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Product: SENADE TABLETS 13,5 mg

Hpoayit: CEHAJIE®, TABJIETKH 13,5 wr

Batch No / Cepust No: 482042

Batch Quantity / O6bem cepun:

5852 packs / ynakoBok |

AR No / Ananmruuecknii oruer No ;. ARF/089/2022 | Date of Analysis / lara anannza: 05.04.2022

03/2022

Date of Mfg / Jlata npousBoacrsa:

Date of Expiry / T'onen go:

02/2025

Analysis performed according ND / Ananus nposenés mo HJL: [T N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / Hoka3atennb

Result / PesyabTarh:

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBeTcTBYET

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 xpyranie Tafinetxu co
CKOMIEHHBIMH KPAAMH OT KOPUYHEBOIO 10 TEMHO-
KOPHYHEBOTO 1BeTa ¢ BKpanneHusamu. Ha oanoit
cTopoHe Tabnerku BeaeneHo cnoso «CIPLA», Ha
ApyTO#i ~ TUHUA Pa3ioma.

2 Identification / TopmanocTs

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turms a reddish colour /
T — CootsercrByer g:gramnsaﬂue AMMHAYHOTO PAcTBOPA B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CootsercrByer chromatogram of the sample solution should
Merunmaparuapokcibensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIEPIKNBAHUA OCHOBHOTO ITHKA HA XPOMATOIPaMMe
HCHBITYEMOTO PAacTBOPa JOIHKHO COOTBETCTBOBATH
BPEMEHH YAEPXHBaHHA OCHOBHOIO MHKA Ha
XpOMaTOrpaMMe CTaHIapTHOrO PacTeopa
MeTHanaparunpoxcudensoara (pasuen
«MeTtmnnaparuapokcubeHsoar).

3 | Average weight / Cpenuns
Macca

189.76mg / 189,76Mmr

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

Remarks : The Product conforms to ND/
Mpumeuanwne: MNpoaykT cooTseTcTByeT TpeboBaram HI

Conclusion : APPROVED /
3aknrovenwe: OQOBPEHO

Checked by QC In—Charge
NokymeHT nposepeH OKK: \’% At

Approved by QA in-Charge /
[okymeHT ogobpeH OOK:

-
A
P

Date / Ogﬂcz} ADY
Oara:

Date /

OL.ou-202-72
[ata:

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
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Product: SENADE TABLETS 13,5 mg

poayir: CEHANE®, TABJIETKH 13,5 vir

Batch No / Cepusa Ne: 482042

Batch Quanfity / O6bem cepun:

5852 packs / ymaxosox

AR No / Anamrauecknii oraer Ne :  ARF/089/2022|Date of Analysis / lata anammza:  05.04.2022

03/2022

Date of Mfe / Jlata npoussoxcrsa:

Date of Expiry / I'ogen go:

02/2025

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

| OAROPOAHDTTL AOZUPORAHAA

Ne Test / Ifoxazarens Resuit / PesynbraTer Specification / Hopma
4 | Uniformity of weight / Complies / CooTBeTcTBYET 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OpHOPOIHOCTS MO Macce %
2/20 tablets NMT £15% / 2/20 ne Gonee = 15%
5 | Loss on drying /IloTteps 8 23% NMT 6.0 % / He Honee 6,0 %
MACCE NPYU BHICYLIHBAHNY '
6 | Dissolution / 83 - 90% NLT 70 % (Q) of sennosides in 120 minutes
PacTsopenne He menee 70 % (Q) cennosunos uepes 120 mun
7 | Uniformity of Dosage units / AV=49 The acceptability index forn=10 AV <L1.

| Tn the case where the value of AV exceeds L1, 2
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=250.

IMokasarens npuemnemocts s n=10 AV < L1.

B ciyqae, ecom 3paverwe AV npessmraer L1,
MPOBOIAT UCILITAHHE HA cnexyromux 20 obpasuax.
Jna n=30 AV <L1. Bce 3HaqeHust Xi JODKHBI
VIOBNETBOPATE HEPABEHCTBY:

1 IM=xi| 0,01 x L2 x M.

L1=15,0,12=25,0.

8 | Assay (Spectrophotometry)
KommuyecTBeHHOE  OnpeneneHue
(Cnextpodoromerpus)

13.90 mg/tab /

13,90 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 no 115,0 %)
CEHHO3MIOB B Iepecuere Ha CeHHO3uA B B omHOI

Tabuerke,

Remarks : The Product conforms to ND/
Mpumeyanwe: MpopykT cooteeTcTByeT TpeboBaHwsm HJ

Conclusion : APPROVED /
3aknrouenume: OJOEPEHO

Checked by QC In-Charge
[JokymeHT npoeepeH OKK: \B Gl Crs

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

<.
,-"'//-

Date /

faras 0504206272

Date /

Tlarra 0609 W21

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
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Product: SENADE TABLETS 13,5 mg___

Hpoavier: CEHAJIE®, TABJIETKH 13,5 v

Batch No / Cepust Ne : 482042

Batch Quantity / OGbem cepum: 5852 packs / ymakosok

AR No / Anayituriaaeckwmii oraer Ne: ARF/089/2022

Date of Analysis / [lara anammza:  05.04.2022

Date of Mfg / Jlara nponssoacrsa:  03/2022 Date of Expiry / T'open go: 02/2025

Analysis performed according ND / Anasmns uposenén mo HJI; ITN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / Hoxa3aTens Result / PesyabpraThl Specification / Hopma
9 | Content of Methyl 0.050 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLCY
Copepxanue
| merunmaparuapokcubensoara 0,050 mr/Ta6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoru4eckas 44crora

10a) | Total Aerobic microbial count /
) | OBmee gncno aspobHbIx
MUKPOOPraHH3MOB

<10 | Not more than 10* cfu/ g / He Bonee 10* /r

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

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

<10
TJIECHEBLIX U JPOXCKEBBIX
| rpubos
10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroituuseie K
NEHCTBHIO JKeTuu
rpamMoTpHLUaTeNbHbIe bakTepuy
| 10d) | Staphylococcus aureus Absent /OTcyTcTBYIOT | Absentin 1 g/ OtcyrcTBHE B 1 T
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in 1 g/ OrcyretBre B 11
10f) | Salmoneila Absent / OTcyTcTBYIOT Absentin 10 g / O'fcy'rcnue Bl0g

Remarks : The Product conforms to ND/

Congclusion : APPROVED /

TNpumevanue: Npogykr cootseTcTayeT Tpebosanusm H | 3aknioueHue: OOOBPEHO

Checked by QC In- Chargee Approved by QA In-Charge / a
JNokymeHT nposepeH OKK: B Oauie LokymeHT ogoSper OOK: Py e
Date /

Date / 05 .04 2002
Hara:

OL.o\y-2-02-1-

Hara:

FMQCO003-15-06

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
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Product: SENADE TABLETS 13,5 mg

Mpoayict: CEHAJIE®, TABJIETKH 13,5 wir

Batch No / Cepua No :

482042

Batch Quantity / O6bem cepan:

5852 packs / ynakoBok

AR No / Auanaruaeckuii oraer No :

ARF/089/2022!Date of Analysis / Jlara anaym3a: 05.04.2022

Date of Mfg / Jlara npou3BoacTsa:

03/2022

Date of Expiry / T'onen go:

02/2025

Analysis performed according ND / Anamms nposengn mo HJI: [1N013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne

Test / Iloxa3zaTens

Result / Pesyabrars:

Specification / Hopma

11

Package / Ynakopka

Package / Ynakosxka - 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 Tabnerok B
Onucrep K3 NACHKH
MOJMBHHUITIXIOPHIHOK
(nonuaTUIEHOBOT/

i ‘I‘l'O!['ﬂ‘B'HHHLﬂH’éHXﬂO’pHnHOﬁ) H

amomuemresoii Gponbru, no 25
OyrICTEpPOB B KAPTOHHYIO NMAdKy
C BJIOXKEHHEM 25 HHCTPYKLIHH
10 IPHMEHEHHIO.

Package / Ynaxoska - 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 4 blister made of PVC
PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabneTok B GuIMCTEp M3 MUIEHKH TPEXCIOHHOMR
(IMBX/AIDMIBAX) u amomunuresoii donsru. ITo 2
unu 3 GmMcrepa BMECTe C HHCTPYKIHEH 1Mo
NPUMEHEHHIO B KapToHHY10 nayky. I1o 20 tabnerok
B OymHcTep U3 TUieHKH NONHBRRAIIUIOPHAHOM
(nonMaTHNEHOBOH / MONMBUHHILIEHXJIOPHIHOM) 1
AFOMHHHEBO# posbry, mo 25 Gnucrepos B
KapTOHHYIO MA4YKy C BIOXKEHHEM 25 MHCTPYKLMH No
PHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /
B cootsercTeum ¢ H/J
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npH Temnepatype He
XpaHeHHs Boime 25 °C.
14 | Shelflife / Cpox rogrocTH 3 years /3 ropa
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
fMipumeuanne: MpoaykT coorsetcTayer Tpebosanmam H | 3axmovenue: OOBPEHO
Checked by QC In-Charge 7 Approved by QA In-Charge / -
OokymeHT npoeepeH OKK: \B e\o HokymeHT ogobper OOK: %f‘/
Date / Date /
| FaO 4 2022 — 0Y-.202-%
Hata: i Hara: 2 b-0M

FMQC003-15-06
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