Cipla

CERTIFICATE OF ANALYSIS

X CEPTHO®HUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482006

Batch Quantity / O6nem cepun:

5847 packs / ynakorox

AR No / Anammaraaecknii orger Ne :  ARF/036/2022 | Date of Analysis / lata ananmza: 04.02.2022

01/2022

Date of Mfg / Jlata npoussojacrsa:

Date of Expiry / I'oxen no:

12/2024

Analysis performed according ND / Aranms nposeagn no HJI: ITN013745/01-091017, Usm. Ne 1 or 17.04.2020

Ne Test / HHoxazaTens

Result / Pesyabrarsl

Specification / Hopma

1 | Description / Onmcanne

Complies / CooTtsercTayer

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 kpyrasie Tabnerku co
CKOIIEHHbIMH KPasiMi OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ BKparieHusmu. Ha onHoi
cTopoHe Tabnerku BhIAaBieHo cnoBo «CIPLAY, Ha
IPYTOii - THHH Pa3ioMa.

2 |'Identification / [TognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
RO CHRGSIG CootsercTByer g;gamnnaﬁue aMMHAYHOTO PacTBOPA B KpPaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercrryer chromatogram of the sample solution should
MetunnaparunpokcubeHsoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepIKUBAHUSA OCHOBHOI'O IHKa HA XPOMATOIPAMME
HCTIBITYEMOTO PaCcTBOPA HOJBKHO COOTBETCTBOBATE
BPEMEHH y/IePKUBAHUSL OCHOBHOTO ITHKA HA
XpOMaTOrpaMMe CTaHIapTHOIO PacTBOpa
MeTHInaparuapokcubensoara (pasmen
«MeTtunnaparuapokcubensoar).

3 | Average weight / Cpennss
Macca

187.39mg / 187,39 mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
MNpumeyanue: MpoaykT cooteeTtcTeyeT TpebosaHusm HI

Conclusion ;: APPROVED /
3akmouenue: OQOGPEHO

Checked by QC In-Charge /.
[HokymeHT nposeper OKK: \13 ) ot

Approved by QA In-Charge /
HokymeHT ofobper OOK:

] e

Date /

[Hara: Bif 828 B2 S

Date /

O 720 2022
Hara:; 1
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Product: SENADE TABLETS 13,5 mg

Ilpoayxkr: CEHAJ_IE®, TABJETKH 13,5 mr

Batch No / Cepust Ne : 482006

Batch Quantity / O6bem cepumn:

5847 packs / ynaxoBok

AR No / Anamarngeckuii orger Ne : ARF/036/2022 | Date of Analysis / lara anamaza: 04.02.2022

Date of Mfe / Jlata npemssoacrea:  01/2022

Date of Expiry / T'oxen xo:

12/2024

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

Ne Test / HokaszaTean Result / PesyabTarel Specification / Hopma

4 | Uniformity of weight / Complies / CooTsercTByer 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OnHOpPOXHOCTS TC Macce %

2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / [Toteps & 1.7% NMT 6.0 % / He Gonee 6,0 %

Macce TpPH BBICYLLIMBAHUH

6 | Dissolution/ 81-87% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (QQ) cenno3unos uepes 120 muu

7 | Uniformity of Dosage units / AV =53 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTE AO3MPOBAHUA 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=15.0;L2=25.0.

ITokasarens npuemnemocth ans n=10 AV <L1.

B cny4ae, ecnu 3naueHue AV npepbimaer L1,
NPOBOMSAT MCHBITAHME Ha crenyrouux 20 obpasuax.
Jnst n=30 AV <L1. Bce 3Ha4eHHs Xi JOKHBI
yIOBIETBOPATL HEPABEHCTBY:

[M=xi| < 0,01 x 1.2 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
KonuuecTseHHoe onpeneneHuHe 13.94 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrniexrpochoTomeTps) Ot 12,15 no 15,53 mr (ot 90,0 oo 115,0 %)

]3’9'4 Mr/rab CEHHO3MIOB B nepecyere Ha ceHHo3un B B oano#
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyuanue: MNpoaykT cooteeTcTyeT TpebosaHwam HI

Conclusion : APPROVED/
3akmoyenune: OOQOBPEHO

Checked by QC In-Charged™ =
[lokymeHT nposeper OKK: |§ Oan e

Approved by QA In-Charge / -
[lokymeHT ogo6peH OOK: %ﬁl&'

Date /

0 ;s [ B R R 3 T D
Nara: 04

Date /

fara. O 9F FEE-

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




CERTIFICATE OF ANALYSIS
- CEPTHOUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfe / Jlara npousBoacrsa:

Batch No / Cepust Ne : 482006 Batch Quantity / O6nem ceprm: 5847 packs / ymakosok
AR No / Ananurugeckuii order Ne : ARF/036/2022 | Date of Analysis / lara anammsa: 04.02.2022
01/2022 Date of Expiry / 'onen go: 12/2024

Analysis performed according ND / Anaroi nposenéa mo HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IToxka3zaTenns Result / PesyabTarsl Specification / Hopma
9 | Content of Methyi 0.047 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Coneprxanue
METHIIAparuapoKcudeH3oaTa 0.047 mr/ta6
(BDXKX) '

10 | MICROBIAL LIMIT TEST/ Mukpobuonorudeckas 44ucToTa

10a) | Total Aerobic microbial count /
Obwee yucno a3poOHBIX 10 Not more than 10* cfu/ g / He Gonee 10% /r
MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6oxnee 10° /r
count / Obmree yucno <10
MIECHEBBIX U JPOACKEBBIX
rpudon

10¢) | Bile tolerant gram-negative Absent /OtcyTcTByIOT Not more than 10° / g / He 6onee 10 /r
bacteria/ Ycroiiunssie K
IefiCTBHIO JKemIH
rpaMoTpHLATebHEIE JaKTepuH

10d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ Orcyrcreue B 1 T

10€) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrctBue B I T

109) | Salmonella Absent / OtcyTeTByoT Absent in 10 g /OrcyrctBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanwme: NpoaykT cooTeeTcTBYET Tpeboanuam HI

Conclusion : APPROVED /
3aknouenme: OO0OBPEHO

Checked by QC In- Chargaf =

Approved by QA In-Charge /

%&},L

[okymenT npoeepeH OKK: \J _2,0 ane HokymeHT opobperH OOK:
Date / Date /

Ol D 40D T = IR e Sy I
Harta: + Nara: Oy
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIN3A

Paged of 4/ Crp. 43 4

Product: SENADE TABLETS 13,5_mg

Hpoxykr: CEHA,[[E® TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482006 Batch Quantity / O6nem cepyu: 5847 packs / ynakosok
AR No / Arannringecknii order Ne : ARF/036/2022|Date of Analysis / /lata ananmza: 04.02.2022
Date of Mfg / ara npoussoxcrsa:  01/2022 Date of Expiry / I'czen po: 12/2024

Analysis performed according ND / Anamms nposenén o HJ[: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Tokazarenan Result / Pe3yabTathl Specification / Hopma
ol e il ;agiaf:tér?;;:z?a ~ 2 et Package / Ynaxoska - 20 tablets in a bliste:r made _of
PVC/PE/PVDC film and three—l.ayer PVC/PE/BVDFJ film aqd aiummu'm foil. 2
aliminom oil. 25 blistecs with  |°F 3 blisters and a patient information leaflet in a
25 patient inf(;rmation leaflets in |C3TON: 20 tables in:a bhs:ner madt_a ofPVQ .
& Eartisn. / Tlo 20 TaEHToR /PE/‘P\_/'DQ film anc_l alummum_fonl, 25 blisters with
GancTep K3 MIEHKH 25 patient information leaflets in a carton. / ITo 20
B o TalneTok B OnMCTEp M3 IUIEHKH TPEXCIOMHOI
I (IIBX/ITI2/MIBIX) u amomuauieBoi $onsru. Ilo 2
10 NMBMHEUTIEHX IOPHAROH) H win 3 6aHcTepa BMECTe ¢ HHCTPYKLHEH Mo |
ATIOMHHHEBOH HOBIH, 110 25 MIPUMEHEHHIO B KapTOHHYIO mavky. [To 20 Tabnerok
GHHCTEPOR B KAPTOHHYIO MATKY B GumcTep 13 MICHKH MOJIMBUHUIXJIOPUAHOR
¢ BIONKeHHeM 25 HECTyHii (nonnamnenc:non / MONMMBHHUITAEHXIOPHIHOM) 1
T — ATFOMHHHEBOH (osibry, no 25 GiucTepos B )
KapPTOHHYIO Ma4Ky C BIOXKEHHEM 25 HHCTPYKLMI 1o
MMPHMEHEHUIO.
12 Labeling / Mapxuporka According to ND /
B cooteerctuu ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe mpu TemnepaType He
XpaHeHHA Boite 25 °C.
14 Shelf life / Cpok rogaocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteeTcTByeT TpebosarHuam HJ1

Conclusion : APPROVED /
3akmoyenne: OOOBPEHO

Checked by QC In-Charge Approved by QA In-Charge / s
[lokymeHT npoeepeH OKK: \]g Nawe JNokymeHT oaobpeH OOK: 1=
Date / O‘Z{ﬁ e I W= B i Date / O~ © 22022~

Aara: [ara:
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