Cipla

CERTIFICATE OF ANALYSIS
. CEPTHDPHUKAT AHAJIU3A

Page 1 0f4/Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No/ Cepua Ne: 485103 Batch Quantity / O6bem cepur:  5848packs / ynakosok
AR No / Anaaxprnuecknii oruer Ne : ARF/174/2025Date of Analysis / Iata anaamza: 29.08.2025
Date of Mfg / Jlata npouzsoacTea:  08/2025 Date of Expiry / I'oaen no: 07/2028

Analysis performed according ND / Auaaus nposenén no HJ: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / Nokazareins

Result / Peaynsrath

Specification / Hopma

1 Description / Onucanne

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. / Thockue Kpyrble TAbAETKU €O
CKOUIEHHBIMH KPASMH OT KOPHUHEBOTO 10 TEMHO-
KOPHYHEBOTO LBeTa ¢ BKparneHusMu. Ha oonoii
cropoHe TabneTku BeLaaBaeHo ¢noso «CIPLA», va
APYTOH - JTMHHA pasioma.

oo

Identification / TlonaUHHOCTE

2a) | Anthraquinone glycosides / Compties / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET OKpawHBaHie aMMHAYHOTO PAcTROpPAa B KpacHbIi
AHTPaxHHOHOBBIE TITHKO3HALI
UBET.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoOTBETCTBYET chromatogram of the sample solution should
MeTusnaparuapokcubensoar corresponds to the retention time of the principle
(BKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEpWUBAHWA OCHOBHOIO IHKA HA XPOMATOIPaMMe
HCTIBITYEMOrO PACTBOPA AGJLKHO COOTBETCTBOBATL
BPEMEHH YAEPXKHUBAHMA OCHOBHOMO MUKA Ha
XpomaTorpaMse CTAHIApTHOrO pacTBopa
MeTuanapariapokckbersoaTa (pazae
«MeTurnaparuapokcndeHnsoar).

3 | Average weight/ Cpeanss
Macca

188.39mg / 188,39mr

189.99 mg +7.5% / 189.99 mr =7,5%

Remarks | The Product conforms to ND/
Npumeuanue: MNpogykT cooteeTcTayeT TpebosaHuam HA

Conclusion : APPROVED /
3aknwuernue: ONOBPEHO

Checked by QC In-Charge / 4)/]@ s
JokymeHT npoeeped OKK: e

Approved by QA In-Charge /
DokymeHT oaobpeH OOK:

W

Date /

Jara: 02 Vo g

Date /

Oata: 29-0%- 228"

FMQCO003-15-10

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




Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOHKAT AHAJTU3A

Page2 of4/Crp.2 w3 4

Product: SENADE TABLETS 13.5 mg Mpoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepna Ne: 485103 Batch Quantity / O6nem cepun:  5848packs / ynakoBok

AR No/ Anaautuuecknii otuer No : ARF/174/2025 Date of Analysis / /lata anaamsa: 29.08.2025

Date of Mfg / Jata npoussoacrea:  08/2025 Date of Expiry / Togzen ao: 07,2028

Analysis performed according ND / Anann3 npopeaén no H/: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

Result / PeayanTaThi Specification / Hopma

o Test / Tloxkazateans

4 Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT = 7.5 %/ 18/20 ne 6onee = 7.5
OHOPONHOCTE N0 Macce %

2720 tablets NMT +15% / 2/20 ne Goaee = 15%

5 Loss on drying / foteps B 1.9% NMT 6.0 % / He Gonee 6,0 %

Macce NP BbICY Ui HBAH MK

6§ Dissolution / 78-95% NLT 70 % (Q) of sennosides in 120 minutes
Pactopenne He menee 70 % (Q) ceHHoznnos vepes 120 mMun

7 | Uniformity of Dosage units / AV =58 The acceptability index forn= 10 AV < L1.
OLHOPOIHOCTE T03NPOBAHHS 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 = L2 x M.

LI =150:12=250

[Tokasatens npuemnemocTy ama n=10 AV <L1.

B cnyuae, ecny 3Hadenue AV opesoimaet L1,
TPOBOAAT HCIBITAHME Ha CACAYIOWHX 20 obpa3uax.
s n=30 AV < L1. Bee 3HaueHns xi 0KHbI
YIOBJETBOPATD HEPABEHCTRY:

IM-Xi| £ 0,01 = L2 x M,

Li=150;L2=250.

8 | Assay {Spectrophotometry) From 12.15 10 15,53 mg (from 90.0 to 115.0 %) of
Ko:anuecTBeHHOE  onpeseneHue 14.09mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnektpodoTomeTpsn) Ot 12,15 20 15,53 Mr {01 90.0 10 113,0 %)

14,09Mr/7a6 CEHHO3HIOB B NEpecueTe Ha ceHHO3Kua B B oaHOM
TabaeTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MpoaykT cooTeeTcTBYET Tpebosaxusm H | 3aknwvenue: ONOEPEHO
Checked by QC In-Charge / ?;E;b_g Approved by QA In-Charge / )\ .0
DokymenT nposepeH OKK: i HoxkymeHT oaobpen OOK: //%3/
Date / - Date /
[ata: )/FI LO% 1oy Nara: DA-09 - 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




Cipla

CERTIFICATE OF ANALYSIS
~ CEPTUDPHUKAT AHAJIU3A

Page3dof4/Cip.3n3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 485103

Batch Quantity / O6bem cepum:

5848packs / ynakoBok

AR No / Anaaurayecknii oraer Ne: ARF/174/2025

Date of Analysis / {aTa ananuza:  29.08.2025

Date of Mfg / Jlata nponssoaerpa:  08/2025

Date of Expiry / T'oaen a0:

(07/2028

Analysis performed according ND / Ananws nposesén no HJ: I1 NO013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Result / PezyapTatsl Specification / Hopma
N Test / ITokazaTenn
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / O1 0,028 10 0,056 Mr/Tad.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInapariapokcHoen3oata 0.043Mr/Tab
(B3XKX)

[0 | MICROBIAL LIMIT TEST/ MukpoOuoaornueckas UucToTa

t0a) | Total Aerobic microbial count / 40
Obulee 1ncao a3podHbIX Not more than 10° ¢fu/ g / He Gonee 10° /1
MHEPOOPTaHH3IMOB

10b) | Total combined yeast and mould Not more than 107 ¢fu/ g /He Gonee 1077
count / OdLee Yucao <10
TIECHEBLIX U IPOKIKEBBIX )
rpubos

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Sosee 107/
bacteria/ Y cToHUMBEIE K
NeHCTBUIO KETUH
rpaMoTpUUATENbHEIEC DaKTepHy

14 d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 ¢/ OTteyretBue s I r

10e) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OteyteTBuer I T

169 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OtcyterBue B 10 g

Remarks : The Product conforms 1o ND/
Npumeuanue: MNpogykT cooTeeTcTRYET TpebosaHuam Hl

Conclusion : APPROVED |
3axnwovernne: OQOBPEHO

Checked by QC In-Charge /

AR
DokymeHT nposeper OKK:  Z = (

Approved by QA In-Charge / \oP
JokymeHT ofcbpen OOK: %)/

Date /

2 08 -Lell
Hara:

Date /
1 ara:

0908 225

FMQC003-15-10

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
» CEPTHDPHNKAT AHAJIN3A

Page 4 of 4/ Crp. 413 4

Product: SE}‘\IADE TABLETS 13.5 mg

Mpoxykr: CEHAAE®, TABJETKH 13,5 mr

Batch No / Cepun Ne @ 485103

Batch Quantity / O6bem cepun:

5848packs / ynakoBoK

AR No / AHAAHTHYECKHH oTueT Nb ;

ARF/174/2025|Date of Analysis / lata anaauza; 29.08.2025

Date of Mfg / JaTa nponspogcrea:  08/20235

Date of Expiry / 'oaen ao:

07/2028

Analysis performed according ND / Anannz nposenén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT1 N013745/01-180522, nzm. Ne 1 o7 09.07.2024

Test / TlokazaTean

Result / PezyabTath!

Specification / Hopma

11 | Package / ¥nakoska
in a blister made of

O/IMCTED M3 MIEHKH

(MOAM3THACHOBOH!

Nno MPUMEHEHURD,

Package / ¥Ynakogka - 20 tablets

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

o HBHHHJ'IXJ'IOPH,E[HOH

MOIUBUHHUNMAEHXIOPUIHOH) U
NOMUHKEBOH QONbru, no 25
OJUCTEPOB B KAPTOHHYID NAUKY
¢ BROKEHMEM 25 HHCTPYKLHIA

Package / Ynaropka - 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. / I'lo 20
Tab;1eTOK B OIHCTEP M3 NUIEHKH TPEXCIOHHOH
(TIBX/TITIBAX) u aniomuHueBoi qromsrat. Mo 2
WM 3 O3HcTEpa BMECTe ¢ HHCTPYKUHEH NO
NMPUMEHEHHIO B KapTOHHYHK nadky. [To 20 Tadnetok
B DJIMCTEP K3 MIIEHKU NOJUBHHUIXAOPHIHOM
(NOSTMATHIEHOBOH / NOJHBUHWITHASHXTOPHAHON) K
aTIOMUHHEBOH §o1bru, o 25 GnucTepor B
KapTOHHYIO TIAYKY ¢ BIOKEHUEM 25 HHCTPYKUMHA Mo
NPUMEHEHHIO.

12 Labeling / MapxupoBka According to ND /

B cootBeTcTanm ¢ HJ

13 Storage conditions / YcioBus

XpaHeHus Bhie 25 °C,

In a dry place. at temperature below 25 °C. / B cyxom mecte npu TeMneparype He

14 Shelf life / Cpox roanoctu 3 vears/ 3 rosa

Remarks : The Product conforms to ND/
Npumevanue: MNpodyKT cooTeeTcTBYET TpefosaHuam HI

Conclusion : APPROVED /
Jaknovenuwe: OQOBEPEHO

Checked by QC In-Charge / > (.o
HoxkymenT npoeepen OKK: e

Approved by QA In-Charge / od
NoxkymenT oaobper OOK: /@;}4

Date /

fora 05 0L

Date /

Dara: o/3.08-2825"

FMQC003-15-10

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