Cipla

b CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTH3A

Pagelof4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485136

Batch Quantity / OGbem cepun:  5844packs / ynakosok

AR No / Ananarnaecknii oruer Ne : ARF/211/2025|Date of Analysis / lara anaamsza: 09.10.2025

Date of Mfg / lara npousBoacrsa:  09/2025 Date of Expiry / I'oen go: 08/2028

Analysis performed according ND / Anasus nposeagn no HJL: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / MokaszaTedb

Result / PesyabraThi Specification / Hopma

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. / Tnockue kpyrnbie TabieTku co
CKOLIEHHBIMH KpassMid 0T KOPHUHEBOO 10 TEMHO-
KOPHUUYHEBOTO LBeTa ¢ Bkpanaenuamu. Ha onnoit
cTopoHe TabneTkH BoinasaeHo cnoBo «CIPLA», na
ApYroii - THHUS pasioma.

2 Identification / TToAnTHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpaumMBaiie aMMHAYyHOTO pacTBOpa B KpacHbIil
AHTPaxMHOHOBbIE MTHKO3M/bL HECT:
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoOoTBETCTBYET chromatogram of the sample solution should
Merunnaparuapokcubensoar i corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKUBAHKA OCHOBHOIO MKKA Ha XpoMaTorpamMmme
HCIBITYEMOI'0 PacTBOpa AOIKHO COOTBETCTBOBATh
BPEMEHA YACPIKHBAHMUR OCHOBHOI'O MUKA HA
XpOMaTorpamMme CTaHIapTHOrO pacTBopa
MeTH/Inaparuapokcubensoara (pasaen
«MeTunnaparuapokcubeH3oar).

3 | Average weight / Cpeansas
Macca

192.42mg / 192,42mr 189.99 mg +7.5% / 189,99 mMr +7.5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpoaykr cooTseTcTByeT Tpebosanuam HI | 3akntoyenue: OOOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK: g\

Approved by QA In-Charge / g r®

HokymeHT ofobpen OOK: /

Date /
[fara: 0% . \0.: 2005

Date /

[ara: 00 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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Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJAE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485136

Batch Quantity / O6bem cepuu:

5844packs / ynakosok

31
‘AR No / Anaanrugecknii oruer Ne : ARF/211/2025

Date of Analysis / lara anaan3za: 09.10.2025

Date of Mfg / JlaTa npounssojcrea:  09/2025

Date of Expiry / T'onen 10:

08/2028

Analysis performed according ND / Anann3 nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaThi Specification / Hopma

£ Test / MoxasaTens

4 | Uniformity of weight / Complies / CooTercTByet 18/20 tablets NMT + 7.5 % / 18/20 He 6onee + 7.5
OnHOPOAHOCTD 110 Macce %

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

5 | Loss ondrying / [Toteps B 1.9% NMT 6.0 % / He donee 6.0 %

Macce MpH BbICY LLIMBAHUH

6 | Dissolution / 78-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cenno3unos uepes 120 mun

7 | Uniformity of Dosage units / AV =56 The acceptability index forn= 10 AV <L1.
OnHOPOAHOCTH I03NPOBAHHA 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.
L1=15.0; 12 =25.0.
[Toka3zarens npuemaemocTd s n=10 AV < LI.

= B ciyyae, eciin 3navenue AV npessiiuaer L1,
NPOBOAAT HCIbITAHKE Ha creayroulnx 20 obpasuax.
Jnan=30 AV < L. Bee 3Ha4eHUs Xi T0DKHbI
YJIOBNETBOPATH HEPABEHCTRY:
[M-xi| 0,01 x L2 = M.
L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHoE onpeneneHue 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnekrpodoromerpus) Ot 12,15 po 15,53 mr (o1 90,0 n0 115,0 %)

14.07mr/1a6 CEHHO3HJIOB B NepecyeTe Ha CeHHO3ua B B oHO#M
TabneTke.

Remarks : The Product conforms to ND/
MNpumeyanue: NpoaykT cooteeTcTBYET TpeboBaHuam H

Conclusion : APPROVED /
3aknwyenue: OQOEPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

[okymeHT nposepeH OKK: b LokymeHT ogobpeH OOK: /p';
Date / Date /

[fara: 09\ 0,202 fara: M0 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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Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHA,)IE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485136

Batch Quantity / O6bem cepun:

5844packs / ynaxosok

AR No / Ananutnuecknii oruer Ne : ARF/211/2025|Date of Analysis / lara anannza: 09.10.2025

Date of Mfg / laTa nponssoacrea:  09/2025

Date of Expiry / I'oaen go:

08/2028

Analysis performed according ND / Auann3s nposexén no H/I: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / Noka3aTennb

Result / Pesyabrarthl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
METHInaparuaIpokcuben3oara
(B3AX)

0.042mg/tab

0,042mr/Tad

0.028 — 0.056 mg/tab. / Ot 0,028 no 0.056 mr/Tat.

10 | MICROBIAL LIMIT TEST/ Mukpo6Ho/jioruueckas 44cToTa

10a) | Total Aerobic microbial count /
Obwiee yncno aspobHbix 20

MHKpPOOPraHH3IMOB

Not more than 10* cfu/ g / He Gonee 10" /r

10b) | Total combined yeast and mould
count / OBuiee yneno
MIECHEBBIX M IPOXIKEBBIX

rpubos

<10

Not more than 10° cf/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiuusbie k
JIEHCTBUIO KETUH

rpaMoTpHUATENbHBIE BaKTepHH

Absent /OTcyTCTBYIOT

Not more than 10” / g/ He 6onee 10° /r

104d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcyrcrBue B 1 1

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absent in 1 g/ OtcytcTBue B | 1

101) | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / OtcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanme: NpoaykT cooTseTcTBYET TpeboBaHuam HO

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK: \

Approved by QA In-Charge / ,
HokymeHT ogobpeH OOK: \/ =£ ‘

Date / -
Oara: 0% \ o et

Date /

Jara: Qo 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
CEPTHOPUKAT AHAJIHM3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne :

485136

Batch Quantity / Obnem cepun:

5844packs / ynakoBor

AR No / Ananatadecknii oraer Ne : ARF/211/2025

Date of Analysis / Jlata anasmsa: 09.10.2025

Date of Mfg / laTa npou3BoacTBa:

09/2025

Date of Expiry / I'ojen no:

08/2028

Analysis performed according ND / Anann3 nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesynbraThi Specification / Hopma
Ne
: Test / IokasaTeas

11 | Package / YnakoBka Package / Ynakoska - 20 tablets |Package / Ynakoka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 TabneTok B 25 patient information leaflets in a carton. / ITo 20
GaucTep M3 MIIEHKH TabneTok B OnMCTEp M3 MIIEHKH TPEXCJ10MHO#M
NOJHBHHUIXIIOPHAHOH (TIBX/TI2/MIBAX) u amomubueBoit donsru. Mo 2
(monHaTHNEHOBO/ WM 3 GIHCTEepa BMECTE ¢ HHCTPYKUMEH 1o
MONMBHHUWIHACHXIOPHAHOM) H | IPUMEHEHMIO B KapToHHY!0 mauky. [To 20 tabnerok
amomMuHueBoit Gonbru, no 25 B ONIHMCTEp M3 IUIEHKH HOJMBUHWIXJIOPHAHOM
OJIHCTEPOB B KAPTOHHYH Mayky |(MOAMITHIECHOBOH / MOMMBHHUITHICHXTIOPUAHON) 1
C BIOKEHHWEM 25 WHCTPYKLMI aTrOMHUHNEBOI (onbry, no 25 dnuctepos B
M0 NPHMEHEHUIO. KapTOHHYIO TIAUKY € BIOKEHUEM 25 MHCTPYKUMIA N0

NPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cootsercTBHH ¢ HJ|

13 Storage conditions / YenoBus In a dry place, at temperature below 25 °C. / B cyxom mecre npu Temneparype He

XpaHeHHs Beime 25 °C.
14 Shelf life / Cpok roaHocTu 3 years / 3 rozma

Remarks : The Product conforms to ND/
Mpumeuanme: MNMpogykr cooteeTcTByeT Tpebosanuam HO

Conclusion : APPROVED /
3axnoyenue: OQOEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

HokymeHT nposepeH OKK: HokymeHT ofobpex OOK: /‘(—fe—
Date / Date /

[ata: O \0,29e5 Oata: Ca0r 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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