Cipla

CERTIFICATE OF ANALYSIS
3 CEPTHOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No/ Cepun Ne : 484139

Batch Quantity / O0bem cepun:

5849packs / ynakoBok

AR No / Ananurugecknii oruer Ne : ARF/230/2024

Date of Analysis / laTta ananusza: 27.11.2024

Date of Mfg / lata npoussonerea:  11/2024

Date of Expiry /Tonen no:

10/2027

Analysis performed according ND / Anaan3s nposeaén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 o1 09.07.2024

No

Test / NokazaTens

Result / PeaynbTaTtsl

Specification / Hopma

1 Description / Onucanue

Complies / CootBercTByeT

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. / [Tnockne kpyrasie TabueTkH co
CKOILIEHHBIMH KPasMH OT KOPHUHEBOTO 10 TeMHO-
KOPHYHEBOro UBeTa ¢ BKparmieHusMu. Ha onHoi
cTopoHe TabneTkH BhigasaeHo cioBo «CIPLAY, Ha
Apyrofi - IMHUA pazioMa.

2 Identification / [TognuHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT OkpamMBanye aMMHa¥HOTO pacTBOPa B KPAacCHbLIi
AHTPaXMHOHOBbIE FTTMKO3HIbI .2y
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootBercTByeT chromatogram of the sample solution should
Merunnaparuapokcubenzoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep/KHBaHUA OCHOBHOIO MHKA HA XpOMaTorpaMmme
HCTBITYEMOro PacTBOpa AOMAHO COOTBETCTBOBATE
BPEMEHH Y/IeP/KHBAHHS OCHOBHOTO ITHKA Ha
XpomaTorpamme CTaHAapTHOro pacTBopa
MeTuInaparuapoxcudensoara (pasaen
«MeTtnnnaparuapokcubeHzoar).

3 | Average weight / Cpenuss
Macca

189.78mg / 189,78mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: [NpoaykT cooTeeTcTBYeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwoyvenue: OQOBPEHO

Checked by QC In-Charge / —
HokymeHT npoepeH OKK: ?f/ '

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

=

Date /
Hata:

P S G % e

Date /

[fata: i e
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3IA
. Page2 of 4/ Crp. 2 3 4

LY

Product: SENADE TABLETS 13,5 mg Ipogyxr: CEHAII;E@, TABJETKH 13,5 mr

Batch No / Cepust Ne : 484139 Batch Quantity / O6bem cepru:  5849packs / ynakopok

AR No / Ananuruuecknii oruer No : ARF/230/2024 |Date of Analysis / JlaTta anannza: 27.11.2024

Date of Mfe / Jlara npoussoacrsa:  11/2024 Date of Expiry / 'ogen no: 10/2027

Analysis performed according ND / Anann3 nposexén no HJ: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PeayasTaTsl Specification / Hopma
Test / Iloka3aTens

4 | Uniformity of weight / Complies / CooTBeTcTayeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee + 7,5
OaHOPOIAHOCTH 0 Macce %

2/20 tablets NMT £15% / 2/20 He 6onee + 15%

5 | Loss ondrying / [ToTeps B 2.5% NMT 6.0 % / He 6onee 6,0 %

Macce [PH BhICYLIHBAHHU

6 | Dissolution / 83-98% NLT 70 % (Q) of sennosides in 120 minutes
PacTtBopeHue He menee 70 % (Q) cenno3unos yepes 120 MuH

7 | Uniformity of Dosage units / AV=55 The acceptability index forn=10 AV <LI.
OHOPOIHOCTb A03UPOBAHHS 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 * L2 x M.

L1=15.0;12 =25.0.

IMoxka3zarens npuemneMoctu Lt n=10 AV < L1.

B cnyuae, ecii 3HaueHue AV npesbiwaet L1,
MPOBOAAT HCMbITaHHE Ha crenyrommx 20 obpasuax.
st n=30 AV < L1. Bce 3Ha4eHHst Xi JO/DKHbL
YAOBJETBOPATE HEPABEHCTBY:

[M-xi] 0,01 x L2 x M.

L1=15,0;12 =25,0.

8§ | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTsennoe onpeaencHne 14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoromeTpus) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)

14,05Mr/1a6 CEHHO3MIOB B NepecyeTe Ha ceHHo31A B B onHol
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTeeTcTByET TpebosaHuam HA

Conclusion : APPROVED /
3axnmoyenune: OQOBPEHO.

Checked by QC In-Charge /
.

HokymeHT nposepeH OKK:

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

=

Date /

ﬂaTa: 2__‘( -t Q—OLLf

Date /

[fara: 2% W Dot

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 CEPTUOUKAT AHAJIM3A
_ Page3 of 4/ Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg Opoayxr: CEHAJIE®, TABJETKH 13,5 mr
Batch No./ Cepus Ne: 484139 . Batch Quantity / O6bem cepuii:  5849packs / ymaxosok
AR No / Ananaruueckuii oruer Ne : ARF/230/2024|Date of Analysis / [laTta ananu3za: 27.11.2024
Date of Mfg / laTa npoussoncrsa:  11/2024 Date of Expiry / I'onen no: 10/2027

Analysis performed according ND / Ananus nposeaén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Ne Result / PesynbTaTsl Specification / Hopma

Test / [loxaszaTesn

9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanue g
MeTHInaparuapokcubensoara 0,041Mr/1a6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Muxkpo6ronoruyeckas 4ucToTa

10a) | Total Aerobic microbial count / 30
O6uee umcno adpobHbIX Not more than 10 cfu/ g / He Gonee 10" /r
MMKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10” /r
count / Ob1uee uncno <10
TJIECHEBBIX W JPOKIKEBBIX .
rpubos .

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYyIOT Not more than 10°/ g / He Gonee 107 /r

bacteria/ Ycroiiumusbie K
JNEeUCTBHIO JKEIUKH
TpaMOTpHLIATEIbHbIE OaKTepHH

10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OtcytcTBHe B L T
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OtcyrcTBue B 1 T
100 | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g /OrcyrctBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykr cootseTcreyeT Tpebosanuam HI | 3aknroveHne: OOOEPEHO

Checked by QC In-Charge / '706—/“ Approved by QA In-Charge / oP
HokymeHT nposepeH OKK: - HokymeHT ogobpen OOK: S s
Date / 1.0 Date /

flara; 2 ‘-0 [Jara: ZRANT DR
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page40of4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484139

Batch Quantity / O6nem cepun:

5849packs / ynakosoxr

AR No / Ananuraueckuii oryer Ne : ARF/230/2024

Date of Analysis / Jlara anamuza: 27.11.2024

Date of Mifg / [iaTa npoussoacTBa:

11/2024

Date of Expiry / I'ozen fo:

10/2027

Analysis performed according ND / Ananus nposenén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No

Test / IToka3aTesb

Result / PesynbTaThl

Specification / Hopma

11 | Package / Ynakoska

Package / Ymakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I'1o 20 TabneTtok B
OHCTep H3 MJIEHKH
MOTHBHHMUIXIIOPHIHOH
(OJTHITHIIEHOBOM/
TIONTMBHHHII @ HXJIOPHIHOH) H
amoMHHEHEBOH (onbry, mo 235
ONUCTEPOB B KAPTOHHYIO MaYyKy
¢ BIOYXKEHUEM 25 HHCTPYKLH
M0 NPUMEHEHUIO.

Package / Vnakoska - 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 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. / ITo 20
Tabnetok B GIUCTEp M3 TINEHKH TPEXCIIONHHOM!
(TIBX/TI2/TIBAX) u amoMuHueBoit doabru. ITo 2
unu 3 6nUcTepa BMeCTe ¢ HHCTPYKUMEH Mo
[PUMEHEHHIO B KapToHHY1o nauky. [To 20 tabnerok
B GUIHCTED M3 MUICHKH MOMHBUHUIXIOPUAHOH
(nonu3TUNEHOBOI / MONMUBUHUIICHXIOPHIHOMH) U
AMOMHHHEBOI (onbra, mo 25 6McTepoBs B
KapTOHRYIO MAyKy C BIOKeHHEeM 25 MHCTPYKUMii no
NMpHMEHEHHIO. *

12 Labeling / MapkupoBka

According to ND /

B coorsetcTBuu ¢ HJ|

13 Storage conditions / Ycnoeus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TeMreparype He

Boiure 25 °C.

14 | Shelf life / Cpok rogHocTH

3 years /3 ropga

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTBYET Tpebosaruam Hl

Conclusion : APPROVED /
3aknwyenue: ONOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: “’,,J‘U’I [OokymeHT oao6peH OOK: %&/‘@"“P
Date / Date /
fara: <o [lara: DA A\ 200 A
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