CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIH3A

<SHpaeE

Page1of4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 485095 Batch Quantity / O6bem cepan:  5849packs / ynakosok
‘AR No / Araaarauecknii oruer Ne : ARF/165/2025|Date of Analysis / laTa ananmsa: 19.08.2025
Date of Mfg / lata nponssoacrsa:  08/2025 Date of Expiry / I'oaen go: 07/2028

Analysis performed according ND / Anann3 nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Test / loka3aTens

Result / PesyabTaThi

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. / [Tnockue kpyribie TabneTku co
CKOLWEHHBIMH KpasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOro LiBeTa ¢ BKparuieHusmu. Ha oaHoti
CTOpOHE TabneTKH BbiasneHo ¢1oBo «CIPLA», na
IIpYroH - THHMA pasioMa.

2 | Identification / ITonnusHOCTE

5

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootetcTByeT OxpammuBaHue aMMHaYHOTO PacTBOPa B KpacHbiM
AHTPaxHHOHOBbIE TTTHKO3M/b! iy 4
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTBeTCTBYET chromatogram of the sample solution should
Merunnaparuapokcuben3oaT corresponds to the retention time of the principle
(B3XKX) peak in the chromatogram of the Methyl '

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpKHBaHHA OCHOBHOTO MUKA HA XpoMaTorpaMmme
WCTILITYEMOT'0 PacTBOPa JOJIKHO COOTBETCTBOBATD
BPEMEHH YACPAKHBAHHA OCHOBHOI'O NHKa Ha
XpOMAaTorpaMme CTaHAapTHOTO PacTBOpa
MeTwinaparuapokcubensoara (pasnen
«MerunnaparuapokcrbeHsoar).

3 | Average weight / Cpennss
macca

190.38mg / 190,38mr

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

Remarks : The Product conforms to ND/

NMpumeuanue: MpoaykT cooTeercTeyeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwoyenune: OJOBPEHO

Checked by QC In-Charge /

,(f/t:J

Approved by QA In-Charge / o)
HokymeHT ogobper OOK:

AokymeHT nposeper OKK:
E:_t;_’ \ e %2024 T E:.f:.l 20-0% 2015

EMQC003-15-10

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
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CEPTU®HUKAT AHAJIHW3A
Page2 of 4/Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepns Ne: 485095

Batch Quantity / O6bem cepun:  5849packs / ymakoBox

AR No / Apannruuecknii orger Ne : ARF/165/2025 | Date of Analysis / [lara apannsza: 19.08.2025

Date of Mfg / lata nponspoacrea: _ 08/2025 Date of Expiry / I'ogen no: 07/2028

Analysis performed according ND / Ananu3 nposenén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

* Test / TlokazaTenn

Result / PesyabTarbi Specification / Hopma

4 | Uniformity of weight /
OIHOPOAHOCTB 10 Macce

Complies / CooTBeTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ue Gonee + 7,5
% ,
2/20 tablets NMT =15% / 2/20 ne 6onee = 15%

OnHOpOAHOCTD JO3UPOBAHHA

5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLIHBAHHA ‘
6 | Dissolution / 79-87% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenune He menee 70 % (Q) cennosunos yepes 120 mun
7 | Uniformity of Dosage units / AV =56 The acceptability index forn =10 AV <L1.

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=250.

[Mokazarens npuemaeMoct wta n=10 AV <L1.

B ciydae, ecu 3Havenue AV npesbimaer L1,
NpOBOAST HCMbiTAHKE Ha ciexyomux 20 obpasuax.
Ilna n=30 AV < L1. Bce 3qa4eHus Xi JOTKHBI
YAOBRETBOPATH HEPABEHCTBY:

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

L1=15,0;L2=250.

8 | Assay (Spectrophotometry)
KonnyecTeeHHoe onpeaeneHne

(CnextpogoTomeTphs)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

14.08mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 10 115,0 %)

14.08Mr/Ta6 CEHHO3IM/IOB B NepecueTe Ha cenHoaua B B onHoi
TabneTxke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

NMpumeuanue: MNpoaykT cooteeTcTByeT Tpebosanusm H | 3akmoyenue: ONOBPEHO

[OokymeHT nposepeH OKK:

OokymeHT ogobpen OOK:

Checked by QC In-Charge / ,ﬁl’c'-’ 4 Approved by QA In-Charge I)W

Date/ \a.e9.202%
Hara: ¥

- Date /
| para: 2008 225

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
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“

CEPTUOHUKAT AHAJIU3A

Page3of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485095

Batch Quantity / O6bem cepun:  5849packs / ynakoBok

"AR No / AnasnTavuecknii oraer Ne : ARF/165/2025 | Date of Analysis / laTa anasm3a: 19.08.2025

Date of Mfg / lata nponssoacrsa: _08/2025 Date of Expiry / I'oges jo: 07/2028

Analysis performed according ND / Ana;nus 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 / Pe3yibTaTsl Specification / Hopma
. Test / [lokasaTens
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 go 0,056 mr/tab.
parahydroxybenzoate(HPLC)/ '
Copnepxanue
MeTH/Inaparaapokcudensoara 0,043mr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuoorayeckas YucToTa

108) | Total Aerobic microbial count /
O6uiee YHCIO a3poGHBIX
MHKPOOPraHH3MOB

40
Not more than 10* c¢fu/ g / He Gonee 10* /v

10b) | Total combined yeast and mould
count / Obmee 4HCIO
TUIECHEBBIX M APOAIKEBbIX
rpuGos

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

10¢) | Bile tolerant gram-negative
bacteria/ YcToHUHBbBIE K
NEHCTBHIO KETYH .
TpaMOTPHUATEbHbIE GaKTepuH

Absent /OTcyTeTBYIOT Not more than 107 / g/ He Gonee 10° /r

104d) | Staphylococcus aureus

Absent /OTCYTCTBYIOT Absentin | g/ OtcyrctBHe B 1

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT Absentin 1 g/ OtcyrcTBue B 1 ¢

100 | Salmonella

Absent / OTCyTCTBYIOT Absentin 10 g / OtcyTcTtBre B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: Mpogykr cooTBeTcTByeT TpeGosanuam H | 3akmouexue: ONOBPEHO

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

[okymenrT nposepeH OKK: ";E/b‘(’ : LokymeHT ogoBpex OOK: - ﬁﬁ,}‘j’ﬁ
Date / AR5 ok © . | Date/ B

[lata: 1995 1o « | fara: 1008 90¥

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
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CERTIFICATE OF ANALYSIS
. CEPTHO®HUKAT AHAJTU3A
Page40of4/Crp. 4134
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEI-IAJ_lEﬁ, TABJIETKH 13,5 mr
Batch No / Cepnn Ne: 485095 Batch Quantity / O0nem cepun:  5849packs / ynakosok
AR No / Ananarauecknii oraer Ne : ARF/165/2025 |Date of Analysis / lara anaau3za: 19.08.2025
Date of Mfg / [ata nponssoacrea:  08/2025 Date of Expiiy / Toges go: 07/2028

Analysis performed according ND / Ananu3s nposenén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / PesyabTaTsl Specification / Hopma
o Test / [lokasaTens
11 | Package / Ynakoska 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. / Ilo 20 tabnerok B 25 patient information leaflets in a carton. / [To 20
GnucTep U3 NIEHKH TabneTok B GIHCTEP M3 MICHKH TpeXcnoHHOH
NOJUBHHWIXJIOPHAHOR (MBX/TI/MIBAX) n anromurneBoit Gponbra. ITo 2
(nonuaTHIEHOBOH/ HiH 3 OnucTepa BMECTe ¢ MHCTPYKIHe# no
NONMBHHWIMACHXIOPHAHON) U |MPUMEHEHHIO B KapTOHHY0 na4ky. [To 20 Tabnerok
amoMuHKeBoi donbru, no 25 B GnHCTEp M3 MIIEHKH MOJHBHHHAXIOPHIHOHN
GHCTEPOR B KAPTOHHYIO Ma4Ky |(TMONU3ITHAEHOBOM / MONUBHHWIKICHXIODUAHOI) 1
C BJIOYCHHEM 25 HHCTPYKLHH aNiOMUHKEBOH (osry, 10 25 GaucTepos B
10 PUMEHEHHIO. KaPTOHHYK MauKy ¢ BIOXKEHHEM 25 WHCTPYKUHI Mo
MPUMEHEHHIO.
12 | Labeling / Mapkupoeka According to ND /
’ B cootsetcTeuH ¢ H]l
13 Storage conditions / YcnoBus In a dry place, at temperature below 25 °C. / B cyxom MecTe npy TemniepaType He
XpaHEeHHA Boie 25 °C.
i4 | Sheiflife / Cpox ronsocTu 3 years / 3 roga

Remarks : The Product conforms to ND/
Mpumevanue: Mpoaykt cooteeTcTByeT Tpebosanuam HI

Conclusion : APPROVED /
3axnovenue: OQOBPEHO

Checked by QC In-Charge /

',ﬁ_/‘t..:' :

Approved by QA In-Charge / g? Voo
/‘

NokymeHT npoeepeH OKK: HokymeHT 0gobpen OOK: - j&9~ "~
Date / cO% - LI © . | Date/ — ~
[Nata: 19 % |, Nlata: y0-0b2003

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
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