Cipla

CERTIFICATE OF ANALYSIS
s CEPTUOUKAT AHAJIU3A

Pagel of4/Crp.1n34

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481183

Batch Quantity / OGbem cepun:

5849 packs / ynakosox

AR No / Anamuruaecknii oraer Ne : ARF/238/2021|Date of Analysis / JlaTa anaqnza: 25.09.2021

Date of Mfe / lata npoussoacrea:  09/2021

Date of Expiry / I'omen mo:

08/2024

Analysis performed according ND / Anami3 nposenés no H/I: 1 N013745/01-091017, Usm. Ne 1 ot 17.04.2020

Ne Test / Iloxaszarens

Result / PesyabTaThbi

Speciiication / Hopma

1 | Description / Onucanune

Complies / CooTeercTByeT

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 TabneTKH €O
CKOLIECHHBLIMH KPasgMH OT KOPUIHEBOIO 10 TEMHO-
KOPHYHEBOro LBeTa ¢ BkparuieHusimu, Ha onaHo#
cropoHe Tabnerku BelfasneHo cioso «CIPLA», Ha
Ipyroii - MTMHHUA pasnomMa.

2 | Identification / ITognuHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Coorsercrayer OxpamnsaHye aMMHa4YHOI'O PAaCTBOPa B KPACHBIHA
AHTPaxMHOHOBBIE MTHKO3HIBI i
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTsercTByeT | chromatogram of the sample solution should
Merunnaparuapokcubessoar corresponds to the retention time of the principle
(BIXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKMBAHUA OCHOBHOTO ITHKA Ha XPOMATOIPAMME
HCMBITYEMOTO PAaCcTBOPA JIOJDKHO COOTBETCTBOBATE
BPEMEHHM YAEP)KHBAHKA OCHOBHOTO MHKA Ha
XPOMATOTPaMMe CTAHAAPTHOTO PacTBOpa
Mmerunnaparuapokcubensoara (pasmen
«MeTunnaparuapokcubeH3oar).

3 | Average weight / Cpenuas
Macca

188.46 mg / 188,46 mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: NpoayKT cooTBeTCTBYET TpeboBaHusam HJ

Conclusion.: APPROVED /
3aknoueHue: OOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: @_“ me.

Approved by QA In-Charge /
HokymeHT ogobper OOK:

B

Date /
[ata:

9 8-09:2021

Date /
Nara:

2009 202\

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTUDHKAT AHAJIN3A

Page 2 of 4/ Crp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAXE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481183

Batch Quantity / O6bem cepun:

5849 packs / ynakoBok

AR No / Anasmriaecknii oraer Ne : ARF/238/2021|Date of Analysis / [lata ananmza: 25.09.2021

Date of Mfg / Jlata npomssoacrea:  09/2021

Date of Expiry / 'onen go:

08/2024

Analysis performed according ND / Amams nposenén mo HJT: TTN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / lokazarenn

Result / PesynbTars!

Specification / Hopma

4 | Uniformity of weight /
OnHOpPOAHOCTE MO Macce

Complies / CooTBercTryeT

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

OnHOpOAHOCTD HO3HPOBaHHS

5 | Loss on drying / IToreps B 2.3% NMT 6.0 % / He Gonee 6,0 %
MAacce NpH BHICYITHBAHHN
6 | Dissolution / 80-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennoznnos yepes 120 MuH
7 | Uniformity of Dosage units / AV=50 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:

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

L1=15.0;L2=25.0.

IToxaszatens npuemnemocty st n=10 AV <L1.

B cnyvae, ecnu 3Hagenne AV npeesiiaer L1,
TIPOBOMAT MCHBITaHKUE Ha cnenyrounx 20 obpasuax.
Jna n=30 AV <L1. Bece 3HaueHus Xi JOJKHBI
YJIOBJIETBOPSTL HEPABEHCTRY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE oOmpefeneHue

(CnexrpodotomeTpust)

13.96 mg/tab /

13,96 mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3UJIOB B MepecueTe Ha CeHHOo3u B B ofHOM
Tabnerke.

Remarks : The Product conforms to ND/
Mpumevanue: Npogykr COOTBETCTByeT TpebosaHmam HI

Conclusion : APPROVED /
3aknwoueHue: OJOBPEHO

Checked by QC In- Chargel
[NoxkymeHT nposepeH OKK: ) % cin€

Approved by QA In-Charge /
[HokymeHT ogobpeH OOK:

I

Date /

.09 L0 2
Nara: 3 !

Date /

et 2129202
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTUOUKAT AHAJIM3A
Page3 of4/Crp.3 n3 4
Product: SENADE TABLETS 13,5 mg Iponyxr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi No: 481183 Batch Quantity / O6nem cepun: 5849 packs / ynakoBok
AR No / Anajmariaeckuii oraer Ne : ARF/238/2021 | Date of Analysis / lata ananusza: 25.09.2021
Date of Mfg / Jlata npomssoacrea:  09/2021 Date of Expiry / I'onen mo: 08/2024

Analysis performed according ND / Anamus nposenén mo H/T{: [1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HoxkazaTenab Result / Pesyabtars Specification / Hopma
9 | Content of Methyl 0.045 mg/tab / 0.028 - 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Ta6.
parahydroxybenzoate(HPLC)/
Conepxanue
‘MeTunnaparuapokcubensoara 0.045 st
(BIKX) :

10 | MICROBIAL LIMIT TEST/ Mukpofuonoruyeckas 944cToTa

10a) | Total Aerobic microbial count /
Obmree gucno a3podHBIX <10 Not more than 10* cfi/ g / He 6onee 10* /r

MHKPOOPraHU3MOB

10b) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 10% /r
count / O6mee uncIo <10
TIECHEBBIX W APOJOKEBBIX
rpHboB

10¢) | Bile tolerant gram-negative Absent /OrcyTcTByIOT Not more than 10° / g / He Gonee 10 /r
bacteria/ Ycrofiuussie k
NeHCTBHIO JKEITYH
rpaMOTPHIATENbHbIE OaKTepHH

104) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin 1 g/ OrcyrcrBue B 1 1
10 ¢) | Escherichia coli Absent /OtcyrcTByrorT Absentin 1 g/ OtcyrcteHe B 1 T
1019) | Salmonella : Absent / OtcyrcrByior Absentin 10 g / Otcyrcrsue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
MpumMeyanue: NpoaykT cooTseTcTayeT TpeboaHnam HI | 3akniwoyenue: OQOBEPEHO
Checked by QC In-Charge / Approved by QA In-Charge / =
NokymeHT nposepeH OKK: IXane NokymeHT onoBper OOK: %
Date / . Date /

25. 092021 s O B O 2
Oara: [arta: =1 1
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Paged4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne :

481183

Batch Quantity / O0bem cepun:

5849 packs / ynakoBok

AR No / AsanuTndecknii orger No :

ARF/238/2021|Date of Analysis / /lata ananuza: 25.09.2021

Date of Mfg / JlaTa sipoH3BoACTBA:

09/2021

Date of Expiry / I'onen 5o:

08/2024

Analysis performed according ND / Amams nposengn no HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne

Test / Hoxa3zaTennb

Result / PesyabTaThi

Specification / Hopma

11

Package / Ynakoexa

Package / Ynakosxa - 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 Tabnetox B
OnHCTEp M3 TJIEHKH
MOJIMBUHUTXIOPHTHOH
(nmomu3THNEHOBOH/
MOJUBHHUIIIEHXJIO PUIIHOH) 1
AMOMHHHEBOH QoNbry, mo 25
DiHCTEPOB B KAPTOHHYIO NMAYKy
C BJIOJKEHMEM 25 HHCTPYKLHMH
10 NMPUMEHEHHIO.

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 OMCTEp M3 MIEHKH TPEXCIOHHOM
(IIBX/TIS/MIBAX) u amomunueBoit ponsru. IMo 2
wmn 3 OnucTepa BMECTe ¢ MHCTPYKITHE mo
MIPUMEHEHHIO B KapTOHHYIO0 madky. [To 20 tabnerok
B GJIIICTED U3 IUIEHKH MOJHBHHHIXJIOPHIHOMH
(monuaTHIEHOBO / NOMMBHHUIIIEHXIOPUIHOM) 1
aMOMHHHEBOIT Qonbry, no 25 GiucTepos B
KapTOHHYIO MayKy ¢ BIOKeHHeM 25 UHCTPYKUMIH no
NPUMEHEHHIO.

12 | Labeling / Mapxuposxka According to ND /
B coorsercruu ¢ HJ
13 Storage conditions / Ycnopus In a dry place, at temperature below 25 °C. / B cyxom MecTe pu TeMnepaType He
XpaHeHHs Bbiwre 25 °C.
14 Shelf life / Cpox rognocTi 3 years / 3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanwne: MpoaykT cooTBeTcTBYET TpeboBaHuam HI

3aknroueHue: OQOBEPEHO

Checked by QC In-Charge /C | )\
[okymeHT npoeepex OKK: S “laivie

Approved by QA In-Charge /
LokymeHT ogoBpeH OOK:

Date/ 5 5, 09.2 021
Harta:

Date /

[ara: Lo iha i
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