Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Pagel1of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE”, TABJETKH 13,5 mr

Batch No / Cepus Ne: 484084

Batch Quantiiy / O6nem cepun:

5849packs/ ynakoBok

. |AR No / Anasnruueckuii oruer Ne : ARF/168/2024|Date of Analysis / IaTa ananusza: 21.09.2024

09/2024

Date of Mfg / laTta npou3BojacTBa:

Date of Expiry / I'ogen go:

08/2027

Analysis performed according ND / Ananns nposenén no H/I: T1 N913745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 or 09.07.2024

Test / loka3aTenn

Ne Result / PesynbTaTsl

Specification / Hopma

1 Description / Onucanue

Complies / CooTBercTByeT

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. / ITnockue kpyribie TabneTkH co
CKOLIEHHbIMH KPasiMH OT KOPHYHEBOTO [0 TEMHO-
KOPHYHEBOTO UBeTa ¢ BRpameHusamy. Ha ool
cropoHe TabneTku BoinapneHo cioBo «CIPLAy, Ha
IpYro# - TuHUs pasiaomMa.

2 Identification / IloanHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
) CootBeTcTBYET OkpauriBanie aMMHaYHOrO0 pacTBOpa B KpacHbIH
AHTPAaXHHOHOBBIE NJIMKO3HIbI Sy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBeTcTBYET chromatogram of the sample solution should
Merunnaparsapokcuben3oar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems
VIepKMBaHHA OCHOBHOIO MHKA HA XpoMaTorpamme
HCIMBITYEMOT0 PACTBOPA JI0HKHO COOTBETCTBOBATE
BPEMEHH YAEPKUBAHHS OCHOBHOTO TIHKA Ha
XPOMATOrpaMMe CTaHAAPTHOrO pacTBOpa
MmeTunnaparnapokcudensoarta (paszen
«MeTunnaparuapokcudeHsoar).

3 | Average weight/ Cpennaa
macca

187.55mg / 187,55mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cooTBeTcTBYET TpebosaHuam HO

Conclusion : APPROVED /
3axntouenue: OQOBPEHO

Checked by QC In-Charge / ‘::fo/ P

HokymeHT npoeepex OKK:

Approved by QA In-Charge /
OokymeHT ogobper OOK:

=

Date /
[ata:

2% oa.2e2 [_‘

Date /

[ata: ottt
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

. {Batch No / Cepus No : 484084

Batch Quantity / Oowem cepun:  5849packs / ynaxosok

AR No / Apanntrueckuii oruer Ne : ARF/168/2024

Date of Analysis / lata anannza: 21.09.2024

Date of Mfg / lata npoussoncrea:  09/2024 Date

of Expiry / T'ogen no: 08/2027

Analysis performed according ND / Ananu3s ripeseaés no

H/: T N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesynbTaThbl Specification / Hopma
Test / Mokasarens

4 | Uniformity of weight / Complies / CooTsercTByer 18/20 tablets NMT + 7.5 %/ 18/20 e Gonee + 7,5
OnHOpPOIHOCTB MO Macce %

2/20 tablets NMT =15% / 2/20 ue Gonee = 15%

5 | Loss on drying / IToteps » 2.5% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BBICYLIHBAHUNA

6 | Dissolution / 78-86% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennosnnos uepes 120 mun

7 | Uniformity of Dosage units / AV =57 The acceptability index forn= 10 AV <LI.
OnHOPOAHOCTb JO3HPOBAHHS 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=15.0;12=250.

IMokazaTens npuemnemoct wia n=10 AV < LI.

B cnyuqae, ecnu 3Hadenue AV npeBsimaet L1,
MPOBOIAT UCTIBITAHKE HA caeayroux 20 odpa3uax.
Jinan=30 AV <LI. Bce 3naueHust Xi JOJKHBI!
YIOBIETBOPATHL HEPABEHCTBY:

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

L1~15,0;12 =250,

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
Konuyectsennoe omnpeneneHue 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodorometpus) Ot 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

14,02mr/1a6 CEHHO3MUJIOB B MepecyeTe Ha ceHHo3un B B onHol
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoayKkT cooteeTcTBYET TpebosaHusam HA

Conclusion : APPROVED /
3akntoyenue: O0OBPEHO

Checked by QC In-Charge / b
[okymeHT nposepeH OKK: ‘jﬁ

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

e

Date /
Nara:

24+ o4 - 'LoLLr

Date /

TR e L
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Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIEY, TABJIETKH 13,5 mr

|Batch No / Cepus Ne: 484084

Batch Quantity / O6bem cepun:

5849packs / ynakosek

AR No / Ananurnuecknii oruer Ne : ARF/168/2024|Date of Analysis / lara ananuza: 21.09.2024

Date of Mig / lata npoussoacrsa:  09/2024

Date of Expiry / Tojien no:

08/2027

Analysis performed according ND / Ananns nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 o7 09.07.2024

Ne Result / PesyabTaThi Specification / Hopma
Test / TokasaTens
9 | Content of Methyl 0.039mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
ConepxaHue
MeTuanaparuapokcibensoara 0,039Mr/7a6
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGHoiorHyeckas YucToTa

10a) | Total Aerobic microbial count /
O61ee uncno aspobusix 10
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould

count / O0uee uncno <10
TUICCHEBBLIX M JIPOAOKEBLIX
rpubos

Not more than 10 cfu/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Ycroiuussie K
JCHCTBHIO XKenuu
rpamotrpuuaTensHsie DaKkTepun

Absent /OteyTeTBYIOT

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

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin 1 g/ OtcytctBueB | T

10 ¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absent in | g/ OtcytctBHe B | T

100 | Salmonella

Absent / OtcyTcTBYIOT

Absent in 10 g / Otcyrctene B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cootseTcTyeT Tpebosanuam HJ

Conclusion : APPROVED /
3aknrvyenue: ONOEPEHO

Checked by QC In-Charge / 2D
[okymeHT nposeper OKK: zC ;

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

G-

Date /
Nara:

24 &R .12 1Y

Date /

Tiara: 2.\ 0. 2024
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Cipla

f4/Crp.4u3d

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484084

Batch Quantity / O6bem cepun:

5849packs / ynakoBok

"|AR No / AsaanrudeckHii oruer Ne :

ARF/168/2024

Date of Analysis / Jlata anannza: 21.09.2024

Date of Mifg / lata npou3BoACTBA:

09/2024

Date of Expiry /Tonen no: 08/2027

Analysis performed according ND / Auanus uposenén no HJ[: T N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / PesynbTaTol Specification / Hopma
Test / MokasaTesb
11 | Package / Ynaxoska Package / YrakoBka - 2 lets ’
. ina; :l?:ter nll]a:i(e of s Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
sl foil. 25 blnems wity |2 3 blisters and alpatien‘t information leaflet in a
25 patient inf(;rlnation leaflets in | C2rton- 20 tablets in a bhs.ter made of PVC )
5 cartit..) TTo 20 st seion & /PE/PVDC film and aluminum foil, 25 blisters with
p— ) T 25 patient information leaflets in a carton. / ITo 20
nOJmBlFHHIIXJIOpHJIHOﬁ tabnetox B ONUCTEP U3 NASHKU TPEXCNOHHOH
CoensrmeoRoll (IMIBX/TID/TIBX) n amtomuureBoit goneru. o 2
[ONHBHHIILICHXTOPHAHOK) 1 uik 3 Gnucrepa BMECTE C HHCTPYKLIMEH no
ATIOMEHHEEBOH hOTBCH, 10 25 MpHMEHEHHUIO B KapTOHHY!o nayky. ITo 20 Tabnerok
GIHCTEpOB B Kapl'OHHy;O nasKy B GJIHCTED H3 TUICHKH MOMHBHHHAXJIOPHAHOM
B Jo— (MonuATHACHOBOH / MOAMBHHUIACHXNOPHAHOM) H
o N GHE RIS anoMuHueBoit Gonery, mo 25 61HCTEPOB B
P ' KapTOHHYIO MAuKy ¢ BAOKEHHEM 25 MHCTpyKuUuit no
NPHMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B cooteetcTBHHM ¢ H]I
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. /B cyXxoM MecTe Npn TeMTIEpaType He
XpaHeHHs Beiwe 25 °C.
14 Sheif life / Cpok roanocTi 3 years /3 rona

Remarks : The Product conforms to ND/
Mpunieyanue: MpogykT cooTeeTcTBYET Tpebosarnuam HI

Conclusion : APPROVED /
3akmouenue: OQOBPEHO

Checked by QC In-Charge / —_ D
[okymeHT nposepeH OKK: - L

Approved by QA In-Charge /
HokymeHT ogobper OOK:

e

Date /

[ata: s

Date /

(o .
[ata: el FRYe B
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