Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHDUKAT AHAJIN3A

Page 1 of 4/ Crp. 1 n3 4

[Product: SENADE TABLETS 13,5 mg

Mponykt: CEHAJIE", TABJIETKH 13,5 mr

{Batch No / Cepun Ne : 485099

Batch Quantity / O6bem cepun:  5847packs / ynakosok

AR No / AnanuThudecknii oraer Ne: ARF/169/2025

Date of Analysis / lara anaauza:  25.08.2025

Date of Mfg / Jata npoussoacrea: 0872

025 Date of Expiry / Toaen po: 07/2028

Analysis performed according ND / Asanu3s nposenén mo HJI: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, n3m. Ne 1 ot 09.07.2024

Test / [lokazatean

Result / PesyabTathi

Specification / Hopma

| Description / Onucanue Complies / CooTBETCTBYET

Flat ¢ircular tablets from brown to dark-brown with
bevelted edges and disseminations. 1t has CIPLA
monogram embossed on one side and central break-
line on the other. / [lnockue kpyrnbie TabIETKH CO
CKOIIEHHBIMH KPasM# OT KOPHYHEBOTO 10 TEMHO-
KOpPHYHEBOIO LUBETA C BKpanacHuamu. Ha onrod
cTopone TadbneTkd BelIaBneHo cnoBo «CIPLA», Ha
Apyroit - 1MHUA pasIomMa.

2 Identification / [ToANKHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal selution turns a reddish colour !
CooteercrByeT OxpalnBaHMe aMMHaUHOTO PacTBOpa B KPACHbLIH
AHTPaxHHOHOBbIC TIHKO3UABI
uBeT.

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooTBeTcTBYET chromatogram of the sample solution should
MeTtHanaparuapokcubensoar ! corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution {refer test
«Methyl Parahydroxybenzoate») / Bpeua
yiep/HBaLIA OCHOBHOCO MUKa Ha XpOMaTorpaMme
WCTIBITYEMOTO PACTBOPA JOKHO COOTRETCTBOBATS
BPEMEHH YICPKNBAHHA OCHOBHOrO MHKA Ha
XPOMaTorpaMMe cTaHIAPTHOTO pacTBoOpa
MeTHInaparuapokcudersoara (paznen
«MeTuanaparnapokcubeHzoar).

3 | Average weight/ Cpeansas
macca ]

190.52mg / 190.52mr

189.99 mg +7.5% / 189,99 mr £7.5%

Remarks . The Product conforms 1o ND/

MpumMeyanue: MpogykT cooteTcTBYeT TpeboBaHuam HL

Conclusion : APPROVED [
3akmouerue: OAQOBPEHO

Checked by QC In-Charge /

/ "
OokymeHT npoeepar OKK: ‘J?}J[« o

Approved by QA In-Charge /' / \\ ..p
BokymenrT 0g06per OOK: /

Date /

[laTa; RY o ¥ 10N

Date /
HaTta:

(J_(,o?s"?,-??/(
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUO®HKAT AHAJIHU3A

Page2 of4/Crp. 2 n3 4

Product: SEI;IADE TABLETS 13,5 mg Tpoavkr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepnn Ne: 485099 Batch Quantity / O6nem cepun:  5847packs / ynakosok

AR No / AnaanTauecknii oruer Ne 1 ARF/169/2025 | Date of Analysis / JlaTa anaanza: 25.08.2025

Date of Mfg / lata nponsBonctea:  08/2023 Date of Expiry / T'oaen ao: 07/2028

Analysis performed according ND / Ananns nposenén no H/L: I1 NO13745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, nam. Ne 1 ot 09.07.2024

Result / PesyasTarbi Specification / Hopma

e Test / Mokazarens

4 | Uniformity of weight / Complies / CooTseTcTBYET 18/20 tablets NMT = 7.5 % / 18/20 ue bonee = 7.5
QIHOPOIHOCTS N0 Macce %o

2/20 tablets NMT £15% 7/ 2/20 ne Oonee = 15%

5 | Loss ondrying / [ToTeps 8 1.8% NMT 6.0 % / He bonee 6,0 %

Macce [pH BbICY L UBAHWUH

6 Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHuHe He menee 70 % (Q) cennoznaos yepes (20 MHH

7 | Uniformity of Dosage units / AV =36 The acceptability index forn =10 AV < LI.
OAHOPOIHOCTD 103MPOBAHUS 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 20,00 x L2 x M.

L1=150;:L2=250.

TNokazareab npueMneMocTd Lia n=10 AV < L1,

B cayuae. ecin 3HaueHde AV npesbiwaet L1,
MPOBOAAT HCNBITAHKE Ha caedyoWux 20 obpasuax.
Jna n=30 AV < LI1. Bce 3HayeHns xi 20/ HbI
YA0BJETROPATh HEPABEHCTBY!

‘M-xi < 0.01 x L2 = M.

L1=150;L2=250.

8 | Assay (Spectrophotometry) From 12,15 t0 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTBeHHO® OMNpPEeAeTEHNE 14.04mg/ab / sennosides calculated as sennoside B in one tablet. /
(CrnexkTpodoToMeTpHst) Ot 12,15 10 15.53 mr (o1 90.0 0o 1150 %)

14.04Mr/Ta6 CEHHO3KI0B B MEPECYeTe Ha CeHHO3MA B B 0HOH
TabneTke.

Remarks : The Product conforms to ND/
MNpumesanne: MpogaykT cooteeTcTBYET TpeboBanusam HI

Conclusion : APPROVED /
3aknwouenune: OQQOBPEHO

Checked by QC In-Charge / “LL b Approved by QA In-Charge / &“LWD
HokymerT npoeepeH OKK: = - HokymeHT opobpern OOK: pe
Dol 25 cnaar Pt I

FMQC003-15-10
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ERTIFICATE OF ANALYSIS
CEPTUOHEKAT AHAJIHN3A

Cipla

Page3 of4/Crp. 3 uz 4

Product: SENADE, TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa No: 485099

Batch Quantity / O6bev cepun:  5847packs / ynakoBok

AR No / Anaantudecknii orger Ne : ARF/169/2025

Date of Analysis / Jara anamna: 25.08.2025

Date of Mfg / lara npoussoacrBa:  08/2025 Date of Expiry / T'oaen no: 07/2028

Analysis performed according ND / Anaauz nporeaén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-1805822, u3m. Ne | ot 09.07.2024

Test / TlokaszaTenns

Result / PesyasTarhr Specification / Hopma

9 | Content of Methyl
parahydroxybenzoate(HPL.C)/
ConepixaHue

METHIT ﬁapaFHﬂ]JOKCHGEHEOﬂTa
{(B2XKX)

0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 a

0,043mr/Tad

0 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ MuxpoOuoaoriueckas uucToTa

10a} | Total Aerobic microbial count /
Oduiee uncno arpobHbBIX
MUKPOOPTEHHIMOB

40
Not more than 10" cfu/ g/ He Boae

e 10*/r

166) | Total combined yeast and mould
count / Q0wee uncno
NNECHEBBIX M APOIKHEBBIX
rpubon

<10

Not more than 10” cfu/ g /He Gonee 10 /1

18¢} | Bile tolerant gram-negative
bacteria/ Yerofunpsie K
JeACTBHID Kea4u
rpaMoTpuUaTesbHele faKTepun

Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee |

.
o/

Wd) | Staphylococcus aureus

Absent /OTCyTCTBYIOT Absentin | g/OtcyrctRue e 1 ¢

10¢) | Escherichia colt

Absent /OTCyTCTBYHOT Absentin | g/ Oteyrereue B i ¢

109 | Salmonella

Absent / OTcyTeTBYIOT Absentin 10 g / OtcyreTeue B 10

g

Remarks : The Product conforms to ND/

Conclusion : APPROVED ¢/

MpumeyvaHue: MNpogykT cooteeTcTayeT Tpebosanusm HI | 3axntovenue: OJOBPEHO

Checked by QC In-Charge / 5 pe Approved by QA In-Charge /
JokyMeHT nposepen OKK: - G OoxkymenT ogobpen QOK: gof\f"p
Date / Date /

Nata: 28 . 08 1014

Data: I 0% 1005

FMQC003-15-10

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




Cipla

CERTIFICATE OF ANALYSIS
~ CEPTHOUKAT AHAJIM3A

Paged4of4/Crp. 4n34

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAAE", TABJETKH 13,5 mr

Batch No / Cepus Ne: 4835099

Bateh Quantity / O6bem cepun:

5847packs / ynakosok

AR No/ Anaautnuecknii otuer M : ARF/169/2025|Date of Analysis / lava amanuza: 25.08.2025

Date of Mfg / Jata npoussoacraa: 08/2025

Date of Expiry / 'oaes no:

07/2028

Analysis performed according ND / Auauz nposeaén mo HJL: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Test / I[lokazaTenn

Result / PesyanTaTht

Specification / Hopma

Il | Package / ¥ nakoBka
in a blister made of

OnucTep U3 MICHKH

{NOMHITH.ICHOBOM/

Mo MPUMEHEHHHD,

Package / Ynakoska - 20 tablets

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

HOHHBHHHHXHOPHHHOﬁ

NOAUBHHUIUASHXOPUAHOH) U
antoMHHNEBOH (onbr, no 25
OIJIHCTEPOB B KAPTOHHYIO MAUYKY
C BIOKEHHEM 25 MHCTPYK LU

Package / ¥nakogxa - 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. / [1o 20
TabneToK B OAUCTEP W3 MIIEHKH TPEXCAOHHOI
(MBX/M2TIBAX) n anroMuHuesoit donery, o 2
WJIH 3 BIIMCTEpa BMECTE ¢ MHCTPYRIHEH no
NPUMEHECHHI) B KAPTOHHYIO nadky. Io 20 radaetox
B OTUCTEP U3 MNEHKH MOAUBHHHIXIOPHIHOH
(NoAHITHIEHOBOH / TIONHBUHHUIIMACHXIOPHAHON) |
AMOMHHHEBOR BONIbIH, NO 25 BIMCTepoB B
KAPTOHHYO Na4Ky ¢ BIIOMKEHHEM 25 MHACTPYKUWH no
fIPUMEHEHHIO.

12 Labeling / Mapkunposka According to ND /

B cootseTcTBUM ¢ H]L

13 Storage conditions / Yenosua

XpaHeHUs Buie 25 °C,

In a dry place, at temperature below 25 “C. / B cyxom MecTe NpH TeMTiepatType He

14 Shelf life / Cpok rogHocTh 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogyKT COOTRETCTBYET TpeboBaHnam HA

Conclusion : APPROVED /
3akntovenue: OOOBPEHO

Checked by QC In-Charge / s
OoxymeHT nposeper OKK; '52/* Bt

Approved by QA In-Charge / p
HokymeHT ogobper OOK: /é/éﬁf—/

Date /

Dara: .Y oe lLoaAr

Date /

Jdata: 25-e% ey

FMQC003-15-10

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




el

ADNIIXY ueInssy Ieng) - MG

ST yojeq 2anoadsar o Fuumpdeynuew ur pasn [dy JuipreSar s|iEep Y3 pue piT JAd WRYSWIS S/ I8 parmoeynuewt sem 1onpoid mofeq 1eq AJniso 0} SISy,

66058F "ON qaBg

ALVIOILILYAD ASVATIH HOLVE

FINNANIAdV

St %05

[euoyEwIAu] bTOSTI0SD £€L80L1000 wiqeL
wipu 0/, SIPISOUUAS WNIY
PUL | sreanmeqoidng Legioy £208710SD 1£L80L1000 /ST SIPISOUIRS WINDIED | 660S8F | 5ppuag
.M.wz " B ’ "ON YIEy JA1NPPBINUB A )] -—.G Eﬁuw%w . <
30 &yunoy | PHEN RIRHIEEW MY o inppnuen 1y | avs woay "oN yoreg 1av SNy INHAL TR
:MOJoq SB

7 neq




