
AEKIAPATITfl IIPO BIAIOBTAHTCTb
BI{POEIB MEAI,ITIHIIX

UA.TR.754IWEDB.O1
BI4POEH}IK:
Bupo6nnr: Yxasr Isifliaruocic Eiorraeaiqiue Ko., JIr4., Pyrra 3 en4 4,Zwa (Dlop, En4r 25, <Dase

3.1 YxaHs Onrixc Banneft IHrepuarioua,rs Bio(fapuaqeerixan Eurepupafic Accereparop,
No.388, faocin 2nil PoaA, Icr Jlare Xi-Tex ,I(enerouueHr 3oue, Yxaur, 430074 Xy6ei,
fl.P.Kzrafi / Wuhan EasyDiagnosis Biomedicine Co., Ltd., Room 3 & 4,2nd Floor, Bldg 25,
Phase 3.1, Wuhan Optics Valley International Biopharmaceutical Enterprise Accelerator, No. 388,
Gaoxin 2nd Road, East Lake Hi-Tech DevelopmentZone, Wuhan, 430074, Hubei, P.R. China
Bupo6Huui uoryxuocri: Yxaur Isiliaruocic Eiorr,reaiuiue Ko., JIr4., 1) Pylr 4, lcr (D:rop, En.ur
25, (Dase 3.i Yxasr Onrixc Ba,rneft InrepnarioHa,u Eio(fapuaqenrixa,r Enrepupafic
Accereparop, No.388, laocin 2uAPoar,Icr Jlaxe Xi-Tex flenelonueur 3oue, Yxaur, 430074
Xy6ei, flP.Knraft; 2) Jlb A8,2-2 BirAisr, Ondxc Balrefi Eiorraetixan IH4acrpi flapr, @a:e II,
Ilb 858, faocin Poal, Yxaur Icr Jlaxe Xi-Tex leneronueur 3oue, YxaHr, 430074 Xy6ei,
flP.Krarail / Wuhan EasyDiagnosis Biomedicine Co., Ltd., 1) Room 4, lst Floor, Bldg 25, Phase
3.1, Wuhan Optics Valley International Biopharmaceutical Enterprise Accelerator, No. 388,
Gaoxin 2nd Road, East Lake Hi-Tech DevelopmentZone, Wuhan, 430074, Hubei, P.R. China;2)
No. A8, 2-2 Building, Optics Valley Biomedical Industry Park, Phase II, No. 858, Gaoxin Road,
Wuhan East Lake Hi-Tech Development Zone, Wuhan, 430074, Hubei, P.R. China

ytIoBHoBAXtEHrrfr UTE4CTABHI4K BI,TPOEHI,IKA B yKpliHI :

Tonapzcrno 3 o6uexeuoro silnosilanrHicrro dIAEOPATOPI-fl fPAHyM) (xoa
e[PloY: 41524713, Yxpaiua, 61050, M. Xaprin, Byn. @panxincsra, 6y1,.14, re.n./rfaxc:
(057) 752 32 37, e-mail: granumlab@gmail.com, www.granum.ua)

HA3BA MEAI,ITIHOIO BI,IPOEy ilJtfl AIAIHOCTI4KII rN VITRO:
<O6nalHaHHfl rnfl 4iaruocruxu in vitro ra Br.rrparHi rvrarepiatru Ao
Hbofo)
(nepenir< sriAHo fio4arxyJtlb1, ulo e tracrr.rHoro qiei 4er:lapaqii npo nignoeigHicrr)

KJTACI4OTKAT{Ifl :

in vitro
He BxoArrb 4o flepe:riry A ra B flogarlry 2 Ao TexuirrHoro pernaMeHTy uloAo MeAurrHrx nzpo6in
xne liarriocruxu in vitro (sarnepAxeHoro nocraHoBoro Ka6iuery Miuicrpin YxpaiHn sia
02.102013 }lb754), He e nupo6aun Lilfl caMoKoHrpoJrro, He rpr.r3Har{eHi Atrs oqiuxu
xapaKTepr,rcTLrK

IPOTIEAyPA OrIrHKr,I BrAIOBrIHOCTT :

sriAuo Aoaarxy 3 (:a nuxnrcqeHHsM nyurcrin 6-8) ao Texsiquoro pernaMeHTy rrlo.qo MeAr,rrrHr4x

ezpo6in Arq AiarHocrI4KI4 in vitro (:arneplNeHoro nocraHoBoro Ka6iHery MiHicrpin Yxpainu ei4
02.t0.2013 }rb754)

Toeapucmeo s odmurceHoru eidnoeidanonicmn dIAEOPATOPIfl |PAHVMy (xod €\PIIOY:
41524713, Vxpaiua, 61050, u. Xapxio, eyn. (Dparuxiecoxa, 6yd.l4, men./$axc:(057) 752 32 31),
u4o die ru fozoeopom-dopyueHHnw eupoduuxa eid 05.10.2021 poxy, e ocodi dupexmopa
Ceimnanu AJEBqEHRO derutapye eidnoeidruicmo suule3asHaqeHozo tweduqnozo eupody
surrtozor'tt TexHirtHozo oeuto-MeHmy tuodo .Medurtuux eupodie dnn diazqocmuxu in vitro,

io Yt u eid 02.10.2013 rYbT
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Texuiqsa AoKyMeHraqin na ue4uuuuft aupi6 po:po6nena ra BrrpoBaAxeHa.

.{exnapaqirc rpo eilnoeiAHicrb cKnaAeno sil irraeni ra niA si.{nosiAa-rrnicrr
B i4noni4a:rruicrr sa 4ocronipuicrr na,larroi iH(popuraqii uece nupo6Hux.
HeniA'ennolo qacrr,rHoro Aanoi 4exlapaqii e :

,(ogarorc Nll : nepelixou npo4yxqii.
,{ogarox Nr2 s uepelirou Haqioua;lsHux, eBponeftcrrux ra uixHapogHr.rx
arcris ra c'raH4aprie
Bepcin: I
/Jama crcnadauun: 28 trcoemun 2021 poxy fie do: 04
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Aoaarorc J\bl ao [erc,rapaqii npo nignoniluicrs
J\b UA.TR.754l}VE DB-O I

<<O6"naAnaHHtr Ar'Ifl giaruocrurcu in vitro ra BuTparui nrarepia!.rr.r Ao Hrloro))
Ile
zlp

Hasna uo4r.r$ircaqii ueAuquoro nupo6y
aur:rificrxoro MoBolo

Ha:na naoga$ixaqii MeArz.{Horo nupo6y
yxpaiHcrxoro MoBolo

I Critical State Analyzer LabAnalyt pTl000 AHani:arop Kpurur{Hr.rx cranie LabAnalyt
PTl000

2. Critical State Analyzer Testing Cartridge pT-3,
60 tests

Tecr- xaprpr{Ax .qn{ an a,ri: aropa KprrrrrrrHr4 x
craHis PT-3, 60 recrin

aJ. Critical State Analyzer Testing Cartridge PT-3,
120 tests

Tecr-xaprp r44x. rns. aHariaaropa Kpr.rrr.rqHrrx
craHis PT-3, 120 recris

4. Critical State Analyzer Testing Cartridge pT-3,
200 tests

Tecr-raprp uil)K Lns. aua-tisaropa Kpr.rrprrrHr,rx
crauie PT-3, 200 recrie

5. Critical State Analyzer Testing Cartridge pT-8,
60 tests

Tecr-xaprpu4N Anfl aHali:aropa KpilTr.rrrH[x
crauin PT-8, 60 recris

6. Critical State Analyzer Testing Cartridge pT-8,
120 tests

Tecr-rcaprpurx Ans aualisaropa Kpr,rril qHrrx
craHis PT-8, 120 recris

7. Critical State Analyzer Testing Cartridge pT-8,
200 tests

Tecr-raprpr4Ax An{ ana-uisaropa Kpr.rruqHr.rx
crauin PT-8, 200 recris

8. Critical State Analyzer Testing Cartridge pT-9,
60 tests

Tecr-xaprpr4Ax Ans an a,risaropa Kprzru rrHr.rx

craHis PT-9, 60 recrie

9. Critical State Analyzer Testing Cartridge pT-9,
120 tests

Te cr- x aprp kr r>K lnfl au a-ui s arop a Kpurrz r{H Hx
c:rauin PT-9, 120 recris

10. Critical State Analyzer Testing Cartridge PT-9,
200 tests

Tecr-raprpulx Ans anali:aropa Kpr.rrr.rr{Hrrx
craHie PT-9, 200 recrie

11 Critical State Analyzer Testing Cartridge pT-10,
60 tests

Tecr-xaprplrAx An, anal i: aropa Kpv rrrr{Hr.rx
crauin PT-10, 60 recrin

12. Critical State Analyzer Testing Cartridge PT-10,
120 tests

Tecr-xaprp Lrp.)K Anfl aua:ri:a:ropa Kpurr.rqHr4x
crauie PT-10, 120 recris

13. Critical State Analyzer Testing Cartridge pT-10,
200 tests

Te c r- raprp v r>K Ailfl . aH a,r i s ar o p a Kp r4Tr4 q HHx
cranis PT-10, 200 recrin
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flo4arorc J\b2 ao flerclapaqii npo niAnosiAHicrr
Ilb UA.TR.754IWEDB-01

<<O6nagnaHHq Arr Aiarnocurrclr in vitro ra Blrrparni ruarepiaJxrr Ao Hboro>)
Ilepelirc naqioHa.nbHrrx, enponefi cbKr{x

ra prixuapoAHrrx HopMarr{Bno-npaBonux arcrin ra craH4aprin

l. lupercrnsa98l79rcEC - uoao MeAlrr{Hr.rx napo6in Als AiaruocruKu in vitro;
2. /{Nperrurta 2011l65lI':,O - n[o,r(o o6Hrcixeuns ,itegKxx nefie:rrequux peqoRr.rH rl

eire Krp r.r LTHONI 
),' Ta cil c rfl'pori u otr y ti6t r a;1uau u i ;

3. ACTy EN ISO 13485:2018 <MeAuqni nupo6r.r. Cncreua yrpauiuus sxicuo. Bulroru 4o
perynroBaHH{).

4. ACTy EN ISO 14911:2015 - Bupo6ra nae4uuui. HacraHosu uo.{o yupan.ninHq pr.r3r.rKoM

(EN ISO 14971:2012,IDT; ISO 14971:2007,IDT).
5. ICTy ISO/IEC 17050-l:2006 <OqiHrcnannx ni4nosiAHocri. flexnapaqi, nocrarrirrrbHuKa

npo ni4noni.qnicm.I{acruna l.3aranrui Br.rMoru (ISO/IEC 17050-1:2004,IDT)r.
6. ACTy ISO/IEC 17050-2:2006 <OIIiHIoBaHHf, ni4noni4uocri. [ernapaui.fl nocraqirrrbHuKa

npo silnosiffIicrr. Hacruna 2. fli4rnep4xyBanbHa loxyueuraqix (ISO/IEC 17050-2:2004,
IDT)>.

7. [CTy EN ISO 18113-3:2018 - Bapo6r.r ue.4nuHi 4rr 4iaruocrrrKr.r in vitro. Iu$opuauix,
,K)' HaAae nupo6uux (uapxonauur). r{acruua 3. IncrpyMeHru rrleAuqHi Arq AiarHocrr{Kr.r in vitro
srr npo(becifisoro Kopr.rcryBaHur (EN ISO 18113-3:2011, IDT; ISO 18113-3:2009, IDT).

8. ACTy EN ISO 15223-l:2018 - <3aco6u ue4zvuoi rexnixpr. YnaosHi rro3HaKr.r Ha
eruKerKax gaco6ie NaeAH.IHoi rexuixu, MapKoBaHHg ra o6on'sgxosi ni4onaocri. r{acruna l.
3arzutrni BVMorn (EN ISO 15223-l:2016,lDT; ISO 15223-l:2016, Corrected version 2017-03,
IDT)).

9. ICTy EN 61010-l,2014 <Burraoru uloAo 6esue.{uocri xourpolr,uo-nr.ruiproBirJrbHoro ra
na6opa'ropHoro eJreKTpr4qHoro ycrarKoBaHHq. 9acruHa 1. 3aralsHi stlMorn).

10. ACTy EN 61010-2-10l:2014 <Bultoru u1oAo 6esuexr eneKrprzrrHoro ycrarKoBaHHfl Ars
nrauipronauHr, KepyBaHHs ra ra6oparopHoro 3acrocyBaHH-s. gacrnsa 2-101. Oco6r[si sHN,rorH

Ao Me,[uqHoro o6la4uauufl Anfl.4iaruocruxu in vitro (IVD)>>.
11. ACTy EN 61326-l:2016 <Erexrpuune o6raAHa:alafl rnfl. nulripronanHr, KoHrporrro ra

na6oparopHoro 3acrocyBaHHr. Buuoru Ao enexTporr,rarnirnoi cyuicnocri. r{acruua 1. 3ara,rrni
B}{MOTI,I)).

12. ACTY EN 60601-l-4:2015 <Brapo6ra ueAraqui eneKrpr.rr{Hi. tlacrusa 1-4. 3ara;rrni
BI4Moru lqoAo 6esneKu.,{o4arroni BLIMoTI.I.{o nporpaMHux MeAHrrHr.rx enexTpl{trHr.rx cr.rcreM).
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