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Clipla

ERTIFICATE OF ANALYSIS

CEPTHOUKAT AHATU3A

Pagel of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 483012

Batch Quantity / Oobem cepun:  5843packs / ynakoBok

AR No / Ananmaragecknii oraer Ne : ARF/032/2023 | Date of Analysis / lara anammsa: 08.03.2023

Date of Mfg / Jlara npomssoacrsa:  02/2023 Date of Expiry / l'oaen no: 01/2026

Analysis performed according ND / Auanus nposenén no H/I: T N013745/01-180522

Test / lokazareasn

Result / PesyabtaTni Specification / Hopma _

1 | Description / Onucasue Complies / CooTsercrayer 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. / [Tnockue kpyrsie Tabnerkn co
CKOLIEHHBIMH KPasiMH OT KOPHHHEBOTO 10 TEMHO-
KOPHYHEBOTO LiBeTa ¢ Bkpannenusmi. Ha onroii
cTopoHe Tadnerku BoiasneHo cnoso «CIPLA», Ha
APYroii - THHUA pa3noMa.

2 | Identification / ITomiunHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
" Coorsercrsyer fI)BKgramuBaHue aMMHAaYHOrO pacTBOpa B KPACHBIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercreyer chromatogram of the sample solution should
Merunnaparuapoxkcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHA OCHOBHOTO MMHKa Ha XPOMATOrPaMme
HCTIBITYEMOIO PacTBOPA AO/MKHO COOTBETCTBOBATD
BPEMEHH yAePKHBAHHA OCHOBHOIO MHKA HA
XPOMATOrpaMMe CTaHAapTHOTO PacTBOpa
Merunnaparuapoxcubensoara (paznen
«Merunnaparunpoxcubensoar).

3 | Average weight / Cpennss
macca

186.89mg / 186,89mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanume: MNpoaykr coorseTcTayeT Tpebosanuam HI | 3aknwyenuwe: OOQOBPEHO

Checked by QC In-Charge /
[LokymeHT nposepeH OKK: &_}E&’L

Approved by QA In-Charge /
[okymeHT ogobper OOK: %

Date /

Dira: 2Q.04 2023

Date / “o\.
Mo 294-04.202.%

FMQCO003-15-07

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
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Clpta

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A
Page 2 of 4 /Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Ipoxyst: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 483012

Batch Quantity / O6bem cepun:  5843packs / ynakosok

AR No / Anaanrugecknii oraer Ne : ARF/032/2023|Date of Analysis / /lara anammsa:  08.03.2023

Date of Mfg / Jlara npoussoacrsa:  02/2023 Date of Expiry / I'ogen 10: 01/2026

Analysis performed according ND / Anams nposenén no H/I: [T N013745/01-180522

Ne

Test / [lokazarenn

Result / PesyabTaTsi Specification / Hopma

4 | Uniformity of weight /
OnHOPOAHOCTS 110 Macce

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

5 | Loss on drying / [ToTeps B 2.4% NMT 6.0 % / He Gonee 6,0 %
Macce NpH BbICYILIMBAHHH
6 | Dissolution / 83-89% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennozunos 4epes 120 mun
7 | Uniformity of Dosage units / AV =46 The acceptability index forn=10 AV <LI.

OIIHOPOJ.IHOC'IB A03HPOBAHUA

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 * L2 x M.

L1=15.0;L2=25.0.

IMokasarens npuemaemocty s n=10 AV < L1.

B cnyuae, ecin 3Ha4enne AV npesbimaer L1,
NPOBOAAT HCNbITaHKe Ha cneayomux 20 obpasuax.
Jlnsa n=30 AV < L1. Bce 3HaueHns Xi NOJIKHBI
YAOBJIETBOPATL HEPABEHCTBY | !

[M-xi| 0,01 x 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

KonuuecTBenHoe onpeneneHne 13.90mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Ot 12,15 no 15,53 mr (o1 90,0 go 115,0 %)
13,90Mmr/Tab CEHHO3H/IOB B nepecyere Ha ceHHo3nA B B oxHOM
Tabnerke.
Remarks - The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpoaykT cooteeTcTeyeT TpeGosaHuam HI | 3aknouexne: ONOEPEHO

Checked by QC In-Charge /
DokymeHT nposeper OKK: /g@%

Approved by QA In-Charge /
[okymeHT ogoBpeH OOK: w

Date /
ua'ra 2-q ‘04—' 202 3

Date /

[ata: 19042225
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page 3 of 4 /Crp. 3 u3 4
Product: SENADE TABLETS 13,5 mg Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepus Ne: 483012 Batch Quantity / O6bem cepun:  5843packs / ynakosox
AR No / Apamumagecknii oraer Ne : ARF/032/2023 | Date of Analysis / /lara ananmza: 08.03.2023
Date of Mfg / /lara npoussoacrea:  02/2023 Date of Expiry / I'ogen no: 01/2026
Analysis performed according ND / Ana;ms nposeaén no HJL: [T N013745/01-180522
Ne Result / Pesyabrarsi Specification / Hopma
Test / llokaszaTean
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 xo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
METHITIaparuIpokcubeHsoara 0.048Mmr/ra6
(BIXKX)
10 | MICROBIAL LIMIT TEST/ Mukpobuonornyeckas 4ucTora
108) | Total Aerobic microbial count /
O61ee uncno a3poOHBIX <10 Not more than 10* cfu/ g / He Gosee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / O6umee uucno <10
TUTECHEBBIX H APOAUKEBbIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ YcroiiuuBsie K
NEHCTBHIO HKETHH
rpamMoTpHLATEbHbIE HaxTepun
10d) | Staphylococcus aureus Absent /Orcyrersyior Absentin 1 g/ OrcyrcrBre s 1
10¢) | Escherichia coli Absent /OtcyTeTBYIOT Absent in 1 g/ OtcyrcrBue s 1 ¢
100 | Salmonella Absent / OtcytcrBytoT Absent in 10 g / OtcyrcrBue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooTeeTcTByeT TpeboBaHuam HA

Conclusion : APPROVED /
3aknrouenune: OJOBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

FE

LokymeHT nposepeH OKK: /&;\_E?_P OokymeHT ogobpeH OOK:
Date / Date /
[ara: 2904 2o Nara: PI= NV Pl P
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Paged4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIEG’, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 483012

Batch Quantity / O6bem cepun:

5843packs / ynakoBok

AR No / Apasmrageckmii oraer Ne :  ARF/032/2023 | Date of Analysis / lara anaamsa: 08.03.2023

Date of Mfg / lara nponssoacrsa:  02/2023

Date of Expiry / I'oaen 1o:

01/2026

Analysis performed according ND / Anams nposeaén mo H/I: T1 N013745/01-180522

Ne Result / PesyabTaTsi

Test / lNokazarean

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GnHcTep U3 MIeHKH
NOMMBHHHITXJIOPHHOH
(MOAU3THIEHOBOIH/

N0 MPUMEHEHHIO.

Package / Vnaxoska - 20 tablets

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

MOJHBHHHIIEHXIOPHIHOM)
amoMUHHEBOH (Honbru, no 25

ONHCTEpPOB B KAPTOHHYIO MayKy
C BJIOJKEHHEM 25 MHCTPYKIIHIi

Package / Ynakoska - 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. / ITo 20
Tabnerok B GuucTep U3 MIEHKH TPEXCIOIHOIM
(IIBX/TID/MIBAX) # amomunrnesoit gosru. [To 2
uau 3 6amcTepa BMECTe C HHCTPYKLMEHt 1o
NMPUMEHEHHIO B KapToHHY nayvky. [1o 20 Tabnerok
B GHCTep M3 [IEHKH MOIMBHHHIIXIOPHIHOM
(NONM3ITHIEHOBOH / MONMBUHUILIEHXIOPHIHOH) H
aMOMHHUEBOIT (Posbry, no 25 GaucTepos B
KapTOHHYIO NAYKY C BIOXEHWeM 25 MHCTPYKiMi 110
NIPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B cootsercTBuH ¢ H]]

13 Storage conditions / Ycnosus

XpaHeHust soimre 25 °C,

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

14 | Shelflife / Cpok rogsoCTH 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykr cooreercrayet TpebosanHunam H

Conclusion : APPROVED /
3aknwoyenune: O0OBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT nposepeH OKK: W [NoxymeHT onobpeH OOK: @%/L
Date / Date /
fara: 2904-223 fara: 29042023

FMQC003-15-07
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