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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

[Ipoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485196

.Batch Quantity / O0bem cepuu:

5850packs / yYAKOBOK

AR No / AkannTnuecknii 01uer Ne ; ARF/296/2025 Date of Analysis / aTa ana/iu3a: 29.12.2025

Date of Mfg / laTa npon3BOACTEA: 12/2023

Date of Expiry / T'oaen po:

11,2028

Analysis performed according ND / Ananus nposeaén mo HL: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI NQ13745/01-180522, n3wm. Ne 1 ot 09.07.2024

Test / [lokazaTenn

[ | Result / Pesynbtathbl

| Specification / Hopma

|

1 | Description / OnucaHue

Complies / CooTseTcTBYET

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. / Tlnockie Kpyrnsie TabneTkn co
CKOIIEHHBIMY KPasMH OT KOPUYHEBOTO 10 TEMHO-
KOPHUYHEBOTO 1BETA ¢ RKpanneHuamy. Ha oaHoi
cTopone TabneTku BhifasaeHo c1080 «CIPLAY. Ha
ApYTOH - AMHKA pasnoMa.

2 Identification / [ToAAHEHOCTL

{ 2a) | Anthraquinone glycosides

AHTPAXHHOHORBBIE TTHKO3HIbI

Complies ¢
CooreeTcTBYET

Ammoniacal sclution turns a reddish colour /

OKpal¥BaHHe aMMMAauHOTO PacTBopa B KpacHbii
ugerT.

Methyl Parahydroxybenzoate
(HPLC)/
MeTwnaparnapokcufeHioar
{(B3KX)

2b)

Complies /
CootBercTByeT

Retention time of the principle peak in the
chromatogram of the sample selution should

| corresponds to the retention time of the principle
_peak in the chromatogram of the Methyl
Parahydroxybenzoale standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
YIEpAKHBAHWA OCHOBHOTC THKA HA XPOMATOIPAMME
UCMBITYEMOI'O pacTBOPA JOTHHO COOTBETCTBOBATE
BpeMeHd ¥ASDHHBARKA OCHOBHOTO MHKA 1A
XpoMaTorpaMye CTaHRapTHOTO pacTBopa

. MeTHngparuIpokcudenzoara (payien
«MeTHanaparnapoxcudeHsoat).

3 | Average weight / Cpeuuns |
macca |

190.61mg / 180.6]mr

- 189.99 mg £7.5% ¢ 189.99 Mr +7.5%

Remarks - The Product conforms to NDf
Mpumeyanme: MNpoaykT cooTeeTcTBYET Tpebcaanmam Hi]

Conclusion : APPROVED /
Saknwyenne: OQQOBPEHO

Checked by QC In-Charge /
HAokyMeHT nposepeH OKK: af/bj

Approved by QA In-Charge / woP
flokymeHT ogoBpeH OOK: Q//

Date /
ara;

2942 ek

Date /

Data: 2912 2028

FMQC003-]3-10
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJTU3A

Page 2 of 4/Crp.2 m3 4

ﬁ’roduct: SENADE TABLETS 13,5 mg |Hpoaykr: CEHAJE®, TABJETKH 13,5 mr
{Eatch No/Cepun Ne: 485196 | Batch Quantity / O0ben cepHu: 53830packs / ynaxkoBox
AR No/ AHaanThuecknil oTaet Ne ;: ARF/296/2025|Date of Analysis / Jlara auaauza: 29.12.2025
Date of Mfg / IaTa nponssogera:  12/2025 \Date of Expiry / ToacH ao: 11/2028
Analysis performed according ND / Anaans nposeién no HI: II NO013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, mam. Ne 1 o1 09.07.2024 e
\7 ‘ I Result / Pe3yanTaThl ' Specification / Hopma
N Test / [lokazaTens \
4 | Uniformity of weight / Complies / CoOTBETCTBYET 18720 tablets NMT + 7.5 % / 18/20 ve Goaee +7.5
OHOPOAHOCTD NG MACCe %
220 tablets NMT =15% / 2/20 ne Gonee + 5%
5 | Loss on drying / [ToTeps 8 | 1.9% NMT 6.0 % / He Goaee 6,0 %
MACCE NPH BLICYILMBAHMH l.
6 | Dissolution / 83-98% [NLT 70 % (Q) of sennosides i 120 minutes

PacTtBopeHne iHe menee 70 % (Q) ceHHo3Hn08 Mepes 120 Muu

AV =6.1 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.

| 11— 15.0:1.2=250.

| Tokasatens npremaemocTh A n=10 AV <L1.

B ciyuae, eciu 3HadeHHe AV NpeBbillacT L1,

NPORCAAT HCNBITAHHE HA CeAyOWHX 20 olpazuax.

Onan=30 AV < LI. Bee sHavenHs Xi JOMHHE

y10BJETBOPATH HEPABEHCTRY!

M-xi| 0,01 <12 x M.

7 | Uniformity of Dosage units
OaHOPOAHECTE A03HPORAHNA

[.1-15.0:1L2~250.

8 | Assay (Spectrophotometry} . e From 12.15 to 15.53 mg (from 90.0 10 115.0 %) of
Kgﬂut{eCTBeHﬁoe onpelenenme | 14.12mg/tab / sennosides calculated as sennoside B in one tablet. ¢ |
(CnekTpohoTOMETPHA) - Or 12.15 510 15,53 vr (o1 90,0 30 115.0 %)

14,12Mr/Tad CEHHO3NIOB B TICDECHETE HA CEHHO3KHA Bs OJHDﬁ
; TadneTke.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
gﬁnmeqaune: MNpoaykr cooTBeTcTBYET TpeboBaHuaMm Hf] | 3axnwvenue: QQOBPEHO
Checkedby GCnCraree ! 2 Rt et 008" e

: gy . HokymenT caebped QOK @ .
Date / 291 . Date /
Jara: 12 ey fara: 2417 - -,

FMQCO03-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Gan 4
ia Ld.. . . patrao Kadam Marg, Lower Parel, Mumbai - 400013 i
At : Simchem Pvt, Ltd., Plot No. 60-65. Tuem Industrial Estate, Tuem, PZmem Goa -403512 s Inde



CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3IA

Cipla

Page3of4/Crp. 3 3 4

[Product: SENADE TABLETS 13,5 mg

[l'lponym: CEHAJIE®, TABJETKH 13,5 mr

485196

'Batch Quantity / O6hev cepun:

5850packs / ynmakosok

Batch No / Cepun Ne :

AR No/ AnaanTnueckni orgser Ne 1 ARF/296/2025

Date of Analysis / laTa anaausa; 29.12.2025

Date of Mfg / AaTa npon3BoacTBAa;

12/2023

Date of Expiry / T'oaen a0:

11/2028

Analysis performed according ND / Anaan3 nposexén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 19.07.2024

Test / IToxazaTenns

Result / PeayabTathi

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue

MEeTHNnapard J]]JOKCMﬁe HicAaTa
{BIXKX)

0.042mg/tab

0,042:r/Tad

0.028 — 0.056 mgiab. / Or0.028 30 0,056 mriTab.

10 | MICROBIAL LIMIT TEST/ MukpoOHoNOrnueckas UHCToTa

10a) | Total Aerobic microbial count /

Not more than 10" ¢fu/ g / He Gonee 10* /1

TIECHEBBIX H APOKKEBLIX
i TpuboB

Ofuee uncno aIpodHeIX 30
MHKPOOPraHHIMOB
] A T,
10hy | Total combined yeast and mould Not more than 10° ¢fu/ g /He Sonee 107 /1
count / Obutee yneao <10

10<} | Bile tolerant gram-negative
bacteria/ ¥ croiiumnseie K
ACHCTRAKD e TIH
rpaMoTpulaTeibHble BakTepUH

Absent /OTCYTCTBYIOT

I'Not more than 10" / g / He Sonee 10° /1

10d) | Staphylococcus aureus

Absent /O1cyTcTRYIOT

Absentin | g/ Oteyretaue B 1 1

10e) | Escherichia coli

Absent /OTeyTeTBYIOT

Absentin [ g/ OrcyrerBueB i

W0 [ Salmonella I

Absent / OteyTeTayioT

Absentin 10 g / OtcyTctane B 10 g

Remarks : The Product conforms to ND/

Mpumeyanme: Npoaykr ceoTBeTCTBYeT TpebosarHuam HJ]

Conclusion : APPROVED !/
3axkmoyenue; OIOEPEHO

Checked by QC in-Charge /
HokymeHT nposeper OKK:

A e

Approved by QA (n-Charge /
AokymeHT ogobpern OQK:

s

Date /

. 2 -
Hara: LH- N2 b oS

Date /
HaTta:

2A42- 2004

FMQC003-]5-10

Cipla Ltd.,Cipla House, Peninsuia Business Park Ga
a L, . : « Lanpatrao Kadam Marg, Lower Parel. Mumbai - 400013, Indi
At: Simehem Pvi. Lid,, Plot No. 60-65, Tuem Industrial Estate. Tuem, Pernem Goa 403513 indi




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3A

Page 4 of 4/ Crp. 4 m3 4

[Product: SENADE TABLETS 13,5 mg

Mponyxt: CEHAJAE", TABJAETKH 13,5 mr

Batch No / Cepua Ne: 485196

Batch Quantity / O0nem cepnn:

5850packs / ynmaxoBox

AR No/ AnaiuTndecKdil otaer No: ARF/296/2025|Date of Analysis / lara ananuza: 29.12.2025

12/2025

Date of Mfg / Jata npou3BoacTea;

Date of Expiry / Toaen g0:

11/2028

Analysis performed according ND / Ana;m2 nposeaén no HI: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / MoxazaTens

Result / PesvasTatsl

Specification / Hopma

11 | Package / Ynakoeka
in a blister made of

GrucTEp M3 NIEHKN

(NONKITHIEHOBOKR/

no NMpUMeneHALD.

PVC/PE/PVDC film and
aluminum foil. 25 blisters with
25 patient information leaflets in
a carton. / Tlo 20 TabaeTok B

NOAHMBHHILTXIOPHAIHOH

NOHBHHBHAHASHXIOPHIHOH) H
AmoMUMHHEBOH dosbri, o 23
HNUCTEPOBR B KAPTOHHYIO NauKy
¢ BloKeHHeM 25 WHCTPYKUMH

Package / YnakoBka - 20 tablets |Package / Ynaxoxa - 20 tablets in a blister made of

‘three-layer PVC/PE/PYDC 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. / Tlo 20
TabneToKk B SIKCTEP U3 TIEHKH TPEXCIOAHOH
(FIBXATHOBIAX)Y v amomudnench ¢oaery. [lo 2
WK 3 GnucTepa BMECTE ¢ HHETPYKIMed no

| npUMEHEHUIO B KapTOHHYFe nadky. o 20 Tadrertox
B GIIMCTED U3 TUIEHKU MOTMBHHHIXTOPHIHOH
(NOMHAITHASHOBOH / IORUBRMHUNHIEHXAOPHIAHOA) H
aToMHHUEBoH Gonerk, no 25 fnuctepos B
KapTOHHYIO MAUKY ¢ BAOKEHHEM 25 HHCTPYKUHH 110
NPUMEHEHHIO.

12 Labeling / Mapkuposka According to NI}/

B cootsetcTBHE ¢ H]|

i3 Storage conditions / Yca0sus
XpaHeHuA

BhLItE 25 “C.

In a dry place. at temperature below 25 °C./ B cyxoM MECTE NPH TEMTICPATYPE HE

14 ; Shelf life / Cpok roanocTy 3 years /3 roxa

Remarks : The Product conforms to ND/
Npumevanne: MpoaykT cooTReTCTBYET TpeboBaHnam HA

Conclusion : APPROVED !
Jaknovenne: OQQOBPEHO

Checked by QC In-Charge /
OokymeHT nposeper OKK: gfib—"

Date /

Approved by QA In-Charge /
i BokymenT ogobpen OQK: ;zl&

24 .9, Lol

AaTa;

. Dara:

Cate /
282200

FMQC003-15-10

Cipla Ltd.,Cipla House, Peninsula Business Park, Gan
va Ud., R . patrao Kadam Marg, Lower Parel, Mumbai - 400013, Indi
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 e




