Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

Y

Pagel1 of 4 /Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua No: 482007

Batch Quantity / O6bem cepun:

5845 packs / ymaxosox

AR No / Asamariaecknii oraer Ne :  ARF/037/2022 | Date of Analysis / lara anamusza:  05.02.2022

Date of Mfg / lara mpomssoacrBa:  01/2022

Date of Expiry / 'ogen mo:

12/2024

Analysis performed according ND / Anamis npoeenén mo HJI: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zarens

Result / PesyabTaTst

Specification / Hopma

(=

Description / Omncanne

Complies / CooTsercTByer

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. / ITnockue kpyrabie TabneTky co
CKOIIEHHBIMH KPAsSIMH OT KOPHYHEBOIG JI0 TEMHO-
KOPHHYHEBOrO LBeTa ¢ BKparuieHusimu. Ha onHoi
cropoHe Tabnerku BelgarieHo cioo «CIPLA», Ha
Apyro# - THHUs pa3noma.

2 Identification / ITomgnHHHOCTE

(BOXX)

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
e — CoorBercTByeT S:e;’)ramnsaﬂue aMMHAYHOTO PacTBOPa B KPaCHBII
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootseTcTBYET chromatogram of the sample solution should
Metunnaparuapoxcubenzoar corresponds to the retention time of the principle
peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxvbenzoate») / Bpems
YZIepKUBAHHS OCHOBHOTO [IHKA HA XPOMATOTPaMMe
HCIIBITYEMOTO PACTBOPA JOJDKHO COOTBETCTBOBATE
BPEMEHH yIePKUBAHUA OCHOBHOIO MMKA Ha
XpOMAaTOTpaMMe CTaHIAPTHOTO PacTBOpa
MeTHImaparuapokcubensoara (pasmen
«MerunnaparunpoxkcudeHs3oar).

3 | Average weight / Cpennss
macca

189.69mg / 189,69 mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooTeeTCTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknioueHue: OQOBPEHO

Checked by QC In-Charge / ¢ ‘ Approved by QA In-Charge / ]
HokymeHT nposepeH OKK: (@\O i HokymeHT ofo6per OOK: C@éﬁw e
Date/ 4=~ p9.2021 Date / S - .

Nara: ik Jata: 5 EF -0 W T

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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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIN3A

Page2 of 4/ Crp.2 m2 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482007

Batch Quantity / O0zem cepum:

5845 packs / ynakoBok

|AR No / Ananmuragecknii order Ne : ARF/037/2022|Date of Analysis / /laTa anammsa: 05.02.2022

Date of Mfg / lata nponssoacrsa:  01/2022

Date of Expiry / I'onesn o:

12/2024

Analysis performed according ND / Anamus nposenén mo HJI: TTN013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Iloxka3zaTens

Result / Pesyabrarsi

Specification / Hopma

4 | Uniformity of weight /

Complies / CooTBetcTByeT

18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee + 7,5

OIHOPOAHOCTE MO Macce %
2/20 tablets NMT +15% / 2/20 ue Gonee + 15%
5 | Loss on drying / IToTeps B 1.9% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BLICYIIHBAHHH
6 | Dissolution/ 81-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cenHo3unos yepes 120 mun
7 | Uniformity of Dosage units / AV =51 The acceptability index forn=10 AV <L1.

OnmHOpPORHOCTE I03HPOBAHHSA

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:

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

L1=15.0; L2 =25.0.

ITokasatens npuemnemocty s n=10 AV <L1.

B cnyuae, ecnu 3nauenue AV npesbimaer L1,
MPOBOMASAT UCNbITaHKUe Ha cnenywowmux 20 obpasuax.
Jins n=30 AV < L1. Bce 3HaYeHHs Xi JOJKHbI
YZIOBIETBOPSATL HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonndecTBeHHOE oOnpeneneHue

(CriexrpodoTomerpus)

14.09 mg/tab /

14,09 Mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3M/IOB B nepecyere Ha ceHHo3ua B B onHoit
tabnerke.

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpoaykr cooteercTeyet TpebosaHuam HA

Conclusion : APPROVED /
3aknmouerue: O0OBPEHO

Checked by QC In-Charge (_I?ﬂ i

Approved by QA In-Charge /

T
HokymeHT nposepeH OKK: HokymenT ogobpen OOK: @if}l‘—
Date / ) Date / =1« 02 + 202 2
Naa: D& s 2 Nara: 01 - 2

FMQCO003-15-06

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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Cipla

CERTIFICATE OF ANALYSIS
: CEPTUOUKAT AHAJIN3A

Page3 of 4/ Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAAE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne : 482007

Batch Quantity / O6bem cepum:

5845 packs / ynaxosok

AR No / Asamaruaecknii order Ne : ARF/037/2022|Date of Analysis / [laTa ananmza: 05.02.2022

Date of Mfg / lara npom3soncrea: 01/2022

Date of Expiry / T'ogen mo:

12/2024

Analysis performed according ND / Amams nposengn mo HJI: TTN013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / Iloxa3zaTeas

Result / PesyasTaTsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxxanue
MeTHnaparuapokcubensoara
(BOXX)

0.045 mg/tab

0,045 mr/tab

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Muxkpobuojoru4eckas 44CTOTa

10a) | Total Aerobic microbial count /

O6mee uncno ad3podHBIX 30 Not more than 10° ¢fi/ g / He 6onee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / Obmee ynucio <10
IUIECHEBBIX U IPOOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He Gonee 107 /r
bacteria/ Ycroituuseie k
AEHCTBHIO KEeTUH
rpaMoTpHLaTebHbe OakTepun

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBHe B 1 T

10¢) | Escherichia coli Absent /OTcyTcTByIOT Absentin 1 g/ OrcyrctBue B 1 1

109 | Salmonella Absent / OTeyTcTByHOT Absent in 10 g / Otcyrcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanwme: MNMpoaykT cooTBeTcTRYET TpebosaHuam HI

Conclusion : APPROVED /
3aknouyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

LokymeHT nposeper OKK: it [okymeHT opobper OOK: %ﬁ\f—
Date / Date /

O0C.00. Ve . 2.
[lara: 022062 2— fara: 0oz . 2022

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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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJIN3A

Paged of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Ilpoxykr: CEI—IA,I];E®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482007

Batch Quantity / Oosem cepun:

5845 packs / ynaxoBok

AR No / Anamaragecknii oraer Ne : ARF/037/2022 | Date of Analysis / Jlara anammsa:  05.02.2022

Date of Mfg / Jlara npom3soacrea:  01/2022

Date of Expiry / I'ogen no:

12/2024

Analysis performed according ND / Anasms nposeagn mo HJ/I: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HoxkazaTens

Result / Pesyastars!

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

Gnucrep U3 MIeHKH

(monu3aTHIEHOBOI/

10 IPUMEHEHHIO,

Package / Ynakoska - 20 tablets

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

MOJHBHHHIIXJIOPHAHOM

TIOTMBHHHJIIEHXJIOPHIHO#) H
amoMuHHeBoi Gonery, no 25
ONnHUCTEPOB B KAPTOHHYIO MAYKY
C BJIOJKEHHEM 25 HHCTPYKUHH

Package / Ynakoska - 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. / TTo 20
TabneTok B OJMcTep M3 TUIEHKH TPEXCIOHHOH
(IIBX/TIDMIBIX) u amomuHueBoii donsru. ITo 2
wiu 3 GnucTepa BMecTe C MHCTPYKLIHEH 110
MPHUMEHEHHIO B KapToHHYIO na4ky. [To 20 Tabnerok
B OyHcTep H3 MUIEHKH NOJHMBHHHIXIOPH/THOM

(Mo THAEHOBOH / MOMHBHHHUIAEHXIOPHAHOMH) H
amOMUHKeBO# Gonbry, 1o 25 Gnucrepos B
KapTOHHYIO Ma4Ky C BIOKEHHEM 25 HHCTPYKLUMH No
MPUMEHEHHIO.

12 Labeling / Mapxuposka According to ND /

B cootsercTeun ¢ HJJ

13 | Storage conditions / Ycnosus

XpaHeHHs BhIne 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteetcTeyeT Tpebosaruam HI

Conclusion : APPROVED /
3akmoyenue: OQOBPEHO

Checked by QC In-Charge
OokymeHT npoeepeH OKK: (}—@W Qe

Approved by QA In-Charge / P
NokymeHT opoGper OOK: “Eéf.’u“’

Date /

o Sl T s I Vs 1K, W
[Oara:

Date /

Nlata: 07-02.~ 2022

FMQCO003-15-06

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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