Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 1 of4/Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 483009

Batch Quantity / OGbem cepun:

5845packs / ymakoBok

AR No / Ananmurauecknii oraer Ne : ARF/027/2023 | Date of Analysis / lara ananmza: 28.02.2023

Date of Mfg / lara nponssoacrsa:  02/2023

Date of Expiry / I'ogen ao:

01/2026

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

Ne Result / PesyabTaTni

Test / loxkazarean

Specification / Hopma _

1 | Description / Onucanne

Complies / CooTBercTByeT

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. / Tlnockue kpyribie TabneTkn co
CKOLIEHHbIMH KPasiMH OT KOPHYHEBOTO 0 TeMHO-
KOPHYHEBOro useta ¢ BkpanaennaMu. Ha onnoii
cropose Tabnerky BbiaasneHo cnoso «CIPLA», Ha
APYTOH - IHHHA pa3noMa.

2 Identification / TToanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
! R CootsercTayer 8::rwninanue aMMHAYHOIO PACTBOPA B KPACHBII
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTtBercTByeT chromatogram of the sample solution should
Merunnapariapokcubersoar corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBAHHA OCHOBHOTO ITHKA Ha XPOMATOrpamme
HCIBITYEMOTO PacTBOPA A0JDKHO COOTBETCTBOBATH
BPEMEHH YIIepyKHBAHUS OCHOBHOIO MHKA Ha
XpOMaTorpamMMe CTaHIapTHOTO pacTsopa
MeTrnnaparuapoxcubensoara (pasnen
«Mernnmaparnapokcnben3oar).

3 | Average weight / Cpeauss
macca

186.12mg / 186,12mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanme: MpogykT cooreercrayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwoyenune: OQOEPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

[HokymeHT nposepeH OKK: /@Aﬁmﬁ [okymenT ogobpeH OOK: %
Date / " Date / J

[ata: At [ata: F i e
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Cipla

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIU3A
Page 2 of 4/ Crp. 2 w34
Product: SENADE TABLETS 13,5 mg Ipoayxkr: CEHAJIE”, TABJIETKH 13,5 mr
Batch No / Cepas Ne: 483009 Batch Quantity / O6bem cepun:  5845packs / ynakosox
AR No / Anaanragecknii oraer Ne :  ARF/027/2023 | Date of Analysis / lara anammsa: 28.02.2023
Date of Mfg / lara npou3BoacTsa: 02/2023 Date of Expiry / I'ogen jo: 01/2026

Analysis performed according ND / Ananms nposenén no HJL: [T N013745/01-180522

| N Result / PesyabTaThi Specification / Hopma
Test / IToxkaszarens 3

4 | Uniformity of weight / Complies / CooTsercTsyer 18/20 tablets NMT = 7.5 %/ 18/20 ue 6onee =7,5
OaHOPOIHOCTD 10 Macce %

2/20 tablets NMT +15% / 2/20 ne Gonee = 15%

5 | Loss on drying / [Toreps B 2.0% NMT 6.0 % / He 6onee 6,0 %

Macce npH BbICYIHBAHHA

6 | Dissolution / 81-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTsopenmne He menee 70 % (Q) cenno3nnos gepes 120 mun

7 | Uniformity of Dosage units / AV=52 The acceptability index forn=10 AV < Ll §
OnHOPOIHOCT NO3HPOBAHKS 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:

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

L1=150;L2=25.0.

IMoxasartens npuemaemocts ans n=10 AV <LI.

B caryuae, eci 3Hadenne AV npesbuuaer L1,
NPOBOMIAT HCTbITAHNKE Ha crenyouux 20 obpasuax.
Jins n=30 AV < L1. Bce 3Ha4eHus Xi JOJDKHbI
YAOBAETBOPATH HEPABEHCIBY. :

[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
KoJiiecTseHHOe  Onpenenexne 13.91mg/tab / sennosides calculated as sennoside B in one tablet. /
(CrnekrpodoTomeTpus) Or 12,15 g0 15,53 mr (ot 90,0 no 115,0 %)

13.91mr/1ab CEeHHO3M/IOB B Mepecyere Ha cenHosua B B oaHOH
Tabnerxe.

Remarks * The Product conforms to ND/
Mpumeyanue: [POAYKT COOTBETCTBYET Tpebosanusm HI

Conclusion : APPROVED /
3aknioyenue: OOOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

JNokymeHT nposepeH OKK: g_q};,‘c.‘.’f— NokymeHT opobpeH OOK: ﬁ){,
Date / Date /
[ara: RO flara: e i b

FMQCO003-15-07
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIN3A

Page3 of 4/Crp.3 w3 d

Product: SENADE TABLETS 13,5 mg

MNpoaykr: CEHAJIE", TABJETKH 13,5 mr

Batch No / Cepusa Ne : 483009

Batch Quantity / O6bem cepum:

5845packs / ynakoBok

AR No / Anaaurugecknii orger Ne : ARF/027/2023 | Date of Analysis / /laTa ananmza: 28.02.2023

Date of Mfg / Jlara mponssoacrea:  02/2023

Date of Expiry / l'ogen go:

01/2026

Analysis performed according ND / Ana;m3 nposeaén no H/L: I1 N013745/01-180522

No Result / PesyabraTsi Specification / Hopma
Test / HokazaTean
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHITaparuapokcHoersoara 0.046Mr/Tab
(B2XKX) '

10 | MICROBIAL LIMIT TEST/ MukpoGnonoriuyeckas 4HCTOTa

10a) | Total Aerobic microbial count /

O6uee yucao aspobHbIX 10
MHKPOOPraHH3MOB

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

10b) | Total combined yeast and mould
count / OBiee 4ucio
TUIECHEBBIX H APOXIKEBBIX

rpuboB

<10

Not more than 10° cfi/ g /He Gonee 10° /r

10¢) | Bile tolerant gram-negative
bacteria/ YcroitunBEIE K
JIEHCTBHI) JKETYH

rpaMOTpHLATENbHEIE OaKTepin

Absent /OtcyTeTBYIOT

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

104) | Staphylococcus aureus

Absent /OTcyTeTBYIOT

Absentin 1 g/ Orcyrcreue B 11

10e) | Escherichia coli

Absent /OrcyrcTBytoT

Absentin 1 g/ OrcyrcrBue 8 1 r

109 | Salmonella

Absent / OrcyTeTByioT

Absent in 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanume: MNpogykT cooTeeTcreyeT Tpebosanuam HI

Conclusion : APPROVED /
3akmouenue: OOOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

DokymeHT nposepeH OKK: /@_\‘CO-D HokymeHT opobpeH OOK: %
A — ey

Date / Date /

fara: 2Q-04- 203 [ara: 24-04+2021

FMQC003-15-07

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

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIN3A

Page4 of4 /Crp. 4 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoaywr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483009

Batch Quantity / O6bem cepun:

5845packs / ynakoBokK

AR No / Ananurauecknii oraer Ne : ARF/027/2023 Date of Analysis / /lara anamnsa: 28.02.2023

Date of Mfg / Jlata npon3BojcTsa: 02/2023

Date of Expiry / I'ogen no:

01/2026

Analysis performed according ND / Anamis nposeaén mo HJI: T1 N013745/01-180522

Ne Result / Pesyabrarnt

Test / IToxkazarean

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

GumcTep M3 MIEHKH

(MONHATHIEHOBOMH/

MO NMPHMEHEHHIO.

Package / Ynakoska - 20 tablets

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

NONHBHHUIXIIOPHIAHOH

NONHBHHHAAEHXIOPHAHOH) 1
amoMuEHeBoil donsry, no 25

GJHCTEPOB B KAPTOHHYIO Ma4Ky
C BIIOXKEHHEM 25 HHCTPYKIIHIA

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. / TTo 20
TabneTok B GHCTEp M3 TUTIEHKH TPEXCIOHHOM
(MBX/AT/TIBAX) 1 amomunnesoit gossri. Tlo 2
wan 3 GnucTepa BMECTE C MHCTPYKLIHEH 10
NpUMEHEHHIO B KapTOHHYIO nadky. o 20 Tabnerok
8 GuHCTep M3 IWICHKH MOTHBHHUIXIOPHIAHOH
(MONMMATUACHOBOI / IONUBUHIIIICHXIOPHAHOI) H
amoMHHUEBOIT (Pombri, no 25 GaMcTepos B
KAPTOHHYIO MAYKy C BIOKEHWeM 25 WHCTPYKumii no
MPUMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B coorsercreuu ¢ HJ{

13 Storage conditions / Ycnosus

XpaHeHHs sbime 25 °C.

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

14 | Shelf life / Cpok rogHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/
Npumeuanue: MpoaykT cooTeeTcTByeT TPebOBAHNAM HAO

Conclusion : APPROVED /
3aknouenune: OO0OEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

JNokymeHT nposepeH OKK: &}fﬂ [NokymeHT ogobpeH OOK: @5&
Dat
pora. 29 04 2023 o M o

FMQC003-15-07
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