Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A .
) Page 1 of 4/ Crp. 1 3 4
Product: SENADE TABLETS 13,5 mg Hpoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 481085 Batch Quantity / O6bem cepum: 5849 packs / ynakosox
AR No / Asasmraaeckmii oraer Ne : ARF/111/2021|Date of Analysis / laTa anammsa:  06.05.2021
Date of Mfe / lara nponssoacrea:  04/2021 Date of Expiry / I'ogen xo: 03/2024

Analysis performed according ND / Anamm nposeaén mo HJL: TI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

No Test / Ilokazarens Result / Pesyabratsi Specification / Hopma

1 | Description / Onucanue Complies / CooTsercTByeT 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 kpyribie Tabnerku co
CKOIIEHHbIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOro 11BeTa ¢ BKparnenusmu. Ha oauoi
cropoHe Tabnerky BoinaeneHo cnoso «CIPLA», Ha
ApYroi - IHHUA pa3ioMa.

2 | Identification / IToanMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
-~ CootetcTByer S:Sramnnanne aMMHAa4YHOIO pacTBOpa B KpacHbIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootBercTByeT chromatogram of the sample solution should
Merunmnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEepKHBAHHUA OCHOBHOIO MHKA HA XPOMATOIrpaMme
HCITBITYEMOTO PAacTBOPA JOIKHO COOTBETCTBOBATH
BpeMCHH YACPXKHUBAHHA OCHOBHONO MMHKA HA
XpOMaTorpaMme CTaHIapTHOrO pacTBOpa
meTunnaparuapokcubensoara (pasuen
«Metunnaparuapokcubenzoar).

3 | Average weight / Cpenusis 187.59 mg / 187,59 mr 189.99 mg +7.5% / 189,99 mr +7,5%
Macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanume: MpoaykT cooteetcTByeT Tpebosanuam HI | 3akmwouenune: OQOBPEHO
Checked by QC In-Charge / Z;Q;VD Approved by QA In-Charge / _, | 1911 =
NokymeHT npoeepeH OKK: JokymeHT opobper OOK: %!. <
Date / ) Date / .o0S . 202
Nara: CG-0S Lo [are: o
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Page 2 of 4/ C1p.2 n3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 481085

Batch Quantity / O0bem cepumn:

5849 packs / ynakoBok

AR No / Anaymrageckuii orger Ne : ARF/111/2021|Date of Analysis / lara anamasza:  06.05.2021

04/2021

Date of Mfg / lara nponssoacrsa:

Date of Expiry / I'ogen mo:

03/2024

Analysis performed according ND / Anayms nposengn o HJ/I: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Iloka3zarens

Result / PesyabTarsi

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTS 10 Macce

Complies / CootBercTByer

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

OnHOpPOIHOCTH NO3HPOBAHMA

5 | Loss on drying / TToteps 8 31% - NMT 6.0 % / He 6osnee 6,0 %
Macce MPH BHICYIIHBAHHH
6 | Dissolution / 84-89% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cennosunos yepes 120 mux
7 | Uniformity of Dosage units / AV =55 The acceptability index forn= 10 AV <LI1.

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.

[Tokazatens npuemuemocts ans n=10 AV <L1.

B cnyvae, ecnu 3Hauenue AV npesbimaer L1,
MPOBOAT HCTBITAHKE Ha ceayomux 20 obpa3suax.
Jns n=30 AV <L1. Bce 3Ha4eHus Xi TOJDKHBI
YAOBJIETBOPATb HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE oOnpeneneHue

(CrniexkrpodoTomeTpHs)

13.92 mg/tab /

13,92 mr/tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 10 15,53 mr (o1 90,0 no 115,0 %)
CEHHO3MIOB B MepecyeTe Ha CEHHO3M B B oHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooteeTcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknouenue: O0OBPEHO

Checked by QC In-Charge / "‘:E/ L

Approved by QA In-Charge /

= i

OokymeHT nposepeH OKK: HokymeHT ogobper OOK:
E::.eal oG- CS--J_C‘?//. g:::l 0705 2202\
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CEPTU®UKAT AHAJIN3A

Cipla

Page3 of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepuss Ne : 481085

Batch Quantity / O6bem cepum:

5849 packs / ynakosox

AR No / Anannraaecknii orger Ne: ARF/111/2021

Date of Analysis / lata amammza: 06.05.2021

Date of Mfg / Jlara npoussoncrsa:  04/2021

Date of Expiry / I'ogen no:

03/2024

Analysis performed according ND / Amam3 nposenén mo H: TT N013745/01-091017, Hzm. Ne 1 ot 17.04.2020

Ne Test / Ilokazarensn Result / PesyabTaTsi Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copepxanue
MeTHInaparuapokcubensoara R Mr/Ta 2
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Mukpo0xonorudeckas 4McToTa

10a) | Total Aerobic microbial count /
Ob6mee uncao aspobHbIX <10 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° /r
count / O6mee yncno <10
ILUTECHEBBIX H APOXIKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OrcyreTByioT Not more than 10” / g / He Goxnee 10° /r
bacteria/ YcToiuuBbIe k -
JIEHCTBHIO KEJHH
rPamMOTpHLUATENbHBIE OakTepuu

10d) | Staphylococcus aureus Absent /OtcyrcTBytoT Absent in 1 g/ OrcyrctBue B 1 1

10¢) | Escherichia coli Absent /OrcyrcTByroT Absentin1 g/ OrcyrcrBue B 1 1

10) | Salmonella Absent / OrcyTcTByIOT Absent in 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTBeTcTBYET TPeboBaHWMAM H/]

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepeH OKK: %«C/ cegh- HokymeHT ogobpen OOK: %
Date / Date / <. o)
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Hara: G G e P Hara: il
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIV3A

Page 4 of 4 / Crp. 4 us3 4

Product: SENADE TABLETS 13,5 mg

Ipoxyskr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne :

481085

Batch Quantity / O6bem cepun:

5849 packs / ymakosox

AR No / Anammragecknii orger Ne : ARF/111/2021

Date of Analysis / lara anaamsza: 06.05.2021

Date of Mfg / lata npon3Bojcrsa:

04/2021

Date of Expiry / T'ogen mo:

03/2024

Analysis performed according ND / Anamas nposeaén no HJI: T1 N013745/01-091017, Uam. Ne 1 ot 17.04.2020

Ne Test / loka3zarens Result / PesyabraTs Specification / Hopma
11 | Package / Ynakoska Package /Y =30 i .
o ina: bai%seter ;:;:z‘;.a S tuble 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 | 3 blisters and a patient information leaflet in a
25 patient info’rmation leaflets jn |Carton. 20 tablets in a blister made of PVC
eeacteh LD w4 e /PE/PVDC film and aluminum foil, 25 blisters with
6.rmc1‘ep. B e 25 patient information leaflets in a carton. / ITo 20
o Tabnerok B 6mHUCTEp U3 IUIEHKH TPEXCNOMHOM
g‘]’;’;‘;:rﬂf;‘;ﬂ;/’m“ (IIBX/ITS/TIBIIX) u amomurmesoii hossru. Tlo 2
s esoctopuzHol) 1 uu 3 GrucTepa BMecCTe ¢ MHCTPYKLHMEH 110
ATIOMHAKEBOH BOTBIH, 10 25 NPUMEHEHHIO B KapTOHHYHO nadky. ITo 20 Tabnerok
GAHCTEpOB B KApTOR O | GamcTep U3 MNEHKH NOMMBHHIIXIOPHIHOM
B S 2? nncrﬂygomunﬁ y (MONUITHNEHOBOI / MONHBHHUAAEHXTOPUAHOI) 1
N —— y aIMIOMHHHUEBO# (onbrH, no 25 Gancrepos B
' KapTOHHYIO MA4Ky C BIOXKEHHEM 25 HHCTPYKLHH 1o
= MPHMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /
B cootrerctun ¢ HJ

13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxoM mecTe npu Temneparype He

XpaHEeHHA Beime 25 °C.
14 | Shelf life / Cpok rogaocTa 3 years /3 ropa

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykT cooTBeTCTBYET TpeboBaHUAM H/

Conclusion : APPROVED /
3aknouenne: OQOBPEHO

Checked by QC In-Charge /

et

Approved by QA In-Charge /

%‘HL‘ -

HokymeHT nposepeH OKK: HokymeHT ogobpex OOK: .
Date / 0G.05. 20 Date / 07-0S 202\
Aata: © 5 [Jlara:
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