Cipla

CERTIFICATE OF ANALYSIS
- CEPTUO®HUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEI—IA}IE® TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482002

Batch Quantity / O6nem cepun:

5848 packs / ynaxkosok

AR No / Apanurugeckmit oTaer No ;

ARF/030/2022|Date of Analysis / /lata amaqmsa:  31.01.2022

01/2022

Date of Mfg / Jlara npousBoacTBa:

Date of Expiry / T'onen no:

12/2024

Analysis performed according ND / Anamm npopenén mo HJI: IIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazarens

Result / Peayabrarst

Specification / Hopma

1 | Description / Onucanue

Complies / CooTreTcTBYET

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 kpyruesie TabneTku co
CKOIIEHHBIMY KPAAMH OT KOPHYHEBOTO [0 TeMHO-
KOPUYHEBOTO I1BeTa ¢ BKpamnenuamu. Ha omHo#
cropose TabneTkH BoinapiaeHo cnopo «CIPLA», Ha
OPYro# - IMHHA pa3joMa.

2 |'Identification / ITomnuuHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
A CootsercrByeT S:g:muaaﬂue aMMHA4YHOTO PacTBOpPa B KPAaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CootsercTByeT chromatogram of the sample solution should
Merunnaparupokcuben3oar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepXUBaHUs OCHOBHOTO MUKa HA XPOMATOrpaMMe
HCILITYEMOTO PACTBOPA JOJDKHO COOTBETCTBOBATH
BpEMEeHH yIepKHBAHUSA OCHOBHOTO MHKA Ha
XpOMATOrpaMme CTaHAapTHOTO PacTBOpa
MeTHanaparuapokcubensoara (pasnen
«MerunmaparuapokcudeH3oar).

3 | Average weight / Cpenuss
macca

186.61mg / 186,61 mr

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

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooteeTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3aknwoyenue: OJOBPEHO

Checked by QC In-Charge [ 5
NokymeHT nposepeH OKK: \B ) ot

Approved by QA In-Charge / ,
HokymeHT ogobpeH OOK: N

\

Date /

Rare 3+ B sz
Ta:

Date /
Hara:

O‘rol-a Z’C)Z-Pf"
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Cipla

CERTIFICATE OF ANALYSIS

h CEPTH®UKAT AHAJIN3A

-

Page2 of4/Crp.2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482002

Batch Quantity / O0rem cepun:

5848 packs / ynakosok

AR No / Anasaragecknii orger Ne :  ARF/030/2022 | Date of Analysis / laTa apammsa: 31.01.2022

01/2022

Date of Mfe / [lara npoH3BOJACTBA:

Date of Expiry / I'onen no:

12/2024

Analysis performed according ND / Anamus nposeaén o HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hoka3zarennb

Result / PesyapTarhi

Specification / Hopma

4 | Uniformity of weight /
OnHOPOIHOCTB 1O MACCE

Complies / CooTBercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ue Gonee +7,5
%
2/20 tablets NMT £15% / 2/20 ue Oonee + 15%

OmHOPORHOCTD NO3UPOBAHHS

5 | Loss on drying / IloTeps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BbICYLIHBAHUH
6 | Dissolution/ 81-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV =49 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 xL2 x M.

L1=15.0;L2=25.0.

ITokazarens npuemuemoctu i n=10 AV <L1.

B cnyuae, ecnu 3HaueHne AV npeprimaer L1,
MPOBOJIAT HCTIBITAHKE Ha cleayromux 20 obpasiax.
Jlnsa n=30 AV <L1. Bce 3Ha4eHHA Xi JODKHBI
YIOOBIETBOPSITE HEPABEHCTBY:

[M=xi| < 0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuyecTBeHHOE OmNpeneNeHue

(CriexrpodoTomerpusi)

13.88 mg/tab /

13,88 mr/tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 o 15,53 mr (o1 90,0 510 115,0 %)
CEHHO3MIOB B Mepectere Ha CeHHO3uA B B onHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanme: MNpoaykr coorseTcTByeT TpebosaHusam HL

Conclusion : APPROVED /
3axkmouenue: OOQOBPEHO

Checked by QC In-Charge @ A
JlokymeHT nposepex OKK: ont.

Approved by QA In-Charge / bt
[okymeHT opn06peH OOK: %’

Date /

21012022
Hara:

Date /

Jara: O\- 02-~2-02.2.
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Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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CERTITICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Cipla

Page3 of 4/ Crp.3 w3 4

Product: SENADE TABLETS 13,5 mg

Tponysr: CEHAIE", TABJIETKH 13,5 wr

Batch No / Cepust N : 482002

Batch Quantity / O0bem cepun: 5848 packs / ynakoBox

AR No / Apanurageckmii orger Ne : ARF/030/2022

Date of Analysis / Jlara anamm3a:  31.01.2022

Date of Mfe / Jlara nponssoacrsa:  01/2022 Date of Expiry / I'onen 0: 12/2024

Analysis performed according ND / Anamis nposenén mo HJI: TTN013745/01-091017, Hiam. Ne 1 ot 17.04.2020

Ne Test / Hoka3aTens Result / PesyabTaTsl 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)/
Conepaxarne
MeTHITaparuApoKcHOeH30aTa 0,047 mr/Tab
(BIXKX)

10 | MICROBIAL LIMIT TEST/ Muxkpo6uonorudeckas 9iucToTa

10a) | Total Aerobic microbial count /
O6mee yncno a3pobHBIX
-MHUKPOOPraHU3MOB

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

10b) | Total combined yeast and mould
count / O0mee uucIo

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

<10
TJIECHEBBIX U IPOACKEBBIX
rpudoB
10¢) | Bile tolerant gram-negative ‘Absent /OTCyTCTBYIOT Not more than 107 / g / He 6onee 10° /r
bacteria/ Ycroituusbie K
JIeHCTBHIO JKEIYH
rpamMoTpHLATeNbHbIE DaKTepHu
10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcTBHe B 1 T
10 ¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in 1 g/ OrcyrcTBHe B 1 T
10f) | Salmonella Absent / OTcyTcTBYIOT Absent in 10 g /OrcyrcTBue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: MpoaykT cooteeTcTByeT TpeGosaHuam HIl | 3aknroyenne: ONOBPEHO

Checked by QC In-Charge
NokymeHT nposepeH OKK: o

Approved by QA In-Charge / =
NokymenT oaoGpeH OOK: %ﬁi

E:i:’ Q1012022

Date /
farta:

O\. 02~ 2022~

FMQCO003-15-06

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
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIN3A

Page4 of4/Crp. 434

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

482002

Batch Quantity / O6bem cepum:

5848 packs / ymaxosox

AR No / Asanutudecknii orger No :

ARF/030/2022|Date of Analysis / lata amamma: 31.01.2022

Date of Mfg / lara npoussoncrsa:

01/2022

Date of Expiry / I'ogen no:

12/2024

Analysis performed according ND / Anasmis nposenén mo HJI: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTens Result / PesyabTartsr Specification / Hopma
11 | Package / YnaxoBka : ] )
- ﬂagﬁ%;érﬁ:;:ﬁa SR Package / Ynaxosxka - 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  |°" 3 blisters and a patient information leaflet in a
25 patient inf(;rmation leaflets in |Carton. 20 tablets in a blister made of PVC
enrton /o 20 raom e (St PE/PVDC film and aluminum foil, 25 blisters with
et 25 patient information leaflets in a carton. / ITo 20
nom«mfﬂﬂmo —_— TabneTox B OIHCTEp U3 MIIEHKM TPEXCIOMHOMN
(nonnsmneﬂonz I (NMBX/ATS/MIBIX) n amomunuesoii onsru. ITo 2
MONMMBUHIIISHX TOP/THON) 1 unu 3 BiHcTepa BMECTe C MHCTPYKIHME Mo
B c])oni i 1025 MPHMEHEHHIO B KAPTOHHYIO na4ky. 1o 20 Tabnerok
Bt - e H’m i B OJIMCTEp U3 MUICHKH NOJIHBHHUIIXJIOPHIHOM
i B.IIO}KE et 22";:“}7 - qu;fy (monu3THIIEHOBO / MONMBHHHUINEHXIOPHIHO) 1
R SRR aIFOMUHUEBOH QONbrH, 110 25 GIUCTEPOB B
P . KapTOHHYIO MAaYKy C BIOXEHHEM 25 MHCTPYKUMH 1o
MPHMEHEHHIO.
12 | Labeling / Mapkupogka According to ND /
B coorsercrsun ¢ HJJ
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npu TemmepaType He
XpaHeHUs Boime 25 °C.
14 Shelf life / Cpox rognocTi 3 years /3 roma
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpoaykT cootBeTCTBYET TpeboBaHuam H/]

3aknoveHue: O0OBPEHO

Checked by QC In-Charg

Approved by QA In-Charge /
[okymeHT ono6peH OOK: %’

HokymeHT nposeper OKK: Crus
ool @1ova02a Deio e

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




