Cipla

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIU3IA

Page 1 of 4/ Crp. 1 u3 4

TIpoayKT: CEHAJIE®, TABJIETKH 13,5 mMr

484156

}Eoduct: SENADE TABLETS 13,5 mg

Batch No / Cepus Ne :

Batch Quantity / O6nem cepuu:

5842 packs / ynakoBoK

AR No / AnaanTudecknii oruer Ne : ARF/257/2024

Date of Analysis / [lata anannsa: 20. 12.2024

Date of Mfe / lata BpoH3IBOACTBAS

12/2024

| Date of Expiry / T'oacn 10t

11/2027

Analysis performed according ND / Anaan

09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

3 pposeaén mo HJL: 11 N013745/01-180522, amend No. 1 dated

|_____LJ_

T

[Ng

Test / MokaszaTenb

Result / Pe3yanTaThl

Specification / Hopma

1 | Description / OnucaHue

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. / TInockue Kpyribie TaGIETKK €O
CKOUIEHHBIMY KPasMH OT KOPHUHEBOrO 10 TEMHO-
KOPHYHEROIO UBCTA C BKPAILICHUAMH. Ha oxsoi
CTOPOHE Tal/eTKH BbIAABNCHO C10BO «CIPLA», Ha
ApyToH - nuxua pa3Ioma.

2 ldentification { [ToANHHHOCTE

Ammoniacal solution turns a reddish colour /

2a) | Anthraquinone glycosides / Complies /
AHTPaXHHOHOBHIE KO3 CooTBETCTBYET i);gimnsaﬁue aMMHMAYHOr0 pacTBOPa B KPACHbIH
2b) | Methyl ?arahydmxybenzoate Complies / Retention time of the principle peak in the
(HPLC): CooTreTCTBYET chromatogram of the sample soluticn should
l\égrﬁ)r(lapamnpoxcnﬁemoar corresponds to the retention time of the principle
{ ) peak in the chromatogram of the Methyl

Parahvdroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
YACPHHBAHHA OCHOBHOIG [THKA Ha XpOMATCIPaMMe
HCTIBITYEMOrO PacTBOpa IC0KHO COOTBETCTBOBATD
BPEMEHH ¥YACPHMHBAHHAT OCHOBHOTQ ITHKA HA
XpomMaTorpamMe CTAHIApTHOTO pacTBOpa
MeTinapardapokcubensoara (pasac
«MeTHinaparuIpokcHéer30aT).

3 | Average weight / Cpeanas
I Macea

191.48mg / 191 .48mr

189.99 mg £7.3% / 189.99 Mr=+7.5%

Remarks - The Product conforms to ND/
NMpumeyaHue: MpoaykT COOTBETCTBYET TPEGOBAHUAM HO

Conclusion : APPROVED/
3axnroueHue: OOGPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymenT nposepeH OKK: 7—“:6\4:. HokymeHT cpobpen QOK: .--_lf;_—
Date / o %0100 Date / s
aTa: el “ | poe : o4
‘,ElaTa: 22022

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Busi
la Lid., ) usiness Park, Ganpatrac Kadam Marg, Lower P i 3 i
At : Simchem Pvt. Ltd., Plot No. 60-65. Tuem Industrial Estate, Tuem, Pge‘mJem goaarjg;sdlu;]bal 400013, India.




Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIH3A

Page 2 of 4/ Crp. 2 u3 4

[Product: SENADE TABLETS 13,5 mg

|
|

Mpoayxr: CEHAJIE®, TABJTETKH 13,5 mr

Batch Quantity / O6vem cepun:

5842packs / ynaKkoBOK

Analysis performed according ND / Ananni npoeex
09.07.2024 / TT N013745/01-180522, nam, Ne 1 o1 09.07.2024

Batch No / Cepax Ne: 484156
AR No / AHanuTHUeCKRi 014eT Ne : ARF/257/2024 | Date of Analysis / JaTta anaausa: 20.12.2024
Date of Mfg / laTa npon3BocTea: 12/2024 Date of Expiry / I onen 10! 11/2027
én mo HII: TT N013745/01-180522, amend No. 1 dated

Ne Result / Pe3yIbTaTH Specification / Hopma ]
Test / NokasaTens
4 | Uniformity of weight / Complies / CooTreTcTBYET 18720 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
QIHOPOAHCCTE 110 MACCE %o
/20 tablets NMT +15% / 2/20 ne foee + 15%
5 | Loss on drying / VoTepa b 2.1% NMT 6.0 % / He 6oaee 6,0 %
MaCCe TIPH BbICYIIHBAHHH
6 | Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpeHHe He menee 70 % (Q) cernosngos uepes 120 MiH
7 | Uniformity of Dosage units / AV =31 The acceptability index forn =10 AV = LI
OnHOPOIHOCTL NO3MPOBAHHA | In the case where the value of AV exceeds L1, a
i test is carried out on the following 20 samples. For
! n=30
AV < L1. All values of xi must satisfy the
inequality:
M-xij <0.01 x L2 x M.
L1=150;L2=25.0.
Mokazareb npuemaeMoctd 41a n=10 AV < L1
B cayuae. ecnu 3Hasenune AY peBblaeT L1,
NPOBOIAT HCMbITaHue Ha caeayromux 20 obpasuax.
; Jias n=30 AV < L1. Bee 3HaUeHAA X 10DKHBL
: YA0BIETROPATE HEPABEHCTRY'
5 M-xi €001 ¥ L2 x M.
1 - L1 =150;L2=250.
55 ectrophoto /
I(onuyqecme(ﬂﬂpoe OEpeﬂeT::-[r;:E): 14.06mg/tab / E;I?]zn ]-‘3']5.1,(1 ,151:53 mg (from ?U'O m. 115.0 %) of
(CriexTpOHOTOMETpHA) osides calcu :m:d as sennoside B in one tablet. /
Ot 12.15 20 15,53 wr (07 90,0 70 115,0 %)
14,06MrTa6 | CEHHO3HA0B B NepecteTe Ha CeHHO3MA B B 0aHOM
‘ TabaeTxe.

Remarks : The Product conforms to ND/
MNpumeuanme: Npoaykr cooTBETCTRBYET TpebosaHnam HI

Conclusion : APPROVED /
Jaknwyenuwe; OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

OKYMEH : =
HokymeHT nposepeH OKK: RIS [okymeHT ogobpen OOK: Q}_‘Eﬂi_
Daty —
ﬂaTZ-i 2% 12 102y Date /
: Hara: 280 207

FMQC003-15-10

Cipla Ltd..Cipia House, Peninsula Business Park, G
la | . _ , Ganpatrao Kadam Marg, Lower Parel. Mumbai - 4 i
At Simchem Pvt. Ltd.. Plot No, 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -4033512 1400013, India




Cipla

CERTIFICATE OF ANALYSIS

CEPTUQHKAT AHATH3A
Page3of 4/Crp. 3 m3 4
[Product: SENADE TABLETS 13,5 mg [Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepun Ne: 484156 |Batch Quantity / O6nem cepnn: 5842 packs / ynaKoBoOK
AR No / AxanuTnueckuii oTuer No : ARF/257/2024 | Date of Analysis / laTa ananunsa: 20.12.2024
Date of Mfg / JiaTa npoH3BoACTBa: 12/2024 | Date of Expiry / T'onen 10: 11/2027

Analysis performed according ND / Auanu3s nposeaés no HI: 11 N013745/01-180522, amend No. 1 dated

09.07.2024 / 1 N013745/01-180522, nam. Ne 1 o7 09.07.2024

No Result / PeayabTaThl Specification / Hopma

Test / TloKka3aTelb

9 | Content of Methyl 0.042mg/tab 0.028 — 0.036 mg/tab. / OT 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
meTsInaparnapokcybenzoara 0,042mMr/Tad |
(BXKX) i \

10 | MICROBIAL LIMIT TEST/ MukpoGuonornveckas 4#cToTa

10a) | Total Aerebic microbial count / 30
Of1ee YHCIo AIPOOHBIX
MHKpPOOPraBHIMos

Not more than 10° cfu’ g / He Gonee 10* i

[
106) | Total combined yeast and mould ;

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

count / Qdulee YUclo <10
ILTECHEBLIX H APOMKKEBbIX )
rpubos
18¢) | Bile tolerant gram-negative Absent /QTcyTeTBYIOT Not more than 10° / g/ He Bosee 10° '

bacteria’ ¥cToluussie K
AefcTRUKD #envu
rpamMoTpHLUaTE 1 bHbIE HAKTEPUH

1 d CUS £ .
} | Staphylococcus aureus Absent /OTCYTCTBYOT Absentin 1 g/ OtcyTetoue s I r
10« ichi i
} | Escherichia coli Absent /QrcyTeTByoT Absentin 1 g/ OTcyTcTBHEB 1 T
10 f) . :
Salmonella Absent / OTeyTeTBYHOT ! Absentin 10 g / OtcytcTaue B 10 g

Remarks . The Product conforms to ND/ ion :

gﬁ: ;:zetéa;yug :Cﬂlz?gﬁn; CO?TBETCTB)!ET TpefoaHuam HI g:xr::.:;::eAgggg:éE:é

HoxkymeHT nposepeH OK?(:e ’i"c\p Approved by QA In-Charge / i
HokymenT opocBpen QQK: gf};ﬁ""

Date /

Jara: Z2-B\2-2 014 E::,Z.f 2R | LA

FMQC003-15-10

h [l El S1 5% a]"k. Gan atrao Kadall! I\f’al ] owe P i 4
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CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHATH3A

Product: SENADE TABLETS 13,

Batch No / Cepun Ne: 484156
AR No / AuaaWTHYECKHi 0T4eT Ne:
Date of Mfg / JlaTa npoH3BoACTBa: 12/2024 Date of Expiry / T'onen 10t 11/2027
\Analysis performed according ND / Ananui nposenén o HL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, nam. Ne 1 ot 09.07.2024

Result / Pe3yaLvaTsl \ Specification / Hopma

Test / TMoka3zaTeab

Package / Ynakoska - 20 ablets |Package ! Yiakosxa - 20 tablets in a blister made of

in a blister made of |three-layer PVC/PEPVDC film and aluminum foil. 2

PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in

aluminum foil, 25 blisters with jcarton. 70 tablets in a blister made of PVC

| \ | 25 patient information leaflets in |{PE/PVDC film and aluminum foil, 25 blisters with
a carten. ! [To 20 Tab1eToK B 25 patient information leaflets in a carton. / [0 20

Package / Y nakoska

GaucTep U3 TNCHKH TabneToK B BavcTep U3 TEHKHA TpexcaoiHoi
MONMBUHIIXIOPUAHON (MBXATHTIBAX) v anoMuueBod doabry. Tlo 2 l
(oNKITHASHOBOM/ wan 3 GancTepa BMECTC C uucTpyKunedt no

| HoMMBKHWTHACHX1OpHAHOH) H | IPUMEHERIED 8 KApTOKHY!O nauky. [1o 20 Tabrerox

‘ ATOMHHUEBON doabru, 1o 25 B GIUCTED M3 TNEHKH 1OAMEHHKAXI0PHIROM

GIMCTEPOB B KAPTOMHYIO [AUKY (roaudTHIeHOBOM / ORVBHHUNMIEAXAOPHAHOH) Y
‘ ¢ BIoKeHHEM 25 HHCTPYKLIMH amoMnsnesol Gonsri, no 25 6aucTepoB B
M0 MPUMEHEHHO. KAPTOHHYIO NAUKY C BIOKEHHEM 23 UHCTPYKLUW# NO
MPHMEHEHUIO.

12 [.abeling / MapKknpoBKi According to ND
B cootsercTnd ¢ HA
13 | Storage conditions / Yc1oBus In a dry place, at temperature below 25 oC, / B ¢yXOM MECTe NIPH TEMTICPATYPE HE
XpaHeHHs Briwe 25 °C. ‘ —

14 Shelf life / Cpok roasocTi ‘ 3 vears/ 3 roaa J
lrilemarks : The Product conforms to ND/ Conclusion : APPROVED /

Cﬁ:::ftcl’a;me: NpogykT cooTeeTcTYeT Tpebosanuam HA | 3aknioueHune: OAOBPEHO
Toe MgHT I)_,: QC In-Chargg / 9_£_’t-)___p Approved by QA In-Charge /

y poaepe OKK: ~ NokymeHT oaobpen OOK: W

Date / Date / '
[aTa: 2. X l1.-202 ¢y J ﬂa'rz: 2942 204

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business P
la L, . ark, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 40 i
At : Simchem Pvt. Ltd.. Plot No. 60-63, Tuem Industrial Estate, Tuem, Pémem Goa -4(;3512 Y 0013, fndie



