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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of 4/ Crp.1n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne :

481192

Batch Quantity / Ofbem cepu:

5847 packs / ynakoBok

AR No / Ananurngeckmii orger No :

ARF/251/2021|Date of Analysis / IaTa anannsa: 08.10.2021

Date of Mfg / Jlara npous3BoacTBa:

09/2021

Date of Expiry / I'omesn go:

08/2024

Analysis performed according ND / Anasms nposenén no H/L: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / llokazaTtean

Resuit / PesyabTaTsl

Specification / Hopma

Description / Onucanre

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. / I1nockue kpyrneie Tabnerkyn co
CKOLUEHHBIMH KpPasiMH OT KOPHYHEBOIQ 10 TEMHO-
KOPHYHEBOro LBeTa ¢ BKparuieHusivu. Ha onHoii
cropoHe Tadnerky BuyaeieHo cioso «CIPLA», Ha
APYToil - NHHUA pasyioma.

Identification / I[ToanuHHOCTD

2a)

Anthraquinone glycosides /

AHTanHHOHOBble FNMHKO3HbI

Complies /
CooTsercrByer

Ammoniacal solution turns a reddish colour /
OxpalmMBaHie aMMMAYHOIO PACTBOPA B KPACHBIN
LBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)/

MetunnaparuapokcubeHsoar
(B2XX)

Complies /
CooTeercTByer

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yaep:KUBaHUs OCHOBHOIO IHKA HA XPOMAaTOrpaMMe
HCIBITYEMOIO pPacTBOpPa AOCJDKHO COOTBETCTBOBATH
BPEMEHH yIEPKUBAHHA OCHOBHOIO [THKA Ha
XpOMAaTOrpaMMe CTaHJapPTHOrO pacTeopa
meTunnaparuapokcubensoara (paszen
«MerunnaparuapokcubeH3oar).

Average weight / Cpenuss
macca

192.52 mg/ 192,52 mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooreetcTeyeT TpebosaHnam HJ

Conclusion : APPROVED /
3axknwuenue: OO0OBPEHO

Checked by QC In-Charge / ¢

Approved by QA In-Charge /

[okymeHT npoeeper OKK: \% g e [okymeHT ogobper OOK: @%
3::_2’ O+y6-2 521 H:.trz.f O - |0 02\
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®UKAT AHAJIN3A

Page 2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481192

Batch Quantity / O6sem cepun:

5847 packs / ynakoBok

AR No / Ananaraaecknii oraer Ne : ARF/251/2021|Date of Analysis / /laTa ananuza: 08.10.2021

Date of Mfe / lara npowssoncrsa:  09/2021

Date of Expiry / I'onen no:

08/2024

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

Ne Test / Ilokazateiib

Result / PesynbTathbi

Specification / Hopma

4 | Uniformity of weight /
OnHOpPONHOCTB 1O Macce

Complies / CooTsercrayer

18/20 tablets NMT + 7.5 %/ 18/20 ue 6onee +7.5
%
2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / IloTeps B 1.9% NMT 6.0 % / He 6onee 6,0 %
Macce npH BbICYIUHBAHUH
6 | Dissclution / 81-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennosznmos uepes 120 Mun
7 | Uniformity of Dosage units / AV=351 The acceptability index forn= 10 AV <L1.

OnHOPOIHOCTE 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 x L2 x M.

L1=15.0;L2=25.0.

TToxazarene npuemnemocty 1us n=10 AV <L1.

B cnyuae, ecnu 3Havenue AV npessimaer L1,
MPOBOMAT MCTBITAHKE Ha crnexyomux 20 obpasmax.
Jnst n=30 AV < L1. Bce 3HaueHHUs X1 J0OTKHBI
yIOBJETBOPSTH HEPABEHCTRBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTseHHOE OnNpeneneHHe

(CnextpodoTomerpus)

14.23 mg/tab /

14,23 mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 o 115,0 %)
CEHHO3W/IOB B Mepecyere Ha CeHHO3uI B B oHO#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanume: NpoayxT cooteetcTayer TpebosaHuam H

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge fr}\g\

Approved by QA In-Charge /

Ak

[lokyMeHT nposeper OKK: | SO\ € [lokymeHT ogobper OOK:
Date / Date / AD-2.07
Nata: 8 8] 0203 Dara; 03-1 \
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Cipla

CERTIFICATE OF ANALYSIS
& CEPTHO®HKAT AHAJIM3A
Page3 of 4/ Crp.3 n3 4
Product: SENADE TABLETS 13,5 mg Tpoayxt: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481192 Batch Quantity / O0bem cepun: 5847 packs / ynakosox
AR No / Ananuringecknii orger Ne : ARF/251/2021|Date of Analysis / Jlara amammza: 08.10.2021
Date of Mfe / lara nponssopcrea:  (09/2021 Date of Expiry / I'ozgen no: 08/2024

Analysis performed according ND / Anamus nposenén mo HJI: ITTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazatein Result / PesynbTaTsl Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conep:xanue
MeTHanaparuapokcubensoara 0,048 mr/Tab
(BIKX)

10 | MICROBIAL LIMIT TEST/ Muxpo6uonoruieckas 4yucrora

10a) | Total Aerobic microbial count /
Obuee 4ucno aapobHbIX <10 Not more than 10* cfu/ g / He 6onee 16* /r

MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 10° /r
count / OBmee yucno <i
MIECHEBLIX H JIPOAIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyTcTBYIOT Not more than 10” / g / He Gonee 107 /r
bacteria/ Ycrofiuupbie K
NEHCTBHIO JKeJIH
rpaMoTpHLATe IbHbIE GaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTByioT Absentin 1 g/ Orcyrcreue B 11

10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrcrBueB I T

106 | Salmonella Absent / OtcyreTByOT Absent in 10 g /OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanwme: MNpoaykT cooTBeTcTByeT TpebosaHwaM HA | 3akntoyenve: OAJOBPEHO

Checked by QC In-Charge / ( 20 Approved by QA In-Charge /

[HokymeHT nposepeH OKK: 1"' ot HokymeHT onoBpeH O0K: L

Date / : Date / B2\
DR+ 102021 y A . \O "2

fara: [fara: 0D
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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
b CEPTHO®UKAT AHAJIU3A

Paged of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481192

Batch Quantity / Oobem cepumn:

5847 packs / ynakosox

AR No / Apaymringecknii oraer Ne : ARF/251/2021|Date of Analysis / lara apanmza: 08.10.2021

Date of Mfe / Jlara nponssoncra:  09/2021

Date of Expiry / I'oen jxo:

08/2024

Analysis performed according ND / Ananus nposeaén mo HI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazartensb

Result / Pesyabratsi

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnucTep M3 MIEHKH

(TTONMATHIIEHOBO/

no NpUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foii, 25 blisters with
25 patient information leaflets in
a carton. / [To 20 Tabnerok B

TIONIMBUHHIXIOPUTHOM

TIOJTHBHHMJIAEHXJIOPUMIHOM) H
aJroMUHHeBOH donbry, no 25
GaMCTEPOB B KAPTOHHYIO MAYKy
C BIOXKEHHEM 25 UHCTPYKUHH

Package / Ynakoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil, 2
or 3 blisters and a patient informaticn 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
TabneTok B 6IMCTEp M3 MISHKM TPEXCIOHHOM
(IIBX/AISMIBAX) 1 amomutueBoii donsru. 1o 2
iu 3 GnucTepa BMeCTe C MHCTPYKLHE# 1Mo
NpUMeHeHHI0 B kapToHHYH0 nauky. ITo 20 tabnerok
B OJIMCTEp M3 MNIEHKH MONHBHHIIXIOPHIHOM
(noNMATHICHOBOI / MONMBHHHIIIGHXIOPHIHOI) H
amoMuHHeBO# Gonbru, no 25 dnucTepor B
KapTOHHYIO TAYKy ¢ BIOXKEHHEeM 25 MHCTPYKIIHii 10
NPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B coorBercTeun ¢ HJJ

13 | Storage conditions / Ycnosus

XpaHeHHUs Berue 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTte rpu Temmneparype He

14 Shelf life / Cpok ronHocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanwe: MNpoaykT cooteeTcTayeT TpebosaHuam H

Conclusion : APPROVED /
3axknwoyenue: OOOBPEHO

Checked by QC In-Charge / 5
[lokymeHT nposepeH OKK: 5 6Yan €

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

B2

Date / 09-

[arta: j B0

Date /

TNER205 )
[ata: o3 \ \
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadain Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512



