Cipla

CERTIFICATE OF ANALYSIS
N CEPTUHPUKAT AHATA3A

Page 1 of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Opoaykr: CEHAAE", TABJETKH 13,5 mr

Batch No / Cepun Ne @ 484051

Batch Quantity / O6bem cepuu;

5846packs / ynakosox

AR No / Ananntnuecknii or4der Ne: ARF/116/2024 Date of Analysis / JaTa anaamnsza: 25.07.2024

Date of Mfg / 1aTa nponssoacrBa: 07/2024

Date of Expiry / Togen jo:

06/2027

Analysis performed according ND / Auaaus nposeaén mo HJL: TT N013745/01-180522, amend Ne. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Tokasarein

No Result / PeayiibTarsl

Specification / Hopma

I Description / Onucanue

Complies / CooTgetcTBYeT

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. / Tnockure kpyrante TabaeTkn co
CKOUEHHBIMN KPassMU OT KOPHMHEBOFG A0 TEMHO-
KOPHYHEBOTO L1BETA C BKpanieHnaMu, Ha oaxoi
cTopoHe TabneTku BulaaBaeHo ¢1080 «CIPLAy, Ha
ApYTOH - AUHKA pa3noma.

2 Identification / TlomnuuHocTs

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
_ CooTBeTcTRYET OkpaiMBaHHe aMMHAYHOMO PAacTBOPA B KpacHbIi
AHTPaXHHOHOBBI€ TIMKO3IHIIbI LBeT.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoortBeTcTRYET chromatogram of the sample solution should
Mertunnaparunpokcubenzoar corresponds to the retention time of the principle
{BOMKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIAEPKHUBAHHA OCHOBHOTO THKA HA XpoMaTorpaMmme
HCTIBITYEMOO PacTBOPa A0JIHHO COOTBETCTBOBATD
BPEMEHHU YIESPIKUBAHHA OCHOBHOIO MHKa Ha
XpOMaTOrpaMMeE CTAaHIAAPTHOTO pacTBopa
MeTHInRaparuapokcidensoara (pasaen
«MeTnnnaparunpokcubensoar).

[F5]

Average weight / Cpenuss
macca

186.06mg / 186,06mr

189.99 mg +£7.5% / 189,99 mr =7,5%

Remarks : The Product conforms to ND/
MNpumeyvanme: MNpoaykt cootBeTcTRYET TReboBaHUAM HI

Conclusion : APPROVED /
3akmoyenve: OQQOBPEHO

Checked by QC In-Charge /
DokymenT nposepen OKK: é:,u

Approved by QA In-Charge /
DokymeHT opoBper OOK:

A

Date /

[atar 290 2o

Date /

Oata: 1A.07 1oty

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, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
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CEPTUDOHUKAT AHAJTH3A

Page 2 of 4/ CTp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

ITpoaykT: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepun Ne: 484051

Batch Quantity / O6bem cepuu:  5846packs / ymakopok

AR No / Ananntuuecknii otuer Ne : ARF/116/2024 | Date of Analysis / Jara anaama:  25.07.2024

Date of Mfg / Jlara npoussoactBa: _ 07/2024 Date of Expiry / 'onen no: 06/2027

Analysis performed according ND / Ananns nposeaén no HI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesyabTatst Specification / Hopma
Test / [TokazaTtens
4 | Uniformity of weight / Compties / CooTeeTCTBYET 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee = 7.5
OHOpPOAHOCTE [0 MACCE %
2/20 tablets NMT £15% / 2/20 ne bosee + 15%
5 | Lossondrying / Tloreps B 2.1% NMT 6.0 % / He Goaee 6.0 %
Macce NPM BhICYILHBAHHH
6 Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHue He menee 70 % (Q) ceHHO3MA0B ueped 120 Mun
7 | Uniformity of Dosage units / AV =51 The acceptability index forn=10 AV < L1,

O,II,HOPOE[HOCT]) AO3NPOBAHHA

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:

IM-xij <0.01 x L2 x M.

L1=15.0;L2=25.0

MMokazarens npremaeMocTs 1na n=10 AV < L 1.

B cayuae, ecnu 3HauexHe AV npesbiwaer L1,
MPOBOMAT HCIBITaHWE Ha cledyrowux 20 obpazuax.
Iia n=30 AV < L1. Bce 3HaueHus Xi A0THbI
YIOBNETBOPATE HEPABEHCTRY:

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

L1 =150:L2=250

8 | Assay (Spectrophotometry)
KonnuecTBeHHOE ONPEAENEHHUE
(CnextpodoTomeTpus)

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

13.8Bmgitab / sernosides calculated as sennoside B in one tablet. /
Ot1 12,15 20 15,53 mr (o1 90.0 1o 115.0 %)

13.88mr/Tab CEHHO3MIOB B NEPecueTe Ha CEHHO3KMA B B 01HOH
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: Mpodykt cooteetcTayeT TpebosaHuam HIl | 3aknioveHue: OAOBPEHO

Checked by QC In-Charge / T p Approved by QA In-Charge /
AokymeHT npoeepeH OKK: ’,;C" HokymenT opobper OOK: %
HaTa: >A-e B Hara: 22H
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CERTIFICATE OF ANALYSIS
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CEPTHO®UKAT AHATH3A

Cipla

Page3 of 4/Crp.3u3 4

Product: SENADE TABLETS 13,5 mg

IMpoaykT: CEHA,[[Eﬁ, TABJIETKH 13,5 mr

Batch No/ Cepun Ne: 484051

Batch Quantity / Ofbem cepun:  5846packs / ynakoBok

AR No/ Anaamtuueckuii oruer Ne: ARF/116/2024

Date of Analysis / Jara anaamsa: 25.07.2024

Date of Mfg / lara nponssoncrsa:  07/2024 Date of Expiry / I'enen jo: 06/2027

Analysis performed according ND / Ananuz npoBeaén mo HJI: IT N013745/01-18(522, amend No. 1 dated

09.07.2024 / 1T N013745/01-180522, n3m

. Ne 101 09.07.2024

Ne Result / PesynataTh Specification / Hopma
Test / MokazaTenn
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 10 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
METHINAparuApoxcHbeHzoata 0.042\r/1a6
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGnonoruueckas yMeTeTa

10a} | Total Aerobic microbial count /
Ob61wge 4ueIo aspobHbIX
MHKPOOPIaHU3MOR

20 Not more than 10* efu/ g/ He Goxee 10° /1

10b) | Totat combined yeast and mould
count / Ob1ee yucno

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

<10
MNECHEBbIX H APOHOKEBLIX
rpubos
e} | Bile tolerant gram-negative Absent /OrcyrerBytor Not more than 107/ g / He 6onee 107 /r
bacteria/ Y cToiiuuBsIe K
LEHCTBHIO KeuH
rpaMoTpHLATENSHBIE AKTEPHUH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 ¢/ OtcytcTBHe B I T
H &) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OtcyrcTBue 8 I r
100) | Salmonella Absent / OTeyTCTBYIOT Absentin 10 g / OrcyterBue 8 10 g

Remarks | The Product conforms to ND/f

Conclusion : APPROVED /

Mpumevanme: MNpogykr cooteercrayeT Tpebosanuam HA | 3aknwyernue: OAOEPEHO

Checked by QC In-Charge / 7ﬁ£ 0

OokymenT nposepeH OKK:

Approved by QA In-Charge / :
LokymeHT ogotper OOK: W

Date /
[lata: o OT LA

Hara:

FMQC003-15-09

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

CERTIFICATE OF ANALYSIS
) CEPTHO®HUKAT AHAJIN3A

Page 4 of 4/ C1p. 4 13 4

Product: SENADE TABLETS 13,5 mg

Mpopyxr: CEHAJIE", TABJAETKH 13,5 mr

Batch No / Cepua Ne: 484051

Batch Quantity / O6bem cepun:  5846packs / ynaxonok

AR No / Anaaurnueckuii otuer No: ARF/116/2024

Date of Analysis / lara ananansa:  25.07.2024

Date of Mfg / lara nponssoacrea:  07/2024

Date of Expiry / I'ogen a0: 06/2027

Analysis performed according ND / Auaans nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / PesynntaThbi Specification / Hopma
Test / MoxazaTeab
Il Package / Ynakoska Package / Ynakosxa - 20 tablets
& in a blister made of Package / YnakoBka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  1°7 3 blisters and a patient information leaflet in a
25 patient info’rmation leaflets in | Sarton: 20 tablets in a blister made of PVC
a carton. / o 20 Ta6aeTox 3 /PE/PVDC film and aluminum foil, 25 blisters with
BicTe ) 'm UIEHKH 25 patient information leaflets in a carton. / TTo 20
H.’OJTI/IBHPHHT]X‘IOpMD,HOI?’l tabneTox B GIMCTEDP W3 INEHKK TPEXCHORHOMA
(nomarmueHBOBoﬁ/ (MBX/T/TBJIX) u antoMuunesoi toasru. Mo 2
ﬂOJ;HBHHI:IHneHXﬂépHJHOﬁ) i WK 3 GnUcTepa BMECTE ¢ HHCTPYKUHeH no
ATIOMUHUEROH BONbIH, 110 25 MPWMEHEHHIO B KapTOHHYH na4ky. Ilo 20 Tabnetok
EHCTEpOR B KapT;)HHyIO - B GuHCTEp M3 IUIEHKH NOAHBUAHAXIOPHIHOR
C BrOMKeHIEM 25 HHCTPYKIMH (NMOAMITIIIGHOBOM / NMOJMBHHHATACHXIOPHAHON) W
10 MPHMEHEHHI amoMHHHEBOH tonkru, no 25 GIHCTEPOB B
) K&PTOHHYIO NauKy ¢ BIOKEHHEM 25 HHCTPYKUHA no
NPUMEHEHHIO.
12 Labeling / MapxupoBska According to ND /
B cooteercTRun ¢ H/J
13 Storage conditions / Ycaosus in a dry place, at temperature below 25 °C./ B cyxom MeCTe NpH TEMNEPAType He
XpaHeHHs Bbiwe 25 °C.
14 | Shelflife / Cpok roaHocTu 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeeTcTeyeT TpebGosaHnam HO

Conclusion : APPROVED /
3axknioveHue: OQOBPEHO

Checked by QC In-Charge / Y P
JokyMeHT nporepeH COKK: ’.Zﬁ

Approved by QA In-Charge /
LokymeHT opotpeH OOK:

AR

Date / 2-9. 0 T. Lol

Hata:

Date /

2A-07)- 2o
Jara: 2497 >4
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