Cipla

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

-

Pagel of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481196

Batch Quantity / O6bem cepum:

5844 packs / ynakosox

AR No / Auanurnaeckuii orger Ne : ARF/256/2021

Date of Analysis / Jlara anamu3a:

14.10.2021

Date of Mfg / Tara nponszsoacrsa:  09/2021

Date of Expiry / I'open mo:

08/2024

Analysis performed according ND / Amamms nposenén mo H/I: I1 N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / okazaTens

Result / PesyneTaTsr

Specification / Hopma

1 | Description / Omucanue

Complies / CootBercTryer

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 kpyrisie Tabnerku co
CKOIIEHHBIMH KPasgMH OT KOPHYHEBOIO JI0 TEMHO-
KOPHYHEBOTO LIBETA C BKpariaeHusmu. Ha oaHoii
cropoHe TadbneTky BriasiieHo cnoBo «CIPLA», na
OPYTO# - THHHUSA pa3ioMa.

2 | Identification / ITonmUHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootsercrayer OkpamiBanne aMMHAYHOTO DACTBOPA B KPACHBIH
AHTPaxXUHOHOBBIE TITHKO3H]IbI r Y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ Cootsercreyer chromatogram of the sample solution should
MeTunmaparuapokcubeH3oaT corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKHBAHUA OCHOBHOIO MHUKA HA XpOMAaTorpaMMe
HCIIBITYEMOTO pacTBOpa NOJDKHO COOTBETCTBOBATH
BPEMEHH YIEPIKHBAHUSL OCHOBHOTO [IHKA HA.
XPOMATOrpaMMe CTaHJAPTHOTO PacTBOpa
meTunmaparuapokcubenzoara (pasnen
«MeruinaparupokcubeH3oaT).

3 | Average weight / Cpenuas
macca

189.45 mg / 189,45 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanwue: Mpogykr COOTBeTCTByeT TpeboBaHuaM HJ

Conclusion : APPROVED /
3akntoyenue: O0OGPEHO

Checked by QC In-Charge /_

Approved by QA In-Charge /

% -
HoxymeHT npoeeper OKK: J § Jeiik AokymeHT oaobper QOK: %‘«
Date/ | 4.10.209q Date/ |t 10.2.00)
Hara: Jara:

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 CEPTHOHKAT AHAJIN3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

HNpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / Jlata nponssoacTBa:

Batch No / Cepust Ne: 481196 Batch Quantity / OGsem cepun: 5844 packs / ynakosox
AR No / Anasmraaecknii orger Ne :  ARF/256/2021 | Date of Analysis / lata apammsa:  14.10.2021
092021 Date of Expiry / l'onen o: 08/2024

Analysis performed according ND / Ananus nposenén no HJI: TT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazaTenns

Result / PesyabTaThbi

Specification / Hopma

4 | Uniformity of weight /
OIHOPOHOCTD 10 Macce

Complies / CooTsercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue 6onee = 15%

ORHOPOOHOCT AO3HPOBAHHKA

5 | Loss on drying / Iloreps B 2.8% NMT 6.0 % / He Gonee 6,0 %
Macce TPY BRICYIIHBAHHH
6 | Dissolution/ 83-90% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=56 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.

IToxaszarens npuemueMocTH s n=10 AV <L1.

B cnyuae, ecnu 3uadenne AV npesbiaer L1,
NPOBOJST HCTBITAHME HA chenyromux 20 obpasuax.
Jlns n=30 AV < L1. Bce 3HaueHus Xi NOJDKHbI
YAOBNETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonwyecTBeHHOE OnpeneicHue
(Cnexrpodoromerpus)

14.09 mg/tab /

14,09 mr/tad

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 mo 15,53 mr (ot 90,0 no 115,0 %)
CCHHO3MIOB B MepecueTe Ha ceHHO3un B B omHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooreeTcTayeT TpebosarHuam HI

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge / ; “‘\

Approved by QA In-Charge / %

[oxkymeHT nposepeH OKK: [ ‘3 an e MokymeHT ogobper O0K: 751
Date / Date / :

&+ b L od o 2.02
[Hara: ! Hara: \b-\g~ 2024
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIU3A
Page3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481196 Batch Quantity / Oobem cepun: 5844 packs / ynakosok
AR No / Anamaragecknii orger Ne : ARF/256/2021|Date of Analysis / JlaTa amammsa:  14.10.2021
Date of Mfg / lara nponssoacrea:  09/2021 Date of Expiry / I'onen no: 08/2024

Analysis performed according ND / Amamas nposenén mo HJI: [1NO013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / IlokazaTenn Result / PesysibTaTsl Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue
METHINAParuAPOKCHOEH30aTa 0,047 mr/ab
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoriuyeckas 4ucToTa

10a) | Total Aerobic microbial count /
O6wee gucno a3poOHbIX <10 Not more than 10° cfu/ g / He 6onee 10* /¢

MHKPOOPraiu3MoOB

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

count / Obmee uucno <10
IIJIECHEBBIX U ,I[pO}K}KBBbIX

rpuboB

10¢) | Bile tolerant gram-negative - Absent /OTcyTCTBYHOT Not more than 10>/ g / He 6oee 10 /r
bacteria/ Ycroituuesie K '
NEHCTBUIO KeTUn

rpamMoTpHuaTeNbHbIe DakTepun

10d) | Staphylococcus aureus Absent /OtcyTcTBYOT Absent in 1 g/ OtcyrctBre B 1
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 T
109 | Salmonella Absent / OrcyrcTBYIOT Absent in 10 g /OtcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpogykr coorseTcTeyeT Tpebosanuam HY | 3aknwoyenue: OQOBPEHO

Checked by QC In-Charge /7, Approved by QA In-Charge / - 7
[okymeHT nposepeH OKK: ] % \ N £ HokymeHT onobpen OOK: %
Date / 1o | DR, Date / \G\0. 202\

[ata: - [ara:
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) CEPTUOHKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJAE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 481196 Batch Quantity / O6bem cepun: 5844 packs / ymakesox
|AR No / Apamaruyecknii orger Ne : ARF/256/2021|Date of Analysis / lara anammsza:  14.10.2021
Date of Mfg / lara npomssoacrea:  09/2021 Date of Expiry / I'onen no: 08/2024

Analysis performed according ND / Ananms nposengn mo HJ/{: ITN013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne Test / Iloxkazarean

Result / PesynbTaTh!

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OHcTep U3 NMIEHKH

(ronu3TUNEHOBOH/

10 NPHUMEHEHHIO.

| Package / Yrakosxka - 20 tablets |

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

MOJIMBHHUIIXJIOPUIIHOH

MOJMBUHIIIEHXIOPUIHOI) 1
AMOMHHKEBOH (onbry, rmo 25
GucTepOB B KAPTOHHYIO MavKy
C BJIOYKE€HHEM 25 HHCTPYKIHH

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. / ITo 20
TabneTok B ONUCTEp M3 MIEHKH TpeXxchnoiiHoH
(IIBX/TIDMIBAX) u amomunuesoi donsru. [lo 2
unu 3 GiucTepa BMeCTe ¢ HHCTPYKLHEH 110
IPUMEHEHHIO B KAPTOHHYIO nayky. 1o 20 Tabnerok
B GuuCTep M3 IUIEHKH MOJTHBUHUIIXJIOPHIHOI
(MoNMMATUIIEHOBOH / MOMUBUHHIASHXIOPHAHON) H
aOMHHKEBO# (onbry, no 25 GaucTepoB B
KapTOHHYIO Ma4YKy C BIOXKEHHEM 25 HHCTPYKIMH MO
MPHMEHEHHIO.

12 .| Labeling / Mapkuposka According to ND /

B cootsercteuu ¢ HIJ

13 Storage conditions / Ycinosus

XpaHeHHs Beime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe Ip1 TeMnepaType He

14 Shelf life / Cpok rogHocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanwme: NpoaykT cooTBeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akmouyenne: OQOBPEHO

Checked by QC In-Charge //

Approved by QA In-Charge /

[okymeHT nposepeH OKK: \1_% N an e HokymeHT ogobpeH OOK: .
Date/ | 4.1p.2.02.9 Date/ 1¢-\0 202
Larta: Hata:
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