Cipla

CERTIFICATE OF ANALYSIS
~ CEPTUDOUKAT AHAJTH3A

Page 1 of 4/ Crp. 1 3 4

Product: SENADE TABLETS 13,5 mp

Mpoaykt: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepna Ne: 485120

Batch Quantity / O6nem cepun:  5850packs / ymakosok

AR No / Anaautnuecknii otuer Ne : ARF/203/2025 | Date of Analysis / Jara anaauza: 01.10.2025

Date of Mfg / Tata npoussoacrea:  09/2025 Date of Expiry / T'ogen o: (8/2028

Analysis performed according ND / Auaans nposexén no HJ: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

]

{

Test / IMokazaTe b

Result / Peayabratir Specification / Hopma

1

1 Description / Onucanue Complies / CooTaercTBYET Flat circular tablets from brown to dark-brown with

bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and centrat break-
ling on the other. / [T1ockue kpyrasie TabneTku co
CKOLIEHHBIMH KPasMHM OT KOPHYHEBOFO 0 TEMHO-
KOPWHHEBOTO LBETA ¢ BrpamteHuamu. Ha onuoii
cropeHe TabaeTku BolaasieHo oo «CIPLA», Ha
APYTOH - JMHUA pazioma.

2 Identification / Tloa MHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTeTRYET OxpalwMsanie aMMHAYHOrO PACTBOPa B KPACHBI
AHTPAXWHOHOBBIC TIMKOH kI v BT,
2b) | Methy! Parahydroxybenzoate Complics / Retention time of the principle peak in the
(HPLCY CooTBeTcTRYET chromatogram of the sample solution should
MeTnanaparuapokcunbeHzoar corresponds to the retention time of the principle
(BIKX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoater) / Bpems
YAePKUBAHUS OCHOBHOIO IIMKA HA XPOMATOTpaMMe
HCTILITYEMOrO PACTBOPA A0/AKHO COOTBETCTROBATD
BPEMEHM YIACPKUBAHUA OCHOBHOTO NMUKA HA
XpOMaTorpaMme CTAHIAPTHOTO pacTeOpa
MeThinaparuapokcibensoara (pasaen
«Metunnaparuapokcnbensoar).

Average weight / Cpennas
Macca

(FS)

191.26mg / 191,26Mmr 189.99 mg £7.5% / 189,99 Mr+7.5%

Remarks : The Product conforms to NDf

Conclusion : APPROVED /

Mpumeuanue: Mpoaykr cootseTcTeyeT Tpebosanuam HI | 3aknroyenue: ONOBPEHO

Checked by QC In-Charge / gi\ gy
HokymeHT nposepeH OKK: ~

Approved by QA In-Charge / b
OokymenT ofobpen QOK: /

Cate /

Oata: Ol itoro1

Date /

Jarta: e\ T 25T
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOHUEKAT AHAJIU3A

Page2 of 4/ C1p. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No/ Cepun No: 485129 Batch Quantity / O6bem cepun:  5850packs / ynaxorox
AR No / Anaautnuecknii oruer No : ARF/203/2025 | Date of Analysis / lara anammza: 01.10.2025
Date of Mfg / JaTta npoussoacrea:  09/2025 Date of Expiry / T'onen no: (8/2028

Analysis performed according ND / Ana;us nposenén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, usm. Ne 1 ot 09.07.2024

Result / PesyabTarnl Specification / Hopma

e Test / NokazaTen

4 | Uniformity of weight / Complies / CooTtsercrryeT 18/20 tablets NMT = 7.5 % / 18/20 ne Bonee = 7.5
O nHOPOAHOCTE MO Macce %

2120 tablets NMT =15% / 2/20 ne Goaee = 15%

5 | Loss ondrying / [loTepa B 2.0% NMT 6.0 % / He Goaee 6,0 %

MACCE MPH BLICYIIUBAHHM

6 Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHue He meHee 70 % (Q) cernosuaos vepesz 120 Muu

7 | Uniformity of Dosage units / AV =32 The acceptability index forn= 10 AV < LI.
OnHOPOIHOCTE N03IMPOBAHHS 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 =150:L2=250.
[TokazaTene npueMneMocTu ans n=10 AV < LI,
B cayuae, ecnu 3HayeHune AV npeswiwaer L1,
NPOBORAT UCNBITAHWE Ha credyownx 20 obpasuax.
dnan=30 AV < L1, Bee 3HAYEHHSA Xi A0MKHBI
V/ORBJCTBOPATE HEPABEHCTRY:
IM-xi 0,01 x L2 = M.
L1=150;L2=250.

8§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 113.0 %) of
KonuuecTBeHHOE  OnpenelieHue [4.1Tmg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 a0 15,53 mr (01 90,0 10 115,0 %)

14.1 IMriTa6 CEHHO3MIOB B [EPECHETE Ha CEHHO3M B B oaHoi
TabreTke.

Remarks : The Product conforms to ND/
Mpumevanue: MpofyKT cooTeeTcTRYET TpeboBaHuam HL

Conclusion : APPROVED /
3aknwyeHue: QQOBPEHO

Checked by QC In-Charge /

-t to Approved by QA In-Charge / ¢/ \ ap
HokymeHT nposeper OKK: e HokymeHT caobpen QOK: Cﬁ/
Date / Date /
,[la'r\:: el-lo.ront Qara CL\e 207 S

FMQC0O03-15-10
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOHKAT AHAJH3A

Page3of4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

El'Iponvm': CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485129

'Batch Quantity / O06bem cepnu:

5850packs / ynakoBox

AR No / Auaanruueckuit oruer Ne : ARF/203/2025Date of Analysis / lara anaansa: 01.10.2025

Date of Mfg / Jata nponssoacrea:  09/2025

Date of Expiryv /T'oaen ao0:

08/2028

Analysis performed according ND / Anannsz npoeegén mo H/1: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / TtokaszaTean

T
Result / PezyasTathl i

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepkanpe
MeTHIaparuapokcHbenzoara
(B2HX)

0.041mg/tab

0.041Mr/Ta6

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpodHonoruucckas UHCTOTa

0@ | Total Aerobic microbial count 20
Obwege uncno a3podHLIX

MHKPOOPTAHHIMOB

Not more than 10" cfi/ g / He Gonee 10" /1

10b) | Total combined yeast and mould | Not more than 107 cfu/ g He Gonee 107/
count / Obuiee unciae <10 |
MNECHEBBIX H APOKIKEBBIX |
rpudos

10 ¢} | Bile tolerant gram-negative Absent /OTCYTCTRYIOT Not more than 107/ ¢ / He 6onee 107 /r
bacteria/ YcTolumnBbIe K
BEHCTBHIO KeJTUH
rpaMoTprLaTeAbHbIE DAKTEPHH

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ Otcyteteme B I 1

B0 ¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OrcyTcTBUe B L 1

105 | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g /OrcyteTeue B 10 g

Remarks : The Product conforms to ND/
MpumeuaHune: NpogykT cooTeeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknwueHue: OQQOBPEHO

Checked by QC In-Charge / 7;6_/5"9

HokymeHT npoeeper OKK:

Approved by QA In-Charge / ol
AokymeHT oaoBpen OOK: G

Date /

etl.10 1o
HaTa:

Date /
OaTa:

FMQC003-15-10

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

CERTIFICATE OF ANALYSIS
N CEPTH®UKAT AHAJII3A

Page4of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485129

Batch Quantity / Odnem cepun:  5850packs / ynakosok

AR No / AHaautndecknii oraer Ne: ARF/203/2025

Date of Analysis / [ara ananuza: 01.10.2025

Date of Mfg / Jata mpouisoacra:  09/2025

Date of Expiry / T'oaen ao: 08/2028

Analysis performed according ND / Ananus npogenén no HX: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o7 09.07.2024

Test / Tlokazarean

Result / PezyabTates

Specification / Hopma

11 | Package / ¥Ynakoeka
in a blister made of

6J'll/ICT€p H3 NNEHKH

(MOAMITHASHOROR/

Mo NpUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [1o 20 Tabnetok B

TTOTHBUHHI XJTOPHHHOF{

NOJHBHHHIHICHXIOPHAHOI) 1
ANOMUHKEBROH ponbry, no 25
0AMCTEPOB B KAPTOHHYIO MAUKY
C BJIOWEHHEM 25 MHCTPYKUME

Package / Ynakoska - 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. / Io 20
TabneTok B OIIUCTEP M3 IIEHKH TPeXCAoHHON
(IBX/13/TIBAX) n antomuHreroit donbru. To 2
UK 3 GMcTepa BMECTE € MHCTPYKUHEH Mo
MpUMEHEHHIO B KAPTOHHYIO nadky. [To 20 tadnerok
B OiMCTEP U3 MAEHKK NOJTUBHHIIXIOPHIHOM
(NOAMITUACHOBOR / NOTUBRHUINIEHXJIOPHUAHOH) U
amoMHHKEBOH GoIbrH, N0 23 BAKCTEPOR B
KZPTOHHVIC NAYKY ¢ BIOKECHHEM 25 MHCTPYKUME no
NPUMEHEHHIO,

12 Labeling / MapkupoBka According to ND /

B cootBetcTBHi ¢ H]

13 Storage conditions / Ycnosus

XpaHeHHA Beie 25 °C.

In a dry place, at temperature below 25 °C. / B cyXoM MECTe NPH TEMNepaType He

14 Shelf life / Cpok reaHocTH 3 years/ 3 roma

Remarks : The Product conforms to ND/
Npumevanne: NpogyKT cooTeeTCcTBYET Tpebosanuam HA

Conclusion : APPROVED /
3aknwyenne: OAOBPEHO

Checked by QC In-Charge /
HokymenT nposepeH OKK: %pv-t“}

Approved by QA In-Charge / P
OokymeHT ogobpeH OOK: ;pﬁ//

Date /

fera. S0 t9ter<

Date /

Nata: ov\O 2o S

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 40001 3. India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pemem Goa -403512
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