Chipvla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 w34

Product: SENADE TABLETS 13,5 mg

Tponyxt: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 483007

Batch Quantity / Oobem cepun:  5844packs / ynakoBok

AR No / Asanurngecknii oraer Ne : ARF/025/2023 | Date of Analysis / lara anaamsa: 23.02.2023

Date of Mfg / JlaTa npon3Bojcrsa:

01/2023 Date of Expiry / 'onen no: 12/2025

Analysis performed according ND / Ana;sms nposenén mo H/I: T1 N013745/01-180522

Test / loxkaszarens

Result / PesyabTaThbi Specification / Hopma .

1 | Description / Onucanne

Complies / CooTsercrayer 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. / Iockue kpyribie Tabnerku co
CKOIIEHHbIMH KPasiMH OT KOPHYHEBOIO JI0 TEMHO-
KOPHHHEBOro LBeTa ¢ Bkpannenuamu. Ha oauoi
cTopoHe Tabnerkn BuiasieHo cioso «CIPLAY, Ha
APYroii - THHHS pasioma.

2 | Identification / [ToanuHHOCTH

2a) | Anthraquinone glyc'osides/ Complies / Ammoniacal solution turns a reddish colour /
S — CootsercTsyer g::rmuuaaﬂue aMMHA4HOrO PacTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should

(BIXKX)

Meruanaparunpokcubensoar

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEp/KHBaHHSA OCHOBHOTO MHKA HA XpPOMaTorpaMme
MCMBITYEMOTO PacTBOPA A0JIKHO COOTBETCTBOBATE
BPEMeHH ylIep)KHBaHHA OCHOBHOTO THKA Ha
XpOMaTorpaMme CTaHAapTHOTO pacTBopa
MeTHImaparuapokcnbensoara (pasnen
«MeTnnmaparuapokcubensoar).

3 | Average weight / Cpennss

macca

186.81mg / 186,81mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooteeTcTeyeT Tpebosanuam HA | 3aknroyexue: OOOEPEHO

Conclusion : APPROVED /

Checked by QC In-Charge / Approved by QA In-Charge / =
[okymeHT nposepeH OKK: {@’ﬁ— HokymeHT ogobpeH OOK:

/
5l 2o el tAovaoss
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Page 2 of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Npoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepasi Ne : 483007

Batch Quantity / O6bem cepan:  5844packs / ynakosok

AR No / Anamarinaecknii oraer Ne : ARF/025/2023|Date of Analysis / /lara asanmsza: 23.02.2023

Date of Mfg / lara nponssoacrsa:  01/2023 Date of Expiry / I'ogen o: 12/2025

Analysis performed according ND / Ana;ms nposenén mo H/I: ITN013745/01-180522

Ne

Test / Moxkazarenn

Result / PesyabTaTni Specification / Hopma

4 | Uniformity of weight /
OnHOpPOAHOCTH 110 Macce

Complies / CooTeerctayer 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

5 | Loss on drying / IToTeps B 2.6% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BhICYLINBAHHH
6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenne He menee 70 % (Q) cennosnnos uepe3 120 mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <L1.

OIHOPOIHOCTH O3HPOBAHHS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <LI. All values of xi must satisfy the
inequality:

IM-xi| < 0,01 * L2 x M.

L1=15.0;L2=25.0.

TMokasatens npuemaemoctn ans n=10 AV <L1.

B cnyuae, ecin 3Havenne AV npesbinaer L1,
NPOBOAAT MCTbITaHKE Ha crieayoumnx 20 ofpasuax.
Jlnsa n=30 AV < L1. Bece 3nauenns Xi JO/DKHbI
YAOBIETBOPATL HEPABEHCTBY: '

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

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry)
KosmuecTsenHoe onpeneneHne
(CnexrpodoToMerpHs)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.95mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 1o 15,53 mr (o1 90,0 no 115,0 %)

13.95mr/1a6 CEHHO3MI0B B NepecyeTe Ha CeHHo3ua B B o1HOlM
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MNpogykT cooteetcTayeT Tpebosanmam HA | 3akmoyenne: ONOEPEHO

Checked by QC In-Charge /
[NokymeHT nposeper OKK: )@Jm@
B —

Approved by QA In-Charge / #
HokymeHT ogobpeH OOK: %

Date /

Nara: 2904 20 %

Date /

Hara: LA-oM. 202D

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




CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Cipia

Page3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483007

Batch Quantity / O6bem cepun:

5844packs / ynakosok

AR No / Asanarageckni orger Ne : ARF/025/2023

Date of Analysis / /lara apammsa: 23.02.2023

Date of Mfg / lara nponssoacrea:  01/2023 Date of Expiry / I'ogen no: 12/2025
Analysis performed according ND / Anasms nposeaén no H/I: 1 N013745/01-180522
No Result / PesynibTaTs Specification / Hopma
Test / IlokazaTean
9 | Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

parahydroxybenzoate(HPLC)/
Conepxanne
MeTHJINaparuapokcHbenHsoara 0.049Mr/rab
(B2XKX) '

10 | MICROBIAL LIMIT TEST/ MukpoOuonoru4eckas 4ucTora

108) | Total Aerobic microbial count /
Obuiee 4HC0 a3POOHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / O6mee 4uca0 <10
TIECHEBbIX H APOHIKEBBIX
rpHGOB

10¢) | Bile tolerant gram-negative Absent /OtcyTCTBYIOT Not more than 10° / g / He Gosee 10° /r
bacteria/ Ycroiunseie K
JIEACTBHIO KeJTHu
rpaMoTpHLATe bHbIE HaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTByioT Absent in 1 g/ Orcyrcrene B 1 r

10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ Otcyrcreue B 1 ¢

100) | Salmonella Absent / OtcyTeTBytoT Absent in 10 g /Otcyrcreue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeuanue: MpoaykT cootBetcTByeT TpebosaHuam H | 3akmoyenne: OQOBPEHO

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

[okymeHT nposepeH OKK: %-35’,...- P [lokymeHT onobpeH OOK: %%I/’\f
B::‘::/ 29-04-2023 3:;‘: 2o 2023
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page4 of 4/ Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

483007

Batch Quantity / O0bem cepau:

5844packs / ynakoBox

AR No / Ananmrauecknii oraer Ne : ARF/025/2023

Date of Analysis / /lata anasmsa:  23.02.2023

Date of Mfg / Jlara npou3BoACTBAa: 01/2023 Date of Expiry / I'ogen go: 12/2025
Analysis performed according ND / Ananns nposeagn no HJI: TI N013745/01-180522
Ne Result / PesyabTarsi Specification / Hopma

Test / IlokazaTe/ib

11

Package / Ynakoska

Package / Vnakoska - 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 TaGneTok B
Gnucrep U3 MJCHKH
MOIMBHHHIIXJIOPHIIHOH
(noNM3THIICHOBOH/
MOIMBUHUIIIEHXIOPUIIHO#) U
amoMuHUeBoit Gonbru, no 25
6auCTepOB B KAPTOHHYIO MAYKY
C BIOYKEHHEM 25 HHCTPYKLHIT
110 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
TabneTox B GIHCTED M3 NIEHKH TPEXCIOHHOH
(MBXATMBAX) 1 amomunnesoi goasra. ITo 2
w3 GrKcTepa BMECTe C MHCTPYKIHEH 1o
NPHMEHEHHIO B KapToHHYK0 nauky. [To 20 Tabnerok
B GuMcTep M3 TUICHKH NOJMBHHIIIXJIOPUIHOMH
(MONMITHIICHOBOI / MONMBHHIIIEHXIOPHIHOH) H
amomuHueBoii honbry, o 25 GaucTepos B
KAPTOHHYIO NAYKY C BIOKEHHEM 25 HHCTPYKLHH N0
NPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /
. B coorsercTeun ¢ HJI .
13 Storage conditions / Ycnosust In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temneparype He
XpaHeHus soie 25 °C.
14 | Shelf life / Cpok roaHocTH 3 years/ 3 rozma

Remarks . The Product conforms to ND/
Npumeuanue: MpoaykT cooteeTcTByeT TPeboBaHUAM HAO

Conclusion : APPROVED /
3aknoyenne: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HoxymeHT nposeper OKK: /@,3@ HokymeHT opoBpeH OOK: %w}
/'—'—1

Date / Date /

Aara 29-04-2023 Dara: 29.04.2.02%
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