CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Cipla

Page1of 4/ Crp.1mu3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482125 Batch Quantity / O6bem cepun:  5851packs / ymakosok
AR No / Ananutuyecknii oruer Ne : ARF/201/2022|Date of Analysis / laTa anaauza: 17.09.2022
Ddte of Mfg / lata npoussoactea:  08/2022 Date of Expiry / T'oaen jo: 07/2025

Analysis performed according ND / Auanu3s nposeaén no HJ{: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Iloxazarens

Ne Result / PesyapTarnt

Specification / Hopma

1 | Description / Onucauue

Complies / CootBercTBYyeT

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 kpyrysie TabneTkH co
CKOLUIEHHBIMH KPasMH OT KOPHYHEBOTO 0 TEMHO-
KOPUYHEBOTO LBETA ¢ BKparmeHusmu, Ha onHoii
cropone TabneTkn Beinasneso cnoeo «CIPLAy, Ha
JIPYro# - THHHS pa3ioMa.

2 Identification / [TommMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
T CooTBercTBYeT g:é):mnaanne aMMHaYHOTO PacTBOpa B KPAaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtBercTByeT chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXAX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPKHUBAHUS OCHOBHOTO NHKA HA XPOMATOrpaMMe
HCITBITYEMOr0 PacTBOPa JAOJDKHO COOTBETCTBOBATH
BPEMEHH yAepyKHBAHHA OCHOBHOTO IHKA Ha
XPOMATOrPaMMe CTaHIAPTHOrO PACTBOpa
MeTtuianaparuapoxcubensoara (pasmen
«MeTtunnaparuapokcubensoar).

3 Average weight / Cpenusas
macca

186.10mg / 186,10mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyvanue: MpoaykT cooteeTcTBYET TPeboBaHuaM HL

Conclusion : APPROVED /
3axknwoueHue: OQOBPEHO

Checked by QC In-Charge @
[okymeHT nposepeH OKK: Qawe

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

G

Date /

{7- 09 . 2022
Hara:

Date /

Nara: U i

- 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




CERTIFICATE OF ANALYSIS

Cipla

Date of Mfg / [laTa npou3BoACTBA:

CEPTHOUKAT AHAJIM3A
Page2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHA}_IE@, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 482125 Batch Quantity / O6bem cepun:  5851packs / ynakosok
AR No / AsanuTuyeckuii oryer Ne: ARF/201/2022 | Date of Analysis / IaTa ananuza: 17.09.2022
08/2022 Date of Expiry / T'oaen no: 07/2025

Analysis performed according ND / Ananus nposeaén mo HJI: I1 NO013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / TloxazaTeis

Result / PesyabTaThl

Specification / Hopma

4 | Uniformity of weight /
QaHOPONHOCTL 1O Macce

Complies / CootBeTCTBYET

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

OnHOPOIHOCTE NO3UPOBAHHS

5 | Loss on drying / Tloteps B 2.0% NMT 6.0 % / He 6onee 6,0 %
MACCe MPH BLICYIIHBAHHH
6 | Dissolution/ 80 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cennosnpaos yepes 120 mun
7 | Uniformity of Dosage units / AV=52 The acceptability index for n =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.

Tlokasarens npuemnemoct msa n=10 AV <L1.

B ciyuae, eciu 3nauenne AV npeesiaer L1,
TIPOBOJAT HCIBITAHKE HA cnepyomux 20 obpasuax.
Jnst n=30 AV <L1. Bce 3HaueHus X1 JOJDKHBI
YIOBIETBOPATE HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuuectsenHoe onpenencHue
(CnextpodoromeTpnst)

13,89mr/Tab

13.89mg/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 (ot 90,0 mo 115,0 %)
CEeHHO3UIOB B NEPECUeTe Ha CEHHO3HA B B onHoi#
Tabnerke.

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cooTeeTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwouenne: OQOBPEHO

Checked by QC In-Charg
[loKyMeHT NpoBepeH OKK@ aue

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

GFE

Date / {1 o9 anem.,

[aTa:

Date /

[ata: \ 1«0 202

~ 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




&ipla

) CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482125

Batch Quantity / O6bem cepum:

5851packs / ynakosok

AR No / Ananurnueckuii otuer Ne : ARF/201/2022|Date of Analysis / laTa ananusza: 17.09.2022

Date of Mfg / Mata nponssoacrsa:  08/2022

Date of Expiry / I'oneH no:

07/2025

Analysis performed according ND / Ananu3s nposenén no HJI: I1NO13745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Iloxka3zaTenns

Ne Result / Pesyabrars:

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copepxanue
MeTHIImaparuapokcnbeH3oara

(BIXX)

0.050mg/tab

0,050mr/Tab

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

10 | MICROBIAL LIMIT TEST/ MukpoOuonorauyeckas 4icTora

Total Aerobic microbial count /
O6uee uncno aspodHbIX 10
MHKPOOPraHH3MOB

10 a)

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obmee uncno
TUIECHEBBIX H [IPOIKIKEBBIX

rpuboB

<10

Not more than 10” cfu/ g /He Gonee 107 /r

10 ¢) | Bile tolerant gram-negative
bacteria/ Y croiiunssie K
JIEHCTBHIO JKEJTYH

rpamMoTpuLaTenbHbIe DaKTepHH

Absent /OtcyTcTBYIOT

Not more than 10°/ g / He 6onee 10° /r

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ Otcyrctue B 1 T

10¢) | Escherichia coli

Absent /OtcyrcTByOT

Absentin 1 g/ Orcyrcreue s 1 r

18 1) | Salmonella

Absent / OtcyTcTBYIOT

Absentin 10 g / Orcyrcteue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanne: MNpoaykr cooTBeTCcTBYET TpeGoBaHuaM H

Conclusion : APPROVED /
3akmoyenue: O0OBPEHO

Checked by QC In-Charge

Approved by QA In-Charge / VT
[okymeHT nposepeH OKK: S0aue NokymeHT oaoBpeH OOK: %j—f
E:ﬁl 17 0920222 E:_';'eal \1-09. 2021
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

Cipla

Paged4of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHA}IE TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482125

Batch Quantity / O6em cepuu:

5851packs./ ynakosok

AR No / Ananuruyeckuii oryer Ne : ARF/201/2022

Date of Analysis / JaTa ananuza: 17.09.2022

|Date of Mfg / lata npoussoacrea:  08/2022

Date of Expiry / I'ogen no: 07/2025

Analysis performed according ND / Ananu3 nposeaén mo H: T1N013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Result / PesyasTars Specification / Hopma
Test /Horazarens
11 | Package / Ynakoska Package / Ynaxoska - 20 tablet . .
& inag l:tl%seter s ];I;. - Package / Ynakogka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aloiinmtal 25 blsterewithy 12 3 blisters and a patient information leaflet in a
35 patient inf(;rmation leaflets in | C2TtO- 20 tablets in a blister made of PVC
a carton. / TTo 20 1861eToK & /PE/PVDC film and aluminum foil, 25 blisters with
6nﬂc1'ep; [ 25 patient information leaflets in a carton. / ITo 20
» TabneTok B OiCTEp U3 MIEHKH TPEXCNOHHOI
[OJIH BHHHIIXJIOPHAHOH
(]]OJIH:-)THJ'IBHOBI(J)I‘:!? (IBX/ITS/TIBOX) 1 antomunuesoii onsra. 1o 2
O MHENHRIEHXIOPAAHON) K unu 3 GiucTepa BMecTe ¢ HHCTpYKIHeit o
AmoMEItERoH HONEHE, 10 25 [PUMEHEHHIO B KapTOHHYIO nauky. [To 20 Tabnerok
e I———— Kapmnny;o nasiy |° GmucTep M3 MIIEHKH TIOJHBHHHIXIOPHIHOH
& R 35 SRR (nonH3THNEHOBO / IOIHBHHUNIEHXIOPUIIHOI) K
56 NEACHERTO anioMuHHEBOH domeru, mo 25 Gnuctepos B
) KapTOHHYIO MAYKY C BJIOKEHHEM 25 MHCTPYKUHH 110
[IPHMEHEHHUIO.
12 Labeling / MapxupoBka According to ND /
B cootBerctBuE ¢ H]
13 Storage conditions / Ycnopus In a dry place, at temperature below 25 °C./ B cyxom MecTe nipu Temnepartype He
XpaHeHHs! Beite 25 °C.
14 Shelf life / Cpox roguocTu 3 years /3 rona

Remarks : The Product conforms to ND/

Mpumeyanue: MpoaykT cooTeeTcTByeT TpeboBaHusam H

Conclusion : APPROVED /
3aknwyeHue: ONOBEPEHO

Checked by QC In-Charge F}
LokymeHT npoBepeH OKK: qg au

Approved by QA In-Charge /
HokymeHT onoBpeH OOK:

WA

Date /

Nare: | 7 - gvaidna.

Date /

Naia \7124. 202
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