Cipla

CERTIFICATE OF ANALYSIS
) CEPTHO®HKAT AHAJH3A

Page 1 of 4/ Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg

[Ipoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No/ Cepna Ne: 434001

Batch Quantity / Oobem cepun:  5742packs / ynaxosok

" |AR No / Auanutnuecknii otyetr No : ARF/050/2024

Date of Analysis / lata ananimza: 06.05.2024

Date of Mfe / laTa npousBoacrea:  04/2024

Date of Expiry / l'oaen a0: 03/2027

Analysis performed according ND / Araiu3s npoBeaén mo H/: 1 NG#13745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. No 1 o7 09.07.2024

Ne Result / PesynsTathi Specification / Hopma

Test / TlokazaTenn

1 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. / Iinockue kpyrable TabneTky co
CKOLWEHHBIMU KPasMH OT KOPUYHERBOTC 10 TEMHO-
KOPUUHEBOTO LBETA € BKparieHuaMU. Ha oaHoi
cTopoHe TabaeTKH BbiaaBneHo cnoeo «CIPLAx, Ha
APYroi - THHUA paznoma.

2 | ldentification / [lognuHHOCTS
2a) | Anthraquinone glycosides / [ Complies / Ammoniacal solution turns a reddish colour /
, f CoOTBETCTBYET OxpailiBaHHe aMMHAUYHOTO PAcTBOpa B KPAcHLIH
AHTpaxMHOHOBBIE FIMKO3HIbI
UBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTunnaparuapokcubensoar corresponds to the retention time of the principle
(BIKX) peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methy| Parahydroxybenzoate») / Bpems
VIEPKUBAHUA OCHOBHOIO [IMKA HA XPOMATOrpaMMe
MCILITYEMOTO PACTBOPA NOMKHO COOTBETCTBOBATD
BpeMeHH YIepKMBAHHA OCHOBHOTO fHKA Ha
XpOMaTorpaMMe CTaHJ1apTHOrO pactBopa
MeTunnaparuapokcubenioara (pasaen
«MeTuanaparuapokcudeH3oar).
3 | Average weight / Cpeanss 186.30mg / 186.30mr 189.99 mg +7.5%/ 189,99 mr=7.5%
macca

Remarks | The Product conforms to NDf

Conclusion : APPROVED /

Mpumevanue: MNpogykr coorBeTcTByeT TpebosaHusam HI | 3aknwovenne: OJOBPEHO

Checked by QC In-Charge / >
NokymeHT nposepeH OKK: %Ej/‘-"

Approved by QA In-Charge /
HokymenT ogobpen OOK: é@iﬁ

Date /

[arta: oL o1 2o

Date /

- Q. - i
Jara: 2100 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
- CEPTHOUKAT AHAJM3A

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJE", TABJIETKHU 13,5 mr

Batch No / Cepus No: 484001

Batch Quantity / Q0bem cepuu:

5742packs / ynakosok

AR No / Anaanruueckuii oruer Ne : ARF/050/2024| Date of Analysis / lara anaausa: 06.05.2024

Date of Mfg / lata nponssoacrea: 04/2024

Date of Expiry / I'oaen no:

03/2027

Analysis performed according ND / Anaans nposeaéd no HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

N Result / PeaysibTatni Specification / Hopma
Test / Mokazarens

4 | Uniformity of weight / Complies / CooTtetcTBYRT L8/20 tablets NMT = 7.5 % / 18/20 He Gonee = 7.5
OnHOPOAHOCTL MO Macce %

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

5 | Loss ondrying / [Toteps 8 2.2% NMT 6.0 % / He 6onee 6,0 %

Macce TIPH BBICYLIMBAHUM

6 Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
Pactropenne He menee 70 % () cenvozinor yepes 120 Muu

7 | Uniformity of Dosage units / AV =54 The acceptability index forn =10 AV < L1,
OnHOPOIHOCTL A03HPOBAHUS 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 satisfv the
inequality:

IM-xii <0.01 x L2 x M.

L1=150;12=250.

[Nokazatent npuemiemocty 11 n=10 AV < LI,

B cnyvae, ecnu 3HaveHue AV npeemiaet L1,
MPOBOIAT UCIBITAHKE HA caeaylowKx 20 obpasuax.
His n=30 AV < L1, Bee 3HaYeHUA X1 AOTKHBI
YI0BICTBOPATE HEPABEHCTRY!

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

LI =150.L2=250,

8 | Assay (Spectrophotometry) ‘ From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KoanuecTeeHHoe onpeaeietue 13.94 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodotomerpus) O1 12,15 1o 15.33 mr (o1 90.0 a0 115,0 %)

13.94Mr/Ta6 CEHHO3K/I0B B NEpecyeTe Ha CeHHO3MI B B 01HO#
TabneTke.

Remarks : The Product conforms to ND/
MNpumeuanue: Npoaykr cooTeeTcTByeT TpebosaHuam HL

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge / ;
JokymeHT nposepen OKK: ﬁ\t’ﬂ

Approved by QA In-Charge /
AoxkymeHT ogobpeH COK;

FI

Date /

,D,aTa' 2.9 0t Q_D].—(_f

Date /

Lata: 21 C 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
~ CEPTHOHKAT AHAJIM3A

PageJof4/Crp. 33 4

Product: SENADE TABLETS 13,5 mg

Tlpoaykt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepasa Ne: 484001

Batch Quantity / O6bem cepun:

S742packs / ynaxosox

AR No / AnannTiqecknii otuer Ne : ARF/050/2024|Date of Analysis / lata anannza: 06.05.2024

Date of Mfg / lava nponssoacrea:  04/2024

Date of Expirv /T'oaen go:

03/2027

Analysis performed according ND / Ananuns nposeaén mo H/1: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Test / [lokazaTenn

No Result / Pe3yibTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate{ HPLC)/
ConepxaHue
MeTwInaparsapokcuensoara
(B2XKX)

0.042mg/tab

0.042mr/Tad

0.028 - 0.056 mg/tab. / O1 0,028 10 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6roaorudeckas yicToTa

10a) | Total Aerobic microbial count /
Obutee vucno a3podHbIX 20

MUKPOOPraH#3MOB

Not more than 10" cfu/ g / He Gonee 10 /r

105) | Total combined yeast and mould
count / O6wee uucao
NJECHEBLIX H APOAKKEBbIX

rpuGos

<10

Not more than 10" cfu/ g /He Gonee 10° /r

10¢c) | Bile tolerant gram-negative
bacteria/ Ycrofuugbie K
AEHCTBUIO HKETUH

rpamMoTprUaTebHbIE BaKTEPHH

Absent /OreyreTByioT

Not more than 10° / g / He Gostee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTeTBYIOT

Absentin 1 g/ OtcyteTBres I T

16 e} | Escherichia coli

Absent /OrcyTeTRYIOT

Absentin | g/ Otcyretares I T

W0 | Salmonella

Absent / OteyTecTBYOT

Absent in 10 g / OtcyteTBHe B 10 g

Remarks : The Product conforms to ND/
Npumeuanne: NpoaykT cooTeeTcTBYET TREbOBaHUAM H

Conclusion : APPROVED /
3axkniouenne: OQOBPEHO

Checked by QC In-Charge /
DokymenT nposepeH OKK: i{"g

Approved by QA In-Charge /
HokymeHT ogobpen O0OK:

FHE

Date /

fara. =~ o Tk

Date /

29-c7. :
Hara: ke

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
N CEPTUPHUKAT AHAJIM3A

Page 4 of 4/ C1p. 4 w3 4

Product: SI‘ZNADE TABLETS 13,5 mg

IIpoaykr: CEHAHE"E, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484001

Batch Quantity / O6nem cepun:

5742packs / ynakoBok

- |AR No / Anaaurauecknii order Ne : ARF/050/2024

Date of Analysis / laTa anaamza: 06.05.2024

Date of Mfg / JaTa npouzBoacrea:  04/2024

Date of Expirv / Foaen x0:

03/2027

Analysis performed according ND / Ana:ius nposeaéu no HJ1: IT N#13745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

No Result / Pe3y.asTarThl Specification / Hopma
Test / [TokazaTene
il Package / ¥Ynakogka Package / Vnakoska - 20 tablets : . :
g ha bl%st;,r made of Package / Ynakoska - 20 tablets in a blister made of
" three-laver PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and I e . .
. . . . or 3 blisters and a patient information leaflet ina
aluminum foil, 25 blisters with . .
o . . |carton. 20 tablets in a blister made of PVC
23 patient information leaflets in | " . . . .
/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 Tabnetok B LT - . )
~ 25 patient information leaflets in a carton, / 1o 20
OaMCTER M3 NUIEHKH 2 e v
OMUBAHAAXIOPHIHON TabneTox B SnMCTEP W3 MIEHKK TPEXCNOHHOH
o (IIBX/AD/MBAX) u amomunmeroi honbry. [lo 2
(ROJIMITHIEHOBO/ - .
, wiM 3 HIMcTepa BMECTE ¢ MHCTPYKUMeH 1o
NOAMBUHUNAEHXIOPUAHOMH) 1 ’ -
. MPUMEHEHUIO B KAPTOHHYO nauky. T1o 20 Tadnetok
AMOMHHHEBOH poabru, no 25 - / N
- ) ., |B DAMCTEP M3 NUIEHKHM NOMHBUHUIXJOPHIHOM
DIMCTEPOR B KAPTOHHY NAUKY J » .
. o (MOAUITHNEHOBOH / MOAMBHHNIAEHXAOPHIHOI) H
¢ BIOMEHHEM 25 UHCTPYKLUHI 9
amoMuHUesol donsry, no 25 GaucTepos B
no fPUMEHEHHUIO. "
KaAPTOHHYIO NAYKy C BIOKEHUEM 25 UHCTPYKUMH no
IPHMeEHE HHIO.
12 Labeling / Mapkuposka According to ND /
B cootsetcTBHM ¢ H]J
13 Storage conditions / Yciosna In a dry place, at temperature below 25 °C. / B cyxom mecTe NpH TeMIEpaType He
XpaHEeHH# guiwe 25 °C,
14 Shelflife / Cpok roznocTh 3 years / 3 roja

Remarks : The Product conforms to ND/
Mpumeuanue: MpodyKT cooTeeTcTBYET Tpeboannam HI

Conclusion : APPROVED /
3aknwovyeHue: OQOBPEHC

Checked by QC In-Charge / g
AokymeHT nposeped OKK: it—f)

Approved by QA In-Charge /
JokymenT ogobped OOK

BE

Date /

fNara: 29 .07 2oy

Date /

Data: 24T oY

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




