Cibla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Y

Pagel of4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Ipoxyxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481151

Batch Quantity / OGbem cepun: 5852 packs / ymaxkoBok

AR No / Asamuringecknii orger Ne : ARF/194/2021|Date

of Analysis / lara ananmza: 12.08.2021

Date of Mfg / Jara npomssoacrsa:  07/2021 Date

of Expiry / I'onen no: 06/2024

Analysis performed according ND / Anamus nposenén mo HJL: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iokazaresns

Result / PezyabTarsr 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, / ITnockue Kpyrabie TabneTks co
CKOIIEHHBIMH KPAsMH OT KOPHYHEBOTO JIO0 TEMHO-
KOPHUYHEBOTO L[BeTa ¢ Bkpamienusamu. Ha onHoi
cropone Tabnerku Buiaasieno cioso «CIPLA», Ha
APYTO# - IMHUS pa3zioMa.

2 Identification / TTogIMHHOCTE

2a) | Anthraquinone glycosides /

AHTanPIHOHOBbIe rIIMKO3H bl

Complies /

Ammoniacal solution turns a reddish colour /

CooteetcTByer OxpawnBaHue aMMHAYHOTO PacTBOpPa B KPaCHBIi

I[BET.

2b) | Methyl Parahydroxybenzoate
(HPLC)/

Merunnaparuapokcubensoar

(BRXKX)

Complies /
Coorsercreyer

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBaHHA OCHOBHOIO MHUKA HAa XpPOMAaTorpaMme
HCMBITYEMOIO PacTBOPA JIOJKHO COOTBETCTBOBATH
BPEMCHH YACPXKHBAHUA OCHOBHOIO NMHUKa Ha
XpOMATOrpaMMe CTaHAAPTHOIO PaCTBOPa
meTunnaparuapokcubensoara (pasmen
«Merunnaparuznpokcubensoar).

3 | Average weight / Cpenmsis
Mmacca

188.50 mg / 188,50 mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Mpumeuanue: MNpogykT cooTeeTcTByeT TpebosaHuam Hl

Conclusion : APPROVED /
3aknrouenue: OQOBPEHO

Approved by QA In-Charge / Cgcj&:r:—

Checked by QC In-Charge 7
[okymeHT nposepeH OKK: flane [okymeHT onobpeH OOK: B 1=~
Datell {2-0%:202] Date_’ \f-08 -202-)

fara: JNata:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
s CEPTUOPUKAT AHAJIM3A
) Page2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust No: 481151 Batch Quantity / O6bem cepun: 5852 packs / ynakosox
AR No / Anammriaecknii otaer Ne :  ARF/194/2021 | Date of Analysis / lata anannza: 12.08.2021
Date of Mfg / Jlata mpoussoacra: 07/2021 Date of Expiry / I'ogen no: 06/2024

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

Ne Test / HoxkazaTens Result / PesyabTarst Specification / Hopma
4 | Uniformity of weight / Complies / CootsercrByer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OZxHOPOAHOCTE MO Macce %
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%
5 | Loss ondrying / [Totepsa B 1.7% NMT 6.0 % / He Gonee 6,0 %
MACCe MPH BbICYLIHBAHUH
6 | Dissolution / 83-87% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cenno3nnos 4yepes 120 mun
7 | Uniformity of Dosage units / AV=356 The acceptability index forn=10 AV <L1.
OnHOpOIHOCTE IO3HPOBAHHS In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30
AV <LI1. All values of xi must satisfy the
inequality:

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

L1=150;L2=25.0.

[Mokaszarens npuemmemocTu ans n=10 AV <L1.

B cny4ae, ecnn snauenue AV npessimaer L1,
NPOBOJAT HCHBITAHKE Ha cnenyomux 20 obpasuax.
Jna n=30 AV <L1. Bce 3HaueHHS Xi JOJKHBI
YIOBIIETBOPATE HEPABEHCTBY:

[M-x1| 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
KonuuecTseHHoe ormpenencHre 13.94 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodoromerpust) Ot 12,15 po 15,53 mr (ot 90,0 o 115,0 %)

13,94 mr/ra6 CEHHO3HMIOB B MepecyeTe Ha CeHHo3ua B B ofHO
Tabnerke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpoaykT cootseTcTayet TpebosaHuam HA | 3akniouyenue: OQOBPEHO

Checked by QC In-Charge{ Approved by QA In-Charge / , 13,
HokymeHT nposeper OKK: @l@ﬂﬁ HokymeHT ogoBper OOK: %ﬁ:\{’
Date/ {2 .08.2.021 Date / 8 el

Hara: Nara: YLy U8 o B
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIN3A

Page3 of 4/ Crp.3m3z 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481151

Batch Quantity / OGbem cepun:

5852 packs / ynakoBok

AR No / Anasmurnaecknii orger Ne : ARF/194/2021 | Date of Analysis / laTa ananmn3a:

12.08.2021

Date of Mfg / /lata npoussoacrea:  07/2021

Date of Expiry / I'oaen go:

06/2024

Analysis performed according ND / Anasms nposenén mo HJI: T1 N013745/01-091017, Hizm. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenn Result / PesynbTaTs Specification / Hopma
9 | Content of Methyl 0.045 mg/tab / 0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHIIaparuapokcudeH3oaTa 0.045mr/ra6
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpo6uosoru4eckas 9ucToTa

10a) | Total Aerobic microbial count /
OO1mee 4ucno aspoOHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MUKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Goxnee 107 /r
count / Oburee gucto <10
TIECHEBBIX W JIPOAGKEBBIX
rpuboB

10¢c) | Bile tolerant gram-negative Absent /OtcyTeTByOT Not more than 10° / g / He 6onee 10 /r
bacteria/ Ycroiiuussble k
NefCTBUIO JKeTIH
rpaMoTpHIaTeNbHBIe DaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ OtcyrcrBue B 11

10e} | Escherichia coli Absent /OtcyTeTBYIOT Absentin 1 g/ OrcyrctBue B I 1

10f) | Salmonella Absent / OtcyrcTByIOT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykT cooreeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3akntouenue: OOOBPEHO

Checked by QC In-Charge I~ 5
HokymeHT nposepeH OKK: \J\% gt

Approved by QA In-Charge /
HokymeHT ogo6peH OOK:

Date/ {9.0%.202 1
[ara:

Date /

W ~cd-202)
[ara:
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CERTIFICATE OF ANALYSIS
» CEPTUOUKAT AHAJIN3A

Paged4 of 4/ Crp. 4 n3 4

Product: Si’ﬂNADE TABLETS 13,5 mg

Npoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481151 Batch Quantity / Oonem cepun: 5852 packs / ynakosok
AR No / Ananuragecknii oraer Ne : ARF/194/2021 | Date of Analysis / [laTa anammsa:  12.08.2021
Date of Mfg / lata npomssoacra:  07/2021 Date of Expiry / 'ogen no: 06/2024

Analysis performed according ND / Anayms nposengn o H: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / oxka3zarenb

Result / PesyabTathb

Specification / Hopma

11 | Package / Ynakoexka
in a blister made of

Gancrep U3 meHku

(noMU3THIEHOBOH/

110 MPUMEHEHHUIO.

Package / Ynakoska - 20 tablets

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

MOJIHBHHHIIXJIOPUIOHOH

MONHBUHHIIICHXJIOPUIHOM) 1
amoMUHIEBOH Boneru, mo 25
OaHCTEpOB B KAPTOHHYIO MaYKy
C BIIOJKEHHEM 25 HHCTPYKIIHH

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 GuuCTep U3 IUIEHKH TPEXCIOTHO
(IIBXATI/MIBIX) n amomuunesoit dosbry. Io 2
unu 3 BnucTepa BMeCTe ¢ MHCTPYKIIHEil 1Mo
MIPHMEHEHHIO B KapTOHHYI0 nauky. 1o 20 Tabnerox
B ONHCTEp U3 IUICHKH NOJHBHHHIXJIOPHIHOI
(momHATHNEHOBO! / NOMMBHHUIAEHXIOPUIAHOH) H
amrOMHHKHEBOI Gonbry, o 25 Gnuctepos B
KapTOHHYIO Ma4Ky C BIOKEHHEM 25 HHCTPYKLHi 110
NPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B coorsercreuu ¢ HJT

13 Storage conditions / Ycnosus

XpaHeHus Boiwe 25 °C.

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

14 Shelf life / Cpok ronHoCcTH 3 years / 3 roga

Remarks : The Product conforms to ND/
lNpumeyanue: MNpoaykr cootBeTcTBYET TpebosaHusam HJ

Conclusion : APPROVED /
3axknmouenue: OQOBPEHO

Checked by QC In-Charge [ &
[okymeHT nposepeH OKK: \]3 Slamn e

Approved by QA In-Charge / _—, ; .
JokymeHT ogobper OOK: %&i’

Date / 1?—'68‘7—02—7
[ara:

Date /

Tarar \(.O% - 202}
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