Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHANH3A

Page 1 0f4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No/ Cepua No: 484023

Batch Quantity / Qonem cepun:  5848packs / ynakosok

- |AR No / AnanuTnuecknii oruer Ne : ARF/080/2024|Date of Analysis / /lata anannza: 19.06.2024

Date of Mfg / lara npon3Boacrea:  06/2024 Date of Expiry / 'open go: 05/2027

Analysis performed according ND / Auanns npoBeaén no HJL: H N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne

Test / NMoxkazarenn

Result / PesyabTaTs! Specification / Hopma

I | Description / Onucauune Complies / CooTeetcTRyYET 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. / [lnockue kpyribie TabneTky co
CKOLUEHHBIMM KpasMi OT KOPUUHEBOTO 0 TEMHO-
KOPH4HEBOrO UBETA ¢ BKpanieHusmu. Ha onHow
cTopone TabneTku BeiaasiacHo croso «CIPLA», na
Apyrofi - TUHAS paznoMa.

2 Identification / [ToANIHHHOCTD

2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTreTcTRYET OxpalpBaHHe aMMHa4yHOTO PacTBOPa B KPacHsbLH
AHTpaxHHOHOBbIE MHKO3IHIbI
LIBET.

2by | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBetcrayer chromatogram of the sample solution should
MeTtuanapariapokcubenzoar corresponds to the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpema
yIep:#UBAHUA OCHOBHOIO NMKA HA XpoMaTorpaMmme
MCIBITYEMOrO PacTBOpPA JOTKHO COOTBETCTROBATh
BPEMEHH YACPKNBAHUI OCHOBHOTO MHKA Ha
XpOMaTorpamMe CTaHAaPTHOTO pacTBopa
mMeTunnaparnnpoxcubenzoarta (pazaen
«MeTunnaparnipokcruoeHsoar).

Average weight / Cpenuss
macca

L

186.44mg / 186.44mr 189.99 mg +7.5% / 189,99 mr +7.5%

Remarks . The Product conforms to NDf

Conclusion : APPROVED ¢/

Mpumeuanue: MpoaykT cooteetcTeyeT Tpebosanuam HA | 3aknvenune: OOBPEHO

Checked by QC In-Charge / _
IlokymenT nposeped OKK: ff, N

Approved by QA In-Charge / W
Bokyment ogobpen OOK:

Date /
Dara:

O'Lq~c"(w9f6‘-’b\

Oara: - &4
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Opoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484023

Batch Quantity / O6beM cepHu:

5848packs / ynakoBok

AR No / AnaanTnaeckuii order Ne : ARF/080/2024|Date of Analysis / [lata ananuza: 19.06.2024

Date of Mfg / lata npoussoacrea: _06/2024

Date of Expiry / ToaeH no:

05/2027

Analysis performed according ND / Ananu3 nposenén no HJ: Il N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

| Ne Result / Pe3y.1bTaTsl Specification / Hopma
Test / ToxkaszaTenb

4 | Uniformity of weight/ Complies / CooTBETCTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee = 7.5
OIHOPOAHOCTL NO MACCE %%

220 tablets NMT £15% / 2/20 ne Gonee £ 15%

5 | Loss on drying / [lotepa B t.8% NMT 6.0 % / He Gonee 6.0 %

Macce NP BbICY LHBAHHH

6 Dissolution / 77-91% NLT 70 % (Q) of sennosides in 120 minutes
PacTeOopenue He menee 70 % (Q) cennoznaos 9epes 120 MuH

7 | Uniformity of Dosage units / AV =5.6 The acceptability index forn =10 AV <LI.
OAHOPONHOCTL AO3HPOBAHHS 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 = L2 x M.

L1 =15.0,L2=250.

[Moxazatens npuemiaeMocTy 1na n=10 AV < L1.

B cnyuqae, eciu 3waveHue AV npessiwaet L1,
MPOBGAAT UCIIBLITAHME HA cneayowux 20 obpaiuax.
Hnan=30 AV < L1. Bce 3HaueHHs Xi AQMAKHbI
YAOBJETBOPATL HEPABEHCTBY!

iM-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
KonudecTaentoe ONpeneneHue 13.91 my/tab / sennosides calculated as sennoside B in one tablet. /
{CnekTpodoToMeTpHs) Ot 12,15 10 15.53 mr (o1 90,0 70 115.0 %)

13.91mr/rab CEHHO3MIOB B NepecyeTe Ha CEHHO3uaA B B 01HOMA
| [ TabneTKe,

Remarks : The Product conforms to NDY
Npumeyanne: Npogykr cooteeTcTayeT TpeGosaHusm HA

Conclusion : APPROVED /
3aknwyenne: OQOBPEHO

Checked by QC In-Charge / .
HokymeHT nposepeH OKK: "i—*w

Approved by QA In-Charge / %ﬁ){/
HokymeHT ogabpern OOK: A

Date /
OaTta:

o O et resry

Date /

L[0T 2oL
fara:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTHU3A
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Cipla

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484023

Batch Quantity / O0obem cepun:  5848packs / ynaxkopok

AR No / Apaaurnueckuii oruer Ne : ARF/080/2024 | Date of Analysis / llaTta anaanza:  19.06.2024

Date of Mfg / laTa npom3soacra:  06/2024 Date of Expiry / I'oaen xo: 05/2027

Analysis performed according ND / Ana;ms nposeaén no H/I: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. Ne 1 o1 09.07.2024

No Result / PesynbTaThl Specification / Hopma
Test / IlokazaTens
9 | Content of Methyl 0.042mg/tab 0.028 - 0.056 mg/tab. / Ot 0.028 10 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Conepwanue
METUIINAparuIpoKkcuben3oaTa 0.042mr/1a6
(BIXKX)

10 | MICROBIAL LIMIT TEST/ MukpofuoaorHyeckas UucToTa

104} | Total Aerobic microbial count /
Ob6wee yucno a3poGHbIX
MHKPOOPTAHH3MOB

20 Not more than 10" cfu/ g / He Gonee 10 /r

10b) | Total combined yeast and mould
count / O0itee uncio

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

<10

TUICCHEBLIX N APOAKCBBIX

rpubos
10¢} | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 107 / g / He Gonee 107/

bacteria/ Ycro#iuuBeie K

JNEHCTBHIO KE4H

rpaMoTpHUATERbHBIE OAKTEPHH
104d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyTctBue B L 1
10¢) | Escherichia coli Absent /OreyTcTBYIOT Absentin | g/ OreyterBue B 1 1
100 | Salmonella Absent/ OTcyTeTRYIOT Absentin 10 g /Orcytecrene B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumedanume: MNpoaykT cooteetctayeT Tpebosanuam HA | 3aknwyenne: OAOEPEHO
Checked by QC In-Charge / Approved by QA In-Charge /

) = ; ©

AokymeHT nposepern OKK; BokymenT ogobpen QOK: g o
Date / ) N Date / . .
fatas 2o 120ty Nara: V0020 LY
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Lpoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepust Ne: 484023 Batch Quantity / O0bem cepun:  5848packs / ynarosor
AR No / Anaanrnuecknii order Ne : ARF/080/2024 | Date of Analysis / llata amanusa:  19.06.2024
Date of Mfg / laTta npounssoicrea:  (6/2024 Date of Expiry / T'oaen no: 05/2027

Analysis performed according ND / Anasau3 nposexén mo H/: TT NO13745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, m3m. Ne 1 ot (9.07.2024

Ne Result / PeyapTaTh Specification / Hopma
Test / [TokazaTess
il | Package / Ynakoeka Package / Ynakoska - 20 tablets : . X
& ‘ha bi?ster made of Package / Ynakoska - 20 tablets in a blister made of
. three-layer PVC/PE/PVDC film and aluminum foil. 2
PVG/PE/PVDC film and . R . .
. . . . or 3 blisters and a patient information leaflet ina
aluminum foil, 25 blisters with , . .
25 patient information leaflets in | S2TEO0: 20 tablets in a blister made of PVC
a calijrton ' Mo 20 TaGReTOK B /PE/PVDC film and aluminum foil, 25 blisters with
- s 25 patient information leaflets in a carton. / 1o 20
GIMCTEp U3 NIIEHKK - -
MONHBRHUXAOPHANO TabneTok B GMCTEp W3 MISHKY TPEXCIOHHOH
§ e (TIBX/TI/MIBX) v amoMmunuesoil ponbru. Mo 2
{MOANITHNEHOBOH! - -
. uau 3 GaucTepa BMECTE ¢ HHCTPYKUMEH no
MOJMBUHWIIEHXIIOPHIHOM) H ‘ -
- NpUMEHEHUIO B KapTOHHYO nadyky. [To 20 tabaerox
anoMuHneBoi donbru, no 23 , - N
B O/IUCTED H3 ILIEHKH MONHBHHUAXIOPHAHOM
BIUCTEPOB B KAPTOHHYHY [TAYKY . .
T {NONU3ITUIEHORON / NOJIMBHHUIAEHXIIOPHIHOH) 1
C BJIOKEHHEM 25 MACTPYRUMWA M ,
anoMHUHKeBOH ponbrd, no 25 dnverepos B
10 NPUMEHEHHIO. -
KAPTOHHYEO MTAYKY C BIKOWKEHHEM 25 MHCTpYKUKMHE 110
NPUMEHEHHIO.
12 Labeling / Mapknposka According to ND /
B cootsercTBHu ¢ HJL
13 Storage conditions / Ycnoeus In a dry place, at temperature below 25 °C. / B cyxoM MecTe NpH TeEMMepaType He
XPaHeHH!S Beiute 25 °C.
14 Shelf life / Cpok ronnoctH 3 vears/ 3 roga

Remarks | The Product conforms to ND/
Npumeyanue: MNpoayKT cooTBETCTBYET Tpebosanuam HI

Conclusion : APPROVED /
3aknoverune: OQOBPEHO

Checked by QC In-Charge / e
OokymenT nposeper OKK: ?:E/t )

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

BFE

Date /

Oara: 2. 0T 2ok

Date /

flara: 23,07 222N
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