Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUOHUKAT AHAJIM3A

Page 1 0of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482003

Batch Quantity / O6sem cepun:

5849 packs / ynakosok

AR No / Apasmraaecknii orger Ne :  ARF/032/2022|Date of Analysis / lara ananmza: 01.02.2022

Date of Mfg / lara nponssogcra:  01/2022

Date of Expiry / T'ogen no:

12/2024

Analysis performed according ND / Anamms nposenén mo H/A: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Tloka3zaTens

Result / PesyabTars!

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. / [Tnockue kpyrinbie Tabnerky co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOI0 LBeTa ¢ BKpamieHuaMu. Ha onHo
cropone Tabnerku BeiaaBieHo cinoso «CIPLA», Ha
JAPYroit - TUHHUS pa3jioMa.

2 Identification / ITognuHHOCTh

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T —— CootsercrByer g:é):mnsaune aMMHA4YHOIO PAacTBOpPa B KPAcCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ Cootsercrryer chromatogram of the sample solution should
MertunmaparuapokciuOen3oat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yAepKHBAHUS OCHOBHOTO MHKA Ha XpOMaTorpamMme
HCIIBITYEMOTO PACTBOpPA AOJDKHO COOTBETCTBOBATE
BPEMEHH YIEPXKHUBAHHSA OCHOBHOTO TTHKA Ha
XpOMaTorpaMmMe CTaHOapTHOIO pacTBopa
MeTHInaparuapokcubensoara (pasmuen
«MetunmaparunpokcubeHsoar).

3 | Average weight / Cpenuss
macca

187.22mg / 187,22 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTseTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /(S
JlokymeHT nposepeH OKK: C_‘D\mﬁ‘ﬂ

Approved by QA In-Charge / 3
[OokymeHT oaoBpeH OOK: %%'/

Date /

O\-02-2022
Hara:

Date /

Nara: 0202 2022

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 482003

Batch Quantity / O6sem cepun:

5849 packs / ynakosox

AR No / Aranaradeckuii orger No ;

ARF/032/2022|Date of Analysis / [lara anammsa: 01.02.2022

Date of Mfe / lara mpom3soacTea:  01/2022

Date of Expiry / I'ogen no:

12/2024

Analysis performed according ND / Anamis nposenén mo H/I: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / ITokazaTens

Result / PesyabTaTsi

Specification / Hopma

4 | Uniformity of weight /
OpHOPOIHOCTE IO MACCe

Complies / CooTteercTByer

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

OnHOPORHOCTB NO3HUPOBAHHS

5 | Loss on drying / Iloteps B 1.4% NMT 6.0 % / He Gonee 6,0 %
Macce MPH BbICYLIHBAHUH
6 | Dissolution / 80-86% NLT 70 % (Q) of sennosides in 120 minutes
Pactopenue He menee 70 % (Q) cennozunor uepes 120 Mun
7 | Uniformity of Dosage units / AV=47 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;L2=25.0.

Tloxasarens npuemneMocTu amst n=10 AV <L 1.

B cnyuqae, ecnu 3Hauenue AV npessimraer L1,
NIPOBOMAT HCIBITaHHE Ha cnemyromux 20 obpasmax.
T n=30 AV <L1. Bee 3HaueHus Xi JOJIKHBI
YIOBJIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTseHHOE OIpeNeNeHHe

(Cuexrpodoromerpus)

13.90 mg/tab /

13,90 mr/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 1o 15,53 mr (ot 90,0 mo 115,0 %)
CEHIIO3UIOB B NepecueTe Ha CeHHO3H B B onHolt
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykr cooteeTcTByeT TpeboraHmam HL

Conclusion : APPROVED/
3aknmouenue: OOOBPEHO

Checked by QC In-Charge / %
NokymeHT nposepeH OKK: aww

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Gihe
b~

Date / ) '

10220273
Lara:

Date /

02 02 2022
Nata:

FMQCO003-15-06
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CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJIN3A
Page3 of 4/ Crp. 3 m3 4
Product: SENADE TABLETS 13,5 mg Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 482003 Batch Quantity / O6bem cepun: 5849 packs / ymakoBok
AR No / Ananaragecknii oraer Ne : ARF/032/2022|Date of Analysis / Jlara anammza: 01.02.2022
Date of Mfg / Jlata npoussoacrea: _ 01/2022 Date of Expiry / I'ogen go: 12/2024

Analysis performed according ND / Anamm3s npoeeaén mo HJL: IT1N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / HHokazaTean Result / PesyasTaTh! Specification / Hopma
9 | Content of Methyl 0.047 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepixanue
MeTUImnaparuapokcudensoaTa 0,047 mr/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuosioruueckas 4HCTOTa

10a) | Total Aerobic microbial count /

O6wee ymcio a3pobHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /v
MHKPOOPTaHH3MOB :
10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 10° /r
count / Obmee aucno <10
IIECHEBBIX M APOACKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYyIOT Not more than 107 / g / He Goxnee 10° /r
bacteria/ Ycroitunsble K
INEeHCTBHIO JKETIH
rpaMOTpHLATENbHbIE DaKTepun
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OtcyrcTBue B 1 1
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrcTBue B 1 1
10f) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooreercTeyeT TpeGosanusm HI | 3akniouenne: OQOBEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / . )
[NokymeHT npoeepeH OKK: % Ak HokymeHT ogobpeH OOK: ‘@f@
Date / Date /
. . 1 M 0220
[ara: B1- 0229 fara: 02 e

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482003

Batch Quantity / O0nem cepum:

5849 packs / ymakoBok

AR No / AranuTageckni oraer No :

ARF/032/2022|Date of Analysis / /lara anammsa: 01.02.2022

01/2022

Date of Mfe / laTa npon3BoacTBa:

Date of Expiry / I'onen no:

12/2024

Analysis performed according ND / Anamms nposenén mo HJI: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IlokazaTenb

Result / PesyabTaTn!

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OumcTep U3 TUIEHKH

(MOMM3THIIIEHOBOH/

o NpHMEHEHUIO.

Package / Ymaxoska - 20 tablets

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

MOJIMBH HUITXJIOPHTHO M

TTONMMBHHUIACHXIIOPHAHON) H
ATFOMHHHIEBOH (ONBry, 1Mo 25
6IIHCTEPOB B KAPTOHHYHO [AYKY
C BIOKEHHEM 25 HHCTPYKLHH

Package / Ynakogka - 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
Tabnerok B GnucTep M3 IIIEHKH TPEXCIOHHOM
(MBX/II2/TIBAX) u amomunnesoii onsru. Ilo 2
unu 3 GnucTepa BMECTE C HHCTPYKLIHEH 110
MPUMEHEHMIO B KapTOHHYIO nadky. [To 20 Tabnerox
B GIHCTEP M3 MIEHKH MOJHBHHUIXIOPHIHOM
(MONM3THIEHOBOH / OIMBHHHIAEHXJIOPHIHOM) 1
aMOMHUHUEBOH (onery, no 25 Gucrepos B
KAPTOHHYIO MIAYKY C BIOXKEHHEM 25 MHCTPYKLHH Mo
MPUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B coorsercreun ¢ HII

13 Storage conditions / Ycnosus

XpaHeHHs Boume 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe TIpH TemMnepartype He

14 Shelf life / Cpok rogHOCTH 3 years / 3 roma

Remarks : The Product conforms to ND/
NMpumeyanue: MpoaykT cooteetcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3axnwuenne: OQOBEPEHO

Checked by QC In-Charge /

HokymeHT nposepeH OKK: aug

—

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date / O |
[ara:

)20 2

Date /

D.aTa.' Oz, 02~ 2022

FMQC003-15-06
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