Cipla

N CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIH3A

Page1 of4 /Crp. 1 u3 4

Product: SENADE TABLETS 13.5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepust Ne: 485006 Batch Quantity / Oobem cepun:  5850packs / ynakoBok
AR No / AnanuTnueckuii oraer Ne : ARF/015/2025|Date of Analysis / Jlata anannza: 18.01.2025
01/2025 Date of Expiry / Tonen no: 12/2027

Date of Mfg / Jlata npousBoscTBa:

Analysis performed according ND / Ananus nposeaén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesynbTaTs!

Test / TlokazaTenb

Specification / Hopma

I | 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. / ITnockue kpyribie TabaeTku co
CKOIICHHBIMH KPasMH OT KOPUIHEBOTO 10 TEMHO-
KOPHYHEBOTO 1BETa € BKpamieHusaMu. Ha oxHoii
cTopone TabieTkH BblaaeneHo cnoso «CIPLA», Ha
Apyroit - THHAA pa3noma.

2 Identification / TToamHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CooTBeTcTBYET OkpawnsaHue aMMHaYHOTO pacTBOpa B KPacHbIi
AHTPaXMHOHOBBIE TJIHKO3H/IbI o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTtcTByET chromatogram of the sample solution should
MetunnaparuapokcubeHzoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHUBAHHA OCHOBHOTO MHKA HA XPOMATOTPaAMME
HCIIBITYEMOTO PacTBOPA AOMAHO COOTBETCTBOBATE
BPEMEHH YAEPIKHBAHHS OCHOBHOTO IMHUKa Ha
XPOMATorpaMme CTaHAAPTHOTO PacTBOpa
MeTHuanaparuapokcubensoara (paszuen
«Metunnaparuapokcubensoar).

Average weight / Cpennss
macca

(8]

186.37mg / 186,37mr

189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks ;: The Product conforms to ND/
Mpumeyvanue: MNpogykr cooTsetcTayeT Tpebosarnuam HI

Conclusion : APPROVED /
3akntoueHue: OQOBPEHO

Checked by QC In-Charge / 7’£/b“f"

[okymeHT npoeepeH OKK:

Approved by QA In-Charge /
[lokymeHnT ogobper OOK:

S

Date /

Oara: L&. O Lort™

Date /

ﬂa-ra; \ % <O \ i IO‘Z«S
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Cipla

N CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page2 of 4 /Ctp.2 uz 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHA,

*, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 485006 Batch Quantity / O6wem cepun:  5850packs / ynakopok
AR No / Apanurnyecknii oruer Ne : ARF/015/2025|Date of Analysis / lata anannza: 18.01.2025
Date of Mfg / lara nponssoncrsa:  01/2025 Date of Expiry / Togen no: 12/2027

Analysis performed according ND / Ananns nposeaén mo HJI: IT N313745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nzm. Ne 1 ot 09.07.2024

Test / TlokasaTens

No Result / PeayabtaTst

Specification / Hopma

4 | Uniformity of weight /
OpHOposHOCTE MO Macce

Complies / CooTseTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee =+ 7,5
%
2/20 tablets NMT £15% / 2/20 "e 6onee + 15%

OnHOPOAHOCTh I03HPOBAHHUS

5 | Loss on drying / [Toteps B 1.8% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BBICYLITHBAHUH
6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cennoznmos uepes 120 mun
7 | Uniformity of Dosage units / AV=64 The acceptability index forn=10 AV <L1.

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:

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

L1=15.0;L2=25.0.

[Moxaszarens npuemnemoctd 1is n=10 AV < L1,

B cnyuae, ecnm 3snauenue AV npesbimaer L1,
MPOBOAAT HCMbITAHKE Ha crepyowmx 20 obpasuax.
Hns n=30 AV < L1. Bce 3HaueHust Xi JODKHBI
YIOBIETBOPATL HEPABEHCTBY:

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

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KonuuectBennoe onpenenenue
(CnexktpodoTomerpust)

13.98mg/tab /

13,98mr/1ab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B MepecyeTe Ha CEHHO3M/I1 B B 0qHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanume: Mpogykr cooTseTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwyenue: OOOBPEHO

Checked by QC In-Charge / £ 0=5
HokymeHT nposeper OKK: .

Approved by QA In-Charge /

7
DokymeHT ogoGpeH OOK: %ﬁ@

Date /

- « 2o S
[aTta: L8201 e

Date /

: \60\ 2025
[aTa:
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Cipla

. CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Page 3 of 4 /Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepust Nz : 485006

Batch Quantity / Oobem cepun:  5850packs / ynakosox

AR No / AnaanTraeckuii oruer Ne : ARF/015/2025|Date of Analysis / {ara anaauza: 18.01.2025

Date of Mfg / lata nponseoacrsa:  01/2025 Date of Expiry / I'onen no: 12/2027

Analysis performed according ND / Anaaus npesenén no HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyasTaTthbl Specification / Hopma
Test / IlokazaTenb ‘
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tabd.
parahydroxybenzoate(HPLC)/
Conepaanue
MeTuinaparuapokcudensoara 0,042mr/1a6
(B2IXKX)

10 | MICROBIAL LIMIT TEST/ Mukpofuonoruieckas 44cT0Ta

10a) | Total Aerobic microbial count /
O6uiee unuco aspodHbIX
MHKPOOPraHM3MOB

50 i 4
Not more than 10 cfu/ ¢ / He Gonee 10° /r

10b) | Total combined yeast and mould
count / Obiiee yucio
TIIECHEBLIX M IPOJKIKEBBIX
rpudos

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

<10

N

10¢) | Bile tolerant gram-negative
bacteria/ Ycroliunsbie K
JIEACTBHIO KETUH
rpaMoTpHIaTebHble GaKTepuu

Absent /OTCyTCTBYIOT Not more than 107/ g / He Gonee 10% /r

104d) | Staphylococcus aureus

Absent /OtcyTCTBYIOT Absent in 1 g/ Otcyrctaue B I T

10 ¢) | Escherichia coli

Absent /OtcyTcTBYIOT Absentin 1 g/ OtcyrctBue B 1 1

100 | Salmonella

Absent / OTcyTCTBYIOT Absent in 10 g / OrcytcTeue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpoaykr coorsercTByeT Tpebosanuam HI | 3aknioueHue: OOOEPEHO

Checked by QC In-Charge / :71@ 9 Approved by QA In-Charge /

[NokymeHT nposepeH OKK: o NokymeHT ogobpeH OOK: %ﬁﬁ
Date / o i Date / - ;

[arta: {5 Bh Lely Jara: \Reds po2s
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJTU3A

Paged4 of 4 /C1p. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

485006

Batch Quantity / O6bem cepun:

5850packs / ynakoBok

AR No / Anannrayecknii oryer Ne : ARF/015/2025

Date of Analysis / Jara anamuza:  18.01.2025

Date of Mfg / JlaTa npou3soacTsa:

01/2025

Date of Expiry / I'ogesn go:

12/2027

Analysis performed according ND / Ananus nposeaén no HJ: IT NO 13745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThbl Specification / Hopma
Test / [TokasaTens
11 | Package / YnakoBka Package / Vnaxoska - 20 tablets |Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer 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 leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 TabneTok B 25 patient information leaflets in a carton. / ITo 20
Gnucrep U3 MIEHKH TabneTok B OMUCTep M3 MIEHKH TPEXCII0iiHOM
MOJIUBHHHTXIOPHIHO M (MBX/MID/MIBJIX) n amomunuesoit onera. ITo 2
(nonuaTHIEHOBOH/ uny 3 6rucrepa BMeCTe ¢ MHCTPYKLMEH mo
NOMMBHHIIMACHXTOPUHOI) ¥ |NPHMEHEHHIO B KapToHHyIo nauky. [To 20 Tabnetok
ATIIOMHHKEBOI Qonbru, 1o 25 B GMCTEp H3 TUIEHKH MOTHBHHHIIXIOPHAHOI
GITUCTEPOB B KAPTOHHYIO Nauky |(MOMM3THACHOBOIT / NONMBUHUIHACHXIIOPHANOI) H
C BIOKEHHEM 25 MHCTPYKUMH AMOMHHKUEBOH (oabri, no 25 G1McTepoB B
TIO MPUMEHEHHIO. KAPTOHHYIO MAuKy C BNOKEHUEM 25 HHCTPYKLHi no
TIPUMEHEHHIO. «

12 Labeling / MapkupoBka According to ND /
B coorseteteyn ¢ HJT

13 Storage conditions / Ycnosust In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temneparype e

XpaHeHHs Bbitne 25 °C.
14 | Shelf life / Cpok roguocTu 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeuanne: MpoaykT cooTeeTcTayeT Tpebosanuam HI

Conclusion : APPROVED /
3axkntouenune: OJOBPEHO

Checked by QC In-Charge /
[NokymeHT nposepeH OKK: f’f.fac}p

Approved by QA In-Charge / <
[okymeHT onobper OOK: @ﬂ\‘/

Date /

R N,
[ata: \ 8 i

Date /

[ara: 1§ ol 2025
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