Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHKAT AHAJIW3A

Page1of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

[Ipoaykr: CEHA,IIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne : 484068

Batch Quantity / O6bem cepun:

5848packs / ynaxkoBox

AR No / Asanutruecknii oruer Ne : ARF/144/2024 | Date of Analysis / laTa anannza: 24.08.2024

08/2024

Date of Mfg / iaTta npos3soacTBa:

Date of Expiry / T'onen no:

07/2027

Analysis performed according ND / Ananus nposeaén mo HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTarhl

Test / Ilokazarenn

Specification / Hopma

I | Description / Onucanue

Complies / CooTBetcTRyeT

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. / [nockue kpyrnsie TabneTku co
CKOLIEHHBIMU KPAasSMHK OT KOPUUHEBOI'O 10 TEMHO-
KOPUYHEBOTO HBeTa ¢ BKpanneHuaMu. Ha oaHoil
cTopone Tabnetku BoaaBneHo cnoso «CIPLA», Ha
APYToii - THHKUA pa3ioma.

2 Identification / IToTHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET OxkpaurMBaHHe aMMMa4HOIO pacTBOpa B KpacHbIH
AHTPaXHHOHOBBIE MNTHKO3HIBI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTsercTBYyeET chromatogram of the sample solution should
Merunnaparuapokcubenszoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methy]

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey) / Bpemsn
YIACPXKWBAHWA OCHOBHOI'O ITWKA Ha XpOMarorpamMmme
HCIBITYEMOI'O pacTBOpa A0IKHO COOTBETCTBOBATL
BPEMEHH YICPHHUBAHUA OCHOBHOIO IMHMKa Ha
XpomarorpaMme CTaHIapTHOrO pacTBOpa
MeTHinaparuapoxciensoara (pasnen
«MeTunnaparnapokcHOeH3oar).

(V5]

Average weight / Cpennsan
macca

189.57Tmg / 189,57mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT cooTeeTcTBYEeT TpebosaHuam HI

Conclusion : APPROVED /
3akntovyenue: OO0OGPEHO

Checked by QC In-Charge /
y  spes

HokymeHT nposeped OKK:

Approved by QA In-Charge /
[okymeHT ogobper OOK:

Y=

Date /

[ara: 24.0%8 2024

Date /

Nlata: L2 T il
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CERTIFICATE OF ANALYSIS

* CEPTUO®UKAT AHAJIV3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepns Ne: 484068

Batch Quantity / O6nem cepun:

5848packs / ynakosok

‘| AR No / Ananurnuecknii oruer Ne: ARF/144/2024

Date of Analysis / Jara ananuza:  24.08.2024

Date of Mfg / lata npoussoacraa: _ 08/2024

Date of Expiry / T'open go:

07/2027

Analysis performed according ND / Ananu3s nposenén no HJ: T1 N013745/01-180522, amend No. 1 dated
$9.07.2024 / 11 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

Ne

Test / TlokasaTensb

Result / PesyabTaThbl

Specification / Hopma

4 | Uniformity of weight /
OOHOPOJHOCTh 110 Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT =+ 7.5 % / 18/20 ne Gonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

OaHOPOAHOCTE JO3HPOBAHHSL

5 | Loss on drying / [Toteps B 2.2% NMT 6.0 % / He Bonee 6,0 %
Macce MpH BLICYIIHBAHWH
6 | Dissolution / 77-87% NLT 70 % (Q) of sennosides in 120 minutes
PacreopeHue He menee 70 % (Q) cennosuaos yepes 120 muH
7 | Uniformity of Dosage units / AV =53 The acceptability index forn =10 AV <LI.

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 x L2 x M.

L1 =158.0; L2=250,

[Mokazarens npuemaemoctd g n=10 AV <L1.

B cayuae, ecnu 3Havenne AV npesbinaer L1,
TIPOBOJIAT HCHbITAHKE Ha chenyroiiux 20 obpasuax.
Jins n=30 AV <L1. Bce 3HaueHus Xi 10mKHbI
YOOBNETBOPATE HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuvuecTBeHHOE Onpeae/eHne
(CniekrpopoTomeTpust)

14,11mr/Tab

14.11mg/tab /

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3HWI0B B nepecueTe Ha CEHHO3 U] B B OI!_HUH
TabneTke.

Remarks : The Product conforms to ND/
Mpumeuanue: [poaykr cooTeeTcTyeT TpeGosanuam HO

Conclusion : APPROVED /
3aknwuenue: OOEPEHO

Checked by QC In-Charge / 39?/&

[okymeHT npoeepeH OKK:

Approved by QA In-Charge /
JokymeHT ogobper OOK:

Qe

Date /

fara: >'te%-20-Y

Date /

£08 20724
Hara: i “ i
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

-

Page 3 of 4/ Crp.3 u3 4

Product: SENADE TABLETS 13,5 mg ) Ilpoaykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484068 Batch Quantity / O6nem cepun:  5848packs / ynaroBok
AR No / Ananutnuecknit oruer Ne : ARF/144/2024|Date of Analysis / lara anannza: 24.08.2024

Date of Mfg / lata npoussoacrpa:  08/2024 Date of Expiry/Toaen no: 07/2027

Analysis performed according ND / Anaiu3 nposendn mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, uzm. Ne 1 ot 09.07.2024

No Result / PesyasTaTs! Specification / Hopma

Test / IloxkasaTens

9 | Content of Methyl 0.041mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 n0 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/ '
Copnepxanune
MeTH/Inaparspokcnbensoara - 0,041Mr/1a6
(B2XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGHonorngeckas YucTora

10a) | Total Aerobic microbial count /

OGmiee YHCIO aIPOOHBIX 30 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTaHA3MOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107/
count / Obmee yncno <10
IJIECHEBBIX H APOAIKEBBIX
rpubon
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He 6omee 10° /r
bacteria/ Ycroiiuusble K
JNeHCTBUIO KeTun
rpaMOTpHIATENbHbIE OaKTEPHI
10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ OrcytctBHEB | T
i0e) | Escherichia coli Absent /OTcyTeTBYIOT Absentin 1 g/ OrcytcTBue B I I
101 | Salmonella Absent / OTCYTCTBYIOT Absent in 10 g / OrcyTcTBHe B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykT cootseTcTayeT TpeGosarusm H | 3akniouenne: OQOBPEHO
Checked by QC In-Charge / = Approved by QA In-Charge / e
NokymeHT nposepeH OKK: 4/ ' [lokymeHT 0a06peH OOK: c&’ﬁ
Harta: [ara:

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

e CEPTHOHKAT AHAJIM3A

Page 4 of 4/ C1p. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484068

Batch Quantity / O6bem cepun: -

5848packs / ynakosox

AR No / Auanuruueckuii oruer Ne: ARF/144/2024|Date of Analysis / laTa anann3a: 24.08.2024

Date of Mfg / lara npoussoacta: _ 08/2024

Date of Expiry / 'oaen no:

07/2027

Analysis performed according ND / Arnanns nposenén no HJ{: TT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N913745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / PesyabTarsl

Test / Iloka3aTennb

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GﬂHCTep U3 MJICHKH

(OTMA THIEHOBOIH/

10 IPHMEHCHHIO.

Package / Vnakosxka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TabneTok B

NOAHBHHHANTXJIOPHIHO i

NMOMUBUHHIACHXJIOPUIHOI) U
amoMuHHeBOil donbry, mo 25
OIUCTEPOB B KAPTOHHYIO MauKy
¢ BIOMKEHHUEM 25 HHCTPYKLIHH

Package / Ynaxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
/PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
Ta0neToK B GImcTep U3 MICHKY TpexcnokHoi
(MIBX/II2/MTIBJX) u amoMuaueroii Gpomsra. 1o 2
unu 3 GiMcTepa BMECTE € MHCTPYKLMEH 1o
MPUMEHEHHUIO B KapTOHHYO nauky. [1o 20 tabnerok
B GIHCTEp M3 TIEHKH MTOJTHBHHHIXJIOPHIHO#
(MoNUATHACHOBOM / OMUBMHKIIACHXIOPHIHOMH) 1
MOMHHUEBOI Qonbry, 1o 25 GIHCTEPOB B
KapTOHHYIO MUKy C BIOJKEHHEM 25 HHCTPYKLHH 1o
IpHUMEeHEHHIO.

12 Labeling / Mapxuposka According to ND /

B cooTeTcTBMM ¢ H]|

13 Storage conditions / Vciosus

XpaHeHHA Beime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TemnepaType He

14 Shelf life / Cpok rognocti 3 years / 3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: Npoaykr cooTBeTcTRYET TpebosaHnsm HA

Conclusion : APPROVED /
3aknwyeHue: OO0OBPEHO

Checked by QC In-Charge / O£
[okymeHT nposepeH OKK: '

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date /

[ara: 2 £ eg-p_.oz_k/

Date /

1 1L OF 2o Y
aTa:
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