Cipla

CERTIFICATE OF ANALYSIS
R CEPTHOHKAT AHAJM3A

Page 1 of4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

I[ipoaykr: CEHA)IE"", TABJETKH 13,5 mr

Batch No/ Cepua Ne: 4840435

Batch Quantity / O0bem cepun:  5848packs / ynakoBok

AR No / AnansTrdecknii oruer Ne : ARF/109/2024 | Date of Analysis / lata ananu3a:  18.07.2024

Date of Mfg / lata npousBoactea:  07/2024 Date of Expiry / T'oaen no: 06/2027

Analysis performed according ND / Anaans nposeaén no HJ1: [1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PeayabTaThl Specification / Hopma
Test / Moka3zatenn
1 Description / Onucanue Complies / CooTBeTCcTBYET 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. / [11ockue kpyrnble TabneTky co
CKOLIEHHBIMH KPasMH OT KOPHYHEBOIO 10 TeMHO-
KOPHYHEROMD 11BETA ¢ BKpannexHuaMu, Ha ognoi
cTopoHe TadaeTKH BbiAasieHO ¢noBo «C1IPLAY, Ha
JAPYTOH - THHKA paznoMa.
2 ldentification / [loannHHOCTS
2a) | Anthraquinone glycosides/ Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OkpaliKBaHWe @MMMEYHOIO PAcTBOpPA B KpacHbIH
AHTpﬂXHHOHOBbIe TIMKO3UAbI
UBET.
2b) | Methyl Parahydroxybenzoate Complies / - Retention time of the principle peak in the
(HPLC)/ CooTBeTCTBYET . chromatogram of the sample solution should
MeTunnaparuapokcHOCH3I0AT . corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution {refer test

. «Methy] Parahydroxybenzoate») / Bpems

. YAE[KWBAHUA OCHOBHOTO MWKA Ha XpoMaTorpaMme
| UCIBITYEMOTO PACTBOPA AV HO COOTBETCTROBATh
i BpEMEHH VAEPKHMBAHWA OCHOBHOMO MHKA HA
XpomaTorpaMMe CTaHJapTHOTO PacTBopa
MeTwinaparnapokcudeHsoata (pasnen
«MeTunnaparuapokcubensoar).

3 Average weight / Cpennss
Macca

186.40mg / 186,40Mr 189.99 mg +7,5% / 189,99 mMr £7.5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: MpogykT cootBeTcTeyeT Tpebosanuam HO | 3akniovenne: OJOEPEHO

Checked by QC In-Charge /
HAokymeHT npoeepeH OKK: ’ﬁ}"p

Approved by QA In-Charge / -
JokymenTt oaobpen GOK: @'/))&/'

Date /

flara: 2.0 T 2020y

Date / :
ALOT] 202
data: 2 L
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOHKAT AHAJIU3A
Page2 of 4/ Crp.2 n3 4
Product: SENADE TABLETS 13,5 mg TTpoaykr; CEHAJE", TABJETKH 13,5 mr
Batch No / Cepun Ne: 484045 Batch Quantity / O6bem cepun:  5848packs / ynaxosok
JAR No / Ananuruueckuii otuer Ne : ARF/109/2024|Date of Analysis / Jlata anannza: 18.07.2024
Date of Mig / Iata nponssoacTBa:  07/2024 Date of Expiry / Fonen j0: 06/2027

Analysis performed according ND / Ananns nposeaén mo H: F1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

No Result / Pesyabrarwe Specification / Hopma

Test / Tlokazarenn

4 | Uniformity of weight / Complies / CooTBercTBYET 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7.5
OIHOpOIHOCTE N0 Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee £ 15%
5 | Loss ondrying / [loteps 8 2.2% NMT 6.0 % / He 6onee 6,0 %
MACCe TIPH BBICYLUMBAHHM
6 Dissolution / 77-94% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeHHe He menee 70 % (Q) cennosnnos yepes 120 mMun
7 | Uniformity of Dosage units / AV =357 The acceptability index forn=10 AV <LI.
OnHOpoIHOCTE D03UPOBaAHYS 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-xil < 0,01 x L2 x M.

L1=150;L2=250.

[Tokaszatens mpuemaeMocTy s n=10 AV < L1,

B cayuae, ecnu 3HaueHne AV nipesktinaet L1,
NPOBOAAT HCILITAHHE Ha caenyonx 20 obpasuax.
M1a n=30 AV < L1. Bce 3nauenna xi 101KHLI
YIOBIIETBOPATD HEPABEHCTBY:

M-xi| £ 0,01 = L2 x M.

L1=150;L2=250.

& | Assay {Spectrophotometry) . ‘_ From 12,15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecteeHHoe onpenesnenue 13.85mg/tab / sennosides calculated as sennoside B in one tablet. /
{CnextpodoTomeTpus) Ot 12,15 10 15,53 mr (o7 90,0 10 115,0 %)

13.85Mmr/Tab CEHHO3MI0B B NEePEeCUHETe Ha CEHHO3HI B B 0aHoid
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyvanne: NpogykT cootBercTBYeT TpeboraHuaMm H | 3akmoyernune: OQOBPEHO
Checked by QC In-Charge / P Approved by QA In-Charge /
HokymeHT nposepen OKK: '37:6-’ ' HokymenT ogobped OOK: %E’
Date / ) Date / N 4o oA
Data: 2T ey Nara: - 1 bt

FMQC003-15-09

Cipla Ltd..Cipla House, Peninsula 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




CERTIFICATE OF ANALYSIS

-

CEPTUDUKAT AHAJTU3A

Cipla

Page 3 of 4/ Cip. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJAE®, TABJIETKH 13,5 mr

Batch No / Cepug Ne: 484045

Batch Quantity / O6bem cepun:  5848packs / ynakosok

AR No / Anaauraveckuii otuer No: ARF/109/2024 | Date of Analysis / JaTa anaanza: 18.07.2024

Date of Mfg / Jara nponsBoacrea:  07/2024 Date of Expiry / I'ogen no: 06/2027

109.07.2024 / I1 N013745/01-180522, u3m

Analysis performed according ND / Ananui npoeenén mo HJ/1: 11 NO13745/01-180522, amend No. 1 dated
. Ne 1 o7 09.07.2024

Ne

Test / IokazaTenn

Result / PeayabTathl Specification / Hopma

G | Content of Methyl
parahydroxybenzoate{ HPLC)/
ConepxaHue
MEeTILIMaparuapokcudeHsoara
(BAKX)

0.040mg/tab 0.028 — 0.056 mg/tab. 1 O1 0,028 a0 0.056 mr/Tab.

0,040mr/Tad

10 | MICROBIAL LIMIT TEST/ MukpoOHOAOTHYECKAA HHCTOTA

10a) | Total Aerobic microbial count /
Obwwee wHCa0 a3podHbIX
MHKPOOPraHH3MOB

70 Not more than 10* ¢fu/ g / He 6onee 10* /r

100) | Total combined yeast and mould
count / Obuee YHCTO

Not more than 10” cfu/ g /He Sonee 10° /r

<10
[L1€CHEBBIX H APOHKIKEBLIX
rpudor
10¢) | Bile tolerant gram-negative Absent /O1cyTcTBYHOT Not more than 10° / g / He Boxee 107 /r
bacteria/ YcToiiungesie K
AeHCTBHIO XKeTuH
rpaMoTpHUaTeNbHble GakTepHu
10d} | Staphylococcus aureus Absent /OTcyTeTBYIOT Absentin | g/ Ortcyrersmve s L
10e) : Escherichia coli Absent /OtcyrcreyoT Absentin | g/ Orcyrereue s | r

10f) | Salmonelta

Absent / OTCyTCTBYIOT Absentin 10 g "OTcyrtetsne B 10

4y
=1

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanne: MNpoaykT cooraetcreyet Tpebosaqusam HO | 3aknwvenne: OQOBPEHO

Checked by QC In-Charge / S
HoxkymenT nposepeH OKK: 'e;E/ :

Approved by QA In-Charge / 3
AokymeHT ofoBpeH OOK: %étz/“l/

Date /
;1:72: 2901 1o

Date / .
Oata: 2¥1-¢7 1oth

FMQC003-15-09

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
* CEPTHO®HKAT AHAJIM3A

Paged4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Ilpoaykr; CEHAJE®, TABJETKH 13,5 mr

Batch No/ Cepna Ne: 484045 Batch Quantity / O0bem cepun:  5848packs / ynakorok
AR No / Anagurnuecknii oruer Ne : ARF/109/2024|Date of Analysis / JlaTa ananmmza: 18.07.2024
Date of Mfg / laTa npoussoacrpa:  07/2024 Date of Expiry / Fojen no: 06/2027

Analysis performed according ND / Anaans nposeaén mo HJI: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / [T N013745/01-180522, u3sm. Ne 1 o7 09.07.2024

No Result / PezyasTaThl Specification / Hopma
Test / TlokazaTens
11 | Package / ¥nakoska / ca - 20 tablet ‘ . .
& &azk;%:teryr:;(:z}a abiels Package / ¥Ynakoska - 20 tablets in a blister made of
- f" i i .
PVC/PE/PVDC film and three lgyer PVC/PE P_VDC f"tlm aqd alummu!n foil. 2
. . . . or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with . .
25 patient information leaflets in carton. 20 tablets in a blister made of PVC
; /PE/PVDC film and aluminum foil, 23 blisters with
a carton. / o 20 Tabretok B LT . . )
25 patient information leaflets in a carton. / [1o 20
OnueTep M3 NACHKH o
R TaGaeTok B OAMCTED U3 THIEHKHU TpeXcaoiiHOH
pH (UBX/TI/NBAX) v antomunuesoi Gonbrn. Io 2
(MONMITHNEHOBOH/ g
- HnM 3 BnucTepa BMECTE € HHCTPYKLHEH 110
NOJIMBUHMILAEHXJI0PHIHOH) U
N MPUMEHEHHIO B KapToHHYHO nadky. [lo 20 TabneTok
antoMutueBoil bonbsry, no 25 -
6 , . IB BaMcTep M3 IWIEHKU NOIHBUHUAXIOPHAHOH
JIMCTEPOB B KAPTOHHYIO NAavky ., "
M {MOMUITHNEHOBOI / MOMTUBHHIIICHXNOPHIHOM) H
C BIMKEHNEM 25 HHCTPYKUMIL N
AMOMHHHeBoI donbru, o 25 6IHCTEPOB B
Mo ApHMEHEHHIO. ) 5 -
KApTOHHYIO MauKy ¢ BIOKeHHeM 25 HHCTpYKUHIA Mo
NpHMEHEHHIO,
12 Labeling / Mapkupoeka According to ND /
B cootseTcTBHM ¢ H]T
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMneparype He
XPaHeHHs Bolwe 25 °C.
14 Shelf life / Cpoxk rofnocTH 3 years/ 3 roaa

Remarks ; The Product conforms to NDY/
NpumeyaHue: NpogykT cooteetcTByeT TpebobBanuam HA

Conclusion : APPROVED /
3aknwyenune: OQOBPEHO

Checked by QC In-Charge / =3
NokymeHT nposepeH OKK: ‘ -::>r-—"{)—o

Approved by QA In-Charge /
HokymeHT ogoBpen OOK:

B

Date /

for > eI

Date /

ata: 9407 202 Y

FMQC003-15-09

Cipla Lid.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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