Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIH3A

Page 1 of4/Ctp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 485160

Batch Quantity / O6bem cepun:

5843packs / ynakoeok

AR No / Anaanrnuecknif oruer Ne : ARF/241/2025

Date of Analysis / Jara anannia: 06.11.2025

Date of Mfg / Tara npoussoacrea:  10/2025

Date of Expiry / I'ogen no:

(09/2028

Analysis performed according ND / Auanuns nposegén mo H/L: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Test / Nokazarennb

Result / PesyawTaThi

Specification / Hopma

1 Description / Onucanue

Complies / CooterciByeT

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. / Mnockue kpyrasie TabneTku co
CKOLWEHHBIMH KPAAMH OT KOPHYHEBOrO 10 TEMHO-
KOPHYHEBOTO UBETA ¢ BRparieHusMu. Ha 04HOoi
cTopoHe TabneTKn BeLIaBAeHO ciioBo «CIPLAY, Ha
apyrofl - IHKKA paznoma.

2 [dentification / TToATMHHOCTD

Anthraquinone glycosides / Complies /

AHT‘anI/IHOHO BbI€ TJIMKO3H bl

COOTBCTCTB)’ET

Ammoniacal solution turns a reddish colour /
OKpallMBAHHE AMMHAUHOTO PacTBOPA B KpacHhtH
UBET.

2b) | Methy! Parahydroxybenzoate Compilies /

(HPLCY
MeTuanaparuapoxkcubeH30atT
{(B2XKX)

CoOTBETCTBYET

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
Parahydroxybenzoate standard soltition (refer test
«Methyl Parahydroxybenzoate») / Bpeua
yAep#HBAHEA OCHOBHOTO NHKA HA XPOMATOrpaMMe
HCTBITYEMOrO PacTBOPa JOMHHO COOTBETCTBOBATh
BpeMeHH YIepKHMBAHNA OCHOBHOTO MHKa Ha
XPOMAaTOrpaMMe CTAHAAPTHOTG pacTBOpa
MeTHnaparnapokcudeHsoara (pasnen
«MeTuinaparuapokcubensoar).

3 | Average weight / Cpeauss
Macca

189.98mg / 189,98mr

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

Remarks : The Product conforms to ND/
Mpumeuanme: Npopykr cootseTcTayeT TpebosaHnam HI

Conclusion : APPROVED ¢/
3aknovenme: OQOBPEHO

Checked by QC In-Charge /
JokymeHT nposeper OKK: %D

Approved by QA In-Charge / [R
HokymeHT ofoBper OOK: WS-

Date /

[ara: (=N ARR T L W

Date /

Jata: 6612018

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
~ CEPTUD®UKAT AHAJIM3A

Page2 of 4/ Crp.2 n3 4

[Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 485160 Batch Quantity / O6beM cepun:  5843packs / ynakosox
AR No / Anaanruueckuii oruer Ne : ARF/241/2025 Date of Analysis / lara agannsa:  06.11.2025
Date of Mfg / Jlata npoussoaerea:  10/2025 Date of Expiry / T'onen go: 09/2028
Analysis performed according ND / Ananus nposeaén no H: I N013745/01-180522, amend No. | dated
09,07.2024 / 11 N013745/01-180522, u3m. Ne 1 or 09.07.2024
Result / PeayabsTarh Specification / Hopma
N Test / [Tokazarens

4 | Uniformity of weight / Compties / CooTBeTcTBYET 18/20 tablets NMT = 7.3 % / 18/20 »e Goaee = 7.5
OaHOPOIHOCTL MO Macce %

2/20 tablets NMT +£15% / 2/20 He Gonee + 15%

5 | Loss ondrying / ToTepsa B 2.2% NMT 6.0 % / He donee 6,0 %

Macce MpH BuICYIHBAHKH

6 | Dissolution / 77-85% NLT 70 % {Q) of sennosides irt 120 minutes
PacteopeHHe He menee 70 % (Q) cenuosnaos vepes 120 MUH

7 | Uniformity of Dosage units / AV =59 The acceptability index for n =10 AV < L1
OAHOPOAHOCTL 103HPOBAHNA 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 satisty the
inequality:

IM-xi| 0,01 = L2 x M.

L1=150L2=250.

HMoxkazartenb npueMieMocth 1ns n=i0 AV < L1.

B ciyuae. ech 3HadeHne AV npespiaet L1,
TpOBOAAT MCOBITAHUE Ha ceaytomux 20 obpasuax.
Hnan=30 AV <L1. Bee 3naueHUs Xi JOAKHDI
YAOBAETBOPATL HEPABEHCTRY:

M-xi| 0,01 x L2 x M.

L1 =150;L2=250.

8 | Assay (Spectrophotometry) . From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonudecTBEHHOE  QNpeAeleH e 14.06mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrnexTpohOTOMETPHSA) Or 12,15 00 15,53 mr (o7 90,0 10 115.0 %)

14.06Mr/1a6 CEHHOZHIOB B MEPECHETE HA CEHHO3NI B B 0aHO#H
TadeTKe.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTayeT TpeboraHuam HA

Conclusion : APPROVED /
3aknwuenune: OQOBPEHO

Checked by QC In-Charge /  =f" .t

Approved by QA In-Charge /

o

DokymeHT nposeper OKK: = JokymenT of06per OOK:
Date / -~ Date / .
Hdara: ©c W oens fdata: 0612025

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




CERTIFICATE OF ANALYSIS

)

CEPTUOHUKAT AHAJIM3A

Cipla

Page 3 of4/Crp. 3 u3z 4

Product: SENADE TABLETS 13,5 mg

IpoaykT: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepun Ne: 485160

Batch Quantity / O6bem cepnn:  5843packs / ynakoBok

AR No / Ananurrgecknii orger Ne: ARF/241/2025| Date of Analysis / {ata anannza: 06.11.2025

Date of Mfg / Tata npoussoaersa:  10/2025 Date of Expiry / "'oaen no: 06/2028

Analysis performed according ND / Asannz nposeaén no HA: TI N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180322, n3m

. Ne 1 o7 09.07.2024

Test / MokazaTein

Result / PesyabTathl Specification / Hopma

9 Content of Methyl
parahydroxybenzoate(HPLC)/
CoaepxkaHue

METHIT napamnpoxcuﬁemoam
{BAX)

0.042mg/tab 0.028 - 0.056 mg/tab. / O7 0,028 10 0.056 Mmr/Tad.

0,042mr/Tab

10 | MICROBIAL LIMIT TEST/ MuxpoGuoaornueckas 4HMcToTa

10a) | Total Aerobic microbial count /
O6wee yucno adpodHbIX
MMKpOOpFﬂHHSMOB

40 Not more than 10* cfu/ g ¢ He Gonee 10% /1

10b) | Toral combined yeast and mould
count / Obulee yrcno

Not more than 107 cfu/ g /He Gonee 107 /1

<10
MIECHEBLIX M IPOMIKEBbIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OrcyTcTRyOT Not more than 107 / g / He Gomee 107 /1
bacteria/ Ycroliuussie k
AeCTBHIO KETUH
rpaMoTpHLATEbHblE BaKTepHH
10 d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/ OrcyTcTBHEB I T
10¢) | Escherichia coli Absent /OTcyTCcTBYIOT Absentin [ g/ OrcytctBUe B I T
100 | Salmonella Absent / OTeyTCTBYIOT Absentin 10 g / OrcytetBie B 10 g

Remarks | The Product conforms to ND/

Conclusion : APPROVED /

Mpumevanne: MNpoaykr cooteercieyeT Tpefosaduam HI | 3akniouenue: QOBPEHO

Checked by QC In-Charge / _ Approved by QA In-Charge / .
DoxkymenT nposepeH OKK: fii» op Nokyment opobpen QOK: @,
Date / Date /

. E x ‘ .
[lara: ot W\ eSS Nara: He 28028

FMQC003-15-10

Cipla Ltd..Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-635, Tuem Industrial Estate. Tuem, Pernem Goa -403512
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT ABAJIH3A

Page 4 0f4/Ctp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoavkr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne @

485160

Batch Quantity / Obbem cepumn:

5843packs / ynakoBok

AR No / AnanuTH4yecknii oraer Ne: ARF/241/2025

Date of Analysis / JlaTta ananuza: 06.11.2025

Date of Mig / lata npou3BoacTBa:

10/2025

Date of Expiry / I'oaen ao:

09/2028

Analysis performed according ND / Asajn3 nposeaén no HJi: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / [T NO13745/01-180522, nam. Ne | o1 09.07.2024

Result / PesyabTaTsi

Specification / Hopma

Labeling ' MapknpoBka

According to ND

B coorserctenm ¢ HJI

No
Test / Mokaszateis
11 | Package / Ynaxoska Package / ¥Ynakoska - 20 tablets [Package / Ynakoska - 20 tablets in a blister made of
in a blister made of three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with  |carton. 20 tablets in a blister made of PVC
25 patient information leaflets in |/PE/PVDC film and aluminum foil. 25 blisters with
a carton. ‘ [To 20 Tadl1eTok B 25 patient information leaflets in a carton. ' [To 20
fnuctep M3 NAEHKH Tabierok B DaMcTEp H3 NNEHKH TpexcaoHHoi
FIOJIHBUHHIXA0OPHIHOH (MBX/MIX/TIBAX) n antomuuunepol gonbru. 1o 2
(NOANITHIEHOBOH/! Wik 3 BaMcTepa BMeCTe © MHCTPYKUHEH no
NOAHBHHWIMACHXIOPHANON) M | IPHMEHEHHIO B KapToHHYto nauxy. Flo 20 rataetok
amomuuuesoii Goasru, no 25 B GUCTED M3 MIEHKH NOJMBHHUIXTOPHIHON
OHCTepOB B KAPTOHHYH Mavky  |(NOIMITHICHOBOH / [MONHBHHMIMIEHX1I0PHAHOMN) W
C BIOWEHHEM 23 HHCTPYKLNHA atoMuHueBoH osbry, o 25 GamcTepos B
MO NPHMEHCHUID. KapTOHHYIO NAYKY C BAOKEHUEM 25 HHCTPYKUHIA no
TIPUMEHEHHNIO.
12

Storage conditions / YciioBua
XpaHeHUs

In a dry place, at temperature below 25 °C. 7 B cyxoM MecTe NpH TEMNEPATYPe HE

Bbile 25 °C,

Shelf life / Cpok roavocTut

3 years /3 roaa

Remarks . The Product conforms to ND/
Npumeyanue: MNpoaykT cooTeeTeTBYET TpebosaHuaM H

Conclusion : APPROVED /
3aknwyenue: OAOBPEHO

Checked by QC In-Charge /
HokymeHT nposeper OKK:

A A

Approved by QA In-Charge / (le
LoxkymenT ogobpen OOK; e

Date /
Nata:

< € vrars T

' Date /
i Nata:

06-11- 202¢%

EMQC003-15-10

Cipla Ltd..Cipla House. Peninsula Business Park. Ganpatrao Kadam Marg, Lower Paret, Mumbai - 400013 India.
At : Simchem Pwt. Ltd.. Plot No. 60-65. Tuem I[ndustrial Estate. Tuem, Pernem Goa -403512
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