHan npyHMechL A Not more than 0.5%
nagronpasoaa /Pantoprazole
| Relatzd compound A
PoacToeHuas npumecs B ! He fonee €.3%
{ natrronpazona /Pantoprazole BQL Not more than 0.3%
Related compound B
Poacrsennse npuMec Dy F BQL He Gonee (3%
, Related compound D and F Not more than 0.5%
' UnKnown Impurities i
Heudenmuinpupogannsie
npUAMecu
JMoBas apyras eaniinisas 0.04 % e Bonee 0,2%
[IpHMECH Not more than 0.2%
Any other individual
impurity: -
Cymuma niptisecedi 0.174 % He Gonee 1,0%
Total Impurities Not more than 1.0%
7 OCTATOUHEIR OPradHuee e
PACTBOPHTEH
Residual organic solvents
AueTos / Acelone 12 Mir/pg He Gonee 2000 mur/tad.
Not more than 2000ug/ab.
2-nponianoa / 2-propancl 975 Mer/ ug He Gonee 2000 mxr/rab.
Net more than 2000 pz/iab.
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Henamenmosainioe rausenosaitne  Dauwmonpazon zampus @apse. CLUA, madrenicn ¢ omepougnibin
anicantosodenues, 40 v
Generic Name @ Pantoprazofe Sodinm Delayed Release Tablets USP 40 mg
Hpenapar / Product : Cannpas/ Sunpraz Hara npoussozctsa / Mfg. Date : 06/2018
fHosep cepuu / Batch No. - SKTG884 | Bara ucregenua cpoka roanocts / Exp. Date 1 05/2020
No aHaanTHYe o oraera / ALR No. - T/0841/ Hara semyera / Release Date: 24-Jul-2018
N/ | ) Ft ) PR o i
i Hennrraana / Tesis Pewyarrarst / Resulis Hoprmni { Specifications
8. Koanuecrsennoe
onpejencHue O ve menze 90.0% a0 ue donee 110.0% ot
3aaBfeuHOe COMEPIKALHE 103.0% 3AABACHHONO  COASPAHMA  (TAHTONPAIONA
| NaHTONPAlOAA HATPHA HATPHA, DKBHBAINCHTHOO NaHTONPaiony.
Papu. CIHA Not less than 90.0% to not mwore than
IKBHBANCHTHOTO 110.0% of labe! claim of pantoprazols
HasTONPAs0NY sodium equivalent to pantoprazole.
coctasmieT 40 Mr/Tabnerka
Assay
Label claim
panioprazole sodium USP
equivalent to pantoprazole i
40mg/tablet
9. MuKpOGHOAOT HMECKAR !
HHCTOTA j
Microbial limit test j
Ofiee KOAHYECTRD 20 KOE/r i/ < Clu/g. He Gonee 10° KOE/r
a3polHbIX Not more than 107 CFU/a.
MHKPOODTAHHIMOR
Total aerobic microbial
count
QObutee KOAUYSCTRO <10 KOE/r/ < Clu/s. He Bonee 107 KOE/
| APORCAEBLIX M TLISCHEBbIX Not more than 107 CFU/g.
rpubos
! Total combined Molds and
i Yeasts count
Escherichia coli OreyTeTsyior/t JomKHel OTCYTCTBOBATD /T
| Absent/a, Should be absent / g

BHYTPEHINM CretHKALIM KOMIaHHH.
Remarks

specifications.

Mpavesanns @ (IpoaysT cOOTBETCTEYET YCTAHOBACHILIM CTAIIAPTAM KadecTna coracto Papm.CHIA u

The product complies with the prescribed standard of quality as per USP & In House

*HITKO — Hioxe npeaeas KOAHYECTECHHOID ONpeIceHig

*BQL — Below Quantification Limit

{Sanjay Pandya)
Date / Hara: 24-Jul-2018
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