Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 u3 ¢4

Product: SENADE TABLETS 13,5 mg

MNpoaykT: CEHAZ[EE, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485106

Batch Quantity / O0bem cepun:  S846packs / ynakoBok

AR No / Anaantradeckuii otuer Ne : ARF/177/2025

Date of Analysis / lata anaansza: 30.08.2025

Date of Mfg / Iata npoussoacrea:  08/2025

Date of Expiry / I'oaen a0: (07/2028

Analysis performed according NI) / Ananus nposeaén no HJL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 NO13745/01-180522, u3m. Ne 1 or 09.07.2024

Result / Pe3yasTatnl Specification / Hopma
No
Test / [loxkazaTte’n
] Description / Onucanue Complies / CoOTBETCTBYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one stde and ceniral break-
line on the other. / [Tnockue kpyrinie TabreTkH co
CKOLUEHHBIMM KpaAMH OT KOPHYHEBOTO A0 TEMHO-
KOPWYHEROrQ UBETA ¢ BKpanaeHuaMu. Ha oanoit
cropoHe TabaeTku BuaaraeHo chobo «CIPLA», Ha
JAPYTOH - AMHUSA pasioma.
2 | identification / [ToaIMHHOCTE
2a) | Anthraquinone glycosides / Complies / Ammontacal solution turns a reddish colour /
CoOTBETCTRYET OkpaluuBaHue aMMHA4YHOTO PacTBOpa B KpPacHbIif
AHTPAXUHOHKOBEIE FTMKO3H/IBI
UBET.
2b) | Methy! Parahydroxybenzoate Complies ! Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should

Merunnaparnapokcubensoar
{B2XKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution {refer test
«Methy] Parahydroxybenzoate») / Bpems
yIePKHABAHUA OCHOBHOFO NTHKA HA XPOMATOrpaMme
HCTILITYEMOIO PACcTBOPA A0KHO COOTBETCTBOBATL
BpeMEeHU yNepKHBAHWA OCHOBHOTO MMHKA HA
XpoMaTorpaMme CTaHJapTHOTO pacTBOpa
mMeTnanaparuapokcuder3oarta (pazaen
aMeTuanapariapokcubeHsoar).

Lad

mMacca

Average weight / Cpeanss 190.41mg ¢/ 1904 Tmr 189.99 mg +7.5% / 189,99 Mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanwme: MpoaykT cooteTcTByeT Tpebosanuam HI | 3axnwvenue: OQOBEPEHO

Checked by QC In-Charge / c;:-j{,tr‘o

Approved by QA In-Charge / g o P

HokymeHT nposeperd OKK: fokymenT ogobpen OOK: P
D
B:_f_ea/ _20 KRy ‘l/g- ﬂ:’trea/ 30.08 . mg"
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CEPTHOHUKAT AHAJIM3A

Page 2 of 4/Crp.2 w3 d

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE", TABJIETKH 13,5 mr

1

Batch No/ Cepna Ne: 485106

Batch Quantity / OGnem cepun:  5846packs / ynakosok

AR No / Ananurnvueckuii oruer Ne : ARF/177/2025|Date of Analysis / laTa anasmza:  30.08.2025

Date of Mfg / lara npoussoacrsa:  08/2025 Date of Expiry / Togen ao: 07/2028

Analysis performed according ND / Agann3 nposesén no H/L: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 ot 19.07.2024

Test / Toxkazareas

Result / PesyabTaThl Specification / Hopma

4 | Uniformity of weight /
OAHOpOAHOCTE N0 Macce

Complies / CooTreTcTRYET 18/20 tablets NMT = 7.5 %/ 18/20 ve boaee = 7.5
%
2/20 tablets NMT =15% / 2/20 ne 6anee + 15%

OIHOPONHOCTL NO3UPOBAHHA

5 | Loss on drying / [ToTepa e 1.9% NMT 6.0 % / He Gonee 6.0 %
Macce NpH BLICYILIHBAHHH
6 | Dissolution/ 78-94% NLT 70 % (Q) of sennosides in 120 minutes
Pacteoperue He menee 70 % (Q) ceHno3naos 1epes 120 Mun
7 | Uniformity of Dosage units / AV =57 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 < LI, All values of xi must satisfy the
inequality: :

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

LI =15.0,L2=25.0

[Noxazatene npuemaemMocTi 118 n=10 AV < LI.

B cnyuae, ecid 3HaueHHe AV npesbiwaet L1,
NPOBOIAT HCMbITAHHUE HA c1eayroWHX 20 obpa3uax.
HOnan=30 AV < L1. Bce 3HaueHua Xi J0NKHbI
YIOBIIETBOPSATHL HEPABEHCTBRY:

iM-xi| £0,01 x L2 = M.

Li=150:L2=250

8 | Assay (Spectrophotometry}
KonuuecTseHHO® onpenencHue
(CnekTpodoTOoMeTpHA)

From 12.15 to 15.53 mg (from 0.0 10 ! 15.0 %) of

14.16mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 30 15,53 mr {o1 90.0 a0 115,0 %)

14.16Mr/126 CEHHO3MIOB B IEPECUETE HA CEHHO3MI B B 01HOI
Tabnerxe.

Remarks . The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanne: MNpoaykT cooTeeTcTayeT Tpebosanmam HO | 3akmwovenne: COOBPEHO

Checked by QC In-Charge / £ Approved by QA In-Charge / \CoP
DokymeHT nposeper OKK: ol A S HokymerT oaobper QOK; >
Date / Date / .

Dara: 2o 0y rers fata: Jo o8 2
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®UKAT AHATH3A

Page 3 of 4/Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJETKHU 13,5 mr

Batch No/ Cepun Ne: 485106 Batch Quantity / Oonem cepun:  5846packs / ymakosok

AR No / Ananurnaecknii order Ne: ARF/177/2025 Date of Analysis / lata ananusa: 30.08.2025

Date of Mfg / lata npouseoacrBa:  08/2025 {Date of Expiry / Toaen ao: 07/2028

Analysis performed according ND / Ananu3s nposeaén ne H: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, nam. Ne 1 ot 09.07.2024

Result / PeyabTaTht Specification / Hopma
e Test / MokazaTens
9 | Content of Methyl 0.039mg/tab 0.028 — 0.036 mg/tab. / Ot 0,028 no 0.056 mr/Tad.
parahydroxybenzoate(HPLC)/
Coaepxanue
MeTuInaparuapokcubensoara  0.039wr/Ta6
(B3XX) '

10 | MICROBIAL LIMIT TEST/ MukpoGHONOTHHEC KSR YUCTOTA

10a) | Total Aerobic microbiat count / 40
OB1wee 4HCI0 a3PODHBIX Not more than 10" ¢fu/ ¢ / He Gonee 10/
MHKPOOPraHH3IMOB
10b) | Total combined yeast and mould Not more than 107 ¢fu/ g /He Gonee 107/
count / QDLIee UncI0 <10
TUIECHEBbIX H JPOACKEBBIX i
rpudoB
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ ¢/ He Goxee 107 /1
bacteria/ ¥cToliuuspie K
AeACTBUIO KETUH
rpaMoTpHiaTenbHbIe GAKTEPHU
10d) | Staphylococcus aureus Absent /OTCYTCTBYHOT Absentin | g/ OrcyTtctBHe B | r
10 e) | Escherichia coli Absent /OreyTcTByIoT Absentin | g/ OteytetBre B | r
104) | Salmonella Absent / OTeyTeTBY1IOT Absentin 10 g /Otcytcreue B L0 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumeyaHue: Mpoaykr cooTeeTcTayeT Tpebosanunsm HL | 3aknwyenne: OQOBPEHO
Checked by QC In-Charge / ,ﬁt_o Approved by QA In-Charge / wof
DokymeHT npoeeper OKK: el S DoxymeHT ogobper OOK; il
Date / Date /
. R ¢ o% 202y
Oara: 3°°© 31w fara; 3

FMQCQ03-15-10

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HKAT AHAJIU3A

Page 4 of 4 / Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHA,IIE“, TABJIETKH 13,5 mr

Batch No / Cepnsa No: 485106

Batch Quantity / Odnem cepun:

5846packs / ynakobok

AR No / Ananutuaecknii order Ne: ARF/177/2025 Date of Analysis / lata anaausa: 30.08.2025

Date of Mfg / Tata npon3soacTea:  08/2025

Date of Expiry / T'oaen no:

07/2028

Analysis performed according ND / Anaaus nposeaén no HI: T1 NO13745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / [TokazaTean

Result / PesvabTarsl

Specification / Hopma

11 | Package / YnmakoBka
in a blister made of

GavCTep U3 TLICHKK

(MOAMITHIEHOBO/

no NPUMEHEHHID.

Package / ¥naxorka - 20 tablets

PVC/PE/PVDC film and
aluminum foil. 25 blisters with
25 patient information leaflets in
a carton. / Tlo 20 TadneTok B

MOJIMBHHUIXIOPHIHOH

MOIMBHHHIHICHXAOPHAHOR) U
aTOMUHKHEROH honbru, no 25
ONUCTEPOB B KAPTOHHYH) NAUKY
C BAOKEHHEM 25 HHCTRYKUMH

Package / Ynakoska - 20 tablets in a blister made of
three-tayer PVC/PE/PVIC film and aluminum foil, 2
or 3 blisters and a patient information leaflet ina
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. / I'lo 20
Tad.1eTeK B DIMCTEp W3 TUIEHKH TPeXCNoiHON
(TIBX/TIY/IIBAX) u anomuHuesoif goasry. Mo 2
Ui 3 BIMCTepa BMECTE ¢ HHCTPYKLUHER 110
MPHMEHEHHIO B KapToHHyto nauky. [1o 20 tadnetok
B BNINCTEp U3 NASHKH MOJHBHHIWIXTOPUIHON

(MO TUNEHOBOH / TOMTUBHHHIMASHXAOPUAHON) W
amoMuHineBoil Goabry, no 25 daMcTepoR B
KapTOHHYIO MAauKy ¢ BROKEHHEM 25 uHCTpyKumnil no
NPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /

B coorsetctun ¢ HII

13 Storage conditions / Ycnosus

XpaHeHus Bbtie 25 °C,

In a dry place, at temperature below 25 °C./ B cyxoM MeCTe NpH Temneparype He

14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product confarms to ND/
Npumeuanue: MpoaykT cocTBeTCTBYET Tpebosanusim HO

Conclusion : APPROVED /
3aknwyuenune: OQQOBPEHO

Checked by QC In-Charge / E —~ 0
HokymeHT nposepeH OKK: - &

Approved by QA In-Charge /
HokymeHT oaoBpeH OOK:

jor=t

Date /

Cro¥ oy
Hara: 3 2

Date /

Jarta: 30 03 225
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