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name; Pharmaster
“address: Zone Industriclle de Krafft, 67150 Erstein

“countryy France:

 whose Authorized Representative in Ukraine:

' name: Representative office in Ukraine Berlin-

- Chemie/A . Menarind Ukraine GrabH

| actual address: Kiev, 02098, Berezhyakivska str., 29

legal address: Kiev, 03039, Golosiivska str., 7, hld 1
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' Campf Iance _szgf the deszgnafed pmdum‘s with the

| Technical regulation concerning medical devices Aas

| been assessed and confirmed by ﬁ}ﬁgw ing the

| Procedure of internal control of production of medical
'_:j:].dmsmﬁs stated in the Annex 8 (without sect.5 and 6} of
| the Technical regulation concerning medical devices
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d ﬂCT‘y IS*D 149?1 2019 Medical devices - Application

1 of risk management to medical devices
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| TSQ 13435 ‘?Blﬂ M@dwﬂi devices ~ Quality management
| systems - Requirements for regulatory purposes.

Declaration of conformity is valid during § years.

| Declaration was made under the full responsibility of
the manufacturer,
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| Manufacturer:

| mame: Pharmaster

| address: Zone Industrielle de Krafft, 67150 Erstein
| country: France

| whose Authorized Repmsemmfme in Ué:rgme* |
| name: Represem;atm office in Ukraine Berlin- E
raine GmbH

{ Chemie/A.Menarini Uk
""g__;.-a::tua‘i addresg Kaev iZ{}@S f'ﬁl‘ﬁgﬁh}f *’:'-?f"‘vska str., 29
ca str., 7, hid 1

 herewith declare that the medical device |
Quixx®Encalyptus, Nasal Spray, 30 wil

mest the requirements of Technical regulation
concerning medical devices (apprmrad by the Decres of
| the Cabinet of Ministers of Ukraine on October 02, 2013
1 under No. 753).

| Classification: Class 1, accardmg to point 13 of Annex 2.
| of Technical regulation concerning medical devices.
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| regulations:

E'I ec:hmcal reg 'latmﬂ mncernmg medlcal ﬁEVlLE‘-'-‘a has
| been assessed and confirmed by following the

\ Procedure of internal control of production of medical
| devices stated in the Annex 8 of the Technical regulation |

| concerning medical devices
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| Medical device conforms to the following national and
| internal standards,

| JICTVY ISO 14971:2019 Medical devices - Application
| of risk management to medical devices

| ACTY EN IS0 15223-1:2021 Symbols to be used with
{ mfﬂnnatmn m b& qupphed by the manufact
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| Declaration was made under the full respon ngﬂif"i,';*:t.
the manufacturer.
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PECLARATION OF CONFCRAMITY
Ner & /A
Murnfercturer:
natme: Pharmastier
address: Zone Industiiils de Krafly, §7150 Erdein
SOy Franse

whose duthorized Representative in Ukvaine:

name: Representative office Berlin-Chemie/A, Menarin
Ukratre Gmbi

actual addrese: Kiey, 2098, Bereznyakivsky str., 29
legnl wddvess Kiow, 03039, Golostiveka stv., 7, bid. 1
cemmirys Lfkrame

herewith declire thai the medical devive .
Guice® Egeabypins, Nazol Sprap 38 ml

meets the requirements of Techaicat repufation conciming
medical dovices {anproved by the Decoree of the Cabinet of
Ministers of Lkraing on Gotober U2, 20313 under Mo, 753%
Classification: Class 1, soeording to point 13 of Anpex I of
Techimical regubation concerning medical devices,

The products corey conforaity sk with e feolpiced
regudiEony:

Campligner of the desigruted products with the Tethaicat
regniation concerning medical dovices bas Bearr axresied
cancf confirmed by following the Procedure of intermyd
contred of production of medical devices stated in the
Arziex & af the Tochni¢al regatation concerning medical-
devices.

Wiedical device confhrms o the llowing national and
irternational standards:
GOTY IS0 14971:2600 Medica devmﬂ Pl
risk monepcment 16 medical devices (W 14
JCTY BN 930: 2007 Syimbols to be il
device {EN 9802003, I0T i )
B0 134852012 Madical devices - (iERWEN

systems - Reatirements for repnlaioNioaneis
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Déchration was madhe under the full r&f-:pc-msbahi}, i e
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DEEL;&.MTIDN OF CONFORMITY
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Mamgsctarer,
naisié; Pharmasier _
tddress: Zooe Tndustriclle de Kraffy, 67150 Fritcin
eouminy; France.
whose Atghorized Repireventative. e Dbvadne:
nyeie: Bepresenlativie il isy Ukratre Berlin.
ChemierA Menarini Ukeaine Gmbi]
aotual addresa: Kiey, 02098,
Bereghyakivska sie,; 29
Tegral uddress: Kiew, 1033,
Sakeaganiskogo gir., 75
country: Ukraine

herewith declare hind il wedieal deiise |
DetsxB Emealiptus Nesil -Srp}'ﬂf T

it the réquireticns of Techifteal repiilation ,
concernity miediva] devices Gapproved by the Devree of,
the Cabinet of Ministars of Ukegise on Octobér 02, 2013
itselist Nee, 753).

Classification: Clasy L ascortdinig o point 3 of Annex 2
‘of Techtyical regulation concerning medisal deviees.

Thi: priciicis carrs raiivned coRfirnity mirk:

Compiliaice of the désigraiod products with ihis.
“Tichoica] wépedation concerning madical devices-fas”
been asséied dnd covifirmed by follevwing the _
Provedure of riternal control of production of médival
devices stated in e Annex 8 gf the Techinical repulatioi
coneemiing medical devices.

Medical devicr conforms to the following national.and
internal standaids:. .
DSTUISAQ [4971:2009 Medical devices-Application of
sigk rigmagemiel b iedical devices (150
14971:2007,10°L)

DETL BN 950:2007 Symbiols ti be veed with medmai
device (EN 980:2003, IDT)

T30) 134852012 Medigal devives « Dualily managesieat
‘systeimg ~ Requirerients for regulatory pirposss

Dicelavation of conformity 16 valid during 5 vedes.
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