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Cipla

ERTIFICATE OF ANALYSIS
CEPTUDPHKAT AHAJTHU3A

Page 1 of4/Cyp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAAE®, TABJETKH 13,5 mr

Batch No / Cepust No: 484018

Batch Quantity / Oobem cepun:  5849packs / ymakopok

AR No / Apanuruueckuii oryer Ne : ARF/074/2024 | Date of Analysis / /laTa anannza: 13.06.2024

Date of Mfg / [lata nponsBoacrsa: 05

12024 Date of Expiry / I'onen ao: 04/2027

Analysis performed according ND / Auaans nposenén no H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / Pesy.abTaTsl Specification / Hopma
Test / Moxazarennb
1 Description / Onucaxue Complies / CooTgercTByeT Flat circular tabiets from brown to dark-brown with
' bevelled edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other. / [170¢ckue KpyTnble TADAETKH CO
CKOLEHHBIMH KPaAMH OT KOPUYHEBOTO 10 TEMHO-
KOPHUYHEBOTO LIBETA ¢ BKpanneHuamy, Ha oanoil
cTopone TabneTkH oinasnedo cnoso «CIPLA», Ha
APYroi - TUHKA paiioma.
2 | ldentification / TloanuWHHOCTS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTRYET OxpaliuMBavie aMMHauHOTO pACTBOPA B KPACHBIH
AHTPAXHHOHOBBIE TIHKO3UALI
11BET.
2b} | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{(HPLCY CootseTcTBYET chromatogram of the sample solution should
MerunnapariuapokcubeHzoat corresponds to the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate»n) / Bpema
YAepP#HBaHHA OCHOBHOrO NMHKa Ha XpoMaTorpaMme
MCTIBITYEMOTO pacTBOPA JOJIKHO COOTBETCTBOBATh
BpEeMEHH yAepKHBAaHUS OCHOBHOTO NUKA HA
XpOMaTOTrpaMMe CTAHIAAPTHOO PacTeopa
MeTHNNaparnapokcudensoara (pasaen
«MeTunnaparnapokcubenzoar).

Average weight / Cpeanss
Macca

L)

186.13mg / 186,13mMr 189.99 mg £7.5% / 189,99 mr +7.5%

Remarks ' The Product conforms to ND/

Conclusion ;: APPROVED /

Mpumeyanue: MpoaykT cootseTcTByeT TpebosaHuam HI | 3akniovenne: OOBPEHO

Checked by QC In-Charge /
HokymeHT nposepex OKK: %’t’}

Approved by QA In-Charge /

[okymenT ogobpen OOK %/f

Date / ot rorL
Hata: 2 -

Date /

fara: TN 2ory
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®HKAT AHAJIU3A

Page2 of 4 /Crtp.2 n3 4

Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No/ Cepus Ne: 484018 Batch Quantity / O6bem cepun:  5849packs / ynakosor
AR No / Auaautnuecknii orver Ne : ARF/074/2024 | Date of Analysis / laTta anaimza:  13.06.2024
Date of Mfg / Tara npon3eoacrea:  05/2024 Date of Expiry / T'oaen go: (04/2027

Analysis performed according ND / Ananns nposeaén mo H/1: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N0O13745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / [lokazaTens
4 | Uniformity of weight / Complies / CooTReTCTBYET 18/2Q tablets NMT + 7.5 % / 18/20 ue bonee £ 7.5
OIHOPOAHOCTE N0 Macce %
2/20 tablets NMT +15% / 2/20 He Gonee = 5%
5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He Sonee 6,0 %
Macce TIPY BeICYILIHBAHHY
6 Dissolution / 78-98% NLT 70 % (Q) of sennosides in 120 minutes
PacTteopeHnue He meHee 70 % (Q) cenno3nnon yepes 120 MuH
7 | Uniformity of Dosage units / AV =54 The acceptability index forn = 10 AV < L1.
OaHOPOOHOCTE 103WPOBAHHA [n 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 = L2 x M.
LI =150:1L2=250.
MokasaTtens npuemaeMocT ana n=10 AV < L[,
B cayuae, ecid 3HaueHue AV npesbiwaet L1,
MPOBOAAT MCMbITAHKE Ha creayiolnx 20 obpasuax.
Jdnan=30 AV < L1. Bee 3Hauenus XI A0JKHbI
YIOBNETBOPATEL HEPABEHCTRY:
[M-xi| 0,01 = L2 x M.
L1=15,0:L2=25,0
g Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KoauvecTrenHoe onpeneneHue [3.87 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekTpodoTomeTphs) OT1 12,15 a0 15,53 mr (o1 90,0 no 115.0 %)
13,87MT/T36 CEHHO3HAOE B NEPECHETE HA CCHHO3KUA Bs 0JHOH
TabneTke.

Remarks : The Product conforms to ND/
MNpumevanme: MpoaykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akmwoyenune: QQOBPEHO

Checked by QC In-Charge / b
AokymeHT npoeepeH OKK: 735’&

Approved by QA In-Charge /
OokymenT ogobped OOK:

B

Date /

fara: 2Q.e1. 1924

Date /
Hara:

1A 0T Lo 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
s CEPTUO®UKAT AHAJIU3A

Page 3 of 4/ Crp. I uz 4

Product;: SENADE TABLETS 13,5 mg TlpoaykrT: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484018 Batch Quantity / O6bem cepun:  5849packs / ynakoBok

AR No / Ananmrudecknii oruer Ne : ARF/074/2024|Date of Analysis / Jara apasimza:  13.06.2024

Date of Mfg / lata npoussoacrea:  05/2024 Date of Expiry / Toaen go: 04/2027

Analysis performed according ND / Anann3 nposeaén no H/L: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaThl Specification / Hopma

Test / Nokazarens

9 | Content of Methy! 0.042mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 a0 0.056 mr/Tad.
parahydroxybenzoate( HPLC)/
Conepxanue ‘
MeTHInaparuipokcHieHsoarta 0.042Mr/Tab
(B

10 | MICROBIAL LIMIT TEST/ MukpoOGHOIOrMueckan YucToTa

103) | Total Aerobic microbial count /
Oo1wee unc:10 a3podHBIX 50 Not more than 10* cfu/ g/ He Sonee 10 /1

MHAKPOOPraHHu3MOB

10 | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107/
count / Obwee 4#Heao <10
[JIECHEBBIX H IPOMKEBbIX
rpubos

10¢} | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He oaee 107/t
bacteria/ YcroiiuuBbie K
AeHCTBHIO HKeT4H
rpaMoTpHUaTe bHbIe DAKTEPHH

ttd) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OtcyTcTBHe B 1 T
10 e} | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OrcyTeTBue s | T
101) | Salmonella Absent / OTcyTcTBY 10T Absent in 10 g / OrcyrctBHe B 10 g
Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MpogykT cootsetcTeyet Tpebosannam HL | 3akmiouetine: OJOBPEHO
Checked by QC (n-Charge / L ® Approved by QA In-Charge /
HokymeHT npoeeped OKK: -%/ OokymeHT ogcbpen OOK: %
Date / Date / :

0T -rolY Lo - -
fata: 2.0 flata: 201 2oth

FMQC003-15-09

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



Cipla

CERTIFICATE OF ANALYSIS
. CEPTH®UHUKAT AHAJM3A

Page 4 of4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHAL[E‘T", TABJETKH 13,5 mr

Date of Mfg / Jata npoH3BoaCTEA:

Batch No/ Cepnsa Ne: 484018 Batch Quantity / O6bem cepun:  5849packs / ynakosok
AR No / Anaaurudecknii oruer Ne: ARF/074/2024Date of Analysis / Jlara ananuza: 13.06.2024
05/2024 Date of Expiry / T'onen no: 04/2027

Analysis performed according ND / Ananu3 nposeaén mo H/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / Mokaszarens

Ne Result / PeayabTathl

Specification / Hopma

b1 | Package / Ynakoexa
in a blister made of

faucTep U3 NNIEHKHA
MONHBUHHIXIIOPHIHOH
(MoNHAITHIEHOBOIH/

N0 MPUMEHE HHIO.

Package / Ynakopka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 23 blisters with
25 patient information leaflets in
a carton. / o 20 TaGneTtox B

NOJMBHHUSAEHXTOPHAHOH) M
anoMMuHKeBoH doneru, no 25
OMUCTEPOB B KAPTOHHYHKY MMAUKY
¢ BAOKEHMEM 25 UHCTPYKIWH

Package / Ynakoexa - 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. / {To 20
TabneTok B GnucTep U3 NASHKYN Tpexcnoiinoi
(NBX/TT3/TIBAX) v antoMuHHeBol donbru. o 2
uau 3 OnucTepa BMECTE ¢ HHCTPYKLMEH 00
MPHMEHEHUIO B KAPTOHNY1O nayky. [To 20 tabnetox
B BaucTep K3 MIEHKY NOTHBHHUAXIOPHIHOI
(NOMUAITUIEHOBOH / NOMHBRHWIAEHXJIOPHAHOH) H
amroMiuHKHeBOH donbru, no 25 Gnuctepos B
KAPTOHHYIO MAYKY € BIOKEHHEM 25 MHCTPYKUHH No
ApUMeHEHNHD.

12 Labeling / MapkrpoBka According to ND /

B cooteeTcTBUM ¢ HJL

13 Storage conditions / YecaoBua

XpaHeHHs Bbiure 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MeCTe MpH TeMIIepaType He

14 Shelf life / Cpok roaHocTH 3 vears/ 3 roaa

Remarks . The Product conforms to ND/
Npumeyanwe: NpoayKT cooTBETCTRYET Tpeboraunsam HA

Conclusion : APPROVED /
3aknwyeHune: ODOBPEHO

Checked by QC In-Charge / [
NlokymeHT nposepeH OKK: =£ .

Approved by QA In-Charge /
HNokyment 0aobped OCK:

FET>

Date / 2 Q.o T toLy

Jara:

Date /

LA o) LOTY
DaTta:

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




