Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHATH3A

Pagel of4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484040

Batch Quantity / O0nem cepnn:

5847packs / ynakoBok

AR No / Anaantaveckuii oruer Ne : ARF/104/2024 | Date of Analysis / [laTa anajinaa;

12.07.2024

06/2024

Date of Mfe / JaTa npon3eoacrTsa:

Date of Expiry / T'onex no:

05/2027

Analysis performed according ND / Auaans nposenén no H/1: IT N013745/01-180522, amend No. 1 dated
09.97.2024 / 11 N013745/61-180522, nam. Ne 1 or 09.07.2024

Test / [Moxka3zaTenn

Ne Result / PeavanTatsl

Specification / Hopma

1 Description / Onucanue

Complies / Coorsercrayer

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. / Mnockue kpyrnple TadaeTku co
CKOWEHHBIMHM KPasMH 0T KOPHYHEBOrD 10 TEMHO-
KOpPHYHEBOTO [IBETA ¢ BKpanaeHuamMu, Ha oauoi
CTOpOHEe TabneTky BblaarncHo cnoBo «CIPLA», Ha
ApPYTOH - IHHKA pasioma.

2 | Identification / TTOANMHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OKpalllMBaHHE aMMHAuHOrO PACTBOPA B KPACHBIH
AHTPaxXMHOHOBLIE MIHMKOINIEI
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CoorsercTayer chromatogram of the sample solution should

MerunnaparuapokcubeH3oar
(BXKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methy] Parahydroxybenzoate») / Bpems
YASP#UBAHUS OCHOBHOTO [THKA HA XPOMaTorpaMme
UCIBITYEMOTO PACTBOPE AQJKHO COOTRETCTROBATH
BPEMEHH YIEPKNBAHHA OCHOBHOIO MHKA Ha
XpOMATOrpaMmMe cTaHAapTHOrO pacTBopa
MeTunnaparsapokcudensoata (pazaen
«MeTunnaparuapokcnudeHzoaT).

3 | Average weight / Cpennss
macca

188.84mg / 188.84mr

189.99 mg =7.5% / 189,99 mr +7.5%

Remarks - The Product conforms to ND/
MNpumevaHue: NpoayKT COOTBETCTBYET TpeboBaHuaM HE

Conclusion : APPROVED /
aknwyerue: ONOBPEHO

Checked by QC In-Charge / .
OokymeHT npoeepeH OKK: Mj C/,o

Approved by QA In-Charge /
AokymeHT ogobpeH QOK:

H

Date /

fata: 29 7. ey

Date /

fara: 2q-071 22y

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
. CEPTUDUKAT AHAJTH3A

Page2 of 4/ C1p. 2 w3 4

Product: SENADE TABLETS 13,5 mg Hpoaykt: CEHAJAE", TABJETKH 13,5 mr

Batch No / Cepua Ne; 484040 Batch Quantity / O6bem cepun:  5847packs / ynakosor

AR No / Ananuruuecknii otger Ne : ARF/104/2024 | Date of Analysis / laTa anaanza:  12.07.2024

Date of Mfg / laTa npouseogcTa:  06/2024 Date of Expiry / Toaen xo: 05/2027

Analysis performed according NI / Auaqans nposeaén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesyabTaThi Specification / Hopma

Test / Moxkasarenn

4 | Uniformity of weight / Complies / CooTrercTaveT 18/20 tablets NMT + 7.5 % / 18/20 He Bonee = 7,5
OIHOPOAHOCTL MO Macce %o
) 2/20 tablets NMT £15% / 2:20 ne Gonee =+ 15%
5 | Lossondrying / [loTeps B 2.0% NMT 6.0 % / He donee 6.0 %
MACCE MPH BbICYLIHBAHNHY
6 Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTeOpenue He menee 70 % (Q) ceHHoznioB uepes 120 mun
7 | Uniformity of Dosage units / AV =53 The acceptability index for n= 10 AV < L1,
OXAHOpOIROCTE A03UPOBAHUA 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:

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

LT1=150;L2=250.

[Tokazarens npuemnemocti aas n=10 AV < L1,

B cayuae, ecnu 3nauenue AV npeewiwaeT L1,
NpPOBOAAT UCBITAHKME Ha Cneayiownx 20 odpazuax.
Ana n=30 AV < 1. Bee 30a4eHHA Xi TOTKHbI
YIOBIETBOPATh HEPABEHCTBY:

M-xi| £0.01 = L2 = M.,

LI=150:L2=250.

8 | Assay {Spectrophotometry) From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOe ornpeneneHue 14.10 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodotomeTpus) Or1 12,15 no 15,53 mr (ot 90,0 10 115.0 %)

14,10Mr/7a6 CEHHO3HOB B [IEPECHETE HA CEHHO3MA B B 0aHOI
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

MNpumeyanwe: MNpodykT cooTeeTcTeyeT Tpebosanuam HO | 3axnwuenue: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
JokymenTt nposeper OKK: %, £ HokymeHnT ogobpen OOK: W){/
Date / Date /

2.9.0h 2oLty 29401 2oty

Darta: AaTta:

FMQC003-15-09

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

CERTIFICATE OF ANALYSIS

* CEPTUGPHKAT AHAJIU3A

- _ Page 3 0of4/Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg IMpoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepun Ne: 484040 Batch Quantity / O0bem cepun:  5847packs / ynakoBok
AR No / Anaautuuecknii oruer Ne : ARF/104/2024 | Date of Analysis / Jlara ananmza:  12.07.2024
Date of Mfg / Jara nponssoacrea: _ 06/2024 Date of Expiry / I'oaen ao: 05/2027

Analysis performed according ND / Axasnns nposenéu no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne 1 ov 09.07.2024

Ne Result / Pe3yabLTaThl Specification / Hopma

Test / [loxazaTenn

9 | Content of Methy! 0.040mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 a0 0.056 mriTab.
parahydroxybenzoate(HPLC)/
Conepxanue .
MeTuinaparuipokcubensoara 0.040m1/1a6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpoGuosnoradeckas YHCTOTa

10a) | Total Aerobic microbial count /

Obee uncno a3pofHbIX 30 Not more than 10 cfu/ g / He Sonee 10* /1
MHKpPOOPTAHH3MOB
L0by | Total combined yeast and mouid Not more than 107 ¢fu/ g /He Gonee 107 /1
count / O6wee 4ucao <10
MIECHEBLIX H APOXIKEBBIX
rpudoB
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 07/ g / He Gonee 107 /r
bacteria/ YcroiiuuBbie K
AeHCTBHIO KeN4H
rpaMoTpHLaTE IbHBIE GaKTepuu
10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OrcytcTBue 8 1 1
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin ! g/ Otcyrersres 1T
01} | Salmonella Absent / OTCYTCTBYHOT Absentin 10 g /OrcyTerre 8 10 g
Remarks ' The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanne: MpoaykT cooteercTeyeT TpefosaHuam H | 3aknioyenue: ONOBPEHO
Checked by QC In-Charge / I Approved by QA In-Charge /
JokymeHT npoepeH OKK: .../v'"{f‘o HokymeHT ogobpen OOK: %ﬁﬂ){/
Date / . Date /
e ) O am A . )
flaTa: 29eq. 2.9 Jata: 240 0120zl

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
CEPTH®UHKAT AHAJIM3A

Page 4 of4/Crp. 4134

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepna Ne: 484040

Batch Quantity / Obem cepun:

5847packs / ynakoBok

AR No / Anaaurndecknii oruer Ne : ARF/104/2024

Date of Analysis / lata anaansa:

12.07.2024

Date of Mfe / JaTa npoH3BoacTBA!

06/2024

Date of Expiry / l'onen ao:

05/2027

Analysis performed according ND / Anaans nposeaén no H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne

Test / [TokazaTean

Result / PesyabTaThi

Specification / Hopma

11 | Package / Vnakogka

Package / ¥nakogka - 20 tablets
in a blister made of
PV.C/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [1o 20 TabneTok B
BaneTep U3 TUIEHKH
NOJIUBHHHUNXOPHAHON
(MONMHITHIEHOBOMH/
MOJHBHHKNICHX.IOPUAHOI) H
anwoMuHueBoi $oaeru, no 25
0/KCTEPOB B KAPTOHHYIO MFAUKY
€ BIOKEHWEM 25 MHCTPYKUMKH
no MPUMEHEHUID.

Package / YnakoBka - 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 OAMCTEP M3 NNEHKK TPEXCIOHHON
(MBX/ATTMBIOX) u antoMunuesoil dosbru. [To 2
MK 3 rueTepa BMecTe ¢ MHCTPYKUUER o
[IPUMEHEHHK) B KapTOoHHy nadky. [1o 20 rabnetok
B OMCTED M3 NASHKH NOUBHHUNIXNOPHIHOM
{NONH3THNEHOBOH / MONUBHHHIAE HXIOPHIHOMR) H
ATIOMUHHEBOH POabTH, Mo 25 GnucTepos B
KAPTOHHYIKO [1a4KY C BNOKEHHEM 25 UHCTRYKUME Mo
NPUMEHEHUIO.

12 Labeling / Mapkupobka

According to ND /

B cootreTeTRMM ¢ HI

i3 Storage conditions / Ycnopus
XpaHeHus

In a dry place. at temperature below 25 °C. / B cyxom MecTe Npu TeMIeparype He

Boite 25 °C,

14 Shelf life / Cpok roanoctu

3 years/ 3 roma

Remarks : The Product conforms to ND/
Npumeuanue: NpodyKT cooTeeTcTBYeT TpeboBaHuam HI

Conclusion : APPROVED /
Sakntwouenne: OQOBEPEHO

Checked by QC In-Charge / o
Ookyment npoeeper OKK: f

Approved by QA In-Charge /
DokymenT oaobpen OOK:

FEE

Date /

2 s . . )/L_1
Hara: 2207 >0

Date /

Oata: A0} 2o

FMQCQ03-15-09

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




