Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHANM3A

» Page 1 of 4/ Crp.1m34
Product: SENADE TABLETS 13,5 mg ponykT: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 484007 Batch Quantity / O6bem cepan:  5850packs / ynakopok
AR No / Arasmraaecknit orger Ne 1 ARF/060/2024 | Date of Analysis / lata anajiasa: 27.05.2024
Date of Mfg / laTa apon3soacea: 05/2024 Date of Expiry / Topgen go: 0472027
Analysis performed according ND / Ananus nposenés mo HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / YI N013745/01-180522, m3m. Ne 1 or 09.07.2024 :

Ne Result / Pe3ynsTaThi Specification / Hopma

Test / HokazaTelb

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA

_ monogram embossed on one side and central break-
'f line on the other. / TLTOCKHE KPYTabie TASIETKM CO
CKOTICHHBIMM KPAIMH OT KOPIIHEBOTO A0 TEMHO-

_ KOPUYHEBOTO IBETA ¢ BKparueHuiMy., Ha onuoi

- cTopoHe TaGNeTku Bhinapiero cnoso «CIPLA», Ha
Ipyroll -~ IHA Pa3nonMa.

-

1 | Description / Onucamse Complies / CooTBeTCTBYET

2 | Identification / IloannHHOCTE __

| 2a) | Anthraquinone glycosides/ Complies/ Ammoniacal solution turns a reddish colour. / |
) COOTBETCTBYET OxpalmMBanne aMMBA9HOrO PAcTBOPAa B KPACHEIL
ANTPaxuHOHROBRIE TIKKOIUIBE HEeT.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLC)/ Co0TBeTCTBYET chromatogram of the sample solution should -
MeTtmmapariapokcuberzoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPWBAHNA OCHOBHOTO TIUKA Ha XPOMATOIPaMME
HCTTEITYEMOLO PACTBOPA TOJUKAC COOTBETCTBOBATE
BPEMEHH VISP KHBAHIA OCHOBEOTO FIMKA Ha '
XPOMATOTPAMME CTAHAAPTHOIC PacTBOpa

; . MeTWANAparkAPOKCHOeH30aTa (pasien
«MeTaaparuapoKcrOeH30aT).

188.59mg / 188,59Mmr 189.99 mg =7.5% / 189,99 ar £7,5%

Average weight / Cpendsisa
4 Macca

LI

p

Remarks : The Product conforms to ND/
Npumeyanue: MpodykT cooTBeTCTBYET TpeGoBaHuam Hi

Conclusion : APPROVED /
3axnwueHue: OOOBEPEHD

Checked by QC [n-Charge /
JoxymeHT nposeper OKK: ;E?"b;p

Approved by QA [n-Charge /
[fokymedT ofobper OOK: %j}/

Date /

darta: 24107 2.0%Y

Date /

fare 24 0 P 2oy

FMQC003-15-09

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



CERTIFICATE OF ANALYSIS

Cipla

CEPTHO®HUKAT AHAJI3A

Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Hporysr: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepma Ne: 484007

Batch Quantity / O0beM cepHH:

5850packs / ymaxkoBok

AR No / ApanaTagecknit oraer Ne 3 ARF/060/2024

Date of Analysis / lata agammsa: 27.05,2024

Date of Mfg / llata uponssonersa:  05/2024

Date of Expiry / T'onen go:

04/2027

Analysis performed according ND / Axasias nposenén no H/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, a3m. Ne 1 o1 (9.07.2024 '

Ne

Test / Tlorkazarens

Result / Pe3yasTaThi

Specification / Hopma

4 | Uniformity of weight /
OIROPOIHOCTE 110 Macce

Complies / CooTBeTCTBYET

18/20 tablets NMT & 7.5 % / 18/20 ne Gomee + 7,5
Yo
2/20 tablets NMT £15% / 2/20 ge bogee + 15%

5 | Losson drvmg /Tloteps B 2.5%

MAcCe [PH BEICYIIHBAHMHI

NMT 6.0 % / He 6onee 6,0 %

6 | Dissolution/ 78-94%

PaciBopexie

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cerro3unoe wepes 120 Mug

7 | Uniformity of Dosage units / AV=438

OHOPOIHOCTS TOSHPOBAHHIS

The acceptability index forn=10 AV-<LL.

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

AV < L1, All values of xi must satisfy the
ineguality:

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

L1 =15.0; L2 =25.0.

[Toxasarens mpuemiienocTy i 1=10 AV < L1,

B cayuae, eci 3HagerrAe AV opessimaer L1,
[POBOJAT HCIITAHUE Aa CIeIYOMuX 20 o0pasiax,
Jns n=30 AV < L1. Bee suagenus Xi AODKHbL
VIOBNETBOPATE HEPABEHCTBY:

IM-xif 0,01 % L2 x M.

L1=150;L2=25,0.

§ | Assay (Spectrophotometry)
KomfuecTBeHHOS ONpEeNeHme
(CriexrpodioroMeTpus)

13.90Mr/1a6

13.90 mg/tab /

From 12.15 to 15.53 mg (from 90.0 1o 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (o1 90,0 no 115,0 %)
CEHHO34HOB B [lepecyeTe Ha ceHHO3WI B B 01HOU
TabneTke., :

Remarks : The Product conforms to ND/ .
Mpumeyanue: NpoaykT cooTseTcTyeT Tpebosanuam HI

Conclusion : APPROVED /
3aknroyeHue: OROBPEHO

Checked by QC In-Charge / 40
HOokymeHT nposeper OKK: t'sae"

Approved by QA in-Charge / ~
HokymeHT onobperd OOK:

HE

Date / 2_0&-‘9‘7‘2,0;41

farta;

Date /

Jarta: A 0 2024

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: SENADE TABLETS 13,5 mg ]

Tponykr: CEHAIE®, TABTETKI 13,5 Mr

Page3 of 4/ Crp. 3 u3 4_[

Batch No / Cepmst Ne 484007

Batch Quantity / Ofneym cepai:

38350packs / ymaKoBOK

AR No/ AnanuTugeckuil 0T9eT Ne :

ARF/060/2024|Date of Analysis / JlaTa aHANH3A: 27.05.2024

Date of Mfg / JlaTa IpoA3BOACTBAL 05/2024

Date of Expiry / I'onen x0:

04/2027

Analysis performed according ND / Arnanu3 nposexén mo HJT: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180322, B3M. Ne 1 ot 09.07.2024

Ne Result / Pe3yasTaThl

Test / [Toxkazaresib

|

Specification / Hopma

9 | Content of Methyl 0.043mg/tab
parahydroxybenzoate(HPLC)f
Conepxarne
METHDaparaapoKCuleE30aTa 0.043nr/1ad
(BOXKX) )

0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab. .

10 | MICROBIAL LIMIT TEST/ MuxpoSronoryaecKas GHCTOTA

10a) | Total Aerobic microbial count /
O6mee Tucno a3podHEX ’ 40

MEKpOOPIaHE3MOB =

Not more than 10° cfu/-g / He Gonee 10* /r

105} | Total combined yeast and mould
count / OButee TuCIIO
MIIECHEBHIX A APOXKEBBIX

pubon

<10

Not more than 1 0° cfu/ g /He Goree 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YeTOMUUBBE K
AeHCTBHIO KeJTAH

IpaMOTPUIATEILHBIC JaKTeprH

Absent /OTCYTCTBYIOT

Not more than 10°/ g / He Gonee 107/t

Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OTCYTCTBHE B ). T

10¢) | Escherichia coli

Absent /OTCyTCTBYEOT

Salmonella

Absent / OTCYTICTBYOT

Absentin 10 g / OteyrerBue B 10 2

Absentin 1 g/ OtcyrcTeue g 1 T ﬂ

Remarks - The Product conformsé to ND/
Mpumeyanue: [POAYKT cooTBeTCTBYET TpeboRaHuam HO

Conclusion : APPROVED /
2aknrouexmne: OQOBPEHO

Checked by QC In-Charge / o (o Approved by QA In-Charge /
[lOKYMEHT NPOBEPEH OKK: e HokymeHT ogotper OOK: i
Date / Date / S

Jata: 290 oLy Nata: 24 0N 2

FMQC003-15-09

Cipla Lid.,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 ’ ’




Cipl‘a -

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIMA3A

Page 4 of 4/ Crp.4mu3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJE®, TABJETKH 13,5 Mr

Batch No / Cepma Ne: 484007

Batch Quantity / O6bem ceprm:

5850packs / yuaxorox

AR No / Apanaragecknii oTaer Ne : ARF/060/2024 | Date of Analysis / JarTa apammsa: 27.05.2024

Date of Mfg / Jata npouzsomerBa:  05/2024

Date of Expiry / Tomen no:

04/2027

Analysis performed according ND / Amanu3s nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, mam. Ne 1 o1 09.07.2024

Ne Result / Pesyinrarel

Test / oxkasaTeas

Specification / Hopma

11 | Package / Ymaxorxa
in a blister made of

BnucTep U3 IICHKH

(MONU3THIEHOBOH/

TIO IPUMEHEHWH),

Package / Vraxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 TabeTok B

TIONHBHHUTXIIOPANHOH

MOJIUBHHIUINCHXJIOPUMHOH) 1
| amroMIETeBOH (oimry, mo 25
“GiUCTEPOR B KAPTOHHYEO IanKy
C BIOXKEHHEM 25 MHCTPYKIMA

Package / Ynaxogka - 20 tablets in a blister made of
three-layer PYC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet ina
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
TabneTor B GIMCTED M3 WISHKY TpeXCclIoiHoii
(IIBX/MIDAIBIX) u AOMAERREBOH domera. [To 2
1 3 GIECTepa BMECTE ¢ HHCTPYKIMEH TI0
MPUMEHSHHMIO B KapTOHHYIO f1adky. I[To 20 tabnerox
B GAKCTED U3 MICHKH TOJMBUHATXIOPHAHONK
(TTONUITUIIEHOBO / NONHBIRMILICHXIIOPYIRON) U
AMOMUHUEBOH HonbrH, Mo 25 GAUCTEPOB B
RKapTOHHYIO Da9Ky ¢ BROKEHHEM 25 UHCTPYKOVIA DO
OPIMEHEHITO,

12 | Labeling / Mapkupopka According to ND /

B cootreTeTBIEM ¢ HIT

13 Storage conditions / Ycmosus

XpaHeRAd BeIme 25 °C.

In 2 dry place, at temperature below 25 °C. / B cyxoM MecTe IIpH TeMIepaType He

14 | Shelflife / Cpok rommocTi 3 years /3 rona

3

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT COOTBETCTRYET TpeboBaHuam HJ

Conclusion : APPROVED /
3akmoyeHue: OOOBPEHO .

Checked by QC In-Charge / 2
HokymeHT nposepe OKK: =f2 &4

Approved by QA In-Charge /
HokymeHT ofobpeH OOK: @ﬁi

Date /

Jara: 2 9T -4

Date /

fata: 2oy

FMQCO003-15-09

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




