Cipla

CERTIFICATE OF ANALYSIS
Y CEPTHOUKAT AHAJIV3A

Pagel of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykt: CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 481125 ‘Batch Quantity / O6bem cepun: 5849 packs / ynakosok
AR No / Aranarauecknii orger Ne : ARF/156/2021|Date of Analysis / lara anammza:  10.07.2021
Date of Mfg / Jlara npousBoactea:  06/2021 Date of Expiry / I'onen mo: 05/2024

Analysis performed according ND / Amamis nposeagn mo HJIL: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / lokazaTenn

Result / Pesyabtarsi

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. / Inockue kpyribie TabneTku co
CKOIIEHHBIMH KpasiMH OT KOPHUYHEBOIO 10 TEMHO-
KOPHYHEBOTO 1iBeTa ¢ BkparenusMu. Ha onHoi
cropose Tabnerku BbifasneHo cnoso «CIPLAY, Ha
IPYroH - THMHHA pa3iioMa.

2 | Identification / TTognuuaOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CooTeercrByeT OxpauruBaHue aMMHAYHOIO PacTBOPA B KPACHBI
AHTPaXHHOHOBBIE TJIMKO3HIBL sy
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootrsercrayer chromatogram of the sample solution should
MeTtunmaparupokcubeH3oar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIepKHBaHHS OCHOBHOTO IMHKA Ha XpOMaTorpamMme
HCIBITYEMOTO PACTROPA JODKHO COOTBETCTBORATE
BPEMEeHH YAePKUBAHUS OCHOBHOIO THKA Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa
merunnaparuapokcubensoara (pasnen
«MerunnaparunpoxcubeHsoar).

3 | Average weight / Cpenuss
macca

188.83 mg / 188,83 mr

189.99 mg £7.5% / 189,99 mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeyanume: NpoaykT cooteeTcTyeT Tpebosanuam HI

Conclusion : APPROVED /
3aknouenue: OJOBPEHO

Glaine

Checked by QC In-Charge? ~\
[HokymeHT nposepeH OKK: \}3

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

B

Date /

o020
[ara:

Date /

V2s O 7« 3
Hara: Lt
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Cipla

CERTIFICATE OF ANALYSIS
X CEPTHOHUKAT AHAJIM3A

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoxyxr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / [lara npou3sojacrBa:

Batch No / Cepus Ne: 481125 Batch Quantity / O6bem cepun: 5849 packs / ynmakosok
AR No / Asamarugecknii or9er Ne : ARF/156/2021|Date of Analysis / lara anamsa: 10.07.2021
06/2021 Date of Expiry / 'ogen no: 05/2024

Analysis performed according ND / Anamus nposenén o H/I: ITN013745/01-091017, M3am. Ne 1 ot 17.04.2020

Ne Test / Hokazareas

Result / PesylibTarsi

Specification / Hopma

4 | Uniformity of weight /
OaHOPOOHOCTE MO Macce

Complies / CooTsercTByer

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

OIIHOPOJIHOCTI: J03HpOBaHHA

5 | Loss on drying / [Toteps B° 20% NMT 6.0 % / He Gonee 6,0 %
MACCE IIPH BBICYIIHBAHHH
6 | Dissolution / 80-90% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cennoznnor uepes 120 muu
7 | Uniformity of Dosage units / AV=438 The acceptability index forn=10 AV <L1.

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:

IMxi| 0,01 x L2 x M.

L1=15.0,L2=250.

TToxasarens npuemnemoct aus n=10 AV < L1,

B caydae, ecnu 3Hayenue AV npessimaer L1,
NPOBOSAT HCHbITAHKE Ha cnenyiomux 20 obpasuax.
Jna n=30 AV <L1. Bce 3Ha4enns xi JOKHEI
YIIOBNETBOPATE HEPABEHCTBY:

[M=xi| 0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonuuecTsenHoe omnpeneneHue

(Cuexrpodoromerpus)

14.01 mg/tab /

14,01 mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 o 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3HUJIOB B Iepecuere Ha CeHHO3MA B B oHOH
TabneTke.

Remarks : The Product conforms to ND/
Mpumevanue: NpoaykT cooteercTayeT TpebosaHusam H/J

Conclusion : APPROVED /
3aknwoueHue: O0OBPEHO

Checked by QC In-Charge{ - _
HokymeHT nposepeH OKK: \E “]_Eﬁf‘.._

Approved by QA In-Charge /
HokymeHT ogobpeH OOK:

FEE

Date /

Pt O]
[ara:

Date /

Nars: \2.-C7 . 202
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Cipla

CERTIFICATE OF ANALYSIS
- CEPTUOUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfe / Jlata nponssoacrsa:

Batch No / Cepust Ne: 481125 Batch Quantity / OGbem cepun: 5849 packs / ynakosox
AR No / Apasmaranaeckmii orger Ne :  ARF/156/2021|Date of Analysis / Jlata apammsza:  10,07.2021
06/2021 Date of Expiry / I'ogen no: 05/2024

Analysis performed according ND / Anayms nposeagu no HJI; I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Hokazarens Resuit / Pesyibrarsl Specification / Hopma
9 | Content of Methyl 0.044 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 Mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHInaparunpokcubensoara 0.044 mf/Tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpoGnonoruueckas 9HCTOTA

108) | Total Aerobic microbial count /
Obmee umcno a3podHbIX <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 / OGwee yncno <10
IUIECHEBBIX H IPOXMIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10” / g / He 6oee 10° /r
bacteria/ Ycroliuuseie k
NEUCTBHIO Ke4u
rpaMoTpHIaTelibHble DakTepun

10d) | Staphylococcus aureus Absent /OrcyTcTByrOT Absentin 1 g/ Orcyrcreue B 11

10¢) | Escherichia coli Absent /OrcyrcrByioT Absentin 1 g/ OrcyrcrBue B 1 1

109 | Salmonella Absent / OtcyTcTByI0T Absent in 10 g / Orcyrctue B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: Mpoaykr cooTreTcTRYET TpeboBaHuam HA

Conclusion : APPROVED /
SakmoueHue: OJOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: @jﬁ“‘ e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Bt

Date /

o | 0:0T 2021
Ta.

Date /

n 1207 - 202\
ara;
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Cipla

CERTIFICATE OF ANALYSIS
* CEPTUOHUKAT AHAJIM3A

Page 4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepust Ne: 481125 Batch Quantity / O6bem cepun: 5849 packs / ynakosok
AR No / Anammaraaecknii oraer Ne : ARF/156/2021|Date of Analysis / lara anammsa:  10.07.2021
Date of Mfg / Jlara nponssoacra:  06/2021 Date of Expiry / I'ogen no: 05/2024

Analysis performed according ND / Anamus nposenén mo HJL: [TN013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / Iokazareib

Result / PesyabTars!

Specification / Hopma

11 | Package / Ynakoeka
in a blister made of

OnucTep U3 IIEHKH

(nonuatuneHoBOH/

10 MPUMEHEHHIO.

Package / Ynakoska - 20 tablets

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

MOJMBHHHJIXJTOPHHOM

[OJHBUHIJIICHXIOPUIHOM) U
amoMuHieBO# donery, no 25
BNHCTEpOB B KAPTOHHYKO MAYKy
C BJIOJKEHHEM 25 MHCTPYKLMH

Package / Ymakoska - 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 OUCTEp M3 IUIEHKH TPEXCIOHHOM
(IIBX/II2/MIBJIX) u amomunuesoi Gonsru. 1o 2
i 3 bnucrepa BMecTe ¢ HHCTpYKLHeil 1o
NPHMEHEHHIO B KapToHHYH0 nauky. [To 20 tabnerok
B OnHCTep H3 MUIEHKH NONHBHHWIXJIOPHHOH
(MoMMATUNEHOBOIT / MOMTHBHHUIIIEHXIOPHIHOM) K
amoMUHIeBoH (orery, 1o 25 GnucTtepos B
KaPTOHHYIO Ma4Ky C BIOXKeHHeM 25 UHCTPYKLHIl 110
NPHMEHEHHIO.

12 | Labeling / MapkupoBka According to ND /

B cootsercreum ¢ HJ

13 Storage conditions / Ycnosus

XpaHeHHs seime 25 °C.

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

14 Shelf life / Cpok roauocTH 3 years/ 3 roga

Remarks : The Product conforms to ND/
Mpumeyvanue: MpoaykT cooteercTayeT TpebosaHuam HI

Conclusion : APPROVED /

3akmouenue: OOOBPEHO

Checked by QC In-Charge ¢
LokymeHT npoeepeH OKK: %.a_he_,

Approved by QA In-Charge /
NokymeHT ogobper OOK:

B

Date / 16-07 2_0-1_1
[ara:

Date /

\2-07.20%\
Aara:
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