Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJM3A

Pagelof4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHATE", TABJIETKH 13,5 mr

Batch No / Cepus Ne : 484048

Batch Quantity / Ofnem cepun:

5841packs / ynakoBok

AR No / AnaanTuueckuii oruer Noe: ARF/113/2024 |Date

of Analysis / lara anannza: 22.07.2024

Date of Mfg / laTa nponiroactea:  07/2024 Date

of Expiry / 'ogen a0: 06/2027

Analysis performed according ND / Ananns nposeaéu no

HZ: I1 N013745/01-180522, amend No. 1 dated

09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

No Result / PesyabTa

Test / [loxkazaTenn

Thl Specification / Hopma

Description / Onucanue

Complies / CooTBeTcTBYET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. 1t has CIPLA
monograim embossed on one side and central break-
line on the other. / Mnockue kpyrisle TaONSTKH €O
CKOLUCHHBIMU KPasMu 0T KOPUYHEBOTO 0 TEMHO-
KOPHUHEBOTO UBETA ¢ BKparienuamu, Ha oanoii
cTopoHe TabneTky Beigasneno cioeo «CIPLA». Ha
Jpyro# - IHHHA pa3ioma.

[dentification / [TOANHHHOCTE

2a) | Anthraquinone glycosides / Complies /
CooTBeTCTBYET

A HTPaXHHOHOBLIE TTHKO3Hb]

Ammoniacal solution turns a reddish colour /
OrpallMBaHUe aMMHATHOCO PacTBOpa B KpacHbIi
uBerT.

2b) Complies /

CooTBETCTBYET

Methyl Parahydroxybenzoate
(HPLCY
MeTunnnaparnapokcudensoar
(B2XKX)

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoatex») / Bpems
yAEPKHUBAHUA OCHOBHOFO MIMKA HA XpOMaTorpamme
HCHBITYEMOEO PaCTBOPA A0ANHO COOTBETCTBOBATD
BPEMEHN VIEPWHBAHKA OCHOBHOTO MTHKA HA
XPOMaTOrpamMmMe CTaHAAPTHOTO pacTBopa
MeTHInaparuapokcHbeHzoata (pazaen
«MeTnnnaparuapokcudeHaoar).

Average weight / Cpennss
Macca

186.20mg / 186,20mr

189.99 mg £7.5% / 189.99 mMr +7.5%

Remarks : The Product conforms to ND/
NpumeyaHue: MNpogykT cooTeeTCTBYET TpeGoBaHmam Hf

Conclusion : APPROVED /
3aknrwyverHue: O0OBPEHO

Checked by QC In-Charge / -~ .
Bokyment npoeepen OKK: = i-/ L

Approved by QA In-Charge /
JokymenT oactpern OOK;

&

Date /

Nata: 222 o ee2

Date /

2.9-07-toy
Lata:

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS

~ CEPTHOHKAT AHAJIH3A
Page2 of4/Crp.2m3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepun Ne; 484048 Batch Quantity / O6bem cepun:  5B41packs / ynakosok
AR No / AnaanTudecknii ordyer No: ARF/113/2024|Date of Analysis / lara ananuza: 22.07.2024
Date of Mfg / laTa npon3soactea:  07/2024 Date of Expiry / F'onen ao: 06/2027

Analysis performed according ND / Anaaus nporexén no H/L: 11 N0O13745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, n3m. Ne 1 o1 (9.07.2024

Test / [Tokazarean

Ne ‘ Result / Pe3yabTaTsl Specification / Hopma

OaHopOaHOCThL MO Macce

4 | Uniformity of weight / Complies / CooTgercTByeT 18/20 tablets NMT = 7.5 % * 18/20 ne Sonee = 7.5

%o

2720 tablets NMT +15% / 2/20 He Gonee & 15%

OIHOpPOAHOCTE DO3UPORAHNS

5 1 Loss on drying / [ToTepa B 2.2% NMT 6.0 % " He Honee 6.0 %
MACCE AP BbICYLIMBAHUM
6 Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHHe He menee 70 % (Q) cenno3uaos uepes 120 Muu
7 | Uniformity of Dosage units - AV =57 The acceptability index forn =10 AV < L1,

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 = L2 x M,

L1=150;L2=250

[Tokazatens npueMaeMocTH ana n=10 AV <L 1.

B cayyae. ecd 3HaueHne AV npesbiaet L1.
NMPOBOIAT HCMBITAHUE Ha caedylewux 20 obpajuax.
Aaa n=30 AV < L1. Bce 3HaseHHs Xi 0N Hb!

| ¥10BJIETBOPATEL HEPABEHCTRY!

F M=xi, £0.01 % L2 x M,

L1=150:L2=250

8 | Assay {Spectrophotometry) . o
KoanuecTBeHHOE  onpeneieHne 13.99mg/tab /
(CnexktpodoTomeTpus)

13.99mr/Tad

From [2.13 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot1 12,15 20 15.53 M1 (o1 90.0 10 115,0 %)
CEHHOIU/I0B B NEPECUETE HA CeHHO3UA B 1 01HOH

l TabeTke.

Remarks - The Product conforms to ND/
MNpumeyanune: NpodyKT cooTeeTcTeyeT Tpebosanuam HI

Conclusion : APPROVED /
3aknwouerune: O0OBPEHO

Checked by QC In-Charge /
[okymenT nposepen OKK: =~ <~

Approved by QA In-Charge /
DoxymenT opobpeH QOK: %

Date /

fara: 2.8 01 Leoiry

Date /

<0 Y oLt
faTa: 72907 Yy
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Cipla

CERTIFICATE OF ANALYSIS

N CEPTH®UKAT AHAJIHU3A

. ) Page3 of4/Crp.3n3 4
Product: SENADE TABLETS 13,5 mg Mpoaykxr: CEHAJE", TABJETKM 13,5 mr
Batch No/ Cepna Ne; 484048 Batch Quantity / O6bem cepun:  5841packs / ynakoBok
AR No / Anasuruuecknii oruer No : ARF/113/2024| Date of Analysis / /lata anannia: 22.07.2024
Date of Mfg / lata nponssoacta:  07/2024 Date of Expiry / I'onen go: 06/2027

Analysis performed according ND / Ananunz nposeaéd no HA: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / IT N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesyneTatmi Specification / Hopma

Test / Noka3zaTeas

9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
ConepxaHne .
MeTiinaparuapokcubensoara 0.043Mr/Ta6
{(B3XKX)

10 | MICROBIAL LIMIT TEST/ MukpoGHOA0THYECKAA YUCTOTA

l0a) | Total Aerobic microbial count /

Ofwee 4ucno aypodHbIX 40 Not more than 10 cfu/ g / He Gonee 10* /r
MHKPOOPraHU3IMOB
16D} | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 107 /1
count / Obwee yncno <10
[UIECHEBBIX M IPOHOKEBLIX
Tpudos
10¢) | Bile tolerant gram-negative Absent /Orcyrereyror Not more than 10° / g/ He Gonee 107 /1
bacteria/ YcToHuuBbIEC K
ACHCTBHIO HKEIUH
rpaMoTpHLUaTe/bHbIE DaKkTepHu
10d) | Staphyiococcus aureus Absent /OtcyTcTBYIOT Absent in 1 g/ Orcyrcreue B |
e} | Escherichia coli Absent /OtcyTCTBYHOT Absentin 1 g/ Orcyrcteues L r
10N | Salmonella Absent / OTcyTCTRYIOT Absentin 10 g / Orcytcreue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumevanne: MpoaykT cooteeTcTBYeT TpebosanuaM HI | 3akntovyenne: ONOBPEHO
Checked by QC In-Charge / ”r . o Approved by QA In-Charge / 3
OokymeHT nposepen OKK: = JokymeHT ogobpen OOK: 14
fara: oa.0 T 1ed Nata: 2.0 Y
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJII3A

Page 4 of 4/ C1p. 4 n34

Product: SEI‘\IADE TABLETS 13,5 mg

Mpoaykr: CEHAJAE", TABJIETKH 13,5 mr

Batch No / Cepusn Ne: 484048

Batch Quantity / O6nem cepuu:

5841packs / ynakoBok

AR No / Anaaurnyeckuii orger Ne: ARF/113/2024

Date of Analysis / Jara anaanza: 22.07.2024

07/2024

Date of Mfg / /lara npoussoacrea:

Date of Expiry / Toaen a0:

06/2027

Analysis performed according ND / Ananns nposeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3zm. Nt 1 o1 09.07.2024

Ne

Test / IlokazaTe.b

Result / PesvibTarhl

Specification / Hopma

Package . YnakoBka
in a blister made of

faucTep U3 NIIEHKH
NOJAWBHHHAXIOPHAHOH
(MoNMITHACHOBOH/

no NpHMEHEHHIO.

Package / Ynakoska - 20 tablets

PVC/PE/PYDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / o 20 TabneTok B

NOJWBHHWAAEHXIOPHIHOM) H
ATOMHHHEBOH DObLIH,
OIMCTEPOR B KAPTOHHYIO NaUKY
C BAOWKEHHEM 25 HHCTPY KLU

Package * Ynakoska - 20 tablets in a blister made of
three-layer PVC/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 PVC
‘PE/PVDC film and aluminum foil. 25 blisters with
25 patient information leaflets in a carton. / [To 20
TabneTox B ONMCTEP W3 NIIEHKK TPEXCI0IHOM
(TIBX/TITIBJAX) w antomunueroit donbru. Mo 2
Hau 3 6aucTepa BMECTE ¢ HHCTPYKUKEH No
MPUMEHEHHIO B KAPTOHHYK navky. [1o 20 tabnerok
8 O.1HCTEP W3 TLTEHKH MTOTHBHHILTNIOPHIHOM
(NOJIMITHICHOBOH / MOAHMBHHHIAEHXIOPHAHOMA) H
AMOMUHHEBOH onbru, 110 25 Giucrepos B
KapTOHHYHK} TTAUKY € BIOKEHHEM 25 MHCTPYKUKIT o
NPpHUMEHEHHID.

no 25

12 Labeling Mapkuposka According to ND /

B cootseTcTBuM ¢ HJL

13 Storage conditions ¢ YcoBus In a dry place, at temperature below 25 “C. " B cyxom mecTe npn teMneparype He
XP&HEHHA Boltwe 25 °C.
14 Shelf life / Cpok roavoctu 3 years / 3 roaa

Remarks : The Product conforms to ND/
MpuMeuanue: NpoaykT cooteeTcTByeT Tpebosannam HA

Conclusion : APPROVED /
Jaknwyenune: ONOBPEHO

Checked by QC In-Charge / 5
HdokymeHT nposepeH OKK: 9:6_2'& :

Approved by QA In-Charge /
DokymenT ogobpex OOK:

QAT

Date /

Data; 2. /.C7L Loy

Date /

s XA o™
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