Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHMKAT AHAJIM3A

-

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

lponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 484107

Batch Quantity / O6sem cepun:

5849packs / ynakoBox

AR No / Ananurnuecknii otyer Ne : ARF/194/2024 | Date of Analysis / lata ananuza: 21.10.2024

Date of Mfg / JiaTa npouzsoncrea:  10/2024

Date of Expiry / I'omen no:

09/2027

Analysis performed according ND / Ananu3 nposeaén no HJ{: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, m3m. Ne 1 o1 09.07.2024

Ne Result / PesysbTaThi

Test / Tokazatenn

Specification / Hopma

I | Description / Onincanue

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. / [nockue kpyribie TabneTku co
CKOLUEHHBIMU KP2AMHU OT KOPUUHEBOTO [0 TEMHO-
KOPHUYHEBOTO LUBETa ¢ BKpamnenusmu. Ha oxuoii
cTopoHe Tad1eTKH BblAaBneHo ciioBo «CIPLA», na
JpYroii - nHHHS pa3ioMa.

2 | Identification / [leanuHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsetcTBYyeET OkpamupaHne aMMHAYHOTO PacTBOPa B KpacHbIid

AHTPaxHHOHOBbIE MTHKO3HIBI i

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTBYyeT chromatogram of the sample solution should
MetunnaparunpokcubeH3oaT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPHHUBAHUA OCHOBHOTO MMKA HA XPOMATOTPaAMME
HCILITYEMOTO PACTBOPA AOIKHO COOTBETCTBOBATE
BPEMEHH YIepKHBAHHSI OCHOBHOIO ITHKA Ha
XpomartorpaMme CTaHIApTHOTC pacTBopa
MeTHnnaparuapokcubensoara {pasuen
«MerunnaparuapokcubeH3oar).

3 | Average weight / Cpennsis
Mmacca

189.59mg / 189,59mr

189.99'mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNMpogykr cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge /
[okymeHT npoeepeH OKK: ff',f_:bvp

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

i

Date /

2-(. : 20
,D,aTa: 10 ?_JG.J.,L,

Date /
[ara:

Lilo 202 Y

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHAJIM3A

Page2 of 4/ Crp.2 w3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484107

Batch Quantity / O6bem cepnn:

5849packs / ynakosox

AR No / Ananutudecknii orver Ne : ARI/194/2024 | Date of Analysis / JaTa ananuza: 21.10.2024

Date of Mfg / lara npoussogersa:  10/2024

Date of Expiry / I'onen no:

09/2027

Analysis performed according ND / Anaau3 nposeaén mo HJL: T1 N013745/61-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, n3m. Ne 1 ot 09.07.2624

No Result / PeayabTaThi

Test / [Mokaszarennb

Specification / Hopma

4 | Uniformity of weight /
OHOpPOIHOCTE MO Macce

Complies / CootBeTcTBYeT

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

5 | Loss on drying / [ToTeps B 2.0%

NMT 6.0 % / He 6onee 6,0 %
Macce MpH BbICYLIHBAHHN .
6 | Dissolution / 78-90% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3uaos uepe3 120 mux
7 | Uniformity of Dosage units / AV =56 The acceptability index forn =10 AV <L1.

OnHOPOJHOCTE I03MPOBAHUSA

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.

[Toka3zarens npuemaemoctd L n=10 AV < L1.

B cnyuae, ecnu 3nauenune AV npesbiwaer L1,
NpOBOJAT UCIBITAHKHE Ha cneaytomux 20 obpasuax.
Jing n=30 AV < L1. Bce 3Ha4eHus Xi T0/UKHBI
YIOBIETBOPATH HEPABEHCTBY:

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

L4 =1510; L2=25.0.

8 | Assay (Spectrophotometry)
KonuuectsenHoe onpeeneHue
(CnexrpotoTomerpus)

13.94mg/tab /

13,94mr/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 no 15,53 mr (ot 90,0 no 115,0 %)
CEeHHO3HM0B B repecyere Ha ceHHo3ua B B onHoil
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cootseTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknwovenue: OJOBPEHO

Checked by QC In-Charge / _
HokymeHT nposepex OKK: 7,,&4";

Approved by QA In-Charge /
HokymeHT ogobpeH OOK: %}C

Date /

Nara: 2o o2y

Date /

2 \<1o-2eTlY
[ara:

FMQC003-15-09

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
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Analysis performed according ND / Anasnu3 nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/CG1-180522, a3m. Ne 1 ot 09.07.2024

|

Ne Result / PesyabTaTsl Specification / Hopma
Test / TlokasaTens
9 Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepsxaHue
MeTHIIaparuApoKcHoeH30aTa 0,042Mmr/1a6
(B2XX) .

10 | MICROBIAL LIMIT TEST/ Muxpo61ojioruaeckas 44cTora

10a) | Total Aerobic microbial count /
OGmee YMCI0 a3pOOHBIX
MHKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould
count / O0mee gucio

Not more than 10” cfu/ g /He Goznee 10° /r

<10
T7IECHEBBIX U JPOMIKEBBIX
rpubor
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gosnee 107 /r
bacteria/ YcroiiuunBele K
IeHCTBUIO Kenuu
rpaMOTpHLUATENbHbIE OaKTEepHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrcrBueB 1 r
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OtcytctBHE B 1 T
10f) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OtcyrerBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyatue: MpoaykT cooTeeTcrayeT Tpebosarnuam HO | 3akntoyenwne: OQOEPEHO

Checked by QC In-Charge /
JokymeHT nposepex OKK: “'?LU

Approved by QA In-Charge /
HoxkymeHT onobper OOK: @/M

Date /

i it it |

Date/ 9 |\0v2o2y
[ara:

FMQC003-15-09






