Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

-

Page 1l of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481211 Batch Quantity / O0bem cepum: 5844 packs / ynakoBok
AR No / Ananmrageckwmii oraer Ne : ARF/286/2021|Date of Analysis / lata ananmza: 05.11.2021
Date of Mfg / lara nponssoacrsa:  10/2021 Date of Expiry / 'open jno: 09/2024

Analysis performed according ND / Anams nposenés mo

HJ: ITIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / HoxazaTens

Result / PesyabTarsl

Specification / Hopma

Description / Onucanue

Complies / CooTBercTByer

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. / IInockue kpyrisle TabneTku co
CKOLICHHBIMH KpaAMH OT KOPHYHEBOI0 N0 TEMHO-
KOPHYHEBOrO 1BeTa ¢ BKpamcHwimy. Ha onsoi
cropoHe Talnerku BbigasneHo cinoBo «CIPLAy, ua
LpYro# - TUHUSA Pa3ioMa.

2 | Identification / ITojutMuHHOCTB
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T TTm——— Coortsercrayer g::ramnnaﬂne aMMHaYHOTO PAacTBOpPa B KPAacCHBII
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ Cootsercroyer chromatogram of the sample solution should
Merunnaparaapoxcubensoat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEepKUBAHHS OCHOBHOIO NMHKA HA XpOMaTOrpaMme
HCIBITYEMOrO PaCcTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHHU yAePXKHBAHUA OCHOBHOIO MHKA Ha
XpPOMaTOrpaMMe CTAHAAPTHOIO pacTeopa
MeTunnaparuapokcidensoara (paszuen
«Merunnaparugpoxcubensoar).
3 | Average weight / Cpennss 187.85 mg / 187,85 mr 189.99 mg £7.5% / 189,99 mr +7,5%

Mmacca

Remarks : The Product conforms to ND/
Mpumeyanume: NpoaykT cooTeeTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge / Cit.&
[okymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpex OOK:

HEE

Date /

fara; &5 Lo

Date /

[lara; 0s \WW.2o2\
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Cipla

CERTIFICATE OF ANALYSIS
- , CEPTHO®UKAT AHAJIM3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481211

Batch Quantity / O6bem cepun:

5844 packs / ynaxosox

AR No / Anajmariaeckuii oraer Ne :  ARF/286/2021|Date of Analysis / Jlata ananmza: 05.11.2021

Date of Mfg / lata npom3soxcrea:  10/2021

Date of Expiry / I'ogen mo:

09/2024

Analysis performed according ND / Anasmns nposenén mo HJT: ITN013745/01-091017, Usm. Ne 1 ot 17.04.2020

No Test / Iloxazarean

Result / Pe3ynbTaTsl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOAHOCTB MO Macce

Complies / CootseTcTyer

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

OnHOpORHOCTH O3UPOBAHUS

5 | Loss on drying / IToteps B 2.3% NMT 6.0 % / He 6onee 6,0 %
Macce MPH BbICYIIHBAHHH
6 | Dissolution/ 80-85% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenHo3nnos uepes 120 Mun
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=250.

TToxazarens npuemiemocts mis n=10 AV <L1.

B cnydae, ecinu 3Hauenne AV npessimnaer L1,
NPOBOJAT MCIIBITAHKE Ha Cenytomux 20 obpasmax.
Jma n=30 AV < L1. Bce 3Ha9enHs Xi HOIBKHBI
YIOBIETBOPSATEL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konnuectsennoe ompenenemne

(CriexrpodoTomerpiisi)

13.92 mg/tab /

13,92 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 o 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3H/IOB B MEPECUETe Ha CCHHO3MA B B oaHOIH
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykr cooTeercTayeT TpebosaHusam HJ

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
HokymeHT nposepeH OKK: r:f;t-—" [HokymeHT ogoSpeH OOK: %”f‘;{
Date / ~ e a Date / e o)

[arta: 0> e [ara: S =
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Cipla

CERTIFICATE OF ANALYSIS
N - CEPTHO®UKAT AHAJIN3A
- Page3 of4/Crp.3m3 4
Product: SENADE TABLETS 13,5 mg Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481211 Batch Quantity / O6nem cepim: 5844 packs / ynaxosox
AR No / Avanurugeckuii orger Ne : ARF/286/2021 |Date of Analysis / lara anammza: 05.11.2021
Date of Mfe / lara npom3soacrea:  10/2021 Date of Expiry / I'ogen po: 09/2024

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

Ne Test / ITokazaTens Result / PesyasTarn: Specification / Hopma
9 | Content of Methyl 0.053 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/tab.
parahydroxybenzoate(HPLC)/
Conepixanue
METHINAparuapokcubenH3ara 0.08% sl
(BOXX)

10 | MICROBIAL LIMIT TEST/ MuxpoGHonoruueckas 4ucTora

108) | Total Aerobic microbial count /
O6miee uncno a3poOHBIX <10 Not more than 10° cfu/ g / He 6onee 10* /r

MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10% cfu/ g /He 6onee 10% /r
count / O0mee 4yncio <10
IJIECHEBBIX U APOFIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10% / g / He 6oxnee 10° /r
bacteria/ Ycroiunseie K
NEeHCTBHIO JKeTuH
rpaMoTpHIaTenbHbIe DakTepHn

10d) | Staphylococcus aureus Absent /OrcytcTBYIOT Absentin 1 g/ Orcyrcreue B 11
10¢) | Escherichia coli Absent /OrcytcrByioT Absentin 1 g/ OrcyrcteueB 1 T
101) | Salmonella Absent / OrcyrcTBytoT Absent in 10 g / Otcyrcrere B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpoaykT cooTBeTcTRyeT TpebosaHuam HA | 3aknwoyenune: OO0OEPEHO

Checked by QC In-Charge / ;;{,_b:,; Approved by QA In-Charge / .
[okymeHT nposepeH OKK: o~ HokymeHT ogobpen OOK: M/
Date / 0L -\ LOM Date / 0SS \W2o2n)

[ara: [ara:

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
N . CEPTUOPHUKAT AHAJIM3A
R Paged4 of 4/ C1p. 43 4
Product: SENADE TABLETS 13,5 mg - Mponyxt: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481211 Batch Quantity / OGnen cepun: 5844 packs / ynaxosok
AR No / AnamnTugecknii oraer Ne : ARF/286/2021|Date of Analysis / lara amanuza: 05.11.2021
Date of Mfg / laTa npomssoncrsa:  10/2021 Date of Expiry / I'ones jio: 09/2024

Analysis performed according ND / Anamm3 nposengn mo HJI: IT N013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Test / Ilokazatenn Result / PesynbraTsl Specification / Hopma

11 | Package / Ynakoska Package / Vnaxoska - 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
6nucTep U3 mIeHKH
[IOJIMBUHHIXIOPUAHOH
(nomuaTHAEHOBOI/
TIOJMBHHHIIIEHX TIOPUIHOH) H
amoMHHHEBOH donery, no 25
GnHCTEepOB B KAPTOHHYK MAYKYy
C BJIOJKEHHEM 25 MHCTPYKIIH
TIO MIPHMEHEHHIO,

Package / Ymakoska - 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 OUIUCTEP U3 IUIEHKH TPEXCNoiHO
(MBX/TI2MIBJX) u anomuHuesoii donsry. Io 2
unu 3 BaucTepa BMecTe ¢ HHCTPYKLHEH 110
TPHUMEHEHHIO B KapTOHHYIO madky. ITo 20 Tabnerok
B OIIHCTEp K3 MICHKH MOJIHBHHUIXJIOPUIHOM
(MOMATHACHOBO! / MONHBHHUNEHXIOPHIHOIN) U
amoMuHKeBo# Qonbry, no 25 Gaucrepos B
KapTOHHYIO MA4Ky C BIOXKEHHEM 25 WHCTPYKUUH 1o

MPHMEHCHHIO.
12 | Labeling / Mapxuposxka According to ND /
B cootBercreuu ¢ HJJ
13 Storage conditions / Yenosust In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temniepatype He
XpaHeHus Bbime 25 °C.
14 Shelf life / Cpox roguocTi 3 years /3 rona
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanume: MNpoaykr coorsetcTeyeT TpeboBanuam HI | 3akntouyenmne: OJOBPEHO
Checked by QC In-Charge / (=P Approved by QA In-Charge /
LokymeHT nposepeH OKK: %ﬁ HokymeHT ogobpex OOK: %
Date / Date / 0. -
(V.o Os - \Zw2oz )
Nara: &S ! Hara:
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