- Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOHKAT AHAJIN3A
_ Pagel of4/Crp.1m3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHA,Z[E®, TABJETKH 13,5 mr
Batch No / Cepusi Ne: 482001 Batch Quantity / O6bem cepan: 5846 packs / ynaxosox
AR No / Amanurimaecknii oraer Ne : ARF/027/2022|Date of Analysis / lara ananmsza: 31.01.2022
Date of Mfg / Jlara npom3soacrsa:  01/2022 Date of Expiry / I'ogen go: 12/2024

Analysis performed according ND / Anasms nposeaén no HI[: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens Result / Pesyabrarn: Specification / Hopma

1 | Description / Onucanue Complies / CooTsercTRyeT Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / TInockue kpyraele TabneTku co
CKOIIEHHBIMH KPAsSMH OT KOPUYHEBOIO IO TEMHO-
KOPHYHEBOTO LBeTa ¢ BkpameHuamy. Ha oxnoii
cropoHe Tabnerku BiiasieHo cnoso «CIPLA», Ha
JIPYTOH - IMHHMSA pa3noMa.

2 |'Identification / ITogmMHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T m—— CootsetcTByeT LO[:GI-J:LHHB&HHE aMMMaYHOrO PacTBOpPa B KPacHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
MeTrunmnaparuapokcuben3oaT - | corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
YAEPKUBAHUS OCHOBHOTO [HKA HA XPOMATOrpaMMe
HCITBITYEMOTO PACTBEOPA HOJDKHO COOTBETCTBOBATh
BPEMEHH YAepP:KHBaHHA OCHOBHOTO MUKA Ha
XpOMAaTOrpaMme CTaHJapTHOrO pacTBopa
MeTHInaparuapokcniensoara (pasuen
«Metunnaparunpokcubensoar).

3 | Average weight / Cpennsas 190.02 mg / 190,02 mr 189.99 mg +7.5% / 189,99 mr +£7,5%
mMacca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooteeTcTayeT TpebosaHusm HA | 3aknouenme: OQOBPEHO
Checked by QC In—Charge‘&Lg L Approved by QA In-Charge / f_
HokymeHT npoeepeH OKK: HokymeHT ogobpeH OOK: %)
Date/ 34.01.2022 Date / I\.01. 202T
[ara; DNarta:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 .
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CEPTUO®HUKAT AHAJIM3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482001

Batch Quantity / Oobem cepun: 5846 packs / ynakosok

AR No / Asanuraaecknii oraer Ne :  ARF/027/2022|Date of Analysis / Jlata anammsza:  31.01.2022

Date of Mfg / Jlara nponssoacrea:  01/2022 Date of Expiry / 'ogen go: 12/2024

Analysis performed according ND / Anamms nposenén mo HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTeanb

Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight /
ORHOPOIHOCTD 10 Macce

Complies / CoorsercrByer 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee £ 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

1.9% ' NMT 6.0 % / He 6onee 6,0 %

Pacreopenue

5 | Loss on drying / Iloteps B
Macce [PH BHICYIIMBAHHH
6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cennosunos uepes 120 Mux

7 | Uniformity of Dosage units /
OmHOPOAHOCTH NO3HPOBAHHS

AV =47 The acceptability index forn=10 AV <L1,

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <L1. All values of xi must satisfy the
inequality:

[M-xi| <0,01 x L2 x M.

L1=15.0;L2=25.0.

[Tokasarens npuemiemocts i n=10 AV <L1.

B cnyqac, ecnu 3navyenne AV npesbimaer L1,
MPOBOIAT UCIIbITAHKE HA crenytoux 20 obpasuax.
Ins n=30 AV <L1. Bce 3HaueHns Xi NOJKHbI
YZIOBJIETBOPATH HEPABEHCTBY:!

[M-xi| <0,01 x L2 x M.

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KonudgectseHHoe onpeneneHue

(Crexrpodoromerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.13 mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 go 115,0 %)
14,13 mr/rab CEHHO3HIOB B IepecyeTe Ha CeHHO3MA B B o/HOMH
; TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykr coorsercreyer TpeGosanusam HY1 | 3aknouenne: OQOBPEHO

Checked by QC In-Charge /
[lokymenT nposepe OKK: )3 DawL,

Approved by QA In-Charge / 3
[JokymenT ogobpen OOK: %

Date/ 9gy.ep2022
Nara:

Date / 2Z\.0\.202-2
[ara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
N CEPTU®HUKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482001

Batch Quantity / O6bem cepun:

5846 packs / ynaxkoBok

AR No / Asanurnyecknii orger Ne : ARF/027/2022

Date of Analysis / laTta amammsza: 31.01.2022

Date of Mfg / lara nmpom3eoacrea:  01/2022

Date of Expiry / T'ogen no:

12/2024

Analysis performed according ND / Ananus nposeaén mo HJ/I: ITN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / llokazareab Result / PesyabTaThl Specification / Hopma
9 | Content of Methyl 0.048 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubersoaTa 0.048 el
(BRXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpofuonori4ueckast 4HCToTa

10a) | Total Aerobic microbial count /
O6imee yucno a3pobHbIX <10 Not more than 10* cfu/ g / He 6onee 10* /r
.MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10* cfu/ g /He Gonee 10° /v
count / Obmee uncino <10
IIJIECHEBBIX H IPOMOKEBBIX
rpudoB

10¢) | Bile tolerant gram-negative Absent /OtcyrcTByIOT Not more than 10” / g / He 6oxee 10% /r
bacteria/ YcroituuBeie k
ZIEHCTBHIO KeI4u’
rpaMOTpHIATEIbHBIE DAKTEPHHI

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrcTeue B 1 1

10€) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

109) | Salmonella Absent / OtcyTcTByIOT Absent in 10 g / Orcyrcrere B 10 g

Remarks : The Product conforms to ND/
MNpumeuanue: NpoaykT cooTeeTCcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3aknrouenue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[JokymeHT nposepeH OKK: oL JlokymeHT oao6peH OOK: w
Date / y Date /
fgera: 210112022 Slane: 2{.0\- 202

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Ind1a
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482001

Batch Quantity / O6obem cepum:

5846 packs / vnaxkosok

AR No / Asanurageckuii orger Ne :

ARF/027/2022|Date of Analysis / lata amammsza:  31.01.2022

Date of Mfg / Jlara npomssoacrea:  01/2022

Date of Expiry / I'onen mo:

12/2024

Analysis performed according ND / Anayms nposeaén mo H/I: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Hokazareas

Result / PesyabTaTst

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GaucTep U3 MIeHKH

(noMMaTHAEHOBO/

110 NPHUMEHEHHIO.

Package / YnakoBska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

NOMMBUHAIXIOPHIHOH

MONMBHHHIIICHXJIOPHAHOH) H
amoMHHHEBOH (osbry, no 25
6aHCTEPOB B KAPTOHHYIO MA4KY
C BJIOJKEHHEM 25 UHCTPYKLIMIH

Package / Ynaxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton, 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneTok B 6nMCTEp M3 MIEHKH TPEXCIOHHOI
(IIBXAISMIBAX) u amomunueBoit oneru. ITo 2
1 3 GaucTepa BMecTe ¢ MHCTPYKLHEH Mo
NPUMEHEHHIO B KapToHHYI0 nadky. ITo 20 Tabnerok
B OImicTep M3 IUIEHKH MOMHBUHUIXJIOPHIHON
(oNMATHNEHOBO / NONMBHHUIAEHXIOPHAHOH) H
aOMUHUEBOI donery, no 25 GnucTepos B
KapTOHHYIO MayKy C BIOXKEeHWEeM 25 HHCTPYKUMH No
NPUMEHEHHIO.

12 Labeling / Mapkuposxka According to ND /

B coorsercreum ¢ HJT

13 Storage conditions / Ycnosus

XpaHeHUs Beie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe npH Temneparype He

14 Shelf life / Cpox rogrocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanne: MNpoaykr cootsetcTeyeT TpebosaHnam HA

Conclusion : APPROVED /
3akmouyenue: O0OBPEHO

Checked by QC In-Charge /, Approved by QA In-Charge / ¢
[lokymeHT nposepeH OKK: Qe [lokymeHT ofiobper OOK:

Date/ 31.01202=2 Date / - .
[ara: [lata: 310). 2022

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, [nd;a
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




