Cipia

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 1 of 4/Crp. 1 3 4

Test / loxkazarean

Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust No: 483011 Batch Quantity / O6bem cepun:  5840packs / ynakoBok
AR No / Ananaragecknii oraer Ne : ARF/030/2023 | Date of Analysis / /lara ananmza: 06.03.2023
Date of Mfg / lara nponssoacrsa:  02/2023 Date of Expiry / I'ogen a0: 01/2026
Analysis performed according ND / Auanus nposenén mo H/L: [T N013745/01-180522
Ne Result / PesyasraTn: Specification / Hopma _

1 | Description / Onucanue

Complies / CooTsercTayer

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 kpyribie Tabnerku co
CKOLLIEHHLIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO LBETa C BKparuieHusiMH. Ha onuoii
cropone Tabnerkn BbinasneHo cnoso «CIPLA», Ha
APYrO# - IHHUS pasioma.

2 Identification / IToqnuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
! e — CoorsercrByer (::gramusanrte aMMHa4HOTO PAacTBOpa B KPAaCHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercrayer chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAep)KHBaHHA OCHOBHOTO IHKA HA XPOMATOIPAMME
HCIBITYEMOr0 PacTBOPA IOIDKHO COOTBETCTBOBATh
BPEMEHH YIepiKUBAaHUSL OCHOBHOIO MHKA Ha
XPOMAaTOrpamMe CTaHIaPTHOrO pPacTBopa
MeTHnnaparuapoxkcubensoara (pazaen
«MerunmaparnapokcnbeHsoar).

3 | Average weight / Cpennss
macca

186.91mg / 186,91mr

189.99 mg +£7.5% / 189,99 mMr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: Npoaykr cooreeTcrayeT TpebosaHuam HJ

Conclusion : APPROVED /
3aknouenue: O0OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

OokymeHT npoeepeH OKK: Yop OokymeHT ogobpeH OOK: @);
e

Date / Date / )

Nava: 29'04- 2022 e 24.-M 2027

FMQCO003-15-07

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




Clpla

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepus Ne: 483011

Batch Quantity / O6bem cepun:  5840packs / ynakosok

AR No / Ana;mrauecknii orger Ne : ARF/030/2023

Date of Analysis / /lara anammsza: 06.03.2023

Date of Mfg / Jlata npon3soacrsa:  02/2023

Date of Expiry / I'oaen 10: 01/2026

Analysis performed according ND / Anasms nposeaén no H/L: 1 N013745/01-180522

Ne Result / PesyabTarsi Specification / Hopma

Test / lokazaTennb

4 | Uniformity of weight / Complies / CooTsercTByeT 18/20 tablets NMT =+ 7.5 % / 18/20 ue Gonee = 7,5

O1HOPOIHOCTE TIO Macce

%
2/20 tablets NMT =+15% / 2/20 ve bonee = 15%

5 | Loss on drying / IToreps B 2.2% NMT 6.0 % / He Gonee 6,0 %
MAcCCe MpH BbICYLIHBAHHH

6 | Dissolution / 82-89% NLT 70 % (Q) of sennosides in 120 minutes
Pactsopenue He menee 70 % (Q) cennosunos uepes 120 mun

7 | Uniformity of Dosage units / AV =

OmHOPOAHOCTL NO3HPOBAHUA

54 The acceptability index forn=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=15.0;L2=25.0.

TMokasatens npuemaemocty ans n=10 AV <L1.

B cnyuae, ecnn 3Ha4senne AV npesbimaer L1,
NPOBOAST MCNbITaHKe Ha cneayromux 20 obpasuax.
Jlns n=30 AV < L1. Bce 3HaueHHs Xi JOJKHBI
YAOBJETBOPATL HEPABEHCTBY | '

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

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

8 | Assay (Spectrophotometry)

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of

KonuuecrBeHHO® oOmpenesneHHe 13.89mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 10 15,53 mr (o1 90,0 no 115,0 %)
13,89Mr/Tab CEHHO3HIOB B nepecyeTe Ha CeHHo3nA B B oaHOI
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeuanue: MpoaykT cooteeTcTByeT TpeboBaHWMAM

Conclusion : APPROVED /
HO | 3aknwoyenne: OO0OBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: 5@,&!&0

xr

Approved by QA In-Charge / =
NokymeHT ono6peH OOK: %ﬁ)//

Date /

[ara: 29:.04-202.2

Date /

ﬂaTa: 7/e\~0“\~’2,o 2’3

FMQC003-15-07
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A
Page 3 of 4/ Crp. 3 w3 4
Product: SENADE TABLETS 13,5mg Ipoaykr: CEHAJ],Ei, TABJIETKH 13,5 mr
Batch No / Cepast Ne : 483011 Batch Quantity / O6bem cepun:  5840packs / ynakoBok
AR No / Anannrugecknii oraer Ne : ARF/030/2023 | Date of Analysis / /lara ananmsa:  06.03.2023
Date of Mfg / lara nponssoacrsa:  02/2023 Date of Expiry / I'ogen no: 01/2026

Analysis performed according ND / Anaams nposenén mo HJL: T N013745/01-180522

Ne Result / PesyabTarst Specification / Hopma
Test / llokasarean
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 10 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Coneprxanue
MeTHAnaparuapokcHOeH3oaTa 0.043Mmr/Tab
(BIXKX) '

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoraieckas Y4HCTOTa

10a) | Total Aerobic microbial count /
O6mee 4mcao aspodHbIX 20 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obmiee uncno <10
TJIECHEBbIX H JPOMIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10° / g / He Gosee 10° /r
bacteria/ Ycroiiuuseie K
NEACTBHIO KeTIH
rpamMoTpHLaTeNbHbie OaKTepuH

104d) | Staphylococcus aureus Absent /Orcyrerayior Absentin 1 g/ Otcyrcreue s 1 r

10¢) | Escherichia coli Absent /OrcyrcTByioT Absentin 1 g/ Orcyrcreue B 1 ¢

100 | Salmonella Absent / OrcyTcTByIOT Absent in 10 g /OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanwme: MpoaykT cooTBeTcTByeT TpebosaHuam HU

Conclusion : APPROVED /
3akniouenune: OOQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

NokymeHT nposepeH OKK: gﬁ.’-——" °—°"D_ [HokymenT ogobper OOK: %‘-
Date / Date /

Q‘ <0 =
fara: 22040022 Tlare: 24-04-202%

FMQC003-15-07

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




Clpha

CERTIFICATE OF ANALYSIS
CEPTUHOUKAT AHAJIN3A
Page4 of4/Crp. 4 u3 4
Product: SENADE TABLETS 13,5 mg Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepast Ne: 483011 Batch Quantity / O6bem cepun:  5840packs / ynakoBok
AR No / Anaanragecknii oraer Ne : ARF/030/2023 | Date of Analysis / lara ananmsza:  06.03.2023
Date of Mfg / lara nponssoacrea:  02/2023 Date of Expiry / I'ogen no: 01/2026

Analysis performed according ND / Ananus nposeaén no HJI: T1 N013745/01-180522

Ne Result / PesyabTarsi Specification / Hopma
Test / Hokazarean
11 | Package / Ynakoska P ' -20
kag ina:klfl?:tér ;:::z';a baklints Package / Ynakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
ahiinam foil. 25 blisters with. | 3 blisters and a patient information leaflet in a
25 patient information leaflets in caston. 20 tablets i 8 bhs.ter mad? of PV(.: s
5 cartin. / Tio 20 sBAGTOE S /PE/PVDC film anq aluminum foil, 25 blisters with
Guscrep 5 mieHKH 25 patient information leaflets in a carton. / ITo 20
= TabNeToK B OnucTep M3 MIIGHKH TPEXCIOHHOM
?:;‘"""“"’::;‘;‘:iu’,‘“°" (IIBX/ITY/TIBJIX) 1 amommswesoit domsri. o 2
ha— eHXNOPHTHOMN) # w3 GnucTepa BMECTe C HHCTPYKUHEH Mo
o eao[ i domsra, 1o 25 NPUMEHEHHIO B KapTOHHYIO nakky. ITo 20 tabnerok
GITHCTEDOB B KAPTOHHYIO NAKY B GiHCTEp H3 MIEHKH MOIMBHHUIIXIOPHUIHOI
RO 25 s - (NOAM3THAEGHOBOI / MOJMBHHIILIEHXJIOPHIHOH) 1
10 NPHMEHEHHIO TPy amoMHHNEBO# (osbry, no 25 GnucTepos B
) KAPTOHHYIO NA4Ky C BIOXeHWeM 25 WHCTPyKumii no
MPHMEHEHHIO.
12 | Labeling / Mapkuposka According to ND /
. B coorsercreun ¢ H{
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecre npy Temneparype He
XpaHeHus seiue 25 °C.
14 | Shelflife / Cpok rogrocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Npumeuanwue: MpogykT cooteeTcTayeT Tpebosaruam HI

Conclusion : APPROVED /
3aknwuyenune: O0OBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

HokymeHT nposepeH OKK: ('_Ee_g‘ [okymeHT ogobpeH OOK: w{
3:1:’ 2Q.04-2023 EZiZf i v

FMQC003-15-07
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