Cipla

- CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A
Pagelof4/Crp.1u3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJE®, TABJETKH 13,5 mr

Batch No / Cepusi No : 482129

Batch Quantity / O6bem cepun:  5853packs / ynakosok

AR No / Ananuruuecknii otuer Ne : ARF/205/2022| Date of Analysis / MaTa ananuza: 22.09.2022

Date of Mfg / lata nponssogcrBa:  09/2022 Date of Expiry / I'ogen no: 08/2025

Analysis performed according ND / Ananus nposeaén no H/: TIN013745/01-091017, Ham. Ne 1 ot 17.04.2020

Test / Tlokazarens

Result / PesynbTaTs: . Specification / Hopma

1 | Description / Onucanue Complies / CooTBeTcTyeT 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 kpyrisie Tabnetku co
CKOLUEHHbIMH KPAassMH OT KOPHYHEBOI'O JI0 TEMHO-
KOPHYHEBOro LBeTa ¢ BkpanneHusmMu . Ha oxguoi
cropoHe Tabnetky sbinasneno cnoso «CIPLA», Ha
OpYToii - THHHSA pa3noMa.

2 Identification / ITTopnmuaHOCTE

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution tums a reddish colour /
CootsercteyeT OxpalumupaHue aMMHAYHOrO PAcTBOPA B KPACHBI
AHTpPaxXHHOHOBBIE ITIMKO3HIBL bt
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CootserctByer chromatogram of the sample solution should
Merumaparuapoxcubenzoar corresponds to-the retention time of the principle
(B3XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
YAEPKHBAHHA OCHOBHOTO NMHKA HA XPOMATOrpamMme
HCIBITYEMOI0 PACTBOPA JODKHO COOTBETCTBOBATD
BPEMEHH yeDKHBAHUA OCHOBHOTO TTHKA HA

| Xpomarorpamme CTaHAAPTHOTO PacTBOpa
MeTHnnaparuapoxcubensoara (paznen
«MeTtnnnaparuapokcrubensoar).

3 | Average weight / Cpennss
macca

186.49mg / 186,49mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeyanue: MpoaykT cootBeTcTBYeT TpeboBaHuam HY | 3aknioyenne: OQOEPEHO

[okymeHT nposepeH OKK:

Checked by QC In-Charge / @0 ue Approved by QA In-Charge / U _(

HokymeHT ogobpeH OOK:

{Date/ o, . 4 Q2022
Narta:

Date / 2.2.094-2.02-1L
Hara:

FMQC003-15-06

s
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Cipla

* CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Page2of 4/Crp.2 m3 4

Product: SENADE TABLETS 13,5 mg

Ipoayxr: CEHAJIE®, TABJIETKM 13,5 mr

Batch No / Cepusi Ne: 482129

Batch Quantity / O6bem cepun:

5853packs / ynakoBok

AR No / Ananurnuecknii otuer Ne : ARF/205/2022|Date of Analysis / laTa ananuza: 22.09.2022

Date of Mfg / lata npoussoacrea:  09/2022

Date of Expiry / I'ogen no:

08/2025

Analysis performed according ND / Auasnus nposenén no HJI: IIN013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesyabTaTs! Specification / Hopma
Test / IToka3zaTenn

4 | Uniformity of weight / Complies / CooTtBetcTByeT 18/20 tablets NMT + 7.5 % / 18/20 e 6onee + 7,5
OnHOPOAHOCTH IO Macce %

2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

5 | Loss on drying / IToteps B 2.3% NMT 6.0 % / He Gonee 6,0 %

MacCe NPH BEICYIHBAHHH

6 | Dissolution / 83-92% NLT 70 % (Q) of sennosides in 120 minutes
Pacteopenue He menee 70 % (Q) cennozunor uepes 120 mun

7 | Uniformity of Dosage units / AV =51 The acceptability index forn =10 AV <L1.
OpHOpPOAHOCTHL IO3HPOBAHHA In the case where the value of AV exceeds L1, a

test 1s 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=250.

IToxasarens npuemnemoctu s n=10 AV <L1.

B cny4gae, ecmi-spavenne AV npesbrmaet L1,
NMPOBOAAT HCMBITAaHKE Ha cnenyomux 20 obpasuax.
Jons n=30 AV <L1. Bce 3Hauenns Xi 10/DKHBI
YIOOBIETBOPATH HEPABEHCTBY:!

[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
KonuuecTseHHoe oOnpefeneHne 13.89mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomeTphst) Ot 12,15 no 15,53 mr (ot 90,0 o 115,0 %)

13,89Mr/Ta6 CEHHO3MOB B epecyeTe Ha ceHHo3ua B B o1HOl
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykT cooTeeTcTByeT TPebosBaHuam HI

Conclusion : APPROVED /
3aknouernune: OQOBPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: @m QLiLe

Approved by QA In-Charge /
HokymeHT ogobperH OOK:

B

Date /

22.09:202°2
[ara:

Date /

fara: 2 %°94.2022

FMQC003-15-06
rl
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Cipla

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIN3A
Page3of 4/Crp.3 u3 4
Product: SENADE TABLETS 13,5 mg Hpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusi Ne: 482129

Batch Quantity / O6bem cepun:  5853packs / ynaxosox

AR No / Ananurnyeckuii otuer Ne : ARF/205/2022 | Date of Analysis / lata anaau3za: 22.09.2022

Date of Mfg / laTta nponssojcrsa:

09/2022 Date of Expiry / T'onen no: 08/2025

Analysis performed according ND / Anaaus nposeaén mo HII: IT1NO13745/01-091017, U3am. Ne 1 ot 17.04.2020

Ne Result / PesyabTaThi Specification / Hopma
Test / ITokazarenn
9 Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 go 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepixanue
merrmaparuapoxcubensoara T
| (BIXX) ’

10 | MICROBIAL LIMIT TEST/ Muxpobuonoraueckas 4ucToTa

10a) | Total Aerobic microbial count /
Ob6mee gnC0 a3poOHBIX <10 Not more than 10* cfu/ g / He Gonee 10° /v

| Muxpooprann3mos

10b) | Total combined yeast and mould Not more than 10” cfu/ g /He Gonee 107 /r
count / O6miee uncno <10
TUIECHEBBIX H IPOMKEBBIX
rpubos

10 ¢) | Bile tolerant gram-negative Absent /OtcyteTByIoT Not more than 10”/ g / He 6onee 107 /r
bacteria/ Veroiiuuseie k
IEelCTBHIO KEeTYH
rpamMoTpHUATeNnbHbIe DaKTepHH

10d) | Staphylococcus aureus Absent /OtcyrctByroT Absentin 1 g/ Orcyrcreues 1 ¢

10¢) | Escherichia coli Absent /OtcyrcTByior Absentin 1 g/ OrcyrcreneB 1 r

109) | Salmonella Absent / OtcyTcTRYIOT Absentin 10 g /Orcyrctene s 10 g

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

1 NMpumeuanue: MNMpoaykr cootseTcTeyeT Tpebosanusam HI | 3aknoyenune: OQOEPEHO

Checked by QC In-Charge Approved by QA In-Charge / C@E}Zﬁw T
HokymeHT nposepeH OKK: \]Lg Oeone DoxymeHT ogobper OOK: L)
Date/ o, . aq.2022 Date / 22 .0% 202~

fara:

Hara:

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
CEPTHOHUKAT AHAJIU3A

Pagedof 4/ Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne: 482129

Batch Quantity / O6bem cepuu:

5853packs / ynakosok

AR No / Ananurnyeckuit oruer Ne : ARF/205/2022

Date of Analysis / laTa ananusa: 22.09.2022

Date of Mfg / JaTta npoussogcrea:  09/2022

Date of Expiry / I'onen mo:

08/2025

Analysis performed according ND / Ananus nposeaén no H: TI N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Result / PesyabTars: Specification / Hopma
Test / Iloxazarenn
11 | Package / Ynaxoska Package / Ynaxoska - 20 tablets
P bl%s pgasy 21;. ¢ Package / Ymaxoeka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
slumiany il 25 bisterswitiy | 3 blisters and a patient information leaflet in a
25 patient inft;nnation leaflets in | Carton. 20 tablets in a blister made of PVC
a carton. / TIo 20 Ta61eToK b /PE/PVDC film and aluminum foil, 25 blisters with
Gnnc'rep' S 25 patient information leaflets in a carton. / ITo 20
. tabneTox B OIHCTED W3 MIEHKH TPEXCIOHHOM
TIOJIHBHHHIXJIOPUAHOM Z
(HOJmaTPIJ'leHOBl()Jﬁ / (IMBX/MI2/MIBAX) 1 amomunuesoii donsra. Io 2
NONMBRHHAREHXIOPAAHOH) H unu 3 6rmcTepa BMECTE ¢ HHCTPYKUMeil o
S eE S0, 116 25 NPUMEHEHHIO B KapTOHHYIO na4ky. ITo 20 tabaerox
PR KapmHHy;O S— Gi1HCTep H3 MIEHKH NONUBHHUIXNODHIHOM
¢ BrOKeHueM 25 HECTPyKIHH (nomuaTHNEHOBOH / MONHBHHUIIIEHX TIOPHAHO) 1
S amomuEHeBoH (ombra, no 25 GaucTepos B
' KaPTOHHYIO 29Ky C BIOXKEHHEeM 25 HHCTPyKIUMil o
MPHMEHEHHIO.

12 Labeling / Mapkupogka According to ND /
B cootBercteuu ¢ HJT

13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom Mecte npu Temneparype e

XpaHeHUs Beime 25 °C.
14 Shelf life / Cpox rogaocts 3 years / 3 rona

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooteeTcTeyeT TpeboaHusm HI

Conclusion : APPROVED /
3akntouenue: OGOEPEHO

Checked by QC In-Charge /

[okymeHT nposepeH OKK: Qlet

Approved by QA In-Charge /
OokymeHT ogobpeH OOK:

Date / 02092022

[ara:

Date /

.-O »
e 22 . 0% g2 2.

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




