Cipla

CERTIFICATE OF ANALYSIS
4 CEPTH®UKAT AHAJIU3A
Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepusa Ne : 485054 Batch Quantity / Oobem cepun:  5849packs / ynakosok
AR No / Asanaruueckuii oruer Ne : ARF/079/2025 |Date of Analysis / laTa anaan3za: 17.03.2025
Date of Mfg / Jlara npon3Boacrsa:  02/2025 Date of Expiry / I'ogen go: 01/2028

Analysis performed according ND / Ananu3 nposenén 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 / PesyabpTaThl Specification / Hopma

Test / Ilokazatensb

1 | Description / Onucanue 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. / Tnockue KpyrJible TabneTkH co
CKOIIEHHBIMH KPasiMH 0T KOPHYHEBOrO 10 TEMHO-
KOPMUYHEBOro LBeTa C BkparneHussMH. Ha onHoi
cropone Tabnetky BbiaasneHo cnoso «CIPLA», na
Jpyro#i - THHHUA pasjioma.

2 Identification / ITognuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpaiuuaHie aMMHAYHOTO pacTBOpa B KpacHbld
AHTPaXHHOHOBbIE IIMKO3HIbI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTunnaparuapokcibersoar corresponds to the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKUBaHUA OCHOBHOIO MMKA HA XpOMaTorpaMMe
MCTBITYEMOTO PAaCcTBOpa AOKHO COOTBETCTBOBATE
BPEMEHH YIepXKHUBAHHA OCHOBHOI'O NHKA Ha
XpOMaTorpaMMme CTaHAapTHOTO pacTeopa
MeThinaparnapokcubensoara (paszen
«Mertunnaparuapokcubensoar).

3 | Average weight / Cpennas 191.63mg / 191,63mr 189.99 mg +7.5% / 189,99 mr +7.5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooTBeTcTBYET Tpebosanuam H | 3aknioyeHue: OOOBPEHO
Checked by QC In-Charge /  _. F Approved by QA In-Charge /
HokymeHT npoeepeH OKK: o-"J/J HokymeHT ogobpeH OOK: %
Date/ 7 .02 . 2024 Date /
Jara: i [ara: \ 032025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A
- Page 2 of 4/ Crp. 2 u3 4

-

Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHA}_IE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 485054

Batch Quantity / O6nem cepumn:

5849packs / ynakoBox

AR No / AsanaTagecknii oruer Ne : ARF/079/2025

Date of Analysis / lara anaausa: 17.03.2025

Date of Mfg / lata npoussoacrsa:  02/2025

Date of Expiry / 'oaen no: 01/2028

Analysis performed according ND / Ananus npoeeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaTbl Specification / Hopma
o Test / loka3aTens

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OpHOPOAHOCTS 10 Macce %

2/20 tablets NMT +15% / 2/20 He Oonee + 15%

5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He Gonee 6,0 %

Macce MPH BbICYLHBAHHH

6 | Dissolution / 83-100% NLT 70 % (Q) of sennosides in 120 minutes
PactsBopeHue He menee 70 % (Q) cennozunos depes 120 MHH

7 | Uniformity of Dosage units / AV=54 The acceptability index forn =10 AV <L1.
OnHOPOIHOCTh 103UPOBAHUA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=230

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

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

L1 =15.0; L2=25.0.

[Toka3arens npuemaeMmocT s n=10 AV <LI.

B cnyuae, ecnu 3nauenue AV npessitaet L1,
MPOBOAAT HCNbITAHUE HA clefyrolnx 20 obpasuax.
Ilnsa n=30 AV <LI. Bce 3HaueHMs Xi A0S HbL
YJOBNETBOPATE HEPABEHCTRY:

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

L1 =15,0; L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTBeHHOe OMpeneneHue | 14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTpus) Ot 12,15 po 15,53 mr (ot 90,0 no 115,0 %)

14,01mr/126 CEHHO3M/IOB B NEPECeTe Ha CEHHO3MA B B onnoii
TabJeTKe.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooreeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OJOBPEHO

Checked by QC In-Charge / %/w

LokymeHT npoeepeH OKK:

| DokymeHT ogobpex OOK:

Approved by QA In-Charge /

e

Date /

[lata: 1T 02 Loy~

Date /
[aTa:

(032029
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJIU3A

Page 3 of4 /Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

ponyxt: CEHAJIE”, TABJIETKH 13,5 mr

Date of Mfg / JlaTa npou3BoacTBa:

Batch No / Cepust Ne : 485054 Batch Quantity / O6bem cepun:  5849packs / ynakoBok
'AR No / ArasmTauecknii oruer Ne : ARF/079/2025 | Date of Analysis / lara anaansza: 17.03.2025
02/2025 Date of Expiry / T'onen no: 01/2028

Analysis performed according ND / Ananu3 nposenén mo HJ/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / lToxaszaTens

Result / PesybTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHITIaparuapokcuben3oara
(BOXKX)

0.04 1mg/tab

. 0,041mr/1ab

0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/rad.

10 | MICROBIAL LIMIT TEST/ MukpoGuosnoryueckas 4ucToTa

10a) | Total Aerobic microbial count / 20
O61uee 4rcio a3pobHBIX

MHKPOOpPraHu3smoB

Not more than 10° cfu/ g / He 6omee 10* /r

10b) | Total combined yeast and mould
count / OG1uee 4ucno
IECHEBBIX M IPOHCKEBBIX

rpudos

<10

Not more than 107 cfu/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToituuBbie K
NEeHCTBHIO WKellun

rpamoTpuLaTebHbie GaKTepHu

Absent /OTCYTCTBYIOT

Not more than 107/ g / He Gonee 10 /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcytctBue B 1 1

10e) | Escherichia coli

Absent /OTCyTCTBYIOT

Absent in [ g/ OtcytctBue B I T

109) | Salmonella

Absent / OTCYTCTBYIOT

|
Absent in 10 g / OtcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Npumeuanue: Npogykt cootseTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3akntouenune: OOQOBPEHO

Checked by QC In-Charge / 45{),‘,9

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: NokymeHT opobper OOK: % i
Date / i Date /

i . 02
Tlare: \T-0d 22 Nata. \9-02-2025
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 485054 Batch Quantity / O6bem cepun:  5849packs / ynakosok
AR No / Anaauragecknii oruer Ne : ARF/079/2025|Date of Analysis / Iara ananuza: 17.03.2025
02/2025 Date of Expiry / I'onen no: 01/2028

Date of Mfg / lara npousBojcTsa:

Analysis performed according ND / Ananu3 mposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne

Test / Noka3zaTennb

Result / PesyabTaTsi

Specification / Hopma

11

Package / YnakoBka

Package / Vnakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Ilo 20 TaGneTok B
6aucTep M3 NIEHKH
MOJIHBUHUIIXI0PHAHOH
(MoMMATHIEHOBOI/
MOJMBUHWIHACHXITOPHAHOI) U
alOMHUHUEBO# (onbru, no 25
ONHCTEPOB B KAPTOHHYIO MayKy
C BIIOWEHHEM 25 WHCTPYKLUHH
M0 MPUMEHEHHIO.

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. / ITo 20
TabneTok B 61MCTEP M3 MIEHKH TPEXCOHHO#
(MBX/M3/MBJX) u amomutueBoii ponbru. [To 2
1 3 GiMcTepa BMECTE ¢ MHCTPYKLMe 1o
NpUMEHeHUI0 B KapToHHYI0 nayky. [1o 20 tabnetok
B GIMCTED U3 TUIGHKH NOJMBUHKIXIOPHAHO#M
(MONUITHIEHOBOH / MONMBHHUIHAEHXTOPHAHON) 1
amoMUHHeBOH Gonbry, no 25 61uctepos B
KapTOHHYIO MauKy ¢ BNOKEHUEM 25 HHCTPYKUMI no
NIPHMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B coortserctBumn ¢ HJ{
13 Storage conditions / YciloBHsA In a dry place, at temperature below 25 °C. / B cyxom mecTe NIpd TeMnepaType He
XpaHeHHUs Bbune 25 °C.
14 | Shelf life / Cpok ronHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cooTeeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

_»
=*c'>7:/t.

e

NokymeHT nposepeH OKK: [okymeHT opobpeH OOK:
Date /
B:E:l (T 94, 2008 ﬂ:.r: (§-03.2025
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