Cipla

CERTIFICATE OF ANALYSIS
l CEPTHOUEKAT AHAJM3A

Page 1 0f4/Cip.1u34

Product: SENADE TABLETS 13.5 mg IMpoaykr: CEI—IAJ_[E'E, TABJETKH 13,5 mr

Batch No / Cepust Ne: 485157 'Batch Quantity / Obobem cepun:  5842packs / ynakoBok

AR No / AuasmmTuuecxknit oruer Ne : ARF/236/2025 Date of Analysis / Jlata anaansa: 01.11.2025

Date of Mfg / lara nponspoacisa:  10/2025 'Date of Expiry / Losgen no: 09/2028

Analysis performed according ND / Auanns npoeenén no HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / PesynibTaThl Specification / Hopma

Test / [lokaszarean

1 | Description / Onucaxue Complies / CooTeeTcTBYET 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. / ITnockue kpyrisie TabaeTku co
CKOILIGHHBIMH KPagMu 0T KOPHYHEBOTO 10 TEMHO~
KOPHYHEBOTO IBETa ¢ BKpanneHusmu. Ha onxoi
cropoHe TabneTku BbliasieHo ¢noso «CIPLAY, Ha
npyroii - THHMA pazsioMa.

it Identification / TTonTMHHAOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercTayer OxkpalnuBaHWe aMMHAaYHOTO PAacTBOPa B KPACHBIH
AHTPAXBHOHOBBIE TTIMKO3WIbI
1BET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercrByeT chromatogram of the sample solution should
Meunnaparanpokcuden3oar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yASpPAUBAHKS OCHOBHOTO NEKA Ha XpOMaTorpamMme
MCTIBITYEMOT'0 PacTBOPA JO.DKHO COOTBETCTBORATE
BpeMEHH Y/IeP/KMBAHKS OCHOBHOIO IIHKa Ha
XPOMATOIPAMME CTAHAAPTHOTO pacTBopa
MeTHInaparagpokcubensoara (pasnen
«MeTunmaparuapokcibensoar).

3 | Average weight / Cpenmsis 189.87mg / 189.87mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyvanume: MNpoaykT cooteercTayeT Tpebosakusm HO | 3akmoyenune: OQOBPEHO
Checked by QC In-Charge / ZF ) Approved by QA In-Charge / ) |
[okymerT nposeper OKK: i e HokymerT opobper OOK: W
Date / ; - Date / ' i
Hara: hi R el i flata: 0%\ 2025

FMQC003-15-10

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
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3ZA

Page 2 of 4/ Cap. 2 m3 4

Product; SENADE TABLETS 13,5 mg

Mponykr: CEHAJE”, TABJIETKH 13,5 wir

Batch No / Cepun Ne: 485157 Batch Quantity / Odnev cepun:  5842packs / ynakosok
AR No / Aganurnaecknii oraer No : ARF/236/2025 |Date of Analysis / Tara anasmsa: 01.11.2025
Date of Mfg / lara nponssoxcrsa:  10/2025 Date of Expiry / I'onen jo: 09/2028

Analvysis performed according ND / Ananns nposeaén no HJL: 1T N013745/01-180522, amend No. 1 dated
109.07.2024 /11 N013745/01-180522, u3». Ne 1 or 09.07.2024

Wiff |
i 8 Test / MokaszaTens

Result / Pesyabrarsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTS 110 Macce

Complies / CooTeercTByeT

18/20 tablets NMT = 7.5 %/ 18/20 ne 6onee + 7,5

%
2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

OXHOPOIHOCTE A03WPOBAHHA

5 | Loss on drying / Iloteps B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce npH BBICYLIABAHHI
6 | Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennozunos uepes 120 MuH
7 | Uniformity of Dosage units / AV =6.0 The acceptability index forn= 10 AV <LI.

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:

[M-xi| < 0,01 x L2 x M.

L1=15.0;L2=250.

[MokazaTeas npuesmieMocts i n=10 AV <LI1.

B ciyuae, ecnu 3Hadenne AV npesbimaer L1,
MPOBOJIAT HCIbiTaHWE Ha ciexyrommx 20 obpasuax.
Jist n=30 AV < L1. Bee 3HaueH#sa X! J0JIKHEEL
YIOBJETBOPATE HEPABEHCTBY:

IM-xil < 0,01 x L2 x M.

L1:=15,9; 1.2 =250,

8 | Assay (Spectrophotometry)
KosinsecTBEHHOE  OnpeaeneHue
(CnexrpodoTomeTpus)

13,99mr/126

13.99mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O 12,15 no 15,53 mr (o1 90,0 oo 115,0 %)
CeHHO31/10B B niepecyeTe Ha ceHHo3na B B onnoi
Tabnerke.

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykT coorseTcTayeT TpetosaHusiv HJ

Conclusion : APPROVED /
3aknwyenue: OAOBPEHO

Checked by QC In-Charge/ . _:) £

JokymenT npoBepeH OKK:

Approved by QA In-Charge | 5 | . .
[okymeHT opobper OOK: %;x”

Date / Erl‘l\-l-ol—k/

Dara:

Date /

[fara: 0% -\\' 2025

FMQCO003-15-10

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



CERTIFICATE OF ANALYSIS
n CEPTHOHKAT AHAJIM3A

Page 3 of 4/ Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHA}IE@, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 485157 Batch Quantity / O6wem cepun:  5842packs / ynakosok

AR No / Anaautnuecknii oraer Ne : ARF/236/2025|Date of Analysis / Tara ananmsa: 01.11.2025

Date of Mfg / Jara nponssoacrsa:  10/2025 Date of Expiry / I'oaen no: 09/2028

Analysis performed according ND / Asanns nposeaén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, naw. Ne 1 o1 09.07.2024

Result / PeayabTarhbi Specification / Hopma
kil Test / Iokazarens
9 | Content of Methyl 0.042mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Costepxanne !
MeTuIaparuipokcubensoara 0.042%Mr/7a6
(B2XX) i

10 | MICROBIAL LIMIT TEST/ Mukpo61onoraueckasi YHCTOTA

10a) | Total Aerobic microbial count /

Ofmee 9UCI0 a9pOOHBIX 30 | Not more than 10* cfu/ g / He Gonee 10 /r
MUKPOOPTaHi3MOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /

count / Q6mee yrcio
IIECHEBLIX W APOAIKEBBIX
rpudoE

<10

10¢) | Bile tolerant gram-negative Absent /OrcyTeTRYyIOT Not more than 10” / g / He 6oee 107 /r
bacteria/ Vcroiuussie k
JEHCTBHIO KEITIH
rpaMoTpuIaTenbHble GakTepiH

104d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ Otcyrcteue s 1 r
10¢) | Escherichia coli Absent /OrcyTeTBYIOT Absentin 1 g/ OtcyrerBues 1 ¢
101) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Orcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykt cootseTcTByeT Tpebosanuam HI | 3aknrouedue: ONOBPEHO
Checked by QC In-Charge / . Approved by QA In-Charge /
OokymeHT nposeper OKK: Efﬁ,(_*"o DokymeHT onobpex OOK: /@fﬁf‘f‘
- —

Date / -~ Date /

| 1 N o b B QA%
|| PtV [Jlara: ibaktivinal

FMQCO003-15-10

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




CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJ3A

(ipla

Page4 of4/Crp.4mu3 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485157

Batch Quantity / O0bem cepan:  5842packs / ynakosok

AR No / Apanwruyeckuii oraer Ne : ARF/236/2025

Date of Analysis / lata amammsa: 01.11.2023

Date of Mfg / Tata npoussouacrea:  10/2025

Date of Expiry / I'ogen jo: 09/2028

Analysis performed according ND / Ananus nposenén mo HJ/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / IokasaTens

Result / PesyaeraTsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OIHCTED W3 IUICHKH
HOJIABWHILTXIOPHIHOM
(nOJ3TANEHOBOH/

| [0 npEMeHeHHO.

Package / Yniakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ['lo 20 Tabnerok B

MOJHMBWHIINACHXTOPI/IHON) U
| amromMuHKEBOI QOABIH, 110 25
GIIHCTEPOB B KaPTOHHYIO MauKy
¢ BNOAKEHHEM 25 MHCTPYKLUAM

Package / Vnaxoska - 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. / ITo 20
TabneTok B GacTep M3 IUICHKH Tpexcroiinoi
(IIBX/ATD/MIBOX) u anoMuHaBeB0i donsru. [1o 2
Wi 3 GuMcTepa BMeCTe ¢ HHCTPYKLMEH 1o
IPUMEHCHHIO B KapTOHHYIO0 nadky. [To 20 tabnetok
B OrICTED 3 MIIEHKH TOJHBHHKIIXIIOPHAHON
(DOMUAITHNEHOBOH / MOMMBUEMITAAEHXIOPUIHOM) 1
amoMuHMeBOH (ONBIH, 110 25 OAHCTEPOB B
KaPTOHHYIO TIa4Ky C BAOKEHAEM 25 HHCTPYKIHMIL 110
PUMEHSHHIO,

12 Labeling / Mapxupoeka According to ND /

B coorsercTaun ¢ HJI

13 Storage conditions / Ycnosua

XpaHeHRs peime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe 1TpH TEMIIEPATYpE HE

14 | Shelf life / Cpox rojsoctw | 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeyvanne: NpoaykT cooTBETCTBYET TpeboeaHusim HJ]

Conclusion : APPROVED /
3axknwyenue: OONOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

L .
JokymeHT nposeper OKK: 1‘3-61' | HokymeHT opobper OOK: @B\L‘,’E
Date / — Date /
Nata: &tV Loy Nara: 0%\\* 2095

FMQC003-15-10

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
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