Cipla

CERTIFICATE OF ANALYSIS
p CEPTHOUKAT AHAJIM3A
R Page 1 of4/Crp.1n34
Product: SENADE TABLETS 13,5 mg Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi Ne: 481123 Batch Quantity / Oobem cepun: 5849 packs / ynakosok
AR No / Apammruaecknii oraer Ne: ARF/153/2021 | Date of Analysis / [lara anammsa: 07.07.2021
Date of Mfe / Jlata npomssoacrBa:  06/2021 Date of Expiry / I'omen mo: 05/2024

Analysis performed according ND / Anamms nposeaén mo HJ/L: T1N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazareanb Result / PesyabTaTe: Specification / Hopma

1 | Description / Onucanne 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. / ITnockue kpyribie TabneTku co
CKOLIEHHBIMH KPassMH OT KOPHYHEBOIO 10 TEMHO-
KOPHYHEBOro LBeTa ¢ BkparuieHnamu. Ha oxgHoi
cropone Tabnerku Beinasieno cioso «CIPLA», va
IpYro# - TMHUS pa3noma.

2 Identification / IToamuHHOCTD

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
e CootsercTByeT g:é)ramuaaﬂue AMMMAYHOIQ PACTBOPA B KPACHBIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootBeTcTByeT chromatogram of the sample solution should
Merunnaparuapokcudensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEpKHUBAHHA OCHOBHOTOQ [THKA HA XPOMATOrpaMme
HCITBITYEMOTO PacTBOPa JOJDKHO COOTBETCTBOBATD
BpEMEHH YACPIKHBAHUA OCHOBHONO NHKA Ha
XpOMaTOrpaMMe CTaHAapTHOTO pacTBOpa
Mmeruinaparuapoxkcubdensoara (paszuen
«Metunmnaparuapokcudensoar).

3 | Average weight / Cpennss 188.07 mg / 188,07 mr 189.99 mg +7.5% / 189,99 mr £7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanume: MpoaykT cooteeTcTayeT Tpebosanmam HI | 3akmoyeHune: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /« %
HokymenT nposepen OKK: % [okymenTt ogobpen OOK: :
Date / - e Date /
01202 0107 202\
[ara: 0F-03-202| Hata: d
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CERTIFICATE OF ANALYSIS
= CEPTUOUKAT AHAJIN3A

Page2 of 4/ Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoxyxt: CEHAIE®, TABJIETKH 13,5 mr

Batch No /Cepust Ne: 481123

Batch Quantity / O6bem cepun:

5849 packs / ynaxosox

AR No / Apasmriaeckuii oraer Ne : ARF/153/2021|Date of Analysis / Jlara ananmsza: 07.07.2021

06/2021

Date of Mfe / [lata mpousBonacrea:

Date of Expiry / I'onen no:

05/2024

Analysis performed according ND / Anasms nposenén mo HJI: ITN013745/01-091017, Usm. Ne 1 ot 17.04.2020

No Test / HlokazaTens Result / PesynbTaTsi Specification / Hopma

4 | Uniformity of weight / Complies / CooteeTcTBYeT 18/20 tablets NMT + 7.5 % / 18/20 ne 6onee +7,5
OnHOpoOHOCTE MO Macce %

2/20 tablets NMT +15% / 2/20 ue Gonee + 15%

5 | Loss on drying / IToTeps B 23 %" NMT 6.0 % / He 6onee 6,0 %

" | Macce npH BHICYIIHBAHUA

6 | Dissolution / 82-91% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cenno3nnos uepes 120 mun

7 | Uniformity of Dosage units / AV=352 The acceptability index forn=10 AV <L1.
OanopomHOCTL O3UPOBAHHS 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 =250,
IMokazarens npuemaemocts s n=10 AV <L1.
B cnyuae, ecnu 3Hauenne AV npessimraer L1,
MPOBOJAT HCHBITAHME Ha cieayrommx 20 obpa3suax.
Hnsa n=30 AV < L1. Bce 3Ha4eHUs Xi JOIDKHBI
YIOBJIETBOPATE HEPABEHCTRY:
[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
Konuuectsennoe omnpenenesue 13.97 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Cnexrpodotomerpus) Ot 12,15 no 15,53 mr (ot 90,0 o 115,0 %)

13,97 mr/ra6 CEHHO3HMJIOB B NepecteTe Ha CeHHO3H B B onHOi
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeyanue: MNpoaykT cooTeeTcTByeT TpebosaHamM HJ]

Conclusion : APPROVED /
3aknwouenue: O0OBPEHO

Checked by QC In-Charge / I ;

Approved by QA In-Charge /

IS

HokymeHT npoeeper OKK: HokymeHT ogobpen OOK:
Date / T T . Date / . \
lara: o e-202] Nara: e B
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

h

Page3 of 4/ Crp. 3 m3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnsa Ne: 481123

Batch Quantity / O6bem cepum:

5849 packs / ymakoBok

AR No / Ananuragecknii orger Ne :  ARF/153/2021|Date of Analysis / laTa anamza:  07.07.2021

Date of Mfe / Jlata npomsBoacra:  06/2021

Date of Expiry / I'onen go:

05/2024

Analysis performed according ND / Anamms nposenén mo HJI: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

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

parahydroxybenzoate(HPLC)/
Copnepxanue
MeTunnaparuapokcubensoara 0.047 mr/Ta6
(BOXKX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruieckas yucTora

10a) | Total Aerobic microbial count /
O61ee uucio a3pobHBIX 20 Not more than 10* cfi/ g / He Gonee 10° /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He 6onee 10° /r
count / Obuee yucio <10
IUIECHEBbIX U JAPOMOKEBBIX
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10” / g / He Gonee 107 /r
bacteria/ YcroitduBbIe K
JeHCTBHIO XKeT4H
rpamoTpHLaTelibHble OaKTepPHH

10d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absentin 1 g/ OrcyrcrBue B 1 1T

10e) | Escherichia coli Absent /OTcyTCTBYIOT Absent in 1 g/ OrcyrctBue B 1 1

10f) | Salmonella Absent / OtcyTcTByIOT Absent in 10 g /Orcyrcteue B 10 g

e

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanne: MpoaykT cooteeTcTayeT TpebosanHuam HI | 3aknouenmne: OOOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge /
NokymeHT nposepeH OKK: %_ HokymeHT ogobpeH OOK: W}/
Date / . Date /

-+ 'O'T"* 02- ' s
Tare: 030+ 202] Dara: ©7 07202
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CERTIFICATE OF ANALYSIS
N CEPTUD®HUKAT AHAJIU3A

Page 4 of 4/ Ctp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481123

Batch Quantity / Oobem cepun:

5849 packs / ynakoBok

AR No / Anamaragecknii oraer Ne : ARF/153/2021|Date of Analysis / /lara ananmsa: 07.07.2021

06/2021

Date of Mfg / lara nponssojacrsa:

Date of Expiry / I'onen xo:

05/2024

Analysis performed according ND / Anamus nposeaén mo HJL: TIN013745/01-091017, W3sm. Ne 1 ot 17.04.2020

Ne Test / IlokazaTennb

Result / PesyabTaTsi

Specification / Hopma

11 | Package / Ynakoska
in a blister made of

BamcTep M3 MIEHKH

(nomaTHNEHOBOI/

Mo NPUMEHECHHHD.

Package / Ynakoska - 20 tablets

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

HOHHBHHHHXHOpHﬂHOﬁ

MOMHBHHUIICHXJIOPUIHOI) 1
aMOMUHHEBOI donbry, no 25

6HCTepOB B KAPTOHHYIO MAYKY
C BIOXEHHEM 25 HHCTPYKLHA

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. / Ho 20
Tabnerox B ONHCTEp M3 MUIEHKN TPEXCAOHHOH
(MBXAISMIBJX) n amomunnesoii Gonsra. Ilo 2
i 3 OnucTepa BMecTe C HHCTPYKLHEii no
NpUMEHEHHMIO B KapToHHYH0 nauky. 1o 20 Tabnerok
B OJTHCTEp H3 MUIEHKH NMOJIHBHHWIXIOPHIHOMH
(nONUITHNEHOROIH / NONHBHHUIIEHXIOPHUIHOM) 1
IOMUHHUEBOH (onery, no 25 Gnucrepos B
KapTOHHYIO Ma4Ky C BIOXKEHHEM 25 MHCTPYKLMH 1o
[IPHMEHEHHIO.

12 | Labeling / Mapxupogska According ta ND /

B cootsercTuM ¢ HI]

13 Storage conditions / Ycnosus

XpaHeHus Beiwe 25 °C.

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

14 Shelf life / Cpok rogHocTH 3 years /3 rozma

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooTeeTcTByeT TpebosaHuam HA

Conclusion : APPROVED /
3aknouenune: OOOBPEHO

Checked by QC In-Charge / §| ,

Approved by QA In-Charge /
[HokymeHT ogobpen O0K; %

HokymeHT nposepeH OKK:
0F-0%-202|

Date /
[ara:

Date /
[ara:

o107 202
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