Cipla

CERTIFICATE OF ANALYSIS
* CEPTHO®UKAT AHAJTH3A

Page 1 of 4/ C1p. 1 n3 4

Product: SENADE TABLETS 13,5 mg

ITpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepus Ne: 485118 Batch Quantity / Ofbew cepan:  5849packs / ynakosok
" |AR No / AasiuTHueckuii oruer No : ARF/189/2025|Date of Analysis / lata anaamia: 19.09.2025
Date of Mfg / Tara npoussoacrea:  09/2025 Date of Expiry / I'ogen go: 08/2028

Analysis performed according ND / Aranni nposenén no H/: [T N013745/01-180522, amend No. I dated
09.07.2024 / TT NO13745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabTarsl

Specification / Hopma

Ne
Test / HokaszaTens
i Description  Onuicanue 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. / [17ockue Kpyrawe TabneTku co
CKOIIEHHBIMH KpasMH OT KOPHYHEBOMO 10 TEMHO-
KOpPHYHEBOTO UBETA ¢ BXpanaeHuaMH. Ha oanoii
ctopoue TabneTku Briarneno cnoso «CIPLAR, ua
APYrodi - THHUA pazioMa. .
2 | Idemification / [ToaaHHHOCTH
2a) | Anthraquinone glycosides ’ Complies ¢ Ammoniacal solution turns a reddish colour .
CooTBeTCTBYET OxpaliMBaHHe aMMHAUYHOTO pacTeopa B KpacHbIi
AHTPAaXUHOHOBbIE MHUKO3N AL
LUBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooreeTcTByeT chromatogram of the sample solution should
Metuanaparuapokcnbersoat corresponds to the retention time of the principle
{(BKX) i peak in the chromatogram of the Methvl

Parahydroxybenzoate standard solution (refer test
«Methy] Parahydroxybenzoaten) / Bpemsa
VIEPRHBAHMA OCHOBHOTO NHKA HA XpoMaTarpamMmMe
HCMbITYCMOIO pacTBOPa I0.KHO COOTBETCTRORATD
BPEMEHU ¥ ISP UBAHHA OCHOBHOID MUKA HA
XpoMaTOorpaMMe CTaHIAPTHOTO pacTBopa
MeTunaparuipokcidersoara (pasien
«MeTnnnaparsapokcubeHniloar).

Average weight / CpeaHas
Macca

[VE)

188.88mg / 188.88mr

18999 mg 17,50/0 ! 189.99 NMT :7.50'0

Remarks : The Product conforms to ND/
Mpumevanmne: MNpoaykT cootTeeTcTeyeT TpebosaHnam H

Conclusion : APPROVED /
3aknwvenne: OQOBPEHO

Checked by QC In-Charge /
HoxkymenT nposepeH OKK:

Approved by QA In-Charge / ol
HokymenTt ogobpen QOK: /@9/

Date / \(\.00\, e

Oara:

Date /

.0a - e
Darta: 14-093- 90

FMQC003-15-10

Cipla Lid.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel. Mumbat - 400013, India.
At : Simchem Pvt. Ltd.. Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 485118

Batch Quantity / O6bem cepun:  5849packs / ynakosok

AR No / Anaaurauecknii otuer Ne: ARF/186/2025|Date

of Analysis / JaTa anannza: [9.09.2025

Date of Mfg / lara nponseoacrea:  09/2025 Date

of Expiry / Toaen no: 08/2028

Analysis performed according NI} / Ananus nposenén no H/E: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / PesyabTaThl Specification / Hopma
N Test / flokasaTens
4 | Uniformity of weight / Complies / CooTRETCTRYET 18/20 tablets NMT = 7.5 %/ 18/20 ne Gonee = 7,5
OnHOPOAHOCTE N0 Macce %

2/20 tablets NMT £15% / 2720 ne 6oaee =~ 15%

OﬂHOpOﬂHOCTb JO3UpOBAHWA

5 | Loss on drying / [MoTeps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce NMpH BbICYLIUBAH UM
6 Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopense He menee 70 % (Q) ceHnosnaos depes 120 Mun
7 | Uniformity of Dosage units / AV =6l 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
n=30

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

IM-xi| < 0,01 x L2 x M.

L1 =15.0,1L2=250.

[Moxazarens npuemaemocT a1an=10 AV <LI1.

B cnyuae, ecny 3HaweHHe AV npeBsiwaet L1,
NPOBOAAT HCMBITAHKE Ha creayiolnx 20 obpasuax.
Haan=30 AV <L1. Bce 3HaueHna Xi 101K HBI
YAOBACTBOPATE HEPABEHCTBY!

M-xil 0.01 x L2 x M,

L1=150,L2=250.

8 | Assay (Spectrophotometry)
KonuuecTBeRHOE  onpeneneHue
{Cnexrpodoromerpus)

14.00mg/tab /

14.00mr/1a0

From [2.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 a0 15.53 mr (o7 90.0 1o 115.0 %)
CEHHO3MIOB B NEpecyeTe Ha ceHHo3M B B oaHoil
TadeTre.

Remarks : The Product conforms to ND/

Mpumeyvauwme: MNpogykT cooTBeTCTBYET TREOOBaHUAM Hl

Conclusion : APPROVED |/
3axknrouenune: OQOBPEHO

Checked by QC In-Charge /
AokymeHT nposeper OKK: \

Approved by QA In-Charge / \(oP
DokymeHT ogobpeH QOK: /@")/

Date / —
Hara; V90 a0 '

Date /

fara: 1902095

FMQCO03-15-10

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
. CEPTHOUKAT AHAJH3A
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Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnn Ne: 485118 Batch Quantity / O6bem cepun:  5849packs / ynakoBok
AR No / Ananuruueckuii orer Ne : ARF/189/2025 Date of Analysis / laTta anaamsa:  19.09.2025
Date of Mfg / fara nponssoacra:  09/2025 Date of Expiry / T'ogen no: 08/2028

Analysis performed according ND / Anann3 nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI NG13745/01-180522, u3m. Ne 1 ot 09.07.2024

] Result / Pesyasrathl

Ne
Test/ MNoxkazatens

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
CopnepwxaHue
MeTHanaparuapokcudeH30ata
(BOHKX)

0.043mg/tab

0,043mr/Tad

0.028 - 0.056 mg/tab. / O7 0,028 10 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpofinoaordueckas yucToTa

L0 a) | Total Aerobic microbial count / 30

Obulee uucio a3podHbIX
MHUKPOOPTaHHIVOB

Not more than 107 cfu/ g / He Gonee 107 /r

[0b) | Total combined yeast and mould
count / Ofuee vyncno
[LIECHEBLIX H APOHKAKEBbIX

rpubos

<10

Not more than 10° cfu/ g /He Gomee 10° /r

We) | Bile tolerant gram-negative
bacteria/ YeToifunBeie k
AEHCTBHIO KEJIYH

FPaMoTPHUATENBHbIC GaKTEPHM

Absent /OTcyTCTBYIOT

Not more than [0”/ g/ He Gonee 107/

10d) | Staphylococcus aureus

Absent /Orcyrersyior

Absentin | g/ Orcyretue s | r

10e) | Escherichia coli

Absent /OTecyTeTRYIOT

Absentin 1 g/ OTeyreTBues | r

101} | Salmonella

Absent / OTcyTeTayioT

Absentin [0 g / Orcyrereue B 10 g

Remarks : The Product conforms to ND/
Npumeuanue: Npoaykr cooteetcTayeT TpebosaHnam HJ

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Checked by QC In-Charge /
HAokymenT nposeper OKK: @

Approved by QA In-Charge / }ﬁ)w

Bokyment ogo6per OOK; o
Date / Date / —
H:Ta: \ 0\ «© o\"“o 1‘5/ ,D,:TZI 14-09 - 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 -4035]12




Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHOHUKAT AHAJIM3A

Page4 of 4/ Ctp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No/ Cepusa Ne: 485118

Batch Quantity / Ofnem cepuu:

5849packs / ynakobok

AR No / Ananaravuecknii oruer Ne: ARF/189/2025

Date of Analysis / Jlara ananu3za:

19.09.2023

Date of Mfg / lata npoussoacra:  09/2025

Date of Expiry / 'oaen xo:

08/2028

Analysis performed according ND / Ananns nposeaén no HI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 or 09.07.2024

Result / PesyabTaTsi Specification / Hopma
No
Test / HokazaTens

11 | Package / Ynakopka Package / ¥nakogrxa - 20 tablets |Package / Vnakoska - 20 tablets in a blister made of
in a blister made of three-laver PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil. 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information feaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Tlo 20 TabneTok B 25 patient information leaflets in a carton. / To 20
GnucTep U3 NNEHKH TabneTok B OIMCcTep W3 MIEHKH TPEXCAOAHOMH
TOJTUBHHHI XJIOPUAHOH (MIBX/ATTIBAX) w amomuHuesoil osbru. Ilo 2
(nonaHaITHAEHOBOM/ Wit 3 BaKcTEpa BMECTE C HHCTPYKIMEH no
MOJIMBHHUIMAEHXNOPHAROR) M |TPHMEHEHHIO B KapTOHHYIO n1auky, [To 20 tabneTok
ANOMUHUEBOH QoJILIHY, No 25 B GIHCTED M3 NNIEHKH NOTHBUHHIXTOPHAHOH
OIUCTEPOR B KAPTOHHYIO NAdKy  |(NONUITHIEHOBOR / NOMUBAHWIAAEHXIOPHIHOM) H
C BIOHEHUEM 25 HHCTPYKLHIA anroMiuHHeBo#t hotbry, no 25 GaucTepos B
N0 MPUMEHEHHED, KapTOHHYIO NAa4Ky € BJIOKEHHEM 25 MHCTPYKLMIL 1O

MMPUMEHEHHIO.

12 Labeling / Mapkuposxa According to ND/
B coorsercTBumn ¢ H]J

13 Storage conditions / ¥Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu Temneparype ne

XpaHeHHS Boiwe 25 °C.
14 Shelf life / Cpok roanoctu 3 years/ 3 rona

Remarks : The Product conforms to ND/
MpumeuaHue: Mpoaykr cootBeTcTBYET TpeboraHuaM HI

Conclusion : APPROVED /
3aknwuenune: O0OBPEHOQ

Checked by QC In-Charge / ¢
AokymenT npoBepeH OKK:
Y poeep s

Approved by QA In-Charge /
HokymenT o0aobpeH QOK;

§oet

Date /
Oara: VR0 a0y

Date /

Nara: \q- 0320257

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, [ndia.
At : Simchem Pvt. Ltd., Piot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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