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AEKJIAPALIA 1TPO BIAHOBIAHICTE
Ne UATR.753.D.32644872/TPG/DEC/001 Bin 22.04.2024

MeHIHuX BHPOOIB: cpel HasanbHi Ta cupel Juis ropaa. 3riHo 3 J0NATKOM

Kaae I srigno nynxty 13 Jlonatky 2 Texuiunoro pernaMenTy 1o/10 MEAHYHUX BHPOOIB.

BEMOTamM TexHiuHOro periamenty moxo Meauusnx BupoGis, 3atepmkeno Iocranopoo Kabinery
Misictpis Yxpainu Bix 02 xosras 2013 p. Ne 753.

BupoGuuk: TosaprctBo 3 0OMexenow Bignopinamsuictio «"EOPT BIOCUCTEMMUy IOpUIHYHa
ajipeca: Byn. BoksaubHa, Oyn. 3, emt [ToBysexe, Ionosaniscwkuit pation, Kiposorpancska o6um.,
26555,

anpeca supoOmmuTsa: Byi. opoxuma, 64 B, m. Kam’sHCbKe, Huinpornerposeska o6, 51905,
Ykpaina.

Hponexypa ouinku sigmoinmocri srizmo nomarky 8 «Ilopsmox smidicuenss BHYTPIHIHBOTO
KOHTPOJIO BUPOOHHUITBA MEIHYHUX BHPOGiBy TeXHIYHOTO PEIrNaMEeHTY IOA0 MEINHUHHX BUpOBiB,
satseppkenoro Hocranosoro Kabinery Minicpis Vpainu No753 Bin 2 sxontas 2013 p.

Mennusi BEpOOH He MIiCTSTH y CBOEMY CKNAMi TOXiAHHX KpOBI JUOLHHH, TKAHWH TBaAPUHHOTO
noxopkents. He crepunsai. bes dynxuil sumipropanms.

Hewnapanito npo BIATOBIARICTS cKAameHO Bijx iMeHi Ta nin BianmosizaisHICTS Bupobumka: TOB
«'EOPT" BIOCMCTEMM», syin. Boxsamema, Gya. 3, cmr. TMoGysbke, I'onosanibeskmii paifon,
Kiposorpageska o6, 26555, Vipats HYHa JOKYMEHTalist 3 NiATBePKeHHS BinoBinHoeT!
pospobiena Ta 36epiracrbes ys v A

Auperrop K.I. Cenesnnon

Hexnapauis npo sigiosiamicrs kBiTHs 2027 p

Micne sanaui Hexnapanii - m. Kas’smcrxe, Jninponerposcska o6iL., Vxpaina

Howmep pepaxuii npo sinnorinuicrs: Hexnapauis npo sinnosigkicrs | Penaxuin: 5 Cropinka 1132
UA.TR.753.12.32644872/TPG/DEC/001 | nidicna no: 22.04.2027




JOTATOK Ne 1

JIO JEKJIAPAIL IPO BUINOBIHICTD
MEJITYHHEX BUPOBIB N UA.TR.753.D.32644872/TPG/DEC/001

{’5‘; Hassa npoayxry ykpalHehKoIo MOBOIO Ko HK 024

1 Crpelf st ropna «"OPJIOCITAC® AKTHUB» 47276

2 Cupeit g ropia «'OPJIOCITAC® AKTUR JJUT JITEW » 47276

3 Crpeit mazanpumii « YINCTOHOC® CITPEN» 47679

4 Copeii nasanprnit <1UCTOHOC® CTIPEN JUIS AITEW» 47679

5 Cape#t Hazamsuuit «HUCTOHOC® CIIPEN. EOEKTUBHE 47679

] TTPOMUWBAHH»
Hupexrop K.I'. Ceaesunon
Homep pegaxuil npo sinnosiggicrs: Hexnapamis npo signosiasicts | Pemaxuis 5 Cropiuxa 2 i3 2

UA.TR.753.12.32644872/TPG/DEC/001 | mificua no: 22.04.2027
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TOBAPUCTBO 3 OBMEXEHOIO BIIITIOBITAJIBHICTIO
«IMIIPYB MEJUKEJI»

IOpunnana anpeca: Ykpaina, 01042, m. Kuig, 6ynsBap M. IlpuiiMadenko, 1/27 ximaara 5064,
®axtiyHa ajgpeca: Ykpaina, 04112, m. Kuis, Byn. Pusbka, 8-A, od. 110
tei.: (044) 355 50 30, E-mail: info@improvemed.com.ua

Bux. Ne 23.08.16-2 6io 16.08.2023 TOB «I'eopr Biocucremm»

26555, Byn. Box3ansHa, 6yx. 3, cmt [To6y3bke,
T'onoBaniBCchKMiA paiioH,
KipoBorpascska 06:1., Ykpaina

ToBapucTBO 3 0OMexeHOw BigmoBigameHicTIO «IMIIPYB MEJIUKEJD» (mami -
TOB «IM») akpemuroBano HarmioHanbHMM areHTCTBOM 3 akpeguTamii YKpaiHu
(arecratn npo axpemuranio Ne 10304 Big 24.11.2020 ta Ne 80104 Bix 24.11.2020) Ta
MPU3HAYEHO OPraHOM 3 OI[IHKW BiJMOBITHOCTI MPOXYKIli, 30KpemMa, BHUMOTaM
TexHIYHOTO periaMeHTy MO0 MEAWYHUX BHPOOIB, 3aTBEPIKEHOI'O ITOCTAHOBOIO
Kab6inery MinictpiB Ykpaimm Bix 02.10.2013 Ne 753 (mami — TP 753) (maka3
MiHicTepcTBa €eKOHOMIYHOTO PO3BUTKY Ta TOpriBmi Ykpainu Bifg 12.01.2021 Ne 36), y
BiamoBine Ha 3BepHeHHSA TOB «I'eopr biocucremm» Ne 43/1 Bim 31.07.2023 miomo
HaJaHHA pPO3’SCHEHHS CTOCOBHO IIATBEP/PKEHHSA KJIaCcy MEIWIHHNX BHpOOIB Ta
MIPOTIETyPH OITIHKH BiAITOBITHOCTI TIOB1IOMIISIE TaKe.

BigmoBigHo 1m0 mianmyHkTy 9 myHkTy 2 3aranbHoi wactuHu TP 753: «meduunuii
8upi6 — ye OYOb-AKULL [HCMpYMeHm, anapam, Npuiaod, NPUcCmpit, NpocpamHe
3abe3neyenns, mamepian abo iHWULY 8Upib, WO 3aCMOCO8YIOMbCSL SIK OKPEMO, MAaK i 8
NOEOHAaHHI Midc coboto (8KmOYalOYU NpocpamHe 3abe3neueHHs, nepeodbayeHe
BUPOOHUKOM Ol 3ACMOCY8AHHSL  CHeYianbHO 0N  OIAZHOCMUYHUX  ma/abo
mepanesmuyHux yinel ma HeoOXiOHe ONA HANENHCHO20 (QYHKYII08AHHA MEOUYHO20
8upoby), NpusHaueHi BGUPOOHUKOM Ol 3ACMOCY8AHHS 3 Memol 3abe3neyeHHs
oiazHocmuxu, NpogilaKmuKy, MOHIMOPUH2Y, NIKY8AHHS ab0 nonezuieHHs nepebizy
X80pobu nayicHma 6 pasi 3axXe0pi06aHHs, OIAZHOCMUKU, MOHIMOPUHZY, NIKY8AHHS,
nonezuleHHss Cmany nayienma 6 pasi mpaemu uu iHeanioHocmi abo ix xommeHcayii,
O00CNIOJCEeHHs, 3AMIHU, BUOOIMIHIOBAHHA aAOO NIOMPUMYBAHHS AHAMOMII YU
gizionoziynozo npoyecy, KOHMpPOAIO NPoOYecy 3aniiOHeHHs. MA OCHOBHA nepedbavysana
Oif AKUX 68 OpeaHisMi abo HA Op2aHizM NOUHU He 00CAAEMbCA 3a O0O0NOMO2010
apmakonoziunux, iMyHONOZIYHUX AOO MemaboONYHUX 3aco0i8, ane (QYHKYIIOBAHHIO
SAKUX MAKi 3aco6U MONCYMb CRPUSITIUY.

3acmocyeanus 3a nNPUHAYEHHAM - 3ACMOCYBAHH MEOUYHO20 BUPODY 8i0N0GIOHO
00 yinell, 3A3HAYEHUX BUPOOHUKOM Yy U020 MAPKY8aHHI ma/abo iHcmpykyii i3

3aCMOCY8aHHsL;
3rigHo 13 nmyHkToM 14 Meaudni BupoOu nonaiunstoTbes Ha kiacu 1, Ila, 116 1 II1.
Knacuikarisa 311HCHIOETECS BIATIOBIAHO OO KpUTepiiB, BU3HadeHUXx y Jomatky 2 TP
753.
BigmoBimao 1o Jlomatky 2 «Kpurepii kmacudikamii MeguaHMX BHPOOIB
iaBasuBHUX» 32 TP 753:




MeOuyHUl 8upib iHEA3UBHUU - MeOUYHUN 8UPIO, KUl NOBHICMIO abO YACMKOB0
8800UMbCSL 8 OP2AHI3M JIOOUHU Yepe3 1020 nosepxuio abo omeip mina. OTBOPOM Tina €
OyAb-sKuit IPUPOTHUI OTBIp y TLIi, 30BHIIIHSA MOBEPXHS OYHOTO s107yKa ab0 Oy b-aKuit
MOCTIHUHM IITYIHUIA OTBIP, TAKHi SIK CTOMA;

3a TpUBAIIICTIO 3aCTOCYBaHHSA MEAWIHI BUPOOH MOJUIAIOTECS Ha:
TAMYAcOBI - MeAWdHI BHUpPOOW, MpHU3HAYCHI M1 OE3MEepEepPBHOIO 3aCTOCYBaHHS
MPOTATOM He OLIbII Hixk 60 XBHITHH;

KOPOTKOTEPMIHOBI - MEOWUYHI BHUPOOHW, TNpHU3HAYEHI I Oe3rmepepBHOTO
3aCTOCYBaHHS MIPOTATOM He O Hixk 30 AHIB;
IOBrOTEPMIHOBI - MeauWdHi BuUpoOW, Tnpu3HAYeHI I Oe3MepepBHOTO

3aCTOCYBaHHS IIpOTATOM Oinbmn HiXx 30 qHIB.

¥Yci iHBa3MBHI MeAMYHI BUPOOH, IpU3HAUEH] A BBEACHHS B OTBOPHU Tija, KpiM
XIpypriYHUX 1HBa3UBHUX MEAWIHUX BHPOOiB, 0 HE MPU3HAYCHI A1 MiAKIIIOYEHHS 10
AKTHBHUX MEIWYHUX BHPOOIB ab0 M0 NMpU3HAYEH] JUIA IMiJKITIOYEHHS IO aKTHBHHX
MeIUIHUX BUpOOiB Kiacy I:
-BITHOCSTECS JIO Kiacy | -IKIo nmpu3HadeHi A1k TAMYacOBOTO 3aCTOCYBaHHS;
-BigHOCATRCA H0 Kiacy Ila - skmo npu3HadeHi IS KOPOTKOTEPMIHOBOIO
3aCTOCYBaHHS.

Y pasi 3acmocysanns y pomosiii nOpOdCHUHI, HOCO2IOMYi, Y CILYX080MY NPOX00i
00 bapabanHoi nepemunky ab60 8 HOCOBIi NOPOI*CHUHI, MAKI 8UPOOU BIOHOCAMBCS 00
knacy I

BigmoBimHO 10 3aTBEpKCHWX BHUPOOHMKOM IHCTPYKIIH 13 3aCTOCYBaHHS,
TEXHIYHOI JOKYMEHTallii, 3BiTy MpO CIEMiali30BaHy OIIHKY MaTepialliB KIIHIYHHAX
nTauux Ha Bupobu meauaHi Bix 02.10.2019 poxy Buganoro K3KOP «Kuiscska obmacHa
KJIIHI9HA JTIKapHS, BCTAHOBJIEHO:

Cupeii min ropma «[OPJIOCITAC® AKTHB» BHKOPHUCTOBYETHCS ISt
BiJIHOBJICHHS 1 3aXHUCTY (1310JI0TT9HUX QYHKIIIHA CITM30BO1 000JIOHKH TIOPOKHUHH POTA;
IU1s IpodiTakTUKH 1HGEKIII# MOPOKHUHHU pOTa, y TOMY YKCHI 1 TpHITYy; 0co0aMu, KOTpi
CTPaXXAAI0Th BiTIYTTAM AUCKOM(OPTY 1 CYXOCTi B POTI;

Cropeii ms ropia «TOPJIOCITAC® AKTUB JJI1S JITEWM» - ams BigHOBIEHHS i
3aXHCTy (hi310JOTIIHUX (YHKIIA CIU30BOI OOOJIOHKHM ITIOPOXHWHH pPOTa; IS
npodinakTUky iHGEKiH TOPOKHINHHA POTa Ta IIIOTKH, Y TOMY YHCII 1 TPHITY;

Crpeit Ha3aJIbHUN «UYUCTOHOC® CIIPEU» - IS JOTJISAY 3a CIIM30BOIO
000JIOHKOIO ITa3yX HOCA IIPH 3aMabHUX 3MiHAX B MOPOXKHUHI HOCA JJIsSI BITHOBJICHHS 1
3aXHMCTy (i310JIOTTYHUX (PYHKITIH CIIM30BOI 0OONOHKH; M IMpodLIaKTHKK 1HGEKIIii
MOPOXHUHYU HOCA, Y TOMY YHCIIi 1 TPUITY; 0CO0aMHU, KOTp1 CTPaXKIAI0Th MpodiieMaMu
HOCOBOTO JUXAHHS, CYXICTIO CIIM30BO1 000JIOHKH HOCA, HAABHICTIO B HOCI CKOPHHOYOK
(KOHAMITIOHOBaH1 Ta ONATIOBAILHI TPUMIIIICHHS ), KypIISIMH, BOJIISIMH aBTOTPAHCIIOPTY,
JIOJABMH, IO TMPAIIOIOTh y TapAvMX 1 3alHWJICHHX I[eXaX, 3 METOI0 BiTHOBIIEHHS
¢biziomorivHux GYHKITIH CIIM30BOi 00OJIOHKH HOCA;

Copeit Hazaneauii «YMCTOHOC® CIIPEU JUISA JITEW» - mmst morimsimy 3a
CIIM30BOI0 OOOJIOHKOIO Ma3yX HOCa IpH 3alajbHUX 3MiHaX y MOPOXHWHI HOCa s
BIIHOBJIEHHSA 1 3axucTy (isionorivHnx (QyHKLOIA CIM30BOi  OOONMOHKH; I
npodinakTuky iHQEKHid MOPOXHUHA HOCA, Y TOMY YHCHI 1 TpUIy; MITbMH, KOTpI
CTPaXXAal0Th MpobiemMaMu HOCOBOTO IMXaHHS, CYXICTIO CIIM30BOi OOOJIOHKH HOCA,




HasBHICTIO B HOCI CKOPHWHOYOK, 3 METOI0 BiHOBIEHHA (i3i0JOridHMX (YHKITIH
000JIOHKH HOCA;

Crpeii HazanpHui «<IMCTOHOC® CIIPEW. EOEKTUBHE ITPOMHUBAHH ST»
- B IKOCT1 JOTIOMDKHOTO TiTi€HIYHO-TIPO(LIaKTUIHOTO 3ac00y B KOMIUIEKCHi# Tepamii
TOCTPHX Ta XPOHITHUX 3aNaJIbHAX MPOIECIB M1 (Hi310JI0TIHHOTO JOTIISTY 3 CITH30BOIO
00O0JIOHKOIO Ma3yX HOCa Ta IiCIsA ONEpaTHBHUX BTPy4YaHb Yy IOPOXXKHUHI HOCA JUIS
BiJIHOBJICHHS 3aXMCHHUX (DYHKIIiH CM30BOi 000IOHKH; I TTpodiTakTHKU 1H(EKIind
MOPOXXKHIUHU HOCA, TOB’SA3aHUX 13 3aCTYJHHMH 3aXBOPIOBAHHSAMH, Y TOMY YHCIHI
TPUIIOM; TSI OYMINEHHS CITM30BOI OOOJIOHKM HOCA BiJ BipycCiB, OakTepii, alepreHis,
ATy, TUITXOM IPOMHUBAaHHS; 0C00aMM, KOTpl CTpaXJIaloTh MpobjieMaMu HOCOBOTO
JUXAHHS, CYXICTIO CTU30BOi 00OJIOHKH HOCA, HAsIBHICTIO B HOC1 CKOPHHOYOK, 3 METOO
HOpMaUTizarii (i3ionorivHuX (QYHKIIH 1 3BOJIOKEHHS CIM30BOI OOOJOHKH HOCA; IS
3a0be3neueHHs AOAATKOBOIO 3aXMCTy AOPOCHMX 1 JiTeit Bim OakTepiit Ta BipyciB y
TIepi0JIH, TTOB'sI3aHi 3 MiJBUIEHAM PU3HKOM XBOpOO Ta emifieMii, y TOMy YHCIII ITiJT 9ac
BiJIBIIyBaHHS MiCIIb CKYITYEHHS JIFOJCH Ta OPraHi30BaHUX JUTIIAX KOJICKTHBIB,

MeauaHi BUpOOH € IHBa3SUBHUMH HECTEPHIILHUMHU MEAMIHUME BUpoOamu I kinacy
JUIS. KOPOTKOTEPMIHOBOT'O BUKOPHUCTAHHSI.

Bignosimzno po Bumor TP 753, TexHiuHOoi JOKyMeHTamii BUPOOHUKA,
kepiBHUITBa €Bponetickkoi Komicii MEDDEV 2.4/1 rev.9 «Classification of medical
devices» Ta MEDDEYV 2. 1/3 rev 3 «Borderline products, drug-delivery products and
medical devices incorporating, as an integral part, an ancillary medicinal substance or
an ancillary human blood derivative», pe3ynsrartiB crerianaizoBaHo1 KIIHIYHOT OI[IHKHA
MeamaHux BUpoOiB Bix 02 xxoBTHS 2019 poky Bumanoro K3KOP «KuiBcrka obnacHa
KiiHigHA JikapHs» Ta jucta MO3 (ITOBB y cdepi TEXHIYHOTO pEryiaroBaHHS
MeruaHuX BUpo0iB) Big 05.07.2019 Ne24.01/669/17533, momo chepu nonmpenns TP
753, 3a3HaveHa y JUCTI IPOIYKIIis, a came:

Cupeii qs ropia «TOPJIOCITAC® AKTHUB»,

Crpeit ams ropia «[OPJIOCIIAC® AKTHUB UL JITEM»,

Crpeii HasanbHHi «YIUCTOHOC® CITPEN»,

Crpeii HasanbHui «IUCTOHOC® CITPEN JIJ1A JJITEN»,

Crpeii Hasansaui «IMCTOHOC® CIIPEN. EOEKTUBHE IIPOMUBAHH 5I»,
BUpOOHMIITBA KommaHii ToBapucTBO 3 OOMEXEHOI0 BimMOBITANBHICTIO «I eopr
Biocuctemu», 26555, Byn. Bok3anbHa, 6ya. 3, cmT [1o6y3bke, ['010BaHIBCEKHM paioH,
KipoBorpazaceka 06:1., Ykpaina, agpeca supoonunrsa: 51905, Byn. lopoxHa, 645, m.
Kam’sHCcBKe, J{HiMporneTpoBChka 001., YKpaina, mMoodice Oymu gioHeceHa 00 MeOUUHUX
8Upobi6, MUMYACOB020, KOPOMKOMEPMIHOB020 3ACMOCYBAHHA 8 (Di3i0N02IUHUX
OmMBOPax mina IHOUHU, nepeddbauysana Ois AKUX 8 Op2aHizmi abo HA OP2aAHIZM THOOUHU
He 00Cs2aEMbCs 34 00NOMO2010 (PaAPMAKONOSIYHUX, IMYHONOIYHUX D0 MeMAbONTUHUX
3acobis, ane QyHKYII0BAHHIO AKUX MAKL 3aCO00U MOXNCYMb Cnpusmu i, 8i0N0BIOHO 00
nynkmy 9 Jlooamka 2 TP 753, sionocumbcs 0o knacy I (e € cmepunvHumu ma He
BIOHOCAMBCL 00 MeOuYHUX eupobie 3 Qynkyiclo eumiprosanns). BBeaenus B o0ir
Ta/ab0 B €KCILUTyaTaIlil0 MEAUIHUX BHUPOOIB JTO3BOJSETHCA TUIBKH B pa3i, KOJU BOHHU
MOBHICTIO BIJIOBiIal0Th BuMoramM TP 753, 3a yMOBH HaJIe)XHOTO ITOCTaYaHHS,
BCTaHOBJICHHS, TEXHITHOTO OOCITyTOBYBaHHS Ta 3aCTOCYBaHHS 1X 332 IPU3HAYCHHSM.

Hoeidkoso: MenudHi BUpoOU MOBHHHI BiANOBiAaTH BukinageHuM y Jogatky 1 TP
753 OCHOBHMM BHMOraMm, IO TONIIMPIOIOTHECH Ha Taki BHPOOM 3 ypaxyBaHHSM ix




NMpU3HAYeHHA. J[711 HaHeCeHHS 3HAKy BIAMOBIAHOCTI Ha MeIW4HI BHUPOOH, IO
BiTHOCATHCA A0 Kiacy I (kpiM MeauuHuX BHPOOiB, BUTOTOBJICHUX Ha 3aMOBJIEHHS abo
IOpU3HAUYECHUX M8 KIIHIYHUX JOCHIKEHb), BUPOOHMK IOBHHEH OTPUMYBATHUCS
npouexypu, 3a3HadeHoi B goaatky 8 TP 753 (sxa He moTpelye 3amydeHHs OpraHy 3
OLIHKH BiJJIOBiTHOCTI) i CKJIACTH JAEKJIapaIlifo PO BiAMOBIAHICTE. 3TiAHO 3 MYHKTOM 3
ctarti 28 3akoHy Ykpainu «IIpo TexHi4HiI perJaMeHTH Ta OLIHKY BiJIOBiTHOCTI,
JeKJIapaiis IIpo BiAMOBIMHICT, CKIAMAETHCA 3TAHO 3 BHMOTaMH JO il 3MICTy,
OPUMIPHOIO CTPYKTYpor0 9H (OpMOIO, MO0 BCTAHOBIIOIOTHCS  BiJAMOBIAHUMH
TEXHIYHUMH perilaMEeHTaMH.

TP 753 He BU3HAaUEHO BUMOTH JI0 3MICTy a00 X IPUMIPHY CTPYKTYpY 4u (hopMy
JeKJiapaii Ipo BiIOBIAHICTE.

Pexomenpanii momo 3MicTy Aekjapariii npo BiANOBIIHICTh 3a3HAYEHO Y AOJATKY
IV Pernamenty (EC) 2017/745 €Bponeiicskoro Ilapnamenty ta Pagu Bixg 5 xBiTH 2017
POKY TIpO MEAWYIH1 BUPOOH.

Kpim Toro, Bianosigno no nyHkry 31 TP 753, BupobHuk Bupo6iB kiacy I (xkpim
BHUpOOiB, BUTOTOBJIEHMX Ha 3aMOBJIEHHS, a00 BHUPOOiB, MPU3HAYEHUX JUIS KIIIHITHUX
JIOCITIJKEHB) TIofiae 0 Jlepxitikciryx0u iHpopMaIiiro 010 CBOTO MiCIIe3HAXO0HKEHHS
Ta MEpeiK 1 OMUC BIANOBITHUX BUPOOIB, 3TriHO 3 Haka3oM MiHiCTEpCTBa OXOPOHHU
3mopoB’s Ykpainu Bix 10.02.2017 Ne 122 «IIpo 3atBepmxenHs Ilopsaaxy BeaeHHs
PeecTpy oci0, BiAMOBIATEHAX 3a BBEICHHSI MEIUYHUX BHPOOIB, aKTUBHUX MEIHIHUX
BHUPOOIB, SKI IMILUIAHTYIOTh, Td MEIAYHUX BHPOOIB JJI1 MIarHOCTHKHU In Vvitro B 0Oir,
dhopMH TIOBITOMIIEHD, TIEPETIKY BiJIOMOCTEH, SKi 30€piraloTbCs B HHOMY, Ta PEXKUMY
JOCTYILY A0 HUX.

C.M. 3ronnuxk

/{apexTop




ARKAPALIN BP0 BIANROBLAHICTS
Ne UA TR.TSAD.A2644E8TH/TPG/DEC/B0T pin $1.06.2019p.
sexnannx supebin: L OPIOCTIACY AKTUBy, «OPAOCHACY AKTUR JIIS JUTEA:,

HUCTOHOCY CHOPEMy, «MUCTOHOCY CHPEW JUIS JUTERs « WICTOHOCY CHPEU,

EQEKTHRHE IPOMMBAHMSy, «CHHYC JIETY JIVO 1 cxorpaxioM URCIMERY
epponeicskorey (v exgam: «CHMHYC JOTY smosmoousilt 3 DOTOHIMHEM  DOIHRIOM
vopehrol coniy ta «CUMHYC JIPTY cwmmyviosumiint, «CUHYE JHOTY AKTUR CUPEWY,
ABIPYCIIPEHHPLUS)

BUMOTEM TeXHISHOIC PeriaMenty Woao MeasunuX pupobis {(axnil zaTeepmxennit Hocranosowo
Kabiery Minicrpis Yepatun sig 02 xosrus 2013 p. Ne 753).

Bupobuuw:  Topapucrae 3 ofMexenoio siyosiamsuicno «TEQPU BIOCUHCTEMY» 22
gapecoto: v, Boxaneaa, Sva, 3 ovr Hobvieke, Donosaniscrxuil padion. Kinororpascnra
gha., 26335, Auspeca supobuayrea; sy Jopoxua, 64/2, . Kas ssceke, Jinpouciposcska
oGn, 51905, Ykpaina,

Kracudixaia sazuavensx  senwunux  supobin:  Knge I fnecmepwisnuin O3 dhvuxudl

agusipouist, seidio nvnsomy {3 Hodamcy 2 Texnivuneo pesravenmy oo vedinny aunotis,

Hipoaykuio cynposopKy s SHOK @IONOBIOROCHE MEXHIuM Desiaveningst:

Hponesypa ouinky sinosimoecti nposejgens signoesiyno: o aonarky & «Jlopaaxy
ROACHCHUA  BHYTDINIHLOIO  KOHTDOMO  BUDOOHHUTRA  Meaussmy  sunobizs  Toxuignoero
DEIGAMEHTY OIC Meauunux  pupobis. sarsepmxenoro [ocoranorow Kabinery Miuwicrnis
Yupaiun Ne7383 mia 2 wontus 2013 6,

Jaonauenl  mommuni supoly  BUNORIEIOTE  BRUMOCAEM  HaICHANLRUY, BROHSHCLEKNMX  Ta
MIRHAPOAHNK HOPMATHBHO-APABOBMX axtir 1a crapgapris: [lupexrusa MDD 93/42/EEC,
sraresaionu Qupexrusy 200747/ EC, JCTY EN IS0 13485:2016; JUTY EN IS0 14971:2015:;
JOTY EN 986:2007; ACTY EN IS0 141552018 ACTY EN ISO 10993-1:2015; ICTV IS
10993-10:2010

Jexnapauio Bpo BLANOBUIHICTS CKABACHO BIA iMeni Ta it sbinosizaneniots pupobumka:; TOR
HOPD BOCHUCTEMMSs, syn. Boksanesa, Syt 3, cowr Holyisxe, Tonosanischruit paiioy,
Kiposorpaaeska ofn., 26358, Yepaina.

.

<O in meppra 208 p a0 « 3 s 2024 p

Heranapauis npo RMONARICTS

Hupexrop T K.I. Cenezuson
HJexsapautl tpo slanosbaiors aiflena Peaakiin: | Crophing | iyl
H

340435, 2024




TOB "TI'eopr Biocucremn"

Ilacmopr sikocri Ne  12/1025-101 »in 13.10.2025

Ha3pa npoayxuii:

Cnpeii nazanbunii : "YACTOHOC CIIPER"

Ykpaina, 26555, Kiposorpancska o6i., cMt ITobysske, Byn. Boxsansua, Oyn. 3

YMoBR 36epiranns : BApoGH 30epiraroTh y NaKyBaHHi

¥

CBiTna NpHMilleHHi Py TeMneparypi Big +5 °C go +25°C.

TonoBHUIE TexHoOMOT

. ad
i) ,L[)h‘\ MEHT

Homep naprii: 604
Kinpkicrs: 6626
JlaTa BErOTOBJICHHA: 03.10.202S p.
Ipaparenii no: 10.2027 p.
Popma BHITYCKY: cupeii y duraoni noniMepaoMy
HaliMeHyBaHHR NOKAIHAKA Hopma mo HT Bizsg;l;;:::h
3oBrimmil BAIAN Onnopiana piauHa 6¢3 CTOPOHHIX BKIIOYEHE T8 AOMILIOK Bimmosinae
Konip Bin cBITNO-KOETOMD 20 HOBTOM KOLODY CeiTno-»osTiti
3amax Creuudivmn#i, npHTaMaHHAil 388Xy BHKOPHCTAHOT CHPOBHHN Bianosigae
INokaswnk RoHUEHTpaUil ioHiB Bommo, pH, y.0. 50-8,0 5,7
TAMC (zaranbHa XUTBKicTh a¢po6HIX 100 <10
Mikpooprasiamis), KVYO s trabo 1 mn
i HasipricTs Gaktepiii pogvsm He nozBoneno Bianosimae
Enteribacteriaceae, B 1,0 r, He Girbine
TYMC (3aramsha KinbkicTs IPiKDKOBIX T8 10 <10
TwHcHABHX rpiGiE), KYO B Irafo 1 Ma
Staphylococcus aureus s 1,9 r He nosponero Bimosinae
Pseudomonas acruginosas 1,0 r He noaeoneso Bimosinae
Ob'em, Mn 30,0+ 9% 30,0
KinmpkicTs goa, ot He menme 220 poa Binnorimae
[MaxyBanus Binnosiguicns T® NeUA.TR.753.MD.32644872/SPR-004 Bimmosinace
MapxkysaHus Bianosizsicn, T® NeUA.TR.753.MD.32644872/SPR-004 Bizmosinac
Bucropok: Bapi6 Bignoeinac BuMoraM Td NeUA.TR.753.MD.32644872/SPR-004
Jara sanycky: 13.10.2025 p.
Hauaabnux aaGoparopit Ui - L.O. Jirrap

00HHUKa, B CyXOMY, 3aXUILEHHOMY Bl

H.C. Hixitenko



TOB "I'eopr biocucrtemu'

Ykpaina, 26555, Kipoorpazcbka o6, cmt [Toy3bke, By Boksabha, 6y, 3

HaCHOpT AKoCTI Ne 12/0126-129 Bix 26.01.2026

Hasea npoaykuii: Cupeii Hazanbauii ¢ "UACTOHOC CIIPEX"

Homep naprii: 607

Kinbkicrs: 6544

JaTa BUTOTOBJIEHHSI: 09.01.2026 p.

Ilpunarumii no: 01.2028 p.

®opma BUIYCKY: cnpei y guiakoHi noJjiimepHomy

. Pesynbraru
HaiimenyBaHHS IOKA3HUKA Hopma no HT/{ BHDPOGYBAHE
SOBHILIHIH BUNISL OnHopinxa pinuna 63 CTOPOHHIX BKIIOYEHD Ta JOMILLIOK Binnosigae
Konip Bin cBiTO-KOBTOrO 10 XOBTOIO KOJILOPY CBITIIO-KOBTHIA
3anax Crieun¢inuit, npuTaMaHHui 3anaxy BUKOPHCTAHOT CUPOBHHH Binanogsinae
Iloxa3Huk KoHIEHTpauil i0HiB BomHIo, pH, y.0. 5,0-8,0 5,7
TAMC (zaranbHa KinbKicTh aepoGHUX 100 <10
mikpooprauismis), KYO B 1r abo 1 mn
HassHictb Gakrepiit ponunn He nossoneno Binnoginae
Enteribacteriaceae, B 1,0 r; He 6inplue
TYMC (3aranbHa KiJIbKicTh OpiXKIKOBHX Ta 10 <10
ticHsaBuX rpubis), KYO B 1r abo 1 mn
Staphylococcus aureus B 1,0 r He nossoneno Binmosinae
Pseudomonas aeruginosa s 1,0 He no3Bosneno Binnosinae
O06'eM, M 30,0+ 9% 30,0
Kinexicts 103, W He menwe 220 no3 Bianosinae
ITaxyBanHs Bignosiguicts T® NeUA,TR.753.MD.32644872/SPR-004 Binnosigae
MapkysaHHs Binnosianicts T® NeUA.TR.753.MD.32644872/SPR-004 Binnosixae
. Bucnopox: Bupi6 Bigmosigae BumoraM T® NeUA.TR.753.MD.32644872/SPR-004
Mara Bumycky: 26.01.2026 p. /i
HavanbHuk 1a6oparopii / /1 mzj 1.O. dirrsip

YMmoBu 36ep1raHH;{ BUPOOH 36ep1ra10TL y maKyBaHHI1 Bgapo6HHKa B CYXOMY, 3aXHIIEHHOMY BiJ
CBiTVIa NpUMILIeHH] Tipy TeMreparypi Bix +5 °C mo +25'°C.

I'oroBHMIT TExHOIOT H.C. Hikirenko



AEKJIAPALIA 1TPO BIAHOBIAHICTE
Ne UATR.753.D.32644872/TPG/DEC/001 Bin 22.04.2024

MeHIHuX BHPOOIB: cpel HasanbHi Ta cupel Juis ropaa. 3riHo 3 J0NATKOM

Kaae I srigno nynxty 13 Jlonatky 2 Texuiunoro pernaMenTy 1o/10 MEAHYHUX BHPOOIB.

BEMOTamM TexHiuHOro periamenty moxo Meauusnx BupoGis, 3atepmkeno Iocranopoo Kabinery
Misictpis Yxpainu Bix 02 xosras 2013 p. Ne 753.

BupoGuuk: TosaprctBo 3 0OMexenow Bignopinamsuictio «"EOPT BIOCUCTEMMUy IOpUIHYHa
ajipeca: Byn. BoksaubHa, Oyn. 3, emt [ToBysexe, Ionosaniscwkuit pation, Kiposorpancska o6um.,
26555,

anpeca supoOmmuTsa: Byi. opoxuma, 64 B, m. Kam’sHCbKe, Huinpornerposeska o6, 51905,
Ykpaina.

Hponexypa ouinku sigmoinmocri srizmo nomarky 8 «Ilopsmox smidicuenss BHYTPIHIHBOTO
KOHTPOJIO BUPOOHHUITBA MEIHYHUX BHPOGiBy TeXHIYHOTO PEIrNaMEeHTY IOA0 MEINHUHHX BUpOBiB,
satseppkenoro Hocranosoro Kabinery Minicpis Vpainu No753 Bin 2 sxontas 2013 p.

Mennusi BEpOOH He MIiCTSTH y CBOEMY CKNAMi TOXiAHHX KpOBI JUOLHHH, TKAHWH TBaAPUHHOTO
noxopkents. He crepunsai. bes dynxuil sumipropanms.

Hewnapanito npo BIATOBIARICTS cKAameHO Bijx iMeHi Ta nin BianmosizaisHICTS Bupobumka: TOB
«'EOPT" BIOCMCTEMM», syin. Boxsamema, Gya. 3, cmr. TMoGysbke, I'onosanibeskmii paifon,
Kiposorpageska o6, 26555, Vipats HYHa JOKYMEHTalist 3 NiATBePKeHHS BinoBinHoeT!
pospobiena Ta 36epiracrbes ys v A

Auperrop K.I. Cenesnnon

Hexnapauis npo sigiosiamicrs kBiTHs 2027 p

Micne sanaui Hexnapanii - m. Kas’smcrxe, Jninponerposcska o6iL., Vxpaina

Howmep pepaxuii npo sinnorinuicrs: Hexnapauis npo sinnosigkicrs | Penaxuin: 5 Cropinka 1132
UA.TR.753.12.32644872/TPG/DEC/001 | nidicna no: 22.04.2027




JOTATOK Ne 1

JIO JEKJIAPAIL IPO BUINOBIHICTD
MEJITYHHEX BUPOBIB N UA.TR.753.D.32644872/TPG/DEC/001

{’5‘; Hassa npoayxry ykpalHehKoIo MOBOIO Ko HK 024

1 Crpelf st ropna «"OPJIOCITAC® AKTHUB» 47276

2 Cupeit g ropia «'OPJIOCITAC® AKTUR JJUT JITEW » 47276

3 Crpeit mazanpumii « YINCTOHOC® CITPEN» 47679

4 Copeii nasanprnit <1UCTOHOC® CTIPEN JUIS AITEW» 47679

5 Cape#t Hazamsuuit «HUCTOHOC® CIIPEN. EOEKTUBHE 47679

] TTPOMUWBAHH»
Hupexrop K.I'. Ceaesunon
Homep pegaxuil npo sinnosiggicrs: Hexnapamis npo signosiasicts | Pemaxuis 5 Cropiuxa 2 i3 2

UA.TR.753.12.32644872/TPG/DEC/001 | mificua no: 22.04.2027




P

o




b

~

AHOB

LB

Ay e

Al

~ £

: : 1

1 . vvhﬂ
b ;

2 H
it i
g p
w H

FRPATROLKG

Haoea ARV




TOBAPUCTBO 3 OBMEXEHOIO BIIITIOBITAJIBHICTIO
«IMIIPYB MEJUKEJI»

IOpunnana anpeca: Ykpaina, 01042, m. Kuig, 6ynsBap M. IlpuiiMadenko, 1/27 ximaara 5064,
®axtiyHa ajgpeca: Ykpaina, 04112, m. Kuis, Byn. Pusbka, 8-A, od. 110
tei.: (044) 355 50 30, E-mail: info@improvemed.com.ua

Bux. Ne 23.08.16-2 6io 16.08.2023 TOB «I'eopr Biocucremm»

26555, Byn. Box3ansHa, 6yx. 3, cmt [To6y3bke,
T'onoBaniBCchKMiA paiioH,
KipoBorpascska 06:1., Ykpaina

ToBapucTBO 3 0OMexeHOw BigmoBigameHicTIO «IMIIPYB MEJIUKEJD» (mami -
TOB «IM») akpemuroBano HarmioHanbHMM areHTCTBOM 3 akpeguTamii YKpaiHu
(arecratn npo axpemuranio Ne 10304 Big 24.11.2020 ta Ne 80104 Bix 24.11.2020) Ta
MPU3HAYEHO OPraHOM 3 OI[IHKW BiJMOBITHOCTI MPOXYKIli, 30KpemMa, BHUMOTaM
TexHIYHOTO periaMeHTy MO0 MEAWYHUX BHPOOIB, 3aTBEPIKEHOI'O ITOCTAHOBOIO
Kab6inery MinictpiB Ykpaimm Bix 02.10.2013 Ne 753 (mami — TP 753) (maka3
MiHicTepcTBa €eKOHOMIYHOTO PO3BUTKY Ta TOpriBmi Ykpainu Bifg 12.01.2021 Ne 36), y
BiamoBine Ha 3BepHeHHSA TOB «I'eopr biocucremm» Ne 43/1 Bim 31.07.2023 miomo
HaJaHHA pPO3’SCHEHHS CTOCOBHO IIATBEP/PKEHHSA KJIaCcy MEIWIHHNX BHpOOIB Ta
MIPOTIETyPH OITIHKH BiAITOBITHOCTI TIOB1IOMIISIE TaKe.

BigmoBigHo 1m0 mianmyHkTy 9 myHkTy 2 3aranbHoi wactuHu TP 753: «meduunuii
8upi6 — ye OYOb-AKULL [HCMpYMeHm, anapam, Npuiaod, NPUcCmpit, NpocpamHe
3abe3neyenns, mamepian abo iHWULY 8Upib, WO 3aCMOCO8YIOMbCSL SIK OKPEMO, MAaK i 8
NOEOHAaHHI Midc coboto (8KmOYalOYU NpocpamHe 3abe3neueHHs, nepeodbayeHe
BUPOOHUKOM Ol 3ACMOCY8AHHSL  CHeYianbHO 0N  OIAZHOCMUYHUX  ma/abo
mepanesmuyHux yinel ma HeoOXiOHe ONA HANENHCHO20 (QYHKYII08AHHA MEOUYHO20
8upoby), NpusHaueHi BGUPOOHUKOM Ol 3ACMOCY8AHHS 3 Memol 3abe3neyeHHs
oiazHocmuxu, NpogilaKmuKy, MOHIMOPUH2Y, NIKY8AHHS ab0 nonezuieHHs nepebizy
X80pobu nayicHma 6 pasi 3axXe0pi06aHHs, OIAZHOCMUKU, MOHIMOPUHZY, NIKY8AHHS,
nonezuleHHss Cmany nayienma 6 pasi mpaemu uu iHeanioHocmi abo ix xommeHcayii,
O00CNIOJCEeHHs, 3AMIHU, BUOOIMIHIOBAHHA aAOO NIOMPUMYBAHHS AHAMOMII YU
gizionoziynozo npoyecy, KOHMpPOAIO NPoOYecy 3aniiOHeHHs. MA OCHOBHA nepedbavysana
Oif AKUX 68 OpeaHisMi abo HA Op2aHizM NOUHU He 00CAAEMbCA 3a O0O0NOMO2010
apmakonoziunux, iMyHONOZIYHUX AOO MemaboONYHUX 3aco0i8, ane (QYHKYIIOBAHHIO
SAKUX MAKi 3aco6U MONCYMb CRPUSITIUY.

3acmocyeanus 3a nNPUHAYEHHAM - 3ACMOCYBAHH MEOUYHO20 BUPODY 8i0N0GIOHO
00 yinell, 3A3HAYEHUX BUPOOHUKOM Yy U020 MAPKY8aHHI ma/abo iHcmpykyii i3

3aCMOCY8aHHsL;
3rigHo 13 nmyHkToM 14 Meaudni BupoOu nonaiunstoTbes Ha kiacu 1, Ila, 116 1 II1.
Knacuikarisa 311HCHIOETECS BIATIOBIAHO OO KpUTepiiB, BU3HadeHUXx y Jomatky 2 TP
753.
BigmoBimao 1o Jlomatky 2 «Kpurepii kmacudikamii MeguaHMX BHPOOIB
iaBasuBHUX» 32 TP 753:




MeOuyHUl 8upib iHEA3UBHUU - MeOUYHUN 8UPIO, KUl NOBHICMIO abO YACMKOB0
8800UMbCSL 8 OP2AHI3M JIOOUHU Yepe3 1020 nosepxuio abo omeip mina. OTBOPOM Tina €
OyAb-sKuit IPUPOTHUI OTBIp y TLIi, 30BHIIIHSA MOBEPXHS OYHOTO s107yKa ab0 Oy b-aKuit
MOCTIHUHM IITYIHUIA OTBIP, TAKHi SIK CTOMA;

3a TpUBAIIICTIO 3aCTOCYBaHHSA MEAWIHI BUPOOH MOJUIAIOTECS Ha:
TAMYAcOBI - MeAWdHI BHUpPOOW, MpHU3HAYCHI M1 OE3MEepEepPBHOIO 3aCTOCYBaHHS
MPOTATOM He OLIbII Hixk 60 XBHITHH;

KOPOTKOTEPMIHOBI - MEOWUYHI BHUPOOHW, TNpHU3HAYEHI I Oe3rmepepBHOTO
3aCTOCYBaHHS MIPOTATOM He O Hixk 30 AHIB;
IOBrOTEPMIHOBI - MeauWdHi BuUpoOW, Tnpu3HAYeHI I Oe3MepepBHOTO

3aCTOCYBaHHS IIpOTATOM Oinbmn HiXx 30 qHIB.

¥Yci iHBa3MBHI MeAMYHI BUPOOH, IpU3HAUEH] A BBEACHHS B OTBOPHU Tija, KpiM
XIpypriYHUX 1HBa3UBHUX MEAWIHUX BHPOOiB, 0 HE MPU3HAYCHI A1 MiAKIIIOYEHHS 10
AKTHBHUX MEIWYHUX BHPOOIB ab0 M0 NMpU3HAYEH] JUIA IMiJKITIOYEHHS IO aKTHBHHX
MeIUIHUX BUpOOiB Kiacy I:
-BITHOCSTECS JIO Kiacy | -IKIo nmpu3HadeHi A1k TAMYacOBOTO 3aCTOCYBaHHS;
-BigHOCATRCA H0 Kiacy Ila - skmo npu3HadeHi IS KOPOTKOTEPMIHOBOIO
3aCTOCYBaHHS.

Y pasi 3acmocysanns y pomosiii nOpOdCHUHI, HOCO2IOMYi, Y CILYX080MY NPOX00i
00 bapabanHoi nepemunky ab60 8 HOCOBIi NOPOI*CHUHI, MAKI 8UPOOU BIOHOCAMBCS 00
knacy I

BigmoBimHO 10 3aTBEpKCHWX BHUPOOHMKOM IHCTPYKIIH 13 3aCTOCYBaHHS,
TEXHIYHOI JOKYMEHTallii, 3BiTy MpO CIEMiali30BaHy OIIHKY MaTepialliB KIIHIYHHAX
nTauux Ha Bupobu meauaHi Bix 02.10.2019 poxy Buganoro K3KOP «Kuiscska obmacHa
KJIIHI9HA JTIKapHS, BCTAHOBJIEHO:

Cupeii min ropma «[OPJIOCITAC® AKTHB» BHKOPHUCTOBYETHCS ISt
BiJIHOBJICHHS 1 3aXHUCTY (1310JI0TT9HUX QYHKIIIHA CITM30BO1 000JIOHKH TIOPOKHUHH POTA;
IU1s IpodiTakTUKH 1HGEKIII# MOPOKHUHHU pOTa, y TOMY YKCHI 1 TpHITYy; 0co0aMu, KOTpi
CTPaXXAAI0Th BiTIYTTAM AUCKOM(OPTY 1 CYXOCTi B POTI;

Cropeii ms ropia «TOPJIOCITAC® AKTUB JJI1S JITEWM» - ams BigHOBIEHHS i
3aXHCTy (hi310JOTIIHUX (YHKIIA CIU30BOI OOOJIOHKHM ITIOPOXHWHH pPOTa; IS
npodinakTUky iHGEKiH TOPOKHINHHA POTa Ta IIIOTKH, Y TOMY YHCII 1 TPHITY;

Crpeit Ha3aJIbHUN «UYUCTOHOC® CIIPEU» - IS JOTJISAY 3a CIIM30BOIO
000JIOHKOIO ITa3yX HOCA IIPH 3aMabHUX 3MiHAX B MOPOXKHUHI HOCA JJIsSI BITHOBJICHHS 1
3aXHMCTy (i310JIOTTYHUX (PYHKITIH CIIM30BOI 0OONOHKH; M IMpodLIaKTHKK 1HGEKIIii
MOPOXHUHYU HOCA, Y TOMY YHCIIi 1 TPUITY; 0CO0aMHU, KOTp1 CTPaXKIAI0Th MpodiieMaMu
HOCOBOTO JUXAHHS, CYXICTIO CIIM30BO1 000JIOHKH HOCA, HAABHICTIO B HOCI CKOPHHOYOK
(KOHAMITIOHOBaH1 Ta ONATIOBAILHI TPUMIIIICHHS ), KypIISIMH, BOJIISIMH aBTOTPAHCIIOPTY,
JIOJABMH, IO TMPAIIOIOTh y TapAvMX 1 3alHWJICHHX I[eXaX, 3 METOI0 BiTHOBIIEHHS
¢biziomorivHux GYHKITIH CIIM30BOi 00OJIOHKH HOCA;

Copeit Hazaneauii «YMCTOHOC® CIIPEU JUISA JITEW» - mmst morimsimy 3a
CIIM30BOI0 OOOJIOHKOIO Ma3yX HOCa IpH 3alajbHUX 3MiHaX y MOPOXHWHI HOCa s
BIIHOBJIEHHSA 1 3axucTy (isionorivHnx (QyHKLOIA CIM30BOi  OOONMOHKH; I
npodinakTuky iHQEKHid MOPOXHUHA HOCA, Y TOMY YHCHI 1 TpUIy; MITbMH, KOTpI
CTPaXXAal0Th MpobiemMaMu HOCOBOTO IMXaHHS, CYXICTIO CIIM30BOi OOOJIOHKH HOCA,




HasBHICTIO B HOCI CKOPHWHOYOK, 3 METOI0 BiHOBIEHHA (i3i0JOridHMX (YHKITIH
000JIOHKH HOCA;

Crpeii HazanpHui «<IMCTOHOC® CIIPEW. EOEKTUBHE ITPOMHUBAHH ST»
- B IKOCT1 JOTIOMDKHOTO TiTi€HIYHO-TIPO(LIaKTUIHOTO 3ac00y B KOMIUIEKCHi# Tepamii
TOCTPHX Ta XPOHITHUX 3aNaJIbHAX MPOIECIB M1 (Hi310JI0TIHHOTO JOTIISTY 3 CITH30BOIO
00O0JIOHKOIO Ma3yX HOCa Ta IiCIsA ONEpaTHBHUX BTPy4YaHb Yy IOPOXXKHUHI HOCA JUIS
BiJIHOBJICHHS 3aXMCHHUX (DYHKIIiH CM30BOi 000IOHKH; I TTpodiTakTHKU 1H(EKIind
MOPOXXKHIUHU HOCA, TOB’SA3aHUX 13 3aCTYJHHMH 3aXBOPIOBAHHSAMH, Y TOMY YHCIHI
TPUIIOM; TSI OYMINEHHS CITM30BOI OOOJIOHKM HOCA BiJ BipycCiB, OakTepii, alepreHis,
ATy, TUITXOM IPOMHUBAaHHS; 0C00aMM, KOTpl CTpaXJIaloTh MpobjieMaMu HOCOBOTO
JUXAHHS, CYXICTIO CTU30BOi 00OJIOHKH HOCA, HAsIBHICTIO B HOC1 CKOPHHOYOK, 3 METOO
HOpMaUTizarii (i3ionorivHuX (QYHKIIH 1 3BOJIOKEHHS CIM30BOI OOOJOHKH HOCA; IS
3a0be3neueHHs AOAATKOBOIO 3aXMCTy AOPOCHMX 1 JiTeit Bim OakTepiit Ta BipyciB y
TIepi0JIH, TTOB'sI3aHi 3 MiJBUIEHAM PU3HKOM XBOpOO Ta emifieMii, y TOMy YHCIII ITiJT 9ac
BiJIBIIyBaHHS MiCIIb CKYITYEHHS JIFOJCH Ta OPraHi30BaHUX JUTIIAX KOJICKTHBIB,

MeauaHi BUpOOH € IHBa3SUBHUMH HECTEPHIILHUMHU MEAMIHUME BUpoOamu I kinacy
JUIS. KOPOTKOTEPMIHOBOT'O BUKOPHUCTAHHSI.

Bignosimzno po Bumor TP 753, TexHiuHOoi JOKyMeHTamii BUPOOHUKA,
kepiBHUITBa €Bponetickkoi Komicii MEDDEV 2.4/1 rev.9 «Classification of medical
devices» Ta MEDDEYV 2. 1/3 rev 3 «Borderline products, drug-delivery products and
medical devices incorporating, as an integral part, an ancillary medicinal substance or
an ancillary human blood derivative», pe3ynsrartiB crerianaizoBaHo1 KIIHIYHOT OI[IHKHA
MeamaHux BUpoOiB Bix 02 xxoBTHS 2019 poky Bumanoro K3KOP «KuiBcrka obnacHa
KiiHigHA JikapHs» Ta jucta MO3 (ITOBB y cdepi TEXHIYHOTO pEryiaroBaHHS
MeruaHuX BUpo0iB) Big 05.07.2019 Ne24.01/669/17533, momo chepu nonmpenns TP
753, 3a3HaveHa y JUCTI IPOIYKIIis, a came:

Cupeii qs ropia «TOPJIOCITAC® AKTHUB»,

Crpeit ams ropia «[OPJIOCIIAC® AKTHUB UL JITEM»,

Crpeii HasanbHHi «YIUCTOHOC® CITPEN»,

Crpeii HasanbHui «IUCTOHOC® CITPEN JIJ1A JJITEN»,

Crpeii Hasansaui «IMCTOHOC® CIIPEN. EOEKTUBHE IIPOMUBAHH 5I»,
BUpOOHMIITBA KommaHii ToBapucTBO 3 OOMEXEHOI0 BimMOBITANBHICTIO «I eopr
Biocuctemu», 26555, Byn. Bok3anbHa, 6ya. 3, cmT [1o6y3bke, ['010BaHIBCEKHM paioH,
KipoBorpazaceka 06:1., Ykpaina, agpeca supoonunrsa: 51905, Byn. lopoxHa, 645, m.
Kam’sHCcBKe, J{HiMporneTpoBChka 001., YKpaina, mMoodice Oymu gioHeceHa 00 MeOUUHUX
8Upobi6, MUMYACOB020, KOPOMKOMEPMIHOB020 3ACMOCYBAHHA 8 (Di3i0N02IUHUX
OmMBOPax mina IHOUHU, nepeddbauysana Ois AKUX 8 Op2aHizmi abo HA OP2aAHIZM THOOUHU
He 00Cs2aEMbCs 34 00NOMO2010 (PaAPMAKONOSIYHUX, IMYHONOIYHUX D0 MeMAbONTUHUX
3acobis, ane QyHKYII0BAHHIO AKUX MAKL 3aCO00U MOXNCYMb Cnpusmu i, 8i0N0BIOHO 00
nynkmy 9 Jlooamka 2 TP 753, sionocumbcs 0o knacy I (e € cmepunvHumu ma He
BIOHOCAMBCL 00 MeOuYHUX eupobie 3 Qynkyiclo eumiprosanns). BBeaenus B o0ir
Ta/ab0 B €KCILUTyaTaIlil0 MEAUIHUX BHUPOOIB JTO3BOJSETHCA TUIBKH B pa3i, KOJU BOHHU
MOBHICTIO BIJIOBiIal0Th BuMoramM TP 753, 3a yMOBH HaJIe)XHOTO ITOCTaYaHHS,
BCTaHOBJICHHS, TEXHITHOTO OOCITyTOBYBaHHS Ta 3aCTOCYBaHHS 1X 332 IPU3HAYCHHSM.

Hoeidkoso: MenudHi BUpoOU MOBHHHI BiANOBiAaTH BukinageHuM y Jogatky 1 TP
753 OCHOBHMM BHMOraMm, IO TONIIMPIOIOTHECH Ha Taki BHPOOM 3 ypaxyBaHHSM ix




NMpU3HAYeHHA. J[711 HaHeCeHHS 3HAKy BIAMOBIAHOCTI Ha MeIW4HI BHUPOOH, IO
BiTHOCATHCA A0 Kiacy I (kpiM MeauuHuX BHPOOiB, BUTOTOBJICHUX Ha 3aMOBJIEHHS abo
IOpU3HAUYECHUX M8 KIIHIYHUX JOCHIKEHb), BUPOOHMK IOBHHEH OTPUMYBATHUCS
npouexypu, 3a3HadeHoi B goaatky 8 TP 753 (sxa He moTpelye 3amydeHHs OpraHy 3
OLIHKH BiJJIOBiTHOCTI) i CKJIACTH JAEKJIapaIlifo PO BiAMOBIAHICTE. 3TiAHO 3 MYHKTOM 3
ctarti 28 3akoHy Ykpainu «IIpo TexHi4HiI perJaMeHTH Ta OLIHKY BiJIOBiTHOCTI,
JeKJIapaiis IIpo BiAMOBIMHICT, CKIAMAETHCA 3TAHO 3 BHMOTaMH JO il 3MICTy,
OPUMIPHOIO CTPYKTYpor0 9H (OpMOIO, MO0 BCTAHOBIIOIOTHCS  BiJAMOBIAHUMH
TEXHIYHUMH perilaMEeHTaMH.

TP 753 He BU3HAaUEHO BUMOTH JI0 3MICTy a00 X IPUMIPHY CTPYKTYpY 4u (hopMy
JeKJiapaii Ipo BiIOBIAHICTE.

Pexomenpanii momo 3MicTy Aekjapariii npo BiANOBIIHICTh 3a3HAYEHO Y AOJATKY
IV Pernamenty (EC) 2017/745 €Bponeiicskoro Ilapnamenty ta Pagu Bixg 5 xBiTH 2017
POKY TIpO MEAWYIH1 BUPOOH.

Kpim Toro, Bianosigno no nyHkry 31 TP 753, BupobHuk Bupo6iB kiacy I (xkpim
BHUpOOiB, BUTOTOBJIEHMX Ha 3aMOBJIEHHS, a00 BHUPOOiB, MPU3HAYEHUX JUIS KIIIHITHUX
JIOCITIJKEHB) TIofiae 0 Jlepxitikciryx0u iHpopMaIiiro 010 CBOTO MiCIIe3HAXO0HKEHHS
Ta MEpeiK 1 OMUC BIANOBITHUX BUPOOIB, 3TriHO 3 Haka3oM MiHiCTEpCTBa OXOPOHHU
3mopoB’s Ykpainu Bix 10.02.2017 Ne 122 «IIpo 3atBepmxenHs Ilopsaaxy BeaeHHs
PeecTpy oci0, BiAMOBIATEHAX 3a BBEICHHSI MEIUYHUX BHPOOIB, aKTUBHUX MEIHIHUX
BHUPOOIB, SKI IMILUIAHTYIOTh, Td MEIAYHUX BHPOOIB JJI1 MIarHOCTHKHU In Vvitro B 0Oir,
dhopMH TIOBITOMIIEHD, TIEPETIKY BiJIOMOCTEH, SKi 30€piraloTbCs B HHOMY, Ta PEXKUMY
JOCTYILY A0 HUX.
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