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Cipla

CERTIFICATE OF ANALYSIS
CEPTHDOHUKAT AHAJIM3A

Page 1l of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoavkr: CEHAI[E@, TABJETKH 13,5 mr

Batch No / Cepusn Ne ¢

484029

Batch Quantity / O0bem cepuu:

5845packs / ynaxkosor

AR No / Anaantudecknii oruer Ne: ARF/086/2024

Date of Analysis / laTa ananusza: 26.06.2024

Date of Mfg / lara nponisoacrsa:

06/2024

Date of Expiry / Toaen no:

05/2027

Analysis performed according ND / Anannz nposenén no H/: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o7 09.07.2024

No Result / PeiyasTaTh Specification / Hopwma
Test / MokaszaTens
I | Description / Onucanue Complies / CooTBeTCTBYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monoggram embossed on one side and central break-
line on the other. / TInockue kpyrisie TaGneTku co
CKOMIEHHBIMH KPAAMH OT KOPUYHEROTO 10 TEMHO-
KOPHUYHEBOTO LBETA ¢ BKparicHuamu. Ha onHoi
cTopoHe Tad.aeTku BbraasieHo ciaoBo «CIPLA», Ha
APYToit - THHKUA pa3oMa.
2 | Identification / floanuuuocTs
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTayeT OkpawHBaHye aMMHA4HOIO PACcTBOPA B KPacHLIH
AHTPaXHHOHOBBIE MTUKO3HILI
UBET.
2b) | Methy!l Parahydroxybenzoate Complies / Retention time of the principle peak in the
{(HPLC)/ CooTBeTCTRYET chromatogram of the sample solution should

MeTtunainaparuapekcOeHzoaT
{B3XKX)

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methylt Parahydroxybenzoate») / Bpems
yaIep:KMBaHUs OCHOBHOFO NHKA Ha XpoMatorpamme
UCTIBITYEMOTO PACTROPA A0.%KHO COOTRETCTRORATE
BPEMEHH YALPHKUBAHWA OCHOBHOIO FIMKA Ha
XpOoMaTorpaMMe CTaHIAPTHOTO pacTBOpa
MeTHnnaparuapoxcudersoara (pazaen
«MerunnaparnapokcudeHsoar).

Average weight / Cpennss
Macca

[

186.40mg/ 186,40mr

189.99 mg +7.5% / 189.99 mr +7,5%

Remarks : The Product conforms to ND/
Npumeyanne; MNpoayKT copTReTCTRYeT TpebosaHuam HA

Conclusion : APPROVED /
3axnwyvenne: OQOBPEHO

Checked by QC In-Charge / %&J

DokymeHT nposepeH OKK:

Approved by QA In-Charge /
HoxkymenT ogobpen QOK:

@

Date /

Dara: 2-%o1-) ok

Date /

Nara: 29 g 7. 2y
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIH3A
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No/ Cepna Ne: 484029

Batch Quantity / Odbem cepun;

AR No / Anaanthyeckuii otyer Ne : ARF/086/2024 Date of Analysis / ata anannia: 26.06.2024

S845packs / ynakosok

Date of Mfg / llata nposisoacrea:  (6/2024

Date of Expiry / I'ogen ao:

05/2027

Analysis performed according ND / Ananu3 nposeaén no HJI: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / Pesyasrarei

Test / MoxazaTean

Specification / Hopma

4 | Uniformity of weight /
O,D.HOPOJ.HDCT}; no Macce

Complies / CooTBercTByeT

18/20 tablets NMT + 7.5 %/ 18/20 He Gonee + 7.5
%
2720 tablets NMT =13% / 2/20 He Gonee + 15%

5 | Loss ondrying / [Torepa B 1.8% NMT 6.0 % / He donee 6.0 %
MACCE TIPH BbICYLIMBAHUM
6 Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeniie He Metee 70 % (Q) cennosnaoB yepes 120 MuH
7 | Uniformity of Dosage units / AV =06.0 The acceptability index forn=10 AV < L1.

OllHOpOilHOCTb JO3HpPOBAHHA

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 satisty the
inequality:

IM-xi <0,01 x 1.2 = M,

LI =150;1L2=250

ITokasaTtens npueMaemocTv ang n=10 AV < L1,

B cayuae, ecnd 3naqende AV npesblinaer L1,
NPOBOAST UCNIBITAHHE HA Chnedyowux 20 obpasuax.
JAnan=30 AV < [.1. Bce 3HaUeHUs X1 1OTKHBI
VIOBIETROPSAThL HEPABEHCTBY:

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

L1=150,L2=250.

& | Assay {Spectrophotometry)
KoauvdecTBeHHoe onpenenenne
(CnextpodoTomeTtpus)

13.96 mg/tab /

13,96mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 10 15,53 mr (o1 90,0 20 113,0 %)
CEHHO3WIOB B NEpecyeTe Ha CeHHo3MA B B onHol
tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: NpoayKT cOOTBETCTBYET TpeboBaHuam HJ

Conciusion : APPROVED /
3aknwovyeHue: OQOBPEHO

Checked by QC In-Charge / 9;6_/ )

LokymenT nposepen OKK:

Approved by QA In-Charge /
AokymeHT ogobpeH QOK;

B

Date /

NaTa: 2 .01 oY

Date /

fara, 9 ¢z
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHKAT AHATH3A

Page 3 of4/Ctp. 3 m3 4

Product: SENADE TABLETS 13,5 mg Mponyxr: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepna Ne: 484029 Batch Quantity / O6bem cepun:  5845packs / ynakoBok

- |AR No / Ananutuuecknii oraet Ne ;. ARF/086/2024|Date of Analysis / Iara anaan3za: 26.06.2024

Date of Mfg / laTa npousBoacrea:  06/2024 Date of Expiry / 'ogen no: 05/2027

Analysis performed according ND / Aranns npoeeaén no HJ1: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, nam. Ne T ot 09.07.2024

Ne Result / Peaynbrathbl Specification / Hopma

Test / MoxazaTenn

9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0.028 no 0,056 mr/Tad.
parahydroxybenzoate( HPLC)/
ConepkaHue
MeTHINaparuapokcubensoara ' 0.047Mr/Ta6
(BKX)

10 | MICROBIAL LIMIT TEST/ MugpoGHoiornyeckas 4HcToTa

10a) | Total Aerobic microbial count /

Obuwee uncno aspolHLIX 30 Not more than 10% ¢fu/ g / He Gonee 10/
MUKPOOPraHU3MOB
10b} | Total combined yeast and mould Not more than 107 cfu/ g /He 6onee 10° /r
count / O61ee yueao <10
IMIECHEBLIX H IPONIKEBBIX
rprboB
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYHOT Not more than 10°/ g / He Gonee 107 /r
bacteria/ ¥ cToftuuBEIE K
HOEACTBUED JKETTYH
rpamMoTpULaTebHble SakTepHH
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ Oreyrersues 1 1
10e} | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OreyrerBue s 1 r
101) | Salmonella Absent / OTcyTcTBY10T Absentin 10 g / OteyTtetBre B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MNpumeyanue: Mpoaykr cooteeTcTeyeT TpeboaHuam HA | 3aknwoyenune: OQOEPEHO
Checked by QC In-Charge / gy Approved by QA In-Charge / -
HokymeHT nposepen OKK e:ﬁ ’ HorkymenT ogobpen OOK: @ﬁ
Date / ‘ . Date / 2-4-C. 202 Y
fara: 22102y Oata:

FMQC003-15-09

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJH3A

Product: SENADE TABLETS 13,5 mg

Paged4of 4/ Crp. 4 u3 4
]

Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepuna Ne :

484029

Batch Quantity / O0nem cepun:

5845packs / ynakoBok

AR No / Ananatuuecknit oraer Ne : ARF/086/2024

Date of Analysis / JaTa anaunsza:  26.06.2024

Date of Mfg / laTa npou3BoacTBa:

06/2024

Date of Expiry / Foaen 10:

05/2027

Analysis performed according ND / Anaan3 nposeaén no HA: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 or 09.07.2024

Ne

Test / [loka3zatenn

Result / PesyabTarhl

Specification / Hopma

11

Package / YnakoBska

Package / ¥ nakoBka - 20 tablets
in a blister made of
PVC/PE/PVDC film and
aluminum foil, 25 blisters with
23 patient information leaflets in
a carton. / Tlo 20 TabneTox B
onucTep U3 IL1eHKY
NOJINBHHHUIXIOPHIHOH
(NoNKTHIEHOBOH/
NOMHBUHKAAEHXJIOPHIHOH) 1
antoMHHHeBO donbry, no 25
GAMCTEPOR B KAPTOHHYO NAYKy
¢ BAOKEHUEM 25 MHCTPYKIKHA
10 TIPUMEHEHHIO.

Package / Vnaxoska - 20 tablets in a blister made of
three-layer PYC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PYC
/PE/PVDC film and aluminum foil. 25 blisters with
25 patient information leaflets in a carton. / [To 20
tabneTox B GAMCTEp U3 NIEHKH TPEXCACHHONA
(MBXATHIIBX) v antomunuesoii Goseru. [To 2
11k 3 §aMcTepa BMeCTE ¢ MHCTPYKUMEH 10
MPUMEHEHUIO B KAPTOHHYEO mauky. 1o 20 radneTok
B GOMCTEp M3 TUICHKH NOJHBHHUIXJOPUANOH
(MOIMITHIEHOBOW / NOIMBHHIIASHXTIOpPUAHOH) K
amoMunuesoll Gonbru, 1o 25 GaHcTEpOB B
KapPTOHHYIO NAYKy ¢ BlIoKeHHeM 25 nucTpyKUMi no
NPHMEHEHHED.

k2 Labeling / Mapkuposka According to ND//
B cooTtBeTcTBUEM ¢ H]
13 Storage conditions / YeaoBus In a dry place. at temperature below 25 °C. / B cyXom MecTe NpK TeMNepaType He
XpPaHeHHs Bbile 25 °C.
14 Shelf life / Cpok rooHOCTH 3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanwne: MpogykT cooTeeTcTBYET TpeboBaHnam HI

3aknwoueHune: QA0OEPEHO

Checked by QC In-Charge /
AokymeHT npoeeper OKK: ?f/%“‘p

Approved by QA In-Charge /
JokymeHT of0bpen OOK:

G

Date /

Nara: 2.9, 0T roit

Date /

2.9 -CN . 2o Ty
Data:

FMQC003-15-09

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




