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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTH3A

Page l of 4/ Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepua Ne:

484026

Batch Quantity / Ofbem cepuu:

5841 packs / ynakoBok

AR No / Anaautuyecknii oruer Ne: ARF/083/2024

Date of Analysis / lara anaausa:  22.06.2024

Date of Mfg / Jlata nponzeoactea:

06/2024

Date of Expiry / T'oaen no:

05/2027

Analysis performed according ND / Axanns npoexén no H/I: T1 NO13745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, mim. Ne 1 o1 (9,07.2024

Ne Result / PeayabTaTsl Specification / Hopma
Test / NokazaTens
1 Description / Onucanue Complies / CooTBeTCTByET Flat circular tabiets 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. / [lnockue kpyrnsie TabneTku co
CKOUIEHHBIMH KpasM# 0T KOPHUHEBOTO J0 TeMHO-
KOPMYHEROND LBETa ¢ BKpanieHuamu. Ha onnolii
cTopoHe TabieTku BolaasaeHo cnoso «CIPLA», Ha
Opyrofi - TMHHA pa3ioma.
2 | ldentification / TloanuHHOCTS
2a) | Anthraquinone glycosides/ Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpallvBaine aMMHa4yHOrO pacTBOpa B KPacHBIH
AHTpaXHHOHOBbIE TJIHKO3NIbI
LBeT.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should

MetunnaparuapoxcubeHsoar
(BIXX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methy]
Parahydroxybcenzoate standard solution (refer test
«Methyl Parahydroxybenzoate»n) / Bpems
YIAEPKUBAHUE OCHOBHOTO [THKA HA XpOMaTorpaMme
MCTIBITYEMOID PACTBOPA JOIAKHO COOTBETCTBOBATH
BPEMEHH YACPIKHBAHHA OCHOBHOMO NIMKA Ha
XpoMaTorpaMmmMe CTAHAapTHOrO PacTEOPa
MeTuANaparuapokcHbeH3oarTa (pazaen
«MeTnanaparnapokcndenioar).

Average weight / Cpeanss
macca

[¥5)

186.05mg / 186,05Mr

185.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Npumevanue; NpoaykT cooTBeTCTRYET TpeboBaHuaM HI

Conclusion : APPROVED /
3aknwyenue: O OBPEHO

Checked by QC in-Charge /
JokymeHT nposepeq OKK: =‘£ o

Approved by QA In-Charge /
BokymeHT ogobpen OOK:

FF

Date /
Jara:

29 .o 1.20%Y

Date /

Oara: 29407 20 224y

FMQCG03-15-09

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

CERTIFICATE OF ANALYSIS
* CEPTH®UKAT AHAJIW3A

Page 2 of 4/ Ctp. 2 m3 4

Product: SENADE TABLETS 13,5 mg [lpoayvkr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepuna Ne: 484026 Batch Quantity / O6bem cepun:  5841packs / ynakoBok

AR No / Anaautauecknii oraer No : ARF/083/2024|Date of Analysis / laTta anaamsa:  22.06.2024

Date of Mfg / lata npouzsoacrsa:  06/2024 Date of Expiry / I'oaen no: 05/2027

Analysis performed according ND / Anann3 nposeaén no HZ: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne Result / Pe3y.1bTaTh! Specification / Hopma

Test / Ilokazareb

4 | Uniformity of weight / Complies / CooTBETCTRBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Goaee = 7.5
OAHOPOAHOCTE MO Macce %
. 2/20 tablets NMT =15% / 2/20 ne Gonee + 15%
3 | Loss on drying / [oTeps 8 1.9% NMT 6.0 % / He bonee 6,0 %
MAcCe MPH BLICYLIHBAHUH
6 | Dissolution / 77-90% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHue He menee 70 % (Q) cerHo3unoB vepes 120 Mun
7 ! Uniformity of Dosage units / AV =02 The acceptability index forn=10 AV <LI.
OmHOPOAHOCTh ZO3HPOBAHUN 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.

LI=150:12=250.

[MoxaszaTeas npuemaeMocTy ana n=10 AV < L1.

B cnyuae, ecau 3HaueHue AV npespiwaet L1,
[POBOAAT HCMbITAHKE Ha cledyowmux 20 obdpazax.
Ia n=30 AV < L1. Bece 3Ha4eHHA Xi 0% HbI
VIOBACTBOPATH HEPABEHCTBY!

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

L1 =150;L2=250.

8 | Assay (Spectrophotometry) . -y From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnueCTBEHHOR OIpeleeHne 13.94 mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnekrpodoToMeTPHs) O71 12.15 10 15,53 mr (o1 90,0 10 15,0 %)

13.94mr/Tad CEHHO3MAOB B NepecyeTe Ha CeHHO3NI B B onHol
TabneTKe.

Remarks : The Product conforms to ND/ Conclusion ; APPROVED /
Mpumeyanne;: MpogykT cooTseTcTBYET TpeboBatuam Hll | 3aknioueHne; OAOBPEHO
Checked by QC In-Charge / s Approved by QA In-Charge /
AokymeHT npoeepeH OKK: 9:6_,5—9 AokymeHT onobpen OOK: %%ﬁ
Date / Date / a ,

. 2% .¢7. 2.
fata; 2o T 1enH | Nata: 1-e1- 2oz

FMQC003-15-09

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



CERTIFICATE OF ANALYSIS

b3

CEPTHOHKAT AHAJIH3A

Cipla

Page 3 of4/Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykt; CEHAJE®, TABJETKH 13,5 mr

Batch No/ Cepna Ne : 484026

Batch Quantity / O6bem cepun:  5841packs / ynakoBok

AR No / Auanuruuecknii oruer Ne : ARF/083/2024

Date of Analysis / Tara anaanza: 22.06.2024

Date of Mfg / Tara npouzsoacrea: _ 06/2024 Date of Expiry / 'oaen go: 05/2027

Analysis performed according ND / Anaau3s nposeaén mo HJ: H1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uam. Ne 1 or 09.07.2024

No Result / PesynuraTsi Specification / Hopma
i Test / [lokazaTe’b
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 80 0.056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHAnaparnapokcubenioara 0.042mr/a6
(BI3X) ‘

10 | MICROBIAL LIMIT TEST/ Mukpobuonornueckas 4YMcToTa

10a) | Total Aerobic microbial count /
O011ge YnCI0 a3pobHBIX
MHKPOOPTraHU3MOB

50 Not more than 10* ¢fu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obwee uKcio

Not more than 107 cfu/ g /He Gonee 107/t

<10

NECHEBBIX ¥ APOKIKEBBIX

rpuos
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10°/ g/ He 6osree 107 /¢

hacteria/ Ycroiuusbie K

NEACTBHIO KEI4n

rpamMoTpHUATERbHbIE JaKTepHH
10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin | g/ OtcyteTBUHEB I T
10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ Otcyteteues I r
1¢9) | Salmonella Absent / OTcyTeTBytoT Absentin 10 g / OreyrerBue B 10 g
Remarks : The Product confoerms to ND/ Conclusion : APPROVED /
Mpumevanme: NpogykT cooTeeTcTBYET Tpeborannam HI | 3aknwoyenne: OOOBPEHO
Checked by QC In-Charge / ; Approved by QA In-Charge /
HokymeHT nposeper OKK: s-ﬁlu Hoxyment ogobper OOK: %ﬁ
Date / Date / P

=1 ' ) 07

Dara 2.9.0% o2y fara: TA07) Loy

FMQC003-15-09

Cipla Lid..Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOPHKAT AHAJIU3A

Page 4 of 4 /CTtp. 43 4

Product: SENADE TABLETS 13,5 mg

Il'Ipo,tlym": CEHA,[[E'R', TABJETKH 13,5 mr

Batch No/ Cepun Ne : 484026

Batch Quantity / O0bem cepun:

5841packs / ynakobok

AR No / Ananprnueckuii ordetr Ne : ARF/083/2024

Date of Analysis / laTa apanuza: 22.06.2024

Date of Mfg / lata npoussoacrea:  (6/2024

Date of Expiry / F'oaen no:

05/2027

Analysis performed according ND / Ananus nposenén no H/L: I1 NO13745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Ne Result / PeayabTaTh Specification / Hopma
Test / [Mokaszarenn
It | Package / Ynakoeka Package / ¥nakogrka - 20 tablets - : .
= ina bl%ster made of Package / Ynakosxka - 20 tablets in a blister made of
PVC/PELPVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
! - . . . . .
! aluminum foil. 25 blisters with | 3 blisters and a patient information leaflet ina
25 patient inf(;r;{ation leaflets in |CaTtoN. 20 tablets in a blister made of PVC
;carton / TIo 20 TaGReToK B /PE/PVDC film and aluminum foil, 25 blisters with
B11HcTe ) h3 e HKM 25 patient information leaflets in a carton. / 1o 20
HOHHBMPHHJ‘IX.:IO HIHOI Ta01eTOK B OAKCTEp W3 THIEHKM TPEXCNOHHON
(nonuaTmeHOB%ﬁf (INBX/TIMIBIX) v amomuuuesoit goneru. o 2
HO'!P{BI/!HI;IJ'IHEHX.JT;)DHJHOIW) " uny 3 BaHcTepa BMECTE C MHCTPYKUKMEH 1o
aﬂ;OMuHHeBOFI (boabru, mo 25 APUMEHEHHIO B KapToHHYo nauky. [To 20 radnertok
GaucTepoB B KapT;)HHy!FO nauky |° OAHCTEP H3 NACHKH NOAMBHHHINAODHIHOR
. BHO}KSHHEM 25 IHCTOVKL Y (MOAW3ITUASHOBOH / NOIUBUHUIASHXNOPHUAHOH) 1
- HMEHEHL:I{) Py amoMiHKeBOH (onbru, no 25 6aucTepos B
b ) KAPTOHHYIO NAYKY C BIOKEHHEM 25 UHCTPYKUHWA No
IPHMeHe HHIO.
12 Labeling / MapkupoBka According to ND'/
B cooreetcTBnM ¢ HJL
13 Storage conditions / Ycrosus In a drv place, at temperature below 25 °C. / B cyxom mecTe NnpH TeMIepaType He
XpaHeHHA Bhiiie 25 °C,
14 Shelf life / Cpok roanocTv 3 years /5 roga

Remarks . The Product conforms to ND/
Mpumeyvanue: NpoaykT cooreeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknoyenwne: QAOBPEHO

Checked by QC in-Charge /
NokymeHT nposeper OKK: = F

Approved by QA In-Charge /
HokymeHT oaobpen OOK:

G

Date /

. . PR
fara: 10T 102 Yy

Date /

LaTa: Q,"T\c’l-‘)/oz,q

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park. Ganpatraoc Kadam Marg, Lower Parel, Mumbai - 400013, India.
At ; Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Permem (Goa -403512




