Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOUKAT AHAJM3A

Page 1 of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484106

Batch Quantity / O0bem cepun:  5844packs / ynakosex

AR No / AnannTadeckuii otuer Ne : ARF/193/2024|Date of Analysis / lara ananmuza: 19.10.2024

Date of Mfg / Aara npoussocrsa:  10/2024 Date of Expiry / Tozen no: 09/2027

Analysis performed according ND / Ananns nposeaén no H: IT N013745/01-180522, amend No. 1 dated
§9.07.2024 / I N013745/01-180522, iam. Ne 1 ot 09.07.2024

No

Test / [MoxaszaTenn

Result / PesyabTaThi Specification / Hopma

I | 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 kpyribie TadNETKH CO
CKOLIEHHBIMH KPasiMH OT KGPHIHEBOTO 10 TEMHO-
KOPHUYHEBOTO LBeTa ¢ BKpariennamu. Ha oanoli
cropone Tabnerku Bhigasaexo cnoBo «CIPLAy, na
Apyroii - THHKSA pasioMa.

2 Identification / [ToANMHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBeTcTBYET OxpaliUBaHKHe aMMMauHOro pacTBoOpa B KPacHbIH
AHTP&XHHOHOBE:IG TTHKO3HW/IbI LBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ CooTBeTCTBYET chromatogram of the sample solution should
MeTuinaparaipokcHOeH30aT corresponds to the retention time of the principle
(BDXIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIEepPKUBAHKUSA OCHOBHOTO MUKA HA XPOMATOIpamme
HCTILITYEMOIO PacTBOpPa JO/KHO COOTBETCTBOBATD
BPEMCHH y/ICPKHBAHHA OCHOBHOTO NUKa Ha
XpoMarerpamMmmMe CTaHAapTHOro pacTsopa
MeTHnnaparnapokcubensoara (pasaen
«MertunmaparuapokcubeHszoar).

3 | Average weight / Cpennsist
macca ‘

188.04mg / 188,04mr 189.99 mg £7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanme: Mpoaykr cootsetcTayeT Tpebosaruam HI | 3aknoueHue: OAOBPEHO

Checked by QC In-Charge / -
[okymeHT nposepeH OKK: éai;t,i

Approved by QA In-Charge /
HokymenT onobpen OOK: @é;

Date /

. S
[lara: (A vo.s o G

Date /

2.0 \0
[lara: 20 222LM
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOUKAT AHAJIN3A

Page2of 4/Crp.2u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHA)IEﬁ, TABJIETKH 13,5 mr

5844packs / ynaxoBok

Date of Mfg / laTta npeu3Bogcrea:

Batch No / Cepua Ne: 484106 - |Batch Quantity / Obbem cepun:
AR No / Anaantnueckuii oruer Ne : ARF/193/2024|Date of Analysis / lata anannza:  19.10.2024
10/2024 Date of Expiry / l'onen no: 09/2027

Analysis performed according ND / Ananus nposeaén no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 65.07.2024

Test / [lokasaTean

Ne Result / Pesynbrarhl

Specification / Hopma

4 | Uniformity of weight /
OAHOPOIHOCTE MO Macce

Complies / CootBercTByeT

18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee + 7,5
%
2/20 tablets NMT £15% / 2/20 He Gonee + 15%

OJHOPOJHOCTh N03HPOBAHHA

5 | Loss on drying / [Toteps B 2.0% NMT 6.0 % / He 6osee 6,0 %
Macce Mpy BeICY LIMBAHHN
6 | Dissolution / 79-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHue He menee 70 % (Q) cennosnaos yepes 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 < LI. All values of xi must satisfy the
inequality:

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

L1 =15.0; L2=25.0.

[Tokazarens npuemnemoctu g n=10 AV < L1.

B cnyuae, ecnu 3nauenue AV npessrmaer L1,
MPOBOJAT HCMbITaHKHE Ha cienyouux 20 obpasuax.
Jna n=30 AV < L1. Bce 3HaueHns Xi JOJKHBI
YIOBNETBOPSATH HEPABEHCTRY:

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

L1=150;1.2=250.

§ | Assay (Spectrophotometry)
KosunuecTeHHoe onpeneneHue
(CnexTtpogoromeTpus)

13.86mg/tab /

13,86mr/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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3MI0B B MepecyeTe Ha CeHHOo3ua B B onHo#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeetcTayeT Tpebosaduam HA

Conclusion : APPROVED /
3aknwyeHue: O0OBPEHO

Checked by QC In-Charge / =
[JokymeHT nposepeH OKK: =

Approved by QA In-Charge /
[HokymeHT ogoBped OOK:

I

Date /
Hara:

La. (o 102y

Date /

20 '\ 0-1ro02-Y
[ara:
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHATH3IA

Page 3 of 4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAIE", TABJIETKH 13,5 mr

Date of Mfg / Jata npon3BoacTBa:

Batch No / Cepnn Ne: 484106 Batch Quantity / O6nem cepun:  5844packs / ynaxosox
'AR No / Auanurnyeckuii oruer Ne : ARF/193/2024|Date of Analysis / lara anaausa: 19.10.2024
10/2024 Date of Expiry / Ioaen jo: 09/2027

Analysis performed according ND / Auanus nporenén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [TokaszaTens

Ne Result / PesyabTatsl

Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPLC)/
Conepxanue
MeTuInaparuapokcnensoara
(B2XX)

0.040mg/tab

0,040mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 zo 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpo61onoryueckas 4ucToTa

10a) | Total Aerobic microbial count /
OGuee 4ueno aspobHbIx . 20

MHKPOOPraHH3MOR

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

10b) | Total combined yeast and mould
count / O61ee yHcno
TIJIECHEBLIX H HpO)K)KeBbIX

rpudos

<10

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

10¢) | Bile tolerant gram-negative
bacteria/ Ycroituusbie K
NEHCTBHIO JKETUH

rpaMoTprLaTenbHble GakTepHn

Absent /OTCYTCTBYIOT

Not more than 107/ g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTCyTCTBYIOT

Absentin | g/ OrcyrctBue B 1 r

10¢) | Escherichia coli

Absent /OtcyTcTByioT

Absentin | g/ OtcyrctBue B I r

100 | Salmonella

Absent / OtcyTeTBYIOT

Absent in 10 g / OtcyTcTBHE B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykT cooTeeTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwovenue: OQOBPEHO

Checked by QC In-Charge / B
HokymeHT npoBepeH OKK: '[f—~b'}

Approved by QA In-Charge /
JokymeHT ogobpex OOK:

=

Date /
[ara:

12 terery

Date /

2o \0 oY
Oarta:

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTUP®UKAT AHAJIM3A

Pagedof 4/Crp. 434

Product: SENADE TABLETS 13,5 mg

Tpoaykr: CEHAJIE®, TABJIETKH 13,5 wmr

Date of Mfe / JlaTa npoH3BoACTBA:

Batch No / Cepust Ne: 484106 Batch Quantity / O6bem cepun:  5844packs / ynakoBor
AR No / Ananuruueckuii oruer Ne : ARF/193/2024|Date of Analysis / laTa anamusa:  19.10.2024
10/2024 Date of Expiry / I'open go: 09/2027

Analysis performed according ND / Ananus nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. MNe 1 ot 09.07.2024

Ne

Test / [Mokazatens

Result / PesynbTathl

Specification / Hopma

11 | Package / ¥nakoska

in a blister made of

onucTep U3 NIEHKH
MOJMBHHHIIXJIOPHIHOM
(noauITUNIEHOBOMH/

10 MPUMEHEHHIO.

Package / Ynaxosxa - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I1o 20 Tabnetok B

[OMBHHHIACHXNOPHIHOH) K
AMOMHHUEBOH (OJIBIH,
GIHUCTEPOB B KAPTOHHYIO MAYKy
C BIOXEHHEM 25 HHCTPYKUHIA

Package / Vnakoska - 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
TabneTok B ONUCTEp U3 TIEHKH TPEXCNOHHOM
(IIBX/TIO/TIBIX) u antomMunneBoi onpru. ITo 2
Uiy 3 GaucTepa BMECTE ¢ HHCTPYKUHMEH Mo
NpPHMEHEHHIO B KapToHHY10 na4ky. [1o 20 tabnerok
B BMCTEp M3 MIEHKH MOJMBHHUIXIOPH/IHOM
(TOMATUNEHOBOH / NONMBUHHUIAEHXTOPHIHOH) U
amoMUHUEBO# (onbru, o 25 GIUcTepos B
KAPTOHHYIO MAuKy C BIOMEHHWEM 25 MHCTPYKIINH 1o
NMPUMEHEHHIO.

no 25

12 Labeling / Mapkupopxa According to ND /
B cootsercTBun ¢ H]|
13 Storage conditions / Ycnonus In a dry place, at temperature below 25 °C./ B cyxom mecTe npu TeMrneparype He
XpaHEeHMs Boiie 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanme: Npoaykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3axkntovyenne: OO0OBPEHO

Checked by QC In-Charge/ __ .
OokymeHT npoeepeH OKK: ?fﬁ. et

Approved by QA In-Charge /
NokymeHT ogobpeH OOK:

e

Date /

Q. O St
Lara: [ Lo Jeoagp

Date /

20+ |0 2orlY
[ara:
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