Cipla

CERTIFICATE OF ANALYSIS
a CEPTHO®UMKAT AHAJIU3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 481193

Batch Quantity / O6sem cepumn:

5846 packs / ynaxezox

AR No / Asanuru4ecknii oraer Ne : ARF/252/2021|Date of Analysis / lara apammza: 09.10.2021

09/2021

Date of Mfg / lata nponssoacrsa:

Date of Expiry / Ionen ne:

08/2024

Analysis performed according ND / Auanus nposenén no HJI; ITN013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / Moxkazareas

Result / PesyianTaThl

Specification / Hopma

1 | Description / Onucanue

Complies / CootsercTByeT

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 kpyrisle TabneTky co
CKOLUEHHbBIMHA KpasiMHu OT KOPHYHEBOIO 0 TEMHO-
KOPHYHEBOTO 1BETa ¢ BKpaiuieHusmu. Ha onnoii
cropoHe TabieTkH BelnasieHo cioro «CIPLA», Ha
OPYTOH - TMHHSA Pa3NoMa.

2 Identification / [lonnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoorsercreyeTr Oxkpaumpanue aMMHAa4HOIO PACTBOpPAa B KPaCHbIi
AHTPaXHHOHOBEIE INIMKO3HAbI ki
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cooteercreyer chromatogram of the sample solution should
MeTunnaparuapokcioeH3oat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoatey») / Bpems
yIepKHBAHUA OCHOBHOTO [THKA HA XPOMATOrPaMMe
HCITBITYEMOI'O PACTBOPA JIOJDKHO COOTBETCTBOBATE
BPEMEHH YAepKHBaHNA OCHOBHOIO IMHKA Ha
XpOMaTorpaMMe CTaHAapPTHOrO pacTeopa
MeTHInaparuapokcubensoara (pasaen
«Metunnaparuapokcubensoar).

3 | Average weight / Cpenrsis
Macca

188.40 mg / 188,40 mr

189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: MpogykT COOTaeTCTByeT TpeboBaHuam HJ

Conclusion : APPROVED /
3aknouyeHue: OQOBPEHO

Checked by QC In-Charge 7 &
HokymeHT nposeper OKK: B ) 2L

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

i

Date /

69 .!o,')ﬁ021
Oara:

Date / \‘~\Ol—o?—-\

Nara:

FMQC003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
* CEPTHOUKAT AHAJIN3IA

Page2 of 4/ Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481193

Batch Quantity / OGbem cepun:

5846 packs / ymakesok

AR No / Ananaraaeckmii orger Ne : ARF/252/2021|Date of Analysis / lara anammasza:  09.10.2021

Date of Mfg / [lata npomssoacra:  09/2021

Date of Expiry / I'oges mo:

08/2024

Analysis performed according ND / Amamus nposenén mo H/I: ITN013745/01-091017, Mi3am. Ne 1 ot 17.04.2020

Ne Test / Hoxazarenn

Result / PesyabTarsl

Specification / Hopma

4 | Uniformity of weight /
OmHOpPOOHOCTE NI Macce

Complies / CooTtBercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ue 6osee + 7,5
%
2/20 tablets NMT *+15% / 2/20 ue Gonee + 15%

OHOPOAHOCTE I03UPOBAHHS

5 | Loss on drying / TloTepsa B 2.1% NMT 6.0 % / He Gonee 6,0 %
Macce NnpH BBICYIIHBAHUH
6 | Dissolution/ 80-90% NLT 70 % {Q) of sennosides in 120 minutes
PactBOpenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV=58 The acceptability index forn=10 AV<LI1.

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=15.0;L2=25.0.

Iloxasarens npuemaemMocTu 1A n=10 AV <L1.

B cnyuae, ecnu 3HadeHnne AV npesbimaer L1,
MPOBOIAT UCTIBITAHKE Ha cnemyomux 20 obpa3uax.
st n=30 AV <L1. Bce 3HaueHUA Xi TODKHBI
YIOBIETBOPATHL HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTseHHOE OIpeaeneH1e
(CnexrpogoTomerpus)

13.95 mg/tab /

13,95 mr/rab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 go 115,0 %)
CEeHHO3HJIOB B TiepecyeTe Ha ceHHo3Ha B B oxHOM
taberke.

Remarks : The Product conforms to ND/
Npumeuanume: MNpoaykT cootseTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknmoyenue: OQOBPEHO

Approved by QA In-Charge /

FA=

Checked by QC In-Charge /™| >\

HokymeHT nposeper OKK: l g Hatu HokymeHT ogobper OOK:
Date / @"G\~IU'2,G‘2_] Date / WVelo s 22022
[Hara: Hara:

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, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
= CEPTHOUKAT AHAJIN3A

Page3 of 4/ Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Iponyxt: CEHAJIE”, TABJETKH 13,5 mr

Batch No / Cepust Ne: 481193 Batch Quantity / O6zem cepun: 5846 packs / ynakosok
AR No / Anamurinaeckuii orger Ne : ARF/252/2021 | Date of Analysis / lata amammsza: 09.10.2021
Date of Mfg / lara upoussoacrea:  09/2021 Date of Expiry / Fonen no: 08/2024

Analysis performed according ND / Anaaus nposeaén no HJI: TI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / IokasaTens Result / Pesyabrarsl Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
ConepxaHnue
MeTHInaparuapokcuben3oara 0.047 mr/ra6
(BDXKX) ’

10 | MICROBIAL LIMIT TEST/ MukpoGuonoruueckasi YHcToTa

10a) | Total Aerobic microbial count /
Obwee gucno a3pobHBIX <10 Not more than 10" cfu/ g/ He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 107 /r
count / Obmee yncno <10
TIIECHEBBIX H JIPOMOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OrcyreTByioT Not more than 10” / g / He Goaee 10% /r
bacteria/ YcroiunBbie K '
AEHCTBUIO KEJTUH
rpamMoTpuLaTeIbHble DaKTepHH

10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT Absentin 1 g/ Orcyrcrere B 1 1

10¢) | Escherichia coli Absent /OrcyTeTBYIOT Absentin 1 g/ OrcyrcrBue B 11

10f) | Salmonella Absent / OrcyTcTByHOT Absent in 10 g / Orcyrcrere B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanwue: MNpoaykr cooTeeTcTayeT TpebosaHuam HJ

3akntouenune: OQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /7 =

[okymeHT nposeper OKK: ”3 o) One OokymeHT on06peH OOK: %
Date! o.)1a.0 co - Date / et 202\

Hara: 44 i Hara: i

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Ind1a
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIN3A

Page 4 of 4/ Crp. 4 u3 4

Product: SiENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust No: 481193

Batch Quantity / O6nem cepun:

5846 packs / ynaxoBok

AR No / Anajmuridecknii oraer Ne : ARF/252/2021|Date of Analysis / /laTta anamsza: 09.10.2021

Date of Mfg / lara npoussoacrsa:  09/2021

Date of Expiry / I'onen no:

08/2024

Analysis performed according ND / Anamis nposeaén mo HJI: TTI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens

Result / PesyabraTst

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GucTep M3 MIeHKH

(ronuaTHIeHOBOH/

I10 MPHMEHEHHIO,

Package / YnakoBka - 20 tablets

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

TIOJIMBUHHITXJIOPHAHOH

MOJMBHHUIAEHXIOPHIHON) U
AMOMHHHEBOH (Qobry, no 25
OHCTEpOB B KAPTOHHYIO MAYKY
C BJIOYKEHHMEM 25 HHCTPYKUMH

Package / Ynakoska - 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
TabneTox B GHCTEP M3 IUIEHKH TPEXCOHHOM
(MBX/AT2TIBAX) u anromununesoit domnsru. ITo 2
unu 3 BrucTepa BMECTE C HHCTPYKLMER MO
TIPUMEHEHHIO B KapTOHHYI0 nauky. ITo 20 TaGnerok
B ONHCTEp U3 TUIEHKH MONHBHHIUIXIOPUIHON
(MONMATHIIEHOBOH / MOMHBHHUIACHXIOPHAHOI) U
amoMHHHEBOH Gonery, o 25 GaucTepos B
KapTOHHYIO Ma4yKy C BIIOKEHHEM 25 MHCTPYKUHI 1O
NPUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B cooTsercteuu ¢ HJT

13 Storage conditions / Yenosus

XpaHeHHs Bpine 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TemmepaType He

14 Shelf life / Cpox rogsocti 3 years /3 roga

Remarks : The Product conforms to ND/
lNMpumeuanue: lNpoaykr cooreetcTeyeT TpeborarHuam HJ

Conclusion : APPROVED /
3aknwouenune: OOBPEHO

Checked by QC In-Charge /(™ 2y
[okymeHT npoeepeH OKK: \B fil criet

Approved by QA In-Charge /
HokymeHT ogobper OOK:

F

Date /

Rearar 361,10-2_021

Date /

Wo-2Oo 2
fara: (:\o )

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, Pernem Goa -403512 '




