Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A

-

Page 1 0of4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481119

Batch Quantity / O6bem cepan: 5848 packs / ymakosok

AR No / Anamarugeckunii orger Ne : ARF/149/2021|Date

of Analysis / lata amanmsa: 02.07.2021

Date of Mfg / lara npomssoacrea:  06/2021 Date

of Expiry / I'ogen no: 05/2024

Analysis performed according ND / Anaymis nposeaén mo H/I: ITTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / [Tokazareas

Result / PesyabTa

Thi Specification / Hopma

1 | Description / Onucanue Complies / CoorBetcTByer 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 kpyrisie Tabnerku co
CKOLUEHHBIMH KpassMH OT KOPHYHEBOIO A0 TEMHO-
KOPHYHEBOrO LBeTa C BKpanneHnaMu. Ha onHoii
cropone Tabnerku BbiiasieHo cinoso «CIPLAy», na
JIPYTOH - IMHUSA pa3ioMa.

2 | Identification / [ToaIMHHOCTE

2a) | Anthraquinone glycosides /

A.HTanHHOHOBbIE TJIIMKO3HUbI

Complies /
Cootrsercreyer

Ammoniacal solution turns a reddish colour /
OxpamunBaHiHe aMMHAYHOTO PacTBOpPa B KPACHBIH
L(BET.

2b) | Methyl Parahydroxybenzoate
(HPLCY ‘
Merunnaparupokcrnbensoar

(BXKX)

Complies /
Cootsercrayer

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPXKHBAHHS OCHOBHOIO [THKA HA XPOMATOrPAMME
HCIBITYEMOIr0 pacTBOPa A0JDKHO COOTBETCTBOBATH
BPEMEHH YepP)KHBAHHUA OCHOBHOIO IMHKA Ha
XpOMaTorpaMMe CTaHAapTHOrO PacTBOpa
meTHanaparuapokcubensoara (pasaen
«MerunnaparuapokcudeH3oar).

3 | Average weight / Cpenuss
macca

187.71 mg/ 187,71 mr 189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Mpumeyvanue: [NpoaykT cooTBeTcTBYET TpebosaHmsam HL

Conclusion : APPROVED /
3akntouyenue: OOEPEHO Ny

Checked by QC In-Charge /
LokymeHT nposepeH OKK:

Approved by QA In-Charge / pBe
[lokymeHT opobpen OOK: AL

Date /

Hara: 02-0%-202l

Date /

p v s P
Nara: D 20>
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481119

Batch Quantity / O6bem cepun:

5848 packs / ymakoBok

AR No / Amanarogecknii orger Ne : ARF/149/2021

Date of Analysis / J/lara anammza: 02.07.2021

Date of Mfg / Jlara npomssoxcrBa:  06/2021

Date of Expiry / I'onen no:

05/2024

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

Ne Test / Ilokazarennb

Result / PesyabTaThi

Specification / Hopma

4 | Uniformity of weight /
OxHOPOIHOCTE MO Macce

Complies / CooTBercTByeT

18/20 tablets NMT =+ 7.5 % / 18/20 ne 6onee + 7.5
%
2/20 tablets NMT +£15% / 2/20 ne 6onee + 15%

OnHOpPOAHOCTH N03HPOBAHHS

5 | Loss on drying / IToTepa B - 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce NPH BHICYITHBAHUH
6 | Dissolution/ 80-92% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHue He menee 70 % (Q) cennosupor uepes 120 mun
7 | Uniformity of Dosage units / AV=54 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:

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

L1=15.0;L2=25.0.

IToka3arens npuemnemoctd 1si n=10 AV <L1.

B cny4ae, ecnu 3nauenue AV npepeimaer L1,
NPOBOJUIT HCMbITAHUE HA creayomux 20 obpasuax.
s n=30 AV <L1. Bce 3Ha4eHus Xi JOJDKHBI
YIOBNETBOPATL HEPABEHCTBY:

M-xi| £0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonutecTBeHHOE OmpeneneHne

(CnexrpodoTomerpust)

13.90 mg/tab /

13,90 mMr/Tad

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 mo 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3M/IOB B [epecuere Ha CeHHO3uA B B oHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTcTBYET TPeboaHuam HA

Conclusion : APPROVED /
3akntouenue: OJOEPEHO &

Checked by QC In-Charge / .. Approved by QA In-Charge / _f,}_,‘l =
DokymeHT nposepeH OKK: %__ HokymeHT ogobpeH OOK: . .%e 4

;,
Date I B . (S 1o 5 | Date I o o B \-‘D!} }
Jara: G20 268| Jara: i G SRR
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUDUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepnsi Ne: 481119

Batch Quantity / O0bem cepum:

5848 packs / ynakosox

AR No / Anaaarnaecknii orger Ne : ARF/149/2021 | Date of Analysis / lata amanmza: 02.07.2021

Date of Mfg / Jlata nponssoacra:  06/2021

Date of Expiry / T'oxen no:

05/2024

Analysis performed according ND / Anamms nposenén o HI: TT N013745/01-091017, Ham. Ne 1 o1 17.04.2020

No Test / IlokazaTens Result / PesynsTaTs! Specification / Hopma
9 | Content of Methyl 0.044 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepxanue
MeTUIITaparupokcrben3oara 0.044 mr/rab
(BIXX)

10 | MICROBIAL LIMIT TEST/ MuxpoOuonora4eckas 4HcTOTa

10a) | Total Aerobic microbial count /
Obmmee qncno a’pobHBIX 20 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° /&
count / Obmee gmcno <10
IUTIECHEBBIX H APONOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTcTByIOT Not more than 10” / g / He Gosnee 10% /r
bacteria/ Ycroiiumgbie k
TIEHCTBHIO JKETUH
rpaMOTpHIATENbHbIE OaKTepHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ OrcyrcerBue B 1 1

1019) | Salmonella Absent / OtcyrerBytor Absent in 10 g / OrcyrcrBre B 10 g

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

Conclusion : APPROVED /
3akntoueHue: O0OBPEHO N,

Checked by QC In-Charge /

Approved by QA In-Charge /

O
HokymeHT nposeper OKK: %%_- HokymeHT ofobpeH OOK: /__,,,'_\:L L
Date / " - 5 Date / ;
B B2 e w0 gl g
Nara: 020t ! fara: ~naDF 2P
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTU®HNKAT AHAJIM3A

Paged of 4/ Crp.4m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJAE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481119

Batch Quantity / O6bem cepun:

5848 packs / ynakoBox

AR No / Anasmragecknii order Ne : ARF/149/2021|Date of Analysis / lara anamuza:  02.07.2021

Date of Mfg / Jlata npomssoacrea:  06/2021

Date of Expiry / 'ogen mo:

05/2024

Analysis performed according ND / Ananus nposenén mo H/I: ITN013745/01-091017, W3m. Ne 1 or 17.04.2020

Ne Test / IToka3zaTesb

Result / PesyabraTs!

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

fnucTep U3 NIEHKH

(MONMATHIEHOBOMH/

0 NPHUMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 Ta6eTox B

HOJIHBHHHJTXHOPHIIHOITI

MOJMBUHUIIIEHXIOPHIHOI) 1
amOMHHHEBOH dobry, mo 25
OnMHUCTEpPOB B KAPTOHHYIO MAYKY
C BJIOOK€HHEM 25 HHCTPYKIIHit

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 ina
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
TabneTok B OnUCTep M3 MIEHKH TPEXCIONHOM
(MBXAIMIBAX) u amomurnesoit donsru. ITo 2
w3 GnucTepa BMecTe ¢ MHCTPYKLIHEH 10
NPUMEHEHHIO B KapTOHHYIO nadky. ITo 20 Tabnerox
B OJIHCTEp H3 MICHKH MONMBHHIIIXJIOPHIHOM
(MONH3THICHOBOH / MONMBHHUIAEHXIOPHIHON) H
ANFOMHHHEBOI (oery, o 25 daucTepos B
KapTOHHYIO MayKy C BAOYKEHHEM 25 MHCTPYKUMH MO
HPUMEHEHHIO.

12 Labeling / Mapkupogka According to ND /

B coorBercTBum ¢ H]J

13 Storage conditions / Yenosus

XpaHeHHs! Boiure 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MeCTe IIpH TEMIIEPATYPE HE

14 Shelf life / Cpok rogrocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNMpoaykr cooTBeTcTBYET TpeboBaHWAM H[I

Conclusion : APPROVED /
3akntouyenme: OQOBEPEHO

Checked by QC In-Charge / EI ,r

Approved by QA In-Charge / VI

HokymeHT nposepeH OKK: AokymeHT ofobpeH OOK: _A¢ Lo

Date / ) g ] Date / — .
2 - ZOL -(-J.,f::', ‘}_

Hara: it ! Dara: 02 ¢ 2
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