Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Pagelof 4/Crp.1m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfg / laTa npou3BojacTea:

Batch No / Cepust Ne : 482123 Batch Quantity / O6bem cepun:  5849packs / ynakosok
AR No / Anaautnueckuii oryer Ne : ARF/199/2022|Date of Analysis / laTa ananuza: 16.09.2022
08/2022 Date of Expiry / I'ogen go: 07/2025

Analysis performed according ND / Ananns nposeaén mo HJI: TI N0O13745/01-091017, Wiam. Ne 1 ot 17.04.2020

Test / Iloxazarens

Result / PesyabraTsr -

Specification / Hoprﬁa

Description / Onucanue

Complies / CootBercTByer

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. / IInockue kpyrisie Tabnetku co
CKOLIEHHBIMH KPasMH OT KODHYHEBOTO JI0 TEMHO-
KOPHYHEBOro 1BeTa ¢ BkparmnenuamMu. Ha ogmoii
cropone TabneTku BeiaeneHo cnoso «CIPLA», Ha
IpYTOoH - TMHHA pasioMa.

Identification / IlommeEHOCTE

2a)

Anthraquinone glycosides /

AH'!‘anHHOHOBble TIIHKO3HOBI

Complies /
CooTBeTcTBYET

Ammoniacal solution tumms a reddish colour /
OxpaluMBanHe aMMHa4yHOTO pacmopa B KpPAaCHBI
LBET.

2b)

Methyl Parahydroxybenzoate
(HPLC)/

Metunmaparuapokcubensoar

(BIKX)

Complies /
CooTBercTByeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHA OCHOBHOTO IIHKA HA XPOMATOrpaMMe
HCIIBITYE@MOr0 PacTBOPA JOJDKHO COOTBETCTBOBATE
BPEMEHH Y/IeP>KHBAHHS OCHOBHOTO TIMKA HA
XpOMATOrpaMMe CTAHAAPTHOTO PacTeopa
MeTHanaparuapokcubensoara (pasgen
«Merummaparuapokcubensoar).

Average weight / Cpenusis
macca

188.90mg / 188,50mMr

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

Remarks : The Product conforms to ND/
Mpumeyvanue: MNpoaykT cooTBeTcTBYET TpefoBaHusam HI

Conclusion : APPROVED /
3aknmoueHme: OOOEPEHO

Checked by QC In-Charge #~ 5\

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: A [lokymeHT oa06peH OOK: W'
Date / ) 9 O Date / 09.2022
fara: ol Ko Oarta: 17

FMQCO003-15-06

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




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIA3A

Cipla

Page2 of 4/ Ctp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHATE®, TABJETKH 13,5 mr

Date of Mfg / laTa nponsBoacrsa:

Batch No / Cepusi Ne: 482123 Batch Quantity / O6bem cepun:  5849packs / ynakoBok
AR No / Ananutnaecknii oruer Ne: ARF/199/2022|Date of Analysis / lara ananuza: 16.09.2022
08/2022 Date of Expiry / T'ogen no: 07/2025

Analysis performed according ND / Ananus nposenén nmo H/I: 11 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Ioxa3arean

Ne Result / PesyasTaTe:

Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTE IO Macce

Complies / CootsercTByeT

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

OnxHOPOMHOCTE MO3HPOBAHHS

5 | Loss on drying / Iloteps B 1.9% NMT 6.0 % / He Gonee 6,0 %
Macce IPH BBICYIIMBAHUH
6 | Dissolution / 79 - 89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosnnos uepes 120 mun
7 | Uniformity of Dosage units / AV=56 The acceptability index forn =10 AV <L1I.

In 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:

[M-x1| < 0,01 x L2 x M.

L1=15.0;L2=25.0.

IToxasaTens npuemnemocty s n=10 AV <L1.

B cnyuae, ecnu sHagenne AV npesbiuaer L1,
[POBOAAT HCOLITAHKE HA crenytommx 20 obpasuax.
Jna n=30 AV <L1. Bce 3Hauenns xi [OmKHBI
YIOOBNETBOPSATL HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
Konuuectsennoe onpenenexue
(Cnextpodoromerpus)

13.91mg/tab /

13,91 mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
O112,15 mo 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3HJIOB B [1IEpPeCYETe Ha CEHHO3H 1 B B ool
Tabyerke.

Remarks : The Product conforms to ND/
Mpumeuanue: NpoaykT cootBeTcTBYET TpeboBaHuam HI

Conclusion : APPROVED /
3akntoyeHue: OJOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

YT

[HokymeHT npoeepeH OKK: 0 aus HokymeHT ogobpen OOK:
Date / . . Date / .
Nara: 16-09.2022 i) \"1- 0% 2022~
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A

Cipla

Page3 of 4/Crp.3 uz 4

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482123 Batch Quantity / O6bem cepun:  5849packs / ynakoBok
AR No / Ananurryeckuii oryer Ne : ARF/199/2022|Date of Analysis / laTa ananuza: 16.09.2022
Date of Mfg / laTta npouseoacrea:  08/2022 Date of Expiry / T'oaen no: 07/2025

Analysis performed according ND / Ananus nposenén no HJI: 11 N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Ne Result / PesyabTarsi Specification / Hopma
Test / Hloxazarens.
9 | Content of Methyl 0.045mg/tab 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/tab.

parahydroxybenzoate(HPLC)/
Copnepoxanne
MeTHIIaparuapokcHben3oara 0045l
(BIKX)

10 | MICROBIAL LIMIT TEST/ MukpoGsonorudeckas 4YHCTOTA

10a) | Total Aerobic microbial count /
O61mee uncio aspobubx 10 Not more than 10* cfu/ g / He 6onee 10° /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10%/r
count / Obwee uncno <10
IUIECHEBBIX H JAPOAOKEBEIX :
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OtcyTcTByIOT Not more than 10°/ g / He 6onee 107 /r
bacteria/ YcroiunBsie k
JeHCTBHIO HeNTYH
rpaMOTpHOATENbHbIE DakTepuu

10 d) | Staphylococcus aureus Absent /OtcyTcTBYIOT Absentin 1 g/Orcyrcteues 1 ¢

10e) | Escherichia coli Absent /OtcyreTByior Absentin 1 g/ Ortcyrcteue s 1 r

109 | Salmonella Absent / OrcyTcTBYIOT Absentin 10 g / Orcyrcteues 10 g

Remarks : The Product conforms to ND/
NMpumeyaHue: MNpoaykT cooTseTtcTayeT TpebosaHuam HO

Conclusion : APPROVED /
3aknwovenue: OOBPEHO

Checked by QC In-Charge
[okymeHT nposepeH OKK:

@Q Qe

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

B

Date / .09 .
Nara: 16092022

[aTa:

Date/ 4 59.202.2-

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTA3A
Pagedof 4/Crp. 4u3 4
Product: SENADE TABLETS 13,5 mg IIpoayxr: CEHA}IEg, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 482123 Batch Quantity / Oobem cepun:  5849packs / ynakosox
AR No / Ananmriyecknii oruer Ne : ARF/199/2022|Date of Analysis / laTa ananu3a: 16.09.2022
Date of Mfg / laTa npoussoacrea:  08/2022 Date of Expiry / I'ogen po: 07/2025

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

Ne Result / PesyabTaTh Specification / Hopma
Test / Ilokasarens
11 | Package / Ynaxoeka Package / V' - 20 tablets ;
ir?a bl%ster ;:g:z‘;a o Package / Ynakosxka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
. - . . 3 blisters and a patient information leaflet in a
1 foil, 25 blist o g
; Su r;::t?:r[:tl ir?éo’rmatt;olz leer:ﬂv:ttsh in |carton. 20 tablets in a blister made of PVC
a carton. / TTo 20 Ta61eToK B /PE/PVDC film and aluminum foil, 25 blisters with
Gnucmp‘ Pyl 25 patient information leaflets in a carton. / ITo 20
= Tabnerok B OMuCTEp M3 IIEHKH TPEXCIOHHOM
1OJTM BHHH IXJIOPHIHOR
(HOJIH:)THJ‘[GHOB;(,)?I:’[ (IIBXAI3MIBIX) u amomuanesoil donsru. ITo 2
1O BHHEEHX HOPHAEOHR) unu 3 brucTepa BMeCTe ¢ HHCTPYKLueii no
amonmiEesol $ONBIL 10 25 NMPUMEHEeHHIO B KapTOHHYIO nauky. ITo 20 tabnerox
Gricrepos s g m:y’ro — BnHcTEp M3 MIEHKH MONHBHHHIXIIOPHIHOM
Gt IS wicToynpit (MOAH3THNEHOBOH / MOAHBHHUANEHXNOPUIHOIN) U
11O IPHMEREHNIO amoMuHHeBoH Qonbru, no 25 Giucrepos B
’ KapTOHHYIO MAUKy C BIOKEHHEM 25 WHCTPYKUHH 110
IIPHMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /
B coorBercrum ¢ HJJ

13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu TeMneparype He

XpaHeHUs Beinze 25 °C.
14 | Shelflife / Cpox rogrocTa 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyuanue: Mpogykr cooTBeTCTBYET TpeboBaHusM HL

Conclusion : APPROVED /
Saknoyenue: OQOBPEHO

Checked by QC In-Charge /

JokymeHT nposepeH OKK: L

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

I

Date /

fara: 16« 09242

Date /

Har=n \1. 094 z02-2-
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