Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIM3A

Page 1 of4/Crp. 1 m34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Date of Mfg / /lara mpou3ssoncrTBa:

Baichi No / Ceprisi No ¢ 481156 Batch Quaritity / O0bes ceprni: 5846 packs / viiakoBok
AR No / Anamrimgecknii order Ne : ARF/199/2021|Date of Analysis / Jlara ananmsa: 17.08.2021
07/2021 Date of Expiry / I'open no: 06/2024

Analysis performed according ND / Asami nposenén o HJI: TT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zareb

Result / PesyasTaTnl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercrByer

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. / [Tnockue kpyribie TabneTku co
CKOIIGHHBIMH KPasiMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOTO LiBeTa ¢ BKpamieHusiMu, Ha onHOM
cropoHe Tabierku BoinasieHo cioso «CIPLA», na
IpYTOi - MUHUS pa3noma.

2 | Identification / ITonnuunoCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T T— Coomercmyer S:é)ramuaaﬂue aMMMAYHOr0 PACTBOPA B KPACHBIH
2b) Mefhyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootsercrayeT chromatogram of the sample solution should
Mertunnaparunpokcubessoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEp)KHBAHUA OCHOBHOTO MHKA HAa XPOMATOrpaMMe
HCTIBITYEMOTO PACTBOPA JIOIDKHO COOTBETCTBOBATD
BPEMEHH Y/IepXKUBAHHs OCHOBHOTO MHKA Ha
XPOMATOrpaMMe CTaHAAPTHOrO PacTBOPA
MeTHNnaparuapokcubensoara (pasaen
«Metunnaparuapoxcudbensoar).

3 | Average weight / Cpenpisis
macca

187.59 mg/ 187,59 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: Npoaykr cooTeeTcTBYET TpebosaHuaMm HJ

Conclusion : APPROVED /
3aknouenue: OO0OBPEHO

Checked by QC In-Charge L |2
[lokymeHT nposeper OKK: lg Neane

Approved by QA In-Charge /
HokymeHT oaobpeH OOK:

Date /

e | 7-0% 2021

Date /

o \8 "O%-2 072}
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHUOHUKAT AHAJIN3A

Page2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJETKH 13,5 mr

Date of Mfg / lara mpousBoacrBa:

Batcli No / Cepist Ne ¢ 481156 Batch Quantity / O0bem ceprm: 5846 packs / viTakoBokK
AR No / Anamaragecknii oraer Ne :  ARF/199/2021|Date of Analysis / /lara ananasza:  17.08.2021
07/2021 Date of Expiry / I'ogen no: 06/2024

Analysis performed according ND / Anamms nposenén mo HJI: TTI N013745/01-091017, M3m. Ne 1 or 17.04.2020

OpxHOPOAHOCT A0O3HPOBAHUSA

Ne TFest / Hoxazatens Result / Pesynsrarst Specification / Hopma

4 | Uniformity of weight / Complies / CootBercryer 18720 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5
OIHOPOIHOCTE MO Macce %

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

5 | Loss on drying / Iloreps B 24% NMT 6.0 % / He Sonee 6,0 %
Macce MNMpH BRICYIINBAHHH

6 | Dissolution / 83-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenHozugos uepes 120 mun

7 | Uniformity of Dosage units / AV=50 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
=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.

IMoxazarens npuemnemocth s n=10 AV <L1.

B cnyae, ecnu spawenne AV npesbhnaer L1,

NPOBOAAT HCIIBITAHKE Ha cnenyromux 20 obpasuax.

Hns n=30 AV <L1. Bce 3HaueHHs Xi JOMKHBI

YAOBIETBOPSTH HEPABEHCTBY:

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

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

8 | Assay {Spectrophotometry)
KonugecTsenHoe onpeneneHue
(CnekrpodoToMeTps)

13.93 mg/tab /

13,93 mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.6 %)y of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3HUIOB B IepecueTe Ha CeHHO3u B B oaHOI
Tabnerke.

Remarks : The Product conforms to ND/
MpumeyaHue: Mpoaykr cooteeTcTByeT TpebosaHuaM HJ

Conclusion : APPROVED /
3aknwoyenue: O0OEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[DokymeHT nposepeH OKK: “ane [okymeHT ogobpeH OOK: %
Date / -og-2 027 Date / | Bssorid, o
Dara: 1 Nata: |8-08-202.
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Cipla

'CERTIFICATE OF ANALYSIS
¥ CEPTHOHUKAT AHAJIM3A
R Page3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne ¢ 481156 Batch Quantity / O6bem cepuni: 5846 packs / yimakoBoK
AR No / Anamaraaecknii orger Ne : ARF/199/2021|Date of Analysis / lara amannsza: 17.08.2021
Date of Mfg / Jlara npomssoacrea:  07/2021 Date of Expiry / I'ogen no: 06/2024

Analysis performed according ND / Ananns nposengn mo HJI: ITN013745/01-091017, Msm. No 1 or 17.04.2020

Ne Test / Hoxazarehs Result / Pesynsrars: Specification / Hopma
9 | Content of Methyl 0.046 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIMaparupokcuben3oara 0,046 mr/1ab
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MuxpoGuonoruyeckas 94CToTa

10a) | Total Aerobic microbial count /
O6mee yucno a3poOHbIX <10 Not more than 10* cfu/ g / He 6onee 10* /r

MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 10° /r
count / Ofmee 4ncIO <10
IIECHEBBIX H APOMIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCcTBYIOT Not more than 107 / g / He Goxee 10” /r
bacteria/ Veroiiuussie K
TEHCTBHUIO JKEITIH
rpaMOTpHIATebHbIE OaKTepHH

10 d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OtcyrctBue B 1 1
10¢) | Escherichia coli Absent /OTCYyTCTRYIOT Absent in 1 g/ OtcyrctBHe B 1 T
10f) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcyrerBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanme: MpoaykT cooTeeTcTBYeT TpebosaHuam HI | 3aknioueHne: OOOEBPEHO

Checked by QC In-Charged™ |5~ Approved by QA In-Charge / —
NokymeHT nposepeH OKK: \,B L okymeHT ogobpeH OOK: %
Date / 7.-08:2.021 Date / T

Jara: l [ata: VErBipe2sii)

FMQC003-15-06

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

CERTIFICATE OF ANALYSIS
h CEPTHOUKAT AHAJIN3A

Paged of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batcli No / Ceprsi Ne ¢ 481156 Batch Quantity / O0bem cepri: 5846 packs / yaKoBoK
AR No / Asanarngecknii oryer Ne : ARF/199/2021|Date of Analysis / Jlara amammsa:  17.08.2021
Date of Mfg / Jlara nponssoacrea:  07/2021 Date of Expiry / I'onen no: 06/2024

Analysis performed according ND / Anamm nposeaén mo HJI: TIN013745/01-091017, U3m. Ne 1 or 17.04.2020

Ne Test / Hoxazarens

Result / Pesyastarst

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GnucTep U3 MUIEHKH

(nOMHUATUIIEHOBOIH/

IO NPUMEHEHHIO.

Package / Ynakoexka - 20 tablets

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

NOJUBUHHIIXIIOPHUIAHON

T[O/IMBHHHJIACHXJIOPHIHOMH) H
amoMuHuesoi Gonbry, no 25
OIMCTEPOB B KAPTOHHYIO Ma4Ky
C BJIOJKEHHEM 25 MHCTPYKLIM

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 GrMCTEp U3 MUICHKH TPEXCIOHHOM
(MBX/II/MIBX) n amomunuesoii donbru. Ilo 2
wiu 3 Gnucrepa BMecTe ¢ MHCTPYKLHe#t mo
MPHUMEHEHHIO B KapToHHY10 mayky. ITo 20 Tabnerok
B GyHCTEp U3 TUIEHKH NOJHBHHAIXJIOPHIHOMH
(monM3THNEHOBO#H / NONMBHHHUIAEHXIOPHIAHOMH) H
anOMUHIEBOI Gonbry, no 25 Gaucrepos B
KapPTOHHYH MAayYKy C BIOMXKEHHEM 25 MHCTPYKLMIE no
MPUMEHEHHIO.

12 | Labeling / Mapkuposxa According to ND /

B cootBercteuu ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHMs! seie 25 °C.

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

14 Shelf life / Cpok rogsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeyanume: MpoaykT cooteeTcTayeT TpeboaHnam HI

Conclusion : APPROVED /
3axntouenme: OOOEPEHO

Checked by QC In-Charge /™, O~

Approved by QA In-Charge /

JokymeHT nposepeH OKK: 439 an ¢ JokymeHT ogoBpeH OOK:
Date / '08‘201 Date / )
[ara: 17 ) Dara: | §r QP RC 2
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