PHARMA 11

CEPTUDIKAT AHAJII3Y

OJIY-ALIII BPOHXO, crepunpHuii po3urH 11 HeOyiaizepa Ta
imcTansuii, amm. 5 mut (ml) NelO

Homep maprii: 241A457
Jlarta Bupobuuita: 2024/09

3arajibHa KinbKicTh B napTii: 8601 yrax.

Buxopucrartu no: 2027/09

IMapameTtp On. Jiana3zon Metona PesyabTarn
BUM. NPUITHATHOCTI

VYnakoBka/MapKyBaHHs1 Bi/TIOBiAAE BizyaneHa Binnoginae
iHCIIeKLS

30BHIilIHIN BUrIAL [Tpo3opuid, Ph.Eur [po3opuid,

Oe30apBHUH. Oez0apBHUH.

Excrparyemuii 06’em | % 100-110 Ph.Eur 104

pH 6.60 —7.40 Ph.Eur 6,95

Xnopuau NO3UTHBHA Ph.Eur MO3UTUBHA

ineHTudixairis

AUEeTUALUCTETH NO3HUTUBHA HPLC-UV NO3UTUBHA

ineHTHdikartis

Hatpiii inentudikauis MIO3UTHUBHA ICP-OES TIO3WTUBHA

ALETWILHCTETH r/100 ma | 5,4-6,6 HPLC-UV 6.1

XJI0pUJIN KiJIbKICTb %(B/B) | 2,70-3,30 loHHUH Xpom 2.9

CrepuibHICTD CTEpWIILHUH Ph.Eur CTepPUJIbHUH
(MembpaHHa
GdinpTpauis)

Teepai uactuHkd > | Nefamn Ph.Eur 27
10 um (MKM) <6000 (meron 1)
Teepai uacTunkn > 25 | No/amn Ph.Eur 0
wm (MKm) <600 (meron 1)

3acBinuyto,
07/10/2024
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;' ‘,/ -

Aneccannpo XKepapai

THANUe




CERTIFICATE OF ANALYSIS

FLU-ACIL BRONCHO, sterile solution for
nebulizer and for instillation, amp. 5 ml

n°10
Batch number: 241A457
Manufacturing date: 2024/09 Expiry Date: 2027/09
Total quantity in batch: 8601 BOXES
TESTS M.U. LIMITS METHOD RESULTS
Packaging/labelling complies Visual inspection complies
Appearance of solution Clear, colourless | Ph. Eur. Clear, colourless
Extractable volume Y% 100-110 Ph. Eur. 104
pH 6.60-7.40 Ph. Eur. 6.95
Chloride identification positive Ph. Eur. positive
Acetylcysteine identification positive HPLC-UV positive
Sodium identification positive ICP-OES positive
acetylcysteine g/100 mL 54-66 HPLC-UV 6.1
Chloride assay o(wiw) 2.70-3.30 lonic crom 2.9
sterility (membrane filtration) sterile E’nféilg:an Sterile
e filtration)
Particulate matter =2 10 um n°/ampoule | = 6000 Fr:etil:)::l 1 27
Particulate matter = 25 ym n°/ampoule | =600 theigzj 1) 0

In faith,

07/10/2024

Alessandro Gherardi




Laboratorios
rra Par

Manufacturer’s declaration about the quality of the product
(CERTIFICATE OF ANALYSIS)

| Ciclopirox identification (HPLC] |

Tr

Posmve o

“Ciclopirox assay (HPLC)

Product . CYCLOJEN® ANTIFUNGAL NAIL POLISH, 3G
Registration No.: 12.2-18-3/5495

Batch No. V034 Manufacture Date 05 - 2024
Manufacturing Order 2024-H063 Explry Date 05 - 2027
gjﬁpﬁ:cep""” ofthe . 07 05 2004 Units 6160 units

Ne TEST | ASSAY SPECIFICATION ~ RESULTS

1| Description Clear solution Conforms

2| Density {g/mi) 0.840 ~ 0,880 0.853
. 3.1 Average weight (g) o 3.05~315 311
4 iclopirox 1dent‘fcat|0n( TLC) = Positive

5

T80 mgig =4 mg/g
100 % (95— 105 %)

" 76.89 mg/g

7| Degradation substances (HPLC] |
AN . Impurity C (303 am) | nd. nd,
7.2 Other impurities, individually n.d. n.d.
7.3 Total impurities (303 nm) nd, n.d,
8 | Microbiological contarination o
. _ TAMC (CFU/g) < 10! L
TYMC (CFU/g) < 10 B
~_ Staphylococcus auroys |~ Absenceentq . .t Absence
o Pseudomonas aeruginosa | “Absenceen 1 g _ Absence
9 | Conditioning control Confarms Conforms
Additional test
N° TEST/ ASSAY SPECIFICATION RESULTS

We confirm that the product complies with the specifications and is released

DATE «otif e 20 APPROVED BY MAR CUETO AMIEVA as
o QUALITY CONTRQL MANAGER
_Rermarks
1 | nd.notdetectable
3 | Original manufacturer: LABORATORIQS S8ERRA PAMIES S.A.
Ctra.Castellvell, 24 43206 REUS (SPAIN)

Ctra de Castelvell, 24
43206 REUS (Tarragona)
SPAIN

Tel + 34 977 333 2114

www lnn.es

Inscrita en ef fcgislro Morcantil de Tarragona, en 12 de agoslo de 1472, hoja 2196, folia 204, lomo-1, libro 363", seccidn de sociedadse, 17 inseripcion - NIF.A43015858



