Cipla

CERTIFICATE OF ANALYSIS
N CEPTUOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAAE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481152

Batch Quantity / Oobem cepun:

5847 packs / ynakosok

AR No / Asamaragecknii oraer Ne : ARF/195/2021|Date of Analysis / lara ananusa:

14.08.2021

Date of Mfg / lara npoussoacrea:  07/2021

Date of Expiry / I'omen 1o:

06/2024

Analysis performed according ND / Anayms nposeaén o H/I: II N013745/01-091017, Viam. Ne 1 ot 17.04.2020

Ne Test / TTokazaTenan

Result / PesyasTaTtsi

Specification / Hopma

1 | Description / Onucanue

Complies / CooTsercrByer

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. / ITnockue kpyriieie TabneTkn co
CKOIIEHHBIMH KPAsSIMH OT KOPHYHEBOIO IO TEMHO-
KOPHYHEBOTO LBeTa ¢ BKparennsamMu. Ha ognHoi
cTopoHe Tabnerkn BegapiaeHo cinoBo «CIPLAY», Ha
APYTOH - JIHHUS Pa3oMa.

2 | Identification / [TognuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
Cootrsercrayer OxkpamuBaHie aMMHA4YHOTO PAcTBOPA B KPAaCHbIi
AHTPaxXHHOHOBBIE TJIHKO3HIIBI ’ s,
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Cootsercreyer chromatogram of the sample solution should
Merunnaparuapoxcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKMBAHHA OCHOBHOIO ITHKA HA XPOMATOrpaMMe
HCTILITYEMOTO PacTBOPA AOJDKHO COOTBETCTBOBATE
BPEMEHH yAEPKHBAHUA OCHOBHOTO MHKA Ha
XpPOMAaTOrpaMmMe CTAaHIAPTHOTO PACTBOPa
MeTunnaparuapokcudensoara (pasnen
«MerunnaparuipokcudeH30ar).

3 | Average weight / Cpentsisn
macca

188.69 mg / 188,69 mr

189.99 mg £7.5% / 189,99 Mr +£7,5%

Remarks : The Product conforms to ND/
Mpumeyanue: NpoaykT cooteeTcTByeT TpebosaHuam H/

Conclusion : APPROVED /
3aknmoyeHue: OQOEPEHO

Checked by QC In-Charge / -, .j
JokymeHT nposeper OKK:

Approved by QA In-Charge /
HokymeHT ogobpeH O0K: T

Date /

14:08-202]
Jara:

Date /

N < 1 |
Hara: ik

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
" CEPTHUO®HKAT AHAJIM3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJE®, TABJETKH 13,5 mr

Date of Mfe / Jlara npou3BoacTBa:

Batch No / Cepust Ne: 481152 Batch Quantity / Oobem cepun: 5847 packs / ynakosok
AR No / Auamuraaecknii orger Ne : ARF/195/2021|Date of Analysis / Jlara anasmsza:  14.08.2021
07/2021 Date of Expiry / l'ogen no: 06/2024

Analysis performed according ND / Anayms nposenén no HJI: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

OIHOPOIHOCTE AO3UPOBAHMSA

Ne Test / IlokasaTean Result / PezyabTaThi Specification / Hopma
4 | Uniformity of weight / Complies / CoorBercTByer 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee =7,5
OnHOPOMHOCTL MO Macce %
2/20 tablets NMT £15% / 2/20 ne donee + 15%
5 | Loss on drying / IToteps B 1.8 % NMT 6.0 % / He 6onee 6,0 %o
MECCe TIPY BbICYLIMBAHUM
6 | Dissolution / 81-91% NLT 70 % (Q) of sennosides in 120 minutes
PactBOpenue He menee 70 % (Q) cernnoznnos uepes 120 Mun
7 | Uniformity of Dosage units / AV=54 The acceptability index forn =10 AV <LI.

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=230

AV <L1. All values of xi must satisfy the
inequality:

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

L1=150;L2=250.

IToxazatens npuemnemocts s n=10 AV <L1.

B cnyuae, ecnu 3Hauenue AV npessiaer L1,
MPOBOAST UCMBITAHKE HA ceayiomux 20 obpasuax.
Jnst n=30 AV <L1. Bce 3HaueHus Xi JOJIKHBI
YIOBJIETBOPSTE HEPABEHCTRY:

[M-xi| €0,01 x L2 x M.

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

8 | Assay (Spectrophotometry)
KonugecrseHHOE OnpeneyeHue

(CniexrpodoTomerpus)

14.03 mg/tab /

14,03 mr/Tad

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 (o1 90,0 no 115,0 %)
CEHHO3HMOB B MepecueTe Ha CeHHO3uI B B onHO#
TabneTke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooteeTcTByeT TpeboraHnsm HJ

Conclusion : APPROVED /
3aknwouenue: OQOBPEHO

Checked by QC In-Charge / ; | r

Approved by QA In-Charge /
AokymeHT ofgobper OOK:

s

[HokymeHT nposeper OKK:
\4.08. 202

Date /
HaTa:

Date /

Rol-2
Nara: e el

FMQC003-15-06
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CERTIFICATE OF ANALYSIS
N CEPTUO®HUKAT AHAJIM3A

Cipla

Page3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Iponykr: CEHAJIE®, TABJETKH 13,5 mr

Date of Mfe / Jlara mponsBoacTsa:

Batch No / Cepusi Ne: 481152 Batch Quantity / Oonbem cepun: 5847 packs / ynakosox
AR No / Auammraaecknii oraer Ne : ARF/195/2021|Date of Analysis / laTa anammsza:  14.08.2021
07/2021 Date of Expiry / T'ogen jo: 06/2024

Analysis performed according ND / Anasms nposengn mo HJI: [T N013745/01-091017, M3m. Ne 1 or 17.04.2020

Ne Test / HokasaTensb Result / Pe3yabTaThl Specification / Hopma
9 | Content of Methyl 0.047 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Conepxanne
MeTHIIIaparuipokcuden3oara 0.047mr/136
(BXX) ’

10 | MICROBIAL LIMIT TEST/ Mukpobuonorudeckas 4HCTOTA

10a) | Total Aerobic microbial count / :
OO6uiee yucao a3pobHbIX <10 Not more than 10* ¢fi/ g / He Gonee 10* /r
MHKpPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /r
count / Obmee uucno <10
TUIECHEBBIX U APOACKEBbIX
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OrtcyTcTByIOT Not more than 107 / g / He Gonee 10° /r
bacteria/ Ycroiiuubbie K
NEHCTBHIO XKeNuu
rpaMoTpHLaTeNbHbIe OaKTepHH

10d) | Staphylococcus aureus Absent /OTCcyTCTBYIOT Absentin 1 g/ OrcyrctBue B 1 1

10 e} | Escherichia coli Absent /OTtcyTeTBYIOT Absent in 1 g/ OrcyrcrBue B 1 1

109 | Salmonella Absent / OtcyrcTByioT Absentin 10 g /OtcyrcTeue B 10 g

Remarks : The Product conforms to ND/
Mpumeyvanue: MpoaykT cooteeTcTByeT TpebosaHuam HJ

Conclusion : APPROVED /
3akniouenune: OOBPEHO

Checked by QC In-Charge / .. ’

Approved by QA In-Charge /
[okymeHT opobper OOK:

HokymeHT nposeper OKK:
it 08.2021

Date /
Hara:

Date /

e W08 202}

FMQC003-15-06
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTA3A

-

Page 4 of 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 481152 Batch Quantity / O6bem cepun: 5847 packs / ynaxkoBox
AR No / Asamaraaecknii oraer Ne : ARF/195/2021|Date of Analysis / [laTa amanmsza: 14.08.2021
07/2021 Date of Expiry / I'ogen go: 06/2024

Date of Mfg / /lara npou3BoacTBa:

Analysis performed according ND / Anamns nposenén no HJI: TIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / okazarens

Result / PesyabTaTtsl

Specification / Hopma

11 | Package / YnakoBka
in a blister made of

OnrcTep U3 IIEHKH

(nonuaTHIEeHOBOH/

10 [MPHMCEHEHHIO.

Package / Ynakoska - 20 tablets

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

TIONTMBUHHIIXIOPUIHOH

TOJIMBUHUJIIEHXJIOPH/IHOM) 1
aMFOMUHWEBOH (orberu, mo 25
OnuCcTEpOB B KAPTOHHYIO [TAa4Ky
C BIIOMEHHEM 25 MHCTPYKLIMIA

Package / Ynaxoska - 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 OnucTEp U3 MIIEHKH TPEXCIOHHOM
(IIBX/TI2/MTIBJX) u amomunuesoi onsru. ITo 2
uim 3 GamcTepa BMECTE C MHCTPYKIIHEI 110
MPUMEHEHHIO B KapTOHHYI0 nayky. I[To 20 Tabnerox
B GnucTep U3 MIEHKH MONTHBHHUIXJIOPHTHOM
(MOMHATHICHOBO! / IOMHBHHUIAEHXJIOPUAHOMH) H
anrOMHHHEBOH QONBrH, 1o 25 HIUCTepoB B
KAPTOHHYIO [a4ky C BIOKEHHEM 25 HHCTPYKLHH 10
[IPUMEHEHHIO.

12 | Labeling / MapxupoBka According to ND /

B cooreercreum ¢ HIJ

13 Storage conditions / Ycnoeus

XpaHeHHs Beime 25 °C.

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

14 Shelf life / Cpox rogsoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTByeT TPebosaHmam H

Conclusion : APPROVED /
3aknovenune: OQOBPEHO

Checked by QC In-Charge /
NokymeHT nposepeH OKK:

Approved by QA In-Charge / ;
HokymeHT opobpeH OOK: %

Date /

e 14 0%.202]

Date /

\bvo 2.
[ara: e i

FMQC003-15-06
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