- Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOHKAT AHAJIN3A
Page 1 of 4/ Cxp.1n34
Product: SENADE TABLETS 13,5 mg Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482019 Batch Quantity / Oopem cepun: 5847 packs / ynakoBok
AR No / Ananaraaecknii oraer Ne : ARF/055/2022|Date of Analysis / ara anannza: 18.02.2022
Date of Mfe / lara npoussogcrea:  01/2022 Date of Expiry / T'ogen mo: 12/2024

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

Ne Test / Ilokazarens Result / PesyabTaTsi Specification / Hopma’

1 | Description / Onucanue Complies / CootBetcTByer 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 Kpyribie TabNeTKH €O
CKOIICHHBIMH KPasAMH OT KOPDHYHEBOIC 10 TEMHO-
KOPHMYHEBOro LBeTa ¢ BKparenusiMd, Ha ogno#
cropone Tabnerku BouinasiieHo cioBo «CIPLAy, Ha
OPYTOH - THHMS pa3noMa.

2 [ Identification / ITommmHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
 — CootsercrByer S:gramnnanne aMMHA4YHOrO0 PACTBOPA B KPACHBII
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercTByer chromatogram of the sample solution should
MerunnaparunapokcHbeH3oar ; corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEPIKHBAHUA OCHOBHOTO [IMKA Ha XPOMATOPAMME
HCIBITYEMOI'O pacTBOpa AOJDKHO COOTBETCTBOBATH
BPEMEHH YAEPXKUBAHHI OCHOBHOTIO [IMKA HA
XPOMATOrPaMMe CTAHJAPTHOIO PacTBopa
MeTHnnaparnapokcubensoara (pasnen
«Merunnaparuapokcudbensoar).

3 | Average weight / Cpennsts 188.81mg / 188,81mr 189.99 mg £7.5% / 189,99 mr +7,5%
Mmacca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanme: MpoaykT cooteercrayeT TpebosaHnam H | 3akntouenue: OQOBPEHO

7

Checked by QC In-Charge.\l\}g\" i Approved by QA In-Charge / 2 }ﬁ. —

[OokymenT nposepeH OKK: HokymeHT of06peH OOK:
E:;:_’ |18 02.2022 E:;Z." 2\ 0220
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Cipla

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAE®, TABJIETKH 13,5 mr

Date of Mfg / /laTa mpon3BoacTea:

Batch No / Cepua No: 482019 Batch Quantity / O0wem cepun: 5847 packs / ymakosox
AR No / Asamurugecknii oraer Ne : ARF/055/2022|Date of Analysis / lara ananmsza:  18.02.2022
01/2022 Date of Expiry / I'ogen mo: 12/2024

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

Ne Test / Ilokazareanb

Result / PesyabTaTsl

Specification / Hopma

4 | Uniformity of weight /

OnHOpOAHOCTS MO Macce

Complies / CootsercrByer

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

Loss on drying / TToteps & 2.4%

Macce IMpU BbICYIIHBAHUH

NMT 6.0 % / He Gonee 6,0 %

Dissolution / 82-89%

PacTBOpenue

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosunos yepes 120 mun

Uniformity of Dosage units / AV=43
OnHOPOAHOCTH I03HPOBAHNS

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=25.0.

IToxasarens npuemaemoctu ana n=10 AV <L1.

B cnyyae, ecsin 3Hauenue AV npesbimaer L1,
NPOBOMAT HCIIBITAHME Ha cneayromux 20 obpasuax.
Jnsa n=30 AV <L1. Bce 3Ha4eHus Xi JODKHEI
YZIOBNIETBOPSTEL HEPABEHCTBY:

M-xi| 0,01 xL2 x M.

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

Assay (Spectrophotometry)
KonuuecTsennoe omnpeneneHue

(CriexrpodoTomerpris)

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. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEeHHO3U/IOB B MepecyeTe Ha CeHHO3HA B B oHOI
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cooteeTcTByeT TpebosaHuaM HL

Conclusion : APPROVED /
3aknwouenue: OQJOBPEHO

Checked by QC In-Charge(l”
[lokymeHT nposepeH OKK: A0 aus
e ]

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

Date /

Date /

2N 02 a2,
Harta:
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CERTIFICATE QF ANALYSIS

CEPTUOHUKAT AHAJIN3A
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Page 3 of 4/ Crp. 3 3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482019 Batch Quantity / Oobem cepun: 5847 packs / ynakosok
AR No / Asajmuriaeckmii oruer Ne : ARF/055/2022 | Date of Analysis / lata anammza:  18.02.2022
01/2022 Date of Expiry / I'oaen no: 12/2024

Date of Mfg / lara npousBoacrsa:

Analysis performed according ND / Anams nposenén no H/{: TT N013745/01-091017, Miam. Ne 1 ot 17.04.2020

Ne Test / IlokazaTenn Result / PesyabTaTsl Specification / Hopma
9 | Content of Methyl 0.047 mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 g0 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHINaparuapokcuben3oara 0.047 mr/Tab
(BIXKX) ' ’

10 | MICROBIAL LIMIT TEST/ Mukpobuonoriuyeckas 4HCTOTa

10a) | Total Aerobic microbial count /
O6mee uuciio aspoOHbIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 107 /r
count / Obmee umcno <10 :
TJIECHECBBIX H }IPO)K}KBBI)D(
rpubon

10¢) | Bile tolerant gram-negative Absent /OtcyrcTByrOT Not more than 10” / g / He 6osee 107 /&
bacteria/ Ycroiunssle k
IefiCTBHIO JKETIH
rpamMoTpHIaTeNbHbIe DaKTepHn

10d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ OrcyrcTBHe B 1 ¢

10 ¢) | Escherichia coli Absent /OTcyTcTBYHOT Absentin 1 g/ OrcyrctBue B 1 1

109) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / OrcyrcTBre B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr cooTeeTcTByeT Tpebosanmam H

Conclusion : APPROVED /
3aknrouenune: OOOBPEHO

Checked by QC In-Charge@ Aol

HokymeHT npoeepeH OKK:

Approved by QA In-Charge/ _
NokymeHT opoBpeH OOK: %‘"

Date /

e \8.02.109_1__

Date /

D DT
Hara:

2\
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Cipla

CERTIFICATE OF ANALYSIS
) CEPTU®UKAT AHAJIN3A
Paged of4/Crp.4u3 4
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepnst Ne : 482019 Batch Quantity / Oobem cepum: 5847 packs / ynakoBok
AR No / Auajaraaeckmii orger Ne :  ARF/055/2022|Date of Analysis / [lara ananmza:  18.02.2022
Date of Mfg / Jlara npomssoacrea:  01/2022 Date of Expiry / I'ogen no: 12/2024

Analysis performed according ND / Anamus nposenén mo HJI: TTN013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / Hokazarennb

Result / PesyasTaThi

Specification / Hopma

11 | Package / Ymakoska
in a blister made of

GnucTep U3 IUIEHKH

(nonuaTHIEHOBOH/

[10 NPUMEHEHHIO.

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

TIOJIMBUHIJIXTOPUITHOH

MOTUBUHIJIIEHXJIOPUIHOM) H
anmoMuHreBoit Gonbry, mo 25
6nHcTEPOB B KAPTOHHYIO MAavKy
C BJIOJKEHHEM 235 MHCTPYKLIHH

Package / Ymakoska - 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 GIHCTEp U3 MIIEHKH TPEXCIOHHOH
(TIBX/TI3/IIBJX) u amomunneBoii donsru. Ilo 2
wunu 3 61McTepa BMeCTe ¢ HHCTPYKIMEH 1Mo
NPHUMEHEHHIO B KapTOHHYI0 mayky. ITo 20 Tabnertox
B GnuUCTEp U3 MIEHKH NOJHBHHUIXIIOPHIHOMH
(MONU3THIEHOBOH / MOIHBHHIIAEHXIOPHUIHOM) 1
aMOMHHKEBO# (onery, o 25 Gaucrepos B
KapTOHHYIO MAayKy C BIOXKEHHeM 25 MHCTPyKIME 10
[PUMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B cooTserctun ¢ HJI

13 Storage conditions / Ycnosus

XpaHeHHA Beiue 25 °C.

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

14 | Shelflife / Cpok rogsocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTeeTcTByeT TpeboBaHuam HI

Conclusion : APPROVED /
3akntouenune: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK: Cr\lLe

Approved by QA In-Charge / -
MNokymeHT onobper OOK: %/

Date /

[ara: 18- 022027

Date /

Jara: 2\ 02202
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