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Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A

Page 1 of 4/ Crp. 113 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne :

481184

Batch Quantity / Oobem cepun:

5850 packs / ymakoBox

AR No / Anaymraaecknii oraer Ne : ARF/239/2021

Date of Analysis / lata amanmsza: 27.09.2021

Date of Mfg / Jlara npousso/acTea:

09/2021

Date of Expiry / I'ogen mo:

08/2024

Analysis performed according ND / Anamms npoeeaén mo HJI: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Toxa3zaTens

Result / PesyabTaTn:

Specification / Hopma

Description / Onucanue

Complies / CoorBercTByer

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 kpyrasie TabneTkn co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOIO 0 TEMHO-
KOPHYHEBOTO 1iBeTa C BKpanneHusMu. Ha omgHoi
cropoHe Tabnerky BbiasieHo cioso «CIPLA», Ha
ApPYToii - THHUSA pa3jioMa.

2 | Identification / TTomHHHOCTD
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cooteercrayer OkpamnuBaHie aMMHAYHOIO PacTBOPa B KPACHBII

AHTPaxXHHOHOBbIE MTHKO3HIbI ) T

2b) | Methyl Parahydroxybenzoate Complies/ Retention time of the principle peak in the
(HPLC)/ CootBercryer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPXKHUBAHUA OCHOBHOIO ITHKA Ha xpoma’ror‘pamme
HCHBITYEMOTO PacTBOPa AOJDKHO COOTBETCTBOBATH
BPEMCHHU YACPKHUBAHHUA OCHOBHOIO IMHKA HA
XpOMAaTOrpaMme CTaHAapTHOrO pacTBopa
meTunaparuapokcubensoara (pasmen
«MertunnaparuapokcubeH3oar).

3 | Average weight / Cpenuss
macca

187.85 mg / 187,85 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanme: MNMpoaykT cooteetcTByeT TpeboraHnam H

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge
JlokymeHT nposeper OKK: flane

Approved by QA In-Charge /

it

[okymeHT ogobperH OOK:
Datel ‘2“7'0“?-9_02} Datel’ ’2-8’00‘“2"02’\
[ara: [lara:

»
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHKAT AHAJIN3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481184

Batch Quantity / O0bem cepin:

5850 packs / ymaxkoBok

AR No / Ananuragecknii orger Ne : ARF/239/2021|Date of Analysis / /lara anananza: 27.09.2021

09/2021

Date of Mfg / /lara nponssoacrsa:

Date of Expiry / I'onen no:

08/2024

Analysis performed according ND / Anasns nposeaén mo HJ/L: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / lloxazaTenn

Result / PesynbraTs:

Specification / Hopma

4 | Uniformity of weight /

Complies / CooTsercTByer

18/20 tablets NMT + 7.5 %/ 18/20 ue 6onee + 7,5

O,I[HOPOJIHOCTI: JAO3HPOBAHHA

OxHOPOIHOCTH M0 Macce %
2/20 tablets NMT +15% / 2/20 ue 6onee = 15%
5 | Loss on drying / IToreps B 2.0% NMT 6.0 % / He 6oxnee 6,0 %
Macce MpH BhICYLIHBAHHH
6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennosunos 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 =15.0;L2=250.

IToxasarens npuemnemocty st n=10 AV <L1.

B cnyuae, ecinu 3nauenue AV npepsimaer L1,
NPOBOJAT MCIBbITAHKE Ha crenyrounx 20 obpasuax.
Jna n=30 AV < L1. Bce 3Ha4yeHus Xi JOIKHBI
YAOBJIETBOPATL HEPABEHCTRY:

[M=xi| 0,01 x L2 x M.

L1=15,0;1L2=250,

8 | Assay (Spectrophotometry)
KonuuecrseHHoe ornpejeneHHe

(Cnextpodoromerpus)

13.95 mg/tab /

13,95 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 no 15,53 mr (ot 90,0 o 115,0 %)
CEHHO3HMJIOB B Mepecdere Ha ceHHo3ua B B oaHOM
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeuanwue: MNpoaykr cooteeTcTByeT TPebosaHnsm HI

Conclusion : APPROVED /
3aknrouenue: OOOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge / >\ .

NlokymeHT nposepeH OKK: \B Heas [lokymeHT ofoBper OOK: @/&
Date / 2 .09 202 Date / . 20PN

Nara: 7 L Nara: 2.%5+° 2
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Cipla

CERTIFICATE OF ANALYSIS
» CEPTHOUKAT AHAJIN3A

Page3 of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi No : 481184

Batch Quantity / O6bem cepun:

5850 packs / ynaxkosok

AR No / Apasmmrigeckuii orger Ne : ARF/239/2021 | Date of Analysis / /laTa anamm3a: 27.09.2021

Date of Mfeg / lara npon3BoACTBA: 09/2021

Date of Expiry / I'onen jo:

08/2024

Analysis performed according ND / Ananus nposeagn no HJI: TIN013745/01-091017, Mizm. Ne 1 ot 17.04.2020

Ne Test / loka3aTenn Result / PesyabTaTe Specification / Hopma
9 | Content of Methyl 0.046 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepxanue
MeTHnaparuapokcubenzoara 0.046 mr/Tab
(BIKX)

10 | MICROBIAL LIMIT TEST/ Mukpo6nonoru4yeckas 4HcToTa

10a) | Total Aerobic microbial count /
Obwee guca0 a3pOoOHBIX 30 Not more than 10* cfu/ g / He Gonee 10% /r
MHKDPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obmee 4HCIO <10
TUIECHEBBIX U APOHIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10” / g / He 6onee 10% /r
bacteria/ Ycroiiuusbie K
JIIeMCTBHIO JKEITYH
rpaMOTPHLIATENIbHbIE OAKTEPHH

104d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ Orcyrcrue B 1 1

10e) | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBHe B 1 T

10f) | Salmonella Absent / OtcyTcTByIOT Absentin 10 g /OrcyrcTere B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTCTBYET TpeboBaHWAM HO

Conclusion : APPROVED /
3axntouenune: OQOBPEHO

Checked by QC In-Charge /./Eq A
£ 1N

JokymeHT npoeepeH OKK: =~

Approved by QA In-Charge /
JokymenT onobper OOK:

Date /
Harta:

2 .09 200L)

Date /

fara: 9.8-09. 202\
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOPHUKAT AHAJIN3A

Paged of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne: 481184

Batch Quantity / Oonem cepun:

5850 packs / ynakosox

AR No / ApanutHgeckuii oraer No :

ARF/239/2021|Date of Analysis / lara anamuza: 27.09.2021

Date of Mfg / Jlara mpomssoacrsa:  09/2021]

Date of Expiry / I'oxen jo:

08/2024

Analysis performed according ND / Anamus nposeagn no HJ: I1 N013745/01-091017, Msm. Ne 1 ot 17.04.2020

No Test / IlokazaTensb

Result / PesyabTaThbl

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

bnucTep M3 MICHKH

(o3 THIEHOBOH/

[0 PUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

HOHI!BHHHJTXHOPHHHOﬁ f

HOJHBUHUIAESHXJIOPHAHON) H
AIFOMHHHEBOH (onery, mo 25
OnHCTEpOB B KAPTOHHYK) MAYKy
C BJIOXKEHHEM 25 HHCTPYKUMH

Package / Ynakoska - 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
TabyeTox B OIUCTEp U3 IUIEHKH TPEXCIOHHOI
(IIBX/II23MIBIOX) u amomunueroi domsru. ITo 2
una 3 OnucTepa BMECTe ¢ HHCTPYKIHEH 10
NPUMEHEHHIO B KapToHHY0 nadky. [To 20 tabnerok
B OnMCTep M3 IUIEHKH NOJMBUHIIIXJIOPHIHOIM
(MoONHATHIIEHOBOH / MONMMBHHHIIAEHXIOPHIHON) U
amoMuHHeBo#H Qonbry, no 25 6aucTepor B
KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 MHCTPYKLHH 1o
MPHMEHEHHIO,

12 | Labeling / MapxupoBka According to ND /

B cootsercteun ¢ HI|

13 Storage conditions / Ycnorus

XpaHeHHs Beime 25 °C.

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

14 Shelf life / Cpox rognocTr 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeuanwme: MNpoaykT cooTBeTcTBYET TpeboBaHuam HJ

Conclusion : APPROVED /
3aknouenue: OQOBPEHO

Checked by QC In-Charge /"
[lokymeHT npoeepeH OKK: \’3 Qane

Approved by QA In-Charge /
NokymeHT onobpeH OOK:

Date /

97«09 2021
Jara:

Date /

Nlata: 70202\
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