Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHAJIM3A
: Page 1 0of4/Crp.1mu3 4
Product: SENADE TABLETS 13,5 mg Iponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepnat Ne : 482004 Batch Quantity / O0bem cepun: 5848 packs / ynakosok
AR No / Ananuriaaeckmii order No : ARF/033/2022|Date of Analysis / Iara anamaza: 01.02.2022
Date of Mfg / lara npoussoacrsa:  01/2022 Date of Expiry / I'ogen no: 12/2024

Analysis performed according ND / Ananus nposeaén mo H/I: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarensn Result / PesyabTatsi Specification / Hopma

1 | Description / Onucanne Complies / CooTeercTByeT 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. / ITnockue kpyribie TabneTku co
CKOIIEHHbIMH KPAasiMH OT KOPHYHEBOTO JIO TEMHO-
KOPUYHEBOTO IBeTa ¢ BKparueHusamu. Ha oxnoit
cropone Tabnetrku BeiasiieHo cioo « CIPLA», Ha
JIpyTO# - MTHHMA pa3yioMa.

2 | Identification / TTogauHHOCTD

2a) | Anthraquinone glycosides / : Complies / Ammoniacal solution turns a reddish colour /
T — CooTtsercTayer S:énramnnaﬂue aMMHa4qHOTO PacTBOpPa B KPaCHBIN
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercreyer chromatogram of the sample solution should
MerunnaparunpokcubeHsoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPXKHBAHHS OCHOBHOTO KA HA XpOMaTOrpamMmme
HCIBITYeMOTO PacTBOPa JOJDKHO COOTBETCTBOBATH
BPEMEHH YIEep>KHBAHUA OCHOBHOTO TTHKA Ha
XpPOMaTOrpaMMe CTAH/IaPTHOTO PacTBOpa
MeTunnaparuapokcudensoara (pasaen
«MeTtunmaparuapokcHbeH3oar).

3 | Average weight / Cpennss 187.41mg/ 187,41 mr 189.99 mg +7.5% / 189,99 mr +7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoayxT cooreetcTayeT TpebosarHusm H | 3aknouenue: OQOBPEHO
Checked by QC In-Charge /772 Approved by QA In-Charge /
HokymeHT nposepeH OKK: \13 glaune [okymeHT onoBpeH OOK: %
Date / Date /
P s B M s I8 o - SO oy TN .
fara: : Nlata: 21022022
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOHUKAT AHAJIM3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHANE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482004

Batch Quantity / O6bem cepum:

5848 packs / ymakoBok

AR No / Aganurugeckuii oraer No :

ARF/033/2022|Date of Analysis / [lara ananmsa: 01.02.2022

Date of Mfg / lara npomssoacrea:  01/2022

Date of Expiry / T'onen mo:

12/2024

Analysis performed according ND / Anamus nposenén mo HJI: ITT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HHokazarenb

Result / PesyaeTaTnr

Specification / Hopma

4 | Uniformity of weight /
OnHOPONHOCTH 1O Macce

Complies / CooTsercTsyer

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

OnHOpOAHOCTHL NO3HPOBAHUA

5 | Loss on drying / IToTeps B 2.0% NMT 6.0 % / He bonee 6,0 %
Macce NpH BhICYLIHBAHUH
6 | Dissolution / 83-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenne He menee 70 % (Q) cennoszunor uepes 120 mun
7 | Uniformity of Dosage units / AV =438 The acceptability index forn=10 AV <LI.

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:

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

L1=15.0;L2=25.0.

INToxkasatens npuemnemMocts st =10 AV < L1.

B cnyuae, ecnu 3Hauenue AV npesbimmaer L1,
MPOBOAAT MCIBITAHKE Ha crenyromux 20 obpasnax.
Tlns n=30 AV <L1. Bce 3Ha4ueHus Xi JODKHEI
YAOBJIETBOPATE HEPABEHCTBY

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

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

Npumeuanue: MNpoaykT cooTeetcTayeT TpebosaHusm HI

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecTeeHHOe oOlpeneneHHe 13.91 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodoromerpus) Ot 12,15 mo 15,53 mr (ot 90,0 o 115,0 %)

' 13,91 mr/ra6 CEHHO3HJIOB B Nepecyere Ha ceHHo3ua B B onHOMH
Taberke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3aknmwuenne: OOOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge / T
NokymeHT ogobpen OOK: %

[okymeHT nposepeH OKK: an
Date / Date /
O1.0%0.2.02 02 +0O2.
Nara; ! i Oara: . Sk
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CERTIFICATE OF ANALYSIS
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CEPTUDOHUKAT AHAJIM3A

Page3 of4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482004

Batch Quantity / O6bem cepuu:

5848 packs / ynakoBok

AR No / Ananntiaecknii oraer Ne :  ARF/033/2022 | Date of Analysis / lara anammsa: 01.02.2022

01/2022

Date of Mfe / [lata nponssoacTsa:

Date of Expiry / I'onen go:

12/2024

Analysis performed according ND / Anams nposenén mo HJI: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTens Result / Pesyabrarst Specification / Hopma
9 | Content of Methyl 0.045 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTunnaparuapokcitenszoara 0.045 Mr/1a6
(BIXX) '
10 | MICROBIAL LIMIT TEST/ MukpoGronoruyeckasi 9MCTOTA
10a) | Total Aerobic microbial count /
O61ee 4ucio aapoOHBIX <10 Not more than 10* cfu/ g / He Gonee 10° /r
MHKPOOPTaHH3MOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / O6mee 4uncmo <10
MIECHEBBIX H OPOACGKEBBIX
rpuboB
10¢c) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ ¥Ycroitauseie k .
OeACTBHIO XKEeTIH
rpaMOTpPHIIATeNbHbIC OaKTepHH
10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OtcyrctBue B 1 1
10e) | Escherichia coli Absent /OtcyTcTBytoT Absentin 1 g/ OrcyrcrBue B 1 ¢
10f) | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g /Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanwme: MpoaykT cooteeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Checked by QC In-Charge /

[lokymeHT nposepeH OKK: i

Approved by QA In-Charge /
HokymeHT ogobpeH OOK: W

Date /

Hera Of-02-2. 02 2
Ta:

Date /

[Jara: © 2022022

FMQCO003-15-06
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A

b

-

Paged of 4/ Crp. 4m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482004

Batch Quantity / O0bem cepun:

5848 packs / ymakosox

AR No / Anamaruaeckuii orgaer Ne : ARF/033/2022|Date of Analysis / lara anamza: 01.02.2022

Date of Mfg / lara mpomssoacrsa:  01/2022

Date of Expiry / I'open go:

12/2024

Analysis performed according ND / Anamis nposenén no HJI: IIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IlokazaTennb

Result / PesynabTaThl

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GnucTep M3 MIIEHKH

(nmomaTHIEHOBO/

110 NPUMEHEHHIO.

Package / Ymakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Tabnerok B

TIOJIMBHHHITXJIOPHHOMH

MOJIMBUHIIIICHXIOPUIHOI) H
AFOMHHHEBOH (OJBrH, 1Mo 25
6aucTepOB B KAPTOHHYIO Ma4Ky
C BJIOXKEHHEM 25 MHCTPYKLMH

Package / Ynaxoska - 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 tabiets 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 OnucTep U3 IJIEHKH TPEXCIORHOM
(IIBX/TI3/MBJX) u amomunuesoi donery. ITo 2
unu 3 Onmcrepa BMECTe C HHCTPYKIHeE 1Mo
NPUMEHEHHIO B KAPTOHHYIO Mauky. ITo 20 Tabnetox
B GJIHCTEp W3 IUIEHKH TOJIHBHHAIXIOPHIHOM '
(MOMMATHIICHOBOH / TONMMBUHHIIEHXJIOPUAHOH) 1
amoMuHKEBOH (omnery, mo 25 6micTepos B
KapTOHHYI0 Na4Ky C BJIOXKEHHEM 25 MHCTPYKLIMIi 110
NPUMEHEHHIO.

12 Labeling / Mapxuposka According to ND /

B cootserctun ¢ HJ

13 Storage conditions / Ycmosus

XpaHeHHs Beime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecre 11pu TeMneparype He

14 Shelf life / Cpok rogsocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykr coorsercTayer TpebosaHusm HI

Conclusion : APPROVED /
3akntouenune: OQOBPEHO

Checked by QC In-Charge / @"l one

Approved by QA In-Charge /

/

[lokymeHT nposepeH OKK: NokymenT onoBpeH OOK:
Date/ m1.m2.2022 . Date / ’
[Jara: ! fara: € e LR
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