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NIKAPCBKI 3ACOBM, - Cnpe# Ha3aNbHUI NPOTUHABPAKOBUHA Nepern. 4 Big,

MIHEPA/IM TA FEHEPUKM _07.03.2023p. _
ITANIA Ped. pok. TF.7.24

Ha3ga nikapcbkoro 3acoby: HapiseHT, cn pel HasaNbHu npoTUHabpAKOBUM -

YmoBsu 36epiranHa; He suue +30 °C

Ymosu TpaHcnopTysaHHa: +2 °C /+30 °C(ao 30 ni6)

dopma BUNycKy: ¢pakoHnl x 20 mn

Mapria N2: 230925

[lata supobruyTea: 30.11.2023 p.

Tepmin npuaaTHocTi: 05/2026 p.

BuKopuUCTaHa CMPOBUHA:

~ BuKOpUCTaHa CMPOBNHA Bianosigae sumoram Esponeuncobrol dbapmakonei Ta/abo
cneundikauiam, 3aABNEHUM Y TEXHIYHOMY baiini Ha nikapcbkui 3aci6 3rigHO 3 [OAATKOM \
Nupektvsu 93/42/€EC 3 noAanbLmu 3MiHaMU.

PesynbTatn BunpobysaHb NiKapCcbKoOro 3acoby:

30BHIWHKIN BUrNAA pH rycTMHa B’A3KiCTb OCMONANBHICTL

(Mpo30opuit PO34UH, 3N1Erka B’A3KNHA, (20 °C)

CONOM SSHOFO KONbOPY | XapaKTepHUn 17,00£040) | (1,060£Q,030 {1100 £ 200
3anax) - r/mn) (3,30 £ 0,60 ¢Cr) MOCm/Kr)

[Bipnosigee = -
6,90 1,053 | 3,60 1144

He gBignoBifae E]

Pe3ynbraT KIHUEBMUX v
MiKpO6ioNOriUHUX A0CAIAXEHD: NO3UTHBHUA = - HeratvBHWi O

Pe3ynbTaT KiHUEBUX Bianosigae n - He Bip,ndrsinae O
BunpobysaHb:

rl

Ceptudirar CE YUUHHUIK A0 : 14.04.2024 p.'.

Oara: 07.12.2023 p. | S BianoBiAaNbHUMN TEXHIK:
| AHHa POKKO

/nidnuc/

[fleknapaujia npo BiANOBIAHICTL
Tosap HapiseHT cnpeii HasanbHWU NPOTH HabpskoBwii naprii N¢ 230925 Bianosiaae Bumoram
poaatky | AupeKkTvusn 93/42/€EC 3 noaanbwvmu 3miHamu, nepexigHum NONOKEHHAM
EsponencbKoro PeriameHTy 2017/745 (cv. 120} HaBeAEHUM Y TEXHIYHOMY, —

(b anni, AK HaA4aHO 3riaHo 3 AoAar KoM V TIEl K ﬁ - SR

Nara: 07.12.2023 p.
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JNexnapanisi npo pianosinicTs

(Declaration of conformity)

JaraibHa HA3Ba BUPOOY:
Common name of medical device.
Ilepenik supobis:

List of products:

BupobHHK:
Manufacturer:

VYiosHOBaKeHHH NPEACTABHHK B Yipaini:

Authorized representative in Ukraine:

Knacadixauis
Classification

[Ipoieaypa ominKu signosiguocTi:
Conformity Assessment Route:

CeprudikaTn:
Certificates.

Ipu3snauennii opra 3 OmiHKH

sinnosianoeri Ta Horo inenTudixauitinni
Kon

Conformity assessment body with its identification

number:

HAPIBEHT, cnpef HA3AAbLHHHA npmﬁmﬁpnmmﬁ-
NARIVENT, Antiedemigen Nasal Spray

]

Via Laurentina, KM 26,700 _ 00071 Pomezia, Rome, Italy

" IL.MJK. Irania C.p.J.

Bia Jlaypentina, xM 26,700 _ 00071 Towmengs, Pum, Iranis

TOB «APTEPIYM JIT» N
Vkpaina, 01032, M. KuiB, BYJI. Caxcaraicskoro, 139
Ten. +38 044 490 75 22, e-mail: Sergey Sur@arterium.ua

139 Saksaganskogo St., Kyiv 01032, L
Tel. +38 044 490 75 22, e-mail: Sergey.

Kaac I1a srigso ITynkry 13 Honarky 2 TexHiuHOTO pernaMesTy
MoA0 MEeIWYHMX supobis, 3aTBEPIKEHOT0 [10CTaHOBOIO
Ka6inery Minictpis Y kpaiuy Ne753 Bin 2 xosTHs 2013 p.

Class lla according Item 13 to Annex 2 of Technical regulation on
Medical devices approved by Decree of Cabinet of Ministers of Ukraine
Ne753 on 2 October 2013.

Honatok 3 TexHIYHOTO PETNaMEHTY INOJO MeXWIHHX BUpPOOIB,

saTBeplxeHoro ILoCTaHOBOIO KaGinery MinicTpis Vkpaisn
Ne753 Bin 2 xopTHA 2013 p., 33 BUHATKOM n. 8-11.

Annex 3 of Technical regulation on Medical devices approved by Decree
of Cabinet of Ministers of Ukraine Ne753.on 2 October 2013, except
par. 8-11.

Ceprudikar OUiHKH sinnosinsocti Ne PR.143-19, BujaHHg 4
Certificate assessment of conformity N2 PR.143-19, édition 4

Crpok aii ceprudixard owinky sinmoiaHocti A0 3 mororo 2024
Certificate assessment of conformity is valid until February, 03, 2024

ToBapHCTBO 3 06MEXEHOI0 pignoBiganbHICTIO
«MITPYB MEJUKEJD
Limited Liability Company "IMPROVE MEDICAL"
UA.TR.120

sexnapye pukoaMes BuMor lonaricy 10 TeXHISHORO PErNAMENTY TIOKIO MEAMHRHX BIEPODIB, saTscp bieHoro [10CTaHOBOIO Ka6inery

‘Yipairu No 753 siz 2 wobTHA 2013 p.

declares the fulfillment of requirements of Annex 1 1o Technical regula

Ministers of Ukraine Ne753 on 2 October 2013.
. | : i 1% Yy

Tacraiony KaOiuen it
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Cabinet of Misiisters of Ukraine of 2 October 2013 No.

lﬂ'Dﬂ LM . ‘!'_5_ BAHHAM IIK Bi "' Di L AL 1 -

I conformity with te

. pZ&ce Ukrainian market bearing the symbo
753 On Approval of th

tions on Medical dew'ées. approved by Decree of Cabinet of

an BIITOBIAHO: U0 JIONRTK, 1l
= g,
4 .

of the Cabingl of Ministers of Ukraine of 30 December 2015 No. 1184 On approval of the form and description afthe-;ymbo!'q[ conjbrmmrwirh

technical regulations, rules and conditions of its usage.

Haspa NOCAAM, BIACHE 1M % Ta npizsuime
Position, Full Name

JNupextop TOB «APTEPIYM JIT»
Direcior LLC*"ARTERIUM L TD”
Cepriit CYP

Sergii Sur

Aara Hmnucy/ y

Cropimka 1l
Page 1 aofl




FAramnNa HAIRE pupoly:
Comman vame of medicad device:
epenic supndis:

List of producis:

Bupoimm

Mamufacturar:

YooRHOBENCHTH ApeATARENK B
Ypalisi:
Authorized representative in Ulraine:

Knacudicasia
Classification

Tponenyps onimi sinnosineaeels

Conformity Assessment Route;

Cepruditarns
Lertificates:

Hpsairariennit oprag 1 ouiumen
sirmorirupeti Ta doro
incoTRdikaniingd o
Canformity assessment hody with iy
idestification number:

_ A DR mm:sr -’-}I_m;rmv ?
'-Kaﬁexqm} VrRpali e TS nin 2ot 2V o
. i ’qm‘r@m&w of Anrwx 1 to Techmical regulations on Medic? devices, approved by Pecree of Cabinet af
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Jexnapamiz ape rinnesiigiors

(Declaration of confarmity)

HAPIBERT Copeit ussaabioil mporanatinaconri

A MARIVENT

DG Tialia 8oL

Bia Naypewrivg, ww. 26,760 - 000771 Mokenin, P, Itania.

.-:5 Via Laurentina, Km 26,700 — 00671 Pomezia, Rome, Haly,
L TOR «cAPTEPIVM JT

_‘Esf’;{pan-:ﬁ M Kuis, 81032, sy Carcarancrroro, 139
Ten. 044 490 75 22

i e-mail: Sergev. Sur@arterinm . ua
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5' {' Hongtow 3 Teudmmoerg PETRAMONTY HINRO MERRHimxX sHpolie,
1 aTRepIREHOre TIOCTAHGROM Kabinery Minicrpin YVepaiun Ne753
Ctein 2 monTus 2013 p, 8 sundtroM T 811,

i drnex 3 of Technical regulation on Medical devices approvad by Decree
Vof Cabinet of Ministers of Ulraine Me753 on 1. Octoher 2013, gxXCent
b par 8- 1.

1 Ceprudixar ouingy sinnonizroct No PR/143-15-

- Certificate assessment of conformity Ne.: PR/I43-19 L

| CTpox i cepradinaTy omnxy sionosigaocti 03022004
| Certificate assessment of conformity is valid wweils D3.00.2034

Torapueteo 3 ofmewenoe ninnoninannsicrio
«AMBPYR MEJHKE

| Liwiied Liahitisy Company "TMPROVE MEDIC ALY

UATR. IS
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Are pigeed o Ulrainiais sigrier Frmmmr the Fvmibol of comporms ty Yeith fwc."r.fzzcaf regulationg docording fo Anviex 71 of the Dacrze ﬂf the
Cabinet of Ministers of Ulraine of 2 Ogtoper 2013 No, 753 (o fippmmi af the Techmical Repulation on Medicos Devm ex and the Decree
af the Cabingf of Ministers of Ukvaine of 30 December 2103 Wo. {184 On spproval of the form ond description of the sumbol af conformity

Wwith techaical resmiations, rider and conditions of T8 usags.
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Hazma nocany, 1115 .
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