Cipla

. CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

-

Page 1 0of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Tipoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Date of Mfg / laTa npon3eojacrea:

Batch No / Cepun Ne: 484131 Batch Quantity / O6sem cepun:  5848packs / ynaxoBok
AR No / Anasnruuecknii oruer Ne : ARF/222/2024|Date of Analysis / lata ananuza: 19.11.2024
11/2024 Date of Expiry / T'ogen no: 10/2027

Analysis performed according ND / Ananu3s nposenéu nio HJT: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / MMoxazarenn

No Result / PesayabTathl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsetcTayer

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. / Tlnockue kpyribie TabneTkn co
CKOLIEHHBIMH KPAsMH OT KOPHYHEBOTO A0 TEMHO-
KOPUYHEBOTO [[BETA ¢ BKpanneHuaMu. Ha oarof
cTopoHe TabneTku BolaasieHo cinoso «CIPLA®, Ha
JIpYroii - IHHUS pasnoMa.

2 Identification / ITogauHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET Okpawmsanne aMMHa4HOrO PacTBOPa B KPacHblii
AHTPaxXHHOHOBbLIE TTHKO3M/IbI il
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MertunnaparuapokcubeHzoaT corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHKHUBAHUA OCHOBHOTO MMHKA HA XPOMATOrPaMME
MCIbITYEMOTO PacTBOPA ACKHO COOTBETCTBOBATE
BpeMeHH yIepKHBaHHI OCHOBHOIO MHKa Ha
XpOMaTOrpamMme CTaHAapTHOro pacTBoOpa
MeTHAnaparuapokcnbensoara (pasnen
«MeTunnaparuapokcubensoar).

Average weight / Cpenuss
Macca

(9% ]

188.10mg / 188,10mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: MNpogykT cooteeTcTBYET TpebOBaHMAM H/

Conclusion : APPROVED /
3aknwoueHue: OJOGPEHO

Checked by QC In-Charge / EEEE/LJ

[HokymeHT nposeper OKK:

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

=Sy

Date /
[ara:

v 2oy

Date /

P \4\\-202Y
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484131

Batch Quantity / O6nen cepun:  5848packs / ynakoBok

AR No / Anagaruueckuii oruer Ne : ARF/222/2024|Date of Analysis / {ara ananuza: 19.11.2024

Date of Mfg / laTta npoussoacrea:  11/2024 Date of Expiry / T'onen jio: 10/2027

Analysis perfermed according ND / Ananns nposenés no HJi: IT N013745/61-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, m3m. Ne 1 o1 09.07.2024

No

Test / Iokaszarens

Result / PesyabTaTsi Specification / Hopma

4 | Uniformity of weight /
OHOPOIHOCTH MO Macce

Complies / CootBetcTBYET 18/20 tablets NMT £ 7.5 % / 18/20 e Gonee = 7.5
%
2/20 tablets NMT =15% / 2/20 ue 6onee + 15%

5 | Loss ondrying / IToteps B 22% NMT 6.0 % / He 6onee 6,0 %
Macce NpH BICYLHMBAHWUH
6 | Dissolution / 84-99% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHuc He menee 70 % (Q) cennosunos yepes 120 MuH
7 | Uniformity of Dosage units / AV =538 The acceptability index forn =10 AV <LI.

OIHOPOAHOCTb N03HPOBAHMS

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 x]L2 x M.

L1 =15.0;L2=25.0.

[Moxasarens npueminemocty it n=10 AV <L1.

B cnyuqae, ecnu 3HaueHue AV npessitnaer L1,
NPOBOAAT HCMbITaHKe Ha caeayromux 20 obpasuax.
Jlna n=30 AV < L1. Bce 3Hauenus Xi J0MKHBI
YAOBNETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuectBeHHoe onpeaeneHne
(CnextpodoTomeTpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 1o 15,53 mr (ot 90,0 1o 115,0 %)

14,0 IM1/1a6 CEHHO3MI0B B nepecyeTe Ha ceHHO3uA B B oaHOM
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpogykr coorseTcTeyeT TpebosaHuam HO | 3aknoyexdue: OQOEPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
OokymeHT nposepeH OKK: O;Bw HokymeHT ofobpeH OOK: %
Date / Date /
NG P
fara: (R 28y Hara: 19, Watez-
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Product: SENADE TABLETS 13,5 mg

[poayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua Ne: 484131

Batch Quantity / O6nem cepun:

5848packs / ynakonox

AR No / Ananurnuecknii otuer Ne : ARF/222/2024 | Date of Analysis / lara ananin3a:

19.11.2024

Date of Mfg / lata npon3Bogersa:  11/2024

Date of Expiry / T'oaen no:

10/2027

Analysis performed according ND / Ananus nposenén mo HI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Test / MokazaTenb

No Result / PesyabTaTbl

Specification / Hopma

9 | Content of Methy!l 0.043mg/tab
parahydroxybenzoate(HPLC)/
Conepxanue
METHIMaparuapokcuoeHs3oaTa 0,043mr/tab
(B2XX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Ta6.

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckas YucToTa

count / ObuIee YucIo
TMIIECHEBBIX U APOIKIKEBLIX
rpubos

<10

10a) | Total Aerobic microbial count / 20
O0b1ee YKCIO adpOBHBIX Not more than 10* cfu/ g / He Gonee 10° /r
MUKPOOPraHM3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r

~
~

L3

10¢) | Bile tolerant gram-negative
bacteria/ Ycroituussie K
AEUCTBUIO eI

rpaMOTpHLATENIbHBIE 6aKTepHH

Absent /OtcyTcTBYIOT

Not more than 10%/ g / He 6onee 107 /r

10d) | Staphylococcus aureus Absent /OTcyTeTByIOT Absent in 1 g/ OtcytcrBue B 1 r
10¢) | Escherichia coli Absent /OtcyTteTByioT Absentin 1 g/ Otcyrcreue B 1 r
101 | Salmonella Absent / OtcyTeTByioT Absentin 10 g / Orcytereue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MNpodyKT cooTBETCTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknwoueHue: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

[okymeHT nposepeH OKK: %CJ) OokymeHT o.u,oﬁpen OO0K: %/ﬁ/(
Date / + ko T 0 Date /

fara; (A2 Ore [ara: 1A 2ozy
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE", TABJETKH 13,5 mr

Batch No / Cepiinn Nv: 484131 Batch Quantity / O6bem cepun:  5848packs / ynakoBox
AR No / Anaanruueckuii oruer Ne : ARF/222/2024|Date of Analysis / Jara anamisa:  19.11.2024
11/2024 Date of Expiry / T'ogen no: 10/2027

Date of Mfg / HaTa npoussoacrea:

Analysis performed according ND / Ananns nposenén no HJi: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne Result / PesyabTathbi

Test / IMokasaTe b

Specification / Hopma

11 | Package/ Ynakoska
in a blister made of

GnucTep U3 MJEHKH

(nOAMITHIICHOBO/

o NPpHMEHEHHIO.

Package / Ynaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / Tlo 20 Tabnerok B

NOJAHBHHUIXJIOPUIHOH

MOAHBHHUIIEHXIOPUAHOMH) U
amoMuHUeBOil osbru, no 25
GIUCTEPOB B KAPTOHHYIO MAuKy
C BIIOJKEHHEM 25 HHCTPYKLMM

Package / YnaxoBka - 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. / 1o 20
TabneTox B OnMCTEp U3 NNEHKH TpeXcnoiinoii
(MBX/TI/MIBAX) u amomuHuegoii donsru. [To 2
unu 3 GmucTepa BMecTe ¢ MHCTpyKUHEH no
NpHMEHEeHNIO B KapToHHY10 nauky. [To 20 rabnerok
B OaMCTEp M3 IUIEHKH [MOJHBUHUIXJIOPHAHOH
(MOMUATHIIEHOBO# / TIONMHBUHHIIEHXJIOPHIHOM) U
ANOMUHHEBOI (olbry, no 25 dnucTepos B
KapTOHHYIO NJUKY € BIOXKEHUEM 25 MHCTPYKLUMIT Mo
NpHMEHEHHIO

12 Labeling / Mapkuposka According to ND /

B coorercTBuu ¢ HJI

13 Storage conditions / Ycnosus

XpaHeHHs Bbite 25 °C.

In a dry place, at temperature below 25 °C. / B cyXom mecTe npu Temneparype He

14 Shelf life / Cpok rogsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYeT TpebosaHnam HA

Conclusion : APPROVED /
3akntoyenune: OQOBPEHO

Checked by QC In-Charge / 9&/_9

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

I

Date /
[arta:

(Q- (102

Date /

ﬂaTa: \q (-H‘?/o’?/b‘
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