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CERTIFICATE OF ANALYSIS

Cipla

CEPTU®HUKAT AHAJIU3A

Page10of4/Ctp.1m34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 485062

Batch Quantity / Odbem cepun:

5849packs / ynakoBok

AR No / Anaanrnuecknii oruer Ne : ARF/087/2025|Date of Analysis / lata ananmnza: 27.03.2025

Date of Mfg / lata npouzsoacrea:  03/2025

Date of Expiry / 'ogen no:

02/2028

Analysis performed according ND / Ananu3 nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / Noka3saTesnb

Result / PesyabTarh!

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 kpyriasie TabaeTku co
CKOMIEHHBIMHU KPasiMH 0T KOPHYHEBOTO JI0 TEMHO-
KOPH4HEBOTO LBeTa ¢ BKpareHusmu. Ha oaHoii
cropoxe TabneTku BbigasneHo cnoo «CIPLA», va
NpYroii - THHHsA pa3jioma.

2 Identification / ITOTHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OkpammMBaHue aMMHMa4yHOrO pacTBOpa B KPACHBIH
AHTpPaXHHOHOBBIE MIHKO3HIbI il
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootBeTcTBYET chromatogram of the sample solution should
MeTunmaparuapokcnbensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAEPHBaHHA OCHOBHOTO NMUKA HA XpOMaTorpaMme
HCIBITYEMOI'O pacTsopa A0JIKHO COOTBETCTBOBATD
BPEMEHH YACPAKHBAHHUA OCHOBHOI'O IHKA Ha
XpOMAarorpammMe CTaHJapTHOro pacTeopa
MeTHInaparnapokcubensoara (pasaen
«MeTtunnaparuapokcubenzoar).

3 | Average weight / Cpennss
macca

188.02mg / 188,02mr

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

Remarks : The Product conforms to ND/
Mpumeuanume: MpoaykT cootseTcTBYET TpeboBaHnamM HJ

Conclusion : APPROVED /
3aknwyeHue: OJOBPEHO

Checked by QC In-Charge / _,a;ﬁ_{—,,o

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

B

Date /
Hara:

917001025

Date /

[ara: 21-03. 2029
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485062

Batch Quantity / O6bem cepun:

5849packs / ynakoBok

AR No / Anaanradecknii oryer Ne : ARF/087/2025

Date of Analysis / lata ananmza: 27.03.2025

Date of Mfg / lara npoussoacrsa:  03/2025

Date of Expiry / T'oaen no:

02/2028

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

Test / Iloka3aTens

Result / PeayabTaTsl

Specification / Hopma

Uniformity of weight /
OIHOPOAHOCTE M0 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
%
2/20 tablets NMT £15% / 2/20 ne donee + 15%

Loss on drying / [Toteps B 2.0%

Macce MpH BuICYLIHBaAHWH

NMT 6.0 % / He 6onee 6,0 %

Dissolution / 78-86%

PacteopeHwe

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) ceHHo3uaos yepes 120 MuH

Uniformity of Dosage units / AV=57

OIHOPOAHOCTD JO3MPOBAHHSA

The acceptability index forn =10 AV <LI.

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;1L2=25.0.

[Moxazarens npuemneMoctu ansa n=10 AV < L1.

B cnyuae, ecnu 3HaqeHne AV npesbiaet L1,
MPOBOJAT HCTIbITAHHE Ha crienyroLmx 20 obpasuax.
Jina n=30 AV <LI1. Bce 3HaueHHs Xi JODKHBI
yIOBNETBOPATH HEPABEHCTBY:

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

L1 =15,0; L2 =25,0.

Assay (Spectrophotometry)
Konu4ecTBeHHOE OINpeNeseHne
(CnektpodoTOMETpHSA)

14.02mg/tab /

14,02Mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of |
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 mo 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MJIOB B [EpecyeTe Ha ceHHO3HA B B onHO#H
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MpoayKT COOTBETCTBYET TpEOOBAHNAM HO

Conclusion : APPROVED /
3aknwyenune: OQOEPEHO

Checked by QC In-Charge / -9:@(-/‘}

NokymeHT npoeepeH OKK:

Approved by QA In-Charge /
OokymeHT ogobper OOK:

v

Date /

37.02.203Y5"
Hara:

Date /

ﬂa.ra. 271 3202

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



Cipla

CERTIFICATE OF ANALYSIS

B CEPTHOHKAT AHAJIM3A
" Page3 of 4/ Crp.3 w3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 485062 Batch Quantity / O6bem cepun:  5849packs / ynakosok
1AR No / AnanuTnuecknii oraer Ne : ARF/087/2025|Date of Analysis / laTta amammsza: 27.03.2025
Date of Mfg / laTa npoussoacra:  03/2025 Date of Expiry / I'open no: 02/2028

Analysis performed according ND / Anasu3 nposenén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Result / PesyabsTaThl Specification / Hopma
. Test / IokaszaTenn
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 Mr/Tad.
parahydroxybenzoate(HPLC)/
Copepxanue )
MeTHINaparuipokcubersoara 0.043Mr/1ab
(B3XKX) :

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruieckas YucToTa

10a) | Total Aerobic microbial count / 40
O61ee YHCTIO a3pOBHBIX Not more than 10° cfu/ g / He 6onee 10* /r

MMKPOOPraHH3MOB

10b) | Total combined yeast and mould . Not more than 10 cfu/ g /He Gonee 10° /r
count / OB1uee 4yHCcIO <10
IECHEBBIX W IPOXKIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10°/ g/ He 6onee 10” /r
bacteria/ Ycroitunssle k
JeHCTBHIO Kenuu
rpaMoTpHIATEIbHBIE GaKTepHH

10d) | Staphylococcus aureus Absent /OTtcyTcTBylOT Absentin I g/ Otcyrcteue B I 1
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ Otcyrcteue B I T
100 | Salmonella Absent / OTcyTCcTBYIOT Absentin 10 g / Otcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyvanue: MNpoaykT cooteetcTeyeT TpebosaHuam HI | 3aknwuyenune: OJOBPEHO

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

HokymeHT nposeper OKK: "lﬁ/w HokymeHT ogobper OOK: %
Date / = _ Date / 27 c0. —

Hara: 2-7-0%1 o0 [ara: i

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Cipla

Page4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepus Ne :

485062

Batch Quantity / O6bem cepnu:

5849packs / ynakosok

No / Asaaurugeckuii oruer Ne : ARF/087/2025

Date of Analysis / Jara ananmza: 27.03.2025

Date of Mfg / Jlata npoussoactea:  03/2025

Date of Expiry / 'onen no: 02/2028

Analysis performed according ND / Ananus nposenén mo HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTaTnl Specification / Hopma

N" Test / IMokasaTesn

11 | Package / ¥ nakoBka 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 TabneTtok B 25 patient information leaflets in a carton. / 1o 20
baucTep U3 MIEHKH Tabnetok B 6McTEp M3 IUIGHKH TPEXCIOHHOMH
MOIUBUHHIXIOPHAHOM (MBX/TISMBAX) 1 amomutuesoit gonsru. [To 2
(MoNMITHIEHOBOIH/ uiu 3 GaucTepa BMECTE C HHCTPYKLIMEH 110
NOMUBHHUIMAEHXJIOPHIHOH) U |MPHMEHEHUIO B KAPTOHHYIO nauky. [To 20 tabnerox
amoMHHHeBo# Qonbry, no 25 B 6aMCTED U3 MIEHKH MONHBUHHUIXIOPHIAHOMH
6MCTEPOB B KAPTOHHYIO Na4Ky |(MOMMITHICHOBOM / MOMHBUHWIKACHXJIOPHAHOM) H
C BJIOJKEHHEM 25 HHCTPYKLUHI amoMuHUeBOH Gonbru, mo 25 G1UCTEpOoB B
MO MPUMEHEHHIO. KapTOHHYIO MayKy C BIOKEHWEM 25 MHCTPYKLUMIT Mo

MPHUMEHEHHIO.

12 Labeling / Mapkupogka - According to ND /
B cooTBeTcTBuu ¢ HJT

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom Mecte npu temreparype He

XpaHeHus Bbime 25 °C.
14 | Shelf life / Cpok rogHocTi 3 years /3 roga

Remarks : The Product conforms to ND/
lNMpumeuanue: Mpoaykr cooTeeTcTByeT TpeboeaHusm HL

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge / 9£b,0

Approved by QA In-Charge /

HAE

HokymeHT nposepeH OKK: HokymenT ogobpex OOK:
Date / — Date /
fata: 2" i s fata: 2103 .202.5

FMQCO003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




