Cipla

CERTIFICATE OF ANALYSIS

»

CEPTUDHUKAT AHAJIM3A

Page 1 of 4 / Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg [Mpomykr: CEHAJIE®, TABJETKH 13,5 wr

Batch No / Cepas Ne: 485151 Batch Quantity / O6nem cepun:  5843packs / ynakosox
AR No / Ananurudecknii oruer Ne : ARF/230/2025 Date of Analysis / Jlata anaymsa: 27.10.2025

Date of Mfg / Jlata npoussoxcrea:  10/2025 Date of Expiry / 'ogen j0: 09/2028

09.07.2024 / T N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Analysis performed according ND / Anaans nposeaén no HJL: I N013745/01-180522, amend No. 1 dated

Result / PeayabraThl

Test / IokazaTenn

Specification / Hopma

| Description / Onucaune 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 xpyrnsie TabaeTku co
CKOLICHHBIME KPasMH OT KOPHYHEBOIO IO TEMHO-
KOPHYHEBOrO 11BETa ¢ BKparieHuaMu. Ha onHoii
cropoHe TabneTkn BpiaasneHo cnoso «CIPLA», Ha

JIPYTOH - JIMHUA pa3ioma.

2 Identification / Tlon1MHHOCTL

2a) | Anthraguinone glycosides / Complies /
CooTBeTCTBYET

AHTPaXMHOHOBLIE TTHKO3H/IbI

Ammoniacal solution twrns a reddish colour /
OkpaluiBaiie aMMHaYHOTO PacTBOPA B KPacHsIH
LBET.

! 2b) | Methyl Parahydroxybenzoate Complies /

| (HPLC)/ CooTBeTCTBYET
- Merunnaparuapokcubensoar

1 (BI2XKX)

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpems
VepkKHBAHHA OCHOBHOTO MMHKA HA XPOMATOrPaMMe
MCIIBITYEMOI'0 pacTBOpa NOJKHO COOTBETCTBOBAThH
BPEeMEHH YACPKHBAHWA OCHOBHOTIO ITHMKa Ha
XPOMATOTPAMME CTAHAAPTHOTO PACTBOPa
meTuinaparnapokcubensoara (pasaen
«Merunnaparuapokcnbensoar).

188.10mg / 188,10mr

5]

Average weight / Cpeanas

189.99 mg £7.5% / 189,99 mr47,5%

macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: NpoaykT cooTBeTCTBYET TpeboBanusm Hl | 3aknoyenune: OQOEPEHO

Checked by QC In-Charge / 2 (IR Approved by QA In-Charge/ .+
[okymeHT nposeper OKK: SDCC" [okymeHT ofobper OOK: ﬁé}\\‘*oo ;

Larte: o 1 B o X

Date / Date /
Harta:

LA\ ra0a8

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




Csipla

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIH3A

-

Page2 of 4 /Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg IlpoayKr: CEHA,IIE@‘, TABJETKH 13,5 mr
Batch No / Cepusa Ne : 485151 Batch Quantity / Odvem cepun:  5843packs / ynakosok
AR No / AnaanTaueckuii oruer Ne : ARF/230/2025|Date of Analysis / lata anaamza: 27.10.2025
Date of Mfg / lata npoussoacrea:  10/2025 Date of Expiry / I'oaen no: 09/2028
Analysis performed according ND / Ananus nposenén no HJ/L: IT NO13745/01-180522, amend No. 1 dated
109.07.2024 / I1 N013745/01-180522, n3m. Ne 1 or 09.07.2024

[ Result / PesyabTaThbi Specification / Hopma

" Test / TokaszaTens

4 | Uniformity of weight / Complies / Cooteercrayer 18720 tablets NMT + 7.5 % / 18/20 ne Gonee + 7.5
(O HOPOAHOCTH N0 Macce %

2/20 tablets NMT £15% / 2/20 ve Gonee =+ 15%

5 | Loss on drying / [Toteps B 1.9% NMT 6.0 % / He Gonee 6,0 %

MACCe 1P BbICYILHBAHHE

6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosnaos depes 120 mun

7 | Uniformity of Dosage units / AV =354 The acceptability index forn=10 AV <L1.
OAHOPOAHOCTE N03HPOBAHHS In the case where the value of AV exceeds L1, a

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

AV < L1. All values of xi must satisfy the
inequality:

[M-xi| 0,01 » L2 » M.

LI:=150; 1.2 =25.0.

lMoxazarens npuemiemocty s n=10 AV <L1.

B cnyuae, ecnu 3naueHne AV npessiumaet L1,
NPOBOJAT HCNLITaHHE Ha cneayomux 20 obpazuax.
Jins n=30 AV < L1. Bee 3Ha4enust Xi JONAKHbI
YAOBIETBOPATH HEPABEHCTBY:

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

L1=15/0;12=250.

8 | Assay (Spectrophotometry) From 12.15 10 15.53 mg (from 90.0 to 115.0 %) of
KonuuectBernHoe onpeneneHune 3.94mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpothotomeTpns) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

13.94mr/1a6 CCHHO3MAOB B Nepecyere Ha ceHHO3mI B B 0iHO#M
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: Npoaykr cooreercTeyeT TpeboBaHuam HI

Conclusion : APPROVED /
3akmovernune: O[JOGPEHO

Checked by QC In-Charge /
JokymeHT nposeper OKK: - —_fl_,w

Approved by QA In-Charge /
HokymeHT opobper OOK:

fn

Date /

g (91 ¢ il
T oL T l0-Lods

Date /

Dera: Ao tasay”

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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Giplics

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

-

Page3 of 4/ Crp.3 3 4

Product: SENADE TABLETS 13,5 mg

ITponykr: CEHAI[E@, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 485151

Batch Quantity / O6bem cepun:

5843packs / ynakosox

AR No / AnamaTnaeckuii oruer Ne : ARF/230/2025

Date of Analysis / Jara ananuza: 27.10.2025

Date of Mfg / lara npoussogcrsa:  10/2025

Date of Expiry / I'onen jno:

09/2028

Analysis performed according ND / Ananus nposeaén no HJ(: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N0O13745/01-180522, m3m. Ne 1 ot 09.07.2024

Test / IMoxazatens

[ Result / PesyibTaTh

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copepxanue
MeTHANaparuapokcHben3oara
(B3XKX)

0.038mg/tab

0,038mr/Tad

0.028 — 0.056 mg/tab. / O1 0,028 1o 0,056 mr/Tab.

10 [ MICROBIAL LIMIT TEST/ MukpoGuonoriueckas YMucToTa

10a) | Total Aerobic microbial count /
OG6uiee uncno aspobHbIX 20

MUKPOOPraHu3MoOB

Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / Obuiee uucno <10
TIECHEBBIX H IPOMKIKEBbIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He 6onee 107 /r
bacteria/ Ycroituneble K
JENHCTBHIO XKeJTuu
rpaMoTprLaTebible Oakrepun

10d) | Staphylococcus aureus Absent /OTcyTeTBYIOT Absentin 1 g/ OrcyrerBue B 1 r

10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absent in 1 g/ Orcyrcteue 8 1 r

10f) | Salmonella Absent / OTeyTeTBYIOT Absentin 10 g / Otcytetene B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTayeT Tpedbosarnam HO

Conclusion : APPROVED /
3aknoyenue: Q[JOBPEHO

Checked by QC In-Charge: / L o
DokymeHT nposeper OKK: = !

Approved by QA In-Charge / 7 y
[lokymeHT ofo6peH OOK: jkff‘ﬁa?

Date /

feral |21 910 el

Date /

It -8 Do s
[lara: >1-16 Qo lg

FMQC003-15-10

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




Cipla

n CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepus Ne :

485151

Batch Quantity / O6bem cepun:

5843packs / ynakorok

AR No / Anamurnyecknii oruer Ne : ARF/230/2025|Date of Analysis / lata anannza: 27.10.2025

Date of Mfg / lata nponseojcrpa:

10/2025

Date of Expiry / I'oaen pgo:

09/2028

Analysis performed according ND / Anams nposeaén no HJL: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, uam. No 1 ot 09.07.2024

Result / Pesyabratet

Test / IMoxkazaTesib

Specification / Hopma

Package / Ynakoeka

Package / ¥Ynakogka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / [o 20 TaGnerok B
BrmcTep U3 NIeHKH
NOTHBHHHWIXJIOPHIHOM
(monmITUREHOBOM/
TIOJUBHHUINIEHXTOPUAHOM) H
antoMrHKHeRoit (onsru, 1o 25
6711MCTEPOB B KAPTOHHYIO NAYKY
C BIOXKEHWEM 25 UHCTPYKLUMIA

Package / ¥naxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / Io 20
TabueTok B GHCTEp M3 MUIEHKH TPEXCJIOHHOM
(IBXATOMIBAX) u antomunnesoii doneru. o 2
ik 3 Gnucrepa BMECTe ¢ HHCTPYKIMEH no
MPUMEHEHHIO B KapTOHHYI0 navky. [To 20 taGnetok
B GIHCTEp M3 NICHKHA MONKBHHUNXIIOPHIHOIM
(NONMITHNEHOBOH / NOTMBUHUIIMASH XJIOPUIHOMH) 1
amoMHHAEROH (oneru, no 25 Gaucrepos B

Mo MPUMEHE HHAKD.

TMPAMEHEH WO,

KAPTOHHYIO MAYKy C BAOKEHHEM 25 MHCTPYKLMIA 110

12 Labeling / Mapkuposka

According to ND /

B coorsetctBuu ¢ HJI

13 Storage conditions / Ycnopua
XPaHESHHs

In a dry place. at temperature below 25 °C. / B cyxoM MecTe Np# TeMneparype He
Boiue 25 °C.

14 Shelf life / Cpox ronHoctu

3 years /3 rona

Remarks : The Product conforms to NDV/

MNpumeuanue: Npogykr cooteeTcTBYET TpebosaHnam HI

Conclusion : APPROVED /
3aknwyvenune: OJOEPEHO

Checked by QC In-Charge / o ol Approved by QA In-Charge / l{’; P
AokymeHT nposeper OKK {L’ Hokymenr opobper OOK: /%g"ffi-—'-—-
Date / Ll Date / il U] s

fara: | 970 \o-1enA Frnd o 1-1o-2oaf

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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