Cipla

CERTIFICATE OF ANALYSIS

. CEPTHOHKAT AHAJIM3A

Pagel of4/Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepua Ne : 484079

Batch Quantity / O0bem cepun:

5846packs / ynaxoBok

AR No / Asanurnaeckwit oruer Ne : ARF/163/2024 | Date of Analysis / lara anammsa:  09.09.2024

08/2024

Date of Mfs / Jlara npounzsoncTpa:

Date of Expiry / l'onen go:

07/2027

Analysis performed according ND / Ananus nposesén no HJE: 1T N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, m3ns. Ne 1 ot 09.07.2024

Test / Hoka3zaTeanb

No Result / Pesyaibrarbt

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercTayer

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 xpyrasie TabneTkn co
CKOLICHHBIMH KpasAMH OT KOPHYHEBOI'O 0 TEMHO- |
KOPHYHEBOrO 1iBeTa ¢ Bkparienusmu. Ha onxol
cropoHe TabneTky BelasneHo cnoso «CIPLA», Ha
Opyroit - THHUS pasnaoMa.

2 Identification / TIoATHHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
| CootBercrayer OxpamuBasue aMMHAYHOTO PacTBOPAa B KPaCHBIH
AHTPaXUHOHOBBIE TITHKO3U/bI e
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootercTByeT chromatogram of the sample solution should
Merunnaparnapokcuben3oar corresponds to the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yIEpKHUBAHNHS OCHOBHOTO [TMKA Ha XPOMaTOrpaMme
MCILITYEMOTO PacTBOPa AOJDKHO COOTBETCTBOBATE
BpPEMEHHU YIACPKHBaAHHA OCHOBHOT'O ITHKa Ha
XpOMaTorpamMMe CTaHIapPTHOTO PacTBopa
meTHnaparugpokcubensoara (pasgen
«MerunnaparunpoxcHbeH3oar).

3 | Average weight / Cpenusas
Macca

187.44mg / 187,44mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykr cooTBeTcTBYET Tpebosanusam H

Conclusion : APPROVED/
3aknrouenue: OQOBPEHO

Checked by QC In-Charge / )
[lokymeHT nposepeH OKK:: ?ff .

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

sl

Date /
Jarta:

@ﬁt.c‘i-ZOZL‘

Date /

[ara; Gy LAY

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

b

CEPTUGHUEKAT AHAJIVIZA
- Page2 of 4 /Crp. 2 m3 4

Product: SENADE TABLETS 13,5 me

Ipoaykr: CEHATE®, TABJETKH 13,5 mr

Batch No / Cepasi Ne ;. 484079

Batch Quantity / O6bem cepnn:  5846packs / ynakosox

AR No / Anaymariyecknii oraer Ne : ARF/163/2024 | Date of Analysis / Jlara ananmsza: 09.09.2024

Date of Mfg / Jara npoussoacrea:  08/2024 Date of Expiry / I'ogen no: 07/2027

Analysis performed according ND / Apams nposenén no HJI: T1 N013745/01-180522, amend No. 1 dated
02.07.2024 / 11 N013745/01-180522, m3m. Ne 1 or 09.07.2024

Ne

Test / IToxkazatens

Result / PesyasTarst Specification / Hopma

4 | Uniformity of weight /

Complies / Cooteercrayer 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee = 7,5

OnHOPORHOCTE TIO Macce Y%
2/20 tablets NMT £15% / 2/20 ue Gonee = 15%
5 | Loss on drying / Tloreps B 2.8% NMT 6.0 % / He Gonee 6,0 %
MaccCe NpH BLICYLIHBAHUH
6 | Dissolution / 77-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cexHozuzos yepes 120 Mun
7 | Uniformity of Dosage units / AV=56 The acceptability index forn= 10 AV <L1.

OnHOPOAHOCTD NO3HPOBAHUS

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <LI. All values of xi must satisfy the
inequality:

IM-xi| 0,01 x L2 x M.

L1=15.0;L2=25.0,

IMokasatens npuemaemocts 1ist n=10 AV <L1.

B ciyudae, ecny 3Hasenne AV npesbimaer L1,
MPOBOJIAT HCTMbITAHNE HA cenyromux 20 obpasuax.
Hna n=30 AV < L1. Bce 3HaueHMA Xi JOJKHBI
YIOBJIETBOPATL HEPABEHCTRY:

IM-xi| 0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuecTseHHOe onpenencHie
(Cnexrpodoromerpiis)

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

14.03mg/tab / sennosides calculated as sennoside B in one tablet. /
Ot 12,15 a0 15,53 mr (ot 90,0 no 115,0 %)

14,03mr/7a6 CEHHO3H/IOB B IIEPECUETE HA CEHHO3M/ B B 0HOI
Tabnerke.

Remarks : The Product conforms to ND/

Conclusion : APPRGVED /

Mpumeyanue: MNpoaykT cootseTcTeyeT Tpebosanunam H | 3akntouenue: OJOBPEHO

Checked by QC In-Charge / '7f/ E_o Approved by QA In-Charge / g 5@

[HokymeHT nposepeH OKK: -

HokymeHT ogobper OOK:

Date /

[ara: &q. e F 2

Date /

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
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ERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Cipla

Page3 of 4 /Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Hponyir: CEHANE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 484079

Batch Quantity / OGoem cepun;  5846packs / ynaxosor

\AR No / Ananummseckinii orger Ne: ARF/163/2024

Date of Analysis / Jiata amannza:  09.09.2024

Date of Mfo / llara nponseoacrea:  08/2024 Date of Expiry / 'ogeu go: 07/2027

Analysis performed according ND / Ananus pposengn no HJ: TT N013745/01-180522, amend No. 1 dated
09.67.2024 / TI N013745/01-180522, m3m. Ne 1 or 09.07.20624

MNe Result / Pe3yibTaThi Specification / Hopma
Test / Iokazatens i
9 | Content of Methyl 0.042mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparuapokcudenszoara 0.042Mr/rab
{BXX) '

10 | MICROBIAL LIMIT TEST/ Muxpobuonoruueckas 4ucToTa

10a) | Total Aerobic microbial count /
O61mee =ucno aspoGHbIX
MMKPOOPTaHH3MOB

20 Not more than 10* cfu/ g / He Gonee 10* /r

10b) | Total combined yeast and mould
count / Obmee uncno

Not more than 10 cfu/ g /He Gonee 107 /r

<10

[JICCHEBBLIX U APOXIKEBBIX

rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTCcTBYIOT Not more than 10° / g / He Gonee 107 /r

bacteria/ Ycroiiuussie k

HeHCTBHIO JKemun

rpaMOTpHLUATEIbHBIS 6arcrepzm
10d) | Staphylococcus aureus Absent /OrcyTeTByROT Absentin 1 g/ OtcyrcTeue B 1 r
10e) | Escherichia coli Absent /OtcyTerBytor Absentin 1 g/ OrcyrcrBue 8 1 r
106) | Salmonella Absent / OtcyreTByIOT Absent in 10 g / OrcyrerBue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanne: MpogykT cootseTcTBYET Tpebosaruam H | 3akmouenne: OQOBPEHO
Checked by QC In-Charge / ,,fi = Approved by QA In-Charge /
[okymeHT nposepeH OKK: : HokymeHT ogoBpeH OOK: W
Date / Date /

cOA s -

Jaras OT:e9.202Y4 [ata: 0A-09- 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

N CEPTHOHKAT AHAJIM3A

Page4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE”, TABJETKMN 13,5 mr

Batch No / Cepug Ne: 484079

Batch Quantity / Odnen cepun:

5846packs / ynakosox

4

AR No / Ananwrugeckuii eraer Ne: ARF/163/2024

Date of Analysis / Jlava ananmsa: 09.09.2024

Date of Mfe / lara npomssoxcrea:  08/2024

Date of Expiry / Iopen no:

07/2027

Analysis performed according ND / Ananm npopenén no H/T: II N013745/01-180522, amend No. 1 dated
09.67.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne Result / PesynbTaTsi Specification / Hopma
Test / IlokazaTens
b R S i:azkbi%:térs;?:é(:z?a * kil Package / Ynakoska - 20 tablets in a bliste:r made pf
PVC/PE/PVDC film and three—lgyer PVC/PE/P_VDSZ film aqd alummupn foil. 2
el Bl 75 blistars with, | 3 blisters and a patient information leaflet in a
25 patient inf(;rmation leaflets in | 371N St it bhslter madt_e OfPV(.: -
& Cartin. 1T 20 TeBieraK D /PE/PYDC_ film anc_i alummum.fod, 25 blisters with
P 25 patient information leaflets in a carton. / ITo 20
. —— tabneTox B OIMCTEP U3 MNIEHKYU TPeXCIoHHOI
PN——— (IIBX/IIDIB/IX) v amtOMHHHEBOMH q)c:nbru. ITlo 2
e win 3 GamucTepa BMECTe C HHCTPYKUHeEil o
amomuHEeBoR honbr, no 25 MPHUMEHEHHIO B KaPTOHHYI0 nauky. 1o 20 Tzi-ﬁﬂerox
SineerepEEE KapTOHHy,}O a1 B OnMCTEp M3 MUIEHKH MOMMBHHMIIXJIOPHIAHON
P B (TOTM3THIIEHOBOR / IONMBHHHIIIEHXIOPHIHON) 1
10 NpHMeHEHHMIO. amoMHuHHEBOH (oneru, mo 25 6aucTepos B
KapTOHHYIO MaYKy ¢ BIOXKEHHEM 25 MHCTPYKLHi no
HPUMEHEHHIO.
12 Labeling / MapkupoBka According to ND /
B coorBercTenu ¢ HJI
13 Storage conditions / Yenosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temneparype He
XpaHeHus Beime 25 °C.
14 Shelf life / Cpox roguocti 3 years / 3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: NpogykT cooTeeTCTBYET TpebosaHuam HA

Conclusion : APPROVED /
3akntoueHue: OOOBPEHO

Checked by QC In-Charge / {Efﬁ b

Approved by QA In-Charge /
HokymeHT onobper OOK:

@ﬁ

Date /
[ara:

LokymeHT nposepeH OKK:

Date /

[ara: 0409024

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




