Cipla

CERTIFICATE OF ANALYSIS
- CEPTUOHKAT AHAJIU3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481121

Batch Quantity / Oobem cepun:

5848 packs / ynakosok

AR No / Anammrnaecknii orger Ne : ARF/151/2021|Date of Analysis / lara amamasza: 05.07.2021

Date of Mfg / Jlata npoussoacrea:  06/2021

Date of Expiry / I'onen no:

05/2024

Analysis performed according ND / Anaams nposenén mo HJ/I: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

No Test / Ilokazarens

Result / PesyabTaTsl

Specification / Hopma

1 | Description / Onucanne

Complies / CootsercTayer

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 kpyrasie TabneTku co
CKOLIEHHBIMHM KPasMy OT KOPHYHEBOI'O 110 TEMHO-
KOPHYHEBOro LBeTa ¢ BKkparnenuamu. Ha onxoit
cropose Tabnerku BbigasieHo cioso «CIPLAY, Ha
APYTOH - IMHASA pa3ioMa.

2 | Identification / [TomiHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
O Coo"rse'rcrnye'r- S:e;?ramuaaﬂue aMMHAYHOTO PAcTBOPA B KpPACHbIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootrsercreyer chromatogram of the sample solution should
Mertumaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yJepIKUBAHHA OCHOBHOTO ITHKA HA XpOMATorpaMme
HCIBITYEMOT'0 PACTBOPA JOKHO COOTBETCTBOBATH
BPEMEHH Y/Iep>KHBaHNA OCHOBHOIO TMHKA Ha
XpOMaTOrpaMMe CTaHIapTHOro pacTsopa
MmeTHmaparuapokcubensoara (paszmen
«Merunnaparunpokcubensoar).

3 | Average weight / Cpennss
macca

187.11 mg/ 187,11 mr

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

Remarks : The Product conforms to ND/
Mpumeuanwue: MpoaykT cooTseTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3akntouenue: OQOBEPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: %

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

BIAE

Date /

Dae: 0S.0%-202]

Date /

Nata: 0S -07M-202-)
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481121

Batch Quantity / O6bem cepnn:

5848 packs / ymakoBox

AR No / Ananariaaecknii orger Ne : ARF/151/2021 | Date of Analysis / lara anammsa:  05.07.2021

Date of Mfg / lara mpomssoacrea:  06/2021

Date of Expiry / I'ogen go:

05/2024

Analysis performed according ND / Anamis niposenén mo H/I: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zarennb

Result / Pesysibrarnl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTL MO Macce

Complies / CootBercrByer

18/20 tablets NMT + 7.5 % / 18/20 He Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 ne 6onee % 15%

O,E[HOPO,!IHOCT b JO3HPOBaHMA

5 | Loss on drying / IToTeps B 1.8 % NMT 6.0 % / He Gonee 6,0 %
MAacce MpH BbICYIIHMBAHHH
6 | Dissolution / 85-91% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennosunos yepes 120 mun
7 | Uniformity of Dosage units / AV=52 The acceptability index forn =10 AV <L1.

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;L2 =250

TlokasaTenb nmpuemnemMocTs ana n=10 AV <L1.

B cnyudae, ecnn 3nauenne AV npesbimaer L1,
NPOBOJAT HCTIBITAHHE Ha cneayromux 20 obpasuax.
Hnsa n=30 AV <L1. Bce 3Ha4eHNs Xi JO/DKHBI
YZIOBNIETBOPATH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OmnpeseneHue

(CnexrpodoTomerps)

13.85 mg/tab /

13,85 mr/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 o 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3HMOB B IlepecyeTe Ha CeHHO3HM B B oHOI
Tabnerke.

Remarks : The Product conforms to ND/
Npumeyanume: MNpoaykT coorsercTayeT TpebosaHuam HI

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge / ,,

Approved by QA In-Charge /
[HokymeHT onobper OOK:

B

Date /

NokymeHT npoeepeH OKK:
o 0S.0%-202]

Date /

fara. 9% "7 2°2)
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Cipla

CERTIFICATE OF ANALYSIS

b Y

CEPTHOHKAT AHAJIH3A

Page 3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481121

Batch Quantity / Oobem cepun:

5848 packs / ynaxkosok

AR No / Auamaragecknii orger Ne : ARF/151/2021|Date of Analysis / laTa anammza:  05.07.2021

Date of Mfg / Jlara npomssoactBa:  06/2021

Date of Expiry / I'oxen no:

05/2024

Analysis performed according ND / Anam nposenén mo HJI: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / llokazaTens Result / PesynbTaThi Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIaparuapokcudeH3oarTa 0,047 mr/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoOuojoru4eckas YucTora

10a) | Total Aerobic microbial count /
O0wee yuCnO a3POOHBIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPIraHU3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10” /r
count / O6uee aucio <10
[JIECHEBBIX U APOMIKEBBIX
rpudoB =

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10” / g / He Gonee 10° /1
bacteria/ Ycroiiuuseie K
JAEHCTBHIO JKEeTYH
rpamMOTpHLATENbHbIE DaKTepHuH

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absent in 1 g/ OtcyretBue B I 1

10e) | Escherichia coli Absent /OteyrcTBYIOT Absent in 1 g/ OrcyrctBue B 1 1

109) | Salmonella Absent / OTcyTcTByIOT Absent in 10 g / OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanme: MpogykT cooTeeTcTByeT Tpebosanuam HA

Conclusion : APPROVED/
3aknrouenue: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HS

HokymeHT nposepeH OKK: %4 HokymeHT ogobpeH OOK:
Date / = AT D, Date/ ps.0. 202
fara: 05:0%-202] [ara:
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOUKAT AHAJIM3A

Paged4 of4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481121

Batch Quantity / O0bem cepuu:

5848 packs / ymakoBox

AR No / Anasmarigecknii oraer Ne :  ARF/151/2021 | Date of Analysis / lara apammsa:  05.07.2021

Date of Mfg / Jlara npomssoncra:  06/2021

Date of Expiry / 'oaen no:

05/2024

Analysis performed according ND / Anamus nposeaén mo HJL: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / okazaTenn

Result / Pe3yabpTaTst

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GnucTep U3 IIIEHKH

(monuaTHIIeHOBOH/

M0 TIPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MOMMBUHHJIXIOPUAHOH

TIOJMBHHIJIIEHXJIOPUIHOH) 1
amomuHHeBoit Gonbry, mo 25
OnucTepoB B KAPTOHHYKO MauKy
C BJIOXKEHHEM 25 HHCTPYKLHH

Package / Vnaxoska - 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. / Ilo 20
tabnerok B GiicTep U3 TUIGHKH TPEXCIOHHON
(TIBX/ITIMIB/AX) v amomunuesoii Goneru. o 2
wam 3 GuucTepa BMECTE C MHCTPYKUHEH 1o
MPUMEHEHUIO B KapTOHHYIO nauxy. [To 20 Tabnetox
B OIHCTEp M3 IUIEHKH [TOMMBHHIIXJIOPHIHON
(MONMU3THNEHOBOH / TIOJHBHHIIICHXIOPHAHOH) 1
AMHOMUHHEBOH (oJbry, 1o 25 GIMcTepoB B
KapTOHHYIO Ma4Ky C BIOMKEHHEM 25 HHCTPYKIMI 1o
[PUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B cootsercteuu ¢ HJ{

13 Storage conditions / Ycnosus

XPaHeHHS poime 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years/ 3 roma

Remarks : The Product conforms to ND/
Npumeyanue: MpoaykT cOOTBETCTBYET TpebosaHuam H

Conclusion : APPROVED /
3axknroyenune: OOOBPEHO

Checked by QC In-Charge / J ,

Approved by QA In-Charge /
NokymeHT ogobpen OOK:

G

NoxymeHT nposepeH OKK:
0S.0%-202|

Date /
Jata:

Date /

[ata: Q5 - L%

FMQC003-15-06
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