Cipla

CERTIFICATE OF ANALYSIS
& CEPTUOHUKAT AHAJIU3A

Page 1 of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 482020

Batch Quantity / O6bem cepum:

5846 packs / ymakoBok

AR No / Asasmaraaecknii oraer Ne :  ARF/056/2022|Date of Analysis / Tara apammza:  21.02.2022

01/2022

Date of Mfg / laTa npoun3BoacTBa:

Date of Expiry / I'ogen po:

12/2024

Analysis performed according ND / Amamm nposenén mo HJ/I: T1 N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / Hokazareanb

Result / PesyasTaTh!

Specification / Hopma

1 | Description / Omucanue

Complies / CooTsercreyer

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. / Ilnockue kpyrneie Tabuerku co
CKOLIEHHLIMH KPasMH OT KOPHYHEBOTQ 10 TEMHO-
KOpUYHEBOTO I1BeTa ¢ BKparuenusaMu. Ha ognodt
cropoHe TabnerkH BeigasneHo cioso «CIPLA», Ha
J[PYTO¥ - THHUS pas3jioMa.

2 |'Identification / ITommHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
T —— CootBercTByer S:e;jramnsaﬂne aMMHAYHOI'0 pacTBOpPa B KPACHEIH
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY CooteercTByeT chromatogram of the sample solution should
Merunnaparuapoxkcudensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemst
yﬂepmnaﬁm OCHOBHOTI'Q IHKa Ha XpoMarorpaMme
HUCNIBITYEMOI'O paCTBOpPAa AOJIKHO COOTBETCTBOBATH
BPEMECHH YACPXKHBAHHUA OCHOBHOI'O ITHKA Ha
XpOMaTOrpaMMe CTaHAapPTHOrO pacTBOpa
MeTHInaparaapokcuder3oara (pasmen
«MerunmnaparuapokcuOeH30ar).

3 Average weight / Cpennsia
Macca

187.75mg / 187,75mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MNMpoaykr coomeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3akmouenue: OO0OBPEHO

Checked by QC In-Charge?

Approved by QA In-Charge /

[JlokymeHT nposepeH OKK: “‘l 3 ok Ll LlokymeHT opobpeH OOK: ‘%&‘}\L
E:;Z'f 21 02.2022— g:i:! 2-N0 2s D2,
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Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHO®UKAT AHAJIM3A

Page2 of 4/ Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoxykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepast Ne: 482020 _ Batch Quantity / Oobem cepum: 5846 packs / ymakosox
AR No / Asvamarimaecknii oraer Ne :  ARF/056/2022 | Date of Analysis / lata anamsa: 21.02.2022
Date of Mfe / Jlara mpomssoacrea: 01/2022 Date of Expiry / 'ogen no: 12/2024

Analysis performed according ND / Anamus nposenén mo H{: ITN013745/01-091017, M3m. Ne 1 o1 17.04.2020

No Test / Iloka3arens Result / PesyabTars Specification / Hopma

4 | Uniformity of weight / Complies / CooTeercTByeT 18/20 tablets NMT £ 7.5 % / 18/20 ne Gonee +7,5
OnHopoHOCTE MO Macce %

2/20 tablets NMT £15% / 2/20 ne Sonee = 15%

5 | Loss on drying / TToreps B 2.0% NMT 6.0 % / He Gonee 6,0 %

Macce [IPH BBICYITHBAHUH

6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennozunor yepes 120 mun

7 | Uniformity of Dosage units / AV =41 The acceptability index forn =10 AV <L1.
OnHOPOHOCTE O3HPOBAHUA 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 satlsfy the
inequality:
[M-xi| < 0,01 x L2 x M.
L1=15,0;L2=25.0,
TTokazarens npuemnemocts ansa n=10 AV <L1.
B ciyuae, ecniu 3navenne AV npessimaer L1,
NPOBOJAT MCIBbITAHKE Ha cnenyroinux 20 obpasnax.
s n=30 AV <L1. Bce 3Hauenus Xi JODKHbBI
VIOBJIETBOPSTEL HEPABEHCTBY:
M-xi| <0,01 x L2 x M.
L1=15,0;L2=250.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KonnuecreeHHoe omnpeneneHue 13.85 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cuexrpothoromerpus) Ot 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)

13,85 Mr/Tab CEHHO3M/IOB B MEpecueTe Ha CeHHo3u B B onHoit
Tabnerke.

Remarks : The Product conforms to ND/
MpumeyaHue: [NpogykT cooTBeTCTBYET TpeboBanuam HJ]

Conclusion : APPROVED /
3aknwoyenue: OOJOBPEHO

Checked by QC In-Charge / @n
e

Approved by QA In-Charge /
[JokymeHT opobpeH OOK:

[okymeHT npoeepeH OKK:
Ciad £ 02.202.9

21
Hara:

Date /
Lara:

N ow

O« 0L
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Cipla

CERTIFICATE OF ANALYSIS
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CEPTUD®UKAT AHAJIU3A

Page 3 of 4/ Crp.3 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482020

Batch Quantity / O6bem cepum:

5846 packs / ynakoBox

AR No / Amamarrgecknii oraer Ne : ARF/056/2022|Date of Analysis / /lara anammza: 21.02.2022

01/2022

Date of Mfg / lara npou3Boacrea:

Date of Expiry / T'omen mo:

12/2024

Analysis performed according ND / Anaymz nposenén mo H/I; TIN013745/01-091017, Ysm. Ne 1 ot 17.04.2020

No Test / llokazaTenn Result / Pesynbrars Specification / Hopma
9 | Content of Methyl 0.050 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepoxanue
METHJINaparuApokcHOeH30aTa 0.050 mr/tab
(BOXX)

10 | MICROBIAL LIMIT TEST/ MukpobHonornyeckas 4McToTa

10a) | Total Aerobic microbial count /
Obmree uucno a3pobHbIX <10 Not more than 10* cfu/ g / He Gonee 10* /r

.. | MHKPOOPraHu3MOB )

10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Goxree 10 /r
count / Obwmee uucno <10 ‘
IUIECHEBBIX M POXKIKEBBIX
rpubos

10 ) | Bile tolerant gram-negative Absent /OtcyTeTBYIOT Not more than 10% / g / He Gonee 10 /r
bacteria/ Ycroiiuuseie k
HENCTBUIO KeTyH
rpaMOTpHIATENbHBIE OaKTepHH

| 10d) | Staphylococeus auteus Absent /OTCyTCTBYIOT | Absent in 1 g/ OtcyreTBue B 1 r
10¢) | Escherichia coli Absent /OrcyTcTByioT Absentin 1 g/ OtcyrcTeue B 1 ¢
109) | Salmonella Absent / OtcyTcTBYIOT Absentin 10 g / OtcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanwme: MNMpogykT cooTeeTcTayet TpeboBaHmam HJ

Conclusion : APPROVED /
3aknovenue: O0OBEPEHO

Checked by QC In-Charge /

HokymeHT nposepeH OKK: 6) Qene

—

Approved by QA In-Charge /
HokymeHT onobpeH OOK: \ =

\

Date/ 5 4,402 022
Harta:

Date /

Rars: p IR OE e TR, ¥ T Ry I
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Cipla

CERTIFICATE OF ANALYSIS
N CEPTHOHUKAT AHAJIM3A

Page4 of 4/ Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

MNpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusnt Ne : 482020

Batch Quantity / O0bem cepum:

5846 packs / ynakosox

AR No / Ananurageckunii orger Ne : ARF/056/2022 | Date of Analysis / lata amammsza:  21.02.2022

01/2022

Date of Mfg / [lata nponssoacTsa:

Date of Expiry / T'onen mo:

12/2024

Analysis performed according ND / Anasms nposeaén no HJI: [T N013745/01-091017, H3m. Ne 1 ot 17.04.2020

Ne Test / HHoka3aTens

Result / PesyabTaThi

Specification / Hopma

11 | Package / Ymaxosxa
in a blister made of

bmicTep W3 MIEHKH

(monmMaTHIEHOBOH/

10 IPUMEHEHHIO,

Package / Ynakoska - 20 tablets

PVC/PE/PVDC filmand -
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 TaGnerok B

NOMUBHHUIXIOPHIHON

NOJUBUHHIIEHXIOPHIHON) H
aMOMHHMEBOH donbry, mo 25
OaMCTEPOB B KAPTOHHYK) MMA4YKy
C BJIOKEHHEM 25 MHCTPYKLIUA

Package / YnaxoBka - 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
TabneTok B OyHCTEp U3 MJIEHKH TPEXCIOHHOM
(IBX/IT3/TIBX) u anmromunueroi ¢osru, o 2
unu 3 6rrcTepa BMeCTe C HHCTPYKIHEH 1o
[IPUMEHEHHUIO B KApTOHHY nauky. [To 20 tabnerox
B BnucTep W3 IUIeHKH NOTHBHHIIXIOPH IHOH =
(monusTHNEHOBO / MONTHBHHHIIEHXIOPHIHOM) H
aymoMuHueBoH Gonery, no 25 61ucTepos B
KapTOHHYIO Ia4YKy C BAOXKEHHEM 25 HHCTPYKUHii no
TPHMEeHeHHIO.

12 | Labeling / Mapkuposka According to ND /

B coorsercreuu ¢ HJ|

13 Storage conditions / Ycnosus

XpAHEHHA Boie 25 °C,

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

14 Shelf life / Cpok rogaocTH

3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTeyeT TpeboBaHuam HI

Conclusion : APPROVED/
3aknwyeHue: OQOBPEHO

Checked by QC In-Charge

Approved by QA In-Charge /

JoxymeHT nposepeH OKK: [3 6)orug IlokymeHT anoBpeH OOK: %‘—f_
Date / 2 Date / =
[lata: 21-02.2022 flaTe: 910 2 2022
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