Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page 1 of 4/ Crp. 1 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483006

Batch Quantity / O6bem cepun:

5845packs / ynakosok

AR No / Anamaragecknii oraer Ne : ARF/023/2023 | Date of Analysis / lara anammza: 21.02.2023

Test / loxkazareas

Date of Mfg / Jlara nponssoacrea:  01/2023 Date of Expiry / I'onen no: 12/2025
Analysis performed according ND / Anamms nposenén mo H/I: TT1 N013745/01-180522
Ne Result / Pesyabrarnt Specification / Hopma _

1 | Description / Onucanue

Complies / CooTBercTByer

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. / Ilnockue kpyribie Tabnerku co
CKOLIEHHbIMH KPasiMH OT KOPHYHEBOIO [I0 TEMHO-
KOPHYHEBOIO LiBeTa C BKpannexsusamu. Ha oaHoii
cropoHe Tabnerku BeigasieHo cioBo «CIPLAY, Ha
APYTOii - IHHHS pa3noma.

2 Identification / ITomHHHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
R T Cootsercrsyer L):é):musauue aMMHa4HOrO pacTBOpa B KPACHbIi
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercrsyer chromatogram of the sample solution should
Merunmaparnapokcubensoar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAEP)KHBAHHA OCHOBHOTO MHKA Ha XPOMATOTPaAMME
MCTILITYEMOrO PacTBOPa A0KHO COOTBETCTBOBATD
BPEMEHH y/IepyKHBAHUS OCHOBHOTO MHKa Ha
XpOMaTorpaMMe CTaHAapTHOrO pacTsopa
MeTHInaparuapokcubensoara (pasaen
«Metnmmaparunpokcubersoar).

3 | Average weight / Cpennss
macca

186.23mg / 186,23mr

189.99 mg £7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanue: NpoaykT cooTeeTcTayeT TpebosaHusm HI | 3aknrouyenune: OJOBEPEHO

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

[okymeHT nposepeH OKK: /@;\\'-/"Q, [JokymeHT oaoBpeH OOK: %ﬁ'ﬁ}(
Date / Date / 3 2

Nata: 29-04-2023 [lava: 29.04 12o2%
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Cipla
CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page2 of 4/Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483006

Batch Quantity / O6bem cepun:  5845packs / ynakoBok

AR No / Anammrauecknii orger Ne : ARF/023/2023

Date of Analysis / lara apamaza: 21.02.2023

Date of Mfg / lara nponssoacrea:  01/2023

Date of Expiry / 'oaen no: 12/2025

Analysis performed according ND / Ananms nposeaén nmo HJI: 1 N013745/01-180522

Ne Result / PesyasTare: Specification / Hopma

Test / loxkazarenn

4 | Uniformity of weight / Complies / Coorsercrayer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee + 7,5

OnHOpPOAHOCTH MO Macce

%
2/20 tablets NMT +15% / 2/20 ue Sonee + 15%

5 | Loss on drying / I[Toreps B 2.4% NMT 6.0 % / He Goaee 6,0 %
macce fpH BbICYIIHBAHUH

6 | Dissolution / 81-89% NLT 70 % (Q) of sennosides in 120 minutes
PactBopenne He menee 70 % (Q) cernosnnos depes 120 mun

OnHOPOIHOCTH NO3HPOBAHHUA

7 | Uniformity of Dosage units / AV =

5.7 The acceptability index forn=10 AV <LI.

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 * L2 x M.

L1=15.0;L2=25.0.

TTokasarens npuemsnemocty s n=10 AV <L1.

B cnyuae, ecnm 3nauenne AV npessimaer L1,
MPOBOAAT MCMbITAHHE Ha caeayownx 20 obpasuax.
s n=30 AV <L1. Bece 3HaueHus Xi NOMKHbI
YAOBJIETBOPATL 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

KonuuecrBesHoe oOnpeneneHne 13.90mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomerpHusi) Ot 12,15 a0 15,53 mr (o1 90,0 7o 115,0 %)
13,90Mr/Tab CEeHHO3HOB B fepecyeTe Ha CeHHO3uA B B oHOI
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTCcTBYET TPeboBaHUAM

Conclusion : APPROVED /
HA | 3aknwouenune: OQOBEPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK: /@m,p

Approved by QA In-Charge /

NokymeHT ogobpeH O0OK: ﬂ

/
Date /
Oara: 29-04-9m2

e 2Aonaens

FMQC003-15-07

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page3 of 4/Crp. 3 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne: 483006

Batch Quantity / O6bem cepuu:

5845packs / ynakoBox

AR No / Anasaragecknii orger Ne : ARF/023/2023 | Date of Analysis / lara amammsa: 21.02.2023

Date of Mfg / Jlara nponssoacrsa:  01/2023

Date of Expiry / I'ogen no:

12/2025

Analysis performed according ND / Anams nposeaén mo H/I: [T N013745/01-180522

Specification / Hopma

Ne Result / PesyabsTaTs:
Test / Tlokaszarens
9 | Content of Methyl 0.047mg/tab
parahydroxybenzoate(HPLC)/
Conepixanne
MeTHnaparnapoxkcubensoara 0,047mr/Tab
(BIXX)

0.028 — 0.056 mg/tab. / Ot 0,028 1o 0,056 mr/Tab.

10 | MICROBIAL LIMIT TEST/ MukpoGnonoruyeckas 4HcToTa

10a) | Total Aerobic microbial count /

O6mee aucno a’spobHbIX
MHKPOOPraHH3MOB

<10

Not more than 10* cfi/ g / He Gonee 10* /r

10b) | Total combined yeast and mould

count / Obiiee yucno
TUTECHEBBIX H APOYKIKEBBIX
rpuboB

<10

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

10¢) | Bile tolerant gram-negative

bacteria/ Ycroiiuusbie K
NeACTBHIO JKe4H
rpamoTpuuaresibHble Gakrepuu

Absent /OTcyTCTBYIOT

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

10d) | Staphylococcus aureus

Absent /OrcyreTByIOT

Absent in 1 g/ OrcyrcrBue 8 1 1

10 ¢) | Escherichia coli

Absent /OrcyTeTByIOT

Absent in | g/ OtcyrctBue B 1 1

109) | Salmonella

Absent / OrcyrersyioT

Absent in 10 g / Orcyrcreue 8 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MpoaykT cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenue: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[NokymeHT nposeper OKK: (P [NokymeHT onobper OOK: —
/

Date I 2a.04. Date( 29042023

[ara: 2023 [ara:

FMQCO003-15-07
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Cipia

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTH3A

Page 4 of4/Crp. 413 4

Product: SENADE TABLETS 13,5mg

IlpoaykT: CEHA,IIE‘*, TABJETKH 13,5 mr

Batch No / Cepuna Ne : 483006

Batch Quantity / O6bem cepun:

5845packs / ynakoBok

AR No / Anaanmiuecknii oraer Ne :  ARF/023/2023 Date of Analysis / lara anaamsa:  21.02.2023

Date of Mfg / /lata npon3BoAcTBa: 01/2023 Date of Expiry / I'onen a0: 12/2025
Analysis performed according ND / Anamn nposenén no HJI: TI N0O13745/0 1-180522
Ne Result / PesyabTars! Specification / Hopma

Test / TTokazaTean

11 | Package / YnakoBka
in a blister made of

Omicrep U3 MJeHKH

(NOAM3THIEHOBOMH/

110 MPUMEHEHHIO.

Package / Ynaxoska - 20 tablets

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

MOTHBUHWIXJIOPHHOM

MOMMBHHUIIACHXIOPHIHO#) H
amoMiHUeBoi Gonbri, no 25

BAUCTEPOB B KAPTOHHYIO MayKy
C BIIOXKEHHEM 25 MHCTPYKLHIT

Package / Vnakosxka - 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
TabneTok B GrucTep M3 MIIEHKH TPEXCIOHHOH
(MBX/TIDAIB/IX) 1 amomunnesoii Gombri. Ilo 2
wik 3 Gaucrepa BMECTE C MHCTPYKUMEI 1o
NpHMEHeHHIo B KapTorHyio na4ky. ITo 20 Tabnerok
B GIHCTEp M3 NIEHKH NOTHBAHUIXJIOPHAHOH
(MOAMATHACHOBOI / MONMBUHIIIIEHXIOPHIHON) H
anroMuENeBoil gonbru, no 25 GmcTepos B
KAPTOHHYIO NMAYKY C BIOXKeHHeM 25 MHCTPYKuMii no
MPHMEHEHHIO.

12 | Labeling / MapkupoBKka According to ND /

B coorsercreun ¢ HJJ

13 Storage conditions / Yciosus

XpaHeHHs seiute 25 °C.

In a dry place, at temperature below 25 °C. / B cyxom mecTe Npi TeMNepaType He

14 | Shelflife / Cpok roaHoCcTH 3 years / 3 rona

Remarks : The Product conforms to ND/
MNpumeyanue: poayKT COOTBETCTBYET Tpebosarusm HO

Conclusion : APPROVED /
3aknouyenune: OQOEPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /
NokymeHT oaoBpeH OOK: %

DNokymeHT nposepeH OKK:
Dat
3:;22’ 2Q.04-2023 HZTZ:/ 24-0\ 202%
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