Cipla

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAIH3A

Page1o0f4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

IMpoaykr: CEHAI[EE, TABJETKH 13,5 mr

Batch No / Cepuna Ne: 484024

Batch Quantity / O0bem cepun:  5843packs / ynakoBok

AR No / Anaautnueckuii orser Ne : ARF/081/2024|Date of Analysis / llaTa anaanza:  20.06.2024

Date of Mfg / lara npon3soacrsa:  06/2024 Date of Expiry / I'ogen ao: 05/2027

Analysis performed according ND / Ananus npoexén mo H/I: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesynbTaThl Specification / Hopma
Test / [lokazaTens
l Description / OnucaHue Complies / CooTreTcTBYET 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. / lockue kpyrible TabneTku co
CKOLUEHHBIMH KPaAMH OT KOPHUHEBOIO 10 TEMHO-
KOPHYHEBOTO LIBETA ¢ BKpanneHnaMu. Ha oqHo#
cTopoHe TabaeTKH BblaasneHo ¢aovso «CIPLA», Ha
Npyroi - TWHKUA palnoma.
2 Identification / TIOnIHHHOCTE
2a) | Anthraguinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorBertcTByeT OKpaluMBaHHE aMMHAYHOTO PACTBOPA B KPAcHbIH
AHTPaXUMHOHOBRIE TIMKO3NbI
UBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
{(HPLCY COOTBETCTBYET chromatogram of the sample solution should
MeTtunnaparuapokcubenzoart corresponds to the retention time of the principle
(B2IKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methy] Parahydroxybenzoate») / Bpeus
VASPHHBAHUA OCHOBHOTO TIMKE HA XpOMATOrpaMMme
HCTIBITYEMOTO PACTROPA AOJIKHO COOTBETCTBOBATE
BPEMEHH YAEPKUBAHHA OCHOBHOID MUKA Ha
XPOMaTOrpaMMe CTaHJapTHOTO pacTBOpa
MeTwanaparsapekcubeHsoara (pasaen
«MeTuanaparuapokcubenzoar).

3 Average weight / Cpeanss
Macca

187.74mg / 187, 7dmr 189.99 mg £7.5% / 189,99 mr £7.5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

MNpumeyanme: MpoaykT cooTBeTcTBYET TpebosaHuam H | 3aknwyvenne: OQOBPEHO

Checked by QC In-Charge / o O Approved by QA In-Charge / -
HokymeHT npoeepeH OKK: %’ ' HdokymenT ofobpen OOK: %\/{
Date / Date /

Dara: 2R .o 1 1oty

fata: e 202y
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Product: SENADE TABLETS 13,5 mg [poaykr: CEHAJIE", TABJETKH 13,5 vr

Batch No / Cepun Ne: 484024

Batch Quantity / O6bem cepun:

5843packs / ynakosok

AR No / Ananurnueckuii oraer Ne : ARF/081/2024 Date of Analysis / Jata anaanza: 20.06.2024

Date of Mfg / laTa nponssoacrea: 06/2024

Date of Expiry / lonen no:

05/2027

Analysis performed according ND / Auanns nposeaén no H/I: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Ne Result / Pesynbtate Specification / Hopma
Test / TiokazaTens
4 | Uniformity of weight / Complies / CootseTcTBYET 18/20 tabtets NMT + 7.5 %/ 18/20 wne Bonee + 7,5
OnarxopoaHocTs o Macce %
2/20 tablets NMT =15% / 2/20 ne Gonee + 15%
5 | Loss ondrying / oteps B 2.0% NMT 6.0 % / He Gonee 6,0 %
MaCCE MPH BLICYLIMBAHMH
6 | Dissolution / 78-91% NLT 70 % {Q) of sennosides in 120 minutes
Pacteopesne He menee 70 % (Q) cennosnnos uepes 120 mun
7 | Uniformity of Dosage units / AV =335 The acceptability index forn= 10 AV < L1.
OnHOpPOIHOCTE A03MPOBAHKA In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230
AV = L1. All values of xi must satisty the
inequality:
M-xi] £ 0,01 x L2 x M,
L1 =1350;L2=250.
[Moxazatens npuemiemocTh s n=10 AV < L.
B cayuae, ecou 3nauerue AV npepblinaer L1,
NPOBOIAT UCNBITAHKWE Ha clieaytolnx 20 obpasiax.
Hnan=30 AV < L1, Bee 3naueHHs Xi N0 Hbl
VAOBJIETBOPATL HCPABEHCTBY:
IM-xi; < 0,01 = L2 x M,
L1=150:L2=250
8 | Assay {Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 1 15.0 %) of
KonwuecTBeHnHoe onpeneneHHe 14.07 mg/tab / sennosides calculated as sennoside B in one tablet, /
{Cnexktpodoromerpus) Ot 12,15 00 15,53 mr (o1 90,0 mo 115.0 %)
14.07vr/Ta6 CEHHO3MAOB B NepecyeTe Ha CeHHO3ua B B oaHoit
Tabaerke.

Remarks : The Product conforms to ND/
MNpuMeyanne: MpoaykT cooTBETCTBYET TpebosaHuam HJ]

Conclusion : APPROVED /
Jaknwvyenue: OQOEPEHO

Checked by QC In-Charge / O
HokymeHT nposepeH OKK: ’,f/

Approved by QA In-Charge /
HokymeHT oaobpen QOK;

&=

Date /

Jara: 20T rory

Date /

-0 2014
Nara: LU0 20
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Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE", TABJETKH 13,5 mr

Batch No / Cepug Ne: 484024

Batch Quantity / O6bem cepun:  5843packs / ynakosok

AR No / AnanuTavuecknii oruer Ne: ARF/081/2024

Date of Analysis / lata anannza: 20.06.2024

Date of Mfg / /lata nponssoacrea: _ 06/2024 Date of Expiry / l'onen ao: 05/2027

Analysis performed according ND / Anains nposenén no H/: Il N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, nam. Ne 1 ot 09.07.2024

Ne Result / Pe3yabTaThl Specification / Hopma
Test / [ToxazarTens
9 | Content of Methy! 0.042mg/tab 0.028 - 0.056 mg/tab. / Ot 0.028 10 0.056 mr/Tab.
parahydroxybenzoate(HPLC)
Conepxanue
MeTHInaparuIpokcudensoara 0.042Mr/Tad
(B2XX)

10 | MICROBIAL LIMIT TEST/ MUKkpoSKOJOrH1ecKas YUCToTa

10a) | Total Aerobic microbial count /
O61ee yncno a3podHbIX
MHKPOOPrani3MoB

30 Not more than 107 cfu/ g / He Gonee 10* /r

10b) | Total combined veast and mould
count / Odiiee 4UC0

Not more than 10° cfu/ g /He Gonee 107 /1

<10
MSCHEBbIX U JPOAIKERDIX
rpuCoB
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10°/ g / He Gonee 107 /r
bacteria/ YcToiiuusble K
AeHCTBULD KEIUH
rpaMoTpHUATeNLHbBIE DaKTepHH
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin | g/ OrcyrcTBue B I T
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin | g/ OreyteTBRE B b I
101) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g / OtcyTetBne B 10 g

Remarks - The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue; MpogyxT cootseTcTayeT TpebosaHuam HI | 3akniouexne: COOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
HokymeHT nposepeH OKK: =L DokymeHT ogoBper OOK: %
Date / Date / 1__(1 LOY- wfz_\,‘

naTa: 2_.9(_0"(- 102

Hara:
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne: 484024

Batch Quantity / O6nem cepun:

5843packs / ynakoBok

AR No / Auanutuqeckuit orger Ne : ARF/081/2024

Date of Analysis / Tara anannsza: 20.06.2024

Date of Mfg / Tata npoussoacrea:  06/2024

Date of Expiry /I'oaen a0:

05/2027

Analysis performed according ND / Anaans nposeaén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. N2 1 ot 09.07.2024

Ne

Test/ IMokazaTennb

Result / PesyabTaTsl

Specification / Hopma

Package / ¥YnakoBka
in a blister made of

OIHCTep M3 TLICHKA
NOAMBHHHIIXJIOPHIHOM
{TONMATHIIEHOBO#H/

Mo MPUMEHEHHHKD.

Package / ¥Ynakoska - 20 tablets

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

NONHBHHHIAEHXIOPHAHOH) 1
antoMHHHEBOH (poibry,
OAMCTEPOB B KAPTOHHYIO NAUKY
C BAOMEHHEM 25 MHCTPYKUHH

Package / ¥naxoska - 20 1ablets in a blister made of
three-laver PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet ina
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 GnucTep W3 MNEHKK TpexcnoiHol
(TMIBX/IT3/MBJIX) u amomuunerol donsru. [o 2
HIIH 3 OMcTepa BMeCTe ¢ HHCTpYKUHKEH no
NPUMEHEHHIO B KAPTOHHYWO fayky. [1o 20 rabaeTok
B DJAHCTED M3 ILIEHKH TOJUBUHHIXIOPUAHON
(NOMIMITHIEHOBOH / NONUBHHIANEHXNOPHAHOH) 1
a1oMrHnesoH Gonbru, no 235 GinucTepos B
KAPTOHHYI NauKy C BAMKESHUEM 23 HHCTPYKUMIT no
[PHMEHEHHIO.

no 25

3 Labeling / Mapknposka According to ND /

B cooteeTcTBHH ¢ H/I

Storage conditions / Yenosus

XpaHeHHs Bbitue 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe mpu Temnepatype He

Shelf life / Cpox roanoctu 3 years /3 roaa

Remarks : The Product conforms to ND/
Npumeyanne: NpoaykT cooteeTcTeyeT Tpebosanuam HO

Conclusion : APPROVED /
3aknouenue: OQNJOEPEHO

Checked by QC In-Charge / [
HNokymenT nposeper OKK: '”f/

Approved by QA In-Charge /
HokymenT opobpen OOK:

e et

Date /

HaTa: 2.0 t 202

Date /

2=V -0 - 2wy
[aTa:
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