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Cipla

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page1o0f4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepiisi Ne :

484152

Batch Quantity / OQ6bes cepHH:

5844packs / ynaxoBok

AR No / Ananuruuecknii oruer No : ARF/252/2024

Date of Analysis / lara anaamuza: 14.12.2024

Date of Mfg / {ata npou3BOACTBA:

11/2024

Date of Expiry / I'ogen no:

10/2027

Analysis performed according ND / Auajuu3 nposeién no HJI: TI N013745/01-180522, amend No. 1 dated
09.07.2024 / TI N013745/01-180522, u3m. Ne 1 ot 09.07.2024

Merunnaparuapokcuben3oaT
(B2XX)

Na Result / Pe3yabTaThbl Specification / Hopma
Test / loka3aTean
I Description / Onucanune Complies / CooTBeTcTBYCT 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 kpyrisie TabneTku co
CKOLIEHHBIMY KPasMH OT KOPHYHEBOIO 10 TEMHO-
KOpHYHEBOTO LBETA ¢ BKparuieHuamu. Ha oauoit
cropone Tabnetku BbigapneHo cnoso «CIPLA», Ha
JpYroii - THHKA pas3sioMa.
2 | Identification / [ToanuHHOCTH
2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
CoOTBETCTBYET OkpalMBaHue aMMHaqyHOrO pacTBOpa B KpacHbIi
AHTPaXHHOHOBbIE TIHKO3MIbI ;
LIBET.
2b) | Methy! Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)Y CoOTBETCTBYET 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 Parahydroxybenzoatey) / Bpems
YACPKUBAHUA OCHOBHOIO MUKA Ha XPOMATOrpamMme
HCIMBLITYEMOrO pacTBOpa J0JKHO COOTBETCTBOBATE
BpeMeHH YIepKHBAHUT OCHOBHOTO ITHKA Ha
XpOMaTOrpamMme CTaHAapTHOro pacTBopa
meTuinaparnapokcudensoara (pasaen
«MeTrunnaparnpokcubeH3oar).

(03]

Average weight / Cpennsis
macca

189.16mg / 189,16mr

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

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykT cooteeTcTByeT TpeGosanuam HI

Conclusion : APPROVED /
3akntoyenue: OJOBPEHO

Checked by QC In-Charge /
[okymeHT nposepeH OKK:

Po

Approved by QA In-Charge /
[JoxymeHT ofobper OOK:

P

Date /
Harta:

| 402 202y

Date /
[ara:

VY o) 2o Y

FMQC003-15-09
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Cipla

CERTIFICATE OF ANALYSIS
v CEPTHOUKAT AHAJIU3A
Page 3 of 4 /Crp. 3wz 4
Product: SENADE TABLETS 13,5 mg Hponykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusi N2 : 484152

Batch Quantity / Oobem cepun:  5844packs / ynakosox

AR No / Anamutnaeckuii oruer Ne : ARF/252/2024|Date of Analysis / lata anannsa: 14.12.2024

Date of Mfg / [laTa npoH3BOACTRA:

11/2024 Date of Expiry / I'oaesn no: 10/2027

Analysis performed according ND / Ananns nposenén no HJL: I1 N013745/01-180522, amend No. 1 dated
£9.07.2024 / 11 N013745/01-180522, n3m. Ne 1 or 09.07.2024

Ne Result / PesyabTaThl Specification / Hopma
Test / MMoxkasarenb
9 | Content of Methyl 0.039mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 go 0,056 mr/Tad.
parahydroxybenzoate(HPLC)/ 5
Conepxanue
MeTHImaparuapokcubensoaTa 0,039mr/1ab
(BRXX)
10 | MICROBIAL LIMIT TEST/ MukpoGuonorutieckas 44cToTa
10a) | Total Aerobic microbial count / 10
OB11Iee YNEo asPOBHBIX Not more than 10* cfu/ g / He 6onee 10* /r
MHKPOOPraHH3MOB
10b) | Total combined yeast and mould Not more than 107 cfu/ g /He Gonee 10° /r
count / Obmee yuncio <10
TIECHEBBLIX M IPOKIKEBBIX
rpubos "
10¢) | Bile tolerant gram-negative Absent /OTCyTCTBYIOT Not more than 10°/ g / He Gonee 10% /v
bacteria/ YcToiiuuBsie K
NEHCTBHIO HKENIH
rpaMoTpHIATENbHbIE DaKTepHH
10 d) | Staphylococcus aureus Absent /OTcyTCTBYIOT Absent in 1 g/ OrcytctBue B 1 r
10¢) | Escherichia coli Absent /OTCYTCTBYIOT Absent in 1 g/ OrcytcrBue B 1 T
l 100 | Salmonella Absent / OTcyTCTBYIOT Absent in 10 g / Orcyrcteue B 10 g
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Mpumeyanue: MpoayKT COOTBETCTBYET Tpebosanuam HI | 3aknioyeHue: OOOBPEHO

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

NokymeHT nposepeH OKK: gf/ ' [okymeHT ogobpeH OOK: gﬁ}
Date / Date /

[lara: 1.2 2 o2ty [ara: \ U2 2Py

FMQC003-15-09

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

CEPTHOUKAT AHAJIM3A

Cipla

Paged40f4 /Crp.4 u3 4

Product: SENADE TABLETS 13,5 mg

Mpoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No /Cenun Ne: 484152

Batch Quantity / Obuem cepun:

8844 packs / ynakonok

‘AR No / Anaautnueckuii oruer Ne : ARF/252/2024|Date of Analysis / lara anaausa:

14.12.2024

Date of Mfg / laTa npoussoacrea:  11/2024 Date of Expiry / T'ogen xo:

10/2027

Analysis performed according ND / Anaans nposeacn no HI: IT N013745/01-180522, amend No. | dated
09.07.2024 / I1 N013745/01-180522, n3m. Ne 1 o1 09.07.2024

Ne Result / PesysibTats Specification / Hopsma
Test / Mokazateas
11 | Package / Ynakoska Package / Ynakoska - 20 tablets . .
- g bl%ster made of Package / Y nakoBka - 20 tablets in a blister made of
PVC/PE/PVDC film and three-lfiyer PVC/PE/P'VD(; film ar!d alummum foil. 2
aluminum foil. 25 blisters with  |OF 3 blisters and a patient information leaflet in a
25 patient information leaflets in L ) 4 st blls!er made_ LU s 3
) /PE/PVDC film and aluminum foil, 25 blisters with
a carton. / I'lo 20 TabneTok B > i - .
6 25 patient information leaflets in a carton. / [To 20
i s TabneTok B 6aUCTEP U3 NAEHKI TPEXCIOHHO#M
NOAMBHIHAXNOPHAHON ST o
(nonvsTHAEHOBOM/ 5.25’3(%}{:: IBAXL:cazlznliwzueaiu f)gn:m. o 2
NOAWBHHUAMAEHXNOPHIHONW) U i A
" MPUMEHEHHIO B KapTOHHYIO nauky. [To 20 rabaerox
anioMuiHeBoit Gponsru, no 25 v
6 ) B BaucTep U3 MReHKH NONUBUHHAXAOPHUAIIOH
il s & gy i (nonu3THNEHOBOI / NOAMBHIHHMANAEHNXTOPHAHOIT) U
C BlloXeHHeM 25 HHCTpYKLHi 3 P
anioMiHueBoi goneru, no 25 Gauctepos B
no nNpuMetienHIo. .
KapTOHHYIO NauKy C BAOXKEHHEM 25 WHCTPYKUUiA NO
NpUMEHEHHIOY
12 Labeling / Mapkuposka According to ND /
B coorsetctBui ¢ H]]
13 Storage conditions / Ycnosits In a dry place, at temperature below 25 °C. / B cyxom MecTe 11pit TeMneparype He
XpaHEeHHA Buiwe 25 °C.
14 Shelf life / Cpok roaHocTu 3 years /3 rona

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanne: MpogykT cooteetctayeT TpebosaHwam HA | 3aknroyenne: OQOEPEHO

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

[okymenT nposepeH OKK: e:ﬁ’ ) LokymeHT ogobpeH OOK: %ﬁ\/{
Date / Date /
| fara: (4120 2y Bleyar (41220204

FMQCO003-15-09

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