CERTIFICATE OF ANALYSIS
- CEPTHDHUKAT AHAIU3A

Page 1 of 4/ Cap. 1ms 4

:_Product: SENADE TABLETS 13,5?6;;
|Batch No / Cepus Ne: 485161

Hpoaykr: CEHAJIE", TABJIETKH 13,5 .

Batch Quantity / Odnem cepun:

5849packs /)Tluxuglg___:

. AR No / Anacmrraueckuii oraer Ne 1 ARF/242/2025 Date of Analysis / laTa apaansza: 07.11.2025

Date of Mfg / lara npoussoncrea:  10/2025

Date of Expiry / 'oaen jo:

09/2028

109.07.2024 / 11 N013745/01-180522, usm. No 1 o7 09.07.2024

Analysis performed according ND / Anacns nposeain no H1: 11 N013745/01-180522, amend No. 1 dated

» | |
I Test / Nokaszares ‘
1 = I

|

Result / Pesy.biaini

Complies / Cooretctryel

| Description / Onucanue

Specification / Hu_pm_a

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. / I110cKkne kpyribie TadaeTk co
|CKOLUEHHBIMH KPasiMH 0T KOPHUHEBOI'O 10 T€MHO-
KOPHYHEBOTO LUBETA C BRpaILieHnaMi. Ha ouHoi
cTopoHe TabneTky BbliasneHo cioBo «CIPLA». Ha i
| ApyToii - 7NN pasiomMa.

- , |

2 ldentification / TloannHuocTs

2a) | Anthraquinone glycosides / Complies /

‘ CoOTReTCTBVE]
AHTPaXHHOHOBLIE FITHKO3iIbI E

2h) -ﬂ.-1_efhj\-‘l Parahydroxybenzoate

(‘omp%icsi

‘ | (HPLC)/ Cooteercipyer
- Merunnaparnapokcudensoar
| (BOUKX)
|

i

| |

| |

i |

w \

‘ !

f \

3 ‘Average weight " Cpennsia { 191.08mg  191,08ur
vacca

| Ammoniacal solution turns a reddish colour

| OkpamwnBanmne avMyMHagHoro pacTBoOpa B KpacHbiii |
| LIBET. \

| 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 Methvl
Parahydroxybenzoate standard solution (refer test
«Methy!] Parahydroxybenzoater) / Bpevis ‘

| VAEpPAKUBAHMA OCHOBHOI'O ITHKA HA XPOMATOI pavMMe |

HCITBITYEMOTO PACTBOPA JIOMHKHO COOTBETCTROBATL |

BPEMEHN VASPKHBAHWA OCHOBHOTO MHKA Ha

XPOMATO!I PaMM2 CTaHAaPTHOTO PACTBOPA :

MeTHInaparuapokcubensoara (pasae. |

«MeTianaparnpokcuderzoar).

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

Remarks - The Product conforms to ND/

MNpumeuanue: MpoaykT cooTBeTcTBYET TpebosaHnsv HI

Conclusion : APPROVED /
3aknwoueHue: OQOBEPEHO

—_—

Checked by QC In-Charge /
HoxymeHT npoeepeH OKK:

59(—&_ S

Approved by QA In-Charge / 7

Date/ ¢ —
| fata.

i Moo 8

AN
fokymenT ogo6per OOK. ./i%,-/
Date / )

y RN -
NaTa f’ =1 ?‘ l:

FMQCOO3-15-10

Cipla Lid. Cipla House. Peninsula Business Park. Ganpatrao Kadam NMare. | ower Parel. Mumbai - 400013, India.

At Simchem Pyt Lid.. Plot No. 60-65. Tuem Industrial Estate. D uem.

Pernem Goa -103512




CERTIFICATE OF ANALYSIS

b CEPTHOPMKAT AHAJIM3A
R B Page 2 of 4/ Crp. 2 u3 4
Product: SENADE TABLETS 13.5 mg Mpoaykr: CEHAJIE", TABJAETKH 13,5 mr
‘Batch No / Cepust Ne: 485161 p— Batch Quantity / Odsey cepun:  5849packs / vuakoBok
|AR No / Anaaurpueckuii oruer No : ARIF/242/2025|Date of Analysis / Jlata anaausza: 07.11.2025
Date of Mfg / lata npoussoacrsa:  10/2025 Date of Expiry / I'oaen jo: 09/2028 o
Analysis performed according ND / Anaans nposeaén mo H/L: TT N013745/01-180522, amend No. | dated |
109.07.2024 / 1T NO13745/01-180522, n3ni. Ne 1 o1 09.07.2024 o S |
5 Result / PesyvibTarnbi 1 o Specification / Hopma ]
No | i
i Test / Iokaszarean ! | i
I — S — !
4 Uniformity of weight I Complies / CoorsercTByer 18/20 tablets NMT + 7.5 % 7 1820 ne Gonee 7.5 |
OAHOPOAHOCTHL NO Macce | %o |
2/20 tablets NMT =159 / 2.20 re doaee + 13%
3 Loss on dryving / Iloteps 8 [.9% NMT 6.0 % / He donee 6.0 %
Macce NpPH BbICY ILIHBAHNI
6 | Dissolution / | - 79-91% NLT 70 % (Q) of sennosides in 120 minutes |
Pacteopenue ! He menee 70 %0 (Q) cennosuios yepes 120 MuH
7 | Uniformity of Dosage units 1 AV =54 The acceptability index forn = 10 AV < L1.
OnHOPOJIHOCTH A03HPOBAHISA I In the case where the value ot AV exceeds L1, a
' test is carried out on the following 20 samples. For
{n=30
AV < LI. All values of xi must satisfy the
inequality:
5 \ IM-xil <0.01 x 1.2 » M.
| LI =150; L2 =25.0
E [Tokazarens npuemievoctT 11s n=10 AV <L 1.
! B cayuae. ecau sHauenune AV npessnuaer L1,
OPOBOAAT MCHBITAHME HA C121y foutnx 20 odpazuax, |
Has n=30 AV < L1. Bee snauenns xi 10.1Kib i
YAOBIETBOPA b HEPAREHC IB) |
M-xi| <001 < L2 » M.
Ll =15:0; L2 =250
8 | Assay (Spectrophotometry) | - o From 12.15 10 15.53 mg (from 90.0 10 115.0 %) of |
Konnuectseutoe onpeieicHue 14.05mg/tab / sennosides calculated as sennoside B in one tablet. / i
(CnexrpooTomerpis) ‘ Or 12,15 a0 15.53 mr (o1 90.0 30 115.0 %0)
1 4.05Mmr/1a6 CCHHO3HIOB B Nepectete Ha cedtosii B B onnoit
| TabaeTke.
| - I —
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanue: MNpoayxt cootsercTeyet Tpebosaquam HO | 3aknwvenne: O0JOBEPEHO
Checked by QC In-Charge / F Al . Approved by QA In-Charge / ’i Ve
[okymeHT nposeper OKK =5 sl ! [JokymeHT caobper OOK _.-;‘F* =S
\
Date / - 7 " ' Date/
O 1V rons Ny B8
Lata: S | fara: 32029 o
FMOQCO003-13-10
Cipla Lid..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg. Lower Parel. Mumbai - 100013 India

At : Simchem Pvi. Lid.. Plot No. 60-635. Tuem Industrial Estate, Tuem. Pernem Goa -403312




Ciph

CERTIFICATE OF ANALYSIS
“ CEPTHDHKAT AHAJTN3A

i - Page3of4/Cip. 3 nz 4
Alpoayvkr: CEHAJIE", TABJETKH 13,5 mr

Pi?d uct: SENADE TABLETS 1353 mg

Batch No / Cepunt Ne: 485161 Batch Quantity / Odbew cepun:  5849packs /.\'uan@ N
L AR No / Anaantnuecknii orser Ne: ARF/242/2025 Date of Analysis / lata anaanza: 07.11.2023 |
Date of Mfg / lara nponssoacrsa: 102025 Date of Expiry / T'ojen 10: 09/2028 i

Analysis performed according ND / Anaqns nposenén no HL: 11 NO13745/01-180322, amend No. 1 dated |
109.07.2024 / 1T NO13745/01-180522, u3wm. Ne 1 o1 09.07.2024 , 7 |

1 count - Oduee Yueio

0 | f Result / l’t;}_Jl;lall,l_ ‘ B Spcciﬁcali(m / Ht;pxla
N . !
* Fest/ lokasarean ! , |
| |
e r—_ — e —
9 | Content of Methyl ]: 0.040mg 1ab | 0.028 - 0.056 mg'tab. / O71 0.028 10 0.056 wmr rad. |
| parahydroxybenzoate(HPLC) ' }
| Cozepsanne ] }
| MeTinaparuipokcHdensoara | 0.040M1/126 '
[ (BDAKX) | .
| |
. | | |
10 l MICROBIAL LIMIT TEST/ MnHpaﬁno.nm‘nueck:mﬂkuaom . 'W"
ot _ — — S
10 | Total Acrobic microbial count /| [ |
: Od11ee 4Heno aIpodHbIxX ! 50 Not more than 10" cfu/ g / He 6onee 10" /s .
| MHKPOOPTAHI3MOB ‘ ‘ JI
10h) | Total combined veast and mould | a N Not more than 10° ¢fu’ ¢ /He Gosee 107 /1

0
! VICCHEBbIX H APOAKIKEBBIX ! '
| IPHOOB
" 10¢) “ Bile tolerant gram-negative Absent ‘Oteyrernyior Not more than 107 ¢/ He Gonee 107 't
bacteria’ VeToiuusbie k ‘
| ICHACTBHIO ACAHH :
‘ IPaMOTPHLATE IbHbIC OAKTEpHI |
f 10d) | Slap?])h)coccus aureus Absent /OtcyTeTay 01 Absentin | ¢ OrcyterBuer 11 a 1
| =l - - — e = a - .
| e ' Escherichia coli Absent /OreyTeTByIOT Absentin 1 g2 'OteyrerBue B 11 1
E— S - - | (S — M
N Salmonella Absent / OTeyVICTBY KT Absent in 10 g~ Oreyrersue B 10 ¢ W
Remarks . The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNMpoaykT cooTeeTCcTBYET TpebosaHusm HO | 3akmwouvenune: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / ‘.@“0_4;
HokymeHT nposepen OKK ‘:,'(f, L NokymeHT opobper OOK WEETE e
Date/ . - Date / -
B oadd 4 ,"q . - n
| Jata e | Hara e

FMQCO03-13-10

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




Cipia

CERTIFICATE OF ANALYSIS
CEPTHPHUKAT AHAJTI3A

Paged4of4/Crp. 434

) J Hpoaykr: CEHAJIE ., TAB.I ETKHW 13,5 yir

Product: SENADE TABLETS 13.5mg
Batch No / Cepust Ne: 485161

Batch Quantity / Oobem cepun:  5849packs a’_}'nakono{\" .

AR No / Anaaurnueckiuii orver No : ARF/242/2025

Date of Analysis / Jlara anannza: 07.11.2025

Ll)ltg of Mfg / lara npoussoacrea: 102025

Date of Expiry /T'oaen 1o:

09/2028

Analysis performed according ND / Anaaus nposeaén no HL: 1T N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 NO13745/01-180522, w3m. Ne 1 o1 09.07.2024

Test / Hogaszarean

Result / Pesyabrars

S

T I’;ick;agé_ Viakoska - 20 ablets

' in a blister made of

PVC PEPVDC film and

I aluminum foil. 25 blisters with
! 25 patient imformation leaflets in
. acarton. 1o 20 Tabnetox B
OUHCTEP M3 IIIEHKH
MOAUBHRIINAOPHIHON
(MOJIHITHICHOBOI/
OIHBHHITHACHXIOPHAHOM) 1
WIOMHUHHEBOI Poabru, no 235
OJIMCTEPOB B KAPTOHHYIO MAYKY
C BIOKReHHeM 25 HHCTPYKIMA

Package / Ynakoska

Package / Ynakoska - 20 tablets in a blister made of |

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. ' [lo 20
TabJACeTOK B OJIHCTEP W3 MACHKN TPEXCI0MHOI
(INBXAT/MIBJIX) n amosuniiesoit doasru. 1o 2
WiIH 3 GaHcTepa BMECTe ¢ HHCTPYKIHE 1o
MPUMEHEHHIO B KapTonHyio nauky. [1o 20 tadaetok
B OAUCTEDP W3 TUICHKM TIOTHBHHILIXTOPHIHOI
(MOAHITHACHOBON ' NMOTHBHHIIIEHXAOPHAHON) 1
ATIOMIHUEBOIT hoiibrit. N0 25 GaHCTepoB B
KAPTOHHYIO NAYKY € BIOKCHHEM 235 HHCTPYKILHT N0

'three-laver PVC/PE/PVDC film and aluminum foil. 2|

|

Labeling / Mapknposka

Storage conditions / Vciosis
XpaHeHus

Shelf life / Cpox roanoctn

!
| e
1

| O IIPHMEHSHHIO.
‘ IIpHMEHE HHIO.

According to ND

B coorgercisnn ¢ HJL ‘
s Hew= e = - —
In a dny place, at temperature below 25 °C. / B cyxom Mecie 1ipi 1¢MIepaType He
Bhittie 25 "C. ‘

| 3 years. 3 roaa ,

Remarks ' The Product conforms to

Npumeyanue: MNpoaykT cooTeeTCTBYET TpetoBaHuam HI

Conclusion : APPROVED /
3aknwyenune: OOOEPEHO

ND/

Checked by QC In-Charge /

[okymeHT nposepeH OKK =

e

Date /
[ata:

e -0 rS

At : Simchem Pvt. Lid.. Plot No. 606-63.

| Approved by QA In-Charge / A j,"i.‘,-
7=

LS JokymeHT opobpeH OOK .
- Date / ) - R
Data 08 w2

FNIQCO03-15-10

Cipla Lid..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400015, India

Fuem Indusirial Estate. Tuem. Pernem Goa -403512




Date: 0%\ Le1rx

ADDENDUM 1

BATCH RELEASE CERTIFICATE

Batch No. 485161

This is to certify that below product was manufactured at M/s Simchem Pvt. Ltd. and the details regarding API used in manufacturing of respective batch is

as below:

Product | P B, No.

f API Name

API Batch No. From SAP

APl Manufacturer

API Manufacturer Name

Country of

, System of FG Manufacturer Batch No. Mfe.
Senade : ; 5 0001782776 80125105 Kothari Phytochemicals ;
5% )
fhlep | Soeior | Caldum Semosis 154 0001782777 CS0125106 International i

Site - Quality Assurance

et

s~

Executive

1 of'l




