Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIN3A

Page 1 of4/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482018

Batch Quantity / Oobem cepum: 5848 packs / ynakosok

AR No / Apammaragecknii oraer Ne : ARF/054/2022|Date of Analysis / [lara anammsa: 18.02.2022

Date of Mfg / Jlara npoussoacrsa:  01/2022 Date of Expiry / I'ogen no: 12/2024

Analysis performed according ND / Ananus nposenés o HJI: TIN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / Hoxa3zaTens

Result / PesyabTaThi Specification / Hopma

1 | Description / Onucanue Complies / CooTBeTcTByET 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. / [Inockue Kkpyrible TAONETKH CO
CKOIIEHHBIMH KPaAMH OT KOPHYHEBOr0 JI0 TEMHO-
KOPHYHEBOrO LBeTa ¢ BKparnenusmu. Ha onHoi
cropone Tabnerky BoiaBneHo ciopo «CIPLA», Ha
IpYro# - IMHUA pasjoma.

2 | Identification / ITognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
AXHHOHOBBIE KO3 CootseTcTByeT g:gramnaaﬂne AMMHA4YHOr0 PAacTBOPa B KPaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTRyeT chromatogram of the sample solution should
MeTunnaparuapoxkcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEpPKUBAHHS OCHOBHOTO ITHKA HA XPOMATOrpaMme
HCIBITYEMOTO PacTBOpa AOJDKHO COOTBETCTBOBATD
BPEMEHH yAep:KUBaHIHA OCHOBHOTO THKA Ha
XpPOMATOrPaMMe CTaHIAPTHOrO PacTBOpa
MeTunnaparuapokcibensoara (pasaen
«MerHamaparaapokcubeHsoar).

3 | Average weight / Cpennsas
Mmacca

188.90mg / 188,90mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks ; The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooteeTcTayeT TpebosaHuam HI | 3akntoyeHue: OOOBPEHO

Checked by QC In-Charge %
JNokymeHT npoBepeH OKK: % Cueee

Approved by QA In-Charge / _ , ,
[lokymeHT ogobper OOK: c@;‘:}‘,ﬁf\&'

Date /

fare: 1800059 2

Date /

2N\ 022022
[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 )
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CERTIFICATE OF ANALYSIS

. CEPTUOHUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHA_}.IE@), TABJIETKMH 13,5 mr

Batch No / Cepust Ne : 482018 Batch Quantity / Oowem cepan: 5848 packs / ynakoBok
AR No / Asajmmringecknii oraer Ne :  ARF/054/2022 | Date of Analysis / lara anamza:  18.02.2022

Date of Mfe / lara npoussoacrea:  01/2022 Date of Expiry / I'ogen go: 12/2024

Analysis performed according ND / Anamms nposenén mo H/I: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

OnHOPOIHOCTE NO3MPOBAHHA

Ne Test / HokazaTenn Result / PesyanTaTh! Specification / Hopma

4 | Uniformity of weight / Complies / CootercTByeT 18/20 tablets NMT £ 7.5 % / 18/20 ue Gonee +7,5
OnHopoaHoCTh IO Macce %

2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IToteps B 1.8% NMT 6.0 % / He 6onee 6,0 %
Macce IMpy BRICYIIHBAHHH

6 | Dissolution / 79-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTsopenue He menee 70 % (Q) cennozunos yepe3 120 mux

7 | Uniformity of Dosage units / AV=50 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.

IToka3atens npuemnemocts ana n=10 AV < L1.

B cnyuae, ecnu 3Hauenue AV npessimaer L1,
NPOBOMAT HCIBITAaHHE Ha cnenyromux 20 obpasiax.
Jost n=30 AV <L1. Bce 3HaueHus Xi NOJDKHBI
YIOBIETBOPSATEL HEPABEHCTBY

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

L1=15,0,L2=250.

8 | Assay (Spectrophotometry)
KonudecTBeHHOE OINpeneNneHe

(CuexrpodoTomMerpus)

13.97 mg/tab /

13,97 mr/rab

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 (ot 90,0 no 115,0 %)
CEHHO3MIOB B Ilepecuere Ha CeHHo3un B B oqHOIT
TabjeTke.

Remarks : The Product conforms to ND/
Mpumeyanme: MNpoaykT cooteetcTeyeT TpebosaHuaM HI

Conclusion : APPROVED /
3axknouyenne: OQOBPEHO

Checked by QC In-Charge% —

[HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

e

Date /

Nara: 1&-60 M08 2

Date /

e e

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIN3A

»

Page3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482018 Batch Quantity / Oobem cepun: 5848 packs / ynaxkoBok
AR No / Anamaringecknii orger Ne :  ARF/054/2022 | Date of Analysis / IaTa anammsza:  18.02.2022
Date of Mfe / Jlara nponsBoxcrea:  01/2022 Date of Expiry / T'ogen no: 12/2024

Analysis performed according ND / Anamms nposenén mo HJL: TI N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloxkazarens Result / PesyasTaThl Specification / Hopma
9 | Content of Methyi 0.045 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/

Conep:xanue

MeTUIaparuapoKcHOeH30aTa 0.045 Mr/tab

(BIXKX)
10 | MICROBIAL LIMIT TEST/ MukpoGuoJioruyeckast 44cToTa
10a) | Total Aerobic microbial count /

Obmee uucno a3pobHbIX 10 Not more than 10° cfu/ g / He Goxnee 10* /r

 MUKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r

count / Obiee qicao <10

[JIECHEBBIX M IPOKIKEBBIX

rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g/ He 6onee 10° /r

bacteria/ YcToHuHuBEIE K

JEHCTBHIO JKEITYH

rpaMOTpPHIATENbHBIE OaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ OrcyrcrBueB 11
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1
109 | Salmonella Absent / OrcyrcTyror Absent in 10 g / Ortcyrcrue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanme: MpogykT cooTeeTcTeyeT Tpebosanuam HI | 3akmouyenme: OAOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / AT
HokymeHT nposepeH OKK: &) aue [okymeHT ogobpen OOK: %:M—‘
Date / Date / N D
[ara: | 02202~ Nara: 9 \~Qr2-2.022

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 .




- Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 482018 Batch Quantity / O6bem cepum: 5848 packs / ymakoBox
AR No / Anajmragecknii orger Ne : ARF/054/2022 | Date of Analysis / /lara apann3a:  18.02.2022
Date of Mfg / [lara npoussoacrea:  01/2022 Date of Expiry / 'ogen mo: 12/2024

Analysis performed according ND / Asamus nposeaén mo HJI: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / okazaTeas Result / PesyabTaTsl Specification / Hopma
11 | Package / YnakoBka - 20 tabl . .
& i}a;kt;%:téryn?:;:z;a L Package / Ymakoska - 20 tablets in a blister made of
PVC, fPEf["VDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
25 patient inﬁ;rmation leaflets in | C2TtOD- 20 tablets in a blister made of PVC
a cartorn. / TIo 20 TaBIETOK B /PE/PVDC film and aluminum foil, 25 blisters with
Eusers ) % T 25 patient information leaflets in a carton. / ITo 20
nemnnpunnxno —— TabneTox B OIHCTEp H3 MJIEHKH TPEXCIOHHOMN
(nonnaTuneHOBI; i/ (IIBX/II3/MTIBJX) 1 amomunuesoii donbru. Ilo 2
e unu 3 Baucrepa BMecTe C HHCTPYKIHeH 1o
i (})OJ'II::I‘H 10 25 NPHUMEHEHHIO B KapToHHY0 na4ky. ITo 20 Tabnerok
BnseTEOGE B i i ey 18 OnucTep U3 IUIEHKH NOTHBUHUIIXJIOPHIHOM
o Bnomzﬁnem 2?;3{ - siih Y (MONMM3THAEHOBOH / MIOMHBHHMIAEHXIOPHAHON) H
O TG EREE AJIFOMHUHHEBO#H (osbry, no 25 GancTepos B
P i KapTOHHYIO Ma9Ky C BIOXKEHHEM 25 HHCTPYKIMH 10
NpPHMEHEHHIO.
12 Labeling / MapxupoBka According to ND /
B cooreercreuu ¢ HJI
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu Temieparype He
XpaHeHHA Boiure 25 °C.
14 Shelf life / Cpok roanocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooteeTcTayeT Tpebosarunam HA

Conclusion : APPROVED /
3aknroyenue: OQOBPEHO

Checked by QC In-Charge /
Rhoue

Approved by QA In-Charge /
HokymeHT opobper OOK:

——

Date /
Hata:

[okymeHT nposepeH OKK:
| R-0%: %085

Date /

2\ -02.r2o0z2t
Hara;

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 .




