Mpoaykt: OPBA AKTHUB

Homep cepuu: 0317

®aitn 106218

CEPTUOMKAT AHATH3A

0aTa OKOHYAHWA CPOKaA TogHOCTH: 2023/03
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Homep cepudmrata: 309-20

|
Aara Beinycka: 04/06/2020

Teet Cneundurauun PeayabTatel Metog
BrewHHH BUA, NpD3paUHas MK AKOCT COCTBETCTBYET BU3yanoHbli
_User BecupeTtHblin COCTBETCTBYET BW3YanLHBIH
pH 6,5-7,5 7,12 pH-meTp
[MnoTHOCTS 1,00-1,02 1,002 NAKKOMETP
KoHTPOAL BO Bpema NepBrYHOR W BTOPUYHOK YNaKoBKH
Tecr Cneuundurauus PeayasTatel Metoa
Bec 30,3 +/-5%r COOTBETCTBYET BHYTPEHHMI METOA
NepemeHhblie AaHHBI2  TOYHLIE, YETKG COOTBEeTCTBYST BA3YaNbHLIW
. _ YuTaemble, NO LEHTPY \
BHelWHWH BKUA, 3aKkpbITan Kopobra COOTBERTCTRYET BU3YaNbHbIK
JTMCTOKR-BKNZAbILL B HAAWYUKU K BEPHbLIKA COOTBETCTBYET BUSYaNbHbIA
KomMnaakTHOCTE 1 Ha3anbH3A HACaAKa U | COOTBETCTRYET BAIYANbHBIK
HOpoG KK 1 nncrok-BrAaAbIW
MHWKPOBUOAOIMYECKHUE DAPAMETPLI roToBOro NpoAyKTa
AHanwn3 Cneupduraunn PeszynbTates MeTopg,
CEilee yvcno a3pobHbIx < 200 koeft < 10 KOE/r Hevicre. Esp. Qapm.
MHKPOOPranMamos |
O6LLee YUCNo NNECKEBLIX% 1 < 20 koe/r < 10 KOE/r Aeiicre. Eep. Gapm.
ApoxoKeBbix rpubios |
P.aeruginosa Oreyrerayer/1r Orcyrereyet/1r | Qedcrs. Esp. Qiapm.
S.aureus OrcyrereyeT/1r Orcytereyer/1r | feidcra. Esp. Papm.
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Aarnbre, VYKO2AHHBIE 8 FaHHOM cepmuq‘)umme, coomeemaomaeyrm d0cke HA CERQUIC U CRUSUHANbHbIM

CEpMUBUKTMAM GHOAUIL.
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Paksy +380 44 4908 608y
Jewaapanin apo signosinaicrs Ne UATR.01

Hasea MEITIHOTO BHPOBY:
Nawme of wedical device: OPBI AKTHB, nazansuuil copeit 30 ma

ORVI ACTIVE, nasal spray 30 ml

Declaration of conformity Ne U4 Tﬁ‘ 01

Bapobumk: | BIODUE S.p.A., via Lorenzetti, 3/A, Loc. Sambuca Val di Pesa,

Manufacturer: 50028, Tavarnelle Val di Pesa (F1), Italy

BAT «BIOUVE», sia Jopensemmi, 34, Jox. Cambyxa Bax 6i Meca, 50028,
| Tasapuease Bax of Heca (@), Imaori

Bﬁgmﬁmms s BRI L BIODUE S8.p.A., via Caravaggio 57, Lec. Sambuea Val di Pesa,'k:
Mamfacturing sites 50028, Tavarnelle Val di Pesa (F1), Italy.

BAT «BIOHVE», sia Kapasadace, 57, Jox. Cambyra Bay 0i Heca, 50028,
Fasapresae Bu o Heca (), Tnmanin,

2. FARCODERMA S.rk, via Seacino, 9 - 24050 Torre Pallavicina
| {BG), Haly.

TOBR «@APKOIEPMA», sia Cowao, 9- 24050 Toppe Havrasiving
(B2, Imania, ‘

vy noBHoBakenuit npeacransnk | TOB <ABBOTT YKPATHA»

| B Yrpaind: Vipaiug, 01010, v, Kuis, sy Mmmncm«:& 3272
 Authorized representative in Tea. +38 044 498 60 80 E- mail; info.ua@abbott.com
- Ukrabre: LLC “dbbott Ukraine”

:  Moskovska st 32/2, 01010, Kviv, Ukraine

| _ Tel +38 044 498 60 80 B~ muil; info.ugi@abbott com

i Kdld@ﬁ@i&&ﬁm' Kaae I (Jogarox 2 TexHIMHOIO pPErvIaMEHTY Ixmrm Mmmmx
| Classification: m«zp@ma, sarsepiekencoro Hocrasosor Kabinety Minicrpis Vipaiuu
: Ne753 Bin 2 wosras 2013 poxy)

Class I {dnnex 2, of Technical regulation on Medi
Devree of Cabinet of | ';s*“m:s‘s‘ers of Ukraine Mo

| Hpoueaypa ouisrn | Hoaavor 8 Texsiuporo periaMeHty P ————
siggoigHoci sarseprenore Hocranorow Kabinery Minicrpis Yxpatun Ne?ﬁ Bi:{ ‘
Conformity Assessment Rowe: 2 soprhs 2013 p.

dnnex 8 of Technical regulation on Medical devices upproved by Decree of |
Cabinet of Ministers of Ukraine No733 on 2 October 2013 ‘

| BAT «BIOJIVI ,..», 5 ocobi Penepanstoro  mupexropa TOB «ABBOTT VKPATHA® Bikroposa [eopris |
Onexcifiorrya, NBKAEpYS RUKOHAHEA OCHOBHHX BHMOT LIORO MeIRMHOTG Bupoby, srisne Hodarky 1 Texuiunoro
PErIAMEHTY OO MEANYHHY BHpOBis, sarsepuxenoro Hocranorowe Kabivery Minicrpis Vipatun No 753 sig 2
skasTHA 2013 p. f
| BIODUE Sp.A., in the person of Generad divector of LLC “Abbott Ulkeaine ™ Vikiorav Georgiy Oleksivavveh, which |
| operates wnder the power of attorney of November 12, 2018, declares the Judfillment of mwc reuirements for
medical devices, acmrdmg to dnnex 1 of Technmical regulations on Medical dﬂ’icag approved ee of Cabiner
| of Ministers of Ukraine Ne753 on 2 October 2013 '

Micne puaaui; m. Kuig Jara nigmucy: 29.11.2618
Place of isswe: Kyiv Dae of signing: 29112018
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HEE vmamma&um@zmﬁs | Haspa nocans
Full Name of Authorized person | Position

: ,Iia"m-. 29, 11.2018
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