Cipla

CERTIFICATE OF ANALYSIS
s CEPTHO®HUKAT AHAJIN3A

Page 1 of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg Iponykr: CEHAJIEG, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484057 Batch Quantity / O6bem cepun:  5842packs / ynakosok
AR No / Anaaatnuecknii oruer Ne : ARF/125/2024|Date of Analysis / lara anannsa: 03.08.2024

Date of Mfg / lata nponssoacrea: _ 07/2024 Date of Expiry / I'onen ao: 06/2027

Analysis performed according ND / Anans3 nposeaén mo H: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne

Test / [lokasaTeis

Result / PeayabsTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTetcTByeT

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. / [Inockue Kpyrabie TabaeTku Co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO 0 TEMHO-
KOpPUYHEBOIo LBETA ¢ BKparenusaMu. Ha oaHoi
cTopoHe Tabnetku BoigasneHo cnoBo «CIPLAY, Ha
JpYTo# - IAHKUS pasioMa.

2 | Identification / [TopnuHHOCTD

2a) | Anthraguinone glycosides / - Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpaimuBaHue aMMHAYHOTO PacTBopa B KpacHbIH
AHTPaXHHOHOBBIE ITHKO3H[IbI -
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ : CooTBeTcTBYET chromatogram of the sample solution should
MeTtuimaparuapokcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEepXKHBAHAS OCHOBHOTO ITHKa HA XpOMAaTOrpaMme
HCMBITYEMOTO PacTBOPa HOJAKHO COOTBETCTBOBATh
BpEMEHH y/IEPXKHBaHHs OCHOBHOTO MHKa HA
XpOMaTorpaMMe CTaHJIapTHOTO pacTBopa
MeTunnaparsapoxcubensoara (pasgen
«MeTwimaparuapokcabensoar).

3 | Average weight / Cpennsis

187.08mg / 187,08mr

189.99 mg £7.5% / 189,99 mr +7,5%

[Lara: 02.08 202y

Mmacca
Remarks : The Product conforms to ND/ v Conclusion : APPROVED /
Npumevanwue: MpoaykT cooTBeTcTyeT Tpebosanuam Hfl | 3aknioyenue: OOOBPEHO
Checked by QC In-Charge / 40 Approved by QA In-Charge /
JokymeHT nposepeH OKK: i [NokymeHT ogo6pen OOK: M

[arta:
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Cipla
ERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTH3A
Page2 of 4 /Crp. 2 3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484057

Batch Quantity / O6bem cepun:  5842packs / ynakosok

AR No / AnannTuveckuii oruer Ne: ARF/125/2024 |Date of Analysis / lara anann3za: 03.08.2024

Date of Mfg / lata npon3soacrsa:  07/2024 Date of Expiry / I'onen no: 06/2027

Analysis performed according ND / Arasu3s nposenén no HI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne

Test / [loxazatenn

Result / PesyabTaTh! Specification / Hopma

4 | Uniformity of weight /
OIHOPOJHOCTH MO Macce

Complies / CooTBercTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue 6onee = 7,5
% .
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / TToteps B 2.3% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BICYLIMBAHHH
6 | Dissolution / 78-95% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) ceHro3nn0B 4epes 120 mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn= 10 AV <L1.

OnHOPOAHOCTH NO3HPOBAHHA

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 =150; L2=25.0.

TNokazarens npuemaemoctu i n=10 AV <L1.

B ciyqae, eciu 3navenne AV npesbitiaet L1,
POBOAAT MCIBITAHKE Ha crieayromux 20 ofpasuax.
Ina n=30 AV < L1. Bee 3Ha4eHHs Xi JOKHbI
YIOBJIETBOPATh HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)

From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of

KonuuecTBeHHOEe oOmnpeneneHHe 14.00mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Ot 12.15 1o 15,53 mr (o1 90,0 1o 115,0 %)
14,00Mr/Tab CEHHO3HM/IOB B NepecyeTe Ha CEHHO3WA B B onHOI
Tabnerke.
Remarks : The Product conforms to ND/ ' Conclusion : APPROVED /

Mpumevanue: MpoAyKT COOTBETCTBYET T,

peboeanuam HO | 3aknwyenue: OOQOBPEHO

Checked by QC In-Charge / T Approved by QA In-Charge /
[okymeHT nposepeH OKK: %f’ . [okymeHT ogobpex OOK: ﬁ
Date / Date /

02 - e 1oLy

[ara:

[fara: 05-08- 202y
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CERTIFICATE OF ANALYSIS
CEPTHUOHKAT AHAJIHA3A

Product: SENADE TABLETS 13,5mg Ipoaykr: CEHA}IEE, TABJIETKH 13,5 mr
Batch No / Cepun Ne: 484057 Batch Quantity / O6nem cepun:  5842packs / ynakosok
AR No / AnanuTnyuecknii oruer Ne : ARF/125/2024|Date of Analysis / lata ananuza: 03.08.2024
Date of Mfg / lara nponssogcrsa:  07/2024 Date of Expiry / I'oaen go: 06/2027
Analysis performed according ND / Anann3 nuposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
(09.07.2024 / IT N013745/01-180522, u3zm. Ne 1 ot 09.07.2024
Ne Result / PeayasTars! Specification / Hopma
Test / loxasaTens
9 | Content of Methyl 0.043mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/ ;
Conepxanue
MeTInaparuapokcubensoara 0,043mr/a6
(B2XX)
10 | MICROBIAL LIMIT TEST/ Mukpo6rosiorsyeckas 44cToTa
10a) | Total Aerobic microbial count /
Ob6wee 9nc0 aIpoGHBIX 30 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHU3MOB
10b) | Total combined yeast and mould Not more than 10” cfi/ g /He Gonee 107 /r
count / O6mee 4ncno <10
MIECHEBBIX H APOXIKEBbIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107 / g / He Gosnee 10° /r
bacteria/ Ycro#unssie k
NEACTBHIO KEeTuH
rpamoTpuuarenbHsie 6akTepun
10 d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ Orcyrcteue B 1 1
10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBHE B 1 T
100 | Salmonella Absent / OtcyrerByfoT Absent in 10 g / Orcyrerue B 10 g

Remarks : The Product conforms to ND/ ¥

Conclusion : APPROVED /

Mpumeyanne: MpoaykT cooreeTcTByeT TpeGoBaHuaM HJ

3aknwovenune: O[JOBPEHO

Checked by QC In-Charge / ﬂei 5

Approved by QA In-Charge /

TS

[lokymeHT npoBepeH OKK: HokymeHT ofo6pen OOK:
/ Date /
B 0% o8 aomy i ooy

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF-ANALYSIS
CEPTHOHUKAT AHAJIA3A

Cinla

Page 4 of 4/ C1p. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnn Ne : 484057

Batch Quantity / O6bem cepun:  5842packs / ynakoBok

LAR No / Asaauragecknii oryer Ne : ARF/125/2024

Date of Analysis / lara ananmza: 03.08.2024

Date of Mfg / lata npoussoacrsa:  07/2024

Date of Expiry / T'oxen no: 06/2027

Analysis performed according ND / Ananu3 nposenén mo HJ/L: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Mpumeyanne: MNpogykr cooTeeTcTayeT TpebosaHnam HO

Ne Result / PesyabTathi Specification / Hopma
Test / okasaTeas
11 | Package / YnakoBka "
o~ E;a:kt;%:téry[::::z[;‘a ke Package / Ynaxosxa - 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 | 3 blisters and a patient information leaflet in a
B bt f(;rm ation leaflets jn |Crton. 20 tablets in a blister made of PVC
earton / Tlo 20 Tabnerox s |/PEPVDC film and aluminum foil, 25 blisters with
Gmtcrep. i 25 patient information leaflets in a carton. / ITo 20
TabneTok B G1UCTED M3 MIIEHKH TPEXCNOWHOM
?;g;;gmeng:/mon (MBX/TISTIBJIX) u amomunmneBo# ¢onsra. ITo 2
OTHERRHNSHXTOPREON) i uiu 3 6amcTepa BMECTE ¢ MHCTpYKLHE#H no
ATOMHHEHEEBOH (OIBTH, 10 25 IPHMEHEHHIO B KapTOHHYIO na4ky. [To 20 tabnerox
T ——— i as B GIHCTEp W3 IUIEHKH MONHBHHHIXJIOPHAHON
. BJ'[O)KEHHEM 2 5’ P > ;cy (nomM3ITUIEHOBOH / MONTHBHHUIIEHXIOPHIAHOMH) H
o) CTP) amoMuHueBolt Gonbru, mo 25 6nucTepos B
P ’ KAPTOHHYIO MauKy C BJIOXKEHHEM 25 WHCTPYKUMH no
MPHUMEHEHHIO.
12 | Labeling / Mapkuposka According to ND /
B coorBercTBHHM ¢ HJ
13 | Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxoM MecTe NpH Temnepatype He
XpaHeHHs Bbime 25 °C.
14 | Shelf life / Cpok roasocTH 3 years/ 3 rona
Remarks : The Product conforms to ND/ ' Conclusion : APPROVED /

3aknwyenne: OOBPEHO

Checked by QC In-Charge /
[NokymeHT npoBepeH OKK: %’Z-b—ﬁ

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

FE

Date /

' [lare: O%.0g 202y

Date /

05-C& 2029
[ara:

FMQC003-15-09
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