Cipla

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATHU3IA

Page 1 of 4/ Ctp. 1uzd

TpoayxT: CEBAJE", TABJIETKH 13,5 mr

Product: SENADE TABLETS 13,5 mg
Batch No / Cepnsi Ne: 484157 Batch Quantity / O6bem cepun: 5849packs / ynakoBoK
’ﬁ No / AnaanTaaeckni otaer Ne : ARF/258/2024 | Date of Analysis / Nata anaausa; 20.12.2024
Pate of Mfg / laTa npou3soacTBa; 12/2024 Date of Expiry / F'ozen a0: 11/2027
Analysis performed according ND / Anan3 nposenén no HII: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 ot 09,07.2024
N | Result / PeavapTaThl Specification / Hopma i
Test / IToxazaresn
1 | Description / Onucanue Complies / COOTBETCTBYET Flat circuiar tablets from brown o dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
line on the other. / (110CKHE KPYTLIe TAONETKH CO
CKOLIEHHLIMK KpaaMK 0T KOPH4YHEBOIO A0 TEMHO-
KOPUMHEBOTO LUBETA C BKPATIIEHUAMM. Ha oaxoit
cTopoHe TabneTku B5LIABNEHO CI0BO «CIPLAY®, Ha
Apyrofi - NHHHA pasioma.
2 | Identification / [lon1¥HHOCTD J
2a} | Anthraquinone glycosides / Complies / Ammoniacal solution turns 2 reddish colour /|
AIpEXHHOHOBHE THKOSUM CoOoTBETCTBYET OkpauifBaRMe aMMHAYHOID pacTeopa B KpacHslit
| UBET.
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
{(HPLCY CooTsetcTByeT chromatogram of the sample solution should
Merunnaparaapokcufcnsoar corresponds to the retention time of the principle
{BIKX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test |
«Methy! Parahydroxybenzoate») / Bpems ;
yAEpP/KMBAHHA OCHOBHOTC ITHKA HA XPOMATOrpaMme
UCTIBITYEMOrO PacTBOPa JOKHO COOTBETCTBOBATh
BpEeMEHH YIEPKHBAHHA OCHOBHOMO MHKA Ha
XpOMaTOrpaMMé CTAHAAPTHOTO pacTBopa
MeTWInaparvapokckbenseata {paen
«MeTunnaparnapokcubensoar).
3 Average weight / C ;
Maccag 1ght 7 Cpenndas 190.77mg ¢ 190,77mr l 189.99 mg £7.5% / 189,09 mr+7.5%
Remarks . The Product conforms to NDf
) Conclusion : APPROVED /
gﬁ““"““"e- MpoaykT cooTBeTCTBYeT Tpetosarusm HY | 3akmouenwe: OIOBPEHO
ecked by QC In-Charge / 5
HokymeHT nposeper OKK: = o Approved by QA In-Charge /
: . JokymeHT ogobper QOK: %}Wd‘ﬁ
Date / % Date/
. 2%\ .
Harta: 2 ro2-y fata: 2L 1A
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIH3A

Page 2 of 4/Crp. 213 4
Product: SENADE TABLETS 13,5 mg [fpoaykr: CEHAJIEY, TABJTETKU 13,5 mr ]
Batch No / Cepust Ne: 484157 |Batch Quantity / O6nem cepHH: 5849packs / ynaKosox
AR No / Anaaurutsecknii oTuer Ne : ARF/258/2024 | Date of Analysis / JlaTa ana.usa: 20.12.2024

11/2027

|Date of Mfg / Jlara npon3soacTsa; 12/2024 |Date of Expiry / I'ogen a0t
Analysis performed according ND / Agannz nposenén no HJL: I1 N013745/01-180522, amend No. 1 dated

109.07.2024 / T N013745/01-180522, mam. Ne 1 o1 09.07.2024
T . . B
Ne Result / Pe3ybTaThl ‘ Specification / Hopma
Test / MokasaTens ! _
4 | Uniformity of weight / Complies / CooTBeTCTBYET 18720 tablets NMT + 7.5 % / 18/20 ne Gonee = T.Sﬂ
OIHOPOIHOCTE O MAcce %o
2/20 tablets NMT £15% / 2/20 ne Gonee + 15%
5 | Loss on drying / Tloreps B 2.2% NMT 6.0 % / He Gonee 6,0 %
Macce npu BblC}’U]PlBaHHH |
6 | Dissolution/ 79-94% NLT 70 % (Q) of sennosides in 120 minutes
PacTBopeHHe He mence 70 % (Q) cennosnios vepe3 120 MHH
7 | Uniformity of Dosage units / AV =306 The acceptability index forn =10 AV <Ll.
QNHOPOAHOCTE A03UPOBAHAA [n the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=730
AV < L1. All values of xi must satisfy the
inequality:
IM-xi| < 0,01 x L2 = M.
: L1 =150;12=250.
[MoxazaTenb npuesaeMoctd nian=10 AV < L1
B cnyuae, ecnd 3HaueHRe AV npeBblwaeT LI,
MPOBOAAT HCMLITAHHE Ha cledyomux 20 obpasuax.
Tasn=30 AV < LI. Bce 3HaueHuA Xi J0/IKHbI
YIOBAETROPSTE HEPABEHCTRY!
M-xit <001 x L2 x M,
< Li=150;L2=250.
Assay (Spectrophotometry)
b From 12.15
Konuuectaennoe onpeneieane 14.09mg/tab / ) Y 15 t0 15.53 mg (from '5_'01} o 115.0 %) of
(CriexTpodoToMeTpus) ennosides calculated as sennoside B in one tablet. /
OT 12,15 30 15,53 Mr (07 90,0 20 115,0 %)
14.00mriTab { CEHHO3HIIOR B TIEPECURTe HA CEHHO3M B B 0440
TabIeTke.
Remarks :
np“MEHaHI:?rTrgduct conforms 1o ND/ Conclusion : APPROVED /
Chocked by QC Ia-Chorce 7 oorcroyeT Tpeboearom HAl | 3akmosenme: OAOBPEHO
-Charge . Approved b
fokymeHT nposepen OKK: & pproved by QA In-Charge / ,
poeepeH OKK: %/ HokymenT ogoBper OOK: }gef,\c;f_r__
Date / _
flata:  2- B2 201y Date /
: Hara: 28122
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Cipla

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIHIA
Page 3 of 4/ Ctp. 3 u3 4
{Product: SENADE TABLETS 13,5 mg IpoaykT: CEHA,[[E‘@, TABJETKH 13,5 mr ‘]

Batch No / Cepust Ne: 484157

Batch Quantity / O0hem cepHR: 5849packs / ynakoBoK

'AR No / ARATHTRYECKAT 0T1€T No : ARF/258/2024|Date of Analysis / JlaTa anaausa; 20.12.2024

[Date of Mfg / /lara npon3poacTea:

12/2024 [Date of Expiry / Toxeu 1ot 11/2027

:

Analysis performed according ND / Ananu3 nposeaén wo HI: 11 N013745/01-180522, amend No. 1 dated
109.07.2024 / 11 N013745/01-180522, nam. Ne 1 or 09.07.2024

Ne ‘ Result / Pe3ynbTaThl | Specification / Hopma 1
Test / HlokazaTens |
9 | Content of Methyl 0.042mg/tab "0.028 - 0.056 mg/tab. / O7 0,028 10 0.056 MriTabd. j
parahydroxybenzoate(HPLC)/ ' ‘
Cozepxanue
MeTHANAparkapokcHben3oaTa 0.042mriTad
(BIWKX)
I
10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas $4ctoTa
102) | Total Aerobic microbial count / 10 ) _ X
QBiuge 4HCTo a3po0HBIX Not more than 10* cfuf g / He Gonee 107 /¢
MHKKPOOPTaHHIMOB
10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107/t
count / Obutce 4HCNO <10
ILIECHEBBIX H APOATKEBBIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10° / g / He Gonee 107 ir
bacteria/ ¥cToluusbie K
JASHCTBUIO KENUN
| rpaMOTpHUATENBHEIE DAKTEPHH
10d) | Staphylococcus aureus Absent /OtcyTeTByIOT Absentin | g/ OteytemBie B 1
{ 10e) | Escherichia coli Absent /OTeyTerByioT Absentin 1 g/ OteyTeTBHe B 1 T
10 -
0 | Saimonella Absent / OTCyTCTRYHOT Absent in 10 g / OreyTetene 8 10 g

iip‘la 'Ltd‘,Cip]a House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India
t: Simchem Pvt. Etd.. Plot No. 60-635, Tuem industrial Estate, Tuem. Pernem Goa -403512 , .

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
gﬁun:(etéa:ug:cﬂpoqyn cooTeercTeyeT Tpebopaduam HI | 3awnoveHre: OQOBPEHO
ecked by In-Charge / i Approve «
DokymeHT nposepeH OKK: ﬁf-ﬁ ,ElgEymeHi gigét;g:. gg&ge / %\ffﬁ
Date /
fata: Bl 201y E:_E_Z:’f 9.2 12104
FMQCO03-15-10




Cipla

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIA3IA

Page 4 of4/Crp. 4 m3 4

[Product: SENADE TABLETS 13,5 mg

[Mpoayxt: CEHAJIE”, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484157

Batch Quantity / O6nem cepHH:

5849packs / ynakoBox

AR No / Anaurrueckuii ovuer Ne ; ARF/258/2024|Date of Analysis / Tava anaansa: 20.12.2024

Date of Mfe / laTa npon3soactea; _ 12/2024

Date of Expiry /Toacn ao:

11/2027

Analysis performed according ND / Anaauns nposenéd mo HJL: I N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Ne |

Test / Mokazarens

Result / Pe3yanTaTh!

—

Specification / Hopma

11 | Package / ¥nakoska
in a blister made of

GucTep U3 TNERKH

{ TOAHITHIEHOBOH/

10 NMPHUMEHCHHED.

Package / Ynakoeka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
3 carton. / TTo 20 TabneTok 8

NOAUBAHHIXIOPHAHOH

MONMBHHILTHACHX TOPHIAHOH) ¢
antoMUEHEBO PonbrU, no 25
GIUCTEPOB B KAPTOHHYI) NAYKY
¢ BICKEHHEM 23 HHCTPYKUMH

Package / Yiiakosxa - 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. /Tlo 20
TalneToK B GIHCTEp W3 ILTEHKH TPEXCNoiHO#
(TIBX/ATDTIBAX) v aTiOMHHKEBOH doawrn. ITo 2
Win 3 GaMcTepa BMECTE ¢ HACTPYKUMEA No
NPHMEHEHHIO B KAPTOHHYHO [BYKY. Tlo 20 Tabnetok
B BAMCTEP U3 ILIEHKK NOTHBUHWIXNOPAIHOR
{(MOAKITHACHOBOH / NI0MBKHHAHACHXTIOPHAHON) U
aTiomuHEeBoi (hosry, mo 25 BrucTepos B
KAPTOHHYIO NAUKY ¢ BIOKEHHEM 25 HHCTPYKUKIT 1O
NPHMEHEHHIO.

12 Labeling / Mapkupogka According to ND/

B cooTBeTcTEBHH ¢ HL

13 Storage conditions / Ycnosus

XpaHeHHs ebre 25 °C.

In a dry place, at temperature below 25 °C./ B cyxom mecTe TipH Temnepatype He

14 Shelf life / Cpor ronHocTl

3 years/ 3 roga

Remarks : The Product conforms to ND/
Npumeyanne; Mpoaykr cooteeTcreyeT Tpebosakuam H/l

Conclusion : APPROVED !/
3akmouenune: OQOEPEHO

Checked by QC In-Charge /
[okymenT nposepeH OKK: "':E‘:OJ

Approved by QA In-Charge /
NoxymeHT oaobpeH OOK:

oot
o .—FH-'H-'_’.-FF'_ ‘

Date /

Data: 2-2 12202y

Date /

Hara: 2822024

FMQC003-15-10
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