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Generic Noame :

MHH: Mebesepura 2udpox1opud, rangyint Bpasonaiuposanticso Setcmaus 200 ue
Mebeverine Hydrochloride Modified Release Capsules 200me

Haspanue npenapara
Product

: Huacnam
: Niaspam

Jara uzroronienugd /
Mfe. Pate

272018

Cepus Ne / Batch No.

: SKTi6i4

loaen no / fxp. Date 1 11/2020

AnasmaTuyeckuil oryer No/A R No.

/1748718

¢ flara seinyeka / Release Date: 31-Dec-2018

B 1 Henwrranna/Tests | Pesyavrarst/Results | Creundnraunn/Specifications
| Cancanue Teepavie  wenatuHosbiz | Teepiwe xeagriHOBbE xancyiast Nel, |
Description kancyas!  Nel,  wopmyc | mopnye NpO3pPadHbL, z<pmmcqxa§
' npospautbil,  Kpetuedxa | roaySoro usera. CoaepwanMe Kancyn —
ronyHoro usera. | nopoutek or Genoro Ao nourn Genoro
Conepmanne  Kancyli  — | uBera, JOMYCKAGTCH  KOMKOBAHME o |
AOPOLOR 0T Genoro J0 | yruloTHende nopoika 6 croxfuk.
nout  Genore  usera,
JONYCKASTES KOMKOBAHIE
H YIUTOTHCHUC NOopOoOlIKa B
CTONOuK.
Hard gelatin capsules | yarg selatin capsules #1, transparent
;ﬁm transparent body and body and blue colour cap. The content
blue colour cap. The | ;¢ e capsules — powder of white or
content of the capsules — | white off, it allowed lumping and
powder of white O | oomacting of the powder inte slug.
white off, it allowed
lumping and compacting i
of the powder into slug. ’
2 [Monnnunocts
Identification

2.1) BOWKX
2.1) By HPLC

Coorserereyer
TPeGORLHMAM,
Meets the requirements.

Ha XpoMaTorpaMmMe HCIBITYMOIO
pacTBupa,  OPUTOTOBJCHHONO  A74
KOAMHSCTBSHHOIO OIpeaC/ICHHA
| HOJIKHO  COOTBETCTEOBATH  BPEMCHH
| VAepPKHBAHUA mHKa Ha
XPOMATOrpamMme CTAHIZPTHOIO
pacrsopa,

Bpewms yAep®uUBaHHS OCHOBHIIG MHKA

The retention times of major peaks in
the chromatogram of the assay
preparation comesponds to that of
standard preparation as obtained in the
assay.

[ 3. | Cpenwsta macea

CONSPMVMOTO KATLyIht
Average Weight

3611 mr/ Mg

Crana. Macca = 360.0 mg+ 7.5%
T.e. Meway 333.0 u 387 mr
Standard wi.: 360.0 mg = 7.5%
i.e. Between 333.0 and 387.0 mg
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2Begepulia SUOpOXIOPNOD, KANCYIbE BPOIORUPOsaInnze Oelicrigun 200 a2
Generic Name : Mebeverine Hydrochloride Modified Release Capsules 200mg

Hazsanue upenapara

: Huacnam

Hara maroronienus /

Product __:Niaspam Mig. Date  : 12/2018
Cepus Nz / Bateh No, :SKT1614 Poien no / Exp. Date 1 1172020

AgazriveckHil otuer No/A R No.  T/1748/18

Hara seinyexa / Release Date: 31-Dec-2018

Sr. Henwviranna/lests Pesvasratui/Results Crewndncanus/Specifications
Ouropoanoets rio macce | Munmmysm/Minimum: -1.86 % | Cpeaass macca = 7.5%
Uniformity of Weight Maxeiym/Maximum:2.44 % | Average fill weight  7.5%
‘ He Sonee yenm 2 epunuis
' [Not more than 2 units of the
individual weights deviate from the
average fll weight by more than
+7.5% and none unit deviates by more
than £15%.]
4. Pacraopetine %o pacTsopuswzrocs mebesepra
Disselution

l"'E‘lﬁIpOX_’IOI}H!.E& OT 3A/8BACHHOTO
KOIHYecTsa

% labeled amount of Mebeverine
Hydrochloride dissolved.

For 1.5% Hr.

Murmyn / Minimum: 26 % | {lpu L1 komuuecrtso sricnoBonusinerocs
Maxeusmyw / Maximum 230 % | sewiecrsa | eamuuusl 8 cpeay
Cpeauee /Average: 27 %

1.3 4: He Gonee uem 35%

PAcTBOpEHUA 101N OuITh He Gonee 35%
1.3 hrs: Not more than 35%

At L1, no unit is more than 35% of
label claim.

[ipu L2, (L1+L2), cpeanee konudecTso
sbicgoBonuBIIETOCE BeLLECTR2
HETBITY2MBIX 12 eaudHu He Sonee uem
35% 1t v 0Ha eaMHMLA He Jostee 43%
ALL2, (L1+L2), average of 12 units is
not more than 35% and norne of the
unit is more than 45%.

Ifpu L3, (L1+L2+L3) xonuuectso
BbicBOGDAMBILIErOCS BellecTsa 24
HCTBITYEMBIX eRHHNL B cpeay
pacTeopeHus ohEHo  Ooite  we  donee
35%, ne Gones 2-x U3 24 eaunun- 01 45 %
20 95 % w 1M oxsoft eguanuel or 35 %o |
105 %4, i
At L3, (L1+L2+L3) the average of 24
units is not more than 35%.

Not more than 2 of 24 units are more
than 45% and none of the units is more !
than 55%. i ;
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4. Plot No. 20, Govt. Ind. Areés | jim
3~ 396 230
£

Dadra & Nagar He

MIH: Mebesepuna cudpoxaopud, xancyaer HPOIONS zf{)a"fd"f vew dencmeun 200 me
Generic Name : Mebeverine Hydrochloride Modified Release Capsules 200mg

Hazpanue ¢ npenapars : Huacnam Jata marorosiens /

Product : Niaspam Mfo Date 1 12/2018
| Cepux Ne / Batch No, : SKT1614 lozen a0 / Exp. Date : 1172020
LAHATHTHYECKHE oTdeT No/A R No. : T/1748/18 | Mara seinyexa / Release Date: 31-Dec-201 5%

Sr Hennmauna/Tests | Pesvasrarsi/Results Crewsuraunn/Specifications

At L2, (L1+L2), average of 12 units
| lies between 55 -85% and none is
outside 45-93%

Mpr L3, (LI4L2+L3)  wemmuectso
8LICBODOANBLLISTOCH BelnecTea 24
HCITBITY2MBIX SIHHEL 8 cpeay
pacTsopenua aohaso Onite OT 55% f0
85% u He Bosee 2-x m3 24 ey — or
45% 10 95% 1 1M oaHON ex-Ui- oT 5%
A0 105%

AL L3 (Ll + L2 + L3) the average of
”4umis lies between 55 -85%.

Not moret han 2 of 24 units lies
outside 45-95% and none of the units
lies outside 35-103%

Far 10% hr, 10 uacos: e menee 65%

Musssmys / Minimum: 81 % 10 hrs : Not less than 65%

Maxkcunym / Maximum @ 84% [Ipu L1, xosuvectzo sbicsoBonusmeracs
Cpeanee /Average: 82 % BewecTsa 1 eiMuHuL 8 cpeay
PECTBOPEHUA J01#H0 OHTh He Matee (3%
AtLl, no unitis less than 65% of label
claim. "

Plpun L2, (L1+L2), cpensiee romyecteo
BLICROOI AUBLIEFOCH BeLHECTES
HCTIBITYEMBIX |2 ZHHHL J0KH0 BBITh He
Medee 03% 1 HM OnMa M3 eaHHHLL He
; MeHee 35%

‘ AtL2, (L1+L2), average of 12 units is

not less than 63% and none of the unit is
less than 55%.

Hpu L3, (LI+L24L3) koauuecrso
aniceofoauBIIerocs BoLIECTRA 24
HCRBITY2MbIX EANHHLL 8 cpeny
PACTBOREHMA  A0MHG ObiThb HC MoHee
63%, ¥ ue Gomes 2-X enunsu mn 24
CaMHML — He MeHee 55% W Hu oMo
CIMHHLB MeHee 43%.

At L3, (L1 + L2 + L3) the average of 24
units is not less than 6:)

Not more than 2 of 24 units are less than
35% and none of the unit is less than 45%.
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MHH: Mebesepuna audpoxaopud, Kancyis npoioneuposaniozo deticmaus 200 me

Generie Name : Mebeverine Hydrochloride Modified Release Capsules 200mg

Hazsanue npenapara : Huacuam Hara wzrotorienus /
Product : Niaspam Mic. Date r 1272018
| Cepra Ne / Batch No. : SKT1614 Fogen o/ Exp. Date 1 11/2020

1

Ananruvccekuit oruer No/A R No. : T/1748/18

Java suinyeka / Release Date: 31-Dec-2018

| Sr. Henbiranus/Tests | Peayawrarsi/Results Cneundaranist/Specifications
3. | OanopoaHocTs | Cpeanee / Average: 97.9% | AVip cqu petiapara (rancyzy < 15,0 (L.1)
A03upozaHu | BHauenKe / Acceplance £ 10 T TR— —— £ W]
Uniformity of dosage | Value : 3.4 HHL OHOTO JHAYCHHA
tmiits b?f weight | HUJAHBHAYAILHOIO COASPIKAHES B
rariation

MOOOH eNuHINE Npenapara, KoTopoe
Ow1n0 b1 Menee weMm {1 - L2 x0,010M
u Ooree wem (1 -+ L2 x 0.01)M. L1
pasuo 15,0u L2

parso 25,0

For n=14,

Acceptance Value of the 10 desage
units is less than or equal 10 L1%.

For n =30,

Acceptance value the 30 dosage units
is less than or equal to L1% and no
individual content of the dosage unit is
less than (1-L.2 x 0.01) M nor more
than (1+L2 x 0.01) M.

L1lis i5.0and L2 is5 25.0.

6. | Poacrsennsic npumecu
Related Substancs
Hoeumugruyupocannsie
npisecu /

Known Impurities -

Beparposas kuenota 0.053 %
Veratric acid

He donee 0.2% / Not More than 0.2%

UnKnown Impuriiies -

Ezunuynas BQL
HEHICH THOHLMPOBAHHA |

4 npuMecs/Single

unidentified impurity

He Gonee 0.2% / Not More than 0.2%

CyMmma BesX npunmeceil
/ Total impurities

BOL

| He Gostes 1,0% 7 Not more than 1.0%
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| MHH Mebegepunag cubd DOXAOPHG, KEGNCYISL BPOA0HUNOGarn020 deticmtus 2000 s
f fi & # i

| Generic Name : Mebeverine Hydrochloride Modified Release Capsules 200me

: Huaernan

: Niaspam

| Hassanue npenapara
| Product

! Hara uarorosicuny /

| Ceprs Ne / Batch No. : SKT1614

 Mfe. Date 1272018 |

| Toaent 0 / Exp. Date : 1172020

| AnanuTHueckiii oruer No/A R No. ¢ T/1748718

 Jlara ssiaycka / Release Dates 31-Dec-2018

Sk |

Pesvanratet/Results

Creundukanna/Specifications

Hetniranna/Tests |
73 Koauuecrsennoe
onpenensuse (% or
JAARNEHHOTO H3 3THESTK:
:\feGe,Bepmia I‘ii,’lp()}’_"i()péﬁlﬂ
200 mr/ranceyny)

He menee ywam 900 % o ue
L10.0 VRAZEHHOTO
Mebesepuna Muapoxiopia,

Gonee uon |

%% or KOauvecTRa

979 %
Assay Not less than 90.0% and not more than
Label Claim ; | 110.0% of label amount of Mebeverine |
- Mebeverine Hydrochloride.
Hydrochloride
200mg/Capsule

8. | Mukpofuonornyeckasn
YMCTOTA
Microbial limit test

Obee koauuecTro
adpobHsix
MHKPOOPTraHi3MoR
Total aerobic microbial
count

20 KO3/ // < Clw/g.

He Gome 10° KO2/r
Not more than 10° CFU/g,

Od1nee konuvectso
KOMOHHHDPOBAHHEIX QOpM
H ApowoKeR

Total combined Molds and
Yeasts count

<10 KO3ir 1/ < Cfu/g,

- 2
He Gosee 10 KOD/r
§ T
Not mere than 10° CFU/g,

Escherichia coli

Oreyrersyior/r
Absent/g.

Jlomiainl 0Tey 1CTBOBATR/ T
Should be absent / g.

BHYTPHIIPOHIBOACTBEHHLIM HOPMATHBAM,

[Ipuseaanns: [TpoJAyKT COOTBETETBY T PEXOMEHAOBATHBIM CTAHNAPTAaM KAYECTSa COTJIACHD

Remarks : The product complies with the prescribed standard of quality as per In

House specifications.

*BQL : Below quantification limit / s Mpeent KOMMHECTBEHHOTD ONpeaeneH s

i,

e e B

(Saniay Pandya)
Date / Java : 31-Dec-2018
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