Cipia

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1 of 4 /Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Tpoaykt: CEHAJIE, TABJIETKH 13,5 mr

Batch No / Cepnsa Ne: 483028

Batch Quantity / Oobem cepun:  5845packs / ymaxkoBok

AR No / Anaaaragecknii orger Ne : ARF/052/2023 | Date of Analysis / /laTa anammsa: 22.04.2023

Date of Mfg / /lara nponssoacrea:  03/2023 Date of Expiry / Iogen no: 02/2026

Analysis performed according ND / Ananus nposenén no H/I: [TN013745/01-180522

Test / lloxkaszaresin

Result / PesyabraTst Specification / Hopma _

1 | Description / Onucasne Complies / CooTsercTsyer \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. / TLnockue kpyriasie TabneTkn co
CKOIIEHHBIMH KPasAMH OT KOPHYHEBOr0 40 TEMHO-
KOPHYHEBOTO LiBeTa ¢ BkparuienusamMu. Ha oxHoii
CTOpOHe TaOneTkH BbinasjieHo ¢ioBo «CIPLAy, na
OPYTO# - IMHHA Pa3IoMa.

2 Identification / [TognuuHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
\ " Cootrsercrayer SBKETamnaﬂne aMMHA4HOro pacTBOpa B KPACHBIif
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorBercTByeT chromatogram of the sample solution should
Mernnnaparnapokcibensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YA€P)KUBAHHA OCHOBHOTO MMHKA HA XPOMATOrpaMme
HCTIBITYEMOrO PACTBOPA I0/DKHO COOTBETCTBOBATE
BpPEMEHH YIep)KUBaHHs OCHOBHOTO ITHKA HA
XPOMATOrpaMMe CTaHaPTHOrO PACTBOpa
MeTuanaparnapokcubensoara (pasnen
«Merunnaparnapokcuden3oar).

3 | Average weight / Cpennss
macca

186.20mg / 186,20mr 189.99 mg =7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanume: Mpoaykr cooteeTcTyeT TpeboBaHuam HI | 3aknwoyenune: OQOEPEHO

Checked by QC In-Charge /
[JokymeHT nposepeH OKK: ﬁ%}_}ﬁﬂ.ﬁ—

Approved by QA In-Charge /
NokymeHT oaobpeH OOK: @)f}’

Date /
Oara: 29.04-:2c03

Date I i) \,‘, 1O
[ara: a3 >

FMQC003-15-07

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




Chpla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

IpoayxT: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483028

Batch Quantity / O0bem cepumn:

5845packs / ynakoBok

AR No / Apaanragecknii oraer Ne : ARF/052/2023

Date of Analysis / /lara anajmsa: 22.04.2023

Date of Mfg / /lata npou3BoAcTBAa: 03/2023 Date of Expiry / I'onen j0: 02/2026
Analysis performed according ND / Auams nposenén no HJL: TT N013745/0 1-180522
Ne Result / Pesyabrarhbi Specification / Hopma
Test / Hoxkazareab ‘

4 | Uniformity of weight / Complies / CooTsercTByeT 18/20 tablets NMT =+ 7.5 % / 18/20 ne Gonee £ 7,5
OnHOPOAHOCTH MO Macce %

2/20 tablets NMT +15% / 2/20 e Gonee = 15%

5 | Loss on drying / ITotepsi B 3.0% NMT 6.0 % / He 6onee 6,0 %

Macce MpH BbICYLIHBAHHH

6 | Dissolution/ 81-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He mesnee 70 % (Q) cennosunos 4yepes 120 mus

7 | Uniformity of Dosage units / AV =49 The acceptability index forn =10 AV < L1,
OIHOPOAHOCTD J03HPOBAHHA 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.

IMokasarens npuemnemocts s n=10 AV <LL

B ciyuae, ecau 3Hauenne AV npesbiuaer 1,
MPOBONAT UCTILITAHHE HA CrieAyromHX 20 obpa3suax.
Jlas n=30 AV < L1. Bce 3Ha4eHus X1 JI0JDKHBI
YIOBJIETBOPSATE HEPABEHCIBY . :

[M=xi| <0,01 x 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
KonuuecTseHHOE OmnpeeneHne 13.88 mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpHs) Or 12,15 1o 15,53 wmr (ot 90,0 no 115,0 %)

13,88mr/Tab CeHHO3MOB B TiepecteTe Ha CeHHo3uA B B oaHOi
Tabnerke.
Remarks ‘- The Product conforms to ND/ Conclusion : APPROVED /

Npumeyanue: MNpoayKT COOTBETCTBYET TpebosaHuam HO

3akmouenue: OQOBPEHO

Checked by QC In-Charge / oD Approved by QA In-Charge / =

[okymeHT nposepeH OKK: @,&/ NokymeHT oaobpeH OOK: %ﬂ/;
Date /

3::2! 929.c4--9c2.3 D.aTea: 9.9 .04-2273
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Clpld

Page 3 of 4/ Crp. I u3 4

Product: SENADE TABLETS 13,5 mg

MNpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepast Ne : 483028 Batch Quantity / O6bem cepun:  5845packs / ynakoBok
AR No / Anaanragecknii oraer Ne :  ARF/052/2023 | Date of Analysis / /lara apanmsza: 22.04.2023
Date of Mfg / lara nponssoacrsa:  03/2023 Date of Expiry / I'oagen j0: 02/2026

Analysis performed according ND / Anamas nposenén no H/I: TTN013745/01-180522

Ne Result / PesyabTarsi Specification / Hopma
Test / [lokazaTens
9 | Content of Methyl 0.049mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 xo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanune
MmeTunnaparuapokcubensoara 0.049Mmr/Ta6
(B2XKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGHonornyeckas 4ucrora

108) | Total Aerobic microbial count /
O6mee uncno a3pobHbIX 10 Not more than 10" cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10° /r
count / OBmee uncno <10
IUIECHEBBIX M APOAOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10° / g / He Gonee 107 /r
bacteria/ Ycroiiunsbie K
NEACTBHIO JKeN4H
rpaMoTpHuarenbHble Gakrepun

10d) | Staphylococcus aureus Absent /OrcyTcTBYIOT Absent in 1 g/ Orcyrcreie B 1 ¢

10¢) | Escherichia coli Absent /OtcyTcTBYIOT Absent in 1 g/ Orcyrcreue B 1 1

100 | Salmonella Absent / OrcyTeTByIOT Absent in 10 g / Otcyrcreue 8 10 g

Remarks : The Product conforms to ND/
Npumeyanue: MNpoaykT cooteeTcTeyeT TpebosaHuam HU

Conclusion : APPROVED /
3aknwoyenune: OQOGEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
JokymeHT nposeper OKK: w [okymeHT ogobper OOK: W}
Date / Date /
Dara: Fe=9n-S [Oara: i

FMQC003-15-07
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Cipld

CERTIFICATE OF ANALYSIS
CEPTHO®NKAT AHAJIM3A
Paged of4/Crp. 4 w3 d
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHA}IES, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 483028 Batch Quantity / O6bem cepun:  5845packs / ynakoBok
AR No / AnaanTagecknii oraer Ne : ARF/052/2023 | Date of Analysis / lara ananmza: 22.04.2023
Date of Mfg / lata npomssoacrsa:  03/2023 Date of Expiry / I'ogen go: 02/2026
Analysis performed according ND / Auams nposenén mo H/L: I1 N013745/01-180522
Ne Result / PesyabTaTnl Specification / Hopma
Test / Iokazarean
11 | Package / YmakoBka =
€ &agk;%;érﬁl:;:i? Ayiets Package / Ynakosxka - 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. | 3 blisters and a patient information leaflet in a
23S otiant inft;nnation leaflets jn | Carton. 20 tablets in a blister made of PVC
o/ TIo 20 Tabnerox o |/PE/PVDC film and aluminum foil, 25 blisters with
Gnucre;; N et 25 patient information leaflets in a carton. / ITo 20
o Tabnerok B GnucTep H3 NMIEHKH TPEXCIOHHOMH
?:::Bmmu enoc:;g;l/mo" (MBX/MIDMIBAX) u amomusnesoii ponsru. [To 2
O RHEHESGISHXEOPUAHON) 1 WM 3 GircTepa BMECTE C MHCTPYKLIMEH 10
S0 eBoii ponsra, no 25 NPHMEHEHHIO B KapTOHHYI0 nauky. ITo 20 Tabnerok
GO0 B $A Akiaio I8 OmicTep U3 MIEHKH MOMHBHHUIXITOPHIHON
c Bnomzuueu 2?:}{ y xoonlt y (MONM3THIIEHOBO# / MOMMBHHHIINEHXIOPHIHOH) U
10 SRS i amomMHuHHeBoit Gonbrn, mo 25 Gimcrepos B
P ' KapPTOHHYIO NIA4Ky C BIOXeHHeM 25 HHCTPYKUMii no
TIPHMEHEHHIO.
12 Labeling / MapknpoBka According to ND /
y B coorsercreuu ¢ HI
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temneparype He
XpaHeHHs] seiie 25 °C.
14 | Shelf life / Cpok ronsocTs 3 years / 3 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykt cootetcTayer Tpebosanvam HL | 3akmoyenune: ONOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

HokymeHT nposepeH OKK: [okymeHT ogobper OOK: %ﬁ/‘/"
Date / Date /

2Q .04 9022

[ara:

24 -0\.
[ara: it
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