Cipla

CERTIFICATE OF ANALYSIS
p) CEPTHOUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Opoxykr: CEHAAE", TABJETKH 13,5 mr

Batch No / Cepusa Ne: 485101

Batch Quantity / O6bem cepun:  5842packs / ynakosok

AR No / Ananurnueckuii oruer N2 : ARF/172/2025 Date of Analysis / lara ananniza: 29.08.2025

Date of Mfo / iata npoussoacrea:  08/2025 Date of Expiry / T'ogen g0: 07/2028

Analysis performed according ND / Anaau3s nposenén mo H: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PeayasTaTsi Specification / Hopma
Ne
Test / Mokazarens
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. / [Tnockne kpyravie TalneTku co
CKOLISHHBIMU KPAAMH OT KOPHUHEBOTO 10 TEMHO-
KOpPUYHEBOro UBeTA ¢ BkpanaeH1aMi. Ha onHolt
cropote TabneTky BbldaBacHo ctoBo «CIPLA», Ha
APYTOH - THHUSA Pasioma. '
2 | Identification / TloannHHOCTB
! Za) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTaeTcTRYET OKpaluBaHHe AMMHAHHOTO PAacTBOPA B KPACHbIR
AHTPaXHHOHOBRIE [THKO3M b
11BET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTCTBYET chromatogram of the sample solution should
MeTtuanaparuapokcudeH3oar corresponds to the retention time of the principle
(BIMX} peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methy| Parahydroxybenzoate») / Bpems
YICPKUBAHU OCHOBHOTO MHKa HA XPOMaTOrpamMme
VCTIBITYEMOTO PACTBOPA TOJKHO COOTBETCTROBATh
BpeMeHH YIepKkHBAHUS OCHOBHOTO fIHKA Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBoOpa
MeTHIMaparuapokcudensoara (pasnen
«MeTuanaparuapokcubenzoar).

Average weight / CpenHas
macca

(V3]

187.91mg / 187.91mr 189.99 mg +7.5% / 189,99 mr +7.5%

Remarks . The Product conforms to ND/

Conclusion : APPROVED /

MNpumevanue: Mpoaykt cooteerctayeT Tpebosanuam HI | 3aknwvenne: OQOGPEHO

Checked by QC In-Charge /

D0 Approved by QA In-Charge / Cof
HokymeHT npoeeped OKK: =T~ BokymenT ogobpen OOK: /
B:'i:l 2. 08108 HS‘E’Z:/ QA o3 2wt
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Ltd.. Plot No. 60-653, Tuem Industrial Estate, Tuem. Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
) CEPTUPUKAT AHAJIM3A

Page2 of 4/ Crp. 2 u3 4

Produet: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485101

Batch Quantity / O6bem cepun:

5842packs / ynakosox

AR No / Ananuraueckuii oruer Ne ; ARF/172/2025

Date of Analysis / Jara anaausa: 29.08.2025

Date of Mfg / lata npoussoacrea:  08/2023

Date of Expiry / loiaen go:

0772028

Analysis performed according ND / Auanuns nposenén mo H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09,07.2024

! |

Result / Peay.iLTaTs!

Specification / Hopma

e Test / TloxkazaTenn

4 | Uniformity of weight / Complies / CooTreTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Honee + 7.5
OaHopoaHOCTE M0 Macce %

2720 tablets NMT =15% / 2/20 e Gonee = 15%

5 | Loss on drying / Toteps B 2.2% NMT 6.0 % / He 6onee 6.0 %

MACCE MPH BHICYLIIMBAHNWY

6 Dissolution / §5-94% NLT 70 % (Q) of sennosides in 120 minutes
PacTopeHHe He menee 70 % (Q) ceHnosnaos uepes 120 mun

7 | Uniformity of Dosage units / AV =57 The acceptability index forn= 10 AV < L1.
QIHOPOIHOCTb IOIHPOBAHHS In the case where the value of AV exceeds 1.1, a

test is carried out on the following 20 samples. For
n =30

AV < L1. All values of xi must satisty the
inequality:

M-xi| < 0.01 = L2 x M.

L1 =15.0:L2 =250,

[okazarean npuemaemocT 1ng n=10 AV < L1,

B cnyuae, ecau 3HaveHHe AV npesbiaet L1,
MPOBOJAT HCNLITEZHHE HA chieaytownx 20 ofpazuax.
Jna n=30 AV < L. Bee 3HaueHus Xi A0THKHbBI
YI0BNCTBOPATh HEPABEHCTBY;

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

Lt =150, L2 =250.

8 Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KosmuecTeHHOS  ofpeaeieHue 14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrekTpodoToMeTphs) Ot 12,15 30 15,53 mr (o1 90.0 20 115,0 %)

14.05M 126 CE€HHO3MIOB B NepecHeTe Ha ceHHo3Ma B B oanoit

TaficTKRe,

Remarks : The Product conforms to ND/
Mpumeyanme: NpoayKT cooTBETCTBYET TpeGoBaHusM HJ]

Conclusion : APPROVED /
3akniovenne: OQOBPEHO

Checked by QC In-Charge / _
[okymeHT nposeper OKK: ‘%ﬁ .0

Approved by QA n-Charge /
HAokymeHT onobper COK:

St

Date /
Hara:

ST o8 1ous

Date /

Jara, ©29-08 202

FMQC003-15-10
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CERTIFICATE OF ANALYSIS

-

CEPTHDHUKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp. I uz 4

Product: SENADE TABLETS 13,5 mg

[poaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepua Ne: 485101

Batch Quantity / O6bem cepun:

5842packs / ymakoBok

AR No / AuaauTuuecknii otger Ne : ARF/172/2025

Date of Analysis / laTa anaanza: 29.08.2025

Date of Mfg / lata nponssoacrea:  08/2025

Date of Expiry /T'oaen 30!

0772028

Analysis performed according ND / Ananus nposenén mo H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 NO13745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Thokaszaresn

Result / PesyabTatnl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
METHITApartIpoKkcdeH10aTa
(BKX)

0.044mg/tab

0.044ur/Tad

0.028 — 0.056 mg/tab. / OT 0,028 10 0.056 Mr/Tad.

[0 | MICROBIAL LIMIT TEST/ MukpoSuonornueckas uicrora

[0a} | Total Aerobic microbial count/ 20
O01ee 4HCI0 a3po0HBIX Not more than 10* cfu/ g / He Gonee 10 /r
MHKPOOPTraHH3MOB

100y | Total combined yeast and mould Not more than 107 ¢fu/ g /He Gonee 107 /1
count / Obwiee uneno <10
[JIECHEBBIX W APOAGKEBbIX
TpHOOB

10¢y | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He osee 107 it
bacteria/ YcToiiumshie K
OEHCTBHIO KEAUH
rpamMoTpHUATeNbHBIE DAKTEpHU

10d) | Staphytococcus aureus Absent /OTCyTCTBYHOT Absentin | g/ OteyTcTBHEB | T

10¢e) | Escherichia coli Absent /OTcyTCTBYOT Absentin | g/ OtecytetBues | r

100 | Salmonella Absent / OTcyTcTBYIOT Absentin 10 g / OtcyteTBue B 10 ¢

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykt coocTeeTcTByeT Tpebesanunam HO

Conclusion : APPROVED /
3aknwyenne: QOQCBPEHO

Checked by QC In-Charge / [
HokymeHT npoeepeHd OKK: pilig LJ

Approved by QA In-Charge / o
DokymenT ogobpen OOK: N

Date /

Jara; AL 0% 1 028

Date /

Jarta: 29 e¥ 2

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHUKAT AHAJIU3A

Page40f4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

NMpoaykr: CEHAJE"®, TABJIETKH 13,5 mr

Batch No/ Cepun Ne: 485101

Batch Quantity / O6bem cepun:

5842packs / ynakoBoK

AR No / AraauTtuuyeckui oruer Ne : ARF/172/2025

Date of Analysis / laTta anannia: 29.08.2025

Date of Mfg / JlaTta nponssoacTsea:

0872025

Date of Expiry / T'open a0:

07/2028

Analysis performed according ND / Anaans nposeaén mo HJl: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 o1 09.07.2024

Result / PeayawTarsl

Test / Moxazateas

Specification / Hopma

Package / ¥nakoBka

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

¢ 25 patient information leaflets in
a carton. / T1o 20 tabneTok B
OJMCTEp W3 IIIEHKH
NOMMBHHUIXIOPULHOH
(MOAUITUNCHOBOR/
NOAUBHHHUIHAEHXIOPHAHOH) M
amoMutHeBol poneru. no 235
0.1UCTEePOB B KAPTOHHYIO NAYKY
C BAOAKEHHEM 25 UHCTPYKUMH

Package / Ynakoska - 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/PYDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / TTo 20
TAabAETOK B OIUCTEP U3 MNEHKHK TPEXCIOHHOH
(IMBX/TI2/MIBAX) v asromuaunesoh gonbru. [lo 2
WM 3 DNHCTEpa BMECTE ¢ MHCTPYKUHEH No
NPUMEHEHHIO B KAPTOHHYO nauky. [To 20 tabaetok
B GIMCTEp M3 NIEHKH NOJIHBHHUIXIOPHIROM
(MOAUITHIEHOBOH / MOJIMBUHKIHMAEHXIIOPHIHON) 1
anomMuHieBoit Gonerd, no 25 OAKUCTEPOB B

Mo NPUMEHCHHIO.

KAPTOHHYIO MAUKy C BAOKEHUEM 25 UHCTPYKLUMIT o
NPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND/

B ¢coorsereTBuM ¢ HJL

13 Storage conditions / Ycnosus

XpaHeHKs Bhiie 25 °C.

In a dry place. at temperature below 25 *C./ B cyxoM MecTe NIpH TEMIAEPATYPE HE

14 Shelf life / Cpok roanocTtu 3 vears /3 roma

Remarks ' The Product conforms to ND/
Npumeyanue: MNpoaykT cooTBeTCTBYET TpeboeaHmam HO

Conclusion : APPROVED /
3aknwoveuuve: OQOGEPEHO

Checked by QC In-Charge / ey
DokymeHT npoeepeH OKK: —

Approved by QA In-Charge /
DokymeHT cpobper OOK:

Date /

fara: 2908 veus

Date /

Jata: RA~0R 20 g7

FMQCO03-15-10

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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