Cipla

CERTIFICATE OF ANALYSIS
* CEPTHPHUKAT AHAJIU3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHANE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485121

Batch Quantity / O6bem cepun:  5841packs / ynakosok

AR No / Anaantnuecknii oruer Ne ;. ARF/192/2025 Date of Analysis / Jata anaamsza:  23.09.2025

Date of Mfg / lata nponssogcrBa: _ 09/2025 {Date of Expiry / I'onen po: 08/2028

Analysis performed according ND / Auanau3 nposeaér mo H/: IT N013745/01-180522, amend No. 1 dated
[09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Test / NHokazarens

Result / PesynbTaThl Specification / Hopma

1 Description / OnucaHue Complies / CooTsercTByeT 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. / Tlaockue kpyribie TAONETKH CO
CKOWEHHBIMH KPagMHK OT KOPHYHEBOTO IO TEMHO-
KOPUMHEBOTO LBETA ¢ BKparuteHus M. Ha oanoi
CcTOpoHe TadieTkH BbiNaBIeHo cnoso «CIPLAY, Ha
APYTOH - TWHAA pas1oMa.

2 Identification / [oAJIHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
, CoOTBETCTBYET OkpalliuBaline aMMHAYHOTO PAcTBOPA B KpacHbii
AHTPAXHUHOHOBLIE I'HKO3HbI LBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTteercTBYET chromatogram of the sample solution should
MeTtunnaparunpokcnbenzoar corresponds to the retention time of the principle
{(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahvdroxybenzoate») / Bpems
YIEPHKHBAHWA OCHOBHOTO MMHKa HA XpoMaTorpaMmme
HCOBITYEMOrO PACcTBOPA AMDKHO COOTBETCTBOBATS
BpeMEHH YACPKHBAHUA OCHOBHOIO MHKA HA
XPOMAaTOrpaMMe CTAHIAPTHOIO PacTROPA
MeThinaparkIpokcHoes3oara (paszaen
«MeTianaparuwapekcibensoart).

(S

Average weight / Cpeniian
Macea

190.19mg ¢ 190,19Mr 189.99 mg +7.5% / 189.99 mr +7.5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: MpoayKT cooteeTcTRyeT Tpebosanuam HO | 3akmoyvenne: ONOBPEHO

Checked by QC In-Charge / 8]
LokymeHT nposeper OKK: owvtf"o

Approved by QA In-Charge / /%}\u;,_p

HokymenT oacBpeH OOK: /

Date /

fata 2% va. 10y

Date /

fara: %00 2eay
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTUOUKAT AHAJIU3A
_ Page2 of 4/Crp. 2 u3 4
Product: SENADE TABLETS 13,5 mg TIpoaykt: CEHAJIE", TABJETKH 13,5 mr
Batch No / Cepnst Ne: 485121 Batch Quantity / O6bem cepun:  5841packs / ynakoBok
AR No / AnanaTndecknii otuet Ne : ARF/192/2025|Date of Analysis / /laTa ananmnsa: 23.09.2025
Date of Mfg / lata npoussoacrea:  09/2025 Date of Expiry / I'oaen po: 08/2028

Analysis performed according ND / Ananu3 npore1€s no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

| Result / Pe3ynbTathi Specification / Hopma

N Test / IloxazaTean

4 | Uniformity of weight / Complies / CooTeTCTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee + 7.5
(OAHOPOLHOCTE MO Macce %

) 2/20 tablets NMT £15% / 2/20 ne Gonee = [5%

5 | Lossondrying / IToTepsa B 1.8% NMT 6.0 % / He Bonee 6.0 %

Macce IPH BbICY LIMBAHHH

6 | Dissolution/ 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopeHue He menee 70 % (Q) cenHozuaos depes 120 mun

7 | Uniformity of Dosage units / AV =54 The acceptability index forn= 10 AV <LI.

(O aHOPOLHOCTb 1O3HPOBAHHS 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-xiy < 0,01 x L2 x M.

Li=15.0;1L2=25.0

IlokazaTens npueMnemoctin aia n=10 AV < LI,

B cnyuae, eciv 3Ha4YeHHe AV npeswiiliaeT LI1.
NPOBOAAT WCMBITAHUE Ha caenylownx 20 obpaszuax.
Ina n=30 AV < L1. Bee 3HadueHUs Xi 2014 HbI
yIOBJIETROPATL HEPABEHCTBY!

IM-xi| £0,01 = L2 x M.

L1 =150:L2=250.

8 | Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KoinuecTReHHOE  ONpenesieHue 14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnextpodoTomMeTpua) Ot 12,15 20 15,53 mr (o1 90.0 10 1150 %)

14.08Mr/Tab CEeHHO3MIOB B repecueTe Ha ceHHo3uA B B oaHOM
Ta0NeTKe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED/

Npumeuanne: MpoaykT cooTeeTcTayeT TpebosaHusM HI 3aknwoverHne: QQOBPEHO

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

OokymeHT nposepeH OKK: 9:/_'0,_/ e OokymeHT apobpeH OOK: W
Date / Date /

fara. 2L .60 01K fara: 21.00.-Q0a %

FMQCO003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTH®UKAT AHAJIM3A

Page3of4/Crp. 3 n3 4

Product; SENADE TABLETS 13,5 mg TMpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepna Ne: 485121 Batch Quantity / O6bem cepun:  5841packs / ymaxkoBok

AR No / Ananntndecknii otuer Ne : ARF/192/2025|Date of Analysis / Jlata anam3sa: 23.09.2025

Date of Mfg / laTta npoussojcrBa:  09/2025 Date of Expiry / Tojes ao: 08/2028

Analysis performed according ND / Anaani nposeaén no H: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 NO13745/01-180522, u3m. Ne 1 o1 (9.07.2024

Result / PesynabTarsi Specification / Hopma
e Test / MoxkazaTenn
9 | Content of Methyl 0.04 1mg/tab 0.028 0.056 mg'tab. "O71 0,028 10 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coaepxanue _
METHITIAPArHAPOKCHOENT0ATa 0.04 | Mr/Ta6
{B2XX)

i

i
10 | MICROBIAL LIMIT TEST/ MuxpoGuoaoriueckan uucTota

10a) | Total Aerobic microbial count - 20
O01uee 4Me10 aIpodHbIX Not more than 10" ¢fu/ g - He Goaee 10 /1
MHUKPOOPTraHH3MOB
10%) | Total combined yeast and mould Not more than 107 cfu: ¢ He Goaee 107 T
count / OBwee yncno <10
[1ECHEBBIN M IPOHKIKEBBIX i ‘
rpudos
10 ¢) | Bile tolerant gram-negative Absent /OTcyTCTRYOT Not more than 107/ g / He 6ontee 10° /'t
bacteria/ ¥ cTolunBbIe K
ACHCTBHIO KENYH
rpaMoTpHUATE1bHblE DaKTEPUM
W d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin | g OtcyTcTRHE R | T
10¢) | Escherichia coli Absent /OrcyTcTBYIOT Absentin | g/ OtcyTeTRHe B | T
101y | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g “Orevrersue B 10 ¢
Remarks . The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr coorseTcTayeT Tpebosarnuam HO | 3akmouenne: OJOBPEHO
Checked by QC In-Charge / ﬁw Approved by QA In-Charge / | xaf
AokymeHTt npaeepen OKK: . HokymenT ogofiper OOK: (X7 —
Date / Date / —
Nara: 22 Q. 102¢ Nata: o3 o0q-Qoay

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




Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHKAT AHAJIHN3A

Page 4 0f4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoaywr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepun Ne: 485121

Batch Quantity / O6nem cepun:

5841packs / ynaxoBok

AR No / Anaaurnyeckuii order Ne : ARF/[192/2025

Date of Analysis / llara anaansza: 23.09.2025

Date of Mfg / Jata npoussoacrea: (09/2025

Date of Expiry / I'ogen a0:

08/2028

Analysis performed according ND / Adasm3 nposeaén mo H/L: H N013745/01-180522, amend No. 1 dated
09.07.2024 / [1 N013745/01-180522, usm. Ne 1 ov 09.07.2024

Test / lokazaTenn

Result / PeaynsTtaThi

Specification / Hopma

11 | Package / ¥Ynakoexa
in a blister made of

6ﬂHCTEp A3 [L1€HKH

{nonH3TUIEHOBOI/

o NMPpHUMEHEHHID.

Package / ¥nakoska - 20 tablets

PVC/PE/PVDC film and

{ aluminum foil, 25 blisters with

! 25 patient information leaflets in
a carton. / I'lo 20 TabneTok B

[OIHBHHXJIOPHAHOH

NOMHUBHHMIHAEHXIOPHAHOR) U
anoMUHHeBOH Goabry, no 25
ONUCTEPOB B KAPTOHHYO MAUKY
€ BNOMKEHHEM 25 HHCTPYKLMEA

Package / Yrakoska - 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
fPE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / [To 20
Tal:1eTOK B OIMCTEP W3 MIEHKH TpexcnoiHoit
(TIBX/TT/MBAX) v asnromuuresoil onsru. [To 2
ud 3 GancTepa BMECTE ¢ MHCTPYKUMEl no
NPHMEHEHNIC B KAPTOHHYEO nauky. [1o 20 TabneTok
B O/McTep M3 NASHKH NONHBHHUIXNOPUIHON
{nonKUITUNAEHOBOH / NONHBUHUIHACHXNOPAAHOM) 1
anoMHHKEBOH (oIbru. Mo 25 GIUCTepoB B
KapTOHHYIC MAUKY C BIOKEHHEM 25 WHCTPYKUHEH no
MPHMEHEHHID,

12 Labeling / Mapkuposxa According to ND/

B coorBeTcTBHH ¢ H

13 Storage conditions / Yenosus

XpaHeHus Bhilre 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TeMnepaType He

14 Shelf life / Cpox roaHocty 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: MNpodykT cooTeeTCcTBYET TpebOoBaHUAM H

Conclusion : APPROVED /
3aknwueHnne: O0OBPEHO

Checked by QC In-Charge / oo
LokymeHT nposeper OKK: =

Approved by QA In-Charge / cal
BokymeHT ogo6peH QOK: et

Date /

== ) -
HaTta; 2% L

Date /

Nata 22300 - 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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