Chple

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 m3 4

Test / Moxkazareas

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 483017 Batch Quantity / O6bem cepun:  5843packs / ynakoBox
AR No / Anammaragecknii oraer Ne :  ARF/037/2023 | Date of Analysis / lara anammsa:  23.03.2023
Date of Mfg / lara nponssoacrsa:  02/2023 Date of Expiry / I'ongen no: 01/2026
Analysis performed according ND / Ananms nposenén mo HJI: 1 N013745/01-180522
Ne Result / PesyabraTs Specification / Hopma _

1 | Description / Onucanue

Complies / CootsercTsyer

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 kpyrisie Tabnerkn co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOTO 0 TEMHO-
KOPHYHEBOIO LBeTa ¢ BKpanaexusmu. Ha oxHoii
cropoxe Tabnerku BbiaanieHo cioBo «CIPLAY, Ha
APYroif - JIMHUA pasioma.

2 Identification / TToaniuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
AR SRR Cootsercrayer (u)::ramnnanue aMMHa4HOIO pacTBOpa B KpPaCHbIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercrayer chromatogram of the sample solution should
Merunnaparnapokcubersoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepPKUBAHHSA OCHOBHOTO MHKA Ha XPOMATOrPaMMe
HCTBITYEMOTO PACTBOPA A0JDKHO COOTBETCTBOBATH
BPEMEHU YIePKHUBAHUA OCHOBHOMO MHKA Ha
XpoMaTorpamMe CTaHAapTHOro pacTsopa
Metunnaparuapoxcubenzoara (pasnen
«Merunnaparuapokcubersoar).

3 | Average weight / Cpennsis
macca

187.56mg / 187,56mr

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

Remarks : The Product conforms to ND/
Mpumeyanune: MNpoaykr coorseTcrayeT Tpebosannsm HI

Conclusion : APPROVED /
3aknw4enune: OOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

[NokymeHT nposeper OKK: W OokymeHT opobpeH OOK: %’/"'
Date / Date / R

flata: ZAOA~2zAD e
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Cipla

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483017

Batch Quantity / O0bem cepun:

5843packs / ynakoBok

AR No / Ananuraaecknmii orger Ne : ARF/037/2023 | Date of Analysis / lara anaamsza: 23.03.2023

Date of Mfg / Jlara npon3soacrea:  02/2023 Date of Expiry / l'ogen no: 01/2026
Analysis performed according ND / Ana;ms nposenén no H/L: TTN013745/01-180522
Ne Result / Pesyabtarsi Specification / Hopma
Test / lokaszaTenn

4 | Uniformity of weight / Complies / CooTsercrsyer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OnHOPOZHOCTE 1O Macce %

2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / [Toteps 8 3.1% NMT 6.0 % / He Gonee 6,0 %

Macce MPH BhICYLIHBAHUH

6 | Dissolution / 80-87% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenne He menee 70 % (Q) cennoszunos yepes 120 mun

7 | Uniformity of Dosage units / AV=47T The acceptability index forn=10 AV <L1. |
OaHOPOAHOCTDL I03HPOBAHHA 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 = L2 x M.

L1=15.0;L2=25.0,

TTokasaress npremaeMocTn s n=10 AV <L1.

B cnyuae, ecnu 3Hauenue AV npesbimaer L1,
NPOBOAAT HCNbITaHKHE Ha cneayromux 20 obpasuax.
Jlnsa n=30 AV < L1. Bce 3HaueHns Xi J0KHbI
YAOBAETBOPATH HEPABEHCTBY. )

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTsensoe onpenenenue 13.94mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerphsi) Or 12,15 no 15,53 mr (ot 90,0 1o 115,0 %)

13,94mr/Tab CEHHO3HIOB B repecyeTe Ha ceHHo3ua B B oxHO#
Tabnerxe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpoaykT cootsercTayeT TpebosaHuam HA

3aknouenue: OAOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
o
[okymeHT rnposepeH OKK: W MokymeHT ogobpeH OOK: %}‘/
/
H:_treal o423 B:_trea 2.8.04-202%
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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ERTIFICATE OF ANALYSIS

Cipig

C
CEPTHOHUKAT AHAJIN3A
Page 3 of 4/ Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483017

Batch Quantity / O6bem cepun:  5843packs / ynakoBox

AR No / Anasmrayeckuii oraer Ne :  ARF/037/2023

Date of Analysis / /lara ananmsza:  23.03.2023

Date of Mfg / lata nponssoacrea:  02/2023 Date of Expiry / I'ogen 10: 01/2026

Analysis performed according ND / Anamns nposenén no HJL: I1N013745/01-180522

Ne Result / PesyabTaTsi Specification / Hopma
Test / Mokazarens
9 | Content of Methyl 0.05Img/tab 0.028 — 0.056 mg/tab. / Ot 0,028 z0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTnanaparuipokcnoensoara 0.051Mmr/rab
(BIXKX) '

10 | MICROBIAL LIMIT TEST/ Mukpo6uosnornyeckas 4McToTa

10a) | Total Aerobic microbial count /
Obuiee 4nCII0 a3POOHBIX
MHKPOOPTaHH3MOB

20 Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / O6mee 4ucno

Not more than 10” cfu/ g /He Gonee 10° /r

<10
TLIECHEBBIX H APOMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroiiuuseie k
NIeACTBHIO HKEITIH
rpaMoTpHuaTeNbibie fakTepuu
10d) | Staphylococcus aureus Absent /OtcyrcTBYIOT Absentin 1 g/ OtcyrcrBue B 1 r
10¢) | Escherichia coli Absent /OtcyTCcTBYIOT Absentin 1 g/ OrcyrctBue B 1
109 | Salmonella Absent / OTcyTeTBYIOT Absent in 10 g /Orcyrcrene B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeyanue: MpogykT cooteetcTeyeT Tpebosanuam H | 3akniouenune: OQOBPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK: W

Approved by QA In-Charge /
NokymeHT ogobpeH OOK: CW/

Date /
[ara:

Date /

FMQCO003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipia

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Paged4 of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 483017

Batch Quantity / O6bem cepun:

5843packs / ynakoBok

AR No / Ananmaragecknii oraer Ne :  ARF/037/2023 | Date of Analysis / /lara ananuza: 23.03.2023

Date of Mfg / lara npomssoacrsa:  02/2023 Date of Expiry / I'oaen no: 01/2026
Analysis performed according ND / Anams nposeaén no H/I: IT N013745/01-180522
Ne Result / PesynbTaTn! Specification / Hopma

Test / [lokazarenn

11 | Package / Ynakoska
in a blister made of

Gnucrep U3 MIeHKH

(MONHU3ITHIIEHOBOMH/

0 MPHMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MOJHBHHHIDXJIOPHIHON

MOMHBHHHIIIEHXIOPHIHOH) 1
amomuniesoii Gomabry, no 25
GnHCTEpOB B KAPTOHHYIO MAvKy
C BIIOJKEHHEM 25 HHCTPYKUHH

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 OMCTEP M3 MIIEHKH TPEXCIOHHOM
(IBX/TIDMIBAX) u amomunnesoit donery. [To 2
uian 3 GrucTepa BMeCTe C HHCTPYKLHMEH 1Mo
MPHMEHEHUIO B KapTOHHY10 na4ky. [To 20 Tabnerok
B OuHCTep M3 [UIeHKH NOJMBHHWIXIOPHIHOMH
(MOMHATHIIEHOBOH / MOMHBHHIIAEHXIOPHIHOI) 1
amomuaresoil Gonsry, no 25 Gaucrepos B

KAPTOHHYIO MTAUKy C BIOKeHHeM 25 HHCTPYKIWi 1o
MPAMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B coorBercrBuu ¢ HJ{

13 Storage conditions / Ycnosus

XpaHeHus soime 25 °C.

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

14 | Shelflife / Cpok roanocti 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooreetcrayeT TpebosarHmsam HI

Conclusion : APPROVED /
3aknouenne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

2 . | 55
[okymeHT nposepeH OKK: _/‘C';Er [NokymeHT ogobpeH OOK: %
Date / Date /
flara: 2A..04 2072 Nara: Lﬁx@‘-\‘?,o'z,z

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




