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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIN3A

Page 1l of 4/Crp. 1 us 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJE'®, TABJIETKH 13,5 wr

Batch No / Cepnst Ne: 484043 Batch Quantity / O6bem cepun:  5846packs / ynakosok
AR No / Anannrnuecknii orger Ne ;. ARF/107/2024 Date of Analysis / /lara anaamsza: 16.07.2024
Date of Mfg / laTa nponzsogcTea:  07/2024 Date of Expiry / l'oaen oz 06/2027

Analysis performed according ND / Ananui nposeaén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, n3m. Ne 1 o1 (9,07.2024

No Result / PesynpTaTh! Specification / Hopma
Test / TlokazaTens
i Description / OnucaHue Complies / CooTeeTcTBYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLLA
monogram embossed on one side and central break-
line on the other. / Hiockue kpyribie TabneTkH co
CKOWEHHBIMH KPasMH OT KOPHYHCBOTO 10 TEMHO-
KOPHUHEBOIO LUBETA ¢ BKkpamnenusamu. Ha 0aHoH
CTOpoHe TabneTkk sbtaasieHo clioBo «CIPLA», na
APYTOit - THHHA pa31oMa.
2 Identification / TToaanHHOC TS
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CooTBETCTBYET OkpaluiBaHHe aMMHAa4HOrOo pacTBOpa B KpacHLIH
AHTanHHOHOBbIe TITHKO3IW bl
LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ Cooreercreyer chromatogram of the sample solution should

MetuanaparunpokcnbeHioar
{(B33X)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yAePKUBAHUA OCHOBHOTO MHKA HA XPOMaTorpaMmMe
MCHBITYEMOrO PacTBOpPa A0JIAKHO COOTBETCTBOBATD
BpEMCHH YACPKHUBAHWA QCHOBHONO NNHKA HA
XpOMATOrpamMMe CTAHIAPTHOTO PacTBOPa
MeThanaparnapokcHbensoara {pasaen
«MeTnnnaparuapokcudenzoar).

Average weight / Cpennsis
macca

13

186.93mg / 186,93mr

189.99 mg +£7.5% / 189,99 mr=7.5%

Remarks : The Product conforms to ND/
MNpumeyanue: Npoaykr cooreeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenue: OQQOBPEHO

Checked by QC In-Charge / Qi‘:g_D
OokymerT npoepeH OKK; '

Approved by QA In-Charge /
HokymerT ono6per OOK:

P

Date /

Qata: O 2@t

Date /

b 2907 2024

FMQC003-15-09

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, Permem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Cipla

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJAETKH 13,5 mr

Batch No / Cepns Ne ;. 484043 Batch Quantity / O6nem cepun:  5846packs / ynakosok
‘AR No / AnanutHuecknii otyer Ne : ARF/107/2024|Date of Analysis / JlaTa anannza: 16.07.2024
Date of Mfe / lata npoussoacrea:  07/2024 Date of Expiry / T'ogen no: 06/2027

Analysis performed according ND / Anann3 nposeaén no HI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 o 09.07.2024

No Result / Pe3y1bTaThi Specification / Hopma
Test / NokazaTens

4 | Uniformity of weight / Complies / Coorsercrayer 18/20 tablets NMT = 7.3 % / 18/20 ne Gomec + 7.5
OaHOPOAHOCTL 10 MACce %

2720 tablets NMT £135% / 2/20 ne Gonee + 15%

5 | Lossondrying /[loreps B 2.3% NMT 6.0 % / He bonee 6,0 %

Macce NpH BLICYLLMBAHUH

6 Dissolurion / 77-89% NLT 70 % {Q) of sennosides in 120 minutes
PacTBopenue He menee 70 % (Q) cennoznnos yepes 120 mun

7 | Uniformity of Dosage units / AV=58 The acceptability index forn =10 AV < L1,
OAHOPOAHOCTE NOSHPOBAHUA In the case where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
=30

AV < LI All values of xi must satisfy the

inequality:

[M-xi| £ 0.01 x L2 x M.

L1=150:12=25.0.

Tokasarene NpUeMIEMOCTH 41 n=10 AV <L 1.

B cnyuae. ecnu 3HaueHue AV npessimaet L1,

NPOBOAAT HCITBITAHHE Ha clieayromux 20 obpasuax.

Jnan=30 AV <L1. Bce 3HadyeHHs Xi A0KHbI

YIOBIETBOPATL HEPABEHCTBY!

M-xi| £ 0,01 x L2 x M.

Li=150.L2=250.

8 | Assay {Spectrophotometry) ’ From 12.15 to 15.53 mg {from 90.0 to 115.0 %) of
KonnuecTsennoe onpeneneHne 13.92mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoroMeTpus) O1 12,15 20 15,53 mr (o1 90.0 no 115,0 %)

13,92mr/736 CEHHO3HIOB B NIEPECHETE Ha CeHHO3MI B B 0aHOi
Tabnetke.

Remarks : The Product conforms to NDf
MNpumeyanme: MNpodykr cooTeeTCcTayeT TpebosaHuam HE

Conclusion : APPROVED /
3aknrwyenune: OQOBPEHO

Checked by QC In-Charge / ciﬁf‘-’p

HokymeHT nposeper OKK:

Approved by QA In-Charge /
Aokyment opaobpen O0K:

QFE

Date /

Jara: 2-A 6 N2 ey

Date /

_ 19907 2024y
Jarta;

FMQCO003-15-09

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

CEPTHDUKAT AHAJIHU3A

Cipla

Page3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 484043

Batch Quantity / O6beM cepuu:  5846packs / ynmaxoBok

AR No / Anaantuyecxkuii oruer Ne : ARF/107/2024  Date of Analysis / Jlata anaausa:  16.07.2024

Date of Mfg / laTa nponssoacTea:  07/2024 Date of Expiry / Fojien no: 06/2027

Analysis performed according ND / Ananns nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 NO13745/01-1806522, u3m. Ne 1 ot 09.07.2024

No Result / PesybTaTnt Specification / Hopma
Test / MokazaTtens
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 00 0,056 mr/1ad.
parahydroxybenzoate(HPLC)/
Coaepxanue
MeTHNnaparuapokcubensoaTa 0.045mr/Ta6
{B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoOuoa0rHUecKast YHCToTa

10a) | Total Aerobic microbial count /
Obwee vncno a3podHbIX
MHUKPOOPIAHH3MOB

20 Not more than 10" cfu/ g / He 6onee 10* /1

10bY ¢ Total combined veast and mould
count / ObLee wucno

Not more than 10° cfu/ g /He Gonee 107 /r

<10

[JIECHEBLIX H IPOXKKEBLIX

rprudos
¢} | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 107/

bacteria/ YcToHuuBbIe K

AEACTBULO KEAUH

rpaMoTpuuarensHbie fakTepun
10d) | Staphylococcus aureus Absent /OTeyTCTBYIOT Absentin | g/ Oreyrereue B 1 r
10 e} | Escherichia coli Absent /OTeyTeTByOT Absentin | g/ OrcyretBue B 1 1
10 H | Salmonella Absent / OTeyTeTRYIOT Absentin 10 g / OrtcytetBHe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpogykT cooTBeTcTBYET TpebosaHuam H | 3akmovyenune: OQOBPEHO
Checked by QC In-Chargg / = &0 Approved by QA 1n-Charge/ .
LokymeHT npoeepen OKK = HokymenT ogebpen OOK;
Date / . Date / 5. .

. . T oYy

[ara: 240 © T e Nata: G

FMQC003-15-09

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 4060013, India.
At Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®HKAT AHAJIU3A

Page 4 of 4/ CTp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHA,[[E‘T‘, TABJIETKH 13,5 mr

Batch No / Cepna Ne: 484043 Batch Quantity / Oobem cepun:  5846packs / ynakoBok
'AR No / AHaauTH4ecKmii ot4uer Ne: ARF/107/2024|Date of Analysis / lata anaamza: 16.07.2024
Date of Mfg / llara npoussoacrsa:  07/2024 Date of Expiry / T'ozen no: 06/2027

Analysis performed according ND / Auasnz npoeaén mo HJ1: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / PesyneraThbi Specification / Hopma
Test / [lokasartens
11 | Package / ¥nakoBka Package / ¥nakoBka - 20 tablets . .
£ na b]%ster made of Package / ¥Ynakoexa - 20 tablets in a blister made of
PVC/PE/PVDC fitm and three-layer PVC/PE/PVDC film and aluminum foil. 2
alum‘inum foil. 75 blisters with  |°" 3 blisters and a patient information leaflet ina
5 natient inf(;rmation leaflets in |C2TEON- 20 tablets in a blister made of PVC
b ‘To 20 a6 /PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Tlo 20 TabneTox & 25 patient information leaflets in a carton. / Tlo 20
BAMCTED M3 TUIEHKH P o
OTHE HHHAXAOPHAHOH TabneTok B OAMCTEP U3 NNEHKKA Tpexcaoiinoi
(oo mon‘éﬁ ; (MIBX/TITIBIIX) 1 amomunneroii poabru. Mo 2
HO{HBHH};J‘I;E[EHXJ]O HAHOH) 1 unu 3 Gnuctepa BMeCTe ¢ MHCTPYKUHEH 10
aJ'l;OMHHlfIEBOFI (bonim 0o 25 MPUMEHSHUIO B KapTOHHYI0 nauky. [To 20 rabnerox
6AMCTEPOB B KApTOHH }0 nauky B BancTep M3 MIEHKH MOJIHBHHIIXNOPHIHOM
CNBJ'IO}KEHHE'VI 2? UHe vauﬂﬁ Y {(MOIUITHUNEHOBON / NONUBHHHUILIEHXIIOPHIIHOH) 1
w0 n HMEHB‘HHEO i amoMuHuerol oasru, no 25 énucrepos B
P ' KaPTOHHYHO NAYKY C BJIOKEHHEM 25 MHCTPYKUHIA N0
MPHMEHEHHHO.
12 Labeling / Mapkuposka According to ND /
B cooreercTBuy ¢ HJ|
13 Storage conditions / ¥Ycnoeus In a dry place, at temperature below 25 °C. / B cyxom mecTe pH TeMIIepaType He
XpaHeHus Buiwe 25 °C.
14 Shelf life / Cpok roaHocTk 3 years/ 3 roma

Remarks : The Product conforms to ND/
Npumeyanue: MNpodykT cooTeeTcTBYET TpebosaHuamM Hl

Conclusion : APPROVED /
3aknwyvyenmne: OQOBPEHC

Checked by QC In-Charge / Lor
HokymeHT nposepeH OKK: 9;€’ :

Approved by QA In-Charge /
HokymenT of00per OOK:

G

Date / 2 8.CT Loxy

Oara:

Date /

e R

FMQC003-15-09

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




