Cipla

- CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIA3A
Pagel of4/Crp. 1 m3 4
Product: SENADE TABLETS 13,5 mg Hpozwm CEHAJE®, TABJIETKH 13,5 mr

Batch No / Cepast Ne: 481227

Batch Quantity / Ofnem ceprm: 5848 packs / ynaxosox

AR No / Apamumagecknmii oraer Ne :  ARF/024/2022 | Date of Analysis / lata ananma: 27.01.2022

Date of Mfg / /laTa npoussoxcrea:

12/2021 Date of Expiry / F'ogen o2 11/2024

Analysis performed according ND / Anasms nposeagn no HJ: I N013745/01-091017, Usu. Ne 1 or 17.04.2020

Test / HoxazaTens

Result / Pesynanrar Specification / Hopma

Description / Omucanue

Complies / CoorsercTByer 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. / IInockue kpyrmsie TabneTkyu co
CKOHIEHHBIMM KPasMy OT KOPUYHEBOTO JO TEMHO-
KOPHYHEBOTO 1BeTa ¢ Bxpannesusavu, Ha onwoii
cropone TabaeTku Brinasneno cnoso «CIPLA», Ha
APYIrof -~ NHHMA PasnoOMa. ’

Y

Identification / TloanuuHoCTS

2a)

Anthraquinone glycosides /
AHTPaxX#HOHOBEIE FIHKOIHBE

Complies / Ammoniacal solution turns a reddish colour /

Coorsercreyer Oxpaiypanne aMMHAYHOTO PACTBOPa B KPAaCHHIH
1BET.

2b)

Methy! Parahydroxybenzoate

(HPLCY
Merwmaparaapoxcubensoar

(BIXX)

Complies / Retention time of the principle peak in the
CooTsercTBYeT 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
«Methyl Parahydroxybenzoate») / Bpems
YAePRHABAHAA OCHOBHOIO THKA HA XPOMATOrPAMME
MCINTYEMOTO PacTBOpPE JOJKHO COOTBEYCTBOBETH
BPEMEHY YACPIMUBAHUA OCHOBHOTO KA HA
XPOMATOrPAMME CTZHAAPTHOIO PACTBOPA

METHAparHApokcHOen3oara {pasaen
«Merumaparaapokcubensoar).

Average weight / Cpenusin
Macea

192.40 mg / 192,40 mr 189.99 mg +£7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/ v Conclusion : APPROVED /
Npumevanue: MpogykT cootseTcTayeT Tpebosanuam HIl | 3akmovenme: OQOBPEHO

Checked by QC In-Charge /¢

_ , Approved by QA in-Charge / "
BokymenT nposepex OKK: {3 01 cutxt RoxymenT ogodpen OOK: %
Date/ o v7. 51,2022 Date / 23 -0\ 202-2-
ara. 1 Aara; .
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Cipla

_ CERTIFICATE OF ANALYSIS
CEPTUD T AHAJIU3A

" Page?2 of 4/ Crp. 2 w3 4

Product: SENADE TABLETS 13,5 mg

Tipoayicr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepna Na : 481227

Batch Quantity / O0nem cepum: 5848 packs / ynakenok

AR No / Anaymraaecknii oraer Ne ;.  ARF/024/2022

Date of Analysis / Jiara amammsa;  27.01.2022

Date of Mfg / {aTa npomsBojcrsa: 1272021

Date of Expiry / I'onen po: 11/2024

Analysis performed according ND / Ana/ms nposeags no HJI: I1 N013745/01-091017, Mism. Ne 1 ot 17.04.2020

Mpumeuanme: MPoAYKT COOTBETCTBYET TpeGoBaHNAM H

b, S Test / HoxasaTean Result / Pe3yanTaTh Specification / Hopma

4 | Uniformity of weight / Complies / CoorseTcTByeT 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee +7,5
OaropoAHOCTD NO MACCe 1%

2/20 tablets NMT £15% / 2/20 ne Gonee £ 15%

5 | Loss on drying / [loreps B 2.2% NMT 6.0 % / He Gonee 6,8 % o
Macce MPH BLICYLTHBaHHK

6 | Dissolution/ 79-88% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopeHHe He menee 70 % (Q) cennosnuos uepes 120 Mun

7 | Uniformity of Dosage units / AV=350 The acceptability index for n =10 AV <L1.
OaHOpOAHOCTD AOZHPOBAHHA 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. Al values of xi must satisfy the
inequality:

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

L1=150;12=250

Toxasarens puemMnemMocTa A =10 AV <L1.

B cayuae, ecm 3navuenye AV npesnmaer L1,
TIPOBOZAT KCTIHITARKE Ha Crenyromyx 20 obpasuax.
Jos =30 AV <L1. Bce 3HaueHEA Xi RODKHBL
YAOEJETBOPSTH HEPABCHCTBY:

M-xi| <0,01 x 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
KomraecTBeHHOS  OTpEREneHne 1397 mghtab/ | sennosides caleulated a3 sennoside B in-one tablet. / |
{CrexrpodoToMerpHs) Or 12,15 po 15,53 mr (o1 90,0 70 115,0 %)

13,97 mrfrab CEHHOSHZOB B NepecHere Ha cennosun B B onwol
Talbnerxe.
Remarks : The Product conforms to ND/ Conciusion : APPROVED /

3axmouenue: OROBPEHO

Checked by QC In-Charge

Approved by QA in-Charge /

| MlokymenT npoaepen OKK: .3 ¥1 cr et DokymenT oaclpen 00K GF%-
Date / Y Date / Car.
Rara: . 7:0122 Dara; 2-8.0\. 202
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Cipla

CERTIFICATE OF ANALYSIS

- CEPTHOHKAT AHAJIW3A

Page3 of 4/ Cyp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Mponykr: CEHAAE®, TABJIETKH 13,5 mr

Batch No / Cepaa No: 481227

Batch Quantity / O6nem cepam: 5848 packs / ynaxosox

AR No / Anammragecxnii oraer No :  ARF/024/20221Date of Analysis / lata apamasa: 27.01.2022

Date of Mfg / lara npow3soacTsa:  12/2021 Date of Expiry / Foaen no: 11/2024

Analysis performed according ND / Anamaz nposendn o H: TING13745/01-091017, Mam. Ne 1 ot 17.04.2020

Test / Hoxasarens Resuit / Pesyavrari Specification / Hopma
9 | Content of Methyl 0.048 mg/tab 0.028 ~ 0.056 mgftab. 7/ Or 0,028 10 0,056 Mr/Tab.
parahydroxybenzoate(HPLC)/ : :
Conepxanne
METWINAparAapoOKCUOeH30aTa 0,048 mr/rab <
(BIXX)

10 | MICROBIAL LIMIT TEST/ Mukpobuonorsieckas T1crora

108) | Total Aerobic microbial count /
Obmee mmcno aspobubix
; MHKPOODPIraHU3MOB

<10 Not more than 10* c¢fi/ g / He 6onee 10* /r

10%) | Total combined yeast and mould
count / O6mee wucio

IIECHEBBIX H JPONOKEBRIX
rpuboe

| Not more than 10” cfi/ g /He Gonee 10° /1
<10

<) | Bile tolerant gram-negative
bacteria/ VeroiumBhbie K
REHCTBHIO eIy
IpAMOTPHIATENLHbIE DaKTepuy

Absent /OrcyrerByior Not more than 10” / g / He Gosee 10° /r

10 | Staphylococcus aureus

Absent /OrcyreTByior Absent in 1 g / Orcyrcrene B 1 r

10 e} | Escherichia coli

Absent /OrcyrcTByIoT Absentin 1 g/ Orcyrereue s 1 r

10 | Salmonella

Absent / Orcyrereyior Absent in 10 g /Orcyrcrsue B 10 g

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanwe: Ipogykr cooteetcTByeT TPEGOBaHNAM Hi | 3axmouenue: OAOBPEHO

Checked by QC In-Charge Approved by QA In-Charge / -
HokymeHT nposepen OKK: Qul Hoxymenr oaobper O0K: % ’
Date / Date /

29:0tr2022— 29012022
dara; Aara;

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
CEPTHOHKAT AHAJIN3A
: Pagedof4/Crp.4n34
Product: SENADE TABLETS 13,5 mg Ipoayxr: CEHMEO, TABJIETKH 13,5 mr
Batch No/Cepra Ne: 481227 Batch Quantity / Ofbem cepan: 5848 packs / ynakosox
AR No / Asasarageckuii order Ne :  ARF/024/2022|Date of Analysis / Hara agamaza: 27.01.2022
Date of Mfg / Jata npomssoacrea:  12/2021 Date of Expiry / T'oxen ao0: 11/2024

Analysis performed according ND / Anamas nposeaén mo HJE: 1T N0O13745/61-091017, H3sm. Ne 1 o1 17.04.2020

N | Test / Ifoxazarens Result / Peayabrarm Specification / Hopma
11 | Package / Ynakoska - : .
kag ;a:ktﬁ%:te/z::‘fgz? 20 tablets Package / Voaxorks - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with {°F 3 blisters and a patient information leafletina
25 patient inft;rmation leaflets jn | 310D 20 tablets in a blister made of PVC
o 7 T1o 20 rabneroc o | [/PE/PVDC film and aluminum foil, 25 blisters with
Gmcreﬁ ——— 25 patient information leaflets in a carton. / o 20
OB opwTHO# TabneToK B SICTEp M3 IIEHKH TPEXCAGKHOR
(o CHOBOI (IIBX/II9/MIBX) 1 amomusuesoi goabra. o 2
. i 3 HAHCTEpa BMECTE ¢ HRCTPYKUHEH 110
:.mo' B [2{;';09 ngg)zg FPHMEHEHMIO B KApTOHKYIO nauky. Ilo 20 rabnerok
| P - i a B GyHCTEP W3 ILIEHKH NOJHBHHWIXIOPHAHOH
c Bnémleﬁneu 25’ Ak Y ey {MOAMITIUIEHOBOH / TONUBUHKAAEHXAOPHUIHON) ¥
110 [IDHMEHEHHIO P> amoMubueBol onsri, no 25 GnucTepoE B
P ) KAPTOHHYIO NAYKy ¢ BROMEHHeM 25 urCTpyIamii o
TIPHMEREHHAN).
12 | Labeling / Mapxupoeka According to ND /
B coorBercremn ¢ HIJ
13 Storage conditions / Ycnorua In a dry place, at temperature below 25 °C. / B cyxoM MecTe NpH TeMnepaType ne
XpaHeHHs Boime 25 °C.
{14 | Shelftife/ Cpok roaHoCcTH 3 years / 3 rona

Remarks : The Product conforms to ND/ » Conclusion : APPROVED /
Npumeuanue: fpogyxr cootBeTcTRyeT Tpaboraruam HI | 3axmovenue: OQOBPEHO

Checked by QC in-Charg , Approved by QA In-Charge /
HoxymenT nposeper OKKN_ ]2 D awus DNoxyment ogobpeH OOK: w!z
Date/ g9~ &)noz2_ Date / 29.0\. 202 2
Barta: { Aara:

FMQC003-15-06

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