Cipla

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A

b

Page 1 of 4/Crp. L u3 4

Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepmst Ne: 484034 Batch Quantity / O6vem cepun:  5846packs / ynakoBok
AR No / Anaanraueckuii oruer Ne : ARF/095/2024 | Date of Analysis / laTa anasimsa: 05.07.2024

Date of Mfg / Jlata npoussoacrsa:  06/2024 Date of Expiry / T'ogen ao: 05/2027

Analysis performed according ND / Ananus nposeaén no HJI: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, m3m. Ne 1 o1 (9.07.2024

Noe Result / Pe3yAbTaThl Specification / Hopma

Test / IloxaszaTenb

1 Description / OmucaHue 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. / [110CcKHe Kpyribie TAGNETKH €O
CKOLIEHHBIMH KpasMi OT KOPUYHEBOTO IO TeMHO-
KOPHYHEBOTO LBETA C BKPANAEHHAMU. Ha 01HOH
cTopoHe TabneTky BbiaarieHo c1oBo «CIPLA», Ha
NPYTOH - THHAA pa3ioma.

2 Identification / [ToanuHHOCTE

2a) | Anthraquinone glycosides/ Complies / Ammoniacal solution turns a reddish colour /
COOTBETCTRYET OxpaluiBaHie AMMHaUHOTO PAcTBOpa B KpacHbll
AHTPAXHHOHOBLIC MTHKO3HDI BeT.
2b) | Methyl Parabydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CoorBeTcTBYET chromatogram of the sample solution should
Meruinaparuapokcubenszoar corresponds to the retention time of the principle
{(BXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoaten) / Bpema
YREPAKHBAHUA OCHOBHONO TTHKA HA XPOMATOrpaMme
HCMbITYEMOI'0 PACTBOPA IO HO COOTBETCTBOBATE
BpeMEHH YIEePXHBAHUA OCHOBHOTO NHKA HA
XpOMAaTOTPaMME CTAHAAPTHOTO PACTBOPA
MeTHANAparuapokcudenloaTa (pasien
«MeTHinaparuapokcnfensoar).

3 | Average weight/ Cpennss 186.35mg / 186,35mr 189.99 mg £7.3% / 189,99 mr £7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeyanne: MpoayKT cOOTBETCTBYET TPEGOBAHMAM HO | 3aknwoyenmne: OAOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / =1
NoxymenT npoeepeH OKK: "—'"’;Q,u DokymeHT opoGpeH OOK: %/
Date / Date /
fata: 2407 ror-H [lara: 29-07-2024
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDPUKAT AHAJIM3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJIE", TABJAETKH 13,5 mr

Batch No / Cepusi Ne: 484034

Batch Quantity / O6bem cepun:

5846packs / ynakoBoK

AR No / Anaauraaecknii oruer Ne : ARF/095/2024

Date of Analysis / fara anammza:  05.07.2024

Date of Mfg / lata mponzBoacTBa: _ 06/2024

Date of Expiry / I'ogen xo:

05/2027

Analysis performed according ND / Anantn3 nposenén no H/: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, m3m. Ne 1 o1 09.07.2024

No Result / PeayasTaTsl

Test / NoxazaTens

Specification / Hopma

4 | Uniformity of weight /
ONHOPOAHOCTEL MO MACCe

Complies / CooTBeTCTBYET

18/20 tablets NMT + 7.5 % / 18/20 He Sonee + 7.5
%
2/20 tablets NMT +15% / 2/20 ne Gonee = 15%

5 | Loss ondrying / [Toteps 8 2.3% NMT 6.0 % / He 6onee 6,0 %
MACCE MPH BLICYIIMBAHUH
6 Dissolution / 78-92% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He menee 70 % (Q) cenHoznaos yepesd (20 mun
7 | Uniformity of Dosage units / AV =359 The acceptability index forn = 10 AV < L.

(IHOPOOHOCTEL TO3HMPOBAHNA

In the case where the value of AV exceeds L1.a
test is carried out on the foliowing 20 samples. For
n=30

AV < L1. All values of xi must satisfy the
inequality:

M-xi| = 0.01 x L2 = M.

L1=150:12=250.

[lokazarens npuemaemoctu Lin n=10 AV < L1,

B cnyudae, ecin 3nauenue AV npessiiaet L1,
NPOBOIAT UCTIBETAHWE Ha cleaytownx 20 obpasiax.
Jing n=30 AV < L1|. Bce 3nauenus Xi 10Jj1#HbI
yAOBIETBOPATL HEPABEHCTBY:

CIMexi 0,01 =< L2 « M.

{LL=150,L2=250.

8 | Assay (Spectrophotometry)
KonwyecTReHHOE OMNpeleneHHe
(CnektpodhoTomeTpHs)

13.89mg/tab /

13,89Mmr/Tab

From 12.15 to 15.53 mg (from 90.0 to i15.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no §15.53 mr (ot 90,0 10 115,0 %)
CEHHO3HIOB B MEpecyeTe Ha ceHHoa3na B s oaxoi
TabIeTKe.

Remarks ' The Product conforms to ND/
Npumeyanue: Mpoaykr cooTeeTcTBYET TpeboBaHUAM HI

Conclusion : APPROVED /
Sawmovenune: OQJOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymenT nposepeH OKK: S‘—*ﬁvu JokymeHT ogobpeH OOK: W
Date/ | Date / Ao
fatar < 'O rexH fara: 207 2024
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHO®HUKAT AHA TH3A
Page 3 of4/Crp. 3134

Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepna Ne: 484034 Batch Quantity / O6bem cepun:  5846packs / ynakoBok

AR No / Anaaurnyecknii oruer Ne : ARF/095/2024|Date of Analysis / lara ananmia:  05.07.2024

Date of Mfg / Iara npoussoacrea:  06/2024 Date of Expiry / 'oaen no: 05/2027

Analysis performed according ND / Avanns nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N0O13745/01-180522, nam. Ne 1 or 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma

Test / [Noxa3zaTenn

9 | Content of Methyl
parahydroxybenzoate(HPLC)
Colepxanue
MeTHINaparuapokcubeHsoara
(BXKX)

0.04 1 mg/tab 0.028 — 0.056 mg/tab. / OT1 0,028 10 0.056 Mr/Tab.

0,04 1mr/Tad

10 | MICROBIAL LIMIT TEST/ MHKpoGHOIOFHYECKAs HUCTOTA

10a) | Total Aerobic microbial count /
Obulee vUCI0 a3podHBIX 20
MUKPOOPraHU3IMOB

Not more than 10* ¢fu/ g / He Gonee 10 i

161} | Total combined veast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / ObLuee 4nucno
[NECHEBLIX M APOIGKERBIX

rpudbos

<10

H0¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g/ He Gonee 107 /r
bacteria/ YcToiiuuBbie ¥
JeHCTBUIO Keauu

rpaMoTpHUATENBHBIE DAKTEPUH

18d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OreyretBue s 1 r

e} | Escherichia coli Absent /OTcyTCTBYIOT Absentin 1 g/ Oreyrcreue B 1 r

106 | Salmonella Absent / OTcyTeTBYIOT Absentin 10 g / Orcytcraue B 10 g

Remarks : The Product conforms to ND/

Npumevanue: NpodykT cooTeeTcTBYeT TpeGosaHuam HE

Conclusion : APPROVED /
3axknwvenne: OGOBPEHO

Checked by QC In-Charge /
HAokymeHT npoeeper OKK:

= e

Approved by QA In-Charge /
HoxkymenT ogobpen OOK; %ﬁﬁ“/\/t

Date /

Llara; 2. C7T-LerY

Date /

fara: 2407 202
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTUPUKAT AHAJTHU3A

Page 4 0of 4/ C1p. 4 13 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepun No: 484034

Batch Quantity / Odbem cepHu:

5846packs / ynaroBox

AR No / Apanurnuecknii oruer Ne : ARF/095/2024

Date of Analysis / JaTa anannza: 05.07.2024

Date of Mfg / Jlata npoussoncrea: _ 06/2024

Date of Expiry / 'oxen ao:

05/2027

Analysis performed according ND / Ananu3s nposeaén no HJL: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 1 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PeayabvaTthi Specification / Hopma
Test / [TokasaTens
bl | Package / Vnakosxka Package / Vnaxogka - 20 tablets . .
8 na bl%ster made of Package / Ynaxoska - 20 tablets in a blister made of
oL/ three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and . L . .
.- . . . or 3 blisters and a patient information leaflet in a
aluminum foil, 25 blisters with . .
35 natient information leaflets in carton. 20 tablets in a blister made of PVC
p , /PE/PVDC film and aluminum foil, 23 blisters with
a carton. / T1o 20 TabneTok B . ) . )
25 patient information leaflets in a carton. / ITo 20
OnuUcTER W3 MISHKH L
NOHBHHATXIOPHAHOJ TabneTox B GIUCTEP W3 NNEHKY TPEXCNOHHOT
o (NMBX/ITXIIBAX) 4 amomunuesoli donbru. o 2
(MOMHITUIICHOBO/ . M
" 11K 3 OnucTepa BMECTE ¢ MHCTPYKLHNEH 1o
MOIMBU HI ICHXJIOPUIHOR) U
. NIPUMEHEHUIO B KapTOHHYIO mauky. [1o 20 rabieTok
anoMununesoit Goabru, no 25 N
| BnHCTep U3 MEHKH NOJMBHHUAXIOPUIHOH
OnMUCTEPOB B KAPTOHHYIO NAYKY L 9
- . ”  |(MOJMATHNEHOBOH / MOMMBUHWIISHXIOPHAHOH) U
¢ BIONEHHEM 25 HHCTPYKUHHA o
ATIOMHHNEROH Poabri, no 25 diucrepos B
(10 MPHMEHEHHUED. -
KapTOHHYH} NAYKY ¢ BIOKEHHEM 25 MHCTPYKUHHA Mo
NPUMEHEHHHD.
12 Labeling / Mapkuposka According to ND/
B cooreetcTBrn ¢ HJL
13 Storage conditions / Yc10Bus In a dry place, at temperature below 25 °C./ B cyxom mecTe fpH TeMNEpaType He
XpaHeHNH BeILE 25 °C.
14 Shelf life / Cpok rofHOCTH 3 years /3 roma

Remarks : The Product conforms te ND/
Npumeyanue: Mpoaykr cooteercTeyeT Tpebosanunam HI

Conclusion : APPROVED /
3aknwyenue: OQCEPEHO

Checked by QC In-Charge / =
AoxkymeHT nposepeH OKK: T M

Approved by QA In-Charge /
DokymeHT opobper COK:

s

Date /
2G.Cct.ryoer™d

Data:

Date /

Dara: 22071 R Y
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