Cipla

CERTIFICATE OF ANALYSIS
* CEPTUPUKAT AHAJIN3A
. Pagel of4/Crp.1 u3 4
Product: SENADE TABLETS 13,5 mg Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr
|Batch No / Cepnst Ne : 481208 Batch Quantity / O6bem cepun: 5846 packs / ymaxosox
AR No / Anamariaeckuii otaer Ne : ARF/279/2021|Date of Analysis / [lara anammza: 01.11.2021
Date of Mfg / lata npoussoxcrea:  10/2021 Date of Expiry / l'ogen xo: 09/2024

Analysis performed according ND / Anamus nposeaén mo HJL: 11 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens Result / PesyabTaThi Specification / Hopma

o

Description / Onucanue Complies / CootBercTyeT 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. / [Tnockue kpyrisie Tabnerkn co
CKOILIEHHBIMH KpasgMH OT KOPHUYHEBOI'O 10 TEMHO-
KOPHYHEBOIO LiBeTa ¢ Bkparutennsimi, Ha ommoii
cropoHe Tabnerku BeiAasneHo cnoso « CIPLA», Ha
IPYro# - IMHHA pasiaoMa.

2 | Identification / ITonnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
A Coorsercrayer OkpalMBaHHE aMMHA4YHOTO PacTBOpa B KPAcCHBIH
TPAaXMHOHOBBIC INTUKO3HIbI LBeT.
2b) | Methyl Parahydroxybenzoate : Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercryer chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKUBAHHA OCHOBHOIO [IHKA HA XPOMATOrPaMMe
HCIBITYEMOI0 PacTBOPa NOJDKHO COOTBETCTBOBATH
BPEMEHH YAEPIKHBAHUA OCHOBHOTO IHKA Ha
XpoMaTorpaMme CTaHIapTHOTO PacTBOpa
MeTmImaparuapoxcubensoara (pasaen
«MeTunnaparuapokcuben3oar).

3 | Average weight / Cpenuss 190.15 mg / 190,15 mr 189.99 mg +7.5% / 189,99 mr +7,5%
Mmacca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykT cooreeTcTByeT Tpebosanusam HL | 3akntouenue: OQOBPEHO
Checked by QC In-Charge I._2\q) o Lie Approved by QA In-Charge / %
[okymeHT npoeepeH OKK: e [okymeHT ogobper OOK:
Date/ (.11.2>219 Date / )
Narta: Sl Hara: 02--\\. 2024
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Page2 of 4/ Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi No: 481208

Batch Quantity / O6bem cepuu:

5846 packs / ynaxoBox

AR No / Ananarudecknii orger Ne : ARF/279/2021

Date of Analysis / lara amanmm3a: 01.11.2021

Date of Mfg / lara npowssoacrea:  10/2021

Date of Expiry / 'ogen no:

09/2024

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

[ Ne Test / Iloxa3aTens Result / PesyabTaTsi Specification / Hopma

4 | Uniformity of weight / Complies / CooTBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OnHOpOAHOCTE O Macce %

2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / Iloteps B 2.1% NMT 6.0 % / He Gonee 6,0 %

MAacce NPH BEICYLIHBAHHH

6 | Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenue He menee 70 % (Q) cenno3unos yepes 120 mun

7 | Uniformity of Dosage units / AV=351 The acceptability index forn= 10 AV <L1.
OnHOpOAHOCTE IO3HPOBAHMS 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:

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

L1=150;L2=25.0.

INokasarens npuemnemocty ana n=10 AV <L1.

B ciyuae, ccnu 3sHauenne AV npesbimaer L1,
MPOBOJIAT HCIbITAHKE Ha clemyromux 20 obpa3snax.
Ina n=30 AV <L1. Bce 3HaueHus Xi AOMKHBI
YAOBIIETBOPATH HEPABEHCTBY:

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

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuectsenHoe omnpenenexye 13.95 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpust) Or 12,15 o 15,53 mr (ot 90,0 o 115,0 %)

13,95 mr/Tab CEeHHO3HIIOB B NlepecHere Ha CeHHO3u B B oxgHOM
tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykT coorBeTcTByeT TPeboBaHusm H/J

Conclusion : APPROVED /
3aknoyeHne: OJOBPEHO

[oxymenT nposepeH OKK: 2

Checked by QC In-Charge @q i

Approved by QA In-Charge /
OokymeHT ogobper OOK:

=

Date /

Hara: -

2021

Date /

[Jlara: AL-2z0LA\

1950 B
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTU®UKAT AHAJIU3A
_ Page3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepunt Ne: 481208 Batch Quantity / O6bem cepun: 5846 packs / ymaxkoBok
AR No / Asamaraueckuii oraer Ne : ARF/279/2021|Date of Analysis / lara anamsa:  01.11.2021
Date of Mfg / lara npomssoacrea:  10/2021 Date of Expiry / I'onen no: 09/2024

Analysis performed according ND / Anamus nposeagn no HJI: I1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / [loxazaTenb Result / PesyabTaTst Specification / Hopma
9 | Content of Methyl 0.043 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Copnepxanue
MEeTHINaparuApokcudeH3oaTa 0,043 srirals
(BIXX)

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruieckas 9ucTOTa

10a) | Total Aerobic microbial count /
Obmee uncio aspobHbIx <10 Not more than 10* cfu/ g / He 6onee 10% /v

MHKPOOPraHu3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gomnee 10” /r

count / OB1ee gucio <10
TIIECHEBBIX M POMIKEBIX

rpubos

10¢) | Bile tolerant gram-negative _Absent /OTCyTCTBYIOT Not more than 10 / g / He 6onee 10° /r
bacteria/ Ycroiiuusble K
LEeHCTBHIO KeTH
rpaMOTPHIATENbHBIE OaKTepun

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrctBue B 1 r
10 e} | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OrcyrctEne B 1 T
10f) | Salmonella Absent / OTcyTCTBYIOT Absentin 10 g / OrcyrcTBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MNpoaykT cooteeTcTByeT TpebosaHmam HI | 3aknouyenne: OQOEPEHO
Checked by QC In-Charge Approved by QA In-Charge / %
HokymeHT nposepeH OKK: an € HokymeHT onobpeH OOK: /
Date / Date /

O .11 0 N\ 202
Oata: 11 L Hara: 0=\ g
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTHO®HUKAT AHAJIA3A
R Page4 of 4/ Crp. 4 n3 4
Product: SENADE TABLETS 13,5 mg Ipoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

481208

Batch Quantity / O6bem cepun:

5846 packs / ynaxkosox

AR No / Asasmarasecknii orger No :

ARF/279/2021 |Date of Analysis / /lata apaamsa: 01.11.2021

Date of Mfg / Jlara mpoussoacTsa:

10/2021

Date of Expiry / 'onen no:

09/2024

Analysis performed according ND / Anam3 nposengn mo HJI: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Ilokazarenb Result / Pe3ynbraThi Specification / Hopma
L e bl iazﬁ%;éryn?:;:z;a e Package / Ynaxoska - 20 tablets in a blistgr made _of
PVC/PE/PVDC film and three-llayer PVC/PE/RVDFJ film aqd alummupl foil. 2
aluminum foil. 25 blisters with | °F 3 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets in G, 30 Tablets o & blls.tar mad‘_e o PV? ;
g e /PE/PVDC film anc_l alummum.fml, 25 blisters with
P ——— 25 patient information leaflets in a carton. / I}o 20
OB IOTHIOH TabneTok B GnHcTEp M3 IJIEHKH TPEXCIOHHOMH
S ———— (MBX/II2MIBAX) u antomuruesoit donery. ITo 2
IO HBHHHJISHXIOPHHOH) 1 unu 3 OnucTepa BMeCTe ¢ HHCTPYKLMEH 1o
amoMuHHEBOH GOBH, 10 25 NpHUMEeHeHNIO B KapToHHY10 nmauky. ITo 20 Tabnerok
Gmscrepon & Kap‘TOHHy;O SR B OIHCTEp H3 MIEHKH NOJIMBUHUIXIIOPUAHOH
¢ BIoReHIeM 25 HncTpyKmi (nonH:aTuneH?Boﬁ / MONTMBHHHUIAEHXIOPUTHO) H
10 TIPHMEHEHI0 amoMHuHNEBOH (osery, no 25 6nuctepos B
’ KapPTOHHYIO NMAYKy C BJIOXKEHHEM 25 HHCTPYKIHii 1o
MNPHUMCHCHUIO.
12 | Labeling / Mapxuposka According to ND /
B cooreercreuu ¢ H]
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM MecTe npu TEMOEPAType HE
XpaHeHus sbimre 25 °C.
14 Shelf life / Cpok rogHoctn 3 years / 3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue: MpoaykT cooteeTcTyeT TpebosaHuam HI

3axmoueHue: OJOGEPEHO

Checked by QC In-Charge@ 5 2

HokymeHT nposepeH OKK:

Approved by QA In-Charge /
HokymeHT ogo6peH OOK:

B

Daied 2.4 9 899

[ara:

Date /

0z A\ 202\
[ara:
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