Cipla

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJNM3A

Page 1 of4/Crp. 1034

Product: SENADE TABLETS 13,5 mg

Tponykr: CEHAJIEY, TABJETKH 13,5 wr

Batch No / Cepug Ne: 484013

Batch Quantity / OGnem cepuu:  5850packs / ymakosok

AR No / AHAIATHEIECKHA 0T9eT No ¢ ARFI068!2024 Date of Analysis / {aTa amanmsa:  07.06.2024

Date of Mfe / lata npoussoacrsa:  05/2024 Date of Expiry /T'ogen mo: 04/2027

Analysis performed according ND / Axanus nposenén o HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, mam. Ne 1 ot 9.07.2024

Ne

Test / TTokazaTensb

Result / PesyabsTaTht Specification / Hopma

1 | Description / Onucarwe Complies / CooTeTcTBYET 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, / [Ltockue kpyraste TabIETKH CO
CKOLIEHHBIMI KpasMA 0T KOPUYHEBOI O 10 TEMHO~
KOPUIHEBOTO TBETA ¢ BKpanicHaMiL Ha omHoi
CTOpOHE TaBIETKY BhIAaBNEHO croBo «CIPLAY, Ha
JpyToH ~ NUHNA pasioMa.

2 | Identification / [ToaIMEHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. CooTBeTcTRYET OxpamuBanue aMMUATHAOTO PAcTBOPA B KpPACHbLLA
AHTPaXITHOHORBIE MMKO3HIEL 1Ber.
2b) | Methyl Parahydroxybenzoate- Complies / Retention time of the principle peak in the
(HPLC) CoOoTBeTCTRBYET chromatogram of the sample solution should
MeTuinaparnapokcuderz0aT corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parabydroxybenzoaten) / Bpems
YIEpKUBAHHA OCHOBHOTO IMAKA HAa XPOMATOTpaMMe
HCOBITYEMOTC PacTBOpa AOIKHO COOTBETCTBOBATS
BPEMEHH YASP;KABAHUS DCHOBHOTO IIHKA Ha
XPOMATOTPaMMe CTaHAAPTHOTO PACTBOPaE
MeTMIMaparnapokcudenzoata (pasnen
«MeTHnnaparnIpoKCcAdeH30aT).

3 | Average weight/ Cpeanan
Macca

188.62mg / 188,62Mmr 189,99 mg +7.5% / 189,99 Mr %7, 5%

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
NpumMeyaHue: [1poAyKT cooTBETCTRYET TpeGoearuaM HI | 3aknrouenue: OOOBPEHO

Checked by QC In-Charggf %.b_p Approved by QA In»Charge/ e
[JokymenT nposepeH OKK: HokymeHT ogobped OOK:

Date / Date / . :

fara: 22~ 0T oY Oata: = 217972024

FMQC003-15-09

Cipla L1d.,Cipla Housk, Peninsula Business Park, Ganpatrao Kadam \/Iar Lower Parel, Mumbal 4000] 3, India. .
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pemem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJI3A

Page2 of 4/ CTp.2 B3 4

Product: SENADE TABLETS 13,5 mg

TpomyxT: CEHAII[E*‘:', TABJIETKH 13,5 mT

Batch No / Cepast No: 484013

Batch Guantity / O0nep cepun:

S850packs / yiIaKoBOR

AR No / AmanuTuueckrii orger Ne ¢ ARF/068/2024 | Date of Analysis / lara amammza: 07.06.2024

Date of Mfe / llata npomsBoacrea:  05/2024

Date of Expiry / T'ogen go:

04/2027

Analysis performed according ND / Auanus nporenén mo HJ: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Test / Ilokazarens

Ne Result/ Pezy.r[BTam

Specification / Hopma

4 | Uniformity of weight /
OaHOPOIHOCTSE TIO Macce

Complies / CooTBETCTBYET

18/20 tablets NMT £ 7.5 % / 18/20 ue Somee + 7,5
% .
2/20 tablets NMT =15% / 2/20 He Gonee + 15%

5 | Loss on drying / IToTeps B 2.6%
Macce IPH BLICYIIHBAHHH

NMT 6.0 % / He Gomnee 6,0 %

79-97%

OI50POIHOCTL TO3UPOBABUS

6 | Dissolution / NLT 70 % (Q) of sennosides in 120 minutes
PacrBOpeHERE He Menee 70 % (Q) cennosunop vepes 120 mas
7 | Uniformity of Dosage units / AV =52 The acceptability index forn= 10 AV <L1.

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

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

M-xi] < 0,01 x L2 x M,

L1=15.0; L2 =25.0.

[NokazaTenb OpueMneMocTy wig n=10 AV < L1.

B ciyuae, ecnu 3HaueHue AV npessimaer L1, )
IPOBOJIAT HCIHITAHHE Ha CIEIyrOMuX 20 ofpasnax.
Ima n=30 AV < L1, Bce 3HaueHUA Xi AODKHB!
YIOBIETBOPATEH HEPABEHCTBY

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

L1=15,0;L2 =25.0.

8 | Assay {Spectrophotometry)
KonmgecTBeHHOe OnNpeseleHne
(CnexTpodoToMeTpus)

;

13,951\11";’1‘&16

13.95 mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 a0 15,53 mr (or 90,0 10 115,0 %)
CEHHO3UIOB B IIEpecIeTe Ha CeHHO3un B B 0RO
TabIeTKe,

Remarks : The Product conforms to ND/ v
Npumevanue: NMpodaykT cooTBeTCTBYET TpeboBanuam HI

Conclusion : APPROVED /
3aknwuenue: OJOBPEHO

Checked by QC In-Charge /
Y g 2 :

Approved by QA In-Charge /
[okymenT ofobpeH QOK:

Date /

JokymeHT nipoeeper OKK:
2 eT Lo

Hata:

Date/ - 2.4%-07-202Y
HaTta:

FMQC003-15-09

Cipla Ltd.,Cipla Houge, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel; Mumbai - 400013, India.
At 1 Simchem Pvt. Ltd., Plot No, 60-65, Tuem Industrial Estate, Tuer, Pernem Goa -403512 : ;




Cipla

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJTU3A
Page3 of 4/ Crp.3 nz 4
Product: SENADE TABLETS 13,5 mg Hpogyxr: CEHAJE®, TABJETKH 13,5 mr
Batch No / Cepuasi Ne: 484013 Batch Quantity / OGbem ceprm:  5850packs / voakogok
AR No / Amanurugeckuit orger Ne : ARF/068/2024 | Date of Analysis / [Tara amammza: 07.06,2024
Date of Mfg / Jara npomssonereas  05/2024 Date of Expiry / T'oner a0: 04/2027

Analysis performed aceording ND / Amannz nposexén no H/T: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3zm. Ne 1 ot 09.07.2024

Ne Result / PeayapTaTe! Specification / Hopma
Test / IlokazaTens
9 | Content of Methyl 0.04Img/tab 0.028 — 0.056 mg/tab, / Ot 0,028 no 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/ :
Conepranue
MeTuIaparuIpokcufersoara 0.041Mr/T26
(B3AX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonorngeckas WHCcTOTa

10a) | Total Aerobic microbial count / . :

Q6mxee TrCI0 23p06HEIX : 50 Not more than 10* cfu/ g/ He Sonee 10° /r
MUKPOOPTAHE3MOB -
10b) | Total combined yeast and mould ' - Not more than 10° ¢fu/ g /He Gomee 10° /1
count / Ofwmee ducno <10 )
DJIECHERLIX ¥ TPOKKEBBIX _
rpuboe .
10¢c) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10°/ g / He Gomee 10 /v
bacteria/ Ycrolqussie K '
ASHCTBHIO KT
rpaMOTPHIATENbHEIE GaKkTepun
| 104d) | Staphylococcus aureus Absent /Q1cyTCTRYIOT Absentin [ g/ OrcyrerBEe B 1 T
10 ¢) | Escherichia coli Absent /OTCYTCIBYIOT Absentin | g/ OrtcyTcTeue B |
10t} | Salmonella Absent / OrcyrcrByroT Absentin 10 g / OtcyrcrBue B 10 g
Remarks : The Product conforms to' ND/ Conclusion : APPROVED /
Mpumeuanue: Mpogykr cooTeetcTayeT Tpeborannam H | 3axknwvenune: OQOBPEHO
Checked by QC In-Charge / %/;D_p _ Approved by QA In-Charge /
[okymeHT npoeepeH OKK: ’ HokymeHT ogobper QOK: %
Date / Date / ‘ -
. « O] DL LNy
[ara: 2. et 202 [ara: 24 |

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIA3A

Paged of 4 /Crp. 4u3 4

Product: SENADE TABLETS 13,5 mg

Dpoaykr: CEHATE", TABJETKH 13,5 mr

Batch No / Cepus Ne :

484013

Batch Quantity / O0kem cepun:

5850packs / ynakoBoK

AR No / AganuTHdeckdii oTgeT Ne :

ARF/068/2024

Date of Analysis / {ara anammsa: 07.06.2024

Date of Mfz / JaTa Ipou3BORCYBA:

05/2024

Date of Expiry /T'eaer no:

04/2027

Analysis performed according ND / Agamis aposenén mo HJI: IT N013745/01-180522,

amend No. 1 dated

09.07.2024 / T N013745/01-180522, u3m. Ne 1 or 09.07.2024
Ne Result / PeayabpTaThl Specification / Hopma
Test / [Tora3aTedn
11 | Package / YmaxkoBka Package / VnakoBka - 20 tablets

in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton, / I1o 20 TaBneToR B
onucTep W3 JUIEHKM

O HBHHUITXIOPUIHOR
(momuaTUIEHOBOH/
TTONMMBHEMIIEHXIOPUTHON) I
| amoMyEeBoi honsri, oo 25
GIHCTEPOR B KAPTOHHYIO NaTKy
¢ BIOYEHUEM 25 HACTPY KWL
o PFAMEHSHEIO,

NPIMEHEHHIO.

Package / Ynakosxa - 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 ina
carton. 20 tablets in a blister made of PVC
JPE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. /1o 20
TabseToK B GIMCTED M3 NCHKH Tpexclokinol
(MBX/IRMBX) u amomMiEueBoi Gonbrm. Ilo2
wau 3 Gnuerepa BMECTE ¢ MUHCTPYKIHEH 00
TPUMEHEHMIO B KAPTOHHYIO [aTKY. ITo 20 TabaeTok
B BIMCTEp U3 TUICHKA TONHBAHILIXI0PUIHON '
(moaU3TENEHOBOH / TIOAUBIHILLIEAXAOPUAHOH) 1
amoMuHEEeBol Qonsru, 0o 25 6aACTEPOB B
KApPTOHHY!O [AYKY © BIOKEHUEM 25 UHCTPYKIIMHA 110

12 | Labeling / MapxapoBKka According to ND/
B cooTeeTcTsME ¢ HIT
13 Storage conditions / Yenorus In a dry place, at temperature below 25 °C. /B cyxom MecTe UpH TeMIEpAType He
XpaHeHua germe 235 °C,
14 | Shelf life / CpoK roEHOCTH 3 years /3 roma

T

Remarks : The Product conforms to ND/
MNpumeyanue: NPOAYKT COCTBETCTBYET TpeGoBanuam HI

Conclusion : APPROVED /
SaknoueHue: OJOBPEHO

Checked by QC In-Charge / k
LokymeHT nposeper OKK: z,ﬁ/b=

Approved by QA In-Charge /
NoxymeHT ogoBper OOK:

G

Date /

Jata: 2. 0T 200y

Date /

pora o7t

FMQC003-15-09

Cipla L1d.,Cipla House, Peninsula Business Park, Gan_patfao Kadam Marg, Lower Parei, Mumbai - 400013, Tndia.
At : Simchem Pvt, Ltd., Plot No, 60-65, Tuem [ndustrial Estate, Tuem, Pemem Goa 403512 ’




