- Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUH®UKAT AHAJIM3A

Pagel of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482031

Batch Quantity / O6nem cepun: 5847 packs / ynaxosox

AR No / Arammmaaeckwii oruer Ne :  ARF/077/2022{Date of Analysis / {ara anamnsza:  24.03.2022

Date of Mfg / lata npousBoacrea:  03/2022 Date of Expiry / I'ogen o: 02/2025

Analysis performed according ND / Anayms aposeaén o HJ: I1N013745/01-091017, M3m. No 1 or 17.04.2020

Ne Test / lokazarens

Result / PesyabTaTst Specification / Hopma

1 | Description / Omucanue 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. / [nockue kpyrneie TabneTku co
CKOIIEHHBIMHA KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO [BeTa ¢ BrpannesuaMu. Ha onmoit
cropone Tabnerku eiiaBieHe ¢noso «CIPLA», Ha
JpYro# - IHHHA pa3JioMa.

2 | Identification / TlogmiEHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
N CootsercrByeT g;cgramunaune aMMMAYHOrO PAcTBOpa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercrByet chromatogram of the sample solution should
MertunnaparuapokcubeHsoaT corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBAHKSI OCHOBHOTO MHKA HA XPOMATOrpamMme
HCIBITYEMOTO PAaCcTBOPa JIOJDKHO COOTBETCTBOBATH
BPEMEHH YIePKHBaHHA OCHOBHOIO MHKA Ha
XPOMATOTPaMMe CTaHAAPTHOTO PAcTBOpa
MmeTuamaparuapokcubensoara (pasmen
«MeTHNnaparnApUKCHOER30aT).
3 | Average weight / Cpennas 188.39mg / 188,39Mmr 189.99 mg +7.5% / 189,99 mr +7,5%
Macca

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanne: MNpoaykT cooteeTcTayeT TpebosaHuam HI | 3aknioyeHue: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / %‘9

TokymeHT nposepeH OKK: 3 wl Gl JokymeHT onoBper OOK:
Date / Date / ‘
fHara: Zotr DR BAR T Nara: 2u-032.2022
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIN3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 482031

Batch Quantity / O6sem cepun:

5847 packs / ynaxosok

AR No / Ananurnaeckwii orger No :

ARF/077/2022|Date of Analysis / Jlata ananmza: 24.03.2022

Date of Mfg / Jlata npomsBoacrea:  03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anams nposenén mo HJI: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lokazarenn

Resuli / PesyabraTst

Specification / Hopma

4 | Uniformity of weight /

Complies / CootsercTByer

18/20 tablets NMT % 7.5 % / 18/20 ne Gonee = 7,5

OnHOPOAHOCTE NO3UPOBAHUA

OIHOPOIHOCTB IO MAcce %
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%
5 | Loss on drying / IToreps B 1.8% NMT 6.0 % / He 6onee 6,0 %
MAcCe IpPH BLICYIIMBAHIY 7
6 | Dissolution / 83 -91% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennozunos yepes 120 mun
7 | Uniformity of Dosage units / AV=53 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 <L1. All values of xi must satisfy the
inequality:

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

L1=15.0;L2=250.

IToxazarene mpuemneMocty s n=10 AV <L1.

B cny4ae, ecnu 3navenue AV npessimaer L1,
MIPOBOJAT HCTILITAHKE Ha caenyromux 20 obpasuax.
Jnst n=30 AV <L1. Bce 3Ha4eHHs X1 TOJBKHBI
YIOBJIETBOPSTE HEPABEHCTRY:

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

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

8 |Assay  (Spectrophotometry)
KonnuecTeeHHoe onpenencHHe
(CnextpodoToMeTpus)

13.93 mg/tab /

13,93 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 no 15,53 mr (o1 90,0 0o 115,0 %)
CEHHO3HIOB B MepecyeTe Ha CeHHO3uA B B oHO#
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanume: MNpoaykT cooTBeTcTByeT TpeboBaHusmM HA

Conclusion : APPROVED /
3aknroyenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: C’?C\ atat

Approved by QA In-Charge /
LokymeHT ogobper OOK:

B

Date /

[lara: 2G4 O J02 2

Date /

o= Ly %
Nara: Yoy .2022

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, lndla
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CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHATE®, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 482031

Batch Quantity / O6bem cepun:

5847 packs / ynakosox

AR No / Anamuarrgeckuii oraer Ne: ARF/077/2022

Date of Analysis / laTa anaymza: 24.03.2022

Date of Mfg / /lata nponssoacrea:  03/2022

Date of Expiry / I'onen no:

02/2025

Analysis performed according ND / Anamims nposeaén o HJ[: TIN013745/01-091017, H3m. Ne 1 ot 17.04.2020

No Test / Ioxazarens Result / PesyabTaTni Specification / Hopna
9 | Content of Methyl 0.046 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 go 0,056 mr/Ta

parahydroxybenzoate(HPLC)/
Copnepsxanue
MeTHWIaparuapokcubensoara 0.046 mr/rab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpotuonoruyeckasi Y4MCTOTa

10a) | Total Aerobic microbial count /
OO0mee gucno aspoOHBIX 20 Not more than 10% cfi/ g / He Gonee 10% /v
MHKPOOpPraHH3MOB

105) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obmee uncno <10
IUIECHEBBIX H ZPOXCKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyteTByioT Not more than 10” / g / He 6onee 10” /r
bacteria/ Ycroiiuupbie k
NefcTBII0 Ken n
rpaMoTpHLATENbHbIE OaKTepun

10d) | Staphylococcus aureus Absent /OrcyrcTByIOT Absentin 1 g/ Orcyrcrere B 1 1

10e) | Escherichia coli Absent /OtcyrcTByIOT Absent in 1 g/ Orcyrcreue B 1 1

101) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Orcyrersue 5 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: lNpoaykr cooTeeTcTByeT TpeboBaHMAM HJ]

Conclusion : APPROVED /
3axknrouenue: OJOBPEHO

NokymeHT nposepeH OKK: 4! &Lt

Checked by QC In-Charge @

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

e

Date /

246832022
Harta:

Date /
HaTa:

2NN\ 02 . 2092 2

FMQCO003-15-06

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
s CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482031 Batch Quantity / O6bem cepun: 5847 packs / yrakosox
AR No / Ananuriaeckwii orger Ne : ARF/077/2022|Date of Analysis / [laTa anammza:  24.03.2022
Date of Mfg / lata npoussoacrea:  03/2022 Date of Expiry / Toagn po: 02/2025

Analysis performed according ND / Anamu3 aposeagn mo HJI: I N013745/01-091017, Mism. Ne 1 o1 17.04.2020

Ne Test / HoxkaszaTens

Result / PesyabraTs!

Specification / Hopma

11 | Package / Yrakosxa
in a blister made of

OnucTep K3 MICHKH

(MOMM3THIEHOBO/

0 NPHUMEHEHHIO.

Package / Ynakosxa - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'lo 20 tabnetok B

TIOJTMBHHHJIXJIOPHTHOH

NONUBHHAIIAEHXIIOPHAHOMH) H
AJFOMHHHMEBOH (poNbry, 1o 25

GAHCTEPOB B KAPTOHHYIO IIAYKY
C BJIOKEHHEM 25 HHCTPYKLIHMH

Package / Ynakoeka - 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. / ITo 20
TabneTok B OIHCTEp U3 IUIEHKU TPeXCIoHHO
(TIBX/TID/TIBAX) u amomunuesoii Goneru. ITo 2
unu 3 Diucrepa BMecTe ¢ HHCTPYKLHEH Mo
NPHMEHEHHIO B kapToHHYIO nadky. [To 20 Tabnerok
B OJIFICTED M3 THIEHKH MOJIMBHHANXIIOPHTHOH
(monM>THIEHOBO! / NOTUBHHUIAEHXIOPHIHOH) H
aOMUHIEBOH (obry, 1o 25 BaHucTepoB B
KAPTOHHYIO MA4Ky C BIOMKEHHEM 25 HHCTPYKLMH 10
TIPUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B coorsercraun ¢ H|

13 Storage conditions / Ycnosus

XpaHeHUs Beime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMIepaType He

14 Shelf life / Cpox ronsocTu 3 years /3 rozma

Remarks : The Product conforms to ND/
Mpumeyanme: MNpopykT cooteeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknrouenne: OQOBPEHO

Checked by QC In-Charge V’ﬁ

Approved by QA In-Charge /

HokymeHT nposepen OKK: \B laue [LokymeHT opobpeH OOK: %ﬁ—j
Date / i Date / i L B
Jarey, = Odresni— [lara: ey

FMQC003-15-06
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