- Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

-

Pagel of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482056

Batch Quantity / Oobem cepum:

5852 packs / ynakosox

AR No / Apanarmaecknii orger No ;

ARF/114/2022 | Date of Analysis / iara ananusa:

17.05.2022

Date of Mfe / lara npomssoacra:  05/2022

Date of Expiry / I'ogen mo:

04/2025

Analysis performed according ND / Anamms npoenén mo H/I: ITN013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsi

Test / HokazaTensn

Specification / Hopma

I | Description / Onucanie

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. / IInockue kpyrasie TabneTky co
CKOILIEHHBIMH KPasiMH OT KOPUYHEBOTO JI0 TEMHO-
KOPHYHEBOI'O LiBeTa ¢ BkpanneHusamu. Ha onHoii
cropoe Tabnerky BoinarneHo cioso «CTPLA», Ha
OPYroi - MMHUS pa3nomMa.

2 Identification / ITommHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
i CootBercrsyer OxpamnBaHiHe aMMHAYHOrO PAcTBOPAa B KPAaCHbIH
AHTPaXMHOHOBBIE TIIMKO3HIBI b 4

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

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPKHBAHHSA OCHOBHOTO IMUKA HA XPOMATOIPamMMe
HCITBITYEMOTO PacTBOpa AO/LKHO COOTBETCTBOBATH
BPEMEHH YAEPKHBAHHA OCHOBHOIO THKA HA
XpOMATOrpaMMe CTaHAAPTHOIO PacTBopa
MeTHInaparuapokcHOeH30arta {pasmuen
«MerunnaparuapokcubeHsoar).

3 | Average weight / Cpennss
Mmacca

190.68mg / 190,68mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Preduct conforms to ND/
Mpumeyanue: [NpogykT cooTBeTcTBYET TPeboBaHUaM H]]

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Checked by QC In-Charge /", 5
DokymeHT nposepeH OKK: ]% <) ciat

Approved by QA In-Charge /
HoxkymeHT ogobpeH O0K:

Date / ? -r/_ &g 642
Nara:

Date /

F 2.2
Jara: 18- ek

FMQCO003-15-06

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

CERTIFICATE OF ANALYSIS

N CEPTHOHUKAT AHAJIU3A
Page2 of4/Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg HpomykT: CEHA}IE®, TABJIETKH 13,5 mr
\Batch No / Cepust Ne: 482056 Batch Quantity / O6bem cepun: 5852 packs / ynakosox
AR No / Anasmatadeckmii orgaer Ne : ARF/114/2022|Date of Analysis / Jilata amanmza: 17.05.2022
05/2022 Date of Expiry / Topen no: 04/2025

Date of Mfe / lata npousBoacTsa:

Analysis performed according ND / Anamms nposenéa mo HJI: TT N013745/01-091017, U3am. Ne 1 ot 17.04.2020

Ne Result / PezysbraTsi

Test / liokazaTenb

Specification / Hopma

4 | Uniformity of weight /
OnoHOPOTHOCTE MO Macce

Complies / CooTBeTcTByeT

18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee + 7.5
%
2/20 tablets NMT +15% / 2/20 ue Gonee £ 15%

5 | Loss on drying / IToTeps B 23% NMT 6.0 % / He Gonee 6,0 %
Macce MPHU BHICYIIHBAHKH
6 | Dissolution/ 82 - 90% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenne He menee 70 % (Q) cennosuznos uepes 120 mun
7 | Uniformity of Dosage units / AV =57 The acceptability index forn=10 AV <LI.

OnHOPOMHOCTL NO3HPOBAHHA

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.

L1=15.0;L2=25.0.

IMoxazarens npuemnemocty mst n=10 AV <L1.

B cnyuae, ecinu 3navenue AV npesbinmaer L1,
MPOBOJAT UCHbITAaHKHE Ha creayomux 20 obpasuax.
Jlna n=30 AV <L1. Bce 3HaYeHHs Xi NOIKHBI
YIOBJIETBODATh HEPABEHCTRBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTseHHoe ompeneneHue
(CnextpodoTomerpus)

14.11 mg/tab /

14,11 mr/tad

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 mo 15,53 mr (ot 90,0 mo 115,0 %)
CEeHHO3HMIOB B MepecyeTe Ha CeHHO3ua B B ogHOil
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTBYET TpeboBaHuam HL

Conclusion : APPROVED/
3aknoyenune: OQOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge / e
OoxymeHT nposeper OKK: - \lg o HokymeHT ogobpeH OOK: %&E&)//
Date / Date /
ﬂ:: P06 1R e [fara; \8.05.2.02-2 .
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ERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

Cipla

Page3 of 4/ Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482056

Batch Quantity / Oobem cepun: 5852 packs / ynakoBox

AR No / Anamarigaeckuii orger Ne : ARF/114/2022

Date of Anaiysis / Jlara ananuza: 17.05.2022

Date of Mfe / lara npoussogcrea:  05/2022 Date of Expiry / T'omen mo: 04/2025

Analysis performed according ND / Anamis nposengn no HJI: IT N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne

Test / lloka3zarenn

Result / Peayantars: Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
ConepxaHue
meTuanaparuapokcubensoara

(BIXKX)

0.047 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

0,047 mr/Tab

10 | MICROBIAL LIMIT TEST/ Muxkpobuonoru4eckas 4ucToTa

1¢a) | Total Aerobic microbial count /
O6mee qucno a3poOHbIX
MHKPOOPraHH3MOB '

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

10b) | Total combined yeast and mould
count / Obmee wucno

Not more than 10° cfu/ g /He Goxee 10 /r

10f) | Salmonella

<10
IUIECHEBBIX U JAPOXOKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OtcyTcTByIOT Not more than 10%/ g/ He Gonee 10° /r
bacteria/ Ycroiiuusbie k
JIEHCTBHIO JXeTIH
rpamMoTpHLATeNIbHbIe DaKTepHH
10d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absentin 1 g/ OtcyrcrBue B 1 1
10¢) | Escherichia coli Absent /OrcytcTByIOT Absent in 1 g / Otcyrcreue 8 1 1
~ Absent / OrcytetByroT Absentin 10 g /Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanune: [pOAYKT COOTBETCTBYET T

Conclusion : APPROVED /
pebosaHuam Hl | 3aknoyenune: OQOBPEHO

Checked by QC In-Charge />

) Approved by QA In-Charge /
LokymeHT nposepeH OKK: 13 vl aul JokymeHT opnobpeH OOK: %

Date / 1 -0 20 2o
Nara:

I R
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Cipla

Paged of4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482056

Batch Quantity / O0bem cepuu:

AR No / Aganatnaecknii orger Ne : ARF/114/2022

Date of Analysis / Jiara apannza: 17.05.2022

Date of Mfe / lara nponssoacrsa:  05/2022

Date of Expiry / T'ogen no: 04/2025

5852 packs / ymaxkosox

Analysis performed according ND / Anamus nposenén mo HJI: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / lToxkazaTens

Result / Pesynbraisi

Specification / Hopma

11 | Package / YnakoBka

Package / Ynakoska - 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 Tabnerox B
Onucrep U3 MIEHKU
[TOJIMBUHHIIXJIOPUJTHOH
(nonnatHaeHOBOIH/
MOJTHBHHUIIEHXJIOPUIHOM) H
amoMuHueBol Qonbry, no 25
BAMCTEPOB B KAPTOHHYHO AYKY
C BIOJKEHHEM 25 HHCTPYKLHIA
MO0 MPHMEHEHHIO.

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 OIMCTED U3 IUICHKH TPEXCIIOMHOM
(IIBX/IISMIBIX) n amoMurnesoi Gomnsru. Iio 2
wnu 3 OnucTepa BMECTe ¢ MHCTPYKLIHEH 1O
MPHMEHEHHIO B KapTOHHYI0 nayky. [To 20 Tabrerox
B GIIHCTEp U3 IUIEHKH OJMHBHHHIXJIOPHIHON
(MOAMITHNEHOBO# / MOMMBUHHIIEHXJIOPHAHOI) 1
amoMuHHeBoH Gonbry, o 25 dGnucrepor B
KapTOHHYIO MayKy C BIOKEHHEM 25 HHCTpYKLuil 1o
TIPUMEHEHHIO.

12 | Labeling / MapkupoBska

According to ND /

B cootsercTeuu ¢ HJJ

13 Storage conditions / Venosus
XpaHeHHs

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

Boime 25 °C.

14 Shelf life / Cpok rogaocTH

3 years / 3 roma

Remarks : The Product conforms to ND/
MNpumeyanume: MpoaykT cooTeeTcTBYET TPeboBaHUaM HJI

Conclusion : APPROVED /
3aknouenmne: OQOBPEHO

Checked by QC In-Charge / {’\,\ 5
[JokymeHT nposepeH OKK: ’ i

Approved by QA In-Charge /
[okymeHT onobpeH OOK:

HIE

[ara:

| Date/

Nata. \R-05.202-T

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




