Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJTH3A

Pagel1of4/Crp. 1 w34

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484030

Batch Quantity / O6beM cepuH:

5842packs / ynakosok

AR No / AnanaTuueckuit oruer Ne ; ARF/087/2024|Date of Analysis / larta anaansa:  27.06.2024

Date of Mfg / Jara nponzpoacrsa: _ 06/2024

Date of Expiry / Toaen no:

05/2027

Analysis performed according ND / Anannz npoeeaén no H/1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024 ,

Ne Result / PeayabTaThl

Test/ ITokazaTenn

Specification / Hopma

| | Description / Onucanue

Complies / CooTBeTCTBYET

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. / TIaockue kpyrabie TabISTKH €O
CKOLIEHHBIMU KPasMK 0T KOPHYHEBOTO 10 TEMHO-
KOPUYHEBOIO 11BeTa ¢ RKparuleHusAMu. Ha onHoi
cTopoHe tadneTku BhraasieHo ciaoBo «CIPLA», na
IPYTofl - IMHUS paszioMa.

2 Identification / [ToanuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
COOTBETCTBYET OkpaliMBaHHe aMMMWAYHOIO PacTBOPa B KPacHLIH
AHT'anMHOHOBbIB INTHKO3WIbI
LIBET.

2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLC)/ CooreeTcTBYET chromatogram of the sample solution should
MeTtunnaparnapokcudeH3oar corresponds to the retention time of the principie
{(B2XKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YASPHUBAHHA OCHOBHOTO TIHKA Ha XpoMaTorpaMMe
HCTILITYEMOIO PacTBOPA AMIKHO COOTBETCTBOBATD
EpeMEHH YIepHKUBaHHA OCHOBHOIO NUKA Ha
XPOMATOTPaAMME CTAHAAPTHOTO PacTBOpPa
MeTuinapardapokcudexsoara (pasaen ]
«MeTtunnaparnnporcubensoar).

Average weight / Cpeanss
Macca

(VS

186.52mg / 186,52mr

189.99 mg +7.5% / 189,99 mr +7.5%

Remarks : The Product conforms to ND/
Mpumevanme: MpogykT cooTeeTcTByeT TpebosaHnam HI

Conclusion : APPROVED /
3aknwuenue: OQQOBPEHO

Checked by QC In-Charge /
DokymerT nposepeH OKK: "?J.Q/‘Q’p

Approved by QA In-Charge /
AokymeHT ogobpeH OOK:

FEE

Date /

Nava: 2-9-¢7T yery

Date / 29.07 202"

Hara:

FMQC003-13-09

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
» CEPTHOHKAT AHAJTHU3A

Page2 of 4/ Ctp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 484030

Batch Quantity / O6bem ceprn:  S842packs / ynakosok

AR No / Anaautuuecknii oruer Ne : ARF/087/2024

Date of Analysis / Jara anaamsa;  27.06.2024

Date of Mfg / lata nponssoacrea:  06/2024

Date of Expiry / T'onen go: 05/2027

Analysis performed according ND / Anasms nposeaén no H/1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PeaynsTaThi Specification / Hopma

Test / [Toka3zaTenn

4 | Uniformity of weight / Complies / CooTBeTcTRYET 18/20 tablets NMT = 7.5 %/ 18/20 ne Sonee = 7.5

OIHOPOLHOCTE 10 MACCE

%
/20 tablets NMT £13% / 2/20 e 6oaee + 15%

5 | Loss on drying / [ToTeps B 2.1% NMT 6.0 % / He Gonee 6,0 %
MACCe TIPH BBICYLIMBEHHH

6 Dissolution / 77-86% NLT 70 % (Q) of sennosides in 120 minutes
PacteBopenue He meHee 70 % (Q) cennosnnos uepes 120 mun

7 | Uniformity of Dosage units / AV =34 The acceptability index forn =10 AV < L1

OAHOPOIHOCTD J03NPOBAHHSA

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| < 0,01 x L2 x M,

L1=150;L2=250.

Mokazatens MpHeMaeMocTh Aag n=10 AV < 1.1

B cayuae, ecnu 3HatdeHue AV npessiwaet L1,
MPOBOJAT WCIIBITAHKE Ha caeaylowmx 20 obpasuax.
Mg n=30 AV < L1. Bce 3naqeHNs Xi JIOTKHbI
YIORJIETBOPSTh HEPABEHCTBY!

[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

KonunuecTsenHoe onpeaeieHue 13.95mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnekTpotoTOMETpHS) Ot1 12,15 10 15.53 mr (o1 90,0 10 115,0 %)
13.95vr/Ta6 CEHHO3MIIOB B NEpecyeTe Ha ceHno3na B B oaHOf
TabneTke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED/

Npumeyanue: MpoayKT cooTeeTCTBYET Tpebosanuam HA | 3aknioueHue: OAOBPEHO

Checked by QC In-Charge / b
NokymeHT npoeepeH OKK: &_‘ﬁ

Approved hy QA In-Charge / % éj“‘/t
DokymeHT ogofpeH OOK: o

Date/

Jata: 2-49.0 1 yer

Date / 2 _A-07] 2024
JaTta:

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

-

CEPTHOHKAT AHAJIH3A

Page 3 of4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepna Ne: 484030 Batch Quantity / Qbuem cepun:  S842packs / ynakosok
AR No / Anaantauecknii oruer Ne : ARF/087/2024|Date of Analysis / Jata anaanza: 27.06.2024
Date of Mfg / lata nponzsoacra:  06/2024 Date of Expiry / 'onen go: 05/2027
Analysis performed according N / Anannz nporenén mo HA: TI N013745/01-180522, amend No. 1 dated
[09.07.2024 / IT1 N013745/01-180522, u3m. Ne 1 or 09.07.2024
No Result / PesyanTaTsl Specification / Hopma
Test / Nokazatenn
9 1 Content of Methyl 0.041mg/tab 0.028 - 0.056 mg/tab. * Or 0.028 10 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTunnapardIpokcubenioarta 0.04 1 mr/Ta6
(BIHKX) '
10 | MICROBIAL LIMIT TEST/ MukpoOuoaoruueckas 4uctoTa
10a) | Total Aerobic microbial count /
Oou1ge UHCIO a3pOOHBIX 40 Not more than 10" cfu/ g / He Gonee 10" /r
MHKPOOPTaHHIMOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / OBmee ync:1o <10
MIECHEBBIX U APOHIKEBBIX
rpudos
the) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10° / ¢ " He Goee 107 1
bacteria/ YcToliuuBbie K
AeHCTBHIO KEIUH
rpaMoTPHUATEIbHbIE OaKTEPUM
10d) | Staphylococcus aureus Absent ‘OtcyTcTBYIOT Absentin | g *OrcyterBreB I r
10e) | Escherichia coli Absent /OTCyTCTBYIOT Absentin | g/ OtcyTtetBer I 1
100 | Salmonella E Absent / OTCyTCTBYIOT Absentin [0 g “OtcyTeTBUe B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Npogykr cooTeeTcTeyeT TpeboraHnam HO

Conclusion ;: APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npoeeper OKK: L

Approved by QA In-Charge /
DokymenT ogobpen OOK:

FA

Date /

fata: 21 0T rerh

Date /
1 Bara:

A0 . 202y

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
. CEPTU®HUKAT AHAJIN3A

Paged of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJAE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484030

Batch Quantity / O6nem cepuu:

5842packs / ynakoBok

AR No / Anagurudeckuii order Ne : ARF/087/2024|Date of Analysis / laTa anaausa: 27.06.2024

Date of Mfg / Tata nponssoacrea:  06/2024

Date of Expiry / Toaen ao:

05/2027

Analysis performed according ND / Awanu3 nposeaén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesynsTaTh!

Test / Moxa3aTens

Specification / Hopma

11 | Package / ¥YnakoBka
in a blister made of

0.IMCTEp M3 MIIEHKH

(NONUATHNEHOBOH/

no NPpUMEHCHHIO.

Package / Ynakoska - 20 tablets

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

NIONTHBUHUIIXIIOPHIHOHA

MOJHBHHUIACHXIOPUIHOM) 1
ANKMUHHEBOH QONbTH, M0 25
ONHCTEPOB B KAPTOHHYKO TIAUKY
C BNOKEHHEM 25 HHCTPYKURI

Package / Ynakorka - 20 tablets in a blister made of
three-tayer PVC/PE/PVDC film and aluminum foil. 2
or 3 biisters 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. / 1o 20
TabneTox B O1MCTEp U3 TUIEHKN TPEXCAONHON
(IMIBX/TNI3/NBAX) u anoMunneroil donsru. o 2
WK 3 BAdeTepa BMECTE ¢ MHCTPYKUMER TTO
NPUMEHEHHIO B KapToHHyto nauky. [lo 20 tabnetok
B OHCTEP M3 MIEHKY NOAHBHHIIXJIOPUIHOM
{NOAKITHICHOBON / NOAMBUHUIAEHXAOPHIHOI) |
anoMHHUEBOR Gonerk. no 25 Gnuctepos B
KaPTOHHYIO MAYKY C BAOKEHUEM 25 HHCTPYKUHH TI0
NPUMEHEHHIO,

12 Labeling / Mapxuporka According to ND /

B cootrBeTcTBHM ¢ H]]

13 Storage conditions / Ycnosus

XPaHeHH# Bhie 25 °C.

In a dry place. at temperature below 25 °C./ B cyx0OM MecTe 1pH TeMNEpaType He

14 Shelf life / Cpok roaocTn 3 vears /3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: NpodykT cooTeeTCTBYET TpebosaHuam HO

Conclusion : APPROVED /
3aknwueHune: O4OBPEHO

Checked by QC In-Charge / .
OokymeHT npoeeped OKK: PJ-C, QJ_Q

Approved by QA In-Charge /
HokymerT ogobper COK:

A

Date /

fata; + €7 re2Y

Date /

2 T2 2y
Rata:

FMQC003-15-09

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




