Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUDPHKAT AHAJIM3A

Page 1 ofd4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Hpogyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482057

Batch Quantity / O6bem cepun:

5850 packs / ynakosox

AR No / Asasmrasiecknii orger Ne : ARF/115/2022 | Date of Analysis / {lara anammsa: 18.05.2022

Date of Mfe / Jlara npoussoacra:  05/2022

Date of Expiry / I'ogen mo:

04/2025

Analysis performed according ND / Anamms nposeaén no HJI: [T N013745/01-091017, H3m. Ne 1 ot 17.04.2020

Test / Tloka3zarens

Ne Result / PesyabTatoi

Specification / Hopma

1 | Description / Onncanne

Complies / Cootsercroyer -

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. / TInockue kpyrisie TaGIeTKH CO
CKOIIEHHBIMH KPasMH OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOrO 1[BeTa ¢ BKparieHuamu, Ha oanoi
cropore TabneTkn BeiasieHo ¢iioso «CIPLA», va
IPYro# - JIMHHS pa3ioMa.

2 Identification / TTogIHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByer OxpamiBaHue aMMHAYHOIO PAacTBOPA B KPaCHBIH
AHTPaXHHOHOBBIE TJIMKO3HMABI =
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercrByeT chromatogram of the sample solution should
Mertunnapariuapokcubensoat corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEepKHBAHHA OCHOBHOTO [MKA HA XPOMATOrpaMMe
HCOBITYEMOIO PacTBOPa HOJDKHO COOTBETCTBOBATH
BpPEMEHH YAEPKKHBAHUA OCHOBHOIO TMHKa Ha
XpPOMaTOrpaMme CTaHIapPTHOrO pacTeopa
MeTHIaparnapokcruber3oara (pasnen
«MerunnaparuapokcubeH3oar).
3 | Average weight / Cpennas 189.96mg / 189,96mr 189.99 mg £7.5% / 189,99 mr £7,5%
Mmacca

Remarks : The Product conforms to ND/
Mpumeuanue: MNpogykr cootTBeTcTBYET TpebosaHusam HI

Conclusion : APPROVED /
3akmoueHue: OOQOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge? -\

[okymenTt npoeeper OKK: “g “’—\ AL HokymeHT ogobper OOK: %’
Date / 18. 052022 Date/ {Q .g5.202-2

Hara: Nara;
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Page 2 of 4 /Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust No: 482057

Batch Quantity / O6sem cepuu:

585C packs / ynaxosox

AR No / Anamuraaecknii orger Ne : ARF/115/2022| Date of Analysis / Jiara anammsza: 18.05.2022

Date of Mfg / lara npom3soacrea:  05/2022

Date of Expiry / I'ogen mo:

04/2025

Analysis performed according ND / Anamms nposenén mo HJI: ITN013745/01-091017, Ussm. Ne 1 ot 17.04.2020

Test / Hoxkazareas

Ne Result / PellyﬂbTaTb_l

Specification / Hopma

4 | Uniformity of weight /
OnHeporHOCTE TIO Macce

Complies / CooTsercrayer.

18/20 tablets NMT + 7.5 % / 18/20 ue 6onee +7,5
%
2/20 tablets NMT +£15% / 2/20 ne 6onee + 15%

OnHOpPOAHOCTb NO3UPOBAHUS

5 | Loss on drying / [Toreps B 2.0% NMT 6.0 % / He Gonee 6,0 %
Macce l'Ipﬂ Bblc}’ﬂ]HBaHHH
6 | Dissolution/ 84 -93% NLT 70 % {Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenHosunos uepes 120 Mun
7 | Uniformity of Dosage units / AV=47 The acceptability index for n=10 AV <LI.

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;1L2=25.0.

ITokasarens npuemnemoctu g n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npessiaer L1,
[POBOMAT MCIbITaHHE Ha caeayromux 20 obpazuax.
Hist n=30 AV < L1. Bee 3na4eHHs Xi JOIDKHBI
YIOBJIETBOPATh HEPABEHCTRY:

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

L1=15,0;12=25.0.

8 | Assay (Spectrophotometry)
KonuuecTBenHoe oripeneneHue
(CnexrpodoTomerprst)

13.97 mg/tab /

13,97 mr/Tab

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 no 115,0 %)
CEHHO3H/IOB B MepecdeTe Ha ceHHo3ua B B onHoii
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyvanue: [NpoaykT cootTeseTcTayeT TpebosaHuam H/

Conclusion : APPROVED /
3akmoyenne: OQOBPEHO

Checked by QC In-Charge’/ ), .
HoxymenT nposepeH OKK: \B ol qicey

c— e

Approved by QA In-Charge / =
HorymeHT ogobpeH O0K: %ﬁj/

Date /

I OF B e
Narta:

Date /

8-05-29022
Hara:

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS

~

CEPTHOHUKAT AHAJIM3A

Page3 of4/Crp.3m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfe / /lara nponsBoacrsa:

Batch No / Cepust Ne: 482057 Batch Quantity / O6bem cepun: 5850 packs / ynakosox
AR No / Anammarudecknii orger Ne : ARF/115/2022 | Date of Analysis / Jiata ananmza: 18.05.2022
05/2022 Date of Expiry / I'ogen no: 04/2025

Analysis performed according ND / Anamas nposenén mo H/I: I1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Tesi / Ilokaszarens

Ne Result / PesyabTatsi

Specification / Hopma

9 | Content of Methyl

parah ydroxybenzoate(HPLC)/
Copnepxxanue
MeTHnaparuapokcubensoara
(BOXKX)

0.048 mg/tab

0,048 mr/Tab

0.028 - 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGuosiorudeckas 4ucToTa

10a) | Total Aerobic microbial count /
O6uee yucno a3pobHbIX 10

MUKPOOPraHH3MOB

Not more than 10° cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / Obuiee uucno
IJIECHEBBIX U POOKEBBIX

rpuboB

<10

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

10¢) | Bile tolerant gram-negative.
bacteria/ YcToiduBbIe K
JNEeHCTBHIO YKEeJTIH

rpaMoTpPHIaTEbHBIE DaKTePHH

Absent /OrcyTtcTByIOT

Not more than 107/ g / He 6onee 107 /r

10d) | Staphylococcus aureus

Absent /OTcyTcTBYIOT

Absentin 1 g/ OrcyrcrBue B 1 ¢

10¢) | Escherichia coli

Absent /OrcyTcTByIOT

Absentin 1 g/ OrcyrctBue B 1 1

109 | Salmonella

Absent / OTcyTCTBYIOT

Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumevanue: MNpogykr COOTBeTCTByeT TpeboBaHmam HJ]

Conclusion : APPROVED /
3aknouenue: OOBPEHO

Checked by QC In-Charge 7

NokymeHT nposepeH OKK: ] LJC'?UL‘:

Approved by QA In-Charge / Z
HoxymeHT opobper OOK: %

Date /

| 8,0{;", e WY G 0 i A=
[arta:

Date /

\$ <0S.2022
Hara:

FMQCO003-15-06

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




Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOHUKAT AHAJIM3A

Paged of4/Crp. 43 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482057 Batch Quantity / OGsens ceprin: 5850 packs / vonakosok
AR No / Anasmrigecknii oraer Ne : ARF/115/2022 | Date of Analysis / iata anamasza:  18.05.2022
Date of Mfg / lata nponssoacrea:  05/2022 Date of Expiry / 'oneH no: 04/2025

Analysis performed according ND / Anamus nposenén mo HJI: IT N013745/01-091017, M3am. Ne 1 ot 17.04.2020

Test / Iloka3zarean

Ne Result / PesyasTarsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

GnmcTep M3 IUIEHKH

(NoAM3ITHIEHOBOH/

IO IPUMEHEHHIO.

Package / Ynakogka - 20 tablets

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

HOIIHBHHHJIXJ'IOPHI(HDﬁ

NONHBHHUIICHXJIOPHIHOM) H
ANOMUHHEBOH Qonbry, o 25
GIHCTEPOB B KAPTOHHYIO MAYKy
C BJIOXKEHHEM 25 MHCTPYKUMIA

Package / Ynakorxa - 20 tablets in a blister made of
three-layer PYC/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 leafiets in a carton. / ITo 20
TabneToK B OIIHCTEpP M3 IUIEHKH TPEXCIOHHOH
(IIBX/TI2/TIBAX) u amoMuaneBoit poaery. Tlo 2
unu 3 bnmcTepa BMecTe C HHCTPYKUHEH 1o
MPUMEHEHHIO B KapTOHHYIO nauky. ITo 2C rabnerok
B ONMCTED M3 MIIEHKH NONUBUHUIXJIOPUAHOM
(nONMHATHIIEHOBO! / IOMMBHHUIIAEHXIIOPUIHO) 1
anromMuHHeBOH (osery, no 25 6auctepos B
K2PTOHHYIO Ma4Ky C BIOKEHHEM 25 HHCTPYKLUHH No
TIPUMEHEHHIO,

12 | Labeling / MapkxupoBka According to ND /

B cootBercrBuu ¢ HJJ

13 Storage conditions / Ycnosus

XpaHEeHHs Boiute 25 °C.

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

14 Shelf life / Cpok rognocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyanwne: NpoaykT cooTeeTcTByeT TPebosaHnam HI

Conclusion : APPROVED /
3akntouenue: OQOBEPEHO

Checked by QC In-Charge /™, 3\
[JokymeHT nposeper OKK: B Qaul

Approved by QA In-Charge / S
HoxymeHT oaobpeH OOK: %ﬁ

Date /

e (.08 20n2

Date /

'ua.ra: \ % = 0§" Lo2-2-

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




