Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJHU3A

Page 1 0of4/Crvp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484031

Batch Quantity / O6bem cepun:  5849packs / ymakoBok

AR No / Ananurnueckuii orger Ne: ARF/088/2024

Date of Analysis / /lara anann3za: 28.06.2024

Date of Mfg / lata npounzsoacrsa:  06/2024

Date of Expiry / I'onen g0: (5/2027

Analysis performed according ND / Ananns npoBenén no HJE: [1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / llokasarens

Ne Result / Pe3ynbTaTel Specification / Hopma

1 Description / Onucanne Complies / CooTBeTCTBYET Flat circular tablets from brown to dark-brown with

bevelled edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other. / Tinockue kpyrasie TadneTKH €O
CKOIIEHHBIMH KPaAMU OT KOPUUHEROTO A0 TEMHO-
KOPHMYHEBOTO LUBETA ¢ BKpanneHuamu. Ha onnoi
ctopote Tabierky soipasnero cnoso «CIPLA», Ha
APYTOH - JTMHKA pa3oMa.

I

Identification / [lomTHHHOCTE

A HTPaXWHOHOBBIC TVIHKO3WAR

f 2a Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
! ¥
CooTretc BYye OKpaLLlHBaHHE aMMHUAYHOro pacTBOpa B KpaCHbIﬁ

;

LBCET.

MerunnaparuapokcnbeHsoaT
(BIKX)

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methy]
Parahydroxybenzoatc standard solution (refer test
«Methyl Parahydroxybenzoates) / Bpems
yISMKHBAHMA OCHOBHOTO MHKA HA XpOMaTOIpaMMe
UCTLITYEMOTO paCTBOPA ACNKHO COOTBETCTBOBATD
BpEMEHH VIePXHBAHIS OCHOBHOTO MHKA Ha
XpOMAaTOrpaMMe CTaHAAPTHOIO PacTBOpd
MeTHInaparuapokcudensoara (paianen
«MeTiwinaparuapoKkcuoeH30aT).

Macca

3 | Average weight / Cpeanss 186.24mg / 186,24mr 189.99 mg £7.5% / 189,99 Mmr =7,5%

Remarks : The Product conforms to ND/
MNpumeyaHnue: MNpogyKT cooTeeTcTBYET TPE60BAHUAM

Conclusion : APPROVED /
HO | 3aknwvenue: OQOBPEHO

Checked by QC |n-Charge / .
JokymenT nposepen OKK: sffv-’(”)

Approved by QA In-Charge / 4
DokymeHT ogoBper OOK: %ﬂ}

Date /

Oata, XA-o7 >e+Y

Date / 2.4 AN 20 2
Hara:

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
. CEPTUDOUKAT AHATUIA

Page 2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484031

Batch Quantity / Obnem cepun:  584%9packs / ynarkosok

AR No / Apaanradeckuii oTuer Ne 1 ARF/088/2024

Date of Analysis / lara anannza: 28.06.2024

Date of Mfg / laTa nponssoacrea:  06/2024

Date of Expiry / T'ogen a0: 05/2027

Analysis performed according ND / Ananns nposeaén no H/L: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 NG13745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / Pe3yanTaThI Specification / Hopma

Test / Nokazarens

4 | Uniformity of weight / Complies / CooTBercTByeT 18720 tablets NMT + 7.5 % / 18/20 ne Goaee = 7.5

O1HOPOAHOCTL N0 Macce

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

5 | Loss on drying / [ToTeps B 1.9% NMT 6.0 % / He donee 6,0 %
Macce MpH BhICY LI MBEHHH

6 Dissolution / 79-98% NLT 70 % {Q) of sennosides in 120 minutes
Pacteopenue He meHee 70 % (Q) cenHo3na08 vepes 120 MuH

7 | Uniformity of Dosage units / AV =

OHHODOHHOCTB JO3HPOBAHKA

5.7 The acceptability index forn =10 AV <LI.

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-xi- 0,0} = L2 x M.

L1=15.0;L2=250.

[NokazaTeb NpueMaeMocTH 114 n=10 AV <L1.

B cayuae, ecnu 3HaveHue AV npeesiwaet LI,
NPOBOAAT HCIbITAHUE Ha caeayrowux 20 obpasuax.
Jina n=30 AV < L1. Bce 3HayeHun Xi JOKHBb
YAOBAETBOPATH HEPABESHCTBRY:

[M-xi| £0,01 x L2 x M.

L1=150;L2=250.

8 | Assay (Spectrophotometry)

From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of

KojMuecTBEHHOE OmpeaeneHue 13.84mg/tab / sennosides calculated as sennoside B in one tablet. /
{CrextpodoTomeTpus) Ot 12,15 10 15.53 mr (o1 90,0 1o 115,0 %)
]3,84M r/Tab CCHHO3HIOB B NIEPECUETS HA CEHHO3NA B B oaHO#K
TalieTke.

Remarks : The Product conforms to ND/
Mpumeyanme: MpogykT cooTBeTCTBYET TpebosaHnam

Conclusion : APPROVED /
HAO | 3aknrwouenue: OQOBPEHO

Checked by QC In-Charge / ,
NokymenT nposeper OKK: =" &P

Approved by QA In-Charge / %\{
AokymeHT opobpeH OOK: s

Date /

Dara: 2-9-07: Lop-Yy

Date / 2907202l
Hara:

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




CERTIFICATE OF ANALYSIS

“

CEPTHOPUKAT AHAJTHU3A

Cipla

Page3of4/Crp. 3 n3 4

Produect: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJAE", TABJIETKH 13,5 mr

Batch No / Cepug Ne: 484031

Batch Quantity / O6wem cepun:  S849packs / ynakoBok

“|AR No/ AnanutHuecknii oryer Ne: ARF/088/2024

Date of Analysis / laTa anaausza: 28.06.2024

Date of Mfg / lata npoussogersa:  06/2024 Date of Expiry / I'oaen no: 05/2027

Analysis performed according ND / Ananus nposenén no HJ: T1 N013745/01-180522, amend No. 1 dated
09,07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne

Test / [Tokazatenb

Result / PeayabTaThl Specification / Hopma

9 | Content of Methy!|
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHINaparuapokcubensoara
(B2XKX)

0.041mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 no 0,056 mr/rab.

0,04 1mr/Tad

10 | MICROBIAL LIMIT TEST/ Mukpofuosoruyeckas 4ucToTa

10a) | Total Aerobic microbial count/
Q01ige 9Mco a3podHBIX
MHKPOOPraHH3IMOB

50 Not more than 10° cfu/ g / He Gonee 10° /1

10k | Total combined veast and mould
count / OG1ee uMcIo

Not more than 107 ¢fu/ g /He Gostee 107 /r

<10
NAECHERBBEX ¥ APORIKEBBIX
rpubos
10 e) | Bile tolerant gram-negative Absent /O1cyTcTBYIOT Not more than 107/ g / He 6onee 107 /1
bacteria/ ¥Ycrolunebie k
JNEHCTBHIO HeJlvu
FPaMOTpULATENbHbIE DAKTEPUH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrerBue B 1 1
10¢) | Escherichia coli Absent /OTcyTCTRYIOT Absentin 1 g/ OrcyterBueB I T
106) | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / Orcytereue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeuanue: NpoaykT cooteercTeyeT TpeGoBadnam HO | 3aknwyveHue: ONGBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / w
HokymeHT nposepeH OKK: ’:f_,u HokymenT ogobper OOK,
Date / Date/ 1.4.-¢c-20zh

[ara:

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrac Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Lid.. Plot No. 60-63, Tuem Industrial Estate, Tuem. Pernem Goa -403512




CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJTH3A

Cipla

Pagedofd/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepun Ne: 484031

Batch Quantity / O6bem cepumn:

5849packs / ymakosok

AR No/ Anaantuueckuii oruer Ne : ARF/088/2024

Date of Analysis / Jara ananuza; 28.06.2024

Date of Mfg / lata nponssoactea:  06/2024

Date of Expiry /'ogen ao: 05/2027

Analysis performed according ND / Anamus nposexén no H: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesyanTaTs

Test / ITokazaTesnb

Specification / Hopma

11 | Package / ¥naxkogka
in a blister made of

OnucTep U3 MICHKH

{IONMITUNEHOBOM/

Mo MPUMEHCHATO.

Package / ¥Ynakoexka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / 1o 20 TabneTok B

MOJNHBHHHIXI0PHIHOH

MOIHBHHWIISHXJIOPHIHOIM) 1
ANOMUHUEBOH (DOLTH, MO 25
OMUCTEPOB B KAPTOHHYIO Nauky
¢ BAOKEHUEM 25 MHCTPYKUMi

Package / YnakoBka - 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. / Flo 20
TabneTox B OAMCTEP U3 THIEHKH TpEeXchoiHoH
(MBX/TI/NBAX) n antomunuesoi doisru. [o 2
Had 3 BaMcTepa BMeCTe ¢ HHCTpYKUAEH no
NpPUMEHEHHIO B KapTOHHYIO madky. 1o 20 tabaeTok
B OmucTep W3 AIEHKH NONHBHHUAXIOPHIAHOH
(MONKM3ITUIEHOBOI / MONTHBHHHIACHXTOPHIHON) K
ANMHUHHEBOR Gonbry, no 25 6IHCTEpOB B
KAPTOHHYIO NA4Ky C BIOKEHHUEM 25 HHCTPYKUMH No
MPUMEHEHHIO,

12 Labeling / Mapkuposka According to ND /

B cooteTcTBuuM ¢ HJJ|

13 Storage conditions / Ycnosus

XpaHeHus Bolie 25 °C.

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

14 Shelf life / Cpok roaHocTH 3 years/ 3 roma

Remarks : The Product conforms to ND/
Mpumeyadue: MNpodyKT cooTeeTcTByeT Tpebosaduam HA

Conclusion : APPROVED /
3aknwyeHue: OQOBPEHO

Checked by QC In-Charge /
”'f,/’b‘."

AokymeHT npoeepex OKK:

Approved by QA In-Charge /
HokymenT of06peH OOK:

A

Date /

ﬂaTa: -OT. 2024

Date /

0 29 - 077 2024
ara.

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




