Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1 of4/Crp. 1134

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJE®, TABJIETKH 13,5 mr

Batch No/ Cepua Ne: 484127

Batch Quantity / O6tem cepun:

5846packs / ynakoBok

AR No / Asanurauecknii oruer Ne : ARF/216/2024

Date of Analysis / lata anannsa: 14.11.2024

Date of Mfg / laTta nponipoacTea:  11/2024

Date of Expiry / I'oaen po:

10/2027

Analysis performed according ND / Auaaus nporenén no HJL: IT1 N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-180522, nam. Ne 1 o1 09.07.2024 B

Ne
Test / Tlokaszares

Result / Pe3v.abTaThl | Specification / Hopma

1 | Description / Onucanse

Complies / CooTaeTcTBYET

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, / [Tnockue Kpyrnbie Tabnetku co
CKOLICHHBIMH KPasMH 0T KOPHHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBETA ¢ BKparueHuamu. Ha onnoit
ctopoHe TabneTkH Bulaarieno cioso «CIPLA», Ha
ApYTO# - NUHHE paxoMa.

2 Identification / [loanHkHOCTS

!

2a) | Anthraquinone glycosides / Complies /

AHTPaXHHOHORBEIC MTHKO3HIL!

CooTBeTcTBYET

Ammoniacal solution turmns a reddish colour /
OgpawusaHide aMMHavHONC PacTBOPa B KPAcHbIH
LBET.

[

2b) | Methyl Parzhydroxybenzoate \ Complies /
(HPLC)/ |
Merunnaparuapokcubenzoat

(BIKX)

CootaeTcTayeT

! 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 Methyl
Parahydroxybenzoate standard solution (refer test
«Methy! Parahydroxybenzoate») / Bpems

| YIEPKHBAHNUA OCHOBHOTO KA HA XPOMATOIPaMME
HCNLITYEMOro pacTBopa J0IKHD COOTRETCTROBATE
BPEMEHH YIEDKMRAHNA OCHOBHOIO MHKA HA
XpOMATOTpamMMe CTAHIaPIHOTO PACTBOPa
METHINAparnapokcHGenioara (pazaen ‘
«MeTHInaparuapokcubeH30aT), '

[ 3 [ Average weight / Cpennsn

L Macca

| |
|
|

188.81mg/ 188.81ur

|
i

‘ 189.99 mg +7.5% / 189,99 mr +7.5%
i

Remarks : The Product conforms to ND
Npumevanune: Npogykr COCTBETCTAYET TpebosaHuam H

Conclusion ;: APPROVED /
3awmoyenue: OOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

£
oK : E
DokymeHT nposepen OKK: i HokyMenT oao6per OOK: %
Date / F e o - Date /
Hara: ! Dara: -1 2024

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park. G
la Lid., . . banpatrao Kadam Marg, Lower Parel, Mumbai - 400013 i;
At Simehem Py Ltd.. Plot No. 60-65, Tuem Industrial Estate. Tuem, Pernem Goa 403512 e



Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg Tpoayxr: CEHAJIES, TABJETKH 13,5 mr

Batch No/ Cepnn Ne: 484127 Batch Quantity / O6bem cepun:  5846packs / ynakoBox

AR No / Anaaurnuecknii orver Ne : ARF/216/2024 | Date of Analysis / Jara anaansa: 14.11.2024

Date of Mfg / lata npomwssoncrea:  11/2024 Date of Expiry / I'ogen no: 10/2027

Analysis performed according ND / Anaan: nposeaén mo H: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 NO13745/01-180522, uam. Ne 1 ot 09.07.2024

Test / TokazaTens

Ne Result / PesyibTath Specification / Hopva

OaHOPOAHOCTE NO MACCE

4 | Uniformity of weight / Complies / CooTBETCTBYCT [8/20 tablets NMT L 7.5 % / 18/20 He Gonee + 7.5

%
2/20 tablets NMT £13% / 2/20 ne donee = 15%

GAHOPOAHACTL AOIMPOBAHHSA

5 | Lossondrying/ [Toteps B 2.3% NMT 6.0 % / He 6ox1ee 6.0 %
Macce I'IpH Bb]C}"I_LlHBaHHH
6 | Dissolution / 83-99% NLT 70 % ¢Q) of sennosides in 120 minutes
Pacteoperune He Menee 70 % (Q) ceHHO3HA0B depes 120 MuH
7 | Uniformity of Dosage units / AV =58 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 <11, All values of xi must satisfy the
inequality:

[M-xi| < 0.01 x L2 = M.

L1=150;L2-250.

flokazareas npueMasMocTi 114 n=10 AV <L1.

B cayuae, ecnd 3uagenine AV npessunaet L1,
NPOBOIAT HCITBITAHWE HA C1eviounX 20 obpazuax.,
Jina n=30 AV < [.1. Bce 3HAUEHHA Xi JOMKHBI
VIOBICTBOPATH HEPABEHCTBY:

IM-xi| <0.01 = L2 % M.

L1~ 15.0:L2=250.

8 | Assay (Spectrophotometry)

(CnektpodoTemerpna)

13.94Mr/Tab

Koaudectaennoe onpeaencune 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 a0 15,53 Mr (o1 90,0 10 115,0 %)
CCHHO3K08 B NMEPCCYETE HA CCHRO31A B B 0HO
TabaeTKe,

Remarks : The Product conforms to ND/
Npumevanne: Mpoaykr cooraetcrayer TpeboBaHuam HI

Conclusion : APPROVED /
Jaknyenwe: QQOBPEHO

Checked by QC In-Charge /
4 o = LS

HokymeHT nposepen OKK:

Approved by QA In-Charge / c
AokymenT ogobpen OOK: %/;/:

Date /

[ata; -t 203y

Date /

Oara: Y ty-002Y

FMQC003-15-00

Cipla _Ltd..Cip]a House. Peninsula Business Park, Ganpatrao Kadam Marg. Lower Parel, Mumbai - 400013, India.
At : Simchem Pvi. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem. Pernem Goa -4035]2




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg Ipogyxr: CEHAJE?, TABJIETKH 13,5 mr

Batch No/ Cepnsn No: 484127 Batch Quantity / O6nem ceprn:  5846packs / ynakoBok
AR No / Anaanrauecknii oruer Ne; ARF/216/2024|Date of Analysis / lata ananm3a:  14.11.2024

Date of Mfg / JlaTta npomasoacrea:  11/2024 Date of Expiry / I'ogen ao: 10/2027

Analysis performed according ND / Anaaus nposenén no HI: T N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, uam. Ne 1 o1 09.07.2024

Ne l Result / PezyaaTaTel i Specification / HopMma

Test/ TlokazaTenn
9 | Content of Methyl 0.040mg/tab 0.028 — 0.056 mg/tab. / O7 0,028 10 0,056 Mr/Tad.
parahydroxybenzoate{HPLC)/
Coaepxanne

METHINaparuapokcubeHsoaTa 0.040Mr/Tal
(BIXKX)

10 | MICROBIAL LIMIT TEST! Mukpobnoiorqueckas uicTora

10a) | Total Aerobic microbial count /
OBilee HHCT0 A3POBHBIX 20 Not more than 10° ¢fu/ g / He 6oaee 10* /r

MHKPOOPTaHH3MOB

10b) ; Total combined yeast and mould Not more than 10° cfu/ g He Gonee 107 ir
count / Obwiee gnco 210
MTeCHEBbIX U APOKIKEBLIX i

rpubos

1) | Bile tolerant gram-negative Absent /OTcyTCTRYIOT Not more than 10° / g / He Gonee 10”1
bacteria/ Yerohunseie k
JefCTRUID KeTuu
rpaMoTpUUATE/TLHEIE DaKTEpHH

104} | Staphylococcus aureus Absent /O1cyTeTBYVIOT Absentin 1 g/ Orcyrcteues | r
10¢) | Escherichia coli Absent /O1cyTeTBVIOT } Absentin i g/ OtcyTeteuer 1 r
10
N | Salmonella |' Absent / Oteyrereyror | Absent in 10 g /Otcyrcrave B 10 g
| N
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

MNpumeyanmne: NpoayxT cooreTeT
YeT TpeboaaHuam H :
Checked by QC In-Charga / e g touue: ONOBPEHO

: ) Approved by QA In-
AokymeHT nposepen OKK: s:f/t,—P DokymenT 0),;06DEH (C)Ig}z?e f %}

Date /
. ft-\l.1eo Date /
ara: '“f Qara: WG 2oy

FMQCO003-15-09

Cipla Ltd.,Cipla House, Peninsula Business P
la Ld., \ ark, Ganpatrao Kadam Marg, Lower Parel M i- i
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pgehem Goa -4{;3:5 Iu;]ba] 400013 India.




Cipla

CERTIFICATE OF ANALYSIS
CEPTHUO®HUKAT AHAJTA3A

Page 4 of 4 /Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepns Ne: 484127

Batch Quantity / O6bem cepun:  5846packs / ynaxosok

AR No / Ananutndeckuii oruer Ne : ARF/216/2024

Date of Analysis / {ara anaanza: 14.11.2024

Date of Mfg / laTa npoH3IBOICTBA;

11/2024

Date of Expiry / I'onen go:

10/2027

Analysis performed according ND / Anannz nposeaén no HJ: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I N013745/01-180522, nam. Nu 1 o1 09.07.2024

No

Test / [okazaTtenn

Result / PesvabTathl

Specification / Hopma

11 | Package / ¥Ynakosxa

Package / ¥nakoska - 20 tablets
in a blister made of
PYC/PE/PVDC film and
aluminum foil, 25 blisters with

a carton. / [1o 20 Tabnerox B
DAMCTED H3 MIEHKH

MO THBHHERXAOPHUAHOM
(NOIUITHNEHOBOIH!
NOJAWBHHEUNEEHXAOPHIHOH) H
AMOMHHIEBOH POTBIH, N0 25
fMCTEPOB B KAPTOHHYY NAuKy
€ BJIOMEHHEM 25 NHCTPYKUMI
Mo MPUMEHEHHIC.

25 patient information leaflets in

Package / Yrakoska - 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 GIKCTER U3 TINEHKH TpeXcnoiinoi
(MBX/TIXTIBAX) u amoMutuesoit donsru. I1o 2
W 3 GNHCTEpa BMECTE C MHCTPYKLUMER NO
APHMEHEHNIO B KAPTOHHYE auky. [To 20 Tabnetok
8 BAKCTED W3 ILTEHKH NOTHBHHINXNOPHAHOH
(MMONUITHIEHOBOH / MOIMBUHUALCHXIOPHIHOH) W
ATEOMHHMEBCH (PO1bMY, N0 25 ONHCTEpoB B
KAPTOHHYI0 MaYKy ¢ BIOMKEHHEM 25 WHCTPYKURME Mo
IpHMEHEHHIO.

12 l.abeling / Mapkuposxka

Accerding to ND /

B cooteetcTBHm ¢ HJJ

13 Storage conditions / Y¢ilosus
‘ XpaHeHHR

Boitig 25 °C.

In a dry place. at temperature below 25 °C. / B cyxom MecTe NPH TEMTEPaTYpe He

14 | Shelf life / Cpok roanoetn

| 3 years/ 3 roaa

Remarks : The Product conforms to ND/
| Mpumevanue: Npoaykr COOTBETCTBYET Tpeboranuam HL,

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge /
HokymenT nposepen OKK:

e—

L

Approved by QA In-Charge /
HokymeHnT onoGpen OOK:

F-

Date /

Bara: VAW 0

| Date/
| Jata:

VY402

Cip]zt _Ltcl.,Cipla House, Peninsula Busin
At : Simchem Pvt. Ltd., Plot No, 60-65,

FMQC003-15-00

ess Park, Gan_patrao Kadam Marg, Lower Parei, Mumbaj - 400013, Indja
Tuem [ndustriai Estate, Tuem, Pernem Goa -403312 . .



