Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOUKAT AHAJIN3A

Page 1 of 4/ Ctp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Hpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

‘Batch No / Cepust Ne : 482075

Batch Quantity / O0bem cepumn:

5851packs / ynakosok

AR No / Asanurigeckuii oraer No :

ARF/139/2022|Date of Analysis / [lara ananm3a:

14.06.2022

05/2022

Date of Mfg / Jlara nponsBoacTBa:

Date of Expiry / I'omen no:

04/2025

Analysis performed according ND / Anamus nposenén mo HJI: [T N013745/01-091017, U3m. Ne 1 or 17.04.2020

Test / Hoxa3zarens

Ne Result / PesyabTaTsl

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. / ITnockue xpyrieie Tabnerku co
CKOUIEHHBIMH KPasiMH OT KOPHYHEBOIO [0 TEMHO-
KOpPHYHEBOrO LiBeTa ¢ BKparuieHusvu. Ha omHoit
cropoHe Tabnerky BeiasieHo cioeo «CIPLA», Ha
IOpYroi - IMHUA pasaoMa. |

2 Identification / IToAIHMHHOCTH

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootBercTBYET OxpalrMpaHiHe aMMHA4YHOrO PacTBOpPA B KPACHBIH
AHTPaXHMHOHOBBIE TTIMKO3U/BI .
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ ' CooteercTryer chromatogram of the sample solution should
Merunnaparuapokcutenzoar corresponds to the retention time of the principle
(BDXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yIep>KHBaHHS OCHOBHOTO MTHKA Ha XpOMAaTOrpaMmMe
HCIBITYEMOIO PACTBOPA MOJDKHO COOTBETCTBOBATH
BPEMEHH Y/IePKUBAHHS OCHOBHOTO MHKA HA
XPOMATOrpaMMe CTAHAAPTHOTO PacTBOpa
meTHnaparuapokcubensoara (pasmen
«Merunnaparuapokcubensoar).

3 | Average weight / Cpenusis
Macca

186.56mg / 186,56mr

189.99 mg +£7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
MpumeuaHue: MNMpoaykT cootBeTcTBYET TpeboBaHusm HI

Conclusion : APPROVED /
3axknwouenue: OOOBPEHO

Checked by QC In-Charge £ |~
[NokymeHT nposeper OKK: ]3 Q.._Cik.{f

Approved by QA In-Charge / .+ i,
HokymeHT opobpeH OOK: T -

Date /

A-r QG2 M2 2
Nara:

Date / ¥ S
Nara: LA

Qb 2022

FMQC003-15-06

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

At - Simchem Pvt. Ltd.,

Plot No. 60-65, Tuem Industrial Estate, Tuem,

Pernem Goa -403512
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Cipla

Page2 of 4/ Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne : 482075

Batch Quantity / O6bem cepuu:

5851packs / ynakoBok

AR No / Apasarigecknii oraer Ne : ARF/139/2022

Date of Analysis / Jlara ananmza: 14.06.2022

Date of Mfg / lara npou3sBoacTBAa:

05/2022

04/2025

Date of Expiry / I'ogen no:

Analysis performed according ND / Anamus nposenén no HJ(: ITN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / [ToxkazaTeab

Ne Result / PesyasTarsi

Specification / Hopma

4 | Uniformity of weight /

Complies / CooTseTcTBYET

18/20 tablets NMT + 7.5 % / 18/20 ue bonee + 7.5

OaHoposHOCTL AO3UPOBAHKS

OIHOPOAHOCTb IO MAcCe %
2/20 tablets NMT £15% / 2/20 we Gosiee + 15%
5 | Loss on drying / IToTeps B 2.1% NMT 6.0 % / He 6onee 6,0 %
mMacce IrpH BBICYLIHBAHHUH
6 | Dissolution / 82- 89% NLT 70 % (Q) of sennosides in 120 minutes
PacreopeHue He menee 70 % (Q) cennosngos uepes 120 mun
7 | Uniformity of Dosage units / AV =438 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:

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

L1=15.0;L2=250.

Moxkazarens npuemiemocTs s n=10 AV < LI

B cnyuae, ecnu 3HaueHne AV npessiuaer L1,
NPOBOMAT MCHbITaHHE Ha creayiowux 20 obpasuax.
Jnst n=30 AV <L1. Bce 3Ha"geHus Xi AOJKHBI
YIOBJIETBOPATH HEPABEHCTBY:

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

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

8 | Assay (Spectrophotometry)
KonuuecTBeHHOE OMpeeeHHe
(CnexrpodoTomerpus)

13.95 mg/tab /

13,95 mr/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 o 115,0 %)
CEeHHO3WJIOB B IlepecyeTe Ha CeHHO3uA B B oaHoi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: NpoayKT cooTseTCTBYET TPeboBaHNAM HA

Conclusion : APPROVED /
3akntoyenue: OQOBPEHO

Checked by QC In-Charge /\_ P\, Approved by QA In-Charge /' _ y 4 .
NokymeHT npoaepeH OKK: ‘l—d"’ 1Q L [lokymeHT opfobper OOK: G
Date/ |4.0¢4 - 2022 Date / \S 0b-2021
Jara: Jara: - i

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 :




CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Cipla

Page 3 of 4/ Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Date of Mfg / /lara npon3BoacTsa:

Batch No/ Cepusnt Ne : 482075 Batch Quantity / Oosem cepun:  5851packs / ynakosok
AR No / Anannrayecknii oraer Ne : ARF/139/2022|Date of Analysis / [lara anannza:  14.06.2022
05/2022 Date of Expiry / I'omen mo: 04/2025

Analysis performed according ND / Ananmm npoeenén no H/I: TTN013745/01-091017, M3m. Ne | ot 17.04.2020

Ne Result / PesyabraTst Specification / Hopma
Test / Tloxasarens
9 | Content of Methyl 0.049 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tad.

parahydroxybenzoate(HPLC)/
CopnepxaHue
MeTH/INaparuApoKkcudeH30aTa 0.049 mr/Tas
(BOXKX) '

10 | MICROBIAL LIMIT TEST/ Mukpobuonoriyeckas 4HCTOTA

10a) | Total Aerobic microbial count /
O61u1ee 4MCI0 a9POBHBIX <10 Not more than 10* cfu/ g / He 6onee 10" /r
MHKDOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 10 cfu/ g /He Gonee 10 /r
count / Obwee 4yucno <10
IIECHEBBIX H IPOIKEBBIX
rpuboB

10 ) | Bile tolerant gram-negative Absent /OtcyrcTByIOT Not more than 10? / g / He 6onee 107 /r
bacteria/ YcrofuuBbie K
NIeHCTBHIO XKeIuu '
rpaMOTpHLATENbHEIE OaKTepHH

104) | Staphylococcus aureus Absent /OtcyTCTBYIOT Absentin 1 g/ Orcyrcreue B 1 1

10 ¢) | Escherichia coli Absent /OtcyrerByioT Absentin 1 g/ OtcyrctBue B 1 1

109 | Salmonella Absent / OTcyTCTBYFOT Absent in 10 g / Otcyrcrene 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: [NpoaykT cooTeeTcTayeT TpebosaHnam H

Conclusion : APPROVED /
3aknwuyenune: OQOBPEHO

Checked by QC In-Charge l(’l,, N

Approved by QA In-Charge /

- o \i_;' -
NlokymeHT nposepeH OKK: | ¢! CLut NokymeHT onobpex OOK: Gt
Date / O C O 22 Date / 15 06 2022
[ara: [ 4 & Nara: :

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

-

CEPTHOUKAT AHAJIN3A

Paged4 of 4 / Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Hpoxyxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne : 482075 Batch Quantity / Oosem cepum:  5851packs / ynakosok
AR No / Ananuragecknii o73er Ne : ARF/135/2022 | Date of Analysis / ara ananmsa: 14.06.2022
05/2022 Date of Expiry / I'ogen go: 04/2025

Date of Mifg / laTa npousBoacTsa:

Analysis performed according ND / Anamz nposenén o HI: TTN013745/01-091017, Msm. No 1 ot 17.04.2020

Ne Result / PesyabTaTsi

Test / lloka3zarean

Specification / Hopma

11 | Package / Ynaxoska
in a blister made of

OnucTep M3 IUIEHKH

(monmuaTHNEHOBOI/

Mo NpUMEHEHHIO.

Package / Ynaxosxa - 20 tablets

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

MOJHBHHHIXIOPUAHOH

MOJTHBHHHUILIEHXJIOPHIHON) H
ANFOMHUHHEBOH (QONBIH, Mo 25
GIMCTepOB B KAPTOHHYIO MAYKy
C BJIOXKEHHEM 25 HHCTPYKLUMit

Package / Ynakoska - 20 tablets in a blister made of
three-layer PYC/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 OUMCTEp U3 IJIEHKH TPEXCAOHHOI
(MBX/ITMIBIX) u amomunuesoit Gonbru. Ilo 2
uni 3 GnucTepa BMecTe ¢ WHCTPYKLHE!H no
NPHMEHEHHIO B KaPTOHHYH mayky. [To 20 tabnerok
B OHCTEp H3 MIEHKH NOJIMBUHUIXIOPHIHOMH
(MoNM3THAEHOBOH / MONUBHHHIZEHXIOPHAHOM) U
amoMHHHEBOH (oJbrH, 110 25 BUCTEPOB B
KapTOHHYIO IMA4Ky C BJIOKEHHEM 25 UHCTPYKUMIH 1o
MPUMEHEHHIO.

12 Labeling / MapkupoBka According to ND /

B cootrercTeun ¢ HJJ

13 Storage conditions / Ycnoeus

XpaHeHUs Boie 25 °C.

In a dry place, at temperature below 25 °C. /B cyXxoM MeCTe pH TEMIIEpaType He

14 | Shelflife / Cpok rogHocTH 3 years / 3 roma

Remarks : The Product conforms to ND/
Mpumeyvanume: NpoaykT cooTeeTcTByeT TpeboBaHWMAM HL

Conclusion : APPROVED /
3akntoyenue: OOBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /7 ™ v
MokymeHT nposeper OKK: fg 1oLl NokymeHT ogobpex OOK: go, =4
Date / Jhs B Gv A2 T Date / 'S o6 2022
[ara: HaTa: g

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 ¢




