Cipla

CERTIFICATE OF ANALYSIS

. CEPTH®HKAT AH

H3A
Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13.5 mg

poxyxr: CEHAJIE®, TABJIETKH 13,5 vr

Batch No / Cepua Ne ;481007

Baich Quaniity / Ofsem cepun:

3848 packs / ynakosok

AR No [ Anamaragecknii orger Ne : ARF/023/2021

Date of Analysis / JlaTa anamaza: 28012021

Date of Mfy / Tata npouzsogersa: 012021

Date of Expiry / l'ogen go:

12/2023

Amnalysis performed according ND / Ananms npopenén no HJT: TT N013745/01-091017, Ham. Ne | ot 17.04.2020

1

Test / Hoxkazatens

Result / PesyabpTarTe

Specification / Hopma

1 | Description / Onucanue

Complies / CooTeeTcTByeT

2 | Identification / [TognureOCTE

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. / Ilnockue kpyriasie TABIETHH co
CEOLIEHHRIMH y:pa.: MH OT KOpHYHEROID 00 TEMHO-
KOPHYHEROID LEETA ¢ REpanneruami. Ha onuoit
cropone Tabaerkn sunasnene cnoso «CIPLAS, na
ApyToH - NHHHA PA3noMa.

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
e — Cooreercreyer E:EEI-HJ.HHBEHHB AMMHAYHOID DACTEOPA B KpAcHB
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principléup_eék in the
(HPLC)Y i CooTtsercrayer chromatogram of the sample solution should
| MerunnaparuapokcnGensoar corresponds to the retention time of the principle
(BIHX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
@hethyl Parahydroxybenzoaten) / Bpems
YAEPRHBAHHR OCHORHOMD MAKA HA XPOMATOTPAMME
HC]'IbIT}’EMUI'O pQCTBDPE. AOIKHD COOTEETCTREORATE
BPEMEHH VICPHHEAHMA OCHOBHOID MHKA HA
KPOMATOrPAMME CTAHAAPTIOND PACTEOPA
MeTHAnaparuapoxkcHbensoaTa (pasnen
«MeTHnnaparuapokcHOen3I0aT)

3 | Average weight / Cpeanas
Macca

19024 mg/ 19024 mr

!
189.99 mg +7.5% / 189,99 pr £7,5%

Remarks : The Product conforms to ND/
Npumeyanne: MNpooyer cooTeaTcTeyeT TpebosaHuam HO

Conclusion : APPROVED /
Jaknouenune: OOOEPEHD

Checked by QC In-Charge/ '3-&7‘2 Li L]
v

Approved by QA In-Charge /

FA

JorymeHT nposepaH OKK: Hokyment onobpen OOK:
Date / il Date f Lo
[laya: 28°01°2.024 Nere: 28.0v202)\

FMQC003-15-06

Cipla Ltd_,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Cipla

CERTIFICATE OF ANALYSIS

x CEPTHOHKAT AHAJIN3A

Page2 of 4/ Crp. 2 3 4

Product: SENADE TABLETS 13,5 mg

Npoaysr: CEHAJIE®, TABJIETKH 13,5 ner

Batch No / Cepua Ne: 481007

Batch Quantity / O0bem cepumn:

5848 packs / ynakosok

AR No / Amanaraydecknii orger Ne : ARF/023/2021|Date of Analysis / [lata apanmza: 28012021

Date of Mfg / lara mpomssogersa:  01/2021

Date of Expiry / 'ogen no:

122023

Analysis performed according ND / Anamms nposeagn o HJL: ITN013745/01-091017, Has Ne 1 o1 17.04.2020

Ne Test / NokazaTenn Result / Peaynnrarh Specification / Hopma
4 | Uniformity of weight / Complies / Coorsercreyer 18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee +7.5
OnHopOHOCTE N0 Macce Y
2/20 tablets NMT £15% / 2/20 e Gonee + 15%
5 | Loss on drying / [ToTepa g 30% NMT 6.0 % / He Bonee 6,0 %
MACCe MPH BHICYLIHBAHKHMA
Dissolution / 86-91% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % ((Q) cenHoannos uepes 120 mun
T | Uniformity of Dosage units / AV=49 The acceptability index for n = 10 AV <L1.
OmHOpOIHOCTE IO3HPOBAHMA 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 » M.
L1=150;L2=250
Ioxasarent npuemAeMectd aad a=10 AV <L1.
B cnyuae, ecnn 3Havenne AV npepbimaer L1,
NpOBOIAT HONMBITAHHE Ha chenyoiqx 20 obpasuax. |
Ian n=30 AV =L1. Boe 3Ha9eHHA Xi JONKHE
YOOBMAETBOPATE HEPABEHCTRY:
[M-xi| = 0,01 = L2 = M.
L1=150,12 =250
B | Assay (Spectrophotometry) From 12,15 to 15,53 mg (from 90.0 to 1150 %) of
KonuuecTseHHoe  Onpeaeneie 14.12 mg/tab / sennosides calculated as sennoside B in one tablet.
(CoexrpodoTomerpis) Or 12,15 no 15,53 mr (oT 90,0 no 115,0 %)
14.12 mrfral CCHHOSHAOR B MEpecHeTe Ha cennosun B B ommoii
' Tabnerxe.

Remarks : The Product conforms to ND/
Npumeyanne: Npogyrr cooteercTeyeT TpebosaHuam HA

Conclusion : APPROVED /
Jauntouenwne: OAOEPEHO

Checked by QC In-Charge? =,
OoxymeHT nposepeH OKK: \\B clane

Approved by QA In-Charge /
NokymeHTt oaobpad 00K

FE=

Date /

Para 2®r.01- 2021

Date /

fata:  finnmania

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India,
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOHUKAT AHATHIA

Product: SENADE TABLETS 13,5 mg

Page 3 of 4/ Crp. 3 m3 4
|

Hpogyxcr: CEHANIE", TABJIETKH 13,5 mr

Batch No [ Cepus No : 481007

Batch Quantity / Oinem cepun:

5848 packs / ynaxom:?

AR No / Anamrringecknii oraer Ne : ARF/023/2021|Date of Analysis / lata amamaa: 28.01.2021

Date of Mfe / lara npomssopersa: 01/2021

Date of Expiry / T'ogen go:

12/2023

Analysis performed according ND / Anamms nposenén mo HJE: [T N0O13745/01-091017, Mane. Ne 1 o1 17.04.2020

M Test / Hoxasatens Result / Pesyantare: Specification / Hopma
9 | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 Mr/Tat.
parahydroxybenzoate(HPLC)
Caonepwanie
METHINAparuapokcnbeHsoaTa 0,048 nrfraG
1 (BIXX)
10 | MICROBIAL LIMIT TEST/ MuxpoGHOJIOrHHECKas YHCTOTA
10a) | Total Aerobic microbial count / [T
Oifnee 9HCNO POtk <10 Not more than 10° cfiv’ g / He Gonee 10° /1
| MHKPOOPrEHHIMOR
| 105) | Total combined yeast and mould Not more than 107 cfu' g /He Gonee 10° /r
| count / Obmee uncTo <10
| [UIECHEBLIX H OPOACKEREIX
rpaGos
18 ¢) | Bile tolerant gram-negative Absent /OreyTeTEYIOT Not more than 107 / g/ He Gonee 107 /v
bacteria/ Yerolisuenbie k
NECTRHI0 KenqH
rPaMOTPHLIATENBHBIE GaKTEpHH
10d) | Staphylococcus aurens Absent [OrcyTcTaytor Absent in 1 g/ Orcyrersnes L r
e} | Escherichia coli Absgent [OreyrereyioT Absentin 1 g/ COreyretenes 1 .
106 | Salmonella Absent / OTeyTeTEY1I0T Absent in 10 g / Oreyrereue B 10 g
= i

Remarks : The Product conforms to ND/
Mpumevanne: Mpoaykr cooTeaTcTBYET TpeGoBaHMAM H[1

Conclusion : APPROVED /
3aknouenme: OOBPEHO

Checked by QC In-Charge
y rg @E -

Approved by QA In-Charge f

JokymenT npoaspeH DKK: DokymeHt ofobpen OOK: @ﬁ{;
Date | Date/

2 8.01-2021 - ok
fara: fara: 0

FMOQCH03-15-06

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, Permem Goa -403512
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHEKAT AHAJIU3A

Product: SENADE TABLETS 13,5 mg

Pagednf4f(,‘rp.4m4l

|HMponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepua Ne ;

481007

Batch Quantity / Ofsem cepum:

5848 packs / ynakosox

AR No / Ananarageckuii orser Ne ;. ARF/023/2021

Date of Analysis / Tara amanmsa: 28.01.2021

Date of Mfg / Jlara nponzBoacrsea:

01,2021

Date of Expiry / I'ojgen no:

1212023

Analysis performed according ND / Anamis nposeagn no HJL: TT N013745/01-091017, Mam. No 1 ot 17.04.2020

N Test / TokazaTens Result / Pesyasrarsi Specification / Hopma
v . AAREARr
I | Package/ Ymasomn E:zk;?;irﬁl:i:z? 20 tablets Package / Ynakopxa - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PEPVDC film and aluminum foil. 2
alumioum foil. 25 blisters with  [*" 3 blisters and a patient information leaflet in a
| 25 patient information leaflets in carton. 20 tﬁlﬂs i blm.“ ma:d-\? ;}fPVIC ;
s eactem T T o ."PE"PVDC ilm am! a.lununum_f'ml., 25 blisters with
i i, 25 patient information leaflets in a carton, / ITo 20
nmuﬂnpu Hod TabneTok B BAHCTED M3 MNEHKH TPEXCIOHHOH
(mnmm‘mﬁﬁ (MBXIIXTIBAX) & amomunmerodi domers, o 2
B —— win 3 BancTepa BMECTE C HECTPYKLIHER o
TrOMHEBOM (OTBIH, Ti0 25 npuMeHesno B kapTorHyio nasky. [o 20 raGnerox
Pr—— npmmy’m sl BAMCTED M3 MNEHKH NONHBHHHIXIOPHIHOH
¢ BhoXeHmMeM 25 HECTDYKITHH (Mo THAEHOEOH | MOAHBHHHIASHXTIOPHIHOH) W
BT Sl amomunnesol donsru, no 25 GnEcTepos b
P ' KAPTOHHYD TAUKY C BIOHEHHEM 25 HHCTPYKUHA no
DPHMEHEHHID.
12 | Labeling / Mapxupoeka According to ND /
B coorperctemm ¢ HJI
13 | Storage conditions / Ycaoens In a dry place, at temperature below 25 °C. / B cyxom mecTe 0pi TEMIEPATYPE HE
XpaHeHHA Brime 25 °C.
14 Shelf life / Cpok rognoctH 3 years /3 roma

| Remarks : The Product conforms to ND/
NMpumeuanme: MNpogyxT cooteetcTeyeT Tpebosanuam HL

Conclusion : APPROVED /
3aknwouenne: OQJOBPEHO

Checked by QC In-Charge \_B ARRARE

Approved by QA In-Charge / ’ ;:

Nokyment nposepeH OKK Ookyment opotper OOK:
Date | I o Date / 'G\_m\
ama: 23-0l-2021 Dara: 1E

FMQC003-15-06

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, Pemem Goa -403512



