Cipla

CERTIFICATE OF ANALYSIS

N CEPTHOUKAT AHAJIU3IA

- Page 1 of 4/ Crp. 1 n3 4
Product: SENADE TABLETS 13,5 mg IMpoaykKr: CEHAJIE@, TABJIETKH 13,5 mr
Batch No / Cepua No: 484032 Batch Quantity / O0nem cepan:  5848packs / ynakoBok
AR No / Ananatauecknii otuet Ne ; ARF/091/2024 | Date of Analysis / lara anaamsa:  (01.07.2024
Date of Mfg / lara nponssoacrea:  06/2024 Date of Expiry / I'oaen n0: 05/2027

Analysis performed according ND / Ananws npoeeaén no H: T1 N013745/01-180522, amend No. 1 dated
109.07.2024 / T1 N013745/01-180522, m3m. Ne 1 o7 09.07.2024

Ne Resuit / PeaynbraTh Specification / Hopma

Test / [loxazaTenn

1 | Description / Onucanne Complies / CooTaeTcTRYET Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monogram embossed on one side and central break-
ling on the other. / [Trockue kpyrisie TabaeTku co
CKOLICHHBIMH KpaAMH OT KOPHYHEBOIO 10 TEMHO-
KOPHUHEBOro UBETA ¢ BRparneHusaMi. Ha oanoii
CTOpOHe TadneTku BoAaBIeHO cnoBo «CIPLA», Ha
ApYro#H - THH{A pa3ioma.

2

Identification / [foanHHHOCTE

2

2a) | Anthraguinone glycosides/ Complies / Ammoniacal solution turns a reddish colour !
CooTseTcTBYET Okpall¥BaHue aMMHAYHOrO PACTBOPE B KpacHbii

A HTPaXHUHOHOBLIE TNMHKO3HAb]
LIBET.

2b) | Methyi Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY/ COOTBETCTBYET chromatogram of the sample solution should
MeTunnaparnapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methy!
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YIePXKUBAHHL OCHOBHOIO IMKA HA XpOMaTOTpaMMe
UCTIBITYEMOrO pacTBOpPa A0JIKHO COOTBETCTBOBATH
BPEMEHH YIEPKUBAHUA OCHOBHOFO NMUKa Ha
XPOMATOrpaMMe CTAHAAPTHOTO pacTeopa
MeTHnnaparuapoxcubeHloaTa (pasaen
«MeTunnaparnapoxkcnfensear).

3 | Average weight / Cpenmas 187.99mg / 187,99mr 189.99 mg £7.5% / 189,99 mr +=7,5%
Macca

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: NpoaykT cooTeeTcTByeT Tpebosannam HI | 3aknouenne: ONOBPEHO

Checked by QC In-Charge / . Approved by QA In-Charge /
DokymeHT npoeepeH OKK: 9:€ij - AokymeHT oaobpeH OOK: %
Date / | Date /

fata; 2ot lodry 21017 2024

| faTa:
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTWU3A

-~

Page2 of 4/ Ctp. 2 n3 4

Product: SENADE TABLETS 13,5 mg

TpoaykT: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusnt Ne: 484032

Batch Quantity / Ofbem cepun:  5848packs / ynakoBox

IAR No / Anaautnuecknii otuer Ne : ARF/091/2024 |Date

of Analysis / lata anajam3a:  01.07.2024

Date of Mfg / /lara npoussoactea: _ 06/2024 Date

of Expiry / T'onen 10: 05/2027

Analysis performed according ND / Anaan3 nposenén no Hil: 11 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, u3am. Ne 1 o1 09.07.2024

N Result / PeayabTaTsl Specification / Hopma
Test / IlokazaTedn
4 | Uniformity of weight / Complies / CooTBeTCTBYET 18/20 tablets NMT = 7.5 % / 18/20 ne bonee £ 7.5
| OnrOPOAHOCTE NO Macce %

2/20 tablets NMT =15% / 2/20 ue Gonee = 15%

5 | Loss on drying / [ToTeps B
M&cce [IPH BhICYLIHBAHHN

2.0%

NMT 6.0 % / He Boaee 6,0 %

6 | Dissolution /
PacteopeHue

78-90%

NLT 70 % (Q) of sennosides in 120 minutes
He menee 70 % (Q) cennosnnos 1epe3 120 MUH

7 | Uniformity of Dosage units /
OnHOPOIHOCTE JA03HPOBAHKA

AV =57

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=730

AV < L1. All values of xi must satisfy the
inequality:

M-xi!l <0,01 x L2 x M,

L1 =150;L2=250.

TNoxkasarels npHemaemocty angd n=10 AV < L1,

B cayuae. eciM 3HaueHUe AV npesirnaet L1,
MPOBOAKT UCNBITAHME Ha cheayromnx 20 ofpasuax.
Jnan=30 AV < L1. Bece 3HaueHNA Xi N0KHBI
YAOBAETBOPATL HEPABEHCTRY:

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

L1=150;L2=250.

8 | Assay (Spectrophotometry)
KonuuecTseHHoe onpeaeigHHe
{CnexTpodoTomeTpus)

14.01mg/tab /

14,0 1mr/Tad

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
OT1 12,15 10 15,53 mr {07 90.0 no 115,0 %)
CEHHO3MOB B NIEPECcYeTe Ha CEHHO3HI B B 01HOA
TabneTke.

Remarks : The Product conforms to ND/

Npumeuanne; MpogykT cooTeeTCTBYET TpeboBaHnaM HJ

Conclusion : APPROVED /
3axnwyenune: ONOEBPEHO

DokymeHT nposepen OKK:

Checked by QC In-Charge /
3—F 4+, D
e

Approved by QA [n-Charge /
AokymeHT cgobpen OOK: W){/

Date /
[ara: 2-q- o7 200

Date /
fara: 29072624

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
. CEPTHO®HUKAT AHAJIM3A

Page3of 4/Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

Npoaykr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepus No; 484032 Batch Quantity / OGbem cepun:  5848packs / ynakonok
AR No / Apaanruueckuii otuet Ne : ARF/091/2024 | Date of Analysis / lara anannza: 01.07.2024
Date of Mfg / lata nponssoacrsa:  06/2024 Date of Expiry / I'onen no: 05/2027

Analysis performed according ND / Anaan3 nposeaén no H/L: [T N013745/01-180522, amend No. 1 dated
09.07.2024 / T1 N013745/01-180522, nam. Ne 1 o1 09.07.2024

Ne Resuit / PesyabTaThbl

Test / [Toxazarenn

Specification / Hopma

9 | Content of Methyl 0.042mg/tab
parahydroxybenzoate(HPLC)/
Conepaxanue
MeTHanaparunapokcubeHsoara 0.042Mr/Tab
(BDXKX)

0.028 — 0.056 mg/tab. / O7 0,028 10 0,056 Mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoOuonoruqeckas UHcTOTa

10a) | Total Aerobic microbial count /
Obwee yUCI0 a2PpedHLIX 60

MHKPOOPTAHH3MOB

Not more than 10" ¢fu/ ¢ / He Gonee 10* /r

. 10b) | Total combined yeast and mould
count / O6iee qneno
IUIECHEBBIX U POHKIKEBBIX

rpubor

<10

Not more than 107 cfu/ g /He Gonee 107 /1

10¢) | Bile tolerant gram-negative
bacteria/ YcToliuMBbIe X
JNeHCTBHIO HKeNYH

TpaMOTPULATE/IbHbIE DAKTEPHH

Absent /OTCYTCTBYIOT

Not more than 107/ g / He Gonee 10° /1

104d) | Staphylococcus aureus

Absent /OTCYyTCTRYIOT

Absentin | g/ OtcyTcTBUER | T

10¢) | Escherichia coli

Absent /OTCYTCTBYIOT

Absentin | g/ OtcyTeTBHe 8 1 1

109 | Salmonella

Absent / OTCyTCTBYIOT

Absentin 10 g / Orcyretsue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooTeeTcTBYET TpeboBaHusam HL

Conclusion : APPROVED /
3aknioyenune: QQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
HokymeHT oacbpen OOK:

e

Date /

HokymeHT nposeper OKK:
fara: =.9. 07 1ol y

Date /

Nata: 24072004

FMQC003-15-09

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel. Mumbai - 400013. India.
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Page4 of 4/ Crp. 4 n3 4

Product; SENADE TABLETS 13,5 mg

Mpoaykt: CEHAJE", TABJIETKH 13,5 mr

Batch No / Cepun Ne @

484032

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

AR No / Apanuradeckuii oruer Ne : ARF/091/2024

Date of Analysis / Iara anaauza: 01.07.2024

Date of Mfg / laTa npoM3BoAcTBA:

06/2024

Date of Expiry / T'oaen 10:

05/2027

Analysis performed according ND / Ananus nposenén no H/I: I1 N013745/01-180522, amend No. 1 dated
09.07.2024 / TT N013745/01-180522, n3m. N¢ 1 ot 09.07.2024

Ne Result / PeayasTaThl Specification / Hopma
Test / IlokazaTens
11 | Package / ¥ nakopka Package / Vnakoexka - 20 tablets , . .
& ina bl%ster made of Package / Yrakorka - 20 tablets in a blister made of
ey three-layer PVC/PE/PVDC film and aluminum foil. 2
PVC/PE/PVDC film and .o Lo . .
. ; . . or 3 blisters and a patient information leatlet in a
aluminum foil, 25 blisters with . .
25 patient information leaflets in carton. 20 tablets in a blister made of PVC
=P - /PE/PVDC film and aluminum foil, 25 blisters with
a carton. / I1o 20 tabneTtox B L . .
" 25 patient information leaflets in a carton. / 1o 20
G:1McTep U3 NABHKH - T
HONHBUHHAXIOPHIHOH TabneTok B GIIMCTEP M3 [LIEHKN TPEXCIofHOH
) "y (MBX/TI/MBAX) u anromuHuesoil gonasru. Io 2
{MONHITHNEHOBOH! o "
o WM 3 GITHCTEpa BMECTE ¢ HHCTPYKLNEH No
NOJUBUHUNAEHXITOPHAHOR) H y ~
- NPUMEHEHHIO B KapTOHHYHO nmadky. [To 20 tabneTok
amoMunuesoil onsry, no 25 N
B DauCTEP M3 MIEHKH NOTHBHHMIXI0PUIHOH
0AUCTEPOB B KAPTOHHYHY MAYKY Y .
N (MOIMAITHIEHOBOH / MONMBUHNIAE HXAOPHIHOI) ¥
C BIGKEHUEM 23 MHCTRYKUUIH N
a1oMUHHeBOH donbry, no 25 nucTepos B
Mo NPUMEHEHHEO. ‘ .
KAPTOHHYIO MauKy ¢ BJICKEHHEM 25 UHCTPYKUHH No
FIPUMEHEHHIO,
12 Labeling / Mapkuposka According to ND/
B cooteeTcTBuu ¢ HJJ
i3 Storage conditions / Ycrosua In a dry place. at temperature below 25 °C. / B cyxom MecTe npH TeMIepaType He
XpaHeHus Bhite 25 °C.
14 Shelf life / Cpok rontocti 3 years / 3 Tona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Npumeuanue: NpogyxT cootBeTCTBYET TpebosaHuam HI

3axnwyernue: OJOBPEHO

Checked by QC In-Charge / r e p

Approved by QA In-Charge /

as”

HokymeHT npoeepen OKK: e fokymeHT ogobpen OOK;
Date / ‘ Date /
Oara; Zz9-e ey Data: 2707 2024

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 [ndustrial Estate, Tuem, Pernem Goa -403512




