Clpla

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJITW3A
Page 1 of 4/ Crp. 1 m3 4
Product: SENADE TABLETS 13,5 mg Mpoayxt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 483018

Batch Quantity / O6bem cepan:  5844packs / ynakoBok

AR No / Anaanraaecknii oraer Ne : ARF/038/2023 | Date of Analysis / lara anammsa:  23.03.2023

Date of Mfg / /lara npousBoacTsa:

02/2023 Date of Expiry / I'ogen no0: 01/2026

Analysis performed according ND / Anamms nposeaén no H/I: I1 NO1 3745/01-180522

Test / HokazaTesin

Result / Pesyabrathbi Specification / Hopma

1 | Description / Onmcanmne

Complies / CooTsercTByeT 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. / [Lnockue kpyrasie Tabnerks co
CKOLIEHHBIMH KPasiMH OT KOPHHHEBOTO JI0 TEMHO-
KOPHYHEBOTO LBeTa C BKparuienuamu. Ha oaxoii
cropose Tabierku Boigasneso cioso «CIPLAY, Ha
ApPYTO# - IMHKA pasjioma.

2 | Identification / [ToanuHHOCTD

(BIXX)

Meruanaparuapokcubensoar

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
A rrreshaoREE B CooTsercTByeT (jsxgranmaanne aMMHAYHOrO PACTBOPa B KPACHBIH

2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooTBercTByeT chromatogram of the sample solution should

corresponds to the retention time of the principle
peak in the chromatogram of the Methyl
Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpems
yAepKHBAHHA OCHOBHOIO MHKa Ha XPOMATOrpamMme
MCILITYEMOIO PacTBOPa AOKHO COOTBETCTBOBATD
BPEMEHH Y/IePKHBAHNA OCHOBHOIO ITHKA HA
XpOMaTOorpaMMe CTaHJapTHOro pacTsopa
MeTHanaparnapokcnoensoara (pasnen

«Merunnaparuapokcubensoar).
|

Mmacca

3 | Average weight / Cpennss

187.06mg / 187,06mr 189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeuanue: MpoaykT cooTeeTcTayeT Tpedosaruam HI | 3akntoyerue: OOOBPEHO

Conclusion : APPROVED /

Checked by QC In-Charge /

Approved by QA In-Charge /
[lokymeHT nposepeH OKK: y NokymeHT ofobper OOK: %
o o3 T oo

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




Cipia

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page2 of 4 /Crp. 2 m3 4

Product: SENADE TABLETS 13,5 mg

Mpoayxt: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepusi Ne: 483018

Batch Quantity / O6bem cepun:  5844packs / ynakosok

AR No / Anamrugeckwii oruer Ne : ARF/038/2023

Date of Analysis / /lara anajsmsza:  23.03.2023

Date of Mfg / Jlara npomssoacrsa:  02/2023

Date of Expiry / 'ozen no: 01/2026

Analysis performed according ND / Ananms nposenén mo HJI: TT N013745/01-180522

Ne Result / PesysibTaThl Specification / Hopma

Test / okazaTenib

OHOPOIHOCTE MO Macce

4 | Uniformity of weight / Complies / CooTtBercTByer 18/20 tablets NMT = 7.5 % / 18/20 ne Gonee +7.5

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

5 | Loss on drying / [Toreps B 2.7% NMT 6.0 % / He 6osee 6,0 %
Macce MpH BBICYIIHBAHHK
6 | Dissolution / 79-86% NLT 70 % (Q) of sennosides in 120 minutes
PacTeopenue He menee 70 % (Q) cerno3unos yepes 120 mux
7 | Uniformity of Dosage units / AV=49 The acceptability index forn=10 AV <L1.

OnHOPOHOCTL AO3HPOBAHMA

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.

Tokasarenb npuemaemocts s n=10 AV <L1.

B cayuae, ecnin 3Ha4denue AV npessimaer L1,
MPOBOAAT HCMLITAHKE HA caenyomux 20 obpasuax.
Jlna n=30 AV < L1. Bce 3HaueHHs Xi 10KHBI
YAOBJIETBOPATE HEPABEHCTBY. '

IM=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

KonuuecTBeHHOE Onpenenenne 13.88mg/tab / sennosides calculated as sennoside B in one tablet. /
(CnexrpodoTomeTpus) Ot 12,15 1o 15,53 mr (ot 90,0 no 115,0 %)
13,88mr/Tab CEHHO3WIOB B NepecyeTe Ha cenno3ua B B o1HO#M
Tabnerke.

Remarks : The Product conforms to ND/
Mpumeuanue: MNpoaykT cooTseTCTBYET TPEboBaHUAM

Conclusion : APPROVED /
HAO | 3akmouenne: OAOBPEHO

Checked by QC In-Charge /
[okymeHT nposeper OKK: /\/

Approved by QA In-Charge /
[okymeHT opobper OOK: @){/

Date /

fara: A

3::;/ 24.0M 2oLy
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Cipia

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIN3A
Page3 of 4/ Crp.3 m3 4
Product: SENADE TABLETS 13,5 mg Mpoayxr: CEHAJIE", TABJIETKH 13,5 mr
Batch No / Cepusa Ne: 483018 Batch Quantity / O6bem cepun:  5844packs / ymakoBok
AR No / Anasmrauecknii oraer Ne : ARF/038/2023 | Date of Analysis / /lara apammsa:  23.03.2023
Date of Mfg / Jlara nponssoacrsa:  02/2023 Date of Expiry / I'oaen 1o: 01/2026
Analysis performed according ND / Ana;ms nposenén mo HJ/I: [T N013745/01-180522
Ne Result / PesyasTars: Specification / Hopma
Test / HokaszaTenn
9 | Content of Methyl 0.046mg/tab 0.028 — 0.056 mg/tab. / Or 0,028 o 0,056 mr/Tab.
parahydroxybenzoate(HPLC)/
Conepxanne
MeTHImaparuapokcubensoara 0.046Mr/Tab
(BOXKX) )
10 | MICROBIAL LIMIT TEST/ MukpoOronoriteckas 4Hcrora
10a) | Total Aerobic microbial count /
Obwee 4ucao aspobHBIX 20 Not more than 10* cfi/ g / He Gonee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 10” cfi/ g /He Gonee 10° /r
count / OBuiee uucno <10
TUIECHEBBIX M JIPOXIKEBBIX
rpubos
10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He Gonee 107 /r
bacteria/ Ycroiuusbie K
AEHCTBHIO XKETYH
rpaMOTpHUATe bHbIE GaKTepHH
10d) | Staphylococcus aureus Absent /OrcyTeTByIOT Absent in 1 g/ OrcyrcrBue 8 1 r
10¢) | Escherichia coli Absent /OTcyTcTBYIOT Absent in 1 g/ OrcyrcTBe B 1 T
10) | Salmonella Absent / OrcyrerByioT Absent in 10 g / Orcyrcreue s 10 g

Remarks : The Product conforms to ND/
Mpumeuanue: MpogykT cooTeeTcTBYET TPeboBaHWaM HU

Conclusion : APPROVED /
3aknouenne: OOQOBPEHO

Checked by QC In-Charge /

Approved by QA In-Charge / =
LlokymeHT nposepeH OKK: /@}B&v [TlokymeHT oaoBper OOK: @’)//
Date / X Date / X
Jara: 2904213 Dara: 24-01-22 2L}
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Cipla

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIU3A

Page4 of4/Crp. 4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE", TABJIETKH 13,5 mr

Batch No / Cepust Ne: 483018

Batch Quantity / O6bem cepun:

5844packs / ymakoBox

AR No / Anagurudecknii orger Ne : ARF/038/2023

Date of Analysis / lara ananmsa: 23.03.2023

Date of Mfg / lata npomssoacrea:  02/2023 Date of Expiry / 'onen no: 01/2026
Analysis performed according ND / Anaaus nposenén no HJI: TT N013745/01-180522
Na Result / PesyabTaTsi Specification / Hopma
Test / HokazaTeas
11 | Package / YnakoBka P -
- inail:%;éry;:;:z? SAavls Package / Ynakosxka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-layer PVC/PE/PVDC film and aluminum foil. 2
aluminum foil. 25 blisters with | 3 blisters and a patient information leaflet in a
25 patient i nfc;nnation leaflets in |S2rion- 20 tablets in a blister made of PVC
S earton’ ' Tio S0 ARGHTOR A /PE/PVDC film and aluminum foil, 25 blisters with
6nuc’rep' s e 25 patient information leaflets in a carton. / Ilo 20
" OpHIHOii TabneTok B GimcTep M3 MUIEHKH TPEXCIOHHO
(mox ol (TIBX/IID/MIBAX) u amomunuesoi ¢omsra. Mo 2
O RODIHON) unm 3 6aucrepa BMECTe C HHCTPYKLHEH 1o
AMOMUHAEBOH HOMLIH, 10 25 NPUMEHEHHIO B KapTOHHYI0 nmauky. [To 20 rabnerok
GCTepOB B KAPTOHHYHO NaY B GMCTEp M3 MUIEHKH NOJHBHHHIIXIOPHAHOM
S A ﬁKy (nomM3THNEHOBOI / IONMBHHHIACHXIOPUIHOMH)
15D T HRASHEEID CTP) amomuEKeBoil hoabry, mo 25 OmucTepos B
P ’ KAPTOHHYIO NAYKY C BIOXKEHWeM 25 MHCTPYKumii no
NPHMEHEHHIO.
12 | Labeling / MapkupoBska According to ND /
B coorserctun ¢ HJI
13 | Storage conditions / Ycnosus In a dry place, at temperature below 25 °C. / B cyxom mecTe npu Temnepatype He
XpaHeHHs soie 25 °C.
14 | Shelf life / Cpox rogsocTH 3 years / 3 rona

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Npumeuanue: MpogykT cootsercrayer Tpebosarnam HI | 3aknioueHue: OOOBPEHO

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

[NokymeHT nposepeH OKK: @}/ = JNokymeHT ogobpeH OOK: %9)/%
Date / Date /

[lara: 2904 .92m3 Tlata: 2LA. o022
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