Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTHIA

Page 1 of 4/ Crp. 1 u3 4

[Mpoaykr: CEHARE®, TABJETKH 13,5 mr

Product: SENADE TABLETS 13,5 mg
Batch No / Cepnsi Ne: 484153 lBatch Quantity / Q6ben cepuu: 5848packs / ynakeBoK
AR No / AHanuyhueckuii orueT Ne: ARF/253/2024 | Date of Analysis / /laTa anajinsa: 113!:12322_?24
g rpa:  11/2024 | Date of Expiry / T'ones ao:
Dt O red sacording N 013745/01-180522, amend No. 1 dated

Analysis performed according ND / Auann3 uposeaés no HJL: 11 N

09.07.2024 / T1 N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne
k Test / ITokazaTent

' Result / Pe3yabTarhi l

Specification / Hopua

1 Description / Onucanue

| Complies / CootseTcTaYeT

Flat circular tablets from brown to dark-brown with
bevelied edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / [110CKHE KPY¥TIbIC TabASTKH CO
CKOUIEHHBIMY KPASMH OT KOPAUHEBOTO 10 TEMHO-
KOPHYHEBOTO LIBETA C BKparICHHAMA. Ha oaHok
CTOpOHE TabNETKH BbiAABICHO CIIOBO «CIPLA», 112
Jpyrow - NHHKA pasnovd.

2 1dentification / TloanuHHOCTH

2a) | Anthraguinone glycosides /

AHTPAXHHOHORLIE TTHKOIHAbI

Complies /
CoOTBETCTBYET

Ammoniacal solution turns a reddish colour /

OxpalwyBaHie aMMHAYHOTO PacTBOPa B KPACHLIH
UBET.

2b} | Methyl Parahydroxybenzoaie
(HPLC)/ ;
MeTHnaparuapokcnbeHsoar |

|

(BYHKX)

Complies /
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 solution (refer test
«Methy] Parahydroxybenzoate») / Bpems
YACPKHBAHHA OCHOBHOMO [THKA Ha XpOMATOrpaMme
UCTIBITYEMOr0 PACTROPA JOJIKHO COOTBETCTBOBATE
BpeMeHHN YAepAKHRAHHA OCHOBHOCO MUKA HA
XpoMaTorpaMMe CTaHIAPTHOIO PacTBROpa
METHIIapar HApoKcHGeH30aTa (pazaen
«MeTuanaparnapokcubenioar).

Lad

Average weight / Cpeauas
8 macca

188.79mg / 188,7%wmr

[89.99 mg +7.5% ¢ 189.99 mr =7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteercTayeT TpeboBarHnam HI

Conclusion : APPROVED /
3akmouenune: OQOBPEHQ

Checked by QC In-Charge /

Approved by QA In-Charge /

4
oK : - :
AoxymeHT nposepen OKK: = , AokymenT ogobpeH OOK: Ko tof
Date / 0¥ 1t Date /
Aara: L By [ara: 28 12 U a
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=

[Product: SENADE TABLETS 13,5 mg _ ' [Tipogyxt: CEHAIE®, TABJETKH 13,5 mr
Batch No/ Cepust Ne: 484153 | Batch Quantity / O0bem cepuH: 5848packs / ynakoBox
AR No / AnanuTHaeckuii oTuer Ne : ARF/253/2024 | Date of Analysis / JlaTa anaaus3a: 16.12.2024
Date of Mfg / Jlava npon3pocrea: _ | 1/2024 Date of Expiry / T'onen jo: 10/2027

oHO: I N013745/01-180522, amend No. 1 dated

Analysis performed according ND / Ananns Nposeagx n

09.07.2024 / TI N013745/01-180522, wam. Ne 1 oF 09.07.2024

I

Fxg

Test / TTokazaTe b

Result / Pe3y/ibTAThI

Specification / Hopma

| |

18720 tablets NMT > 7.5 %/ 18/20 ne Gonee + 7,5 “

4 | Uniformity of weight/ Complies / COQTBETCTBYET
QaHOPOIHOCTE TIO Macce Yo
2120 tablets NMT =15% / 2/20 ne Gonee = 15%
5 | Loss on drying / [loteps B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BuICY IIMEAHWN
6 | Dissolution / 77-88% NLT 70 % (Q) of sennosides in 120 minuies
PacteopeHne He menee 70 % (Q) ccHo3HnoB vgpe3 120 MUK
7 | Uniformity of Dosage units / AV=59 The acceptability index forn =10 AV = L1.
OIHOPOAHOCTE NO3MPOBAHNA [n 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-xij < 0.01 x L2 # M.
L1=150;L2=250.
: [Moxkazateb MpUeMAeMOcTH 1ag n=10 AV <L1.
i B cyvae, ecnu 3HaveHne AV npeasiwaer L1,
| NPOBOIAT UCTIRITAHME Ha clenylowmx 20 obpaziax.
JIna n=30 AV < L1. Bee 3HaueHHs X1 J0TKHBI '
YIOBIETBOPATD HEPABEHCTBY
IM-xii <0.01 = L2 x M.
T Asay 5 - Li=150:L2=25.0.
say ectrophotom =
Ko:mqecmeuﬁpoe Oﬂpe;[en:;r}‘:g 14.05mgftab / From l_2,I:) to 13.33 mg (from 90‘0 I(J_ 115.0 %) of
(CriexTpOhOTOMETPUA) sennosides ca]cu_lated as sennoside B in one tablet. /
O1 12,15 10 15,53 mr {01 90,0 10 115,0 %)
14.,05mr/Tad CCHHO3KI0B B NEPECYETE HA CEHHO3NT B B 01HOR
TabaeTe,

Remarks : The Product conforms to ND/
Mpumeyanme: Npoaykr cooTeeTcTaYET TpeBoBaHmamM HA

Conclusion : APPROVED /
3aknwyenwe: OJOBPEHO

Checked by QC In-Charge /

JokymeHT npoasepen OKK: L)

Approved by QA In-Charge /
AokymenT 0gofpen OQK:

@m{,
f—F""F'.rH—_ '

Date /

Data: 2%\ 2elry

Date /
Hara:

AR N2 22 A

FMQCO00G3-15-10

Cipla Ltd..Cipla House. Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Indi
» . - . d.

At: Simchermn Pvt. Ltd., Plet No. 60-65, Tuem Industrial Estate,

Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJTU3IA

Page 3 of4/Crp.3n3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJTETKH 13,5 wr

Batch No / Cepust No: 484153

Batch Quantity / Obnem cepHn: 5848packs / YNaKoBOK

AR No/ AnanuThvecknii orver Ne; ARF/253/2024|Date of Analysis / JaTa anaan3a: 16.12.2024 B

Date of Mfe / [laTa npou3BoacTBA:

11/2024 Date of Expiry / T'oncn po: 10/2027

Analysis performed according ND / Araaus nposeaén mo HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne | [ Result / Pesynstathl Specification / Hopma
Test / TlokasaTeab
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0.028 10 0,056 Mr/Tab.
parahydroxybenzoate(HPLC).-*’
ConepkaHue
meTHANaparuaposcubersoara 0.046MT/Tab
(BKX)
|
10 | MICROBIAL LIMIT TEST/ Mukpobuoaoriieckan YHCTOTA
10a) | Total Aerobic microbial count ! 30
Ofwee 4ucno aapobHLIX Not more than 107 cfu/ g / He Bonee 10" it
MHKPOOPraHU3MOB
10h) | Total combined yeast and mould Not more than 10° cfu’ g /He Gonee 10° /r
count / Obiuee uncno <10
TLIECHEBBIX H JPONOKEBIX
rpubos
10¢) | Bile tcrlerant gram-negative Absent /OTCYTCTBYIOT Not more than 10°/ g / He Gosee 107 it
bacteria/ YcToliumssle K
JeHCTBUIO KeNUU
rpaMoTpuilaTensHbie SaKTepUH
104d) | Staphylococcus aureus Absent /OTCYTCTBYOT Absentin 1 g/ OTcchraﬁe Blr
19¢) | Escherichia coli Absent /OTcyTCTRYIOT  Absentin | g/ Otcytctsue s | ¢
1“ I3
n Sa!Tonella Absent { OTeyTCTBYIOT Absentin 10 g / OrcyretBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanme: MNpogykT cooTBeTCTRYET TRebosaHuaM HY] | 3aknwveHue: OQOEPEHO

Checked by QC In-Charge /
tokymeHT nposeped QKK:

_‘:ﬁ)__/_} Approved by QA In-Charge / Qﬁw
!ff*ﬁ’

HokymeHT ogobper QOK:

OaTta:

Date /

oox - Loy

Date /
ﬂa"ra: D=2A2 QCD__—A'*

FMQC003-15-10
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Cipla

CERTIFICATE OF ANALYSIS

Analysis performed according ND / Aranus nposeaén no HJ: I N013745/01-1 80522, amend No. 1 dated

CEPTHO®UKAT AHAJIN3A
Page 4 of 4/ C1p. 4 u3 4
Product: SENADE TABLETS 13,53 mg [l'[ponyKT: CEHAJIE", TABJIETKH 135 mr
Bateh No / Cepun Ne: 484153 Batch Quantity / Ofbem cepun: 5848packs / ynakoBox |
AR No / Apaiarnuecknit oraer Ne : ARF/253/2024|Date of Analysis / Hata auanusa: 16.12.2024 ]
Date of Mfg / JlaTa npon3Boactsa: 11/2024 Date of Expiry / Logen no: 10/2027 \
]

09.07.2024 / I1 N013745/01-180522, uam. Ne 1 ot 09.07.2024

Test / NokazaTenk

e | Result / PezynbraTst Specification / Hopma

in a blister made of

25 patient information

¥ no npuMeHEHANIO.

11 | Package / YnakoBka Package / Ynakoeka - 20 tablets |Package / Vnakonka - 20 tablets in a blister made of

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

NOJTMBHHUIHAECHXSOPHUIHON) U [NPHMEHCHHMIO B KAPTOHHYIO DAdKY. Mo 20 Tab:1eTox
ATFOMHHHEBON GOTLCY, 110 25 B GJIUCTED W3 IUIEHKH NIONMBHHIAXI0PHAHOH
O.IMCTEPOB B KAPTOHHYIO MAYKY H(noamsTHNEHOBOH / NOAHBHHWTHASHXIOPHAHOM) H
¢ BIOKEHAEM 25 HHCTPYKUHH aoMHHHeBol BoLry, Mo 25 GnucTepos B

three-layer PVC/PE/PVDC film and aluminum foil. 2

leaflets in |/PE/PYDC film and aluminum foil, 25 blisters with

a carton. / Tla 20 TabneTok 8 25 patient information leaflets in a carton, /Mo 20
BIMCTEP M3 THIEHKH TabneToK B GJHCTEP H3 ILIEHKH TPEXCNORHOH

! TIOMUBHHUIXIOPUIHOH (MIBX/TIHFIBJAX) 1 aOMARHEBOH ¢onsru. Tlo 2
(monn)ITHIEHOBOH/ wam 3 6rucTepa BMECTE ¢ HHCTPYKUMel no

KAPTOHHYKO NAuKy ¢ BIOKEHHEM 25 HHCTPYKLUH no

j MPHMEHEHUIO.
|
12 Labeling / Mapkupogka According to ND /
B cooteetcTBHH ¢ HTT
L3 Storage conditions / ¥Ycnosus Inadry
; ¥ place, at temperatu low 25 °C, ¢ ‘ '
e | Ina dny plac P re below 25 °C. / B cyxoM MecTe MpH TeMNepaType He
14 | Shelflife / Cpok roatocty [ 3 years / 3 roaa

Remarks : The Product confarms to ND/f
Npumevanue; Npogykr cooteetcTayeT TpefoBaHuam HA

Conclusion : APPROVED /
3aknoueHne: OQOBPEHO

Checked by QC In-Charge /
RokymeHT nposepeH OKK: icd’

Approved by QA In-Charge /
HokymeHT cpobpex GOK: @/ s

Date /

Jara: 2% 2wy

Date /
Hara: 2B\ 24

FMQC003-15-10
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