Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJTU3A

-

Page1 of 4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg IIpoavkT: CEHA,I[E®, TABJIETKH 13,5 mr

Batch No / Cepust No ;484124 ' Batch Quantity / OGnem cepum:  5847packs / ynakosox
AR No / Ananarrgecknii oraer Ne : ARF/212/2024|Date of Analysis / {ata ananmza: 11.11.2024

Date of Mfg / Jlata npomssoacrsa:  10/2024 Date of Expiry / I'ogen no: 09/2027

Analysis performed according ND / Ananus nposenén mo H/L: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 or 09.07.2024

Test / ITokazaTennb

Ne Result / Pesyabrars:

Specification / Hopma

1 | Description / Onucanue

Complies / CootsercTayer

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. / TInockue kpyrmwie TabneTku co
CKOLIIEHHBIMH KPaAMH OT KOPHYHEBOTO JI0 TEMHO-.
KOPHYHEBOTO 1BeTa ¢ Bkparmuenusimu. Ha oxuoi
cropore Tabnerku BeiasneHo cnoso «CIPLA», Ha
ApYTOii - TUHUA pa3nioMa.

2 Identification / ITomnuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpawMBanve aMMHAYHOTO PAacTBOPa B KPACHBIH
AHTPaXHHOHOBbIE TTHKO3HIb! S
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootrsercTByer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKUBAHHA OCHOBHOTO ITHKA HA XpOMaTrorpaMme
HCIIBITYEMOTO PACTBOPA JOJDKHO COOTBETCTBOBATh
BPEMEHH y/IepIKHBaHHI OCHOBHOIO MHKA Ha
XPOMATOrpaMMme CTaHAapPTHOTO pacTBopa
MeTumnaparuapokcubersoara (pasmen
«MerunnaparuapoxcubeHsoar).

3 | Average weight / Cpennss
Macca

188.61mg / 188,61mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeercTayeT Tpebosannam H

Conclusion : APPROVED /
3axnwouenue: OQJOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

e

[okymeHT nposepeH OKK: @ HokymeHT opobper OOK:
Date/ {\.\\.,20 Date / .
Jata: \ U\ Jarta: WsVheiladyy
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHGHUKAT AHAJIN3A
. Page2 of 4 /Crp.2 m3 4
Product: SENADE TABLETS 13,5 mg IpoavkT: CEHA,HE@, TABJETKH 13,5 mx
Batch No / Cepusi Ne: 484124 Batch Quantity / O0vem cepun:  5847packs / ynaxosox
AR No / Anasmrauecknii oraer No : ARF/212/2024|Date of Analysis / lata anammza: 11.11.2024
Date of Mfg / iara npomssozxcrea:  10/2024 Date of Expiry / I'oges no: 09/2027

Analysis performed according ND / Anamms nposenén o HJI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Ne Result / PesyabTaThi Specification / Hopma
Test / IlokazaTenns
4 | Uniformity of weight / Complies / CooTBeTcTByeT 18/20 tablets NMT = 7.5 % / 18/20 ue Gonee 7,5
OoHOPOIHOCTD 1O Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / IToteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce MPH BBICYLIHBAHHH
6 | Dissolution/ 83-99% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenne He menee 70 % (Q) cenHo3unos yepes 120 mun
7 | Uniformity of Dosage units / AV=353 The acceptability index forn =10 AV <L1.
OnIHOPOMHOCTL IO3HPOBAHHS 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| < 0,0 x L2 x M.

L1=15.0;L2=25.0.

IMToxkasarens npueMnemoct 1A n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npepbimaer L1,
NPOBOIAT HCIIbITAHKME Ha cnenyomnx 20 obpasuax.
Tl n=30 AV < L1. Bce 3HaueHus Xi T0JKHbI
YIOBNETBOPATH HEPABEHCTBY:

[M=xi| 0,01 x L2 x M,

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konu4ecTBeHHOE oOmpeneneHue 13.96mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnextpodoromerpus) Ot 12,15 1o 15,53 mr (ot 90,0 no 115,0 %)

13,96Mr/126 CEeHHO3H/IOB B [€pecyeTe Ha CEHHO3UA B B OfIHO#M
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MNpoaykr cooteetcTayet Tpebosanmsam HI | 3aknouenne: OOQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / '8
[okymeHT nposepeH OKK: > HokymeHT ogobpeH OOK: w
Date / A\ e Date / A 5
i AR\ L4y Nare: W=y 2024y
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Paged of 4/ Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr :

Date of Mfe / JlaTa mpor3BoacTBa:

Batch No / Cepusi Ne: 484124 Batch Quantity / Oobem cepun:  5847packs / ynakosok
AR No / Ananuraaecknii oraer Ne : ARF/212/2024|Date of Analysis / Jlata amammsza:  11.11.2024
10/2024 Date of Expiry / I'open go: 09/2027

Analysis performed according ND / Anamns nposenén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Ne Result / PezyasTarsi Specification / Hopma
Test / IlokazaTens
9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepsxaHue
meTunaparuapokcubensoara 0.041mr/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoOuonoriyeckas YucToTa

10a) | Total Aerobic microbial count /
Obwee 4HCAO a9PobHBIX

MHKPOOPraHH3MOB

<10

Not more than 10° cfu/ g / He 6omee 10* /r

10b) | Total combined yeast and mould
count / OBuiee uncno
TUTECHEBBIX M JAPOFOKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ ¥YcroiiunBbie K
JEHCTBHIO JKeT4YH

rpamMOTpHLATe bHbIE OaKTepUH

Absent /OTcyTcTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTCcyTCTBYIOT

Absent in 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absentin 1 g/ Otcyrcrene B I r

10f) | Salmonella

Absent / OtcyTeTByOT

Absent in 10 g / Otcyrcreue B 10 g

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cootBeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwoueHue: OQJOEPEHO

Approved by QA In-Charge /

P

Checked by QC In-Charge /

OokymeHT npoeeper OKK: (> HokymeHT opobper OOK:

Date / W\ Date / - o2y
[Nara: LL\ [ara: L
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIHM3A

-

Paged of 4/ Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

484124

‘| Batch Quantity / O6nem cepun:  5847packs / ynakosok
AR No / Anammruaeckuii oruer Ne : ARF/212/2024 |Date of Analysis / lara anaymsza: 11.11.2024
Date of Mfg / Jlata nponssoactea:  10/2024 Date of Expiry / 'onen no: 09/2027

Analysis performed according ND / Ananns nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 ot 09.67.20624

Ne

Result / PesyabTaTsl
Test / llokasarenb

Specification / Hopma

11

Package / Ynakoska

Package / YnakoBka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton, / Ilo 20 Tabnerok B
GnucTep U3 IUIEHKH
MOJIMBUHWITXJIOPHAHOH
(nonuatTuneHOBO#H/
MOJMBHHUIACHXIOPHIHOIN) U~
aMIOMHHHEBOH (osbry, no 25
OHCTEPOB B KAPTOHHYIO MAYKy
C BJIOXKEHHEM 25 HHCTPYKUMH

Package / Ynakosxka - 20 tablets in a blister made of
three-layer PYC/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
Tabnerox B OaMCTEp M3 MIEHKH TPEXCHoiiHOl
(MBX/TIS/MBIX) u amomunuesoii gonsru. ITo 2
unu 3 6aHcTepa BMECTe ¢ HHCTPYKLIHEH 1Mo
MPHMEHEHHIO B KapTOHHYI0 na4uky. ITo 20 Tabrerok
B 6IIHCTED M3 TUIEHKH NOJHBHHWIXJIOPHIHOH
(noaM3THAEHOBO# / MONMHBHHHINEHXJIOPHIHOI) 1

0 NpHMEHEHHIO.

amomuHueso donbru, no 25 6nuctepos B

KapTOHHYIO MayuKy C BIOXKEHHEM 25 HHCTPYKIHIi 10
NPHMEHEHHLD.

12 Labeling / Mapxuposka According to ND /

B cootsercreuu ¢ H]

13 Storage conditions / Ycnosus

XpaHeHHs Bpie 25 °C.

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

14 Shelf life / Cpox romHoCcTH 3 years /3 rona

Remarks : The Product conforms to ND/
MpumeyaHue: NpoaykT cooTeercTByeT TpetoraHuam HA

Conclusion : APPROVED /
3awmouenue: OQOBPEHO

Checked by QC In-Charge / i’?g \

Approved by QA In-Charge /

[HokymeHT npoeeper OKK: HokymeHT ofobpeH OOK: %
Date / : N Date / Wil 202
[ara: \\'\\ e L\ Oara: Sl !
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