Cipia

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 1 of 4/ Crp. 1 u3 4

Product: SENADE TABLETS 13,5 mg

Mponyxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 483014 Batch Quantity / O6bem cepun:  5844packs / ynakoBok
AR No / Ananaraaecknii oraer Ne : ARF/034/2023  Date of Analysis / /lara anannsza: 11.03.2023
Date of Mfg / /lara nponssoacrea:  02/2023 Date of Expiry / I'onen xo: 01/2026

Analysis performed according ND / Ananns nposenén mo H/I: T1 N013745/01-180522

Test / Tokazarens

Ne Result / PesyabTaTsi

Specification / Hopma _

1 | Description / Onmcanue

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. / TTnockue kpyribie Tabnerku co
CKOIIEHHBIMH KPasiMH OT KOPHYHEBOIO JI0 TEMHO-
KOPHYHEBOIO LiBeTa C BKparuieHnamu. Ha oauoit
cropoHe Tabnerku BoiaasieHo cioso «CIPLA», Ha
APYTOii - JINHHA pasioma.

2 | Identification / ITomnuaHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
. T — Cootsertcrsyer S:gramunauue aMMHA4HOrO PAcTBOPAa B KPaCHBIii
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ Coorsercryer chromatogram of the sample solution should
Merunnaparnapokcnbenzoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEP/KHBAHHA OCHOBHOIO MHKa HAa XPOMATOrpaMme
HCTIBLITYEMOIO PACTBOPA A0JDKHO COOTBETCTBOBATh
BPEMEHH Y/Iep)KHBaHHsI OCHOBHOTO MHKa Ha
XpOMaTorpaMme CTaHIapTHOIO pPacTBopa
MeTHInaparuapokcubensoara (pazaen
«Mernnmaparnapokcnbensoar).

3 | Average weight / Cpennss
macca

188.09mg / 188,09mr

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

Remarks : The Product conforms to ND/
MNMpumeuanue: MNpoaykT cooTeeTcTayeT TpeboBaHusm HI

Conclusion : APPROVED /
3aknwuenue: O0OBPEHO

Approved by QA In-Charge /

Checked by QC In-Charge /

LokymeHT npoeeper OKK: &/—\Q/"’ﬁ, HokymeHT ogobpeH OOK: %
Date / Date /

Nata: 2N 04- 920273 Nara: 2-4.04. 2213

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
CEPTUOHUKAT AHAJIN3A
Page 2 of 4/ Crp. 2 3 4
Product: SENADE TABLETS 13,5 mg Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepusi No: 483014 Batch Quantity / O6bem cepun:  5844packs / ynakosok
AR No / Ananutugecknii orger Ne : ARF/034/2023 | Date of Analysis / lara anaamza: 11.03.2023
Date of Mfg / Jlara nponssoacrea:  02/2023 Date of Expiry / I'oaen jo: 01/2026
Analysis performed according ND / Ana/m3 nposenén mo H/L: T1 N013745/01-180522
No Result / PesyabTaTst Specification / Hopma
Test / ITokaszarens

4 | Uniformity of weight / Complies / CootsercrByer 18/20 tablets NMT = 7.5 % / 18/20 ue Gonee + 7.5
OnHOpOIHOCTE 10 Macce %

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

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

Macce TPH BbICYIIHBAHHH

6 | Dissolution / 81-91% NLT 70 % (Q) of sennosides in 120 minutes
Pacreopenne He menee 70 % (Q) centosunos qepes 120 mun

7 | Uniformity of Dosage units / AV=54 The acceptability index forn= 10 AV <L1.
OnHOPOAHOCTH NO3UPOBAHUS 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.

Ioxasarens npuemnemocty ansi n=10 AV <L1.

B ciyuae, eciu sHauenne AV npessimaer L1,
NPOBOAAT HCTbITaHHE Ha cnenyrownx 20 obpasuax.
Jns n=30 AV < L1. Bce 3HaueHus Xi Z0JKHBI
YAOBAETBOPATH 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
KonuuectsenHoe onpenenexue 13.97mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Or 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13.97mr/Tab CEeHHO3MIOB B NepecyeTe Ha ceHHo3un B B oaHOi
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooteeTcTByeT TpeboBannam HO

Conclusion : APPROVED /
3aknwyenue: OAQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: M [okymeHT ofo6peH OOK: %ﬁ
Date / 20400273 Date _’ 204 202.%
Oara: Nara:

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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 3 of 4/ Crp. I m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepast Ne: 483014 Batch Quantity / O6bem cepun:  5844packs / ynakoBok
AR No / Ananunruyecknii oraer Ne : ARF/034/2023 | Date of Analysis / lara ananmza: 11.03.2023
Date of Mfg / lata mponssoncrsa:  02/2023 Date of Expiry / 'ogen ao0: 01/2026
Analysis performed according ND / Anamus nposeaén mo H/L: [1 N013745/01-180522
Ne Result / PesynsTaTsr Specification / Hopma
Test / Hokazareasn
9 | Content of Methyl 0.048mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 mo 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTunnaparuapokcubensoara 0.048mr/Tab
(B2XKX) ’

10 | MICROBIAL LIMIT TEST/ Mukpobuonora4eckas 4HcToTa

10a) | Total Aerobic microbial count /

Obuee 4nco a3poOHBIX
MHKPOOPraHH3MOB

<10

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

10b) | Total combined yeast and mould

count / OBuiee uncio
TIIECHEBBIX M IPOKIKEBBIX
rpubos

<10

Not more than 10° cfi/ g /He Gonee 107 /r

10¢) | Bile tolerant gram-negative
bacteria/ Veroitunsbie k
JIEHCTBHIO XKEeN4H

rpaMoTpHLATelbHbIE DaKTepHu

Absent /OtcyTcTBYIOT

Not more than 10°/ g / He Gonee 10 /r

10d) | Staphylococcus aureus

Absent /OtcyrcrByioT

Absentin 1 g/ Orcyrcreues 1 r

10¢) | Escherichia coli

Absent /OtcyTcTBYIOT

Absent in 1 g/ OrcyrcrBue B 1 r

109 | Salmonella

Absent / OtcyTcTByIOT

Absent in 10 g /Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
lNMpumeyanue: Mpogykr cooteercTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwoyenue: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[okymeHT npoBeper OKK: &.—-——- Ce ' LokymeHT ogobpeH OOK: %/"
Date / Date / .
Nara: 29:04-0023 Dara: 29 oM 202

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




Clpid

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTH3A
Paged of 4 /Crp.4u3 4
Product: SENADE TABLETS 13,5 mg Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr
Batch No / Cepust Ne: 483014 Batch Quantity / Oonsem cepun:  5844packs / ynakoBok
AR No / Ananmaragecknii oraer Ne :  ARF/034/2023 | Date of Analysis / /lara anammza:  11.03.2023
Date of Mfg / lata nponssoacrsa:  02/2023 Date of Expiry / I'onesn 1o: 01/2026
Analysis performed according ND / Ananms nposenén mo HJ/L: TTN013745/01-180522
Ne Result / PesysibTaThi Specification / Hopma
Test / lHokaszaTens
11 | Package / Ynakoeka =
kag g‘a:k;?;;v;:::z;a 20teblen Package / Ynakoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminam foil. 25 blisters with | °F 3 blisters and a patient information leaflet in a
25 patient inf(;mation leaflets in | 3TN 20 tablets in a blister made of PVC
& chmon. ITID-20 eBaBron /PE/PVDC film and aluminum foil, 25 blisters with
6nucre[; s 25 patient information leaflets in a carton. / TTo 20
- TabneToK B OMHCTEp U3 MIIEHKH TPEXCIOHHOM
P (BX/IT/TB/IX) 1 amommsiesoii pomsri. o 2
S eHXIOPHAHON) 1 w 3 Giucrepa BMeCTe C HHCTPYKIHEH 1o
e eBoik N, 110 25 NpHMEHEHHI0 B KapToHHYI0 nmauky. ITo 20 Tabnerok
GITHCTEPOB B KAPTOHHYIO NAUKY B OImicTep W3 TTeHKH MOMHBHHHIXJIOPHIHOIM
¢ BIGRGHEO S snzcrhyRinil (MoNH3ITHNEHOBOI / MONUBHHIINCHXIOPHIHOM) 1
10 TMMEREHE0 Py amoMiHnReBOH onbry, no 25 Gnucrepos B
e ) KapTOHHYIO TIAUKy C BAOXKEHWeM 25 HHCTpyKuHmii no
[PAMEHEHHIO
12 | Labeling / MapkupoBka According to ND /
. B coorsercreun ¢ H{
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecre npu TeMneparype He
XpaHEeHus! seime 25 °C.
14 | Shelf'life / Cpok roaHocTH 3 years / 3 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeyanue: MNpogykT cooteeTcTByeT Tpebosanuam HI | 3aknoyenne: ONOEPEHO

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

DNokymeHT nposepeH OKK: }@\S&E [okymeHT onobper OOK: %3:9/(
Date / Q. s Date / ~OM-

Nara: 2904907 3 fata: 9 9-0\4-220%%

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




