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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Page 1 ofd/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne :

481146

Batch Quantity / O6bem cepun: 5849 packs / ynakosok

AR No / Asanurngecknii orger Ne : ARF/188/2021

Date of Analysis / /laTta anammza: 07.08.2021

Date of Mfg / Jlara npoussoacrsa:

07/2021 Date of Expiry / I'oaen no: 06/2024

Analysis performed according ND / Anamus nposeaén mo HJ/I: T1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Iokazareib

Result / PesyabTarst

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBercTyer

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 kpyriabie TabneTku co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOTro 1BeTa ¢ Bkparnenusmu. Ha oanoi
cropoHe TabneTky BoiasneHo cioso « CIPLA», na
JIPYTOii - TMHKSA pas3ioMa.

2 | Identification / ITojuimaaOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T Iam— CootsercTayer g:gramuaaune aMMHA4HOr0 PacTBOpa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootercrByer chromatogram of the sample solution should
MeTunnaparuipokcHOeH30aT corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBAHHA OCHOBHOIO TMHKA HA XPOMATOrpaMme
HCIIBITYEMOIO PacTBOPA JOJDKHO COOTBETCTBOBATH
BPEMEHHM Y/IEPXKMBAHHA OCHOBHOIO MHKA Ha
XpoMaTorpaMme CTaHIapTHOroO pacTeopa
MeTHanaparuapokcubensoara (paszuen
«MerunnaparuapokcubeHsoar).

3 | Average weight / Cpennsis 188.91 mg / 188,91

macca

Mr 189.99 mg +7.5% / 189,99 mr =7,5%

Remarks : The Product conforms to ND/
MpumeyaHue: Npoaykr cooTseTcTayer TpebosaHuam HL

Conclusion : APPROVED /
3akntoyeHue: OQOBPEHO

Checked by QC In—Charge.'Iﬁ‘?,
[lokyMeHT nposepeH OKK:  —{>°1 QW1 <

Approved by QA In-Charge/ -, | | &
HokymeHT ogobper OOK: Q _;L A

Date /
Nara:

Date /

CTCO- 2
,ﬂaTa: O'\ Q- 2C02-\

07082021
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTU®UKAT AHAJIM3A
- Page 2 of 4/ Crp. 2 u3 4
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr
Batch No / Cepusa Ne: 481146 Batch Quantity / O6bem cepun: 5849 packs / ynakosok
AR No / Avammrngecknii orger Ne : ARF/188/2021|Date of Analysis / /lara anammsza: 07.08.2021
Date of Mfg / lara npomssoacrea:  07/2021 Date of Expiry / 'ogen jo: 06/2024

Analysis performed according ND / Anamu3 nposenén mo HI: TT N013745/01-091017, Msm. Ne 1 ot 17.04.2020

No Test / Ilokazarean Result / PesyabTarst Specification / Hopma
4 | Uniformity of weight / Complies / CooTsercTByeT 18/20 tablets NMT = 7.5 % / 18/20 ue 6onee + 7,5
OnHOpOIHOCTL MO Macce %
_ 2/20 tablets NMT +15% / 2/20 ne Gonee + 15%
5 | Loss on drying / IloTeps B 1.9 % NMT 6.0 % / He Gonee 6,0 %
Macce MpH BbICYLIMBAHHH
6 | Dissolution / 79-88% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennosungos uepes 120 mun
7 | Uniformity of Dosage units / AV=49 The acceptability index forn= 10 AV <L1.
OnHOpOIHOCTH JO3HPOBAHMS 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.

TTokasarens nmpuemnemocty wisi n=10 AV <L1.

B cnyuae, ecnn 3na4enne AV npesbiaer L1,
NPOBOMAT MCIBITAHKE Ha cnenyrowux 20 obpasuax.
Ins n=30 AV <L1. Bce 3Ha4eHHs Xi A0JKHbI
YIOBJIETBOPATh HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuuecrseHHOe OMpeaeneHue 13.95 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodoromerpus) Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)

13,95 mr/ra6 CEeHHO3HIOB B Nepecyere Ha CeHHO3MA B B oHOI
Tabnerxke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: MNpogykt cootseTcTeyeT Tpebosanuam HI | 3aknwouenune: OQOBPEHO
Checked by QC In-Charge{ Approved by QA In-Charge / o
[okymeHT nposepeH OKK: \'-}3‘5\' e AokymeHT oaoBpeH OOK: @7 i
Date / 0.0 2021 Date / 09 .08 202 |
Narta: Hara:
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTHO®UKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Ipouykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsi Ne: 481146

Batch Quantity / Oobem cepun:

5849 packs / ynakoBok

AR No / Anasmrugeckuii oraer Ne : ARF/188/2021 |Date of Analysis / /lata ananmza: 07.08.2021

Date of Mfg / Jlara npoussoacrsa:  07/2021

Date of Expiry / 'onen no:

06/2024

Analysis performed according ND / Anamis nposenén nmo HJI: ITN013745/01-091017, U3m. Ne 1 ot 17.04.2020

No Test / IlokazaTens

Result / PesyabTaThl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Copnepxanue
MeTHnaparuapokcubensoara

(BIXKX)

0.048 mg/tab /

0,048 mr/Tabd

0.028 — 0.056 mg/tab. / Ot 0,028 go 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ Mukpobuosornyeckas Y4HCTOTa

10a) | Total Aerobic microbial count /
O6ee uncno aspobHbIX 20

MHKPOOPraHusmMoB

Not more than 10° cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / Obmee 1ucno <10
IUIECHEBBIX U JIPOXOKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10 / g / He Gonee 10% /r
bacteria/ Ycroliunssie K
JIEACTBHIO XKeM4H
rpamMoTpHLUaTeNbHble DakTepun

10d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/ OtcyrctBHe B 1 1

10 ¢) | Escherichia coli Absent /OtcyreTBYIOT Absentin 1 g/ OtcyrcrBue B 1 1

100 | Salmonella Absent / OTcyTCcTBYIOT Absent in 10 g /OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
MNpumeuanwme: Mpoaykr coorseTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwuenue: OOOBPEHO

Checked by QC In-Charge .
[okymeHT nposeper OKK: “B A b

Approved by QA In-Charge /
NokymenT ogobper OOK:

P

Date /

09.08.202.1
Nara:

Date /

04 0% -202\
[ara:
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJIN3A

Page 4 of 4 / Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 481146

Batch Quantity / O6bem ceprm:

5849 packs / ynakosok

AR No / Anasmruaecknii oraer Ne : ARF/188/2021|Date of Analysis / /lara anamuza: 07.08.2021

Date of Mfg / lara mpomssoncrea: 07/2021

Date of Expiry / I'oxen go:

06/2024

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

Ne

Test / [Toxka3zarenn

Result / PesyabsTarsi

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 Tabnerok B
OmMcTep U3 MIeHKH
MIOTHBHHHIIXJIOPHIHOH
(MONMMATHIEHOBOH/
MTOJMBHHHIIACHXJIOPHIHOM ) U
AMIOMHHHEBOH GObry, 1o 25
HaHucTEpPOB B KAPTOHHYIO Ma4Ky
C BIOXKEHHEM 25 HHCTPYKLHH
MO MPUMEHEHHUIO.

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
Tabnerok B GMCTEP M3 NIIEHKH TPEXCIOHHO#M
(IMMBX/ATMIBJAX) u amomuuneroil Gonsra. ITo 2
unu 3 Gnucrepa BMecTe ¢ MHCTPYKIIMEH MO
NMPHUMEHEHHIO B KapTOHHYIO madky. [To 20 Tabnetok
B OIHCTEp M3 MIIEHKH NOJHBHHHIXIOPHIHO
(HOMMITUIEHOBO / MOIMBHHUIIAEHXIOPHIHOM) H
anoMuHueBoi Qonery, mo 25 GnucTepos B
KAPTOHHYIO MAYKY C BIOYKEHHEM 25 MHCTPYKUHI 1o
[PHMEHEHHIO.

12

Labeling / MapkupoBka

According to ND /

B cooreercTeum ¢ H]|

Storage conditions / Ycnosus
XpaHeHHs

In a dry place, at temperature below 25 °C. / B cyxom MecTe npH TeMmnepaType He

Beime 25 °C.

14

Shelf life / Cpok rogHocTH

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cootseTcTByeT TpebosaHuam HJ]

Conclusion : APPROVED /
3akntouenue: ONOBPEHO

Checked by QC In-Charge /— =

HokymeHT nposepeH OKK:

~Bhane

Approved by QA In-Charge / o
AokymeHT opobper OOK: ?}EX{ A%

Date /
[ara:

O . 68:20211

Date /
Hata:

0 0% -2.02-\
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