Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUDUKAT AHAJTH3A

Page 1 of4/C1p. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485143 Batch Quantity / O0nem cepun: _ 5844packs / ynakoBok
AR No / ApaautHucckiii oruer Ne : ARF/220/2025 | Date of Analysis / laTa avanuia: 18.10.2025
Date of Mfg / lata nponssogcrea:  10/2025 Date of Expiry / T'onen a0: 05/2028

Analysis performed according ND / Anann3 aposeién no H/1: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne | o1 09.07.2024

Test / NokazaTeas

Result / PesyabTarhl

Specification / Hopma

I | Description / Onucanne

Complies / CooTBETCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / M1ockKe Kpymibie TaONETKY CO
CKOIWEHHBIMH KPasMH OT KOPUYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA ¢ BKpanienuamu. Ha omHoii
cTopone TadneTki sbiaeneHo cnoso «CIPLA», Ha
APYTOH - THHUA pasnoma.

Identification / [TOAIMHHOCTDL

Anthraquinone glycosides / Complies /

AHTPaxHHOHOBbIE IJIMKO3MIb

CoOTBETCTRYET

Ammoniacal solution turns a reddish colour /
OkpallMBaHWE aMMUAUYHOI0 PAacTBOPa B KPACHBIl
LBET.

2b) | Methyl Parahydroxybenzoate
(HPLCY
MeTHnnapariapokcubeH30aT

(BOXKX)

Complies /

CooTeeTcTBYET

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methy]
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yASPKUBAHWA OCHOBHOTO [THKA HA XpOMATOrpamMme
HCIbITYEMOTO pacTBOpa J0N7#HO0 COOTEETCTBOBATE
BPEMEHH YAEPKHBAHHA OCHOBHOTO FIMKA Ha
XPOMATOFpaMMe CTaHIAPTHOTO PACcTBOPA
MEeTHINaparupoxcudensoara (paiaen
«Metunnaparuapokcudenszoar).

Average weight / Cpeanas
macca

191.80mg /

191,80mr

189.99 mg £7.5% / 189.99 mr £7.5%

Remarks : The Product conforms to NIV
Mpumeuanue: podykT cooTseTcTBYeT TpebosaHusM Hi

Conclusion : APPROVED |/
3akmouenne: OQCBPEHO

Checked by QC In-Charge / ;zf) b
OoxymeHT nposeper OKK: —

Approved by QA in-Charge /
OokymeHT 0406pen QOK:

Qfé‘}\%}w .
P

Date / \g 10\1-0;{
RaTa:

Date /

I,El,ara' PATRTILY-L R 4

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
) CEPTHPUKAT AHAJTH3A

Page 2 of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

MNpoaykt: CEHAJE", TABJAETKH 13,5 mr

Baich No / Cepust No: 485143 Batch Quantity / Otbem cepun:  5844dpacks / ynakesok
AR No / AnaauTavecknii otyer Ne: ARF/220/2025 Date of Analysis / lata ana.nza:  18.10.2025
Date of Mfg / lata nponspoactea:  10/2025 Date of Expiry / Toaen ao: 09/2028

Analysis performed according ND / Ananu3 nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / [TokazaTensb

; Result / PesyabTaThi

Specification / Hopma

4 | Uniformity of weight ‘
OQUHOpPOAHOCTE N0 Macce

Complies - CooTBeTcTBYET

1820 tablets NMT + 7.5 %%
%
2:20 tablets NMT <15% / 2720 He 6oaee = 15%

18 20 ue Gonee - 7.5

OﬂHOpOﬂHOCTb A03UpOBAHKA

5 Loss on drying / [Toteps 8 1.9% NMT 6.0 % . He Goaee 6,0 %
Macce MpH BbICY W HBAHUH
6 | Dissolution 80-93% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) ceHHo3uA0B yepes 120 Mun
7 | Uniformity of Dosage units AV =56 The acceptability index forn = 10 AV < LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
i n=30

AV < L1. All values of xi must satisfy the
inequality:

M-xi 0,01 = L2 x M,

L1=150:1L2=250.

flokaszatels npHemIemocTh 1A n=10 AV < L1,

B cryuae, ecnd 3HaueHHe AV npesoittaeT L,
MPOBO.IAT HCNbITAHKE Ha chelviownx 20 obpasuax.
g n=30 AV < L. Bce 3nauenun X1 10KHbI
YAOBJIETBOPATh HEPABCHCTBY!

M-xit <001 = L2 x M.

L1=150:L2=25.0

8 | Assay {Spectrophotometry) From 12.15to 15.53 mg (from 90.0 to 115.0 %) of
KoAHUYECTBEHHOE ONPEIEIEHHE | 14.06mg 1ab sennosides calculated as sennoside B in one 1ablet. ¢
(CnextpodoToMeTpus) Ot 12,15 20 15.53 mr {07 90.0 10 15,0 %)

14.06MrTab CEHHO3HIOB B NEpecHeTe Ha CCHHO3MA B B 01HOM
| Tafnerke.
€

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cooTeercTeyeT TpebosaHuam HO

Conclusion : APPROVED /
3aknrovyenne: OQOBPEHO

Checked by QC In-Charge / ", ,
HokymeHT nposepeH OKK: Q;E_/E’J

Approved by QA In-Charge /
HokymenT onobpen OOK:

AT

Date / W 1o 102t

Hara:

Date /

fara: VAL 2oL T
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Cipla

CERTIFICATE OF ANALYSIS

N CEPTHOUKAT AHAJIH3A
Page 3 of4/Cip. 3 uz 4
Product: SENADE TABLETS 13,5 mg IMpoaykr: CEHAJE", TABJETKHU 13,5 wir
Batch No / Cepust Ne: 485143 Batch Quantity / O6nem cepum:  5844packs / ynakosok
AR No / Ananuravecknii otaer Ne : ARF/220/2025 | Date of Analysis / Tata anaamuza: 18.10.20253
Date of Mfg / JaTa npouzBoacrea:  10/2025 Date of Expiry / T'oaen go: (9/2028

Analysis performed according ND / Ananus uposexén no HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Result / Pe3yabTaTsi Specification / Hopma
N Test / INokazarens
9 | Content of Methy] 0.042mg/tab 0.028 — 0.036 mg/tab. / OT 0,028 10 0,056 MrTag.
parahydroxybenzoate(HPLC)/
CounepxaHue
METHINaparvapokcubeH3oara 0.042Mr/1a6
(BKX)

i

|
10 | MICROBIAL LIMIT TEST/ MukpoSHONOrHUECKad YHCTOTA

10a} | Total Aercbic microbial count / ‘

Obuiee uneno arpobubix 30 Not more than ¢ cfu/ g / He Gonee 10* /1
MHKXPOOPIAHHIMOB .
L0b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107/t
count / Obwee wucao <10
NAECHEBLIX H APOHIKEBBIX
rpubos
t9e) | Bile tolerant gram-negative Absent /O1cytereytor Not more than 10°/ g / He Goaee 107 ir
bacteria/ YcToiiumssre x
OeACTBHIO enuH
rpaMoTpHLATENbHbE BAKTEPHH
10d) | Staphylococcus aureus Absent /OTCYTCTRYIOT Absentin 1 g/ Oreyrcteue B 1 ¢
10¢) | Escherichia coli Absent /OtcyrerayioT Absentin | g/ OtcyreTRue B 1 r
160) | Salmonella Absent / OTcyTeTYOT Absentin 10 g / OTcyTerame B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeuanue: NpoaykT cooteeTcTayeT Tpebosanuam HA | 3aknwuenne: COOBPEHO
Checked by QC In-Charge / E 4P Approved by QA In-Charge / o7 y\ of
[okymerT nposepeH OKK: : DokymeHT ogoBpen OOK: /@:'/)/’ -
Date / — Date /
Lo, 7 o w2 §
[ata: 1& ‘1o rord Nara: 2\
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTHOPHKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoavkr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485143 Batch Quantity / O6bem cepun:  5844packs / ynakosok
AR No / Auanutaveckuit otuet Ne : ARF/220/2025 Date of Analysis / JaTa anaamuza: 18.10.2025
Date of Mfg / Jarta npounssoacrea;  10/2025 Date of Expiry / T'oaen no: 09/2028

Analysis performed according ND / Ananns nposeaén no HL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Tokazatens

Result / Pe3yasTaTsi

Specification / Hopma

i
i

11 | Package / ¥nakoska
in a blister made of

b dnucrep W3 NACHEN

(NONMHITHIEHOBOIT/

MO NPUMEHEHUIO,

Package / ¥Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaftets in
acarton, / [1o 20 Tabnetok B

HO.]HBPIHHJ'[XIIODHHHOFI

NOJTHBHHHIUASHXFOPHIHOM) 1
ATOMHHUeBOH (osbri. o 25
OIHCTEPOB B KAPTOHHYIO MAUKY
C BAOXeHHeM 25 HHCTpYKUKH

iPackage / Vnakoeka - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
jor 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. / [1o 20
TabaeToK B OIHCTER N3 MJIEHKH TPEXCofHON
(MNBX/IT/IBAX) v antomuHuesoit donsra. Mo 2
WK1 3 DaMcTepa BMECTe C HHCTPYKUMEH N0
OpUMEHEHHIO B KapTOHHYIo nauky. [1o 20 Tabnerok
B ONTUCTED W3 MIIEHKH NOJMBHHUNXIOPHAHOM
(NONMEITUIEHOBOH / MOAMBUHKTHAEHXIOPUAHOH) K
amoMuaHuesol donerit, no 25 GIUCTepos B
KAPTOHHYIO MavKy ¢ BIOKEeHHeM 25 HHCTpyKuUHit no
MPUMEHEHHHD.

12 Labeling / MapkupoBka According to ND /

B cooteetcTenn ¢ HJ1

13 Storage conditions / ¥Ycnoeus

XpaHenus Bblwe 25 °C.

In a dry place. at temperature below 25 °C./ B cyxom MecTe npy Temiieparype He

14 Shelf life / Cpok ronsocTu 3 years/ 3 roaa

Remarks : The Product conforms to ND/
Mpumevanue: MNpogykT cooTeeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyvenme: OQOBPEHO

Checked by QC In-Charge / o
DokymenT nposeper OKK: ”;’(/ =0

Approved by QA In-Charge /
AokymenT ogoBpeH OOK: /@&i&

Date /

[ata. \%)‘\b-lc')/s/

Date /

Hata: 2\ \onenyT

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-63, Tuem Industrial Estate, Tuem, Pernem Goa -403312
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