Cipla

CERTIFICATE OF ANALYSIS

-

CEPTU®UKAT AHAJIU3A
E Page10of4/Crp.1n34
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHA,I(E®, TABJETKH 13,5 mr
Batch No / Cepusi Ne : 481140 Batch Quantity / O6bem cepun: 5849 packs / ymakosok
AR No / Amanuruaecknii orger Ne : ARF/176/2021|Date of Analysis / /lata ananmza: 28.07.2021
Date of Mfg / Jlara nponssoacrBa:  07/2021 Date of Expiry / I'onen no: 06/2024
Analysis performed according ND / Anams nposeaén o HJI: TTN013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Test / lloxazarenb Result / PesyabTaThi Specification / Hopma

1 | Description / Onucanue Complies / CooTsercTayer 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 kpyrneie TabneTku co
CKOLIEHHBIMH KPasiMi OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA C BKpamieHuaMu. Ha oaxoi
cropoHe Tabnerky BoimasieHo cnoso «CIPLA», Ha
OPYTOi - THHHSA pa3noma.

2 | Identification / ITognHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercrByer OxpaimuBaHHe aMMHAYHOTO DPacTBOPa B KPaCHLIH
AHTPaXHHOHOBbIE TIHKO3H]IbI - b
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBeTcTByET chromatogram of the sample solution should
Metumaparuapokcubensoar : corresponds to the retention time of the principle
(BRXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBAHUSL OCHOBHOTO MHKA HA XPOMAaTOrpaMMe
HCIBITYEMOI'Q PacTBOPA JOJLKHO COOTBETCTBOBATH
BPEMEHHU YAEPKUBAHUS OCHOBHOTO TTHKA Ha
XpOMaTOrpaMMe CTaHJapPTHOTO PacTBOpa
meTunnaparuapokcibensoara (pasaen
«Merunnnaparuapokcuden3oar).

3 | Average weight / Cpennss 187.82 mg / 187,82 mr 189.99 mg £7.5% / 189,99 mr £7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpogykT cooteeTcTByeT TpebosaHuam HI | 3aknioyenune: OQOEPEHO
Checked by QC In-Charg 2q Approved by QA In-Charge / |
NokymeHT npoeepeH OKK: l =iee [okymeHT opobpeH OOK;
Date/ > 2.07.2021 Date / ot
Hara: Hara: Nk !
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Cipla

CERTIFICATE OF ANALYSIS
E CEPTHP®UKAT AHAJIU3A
- Page2 of 4/ Crp.2 13 4
Product: SENADE TABLETS 13,5 mg Hponykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 481140 Batch Quantity / Oobem cepun: 5849 packs / ymakoBok

AR No / Anasmaragecknii oraer Ne : ARF/176/2021|Date of Analysis / /lata anannza: 28.07.2021

07/2021

Date of Mfg / [lara mpon3soJcTBa:

Date of Expiry / 'onen no:

06/2024

Analysis performed according ND / Anamns nposenén mo HJI: TTN013745/01-091017, M3m. Ne 1 o1 17.04.2020

Ne Test / Hoka3zarenb

Result / PesynbTathi

Specification / Hopma

4 | Uniformity of weight /
OmHOPOAHOCTE MO Macce

Complies / CootBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee 7,5
%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

OxHOpPOAHOCTE IO3MPOBAHUSA

5 | Loss on drying / [Toteps B 26% NMT 6.0 % / He Gonee 6,0 %
Macce TpH BhICYITMBAHHI
6 | Dissolution/ 84-93% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozunos yepes 120 mun
7 | Uniformity of Dosage units / AV=52 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.

[Tokasarens npuemnemoctu A n=10 AV < L1.

B cny4ae, ecnu 3Hauenue AV npespimaer L1,
MPOBOIAT UCIBITAHKE Ha ceayonux 20 obpasuax.
Jlns n=30 AV < L1, Bce 3Ha4eHus Xi JOJDKHEI
YIOBJIETBOPATH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OTIpeeneHHe

(CriexrpodoToMeTphs)

13.94 mg/tab /

13,94 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 no 115,0 %)
CEHHO3HUJIOB B MiepecdeTe Ha CeHHO3u B B omHOi
Tabnerke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpogykT cooTeeTcTByeT TpeboraHuam HA | 3aknoyenue: ONOBPEHO
Checked by QC In-Charge Approved by QA In-Charge / L
HokymeHT nposepeH OKK: %ﬁ e HokymeHT ogobpeH OOK:
Date / . Date /

g0 2021 O F
Nara: il i 24 0F 2f

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

N CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 481140

Batch Quantity / O6bem cepum:

5849 packs / ynakoBok

AR No / Ana;mragecknii oraer Ne 1 ARF/176/2021 |Date of Analysis / /lara anannsa: 28.07.2021

07/2021

Date of Mfg / lata npounssojcrsa:

Date of Expiry / 'ogen no:

06/2024

Analysis performed according ND / Anayms nposeaén mo H/I: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazareanb Result / Pesyabrarsi Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue )
MeTuinaparuapokcnbensoara 0,048 mr/1ab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruyeckas 4y4CcToTa

10a) | Total Aerobic microbial count /
OGmee uncio aspobHbIX 10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHu3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obuiee gucIo <10
IUIECHEBBIX H IPOROKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyrcTBytoT Not more than 107 / g / He Goxnee 10% /r
bacteria/ Ycrofiuusnie K
NEeHCTBHIO XKeT4H
rpaMoTpHUIIaTENbHbIE DakTepHH

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absent in 1 g/ OrcyrctBue B 1 ¢

10e) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcreue B 1 1

10f) | Salmonella Absent / OrcyrcTBytoT Absent in 10 g / Otcyrcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTcTByeT TpeboBaHmnam HA

Conclusion : APPROVED/
3aknrovyenue: OJOBPEHO

Checked by QC In-Charge (_\

Approved by QA In-Charge /

[LlokymeHT nposepeH OKK: JShan< [lokymeHT ofobper OOK: /Q@QQ‘U/
Date / oM2021 Date / 3
[ara: e ¥ Dara: 2807 ﬁ'f
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

-

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481140

Batch Quantity / Odbem cepum:

5849 packs / ymaxkoBok

AR No / Anasaragecknii oraer Ne : ARF/176/2021|Date of Analysis / Jlara amanmsa: 28.07.2021

Date of Mfg / Jlata nponssoacrea:  07/2021

Date of Expiry / I'onen no:

06/2024

Analysis performed according ND / Ananus nposeaén mo HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04. 2020

Ne Test / ITokazareb

Result / PesynbTaThl

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GamcTep U3 IUIEHKH

(roMATHIEHOBOH/

TIO TIPUMEHEHHEO.

Package / Ynakoska - 20 tablets

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

HOTHBHHHIXIOPUAHOH

TIONMBUHHIAEHXJIOPHIHOM) 1
amOMHHUEBOH (onbry, no 25
OAMCTEPOB B KAPTOHHYIO TAYKY
C BIOXKEHHEM 25 HHCTPYKIHUH

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 ONMCTEP M3 MIIEHKH TPEXCIONHON
(IMIBX/IIOMIB/IX) u amomunueroii donsra. Ilo 2
unu 3 GrucTepa BMecTe ¢ HHCTPYKUMeH 1o
MPEMEHEHUIO B KapTOHHYIO ma4ky. ITo 20 Tabnerok
B GucTep U3 TUIEHKH NOJIHBHHUIIXJIOPHIHOMH
(MONM3THIEHOBOH / MOTMBUHIJIIEHXIOPUIHOIN) H
aNFOMHHKEBOH (oerH, 1o 25 6nuctepos B
KapTOHHYIO TIAYKY C BIOXKEHHEM 25 HHCTPYKIHIi no
PUMEHEHHIO,

12 | Labeling / MapxupoBka According to ND /

B cooreercreuu ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs! soime 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years /3 rozma

Remarks : The Product conforms to ND/
Npumeyanue: Mpoaykt cooteercTByeT TpebosaHusam HI

Conclusion : APPROVED /
3aknouenune: OQOEPEHO

Checked by QC In-Charge / Approved by QA In-Charge / \U/
NokymeHT nposepeH OKK: % [okymeHT ofo6peH OOK: o
Date / Date / :

2 Q72021 ' i
fara: _~ > - Teiai 24 0F 2f
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