CERTIFICATE OF ANALYSIS
i CEPTHOHKAT AHAJIU3A

Page 1 of 4/ Crp. 1 w3 4

Product: SENADE TABLETS 13,5 mg

[lpoaykr: CEHAJIE", TABJETKH 13,5 vir

Batch No / Cepust No: 485154

Batch Quantity / OGbem cepun:

5848pac ks / ynakosok

AR No/ AnaauTHuecknii oruer No :

ARF/233/2025 | Date of Analysis / lata anaamsa: 30.10.2025

Date of Mfg / lata npoussogcrsa:  10/2025

Date of Expiry / I'onen ao:

09/2028

Analysis performed according ND / Anaanz nposeaén no HJL: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Test / Noka3zaTenn

Result / PesynbraTel

Specification / Hopma

1 | Description / Onucanmue

Complies / CooTsetcTyer

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. / Inockue kpyrabie TabneTku co
CROLIEHHBIMH KPAMHU OT KOPHUHEBOIO 0 TeMHO-
KOPHYHEBOTO UBETA ¢ BKpanneHuamu. Ha oaHoi
cTOpoHe TabaeTku BulnasieHo c1opo «CIPLAY, Ha
JPYrof - nuHKEA pasnoma.

2 Identification / TlopanMHHOCTH

(HPLC)/
Metunnaparuapokcubessoar
(B2AX)

COOT'EETCTB)’ eT

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBETCTBVET Okpaimsadue aMMHAYHOIO PAacTBOpPa B KPacHLL
AHTPaxMHOHOBBIC TTIHKO3HbI
LLBET.
2b) | Methyl Parahydroxybenzoate Complies / 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
Parahydroxybenzoare standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YASPKMBAHKS OCHOBHOIO MHKA HA XpOMATOTpaMME
MCBITYEMOTO PACTBOPA AOIKHO COOTBETCTROBATH
BPEMEHH YIEPKUBAHUA OCHOBHOIO 1MKa Ha
XPOMaTOrpamMme CTaHIapTHOTO PACTBOpa
METHANaparuapokcubensoara (pasien
«MeTunnaparuapokcubensoar).

Average weight / Cpeinss
macca

(¥ ]

191.07mg / 191,07mr

189.99 mg +7.5% / 189,99 Mr£7.5%

Remarks : The Product conforms to ND/
Mpumeyanne: MNpoayKT cooTBETCTBYET TpeBosaHuam HI

Conclusion : APPROVED /
3aknwouenue: QQOBPEHO

Checked by QC In-Charge / Al Approved by QA In-Charge / Lo P
oA A gl 5

JokymeHT npoeepeH OKK: o [okymeHT ogobpen OOK: v /

etmd | bl Lo L] | e Date / AR

feve UMD [ara: ar il

FMQC003-15-10
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CERTIFICATE OF ANALYSIS
i CEPTHOHKAT AHAJIM3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 485154

Batch Quantity / O0bem cepuu:

$848packs / ynakosok

AR No / AnaanTuuecknii oryer No : ARF/233/2025

Date of Analysis / JlaTa asanunza: 30.10.2025

Date of Mfg / Jlata nponssonersa:  10/2025

Date of Expiry / 'ogen no:

0972028

Analysis performed according ND / Awanus nposenén no HJ: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Test / TMokazarens

Result / Peavabtars

Specification / Hopma

4 | Uniformity of weight /
OﬂHOpOHHOCTh no Mdacce

Complies / CooTeeTCTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue 6onee £ 7.5
%
2/20 tablets NMT =15% / 2/20 He Gonee + 15%

5 | Loss ondrying / [Torepsa B 2.0% NMT 6.0 % / He Gonee 6,0 %
MACCe NPH BLICYIIHBAHUN
6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopenmne He menee 70 % (Q) cennozuznos uepes 120 mud
7 | Uniformity of Dosage units / AV =55 The acceptability index forn= 10 AV < L1.

OIHOPOIHOCTE NO3MPOBAHKS

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.

Pl =50 1L.2= 250

[Moxasarent npuemaemoctr ang n=10 AV < L1,

B ciyqae, ecnum snauenne AV npessitnaet L1,
NPOBOASAT UCMBITAHKE HA cnenayromux 20 odpa3uax.
Hna n=30 AV < L1. Bce 3HaueHuls Xi D0JKHBI
YHOBNETBOPSTH HEPABEHCTBY:

[M-xif < 0,01 x L2 x M,

Li|s=150: L2 #1250

8 | Assay (Spectrophotometry)
KonmnuecTeeHHoe  onpenenenue
(CniextpodoTomeTphs)

13.98mg/tab /

13.98mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MIOE B NepecyeTe Ha CeHHo3uA B B 01O
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpopykT cooTEETCTRBYET Tpeboraquam HL

Conclusion : APPROVED /
3aknwyenue: OOOEPEHO

Checked by QC In-Charge / ,
[NokymerT nposeper OKK: ‘;EE‘E’J

Approved by QA In-Charge /- o o
[okynmeHT oaoBper OOK: /;w/'

Date /

R Wie T I o B V% vl
PBaza) ||| |77 s

Date /

fb: 20102028

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOPHEAT AHAJIM3A

Page 3 0f4/Crp. 3 uz 4

Product: SENADE TABLETS 13,5 mg poaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepus Ne: 485154 Batch Quantity / Oonem cepun:  5848packs / ynakosok

AR No / AnaanTauecknii oruer No: ARF/233/2025|Date of Analysis / lara anaanza: 30.10.2025

Date of Mfg / Jara npoussoacrea:  10/2025 Date of Expiry / I'onen no: 09/2028

Analysis performed according ND / Anaans npoenén no HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uzm. Ne 1 o1 09.07.2024

Result / Pesyasrars Specification / Hopma
i Test / NHowrazatens
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepxanne |
Me’mnnapar»mpaxcnﬁemoara 0.040MI’/T36
(BOXX) [

10 | MICROBIAL LIMIT TEST/ MuxpoGuosIoruuecKkas YncToTa

10a) | Total Aerobic microbial count /

Ob1uee vHEa0 adpodHbIx 20 Not more than 10* cfu/ ¢ / He Gonee 10* /r
MUKPOOPTaHH3MOB
101} | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /r
count / Obmee yneo <10
TAECHEBBIX M IPOMAEBLIX
rpudon
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYHOT Not more than 10°/ ¢ / He Gonee 10° /r
bacteria/ Y cToiuuBbie K
JNEeHCTRHIO KeT4n
rpaMOTPHLATENbHBIE DaKTEPHH
104} | Staphylococcus aureus Absent /OTtcyTeTBYIOT Absentin 1 g/ Orcyrcteue B 1 1 1
10¢e) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OrcyvrcrBue B 1 1
100 | Salmonella Absent / OTCYTCTBYIOT Absentin 10 g / OtcyrctBe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyvanue: Mpogykr cooteeTcrayer TpedoBarmam HO | 3aknwyenue: OJOBPEHO
Checked by QC In-Charge / 91; b0 Approved by QA In-Charge /

7 ¥
HoxkymeHT nposepeH OKK: Gy [okymerT opobped OOK: /\«()é?}/

Date / o Date /

RO Al Lnl el A Ao\0 228
[ara: i ik g s lara: i

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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CERTIFICATE OF ANALYSIS

hl

CEPTUOUKAT AHAJIM3A

Cipla

Paged of4/Crp. 4 uz 4

Product: SENADE TABLETS 13,5 mg

Tipoaykt: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepua No: 485154

Batch Quantity / O6nem cepun:

5848packs / vnakosok

AR No / Anaautuuecknii oraer Ne: ARF/233/2025

Date of Analysis / lara apaausza: 30.10.202

5

Date of Mfg / Jara npou3ssoacrsa:

1072025

Date of Expiry / ['ogen fo: 09/2028

Analysis performed according NI / Asannz nposeaén no H/: TT N013745/01-180522, amend No. 1 dated

09.07.2024 / IT N013745/01-180522, m3m. Ne 1 o7 09.07.2024

Test / IokaszaTens

Result / PeayabtaThbl

Specification / Hopma

Package / YnakoBka

Package / Vnakoska - 20 tablets
in a blister made of

Package / ¥nakoska - 20 tablets in a blister made of

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in

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

a carton. / ITo 20 tabnetok B

25 patient information leaflets in a carton. / o 20
OAMCTEP M3 TIEHKH TabneTok B GAMCTEP M3 NIEHKHA TPeXCaofiHoid
TONUBHHIIIXTOPHIHOT (MBX/TI2/IIBAX) u amomuanesol donsru. [To 2
(NOMUITHICHOBOMH/ UK 2 baucTepa BMECTe ¢ MHCTPYKUMEd 1o
TMONMBHHEIMASHXJIOPUIHOM) U | IPUMEHEHMIO B KapToHHyo nauxy. [To 20 rabaetok
ANMOMEHIEBOR (IONTBrH, 10 25 B ONHCTEP U3 TIEHKM TTOAHBHHWIXIOPUIHOI
GAHCTEPOB B KAPTOHHYIO 11A9Ky | (MOAM3ITHISHOBON / TONHBHHUIHICHXIOPHAHOIT) M
C BIOXKEHUEM 25 UHCTPYKUMH amoMuH#reBOH Qonbry, 1o 25 6aucTepos B
110 NMPHMEHEHHIO. KapTOHHYIO MavKy ¢ BJIOKEHHEM 25 AHCTPYKUMIt no
NPHUMEHEHHI0.
12 | Labeling / MapkupoBka According to ND /

B cooTtsetcTENN ¢ H]I

15 Storage conditions / YciioBus
XpaHEHHs

In a dry place, at temperature below 25 “C. / B cyxom mecTe Tipu TeMneparype He
BbImIE 25

i 88

Shelf life / Cpok ropnocTi

3 years / 3 rona

Remarks : The Product conforms to ND/

MNMpumeyaHue: MNpogykr cooTeeTcTBYET TpEbosanwav HI

Conclusion : APPROVED /
3aknwyenne: OJOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymMeHT nposepeH OKK: ‘*’{L(‘z«g Neiviiet ahebpen OOK w/
Pt

Date / e 4 ol ks ~ Date /

[ara: il il fata: 200 2028

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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