Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

LY

Page1 of 4/ Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 481165

Batch Quantity / O6bem cepumn:

5852 packs / ymakosok

AR No / Anamaragecknii orger Ne : ARF/211/2021|Date of Analysis / Jlata anammza: 27.08.2021

Date of Mfe / lara npomssoacrea:  08/2021

Date of Expiry / T'onen no:

07/2024

Analysis performed according ND / Anamus nposenén mo HJI: ITN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Test / lloka3zareib

Result / Pesyabrarsi

Specification / Hopma

i Description / Onncanmue

Complies / CooTBercTByeT

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, / TTnockue kpyriasie Tabnerku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTrO L[BETA ¢ BKparieHusimu. Ha ogHoi
cropoHe TabneTku BuimasieHo cioso «CIPLAY, Ha
OpyTOii - TMHUS pasnoma.

2 | Identification / IToqnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T —— Cootsercrayer S:;amnsaﬂne aMMHA4YHOI0 PacTBOpa B KPacCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ Cootsercreyer chromatogram of the sample solution should
Metunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHHBAHHA OCHOBHOTO ITHKA HA XPOMATOTPaMME
HCIBITYEMOIO PACTBOPA LOJDKHO COOTBETCTBOBATH
BPEMEHH Y/Iep>KHBAHHs OCHOBHOTO MHKA HA
XpOMATOrpaMMe CTaHIAPTHOTO PacTBOpa
MeTHnaparuapoxcubensoara (pasmen
«MeTunnaparuapokcudensoar).

3 | Average weight / Cpenusist
macca

188.90 mg / 188,90 mr

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

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoaykr cooteeTcTByeT TpebosaHuam HJl

Conclusion : APPROVED /
3aknmoyenne: OQOBPEHO

Checked by QC In-Charge [ -
LlokymeHT nposeper OKK: \{ flan €

Approved by QA In-Charge /
HokymeHT onobpeH OOK: %

Hara:

Date /

fara: 2.7 yO'R Sy
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-
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481165

Batch Quantity / Oobem cepum:

5852 packs / ymakoBok

AR No / Apamaraueckuii oruaer Ne : ARF/211/2021|Date of Analysis / Tara ananmza: 27.08.2021

Date of Mfe / Jlata npomssoacrBa:  08/2021

Date of Expiry / I'onen no:

07/2024

Analysis performed according ND / Anamu3s nposenén no H/I: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zareib

Result / Pe3yabTarsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE TIO MACCe

Complies / CooTBeTcTByeET

18/20 tablets NMT + 7.5 % / 18/20 ue bonee + 7.5
%
2/20 tablets NMT *15% / 2/20 ue bonee + 15%

OnxHOPOZHOCTE NO3UPOBAHHA

5 | Loss on drying / Iloteps B 21% NMT 6.0 % / He Gonee 6,0 %
Macce NP BbICYIIHBAHUH
6 | Dissolution/ 78-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennozuznon gepes 120 mux
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=25.0.

Tloxazatens npuemnemocTs s n=10 AV <L1.

B cnyuae, ecnu 3navenue AV npessinaer L1,
TPOBOJIAT MCOBITaHKE Ha cnenyromux 20 obpasuax.
Jlns n=30 AV < L1. Bee 3HaueHMA Xi JOJKHBI
YIAOBJIETBOPSATH HEPABEHCTBY:

[M-xi| €0,01 x L2 x M.

L1=150;12=250.

8 | Assay (Spectrophotometry)
KonuyecrseHHOE OIpeneneHHe

(CniextpodoTomerpus)

14.01 mg/tab /

14,01 mr/rab

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 (ot 90,0 no 115,0 %)
CEeHHO3H/IOB B MEpecHeTe Ha CEHHO3UA B B oHOIM
TabneTke.

Remarks : The Product conforms to ND/
MpumeuaHue: MNpogykT cooTeeTcTRYET TpebosaHuam H/

Conclusion : APPROVED /
3akniouenue: OQOBPEHO

Checked by QC In-Charge
[okymeHT nposepeH OKK: “lane

Approved by QA In-Charge /
HokymeHT ogobper OOK:

e

Date /

O 200
Nara: e !

Datel 5 o eg.zeay
Hara: 3
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CERTIFICATE OF ANALYSIS
5 CEPTHOHUKAT AHAJIU3A

Page3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481165

Batch Quantity / O0bem cepun:

5852 packs / ynakosox

AR No / Anamarngaeckmii orger Ne ;

ARF/211/2021|Date of Analysis / laTa anammsza: 27.08.2021

Date of Mfg / Jlara nponssoacrea:  08/2021

Date of Expiry / 'ogen go:

07/2024

Analysis performed according ND / Ananus nposeagn o H/A: TI N013745/01-091017, H3m. Ne 1 ot 17.04.2020

No Test / IloxazaTean Result / PesynbTaTst Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcubensoara 0.048 mr/Ta6
(BDXKX) '

10 | MICROBIAL LIMIT TEST/ MuxkpoGuonoriudeckas 4ucToTa

10a) | Total Aerobic microbial count /
OGree uncno a3poOHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / Obwmee unciao <10
IJIECHEBBIX U APOMKIKEBbIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTByIOT Not more than 10” / g / He Gosee 10° /r
bacteria/ Ycroiiuuseie k '

'| nmeficTBHIO KenYH

rpaMoTpHIaTeNbHBIE DakTepuH

10d) | Staphylococcus aureus Absent /OTcyTcTBYHOT Absentin 1 g/ Orcyrcteue B 1 1

10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ Orcyrcreue s 1 ¢

100 | Salmonella Absent / OtcyTcTBYyIOT Absentin 10 g / OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykT cooTseTcTRyeT TpebosaHnam HJ

Conclusion : APPROVED /
3aknouenue: OOOBPEHO

Checked by QC In-Charge 3

MokymeHT nposepeH OKK: 1ane

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

=
P

Date/ 5 5.02.2021
Hara:

Date /
Hara:

Py W o B -
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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
= CEPTH®HUKAT AHAJIM3A

Paged4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepns Ne : 481165

Batch Quantity / Oobem cepum:

5852 packs / ynakosok

AR No / Amagurmaeckuii orger Ne: ARF/211/2021 | Date of Analysis / lata ananmza:  27.08.2021

08/2021

Date of Mfg / Jlara npousBoacrsa:

Date of Expiry / I'ogen go:

07/2024

Analysis performed according ND / Ananms nposenén no HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / lTokazaTean

Result / Pesyabsrarsi

Specification / Hopma

11 | Package / Ynakosxka
in a blister made of

GnucTep U3 MIeHKH

(nonuaTHNIEHOBOH/

MO NPHUMEHEHHIO.

Package / Ynaxosxka - 20 tablets

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

I'IOIIHBHHPIJDUIOPH,E[HOﬂ

MOJIMBHHHIIIEHXJIOPUIHOMN) U
AMIOMHHHEBOMH Qobru, mo 25
6nucTepoB B KAPTOHHYIO MAYKy
C BJIOXKEHHEM 25 MHCTPYKIMI

Package / Ynakoska - 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
Tabnerok B OIMCTEP M3 MIEHKH TPEXCNOHHOM
(TIBX/II2/MIBIAX) u amomuuneroii ¢oneru. o 2
1w 3 GiMcTrepa BMeCTe ¢ HHCTPYKIHET 1Mo
NpPUMEHEHMIO B KapTOHHYIO nadky. 1o 20 tabnerok
B OHCTep M3 TUIEHKH MOJHBHHIIXIIOPHIHON
(monuaTHNEHOBOI / MOMHBHHHUIIEHXIOPHIHOIH) H
ATOMUHHEBOH onbry, no 25 GnucTepos B
KapTOHHYIO Ma4yKy C BIOKEHHEM 25 MHCTPYKUMii no
NPHMEHEHHIO.

12 | Labeling / Mapkupogka According to ND /

B cootserctuu ¢ H|

13 Storage conditions / YcioBus

XpaHeHMs Boiwe 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years /3 ropa

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTCTBYeT TpebosaHuaMm HJ

Conclusion : APPROVED /
3anmouenue: O OBPEHO

Checked by QC In-Charge
NokymeHT nposepeH OKK: Qan e

Approved by QA In-Charge / e
NokymeHT ogobperH OOK: %&

Date /
Aara:

257:0%:2011

Date /

Dara: 2. 7.0% 202\
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