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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJM3A

Page 1 of 4 /Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Tponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485052

Batch Quantity / O6bem cepun:  5848packs / ynakoBok

AR No / AnaanTuueckuit oruer Ne : ARF/077/2025 | Date of Analysis / JlaTa anann3a: 13.03.2025

Date of Mfg / lata nponssoacrsa:  02/2025 Date of Expiry / 'oaen no: 01/2028

Analysis performed according ND / Ananns npoBejés no H/L: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne

Test / ITokazaTeib

Result / PesynbTaThl Specification / Hopma

1 | Description / Omucanue Complies / CooTercTByeT 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 Kpyribie TabneTkH co
CKOILEHHBIMH KPasiMH OT KOPHYHEBOT'O 10 TEMHO-
KOPHUHEBOIO LiBeTa ¢ BKparieHusmu. Ha oxnoii
cTopoHe TalNeTKU BbIIABJIEHO CIIOBO «CIPLAY, Ha
JpYTo# - TMHWUA pa3ioMa.

2 | Identification / TToJuIHHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOoTBETCTBYET OkpallMBaHHe aMMHAYHOrO pacTBOpa B KpacHbIH
AHTPaxHHOHOBBIE TIHKO3HIbI G,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoOTBETCTBYET chromatogram of the sample solution should
MerunnaparuapokcubeHsoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yIepKHBaHKs OCHOBHOTO IHKA HA XPOMATOrpamMme
MCTIBITYEMOT0 PAcTBOpA J0MKHO COOTBETCTBOBATE
BPEMEHH YIEPKHUBAHUA OCHOBHOTO MHUKa Ha
XpOMaTorpaMme CTaHAapTHOTO PacTBOpa
MeTHInaparuapokcuOeHsoaTa (pasnen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpennas
Mmacca

190.13mg / 190,13mr 189.99 mg +7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeyanwue: Mpogykt cooteetcTeyeT TpeGosanuam HI | 3akntoueHue: OOOBPEHO

Checked by QC In-Charge / . [ {7
[lokymeHT nposepeH OKK: it

Approved by QA In-Charge / -
[JokymeHT onobpeH OOK: %

Date /

.. ol O
[ara: 15052038

Date /

Nara: VS 2 0% 2025
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Cipla

. CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A
E Page 2 of 4 / Crp. 2 u3 4
Product: SENADE TABLETS 13,5mg -~ IpoaykT: CEHA}IEE, TABJIETKHA 13,5 mr
Batch No / Cepus Ne : 485052 Batch Quantity / O6bem cepun:  5848packs / ynakosok
AR No / AnannTnuecknii oruer Ne : ARF/077/2025|Date of Analysis / laTa anannza: 13.03.2025
Date of Mfg / Jlata nponssoacrea:  02/2025 Date of Expiry / 'ogen j1o: 01/2028

Analysis performed according ND / Ananus nposeaén no HIL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne " Result / Pe3yabTaTsbl Specification / Hopma

Test / Iloka3zaTennb

4 | Uniformity of weight / Complies / CoOTBETCTBYET 18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7.5
OHOPOLHOCTDb MO Macce %
: 2/20 tablets NMT +15% / 2/20 we 6omee + 15%
5 | Loss on drying / [ToTeps B 2.0% NMT 6.0 % / He Goee 6,0 % ’
Macce [pU BbICYIIUBAHUN
6 | Dissolution / 79-95% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeHHe He menee 70 % (Q) cenHo3naoB yepes 120 mun
7 | Uniformity of Dosage units / AV =5.6 The acceptability index forn =10 AV <L1.
OnHOPOAHOCTh A03MPOBAHUSA 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.

IMokaszarens npuemnemocTd ama n=10 AV <L1.

B cnyuae, ecni 3HaueHue AV npesbiuaet L1,
MpOBOAAT HCTBITAHKE Ha crefytomux 20 obpa3suax.
Jlng n=30 AV <LI. Bce 3HaueHHA X1 JOKHbI *
YIOBJIETBOPATE 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
KonudecTBeHHOE ONpeENeIeHHe 13.95mg/tab / sennosides calculated as sennoside B in one tablet. /
(CriekTpothOTOMETPHSA) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13;95mr/1a6 CEeHHO3WAOB B MepecyeTe Ha ceHHo3na B B oHOM
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooteeTcTByeT TpebosaHusm HO | 3aknioyenne: ONOEPEHO
Checked by QC In-Charge / s Wl Approved by QA In-Charge / -
LokymeHT nposepeH OKK: e LokymeHT ogoBper OOK: ﬁﬁ/r
E:ﬁ::” 1y 0k Lery E:i:/ 1S - 03+ 202-5
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Cipla

CERTIFICATE OF ANALYSIS

h CEPTHO®HUKAT AHAJIM3A

. Page 3 of 4 /Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEHA,I[E®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 485052 Batch Quantity / O6bem cepun:  5848packs / ynakosox
AR'No / Anamaravecknii oruer Ne : ARF/077/2025|Date of Analysis / lata ananuza: 13.03.2025
Date of Mfg / lara npomn3soacrsa:  02/2025 Date of Expiry / I'ogen go: 01/2028

Analysis performed according ND / Anpanu3 nposesén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyibTaThbl Specification / Hopma

Test / lMokasaTenn

9 | Content of Methyl 0.041mg/tab 0.028 —0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHINaparkapoKcuoeHsoara 0,04 1mr/1a6
(BRIKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6xonoruyeckas YHCTOTa

10a) | Total Aerobic microbial count / 10
O61ee uncao aspobHbIX Not more than 10* cfu/ g / He Gonee 10* /r

MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / OGee yucno <10
MJIECHEBLIX H APOKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 107 /r
bacteria/ Y croituuBsie K
JeHCTBHIO JKETUH
rpaMoTpHIIATENEHEIE GaKTepUm

10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absent in 1 g/ OrcyrcrBue B 1 T
10¢) | Escherichia coli Absent /OTcyTCTBYIOT - Absent in | g/ OtcyrctBue B | ©
100) | Salmonella ' Absent / OTCyTCTBYIOT Absentin 10 g /Orcyrcteue 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: Mpogykr cooteeTcTyeT Tpebosaruam HA | 3akntoyenue: ONOBEPEHO

Checked by QC In-Charge / -F L Approved by QA In-Charge / =
HokymeHT npoeepeH OKK: gl HokymeHT opobpeH OOK: %/7//
Date/ (o, 032004 Date / 1S <0%.2025S

[Hata: [Oata:
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTHOHUKAT AHAJIM3A

Page 4 of 4 /Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / JlaTa npon3Bo/IcTBa:

Batch No / Cepusn Ne: 485052 Batch Quantity / O6bem cepun:  5848packs / ynakosok
AR No / Apanarugecknii oraer Ne : ARF/077/2025|Date of Analysis / lata anannza: 13.03.2025
02/2025 Date of Expiry / I'oxen po: 01/2028

Analysis performed according ND / Anasns nposeaén no HJI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / IT1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabrarTst Specification / Hopma
Test / [lokazaTenn

11 | Package / YnakoBka Package / Ynakoska - 20 tablets |Package / Ynakoska - 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 Tabnetox B 25 patient information leaflets in a carton. / ITo 20
GrucTep U3 TIIEHKH TabneTok B OnMCTep M3 TUIEHKH TPEXCII0WHOH
MOMHBUHUIXJIOPHIHOMA (IBX/TI2MIBAX) 1 amomunmnesoii donbru. [To 2
(MoNMATHIEHOBOM/ unu 3 6rucTepa BMecTe ¢ HHCTPYKUME i 1o
MOJMBHHWIMACHXIOPUAHOM) H | IPHMEHEHHIO B KapTOHHY10 ma4ky. ITo 20 rabnerok
amoMuHueBoit ponsru, no 25 B OJIMCTED W3 TUIEHKHU NOJMBUHUIXJIOP MAHOM
61MCTEPOB B KAPTOHHYIO Ma4kKy |(MOJM3THICHOBOI / MONMBHHUINAEHXIIOPHAHOI) H
C BIIOYKEHHEM 25 HHCTPYKLIHHA anoMHHHeBo# Gonbry, no 25 Gnauctepos B
10 NPHMEHEHHIO. KAPTOHHYEO Na4Ky C BIOKEHHEM 25 HHCTPYKLHI Mo

MPHMEHEHHIO.

12 Labeling / MapxupoBka According to ND /
B cootBetcTBHH ¢ H]]

14 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TemnepaType He

XpaHeHHs Boitne 25 °C.
14 Shelf life / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooreetcTByeT TpeboBaHnsm HI

Conclusion : APPROVED /
3aknwuenue: OQOEPEHO

Checked by QC In-Charge / - p
HokymeHT nposepeH OKK: %“L'TJ

| DokymeHT opobper OOK:

Approved by QA In-Charge /

=

Date /

[lara: 2- b6 2 pork

Date /

HaTa:
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