Cipla

CERTIFICATE OF ANALYSIS
8 CEPTHO®HUKAT AHAJIM3A
Page1 of4/Crp.1m3 4
Product: SENADE TABLETS 13,5mg Ipoaykt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 482038 Batch Quantity / O6sem cepum: 5852 packs / ynakosox
AR No / Ananuraaecknii oraer Ne ;. ARF/085/2022|Date of Analysis / lata ananmza: 31.03.2022
Date of Mfg / Iata npoussBoacrea:  03/2022 Date of Expiry / I'onen po: 02/2025

Analysis performed according ND / Ananas nposeaén mo H/L: [T N013745/01-091017, U3m. Ne 1 ot 17.04.2020

Ne Test / Ioxazarens Result / Pesynsrars Specification / Hepma

1 | Description / Onucanue Complies / Cootsercryer 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. / IInockue kpyrnsie TabneTku co
CKOIIEHHBIMH KPasMH OT KOPHYHEBOTO [0 TeMHO-
KOPHYIHEBOTO LBeTa ¢ BKparurennamu. Ha oxnoit
cropone Tabnerky BeigarneHo cinopo «CIPLA», Ha
IpyToii - MUHUA pa3noMa.

2 | Identification / [TommuaHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
S — Cootsercrayer g:é)ramnnanue aMMHA4YHOIO PacTBOpa B KPACHBIH
2b) | Methyl Parahydroxybenzoate _ Complies / Retention time of the principle peak in the
| (HPLCY Cooteercrayer chromatogram of the samgle solution should
Mertunnaparupokcudenzoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPKHUBAHUA OCHOBHOI'O MHKA HA XpoMaTtorpamme
HCTIBITYEMOTO PacTBOPA MIOJPKHO COOTBETCTBOBATH
BPEMEHH YIAEPKUBAHHUA OCHOBHOIO IIHKA Ha
XPOMaTOrpaMMe CTaHAAPTHOrO pacTBopa
MeTunaparuapokcubersoara (pasnen
«MertunnaparunpokcubeHsoar).

3 | Average weight / Cpenass 186.65mg / 186,65Mr 189.99 mg +7.5% / 189,99 mr £7,5%
macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: lNpoaykT cooteTcTByeT TpeboBanuam H | 3akmouyenue: OQOBPEHO

Checked by QC In-Charge / (", - Approved by QA In-Charge /

[okymeHT npoeepeH OKK: '45 bl o [JokymeHT ofobper OOK: %
Date / ; _03,1Q 37 Date / ©

[lata: 31 [ata: 219% 022
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Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOHUKAT AHAJIN3A

Page 2 of 4/ Crp. 2 u3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

|Batch No / Cepnst Ne: 482038

Batch Quantity / OGbem cepun:

5852 packs / ynaxosox

AR No / Aranurngaeckuii oraer No ¢

ARF/085/2022 | Date of Analysis / Jlara amaymza: 31.03.2022

Date of Mfg / lara npoussoacra: 03/2022

Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Anamis nposeaén o H/L: I1 N013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / IlokazaTenn

Resuit / PesynnTaTsl

Specification / Hopma

4 | Uniformity of weight /
OnmHOpOIHOCTE MO Macce

Complies / Cootsercrayer

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

OaHOpoOAHOCTL AO3HPOBAHHA

5 | Loss on drying / IToteps B 2.2% NMT 6.0 % / He Gomnee 6,0 %
| Macce NpH BLICYUIMBAHUK
6 | Dissolution / ' 79 - 89% NLT 70 % (Q) of sennosides in 120 minutes
PacrBopenue He menee 70 % (Q) cenno3unos uepes 120 mun
7 | Uniformity of Dosage units / AV =51 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.

Ioxazarens npuemnemoctn s n=10 AV <L1,

B cnyuae, ecnu 3pavenne AV npesriuraer L1,
[IPOBOJAT HCTIBITAHKE Ha cnenyromux 20 obpasnax.
Tt n=30 AV <L1. Bce 3Ha4eHHs Xi HOJKHEBI
YZIOB/IETBOPSTE HEPABEHCTBY:

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

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

8 |Assay  (Spectrophotometry)
KOHHHeCTBeHHOB OnpeAcneHue

(CnextpodoTomerpus)

13.85 mg/tab /

13,85 mr/rab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Or 12,15 no 15,53 mr (ot 90,0 mo 115,0 %)
CEHHO3U/IOB B Ilepecyere Ha CeHHO3u B B ofHOM
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeuanme: MNpoaykT cooteeTcTByeT TpeGosaHmuaM H/

Conclusion : APPROVED /
3aknovenue: OQOBPEHO

Checked by QC In-Charge
HokymeHT nposepeH OKK: \]2 0) Crue

Approved by QA In-Charge /
HokymeHT ogobpen O0K: %

Date /

Nesan e W J T 1, 315 SN

Date /

Nara: 2\c92-2090. 2
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- Cipla

CERTIFICATE OF ANALYSIS
s CEPTHO®HUKAT AHAJIN3A

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

|Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr _

Batch No / Cepan Ne: 482038

Batch Quantity / O6bem cepun:

5852 packs / ynakosox

AR No / Aranmtnaecknii oTaer Ne : ARF/085/2022|Date of Analysis / lara anammsa: 31.03.2022

Date of Mfe / lara npomssoacrsa:  03/2022

Date of Expiry / I'oaen no:

02/2025

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

Ne Test / Hokazarens

Resuit / PesyabsTaTsi Specification / Hopma
9 | Content of Methyl 0.044 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIaparuapokcnbensoaTa 0.044 mr/ra
(BIXX) ’
10 | MICROBIAL LIMIT TEST/ Mukpotuonoruyeckas 94ucToTa

10a) | Total Aerobic microbial count /
Ob1ee yucno 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 Gonee 10° /v

count / Obmee 4ncno <10
[IECHEBBIX U IPONCKEBBIX
rpubos

10¢) | Bile tolerant gram-negative Absent /OtcyreTByIOT Not more than 10" / g / He Gonee 10” /r
bacteria/ Ycroiiunsie k
JeHCTBHIO XKeIuu
rpamMOTpHLATENbHBIE GaKTepun

10d) | Staphylococcus aureus Absent /OrcyreTByroT Absentin | g/ OtcyrctBue s 1 1

10¢) | Escherichia coli Absent /OTcyTCcTBYIOT Absentin 1 g/ OrcyrcreueB 1 1

100 | Salmonella Absent / OTCyTCTBYIOT Absentin 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
NMpumeuanue: MNpoaykr cooreeTcTayeT TpebosaHusmM HJ

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge
[JokymeHT nposepeH OKK: 3 slas

Approved by QA In-Charge / =
LokymeHT ogobper OOK: w

Date /

e R D

Date /

[ara: =l e

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512 '




- Cipla

CERTIFICATE OF ANALYSIS
. CEPTHUOHUKAT AHAJIH3A

Page40f4/Crp.4 3 4

Product: S]EINADE TABLETS 13,5 mg

Tlpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepnst Ne: 482038

Batch Quantity / OGsem cepumn:

5852 packs / ymaxosox

AR No / Amaymrinaecknii otaer Ne : ARF/085/2022|Date of Analysis / Jlata ananmza: 31.03.2022

03/2022

Date of Mfg / Jlara npounsBoacrsa:

Date of Expiry / I'ogen no:

02/2025

Analysis performed according ND / Apasm3 nposenén mo HJI: ITN013745/01-091017, Ysm. Ne 1 ot 17.04.2020

Ne Test / Iloxa3aTens

Result / PesyabTars!

Specification / Hopma

11 | Package / Ynaxoska
in a blister made of

GaucTep M3 mIeHKH

(ToMMaTUNEHOBOIH/

TI0 IPHMEHEHHIO,

Package / YnakoBka - 20 tablets

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

TOIMBHUHHIIXJIOPUIHOM

MONUBHHUIIIEHXIOPHIHON) U
a;moMHHKEBOI Gonery, no 25
ONMHCTEPOB B KAPTOHHYIO NAUKY
C BJIOJKEHHMEM 25 HHCTPYKLH

Package / YnaxoBka - 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
Taberok B OMCTEp M3 IUIEHKH TPEXCIIOHHOH
(IIBXATID/TIB/TX) u amomunuesoii gonsra. IMo 2
uIH 3 GIMcTepa BMECTe C HHCTPYKLHeH mo
NPHMEHEHHIO B KapTOHHYI0 nauky. 1o 20 tabnerox
B OiHCTEp W3 TINIEHKH NONMBHHIIXJIOPHITHOI
(MONM3ITHNIEHOBOH / MOMMBHHHIINEHXJIOPHAHOH) |
amOMHHHKEBOH (osery, o 25 GnucTepos B
KapTOHHYI TIa4Ky C BJIOJKEHHEM 25 HHCTPYKIHH 1o
NPHMEHEHHIO.

12 | Labeling / Mapkuposxa Accordingto ND/

B coorercrBuu ¢ HJ|

13 Storage conditions / Ycnosus

XpaHeHHs Boime 25 °C.

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

14 Shelf life / Cpok romuocTu 3 years /3 roma

Remarks : The Product conforms to ND/
Mpumeuanme: MpoaykT cooTBeTcTBYET TpeGosaHuam HJ]

Conclusion : APPROVED /
3akntouenune: OQOBPEHO

Checked by QC In-Charge
HokymeHT nposepex OKK: % aLe

Approved by QA In-Charge /

o

HokymeHT onobpex OOK:
Date / Date /
. . -3 ’_7;. { ‘03 ) A
Lara: Sl ren i fara:

FMQCO003-15-06
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