Cinla

CERTIFICATE OF ANALYSIS

-

CEPTUOHKAT AHAJIM3A

Page 1 of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481149 Batch Quantity / Oobem cepun: 5851 packs / ynakoBok
AR No / Anajaraaecknii oraer Ne :  ARF/192/2021|Date of Analysis / lara anamusza: 11.08.2021
07/2021 Date of Expiry / I'ogen go: 06/2024

Date of Mfg / Jlara nponsBoacrsa:

Analysis performed according ND / Anamis nposeaér mo H: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Iloka3zarens

Result / PesyabTaThi

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. / Ilnockue kpyrabie Tabneriu co
CKOIIEHHBIMH KPAasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHUYHEBOTO 1LiBETa ¢ BKpanneHusMu. Ha oaHoi
cropoHe Tabnerku BeigaBneHo cnoso «CIPLAy, Ha
JIPYTOii - IMHHS pa3aoMa.

2 | Identification / ITonnuHHOCTB
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
- Coomerc*rsyeﬂr L?;cg:mmsaﬂue aMMHa4HOrO pacTBOpa B KPACHLIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should
MeTunnaparuapoxcudeHsoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEpXKHBAHKA OCHOBHOTO MHKA HA XPOMATOIPAMME
HCHBITYEMOTO PACTBOPA NOJDKHO COOTBETCTBOBATE
BPEMEHH YIeP)KHBAHHA OCHOBHOTO ITHKA Ha
XPOMATOrpaMMe CTaHAaPTHOrO pacTeopa
MmeTtuinaparuapoxcudensoara (pasmen
«MeTtunnaparuapokcudeHsoar).

Average weight / Cpeanss
macca

¥

187.79 mg / 187,79 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumeyaHue: [Npoaykr cooTeeTcTBYET TpebosaHusam Hll

Conclusion : APPROVED /
3axkmoyeHue: OQOBEPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
JokymeHT nposepeH OKK: C1om e [lokymeHT of06peH OOK:
ggf;.’ 11 08-2029 B:;Z’ 1\ 0% 202

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHO®UKAT AHAJIN3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481149 Batch Quantity / O6bem cepun: 5851 packs/ ynakosok
AR No / Ananarngecknii orger Ne : ARF/192/2021|Date of Analysis / /lata ananmza: 11.08.2021
Date of Mfg / /lara npomssoacrea:  07/2021 Date of Expiry / I'ogen no: 06/2024

Analysis performed according ND / Anamas nposenén mo HJ/I: ITN013745/01-091017, MU3m. Ne 1 ot 17.04.2020

Ne Test / okazarennb

Result / PesyabTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTL MO Macce

Complies / CooTercTByer

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

5 | Loss on drying / IToreps B 21% NMT 6.0 % / He Gonee 6,0 %
Macce Mpu BbICYLLIMBAHUH
6 | Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennozunoe yepes 120 mun
7 | Uniformity of Dosage units / AV=55 The acceptability index forn=10 AV <L1.

OaHOPOAHOCTE I03HPOBAHHSA

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.

[NokasaTtens npuemaeMocTs s n=10 AV <L1.

B cnyqae, ecin 3navenne AV npesbimnaer L1,
NPOBOMSAT MCIbITAHME HA cneayroux 20 obpasuax.
st n=30 AV <L1. Bce 3HaueHus Xi JOJDKHBI
YAOBJIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonmuecTeenHoe omnpeneneHne

(Cnexrpooromerpus)

13.92 mg/tab /

13,92 mr/rab

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 mo 15,53 mr (ot 90,0 xo 115,0 %)
CEHHO3W/IOB B Mepecyere Ha CeHHO3uA B B oHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanume: MpoaykT cooteeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge /,

[lokymeHT nposepeH OKK: flan e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

o

Date/ 4. Y.
[ara: 1)+ o ;

Date /

1\-0% 202\
Nara:
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CERTIFICATE OF ANALYSIS
-. CEPTUOHUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481149 Batch Quantity / O6bem cepun: 5851 packs / ynakosok
AR No / Asaiurngecknii orger Ne :  ARF/192/2021|Date of Analysis / lata ananmsa: 11.08.2021
Date of Mfg / aTta npomssoacrsa:  07/2021 Date of Expiry / T'omen no: 06/2024

Analysis performed according ND / Anams nposenén o HJI: TT N013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / Iokazarens Result / PesyabTaThbl 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)/
Conepxanne
MeTHINaparuapokcubensoara 0.045Mr/T46
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGroiora4eckas 4ucToTa

102) | Total Aerobic microbial count /
O6mmee ymco a3poOHBIX <10 Not more than 10* cfi/ g/ He Gonee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gosnee 10° /r
count / Obuiee umcio <10
[JIECHEBBIX U APOHOKEBDIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyrerByror Not more than 10° / g / He Gonee 10% /r
bacteria/ Ycroiiuussie k
JEHCTBHIO JKETYH
rpamMoTpHLaTelbHbIe DaKTepHn

104) | Staphylococcus aureus Absent /OrcyreTByOT Absentin 1 g/ OrcyrcTeue B 1 1

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

10f) | Salmonella Absent / OrcyrcTByioT Absent in 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
lMpumeyaHue: MpogykT cooTBeTcTBYET TpebosaHusm Hll

Conclusion : APPROVED /
3aknrouenue: OQOBPEHO

Checked by QC In-Charge ,(@ﬂc .
\ 1

Approved by QA In-Charge /

B

HokymeHT npoeepeH OKK: [HokymeHT ogobpen OOK:
Date / 1N-og.20219 Date / N DR 2O\
Hara: Hara:

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTIFICATE OF ANALYSIS
e CEPTH®HKAT AHAJIU3A

-

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 481149 Batch Quantity / O6bem cepun: 5851 packs / ymakosok
AR No / Anamarigeckuii orger Ne : ARF/192/2021|Date of Analysis / [lara ananusa: 11.08.2021
Date of Mfg / lata npomssoacrBa:  07/2021 Date of Expiry / I'ogen go: 06/2024

Analysis performed according ND / Anamms npoeenén mo HJI: I1 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / Ioka3zarens

Result / PesyabTaThbi

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

OnucTep U3 MIEHKH

(o3 THIEHOBOMH/

TI0 IPUMEHEHHUIO.

Package / Vnakoska - 20 tablets

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

[ONMBHHHIXJIOPHIHOH

MONMBUHHIIAEHXIOPUAHON) H
amOMUHNEROH Gonsry, mo 25
OMHCTEPOB B KAPTOHHYK MAUKy
C BIIOJKEHUEM 25 HHCTPYKIIH

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, / ITo 20
TabneTox B OAMCTEp U3 MUIEHKH TPEXCIOMHOM
(MBX/ITO/MIB/IX) u anomuanueBoii (oasru. ITo 2
unn 3 Grucrepa BMecTe ¢ HHCTPYKLMEH 110
NPUMEHEHHIO B KapTOHHYIO na4ky. I1o 20 Tabnetok
B OIHCTEP M3 IUIEHKH MOJNHBAHIXJIOPHIHON
(monu3THIEHOBOI / IONTUBUHHIIAEHXIOPUIHOH) U
anroMHHHEBOH donbry, o 25 GnucTepos B
KapTOHHYIO Ia4Ky C BIOXKEHHEM 25 HHCTPYKLMH N0
IPUMEHEHUIO.

12 Labeling / Mapkupogka According to ND /

B cootsercteun ¢ HJJ

13 Storage conditions / Ycnosus

XpaHeHHs Beie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TeMrepaType He

14 Shelf life / Cpok roguocTH 3 years/ 3 roma

Remarks : The Product conforms to ND/
lMpumeyanue: MNpoaykr cooTBeTcTyeT TpebosaHusm HI

Conclusion : APPROVED /
3akmoyenue: OOOBPEHO

Checked by QC In-Charge /3~
JlokymeHT nposepeH OKK: \f\% dane

Approved by QA In-Charge /
HokymeHT opo6peH OOK:

Date /

Nare: 1108 2021

Date /

WN-0% LO2N
[ara;
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