JNEKJIAPAIIS ITPO BIIMOBITHICTD Ne 15-1/2022 (BEPCIs 1)

MPONYKIIi BAMOTAM
TEXHIYHOI'O PEIJIAMEHTY IIOJIO MEJAYHUX BUPOBIB

TOBAPHUCTBO 3 OBMEXEHOIO BUINOBIIAJBHICTIO «TOPTOBUMH JIIM «BIKTEP ILTIOC»,
Kon €IPIIOY 32246694

(IOBHE HaiiMeHyBaHHS Cy0'€KTa roCHONapIOBAHH (BHPOOHHKA 200 YIIOBHOBAXKEHOTO MPEICTABHUKA,

Ykpaina, 04210, m. KuiB, mip-T I'epoiB Craginrpany, 2-I', kop.1., 1110 € YIOBHOBa;KeHHM NPEACTABHAKOM B YKpaiHi
Ta jgi€ 3a nopydyennsaM Bupoonuka JIANGSU YADA TECHNOLOGY GROUP CO., LTD Xingiao Road, Tougiao
town, Yangzhou, 225109, Jiangsu, Kuraii (JUKIAICY SIIA TEYHOJIOIUM T'POYI KO., JTA Kcinkiao Poan,
Toykiao ToyH, ['vaurainr dicTpikt, AHrxoy, 225109 xianrcy, Kuraii)

SIKHI JICKJIapy€ BIAOBIIHICTb IIPOAYKILiT) Ta HOTO MIiCIIE3HAXOKEHHS)

B 0c00i nupekTopa Jlo3inchbkoi Ogenn MuxaigiBHu
(mocaza, mpi3BHIILE, iM s Ta IO GATBKOBI YIIOBHOBAXEHOT 0COOH)

MiATBEPIKYE, MO TPOAYKLIs:

OTO0JIaPHHI0JIOTIYHI HAOOPH Ta iHCTPYMEHTH /IS OJHOPA30BOr0 BUKOPHUCTAHHS CTEPUJILHI (IepesiK HABeIeHo B

HOAATKY 10 AekJapaunii), kjaac Ila 3a kpurepigmu kaacudikanii 3rixHo 10AaTKy 2 TeXHIYHOI0 perIaMeHTy 11010

MEIUYHUX BHPOOiB,

(moBHA Ha3Ba, THII, MapKa, MOZENb Ta ineHTH(iKaLiliHi JaHi 32 HEOOXITHOCTI)

o BupoOnserrscs: kommnaHiero JIANGSU YADA TECHNOLOGY GROUP CO., LTD Xingiao Road, Tougiao town,
Yangzhou, 225109, Jiangsu, Kuraii, (IKIAICY SIJIA TEYHOJIOIW I'POYI KO., JTA Kcinkiao Poax, Toykiao
Toyn, I'vanrainr JicTpikt, SIHrxoy, 225109 Txianrcy, Kuraii)

(HalfiMeHyBaHHS Ta MiCIIe3HAXOKCHHST BUPOOHUKA)

BinnoBinae BumMoram TexXHIYHOro pernamMeHTy IIOA0 MeIWYHUX BHPOOiB, 3aTBepa:keHoro Ilocranosoro Kabinery
MinicrpiB Ykpainu Bin 2 skoBTHsi 2013 p. Ne 753, 3a mpoueayporo, BCTAHOBJIEHOIO JOAATKOM 3 TEXHIYHOIO
periiaMeHTy(3a BUHSITKOM II. 6).

)IOI[aTROBO l'[pO)IyKlliﬂ Bi)lHOBi}IaC HAaCTYyIIHUM HaIIiOHaJ'leI/IM Ta CBpOHeﬁCLKHM CrTaHjaapram:

Ne Ha3zga crangapry Craryc BianoBiaHocTi BUpooy

1. Hupextusa MDD 93/42/EEC, Bkmouatoun [dupextuy 2007/47/EC Bigmnosinae
JlupekTrBa Ha MEAMYHE TIPUIIAIIS

2. JACTY ISO 13485 Meauune mpwiaaias — CUCTEMa MEHEIKMEHTY Bianosinae
SKOCTI — BUMOTH JJIsl pETyJIIOBaHHS

3. JACTY 14971:2009 Meauune nipunaais — BUKOPUCTAHHS YIIPaBIIHHSA Biamosinae
PHU3UKaMU JJI1 MEAUYHOTO TIPS

4. JCTY EN 556-1:2014 Crepunizaiiisi MeIU4HUX BHPoOiB. Bumoru 1o Bigmnosinae
MeauuHuX BUpoOiB 3 mo3HaueHHssM CTEPUJIBHI. Yactuna 1. Bumoru
JI0 KIHIIEBOI CTepuili3anii MeInYHUX BUPOOIB.

5. EN 1041 Texnosoris, cMMBOJAM Ta I1HQOpMAaIlis, IO CTOCYETHCS Binnosinae
MEIMYHOTO TpHIaaasd - 1HQOpMalis HaJaeTbcss BHUPOOHUKOM
MEIUYHOTO TPHIIAIIS.
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6. JACTY ISO 10993-1:2004 bionoriuHa oliHKa MEAMYHOTO TMPHIAIIT — Bigmnosinae
Yactuna 1: OriHka Ta TeCTyBaHHS B MPOLEC] YIPABISHHS PU3HKAMU
(1ISO 10993-1:2009).

7. JACTY ISO 10993-5:2004 bionoriyHa OIliHKa MEIUYHOTO TIPUITAIIS — Biamosinae
Yactuna 5: OuiHka Ta TeCTyBaHHS B MPOLEC] YIPABISHHS PU3UKAMH
(ISO 10993-5:2009).

8. JCTY ISO 10993-10:2004 bionoriyHa OIiHKa MEIAYHOTO TIPS Biamosinae
—Yacruna 10: Tect Ha mopa3HEHHS Ta Yy TJIUBICTb.

9. JCTY ISO 14644-1:2009 Ywucti nmpuMimieHHs 1 MOB's3aHI 3 HUMHU Biamosinae
KOHTpOJIbOBaHI cepenoBumna. Yactuna 1. Knacudikamis dYucTotn
nositps (ISO 14644-1: 1999, IDT)

10. | ACTY ISO 11137:2003 Crepumizaiis  BUPOOIB  MEIUYHOTO Biamnosinae
NpuU3HAaYeHHs. BuMmoru 10 Bamigaiii Ta I[MOTOYHOIO KOHTPOJIIO.
Paniamiiina crepuizartis.

BinnoBinnicTe 3a3HaveHoi nmpoaykuii BuMoramM TeXHiYHOro perjiaMeHTy 11040 MeAUYHUX BHPOOIB 0y;10
OLlIHEHO Ta MiATBepaKeHO y BianmosigHocTi 3 [lopsiakoM nmpoBeaeHHsI mepeBipKu NPOAYKIil, BUSHAYECHUM
B Jonarky 3 (3a BUHATKOM 1. 6) 10 TexXHiYHOro perjiaMeHTy W00 MeIUYHHX BUPOOIB, Ta 3aCBiTUeHO
Opranom 3 ouninku BigmoBinHocti TOB “YKPMEJ/ICEPT”, aapeca Micue3HaXoI:KeHHsI IOPUAMYHOI
oco0u: mpocnekT Bo33’ennanns, oynunok 2/1-A, m. KuiB, Ykpaina, 02105; agpeca 151 1UCTyBaHHSA: BYJI.
AparomanoBa, 1-A, o¢-2, m. KuiB, Ykpaina, 02068, akpeauropanum HamioHaJbHMM areHTCTBOM 3
akpenuraunii  Ykpainu, arecratm Bix 01.07.2015 Ne 80047 T1a Ne 10240, npusHaYeHUM
MiHeKkOHOMPO3BHUTKY YKpainu 3a ifentudikauiitnum Homepom UA.TR.099.

Ceprudikar Ne UA.MD.060-17 Bix 30.03.2017 p. diiinnii g0 29.03.2027 p.

Jexyiapaniio cKJIaJeHo HA MiIcTaBi: TEXHIYHOI JOKYMEHTAIII1, sika chopMoBaHa 3riiHo BUMOr 11. 3 Jlonarky 2
JI0 TEXHIYHOTO pErIaMeHTY 010 MEIMYHUX BUPOOIB.

Jlekj1apanilo CKJIaJieHo MiJ HIIKOBUTY BiANOBiIAJbHICTh YIIOBHOBAKEHOIO NpeAcTaBHNKa: ToBapucrea
3 ooMeskeHo10 BignoBigaabHicTIo «Toproeuii /lim «BikTep Ilmiocy», Ykpaina, 04210, m. Knis, np-1 I'epois
Cragainrpany, 2-T', kop.1. Koxg €IPITIOY 32246694
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JomxaToxNe 1

1o Jlexmapartii mpo BignmoBigHicTh Nel15-1/2022 (Bepcis 1)

IlepeJiik MeqMYHUX BUPOOIB

Kanac
Ne HajimeHyBaHHSI MeIMYHUX BHPOOiB HajiMeHyBaHHSI MeIMYHUX BHPOOIB MeIuYH
3/m AHIIiiCbKOI0 MOBOIO YKPaiHCbKOI0 MOBOIO oro
BHUPOOY
1 2 3 4
Ha0opu ta incrpymenTu orosiapunrosoriudi "BOJIEC"
1 |Otolaringological set Nel "BOJIEC" for single| HaGip oronmapunronoriunuii ommssgouii  Nel |Ila
use sterile: nasal speculum - 1 pcs.; ear checker -| "BOJIEC" OJTHOPA30BOTO BUKOPHUCTAHHS
2 pcs., tongue depressor otolaringological plastic| crepunbHWMIA: 13epKano HOCOBE - 1MIT.; BOPOHKA
- 1 pcs. ByIIIHA - 2 IIT.; IINAaTeIb OTOJIAPUHTOIOTIUYHUN
TJIACTUKOBUM - | T,
2 |Otolaringological set Nel A "BOJIEC" for single| HaGip otomapunronoriuamii ornsmoBuit NelA |Ila
use sterile: nasal speculum - 1 pcs.; ear checker -| "BOJIEC" OJTHOPA30BOTO BUKOPHUCTAHHS
2 pcs., tongue depressor otolaringological plastic| crepuibHWMIA: 13epKaio HOCOBE - 1MIT.; BOPOHKA
with hardness edge opaque - 1 pcs. ByIlIHA - 2 IIT.; HINaTeldb OTOJAPUHTOJIOTIYHUI
TUTACTUKOBUH MiICHIICHHI - | TIT.
3 |Otolaringological set Ne1B "BOJIEC" for single| HaGip otonapunronoriunuii orsaoBuii NelB |(Ila
use sterile: nasal speculum - 1 pcs.; ear checker -| "BOJIEC" OZTHOPA30BOTO BUKOPHUCTAHHS
2 pcs., tongue depressor otolaringological| cTepuibHMIA: n3epKano HOCOBE - 1MIT.; BOPOHKA
wooden polished - 1 pcs. BYIIIHA - 2 INT.; IIIATeJb OTOJAPUHTOJIOTIYHUI
JepeB'ssHU nuTihoBaHui - 1 mT.
4 |Otolaringological set Ne2 "BOJIEC" for single| Habip oromapunronoriunuii nmpouexypuuii Ne2 |Ila
use sterile: nasal speculum - 1 pcs.; ear checker -| "BOJIEC" OJTHOPAa30BOT0 BUKOPUCTAHHS
2 pcs., tongue depressor otolaringological plastic| crepuibHWMIA: 13epKaio HOCOBE - 1MIT.; BOPOHKA
transparent - 1 pcs.; tissue - 1 pcs.; swab - 4 pcs. | ByIiHa - 2 INT.; IIIAaTelb OTOJAPUHTOJOTTYHUI
IUIACTUKOBUI mpo3opuil - | 1IT.; cepBeTka -
lmt.; arrikaTop - 4 mT.
5 |Otolaringological set Ne2A "BOJIEC" for single| Habip  otomapunronoriuauii  npouenypuuii |Ila
use sterile: nasal speculum - 1 pcs.; ear checker -| Ne2A "BOJIEC" onHOpa3oBOro BHKOPHUCTaHHS
2 pcs., tongue depressor otolaringological| crepunbHU: A3epKaio HOCOBE - lIIT.; BOPOHKA
wooden polished - 1 pcs.; tissue - pcs.; swab - 4| BymrHa - 2 IIT., IINaTelb OTOJAPUHTOIOTIYHHIMA
pcs. nepeB'sHUi nutipoBaHuid - 1 T, cepBeTka -
1 mT., anrikarop - 4 mr.
6 |Dental mirror "BOJIEC" (size L) for single use| /I3epkano ropranne "BOJIEC" (po3mip L) |Ila
sterile OJTHOPA30BOTO BUKOPHCTAHHS CTEPUIIbHE
7 |Dental mirror "BOJIEC" (size S) for single use| /I3epkano ropranne "BOJIEC" (posmip S) |Ila
sterile OJTHOPA30BOTO BUKOPHCTAHHS CTEPUIIbHE
8 |Nasal speculum "BOJIEC" (size M) for single| J{3epkaiio Hocose "BOJIEC" (po3mip M) |lla
use sterile OJTHOPA30BOTO BUKOPHCTAHHS CTEPUIIbHE
9 |Nasal speculum "BOJIEC" (size S) for single| /I3epkano Hocoe "BOJIEC" (po3mip S) |Ila

use sterile

OJHOPA30BOI'0 BUKOPHUCTAaHHA CTCPUIIBHE
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10 |Ear checker "BOJIEC" size XS (hole 3 mm) for| Boponka Bymna "BOJIEC" po3mip XS (otBip 3 |Ila
single use sterile MM) OJHOPa30BOr0 BUKOPUCTAHHS CTEPUIIbHA
11 |Ear checker "BOJIEC" size S (hole 4 mm) for| Boponka Bymmna "BOJIEC" po3mip S (otBip 4 |[lla
single use sterile MM) OJJHOPa30BOT0 BUKOPUCTAHHS CTEpPHIIbHA
12 |Ear checker "BOJIEC" size L (hole 4,6 mm) for| Boponka Bymna "BOJIEC" po3wmip L (otBip 4,6 |Ila
single use sterile MM) OJIHOPa30BOT0 BUKOPHUCTAHHS CTEPUIIbHA
13 |Tongue depressor pediatric "BOJIEC" wooden| [narens oToNapuHronoriuaui  autsauid (lla
polished for single use sterile "BOJIEC" JIEPeB'THUM nutigpoBaHUI
OJTHOPA30BOr0 BUKOPHCTAHHS CTEPUIBHUN
14 |Tongue depressor otolaringological "BOJIEC"| lnarenr  oromapunronoriyauii ~ "BOJIEC" |Ila
wooden 150x18x1,6 mm for single use sterile nepeB'sHuit  nnmigoBanuit  150x18x1,6 MM
OJTHOPA30BOTO BUKOPHCTAHHS CTEPUIIbHUN
15 |Tongue depressor otolaringological "BOJIEC"| Illmarens  otomapunronoriuauii  "BOJIEC" |(Ila
plastic transparent for single use sterile TJIACTUKOBUI MPO30pui OJTHOPA30BOTO
BUKOPHCTAHHS CTEPUIbHUIA
16 |Tongue depressor otolaringological "BOJIEC"| Inarenr  oromapunronoriuauii  "BOJIEC" |Ila
plastic opaque for single use sterile TUTACTUKOBUH  HEMPO30pUi OJTHOPA30BOTO
BUKOPHCTAHHS CTCPHIbHUIA
17 |Tongue depressor otolaringological "BOJIEC"| Illmarens  otomapunromoriuauii  "BOJIEC" |Ila
plastic transparent 152x19x2 mm for single use| mmactukoBuii  mpozopuit  152x19x2 MM
sterile OJTHOPA30BOTO BUKOPHCTAHHS CTEPUIBHUN
18 |Tongue depressor otolaringological "BOJIEC"| Illmarens  otomapunronoriuauii  "BOJIEC" |Ila
plastic opaquel52x19x2 mm for single use| ruractukoBuii  Hempozopuid  152x19x2 MM
sterile OJTHOPA30BOTO BUKOPUCTAHHS CTEPUIIBHUN
19 |Tongue depressor otolaringological "BOJIEC"| Illmarens  otomapunromoriuauii  "BOJIEC" |(Ila
plastic with hardness edge opaque for single use| miacTukoBuii, i ICUIICHU I HEIPO30pHi
sterile OJTHOPA30BOTO BUKOPHCTAHHS CTEPUIBHUN
20 | Tongue depressor otolaringological "BOJIEC"| llInarens  otomapunronoriyamii  "BOJIEC" |Ila
plastic, with hardness edge opaque 173x17,8x2| miacTukoBuil, i ICUIICHU I HETPO30pHi
mm for single use sterile 173x17,8Xx2 MM 0IHOpPA30BOTO0 BUKOPUCTAHHS
CTEPWIbHUI
21 |Tongue depressor otolaringological "BOJIEC"| Illmarens  oronapusronoriuauii  "BOJIEC" |Ila
plastic, with hardness edge opaque 177x18,2x2,2| muacTUKOBHiA, HiACUICHUI HENpo30pui
mm for single use sterile 177x18,2x2,2 MM OTHOPa30BOTO
BUKOPHCTAHHS CTEPUIIbHUN
22 |Tweezer otolaringological "BOJIEC" 150 mm| Ilinuer oronapunronoriuauii "BOJIEC" 150 mm |Ila
for single use sterile OJTHOPA30BOT0 BUKOPUCTAHHS CTEPUIBHUN
23 |Tweezer otolaringological "BOJIEC" 120 mm| Ilinuer otonapunronoriuauit "BOJIEC" 120 |Ila
for single use sterile MM OJHOPa30BOr0 BUKOPUCTAHHS CTEPHIIbHUN
24 |Tweezer otolaringological "BOJIEC" 200 mm| ITinuer oromapunronoriyauit  "BOJIEC" 200 |Ila
for single use sterile MM OJIHOPa30BOI'0 BUKOPUCTAHHS CTEPUIIbHUI
25 |Probe for sampling “BOJIEC” universal, single Ila

use, sterile

3oun uist 3a00py npod "BOJIEC" yHiBepcanpHUH,
OJTHOPA30BOTO BUKOPUCTAHHS CTEPUIIHHHIA
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