Cipia

CERTIFICATE OF ANALYSIS
N : CEPTUHOUKAT AHAJIM3A

Page 1 of 4/ Cyp. 1 n3 4

Product: SENADE TABLETS 13,5 mg

Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482063

Batch Quantity / O6bem cepun: 5851 packs / ynakosox

AR No / Anaaragecknii orger Ne :  ARF/124/2022|Date of Analysis / lata anammza: 28.05.2022

Date of Mfg / lara npoussoncrsa: _ 05/2022 Date of Expiry / I'onen 10: 04/2025

Analysis performed according ND / Araymi3 nposeagn no H/I: [1 NG13745/01-091017, M3m. Ne 1 ot 17.04.2020

Test / Hoxazatens

Result / PesyinrarThbi Specification / Hopma

1 | Description / Onucasiie Complies / CootpercTsyeT - 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. / Inockue kpyrnbie TabneTku co
CKOLIEHHBIMH KPasiMi OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOIO UBeTa ¢ BKparneHuamy. Ha onHo#
cropone Tabnetku BoinaBnero cnoso «CIPLA», Ha
JPYroi - AMHKsA pasioma. :

2 | Identification / ITogmHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByeT OkpamvBaHue aMMHAYHOIO PacTBOPA B KPACHbLIH
AHTPaxXUHOHOBBIE TJIMKO3HIBI -
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteetcTByeT chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(BOXX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yJIEp:KHBaHHsT OCHOBHOIO [IMKA HA XPOMATOrpamme
HCIBITYEMOTO PACTBOPA I0JLKHO COOTBETCTBOBATH
BPEMEHH YAEPIKUBAHHA OCHOBHOIO ITMKA Ha
XPOMATOrpaMme CTaHAAPTHOrO PacTBOpa
MeTHInaparuapokciudeHsoara (pasmen
«MeTrunnaparuapokcubensoar).

3 | Average weight / Cpennsas
Mmacca

190.00mg / 190,00mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED/

Mpumeuanue: MNpoaykT cooTeeTcTayeT TpebosaHuam H/l | 3aknioveHue: OAOOBPEHO

Checked by QC In-Charge /(

[okymeHT nposepeH OKK: \\3 la Lkiy

Approved by QA In-Charge /
[okymeHT onobpeH OOK: @X/ 12

Date /

flata: 2.%-05.2022—

Date /

0620
Nara: 2-8 - 05 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




Cipia

CERTIFICATE OF ANALYSIS
N CEPTHO®UKAT AHAJIU3A
Page2 of 4/ Crp. 2 m3 4
Product: SENADE TABLETS 13,5 mg Ilpoaykr: CEHA,[lE@’, TABJETKH 13,5 mr
Batch No / Cepusi Ne: 482063 Batch Quantity / Oonem cepun:  5851packs / ynakosox

AR No / Apasmraaecknit orger Ne :  ARF/124/2022|Date of Analysis / lara anammsza:  28.05.2022

05/2022

Date of Mfg / Jlara npousBojacTBa:

Date of Expiryv / I'ogen no:

04/2025

Analysis performed according ND / Anamms nposenén mo HJI: ITN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Resuit / PesyjibTatsl

Test / TioxazaTens

Specification / Hopma

4 | Uniformity of weight /
OpHOpPOIHOCTE MO Macce

Complies / CooTBeTcTBYET

18/20 tablets NMT + 7.5 %/ 18/20 ne Gonee =7,5
%
2/20 tablets NMT +15% / 2/20 ne 6onee = 15%

5 | Loss on drying / IloTeps B 1.5% NMT 6.0 % / He boxnee 6,0 %
Macce MpH BbICYLIHBAHHH
6 | Dissolution / 80 - 89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenue ‘ He menee 70 % (Q) cenro3uaos uepe3 120 MuH
7 | Uniformity of Dosage units / AV=51 The acceptability index forn=10 AV <L1.

OnHOpPOAHOCTE NO3HPOBAHHS

‘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.

L1=15.0,L2=25.0.

IMToxazarens npuemnemoctd s n=10 AV <L1.

B cny4ae, ecnu 3nauenue AV npesbimaer L1,
MPOBOJAT MCTIbITaHHE Ha creayomux 20 obpasuax.
JInsa n=30 AV < L1. Bce 3Ha4eHus Xi JOJDKHBI
VIOBJIETBOPATE HEPABEHCTRY:

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

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

8 | Assay. = (Spectrophotometry)
KonudecTBeHHOe OMpeneneHHe
(CnexrpotoTomeTpns)

13.90 mg/tab /

13,90 mr/rab

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 o 15,53 mr (ot 90,0 mo 115,0 %)
CEeHHO3M[I0B B nepecuere Ha ceHHozuz B B omHo
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoayKT cooTeeTcTByeT TpebosaHuam H/

Conclusion : APPROVED /
3aknwouenune: OQOBPEHO

Checked by QC In-Charge />

HokymeHT nposepeH OKK: B ela e

Approved by QA In-Charge /
HokymenT ogobpeH O0K: %&

Date /- 2‘8-0‘5-1012“‘_ :
Nara:

Date. -

28 o5 ‘2/05.‘.2'.
Nara:

FMQCO003-15-06

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

-

CEPTUO®UKAT AHAJIN3A

Cipla

Page 3 of 4/ Crp. 3 n3 4

Product: SENADE TABLETS 13,5 mg

IIpoaykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne: 482063

Batch Quantity / O6bem cepun:  5851packs / ynakoBok

AR No / Apanmrugeckuii oraer Ne : ARF/124/2022

Date of Analysis / Jlara anamuza: 28.05.2022

Date of Mfg / Jlara nponssoacrea:  05/2022 Date of Expiry / I'ogen no: 04/2025

Analysis performed according ND / Anamms nposenén mo HJL: IT N013745/01-091017, M3m. Ne 1 ot 17.04.2020

No

Test / llokazarenb

Resuait / PesyasTarsel Specification / Hopma

9 | Content of Meihyl
parahydroxybenzoate(HPLC)/
Conep:xanre .
MeTUNTaparuapokcidensoara

(BIKX)

0.048 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 no 0,056 mr/Tal.

0,048 mr/Tad

10 | MICROBIAL LIMIT TEST/ MukpoOuonoru4eckas 4ucTora

10a) | Total Aerobic microbial count /
O6mee ucIo a3pobHbIX
MHKPOOPraHU3MOB

<10 Not more than 10* cfu/ g / He 6onee 10* /r

10b) | Total combined yeast and mould
count / Obwmee uucio

Not more than 10> cfu/ g /He Gonee 10° /r

<10
TIECHEBEIX M JIPOMOIKEBBIX
rpuboB
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 107 / g / He 6onee 10° /r
bacteria/ Ycroiiunsbie K
NeHCTBHIO XKETYH
rpaMoTpHIaTenbHble OaKTepHr
10d) | Staphylococcus aureus Absent /OTCyTCTBYIOT Absent in 1 g/ OrcyrcTBHE B 1 T
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absentin 1 g/ OtcyrcTBHe B 1 T
101f) | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeuanue: MNpogykT cooteeTcTByeT Tpebosannam HI | 3akntoyeHve: OOOBPEHO

Checked by QC In-Charge / ™, _ Approved by QA In-Charge /

NokymenT nposeper OKK: ]? Gl ane HokymeHT ofobpeH OOK: %

Date / 9 R.0L 202 Gk Date / 2—8‘05‘-2/0‘?/?—- i
Hara: Dara:

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
CEPTH®UKAT AHAJTU3A

Cipla

Page 4 of 4/ C1p. 4134

Product: SENADE TABLETS 13,5 mg

IIpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 482063

Batch Quantity / O6bem cepum:

5851packs / ynakoBox

AR No / ApannTagecknit oraet No @ ARF/124/2022

Date of Analysis / /laTa ananmsa: 28.05.2022

Date of Mfg / Jlara npoussoacra:  05/2022

Date of Expiry / I'onen no:

04/2025

Analysis performed according ND / Ananms nposenén no HJI: TTN013745/01-091017, M3m. Ne 1 ot 17.04.2020

|
-

P

e

Test / lokazatens

Result / Peayabratni

Specification / Hopma

11 | Package / Ynakopxa
in a blister made of

GnucTep U3 MIeHKH

(MONTHATHASHOBOMH/

10 MPHUMEHEHHIO.

Package / Vmakoeka - 20 tablets

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

TTONTMBHHHIIXIOPHIAHOM

IO BHHUITIEHXIOPHIHOMH ) 1
amomuHueBoi ponsry, no 25
OMUCTEPOB B KAPTOHHYIO MaYKy
C BJIOYKeHHEeM 25 UHCTPYKLIMIA

Package / YmakoBka - 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. / ITo 20
tabnerok B OIIHCTEp M3 TUIEHKH TPEXCIOHHOH
(IIBX/II3/MIBJAX) v amomuunesoi (onery. ITo 2
unm 3 OaucTepa BMeCTe ¢ HHCTpPYKIHeit o
NPUMEHEHUIO B KapTOHHYHO na4ky. ITo 20 Tabnetok
B GJMcTep U3 MIEHKH NOJTHBHHUIXJIOPUAHOR
(NONMMITHIIEHOBOI / MOMMBHHMIAEHXIIOPHIHOKH) 1
aNFOMHHHEBOH (onbry, no 25 6aucTepos B
KapTOHHYIO MayKy ¢ BIOKCHHEM 25 HHCTPYKLHH 110
NPHUMEHEHHIO.

12 | Labeling / Mapxuposka According to ND /

B coorsercreun ¢ HJ{

13 Storage conditions / Ycnosus

XpaHeHHA seie 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temnepatype He

14 | Shelflife / Cpok ronHocTH '| 3 years/ 3 Tona

Remarks : The Product conforms to ND/
NMpumeuanme: MpoaykT cooTseTcTByeT TpebosaHuam H

Conclusion : APPROVED /
3akmouenune: OOBPEHO

Checked by QC In-Charge /™ )

[lokymeHT npoBepeH OKK: ™ ]3 E)ctn e

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

TS

Date.k.: QL OLT. 2L 02
[ara:

Datg/... "
Heve LR <05~ Lor

FMQCO003-15-06

Clpla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
- Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




