CERTIFICATE OF ANALYSIS
N CEPTH®HUKAT AHAJTHM3A
Page 1 of 4/ Crp. 1 u3 4 ‘
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr ‘
Batch No / Cepusn Ne: 485094 Batch Quantity / O6bem cepun:  5848packs / ynakoBok
AR No / Asannrugecknii oruer Ne : ARF/164/2025 Date of Analysis / laTa anaan3za: 18.08.2025
Date of Mfg / ara npoussogerea:  07/2025 Date of Expiry / I'ogen go: 06/2028 -
Analysis performed according ND / Anann3 nposeaén no HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma
Test / Ilokasarens

bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue kpyrisie TabneTku co
CKOIIEHHBIMH KPafiMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA ¢ BKpamieHuamu. Ha omHolt
cropone TabneTtkn Beinasneno cioso «CIPLAy, Ha
Ipyroi - THHKMA pasnoma.

1 | Description / Onucamnue Complies / CootserctByeT Flat circular tablets from brown to dark-brown with |

2 | Identification / [Topn#HBOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpawivBanne aMMHaYHOTO .pacTBOpA B KpacHbIM

AHTPaXUHOHOBLIE ITHKO3WIbI o

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTtuinaparuapokcHbeH30aT corresponds to the retention time of the principle -
(BDXX) peak in the chromatogram of the Methyl

Y . Parahydroxybenzoate standard solution (refer test

«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHHS OCHOBHOT'O MHKA HA XPOMATOIpaMMe
MCTIBITYEMOT0 PacTBOpa J0DKHO COOTBETCTBOBATE
BPEMEHH yAePKHBAHHA OCHOBHOTO MHKA Ha
XPOMATOrpamMmMe CTaHAapTHOTO pacTBopa
MeTHInaparuapokcubensoara (pasaen
«Merunnaparuapokcutensoar).

3 | Average weight / Cpennss 188.40mg / 188,40Mr 189.99 mg +7.5% / 189,99 mr +7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
| Npumeuanue: MNpoaykr cooTBeTcTBYET TpebosaHuam HO | 3aknouenune: OJOBPEHO
Checked by QC In-Charge / _;;P t9 .| Approved by QA In-Charge / &7 ycof
HokymeHT nposepeH OKK: OokymeHT ogobper OOK: - '
Date / . 7| Date/ 508
fara: \® o8 LeLs % [laTa: iy
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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. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




wipia

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Page2 of4/Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 485094 Batch Quantity / O6bem cepun:  5848packs / ynakoBox
AR No / Apanutnuecknii oruer No : ARF/164/2025|Date of Analysis / IaTa anaamsa: 18.08.2025
Date of Mfg / lata npoussogcrea:  07/2025 Date of Expiry / Iojen go: 06/2028

Analysis performed according ND / Anann3 nposeaén no HI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, mam. Ne 1 or 09.07.2024

B Test / TloxkazaTens

Result / PesyabsTaTsi

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTH MO Macce

Complies / CooTtBercTByeT

18/20 tablets NMT = 7.5 % / 18/20 ue Gonee =13
%
2/20 tablets NMT £15% / 2/20 He Gonee + 15%

5 | Loss on drying / [Toteps B 22%

Macce MpH BbICYIIHBAHWHA

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution / 77-86%

PacTtBopeHne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosnnos yepes 120 muH

7 | Uniformity of Dosage units / AV=538

OIHOPOIHOCTH N03MPOBAHNS

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; L2 =250.

ITokasarens npuemaemocty ans n=10 AV <LI.

B cnyuae, ecii 3HauenHue AV npesbimiaer L1,
MPOBOJIAT MCTIBITAHHE Ha clieayromix 20 o6pasuax.
Insa n=30 AV <L1. Bce 3Ha4eHus Xi JOMKHEI
YAOBNIETBOPATh HEPABEHCTBY:

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

L1=15,0;L2=25,0.

8 | Assay (Spectrophotometry)
KonnuecTBeHHOE OmnpenecHue

(CnektpodoTromerpus)

14.09mg/tab /

14,09Mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3HM/IOB B NIepecyYeTe Ha CEHHO3M B B onHOlM
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: NpoaykT cootsetcTByeT Tpebosaquam HO | 3aknioyenue: OAOEPEHO

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

OokymeHT nposepeH OKK: i‘b—" HAokymeHT opo6pex OOK: }gév;o;f’
Date / ; = 7 Date /

fara: L Al fara: 20082005

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




e

CERTIFICATE OF ANALYSIS
s CEPTHOHKAT AHAJTHW3A

Page3 of4/Crp.3u34

Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJI;E'E, TABJIETKH 13,5 mr
Batch No / Cepus Ne : 485094 Batch Quantity / O6bem cepun:  5848packs / ynakoBok
‘AR No / AnaanTudecknii oraer Ne : ARF/164/2025 Date of Analysis / Iata ananuza: 18.08.2025
Date of Mfg / lata npon3soacrea: 07/2025 Date of Expiry / Toaen go: 06/2028
Analysis performed according ND / Anann3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024
Result / PesyabTaTbl Specification / Hopma
= Test / IlokazaTein
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ '
Copepxanue
MeTuInaparuapokcubensoara 0.040Mr/1a6
(BXKX) .
10 { MICROBIAL LIMIT TEST/ Mukpo6ronoriueckas 4McTOTa
10a) | Total Aerobic microbial count / 10
O6iiee 4HCO a3POBHBIX Not more than 10* cfu/ g / He 6onee 10* /v
MWKPOOPTaHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / O6uiee ynucno <10
NJIECHEBbIX ¥ APOXIKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OrcyreryoT Not more than 107/ g / He 6onee 107 /r
bacteria/ YcroiiunBsie k
OEHCTBUIO XEMIH
rpaMOTpHUATENbHbIE GAKTEpHU
104) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/OtcyrctueB 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/OrcyrcTBUE B 1 T
109) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcytctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanne: Mpoaykr cootseTcTayeT TpebosaHuam HL

Conclusion : APPROVED /
3axkmoyenue: OQOBPEHO

Checked by QC In-Charge / 'i‘,ﬁ )

Approved by QA In-Charge /
[OokymeHT npoBepeH OKK: OokymeHT ogobpen OOK: P bt ot
B:.Ez:l \R 0% 1024 P EZ:Z:’ 20-08200.5"

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Paged4 of4/Crp.4n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepan Ne: 485094 Batch Quantity / O9bem cepun:  5848packs / ynakosok
AR No / Asaanragecknii oraer Ne : ARF/164/2025|Date of Analysis / IaTa ananm3a: 18.08.2025
Date of Mfg / lata npon3BogcTsa:  07/2025 Date of Expiry / T'ogen go: 06/2028

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

e Test / [loka3zaTeb

Result / PesyabTaTsl

Specification / Hopma

11 | Package / YnakoBka

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. / [To 20 TaGneTok B
OHCTep U3 MIEHKH
NOTUBHHUIXJIOPHAHOH
(MONHAITHAEHOBOM/
NOJHBHHHITHAEHXIOPHAHOH) 1
amoMHUHUEBOH (ombru, no 25
GIUCTEpPOB B KAPTOHHYIO MAYKy
€ BIIOXKEHHEM 25 HHCTPYKUHH
0 NPHMEHEHHUIO.

Package / Vnaxkoska - 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. / [To 20
TabNeTOK B OAMCTEP M3 TUICHKH TPEXCIOHHOMA
(MBX/TIS/MBAX) 1 amomunueroi doasra. o 2
WK 3 6aHCTepa BMECTe ¢ HHCTPYKLHEH 1o
NPUMEHEHHIO B KapTOHHYO nayky. ITo 20 TabneTox
B GIHCTEp M3 MICHKH MOTMBAHUIXIOPHIHOMH
(nonu3ITHACHOBOH / MOTHBHHH/IHISHXJIOPH/IHOM)
amoOMHHHEBOH Gonbry, no 25 OAHCTEPOB B
KapTOHHYIO NayKy ¢ BIoXeHueM 25 RHCTpYKuHMi no
MPHMEHEHHIO.

12 | Labeling / MapkupoBka

5

According to ND /

B coorBercteuu ¢ HI|

13 Storage conditions / Ycnosua
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temmnepatype He

Brime 25 °C.

14 | Shelf life / Cpok rogxrocTH

3 years / 3 rona

Remarks : The Product conforms to ND/
lNMpumeuanme: NpoayKT cOOTBETCTBYET TpebosaHuam H

Conclusion : APPROVED /
3aknioyenne: OJOBEPEHO

Checked by QC In-Charge /

L

Approved by QA In-Charge / ob
[okymeHT ogobpen OOK: /&2}/

DokymeHT nposepex OKK:
Date / . . “ . | Date/ o
Oara: i = Nara: ki
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