Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOUKAT AHAJTHU3A

Page 1 of4/Ctp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Npoaykt;: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepus Ne: 484050

Batch Quantity / O6bem cepun:  5850packs / ynakosok

AR No / Anaaarudecknii o1uet Ne : ARF/115/2024| Date of Analysis / lata anaausa: 24.07.2024

Date of Mfg / lata npoussoacta:  07/2024 Date of Expiry /T oaen no: 06/2027

Analysis performed according ND / Anasn3 npoeesén no H/: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

L Ne Result / Pe3yAbTaThl Specification / Hopma
Test / [loxazaTens
1 | 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. / [Taockue kpyrable TaboeTku co
CKOIIEHHBIMH KpasMi OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA ¢ BKpalieHuamu, Ha oaHof
cTopone TadietkH BblaasneHo cnoso «CIPLA». Ha
ApPYTOH - JIMHKA pasnoma.
2 | Identification / TIoMIHHHOCTB
2a} | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoaTeeTCTBYET OxpalMBaHHe AMMHAUYHOTO pacTBOPa B KPACHBIH
AHTpaxHHOHOBbLIE TIHKO3Ub]
UBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoOTRETCTBYET chromatogram of the sample solution should
MerunnaparigpokcubeHsoar corresponds to the retention time of the principle
(BAX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solutton {refer test
«Methyl Parahydroxybenzoaten) / Bpems
YIEPKUBAHUS OCHOBHOMD MHKA HA XPOMATOrpaMMe
UCOBITYEMOTO PacTBOPA NIOIKHO COOTRETCTBOBATh
BpeMEeHH YIASpHHBAHNA OCHOBHOTO NMKA Ha
XPOMATOTPaMMe CTaHIapTHOrO PacTBopa
MeTuAnaparuapoxcndeHsoara (pasaen
«MeTunnaparnapoxchbensoar).

3 | Average weight / Cpennas
macca

186.07mg / 186.07mr 189.99 mg =7.5% / 189,99 mr 7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue: NpogyKT cooteeTcTeyeT TpeGosannam HA | 3aknweyenue: ONOBPEHO

Checked by QC In-Charge / e
HdokymeHT nposepeH OKK: "’ﬁl ‘

Approved by QA In-Charge /
DokymeHT ogoBper OOK: @:5"

Date /

[ata: 2.0 T 2ot

Date /

lare 201 zo2b
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CERTIFICATE OF ANALYSIS
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CEPTHOUKAT AHAJTHU3A

Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr_

Batch No / Cepua Ne: 484050 Batch Quantity / Odnem cepun; 5850packs-/- yrlz"ué'o-n-o'l_('
AR No / Ananntauecknii otuer Ne : ARF/115/2024| Date of Analysis / IaTa anaansza: 24.07.2024
Date of Mfe / lara npousgoacrea:  07/2024 Date of Expiry / 'oaen no: 06/2027

Analysis performed according ND / Anaaus nposeaén nmo

HA: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 NO13745/01-180522, nam. Ne 1 ot 09.07.2024

No Result / PesynbTaThi Specification / Hopma
Test / [okazaTens
4 | Uniformity of weight / Complies / CooTeeTcTRyeT 18/20 tablets NMT £ 7.5 % / 18/20 He Goaee = 7.5
OaHopoIHOCTE MO Macce %
2/20 tablets NMT +15% / 2/20 ue 6oaee = 15%
5 | Loss on drying / TToteps 8 2.2% NMT 6.0 % / He 6onee 6,0 %
Macce MY BbICYILHBAHHH
6 Dissolution / 77-87% NLT 70 % (QQ) of sennosides in 120 minutes
PactBopenue He meHee 70 % (QQ) cerno3znaos yepes 120 MuH
7 | Uniformity of Dosage units / AV =56 The acceptability index forn= 10 AV = L1,

OII.HOPOEI.HOCTB O03UpOBaHKuA

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:

iIM-xi| 0,01 x L2 x M,

L1=15.0:L2=250.

[Moxasarens npuemnemoctd ana n=10 AV < L1.

B cayuae, ecnn 3HavyeHre AV npesblwaet L1,
TIPOBOAAT UCOBITAHUE HA cleayromux 20 obpazuax.
Jastn=30 AV < L1, Bee 3HaueHHa Xi JOMKHbE
YIOBJIETBOPATL HEPABCHCTBY!

M-xij <0.01 = L2 = M.

L1=150:L2=250.

Assay (Spectrophotometry)
KonuuecTeeHHoe  onpeaenermne
(CnexTpodhoTOMETPHA)

13.94mg/tab /

13,94Mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennesides calculated as sennoside B in one tablet. /
Ot 12,15 0o 15,53 mr (01 90.0 10 115.0 %)
CEHHO3MIOB B MepecueTe Ha ceHHo3KMa B B onHol
TadsieTKe.

Remarks - The Product conforms to NB/
Mpumevanne: NpoayKT cooTBeTCTBYET Tpetosanmam HI

Conclusion : APPROVED /
3aknwvuerue: OQAOBPEHO

Checked by QC In-Charge /
BokymenT nposepen OKK; 5;{:&&

Approved by QA In-Charge /
Hokymert oaobper QOK:

G

Date /

Dara: 2-A. 0T e |

Date /

Dara: 2.0 Loy

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CEPTHOHEAT AHAJTH3A

Cipla

Page3 of4/Crp. 3 3 4

Product: SENADE TABLETS 13,5 mg

[IpoaykT: CEHAJZIE", TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484050

Batch Quantity / O6nem cepun:  5850packs / ynaxosok

AR No / Anaanrtrdecknii otuer Ne: ARF/115/2024

Date of Analysis / laTta ananauza: 24.07.2024

Date of Mfg / lata npon3gogersa:  07/2024 Date of Expiry / I'oaen no: 06/2027

Analysis performed according ND / Ananns npoeeaén no H: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot (9.07.2024

Ne Result / PeaynbraThl Specification / Hopma
Test / MokazaTenb
9 | Content of Methyl 0.044mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mmr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHnue ‘
MeTvmnaparmpoxcuﬁcmoaTa 0.044mr/Ta6
{BIKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas 4YHCTOTa

102) | Total Aerobic microbial count/
Obulee yncno a3pobHeIx
MHKPOOPraHH3MOB

20 Not more than 10 cfu/ g / He Gonee 10 /r

10b) | Total combined yeast and mould
count / Obuiee yneso

Not more than 107 c¢fu/ g /He Gonee 107 /r

<10

MAECHEBLIX M APOKKEBBIX

rpubos
e e) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107/ g / He Gonee 107 /1

bacteria/ YcToiumBele K

AeHCTBHIO Keun

rpaMoTpUUaTe IbHble GaKTepuu
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g/ OtcyretBue B I T
1¢e) | Escherichia coli Absent /OrcyTeTBYIOT Absentin | g/ Orcyrcreues | 1
100 | Salmonella Absent / OTcyTeTayiOT Absentin 10 g / Oteyretere B 10 g
Remarks : The Product conforms to ND/f Conclusion : APPROVED /
MNpumevanue: MNpoaykT cootaetcTByet TpebosadHuam HO | 3aknrovenue: OQOBPEHO
Checked by QC In-Charge / jﬁ_/w Approved by QA In-Charge /
JokymeHT nposepeH OKK: - OokymeHT oaobpen OOK: %@'
Date / : : Date /

LOT 2o q4-07.

[ara; 2. 0T 200 Nara: 2907 2024

FMQC003-15-09

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page4 of4/Ctp. 4 M3 4

Product: SENADE TABLETS 13,5 mg

Iipoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne :

484050

Batch Quantity / Oobem cepnu:

5850packs / ynakopok

AR No / AnaaHTHYecKHi oTyer No :

ARF/115/2024 | Date of Analysis / lata ananuza: 24.07.2024

Date of Mfg / laTa npon3BoacTBa:

07/2024

Date of Expiry /T'oaen ao:

06/2027

Analysis performed aceording ND / Ananns nposenésn no HJI: T1 N013745/01-180522, amend No, 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / lokazaTenn

Result / PesyibTaTh

Specification / Hopma

Package / YnmakoBka

Package / YnakoBka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in

Package / ¥ nakogka - 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

no

a carton. / Ilo 20 TaGaeTok B
6J'IMCTE}) H3 [LIEHKH
HOﬂHBHHHJ’IXﬂOpHﬂHOﬁ
(nonu3TuaeHOBOM/
MONHBUHRILACHXIOPHAHON) 1
anoMuHuesoll dhonery, no 235
6J'IMCTep0B B KAPTOHHYKY MAYKY
C BJIOKEHHEM 25 HHCTPYKUH

[MPUMEHEHHIO.

[PUMEHEHHIO,

/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / TTo 20
TabneTok B GIMCTEDP U3 MUIEHKN TPEXCNORHO
(IIBX/TI2/MTIBAX) u amoMunuesoii dosru. 1o 2
WK 3 6IMCcTEpPa BMECTE ¢ HHCTPYKUMEH MO
NPHMEHEHHID B KAPTOHHYIO mauky. 1o 20 Tabnetok
B OIIHCTEP M3 FLICHKH MONHBHHHIXI0PHIHOH
(NONUITUIEHOBOM / MOTUBUHKIASHXIOPUIAHON) 1
anoMuHKeBol Gonbry, no 25 GnucTepos B
KapTOHHYIO MAYKy ¢ BIGKEHUEM 25 UHCTPYKUMIT 10

12 Labeling / Mapkuposka

According to ND /

B cootseTcTann ¢ HIL

13 Storage conditions / Ycaoeus
XpaHeHus

In a dry place. at temperature below 25 °C./ B cyXoM MecTe NpH TeMNEpaType He
Beile 25 °C.

i4 Shelf life / Cpok rogHocTu

3 years /3 roga

Remarks : The Product conforms to ND/

INMpumevanne: MNpoaykr cooTeeTcTeyeT TpeboaHram HE

Conclusion : APPROVED /
3akniouenne: OQOEPEHO

Checked by QC In-Charge /
HokymeHT nposeped OKK:

L

Approved by QA In-Charge /
AokymeHT ogobpeH OOK:

G

Date /

Dara: 2V Loy

Date /
[ara:

2907, 2024

FMQC003-15-09

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mumbai - 460013, India.
At : Simchem Pvt, Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




