Cipla

CERTIFICATE OF ANALYSIS
» CEPTHO®UKAT AHAJIM3A

Page 1 of 4/ Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHAI[E‘R, TABJETKH 13,5 mr

Batch No / Cepnsi Ne : 484019

Batch Quantity / O6wem cepun:  5846packs / ynakoBOK

AR No / AnanutHueckunii otuet Ne : ARF/075/2024

Date of Analysis / /lata anajnsza: 14.06.2024

Date of Mfg / /lata npounssocrea:  05/2024

Date of Expiry / 'ogen a0: 04,2027

Analysis performed according ND / Anaiu3 npoBeiés no HI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, w3m. Ne 1 ot 09.07.2024

Test / FloxkazaTenn

Ne Result / Pe3y.1bTaThbl Specification / Hopma

1 Description / Onucanue Complies / CooTBeTCTRYET 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. / [nockne kpyrible TAGAETKH CO
CKOLWEHHBIMH KPasMU OT KOPHUHEROTO 110 TEMHO-
KOPUUYHEBOIO 1iBeTa ¢ BKpameHuaMu. Ha oaHoH
cropoHe TabaeTkY BolaabneHe <1080 «CIPLAD, Ha
Apyroii - TMHKA pasloma.

MeTtuinaparuapokcHGeH30aT
(BXKX)

2 | Identification / [ToLIHHACCTB
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish coleur /
COoOTBETCTBYET OKpallMBAHHME AMMHMAHHOTO PaCTBOPA B KPACHBLIH
AHNTPaxHMHOHOBLIE TIHKO3H1bI
UBET.
2b)y | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLCY CootsercTBYET chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yiepxKHBAHUS OCHOBHOTO MHKA Ha XpOMATOrpaMme
HCITBITYEMOTO PACTBOPA JONAHO COOTBETCTBOBATS
BpPEeMEHH YIEPKHBAHHA OCHOBHOIO IMHKA HA
XPOMATOTPAMME CTAHIAPTHOIO pacTeopa
METIINaparuaApokcindensoaTa (pasaen
«MeTrnnaparuapokcudeHsoar).

Average weight / Cpennss 186.71mg /
Macca

[¥S)

186, 71mr 189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeanne: MpodykT cooTseTcTBYET TPeGoBanuam HO | 3aknodeHue: OROGPEHO

Checked by QC In-Charge / )
DokymenT nposepeH OKK: 9£/£’0

Approved by QA In-Charge / %)/;
HoxkymeHT opobper OOK: ;

Date /

[ara: )/cpe Tore iy

Date /

fara: 20T Ry
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Cipla

CERTIFICATE OF ANALYSIS

* CEPTHOUKAT AHAJIN3A
. Page2 of 4/ Crp. 2 n3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJAETKH 13,5 mr
Batch No / Cepust Ne: 484019 Batch Quantity / Q6bem cepun:  5846packs / ynakoBok
AR No / Anaanrnuecknii oraer Ne : ARF/075/2024|Date of Analysis / Ilara ananusa:  14.06.2024
Date of Mfg / lata npon3soacrea:  05/2024 Date of Expiry / Toxen no: 04/2027

Analysis performed according ND / Anain3 nposeaés no H/L: T1 N013745/01-180522, amend No. 1 dated
109.07.2024 / I1 N013745/01-180522, uam. Ne 1 or 09.07.2024

Ne Result / PeayasTathl Specification / Hopma

Test / NoxkazaTe s

4 | Uniformity of weight / Complies / CooTreTCTBYET 18/20 tablets NMT £ 7.5 %/ 18/20 ne 6onee + 7.5
OIHOPOAHOCTE 10 Macce %
. 2/20 tablets NMT £13% / 2/20 ne Gonee = 15%
5 Loss on drying / [loteps B 2.6% NMT 6.0 % / He 6ozee 6,0 %
MEaCCe MpH BHICYLLHBAHHH
6 Dissolution / 77-95% NLT 70 % (Q) of sennosides in 120 minutes
PacrsopeHue He menee 70 % (Q) centHozunos uepes 120 mud
7 | Uniformity of Dosage units / AV =6.] The acceptability index forn = 10 AV <L.1.
OIHOPOAHOCTE TO3HPOBAHHA 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:

IM-xi; < 0,01 = L2 x M,

Ll =15.0;L2=250.

Mokazatens npHemaemocty ina n=10 AV < L1.

B cayuae, ecni 3Hauenue AV npesoiwaet LI,
MPOBOAT HCNBITAHUE Ha caedytommnx 20 odpasuax.
Jina n=30 AV < L1. Bce 3Havenna X1 J00#HbI
VIOBJCTBOPATL HEPABEHCTBY !

IM-xi| < 0,01 = L2 x M,

L1=130.L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg {from 90.0 to 115.0 %} of
KoaruecTBEHHOE ONPEASIEHHE [3.91 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoToMeTphs) Ot 12,15 1o 15,53 mr (o1 90,0 10 113.0 %)

13.91mriTa6 CeHHO3IHIOR B Nepecyuere Ha CeHHoIMA B 8 oanoii
TadlneTKe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: NpodykT cooTseTcTByeT Tpebosadvsm HA | 3aknioveHue: OO0BPEHO
Checked by QC In-Charge / b Approved by QA In-Charge / -
OokymeHT nposepeH OKK: ZE/ PokymeHT 0a0bper OOK: %‘
BT g oriene D2y o7 sony
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Cipla

CERTIFICATE OF ANALYSIS

N CEPTH®HKAT AHAJIU3A
. Page 3 of 4/ Crp. 3 w3 4 |
Product: SENADE TABLETS 13,5 mg Npoaykr: CEHAJE", TABJIETKH 13,5 mr
Batch No / Cepust Ne: 484019 Batch Quantity / O6bem cepun:  5846packs / ynakoBok
“|AR No / Ananntumecknii orver Ne : ARF/075/2024|Date of Analysis / laTa anaauia: 14.06.2024
Date of Mfg / TaTta nponsBogcrea:  05/2024 Date of Expiry / T'oneH ao: 04/2027
Analysis performed according ND / Anasnni nposeaén no HA: 1 N013745/01-180522, amend No. 1 dated

09.07.2024 / TT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyabTaTh! Specification / Hopma

Test / Moxkaszareab

G | Content of Methyl 0.043mg/tab 0.028 - 0.056 mg'tab. Ot 0.028 10 0.056 Mr/Tad. ,
parahydroxybenzoate{ HPLC)/
CoaepkaHHe _
METH.INaparnaposcudersoarta 0.043Mr/Tad
{(BOWX)

10 | MICROBIAL LIMIT TEST/ MukpoGronornyeckan UHCTOTA

104} | Total Aerobic microbial count /

Ofuwee uHcI0 a3pobHbIX 50 Not more than 10° cfu, ¢ He Goaee 10% i1
MUKPOOPraHUIMOB

10by | Total combined yeast and mould Not more than 10- c¢fu g He 6oaee 10°
count / OGwee yucio <10
ILTECHEBBIX H JAPOXKEBbIX
rpudos

10¢c) | Bile tolerant gram-negative Absent /OTcyTCTBYHOT Not more than 10°/ g / He Gostee 107 /r

bacteria’ YeToiuusblie K
JeHCTBHIO ey
rpaMoTpHUaTeLHble BakTepHH

104} | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin | ¢ "Otcyrctede B | 1
ey | Escherichia coli Absent /OTCyTCTBYIOT Absentin | g/ OrtcyrctBue B I 1
101 | Salmoneila Absent 7 OTtcyTcTBYIOT Absentin 10 g "Orevrereue g 10 g
|
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanme: NpoaykT coorseTcreyeT Tpebosaduam HI | 3aknwuenune: OQOBPEHO
Checked by QC In-Charge / —Ff g} Approved by QA In-Charge /
HokymeHT npoeepeH OKK: = fokymeHT 0gobpen OOK; %@C
Date / Date / o i
fara: 20T 02y |,D,aTa: 207 Loy

FMQC003-15-09

Cipla Ltd..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg. Lower Parel. Mumbai - 400013. India.
At : Simchem Pvt. Ltd.. Plot No. 60-65. Tuem Industrial Estate. Tuem. Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS
N CEPTUO®HUKAT AHAJIU3A

Page4 of4/Crp. 413 4

Product: SENADE TABLETS 13,5 mg

Mpeaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No/ Cepna Ne: 484019

Batch Quantity / O6nem cepun:

5846packs / ynakoBOK

AR No / Anaantaueckuii oruer Ne : ARI/075/2024 | Date of Analysis / laTa anaania:

14.06.2024

05/2024

Date of Mfg / laTa npon3soacrea:

Date of Expiry / I'oaen a0:

04/2027

Analysis performed according ND / Ananus nposeaén no H/;: [1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 or 09.07.2024

Ne Result / PeaynsraThbi

Test / MNokazaTean

Specification / Hopma

11 | Package / ¥Ynakorka
in a blister made of

OnvcTep M3 TIEHKH

(NONHITHIIEHOBOIT/

Mo MpHMEHEHHIO.

Package / ¥Ynakoeka - 20 tablets

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

[IOJ]HBHHMI[XJ’IO[)H)IHOFI

fI0IMBHHHIACHXJIOPHIHON) H
antoMurnesoll ponsru, no 25
GAMCTEpOB B KAPTOHHYIO NAYKy
C BAOKEHHEM 25 HHCTPYKUMiA

Package / ¥naxoska - 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. / [1o 20
TabneTok B GAMCTEP M3 NNEHKH TpexcnoiHoH
(NBX/I3/TIBJAX) u antoMukuesodi doneru. [lo 2
uil 3 6aucTepa BMECTE ¢ HHCTPYKUMEd o
NpHMEHEHHIO B KApTOHHYO navky. [To 20 tabnetok
B 6IHCTEp M3 [UIEHKH NOAHBHHHIXJOPHIHOM
(MOTHATHNEHOBOH / MOIUBHHUAAEHXIOPHAHON) 1
ATOMHAHHEBOH Qonbry. o 25 6ancTepos s
KApTOHHYIO TIAYKY C BIOKEHHEM 25 WHCTPYKLHH no
TIPHMEHEHHIO,

12 Labeling / MapxkupoBka According to ND /

B cooTretcTBHH ¢ H]1

13 Storage conditions / Ycnoeus

XpaHeHHs Bhie 25 °C,

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

14 Shelf life / Cpok roaHocTy 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanmne: NpoaykT cooTeeTcTeyeT TpedoaHuam HY

Conclusion : APPROVED /
3axknwovuenne: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH QKK %).,"-’o

Approved by QA In-Charge /
HokymeHT ogoSpen OOK:

oIy

Date /
Dara:

29.07 2014

Date /

) 294.07. 2024
Dara:

FMQC003-15-09
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