CERTIFICATE OF ANALYSIS
) CEPTUGHKAT AHAJIH3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg Mponykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi No ;483039 Batch Quantity / Oobem cepun: 581 7packs / ynakosok
AR No / Amamarnydecknii orgaer Ne : ARF/077/2023|Date of Analysis / Jlara anannza:  07.06.2023

Date of Mfg / Mata npoussoacrea:  05/2023 Date of Expiry / I'ogen no: 04/2026

Analysis performed according ND / Auanus nposeaén no HI: TIN013745/01-180522

Ne

Test / Hoxazarein

Result / PesyabTarst

Specification / Hopma

1 | Description / Onucanue

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. / Ilnockue kpyrble TabneTkn co
CKOLUIEHHBIMH KPaIMH OT KOPHYHEBOTO A0 TEMHO-
KOPU4HEBOro 1Bera ¢ Bkpamienusimi. Ha oxuoii
cropoHe Tabnerku BuiAasieso cjioso «CIPLAY, na
JPYTOii - THHHS pasnoma.

2 | Identification / TIonnHHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootsercrayer OxpalnBaHiHe aMMHAYHOrO pacTBopa B KPacHBIi

AHTPaXHHOHOBBIE IIMKO3HIBL e

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTsercTBYeT chromatogram of the sample solution should
MeTunnaparuapoxcudensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPIKMBAHHST OCHOBHOTO MMHKA HA XPOMaTOrpaMme
HCHBITYEMOrO PacTBOPA HOJUKHO COOTBETCTBOBATD
BPEMEHH YHEPXKHBAHHS OCHOBHOIO MHKA Ha
XpOMaTOrpaMmme CTaHAaPTHOTO PacTBOPa
meTuinapariapoxcubensoara (pasnen
«MerunnaparuapoxcubeHsoar).

3 | Average weight / Cpeguss
Mmacea

186.72mg / 186,72mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykr cooTeeTcTBYET TPeboBaHKAM HI

Conclusion : APPROVED /
3aknroyeHue: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

A
JOokymenT nposepeH OKK: ga\w JlokymeHT ofo6peH OOK: %V
S
HEle ¢ Date / _
ﬂ.:Tea: t-06-2ma Nara: 09 0k LD

FMQC003-15-07

Clpla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Tndl‘a
- Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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s CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page2 of 4/ Ctp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

IMpoaykr: CEHAII’E@, TABJETICH 13,5 mr

Batch No / Cepusi Ne ;483039

Batch Quantity / O0bem cepi:

5817packs / ynaxoBok

AR No / Ananurayeckunii orger Ne :

ARF/077/2023 | Date of Analysis / lara anamusza: 07.06.2023

Date of Mie / Jara npoussopcrsa:  05/2023

Date of Expiry / I'omen mo:

04/2026

Analysis performed according ND / Anannus uposenén no HJI: [TN013745/01-180522

Test / Hoxazarenn

Ne Result / Pesyasrare:

Specification / Hopma

4 | Uniformity of weight /
OpHOPOIHOCTD [0 Macce

Complies / CootBercTBy€eT

18/20 tablets NMT =+ 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT *15% / 2/20 ne 6onee = 15%

OHHOPOHHOCT!: AO03HPOBAHMSA

5 | Loss on drying / IToreps B 2.5% NMT 6.0 % / He 6onee 6,0 %
Macce TIpH BbICYLUHBAHUH
6 Dissolution / 82-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennosznpos yepes 120 mun
7 | Uniformity of Dosage units / AV =49 The acceptability index forn= 10 AV<LI.

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 satisty the
inequality:

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

L1=15.0;L2=25.0

Noxasarens npuemnemoctn aas n=10 AV <L1.

B cnyuae, ecnu 3Hauenne AV npesbiuaer L1,
[POBOJSAT UCTbITAHHE Ha crenyomux 20 obpasuax.
Jisi n=30 AV < L1. Bce 3Hauenust Xi JODKHbI
YAOBJIETBOPAThL HEPABEHCTBY:

[M=xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KosmuecTBenHoe onpexesneHue
(Cnexrpodoromerps)

13.95 mg/tab /

13,95mr/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 (ot 90,0 no 115,0 %)
CCHHO3HIOB B NNepecHeTe Ha CeHHO3HA B B ogHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanune: Mpogykr cootseTcTByeT TpeboraHuam H/l

Conclusion : APPROVED /
3akmwovenue: OQOBPEHO

JokymeHT nposepeH OKK:

Approved by QA In-Charge /' ¢\
[okymeHT ofobpeH OOK: Y ‘YC

Date /
[ara:

Checked by QC In-Charge /
A,
koA 2T

Date /
Hara:

0940k 2023

FMQC003-15-07

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



N CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIH3A

Page 3 of4/Crp. 3 w3 4

Product: SENADE TABLETS 13,5 mg

IIponykr: CEH AIE®, TABJETKH 13,5 mr

Date of Mfg / dara npoussogcrsa:

Batch No / Cepust Ne : 483039 Batch Quantity / O0bem cepun: 5817packs / ymaxoBok
AR No / Apasmrruyecxcnit oruer Ne : ARF/077/2023 | Date of Analysis / Jata anaymsa:  07.06.2023
0572023 Date of Expiry / I'ogen mo: 04/2026

Analysis performed according ND / Ananns nposenén mo HJI: [TN013745/01-180522

Test / Iokazarenn

No Result / PeayabtaTsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/

0.049mg/tab

Copnepxanuie
MeTHANaparuapoxcHdeH3oara 0.049Mr/1a6
(BRXX)

0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MuxpoOuonoraueckas 4McToTa

10a) | Total Aerobic microbial count /

Obuee 4ucO adpobHBIX 40 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 10 /r
count / Obnree uncno <10
[UIECHEBBIX 1 JAPO’OKEBbIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OrcyrerByior Not more than 10° / g / He Gosee 10° /r
bacteria/ Ycroitunsbie x
1elCTBHIO YKeNuH
rpamMoTpHLATENbHbIE OaKTEePHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ Otcyrcreue s 1 r

10 ¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrcrBue 8 1 ¢

106) | Salmonella Absent / OrcyrerByior Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
MNpumeuanue: Mpoaykr cooTBeTcTByeT TPeboBaHuam HA

Conclusion : APPROVED /
3akntoyenme: OQOBPEHO

Checked by QC In-Charge /
%)‘CD_P

Approved by QA In-Charge /
LokymeHT ogobpeH OOK:

B

Date /

HokymeHT nposepeH OKK:
Hara: 09-06 217

Date /

[Jara: O30 202>

FMQCO003-15-07

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




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIHM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483039

Batch Quantity / O0bem cepun:

5817packs / ynakoBox

AR No / Ananurayecknii oraer No :

ARF/077/2023 | Date of Analysis / {ara aganuza:  07.06.2023

Date of Mfg / JIara nponssojcrsa:

05/2023

Date of Expiry / Topen no:

04/2026

Analysis performed according ND / Anasmis nposenén rio HJI: TTN013745/01-180522

No

Test / Ioxazarean

Result / Pesysabrarnr

Specification / Hopma

11 | Package / Ynaxoska

Package / Ynaxoska - 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
Grucrep U3 MICHKH
TOJIHBHHIIIXJIOPHIHOI
(MOAHITHICHOBOIY/
TIOJIMBHHIFACHXJIOPHIHOI) 1
amomiHnesoii gonbry, no 25
Ba1CTePOB B KAPTOHHYIO MAYKY
¢ BJIOKEHNEM 25 HHCTPYKLHIT
110 MPUMCHEHHIO.

Package / Ynaxoska - 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, 23 blisters with
25 patient information leaflets in a carton. / ITo 20
Tabserox B GaHCTEp H3 MNEHKH TPEXCHOHHOH
(MBX/ATOMIBAX) u amomutuesoii doseru, Tlo 2
win 3 GancTepa BMECTE ¢ HHCTPYKUMET 110
NPUMEHEHHWIO B KapToHHYt0 nauky. [lo 20 rabnerok
B OaHCTep 13 MUIEHKH NOJHBHHIIXJIOPHIHOM
(MOAHITUACHOBOIT / MOMMBHHHIIASHXAOPHAHOIH) 1
aytomutiesoii Gonbry, no 25 Gmucrepes B
KAPTOHHYIO MavKy ¢ BAOKEHHEM 25 MHCTpyKwii no
NPHMEHEHHIO,

12| Labeling / Mapxitponia

According to ND /

B coorsercrin ¢ HI

13 Storage conditions / Ycnosus
XpaHeHs!

In a dry place, at temperature below 25 °C. / B cyxoM mecte npH Temreparype He

Boite 25 °C.

14 Shelf life / Cpox ronsoctu

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cootseTcTBYET TPeboBaHuam Hl

Conclusion : APPROVED/
Janrouernue: OQOBPEHO

Checked by QC In-Charge /
HoxymeHT npoeepeH OKK:

o

Approved by QA In-Charge /
HokymeHT ofobper OOK:

Date /
Oara:

09062007

Date /
Hara:

090 b 202

FMQC003-15-07

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



