Cipla

CERTIFIiCATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

.

Pagelof 4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHANE", TABJETKH 13,5 mr

Batch No / Cepus No ;. 484094

Batch Quantity / Odnem cepun:

5845packs / ynakoBok

AR No / Ananutuucckuii oruer Ne : ARF/178/2024 | Date of Analysis / iata anaanza: 03.10.2024

Date of Mfg / Jiata npoussoactBa:  09/2024

Date of Expiry / 'ongen no:

08/2027

Analysis performed according ND / Anann3 nposeaén no H/(: IT NG13745/01-180522, amend No. 1 dated
09.07.2824 / 1T N§13745/01-180522, m3m. Ne 1 o1 09.07.2024

Test / [TokasaTennb

Ne Result / PesyabTarst

Specification / Hopma

1 | Description / Onucanue

Complies / CoorsercTByeT

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. I't has CIPLA
monogram embossed on one side and central break-
line on the other. / [Tnockue kpyrisie TabreTku co
CKOMIEHHBIMHU KPaAMU OT KOPUYHEBOTO 10 TeMHO-
KOPHYHEBOTO LBeTa ¢ BKpamieHuaMu. Ha oxHoi
cropose TabneTku BuiaasneHo cnoso «CIPLA», Ha
Apyroii - NHHHUA pasnoma.

2 Identification / IToxnuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercTByeT OxpalinpaHue aMMHMaqHOTO pacTBOpa B KPACHBIH
AHTPaXUHOHOBbIE MJIHKO3HIBI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootBeTcTBYET chromatogram of the sample solution should
MetunnaparuapoxkcubeHsoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpewms
YAEpIKHBAHUA OCHOBHOIO MUKA HA XPOMAaTOrpamMmme
HCOBITYEMOTO pacTBOpa A0HKHO COOTBETCTBOBAThL
BpEMEHH YIeKHBAHHSA OCHOBHOTO TIHKA Ha
XpoMarorpammMe CTaHAapTHOTO pacTBOpa
MeTunnaparuapokcnbensoara (pasmaen
«MeTunnaparuapoxcudensoar).

3 | Average weight / Cpennss
macca

189.78mg / 189,78mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cootsercTayeT Tpebosaruam HA

Conciusion : APPROVED /
3aknroyenue: OQOBPEHO

Checked by QC In-Charge /| ¢~ <&
HokymeHT nposepeH OKK: (\}‘p

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

-

Date/ © 3\v.2=
[fara: 3 i

Date /

O0y.jo-202!
[aTta: A H
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CERTIFICATE OF ANALYSIS
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CEPTHOHKAT AHAJTH3A

Cipla

Page2 of 4/ Crp.2 34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHA)IE@, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484094

Batch Quantity / O6nem cepun:

5845packs / ynakosox

AR No / Anaauruuecknii orser Ne : ARF/178/2024

Date of Analysis / lata ananusza: 03.10.2024

Date of Mfg / lata npon3Bo/cTBa:

09/2024

Date of Expiry / I'ogeii fio: 08/2027

Analysis performed according ND / Auanus npopeaén no HJL: T N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 oT 09.07.2024

Ne

Test / Tloxa3aTens

Result / PesynbTaThl

Specification / Hopma

Uniformity of weight /
OIHOPOAHOCTE MO Macce

Complies / CooTBeTcTRyET

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

Loss on drying / [Toteps B 2.1%

Macce NPH BLICYIIHBAHHHU

NMT 6.0 % / He Gonee 6,0 %

Dissolution / 77-89%

Pacrpopenne

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunor uepes 120 mux

Uniformity of Dosage units / AV=5.1

OnHOPOAHOCTb A03HPOBAHMS

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 < LI. All values of xi must satisfy the
inequality:

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

L1=15:0; L2 =2540.

MoxazaTens npuemaemocti ang n=10 AV < L1.

B cnyuae, ecnu 3Hauenue AV npesbrmaet L1,
MPOBOAAT MCIbITAHME Ha caeayromuX 20 obpaszuax.
Jins n=30 AV < LI1. Bce 3HaueHus Xi J0JDKHBI
YIOBIETBOPATH HEPABEHCTBY:

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

L1 =15/0; L2 =25,0:

Assay (Spectrophotometry)
KonuuecTBenHoe oOmpeaeneHune
(CrnexTpodoTomMeTpHs)

14.08mg/tab /

14,08Mmr/Tab

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 mo 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3MOR B NepecyeTe Ha ceHHo3MA B B oaHoi
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTeeTcTBYET TpebosaHuam HIl

Conclusion : APPROVED /
3aknrouenune: OOOBPEHO

NokymeHT nposepeH OKK:

Checked by QC In-Charge / ({\g)@”

Approved by QA In-Charge /
HokymeHT ogobper OOK:

i

Date /
[ara:

ﬁg.\n.un_u\

Date /

fara.  ZU~lo-2024
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIU3A
Page3 of 4/Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg [ponykr: CEI—IA)],E®, TABJIETKHU 13,5 mr
Batch No / Cepun Ne: 4840594 : Batch Quantity / Oobem cepun:  5845packs / ynakoBok
AR No / AnannTuuecknii oruer Ne : ARF/178/2024|Date of Analysis / JlaTa anannza: 03.10.2024
Date of Mfg / Jlara npoussoncrea:  09/2024 Date of Expiry / T'ogen no: 08/2027

Analysis performed according ND / Ananns nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3s. Ne 1 ot 09.07.2024

No Result / PesynbTaTh Specification / Hopma

Test / Ilokaszareib

9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepianue '
MeTHINapardapokcubeH3oara " 0,040Mr/Tab
(BDXX)

10 | MICROBIAL LIMIT TEST/ MukpoGHo10orayeckas 44cToTa

10} | Total Aerobic microbial count /
O61wee urcno a3poGHLIX 30 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPTaHM3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Ob1uee yucno <10
MJICCHEBBIX M APOKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBytOT Not more than 107/ g / He 6onee 10° /r
bacteria/ Ycroiiunssie K
NEHCTBHIO KeTuu
rpaMOTPHLATENbHBIE GaKTEPHHU

10d) | Staphylococcus aureus Absent /OTcyTeTBYIOT Absentin 1 g/ OtcyTeTBHE B | T
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ Orcyrersne B 1 r
10f) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / Orcytcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cootBeTcTByeT Tpedosanuam HI | 3akntoyeHue: ONOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
LokymeHT npoeepeH OKK: LokymeHT ogobpeH OOK: %’-ﬁ/\b/
Date/ : Date /

A\O i Le -{g-
fara: S0 Lty Qara:  JW-l0-2-024

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
i CEPTHOUKAT AHAJIH3A

Page40f 4/ Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepnst Ne: 484094

" |Batch Quantity / OGzem cepun:

5845packs / ynaxosox

AR No / AsanuTuuecknit oruer Ne : ARF/178/2024

Date of Analysis / Jara ananuza: 03.10.2024

Date of Mfg / lata nponsseacrea:  09/2024

Date of Expiry / T'onen go:

08/2027

Analysis performed according ND / Ananns nposeaén mo HJI: IT N0¢13745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / TlokasaTe/b
11, | Eackeies - Yninsa ilazk{;%:téggjggi?a ~@Ditablats Package / Ymakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-lgyer PVC/PE/EVDQ film arEd aluminum foil. 2
aluminum foil. 25 blisters with | °F 3 blisters and a patient mformauor] leaflet in a
25 patient info’rmation leaflets in s AL TRl 2 bhs?er madt? o PV(.: o
& eatiisin, 710 20 SHSIERAR S /PE/PW‘JDC‘ film anq alummum_fml, 25 blisters with
GmcTep M3 TeHKK 25 patient information leaflets in a cartorl. / I:Io 20
e TabneTok B GNUCTEp U3 MNEHKK TpeXcnolitoli
-y (IMBX/TI2/MBIIX) u antomunuesoit donsru. [To 2
MONMBHHHI X IOPHAHOH) 7 unu 3 6nucTepa BMeCTe ¢ MHCTPYKIIMEH mo
anoMEREBOH BTN, 110 25 NPHMEHEHHIO B KapTOHHYI0 nayky. [To 20 rabnerok
GIHCTEPOB B KapTOHH},”}O — B briucrep u3 TUICHKH TOJIMBUHHIIXJIOPUAHOH
¢ BNOWeHHEM 25 MECTpyKHil (monUITHAEHOBOMH / IOMUBUHHIIEHXIIOPHAHOMH) 1
10 NPUMEHEHHIO. anOMHHIEBOI (Gonbry, no 25 Gnuctepos B
KapTOHHYIO MAUuKy ¢ BAOXKEeHUEeM 25 MHCTPYKLUHI 10
NPUMEHEHNIO.
12 | Labeling / Mapkuposka According to ND /
B cootBeTcTBun ¢ H]J
13 Storage conditions / YcnoBust In a dry place, at temperature below 25 °C. / B cyxoM mecTe npu TeMmneparype He
XpaHeHuA Bpiwe 25 °C.
14 | Shelflife / Cpok romHocTH 3 years / 3 roja

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTBYET TpebosaHusm HO

Conclusion : APPROVED /
3aknwyedue: OJOBPEHO

[okymeHT npoeepeH OKK:

Checked by QC In-Charge / @

Approved by QA In-Charge /
[HokymeHT ogobpeH OOK:

B

Date /

04.\v 221y

Hara:

Date /
Oarta:

O -{0~2.02%4
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