Cipla

CERTIFICATE OF ANALYSIS
. CEPTUPUKAT AHAJIU3A

Pagel ofd/Cip. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne : - 484123

Batch Quantity / O0nem cepum:

5850packs / ynnakoBOK

AR Neo / Anammrageckuii oraer Noe 1 ARF/211/2024 | Date of Analysis / Jlara anaiusa: 09.11.2024

Date of Mfg / Jlata nponzeozxcra:  10/2024

Date of Expiry / 'oaen xo:

09/2027

Analysis performed according ND / Ananms npoBeaen no H/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uizm. Ne 1 o7 09.07.2024

Test / Iloka3zaTenns

Ne Result / PesyabTaThl

Specification / Hopma

1 | Description/ Onucanue

Complies / CooTpercTByeT

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. / ILtockue kpyrible TabaeTKH CO
CKOLIEHHBIMH KPasiMH OT KOPHUHEBOIO A0 TEMHO-
KOPHYHEBOTO LBeTa ¢ Bkpanienusimu. Ha onnoi
cTopoHe TabNeTKH BhIIABJIEHO CIOBO «CIPLA», Ha
JPYTOH - THHUS Pa3jioMa.

2 | Identification / TlognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsercTByeT OkpamuBaHue aMMHAYIHOTO PAcTBOPA B KPACHbIH
AHTPaxUHOHOBbIE TITHKO3HBL aser:
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET chromatogram of the sample solution should
MerunnaparuapokcubeH3oar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yIepKUBAHHA OCHOBHOTO THKA Ha XpOMATOrpamme
HCMBITYEMOIO PacTBOpa JIOJDKHO COOTBETCTBOBATD
BPEMEHH YAEPKUBAHUA OCHOBHOTO MUK HA
XpOMATOrpaMMe CTaHAapTHOrO PacTsopa
meTHIMaparuapokcubensoara (pasnen
«MeTHnnaparuapoKcHOeH30aT).

3 | Average weight / Cpennsist
Mmaceca

190.65mg / 190,65mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYET TpeGosauam H/

Conclusion : APPROVED /
3aknoyenue: OQOBPEHO

Checked by QC In-Charge / :_,:;( ? 4,
NokymeHT nposepeH OKK: -

Approved by QA In-Charge /
NokymeHT opobpeH OOK:

B

Date /

s oA\ oY
Ta:

Date /

ﬂaTa Oq‘\‘ -?/07/\-)

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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CERTIFICATE OF ANALYSIS
CEPTHOUNKAT AHAJIN3A

Cipla

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

484123

Batch Quantity / O0bem cepum:

5850packs / ynaxkoBok

Batch No / Cepusi Ne :

AR No / Ananaragecknii orger No : ARF/211/2024| Date of Analysis / /lara amaymsa: 09.11.2024

Date of Mfg / lara nponssoacrea:  10/2024

Date of Expiry / I'oaen go:

09/2027

Analysis performed according ND / Anamis nposenén mo H/L: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [TokazaTeanb

Ne Result / PesyabTaTs!

Specification / Hopma

4 | Uniformity of weight /
OaHOPOAHOCTD 110 Macce

Complies / CooTsercTyer

18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5
%
2/20 tablets NMT £15% / 2/20 ue Gonee £ 15%

OaHOPOZHOCTE JO3HPOBAHUA

5 | Loss on drying / Iloteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce [PH BbICYLIHBAHHH
6 | Dissolution/ 81-99% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosuznos yepes 120 mun
7 | Uniformity of Dosage units / AV=556 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 <L1. All values of xi must satisfy the
inequality:

[M-xi| < 0;01 x L2 x M.

L1=15.0;1L2=25.0.

IMoxkazaresns npuemiemoctd s n=10 AV <L1.

B cny4ae, ecnu 3navenne AV npespimaer L1,
NPOBOJAT MCMbITAHHE HA chenylomux 20 obpasnax.
T n=30 AV <L1. Bce 3HaueHus Xi 10JKHBI
YAOBJIETBOPSATH HEPABEHCTBY:!

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

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometry)
KonuyecTseHHOE oOmnpeneneHue

(CnexrpodoTomeTpus)

13.96mg/tab /

13,96Mmr/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 mo 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3M/IOB B MepecueTe Ha ceHHO3uA B B onHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBetcTByeT TpeGosaHuam HI

Conclusion : APPROVED /
3aknouenune: OOOBPEHO

Checked by QC In-Charge / Nen
OokymeHT nposepeH OKK: ‘95{1’1

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Fe

Date /

At <l Lt o2y

Date /

[ata: 04\ 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




Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHUKAT AHAJTH3IA

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Npoayxt: CEHANAE®, TABJETKH 13,5 mr

Batch No / Cepusi No: 484123

Batch Quantity / O0rem cepuu:

5850packs / ymakoBoK -

- |AR No / Apanurugecknii oraer Ne : ARF/211/2024 | Date of Analysis / laTta amamusza: 09.11.2024

Date of Mfg / Jlara npom3zsoacrsa:  10/2024

Date of Expiry / 'ogen go:

09/2027

Analysis performed according ND / Ananus nposeén mo HJI: Ti N013745/01-180522, amend No. 1 dated
109.07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / Tlokaszareiib

Ne ‘ Result / PesyabTatsl

Specification / Hopma

9 | Content of Methy!
parahydroxybenzoate(HPLC)/
Copneprxanue
MeTHNaparuipokcHoeH30aTa

(BOXX)

0.039mg/tab

0,039mr/Tab

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

10 | MICROBIAL LIMIT TEST/ MukpoSuonoruueckast 4ucToTa

10a) | Total Aerobic microbial count /

Ob611ee 4ncno a3podHbIX 20
MUKDPOOPTaHH3MOB

Not more than 10* ¢fi/ g / He Gonee 10° /r

10b) | Total combined yeast and mould

count / OBmee uncno
IUIECHEBBIX M JIPOIKEBBIX
rpubos

<10

Not more than 107 cfu/ g /He Gonee 10° /r

»

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiiunsbie K
IEHCTBHIO eI

rpaMoTpHIaTeNbHbIe OakTepHu

Absent /OtcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrcrBue B 1 1

10¢) | Escherichia coli

Absent /OrcyTcTBYIOT

Absentin 1 g/ OrcyrctBue B 1 1

101) | Salmonella

Absent / OtcyTeTBYIOT

Absentin 10 g /OtcyrcTeue B 10 g

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykT cooTeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3axknoyenune: OQOBPEHO

Checked by QC In-Charge / e
[lokymeHT nposepeH OKK: ":ﬁdt—”'c

Approved by QA In-Charge /
[okymeHT ogobper OOK:

BT

Date /

Qara;, - W23y

Date /
[ara:

09\ 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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTA®HKAT AHAJIM3A

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayir: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepus No :

484123

Batch Quantity / Oonem cepumn:

5850packs / ynaxoesox

1AR No / Asansrageckwi orger Ne : ARF/211/2024

Date of Analysis / Jiata anaymsa: 09.11.2024

Date of Mfg / /iaTra npousseacrea:

10/2024

Date of Expiry / I'ogen zo:

09/2027

Analysis performed according ND / Anamas nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PesynbTars: Specification / Hopma
Test / llokazarens
11 | Package / Ynakoeka Pack - 20 tabl ; ’
€ inaz ﬁ?;érﬁ:;:zf a Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with | °F 3 blisters and a patient information leaflet in a
P—— fc;rmation leaflets in | c2rton. 20 tablets in a blister made of PVC _
B cf rton. / TIo 20 TaBaeTox b /PE/PVDC film and aluminum foil, 25 blisters with
Eomie ' e 25 patient information leaflets in a carton. / ITo 20
nonunupnumo — TabsneTok B OnucTep W3 TUIEHKH TPEXCIOMHOI
(HOHI/IBTHJ‘IGHOBI::) W (IMBX/ID/TIBAX) u ayomunuesoii donsru. Io 2
R Hmy 3 GrucTepa BMECTe ¢ MHCTPYKIMEH 1o
sminssmamenol ;bonim 10 25 NPUMEHEHHK) B KapTOHHYIO nma4ky. ITo 20 tabnerox
P ’*0 nauky | OImcTep U3 IIEHKH NOMUBHHHIXIIOPHIHOM
% Bnomgﬂﬂew zgr:ﬂcﬂy I y (MONU3THUNEHOBOH / MOIHBUHUIIAEHXJIOPUAHOM) 1
o1 HMeHe‘HHI{) TPy amoMUHHEBOH domery, mo 25 HnucTepos B
P ’ KapTOHHYIO TIA4KY C BJIO)KEHHEM 25 HHCTPYKLHil MO
[PUMEHEHHK).
12 | Labeling / Mapxkuposka According to ND /
B cootsercreuu ¢ HJ
13 Storage conditions / Ycnosust In a dry place, at temperature below 25 °C. / B cyxom Mecte npu TemniepaType He
XpaHeHuUs BhIle 25 °C.
14 | Shelf'life / Cpok roauocTr 3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyvanume: MNpoaykr cooTeeTcTayeT TpeboaHuam H/

3aknwuenne: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: ‘:’Tﬁ.—w HoxymeHT opo6peH OOK: %ﬁ
DT o o o oA oan

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




