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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHM3A

Cipla

Page 1 0of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne ;484096

Batch Quantity / O6nem cepun:  5847packs / ynakoBok

‘AR No / Anaanrruecxkuii oruer Ne : ARF/180/2024

Date of Analysis / lata asanusza: 07.10.2024

Date of Mfg / lata nponssoncrea:  09/2024

Date of Expiry / T'oges go:

08/2027

Analysis performed according ND / Ananu3s nposenén no HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot (9.07.2024

Test / [lokaszaTenn

Ne Result / Pe3ynsTaThb!

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTCTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. [t has CIPLA
monogram embossed on one side and central break-
line on the other. / [Inockue kpyrasie TableTku co
CKOIICHHBIMH KPasMHU OT KOPHYHEBOT'O JI0 TEMHO-
KOPUYHEBOrO LBETa ¢ BKpannexruamu. Ha oaHoii
cTopoHe TabneTku BbiaaenaeHo cioso «CIPLA», Ha
OpYroif - THHHUS pasnoMma.

2 | Identification / TlognuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET OxpaliiBaHue aMMHMauHOTO pacTBOpa B KpacHbIH
AHTPaxXMHOHOBbIE TJIMKO3HIbI b
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY COOTBETCTBYET chromatogram of the sample solution should
Metunnaparuapokcubensoat corresponds to the retention time of the principle
(BDIX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepiKUBAHUA OCHOBHOIO MMHKA Ha XpOMaTorpaMme
UCTILITYEMOrO pacTBOpa J0JKHO COOTBETCTBOBATh
BPEMEHH YJIePKUBAHUS OCHOBHOI'O [1MKa Ha
XpOMaTOrpaMMe CTaHAapTHOrO pacTBOpa
MeTuinaparuapokcubensoara (pasaen
«Metunnaparuapokcudenzoar).

3 | Average weight / Cpennsas
macca

190.17mg / 190,17mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTcTBYET TpebosaHusm HI

Conclusion : APPROVED /
3aknwueHue: OQOBPEHO

Checked by QC In-Ch ! B
ec y arge _ﬁ?f_)'(”-p

Approved by QA In-Charge /

GHEE

LokymeHT npoeepeH OKK: [okymeHT ogoGpeH OOK:
Date / _ Date / 0% « vo
fara: T (0 2=p Nata: B gkl
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOUKAT AHAJIU3A
: Page2 of 4/Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHA,I[F , TABJIETKH 13,5 mr
Batch No / Cepusi Ne : 484096 Batch Quantity / O6bem cepun:  5847packs / ynakosok
AR No / AnanaTuuecknii oruer Ne : ARF/180/2024|Date of Analysis / Jara anammsa: 07.10.2024
Date of Mfg / lata nponssoacrsa: _ 09/2024 Date of Expiry / T'open fo: 08/2027

Analysis performed according ND / Ananus nposenén ro HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Ne Result / Pe3y/ibTaThl Specification / Hopma
Test / TlokasaTenn
4 | Uniformity of weight / ) Complies / CooTeeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 He bonee = 7,5
OAHOPOAHOCTH MO Macce %
= 2/20 tablets NMT +15% / 2/20 ue 6onee + 15%
5 | Loss on drying / IToteps B 22% NMT 6.0 % / He 6onee 6,0 %
MAacce MPH BbICYIMBAHHI
6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PacteopeHne He menee 70 % (Q) ceHHo3uaoB 4epe3 120 MuH
7 | Uniformity of Dosage units / AV =52 The acceptability index forn=10 AV <L1.
OnHOPOIHOCTh JO3HPOBAHKSA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30
AV < LI. All values of xi must satisfy the
inequality:

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

L1=150;1L2=2540.

[TokasaTens npuemaeMoctH Ana n=10 AV <L1.

B cnyuae, eciii 3HayeHue AV npessimaet L1,
[IPOBOJAT MCIBITAHKE Ha cleayowux 20 obpasnax.
Jlnan=30 AV < LI. Bee 3HaueHus Xi JODKHbI
yIOBNETBOPATb HEPABEHCTRY:

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

L1=15,0;1.2=25,0.

8 | Assay (Spectrophotometry) ‘ From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuectsenHoe  onpeseneHue 14.13mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnekrpodoTomeTpHst) Or 12,15 m0 15,53 mr (o1 90,0 5o 115,0 %)

14,13Mr/Tab CEHHO3H/IOB B TiepecyeTe Ha CeHHO3U B B onHO#
Tabnetke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykt cootsercTeyeT TpeGosanuam HL | 3akmovenne: ONOEPEHO
Checked by QC In-Charge / P ‘ Approved by QA In-Charge /
[okymeHT nposepeH OKK: % HokymeHT ogobpen OOK: %ﬁ?‘/{
Date / Date /
g ; g0 2202
[ata: ©7'to oMY Oara: i, a
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Cipla

CERTIFICATE OF ANALYSIS
h CEPTHOUKAT AHAJIMU3A

Page 3 of 4 / Crp. I uz 4

Produci: SENADE TABLETS 13,5 mg Mponykt: CEHANE", TABJIETKH 13,5 mr

Batch No / Cepust Ne : - 484096 Batch Quantity / O6bem cepun:  5847packs / ynakosok

AR No / Ananutnyeckuit oruer Ne : ARF/180/2024 | Date of Analysis / Hara anammza; 07.10.2024

Date of Mfg / lata npoussoacrsa:  09/2024 Date of Expiry / Togen no: 08/2027

Analysis performed according ND / Ananu3s nposengn no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522Z, n3m. Ne 1 ot 05.07.2024

Ne Result / PesyibTaTbi Specification / Hopma

Test.l TlokaszaTteins

9 | Content of Methy!l 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coaepxanue
MeTunaparyapokcubensoata 0,039Mmr/Tab
(B3XX) '

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruyeckas YucToTa

10a) | Total Aerobic microbial count /
OGuiee uncao a3pobHbIX 30 Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPraHHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / Obwiee uucno <10
IIECHEBBIX W JPO3KIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Vcroituusbie K
MEeHCTBHIO WENUH
rpamMoTpHLATENbHbIE faKTepHH

104d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyrctBueB I 1
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ Otcyrcteue B I 1
100 | Salmonella Absent / OTcyTeTBYIOT Absent in 10 g / Otcytctue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: Mpoaykr cooreetcTByeT TpebosaHusm HAO | 3akntouenue: OQOEPEHO
Checked by QC In-Charge / P £ Approved by QA In-Charge /
HoxkymeHT npoeepeH OKK: 'é;[z- DokymeHT ofobpeH OOK: %
Date / Date / ¢

T 0g-10:2-024
fata:  © (o e flata: -

FMQC003-15-09
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Cipla

Page 4 of4 /Crp. 4134

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepus Ne: 484096

Batch Quantity / O0bem cepun:

5847packs / ynakosox

AR No / AnannTaueckuii oraer Ne : ARF/180/2024 Date of Analysis / {aTa ananu3sa: 07.10.2024

Date of Mfg / iata npou3BOACTBA:

09/2024

Date of Expiry / Togen a0:

08/2027

Analysis performed according ND / Auanus nposeaén no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Result / PesyabTaThl

Test / IlokazaTenb

Specification / Hopma

11

Package / Ynakoska Package / Vnaxoexka - 20 tablets
in a blister made of
PVC/PE/PVDC film and

aluminum foil, 25 blisters with

a carton, / [To 20 Tabnerox B
Onucrep U3 NJIEHKH
NOTHBHHHIXITOPHAHOM
(MONUAITHIIEHOBOIH/
MOJMBUHIJIIEHXTOPHAHOM) H
AMOMHHHEBOM (OJBIH, 110 25
GAMCTEPOB B KAPTOHHYHO MAYKY
C BIIOXeHHEM 25 HHCTPYKIHi

25 patient information leaflets in

Package / Ynakoska - 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. / 1o 20
TabnerTox B GaAUCTEp U3 NIIEHKH TPEXCIoiHO#
(MIBX/TIDMIBJX) u antomunuesoit ponsra. [To 2
WM 3 GaucTepa BMeCTe ¢ MHCTPYKIHEH Mo
MPUMEHEHHEO B KapTOHHYE0 nadky. [To 20 tabnetok
B 6nHCTep U3 MIEHKH NOJTHBHHHIXIOPHAHOMN
(MOMHATUACHOBO! / MONMMBHHHIIEHXTOPHIHOMH) H
aNOMUHKEBOIT (ponbry, no 25 GNHCTEpoB B

110 NPUMEHEHHUIO,

KapTOHHYIO [AYKy ¢ BIOMKEHHEM 25 WHCTPYKLHH IT0
MpPHMEHEHHIO.

12 Labeling / MapxupoBka According to ND /

B cootserctBum ¢ HJL

13 | Storage conditions / Ycnosust

XpaHeHHs sbime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TeMnepaType He

14 | Shelf life / Cpok rogHocTH 3 years/ 3 roaa

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTcTByeT TpebGosaHuam HA

Conclusion : APPROVED /
3axnwuenune: OOEPEHO

Checked by QC In-Charge / o
HoxymeHT nposeper OKK: ":ﬁ :

Approved by QA In-Charge /
[LokymeHT opobpeH OOK:

G

Date /

T« Lg%
fata:  ©

Date/

08 o 1‘02—(‘1
[arta:
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