Cipla

CERTIFICATE OF ANALYSIS
b CEPTHOUKAT AHAJIN3A

Pagel of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482022

Batch Quantity / O6bem cepun: 5850 packs / ynakoBok

AR No / Anasarayecknii oraer Ne :  ARF/058/2022|Date of Analysis / lata apanusa: 23.02.2022

Date of Mfg / lara npoussoxcrsa:  02/2022 Date of Expiry / 'oges f1o0: 01/2025

Analysis performed according ND / Anams nposenés mo HJL: I1 N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Tesi / Hloka3aTeanb

Result / Pe3yabtathl Specification / Hopma

1 | Description / Onucanne 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. / [Tnockue Kpyribie TaONETKH CO
CKOILIEHHBIMH KPAasMH OT KOPHYHEBOTO 1O TEMHO-
KOPHYHEBOTrO 11BeTa ¢ Bkpannenuamu. Ha onnoi
cropose Tabnerku BogasneHo caoso «CIPLA», Ha
IPYTO# - TWHWS pa3ioMa,

2 | Identification / IlognuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBeTcTByeT OkpaliuBaHue aMMHAYHOTO PAacTBOpPa B KPACHbI
AHTPaxHHOHOBBIE TTTHKO3HMIbI ger.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HFLCY/ CootBetcTRyeT chromatogram of the sample solution should
Meruanaparuapokcuben3oaT corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepHKHBaHHsA OCHOBHOTO ITHKa Ha XPOMAaTorpamme
HCIBITYEMOTO PACTBOPa AOJDKHO COOTBETCTBOBATh
BPEMEHH YAEpPIKUBAHHS OCHOBHOIO IHKA Ha
XpOMATOrpamMMe CTAHJAPTHOrO PacTBOpa
MeTHImaparuapokciubensoara (pasmuen
«MeTrunmnaparuapoxcubeHs3oar).

3 | Average weight / Cpennss
macca

189.17mg / 189,17mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanme: [NpoayKT COOTBETCTBYET Tpebosanuam HI | 3aknoyvenne: OQOBPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: @ gLl

Approved by QA In-Charge / -
[okymeHT ogobper OOK: %é‘dﬁ e

[aTa:

Date /

1T Y. 2022
Hara: 1~
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOHUKAT AHAJIU3A

Page2 of4/Ctp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Ceprst Ne: 482022

Batch Quantity / OGnem cepuu:

5850 packs / ynakoBox

AR No / Asamurauecknii orger Ne :  ARF/058/2022|Date of Analysis / [lara ananmza: 23.02.2022

Date of Mfg / lara npoussozerBa:  02/2022

Date of Expiry / T'onen no:

01/2025

Analysis performed according ND / Ananus npesenén mo HJI: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTenan Result / PesyabTaTsl Specification / Hopma

4 | Uniformity of weight / Complies / Cootsercreyer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5
OpHOpPOOHOCTB MO Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Losson drying / Iotepsi B 1.6% NMT 6.0 % / He Gonee 6,0 %
Macce TPH BBICYIIHBAHHH

6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenne He menee 70 % (Q) cennozuznos yepe3 120 mun

7 | Uniformity of Dosage units / AV =44 The acceptability index forn=10 AV <L1.

OJIHOPOIIHOCTI: JO3HPOBaHUA

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 =250

IToxasarens npuemnemoctu mis n=10 AV <L1.

B cnyuae, ecnu sHagenne AV npeebimaer L1,
MIPOBOJIAT MCMBITAHKE Ha cnenyromux 20 obpasnax.
s n=30 AV <L1. Bce 3HaueHus Xi JOIKHbI
VIIOBJIETBOPATE HEPABEHCTBY:

M=xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuyectBeHHOE ONpeeneHue

(CnexrpodoTomerpis)

13.93 mg/tab /

13,93 mr/rab

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 o 15,53 mr (o1 90,0 10.115,0 %)+,
CEHHO3HU/IOB B IEPECYETE HA CEHHO3HA B B 0HOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: [MpogykT cooTeeTcTBYET TpeboBaHuam H

Conclusion : APPROVED /
3aknovenune: OQOBPEHO

Checked by QC In-Charge
HokymeHT nposeper OKK: q Ui

Approved by QA In-Charge / c@ﬁ—' 1
HokymeHT ogobper OOK: AR

Date /

1 o S o B W IR - A IS
ara:

Date /

2\ .00 20 22—
Nara:

FMQC003-15-06

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

il



CERTIFICATE OF ANALYSIS
s CEPTUOPUKAT AHAJIN3A

Cipla

Page 3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi No: 482022

Batch Quantity / O5sem cepun:

5850 packs / ymakosox

AR No / Asamaruaecknii oraer Ne : ARF/058/2022

Date of Analysis / Jlata anamsa:  23.02.2022

Date of Mfg / Jlara npomssoncrea:  02/2022

Date of Expiry / I'oner no:

01/2025

Analysis performed according ND / Anammz nposenén mo HJ/I: I1 N013745/01-091017, Mism. Ne 1 ot 17.04.2020

Ne Test / Iokazarens Result / PesyanTaTer Specification / Hopma
9 | Content of Methyl 0.046 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanne
MeTHIaparuapokcuben3oara 0.046 Mr/ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobrosorudeckas Y4HCTOTA

10a) | Total Aerobic microbial count /
OO61mee gmcno a3poOHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
"MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / Obmee gncno <10
TJIECHEBBIX U IPOMKIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10% / g / He Gonee 107 /r
bacteria/ YcToiiunBEIe K
JAEHCTBHIO KEeTIH
rpaMoTpHLATENIbHEIE DaKTepu

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absent in 1 g/ OrcyrcrBue B 1 1

10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OtcyrcTBueB 1 1

109) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTeeTcTByeT Tpebosanuam HJ

Conclusion : APPROVED /
3axknouenue: OOEPEHO

Checked by QC In-Charge " 4}\ ]
aLLe

Approved by QA In-Charge /
[okymeHT opo6peH OOK:

QAT

HokymeHT nposepeH OKK:
Date / 23 A2 42079 2o

Hara:

Date /
[aTta:

2y o2 -2oz 7.
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Cipla

CERTIFICATE OF ANALYSIS
E CEPTUO®HUKAT AHAJIN3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne : 482022

Batch Quantity / O6bem cepum:

5850 packs / ynakosox

AR No / Asanuragecknii orger No ;

ARF/058/2022|Date of Analysis / /lata anamuza: 23.02.2022

Date of Mfg / Jlara nponssoacrea:  02/2022

Date of Expiry / 'onen xo:

01/2025

Analysis performed according ND / Anamms nposenén no HJ[: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IToxazarennb

Result / Pe3yabraThb

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GnucTep U3 IUIEHKH
MOJHBHHIIIXJIOPHIHOMH
(nomuaTHIEHOBOI/

0 NPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MOJHBHHIIIEHXJIOPHIHOH) H
amoMuHHeBOH (oNbrH,
OnHcTEepOB B KADTOHHYIO MAYKY
C BIOXKEHHEM 25 HHCTPYKILHIi

Package / Ynakoeka - 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 tabiets 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 OnucTep W3 MIIeHKH TPEXCIOHHOM
(MBX/AI/TIBAX) 1 amomunuesoii doneru. ITo 2
wii 3 GaucTepa BMeCTe ¢ HHCTPYKIHEH 1o
NpPUMEHEHHIO B KapToHHYI0 nauky. [To 20 Tabnerok
B OnHCTep M3 IUIEHKH MOJIMBHHWIXJIOPHIHOI
(noMM3THIEHOBOIH / MONMMBHHHIIIEHXIOPHIHOH) H
aroMuHHeBOH donbry, no 25 Gnuctepos B
KAPTOHHYIO Ma4Ky C BIOXEHHEM 25 MHCTPYKUMH No
MPHMEHEHHUIO.

no 25

12 Labeling / Mapkuposka According to ND /

B coorsercTeum ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs Bbie 25 °C.

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

14 Shelf life / Cpok roanocTu 3 years /3 ropa

Remarks : The Product conforms to ND/
Mpumevanume: MpoaykT cootseTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknovenme: OQOBPEHO

Checked by QC In-Charge
[lokymeHT nposeper OKK: RIS

Approved by QA In-Charge / ST
Lokyment opobper OOK: %ﬁlﬁi

Date /

Nere: 2-3:02¢ 2 023 .

Date /

2 02 -l
[lara:
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