Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®UHKAT AHAJTH3IA

Page 1 of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

NMpoayxr: CEHAJEY, TABJIETKH 13,5 mr

Batch No/ Cepun Noe;: 484162

Batch Quantity / O6bem cepru:  S5847packs / ynakoenox

AR No / ArannTasecknii oruer Ne: ARF/2603/2024

Date of Analysis / laTa anaausa: 26.12.2024

Date of Mfg / lara npoussoactea: 12/2024

Iate of Expiry / I'ojaen j0; 11/2027

Analysis performed according ND / Anaauz nporenén mo H/I: TI N013745/01-180522, amend No. 1 dated

09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

i Ne Result / PeayaeraThl Specification / Hopma
r Test / TloxkazaTels
I | Description / Onucanue 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. / [T10cKkKHe Kpyraklie TalNeTKH Co
CKOLIEHHLIMY KPaaMH OT KOPHUHEROIO 10 TEMHO-
KOPHUHEBOro LBETA ¢ BKParieHuamy, Ha oanoi
cTopoxe TadneTkn Bbiaas1eHo cnoso «CIPLAy, Ha
APYrof - THHYUA paioMa.
2 ldentification / TTofawHNOCTL
2a) | Anthraquinone glycosides / ! Complies / Ammeniacal solution turns a reddish colour ¢
AHTPAXHHOHOBBIE FTHKO3HAL! CooTsetcTRyeT Okpawyearie aMMHAYHOrG PAcTBOPA B KpacHslit
LBeT,
2b} | Methyl Parahydroxybenzoate Complies / Retention time of the principie peak in the
(HPLCY CooTtBetcTBYET chromatogram of the sample solution should
MetHnnaparuapokcuferzoar corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methy|

Parahydroxybenzoate standard solution (refer test
«Methy] Parahydroxybenzoaten) / Bpeus
YAEPAKUBAHUA OCHOBHOIO MUKA HA XpOMATOrpamMme
HCMLITYEMOTG DACTBOPA IOKHO COCTRETCTBOBATL
BPCMEHH YIEPKUBAHME OCHOBROTO MUKa Ha J
XPOMaTorpamMMe CTaHaapTHOTO PacTRopa
MeThnnaparuapokcnensoara {pasien
«Memm:aparnapoxcuﬁemoaﬂ. ‘

3 r Average weight / Cpe nuss ’
Macca /

190.60mg / 190,60Mmr

’ 189.99 mg +7.5% / 189,90 wmr =757, ]

Remarks : The Product conforms to ND/f

Mpumeyanue: Mpogyxr COOTBETCTBYET TpeboBaHMaAM HA

Conclusion : APPROVED /
3aknovenne: ONOBPEHO

HAokymeHT nposepen OKK:

Checked by QC In-Charge / )

Appraved by QA In-Charge / b
Aokyment ogo6per OOK: %’),,.f———-

Date /
Hara:

2. %12 o2y

{ Date /
I Dara:

2R N2 DA
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 2 of 4/ Crp.2 u3 4

Product; SENADE TABLETS 13,5 mg Mponyxr: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepun Ne: 484162 Batch Quantity / Odnem cepui: 5847packs / ynakosok
AR No / Ananntisiecknii oryet Ne; ARF/263/2024|Date of Analysis / laTa anannsa: 26.12.2024
Date of Mfg / lara npoussoncrea:  12/2024 {Date of Expiry / I'open 10: 11/2027
Analysis performed according ND / Anaauz nposenén mo H/1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 o1 09.07.2024
Ne Result / PezvanTaThl Specification / Hopma
Test / NokazaTens ,
4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT = 7.5 % / 18/20 ve Gotee £ 7.5
OnHoponHocTe NO Macce %
2/20 tablets NMT =15% / 2/20 ne fonee = 15%
5 | Loss on drying / Tlotepa B 2.5% NMT 6.0 % / He Gos1ee 6.0 %
Macce NP BhICYILHBAHHN
6 Dissolution / 77-86% NLT 70 % (QQ) of sennosides in 120 minutes
PacTeopeHue He menee 70 % (Q) ceHroznaos sepes 120 Muu
7 | Uniformity of Dosage units / AV =33 The acceptability index forn= 10 AV < L1,
OnHOpOIHOCTb A03HPOBAHKS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
=30
AV < L1. All values of xi must satisfy the
inequality:
D Mexi. 0,01 < L2 x M,
VL1 =15.0: L2 = 25.0.
[okasatenn npuemiaeMocTs 1A n=10 AV < L1,
B cayuae, ecnu 3HaveHHe AV npeseiwaer L1,
‘ MPOBOIST UCIIBITAHHE HA Caeaylouiux 20 obpasuax,
i Jlma n=30 AV < 1. Bee 3nadenna xi 200%1n
YAOBNETBOPATL HEPABEHCTBY!
‘ CM-xi; €001 x L2 % M,
T s - i .. Li=150:L2=250.
sa ¢Ctrophot ! =
Kon%ecmeuﬂpoe OEDCJCL?::jg 14.04mg/tab / E;"I(:I:T;:ii.lS tﬁ' 151'33 mg (from ?O'O 0 H35.0 %) of
(CrexTpooTomeTpms) | - es calculated as sennoside B in one tablet, / |
T 12.15 10 15,53 mr (o1 90,0 20 115.,0 %) |

14.04Mr/1a6 [ CCHHO3NIOB B MepecyeTe Ha ceHHo3ua B B oanoi
‘ Tabrerxe,

Remarks : The Product conforms to ND/
- Conclusion : APPROVE
gh :;z:a:ug.cﬁ'pogﬁn CoaTBETCTRYET Tpefosanusm H | 3aknioueHue: OJIOEPEI-?C:
¥y n-Charge / 3 A
AokymenT nposepen OKK: = :E-J“" ﬂgg%ﬁ t;vﬂ(?ﬁgér:%rg&ge / %J(‘HJ
. !‘__,_.--"'"_'_'_‘d

Date / !
ara: 2R -y2.2 o2 Date /
Oara: 2802 Lona

FMQCO003-15-10
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s Park, G ; . . .
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mpoavkr: CEHAJE®, TABJETKH 13,5 mr

Batch No/ Cepna Ne: 484162

Batch Quantity / O6bem cepun:  S847packs / ynakoBok

AR No/ Anaautu4ecknii oruer Ne: ARF

1263/2024{Date of Analysis / Jara apaansa: 26.12.2024

Date of Mfg / laTta npounseogcrea:  12/2024 Date of Expiry / I'ogen a0: 11/2027

Analysis performed according NI} / Araauz nporenén mo HA: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 NO13745/01-180522, uam. Nz 1 ot 09.07.2024

Test / Nokazatennb

Ne Result / PesvaptaTh Specification / Hopma

T
[

9 | Content of Methyl 0.046mg/tab | 5.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/tab.
parahydroxybenzoate(HPLC)/ i
Coaepianue
MeTANNaparupokcufensoaTa 0.046M1/7a6
(B3XX)

10 | MICROBIAL LIMIT TEST/ MHKIPOGHOIIOFHHGCKaS YHCTOTA

t0a} | Total Aercbic microbial count /
OSmee Y1e10 adpofHbix
MHKPOOPTAHAIMOB

40
Not more than 10% ¢fu/ g / He 6oace 10° /it

10B) | Total combined yeast and mould
count / Q0uee YHC10
TUTECHEBLIX W APOHOKERLIX
rpubos

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

|

bacteria’ ¥ c10H4HBbIE K
AEHCTBUIO HeauK
MPaMOTPHLATE IbHbIE BaKkTepHH

10 ¢) | Bile tolerant gram-negative ~ Absent /OTCYTCTBYIOT Not more than 10"/ ¢/ He Gonee 10° /1

10d) | Staphylococcus aureus ;

Absent /OTCYTCTBYIOT Absentin [ g/ Oreytetaue s | r

10¢) | Escherichia coli Absent /OtcyreTRyroT Absentin | g/ Orcyrereuen | r

L 100 | Salmeneila Absent / OrcyTeTRyIOT Absentin 10 g /Orcytctene 8 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooreeTcTByeT Tpebosaduam H | 3aknwyenne: OQOBPEHO
oo owe O | Ao Ao g
: JokymeHT ogobpen OOK:
/"——.—_’
Date‘! DS V2. omy Date /
Rara: / farta: 28122004

Cipla .Ltd.._Cipla House, Peninsula Business Park
At : Simchem Pvt. Lid.. Plot No. 60-65, Tuem In

FMQC003-15-10

. Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013. India.
dustrial Estate, Tuem. Pernem Goa -403512 .




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 4 0f4/Crp.4n34

Product: SENADE TABLETS 13,5 mg IlpoaykT: CEHAI[E@, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 484162 Batch Quantity / O6nem cepun: 5847paeks / ynaxosox
|AR No / AnaauTutecknil oruer Ne : ARF/263/2024|Date of Analysis / Jlata ananu3za:  26.12.2024
Date of Mfg / Jara nponisoacrea: 12/2024 Date of Expiry / Toaen go: 11/2027
Analysis performed according ND / Anann3 nposenén no HJI: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o7 09.07.2024
Ne Result / PezyanTtarn Specification / Hopma
Test / MNokazaTenn
11 | Package / ¥Ynakoeka Package / ¥nakoska - 20 tablets |Package / ¥nakoeka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in [/PE/PVDC film and aluminum foil. 25 blisters with
a carton. / [To 20 tabnetok B 25 patient information leaflets in a carton. / [To 20
OnucTep U3 NIEHKK TalAETOK B BaMCTEp W3 MIEHKM TpeXcaoiHo#A
NOIHBHKIWIXNOPUAHOH (NMBX/TITIBAX) v amoMunmeroii oasru. [o 2
(NOIH3ITHNEHOBOH/ unu 3 BancTepa BMECTE ¢ HHCTPYKUMEH no
NOJTHBHHUNHAECHXNOPUAHOR) U |IPUMEHEHHID B KapTOHKEYW naduky. [1o 20 Tadnerok
anoMuHneBoil Goasru, mo 25 B OANCTEP W3 INICHKY NOAUBHHHIXIOPHIHOR
O1KCTEpOB B KAPTOHHYIO NaYyKy | (N0AMITUIEHOBOH / NONHBHHUIHAEHKIOPUAHOMH) 1
¢ BNOMEHHEM 25 HHCTpYKUHT amoMuHKeBOH doabru, no 25 dnuctepos 8
10 MPUMEHEHHIO. KApPTOHHYIO MAUKY C BIOKEeHKeM 25 WHCTpyKuuii no
IPUMEHEHHIO.
12 Labeling / Mapxupogka According to ND /
B cootBeTCTANH ¢ H]T
13 Storage conditions / Ycnosua In a dry place, at temperature below 25 °C. / B cvxom Mecte TIpH TeMnepatype He
XpaMeHus Bulue 25 °C,
14 Shelf life / Cpok roaHocTu Jyears/ 3 ropa

Remarks : The Product conforms to ND/
Mpumevanue: Npogykr COOTBETCTBYET TpeboBaHusmM H

Conclusion : APPROVED /
3aknwueHune: OOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
. .9 9€ tob
Hokyment npoeepen OKK: =0 : dokyMeHT ogobpen OOK: g%f
Date /
_ Date /
fOata: =% -12.1ery | pava: 28 \2 2004

Cipla Ltd..Cipla House, Peninsula Busin
At : Simchem Pvt. Lid.. Plot No., 60-65,

FMQC003-15-10

ess Park. Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013 India
Tuem Industrial Estate, Tuem, Pernem Goa -4035]2 , '




