Cipla

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
Pagel of4/Crp. 1 m3 4
Product: SENADE TABLETS 13,5 mg IMpoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne : 483005 Batch Quantity / O6bem cepun:  5848packs / ynakoBok
AR No / Apanaraaecknii oraer Ne : ARF/022/2023 | Date of Analysis / lara ananmsa: 20.02.2023
Date of Mfg / lara npomssoacrsa:  01/2023 Date of Expiry / I'ogen a0: 12/2025
Analysis performed according ND / Auamus nposeaén no H/L: 1 N013745/01-180522
Ne Result / PesyabTaTni Specification / Hopma _

Test / lokazarens

I | Description / Onucanne

Complies / CooTsercrayer

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 kpyrisie Tabnerxu co
CKOLIEHHBIMH KPasiMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO LiBeTa ¢ BKpareHusmu. Ha omnoii
cropose Tabnerku BbigasneHo cioso «CIPLAY, Ha
APYTOi - IHHKUA Pa3Ioma.

2 | Identification / IToanuHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
e CootsercTsyer fl):gfmuaanne aMMHAaYHOIO pPacTBOpa B KPacHbIil
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLCY Cootsercrayer chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBaHHs OCHOBHOTIO MHKA HA XPOMaTorpaMmme
MCITBITYEMOTO PACTBOPA NOJDKHO COOTBETCTBOBATH
BPEMEeHH YZepyKUBAHUS OCHOBHOIO MHKa Ha
XpOMaTorpamMMme CTaHAapTHOrO PacTBOpa
MeTHInaparuapokcubensoara (pasaen
«Mernnnaparnapokcubensoar).

3 | Average weight / Cpenusis
macca

186.34mg / 186,34mr

189.99 mg +7.5% / 189,99 mr =7,5%

Remarks : The Product conforms to ND/
Mpumeyanme: MpoaykT cooteetcTeyeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwuenue: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge /

HokymenT nposeper OKK: /GZ.)/\'-&E, OokymeHT ogobper OOK: %
Date / Date / .

fara: 29042023 fara > 1"9%2023

FMQC003-15-07

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

CEPTHOHKAT AHAJIU3A

Cipia

Page 2 of 4/ Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483005

Batch Quantity / Oobem cepuu:

AR No / Asanaragecknii orger No : ARF/022/2023

Date of Analysis / /lara amammza: 20.02.2023

5848packs / ynakoBok

Date of Mfg / lara nponssoacrsa:  01/2023 Date of Expiry / l'ogen x0: 12/2025
Analysis performed according ND / Anamms nposenén no H/I: [T N013745/01-180522
Ne Result / PesyabTaTsi Specification / Hopma
Test / Iokazarensn

4 | Uniformity of weight / Complies / CooTBercTByeT 18/20 tablets NMT + 7.5 % / 18/20 ne Gonee + 7,5
OHOPOIHOCTE 0 Macce %

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

5 | Loss on drying / [ToTeps B 2.4% NMT 6.0 % / He Gonee 6,0 %

Macce MpH BbICYLIHBAHHH

6 | Dissolution / 80-88% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cennoznznos qepes 120 mun

7 | Uniformity of Dosage units / AV=53 The acceptability index forn=10 AV <LI.
OnHOPOAHOCTE NO3HPOBAHHSA 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 = L2 x M.

L1=15.0; L2 =25.0.

IMokasarens npuemuemoct s n=10 AV <L1.

B canyuae, ecim 3Hauenne AV npessiaer L1,
NPOBOASAT HCNbITAHHE Ha caeayrowux 20 ofpasuax.
s n=30 AV < L1. Bce 3Ha4eHHs Xi IOKHbI
YAOBJAETBOPSTL HEPABEHCTBY .

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

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

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KosnuuectseHnoe omnpenenexHne 13.89mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTprs) Ot 12,15 no 15,53 mr (o1 90,0 o 115,0 %)

13.89mr/1a6 CEHHO3MJIOB B TIepecteTe Ha CeHHO3uA B B oHOIH
Tabnerxe.

Remarks : The Product conforms to ND/
Npumeyanme: MNpoaykr cooreetcrayet TpebosaHusam HA

Conclusion : APPROVED /
3aknroyenue: OJOBPEHO

Approved by QA In-Charge /

P

Checked by QC In-Charge /

LlokymenT nposepen OKK: /@zif—__",e_. [lokymenT onobper OOK:

Date / Date / .

[Oarta: 29042023 [Nara: 2 A<M 20T

FMQCO003-15-07

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
CEPTHO®HUKAT AHAJIN3A
Page 3 of 4/ Crp. 3 m3 4
Product: SENADE TABLETS 13,5 mg IpoaykT: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepasi Ne : 483005 Batch Quantity / O6bem cepan:  5848packs / ynakosok
AR No / Anaanragecknii oraer Ne : ARF/022/2023 | Date of Analysis / /lara anaiusa: 20.02.2023
Date of Mfg / lata npoussoacrsa:  01/2023 Date of Expiry / I'ogen a0: 12/2025
Analysis performed according ND / Anaau3 npoBeag no HJ/L: I1N013745/01-180522
Ne Result / Pesyabtarsl Specification / Hopma
Test / [Toxkazarean
9 | Content of Methyl 0.045mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 n0 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Coznepxanue
METHJINaparHapoOKCHOeH30aTa 0,045mr/Tab
(B2XKX)
10 | MICROBIAL LIMIT TEST/ MukpoGunoorayeckas 9HcToTa
10a) | Total Aerobic microbial count /
O6utee 9uca0 a3pobHbIX <10 Not more than 10* cfu/ g / He Gonee 10° /r
MUKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / OBmee uucnio <10
[JIECHEBbIX H IPOJKKEBBIX
rpudos
10¢) | Bile tolerant gram-negative Absent /OTcyTCTBYIOT Not more than 107/ g / He Gonee 10° /r
bacteria/ Ycroiiuusbie K
AEHCTBHIO JKEIYH
rpamoTpHuaTesbHble GakTepun
104d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in 1 g/ OrcyrcrBue s 1 1
10¢) | Escherichia coli Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrctBue s 1 r
109 | Salmonella Absent / OrcyTeTByIOT Absent in 10 g / Otcyrcraue 8 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MpoaykT cooTeeTCTBYET TPeboBaHUAM HO | 3akmoyenue: OQOBPEHO
Checked by QC In-Charge / Approved by QA In-Charge / <
NokymeHT nposepeH OKK: @’;&i’i NokymeHT ogobpeH OOK: @j/i
Date / Date / " .
Oara: 29-04-2013 Oarta: 24~ o4 2023
FMQC003-15-07

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




Cipia

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Paged4 of 4 /Crp. 4 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepasi Ne : 483005

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

AR No / Ananurayecknii oraer Ne : ARF/022/2023

Date of Analysis / /lara anammaza:  20.02.2023

Date of Mfg / Jlata nponssoacrsa:  01/2023 Date of Expiry / IN'ogen no: 12/2025
Analysis performed according ND / Anamms nposenén mo HJI: TI N013745/01-180522
Ne Result / Peayastars: Specification / Hopma
Test / HokaszaTean
11 | Package / Ynakoska Package / Ynakoska - 20 tablets

in a blister made of

GamcTep U3 MIEHKH
NOJHBHHHIXJIOPHAHOH
(MONMITUIIEHOBOIH/

MO MPHMEHEHHIO,

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

NOJMBHHHIICHXIOPHAHOMN) H
amomMurueBoi Gonery, no 25
OIMCTEPOB B KAPTOHHYIO MA4Ky
C BJIOKEHHEM 25 MHCTPYKLUMIA

Package / Ynaxoska - 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. / TTo 20
Tabnerok B ONHCTEp W3 TUIEHKH TPEXCAOHHOM
(IIBX/ID/MIB/IX) 1 amomurneBoit dpomsru. [To 2
uiu 3 GiMcTepa BMECTe C HHCTPYKIMEHT Mo
NpPHMEHEHHIO B KapToHHYI0 nauky. [To 20 Tabnerok
B GIHCTED W3 MIIEHKH MOMHBHHAIXIOPHIHO
(MONM3THNEHOBOI / MOMHBHHHIIEHXIOPHIHOI) H
amoMHENEBOI (onbri, no 25 Gaucrepos B
KapTOHHYIO MauKy ¢ BAOKeHHeM 25 HHCTPyKIHii no
NPHMEHEHHIO,

12 Labeling / MapkupoBka According to ND /
. B cootserctean ¢ HJ{
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom MecTe npH Temrepatype He
XpaHeHHA soime 25 °C.
14 Shelf life / Cpok ronrocTH 3 years/ 3 rona

Remarks : The Product conforms to ND/
MNpumeyanwme: MpoaykT cooteercTayeT TpebosaHmam HU

Conclusion : APPROVED /
3akmwoyenue: OJOEPEHO

Checked by QC In-Charge / Approved by QA In-Charge /
[lokymeHT nposepex OKK: /@’)//W MokymeHT opobpeH OOK: %éj/;(
Date / Date /

22-04-9c2.3

Nara:

[ara: 24042023

FMQC003-15-07
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