Cipla

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHA)IE®, TABJETKH 13,5 mr

Batch No / Cepus Ne : 485188 Batch Quantity / O6nem cepun:  5844packs / ynakosok

- [AR No / Auaantuuecknii oruer Ne : ARF/288/2025 | Date of Analysis / Jlata anaamza: 21.12.2025

Date of Mfg / Jlata npousBomcrea:  12/2025 Date of Expiry / T'ogen x0: 11/2028

Analysis performed according ND / Ananus nposeaén no HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / IokazaTenn

Result / PesyabTaTh!

Specification / Hopma

1 Description / Onucanmne

Complies / CoorercTyer

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 kpyrasle TadaeTkH co
CKOLIEHHBIMH KPasfMH OT KOPUYHEBOTO 10 TEMHO-
KOPHMYHEBOTO 11BETa ¢ BKparennamu. Ha ogHoi
cropoHe TabaeTkH BelasieHo cioso «CIPLA», Ha
APYTOH - TIHHUA pa3noMa.

2 Identification / IToansHHOCTE

2a) | Anthraquinone glycosides / I Complies / Ammoniacal solution turns a reddish colour /
) CooTBeTCcTBYET Okpauinpanne aMMMa4HOIO PAcTBOpa B KpPacHblif
AHTPaXMHOHOBBIE IJIMKO3 MBI
LIBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooterctByer chromatogram of the sample solution should
MeTtuinaparuapokcubensoar corresponds to the retention time of the principle
(BDXX) l peak in the chromatogram of the Methyl

Parahydroxybenzoate standard selution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPHKUBAHUSA OCHOBHOIO KA HA XpOMaTorpaMme
HCIBITYEMOIO PACTBOPA NODKHO COOTBETCTBOBATE
BPEMEHH YJEPKHBAHHA OCHOBHOTO ITHKA Ha
XPOMATOTpamMMe CTaH1apTHOIO pacTropa
MeTHATIaparuapokcndensoarta (pasien
«Metnanaparuapokcnbensoar).

3 | Average weight / Cpennsis
macca

189.13mg / 189,13mr

189.99 mg =7.5% / 189,99 wmr +7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykr cooteeTcTByeT TpebosaHusm HI

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge / _.{ { -
HokymeHT nposepex OKK. -

Approved by QA In-Charge / o n0
LokymeHT ogobper OOK: }g’y

Date / : . Date /
DD £ Gl 2 10§
fJatra: - e | faTa: ety
FMQC0G03-15-10
Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013 India.

At : Simchem Pvt. Lid., Plot No. 60-65. Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

' CERTIFICATE OF ANALYSIS
N CEPTUDOHUKAT AHAJIN3A

) Page 2 of 4/Ctp. 2 u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHA,Z[E®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 485188 Batch Quantity / Oobem cepun:  5844packs / ynakosok
‘|AR No / Ananarraeckuii oruer Ne : ARF/288/2025|Date of Analysis / laTa ananmu3za: 21.12.2025
Date of Mfg / laTa npoussoacra:  12/2025 Date of Expiry / I'oaen no: 11/2028
Analysis performed according ND / Auanus nposeaén mo H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Result / PesyabTarst Specification / Hopma
G Test / TToxazarteinb
4 | Uniformity of weight / Complies / CooteercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee +7.5
OAHOPOIHOCTH MO Macce %
: 2/20 tablets NMT £15% / 2/20 e Hoaee + 15%
5 | Loss on drying / IToteps B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce MpH BICYLIHBAHUK
6 | Dissolution / 79-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopeHHe He menee 70 % (Q) ceHHosuaos yepes 120 mun
7 | Uniformity of Dosage units / AV =355 The acceptability index forn= 10 AV <LI.
OHHOPOIHOCTE N03UPOBAHMA 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;L2 =25.0.
[Tokasarens npuemnemoctd ang n=10 AV < L.
B cayuae, ecau 3Hauenne AV npessiwaert 11,
NpOBOJIAT HCIIBITAHHE Ha cneayoumx 20 obpasuax.
Juist n=30 AV < L1. Bce 3Hauerus Xi 10/14HbI

YHAOBICTBOPATH HEpaBeHCTB_\«‘Z
IM-xi| 0,01 x L2 x M.
L1 =150;: LZ=250.

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

8 | Assay (Spectrophotometry)

|

KonnuecTBeHHoe onpeseneHne 14.11mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexktpodoromerpust) Ot 12,15 1o 15,53 mr (o1 90,0 10 113.0 %)
]4‘1 1Mm1r/Ta6 CEHHO3UIOB B IEPECYUETE HA CCHHO3MII B 8 o1HoM
| TabneTke.
Remarks : The Product conforms to ND/ Conciusion : APPROVED /
MNMpumeyanwme: MpogykT cootBetcTeyeT Tpebosanuam HL | 3aknwyenune: ONOBPEHO
Checked by QC In-Charge / ___ g G Approved by QA In-Charge / P
[okymeHT npoeepeH OKK: -7 [okymeHT ogobpeH OOK: /%_ SR
Date/ .. "Date/ | .
22 v e g 212 - e 3

Lara: . B | fata: i - S ——

FMOQUO03-15-10

Cipla Ltd.,Cipla House, Peninsuia Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013 India
At Simchem Pvt, Ltd., Plot No. 60-63. Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Cipla

Page 30f4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

[poaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

485188

Batch Quantity / O0bem cepun:

5844packs / ynakoBok

AR No / Asanuruvecknii oruer Ne: ARF/288/2025

Date of Analysis / lara anaansza: 21.12.2025

Date of Mfg / lara npousBojcrsa:

12/2025

Date of Expiry / I'oaen jo0:

11/2028

Analysis performed according ND / Ananus nposeaén mo H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

~ Result / PesyabTars Specification / Hopma
- Test / INoka3zatenb
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepianne
MeTuanaparuapokcubersoara 0.042mr/Ta6
(BDXKX) '

10 | MICROBIAL LIMIT TEST/ MukpoOuosoruueckas 44CTOTa

10a) | Total Aerobic microbial count /
Obuiee 4UcO a3poOHBIX 20 Not more than 10* cfu/ g / He 6onee 10° /1
MHKpPOOPraHn3MoB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / OGuiee aucno <10
TUIECHEBBIX M JIPOKIKEBLIX
rpubos

10¢) | Bile tolerant gram-negative ~ Absent /OTCYTCTBYIOT Not more than 10° / g/ He Gonee 10° /r ]
bacteria/ Yctoiiuugsie k
JIEHCTBUIO KEJTUH
rpamMoTpuLatebHbie GakTepHu

10d) | Staphylococcus aureus Absent /OtcyTeTBYIOT Absentin | g/ OrcyTtcTBHE B | 1 ]

= —
10¢) | Escherichia coli Absent /OTcyTCTBYIOT Absentin | g/ OtcytcrBue B | r
100) | Salmonella Absent / OTcyTCcTBYIOT Absent in 10 g / Otcyrcraue B 10 g ]

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykr cooteeTcTByeT TpebosaHuam H/

Conclusion : APPROVED /
3aknwyenue: OAOBEPEHO

Checked by QC In-Charge /

HokymeHT nposepeH OKK: -

PR

=1

| Approved by QA In-Charge /%\/\‘,"i

' NoxymenT opobpex OOK:

Date /
Hdata:

L2 '1&'_;),A5’

| Date /
Oata

22-12°72 o2y

EMQCO03-15-10

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




Cipla

: CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIM3A

Page 4 of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE”, TABJETKH 13,5 mr

Batch No / Cepun Ne: 485188

Batch Quantity / Oobem cepun:

5844packs / ynakosok

. |AR No / Anajmatudeckuii oruer Ne : ARF/288/2025

Date of Analysis / lata anaauza: 21.12.2025

Date of Mfg / lata npoussoacrsa: 12/2025

Date of Expiry / I'oaesn jo:

11/2028

Analysis performed according ND / Ananu3s nposenén no HJ/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / [Moka3zaTens

Result / PesyasTarTni

Specification / Hopma

11 | Package / Vnakoska
in a blister made of

fyiMcrep M3 NIIEHKH

(TOTMATHIIEHOBOI/

M0 MPHUMEHEHHUIO.

Package / YniakoBka - 20 tablets

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

[TOJHBHUHHIIXJIOPUIHOH

TOTMBHHUITHAEHXIOPUIHOM) U
aMIOMHUHHEBOH QoJibry, mo 25
OJIMCTEPOB B KAPTOHHYIO [AUKy
C BIOMKEHHEM 25 MHCTPYKIIMIA

Package / Ynakoska - 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. / 1o 20
TabneTok B GIMCTEDP M3 [LUIEHKK TPEXCIOHHOI
(MBX/MOMIBAX) 1 aymmoMunueBoi dosri. [To 2
WK 3 6IMCTepa BMeCTe ¢ HHCTPYKIIMEH Mo
NIPUMEHEHHIO B KapTOHHYIO madky. [To 20 Tabietok
B GJIHCTED M3 TIEHKH [OJIMBUHUIIXJIOPHIHOH |
(MOTMATHNEHOBOH / MONMBUHHITHACHXIOPUAHOH) H |
aIlOMHHHEBOH donbru, no 25 Gnucrepos B
KapTOHHYIO MAuKy € BJIOKEHHEM 25 UHCTPYKUHH No
NPUMEHEHHIO.

12 Labeling / Mapxuposka According to ND /

B cooTBeTcTBHM ¢ H]T

13 Storage conditions / Venosus In a dry place, at temperature below 25 °C. / B cyxom mecte mpu TemIepaType He |
. XpaHeHHA Bpile 25 °C. ‘
| 14 Shelf life / Cpok ronmocTu 3 years/ 3 rona

Remarks : The Product conforms to ND/
Mpumeyanne: MpoaykT cooTeeTCTBYET TpeBoBaHnam HJ

Conclusion : APPROVED /
3aknwyexue: OQOBPEHO

Checked by QC In-Charge / = to - Approved by QA In-Charge / \Cal
HokymenT npoeepeH OKK: Eal [HoxymeHT opobper QOK: ng),/"
Date / - Date/
.0 T i WO 2. 1 B )2 NS
[fera - [Dera T E .
FMQCO03-15-10
Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadan Marg, Lower Parel, Mumbai - 400013, India.

At - Simchem Pvt. Ltd., Plot No. 60-63, Tuem Industrial Estate. Tuem. Pernem Goa -403512
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