Cipla

- CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIN3A
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Product: SENADE TABLETS 13,5 mg

Ilpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepusi Ne: 482134

Batch Quantity / Oonem cepum:

5850packs / ynakoBok

AR No / Ananutuueckuii oruer Ne: ARF/210/2022|Date of Analysis / [laTa ananusza: 26.09.2022

09/2022

Date of Mfg / laTa npou3soacTBa:

Date of Expiry / I'oaen ao:

08/2025

Analysis performed according ND / Ananus nposenén mo HJ: [T N013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Ioxazarenan

Ne Result / PesyasTaTn:

Specification / Hopma

1 | Description / Onucanue

Complies / CootBercTBYeT

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 kpyrisie Tabnetkn co
CKOIIEHHEIMH KPasMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTrO LBeTa C BKparneHusmu. Ha omuoii
cropose Tabnetku Boigasneno cnoso «CIPLA», na
IpYTOH - THHUA Pas3/ioMa.

2 | Identification / [To/umHHOCTE

2a) | Anthraquinone glycosides /

AHTpE.XHHOHOBble TJIHKO3H bl

Complies /
CooTBercTByeT

Ammoniacal solution tums a reddish colour /
OkpamuBaHHe aMMHAYHOrO PACTBOPA B KPACHBIH
IIBET.

2b) | Methyl Parahydroxybenzoate
(HPLC)/
MetunnaparuapokcuOens3oat

(BIXX)

Complies /
CooTeercrByeT

Retention time of the principle peak in the
chromatogram of the sample solution should
corresponds to the retention time of the principle
peak in the chromatogram of the Methy!l
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
VAEPKHBAHHSA OCHOBHOTO MHKA HA XPOMATOrPaMMe
HCIIBEITYEMOr0 PacTBOpPA AOJDKHO COOTBETCTBOBATE
BPEMEHH YAepP)KHBAHHS OCHOBHOIO MMKA HA
XpPOMATOrpaMMe CTaHJaPTHOTO PACTBOpa
meTumaparuapokcutensoara (pasnen
«MeTmmaparunpokcubeHsoar).

3 | Average weight/ Cpennss
Mmacca

188.30mg / 188,30Mr

189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/
Mpumeyanume: MNpoaykT cooTeeTcTBYeT TpebosaHwam HI

Conclusion : APPROVED /
3aknoyenune: OQOBPEHO

Checked by QC In-Charge /(™
JlokymeHT nposepeH OKK: ({% auet

Approved by QA In-Charge /
JokymeHT oaobper OOK:

o

Date /

26 69 .202"
[ara:

Date /

\ % \Or 2021
Data:

FMQC003-15-06
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Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cepusi Ne: 482134

Batch Quantity / O6bem cepum:

5850packs / ynakoBok

AR No / Ananutuueckuii oruer Ne: ARF/210/2022

Date of Analysis / laTa anaquza: 26.09.2022

Date of Mfg / lata npoussoactea:  09/2022

Date of Expiry / I'onen no:

08/2025

Analysis performed according ND / Ananns nposenén no H/T: TI N013745/01-091017, Mam. Ne 1 or 17.04.2020

Ne

Test / IlokazaTenn

Result / PesyasTaTe:

Specification / Hopma

4 | Uniformity of weight /
OnHOPOJHOCTS 110 MAcCce

Complies / CootBerctyer

18/20 tablets NMT + 7.5 % / 18/20 ue tonee + 7,5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

OxHOPOHOCTb TO3HPOBAHMS

5 | Loss on drying / IToteps B 1.9% NMT 6.0 % / He 6osee 6,0 %
Macce MPH BBICYLIHBAHUH
6 | Dissolution / 83- 89% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennosunos yepe3 120 mun
7 | Uniformity of Dosage units / AV=52 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 x1 must satisfy the
inequality:

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

L1=15.0;L2=25.0.

ITokazatens npuemnemoctu ans n=10 AV <L1.

B cnyuae, ecnu 3nauenne AV npespimaer L1,
MPOBOASAT HCMBITAHHE HA chemyomnx 20 obpasuax.
st n=30 AV <L1. Bce 3Ha4eHus X1 JOJOKHBI
YIOBJIETBOPATE HEPABEHCTRY:!

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

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

8 | Assay (Spectrophotometry)
KonnuecrBeHHoe oOmnpeneneHune
(CnextpodoTomeTpus)

13,94mr/Tab

13.94mg/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 o 15,53 mr (o1 90,0 mo 115,0 %)
CEHHO3HIOB B MepecueTe Ha CEHHO3WA B B omHO#
rabnerke.

Remarks : The Product conforms to ND/
Npwumeyvanwue: [pogykT cooTeeTcTByeT TpebosaHuam HO

Conclusion : APPROVED /
3akntoyenne: OQOBPEHO

Checked by QC In-Charge / 3\

[okymeHT nposepeH OKK: \H G) Qs

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

FI=

Date / 28609, Z B9 2=

[arta:

Date /

Jata: \iy pe- oo et
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Product: SENADE TABLETS 13,5 mg

Npoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepusi Ne: 482134

Batch Quantity / OGbem cepun:  5850packs / ynakoBok

AR No / Auanutuueckuii order Ne : ARF/210/2022

Date of Analysis / lata ananmuza: 26.09.2022

Date of Mfg / laTa npouseoactsa:  09/2022

Date of Expiry / T'ogen go: 08/2025

Analysis performed according ND / Ananus nposeaén nmo H: T1 NO13745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Resuit / PesyasTaTnt Specification / Hopma
Test / ITokazarean
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 no 0,056 mr/Tab.

parahydroxybenzoate(HPLC)/
Copnepxanne
MeTHImaparuapokcudensoara 0.045mr/1a6
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpotuonoruueckast 4McTOTa

10a) | Total Aerobic microbial count /
O6mee yncao a3poOHBIX <10 Not more than 10* cfu/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / Obiuee uucno <10
LTECHEBBIX H IPOMOKEBBIX _
rpuboB

10 ¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 10”/ g / He 6onee 10° /r
bacteria/ Ycroiuussie K
JEHCTBHIO YKEITUH
rpamMoTpHLaTensHbIe DaKkTepHu

10d) | Staphylococcus aureus Absent /OrtcyTcTBYIOT Absentin I g/ OtcytctBueB I 1

| 10 ¢) | Escherichia coli Absent /OtcyTcTBYIOT Absentin 1 g/ Orcyrcreue B 1 r
10f) | Salmonella Absent / OtcyTeTBYIOT Absentin 10 g / OrcyrctBueB 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: [NpoayKkT coOTBETCTBYET TpeboBaHMAM

Conclusion : APPROVED /

HO | 3aknouenue: OQOBPEHO

Checked by QC In-Charge I(‘”’\

Approved by QA In-Charge /

Y

[lokymeHT nposepeH OKK: ]’g 0\ e [lokymeHT ogo6peH OOK:
Date/ . : Date / “\o. 2021
s 26692022 Rara: V2 \o

FMQC003-15-06

s
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Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAﬂ,E@, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482134

Batch Quantity / O6bem cepun:

5850packs / ynakoBok

AR No / Ananuruueckuii otuer Ne : ARF/210/2022

Date of Analysis / Jara anaauza: 26.09.2022

Date of Mfg / lara npoussoacrsa:  09/2022

Date of Expiry / I'onen no:

08/2025

Analysis performed according ND / Auanu3 nposeaés no HI: TT N013745/01-091017, Hsm. Ne 1 ot 17.04.2020

Ne Resuli / PesyasTaTs Specification / Hopma
Test / IlokazaTenb
11 | Package/ Ynaxoska Packace / YV - 20 tablet . )
ina: ;llgi:ter ;:;:i‘;.a e Package / Ymakoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PYC/PE/PVDC film and aluminum foil. 2
alininum il 25 Bhistars vty 1O 3 blisters and a patient information leaflet in a
25 patiet mf(;rmation leaflets in | C2rton- 20 tablets in a blister made of PVC
& et T S e ien /PE/PVDC film and aluminum foil, 25 blisters with
2 'm B 25 patient information leaflets in a carton. / ITo 20
HOIﬂ{BHpHHJTXJIOpHﬂHOfI TabeTok B O/IMCTEp U3 IIEHKH TPEXCIOHHOH
PR ¢ (MIBX/TID/MBAX) u amomuunesoii ¢pomnsru. [lo 2
TOMHBHHILIeHXOPEAHOH) B wiH 3 6amcTepa BMECTe C HHCTPYKUHMEH Mo
AmoMUHHeRoi bONETH, M0 25 NPUMEHEeHHIO B KapTOHHYIO nauky. [To 20 Tabnerox
A W Sais P GrmcTep M3 MISHKH MOJIHBHHIIIXJIOPHIHOM
SRR DS S Y e y (nonMATHIIEHOBOH / TONHBHHUIIEHXIOPU/HOHN ) 1
S T S R amoMuHreBod donbry, mo 25 biuctepos B
p ' KapTOHHYIO NadKy C BIOKEHHeM 25 HHCTPYKIHI o
HPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /
B cootBercTBHM ¢ H]I]

13 Storage conditions / Yenous In a dry place, at temperature below 25 °C. / B cyxom mMecTe npu Temneparype He

: XpaHeHHT Bouie 25 °C.

14 Shelf life / Cpok rogsocti 3 years /3 rona =

Remarks : The Product conforms to ND/
Mpumeyarue: MpoaykT cooTeeTcTBYET TpebosaHuam H

Conclusion : APPROVED /
3akntoyenve: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

@

JokymeHT npoeepeH OKK: ™. Ul [okymeHT og06peH OOK:
Date / ‘ - Date / -

2 6.0939:, 2022 2 .\02-02-2-
Jara: [ara: \2\0
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