Clipla

N CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
E Page 1 0f 4/Crp.1u34
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAI[E@, TABJIETKH 13,5 mr
.|Batch No / Cepusa Ne: 485142 Batch Quantity / O6bemM cepun:  5845packs / ynakoeek
AR No / Ananutnuecknii oruer Ne : ARF/219/2025|Date of Analysis / lata anaqnza: 17.10.2025
Date of Mfg / Jlata npoussoaersa:  10/2025 Date of Expiry / T'ogen g0: 09/2028

Analysis performed according ND / Ananu3 npoeaén mo HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Result / Pe3yabTaThl Specification / Hopma

Test / TokazaTennb

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 TabieTku co
CKOIUEHHBIMH KpaﬂMH oT KOpl-’l'-l HEBOIO A0 TEMHO-
KOPHYHEBOTO LBETA ¢ BKpamieHuaMu. Ha oaHoii
cTopoHe TadaeTku BoiAasneHo cnoso «CIPLA», na
JAPYTOH - TMHUA pasznoma.

1 Description / Onucanue Complies / CooTBeTcTBYET

2 Identification / ITOANMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpammnBaHie aMMHUAYHOTO PAcTBOpa B KPacHbIif
AHTPax iHOHOBbIE TTTMKO3MIbI By
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
MeTtunnaparuapoxcudeHsoat corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahvdroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAepKUBAHHA OCHOBHOTO IHKA HA XpoMaTorpamme
MCTIBITYEMOIO PACTBOPA A0JUKHO COOTBETCTBOBATh
BPEMEHH YIepAKHBAHHUA OCHOBHOIO NHKA Ha
XpOMATOrpamMMe CTaHAapTHOTO PacTBOpa
MeTunnaparuapokcubensoara (pa3znen
«MeTtunnaparnapokcubensoar).

3 | Average weight / Cpennss
macca

192.21mg / 192,21 wr

189.99 mg +7.5% / 189,99 mMr+7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: Npogykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwoyenune: OJOBPEHO

It caaasead

[aTta:

Checked by QC In-Charge / : Approved by QA In-Charge / p
[okymeHT nposeper OKK: 9‘5_\/‘;&9 [HokymeHT ogobpen OOK: *
Date / Date /

o "L\ 2028
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N CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A
. Page2 of 4/ Crp.2 u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE", TABJETKH 13,5 mr
. |Batch No / Cepusn Ne: 485142 Batch Quantity / O6sem cepun:  5845packs / ynakorox

AR No / Apanutnuecknii oraer Ne : ARF/219/2025 |Date of Analysis / lata anannza: 17.10.2025

Date of Mfg / lara nponssoacrea:  10/2025 Date of Expiry / T'ogen jo: 09/2028

Analysis performed according ND / Apanns nposeaén no HJ1: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Result / Pesynb1ars Specification / Hopma

i Test/ Nokasarenn

4 | Uniformity of weight / Complies / CootBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee % 7,5
ONHOPOAHOCTE N0 Macce g %

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

5 | Loss on drying / [Toreps B 2.1% NMT 6.0 % / He 6onee 6.0 %

Macce NpH BbICYIIHBAHUH

6 Dissolution / 81-93% NLT 70 % (Q) of sennosides in 120 minutes
Pactropenne He Menee 70 % (Q) cenno3nnos yepes 120 Mun

7 | Uniformity of Dosage units / AV =59 The acceptability index forn = 10 AV <L1.
OHOPOAHOCTL A03HPOBaHHA In the case.where the value of AV exceeds L1, a

test is carried out on the following 20 samples. For
n=30

AV < LI1. All values of xi must satisfy the
inequality:

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

L1=150;12=250.

Moxkasarens npuemaemoctd ang n=10 AV <L1.

B cayuae, ecnu snavenue AV npeesimaet L1,
MPOBOJAT HCMbITAHKE Ha creayouiMx 20 obpasuax.
Jlna n=30 AV < L1. Bce 3Ha4yeHus Xi 100K Hbl
YAOBNETBOPATH HEPABEHCTBY:

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

L1=150;12=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecTseHHOE  OnpenesieHne 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpns) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,07mr/126 CEeHHO3MJIOB B TiepecueTe Ha ceHHo3ua B B oaHoi
TabneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanume: MNpoaykT cootseTcTeyeT Tpebosanusam HL | 3aknwyenune: OJOBPEHO

Checked by QC In-Charge / r S Approved by QA In-Charge /' _~ p

[okymeHT npoeepex OKK: Bl . [HokymeHT oaobpeH OOK: /\‘gﬂ ——

P oo
Date / o= Date / o
[ata: {7:10-2028 [lata: i1-10- 2224
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Cipla

CERTIFICATE OF ANALYSIS

b X
SRR

CEPTUOUKAT AHAJIM3A
Page 3 of4/Crp.3uz 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAIlEﬁ, TABJIETKH 13,5 mr

Batch No / Cepnn Ne: 485142 Batch Quantity / O6bem cepun:  5845packs / ynakoBok
AR No / Anaautnuecknii oryer Ne : ARF/219/2025|Date of Analysis / Jlata anannza: 17.10.2025

Date of Mfg / Jlara nponszsogersa:  10/2025 Date of Expiry / I'onen jo: 09/2028

Analysis performed according ND / Ananun3s nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

% Result / PesyabTaThl Specification / Hopma
< Test/ ﬂomaa-"reqzy
9 | Content of Methyl ey 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanne
MeTHinaparuapokcubensoara 0.042mr/1a6
(B2XKX) :

10 | MICROBIAL LIMIT TEST/ MukpoGxonorugeckas 4ucToTa

10a) | Total Aerobic microbial count /
OB6utee uHca0 adpobHbIX - 50 Not more than 10° cfu/ g / He 6onee 10" /r
MHKPOOPTaHH3MOB *

10b) | Total combined yeast and mould Not more than 10° c¢fu/ g /He Gonee 10° /r
count / Obutee uncno <10 .
NJIECHeBbIX W JPOAIKEBbIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He Gonee 10 /r
bacteria/ YcToituuBsle K
IeHCTBHIO KeTuH
rpaMoTpHlaTeNnbHble OaKTEPHH

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absent in | g/ OrcyrctBHe B 1 T

10e) | Escherichia coli Absent /OTcyTcTBYIOT Absent in 1 g/ OtcyrcTBue B 1 1

109) | Salmonella Absent / OtcyTeTBYIOT Absent in 10 g /OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
NMpumeyanue: MNMpoaykr cooreeTcTBYET TpebosaHuam HI

Conclusion : APPROVED /
3aknwuenue: OOOBPEHO

Checked by QC In-Charge / L 9
HoxkymeHT nposepex OKK: A S

Approved by QA In-Charge /

A W\ oP
DoxkymeHT ogobpeH O0K: ‘*;’A =
=

Date / 1710201 ¥

Harta:

Date /

110" i
Oara: { O 201
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIVI3A

Page 4 of 4/Crp. 4m3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepun Ne :

485142

Batch Quantity / O6bem cepun:

5845packs / ynakosox

AR No / AsanaTudecknii orger Ne : ARF/219/2025

Date of Analysis / /lata anannza:

17.10.2025

Date of Mfg / lata npousBoacrsa:

10/2025

Date of Expiry / I'ogen 1o:

09/2028

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

Result / PesyasTath

Specification / Hopma

a Test / Mokaszatenn
11 | Package / YnaxkoBka Package / Ynakosxka - 20 tablets |Package / Ynakoeka - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVG/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 Tabnetok B 25 patient information leaflets in a carton. / Ilo 20
GaHcTEp M3 TIIEHKH TabneToK B OJIMCTEP M3 NIEHKH TPeXCIOHHOIM
MOJIHBUHUIXJIOPHAHOM (NMBX/MISAIBJIX) u amoMuauerol Gonbru. o 2
(monuaTHAEHOBOH/ UM 3 6aMcTepa BMECTe ¢ HHCTPYKLKEH o
NOJIHBHHHITHACHXIIOPUIHOI) H | MPUMEHEHHMIO B KapTOHHYIO nadky. [To 20 Tabnetok
ATOMUHHUEBOH QOJIBrH, 110 25 B OJIMCTED U3 IUICHKH NOTHBHHWIX/IOPHAHOM
GIMCTEPOB B KAPTOHHYIO Mayky |(MOMMITHICHOBOM / IONMBUHITMAEHXTOPHIHOM) 1
C BIIOKEHHEM 25 UHCTPYKIIMIA amoMHHHEBOH QoabIH, no 25 GaucTepos B
M0 MPUMEHEHHIO. KAPTOHHYIO MAuKy C BIOXKeHHEM 25 HHCTPYKIMH no
TIPHMEHEHHIO.

12 Labeling / Mapkuposka According to ND /
B coorsercTeim ¢ HJI

13 Storage conditions / Ycnopus In a dry place, at temperature below 25 °C. / B cyxom MecTe mpH TeMnepaType He

XpaHeHHUs Boiwe 25 °C.
14 Shelf life / Cpok roanoctn 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyarue: MNpoaykT cooTBeTCTBYET TpeGoBaHUaM H/]

Conclusion : APPROVED /
3aknwyenue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT npoeepeH OKK: ijL E HokymeHT ogobpeH QOK: q‘,t}f}\i
Date / _ — Date / ) :
ey - LTotER ey Jara: -\ 2025
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