Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIHU3A

Page 1 of 4 /Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484036

Batch Quantity / Oftem cepun:

5847packs / ynakoBok

AR No / ApaanTnyecknii otder Ne: ARF/098/2024 Date of Analysis / lata anannza: 08.07.2024

Date of Mfg / laTa npoussoacTBa:

06/2024

05/2027

Date of Expiry / Toaen no;

Analysis performed according ND / Anann3 nposeaén no H/: TI N013745/01-180522, amend No. 1 dated
09.07.2024 /T N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No Result / PeayabTaTsl Specification / Hopma
Test / MoxkazaTens
1 Description / Onucanue Complies / CooTercTayer Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. Tt has CIPLA
monogram embossed on one side and central break-
line on the other. / [lnockue kpyriasie TabneTku co
CKOLUEHHBIMH KPasMK OT KOPHYHEBOTO J10 TEMHO-
KOPUYHEBOTO LUBETA C BKpamtieHHamu. Ha onHoid
cTOpoHe TabneTku BblaaeneHo cnoso «CIPLA», Ha
IpYrofi - SIMHHSA Pa3IoMa.
2 | Identification / [TonivHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpawvBaHHe aMMHA4HOrO PAcTBOpAa B KpacHsbli
AHTPAXWHOHOBBIE MTHKO3NIBI
UBET,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTcTRYET chromatogram of the sample solution should

Merunnaparuapokcubenzoar
{B3XX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEePAKUBAHHA OCHOBHOIO NHKA HA XPOMATOIPaMME
MCTILITYEMOTO PACTBOPA I0DKHO COOTBETCTBORATE
BPEMEHH YIEPHKHBAHUA OCHOBHOTO MUKA HA
XpoMaTorpamMme CTaHAaPTHOrO pacTBOpa
MeTunnAaparuapokcudensoara (pazaen
«MeTtunnaparuapokcudenzoar).

3 | Average weight / Cpeanss
Macca

187.40mg / 187 .40mr

189.99 mg +7.5% / 189,99 Mr+7,5%

Remarks - The Product conforms to ND/
MNpumevanme: [podyKT cooTBETCTBYET TpeboBaHuaM HJ

Conclusion : APPROVED /
3aknrovenne: ONOBPEHO

Checked by QC In-Charge /
OokymeHT npoeepeH OKK: 7:_6379

Approved by QA In-Charge /
HoxymeHnT oacbpen QOK:

AP

Date /

fara: 2R 0T Loy

Date /

farta: 2% 071 2oty

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

- CEPTHOPUKAT AHAJIM3A
Page2 of4/Ctp.2 13 4
Product: SENADE TABLETS 13,5 mg MNponyxr: CEHAJE", TABJIETKH 13,5 mr
Batch No/ Cepun Ne; 484036 Batch Quantity / O6bem cepun: 5847 packs / ynakosok
AR No / Ananurnyecknii oruer No : ARF/098/2024{Date of Analysis / laTa anaanza: 08.07.2024
Date of Mfg / lara npoussoacrea:  06/2024 Date of Expiry / I'ogen g0: 05/2027

Analysis performed according ND / Anaaus nposesén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, n3m. Ne | or 09.07.2024

Ne Result / PeaynbrarTsi Specification / Hopma

Test / lTokazaTenn

4 | Uniformity of weight / Complies / CooTeercreyet 18/20 tablets NMT + 7.5 % / | 8/20 ne Gonee + 7.5
OJIHOPOAROCTL MO Macce %
_ /20 tablets NMT =15% / 2/20 ue 6onee = 15%
5 | Loss on drying / IoTeps B 2.3% NMT 6.0 % / He donee 6,0 %o
MACCE [PH BBICYLIHBAHWU
6 Dissolution / 79-92% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHue He menee 70 % (Q) cennoznaos yepes 120 MuH
7 | Uniformity of Dosage units / AV =59 The acceptability index forn =10 AV < L1.
OnHOPOAHOCTL NO3HPOBAHUS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n =30
AV < LI1. All values of xi must satisfy the
inequality:

IM-xi| < 0.01 x L2 = M.

L1 =15.0:L2=25.0.

[okasaTens npuemaemoctd ang n=10 AV < L1,

B ciyqae. ecnu 3HaveHue AV npesbiiuget L1,
NPOBOAAT UCMbITAHUE HA cnedylomwux 20 obpasuax.
Hnan=30 AV <L1. Bce 3HaueHus Xi JOJKHB!
YIOBJIETBOPATL HEPABEHCTBY:

IM-xi| < 0,01 = L2 x M.

E1=150;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KoJMYEeCTBEHHOE ONpeneseHHe 14.00mg/tab / sennosides calculated as sennoside B in one tablet, /
(CnektpotoToMeTpus) O71 12,15 no 15.53 mr (o1 90,0 no 115,0 %)

14,00Mr/Tab CEHHO3HIOB B MepecYeTe Ha cenno3na B B onHoii
Tabnerke.
Remarks - The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: Npoaykr cooTeeTcTRyeT TpebosannaM HI | 3aknwyenune: OQOBPEHO
Checked by QC In-Charge / LD Approved by QA In-Charge / .
HokymeHT npoeepeH OKK: {ﬁ/ ’ Hokyment ogobpen OOK: ‘%’){/
Date / , Date / Ao,
Jara: 2-a.0%t. oY Jara: A el-2onh

FMQC003-15-09
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CERTIFICATE OF ANALYSIS
* CEPTHOUKAT AHAJIH3A

Cipla

Page 30f4/Crp. 3 u3z 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484036

Batch Quantity / Q0bem cepuH:

5847packs / ynakoBok

AR No / Anasmiravecknii oruer Ne : ARF/098/2024

Date of Analysis / Jlata anajm3a: 08.07.2024

Date of Mfg / /lata nponzsoacrsa: _06/2024

Date of Expiry / I'oaen ao:

05/2027

Analysis performed according ND / Anaiun3 uposelén no HI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne Result / PesyabTaTh! Specification / Hopma ]
Test / [lokasaTein
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/ab. / Ot 0,028 o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
ConepxaHHe .
MmeTHnnaparuapoxcubensoara 0.042mr/126
(BKX)

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoruueckas YUCToTa

i0a) | Total Aerobic microbial count /
OB1ee uucno aIpodHbIX 50 Not more than 10* cfu/ g / He Sonee 10/
MHKPOOPTAHH3IMOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / O6wee 4ucao <10
TINIECHEBbIX 1 APOKHEBBIX
rpubos

16¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 107/ g / He Gonee 107 /1
bacteria/ YcTOHYMBBIE K
NeHCTBUIO KETIH
FpaMOTpHLUATETbHbIE BAKTEPHH

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OtcyTetBue B I 1

10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OteytctBe s I 1

100) | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / OrcyTeTBHe B 10 g |

Remarks : The Product conforms to ND/
Npumeuanne: MNpoayKkT cOOTBETCTBYET TpebOBaHNAM HO

Conclusion : APPROVED/
3aknoyenme: OJCBPEHO

Checked by QC In-Charge / f’P LD Approved by QA In-Charge /

JokymeHT nposeped OKK: —_— DokymeHT ogoBpen OOK: %
Date / ot 5 Date / _

Jata: 2-8. 07 >-e2H Hara: 1A 07 20T

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

by

CEPTHOHKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoavkr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepun No: 484036

Batch Quantity / O0nem cepun:

5847 packs / ynakosox

AR No / AnaanTavecknii order Ne : ARF/098/2024

Date of Analysis / {ara anannza: 08.07.2024

Date of Mfg / Jlata npouzsoacrea:  06/2024

Date of Expiry / Toaen ao:

05/2027

Analysis performed according ND / Anaans nposenén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PesynbTaThi Specification / Hopma
Test / llokaszaTenb
I | Package [ Ynakonka Packéi]ge / Vna(li(om;a - 20 tablets Package / Yiakoska - 20 tablets in a blister made of
in a blister made o ; )
PVC/PE/PVDC film and three-layver PVC/PE/PVDC film and aluminum foil. 2
; ~ e . . . .
aluminum foil. 25 blisters with |7 > blisters and a patient information leaflet in a
25 patient inf(;r;ation leaflets i |Carton- 20 tablets in a blister made of PVC
P 1o 20 amerak o VPE/PVDC film and aluminum foil, 25 blisters with
SavcTe i ;43 UICHKI 25 patient information leaflets in a carton. / [To 20
nowaupHunx_no - talneTox B BAMCTEP W3 MACHKM TPEXCIORHOH
(néﬂnﬂﬂ%l—[@nﬂﬁ/ (MIBX/AT/TIBOX) u amomMuHueroii goabru. Mo 2
HOJ'IHBHH;I.]'UIEHXHO HHOH) 1 1K 3 OincTepa BMECTE ¢ HHCTPYKUMER 1o
J——- :_’pm[im 0o 35 NPUMEHEHHIO B KAPTOHHYH nauky. [To 20 Tabnerox
611CTEnO0R B Ka T;HH ’}0 nauky |8 GIHCTep U3 [1eHKH TOMNBUHHAXIOPHHOH
CJBHO){{EHHeM 22 UHC Y L (MONHAITHNEHOBOM / MONUBUHHUAAEHXIIOPKHIHOH) 1
10 IDUMENEHHIO Py ANOMUHHEBOH hoabry, no 25 6IucTepos B
P ’ KAPTOHHYI Nauky ¢ BIOWKEHHEM 25 HHCTRYKUMIH MO
ﬂpHMEHEHH}O.
12 Labeling / Mapkuposxa According to ND /
B cooTteercTBuM ¢ HJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C./ B cyx0oM MecCTe NPH TEMIEPATYPE He
XpaHeHns Boie 23 °C.
14 Shelf lite / Cpox roaHoctH 3 years /3 rona

Remarks : The Product conforms to ND/
NMpumeuanue: MpogyxT cooteeTcTayeT Tpeboeanusm Hi

Conclusion : APPROVED /
3aknwyenune: OQAOBPEHO

Checked by QC in-Charge / o
LokymeHT nposepeH OKK: “’f/’E

Approved by QA In-Charge /
NokymeHt oaobped COK:

e

Date /

Oara: 24 et 1o

Date /

Jarta: LA-e ) 2ery

FMQC003-15-09
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At - Simchem Pvt. Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403512




