Cipla

CERTIFICATE OF ANALYSIS

-

CEPTUOHKAT AHAJIM3A
Page 1 of4/Crp. 1 m34

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 481189

Batch Quantity / O6bem cepun: 5844 packs / ynakoBok

AR No / Anamurigecknii orger Ne : ARF/248/2021|Date of Analysis / Jlara anammsza: 05.10.2021

Date of Mfg / J/lata nponssoacrea:  09/2021 Date of Expiry / 'onen no: 08/2024

Analysis performed according ND / Anams nposengn mo HJL: TIN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / HokazaTens

Result / PesyabTaThi Specification / Hopma

1 Description / Onucanue Complies / CooTeeTrcTByeT 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 Kpyrible TabIeTKH CO
CKOILUEHHBLIMH KPaAMH OT KOPHYHEBOIO 10 TEMHO-
KOPWYHEROro IBera ¢ BrparieHusvu. Ha onuoi
cropose Tabnetku BbigasieHo ciioBo «CIPLA», Ha
APYTOii - IMHUS Pa3noMa.

2 | Identification / ITommMHHOCTB

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
AXHHOHOBAIE [HKO3IIbL CootBercrayer S};(e[’)raIHHBHHHe aMMMAuHOTO PacTBOpPa B KPAaCHBIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByer- chromatogram of the sample solution should
Meruinaparuapokcubenzoar : corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsi
YAEPKUBAHHUS OCHOBHOT'O [THKA HA XPOMATOrpPaMMe
HCMBITYEMOIO pacTBOpa AOJDKHO COOTBETCTBOBATH
BPEMEHH YIEPKHBAHHUA OCHOBHOTO MUKA HA
XpOMarorpaMMe CTaHIapTHOIO pacTBopa
MeTunnaparuapokcibensoara (pasmen
«MetunnaparunpokcubeHs3oar).

3 | Average weight / Cpenuss 191.04 mg / 191,04 mr 189.99 mg +7.5% / 189,99 mr £7,5%
macca
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

NMpumeuanue: MNpoaykr cooreetcTByeT Tpebosanmam HA | 3aknouenune: OQOBEPEHO

hN

Checked by QC In-Charge / (’@ Do e Approved by QA In-Charge / %

[okymeHT nposepeH OKK:

Data:

i [okymeHT ofo0bper OOK:
Dl 05 w20
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CERTIFICATE OF ANALYSIS
x CEPTHOUKAT AHAJTU3A

Page2 of 4/ Ctp. 2 3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 481189

Batch Quanrtity / O6sem cepun:

5844 packs / ymakopox

AR No / Asanuraaecknii orger Ne : ARF/248/2021|Date of Analysis / lara amamuza: 05.10.2021

Date of Mfe / ara npomssoncra:  09/2021

Date of Expiry / 'ozen go:

08/2024

Analysis performed according ND / Anami3 nposenén mo HJI: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No Test / IlokazaTennb Result / PesyabTaTsl Specification / Hopma

4 | Uniformity of weight / Complies / CooTBetcTByeT 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5
OnHOPOMHOCTE O Macce %

2/20 tablets NMT £15% / 2/20 ne Gonee + 15%

5 | Loss on drying / Tloreps B~ 2.5% NMT 6.0 % / He 6onee 6,0 %

Macce TIPH BBICYIIMBAHHH

6 | Dissolution / 78-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue He menee 70 % (Q) cenno3nnos uepes 120 mun

7 | Uniformity of Dosage units / AV=50 The acceptability index forn=10 AV <LI1.
OnHOpOAHOCTE O3UPOBAHUS 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.

IToxasarens npuemiemoctu s n=10 AV <L1.

B cnyuyae, ecnu 3nauenne AV npessimaer L1,
NPOBOMAT MCHBITAHHE HA crnenyromux 20 obpasuax.
M n=30 AV <L1. Bce 3Ha4ueHuUs X1 AOJDKHBI
YIOBJIETBOPATh 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
Konmuectsennoe onpenenexue 14.07 mg/tab / sennosides calculated as sennoside B in one tablet. /
(Criexrpodoromerpris) Ot 12,15 mo 15,53 mr (ot 90,0 mo 115,0 %)

14.07 mr/rab CEHHO3MIOB B Nepecyere Ha CeHHO3ua B B onHO#N
’ Tabnerke.
Remarks : The Product conforms to ND/ Conclusion ; APPROVED /

Mpumeyanue: MNMpoaykT cooreeTcTByeT TpebosaHuam HJ

3aknwuyenune: OQOBEPEHO

Checked by QC In-Charge I*
\B ¢l v

Approved by QA In-Charge /
NokymeHT ogobpeH OOK: %/t‘{

HoxkymeHT npoeepen OKK:
lo.2021

Date / oL,

[ara:

Date /

fata: QS-len-da
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CERTIFICATE OF ANALYSIS
N CEPTHUOHKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

Ipoxyxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepus No: 481189

Batch Quantity / O6bem cepumn:

5844 packs / ymakosok

AR No / Aganuruaecknii orger No :

ARF/248/2021|Date of Analysis / lara amammsa: 05.10.2021

Date of Mfg / Jlara npoussoncrea:  09/2021

Date of Expiry / I'ogen o:

08/2024

Analysis performed according ND / Anamus nposenén mo H/I: I1 N013745/01-091017, Mzm. Ne 1 ot 17.04.2020

Ne Test / IlokazaTennb Result / PesyabTarsl Specification / Hopma
G | Content of Methyl 0.048 mg/tab / 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
ConepxaHue
MeTHInaparuapoxcudensoara 0.048 mr/Ta6
(BRXKX) :

10 | MICROBIAL LIMIT TEST/ Mukpobuonoruueckas YMCTOTa

10a) | Total Aerobic microbial count /
Obmmee 41CnO a9POOHEIX 10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPTaHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10° /v
count / Obmee 4ucio <10
ILIECHEBBIX U IPOXOKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OTcyTcTBYIOT Not more than 10* / g / He Gostee 10” /r
bacteria/ Ycroii4uBbIe K
JeHCTBHIO KEITYH
rpaMOTPHIIATENbHbIE DaKTEPHH

10d) | Staphylococcus aureus s+ Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrcTBHE B 1 T

10€) | Escherichia coli Absent /OTCyTCTBYIOT Absentin 1 g/ OtcytctBHe B 1 T

101) | Salmonella Absent / OTcyTcTBYyIOT Absent in 10 g /OtcyrcTBue B 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTBeTcTBYET TpebosaHuam HJ

Conclusion : APPROVED /
3aknwoueHune: OOOBPEHO

Checked by QC In-Charge ™
DokymeHT nposepeH OKK: \lg ) an e

Approved by QA In-Charge /
HokymeHT ogobper OOK:

Fe

Date /

Flerg: 2099

os5.10

Date /

flars: os-l0-202)
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHOUKAT AHAJIA3A

Pagsed4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 481189

Batch Quantity / O6bem cepumu:

5844 packs / ynaxkosok

AR No / Avasmraaecknii oraer Ne : ARF/248/2021|Date of Analysis / laTa anamuza: 05.10.2021

Date of Mfeg / lata npomssoacrea:  09/2021

Date of Expiry / I'onen no:

08/2024

Analysis performed according ND / Anamms nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Ilokazarens

Result / PesyabTarsi

Specification / Hopma

11 | Package / Ynakosxa
in a blister made of

bnucTep U3 IEHKH

(nonuaTHIEHOBO/

0 [IPUMEHEHHIO,

Package / Vnakoska - 20 tablets

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

NOJUBHHUIXJIOPHAHOMH

HOJUBUHUJIIEHXJIOPHIHOM) 1
anmoMuHueBoi Goabru, no 25
OnHUCTEPOB B KAPTOHHYIO MAYKY
C BIIOJKEHHEM 25 HHCTPYKLUHMit

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
TabneTok B OnMCTep M3 NUIGHKH TPEXCOHHOM
(INIBX/TIDMIBAX) u amomunmesoii gponsru, Io 2
win 3 G1McTepa BMeCTe ¢ HHCTPYKLIHEH 1Mo
MPUMEHEHHIO B KapTOHHYI0 nayky. [To 20 Tabnerox
B OiticTep M3 TJIEHKH MOJHBHHHIXJIOPHIHOM
(nonuaTHNEHOBOI / MOJHBHHHIIIEHXIOPUIHON) H
anmoMuHHeBo#t Gonbri, no 25 GmucTepos B
KapTOHHYIO MaYKy C BJIOKEHHEM 25 HHCTPYKIHIH no
NMPpHMEHEHHIO. ~

12 | Labeling / Mapkuposka According to ND /

B cooreerctBuun ¢ HJJ

13 Storage conditions / Ycnoeus

XpaHeHHs Beie 25 °C.

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

14 Shelf life / Cpox rogsoctu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanwue: MNpoaykT cooteeTcTByeT TpeboBaHmam HO

Conclusion : APPROVED /
3aknrouenue: OQOBEPEHO

Checked by QC In-Charge ’@ B
\ N

DokymeHT nposeper OKK:

Approved by QA In-Charge /
HokymenTt ogobper OOK:

B

Date /

0810 O]
[ara:

Date /

Nara: 05-\0-20%
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