Cipla

CERTIFICATE OF ANALYSIS
CEPTHD®HUKAT AHAJIN3A

b

Pagel of4/Crp.1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : 482010

Batch Quantity / O6bem cepum:

5848 packs / ymakosox

AR No / Anamuragecknii orger Ne : ARF/041/2022 | Date of Analysis / lata anammza:  08.02.2022

01/2022

Date of Mfg / lara mpoH3BOACTBA:

Date of Expiry / I'ogen go:

12/2024

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

Ne Test / Hoxa3zaTens

Result / PeayabTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTByeT

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. / Ilnockue kpyrasie Tabnerku co
CKOLIEHHEIMH KPasMM OT KOPHYHEBOTO JI0 TEMHO-
KOPHMYHEBOTO LiBeTa ¢ BKparienusivi. Ha onHoi
cropose Tabnerku BeigasneHo cioso «CIPLA», Ha
IOpPYro# - IMHUs PazioMa,

2 | Identification / ITopnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootsercrayer OxpamBaHie aMMHAYHOTO PACTBOpPA B KPACHBIH
AHTP&XPIHOHOBBIC TIMKO3HIBI IBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByeT chromatogram of the sample solution should
MertunnaparunpokcubeHsoar corresponds to the retention time of the principle
(BOHKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEp;KUBAHUS OCHOBHOTO NMKA HA XPOMATOTPaMMe
HCIBITYEMOTO PacTBOpPa AOJDKHO COOTBETCTBOBATH
BpEMEHH YACP/KUBAHHS OCHOBHOI'O MMHKA Ha
XPOMATOrpaMme CTaHAAPTHOIO PACTBOPa
MeTHTaparuapokcuben3oara (pasnen
«MerumnaparunpokcubeHsoar).

3 | Average weight / Cpennsist
Mmacca

191.20mg / 191,20mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNponykT coorTeeTcTByeT Tpebosanuam H

Conclusion : APPROVED /
3akmoyeHue: OJOBPEHO

Checked by QC In-Charge / %D—ﬁ

Approved by QA In-Charge / _ -3
LokymeHT nposepeH OKK: OoxkymeHT ogobpeH OOK: %-I},\- :
Date / Date /
NlaTa: B QR SRR Nara: ©4.02-2022

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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CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 482010

Batch Quantity / O6rem cepum:

5848 packs / ynakoBox

AR No / Ananaraaecknii otder Ne : ARF/041/2022|Date of Analysis / lara anammza:  08.02.2022

Date of Mfg / lata npoussoacrsa:  01/2022

Date of Expiry / 'onen go:

12/2024

Analysis performed according ND / Anamms mposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloxazarean

Result / PesyabTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE O Macce

Complies / CootsercTayer

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

OnHOpOIHOCTE AO3MPOBAHUS

5 | Loss on drying / IToTeps B 1.6% NMT 6.0 % / He Gonee 6,0 %
Macce MPH BBICYIIHBAHIH
6 | Dissolution / 79-85% NLT 70 % (Q) of sennosides in 120 minutes
Pacropenue He menee 70 % (Q) cenno3umos yepes 120 mun
7 | Uniformity of Dosage units / AV=53 The acceptability index forn=10 AV <LI.

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=250.

IMoxazarene npuemnemocty st n=10 AV <L1.

B cnyuae, ecnu 3Haqenue AV npesbiinaer L1,
[POBOIST UCTbITaHKE Ha cnenyomux 20 obpasziax.
Jns n=30 AV <L1. Bce 3Ha%eHus Xi JOJDKHBI
YAOBJIETBOPATE HEPABEHCTBY .

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

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

Mpumeyanue: MNpogykT cooTeeTcTBYET TPeboBaHmam H

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
| KonuuectsenHoe onpeneneHue 14.17 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpotoTomeTprs) Ot 12,15 go 15,53 wmr (ot 90,0 o 115,0 %)
14,17 Mr/rab CEHHO3HMJOB B NepecyeTe Ha CEHHO3MA B B oHOIM
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3aknwouenue: OQOBEPEHO

Checked by QC In-Charge / _gp £ o
HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT onobpen OOK:

Date /

fata: RN Lot Lo

Date /

[lara: 04 .02 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




CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust N : 482010

Batch Quantity / Oobem cepun:

5848 packs / ynakoBox

AR No / Anaymragecknii orger Ne : ARF/041/2022 | Date of Analysis / lara ananmza: 08.02.2022

01/2022

Date of Mfg / lata nponssoacTsa:

Date of Expiry / I'ogen go:

12/2024

Analysis performed according ND / Anamis nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

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

parahydroxybenzoate(HPLC)/
Conepsxanue
MeTHINaparuipoKcudeH30aTa 0,048 sivels
(BIXX) ’

10 | MICROBIAL LIMIT TEST/ Mukpobuonorudeckas 49cToTa

10a) | Total Aerobic microbial count /
O6mee gucno a3poOHbIX <10 Not more than 10° cfu/ g / He Gonee 10° /r

. MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10% /r
count / OBmee gucio <10
TIECHEBLIX H JPOHXGKEBBIX
rpudoB

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10” / g / He Gonee 10° /r
bacteria/ YcroiiuuBbie K
OEeUCTBHIO JKeNUH
rpaMoTpHUaTeNbHbIe OaKTepHH

10d) | Staphylococcus aureus Absent /OrcyrcTBYyIOT Absent in 1 g/ OtcyrcrBue B 1 r

10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ Orcyrceue B 1 1

101 | Salmonella Absent / OtcyteTByIoT Absent in 10 g / Otcyrcrene B 10 g

Remarks : The Product conforms to ND/
Mpumeyuanue: NpoaykT cooTeeTcTyeT TpebosaHuam Hl

Conclusion : APPROVED /
3aknmouenune: OQOBPEHO

Checked by QC in-Chargg / @QL 3.
DokymeHT npoeepeH OKK: o

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

e

Date /

e M ekl

Date /
[ara:

O O‘ O QUL

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 CEPTUOUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482010

Batch Quantity / Oobem cepnm:

5848 packs / ynakoBok

AR No / Anamariagecknii oraer Ne : ARF/041/2022|Date of Analysis / lata amammsa:  08.02.2022

Date of Mfe / Jlara npomssojpcrea:  01/2022

Date of Expiry / T'ogen no:

12/2024

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

Ne Test / Iloxa3zareanb

Result / Pe3yabTarTs!

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

fnucTep U3 IIeHKH

(monuaTHNEHOBOI/

IO MPUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 tabnerok B

TIOJIMBHHHITXJIOPHAHOH

TONHBHHWINEHXIIOPHIHOM)
amoMmuHHeBoH donsry, no 25
ONHCTEPOB B KAPTOHHYIO MAuKy
C BIIOKEHUEM 25 HHCTPYKLHIT

Package / YrmakoBka - 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
TabneTox B BIIHCTED U3 IUIEHKM TPEXCIOHHOM
(IMIBX/MISMIBAX) n amomunnesoi donsru. ITo 2
1 3 GucTepa BMECTe C HHCTPYKLMEH T10
HNPHUMEHEHHIO B KapTOHHYIO0 nadky. [To 20 rabnerox
B OiucTep U3 IUIEHKH MOJIHBHHIJIXJIOPHITHOM
(monuaTuneHoBO! / MOMHBMHHIAEHXIOPHAHOMN) H
amoMuHHeBOi douery, o 25 6auctepos B
KapTOHHYIO Ma4Ky C BIOKeHHeM 25 HHCTPYKLHI 1o
MPHMEHEHHIO.

12 | Labeling / Mapxuposka According to ND ./

B coorsercteuu ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHA Berue 25 °C.

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

14 Shelf life / Cpok ronsocti 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoayKT cooTeeTcTByeT TpebosaHuam H/

Conclusion : APPROVED /
3aknouenue: O0OBEPEHO

Checked by QC In-Charge / iw -
HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

P

Date /

[ara: g o

Date /
Hara:

04022022

FMQC003-15-06

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




