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CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Cipla

Page1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAILE“"), TABJETKH 13,5 mr

Batch No / Cepns No: 485137 Batch Quantity / O6nem cepun:  5846packs / ynakosok
AR No / Anasariaecknii oraer Ne : ARF/212/2025 Date of Analysis / lara anaauza: 11.10.2025
Date of Mfg / laTa npoussoacrea:  09/2025 Date of Expiry / I'open no: 08/2028

Analysis performed according ND / Anann3 nposenén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / IMToka3zarTenn

Result / PesyabTaThi

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. / Inockure kpyrbie Tabnetku co
CKOLIEHHBIMH KPasMH OT KOPHYHEBOT'O 10 TEMHO-~
KOPHYHEBOTO LIBETA C BKpanneHuaMu. Ha onnoii
CTOpoHe TabNeTKH BblIaBNeHO coBo «CIPLA», Ha
APYTOii - JIAHHA pa3iomMa.

2 Identification / [ToanuHHOCTHL

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootseTcTBYET OxpallHBaHHE aMMHAYHOTO PAcTBOPa B KPACHBII
AHTPaXHHOHOBBIC TJIMKO3HIBI s
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparnapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHUBAHHA OCHOBHOTO NMKa HAa XPOMATOrpaMme
MCIIBITYEMOI0 PacTBOpa JAOMKHO COOTBETCTBOBATE
BPEMEHN YIEPIKUBAHWA OCHOBHOIO MKKa Ha
XPOMaTorpaMMe CTaHIapTHOTO PacTBOpa
METHNaparuapokcubensoata (pasaen
«MeTtunnaparuapokcubeH3oar).

(¥ ]

Average weight / Cpennsisi
Macca

186.32mg / 186,32mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
lMpumeuanwne: Mpoaykr cooTBeTcTBYET TpeboBaHuam HL

Conclusion : APPROVED /
3akntouenme: OOOBPEHO

Checked by QC In-Charge / £ s Approved by QA In-Charge / i
JokymeHT nposepeH OKK: (5 e t- [HokymeHT ogobpeH OOK: W
Date / te / '

HZTZI ke E:TZ: 13 18-202K

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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Page2of 4/Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

{Batch No / Cepust Ne: 485137

Batch Quantity / O0bem cepan:  5846packs / ynakosok

AR No / Ananurnaeckuii oruer Ne : ARF/212/2025|Date of Analysis / lara anannza: 11.10.2025

Date of Mfg / lara npoussoncrea:  09/2025 Date of Expiry / l'onen no: 08/2028

Analysis performed according ND / Ananns nposeaén mo H/I: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

PactBopenue

Result / PesyiibTathl Specification / Hopma

M Test / Ilokaszatenn
4 | Uniformity of weight / Complies / CooTeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5

ORHOPOAHOCTH 1O Macce %

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

S5 | Loss ondrying / Tloteps B 1.9% NMT 6.0 % / He Gonee 6,0 %

Macce NpH BhICYLIMBAHHU
6 Dissolution / 77-91% NLT 70 % (Q) of sennosides in 120 minutes

He menee 70 % (Q) cenno3unos uepes 120 mun

7 | Uniformity of Dosage units /
OIHOPOIIHOCTh 103UPOBAHHA

AV=59 The acceptability index forn=10 AV <L1.

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;1L2=250.

[Moxazarens npuemiaemoctd ansg n=10 AV < L1.

B cayuae, ecau 3navenne AV npeebimaer L1,
NPOBOAAT MUCMbITaHWe Ha caeayromMx 20 odpasuax.
Jnsan=30 AV < L1. Bce 3nauenus Xi JOJKHbI
YAOBJIETBOPSATH HEPABEHCTBY:

[M=xi| 0,01 x L2 x M.

Ll = 15,0; L2=250.

8 | Assay (Spectrophotometry)
KonuuecTsenHoe onpeneseHue
(CnekrpodoTomerpus)

From 12.15 10 15.53 mg (from 90.0 to 115.0 %) of

13.93mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15.53 mr (o1 90,0 no 115,0 %)

13.93Mr/1a6 CEHHO3M/IOB B MEPECHeTe Ha CEHHO3MA B B 01HO
Tabnetke.

Remarks : The Product conforms to ND/

lMpumeuanue: [poaykr coorsetcTByeT TpebosaHuam H | 3aknwyerune: OJOBEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / 3 Approved by QA In-Charge/
HokymenT nposepeH OKK: “"':£~C“J HokymenT ofobpeH OOK: W
Date / - Date / :

[ara: th, 10 Lo 1 g ,ﬂé‘ra: 13\ 2028

FMQC003-15-10

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
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CEPTH®UKAT AHAJIM3A

Page3of 4/Ctp.3 3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Date of Mfg / [lata npou3BoACTBa:

Batch No / Cepust No: 485137 Batch Quantity / Oobem cepun:  5846packs / ynakosok
AR No / Ananurnuecknii oruer Ne : ARF/212/2025|Date of Analysis / lata ananusa: 11.10.2025
09/2025 Date of Expiry / T'opnen no: 08/2028

Analysis performed according ND / Ananns nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / [TokaszaTeinb

Result / PesynabTaThi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuinaparusapokcnbensoara
(BDXKX)

0.045mg/tab

0,045mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGronorn4eckas 4yuctora

10a) | Total Aerobic microbial count /
O61iee yncno aspobHBIX 20

MHKPOOPTaHA3MOB

Not more than 10° ¢fu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / OBuee uyncno

TJIECHEBBIX H JPOKIKEBLIX

<10

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

rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 107 /r
bacteria/ Y cToiiuuBbie K
JIEHCTBHIO XKETHH
rpamMOTpULaTENbHbiE DaKTEPHH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in 1 g/ OrcytctBue 8 | 1
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in 1 g/ OtcytcTBHE B | T
10f) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / OtcytctBre B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootBeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwoyenue: OJOBPEHO

Checked by QC In-Charge /
OokymeHT npoBeper OKK: "’;‘pﬂ €

Approved by QA In-Charge / 7, L
LokymeHT opobpeH OOK: ;éf,“ ey

Date /

[ara: e loverl

Date /

naTa: ‘?)'\0‘ Q.GLS’

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
CEPTUPHKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ilpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485137 Batch Quantity / O6bem cepun:  5846packs / ynaxosok
AR No / Ananutaygecknii oraer Ne : ARF/212/2025|Date of Analysis / Tata anaamsza: 11.10.2025 ]
Date of Mfg / lata npousBojcrea:  09/2025 Date of Expiry / 'ogen go: 08/2028

Analysis performed according ND / Ananus nposenén no HJI: T1 N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Iloka3zarenn

Result / Pesyabrathi

Specification / Hopma

Package / Ynakoska

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I1o 20 tabnetok B
OnucTep U3 nneHku
NOJTHBHHHUIIXJIOPUAHOH
(nonu>THUNIEHOBOI/
MONMBUHUTUACHXJIOPHIHOMH) H
amoMuHHeBOi Gonbru, no 25
OJIMCTEPOB B KAPTOHHYHK Nauky
C BIOXKEHHEM 25 HHCTPYKLKIL
M0 MPUMEHEHHIO.

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/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneTok B GuMcTep W3 NIEHKH TPeX CIoiiHoi
(IIBX/TIS/MB/IX) n amomusuesoii domsru. o 2
uik 3 61McTepa BMECTe ¢ HHCTPYKIHE Mo
IIPUMEHEHUIO B KapTOHHYIO nayuky. [To 20 tabnetok
B GHCTEp M3 MIIEHKH NOJUBHHHIIXIOPHIHOM
(MONKHATUNEHOBOI / MONUBHHUIIMAEHXNOPHIHON) 1
amoMUHHEBOH (onbry, no 25 GnucTepos B
KapTOHHYIO NayKy ¢ BIOKEHHEM 25 WHCTPYKuUKii no
MPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B coorsetcTuH ¢ HJI
13 Storage conditions / Ycnosust In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype He
XpaHeH#Hs! Bhiie 25 °C.
14 Shelf life / Cpok rogsoctn 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanume: MpoaykT cooTBeTCTBYET TPEBOBaHUAM H/

Conclusion : APPROVED /
3aknwoyenue: OQJOEPEHO

Checked by QC In-Charge / ’ZE-JE 5

Approved by QA In-Charge / % wal

[okymeHT nposepeH OKK: [okymeHT ogobper OOK: //'
Date / Date /
fava: V¢ 10 -Lorg” Jara: kel

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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