Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOUKAT AHAJIM3A

Pagelof4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepun Ne: 484171

Batch Quantity / O6bem cepun:

5849packs / ynakosox

. |AR No / Ananutudecknii oruer Ne : ARF/276/2024 | Date of Analysis / Jiara anaiamsza: 06.01.2025

Date of Mfg / lata nponssoacrea:  12/2024

Date of Expiry / T'onen no:

1172027

Analysis performed according ND / Anann3s nposenén mo H: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesyabTartsl

Test / Tlokazarens

Specification / Hopma

1 | Description / OnucaHue

Complies / CoorBercTByer

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 kpyrible TabneTku co
CKOILIEHHBIMM KPagMK OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO 1IBeTa C BKpareHuamu. Ha ogHoi
cTopoHe TabneTkH BeIIaBneHo cioro «CIPLAY, Ha
IpYro# - JIMHAA pas3lioMa.

2 Identification / TlommHHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTRETCTBYET Oxpamupanye aMMHA4yHOIO PacTBOpa B KPACHBIH
AHTPaxMHOHOBBIE TIHKO3H/IbI i
2b) | Methyl Parahydroxybenzoate Complies / Retention fime of the principle peak in the
(HPLC)/ CootBetcTBYET chromatogram of the sample solution should
MeTtunnaparuapokcuoen3oar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEpKIBAHUA OCHOBHOTO [IHKA HA XPOMATOrpaMMeE
HCIBITYEMOr0 PAcTBOPa JOMKHO COOTBETCTBOBATE
BPeMEHH y/epKHBaHHA OCHOBHOIO IHKA Ha
XpomMartorpamMMe cTaHAapPTHOro pacTBOpa
MeTHInaparuapoxcubensoata (pazaoen
«Metunnaparupoxcubensoar).

3 | Average weight / Cpeansis
Macca

190.26mg / 190,26Mr

189.99 mg £7.5% / 189,99 mMr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykt cooteeTcTBYET TpeboBaHuaMm HI

Conclusion : APPROVED /
3aknwvenue: OOJOBEPEHO

Checked by QC In-Charge /
y g ﬁ_w

[okymeHT npoeepeH OKK:

Approved by QA In-Charge /
HokymeHT oqobpeH OOK:

g

Date /

Nlata: 0L o\ rorrl

Date /

e O 1ol 2025
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CERTIFICATE OF ANALYSIS

-

CEPTHOUKAT AHAJIN3A

Cipla

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg_

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / JlaTa npou3BoJcTBA:

_|Batch No / Cepust Ne: 484171 Batch Quantity / O6bem cepun:  5849packs / ynakosox
AR No / Anaaurnyeckuii oruer Ne : ARF/276/2024 |Date of Analysis / lara apannza: 06.01.2025
12/2024 Date of Expiry / 'ogen go: 11/2027

Ne 1 ot 05.07.2024

Analysis performed according ND / Ananns nposenén no HJI: I N013745/01-180522, amend No. 1 dated
09.67.2024 / II N013745/01-180522, u3m.

MNpumeyanue: MpodyKT cooTeeTcTByeT TpebosaHusm HI

3aknwoyeHue: OQOEPEHO

Ne Result / PeayabTaTsbl Specification / Hopma
Test / TlokasaTennb ’

4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT £ 7.5 %/ 18/20 ne Gonee +7,5
OHOPOAHOCTH 110 Macce %

2/20 tablets NMT £15% / 2/20 ue 6onee + 15%

5 | Loss on drying / IToTeps B 2.2% NMT 6.0 % / He 6onee 6,0 %

Macce TpH BEICYIIMBAHHH

6 | Dissolution / 78-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpenne He menee 70 % (Q) cenro3uaos uepes 120 Mmun

7 | Uniformity of Dosage units / AV =355 The acceptability index forn =10 AV <LI.
OIHOPOIHOCTh TO3UPOBAHMSA 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 satisfy the
inequality:

M-xi| <001 x L2 x M.

Li=150;12=350;

TMToxazarens npuemiiemoctd 1ni n=10 AV <L1.

B ciyaae, ecnu 3HaueHue AV npepsimaet L1,
MPOBOIAT HCITBITAHNUE HA crneyroinx 20 obpasuax.
I n=30 AV < L1. Bce 3HaueHns Xi JO/KHBI
YIOBIETBOPATH HEPABEHCTRY:

[M-xi| <0,01 x L2 x M.

L1=15,0; L2 =25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHOE OIpele/IcHHE 14.05mg/tab / sennosides calculated as sennoside B in one tablet. /
(CoextpodoToMeTpHs) Ot 12,15 1o 15,53 mr (ot 90,0 mo 115,0 %)

14,05Mr/1a6 CEHHO3M/IOB B TIepecueTe Ha CeHHO3HI B B oaHO#
TabneTke.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Checked by QC In-Charge /
OoxkymeHT nposepeH OKK:

=

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

v

Date/

€- 90201
[ata: 4 Lorg

Date /

Harta: 07- ol

2025
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOHUKAT AHAJIU3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 484171

Batch Quantity / O0bem cepuu:

5849packs / ymakoBok

AR No / Ananurnaeccknii oruer Noe : ARF/276/2024 |Date of Analysis / lata ananusa:  06.01.2025

Date of Mfg / lata npoussoactea:  12/2024

Date of Expiry / 'ogen 10:

11/2027

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

Ne Result / PesynbTaThl

Test / [lokazaTeb

Specification / Hopma

9 | Content of Methyl 0.041mg/tab
parahydroxybenzoate(HPLC)/
Copepxanue
METHITaparuapokcHbensoara 0,041 mr/1ab
(B2XKX)

0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

10 | MICROBIAL LIMIT TEST/ Mukpoduonoruueckas aucToTa

10a) | Total Aerobic microbial count / 40
OOG1ee 4uc10 aIpoOHLIX

MHKPOOPTaHU3MOB

Not more than 10" cfu/ g / He 6onee 10* /v

10b) | Total combined yeast and mould
count / Ob1ee yncno
TUTECHEBBIX M APOJIGKEBbIX

rprdoB

<10

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

-

10 ¢) | Bile tolerant gram-negative
bacteria/ Yeroituuseie K
NeMCTBHIO MXKeJTuH

rpaMoTpHiaTensHble GaKTepHu

Absent /OTcyTCTBYIOT

Not more than 10” / ¢/ He Gonee 10° /r

10d) | Staphylococcus aureus

Absent /OTcyTCTBYIOT

Absentin | g/ Otcytctuer 11

10¢) | Escherichia coli

Absent /OTCyTCTBYIOT

Absentin 1 g/ OtcytctBHe B I T

10D | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Npumeuanue: MNpoaykT cooTeeTcTBYeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepeH OKK: 45“/ [lokymeHT oaoBpeH OOK:
Date/ , ) — Date /
fata: ©E-o\ 1o fata; 07 012028
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

-

-

Paged40f4/Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHAI[E@TABJIETKH 13,5 mr

_|Batch No / Cepusi Ne: 484171

Batch Quantity / O6bem cepnn:

5849packs / ynaroBox

AR No / Ananurnveckuii oruer No : ARF/276/2024|Date of Analysis / lara ananuza: 06.01.2025

Date of Mfg / Jlata npomssogcTia:  12/2024

Date of Expiry / T'oaen no:

11/2027

Analysis performed according ND / Auann3s nposeaén mo HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / 1T NG13745/01-180522, uzm. Ne 1 ot 09.07.2024

Ne Result / PesyiabTaTsl

Test / IokazaTenb

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

OmucTep U3 TIEHKH
MOTMBHHUIXIIOPUIHOM
(noHATHACHOBOH/

10 MPUMEHEHUIO.

Package / Ymakxoska - 20 tablets

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

MOTHBHHWINIEHXIOPHIHOM) 1
amoMUHHEBOH (OIbIH,
OJIMCTEPOB B KAPTOHHYIO 124Ky
C BIOYKEHUEM 25 MHCTPYKLHH

Package / Ynakogxka - 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. / ITo 20
TabaeTok B OMMCTEp U3 MIIEHKH TPEXCIOHHOMH
(TIBX/TI2/TIBAX) n amoMunueBoii gonery. Ilo 2
unu 3 brnuctepa BMECTe C HHCTPYKIHEH 110
NpHMEHEHHI0 B KapTOHHY10 nayky. [To 20 TabneTok
B GIHCTEp M3 TUIEHKH OJUBUHUIXIOPUIHOMH
(MOMUATUNEHOBOM / MOJIMBHHUIIMIEHXIOPHIHOM) U
amoMHHIeBOH dombry, no 25 daucTepos B
KapTOHHYIO MAYKy ¢ BJIOKEHUEM 25 HHCTPYKLIMIA 1Mo
IpUMEHEHIHO.

no 25

12 Labeling / MapxupoBka According to ND /

B cootsercteuu ¢ HJI

13 Storage conditions / Ycnopus

XpaHeHus Boime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe IIpH TEMOEPATYPE HE

14 Shelf life / Cpok rogHocTH 3 years /3 roga

Remarks : The Product conforms to ND/
Mpumeuanue: NpogykT cooTBeTCcTBYET Tpebosarnuam HA

Conclusion : APPROVED /
3akntovuenue: OOOBPEHO

Checked by QC In-Charge / 'ﬁ,’ij"g

HoxkymeHT npoepeH OKK:

Approved by QA In-Charge /
HokymeHnT ofobpeH OOK:

G-

Date /

[ara: 6 O YBAg

Date /

[ara: 07- 01ne2s
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