Cipla

CERTIFICATE OF ANALYSIS
° CEPTHO®UKAT AHAJIN3A
- Pagel of4/Crp. 1 m3 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJIE®, TABJETKH 13,5 mr
Batch No./Cepua-Ne: 481171 RBatch -Quantity / Odbvem-cepun: 5848 packs / ymakoesox
AR No / Amamurmaeckmii order Ne : ARF/220/2021|Date of Analysis / [laTa apammza: 02.09.2021
Date of Mfg / Jlara npoussoacrsa:  08/2021 Date of Expiry / 'omen no: 07/2024

Analysis performed according ND / Anamas nposeagn mo HJI: 1 N013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / HokazaTenn Result / PesyabTaTsi Specification / Hopma

1 | Description / Onucanue Complies / CooTseTcTByeT 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. / Inockue kpyribie TabneTkn co
CKOLLIEHHBIMH KPasiMH OT KOPHYHEBOTO JIO TEMHO-
KOPHYHEBOTO 1[BETa C BKpamneHnsaMu. Ha oaHoi
cropoHe Tabnetky BemaBieHo cioro «CIPLA», Ha
NPYTOH ~ THHHUA pa3jioMa.

2 | Identification / ITognHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercrByer OkpamiBaHiHe aMMHAYHOTO PAacTBOpPa B KPAcHBIH
AHTPAXHHOHOBbIE TJIHKO3HIbI HEeT:
2b) | Methyl Parahydroxybenzoate Complies./ Retention time of the principle peak in the
(HPLC)/ CooteercrBveT chromatogram of the sample solution should
MeTunnaparuipokcuOeH3oaT corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep>KUBAHHA OCHOBHOTO ITHKA HA XPOMATOTPaMMe
MCIBITYEMOTO PACTBOPA A0JKHO COOTBETCTBOBATH
BpEMeHH yIep>KHBAHHUA OCHOBHOTO MHKA Ha
XpoMaTrorpaMme CTaHapTHOro pacTsopa
MeTHInaparuapokcudensoara (pasmen
«Merunmaparuapokcuoensoar).

3 | Average weight / Cpenusis 189.33 mg / 189,33 mr 189.99 mg £7.5% / 189,99 mr +7,5%
macca

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

Mpumeuanue: MpoaykT cooTeeTcTayeT Tpebosanmam HI | 3akmouenune: OOQOEPEHO

Checked by QC In-Charge [ , > Approved by QA In-Charge /

HokymeHT nposepeH OKK: \1\% et HokymenTt opotpeH OOK: W
Date / X o2 Date /

Nara: G 1 A Jlarta: ©3 -09.2.00
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Cipla

CERTIFICATE OF ANALYSIS
¥ CEPTUOUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481171

Batch Quantity / O0bem-cepnn:

5848 packs / ynakogpox

AR No / Apamarugecknii oraer Ne :  ARF/220/2021|Date of Analysis / lara amanmsa: 02.09.2021

Date of Mfg / lata npoussoacrsa:  08/2021

Date of Expiry / I'ogen no:

07/2024

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

Ne Test / IlokazaTenan Result / Pe3ynbTaTht Specification / Hopma
4 | Uniformity of weight / Complies / CooTeercrByer 18/20 tablets NMT £ 7.5 %/ 18/20 ne Gonee 7,5
OnHOPOIHOCTH 1O Macce %
2/20 tablets NMT £15% / 2/20 ne onee = 15%
5 | Loss on drying / IToteps B 1.8% NMT 6.0 % / He Gonee 6,0 %
Macce IPH BBICYIIHBAHIHN -
6 | Dissolution/ 79-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cennozunos uepes 120 MuH
7 | Uniformity of Dosage units / AV =48 The acceptability index forn= 10 AV <L1.
OHOPOIHOCTD IO3HPOBAHHA 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.
ITokazarens npuemuemocts aiust n=10 AV <L1.
B cnyuae, ecnm 3Hauenne AV npessimaer L1,
MPOBOIAT HCHBITAHKE Ha cheayowux 20 obpasnax.
Ilnst n=30 AV < L1. Bce 3nauenus xi JODKHEI
VIOOBJIETBOPATL HEPABEHCTBY!
IM-xi| €0,01 % L2 x M.,
Li=150;L2=250
8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE oOnpeneleHue 14.02 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoToMeTphs) Ot 12,15 no 15,53 mr (o1 90,0 mo 115,0 %)
14,02 St CEHHO3MIOB B Nepectere Ha ceHHo3un B B oHOI
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumeuanume: MpogykT cooTeeTcTBYeT TpebosaHuam HI

Conclusion : APPROVED/
3axmouyenue: O0OBPEHO

HokymeHT nposepeH OKK:

Checked by QC In-Charge C@q e
=3 Wi

Approved by QA In-Charge / z
HokymeHT ogobper OOK: %

Date /

fara: 02.09 2027

Date /

fata: ©3-9%-202.)
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTUO®HNKAT AHAJIN3A

Page3 of 4/ Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /- Cepua-Ne: 481171

Batch Quantity / O6nem.cepnm:

-5848 packs ./ ynmaxosox

AR No / Apamragecknii order No :

ARF/220/2021|Date of Analysis / laTa ananmsza: 02.09.2021

Date of Mfg / lara nponssoxcerea:  08/2021

Date of Expiry / I'onen no:

07/2024

Analysis performed according ND / Anamus nposeagn mo H/I: TT N013745/01-091017, U3m. Ne 1 ot 17.04.2020

No Test / IlokazaTennb Result / PesyabTaThl Specification / Hopma
9 | Content of Methyl 0.045 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 Mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparnapokcnden3oara 0.045 mr/rab
(B2XX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonorireckas 4ucTora

10a) | Total Aerobic microbial count /
O6ee uuciio a3pobHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He 6onee 10” /r
count / Obmee uucio <10
ILIECHEBBIX H JPOMCGKEBBIX
rpubog

10¢) | Bile tolerant gram-negative Absent /OTcyreTBYIOT Not more than 10” / g / He Goxnee 10° /1
bacteria/ Ycroiiunssie K
JNEHCTBUI XKEeTuH
rpaMOTPHLATENbHEIC DaKTEpHH

10d) | Staphylococcus aureus Absent /OTcyrcTBYIOT Absent in 1 g/ OrcyrereueB 1 1

10e) | Escherichia coli Absent /OrcyrcTBy1oT Absentin 1 g/ OrcyrctBue B 1 1

106) | Salmonella Absent / OrcyrerBytoT Absent in 10 g /OtcyrcTeue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: NpogykT cooTeeTcTByET TpebosaHuam H

Conclusion : APPROVED /
3axknouyenue: O4OBPEHO

Checked by QC In-Charge
HokymeHT nposeper OKK: @ﬂ €

Approved by QA In-Charge /
HokymeHT ogobper OOK:

P

Date /
[ara:

02092021

Date /
Hara:

0%.0A-2072.\
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIN3A
. Paged of 4/ Crp. 4 u3 4
Product: SENADE TABLETS 13,5 mg Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusa Ne: 481171 Batch Quantity / O6pem cepum: 5848 packs / ynaxosox
AR No / Ananurinaecknit oraer Ne : ARF/220/2021|Date of Analysis / lata amanmsza:  02.09.2021
Date of Mfg / Jlata mponssoacrea:  08/2021 Date of Expiry / 'open no: 07/2024

Analysis performed according ND / Amarmms nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne

Test / Ilokazarenb

Result / PesyabTath!

Specification / Hopma

11

Package / Ynakoeka

Package / Ynakoska - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
acarton. / Tlo 20 rabnerok B
bnucTep U3 MIEHKH
NIOJTMBUHUITXIIO PH/THOH
(ronMaTHIIEHOBOH/
HONHBHHUJIIEHXIOPUIHOM) U
AMOMUHHEBOH Gonbry, mo 25
OIHCTEPOB B KAPTOHHYIO HAYKY
C BJIOJKEHHMEM 25 MHCTPYKIIHH
10 NPUMEHEHHIO.

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. / Ilo 20
TabeTok B OIHCTEp H3 MIEHKH TPEXCIOHHOM
([IBX/ITNIBAX) n amomunnesoit gonsru. o 2
w3 GnucTepa BMECTe ¢ MHCTPyKLuei mo
MPUMEHEHHIO B KapTOHHYIO nadky. ITo 20 taGnerok
B BrHcTep M3 MIEHKH MONHBHHHITXIIOPUIHO
(OMHATHIEHOBO! / IOMMBHHHIIAEHXIIOPHIHOM) 1
aJIFOMHHHEBOI Gonbry, 1o 25 6nucrepos B
KapTOHHYIO Ia4Ky C BIOXKEHHEM 25 MHCTPYKLIUH 1O
NPHMEHEHHIO.

12 Labeling / Mapxuposka According to ND /
B coorsercTeun ¢ HJ
13 Storage conditions / Yenosnst In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TemmiepaType He
XpaHEHHA Beime 25 °C.
14 Shelf life / Cpox rogsocTi 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeyanmne: MNMpoaykT cootBeTcTBYeT TpeboBanusam H

Conclusion : APPROVED /
3awnyenue: OQOBPEHO

Checked by QC In-Charge
[NokymeHT nposepeH OKK: g an<t

Approved by QA In-Charge /
HdokymeHT opgobpeH OOK:

e

Date /

Tlave: 02,0920

Date /

02 -09. 20 2-\
Hara:
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