Cipla

CERTIFICATE OF ANALYSIS

-~

CEPTHOHUKAT AHAJIN3A

Pagelofd/Cap. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Npoayir: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepmist Ne: 484078

Batch Quantity / O0nem cepuu:

5848packs / ynaxopox

. |AR No / Azamuragecknii orger No :

ARF/162/2024 | Date of Analysis / Jata anazm3za: 09.09.2024

Date of Mfeg / lara npomssoacrsa:  08/2024

Date of Expiry / I'open go:

07/2027

Analysis performed according ND / Anam nposens: mo H/A: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 ot 09.07.2624

Test / Ilokazareb

No Result / PesyabTatni

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTyer

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. / ITnockue kpyrisie TabneTku co
CKOLIEHHLIMH KPasMi OT KOPHYHEBOTO [I0 TEMHO-
KOPH4YHEBOI'O LIBETA C BKPAILICHHAMH. Ha OII,HOI‘f'i :
cTopoHe TabneTkn BrIAaBneHo cnoBo «CIPLA», Ha
IpYroi - MHHUA Pa3JIoMa.

2 Identification / I[TommuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooteercTByeT OxpalmHBaniHe aMMHA4HOTO PAacTBOpPa B KPAaCHBIH
AHTPaXHUHOHOBBIE [ITHKO3H/BI o
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CoorsercrByer chromatogram of the sample solution should
| Metunnaparuapokcubensoar corresponds to the retention time of the principle
| BIKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep:KHBAaHUA OCHOBHOTIO ITHKA HAa XPOMATOrpaMme
HCIIBITYEMOrO PacTBOpPa NOJIKHO COOTBETCTBOBATH
BPEMEHH YAEPKUBAHHSA OCHOBHOIO ITHKA Ha
XPOMATOrpamMMe CTaHIAPTHOIO PacTBOPa
MeTHAnaparuapokcudensoara (pasaen
«MetunnaparnpokciuoeH30aT).

3 | Average weight / Cpennsas
macca

187.50mg / 187,50mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr coorsetcTayeT TpebosarHuam HJ

Conclusion : APPROVED /
3aknrovenune: OOGPEHO

Checked by QC In-Charge / >
[lokymeHT nposeper OKK: 9061,»1

Approved by QA In-Charge /
HokymeHT ofobper OOK:

AT

Date /

fata: © e Al BE-E]

Date /

fara 09091024

FMQC003-15-09

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
CEPTH®HKAT AHAJIN3A

LY

-

Pace 2 of4/Crp.2 u3 4

Product: SENADGE TABLETS 13,5 mg

Mpoxyxr: CEHAJTE®, TABJETKM 13,5 mr

Batch No / Cepust Ne: 484078

Batch Quantity / OGbem cepun:

5848packs / yiiakeBok

AR No / Apanaragccknii orger Ne: ARF/162/2024 | Date of Analysis / lata anannza:  09.09.2024

Date of Mfg / Jlara npomsonersa:  08/2024

Date of Expiry / Toges no:

07/2027

Analysis performed according ND / Anmanms ﬂpOB;:,[;gH no HJI: T1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / Pesyantatst Specification / Hopma
Test / IlokazaTennb

4 | Uniformity of weight / Complies / CoorsercrByer 18/20 tablets NMT + 7.5 % / 18/20 ne bonee +7,5
OaHOpOAHOCTE O Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee + 15%

5 | Loss on drying / TToteps B 2.0% NMT 6.0 % / He Gonee 6,0 %

MaCCe IPH BbICYIIHBAHHH

6 | Dissolution/ 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenrosinos uepes 120 MuH

7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <L1.
OnHOPOAHOCTE AO3HPOBAHUS 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 x L2 x M.

L1=150;12=25.0.

ITokasaTens npuemiemocty st n=10 AV < L1.

B cnyuae, ecnu snausenne AV npesbiaer L1,
IPOBOAAT MCTIBITAHHE Ha caeytonux 20 obpasuax.
Jsi n=30 AV <L1. Bce 3Ha9erus Xi JOJKHBI
YIAOBIETBOPATH HEPABEHCTBY:

[M-xi| £0,01 x L2 x M.

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonuyecTsenHOe ONPEASICHHE 14.07mg/tab / sennosides calculated as sennoside B in one tablet. /
(CniextpodoTomeTpus) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

14.07Mr/Ta6 CEHHO3UZIOB B l1epecueTe Ha ceHHO3uaA B B oaHOil
; TabreTke.

Remarks : The Product conforms to ND/
Mpumeuanue: Mpogykr cootsercreyeT TpebosanHuam HI

Conclusion : APPROVED /
3awmoyenue: O0OBPEHO

Checked by QC In-Charge / ~ . 5
[okymeHT nposepeH OKK: ?.{j—/"b

Approved by QA In-Charge /
[HokymeHT oaobper OOK:

G

Date /

o9, ot 201y
[ata:

Date /

Naras  ©9vo oy

FMQC003-15-09

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 AHAJIU3A
' j Page 3 of 4/ Crp. 3 m3 4
Product: SENADE TABLETS 13,5 mg Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 484078

Batch Quantity / O6benm cepin:  5848packs / ynakosox

AR No / Ananuruuecknii oraer Ne: ARF/162/2024

Date of Analysis / lara anamnsa:  09.09.202

4

Date of Mfg / lata nponssoacrea:  08/2024 Date of Expiry / Fonen no: 07/2027

Analysis performed according ND / Ananus nposenén ne HI: TT N013745/01-180522, amend No. 1 dated
05.07.2024 / I1 N013745/01-180522, uizm. Ne 1 o1 09.07.2024

Result / PesynbTaTht Specification / Hopma
Test / Hokasarenn
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/rab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTnanaparuapoxcubensoara 0.043mr/ra6
(BOXX) '

10 | MICROBIAL LIMIT TEST/ Mukpobuonornyeckas 4Hcrota

108) | Total Aerobic microbial count /
Obwuee uncno a3pobubix
MHKPOOPraHu3MoB

30 Not more than 10* cfi/ g / He Gonee 10° /r

10b) | Total combined yeast and mould
count / O6mee uucno

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

<10

IJIECHEBbIX H APOMOKEBBIX

rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTcTRyIOT Not more than 10° / g / He Gonee 10° /r

bacteria/ Ycroitunseie k

JIEHCTBHIO KeJT4H

rpaMoTpHLUaTeNbHble 6aKTepuH
10d) | Staphylococcus aureus Absent /OTCYTCTBYIOT Absentin 1 g/ OrcyterBue B 1 ¢
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1
106 | Salmonella Absent / OrcyrerByoT Absent in 10 g /Orcyrcreue 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: Mpoaykr cooteetcTayet Tpebosanuam HA | 3akmoyenune: OO0OBPEHO
Checked by QC In-Charge / S, p Approved by QA In-Charge /
[okymeHT nposepeH OKK: 'fcj: ’ HokymeHT onobper OOK: %

Date /
e = o
Hara: b L\

Date /
e 04«0 %~ 2024

FMQCO003-15-09

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

. CEPTUOUKAT AHAJTM3A

Paged of4/Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 484078

Batch Quantity / O0bem cepumn:

5848packs / ynakeBox

AR No / Ananuruuecknit orger No 1 ARF/162/2024

Date of Analysis / {ata anammsa:  09.09.2024

Date of Mfg / lata npouseopersa:  08/2024

Date of Expiry / I'ogen no:

07/2027

Analysis performed according ND / Anamm nposenén no H/I: 1 N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N0O13745/01-180522, m3m. Ne 1 ot 09.07.2024

_J

[ N Result / PesyabTathbi Specification / Hopnia
Test / Ilokazarennb
11 | Package / Ynakoska = . )
8 e i:azlﬁ%:;éry;:;:?:f(‘a P et Package / Ynakosxa - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with  |°T 3 blisters and a patient information leaflet in a
25 unflant inf(;rmation ]éaﬂets i |carton. 20 tablets in a blister made of PVC
a c;)rton / o 20 TabreToK B /PE/PVDC film and aluminum foil, 25 blisters with
Gancre s e 25 patient information leaflets in a carton. / Ilo 20
nomm?mmxno ey Tabnerok B OMCTEp M3 TLIEHKH TPEXCIOHHOMH
(mmmm;gw (IIBX/ATI/TIB/IX) n amomunnesoii gomsra. Ilo 2
e iR unu 3 Gnvcrepa BMeCTe C MHCTPYKUHEH 1o
amommue:;oL i ¢ao.nl:, " NpHMEHEHHIO B KapTOHHY!O nadky. [To 20 Tabnetok
IR o ’}O naaxy | GaucTep M3 NIEHKH MOJTHBHHHIXIOPHIHOH
. BIIO)KEHMCM 2§Tim Y icllmﬁ ¥ (MONMITHIEHOBO! / IONHBHHIIISHXIOPHAHOI) 1
S S o TPy amomuHueBoH donbry, o 25 Gnucrepos B
P ' KapTOHHYIO MavKy ¢ BAOXKECHHEM 25 HHCTPYKLHI 110
NPHMEHEHHIO.
12 Labeling / Mapkuposka According to ND /
B coorsercTeuu ¢ HI{
13 Storage conditions / Yciosust In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TeMIiepaType He
XPaHEHHH sbiure 25 °C.
14 | Shelflife / Cpok romsocTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanue: MNponykT cooteercTByeT TpebosaHusm HA

Conclusion : APPROVED /
3akntovenue: OQOBPEHO

Checked by QC In-Charge /
HokymeHT nposepeH OKK: ﬁ@“‘cr@

Approved by QA In-Charge /
[okymeHT ogobper O0OK:

=

Date /

o2
[ara: il

Date /

fara: 09042014

FMQC003-15-09

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



