Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

-
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Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 481180

Batch Quantity / O6bem cepum: 5847 packs / ynakosok

AR No / Anasmaruaecknii oraer Ne : ARF/233/2021|Date of Analysis / lata anammsa:  15.09.2021

Date of Mfg / Jlara npomssoncrea:  08/2021 Date of Expiry / I'ogen no: 07/2024

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

Ne Test / Ioka3zarenan

Result / PeaynbraTel Specification / Hopma

1 | Description / Onucaxue Complies / CooTsercrayer 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. / ITnockue kpyrasie TabneTkH co
CKOLIEHHBIMH KPasMHU OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO LBETA ¢ BKkparuleHusMu. Ha onHoii
cropone Tabnerku BoinasneHo cinoso «CIPLA», na
IOpYroi - IMHUA pa3joMa.

2 Identification / IToamuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByer OxpammBaHne aMMHAYHOTO PACTBOPA B KPACHBI
AHTPaXMHOHOBBIE TITHKO3H/IBI el
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CootsercrByer chromatogram of the sample solution should
MerunnaparunpokcubeHsoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP;KUBAHUA OCHOBHOTO TTHKA HA XPOMATOrpaMMe
HCITBITYEMOIO PaCTBOPA NODKHO COOTBETCTBOBATD
BPEMEHH YAEeP:KHBaHN OCHOBHOIO MHKA Ha
XPOMaTOrpaMme CTaHAApPTHOTO pacTBopa
MeTHIMaparuaipokcuden3oara (pasmuen
«Metunmaparuapokcubenzoar).

3 | Average weight / Cpennsis
Mmacca

18931 mg / 189,31 mr 189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT coorsercTayeT TpebosaHuam HA | 3aknoyenune: OQOBPEHO

Checked by QC In-Charge (?q ane

OokymeHT nposepeH OKK:

Approved by QA In-Charge / =
[okymeHT ogobper OOK: %ﬁ}ﬂf/

Date / 1S 090021
Hara:

Date / . 3 A
-04. 2\
Lara: L6 i
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Product: SENADE TABLETS 13,5 mg

Tponykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481180

Batch Quantity / O6nem cepun:

5847 packs / ynaxosok

AR No / Asanarageckuii orger Ne : ARF/233/2021

Date of Analysis / laTa ananuza:

15.09.2021

Date of Mfg / laTta npom3soacrea:  08/2021

Date of Expiry / I'ogen mo:

07/2024

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

Ne Test / Iloka3zaTen

Result / PesyasTaTni

Specification / Hopma

4 | Uniformity of weight /
OpxHOpOOHOCTH O Macce

Complies / CootBerctByer

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

OnHOPOAHOCTE 03MPOBAHHUS

5 | Loss on drying / IToTeps B - 1.5% NMT 6.0 % / He Gonee 6,0 %
Macce NP BBICYIIHBAHUH
6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosnnos yepes 120 mun
7 | Uniformity of Dosage units / AV=51 The acceptability index forn= 10 AV <L1.

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=150,L2=250.

[Toxasarens npuemnemMocts st n=10 AV <L1.

B cnyyae, ecnn 3navenne AV npesbimaer L1,
NPOBOJAT MCTbITAHKE Ha clenyrowux 20 obpasnax.
I n=30 AV <L1. Bce 3Ha4eHHUs Xi JOKHBI
YAOBJIETBOPSTE HEPABEHCTRBY:!

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

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

8 | Assay (Spectrophotometry)
KonnuectBeHHOe oOmpeneneHue
(CnexrpodoTomerprsi)

14.00 mg/tab /

14,00 mr/tab

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 50 15,53 mr (ot 90,0 1o 115,0 %)
CEHHO3M/IOB B MEpecyeTe Ha CeHHO3uA B B otHO#M
Tabnerke.

Remarks : The Product conforms to ND/
lMpumeyanue: MpoaykT cooTeeTcTBYeT TpebosaHusam HJ]

Conclusion : APPROVED /
3aknwyeHue: OQOBPEHO

Checked by QC In-Charge
[HokymeHT nposepeH OKK: \}gu Qn e

Approved by QA In-Charge /
[okymeHT ogobpeH OOK:

Date/ 1&5.09 2021
Harta:

Date /
Hara:;
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CEPTUOUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Date of Mfg / laTa npoussoacrsa:

Batch No / Cepust Ne: 481180 Batch Quantity / Oobem cepun: 5847 packs / ymakosox
AR No / Asamaraaecknii oraer Ne :  ARF/233/2021 | Date of Analysis / lara anammsa: 15.09.2021
08/2021 Date of Expiry / I'onen mo: 07/2024

Analysis performed according ND / Anamas nposenén mo HJI: ITNQ13745/01-091017, HM3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTennb Result / PesyabTars Specification / Hopma
9 | Content of Methyl 0.049 mg/tab / 0.028 — 0.056 mg/tab. / OT 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHIINAparupokcHben3oara 0.049 mr/ra6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpobnonoruueckas 44cToTa

102) | Total Aerobic microbial count /
O0wee uncno aspobHBIX <10 Not more than 10* cfu/ g / He Gosnee 10* /r
MHUKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / Obuyee uncno <10
ITUIECHEBBIX U APOAOKEBBIX
rpudoe

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBytoT Not more than 10° / g / He Gosee 102 /r
bacteria/ Ycroitumusble k :
HEHCTBHIO MKeTYH
rpaMoTpuLaTeNbHble Oakrepun

10d) | Staphylococcus aureus Absent /OtcyTcTBYHOT Absentin 1 g/ Orcyrcreue B 1 r

10¢) | Escherichia coli Absent /OrcyTeTBYIOT Absentin 1 g/ Orcyrcreue B 1 r

109) | Salmonella Absent / OtcyTcTBYIOT Absent in 10 g / Otcyrcrue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpogykr cooteeTcTBYET TPeboBaHUAM HII

Conclusion : APPROVED /
3aknouenuwe: OAOBPEHO

Checked by QC In-Charge
HokymeHT nposeper OKK: Oan e

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

Date /

O e P Y s o
[ara:

Date /

fara: |6 04 202
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CERTIFICATE OF ANALYSIS
CEPTUHDUKAT AHAJIU3A
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Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

481180

Batch Quantity / O6bem cepun:

5847 packs / ynakosox

AR No / Anamurageckuii orger Noe :

ARF/233/2021

Date of Analysis / JIata ananmuza: 15.09.2021

Date of Mfg / lara npoussoacrsa:

08/2021

Date of Expiry / 'ogen xo:

07/2024

Analysis performed according ND / Anaams nposenén no HJI: IT N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / HokazaTens Result / Pesynbratet Specification / Hopma
11 | Package / Ynakoska Packace / _ ] )
- inaz ;;g:te:{::;gz?a 2 watleta Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
alutmsni foil. 25 blsters with 973 blisters and a patient information leaflet in a
25 patient infc;rmation leaflets in |Carton. 20 tablets in a blister made of PVC
& CaEtE . T 20 SaBneror 3 /PE/PVDC film and aluminum foil, 25 blisters with
Eificien pinlelin 25 patient information leaflets in a carton. / ITo 20
I‘.[()JIHBHPHHJIXI!O o TabneTok B OMCTEP M3 ILICHKHM TPEXCIONHHO
(HOJ]HBTHJIEHOBI;W ' (IIBX/IS/MBIX) u amomunuesoi donsru. ITo 2
O MB R RO MIEOH) 1 unu 3 GnucTepa BMECTe ¢ MHCTPYKLIHEHT 110
S qjoni PE 195 IIPUMEHEHHIO B KapTOHHYH0 na4uky. ITo 20 Tabnerox
RGeS Tian }0 mauky | B GnucTep U3 MUIEHKU NOJIMBUHUIXJIOPHIHOM
. BJ‘IO}I{EHMBM 22 o y — y (monuaTHIEHOBOI / MONTMBUHUIIEHXIOPHUIHOM) H
vic Fa TPy aIFOMUHUEBOH (OTBrH, 1o 25 GnucTepos B
P ' KapTOHHYIO MaYKy C BIOKEHHEM 25 MHCTPYKIIHIA 10
MPUMEHEHHIO.
12 | Labeling / Mapkupoeka According to ND /
B coorBercreuu ¢ HJJ
13 Storage conditions / Yenosust In a dry place, at temperature below 25 °C. / B cyxom Mecre npu TeMnepatype He
g yX p paTyp
XpaHeHHs BeIie 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 roma
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanume: MNpoaykT cooTeeTcTBYET TpeGosaHnam H/

3axknoyenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK:

@ﬂmne

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Date /

7 1S N2 021
ara:

Date /

Jara: e
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