CERTIFICATE OF ANALYSIS

-

CEPTUOHKAT AHAJIN3A

Pagel ofd/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 481182

Batch Quantity / O0pem cepun: 5848 packs / ymakosok

AR No / Ananurinaeckuii orger Ne: ARF/237/2021|Date of Analysis / lata anannza: 24.09.2021

Date of Mfg / lara npoussoacrea:  09/2021 Date of Expiry / I'ogen no: (8/2024

Analysis performed according ND / Anamas nposenn mo HJL: IT N013745/01-091017, Mzm. Ne 1 ot 17.04.2020

Ne Test / Iloka3zaTes b

Result / PesynbraTs! Specification / Hopma

1 | Description / Onucanue 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. / ITnockue kpyrnble Tabnerku co
CKOLIEHHBIMH KPAAMH OT KOPUHHEBOr0 O TEMHO-
KOPUYHEBOTO LBETA ¢ BKpareHusmu. Ha onnoi
cropose Tabnerku BbiasiieHo cnoso «CIPLA», na
OpYTroi - IHHUA Pa3JIOMa.

. Identification / ITognHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootsercrayer Oxpamupanne aMMHAYHOrO PacTBOpPa B KPACHBIH
AHTpa.XHHOHOBble TITUKO3 MBI LBET.
2b) | Methyl Parahydroxybenzoate Complies/ Retention time of the principle peak in the
(HPLC)/ Coorsercreyer chromatogram of the sample solution should
MeTunnaparugpokcudeH3oaT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test

| «Methyl Parahydroxybenzoate») / Bpems
YACPXKUBAHUS OCHOBHOTO IHKA HA XPOMATOrpaMme
HCIIBITYEMOIO PacTBOPa HOJIKHO COOTBETCTBOBATD
BPEMEHH y/IepKHBAaHUA OCHOBHOIO ITHKA Ha
XPOMATOrPaMMe CTAHAAPTHOID PACTEOPa
MeTunnaparupokcubensoara (pasznen
«MetmnnaparugpoxcubeHsoar).

3 | Average weight / Cpennss
Macca

190.27 mg/ 190,27 mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanue: MNMpoaykT cootsetcTByeT TpebosanuaMm H | 3akntoyenune: OQOBPEHO

Checked by QC In-Charge/ ..
OokymeHT nposeper OKK: ?& »

Approved by QA In-Charge /

[okymeHT opobper OOK: %Q;HIC/

Date / 5 5
28 .0 9 .00}
[Hara: 1 1

Date /

Nara: 270N 202\

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lowér Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 481182

Batch Quantity / O6bem cepum:

5848 packs / yniakosox

AR No / Ananuraaecknii oraer Ne :  ARF/237/2021 | Date of Analysis / lara amanusza: 24.09.2021

Date of Mfg / lara nponseoacrsa:  09/2021

Date of Expiry / I'onen fo:

08/2024

Analysis performed according ND / Anamus nposens mo HJ{: TT N013745/01-091017, M3am. Ne 1 ot 17.04.2020

Ne Test / Hoka3zarens

Result / Pesyabrarsi

Specification / Hopma

4 | Uniformity of weight /
OnHoponHOCTE 1O Macce

Complies / Cootsercrayer

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

5 | Loss on drying / IToTeps B 2.5%

Macce IIpY BBICYLIHBAHHH

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution / 80-91%

Pacreopenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cernnosunos depes 120 Mun

7 | Uniformity of Dosage units / AV=3538

OnHopomHOCT HO3UPOBAHHSA

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.

11=150;L2=25.0,

ITokazarens mpuemueMocTH st n=10 AV <L.1.

B cnyuae, ecnu snavenne AV npeseimaer L1,
NPOBOAAT HCIILITAHKE Ha cienytouux 20 obpasiax.
Tt n=30 AV <L1. Bee 3Hayenus Xi J0OIKHBI
YIOBAETBOPATE HEPABEHCTBY:

[M=xi] < 0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
Konuuectsennoe onpeneneHue

(CniektpodoTomerpus)

14.09 mg/tab /

14,09 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 (ot 90,0 o 115,0 %)
CEHHO3MMIOB B IIEPECYETe HA CEHHO3H B B 0fHOIT
Tabmerke.

Remarks : The Product conforms to ND/
Mpumeyvanue: [Npoaykr cooreeTcTByeT TpebosaHuam H/

Conclusion : APPROVED /
3akntouyeHue: OQOBPEHO

Checked by QC In-Charge/ .. ;
[lokymeHT nposeper OKK: "/i_:!:

Approved by QA In-Charge / VT
HokymeHT ogobper O0OK: ©

Date /
Hata:

2409 202

Date /

Nara: 2.« 0900

FMQCO003-15-06

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




" CERTIFICATE OF ANALYSIS
CEPTUOMKAT AHAJIVI3A

Page 3 of 4/ Crp. 3 nz-4-

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481182

Batch Quantity / O0nem cepum:

5848 packs / yoaxoBox

AR No / Aganarngecknii orsger No :

ARF/237/2021|Date of Analysis / laTa amammza: 24.09.2021

Date of Mfg / Jlata npoussoacrsa:  09/2021

Date of Expiry / I'onen no:

08/2024

Analysis performed according ND / Anamus mposengn o HJT: TIN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / IMoxa3aTeanb Result / PesyabTaTh! Specification / Hopma
9 | Content of Methyl 0.043 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepsxanue _
METHIIaparHAPOKCHOH30a 0.043 mr/Tab
(BOAX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uosoruseckas 9ucToTa

102) | Total Aerobic microbial count /
Ob1mee 9HCIO a3pOOHBIX <10 Not more than 10* cfi/ g / He Gonee 10%/r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / O6mee 4ucIo <10
TIECHEBBIX U APOMIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10” / g/ He Gonee 10° /r
bacteria/ Ycrolfuusble K ;
IeCTBUIO KEeTYH
rpaMoTpHLATebHbIE BaKTepuu

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT | Absentin 1g/OtcyrcTBue B 1 1

10e) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OrcytctBHe B 11

10f) | Salmonella Absent / OrcyTcTByIOT Absent in 10 g /OtcyrcTeue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanwe: MNpoaykT cooteeTcTByeT TpebosaHuam Hl

Conclusion : APPROVED /
3axntouyenne: OOOBPEHO

Checked by QC In-Charge / .

Approved by QA In-Charge /
HokymeHT opgobpen OOK:

/
B

NoxkymeHT nposepeH OKK:

Hara:

Date /

[ata:

FMQC003-15-06

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
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CEPTHOHKAT AHAJIM3A
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Page 4 0f4/CIp. 4m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481182

Batch Quantity / O0bem cepun:

5848 packs / ynaxkosok

AR No / Arammrageckii oraer Ne :  ARF/237/2021|Date of Analysis / lara anammza: 24.09.2021

Date of Mfg / Jlara npomssoacrsa:  09/2021

Date of Expiry / T'ogen go:

08/2024

Analysis performed according ND / Anamis nposengn o HJI: T1 N013745/01-091017, Y3m. Ne 1 ot 17.04.2620

Ne Test / IlokaszaTennb

Result / PesyabTaTnl

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

Onucrep U3 MIEHKH

(ronmaTuneHoBoOH/

IO MPUMEHEHHIO.

Package / Ymaxoska - 20 tablets

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

TIOTMBHHIITXJIOPMIAHOH

MOMUBUHATIISHXITOPHAHOM) 1
amomuHueBoi Gonery, no 25
BrucTepOB B KAPTOHHYH) MAYKY
C BIOKEHHEM 25 MHCTPYKLIMI

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, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneToK B ONUCTED M3 MIIEHKH TPEXCIOHHON
(MBX/TI/MIBIAX) u amomuuuesoit ponbru. Ilo 2
wiau 3 Bructepa BMECTe C HHCTPYKIHEH 110
NpPUMEHEHHIO B KapTOHHY10 nadky. ITo 20 Tabnerox
B GuMcTep U3 MIEHKH NOJHBHHUIIKIIOPHIHON
(monusTHNEHOBOI / TOMHBHHUIAEHXIOPHAHO) 1
amoMUHUeB0H Gosbry, mo 25 GIHcTepOB B

S KaPTOHHYIO [1a4Ky C BJIOXKEHHEM 25 MHCTPYKIIHil 10

NPUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B coorsercrenn ¢ HJJ

13 Storage conditions / Ycnopus

XpaHEHHA Boiwe 25 °C.

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

14 Shelf life / Cpok rogHOCTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooteetcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknrouenune: OOQOBPEHO

Checked by QC In-Charge / ] i
[lokymeHT nposepeH OKK: =2

Approved by QA In-Charge /
[NokymeHT oaobped OOK: %

Date /

fara: 240 202

Date /

20 -0 9 2oz
[ara:

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




