Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOUKAT AHAJIM3A

Page 1 0of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg [poaykr: CEHA,IIE“A’, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484165 Batch Quantity / Oobem cepun:  5843packs / ynakosok

'AR No / Ananarnuecknii ovuer Ne : ARF/266/2024 | Date of Analysis / Jata apanamza: 28.12.2024

Date of Mfg / Jara nponssoacrea:  12/2024 Date of Expiry / I'onen s1o: 11/2027

Analysis performed according ND / Anannsz nposenén no HI: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / TI N#13745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / PesyabTaTbl Specification / Hopma

Test / IlokazaTennb

1 | Description / Onucanune 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 kpyrasie TabneTku co
CKOIICHHBIMH KPasMHU OT KOPHUHEBOIO JIO TEMHO-
KOPHYHEBOTO LBETa ¢ BKparnenuamu. Ha onnoi
cropoxe Tabnerku Beiasneno cioso «CIPLA», Ha
Apyroii - TMHUA paznoMa.

2 | Identification / ITogTHHAOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpalunBaHue aMMHauHOrO pacTBOpPa B KpacHSIH
AHTPaXMHOHOBBIE TTHKO3UIbI oy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTtcrByeT chromatogram of the sample solution should
MerunnaparuapokcubeHsoar corresponds to the retention time of the principle
(BDIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
yIIepIKHBAHHSA OCHOBHOIO MHKa HA XpOoMaTorpamMme
HCIBITYEMOr0 PacTBOPA IOMYKHO COOTBETCTBOBATH
BPEMEHH YIACPXKHBAHHI OCHOBHOTO MHKa Ha
XPOMaTOrpamMMe CTaHAapTHOTO pacTBOpa
meTuanaparuapokcubensoara (pazaen
«MeTunnaparnapokcubensoar).

3 | Average weight / Cpeanss 190.40mg / 190,40mr 189.99 mg +£7.5% / 189,99 mr £7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyvanue; Mpoaykr cooTeTcTBYET Tpebosanusm HA | 3akntoyeHne: ONOBPEHO
Checked by QC In-Charge / o Approved by QA In-Charge / 7 xoP
[okymeHT nposepeH OKK: % i dokymeHT ogobper OOK: &5/
Date / Date /
Jara: 28 12 >0o0e Nata: LR 200 4
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Product: SENADE TABLETS 13,5 mg [poaykr: CEHAIIE@, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484165 Batch Quantity / Oobem cepun:  ~ 5843packs / ynaxosok

AR No / Ananntuuecknii oruer Ne : ARF/266/2024|Date of Analysis / lata ananuza: 28.12.2024

Date of Mfe / lata nponssoacrsa:  12/2024 Date of Expiry / T'onen no: 11/2027

09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Analysis performed according ND / Anann3 nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated

Ne Result / PesyabTarsi

Test / Tokazartenn

Specification / Hopma

4 | Uniformity of weight / Complies / CooTpeTcTBYeT
OIHOPOJHOCTL MO MAcce

18/20 tablets NMT = 7.5 % / 18/20 He 6onee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee + 15%

OAHOPOAHOCTb I03HPOBAHHA

5 | Loss ondrying / IToteps B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BBICY I MBAHUH
6 | Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV=353 The acceptability index forn=10 AV <LI1.

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

AV < LI1. All values of xi must satisfy the
inequality:

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

L1=150:12=250.

[Toxasartens npuemiaemocti a1 n=10 AV <L1.

B cayuae, ecnu 3HaueHue AV npesbiraer L1,
NPOBOAAT MCTIBITAHHE Ha caenyomuX 20 obpazuax.
Jnsn=30 AV < L1. Bce 3Ha4eHus Xi TOMKHDI
YIOBIIETBOPATH 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

KonuuecTseHHoe onpejeneHHe 14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnektpodoromerpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
14,08Mr/126 CEHHO3M/OB B nepecuere Ha ceHHo3na B B omHoii
Talnerke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MNpoaykr cootsercreyeT Tpebosanuam HI | 3akntouenue: ONOEPEHO

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

HokymeHT nposeper OKK: %M [okymeHT ogobpeH OOK: o s [

Date / Date /

Dara: 2% -\ Lrody Oata: 2L 122024
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484165

Batch Quantity / O0bem cepuu:

5843packs / ynakoBog

AR No / AnaanTnueckuii oruer No : ARF/266/2024|Date of Analysis / lara anannsa: 28.12.2024

12/2024

Date of Mfg / JlaTa npou3BoicTBa:

Date of Expiry / Tonen no:

11/2027

Analysis performed according ND / Anann3 nposenén nmo HJ: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / XTI N013745/01-180522, mizm. Ne 1 ot 09.07.2024

Test / IToka3zaTennb

Ne Result / PesyibTaTbl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHImaparuapokcubensoara
(BRXKX)

0.043mg/tab

0,043mr/Tab

0.028 — 0.056 mg/tab. / Or 0,028 mo 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpo0nonorayeckas 4ncToTa

10a) | Total Aerobic microbial count / 50
O6uree YUCI0 a3pOOHBIX

MHKPOOpPraHu3MoB

Not more than 10° ¢fu/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / O01ee ymucmno
[JIECHEBBIX H IPOMKIKEBBIX

rpuboB

<10

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

-
.

10¢) | Bile tolerant gram-negative
bacteria/ Y cToH4YMBBIE K
JNIeHCTBUIO JKETYH

rpaMoTpHUaTeNsHbIE faKkTepHn

Absent /OTtcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OrcyTCTBYIOT

Absentin 1 g/ OtcytetBue B I r

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OrcyrctBre B 1 1

101) | Salmonella

Absent / OTcyTCTBYIOT

Absentin 10 g /Orcyrcteue B 10 g

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

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In-Charge / ‘ﬂi/t_/_j
[okymeHT nposepeH OKK: ’

Approved by QA In-Charge / toP
OoxymeHT ogobpeHd OOK: ;Q;/

Date /

flara: 2% |2 1021y

Date /

[ara: SR SO
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Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAIE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne

484165

Batch Quantity / O6nem cepun:

5843packs / ynakosox

AR No / Ananurngecknii otder No

: ARF/266/2024

Date of Analysis / Jata ananunza: 28.12.2024

Date of Mfg / laTa npousBoacrsa:

12/2024

Date of Expiry / I'ogen fo:

11/2027

Analysis performed according ND / Ananu3 nposenén no HJ{: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzam. Ne 1 ot 09.07.2024

Ne

Test / [MokazaTeanb

Result / Pesyasrarst

Specification / Hopma

11

Package / VnakoBka

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. / I'lo 20 TabneTok B
GaucTep M3 MIeHKH
l'lDJ'EHBHHHIIXJ]OpLUlHOﬁ
(nonuaTHICHOBOIH/
NOJMBUHHIHACHXIOPHIHOI) H
amomunuesoii Gonsru, mo 25
BAMCTEPOB B KAPTOHHYIO Navyky
¢ BiOMeHHEM 25 HHCTpYKLUMi
Mo NPHMEHEHUIO.

Package / Ynakosxka - 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 OAHCTEp U3 MIEHKH TPEXCNOiHOM
(MBX/TIS/MIBJX) 1 amomuHuesoii dgonsru, [To 2
uny 3 61HMCTepa BMECTE C MHCTPYKLMEH 10
MPHMEHEHHIO B KapTOHHY10 nayky. I'To 20 TaGnetok
B 6JIMCTEp W3 MICHKH MOJMBHHHITXIOPHAHOMH
(nonu3THAEHOBOH / MOMHBHHUNH I HXIOPHAHOI) H
aIOMMHHEBOH (oabry, no 25 GaucTepos B
KapTOHHYIO MAYKy C BIOXKEHHEM 25 MHCTPYKUMI 1Mo
NPHMEHCHHIO

12 Labeling / MapkunpoBka According to ND /
B coorseTcTBHM ¢ H/T
I3 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMneparype e
XpaHeHus Bolwe 25 °C.
14 Shelf life / Cpox rognoctu 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTeeTcTByeT Tpebosanuam HO

Conclusion : APPROVED /
3akntoveHue: OOOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / -
HNokymeHT nposepeH OKK: "ﬁ‘”‘p HokymeHT onobpeH OOK: @Ef—’
Date / Date /

[ara: % 1oy [ata: 2B -2 RO A
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