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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTM3A

Page 1 of 4/ Ctp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfg / laTa npou3ssoacTea:

Batch No/ Cepun No: 484025 Batch Quaatity / O6bem cepun:  5847packs / ynakosok
AR No / AnannTrueckHii otuer Ne: ARF/082/2024iDate of Analysis / Jlara avann3a: 21.06.2024
06/2024 Date of Expiry / T'oaen ao0: 05/2027

Analysis performed according ND / Ananni nposeaén no HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N0O13745/01-180522, n3m. Ne 1 o1 (9.07.2024

Ne Result / PeayabTaTh Specification / Hopma
Test / MokazaTens
1 Description / OnucaHue 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. / [Inockue kpyrible TabneTKH co
CKOLEHHBIMM KPasAMHK 0T KOPHUHEBOTO 10 TEMHO-
KOPHYHEBOTO LIBETa ¢ BKparUleHHaMU. Ha oanoii
cTOpoHe TabneTkH BblnasaeHo cnoso «CIPLAy, Ha
IpYro# - THHKA pasioma.
2 | ldentification / [ToAnHHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTRYET OkpaluHpaHie aMMHAYHOTO PacTBOpa B KpPacHBIH
AHTPaxHHOHOBLIE TNUKO3HLI
LUBET,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTRYET chromatogram of the sample solution should

MerunnaparuapokcHoeHIoaT
(BKX)

| corresponds to the retention time of the principle

- peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yIepKHBAHUSA OCHOBHOTO ITHKA HA XpOMaTorpamme
MCMBITYEMOr0 PACcTBOPA AOKHO COOTBETCTBOBATH
BpeMEHH Y IeDXKHBAHHA OCHOBHOIO NMHKA Ha
XpoMaTorpaMme cTaHZapTHOTO pacTeopa
MeTHNTaparuapokcubeH3oara (pa3aen
«MeTtunnaparuapokcudeHzoarT).

3 | Average weight / Cpenuas
macca

186.53mg / 186.53mr

189.99 mg +7.5% / 189.99 Mr =7.5%

Remarks . The Product conforms to ND/
Npumevanune: Npoaykr cooTeeTcTBYET TpeboBarnam HI

Conclusion : APPROVED /
Jaknwuenune: OQOBPEHO

Checked by QC In-Charge /
LlokyMeHT nposepeH OKK: = &b

Approved by QA In-Charge /
HokymenT ogo6pen OOK:

F—

Date /

Oata: =2-9-0T ot

Date /

g . . z
fara 2-9 -0 2ol
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUO®UKAT AHAJIH3A

Page 2 of 4/ Ctp. 2 n3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepns Ne : 484025 Batch Quantity / O0bem cepun:  5847packs / ynakosok

AR No / AnanuTtudeckuii orger Ne : ARF/082/2024|Date of Analysis / Jara anannza: 21.06.2024

Date of Mfg / lara npoussoactBa:  06/2024

Date of Expiry / 'oaen ao:

05/2027

Analysis performed according ND / Ananu3 nposexén mo HJ1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

N Result / PeayirTathbl Specification / Hopma
Test / TlokazaTenn

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne donee + 7.5
(HOPOAHOCTL TI0 MACCE %

2/20 tablets NMT +£15% / 2/20 ne Donee + 15%

5 | Loss ondrying / [oTeps B 1.9% NMT 6.0 % / He Gonee 6.0 %

Macce MPH BbICY INBAHHH

6 Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTeOpeHHe He menee 70 % (Q) cennosnaos yepes 120 MuH

7 | Uniformity of Dosage units / AV =57 The acceptability index forn= 10 AV <L1.
QnHOPOTHOCTH N03UPOBAHKS 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;1L2=25.0.

Mokazatens npueMneMocTt A1 n=10 AV < L1,

B cnyuae, ecoiv 3HavenAue AV npesbiaer L1,
NPOBOIAT HCMBITAHKE Ha ceayrownx 20 obpasuax.
s n=30 AV < L1. Bce 3HaueHHA Xi A0MKHBI
Y0BRCTBOPATE HEPABEHCTBY:

IM-xit < 0,01 = L2 x M.

L1 =150;L2=250.

8 | Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTBeHHOE OMpeneieHHe 14.14 mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnekTpohoToMeTpis) Ot 12,15 10 15,53 mr {07 90,0 00 115.0 %)

14.14Mr/Tab CEHHO3MII0B B MIepecyeTe Ha CEHHO3MA B B onnoi
t TabneTke.

Remarks : The Product conforms to NDY
Mpumeyanue: Mpogykr cooTBeTCTBYET TpeboBaHuaM H

Conclusion : APPROVED/
3aknwuenue: OOOBPEHO

Checked by QC in-Charge / "
DokymeHT npoeeped OKK: ’_6 L“?

[

Approved by QA In-Charge /
NokymeHnT ogobpeH OOK:

-

Date /

1. . PR
flara: 2. CT.»e i

Date /

Dara: 1a-07. 2024
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTUHOUKAT AHAJTU3A

Page 3 of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE", TABJAETKH 13,5 mr

Batch No / Cepua Ne: 484025

Batch Quantity / O6bem cepnu:

5847packs / ymakoBok

'AR No / AnaaaTuuecknii otwer Ne : ARF/082/2024 Date of Analysis / Jara asanuia: 21.06.2024

06/2024

Date of Mfg / laTta npoun3BoiacTsa:

Date of Expiry / 'onen no:

05/2027

Analysis performed according ND / Ananna nposenén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Moka3zaTeib

No Result / PesyabsTaTsi

Specification / Hopma

9 | Content of Methyl 0.04 1mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepwanue
MeTHinaparuapokcubensoara 0.04 | Mr/Tab
(BIXX)

10 | MICROBIAL LIMIT TEST/ MukpofHoiioruueckas YucToTa

108} | Total Aerobic microbial count /
Obwee yHcno adspolHbIX 40

MHKPOOPTaHU3IMOB

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

10b) | Total combined yeast and mould
count / Obuiee 4Hco
TIECHEBBIX H JPOHGKEBBIX

rpubos

<10

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

10¢) ;| Bile tolerant gram-negative
bacteria/ YcToiiuHBLIE K
AeHCTBHIO WeM4H

rpaMoTpHLATEbHbIE OaKTEPHH

Absent /OTCYTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin | g/ OtcytcTBue B I 1

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin | g/ OrcytctBue B I 1

100 | Salmonella

Absent / OrcyreTeyror

Absentin 10 g / Oreyteteue 8 10 g

Remarks . The Product conforms to ND/
Npumeuanue: Npoaykr cooreeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3anovenne: OOBPEHO

Checked by QC In-Charge /
DokyMeHT nposeper OKK: 2R

Approved by QA In-Charge /
HokymenT onobpen OOK:

T~

Date /

fara;, =F-©°T Lol

Date /

[aTa: 2-1-00 oy

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIM3A

Page 4 of 4/ Ctp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepnn Ne; 484025

Batch Quantity / O0bem cepun:

5847packs / ynakopox

AR No / Ananutveckuii otuer No : ARF/082/2024 | Date of Analysis / Jata ananmuza: 21.06.2024

06/2024

Date of Mfg / Jara npon3BoacTha:

Date of Expiry / I'oaen go:

05/2027

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

Ne Result / PesyabTaTh

Test / [TJokazaTean

Specification / Hopma

Il | Package / Ynakoexa
in a blister made of

OAMCTED U3 MAEHKH

(nonusTUNEHOBO/

NO NPUMEHCHHUIO,

Package / Ynakoeka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I[To 20 rabnetok B

NOJHBUHHAXJOPHAHOH

NOJHBHHHILICH XJIOPUIHOIT) 1
ATHOMUHUEBOHR (OJIBIM, 1O 25
BauCcTepoB B KAPTOHHYIO MAuky
€ BJIOWKEHNEM 25 HHCTPYKUMI

Package / YnakoBka - 20 tablets in a blister made of
three-layer PYC/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. / [To 20
TabneTox B GaAMCTEP W3 NIEHKK TpeXcoiinoi
(MBX/ITMBAX) v antoMuHuesoil donsru, o 2
WK 3 DaMcTepa BMECTe ¢ MHCTPYKLMEN no
MPHMEHEHHUIO B KAPTOHHYHO nadky. Ilo 20 rabaetox
B ONHCTEP 13 ONEHKH NOIHBHHWIXIOPHIHON
(MOAM3THIEHOBOI / NONMBHHHITIEHXJIOPHIHOH) 1
ANOMHHHEBOH (Dostbry, no 25 Snuctepos B
KapTOHHYIO NAYKY C BNOWKEHHEM 25 UHCTPYKUMIA 1O
APUMEHEHHID.

12 Labeling / Mapknposka According to ND /

B coorBercTBUMM ¢ H]

13 Storage conditions / Vcnoeus

XpaHEeHUs Bbiwwe 25 °C.

Ina dry place, at temperature below 25 °C. / B cyxom mecTe npu TemnepaType He

14 Sheif life / Cpox rogHocTu 3 years /3 roma

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykT cooTeeTcTBYET TPeboBaHwam HJ

Conclusion : APPROVED /
3aknwvenue: ONOBPEHO

Checked by QC In-Charge / £
HokymeHT nposepex OKK: g:e/{,y

Approved by QA In-Charge /
fokymeHT ogobpen QOK;

=

Date /

.07, e
Hata:

Date /

fata; 2+ 90 oM

FMQC003-15-09
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