Cipla

CERTIFICATE OF ANALYSIS

-

CEPTHOHMKAT AHAJTHU3A

-

Page 1 of 4/Crp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 484081

Batch Quantity / OGnev cepun:  5847packs / ynaxoBok

AR No / Ananntiuecknii oruer Ne : ARF/165/2024 | Date of Analysis / Jata anamisa: 12.09.2024

Date of Mfg / Jiata npon3sogersa:  08/2024 Date of Expiry / 'ogen zo: 07/2027

Analysis performed according ND / Ananns nposenén no HJL: II N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, nam. Ne 1 ot 09.07.2024

No

Test / IlokazaTensb

Result / PesyabTaThi Specification / Hopma

1 | Description / Onucanue 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. / [T1ockue kpyrimie TabIeTKU cO
CKOLIEHHBIME KPAasMH OT KOPUYHEBOI'O 10 TEMHO-"
KOPHYHEBOTO 11BeTa ¢ BKpanyieruamu. Ha opxoit
cropoHe TabneTku BriaasneHo cioso «CIPLA», Ha
JPYroit - IMHUS pasnoMa.

2 Identification / [Tom THHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OxpaliMBanie aMMMaqHOTO PAcTBOpa B KPAacHBIH
AHTpaXHHOHOBBIE ITTHKO3WILI PO
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooreercrByeT chromatogram of the sample solution should
MeTunrnaparu1pokcudeH30aT corresponds to the retention time of the principle
(BDXKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YACPAHBAHNUA OCHOBHOTO ITHKa Ha XpoMarorpaMmme
HCIBITYEMOT0 PacTBOpa JOJLKHO COOTBETCTBOBATh
BpEMEHH YIOEPIKUBaHHA OCHOBHOTI'O ITHKa Ha
XpoMaTtorpamMme CTaHAapTHOI'O pacTsopa
MeTHINaparnapokcudensoara (pazaen
«Metunmnaparuapokcrbensoar).

3 | Average weight / Cpenuss
Macca

188.16mg / 188, 16mr 189.99 mg £7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeyanue: Mpoaykt cooteeTcTayeT Tpebosanuam HO | 3akmoyeHue: OAOBPEHO

Checked by QC In-Charge / =
[okymeHT nposepeH OKK:

Date /
Jara:

Lo VCre2y

Approved by QA In-Charge /

[okymeHT opobper OOK: %
Date / 13.09. 2024

[arta:

FMQC003-15-09

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

»

CEPTHUOUWKAT AHAJTH3A

-

Page2 of 4/ Crp.2 3 4

Product: SENADE TABLETS 13,5 mg

poaykr: CEHME®, TABJETKH 13,5 mr

Batch No / Cepun Ne: 484081 Batch Quantity / O0vem ceprn:  5847packs / ynakoBox
AR No / Ananntnuccknii oruer Ne : ARF/165/2024 |Date of Analysis / Jlata asanmnza: 12.09.2024
Date of Mfg / data nponssoucrsa:  08/2024 Date of Expiry / T'omen no: 07/2027

Analysis performed according ND / Ananus nposenén no HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / 11 N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Neo

Test / Iloka3zaTenb

Result / Pe3ynTaThl

Specification / Hopma

4 | Uniformity of weight /
OOHOPOIHOCTH MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT = 7.5 % / 18/20 ne Gonee + 7.5
%
2/20 tablets NMT £15% / 2/20 ue Gonee + 15%

5 | Loss on drying / [ToTeps B 2.3% NMT 6.0 % / He 6oxee 6,0 %
Macce TPH BhICYIIHBAHHK
6 | Dissolution / 78-89% NLT 70 % (Q) of sennosides in 120 minutes
PacTBOpeHnne He meree 70 % (Q) cenro3unos vepes 120 mun
7 | Uniformity of Dosage units / AV =6.0 The acceptability index forn=10 AV <L1.

OIIHOpO,IIHOCTL NO3HPOBAHKAA

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.

11 =150;1.2=250,

TMokasatens npuemeMocTd ans n=10 AV < L1.

B cnyuvae, eciu 3HadeHue AV npessimaet L1,
MpOBOJAT UCbITAHKE Ha cledyrolux 20 obpasuax.
Hnan=30 AV <L1. Bce 3HageHns Xi ZOKHBI!
YIIOBJIETBOPATh HEPABEHCTRY:

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

Ll =15.0: L2=25,0.

8§ | Assay (Spectrophotometry)
KonugecTseHHOE onpeneseHue
(CnexrpodoromeTpHs)

13,91Mr/Tad

13.91mg/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 no 15,53 mr (ot 90,0 no 115,0 %)
CEHHO3M/IOB B NEPECHeTe Ha CeHHO3UI B B 0IHOM
TabneTke.

Remarks : The Product conforms to ND/
Mpumevanue: MNpoaykT cooTeeTcTayeT TpebosaHuam HM

Conclusion : APPROVED /
3aknwoyenume: OOOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: Et»—”

Approved by QA In-Charge /
HokymeHT ogobper OOK:

e

Date /
[ara:

[2.af .1.0141

Date /

[ara: 132 -094. 2024y

FMQC003-15-09

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
N CEPTUDOHKAT AHAJIM3A
Page 3 6f4/ Crp. 3 ns 4

Product: SENADE TABLETS 13,5 mg - ITpoayxr: CEHAI[E®, TABJIETKMHA 13,5 mr

Batch No / Cepnst Ne: 484081 Batch Quantity / O6nem cepun:  5847packs / ymakosox

. |AR No / Auanurnuecknii oruer Ne : ARF/165/2024 |Date of Analysis / Jara anasn3za:  12.09.2024

Date of Mfg / Jlata npoussoacrsa:  08/2024 Date of Expiry / T'onen qo: 07/2027

Analysis performed according ND / Ananus nposesén mo HJI: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / I1 N013745/01-186522, u3m. Ne 1 o1 09.07.2024

Ne Result / PesysbTaTsl Specification / Hopma
Test / Ilokazarens
9 | Content of Methyl 0.043mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 go 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/
Coaepxanue
MeTwImnaparuipokcnoeHsoaTa ' 0.043Mr/T26
(B2XX)

10 | MICROBIAL LIMIT TEST/ MukpoGronoruyeckas 4ucToTa

10a) | Total Aerobic microbial count /

O0mee gucio aspoOHbIX 10 Not more than 10* cfu/ g / He 6onee 10 /r
MHUKPOOPTAHU3MOB
10b) | Total combined yeast and mould Not more than 10% cfu/ g /He Gonee 10° /r
count / Obmee gucio 1B
MJIECHEBBIX H POKIKEBBIX
rpudoB
10¢) | Bile tolerant gram-negative Absent /OTCYTCTBYIOT Not more than 10°/ g / He Gonee 10° /r
bacteria/ Ycroituuseie K
OeHCTBUIO HKeITH
rpaMOTpHUATENEHBIE OaKTEpHU
10 d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absentin 1 g/ OreyrcrBue B 1 1
10¢) | Escherichia coli Absent /OtcyTeTByioT Absentin 1 g/ OtcytctBHE B 1 T
104) | Salmonella Absent / OTCyTCTBYIOT Absent in 10 g / Orcyrcrene B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

NMpumMeyanue: MpogykT cooteeTcTayeT Tpebosanuam HA | 3aknwouyeHue: ONOBEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / e
[okymeHT nposepeH OKK: % (>D HokymeHT ogobper OCK: %ﬁ—
Date / Date / 13 .04 2024
fara: 13 S 1oLy fara:

FMQC003-15-09

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
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJIM3A

Page4 of 4/ Crp. 4 n3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 484081 Batch Quantity / O6bem cepun:  5847packs / ynakosox
AR No / Aranuruueckuii oruer Ne : ARF/165/2024 | Date of Analysis / {ata asanusa:  12.09.2024
Date of Mfg / Jlata npoussoacrsa:  08/2024 Date of Expiry / T'ogen go: 07/2027

Analysis performed according NI} / Ananna nposenén no H/L: IT N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, usm. Ne 1 ot 09.07.2024

Ne Result / PesyabTathl Specification / Hopma
Test / TTokaszaTeib
11 | Package / YnakoBxa oe > : :
& E?;klfl%;é:;?sg:?;‘a Riikakan Package / Viakoska - 20 tablets in a blister made of
PVE/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
sl Fail. B8 bhistesarwit | = 3 blisters and a patient information leaflet in a
g e on leaflets i _|cArton: 20 tablets in a blister made of PVC
P o 20 mabnerox o |'PE/PVDC film and aluminum foil, 25 blisters with
= -ns el 25 patient information leaflets in a carton. / ITo 20
nonualfHanno — TabneTok B OnucTep U3 MICHKH TPEXCIOHHON
(I'IO.TIHBTI/LHE:HOB% i/ (TIBX/AT2/MIBAX) uw amoMusuerolt Gponsru. ITo 2
RS & M 3 GuiHcTepa BMECTe ¢ MHCTPYKLIMEH o
P cponim 10 25 MpUMEHEHHIO B KapToHHY0 madky. [To 20 TabreTok
B B TATSH N AT ’ I GucTep M3 IEHKH TOTHBHHHIXIOPUAHOM
@ BJ‘lO}KgHHeM 2? - ) — 4 (MonUATHICHOBOH / OMMBUHHJIIEHXIOPUIHOMN) U
S S o AMOMUHHEBOM (OJIBIH, 1o 25 6GIMCTEPOB B
P : ' KapTOHHYIO MAvKy C BIOMKEHUEM 25 HHCTPYKImii 1o
MPUMEHEHHIOQ.
12 | Labeling / MapxupoBka According to ND /
B cootsetcTBuu ¢ HJ|
13 Storage conditions / Ycnosust In a dry place, at temperature below 25 °C. / B cyxom MecTe Ipy TeMneparype He
XpaHeH#!s Beime 25 °C.
14 Shelf life / Cpok rorHoCTH 3 years / 3 rosia

' Remarks : The Product conforms to ND/
Mpumeuanue: Mpoaykr cooTeeTcTBYET Tpebosannam HO

Conclusion : APPROVED /
3aknwoueHune: OJOBPEHO

Checked by QC In-Charge /
JokymeHT nposepeH OKK: ?Jf, Lggit

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

GEA=—

Date /

fara. 299 201y

Date /

13 2% 1o2 4y
Oata:

FMQCO003-15-09

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




