Cipla

CERTIFICATE OF ANALYSIS
x CEPTHOUKAT AHAJIM3A

Pagel of4/Crp.1m34

Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482051 Batch Quantity / O6bem cepun: 5852 packs / ynakosok
AR No / Anasmradeckuii oraer Ne : ARF/102/2022 | Date of Analysis / lara anamaza: 21.04.2022

Date of Mfeg / Jlara npoussoacrea:  04/2022 Date of Expiry / I'oxen no: 03/2025

Analysis performed according ND / Anams nposeaén mo HJ[: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoxkazarenns

Result / Pesyabrars:

Specification / Hopma

1 | Description / Omicanne

Complies / CooTsercTBYET

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. / [Tnockune kpyrieie Tabnerku co
CKOILIEHHEIMH KPasMH OT KOPHYHEBOIO JI0 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ BkparuieHusamu. Ha onHoi
cropose Tabnerku BoiasieHo cnoso «CIPLAy, na
APYTOW - THHUSA Pa3ioMa.

2 | Identification / IToxIHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTayer OkpauriBaHie aMMHAYHOTO PACTBOpPA B KPACHBIH
AHTpPaXHHOHOBbIE TIHKO3H/IBI by
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByeT chromatogram of the sample solution should
Merminaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methy!

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIePXKUBAHH OCHOBHOIO MHKA HA XPOMATOrpamMMme
MCIIBITYEMOTO PaCTBOPA AOJDKHO COOTBETCTBOBATD
BPEMEHH y/IepIKHBAHUSL OCHORHOIO. THKA HA.
XpOMAaTOrpaMMe CTaHAapTHOTO pacTBopa
MeTHmaparugpokcudensoara (pasaen
«MeTwmaparuapokcubeHsoar).

3 | Average weight / Cpenuss
macca

189.56mg / 189,56Mmr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MNpumeuanue: MpoaykT cooteeTcTayeT TpebosaHusam HL

Conclusion : APPROVED /
3aknmouenue: OQOBPEHO

Checked by QC In-Charge ~ 5\
- DokymeHT nposeper OKK: \\B G\ QL

Approved by QA In-Charge / T
HokymerT opobper OOK: %

Date /

Rare: 2 1:O0ALOI 2

Date /

Nara: 26U 2022
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No : 482051

Batch Quantity / Oobem cepun:

5852 packs / ynakoBok

AR No / Ananurageckuii orqer No ;

ARF/102/2022 | Date of Analysis / laTa ananmza: 21.04.2022

Date of Mfe / lara npoussoncra:  04/2022

Date of Expiry / I'onen no:

03/2025

Analysis performed according ND / Anasmsz nposenéa no HJL: IT N013745/61-091017, Ham. Ne 1 ot 17.04.2020

Ne Test / Ilokazarean Result / Pesyabrarsi Specification / Hopma

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT £ 7.5 % / 18/20 ne 6onee +7,5
OxHOPOIHOCTL MO Macce %

2/20 tablets NMT £15% / 2/20 ne 6onee + 15%

5 | Loss on drying / IToTeps B 2.4% NMT 6.0 % / He 6onee 6,0 %

Macce NPH BBICYHIHBAHHH

6 | Dissolution / 80-87% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He menee 70 % (Q) cennoznnor uepes 120 mun

7 | Uniformity of Dosage units / AV=52 The acceptability index forn= 10 AV <L1.
OaHOpOIHOCTE 103MPOBAHMS 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.

Tlokasarens mpuemaemoct mas n=10 AV <L1.

B cnyuae, ecnu 3sHauenne AV npessimaer L1,
APOBOMAT HCABITAHHE Ha cieryommx 20 obpasnax.
Jlns n=30 AV <L1. Bce 3HaueHns Xi JOJIKHBI
YIOBNETBOPATE HEPABEHCTRY:

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

El =150, L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE OMnpeaesneHue: 14.05 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Criexrpodoromerpusi) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

14,05 mr/ra6 CeHHO3H/IOB B INepecyeTe Ha CeHHO3HI B B oHOI
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MNpoaykr cootetcTeyeT Tpebosanuam H | 3aknrouyenue: OQOEPEHO

Checked by QC In-Charge /¢ - Approved by QA In-Charge / —

HokymenT nposeper OKK: jr% Qe [okymeHT opobper OOK: %@Fy

Date / Date / e
04202 2 , O\Y 20 2

[Nara: 2.1 a ! [ara: b -0\
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Product: SENADE TABLETS 13,5 mg Mpoxykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepuist Ne : 482051 Batch Quantity / O6bem cepun: 5852 packs / ymakoBox
AR No / Ananaringecknii orger No : ARF/102/2022|Date of Analysis / [lara anammsa: 21.04.2022
Date of Mfe / Jlata npoussoacrea:  04/2022 Date of Expiry / I'ogen no: 03/2025

Analysis performed according ND / Anayms nposeaén mo H/I: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / lloxazaTenn Result / PesyabTaTni Specification / Hopma
9 | Content of Methyl 0.051 mg/tab 10.028 — 0.056 mg/tab. / Ot 0,028 0 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcHbensoara 0,051 mr/Ta6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ MukpoOunosioruyeckas 4McTora

102) | Total Aerobic microbial count /
Obimee uucno a3poGHbIX _ <10 Not more than 10* cfi/ g / He Gonee 10° /r

MHKPOOPraHH3MOB

10h). | Total combined yeast and-mould: Not more than 10 cfi/ g /He Gonee 107 /r
count / Obmee uncao <10
IJIECHEBBIX H APOOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative ~ Absent /OtcyTeTBYIOT Not more than 10* / g / He Gonee 10° /r
bacteria/ Ycroiiuussie k
JIEHCTBHIO JKeT4H
rpaMOTPHIATENbHbIE DaKTepHH

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absent in 1 g/ OrcyrerBue s 11
10¢e) | Escherichia coli Absent /OrcyTcTByIOT Absent in 1 g/ Orcyrcreue B 1
100 | Salmonella Absent / QreyreTByraT Absent in 10 g/ Qrcyrcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: MpoaykT cooteeTcTayeT Tpebosanuam HI | 3aknwovenne: OQOBEPEHO

Checked by QC In-Charge I/ 5\ Appraved by QA In-Charge /

JNokymeHT nposepeH OKK: Ig QECIC JNokymeHT oao6peH OOK: %
fara: Dara:
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Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepast No : 482051

Batch Quantity / Cobem cepun:

5852 packs / ymaxkosox

AR No / Amamaragecknii orger Ne : ARF/102/2022

Date of Analysis / [lara amanuza: 21.04.2022

Date of Mfg / Jlara npomssoacrea:  04/2022

Date of Expiry / T'omen mo: 03/2025

Analysis performed according ND / Anamms nposesén no HJT: ITN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne

Test / Ilokazarennb

Result / PezyabTartsi

Specification / Hopma

11

Package / Ynakoska

Package / Ynakoska - 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 Tabnerox B
GaucTep U3 IUIEHKH
MOMMBHHHIIXJIOPUAHO M

(TOMHA THIEHOBO/
NCIHBHHHITACHKIIOPHIHOH) 1

“aJIHOMUHHEBOH Ponbr, mo 25

OMHCTEPOB B KAPTOHHYIO MAYKy
C BIOKEHHEM 25 HHCTPYKLHit
I10 IPUMEHEHHIO.

Package / Ynaxoska - 20 tablets in a biister 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
Tabnerok B ONMCTep M3 MIEHKH TPEXCHoiHOI
(MBXAISMIBAX) u amomunuesoi donsra. Ilo 2
win 3 GrucTepa BMECTE ¢ MHCTPYKLIHEHT 110
MPUMEHEHHUIO B KaPTOHHYIO nauky. [To 20 Tabnerok
B OJTHCTED 3 IUICHKH NOJMBHHIIIXIOPHIHOH
(monmMITHNIEHOBOH / NOINBHHUIICHXJIOPHIHOMH) 1
aOMHHKEBOH (onbru, mo 25 Grucrepos B
KapPTOHHYH [a4Ky C BIOKEHNEM 25 MHCTPYKIHI MO
NPHMEHEHHID.

According to ND /

| 12 Labeling / Mapxuposka
B coorsercteuu ¢ HI
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom Mecre npu Temmniepatype He
XpaHeHUs Boime 25 °C.
14 Shelf life / Cpox rogaocTu 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTByeT Tpebosaruam HI

Conclusion : APPROVED /
3axkmouenune: OQOBPEHO

Checked by QC In-Charge
HokymeHT nposepeH OKK:

C@Q Ll

Appraved by QA In-Charge /
HokymenT ogobper OOK:

A

Hara:

Date /
Aara:

26-04-202-2-
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