Cipia

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 1 of4/Crp. 1 3 4

Product: SENADE TABLETS 13,5 mg

Tpoayxr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepast Ne : 483003

Batch Quantity / O6bem cepun:  5848packs / ynakosok

AR No / Ananaraaecknii oraer Ne : ARF/017/2023 | Date of Analysis / lara amammza: 08.02.2023

Date of Mfg / lara npomnssoacrsa:  01/2023 Date of Expiry / I'ogen 10: 12/2025

Analysis performed according ND / Anayms nposenén no H/L: TTN013745/01-180522

Test / Iloxkasarenn

Result / PesyabTaThi Specification / Hopma _

I | Description / Onucanne Complies / CooTercrayer 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. / IInockne kpyribie Tabnerku co
CKOUIEHHBIMH KPassMH OT KOPHYHEBOTO JI0 TEMHO-
KOPHYHEBOTO 1BETa ¢ BKparuienusamMu. Ha onHoi
cropoxe Tabnerku BbinasneHo cnoso «CIPLA», Ha
APYroH - JIHHHA pa3ioMa.

2 | Identification / IToanuHHOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CootsercTByer OkpamnBaHue aMMHAYHOTO PACTBOPA B KPAaCHBI
AHTPaxHHOHOBbIE TJIHKO3M/IbI Sl
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y/ CooTsercTByeT chromatogram of the sample solution should
Merunnaparuapokcubensoar corresponds to the retention time of the principle
(B2XKX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBaHHA OCHOBHOTO ITHKA HA XPOMATOrpamMme
HCMBITYEMONO PACTBOPa JOJDKHO COOTBETCTBOBATh
BPEMEHH YZIep)KHBAHHA OCHOBHOIO MHKA Ha
XpPOMaTOTpaMMe CTaHAapPTHOIO pacTBopa
MeTHimaparuapoxcubensoara (pasnen
«Merunmaparuapokcnbensoar).

3 | Average weight / Cpennss
macca

188.24mg / 188,24mr 189.99 mg +7.5% / 189,99 mr +7,5%

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanwme: Mpoaykr cooteeTcTayeT TpebosaHusam HI | 3aknoueHune: OQOBEPEHO

Checked by QC In-Charge /
[lokymeHT nposepeH OKK: l@:\\’-/af_

Approved by QA In-Charge / =
[HokymeHT ogobper OOK: W/\/

Date /
na-ra-. Q_Q-OQ-'QOZS

Date /

flata: 2LAOY202.3

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




CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Cipla

Page2 of4/Crp.2 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepust Ne : 483003

Batch Quantity / O6bem cepun:

AR No / Ananntiyecknii oraer Ne : ARF/017/2023

Date of Analysis / /lara ananmsza: 08.02.2023

5848packs / ynakoBok

Date of Mfg / lara npoussoacrsa:  01/2023 Date of Expiry / I'ogen 10: 12/2025
Analysis performed according ND / Ananmns nposenén mo H/I: T1 N013745/01-180522
Ne Result / PesybTaThl Specification / Hopma
Test / HokazaTeqas

4 | Uniformity of weight / Complies / CooTsercTByer 18/20 tablets NMT + 7.5 % / 18/20 ue Gonee = 7,5
OnHOPOIHOCTE MO Macce %

2/20 tablets NMT =15% / 2/20 ne Gonee =+ 15%

5 | Loss on drying / [ToTeps B 2.7% NMT 6.0 % / He Gonee 6,0 %

Macce NpH BbICYLIHBAHHH

6 | Dissolution / 79-86% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cenno3nnos uepes 120 mun

7 | Uniformity of Dosage units / AV=54 The acceptability index forn=10 AV <LI1.
OnHOPONHOCTD NO3HPOBAHNA 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.

IMokasarens npuemaemocts anst n=10 AV <L1.

B cayuae, ecau 3Haqenne AV npesbnuaer L1,
MPOBOASAT HCMbITaHHe Ha cneayomux 20 obpasiax.
JIlna n=30 AV <L1. Bce 3Ha4eHus xi AOTKHBI
YAOBIETBOPHTD HEPABEHCTBY .

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

L1=15,0;12=25,0.

8 | Assay (Spectrophotometry) From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
KomiecTsenHoe onpernenerue 13.95mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnextpodoTomerpus) Or 12,15 no 15,53 mr (o1 90,0 no 115,0 %)

13,95mr/1a6 CEHHO3HJIOB B NepecyeTe Ha CeHHo3HA B B oaHO#
Tabnerxe.

Remarks : The Product conforms to ND/
Mpumeyanue: Mpoaykr cooreercrayeT Tpebosaruam HA

Conclusion : APPROVED /
3aknoyenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge /

[lokymeHT nposepeH OKK: W [lokymeHT ofoBper OOK: %
Date / Date / -
Nara: 2042023 [Oara: 28 B HEOTS

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
CEPTHOHUKAT AHAJIU3A

Page 3 of 4/ Crp. I 3 4

Product: SENADE TABLETS 13,5 mg

TMpoayxt: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepusa Ne : 483003

Batch Quantity / O6bem cepun:

5848packs / ynakoBox

AR No / Apamaragecknii oraer Ne : ARF/017/2023 | Date of Analysis / /lara ananmsza: 08.02.2023

Date of Mfg / Jlata npoussoacrsa:  01/2023

Date of Expiry / I'ogen go:

12/2025

Analysis performed according ND / Anamns nposenén no H/L: [T N013745/01-180522

Ne Result / Pesyabratst

Test / Mokazarens

Specification / Hopma

9 | Content of Methyl 0.049mg/tab
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHINaparuapoKcHOeH3oaTa 0,049mr/ra6
(BOXX)

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

10 | MICROBIAL LIMIT TEST/ MukpoGunosiorayeckas 4HcToTa

108) | Total Aerobic microbial count /

O61ee 4Cn0 a9pOOHBIX 10 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB

10b) | Total combined yeast and mould Not more than 107 cfiv/ g /He Gonee 107 /r
count / O6mee uucio <10
TJIECHEBBIX H APOKIKEBbIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTCcTBYIOT Not more than 10° / g / He Gonee 107 /r
bacteria/ YcroiiunBbie K
ACHCTBHIO KETHH
rpamMoTpuuaTeNbHble DakTepun

10d) | Staphylococcus aureus Absent /OtcyrcTBYIOT Absentin 1 g/ OrcyrctBue s 1 r

10e) | Escherichia coli Absent /OtcyTCTBYIOT Absentin 1 g/ Orcyrcreue B 1 ¢

100 | Salmonella Absent / OtcyrerByroT Absentin 10 g /OrcyrcrBue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpoaykr cooTeeTcTayeT TpebosaHuam HI

Conclusion : APPROVED /
3aknwouenune: OQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / 3
JokymeHT nposeper OKK: )—'ﬁ [okymeHT oaobper OOK:
Date / Date /
[lara: A9-04- .92 [lara: 2LAON-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




Cipla

CERTIFICATE OF ANALYSIS
CEPTHOWKAT AHAJII3A

Paged4 of 4/ Crp. 4 3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepus Ne : 483003

Batch Quantity / O6bem cepun:

5848packs / ynakoBok

AR No / Aranurugeckni oraer Ne : ARF/017/2023

Date of Analysis / /lara ananmza: 08.02.2023

Date of Mfg / lata nponssoacrsa:  01/2023 Date of Expiry / I'onen ao: 12/2025
Analysis performed according ND / Anamas nposeaén mo H/L: [T N013745/01-180522
Ne Result / Pesyabrarst Specification / Hopma
Test / Tlokaszarens
11 | Package / YnakoBka P / - 20 tabl
e ina:ktill%:terﬁ:::?)? it Package / Ynaxoska - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
akumbnnm Tl 25 blisters with | 3 blisters and a patient information leaflet in a
25 patient 'mfc;rmation leaflets in |Carton- 20 tablets in a blister made of PVC
& chttor. ] TIb 20 BERIGES /PE/PVDC film and aluminum foil, 25 blisters with
6m»|crep. 6 T 25 patient information leaflets in a carton. / TTo 20
o TabneTok B GNHCTEp M3 MUIGHKH TPEXCIOHHON
?:;}nt?:meuo(;%}‘g/wo" (MBXTIDAIBAX) 1 amomusresoit donbra. [lo 2
i eropiaHEol) 1 i 3 Onucrepa BMeCTe C HHCTPYKIHEH 10
amoMHEHEsOl OB, 110 25 NMPUMEHEHHIO B KapToHHYIO nauky, ITo 20 tabneTok
PR M—— nf;my B OIHCTep M3 MIEHKH MOJIHBHHUIXJIOPHIHON
& TRSEear 25 i it (MONMATHIIEHOBOIT / MOJTHBHHHIICHXJIOPHIHOI) U
110 TIpHMESEHIO CTPYK amoMuHUEBOH (ombry, no 25 Gaucrepos B
) KAPTOHHYK) NAYKy € BIOXKeHHeM 25 uHCTpyKumii no
IPHMEHEHHIO.
12 Labeling / Mapknposka According to ND /
. B coorsercreuu ¢ HJL
13 Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecte npu Temneparype He
XpaHeHHA Boimre 25 °C.
14 | Shelf life / Cpok roasocTu 3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeyanume: Mpoaykr cooTeeTcTeyeT TpebosaHuam H

Conclusion : APPROVED /
3akntouenue: OQOBPEHO

Checked by QC In-Charge / Approved by QA In-Charge / =
[okymeHT npoeeper OKK: %),t_ff— [okymeHT ogobper OOK: %;F/l
Date / Date / OM <2072

[lara: 29-04-9200.3 Nlara: = 2

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




