Cipla

. CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

-

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne : - 485049

Batch Quantity / O6nem cepun:  5847packs / ynakoBok

AR No/ Ananurugecknii oruer Ne : ARF/071/2025|Date of Analysis / lara anannsza: 08.03.2025

Date of Mfg / lara npon3soacrea:  02/2025 Date of Expiry / I'onen no: 01/2028

Analysis performed according ND / Anann3s nposeaén no HJ/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / [lokasaTennb

Result / Pe3yabTaThbl Specification / Hopma

1 | Description / Onucanue Complies / CootBeTcTBYET 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 kpyrasie TabneTku co
CKOIIEGHHBIMH KPafiMH OT KOPHYHEBOIO 10 TEMHO-
KOPMYHEBOTO [IBETa C BKparieHnaMH. Ha omHoii
cropoHe TabneTky BbiaBaeHo cioBo «CIPLA», Ha
JIpYro# - JIHHUA pa3ioma.

2 Identification / TToAHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTsercTByeT OxpaimBanie aMMHA4YHOTO PacTBOpa B KpacHbIi
AHTPaXHHOHOBBIE IJIMKO3HIIbI s
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTteeTcTByeT chromatogram of the sample solution should
MeTunnaparuapokcubenzoar corresponds to the retention time of the principle
(BDIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpxKUBAHHUA OCHOBHOIO MHKa HA XpOMATOrpaMme
HCMbITYEMOT0 PAacTBOPA AOJKHO COOTBETCTBOBATE
BPEMEHH YAep:KHBAHHSA OCHOBHOIO MHKA Ha
XpoMaTorpamMMe CTaHIapTHOTO pacTBOpa
MeTHJnaparuapokcubensoara (pasnen
«MeTunnaparuapokcnbensoar).

3 | Average weight / Cpennss 191.20mg / 191,20mr 189.99 mg +7.5% / 189,99 mMr +7,5%
mMacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
|| Npumeyanme: MpoaykT cooteeTcTBYET Tpebosanuam HA | 3aknoyenune: OAOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / T
DokymeHT npasepeH OKK: {j’) OokymeHT ogobper OOK:
Date / _ Date / i
Dara: &% 0% 2 etk flare; \2.03- 20285
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOUKAT AHAJIN3A -
. Page2 of 4 /Crp. 2 n3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepus Ne: 485049 Batch Quantity / O6bem cepun: ~ 5847packs / ynakosok
AR No / Ananurugecknii oruer Ne : ARF/071/2025 | Date of Analysis / ara anann3za: 08.03.2025 el
Date of Mfg / laTa npon3BoacrBa:  02/2025 Date of Expiry / T'oaen go: - 01/2028

Analysis performed according ND / Ananu3 nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma

Test / [lokazarens

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 e bonee 7,5
OIHOPOJAHOCTS MO Macce %
. 2/20 tablets NMT £15% / 2/20 ne bonee + 15%
5 | Loss ondrying / [Toteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce Npy BhICYMIHBAaHUH
6 Dissolution / 80-95% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenHo3unos depes 120 MHH
7 | Uniformity of Dosage units / AV =355 The acceptability index forn =10 AV <L1.
OnHOPOIHOCTL J03UPOBAHNMA 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;12=25.0.

TTokazatens npuemaemoct aas n=10 AV <L1.

B cnyyae, eciu 3HayeHue AV npesbiiuaer L1,
MPOBOAAT HCIIBITAHME Ha creayromux 20 obpasuax.
Jnan=30 AV < L1. Bce 3HaueHud Xi J0/KHBI
YIOBIETBOPATH HEPABEHCTBY:

IM-xi! <001 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
KonuvecTBeHHOE OmpeaeneHue 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriextpodoTomeTpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,06Mr/1a6 CEHHO3HJIOB B MEpecyeTe Ha ceHHOo3W B B oiHOMH
TabmeTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanme: MpogykT cooTBeTcTBYET TpebosaHuam HI | 3aknwoyenune: OJOBPEHO
Checked by QC In-Charge / : Approved by QA In-Charge /
LokymeHT nposeper OKK: é‘u HokymeHT ofobpeH OOK: W}

Date /

Datel. \3,05_%75
[ara: B .

O% - oL Lok [Nata: -
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUPHKAT AHAJIM3A

Page3 of 4 /Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485049

Batch Quantity / O6nem cepuu:

5847packs / ynakoBok

AR No / AsanaTauecknii oruer Ne : ARF/071/2025|Date of Analysis / [laTa anann3za:  08.03.2025

02/2025

Date of Mfg / JlaTa npou3BoJCTBA:

Date of Expiry / T'ogen jo:

01/2028

Analysis performed according ND / Anain3 nposeaén no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesyaeTarsi

Test / [MokazaTenb

Specification / Hopma

9 | Content of Methyl 0.04 Img/tab
parahydroxybenzoate(HPLC)/
Conepkanue
MeTunnaparuapokcubensoara 0,041mr/Tab
(BOXKX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tat.

10 | MICROBIAL LIMIT TEST/ Mukpo6ronora4eckas 94McToTa

10a) | Total Aerobic microbial count / 20
O61iee 4nCo a9POOHBIX

MHKPOOpPraHu3MOB

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Ob1uee yucio
NEeCHEBBIX U IPOXKIKEBBIX

rpubos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToliunBbie K
JNEHUCTBHIO HKeTIu

rpamMoTpHUaTeNbHble OaKTepru

Absent /OTcyTCTBYIOT

Not more than 10” / g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin [ g/ OrcyrctBue 8 1 1

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OrcytctBue B 1 r

100) | Salmonella

Absent / OtcyTeTBYIOT

Absent in 10 g / OrtcytetBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykt cooteeTcTeyeT Tpebosanuam HJ

Conclusion : APPROVED /
3akniovyeHue: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

HokymeHT nposepeH OKK: ?ﬁu JokymeHT ogobper OOK: %
Date / = oL - Date / : ;

[ara: Radat [ata: |3.02-2025
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTH®UKAT AHAJI3A

Page4 0f4/Crp.4u3 4

Product: SENADE TABLETS 13,5 mg

|Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusn Ne: 485049

Batch Quantity / O6bem cepun:

5847packs / ynakosox

AR No / AsanurHuecknii oruetr Ne : ARF/071/2025

Date of Analysis / lata ananmza: 08.03.2025

Date of Mfg / laTa npon3soacrsa:  02/2025

Date of Expiry / T'ogen go:

01/2028

Analysis performed according ND / Anasaus nposenén no HI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uam. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThi Specification / Hopma
Test / [Toka3arens

11 | Package / YnakoBka Package / VnakoBka - 20 tablets |Package / Ynaxoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil, 25 blisters with
a carton. / ITo 20 TabyeTox B 25 patient information leaflets in a carton. / [To 20
OaMcTep M3 NIEHKH Tabnerok B 61MCcTep U3 MIEHKM TPeXCNoiHON
MOJTHBUHHIXIOPHAHOH (MBX/TI/MIBIX) v amomunuesoii ¢oasra. Mo 2
(monmu3THNEHOBOMW/ unu 3 Brnctepa BMeCTe ¢ HHCTPYKLLMED o
MOJMBUHWIMACHXIOPUAHON) U |MPMMEHEHHIO B KAPTOHHYIO nauky. 1o 20 TaGneTok
anomuHueBol Gonsry, mo 25 B GUcTep W3 MIEHKH NONHBHHUIXIOPHIHOMH
GMUCTEPOB B KAPTOHHYIO TAYKY  |(MOAMITIIEHOBOH / IONHBUHHMIHICHXJIOPUAHOMN) 1
€ BJIOYKEHHEM 25 MHCTPYKLHA amoMiHueBO Qonbru, no 25 6nucTepos B
MO0 MPUMEHEHHIO. KapPTOHHYIO MauKy C BIOWEHHEM 25 HHCTPYKUMii no

NPHMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B coorsetctru ¢ H]J

13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TeMIiepaType He

XpaHeHus BoIie 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
IMpumeuaHue: MNpoaykr cooTeeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3aknwyenune: OJOEPEHO

Checked by QC In-Charge / )
HokymeHT nposepeH OKK: ?5“ '

Approved by QA In-Charge /
HokymeHT onobpern OOK:

B

Date /

fata: €% oL rovg

Date /

Haie: \%régrwzf
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