Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

b

Page 1 of4/Crp. 1 n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 482073

Batch Quantity / O0bem cepum:

_ 5851packs / ynaxosok

AR No / Anasmaraaeckmii oruer Ne : ARF/136/2022|Date of Analysis / Jlata ananmsza:  11.06.2022

05/2022

Date of Mfg / [lata npoussoacrsa:

Date of Expiry / I'oxen no:

04/2025

Analysis performed according ND / Anams nposeaén no HJI: TTN013745/01-091017, M3m. Ne 1 o1 17.04.2020

Ne Result / PesyabTarn:

Test / HHoka3zareab

Specification / Hopma

1 | Description / Onucanue

Complies / CoorsercTByerT -

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. / ILnockue kpyribie TaONETKH CO
CKOIIEHHBIMH KPassMH OT KOPHYHEBOTO JIO TEMHO-
KOPHHYHEBOTO I1BeTa ¢ BKparuiennsivu, Ha oxHoil
cropowue TabneTku BeigasieHo coso «CIPLA», Ha
Ipyroii - THHKA pasjioMa.

2 | Identification / ITopiuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercrByeTr OxpamuBaHue aMMHAYHOTO PacTBOpa B KPACHBIH
AHTPaXHHOHOBBIE IIHKO3HJIBI =
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ ' CootsercTByeT chromatogram of the sample solution should
MeTtunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
y/IePAKHBAHHS OCHOBHOIO MMIKA Ha XPOMATOrpaMMe
HCOBITYEMOrO PacTBOPa LOKHO COOTBETCTBOBATD
BPEMEHH YIePKMBAHKUA OCHOBHOIO THKa Ha
XpOMATOrpaMMe CTaHIAPTHOIO PacTBOpa
meTunaparuapokcudeHsoara (pasmen
«MetmnaparuapokcudeH3oar).

3 | Average weight / Cpennsas
Mmacca

189.63mg / 189,63 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooteeTcTayeT Tpebosannam HJ

Conclusion : APPROVED /
3aknwouenne: OOQOBPEHO

Checked by QC In-Charge ‘k \1 %\e’la L

Approved by QA In-Charge /

AR

HokymeHT npoeepeH OKK: HokymeHT ogobpern OOK:
Date/ {1.0¢.202>— Date / i2-06-2022
[ara: [arta: B
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOMKAT AHAJIV3A

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKMH 13,5 mr

Batch No / Cepust Ne: 482073

Batch Quantity / O6nem cepuu:

5851packs / vaakoBox

AR No / Apanaragecknii orger Ne :  ARF/136/2022

Date of Analysis / Jlara anamsa:  11.06.2022

Date of Mfg / Jlata npomssoacrea:  05/2022

Date of Expiry / I'ogen xo:

04/2025

|inalysis performed according ND / Anamm nposeaén no HJT: IT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / ITokazaTesnb

Ne Resuit / PesyasTaTsl

Specification / Hepma

4 | Uniformity of weight /
OnHOPOAHOCTD NO Macce

Complies / Coome’rcrng}e’r

18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ne bonee + 15%

Macce MpH BbICYIIMBAHHH

5 | Loss on drying / Iloreps B 1.7%

NMT 6.0 % / He bonee 6,0 %

OaHOPOIHOCTS 03UPOBAHHS

6 | Dissolution/ 80- 90% NLT 70 % (Q) of sennosides in 120 minutes
PacrteopeHune He menee 70 % (Q) cennozunon yepes 120 mun
7 | Uniformity of Dosage units / AV=49 The acceptability index forn=10 AV <LL

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

AV <L1. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=25.0.

[Tokasartens npuemnemocty i n=10 AV <L1.

B cnyuae, ecin 3Hauenue AV mpesbimaer L1,
NPOBOAAT UCTIbITAHKE Ha creayomux 20 obpasuax.
Jlnst n=30 AV <L1. Bce 3Ha4enns Xi JOJKHBI
YIOBJIETBOPSTH HEPABEHCTBY!

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

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

8 | Assay (Spectrophotometry)
KonuuecTseHHOE ~Olpele/ieHHe

(CuexrpodoTomMeTpus)

13.95 mg/tab /

13,95 mr/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 1o 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3HOB B HBpCCllE‘JTG Ha CEHHO3H] Bsr OIlH()ﬁ
Tabnerke.

Remarks : The Product conforms to ND/

MNpumeuanue: MNpoayKT COOTBETCTBYET TpebosaHusam HI

Conclusion : APPROVED /
3akntoueHune: OOOBPEHO

Checked by QC In-Charge,
[NlokymeHT nposeper OKK: ’i?mo 1L

Approved by QA In-Charge /
OokymeHT ogobpen OOK:

QAL

Date [

ﬂaTa' -I 1 OE DR

Date/" yz.0p.2022
[ara:
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTUOHUKAT AHAJIU3A
Page3 of 4/ Crp.3 n3 4
Product: SENADE TABLETS 13,5 mg poxyxT: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepusi Ne: 482073 Batch Quantity / O0bem cepun:  5851packs / ymakoBok
AR No / Aranaradeckuii oraer Ne : ARF/136/2022|Date of Analysis / lara amammsa:  11.06.2022
Date of Mfg / Jlara npoussoacra:  05/2022 Date of Expiry / I'ogen go: 04/2025

Analysis performed according ND / Ananus nposenén mo H/{: [1N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesynasTatot Specification / Hopma

Test / lloka3zaTenns

9 | Content of Methy! 0.044 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tad.
parahydroxyb enzoate(HPLC)/
Conepskanue
Me'mnnapamnpox(:HGeHaoaTa 0. 644 surfial
(BIKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo6uoiornueckas 4HcToTa

10a) | Tota! Aerobic microbial count /
O6mee yucno a3poOHbIX s <10 Not more than 10* cfu/ g / He 6onee 10* /r

MHUKPOOPranu3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r

count / ObImee yucIo £
[LIECHEBBIX M JIPOJ}CKEBBIX

rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTRYIOT Not more than 107 / g / He 6onee 10° /r
bacteria/ Ycroifdusbie K
JEeHCTBHIO JKeJIHH
rpaMoTpHLATENbHbIE OaKTEPHH

10d} | Staphylococcus aureus Absent /OtcyTCTBYIOT Absentin 1 g/ OrcyrcTBue B 1 1

10 e) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1
106 | Salmonella Absent / OrcyrcTByioT Absent in 10 g / OrcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanme: MpoaykT cooTeeTcTByeT Tpeboanuam HJl | 3aknoyenune: OOQOBPEHO

Checked by QC In-Charge / ,f Approved by QA In-Charge / b
HokymeHT npoeepeH OKK: ](?) G) 1auee [okymeHT ogobpeH OOK: % P
Date / 1164, 202 21— Date / {206 20272

[Hara: HaTa: =

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOPUKAT AHAJIHU3A

Page 4 of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482073 Batch Quantity / O0bem cepun:  5851packs / ynakoBok
AR No / AnanuTuaecknii oraer Ne : ARF/136/2022|Date of Analysis / lara apammza: 11.06.2022
05/2022 Date of Expiry / I'ogen go: 04/2025

Date of Mfe / Jlata npoH3BOACTBA:

Analysis performed according ND / Anamus nposeaén mo HJL: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Resuit / PesyabTathi Specification / Hopma
Test / ilokazarens
11 | Package / Ynakoska Package / ¥V 20 tabl . .
g maz bl%:ter ;:;:?;.a tblets Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
atmi foil. 25 blisterswith | 3 blisters and a patient information leaflet in a
25 atisit inft;rmation leaflets in | CAFtOM: 20 tablets in a blister made of PVC
& catton. J Ths 20 T IeTor s /PE/PVDC film and aluminum foil, 25 blisters with
o ) oo 25 patient information leaflets in a carton. / ITo 20
nomsnpﬁnmopnnﬂoﬁ Tabnerok B OIHCTep W3 MUIEHKH TPEXCNOHHOM
. (TIBX/TI2/TIBIX) u amomunnesoi donern. ITo 2
e unu 3 GucTepa BMECTe ¢ WHCTPYKIMeH 1o
amomuHenol HONLCH, 1o 25 NpPUMEHEHHUIO B KapTOHHYKO nauky. ITo 20 Tabnerok
GAHCTEPOB B KapTOHHy:IO vy B OMCTEp M3 TUIEHKH TMOJMBHHUIXJIOPHIHOMH
¢ BnoKenwem 25 HHCTPYKIMH (MOMMATHIEHOBO! / TONHBUHUIIACHXJIOPUIHOMH) H
e — y amoOMHUHIEeBOH dombry, 1o 25 6nucTepos B
) K&PTOHHYK [a4dKy C BIOXKEHHEM 25 HHCTPYKLHIA 110
MPHUMEHEHHIO.
12 | Labeling / MapkupoBka According to ND /
B cootserctBuu ¢ H]J
13 | Storage conditions / Ycmosus In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TemepaType He
XpaHeHHA Boie 25 °C.
14 | Shelflife / Cpok rognocTH 3 years / 3 roma
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

MNpumeuanue: NpoaykT cooTBeTcTByeT TpebosaHnam HA

3akntouenne: OOOBPEHO

Checked by QC In-Charge /
NokymeHT npoeepeH OKK:

Blows

Approved by QA In-Charge /
HokymeHT ofobpeH OOK:

%Ac

Date /-
Hara:

11- 062022

Date /
[ara:

V% .oL+2

FMQCO003-15-06

Clpla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indla

- Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




