
trE KLAPAq rfl rr P o B r4rr o B rI Hr c Tb
No UA.TR.7S3/KANG_03

MEFUqHI,TX BUPOEIB

Bupoduux fiNiaurcy KaHx-{H Meaixar Anuaparyc Ko, JIrg., j\lb 16 xaHxiasr poyr, lxiaurrHr,
n:;r';'r;';rt, T"|;'TX]X]J 

r',,s'; Kangf ian r,reaicai appu.uiu, co., ita., No. 16, zhanqianRoad,

e oco6i ynosHo*a)rceHozo npedcma,H,Ka eupo,nuxa e Vxpat-ni:TOBAPI4CTBA 3 oEMExEHoP BIAIOBIA;irHrcrro (rrAsopATopp rpAHyM),ny.rr. <Dpauxincrxa, 14, ur. Xapxin, 61050, V*pui.nu, *-oa-. eApnOV 415247f;,ren./$axc (057)752 32 31,e-nrail: granumlab@gmall'com, www'granum.ua, uo rie :a 4onipenicrro nupo6uura lNiaurcy KauxauMeaixa,r Anraparyc Ko, rlr4. / Jiangsu Kangjian Medical Apparaius co., I_ti. sia 06.05.2019p.
nidmeepdtrcy€' t4o eupodu 'ueduqHiz rlpuna44r xipypriuHe crepr.rnbHe fpaHyu 4nr :a6opy xanirxpHoixponi (nepenir MerI'IrrHI'rx rapo6ie sa3Ha'reHrafi y loaarxy I ao uiei Aexnapauii npo ni4noni4uicrsMeAr4rrHr4x aapo6in)

tr"';{:;:ffi#?r:" 
rpr'rrepixnaa rnacusixaqii sriaHo AorarKy 2 Ao Texni.iHoro pernaMeHry rroao

nianoniaarorb BIrMoraM Texni'r,-oro perJraMeHTy uo,qo MeArrrrHrrx nupooinr 3arBepArr(eHoroflocranonoro Ka6iHery Miuicrpin yxpaiurr Bu 2 xonrns ZOiS p. Ilb 7S3 _flpoqeqypa oqinrcu ni4noni4uocri: Aorarorc 3: ,u6"rr"r"Hur $yHrcqiouynaHus xounnerccnoicrrcreMrr ynpan,riHns srcicrro (ra nurcaroqeHHsM ny.Hrcrin g-rl)

feruapa4iru crfiadeHo na nidcmaoi:
1' ceprusixary npo sianoeia'icrb BIzMoraN,r Texui.{uoro pernaMeHry rr{oro Mer*rHr.rx nupo.inJ\e LIA.MD.t62-18, nir 09.09.2019 p. 4iftcHrafi ao 14.0S .iOZl p.;2' Ceprnsixary rpo ni4noni4nicB .r.r.r, 

- 
y.rpu-lrH, sr<icrro .Nlb uA.sM.Og2-lg sia13.08.2021p. sificnufi rc 12.08.2024 p.

Cepmu(tixamu eudauoz OpraHou s oqiHxu eilrosiluocri TOB (yKPMEICEPT), aApeca:nyr' [paroMaHoBa' 6ylznor< l-A, o0ic 2, v. Kwi]," olosg, yxpaiHa, ia"rrrr6inaqili,urra HoMepoMUA.'IR.O99

TexHiqua 4oxyuenraqia Ha MeruqHi 
.aupo6u po:po6reu a Ta BrrpoBanxeHa i s6epiraerrcr yyloBHoBaxeHoro [percraBH,Ka B Yxpaini ru uap..o.:6yn. @pauxiccr,rca, ]4, u. Xapxie,61050,Yrcpcri'ua.

leuapaqirc rpo ni4uoni4nicrb crna.qeno ni.{ iueni ra nir sirnosi.{amsicrr nupo6uzra -flcrciaruecy Kaucrcnu Medircan Annapamyc Ko, Jrmd. / Jiangsu Kangjian Medical Appctratus Co., Ltd.Bilnoeiaa,,rrnicrr sa 4ocronipuic:rr nalaHoilHsoplri"uii Hece nzpo6uux.

Heni4'euHoro qacruH.oro Aasoi [exnapaqii upo nigroni,qnicrr e uacryuHi {o4arrz:.(o4arox Nol s nepelirou MeArrr{Hr.rx nupo6in

*"f,T[#i#;3rtJ'.ou 
uaqionaJrbHl4x cran4aprin, *i i4eur,.{Hi r,rixuapor'r.rM ra 3acroconaHi npu

Bepcin: 3

flara azny cxy :1g.07 .2022 p.

YnoeHoeaNeurlfi npe4craBHr.rK nupo6uuxa
.rrrpeKrop TOB (JIABOPATOPUI

fPAHyM)

Tepuiu aii: 14.08.2023 p.
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do flexnaparyit npo ,ri::;::r;:
No UA.TR. 7 S3/KANG -03 .ueduqHux eupofuie

Ilepenirc ue duuuux eupo6 ie
<<Irpunaddn xipypzivue cmepuJtbHe fpanym ina safuopy xanLtnpnoi xpoei>

Harsa Me,luqHoro nlrpo6y nrr.iE.o*o. Ha:sa Nrerrrrqrroro nlrpo6l. 1,"poi."ao"o,
System for collection of capitta.y Utooa
fpaHyna with EDTA-K3, volume 0,2 ml

Cucrenra 4;rx :a6opy r.anirrrpuo, nponi
fpaHyrr.r g E;DTA-K3, 06,elr 0,2 ml

System for collection ol,capillary blood
fpanyu with EDTA-K3, volume 0,5 ml

CrEcreua l;u :a6opy r,anirrrpro'r' *pori
fpanyrra s EDTA-K3, 06,€11 0,5 mlKit for collection of capillary bl,ood ryanyrnl

volume 1,0 ml
Konnlexr .rtnr :a6opy *arirrpuoi np*i
fpanyu, o6'eu 1,0 ml

c"l*ill

,,, r*.1i247r3:'+r . . rir

,r, /v€/@€j-.@@@:\$
{Sr,r x{Y

YnoauonaNeHzfi npe4craBHr.rr nupo6uuxa
rrrpeKrop TOB dIABOpATOpLq

fPAHyM) CeirraHa IIIEBT{EHKO
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doxynenm llb
IlocraHoaa KMy Ng 753
ACTY EN ISO 13485:2018

ACTY EN ISO 14971:2015
ACTY EN l04l:2019
ACTY EN ISO 15223-t:2018

ACTY EN ISO 10993-t;2015

ACTY EN ISO 10993-3:20t8

ACTY EN ISO 10993-4:2015

ACTY EN ISO 10993-5:2015

ACTY EN ISO 10993-9:2015

ACTY ISO 10993-10:2004

ACTY EN ISO 10993-18:2015

ACTY EN ISO t1607-t:2015

ACTY EN ISO 11607-2:2015

ACTY EN ISO 7153-t:2019

ACTy rso 780-2001

flodamox 2
do,(exnapaqit npo eidnoeidnicmt

Yo UA.TR.753/KANG -03 MeduqHux 6upo6i6

Ilepenix naqioruanuuux cmaHdapmic, nxi ideHmu,tui uiacuapodHLLryr mo sacmoco.aui npu suzomoeneuie up o 6 i e. 3 as u aq e u i 6ut4 e o 6' eKmu d e K,x ap at4ii e i d no e i d aro mu 6 uM o e aM ;

HA38A:

Texui.rHLI[ pernaMeHT rloAo MeAr.rrlrux nupo6ia, AoAaror 3
<MeAu.{Hi anpo6a. Cucreva ynpaeniuna rxicrro. I}unaoru uloAo perynrosanua (EN ISO15223-l:2016, IDT, ISO 15223-i:2016, IDT)>>;
<Brapo6rz MeAn{Hi. HacraHoeu uloAo ynpaBniuu.a pr.rsr.rxona (EN ISO 14971:2012,IDT)>;
<Bnpo6rz rr,reAuqui. Iu$opruaui.s, ,*y ,utu, nupo6nux (EN 104 I :200g, IDT)>;<3aco6u rueAuqnoi rexuixu yrtros,i norru*, 

"u 
.rr***u; ;;;;;; MeAr{qHoi rexuixa,MapKoBaHH-,| ra o6os'.ssxoni niAouocri. r{acrnua l. 3aranrui Br4Morr4 (EN ISO 15223-

1 :2016, IDT, ISO I 5223-t:2016, IDT)>;
<Eionori.trre ouiruosaHus Me,ur4qHlrx nupo6ia. rlac.rutra L OqinroeaHur i recrynauua apaMKax rpo(ecy ynpauiHn-a pr.{3r4r(aMr.r (EN ISo l0gg3_l :200glAC:2010, IDT).Ilonparra Ns I :2015>;
<Eiororique ouiHrcsaHH's MerurrHr'rx aupo6in. Hacruna 3. Bnnpo6yaanu.a HareHoroxcr{rrHicrr, r<anuepo^1.-r"i:1" i peupoayxu.rBHy roKcuquicru (EN ISO 10993_
3 :2014, IDT; ISO 10993 -3 :201 4, rDT)>;
<Eiororique oqiHrcnaHu.q- MeArqHax nupo6ie. Llacrusa 4. o6npann.a recrin,nsaeuo4itourx 3 KpoB'Io (EN ISo l0993-4:260% IDT; ISO 109g3-4:2002, including Amdl:2006, IDT)>
<BionoriqHe ouirilosar'rHr_- MerlrqHux nupo6ie. rlacruua 5. Bunpo6onynauH_r Haur4roroKcaqHicrr in vitro (EN ISO 10993-5,iooe, tor; ISO l0gg3-5:200g, IDT)>;<Bionoriqne ouinrosaHH, MeAr.rqHr,rx nupo6in. gacrwsa 9. OcaosHi np1"urn, qricHoro ra
Illi:I9.o auarisy n-orenrrifiunx npo4yrrin aerpaaauii (EN ISO 10993_9:2009, IDT;ISO 10993-9:2009, IDT)>;
<Eiorori'rHe ouiuroearHs MeAr4yHr.rx nupo6ia. LlacruHa 10. Bunpo6ynauHa HarroApa3HeHH, ra ceucu6inisauiro (ISO 10993_10:1995, IDT)>;
<Siorori'IHe o[iuroaauur-_]\.ter]rqHr.{x anpo6in. .{acrnua 'lg. 

Bus'aqeHH.s xirrri.r,r,rxsracrusocrefi naarepianin (EN ISo 10993-lg:2009, IDT; ISo 10993-lg:2005, IDT)>;<Bupo6u. rtleAu'{Hi upocreplurisonaui. llaxoaaHH-{. r{acruna l. Ocnoeui s,N.{orr,r Aouarepia,rir, crepr,rnbHrrx 6ap'epHrx i uarynanrurx crrcreM (EN ISo 11607-l;2009, IDT;ISO I 1607- I :2006, IDT)>;

:,^BM6,1 y.Auvni upocrepuli:onani. flaxonaura. g acrraua 2. Baniaaqifi ui sar\4orr.rISO 11607-2:2006, IDT; ISO I1607-2:2006, IDT)>;
lXipyprivui iucr'pyueuru. Marepiarr.r. rlacru,a l. Mera,ra (EN ISo 7153-1:2016;
7153-1:2016)>;
<flaxoeaHx.fl. fpaSiuHe MapKoBaHrur uloAo roBoAxeHrur 3 roBapaMu (ISO 7g0:1997,IDT))

YnoBHoeaxenufi npegcraBHr.rK nupo6uura
rr{peKrop TOB (JIABOPATOPUI

fPAHyM)
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TOB (yKpMEACEpT>

CEPTNAIKAT
rpo ai4uoniarricrb BrrMoraM Te*riquoro peraaMerrry ,,Io4o

Me4xqHruxvwpolin

3apeecrposaHufi y peecrpi
<<09>> nepecHa 2019 p.

-Nb UA.MD.l62-18
{iiicHufi go <<14> ceprun 2023 p.

Ileprue BnAaHHq: <15> cepnux 20lg p.

'(arr'r ceprra@irarorvr nocei^vye rbcfl,uro 3acrocyBaHlur KoM[nexicnoi cucreMr{ ylpaBriunqxt<icno Ha eTanax nnpo6r+uqrBa Ta ocraroqHoi nepenipr<rl MeAr.{trHra nr,rpo6ia:<<[Ipula44r xipypriqHe c'replrJrbue fpanyM AJrq saoopy rcani.rrrpHoi rcponil>
mlac IIa(nonuafi nepenir< npo4yxqii 3uBHaqeHr.fi sa oAnifi cropinqi go4a.rxy Ao rlboro ceprusixary),

rrro po 3po6r_f, ro:rrcs/azpo6n*orbc, :

Jiangsu Kangiian Medical Apparatus Co.rltd.
3a aApecolo: No. I 6, Zhanqian Road, Jiang;ran, 225500 Taizhou,p.R.China

YnosH,osaxeulrfi npelcraBHr,rx e yxpai)ai:

Tonapr.rcrn o r o6mexeuorc ni4noni4aarujicno
<TIIATEOpA TOpIfl I- pAffylU)

3a aApecoro: Byn. <DpaHriscrxa, 14, rra. )lapxin, yxpaiHa, 61050, roa e.pll Oy 41524713,
siAnoniAa€ BrlMoram Texuiqsoro perJraMeHry qoro MeAurrHux nnpo6in,

3arBepAxeHoro rlocraHoBoto Ka6iuery Miuicrpin Yrpaiura BtA 02.10.2013 p. J\b 753, :ri4Ho srlpoBereHoro rpoqeryporo orinxr eiAnosLrrro.ti <[Iopa4ox .,poBeAe,lur rpoqeryppr ga6esueqeHHrr$yuxqionyBaHrul KoMnJIeKCuoi cucrer rH yilpa,rinns q*ic*o, aoau-*l rr; ,r-nor."uxnr poa4irry<rlepenipxa rpoeKTy MeAI4r{Horo nrapo,6pi, nn.8-l l) qroro Texuiquoro pernaMeHry.

ceprra(lirar BI4AaHo opranou s oqiHru eiAnoeiAHocri ToB (yKpMEACEpr), aKpeAr.rroBaHr4MHauionanbH[{M areHrcrBoM : arpe4zraqii YxpaiHu, arecrar sia 1g.11.2017p. Ns 10240,npl43Ha'qeHl4M MiuexonoM:po3Bl4r*y Yxpaiua, ,u i4en'rn@ixarlifiJaM HoMepoM uA.TR.099,aApeca: ey,'r. Mnxafita [paroMaHoBa, r -A, o0. 2, na. Kuis ,0206g,yrylaina, ren. +3g_0 44_355_02_30, ww',v.vmp.org.ua

09.09.2:.0t9 p.

'7)

tlrrftrs cpnflrn rilrr-ncri

I.M. Xo'remor

rro.iEa nepenipxrn a peerpi ra cairi sr-r..imD.org.ua r.a 3e re.n-: +3n_o44_1<<_nr_1n
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Cert'
TOB (yKPMEACEpT,,

CEPTIAAIKAT
rpo ni4noni4uic'rb cr4creM rr yrpaB airuruxxricrrc

3apeecrponauufi y peecrpi
(13> ceprHs 2021 p.

.Nb uA.sM.092_18
{ificuufi go <i2>> ceprHn 2024 p.

Ileprue Brr,IaHHfl: (15)>."p.rr" ZOIA i.
U I4M C EPT'I4OIKATOM NOCBIAI{YCTbC,,

IqO CI4CTEMA YIIPAT]JIIHruI -f,KICTIO CTOCOBHO

NTTPOoUUIITBO TA AHCTPH6YIIifl MEAIIIIHNX NUPO6iN :<rrpnnagar xipypriqne cTeprrJrb"* rparryM AJrfl saoopy rcani.rrpnoi rcponb>

BrrpoBaIXeHa:

Jiangsu Kangiian Medical Apparatus Co", Ltd.,

3a aApec oro : No. 16, zhanqian Road, .liangya n, 225500 Taizhou, p.RrChina,

siAuoniAa€ Brruoran {cTy EN rso 134g5:201g
(EN ISO 13485:2016, IDT; ISO 134g5:2016, IDT).

cEPTI4oIt<lr svlgxtuit: opraHona s ouisru rri4noni4nocri ToB (yKpMEACIlpr), a*peAr.rroBaHrMHarIioHa'urHI'IM areHrcrBoM 3 aKpeAI'IraIIii Yrpa.rHz, arecrar nig 24.12.201g.1\lb go047, aApeca: Byn.

trffi;.?."f]Jffi l-A, oQic :2, ". x",u, 020se, vrpaiua, reJr.: +38-044-3ss-02-30,

Konrpolr, ni4noni4nocri ceprzQixorasoi crrcreMu
:4ificuroe'rbc, rrrJrflxoM HarJrrAy, nepio4llqsicm i
opraHy : oqiuxlr eiAuosiAHocri.

{uperrop

ynpaaniunx micrro BlrlroraM 3irHaqeHoro craHAapry
rpolleAypu .f,Koro per,jraMeHTyrorbc, rpoqeAypaMr4

I.M. Xorenrorc

1
9xxxicru cegrx$ixara eirqnoaiAHofii moxHil negreiprrrx a peectoi xa caff trto<://rr!re&-,+ ^8..r ffi
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