Cipla

CERTIFICATE OF ANALYSIS
3 CEPTUOUKAT AHAJIM3A :
Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg IIpoaykr: CEI—IAJIE@, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 485059 Batch Quantity / O6bem cepun:  5844packs / ynakosok
|AR No / AranuTuuecknii oruer N : ARF/084/2025|Date of Analysis / JlaTa anannza: 22.03.2025
Date of Mfg / lara npouspogcra:  03/2025 Date of Expiry / T'ogen jio: 02/2028

Analysis performed according ND / Ananu3 npoexén no H/: I N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, m3m. Ne 1 ot 09.07.2024

Result / PesyabTaThl Specification / Hopma

Test / llokazaTens

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. / [nockue kpyrnele TabneTku co
CKOLIEHHLIMH KpasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LIBETA ¢ BKpATIEHHsIMU, Ha ojtHO#
cropoHe TabneTku BoigasneHo cnoso «CIPLA», na
JOpYro#H - THHUA pa3iomMa.

2 Identification / IloanuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTseTcTBYET OxpauiMBaHHe aMMMa4yHOro pacTBOpa B KpacHbIH
AHTPaxXWHOHOBbIE TTHKO3UIbI T
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteeTcTBYET chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEPKUBaHHS OCHOBHOTO MHKa Ha XpoMaTorpamMme
HCIIBITYEMOFO pacTBopa AO/DKHO COOTBETCTBOBATH
BPEMEHH YAEPKHBAHUA OCHOBHOI'O MMTHKa Ha
XpoMarorpamMe CTaHIAapTHOrO pacTBOpa
MeTHInaparuapokcubensoara (paszaen
«MeTtunnaparuapokcHOeH3oar).

3 | Average weight / Cpennss 190.50mg / 190,50mr 189.99 mg +7.5% / 189,99 mr £7,5%
Mmacca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cootBeTcTByeT Tpebosaruam HI | 3aknoyenue: ONOBEPEHO
Checked by QC In-Charge / #C—-‘ Approved by QA In-Charge / .
[JokymeHT nposepeH OKK: k OokymeHT ogobpeH OOK: W
Date / ; Date / <
[Jara: 22:0%-10L S Jara: Lty 0 - Bolh
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Cipla

~ CERTIFICATE OF ANALYSIS
X CEPTH®UKAT AHAJIM3A
Page 2 of 4/ Crp. 2 3 4
Product: SENADE TABLETS 13,5 mg Ipoavkr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepus Ne : 485059 Batch Quantity / Oovem cepun:  5844packs / ynakosox
AR No / Ananatnuecknii oryer Ne : ARF/084/2025|Date of Analysis / Jara ananuza: 22.03.2025
Date of Mfg / lara nponssoacrsa:  03/2025 Date of Expiry / T'oaen no: 02/2028

Analysis performed according ND / Ananu3 nposeaén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PesyabTaTsl Specification / Hopma
= Test / lokasatens

4 | Uniformity of weight / Complies / CootBercTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
OnHOPOAHOCTH MO Macce ) %

2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 Loss on drying / [ToTteps B 2.0% NMT 6.0 % / He 6oaee 6,0 %

Macce MpH BbICYLLUMBAHHK

6 | Dissolution / 79-87% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHue He menee 70 % (Q) cenHo3uaos yepes 120 MuH

7 | Uniformity of Dosage units / AV=56 The acceptability index forn=10 AV <L1.
OnHOPOIHOCTb N03UPOBAHMA 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 = M.

L1 =150; 1.2=25.0.

[Toxasarens npuemnemoctu s n=10 AV <LI.

B cnyuae, ecnu 3HayeHue AV npesbiwaer L1,
NpOBOIAT HCTILITAHHE Ha cleayroiuux 20 obpasuax.
s n=30 AV < LI. Bce 3HayeHHs Xi JOTHHBI
YIOBIETBOPATEL HEPABEHCTBY:

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

L1 =15.0; L2=250.

8 | Assay (Spectrophotometry) |- From 12.15 to 15.53 mg (from 90.0to 115.0 %) of
KomnunuecTsenHoe onpeneneHHe 14.01mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomMeTpus) Ot 12,15 g0 15,53 mr (o1 90,0 no 115,0 %)

14,0 1mr/126 CCHHO3WIOB B TlepecyueTe Ha ceHHO3ua B B ogHO#M
Tabnetke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyvanue: Mpoaykr cooteeTcTeyeT TpebosaHuam HI | 3akntoyeHue: OQOBEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
LokymeHT nposepeH OKK: "‘-’;@—:b"p OokymeHT ofobper OOK: W){/
Date / — Date / o
fara: 2-%° i e fara: -\ .03 2025
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A
Page3 of4/Crp.3u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepua Ne: 485059 Batch Quantity / OGwem cepun:  5844packs / ynakoBox
. |AR No / Anasmragecknii oruer Ne : ARF/084/2025|Date of Analysis / lara anaaunza: 22.03.2025
Date of Mfg / lata npoussoacrea:  03/2025 Date of Expiry / I'onen j0: 02/2028

Analysis performed according ND / Ananus nposenén no HJI: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / PesynbTaThl Specification / Hopma
% Test / IlokazaTtens '
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coznepxanue
MeTHINaparipokcHOe30aTa 0,045mr/ra6
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonornieckas YHCTOTa

10a) | Total Aerobic microbial count / 10
O6mee THCIO a3POBHEIX Not more than 10* cfu/ g / He Gonee 10 /r
MUKPOOPraHU3MOB
10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 10° /r
count / O6mee guciIo <10 :
IIECHEBBIX M POMIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OTCcyTCTBYIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ YcroiuuBble K
JICHCTBHIO KeJTIH
rpaMoTpuliaTesbHble OaKTepUH
10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OtcytcTBue B 1 1
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OrcytcrBrHe B I 1
10 | Salmonella Absent / OTCYTCTBYIOT Absent in 10 g / OtcyrctBHe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: Mpoaykr cootseTcTayeT TpeGosanuam HI | 3aknoyenune: OOOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / _
[oxkymerT nposepeH OKK: %/‘:“9 HokymeHT onoBpeH OOK: W
Date / e— Date / 0% 2025
fara: 22 °°3 Le™>S fata: PR
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOPHKAT AHAJIU3A

Pagedof4/Crp. 4mu3 4

Product: SENADE TABLETS 13,5 mg

Hponyxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnn Ne: 485059

Batch Quantity / O6nem cepum:

5844packs / ynakosox

" |AR No / Ananutnyecknii orger Ne: ARF/084/2025

Date of Analysis / lata ananmza: 22.03.2025

Date of Mfg / lata npoussoacTea: _ 03/2025

Date of Expiry / I'ogen no:

02/2028

Analysis performed according ND / Ananus nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTathl Specification / Hopma
o Test / Mokaszatens '
11 | Package / YnakoBka Package / Vnakosxa - 20 tablets |Package / Yrakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVCAPE/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 Tabnetok B 25 patient information leaflets in a carton. / ITo 20
GIHCTEp M3 MIEHKH TabsIeTOK B GIIHCTED M3 IUIEHKH TPEXCIOMAHOM
TTOJTHB HH MITXJTOPHIHO i (MBX/II/MBAX) u amomusnesoit dossra. o 2
(TONUATHIIEHOBOH/ HITH 3 GAHCTEpa BMECTE C HHCTPYKIHEH 1o
NOMMBUHWIIMACHXJIOPUAHON) H | IPUMEHEHHIO B KAPTOHHYIO madky. [To 20 tabnerok
TIOMHHHEBOH hofibry, o 25 (B GIHCTEp U3 MIIEHKH NOJTHBHHIIXJIOPHIHOM
GMCTEPOB B KAPTOHHYIO NAYKy |(TOMHITHICHOBOM / MONMBHHAIHIEHXTOPHIHOK) 1
C BJIOJKEHHEM 25 HHCTPYKIHIH ATIOMHHHEROM (honbry, mo 25 6IHCTEpOB B
10 MIPUMEHEHHID, KapTOHHYIO MAYKy C BIOXEHUEM 25 MHCTPYKIIMI Mo
IPHMEHEHHIO.

12 Labeling / MapkupoBka According to ND /
B cooTBeTcTBHE ¢ H]

13 | Storage conditions / Vcnopus In a dry place, at temperature below 25 °C. / B cyxom mecTe Npu TeMmeparype He

XpaHeHHs Beime 25 °C,
14 Shelf life / Cpok roguocta 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoaykr cooteeTcTayeT TpeGosaHmam HL

Conclusion : APPROVED /
3akniovenune: O0OBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

B

HokymeHT npoeepeH OKK: %b"‘o HokymeHT ogobpex OOK;
Date / — Date /
Data: 22" ©2.2e024 flata: 4-0%.2025
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