Cipla

CERTIFICATE OF ANALYSIS

-~

CEPTUOUKAT AHAJIM3A

Pageiof4/Crp.1n3 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne:© 484104 Batch Quantity / Oosem cepun:  5847packs / ynakosok
"]AR No / Ananarauecknii oryer Ne : ARF/190/2024 | Date of Analysis / laTa anannza;  17.10.2024
Date of Mfg / llata nupowssoacrea:  10/2024 Date of Expiry / U'ogen oz 09/2027

Analysis performed according ND / Auanu3 nposexén mo HJI: IT N$#13745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uzm. Ne 1 or (9.07.224

Test / TlokazaTens

Ne ) Resuit / PesynsTarsi

Specification / Hopma

1 | Description / Oumcanue

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. / ITnockue kpyrinele TabNETKH CO
CKOUIEHHBIMH KPaAiMHU OT KOPHYHEBOTO J10 TeMHO=
KOPHYHEBOTO [BeTa ¢ BKparneHusMu. Ha onHoit
cropone TadneTky BeiAasieHo cnoso «CIPLA®, Ha
NpPYTOif - THHHA pasiioMa.

2 Identification / TloanMHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTBeTcTBYET OxpamMBaHWe aMMHagHOTO PAcTBOpPAa B KPACHbIH
AHTPaXHHOHOBBIE TIIHKO3U/IbI iy
2b) | Methyl Parahydroxybenzoate Comptlies / Retention time of the principle peak in the
(HPLC)Y/ CootBeTCTBYET chromatogram of the sample solution should
Metunnaparuapokcuben3oat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIAepKUBAHKA OCHOBHOIO IMHKA HA XpOMAarorpaMme
MCMBITYEMOTO PACTBOPA JIOJKHO COOTBETCTBOBATE
BPEMEHH YAEPHHBaHHA OCHOBHOIO KA Ha
XpOMAaTOrpaMMe CTaHAapTHOTO pacTBOpa
MeTuiInaparuapokcubeHsoara (pasaen
«MetunnaparuapokcndeHsoar).

3 | Average weight/ Cpenusas
Macca

188.93mg / 188,93mr

189.99 mg £7.5% / 189,99 Mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTCTBYET Tpebosanusm HI

Conclusion : APPROVED /
3aknwuenue: OOOBPEHO

Checked by QC In-Charge / S i G
HokymeHT nporepexd OKK: %-t“)

Approved by QA In-Charge /
HokymeHT 0f0bpeH OOK:

e

Date /

B e |
Larta:

17 Lo

Date /

\Peios 2824
[aTa:
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Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOHKAT AHAJTM3A
Page 2 of 4/ C1p. 2 u3 4
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 484104 : Batch Quantity / O6sem cepuu:  5847packs / ynakosox
|AR No / ApannTuueckuii oruer Ne: ARF/190/2024 |Date of Analysis / Jlata ananuza: 17.10.2024
Date of Mfg / lata nponsseacrea:  10/2024 Date of Expiry / T'ogen o: 09/2027

Analysis performed according ND / Ananus nposenén o HJI: TT N013745/01-180522, amend No. 1 dated
06.07.2024 / 1X N0O13745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma

Test / IlokasaTenn

4 | Uniformity of weight / Complies / CoorsetctByeT 18/20 tablets NMT £ 7.5 % / 18/20 ne bonee + 7,5
OaHopoHOCTH 1O Macce %
. 2/20 tablets NMT +15% / 2/20 ne Gonee = 15%
5 | Loss on drying / [Toteps B 2.1% NMT 6.0 % / He 6onee 6,0 %
Macce [IPH BhICYILIUBAHUH '
6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (QQ) cenno3umos uepes 120 mun
7 | Uniformity of Dosage units / AV=59 The acceptability index forn=10 AV < L1,
OJHOPO/IHOCTh I03UPORAHUA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
a=:30
AV <L1. All values of xi must satisfy the
inequality:

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

L1 =15.0;12 =25.0.

[Tokazarens npuemiaemoctu muan=10 AV <LI.

B cityqae, eciu 3HaueHue AV nipessimaet L1,
NPOBOJAT UCIIBITAHKE Ha criemytomux 20 obpasuax.
JUa n=30 AV < L1. Bce 3Ha4eHUs Xi HOTHKHbI
YIAOBNETBOPSATH HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KommiecTBenHOe onpeneneHue 14.02mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodoromerpus) Ot 12,15 o 15,53 mr (o1 90,0 no 115,0 %)

14,02mr/Ta6 CEHHO3UIOB B NepecyeTe Ha cenHo3ua B B onxoit
TalJIeTKe.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: MNpoaykr cooreeTcTeyeT TpebosaHuam HI | 3akntoyeHve: OOOBPEHO
Checked by QC In-Charge / "Zf:*-“; Approved by QA In-Charge /
[okymeHT nposepeH OKK: Tol— HokymeHT ogobpeq OCK: %}/‘Y/
3:&2:/ EH KR H::“i:/ L ian
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Cipla

CERTIFICATE OF ANALYSIS
" CEPTUOHUKAT AHAJI3ZA

Page3o0f4/Crp.3us 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIEY, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: . 484104 Bateh Quantity / O6vem cepun:  5847packs / ynakosok

‘|AR No / Avanarugeckuii oruer Ne : ARF/190/2024 |Date of Analysis / Jata anamsa:; 17.10.2024

Date of Mfg / lata npoussogcrra:  10/2024 Date of Expiry / Nonen no: 09/2027

Analysis performed according ND / Ananus nposenés no HJI: II N013745/01-180522, amend No. 1 dated
09.07.2024 / FT N013745/01-180522, uizm. Ne 1 ot 09.07.2024

No Result / PesynbTarsl Specification / Hopma

Test / [Toka3zaTenns

9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
ConepxaHue .
MeTuinaparupokcubeHsoaTa 0,039mr/Tab
(BOXX)

i0 | MICROBIAL LIMIT TEST/ MukpoGuonormyeckas YucToTa

10a) | Total Aerobic microbial count /

O6mee YMCTo a9POBHEIX 10 Not more than 10* cfu/ g / He Gonee 10° /v
MHKPOOPTaHU3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / OBiee 9uciIo <10
IJIECHEBBIX H JIPOKIKEBDIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107/ g/ He bonee 10% /r
bacteria/ Vcroitumsble K
JAEHCTBHIO XKemuu
rpaMoTpHIaTebHbIe DaKkTepHu
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in | g/ OtcyrctBueB 1 T
10¢) | Escherichia coli Absent /OTcyTcTRYIOT Absentin 1 g/ OtcytctBue 8 1 1
106) | Salmonella Absent / OtcyTeTBYIOT Absent in 10 g / OrcyrcrBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: Mpogykr cootsetcTeyeT Tpebosanusm HI | 3akntoyenue: OQOEPEHO
Checked by QC In-Charge / = Approved by QA In-Charge /
OokymeHT nposepeH OKK: ' OokymeHT ogobper OOK: %
Date / Date /
\ L lerD o2 ~ *
[ara: R A i [arta: b s
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Cipla

CERTIFICATE OF ANALYSIS
B CEPTUHOHKAT AHAJIM3A

Paged4of4/Crp. 4134

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484104

Batch Quantity / O6nem cepun:

5847packs / ynakoBok

‘|AR No / Ananuruyeckuii oruer Ne : ARF/190/2024

Date of Analysis / Jara amanuza: 17.10.2024

Date of Mfe / lata npomssoacrea:  10/2024

Date of Expiry /I'oaen go:

09/2027

Analysis performed according ND / Auanus nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N0i3745/61-180522, sizm. Ne 1 o1 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / [lokazaTtenb
11 | Package / Ynakoska P v @ - 20 tablet . : «
. ma;k;%;;, nr::g:r;r}a (reablets Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°F 3 blisters and a patient information leaflet in a
26 et info’rmazion leaflets in |carton. 20 tablets in a blister made of PVC '
3 c£10n e —— /PE/PVDC film and aluminum foil, 25 blisters with
P .m sl 25 patient information leaflets in a carton. / [To 20
Hommﬁ{mmo —— TabNETOK B GMCTEp U3 INeHKN TpeXcnoiHoH
(no;mamneﬁosi i/ (MBXA12/MBAX) 1 amomuureroit oasru. [To 2
NOHEARANHERTOPAEOH) X uiu 3 61HcTepa BMECTe ¢ MHCTPYKUHeit 1o
R d)OnirH 10 25 HOpHMEHEHUIO B KapTOHHYO nauky. [To 20 rabnerok
S A : . GnucTep W3 MIEHKH NOTUBHHHIXIOPHIHOM
5 BHO)KEHHCM 2[5) lfIHC'[‘} - Y (MOMUATHIIGHOBOM / IOMHBUHUIICHXJIOPUIHOMN) 1
g PIMCHC.HK[D Py amoMuHueBRoH donsru, o 25 GrUcTepos B
P ' KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 HHCTPYKLIHIL ITO
TIPUMEHEHHIO.
12 Labeling / MapxupoBka According to ND /
B coorBercTBUM ¢ HJT
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe Ipu TemrepaType He
XpaHeHus Bbime 25 °C.
14 Shelf life / Cpok rogHocTH 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTBeTCcTBYET TpebosaHuam HA

Conclusion : APPROVED /
3akntouenune: OOOBPEHO

Checked by QC In-Charge / =
HokymeHT nposepeH OKK: {—{»—u

Approved by QA In-Charge /
LoxkymeHT opobped OOK:

e

Date /

6 Sy
Hara: it

Date /

fara: 17 \o- 202y
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