Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOUKAT AHAJIM3A

Pagel of 4/ Ctp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

IMpoaykr: CEHAJIE®, TABJIETKHM 13,5 mr

Batch No / Cepus Ne: 484046

Batch Quantity / O0nem cepuu:  5844packs / ynakoBok

AR No / AnanuTnueckuii oruer Ne : ARF/110/2024

Date of Analysis / lata anpaansza:  19.07.2024

Date of Mfg / lara npomssogcrea:  07/2024

Date of Expiry / Foaen no: 06/2027

Analysis performed according ND / Anaan3s nposenén mo HI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Test / Nokazatenn

No Result / PeyabTathbl Specification / Hopma

[ Description / OnucaHue 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. / [Tnockue kpyrawie TabaeTky ¢o
CKOUIEHHBIMH KPasMi OT KOPHYHEBOTO 10 TeMHO-
KOPUUHEBOTO LIBETA ¢ BKpanieHuaMu. Ha onxol
cropose Tabnetkn eeiiasaeHo cnoro «CIPLA», Ha
Apyrofl - THHUA paioMa.

MeTunnaparuapokcubeHsoar
(BOXEX)

2 | Identification / [loo1uHHOCTD
2a} | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTseTcTBYET OxpallBanye aMMHAYHOFO pacTROpa B KPACHEIH
AHTanHHOHOBble TJTHKO3K10bI
LIBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{(HPLCY CooTBeTCTBYET chromatogram of the sample selution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAepHHUBaAHIA OCHOBHOIO NHKA Ha XpOMATOrpaMmMe
HCMBITYEMOrC PACTBOPA NOKHO COOTBETCTBOBATD
BpEMEHH YIEPKHBAHUS OCHOBHOTO THKA HA
XpPOMATOrpaMMe CTaAHIAPTHOro pacTeopa
meTnanaparuapokcubenioara (paaen
«MeTunnaparuIpoKcuOeH30ar).

3 | Average weight / Cpennss 186.14mg /
Macca

186, 14mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
NpuMevaHue: MNpofyKT COOTBETCTBYET TpeboBaHnsM

Conclusion : APPROVED /
HO | 3aknwuenune: O0OBPEHO

Checked by QC In-Charge / %/t’,p
fNokymeHT nposepeH OKK: an

Approved by QA In-Charge /
AokymeHT ogobpeH COK; W

Date /

fara; 2o Trero

Date /

[« - -
[ara: e ey
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Cipla

CERTIFICATE OF ANALYSIS

~

CEPTH®HUKAT AHAJIH3A

Page2 of 4 /Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepnsa Ne : 484046

Batch Quantity / O6nem cepun:  5844packs / ynakosok

AR No / Anaautuueckmii oruer Ne: ARF/110/2024|Date of Analysis / lata anaanza: 19.07.2024

Date of Mfg / lara nponssoacrea: 07/2024 Date of Expiry / T'onen a0 06/2027

Analysis performed according ND / Ananus nposeaén wo H: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne

Test / [Tokazarens

Result / PeayabTars Specification / Hopma

4 | Uniformity of weight /

Complies / CooTeTcTBYET 18720 tablets NMT + 7.5 % / 18/20 ne Ooaee = 7,5

Pacrsopenne

OnroponHocTb N0 Macce %
2/20 tablets NMT +£15% / 2/20 ne 6onee + 15%
5 | Loss ondrying / [loteps 8 2.5% NMT 6.0 % / He Gonee 6,0 %
Macce Mpu BhICYLIHBAHHH
6 | Dissolution / 78-88% NLT 70 % {Q} of sennosides in 120 minutes

He menee 70 % (Q) cennozuaos yepes 120 Mun

7 | Uniformity of Dosage units /
OnHOPOAHOCTE 1O3UPOBAHIA

AV =355 The acceptability index forn =10 AV < L1I.

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:

IM-xi| < 0,01 = L2 x M,

L1 =15.0;12=250.

[Tokasatens npuemnemoct i n=10 AV < L1,

B cnyuae, ecnu 3HaveHuwe AV nmpeseiwmaeT L1,
NpOBOAAT UCTIBITAHHE HA cnedyrowkx 20 odpasuax.
Aaan=30 AV < L1. Bee 3Ha4eHus Xi IOMKHBI
YA0BACTROPATL HEPABEHCTRY:

[M-xi| <001 x L2 x M.

L1 =150;L2=250.

8 | Assay (Spectrophotometry)
KoanqecTeHHOE OlpedencHue
(CnextpodoTtomerpus)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

13.94mg/tab / sennosides calculated as sennoside B in one tabiet. /
O7 12,15 10 15,53 mr {071 90,0 20 115.0 %)

13.94mr/Ta6 CEHHOZMIOB B NEPECYETE HA CEHHO3HI B B 0aHO#
TabneTKe.

Remarks - The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanne: Mpogykr cooteeTcTayeT Tpebosanvam HO | 3aknoyenne: ONOBPEHO

Checked by QC In-Charge / " Approved by QA In-Charge /

AokymeHT nposepeH OKK: %E/M HokymeHT ogabpern OOK: ‘%ﬁj)f
Date / _ . Date / .o -

Jdara: 2R e 220 Oara: 2407 2oy
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTHDPUKAT AHAJIM3A

Page 3 of4/Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJIE®, TABJIETKHA 13,5 mr

Batch No / Cepna Ne: 484046 Batch Quantity / O6bem cepun:  5844packs / ynakoBok
AR No / Auanutnuecknii oruer Ne: ARF/110/2024|Date of Analysis / /lata ananusa:  19.07.2024
Date of Mfg / lara npoussoactea:  (07/2024 Date of Expiry / 'onen fo: 06/2027

Analysis performed according ND / Auanns uposeaén no HI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 (9.07.2024

No Result / Pe3yanLTaThl

Test / Tlokazatenn

Specification / Hopma

9 | Content of Methyl 0.044mg/tab
parahydroxybenzoate(HPLCY
Conepxanue
MeTHnnaparuapoxcubensoara 0.044mr/1a6
{B2KX)

(.028 —0.056 mg/tab. / O1 0,028 10 0,056 Mr/Tad.

10 | MICROBIAL LIMIT TEST/ MukpoOHoIoTHUECKas YUCTOTa

10a) | Total Aerobic microbial count /
Obuwee 4ucno a3podHbIX 60

MUKPOOPTaHH3IMOB

Not more than 10" cfu/ g / He Gonee 10" /r

10bk) | Total combined yeast and mould

count / OBwee YHCO
NJECHEBLIX H APOMKIKEBBIX
rpubos

<10

Not more than 107 cfu/ g /He 6onee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ YcToluusele K
NERCTBUIO KETUH

rpPamMoTpMUATE IbHEIE DAKTEPHH

Absent /OTCyTCTBYIOT

Not more than 107/ g/ He Gonee 10° /1

10 d) | Staphylococcus aureus

Absent /OteyTersyoT

Absentin 1 g/ Ortcyrcreues | 1

10¢) | Escherichia coli

Absent /OTCyTCTBYHOT

Absentin 1 g/ OtcytcrBue B I ¢

10 1) | Salmonella

Absent / OTcyTeTBYIOT

Absentin 10 g /Orcytcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanme: MNpoaykT cooTBeTcTBYET TpeGoBaHuam HO

Conclusion : APPROVED /
awnwouenne: OQOBPEHO

Checked by QC In-Charge / L,
HokymeHT npoeepeH QKK ”ﬁ' .

Approved by QA In-Charge /
HoxkymenT ogobpen OOK:

FAC

Date /

fara 2 OT ey

Date /

Jara: 2-9-97- 2o
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTH®UHUKAT AHATH3A

Page 4 of 4/ C1p. 4 na 4

Product: SENADE TABLETS 13,5 mg

|Mpoaykr: CEHAJIE®, TABJIETKU 13,5 mr

Batch No / Cepna Ne: 484046

Batch Quantity / O6bem cepun:

5844packs / ynakoBok

AR No / Ananutuuecknii oruer Ne : ARF/110/2024 Date of Analysis / lata ananmusa:

19.07.2024

Date of Mfgz / laTa nponzsoacrea: 07/2024

Date of Expiry / 'ogen no:

06/2027

Analysis performed according ND / Anann3 npoeaén no H/: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. No 1 ot 09.07.2024

No Result / PesayasTaThl

Test / Tlokazarenn

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnHeTep U3 NACHKK
MOIHBUHHIXIOPUAHO
(nosnuITHNEHOBOH/

No NMPHMEHEHHIO.

Package / Ynaxoska - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / I1o 20 TabneTox B

AOTHBHHHUIACHXNOPHAHOR) H
ANIOMHHHEBOMH donbry,
ONUCTEPOB B KAPTOHHYIO NAYKY
C BIIOKEHHEM 25 HHCTPYKUMIL

Package / ¥nakoska - 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. / TTo 20
TA0NETOK B ONNCTEP W3 MNGHKW TPEXCIOHHOM
(NMBXAT3MBAX) u amoMunnesoit donsry. o 2
MK 3 BiucTepa BMeCTe ¢ MHCTPYKUMEH 10
NPHMEHEHHIO B KAPTOHHYIO nauky. [To 20 TabreTok
B OJIMCTEp W3 MUICHKH TOMHBHHUNXIOPHAHON
(MONM3ITHNCHOBGH / HONMBUHMIICHXIOPUIAHON) H
anroMUHHEBOH Gonbru, no 235 Grnuctepor B
KaPTOHHYK NauKy C BIONKEHHEM 25 HHCTPYKUWF Mo
IPUMEHEHUI),

no 25

12 Labeling / Mapkuposka According to ND /

B cooTseTcTBHH ¢ H/J

I3 Storage conditions / Ycinoeus

XpaHeHus Bhitire 25 °C.

In a dry place. at temperature below 25 °C./ B cyXoM MecTe MpH TeMnepaType He

14 Shelf life / Cpox roasocTH 3 years /3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: Npoaykr cooTeeTcTBYET TpebGoRaHuam HO

Conclusion : APPROVED /
3aknwvyedue: OJOBPEHO

Checked by QC In-Charge / .
HokymeHT nposepeH OKK: ‘7;)/'&’}

Approved by QA n-Charge /

HokymenT oqobped OOK: ,@

Date/ , 4 LT 1miry

HaTa:

Date /

Data: 2097 2oy
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