Cipla

CERTIFICATE OF ANALYSIS
. CEPTHUDPUKAT AHAJAHU3A

Page 1 of 4/ Cyp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykr: CEHAAE", TABJIETKH 13,5 mr

Batch No / Cepust Ne @ 484037

Batch Quantity / O6bem cepun:  5841packs / ynakoBok

AR No / AnaanTavecknii otuer Ne : ARF/099/2024

Date of Analysis / Jata anaamza: 09.07.2024

Date of Mfg / lara npon3sogcrsa:  06/2024

Date of Expiry / N'onen no: 05/2027

Analysis performed according ND / Anann3 nposeaén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 or 09.07.2024

No Result / Pe3y1bTaThl Specification / Hopma

Test / TlokazaTenn

1 | Description / Om1canue Complies / CooTseTcTBYET 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. / [Tnockue Kpyrasie TA0AETKH CO
CKOLLUEHHBEMH KpagMu OT KOPHUHEBOTO A0 TEMHO-
KOPUWYHEBOIO UBECTA C BKPAMJICHUAMU. Ha oaHoil
cTopoHe TabaeTKH BblaaBacko crnoso «CIPLA», Ha
ApYro# - THHKUA pa3fioMa.

2 | Identification / [loaanHHOCTB
2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTreTCcTRYET OxpauliBanyie aMMHaYHOTO PacTBOPA B KpacHbLi
AHTPaxHHOHOBbIE TIMKO3H/bI
LIBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
{HPLC)/ CooTBeTCTRYET chromatogram of the sample solution should

MeTHnaparuapokcHbens3oar
{(B2XX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEMKHUBAHUA OCHOBHOIO MHUKA HA XpOMaTOrpaMMe
MCIIBITYEMOTO PacTBOPa A0/KHO COOTBETCTBOBATD
BPEMEHH yIEPKHBAHHA OCHOBHOTO MHKA Ha
XPOMaTOrpaMMe CTaHIApTHOTO pacTBopa
MeTHINaparuapokcubeHzoarta (pasaen
«MeTHnapar 1apokcHOen3oaT).

3 | Average weight / Cpennss 187.70mg /
macca

187.70mr 189.99 mg =7.5% / 189.99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanme: Npoaykr cooTseTcTByeT TpebosaHuAM

Conclusion : APPROVED /
HA | 3aknwyenme: OQOBPEHO

Checked by QC In-Charge /
HokymenT npoeepeH OKK: 39_,_/( &

Approved by QA In-Charge /
AoxkymenT ofgobpeH OOK: %

Date /
fara; 22 ST »erq

Date/ 5 4,07 2024

OaTa:

FMQC003-15-09

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page2o0f4/Crp.2 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJAETKH 13,5 mr

Batch No / Cepun Ne: 484037

Batch Quantity / O6bem cepun:  5841packs / ynakosok

AR No / AnanutAveckuii oruer Ne : ARF/099/2024

Date of Analysis / [laTa anaanza: 09.07.2024

Date of Mfg / Tara nponzsoacrea: _ 06/2024 Date

of Expiry / I'open a0: 05/2027

Analysis performed according ND / Auasns nposexén mo H/: [1 N 013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PesyneraThl Specification / Hopma
Test / HoxkasaTensn
4 | Uniformity of weight / Complies / CooTreTCTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee = 7.5
O AHOPOAHOCTL [T Macce %

2/20 tablets NMT =15% / 2/20 ue bonee = 15%

5 | Loss on drying / [oTeps B
Macce npu BbICYIIHBAHWH

2.1%

NMT 6.0 % / He Gonee 6,0 %

6 | Dissolution/
PactBopetne

77-93%

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cendosugos uepes 120 Mun

7 | Uniformity of Dosage units /
OIHOPOIHOCTL NO3HPOBAHHA

AV =538

The acceptability index forn =10 AV <L.1,

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

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

IM-xI' 0,01 x L2 x M.

L1=150:L2=250.

[TokasaTtens npuemaeMocTy ans n=10 AV < L1,

B cirydae, ecnu 3Hadenne AV npesbimaet L1,
NPOBOAAT HCTILITAHHE HA CleayroiX 20 ofpasuax.
Ja n=30 AV < L{. Bce 3Hauenns xi 10MKHbI
YOOBJIETBOPATL HEPAREHCTRY:

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

L1=150;L2=250.

8 | Assay {Spectrophotometry)
KonuuecTBeHHOe OMNpelenieHue
(CnextpodoTomeTrpis)

13.98mg/tab/

13.98mr/Tab

From 12.15 to 15.53 mg (from 90.0 to £15.0 %) of
sennosides calculated as sennoside B in one tablet. /
O1 12,15 a0 15,53 Mr (o7 90,0 10 115,0 %)
CEHHO3MAOB B MEPecYeTe HA CEHHO3M B B 0aHOH
TabneTke.

Remarks : The Product conforms to ND/

Mpumeyanne: Mpoaykr cooTeeTcTayeT TpebosaHusm H

Conclusion : APPROVED /
3axkntouenue: OQJOBPEHO

[okymeHT nposepen OKK:

Checked by QC In-Charge / —F b
7‘/

Approved by QA In-Charge / T
DokymeHT opgobper OOK: C@Z’;

Date /
fata: 2.5 .0 T. ey

Date /

Oara: 2107 Loz

FMQC003-15-09

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




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATH3A

Cipla

Page3 of 4/ Ctp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484037

Batch Quantity / O6nem cepun:  5841packs / ynakoesok

AR No / Anaavrnuecknii otuer Ne : ARF/099/2024

Date of Analysis / ara anaamsza: 09.07.2024

Date of Mfe / laTa npouszsoacrea:  06/2024 Date of Expiry / I'oaen no: 05/2027

Analysis performed according ND / Ananus nposeaén no H: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / I1 N013745/01-180522, u3m

. Ne 1 o1 09.07.2024

No Result / PeayabTaThl Specification / Hopma
Test / NorkazaTens
9 | Content of Methy! 0.043mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 10 0,056 mr/Tab,
parahydroxybenzoate( HPL.C)/
Conepxanue
MeTHanapariapoxkcubeHzoaTa 0.043Mr/1a6
(BIXKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpofuoaoruueckas Y4cToTa

10a} | Total Aerobic microbial count /
Ob61wee uncno aspobueix
MHKPOOPFAHHIMOB

50 Not more than 10* ¢fu/ g / He Gonee 10" /r

10b) | Total combined yeast and mould
count / OB1uee 4yucno

Not more than 107 ¢fw/ g /He Gonee 107 /r

<10
[UIECHEBLIX H JAPOAKIKEBBIX
rpubon
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYHOT Not more than 107/ g / He Gonee 107 /1
bacteria/ YcroiiumBeie K
INelicTRUIO KenuH
rpamMoTpHUATEIbHBIE GakTephu
10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin 1 g/ Otcytersue B 1 1
10¢) | Escherichia coli Absent /OrcyreTByIOT Absentin 1 g/ Orcytcraue B 1 1
166+ Salmonella Absent / OrcyTeTBYIOT Absentin 10 g / Oteyrcteue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED

Npumevanue: Mpogykr cooteeTcTayeT Tpebosanvsm HI | 3aknovenue: OQOBPEHO

Checked by QC In-Charge / ﬂ’f LD Approved by QA In-Charge / C
AokyMeHnT npoeepeH OKK: o OokymeHT ogobped QOK; %‘\fﬁ
B::_Z:'I 2.%.0% 102y H::'ea:f 240 2024

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIH3A

Page 4 of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepun Ne :

484037

Batch Quantity / O6bem cepun:

5841packs / ynakoBok

AR No / Anaautuydecknii oruer Ne : ARF/099/2024

Date of Analysis / JaTa anaauza: 09.07.2024

Date of Mfg / laTa npon3BojcTBa:

06/2024

Date of Expiry / T'oaen no:

05/2027

Analysis performed according ND / Ananns nposenén no HJ: I N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

No Result / PezyastaTht Specification / HopMma
Test / TlokasaTe/n
11 | Package / ¥nakosxa Package / ¥Ynakoseka - 20 tablets . .
a bI%s ter made of Package / Ynakoeka - 20 tablets in a blister made of
- ;’ / f-] i i .
PVC/PE/PVDC film and three lgyer PVC/PE RVDC 1lm aqd alum:num foil. 2
.- . . . or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with . .
35 vatient information leaflets in carton. 20 tablets in a blister made of PVC
P = /PE/PVDC film and aluminum foil, 25 blisters with
a carton. / Ilo 20 TabneTox B , . . . )
6 25 patient information leaflets in a carton. / 1o 20
NHCTEP W3 [LIEHKH L
N A ———— TabneTor B DAMCTED U3 TUIEHKH TPeXCNOHHOT
_ pH (MBX/TITIB/IX) 1 antomurmesoi donbry. TTo 2
{MONMATHIEHOBOH/ A -
- UK 3 BnucTepa BMECTE ¢ MHCTPYKUHMER 1T
MOJIMBHHKAASHXIOPHAHOR) W
. MPUMEHEHHIO B KAPTOHHYIO fiauky. [o 20 tabnetok
amoMunuesoit honsry, no 25 ;)
- ) B OJFHCTED H3 MISHKH MOTHBHHUIXA0PHIHOH
OIMCTEPOB B KAPTOHHYIO MAMKY L .
N (NoM3TUNEHOBOH / NOAUBHHUNLEHXIOPUAHOMA) U
C BIOKEHHEM 25 MHCTPYKUHH - - -
anoMitHneBod Goabru, no 25 dancTepos B
10 IPHMEHEHHUIO. .
KAPTOHHYIO NaukKy ¢ BJIGKeHWEM 25 WHCTPYKUML no
FAPHMEHEHHIO.
12 Labeling / MapkupoBska According to ND /
B coorsetctRun c H
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMneparype He
XpaHeHHs BoliLe 25 °C.
14 Shelf life / Cpox reaHocTH 3 years /3 rofa

Remarks : The Product conforms to ND/
Mpumeuanue: NpogykT cooteeTcTayeT TpebosaHnam H

Conclusion : APPROVED /
3axnwovenune: OOOBPEHO

Checked by QC In-Charge /
JokymenT nposeper OKK:

1:&1‘:..-9

Approved by QA In-Charge /
JokymeHT ofobpen OOK:

T

Date /
HaTta:

=25 ~0‘1.L.Olzl-(

Date /
i fara:

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




