Cibla

CERTIFICATE OF ANALYSIS
- CEPTHOHUKAT AHAJIHM3A
B ) Page 1 of4/Crp.1m34
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJE®, TABJIETKH 13,5 mr
Batch No / Cepnsi Ne: 481153 Batch Quantity / Oobem cepun: 5850 packs / ynakoBok
AR No / Aranurugecknii orger Ne : ARF/196/2021|Date of Analysis / /laTa amannsa: 14.08.2021
Date of Mfg / /lara npomssoacra:  07/2021 Date of Expiry / Toxen jo: 06/2024

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

Ne Test / lloxasatean Result / PesyabraTst Specification / Hopma

1 | Description / Onucanue Complies / CooTBeTcTByeT 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 kpyrieie Tabnetku co
CKOIIEHHBIMH KPasiMi OT KOPHYHEBOT'O 110 TEMHO-
KOpPH4HEBOTO LBeTa ¢ BkparuieHuamMu. Ha onnoit
cropose Tabnerky BbiasneHo cnoeo «CIPLA», Ha
JIpYroi - THHUA pa3noMa.

2 | Identification / ITomIMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T ——— COOTBe'TC'rBye:T ;);élramusaﬁﬂe aMMMa4yHOrO pacTBOpa B KPACHbIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootsercTByeT chromatogram of the sample solution should
Merunnaparunpokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIePHKHUBAHHS OCHOBHOTO MHKA HA XPOMATOrpaMme
HCHBITYEMOrO PacTBOPa J0JDKHO COOTBETCTBOBATH
BPEMEHH YEPKHBAHHSA OCHOBHOIO ITHKA Ha
XpPOMaTOrpaMMe CTaHAapTHOrO pacTBopa
MeTUImaparuapokcubersoara (pasnen
«MeTtnnnaparuapokcubeH3oar).

3 | Average weight / Cpennsas 188.01 mg/ 188,01 mr 189.99 mg +7.5% / 189,99 mr +7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: MNpoaykr coorsetcTayeT TpebosarHuam H | 3akntoyenne: OQOEPEHO
Checked by QC In-Charge / . Approved by QA In-Charge / e
LokymeHT npoeepeH OKK: [okymeHT oaobper OOK: %
Date / B o o Date / -
fara 14.08-2.02| Nate, W08 207 )
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Cipla

CERTIFICATE OF ANALYSIS
B CEPTHO®HUKAT AHAJTMU3A

Page 2 of 4/ Ctp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Iponyxt: CEHAIE®, TABJIETKH 13,5 mr

Date of Mfg / JlaTa mpoH3BOJACTBA:

Batch No / Cepusi Ne: 481153 Batch Quantity / Oobem cepun: 5850 packs / ymakosok
AR No / Apamaruaecknii oraer Ne :  ARF/196/2021 |Date of Analysis / [laTa anamnsa: 14.08.2021
07/2021 Date of Expiry / I'oaen f1o: 06/2024

Analysis performed according ND / Ananmus nposeagn mo HJI: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / okazaTennb

Result / PesyabTarbl

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTE MO Macce

Complies / CoorseTcTBYET

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

OnHOPOIHOCTL AO3MPOBAHHS

S | Loss on drying / TToteps B 1.8 % NMT 6.0 % / He Gonee 6,0 %
MACCe NPH BbICYINMBAHMM
6 | Dissolution/ 83-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <LI1.

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.

Tloxasarens npueMsemocty s n=10 AV <L1.

B cny4ae, ecnn 3Hagenne AV npeseimaer L1,
NPOBOIAT HCIBITAHNE Ha creayromux 20 obpasnax.
Jlnst n=30 AV <L1. Bce 3HaueHus Xi JOJKHEI
YAOBJIETBOPATH HEPABEHCTBY '

[M-xi| £0,01 x L2 x M.

L1=15,0,L2=250.

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE ONpeseNeHe
(CnekrpodoTomerpus)

13.94 mg/tab /

13,94 mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 1o 115,0 %)
CEHHO3MIIOB B MEPECHETe Ha CEHHO3MA B B oaHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooTeeTcTayeT TpebosaHuam Hl

Conclusion : APPROVED /
3akmovyenue: OOOBPEHO

Checked by QC In-Charge /
HokymeHT npoeepeH OKK:

Approved by QA In-Charge /
[LokymeHT ofobpeH OOK:

%19—.’ C
D

Date /

ﬂaTa: “""08202'

Date /

\W-08- 202\
[ara:
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Cibla

CERTIFICATE OF ANALYSIS
& CEPTHOUKAT AHAJIU3A
5 Page 3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 481153 Batch Quantity / Oobem cepun: 5850 packs / ymakosok
AR No / Ananurnueckuii orger Ne: ARF/196/2021|Date of Analysis / [laTa ananuza: 14.08.2021
Date of Mfg / /lara npom3soacra:  07/2021 Date of Expiry / I'onen no: 06/2024

Analysis performed according ND / Anasms nposeaén o H/I: IIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokasarens Result / PesyabTaTsi Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepaxanue
MeTuanaparuapokcubensoara 0.047Mr/Ta6
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpobronornueckas YHCTOTa

10a) | Total Aerobic microbial count /
O0wee uncno a3poOHLIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfi/ g /He Gonee 10° /v
count / Obmee uncno <10
[IJIECHEBbIX U JIPOAIKEBBIX
rprGoB

10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10” / g / He Gonee 107 /r
bacteria/ YcroiiunBble K
NEHCTBHIO XKeT4n
rpamoTpHLaTelibHble OaKTepHH

10d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absent in 1 g/ OrcyrctBue B 1 1

10e) | Escherichia coli Absent /OrcyreTByIOT Absentin 1 g/ OtcyrctBue B 1 1

101) | Salmonella Absent / OrcyTeTBytOT Absent in 10 g / OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyuanme: MNpoaykT cooteeTcTByeT TpebosaHwam HJ

Conclusion : APPROVED /
3aknwuenune: OQOBPEHO

Checked by QC In-Charge / ,

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

B

Date /

NokymeHT npoeepeH OKK:
.ua.ra. IH'OS‘ZGZI

Date /

\LW.08. 202\
Harta:
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CERTIFICATE OF ANALYSIS
* CEPTUOHKAT AHAJITH3A

Paged of 4/ Crp. 4n34

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481153 Batch Quantity / O0bem cepun: 5850 packs / ynakosok
AR No / Anasmragecknii orger Ne :  ARF/196/2021|Date of Analysis / [lata ananu3za:  14.08.2021
Date of Mfg / Jlara npomseoacrea:  07/2021 Date of Expiry / 'oxen go: 06/2024

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

Ne Test / Iloka3zarens

Result / PesyabTaThl

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

OmucTep U3 MIEHKH

(momu3THIEHOBOMH/

10 IPHMMEHEHHIO.

Package / Ynakogka - 20 tablets

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

[IOJTHBUHUITXIIO PUAHOM

MOJTMBUHUIAEHXJIOPUIHOI) U
aMKOMUHIEBOI honery, mo 25
OGMUCTEPOB B KAPTOHHYIO MAUKy
C BJIOXKEHHEM 25 MHCTPYKLHI

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
Tabnetox B OnuCTEp M3 IUIEHKY TPEXCIOWHOH
(IBX/II/TIBAX) m amomununesoii Gonern. Ilo 2
unu 3 GiaucTepa BMecTe ¢ MHCTpyKLUeii 1o
MPHMEHEHHIO B KapTOHHYK0 nadky. ITo 20 tabnerok
B OJIHCTEp H3 [UIEHKH NOJTHBHHWIXJIOPUIHOMN
(MonuITUIEHOBOH / MONMBUHIIIEHXIOPUIHOH) U
amomMuHueBol (onbruy, no 25 GnucTepos B
KAPTOHHYK NayKy € BIOXKEHHUEM 25 HHCTPYKLHH 110
MPHMEHECHHID.

12 | Labeling / MapxupoBka According to ND /

B cootsercTeuu ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHs Beimre 25 °C.

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

14 Shelf life / Cpok rogrocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3axknrouenue: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposeper OKK:

Approved by QA In-Charge /
HoxymeHT ogobpeH OOK:

B

Date /

[ 408 2021

Date /

u-0%-20t)
[ara: 4 =
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