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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Page 1 0f4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

- (Batch No / Cepus Ne :

484136

Batch Quantity / O6nem cepumn:

5850packs / ynakosok

. |AR No / Asanurayeckuii oruer Ne ; ARF/227/2024

Datc of Analysis / lata amanuza: 23.11.2024

Date of Mfe / lata npon3soacrsa:

11/2024

Date of Expiry / T'onen jo:

10/2027

Analysis performed according ND / Ananu3 nposenén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 /11 N013745/01-180522, u3sm. Ne 1 ot 09.07.2024

No Result / PeayabTaThl Specification / Hopma
Test / IlokazaTenn )

1 | Description / Onucanue 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. / Iltockue kpyrible TabiaeTKH co
CKOILIEHHBIMU KPasM¥ OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETa C BKparneHusaMu. Ha oxuoit
cTopoe TabneTku BblaasaeHo cioso «CIPLAy, Ha
IpYTroi - INHHS pas3sioMa.

2 | Identification / TlognuHEHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTCTBYET OxpamupaHue aMMHAYHOTO PacTBOpPa B KPACHBIIH
AHTPaXHHOHOBBIE TITMKO3H/IBI yise
2b) | Methyl Parahydroxybenzoate Complies / Retention Yime of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should

Mernnnaparuapokciben3oar
(BOXX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep:KHBaHUA OCHOBHOT'O [IMKA HA XpoMaTorpaMmMe
HCTIBITYEMOr0 PacTBOpPa JIOKHO COOTBETCTBOBATE
BpPEMEHH YJep>KHBaHHA OCHOBRHOTO IHKA HA
XpOMAaTorpaMme CTaHAapTHOrO PacTBOpa
MeTwnaparuapokcudensoara (pasaen
«MeTtunnaparupokcudeHnzoar).

3 | Average weight / Cpennss
macca

188.01mg / 188,01mr

189.99 mg +7.5% / 189,99 mr+7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTayeT TpebosaHuaM HJ

Conclusion : APPROVED /
3aknwoyenmne: OQOEPEHO

Checked by QC In-Charge / “iﬁt—’o
HokymeHT nposepeH OKK: ‘

Approved by QA In-Charge /
JokymeHT ogobpeH OOK;

B

Date /

fara: #23-\\:-2-o>

Date /

i 2 S \\-202H
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUO®HUKAT AHAJIM3A
" Page2 of 4/ Crp.2 3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepus Ne: 484136 - Batch Quantity / Oobem cepur:  5850packs / ynakosox
"|AR No / AsaanTuyecknii oruer Noe : ARF/227/2024 |Date of Analysis / laTa anaansza: 23.11.2024
Date of Mfg / [lara nponssoacrea:  11/2024 Date of Expiry / I'osen no: 10/2027

Analysis performed according ND / Ananu3 nposeaén mo HJI: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / II N013745/01-180522, n3m. Ne 1 o1 09.67.2024

Ne ' Result / PesyabTaThl Specification / Hopma

Test / IlokazaTenn

4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee + 7,5
OIHOPOIHOCTH I10 Macce %
2/20 tablets NMT +£15% / 2/20 ne Gonee + 15%
5 | Loss on drying / [Toteps B 2.3% NMT 6.0 % / He Gonee 6,0 %
MAacce MPH BBICYIIHBAHIH
6 | Dissolution / 83-100% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He meree 70 % (Q) cenno3ngos vepes 120 mux
7 | Uniformity of Dosage units / AV =6.1 The acceptability index forn=10 AV <L1.
OIHOPOIHOCTE NO3UPOBAHMS 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-x1| < 0,04 x L2 x M.

L1=15.0;12=250.

[Tokazatens npueMaemocTs ot n=10 AV <L1.

B cayuae, ecm 3raueHue AV mpesbimaer L1,
NIPOBOJAT MCIBITAHKE HA clenyromux 20 odpa3nax.
Hnst n=30 AV <L1. Bee 3HaueHuUs Xi JOHKHBI
YAOBIETBOPATE HEPABEHCTBY:

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

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnyecTBeHHOE ompeaesieHue 14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoromeTpust) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

14,03mr/126 CCHHO3HJIOB B IIepecyeTe Ha CEHHO3H B B onHO#
Tabnerke.
Remarks : The Product conforms to ND/ . Conclusion : APPROVED /
MNpumeyanwme: NpoaykT cooTBeTcTBYET TpebosanHuam H | 3aknwyenune: OQOBPEHO
Checked by QC In-Charge / {_}) Approved by QA In-Charge / =
OokymeHT npoepeH OKK: ' [HokymeHT oaoBpeH OOK: %
Date / ; Date/ .
fara: SaeliTiag Hara: Ul s WSy

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

-~

CEPTHOUKAT AHAJIU3A

Page3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepaa Ne: 484136

Batch Quantity / O6bem cepuu:

- 5850packs / ynakoBok

AR No / Anaaurugeckuii oraer Ne: ARF/227/2024|Date of Analysis / Jara anaanza: 23.11.2024

11/2024

Date of Mfg / Jlara npon3BoacTna:

Date of Expiry / Tonen no:

10/2027

Analysis performed according ND / Ananus nposeaén mo H/{: II N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, wam. Ne 1 ot 09.07.2024

Ne Resuit / PesyabTaThl

Test / IMokaszarTens

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHiInaparuapokcubensoara
(BOXX)

0.041mg/tab

0,04 1Mr/Tab

0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpo6uonorayeckas 44cToTa

10a) | Total Aerobic microbial count / 20

Obmiee gmcno aapoOHLIX
MHKPOOPTaHH3MOB

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

10b) | Total combined yeast and mould
count / Obuee uucio
IUIECHEBBIX U IPOMIKEBIX

rpubos

<10

Not more than 10° cfu/ g /He Gonee 10° /r

~
~

N\

10¢) | Bile tolerant gram-negative
bacteria/ YcroifauBsie K
JEHCTBHIO HeTdHu

rpaMoTpHuaTe/bHbie OakTepun

Absent /OTcyTcTBYIOT

Not more than 10° / g / He 6onee 10° /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin I g/ OrcyrcrBueB 1T

10¢) | Escherichia coli

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcytcTBHE B | T

100) | Salmonella

Absent / OtcyTcTBYIOT

Absent in 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooTBeTcTBYET TpeboBaHuam HA

Conclusion : APPROVED /
3aknwouenue: O0OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[NokymeHT nposepeH OKK: 7;61;9 fokymeHT ogobpeH OOK: W__}’
Date / Date / el “
[ara: 25 004 [ata: Ao
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOHUKAT AHAJIU3A

Page 4 0f 4/ Crp. 4 13 4

Product: SENADE TABLETS 13,5 mg

IlpoaykT: CEHA,[[Eﬁ, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484136

Batch Quantity / O6nem cepun:

5850packs / ynakoBox

AR No / Araantugeckuii oruer Ne: ARF/227/2024

Date of Analysis / Jara anamuza: 23.11.2024

Date of Mfg / Jlata npoussoacra:  11/2024

Date of Expiry / logen no:

10/2027

Analysis performed according ND / Ananun3 nposeaén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. N 1 ot 09.07.2024

Ne Result / PesynbTaTsl Specification / Hopma
Test / ITokaszaTennb
11 | Package / YnakoBxka -
e E}azﬁ%:térﬁ':éfz';a &) tabiets Package / Ynakopka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aliiikii Toil. 25 Blaters with | 3 blisters and a patient information leaflet in a
25 atient info,rmation leaflets i carton. 20 tablets in a blister made of PVC
i cali)rton e —— /PE/PVDC film and aluminum foil, 25 blisters with
S : ron 25 patient information leaflets in a carton. / ITo 20
nommpfumrxno — TabneTox B OIIMCTEp W3 TJIEHKU TPeXCcnoiHoi
(nonu:amnenoa%ﬂ / (MBX/TIDAIBAX) n amoMunKeBoit Gonbru. [To 2
nEB RS ODRIHON) i Wik 3 GnucTepa BMecTe ¢ MHCTpYKIueit mo
an;OMmmeaoﬁ (bonr:,m 10 25 MPUMEHEHHUIO B KapTOHHYIO nauky. [To 20 tabnerok
S : . B O/IHCTED U3 IUIEHKH MOJIHBHHHIIXIOPHIHOM
& Bnomsﬁnem 2153 anHymKu nﬂky (MOJIMATHIIEHOBOM / NOTUBUHUIACHXIOPUIHOM) U
0 T AR Y amoMuHHeBoH Gonery, no 25 6aucTepos B
P ' KapTOHMYIO MUKy C BIOKEHHEM 25 HHCTPYKUMH 110
TPUMEHEHHIO :
12 Labeling / MapkupoBka According to ND /
B cootseretBun ¢ HJ
13 Storage conditions / Ycosus | In a dry place, at temperature below 25 °C. / B cyxom MecTe NpH TeMIiepatype He
XpaHeHHUs Bhrme 25 °C.
14 Shelf life / Cpok roasoctH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyvanwue: Mpoaykr cooTBeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3aknwyenune: O0OBPEHO

Checked by QC In-Charge / f b

Approved by QA In-Charge /

@

[okymeHT npoeepeH OKK: HokymeHT ogobpen OOK:
Date/ 59 .,.. Date /
Lata: Wrena fata. 2>V wey
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