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O6'€Km der{'.apa4il
Ha3sa o^nadna&lt CnaJrroaaq ro.norc ra qecrpyl(-roD mnpttuig
zral,rodeaa ILULIFE DOTS

HaLweayaaana ma adpeca eupo1{u4a

86 Byculla Service Industries. Sussex road, D.K.Mars. Byculla . Mumbai 400 027. INDIA

Vnocnoaaarcenuit npedcrftaeH uR 6upo6HuKa 6 yKpaiHi

TOB "Mearexcrad"

Ita niacraBi AopyqeHHrr Bir 25.07.2017 p.

llignucauo eig il{eni ra sa 4op}qenu M TOB "Menrexcga6,'. 03127. M. KrriB. rp-r 40-pi,{.ra
0t2

4a deqapaUis npo sidnoeiduicmt sudaua nid euntmuny eidnoeidqnb\icmt supo,Huxa,

O6' exm dewapa4il eidnoaidae a uuoeau ailnosiAHux mexHilrHttx peuaveHmi| :
..l9""inn31o. n".,*rHry 3 ene(TpoMartiruoi cyuicrocri o6ira4uanur, 3ar.Bepar(eaoro flocaar]onoro
ftaorltery MrurcrprB y(paiHr.j BiA 16 rpygEa 2015 p. Ne 1077 (Ooiuii,nrmi BicHnK yr$airllr,2016 p., N! 2,
c'r.72\:

:- 
r_:x'lqHoro pefraMerrry rrr3bKoBo.r'THOrO ere(Tpr.rq'oro ooraaHaH' , 3aftsep4{9Hofo [ocraHoBorQ

K?6iH^ery MiEicrpiB ynpaiuu eig 16 rpygEr 2015 p. N! 067 (Ooiqiiiuan gicnax Vrpainrz, 20i5 p.,
Ne 102. cr.3526)

O6'€Km det<ropa4it siAnosidae zuMoeajr niAnosid rLt cmq dtpmio z nepe,,tixy aa4ioaauzonux
cmaudapmia, 4o 6yttu 3acuoco6aHi (a6o mexaituux cne4uQixa4i , ciocoino nxux de&,tary€mbca
aidnoeidnicmr):
t enekhpona?HimHoi cltMiciocmi: nCI y EN 55014-t
't 

^etneku. 
CTy IEC it0t0-t

33U:,:i"11Xqryyg"Sauft opran r orlir:ra aiaroBiAHocri: .IEPXABHE nI.[rptZcMcTBO(BCEyKPAliHChKlfr mpXABHI,Iii &\yKoBo-Br{poBHrzqrzr? rreErpTr a rr n a p,l-r.ra ,

Bn(oEaB po60Tri (a'anig ua'arroi garsu[ror4 goxl'rreuraqii rqo40 uianpreMcrBa-Bapo6'a*a ra peecrpaqitger<lapaqii 
(owcBrnoraHhx po6ir)

ra BrtAaB BrcqoBox Ng .001.25583-17 Bir \9.10.201jp.
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*BianoBianicrb trporyxqii EaqioraaJ6m{ qEs,qapraM

niarlepaxeHa,SI (yrpMerprecrcranlapD)
BrronoBok / / Ne V.001.25583-17 Bia 19.10.2017
cnpaBa Ns uA,001.D. a(tf/V-/lL 6/) 'll,/O.r'lql(www -l*;E*i!.Lua ) V
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MIHEKOHOMPO3B I{ TKY YKPAIHH

AEPIcABHE NIAIIPII€MCTBO
(BcnylcpAnlcbl(Ilft AEEXCABHf,fi rrAyKOBOlBnFOBHffi trfi IEHTP

crAHAApraSAqII, METpoJIonl, cnptrorxluil tl, cAxtlcry npAB ctroKrBArIrB,D
(qII (YKPMETPTECTCTAIIAAPTD)

ay:I. Merpororiur4 4, x. Kr'ir, 03143, ren @a4). 526-52-29, Qalr,c: (044) 52642-ffi, Koa €.pIIOY 02568182
e-mail: ukcsm@ukcsm.kiev.ua" web: hup:/lwww.ukcsnkiev.ua

0/ot o/c# r{e ilJ-? f//ftr
Ha Ng , JTIn/tn nerrrr-per,Hq,qiT Tp [zpercropy TOB "MEATEXCHAE"

KysHeqony JI.M.
M. Kzis, trp-r 4O-piu.r.s )KosrH.a, 10012

Ha Baur sanm,,ryI (yKPMETPTECTCTAHAAPT>. rx lrlpurua.renrft opraH r orriHxw

sianoni.qHocri na niacrasi ana,risy HanaHnx 1oryuerrrin nonilorrl,rrc. uo cnaJrrcBaq roJloK Ta

AecrpyKrop runpuqin Nulife DOTS uupo6nu4rua Nulife Global Medical Devices P\,1. Ltd.,

Mumbai, India, nnesenui u Yrpairry TOB 'MEITEXCIIAB"(ro.q €FlOy 32374938), xt.

Kui'n, np-r 40-piuux Xonrnx, 10012 ye e:

- MeAntIHr4M nupo6ou 3a BLI3HaqeHHrrra nignonigno Ao n.2 3ararbHoi qacrunr4

Texniqnoro perJraMeHTy IrIoAo MeArrqHrr( rupo6ia, 3arBepA)KeHoro nocranosoro KMV

sir 02.10.2013p. J,,{b 753,

- nupo6oru .qnt caMoKonrpono a6o ar,rpo6ou, [pr.r3naqeHr,rM glr oqinrur xaparcrepr.rcrrar

silnoniAHo Ao n.2 zaratsuoi qacruu.u TexHi.rHoro perJraMcHr) ut()/to Me,ur(lrr\

rupo6in gnr giarurocurxz in vitro, 3arBepAxeHoro rocrauoBoro KMV nia 02.10.2013p.

Ns 754,

- aKTI4BHI{M MeAkIrrHnM BI,Ipo6oM BiA[oniAHo Ao rr.2 3araJrbHoi qacrvrnr4 TexHi.rHoro

pernaMeHTy IrIoAo aKTI4BHI4X MeAI4TTHHX BI,Ipo6ie. qxi iunnaHrvTorb eh 2 )KoRTHs 201 3

p. J\b 755,

TOMy Ha HbOfO He [Orur4proeTbcfl li.s qnx pefJraMeHTiB.

Tarox nouigorurrreMo, rqo sa cnuurroBaq rorroK ra AecrpyKTop _mupuqin Nulife DOTS

flomllproerbct gir Texuivnoro peuraMeuTy 3 eJreKTpoMarHirnoi cyrraiurocd o6.naAnannr,

3arBeplxeHoro nocragoBoro KabiHery Miuicrpie Vrpainr.r ni.q 16 rpygHa 2015.p. Nc 1077 ra

Texui.rHoro pernaMeHTy Hr,r3bKoBoJrbrHoro eJreKTpr4'Mffi,:.pdE,aqG) fls''....-',:,, :. ','.'','t;!

fr6crauoBolo Ka6iHery MiHicrpin Vr<paiHra BiA 16 rpyg mx f,g'.y:i:,e:, \ts.,ffi
PA\ai o/w
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NEPXABHA CJIYXFA YKPAIHI,I 3 JIIKAPCbKI4X 3ACOEIB
@epxnincnyxda VnpaiHu)

npocneKr fleperuoru,120, u. Krai'n, 03115, ren/Saxc: (044)450-12-66, e-mail: diklz@.diklzeqy,ria,
http ://wr,vw. diklz. gov.ua Koa eAP|IOy 37 7 69 480

///q,(rH a,a/3 N,v- Ha l\b

TOB ((MeATexcHa6)

otpic 61 9, Mocxoeclxuir. npr, 21, w. Kuin,
04655

I.E. treuqeHKo

,{epxanna cny}K6a Vrpainu 3 riKapcbKl{x 3aco6is Ha rll4cr sia2I.08.2013
i\b 22108 noBiAoMntre HacrynHe.

fiepxnixcnyx6a Vrpainu 3BepHynacb Ao eKorreprHoi ycraHoBl4

f,lI "VrpaiHcrrzfi ue4uuHufi rleHrp ceprraSircaqii> 3 rrpoxaHHflM po3rn-aHyrn

Jrr4cr raHaaarv peKoMeHAaIIii rqoAo 3a3Har{eHl4x y JIlIcri nlarasr.
Ha,qaelao r<ouiro rrkrara [|I <Yrpaincrrcufi MeAI,IrIHI4fi qenrp cepur$iraqii>

nir 16.09.2013 Ns 828.

fo4arrua: 3 apr.

llepruufr 3acryrrHnK lo"rtosu

llles.reHxo H.M.
4501266
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IIr4 3AOPOB'_fl yKPAiIrr4
qEHTP CEPTr,rOrKAUri

u.Kr.r'rn. nnocrr. 'l -a, ren. 490-27 -41. 285-83-83
E-mail: UMCS@.inet.ua,

7127001004981 r I-VIKY y u. Kraeai, MOO 820019y 31450352, IIIH 314503526027, cBrAorrrBo Ns35476999

Bid /d 0" 2ots rvb /:d ,{epxnirc tyx6a Vxpaina

Ha Bam I'lbBM-562 I A nia 1,3.04.2012 p.

B. o. HaquurbHuxa Vnpanninus
opraHi3ar{ii gepxanHoro KoHTpoJrro
xr<ocri Ta 6e3neKr4 MeAalnr.rx eupodie

n.Ianenifi C. JI.
03115 u. Krai'e, Ilpoclexrflepeuoru, 120

flpo posrm4 rTr4craTOB <Melrexcna6>
21.08.2013 p. J\e 22108

IIIanosHa Ceirrano Jleoniaipno !

,nU "YIqraiHcbKlafi vreguvnrzfi I{eHTp ceprusircarlii" po3rJurrryjro Jrrrcr TOB
<<MegrexcHa6> nil 2I.08.20L3 p. i\b 22108 r{oAo :aaAaHHn po3'ncuegb rrpo
HanexHicrb o6na4naHHx [n8. yrnnieaqii MeAHrlHr{x ni.4xo4ir, TaKlrx -sK: 11eqi,
cnaltoeaui, AecrpyKTopu, Kperuepu i r. i., a raKox{ Br4TparurlD( rraarepialie 11Jr1.
s6upanux, :6epiraHnfl Ta yrranisaqii ue4u.trrx ni4xogin, raxux xx: cueqiarisosaui
eirrr<ocri, ronrefinepa, nriruxu, naKern i r. i. Ao nrapo6in, 1qo He ni4nxrarom
Aepxannifi peecrpaqii B Vrpailri srigno <flepeniry MeAHrrHIax eupo6in, 1qo
ni,qlxrarom AepxanHifi peecrpaqii (nepepeecrpaqii) B Vrcpaiui, rut""pg*"HoMy
HaKa3oM MO3 VrpaiHn }lb 478 ei402.07.2012.

flo cyri IIr4Ta:eHfl., B Me)Kax nanexnoi rorranereHqii', noni4ounxeuo upo
HacTy[He.

BiAonao, ulo MeAuvui eigxoAl{ BHacni4or ,ceoei cnequsiru niAorpeuneHi B
ollpelvry rpyny. BOO3 rrle B 1979 poqi uignecJra MeAlr.{Hi ei.4xo4H go xareropii
ne6esue'*rux i BKa3a[a rla neo6xilnicm yrBopeHH-rr ei4uoni4rufx yrroBnoBaxreHr.x
oprauin e qifi ranysi 4ixlrHocri s N,Ierom eQerrnBHoro noBoAx{egHf, 3 Hr{Mr{. Cracreua
IroBoA)KeHHfl noBHHHa [epeA6a'aaru rlpoBeAeHnx po6ir rqoAo nonepeAxeHHfl qH
3MeHrrregns ixHroi 6ionori.rHoi, xiui.rrroi ra pa4iaqifiHoi He6esneK[.

fharannx [oBo.{xeHI{rI 3 MeALIrIHr4rurn ni,rryoAaMu aino6paxeni e pxgi 3axonis
YrparruE (<<flpo siAxogn>>, ul{pr' oxopolly HaBKor"-""ooo 
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np" olHoro

cepe4onHlr{D); <I{p:o sa6esne.reHuq caHirapgoro 'Ta eni4enaivHoro 6narouony.u.#-i..

HaGereHH.s>, <<ilpo [oBoAxenns, ,s 'pa4ioarcrubguuu : ni4xo4anawll;',..tRpo
..:-: .-..:t:/.. . . . : rp ,. r r' ...;.. , j:: ;MeraJloopyxr>1, I(o4excy YrpaiHra npo,na4pa ra inry61 

"opMarr4Bio-upasoBux 
arcrib)

ra po3rroPt4rrx Aoi(yMeHrie. Pospo6neso npoeKr ,{epxanHnx cauirapnrx nopu i
rrp aBr{n. (Ilpanuna noB oAx<eHufl 3 MeAarrnrrMra siAxoAaMr,r>.
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Crncrevra rIoBoA)KeHHrr 3 ei4xo4avru rroBrlrHHa Ha repraropii JIII3 rroBr{HHa
cKnaAarHcfl 3 HacryrrHl{x erauie: - :6upau*fl Ta copryBann" 

"ig"o,qiB 
y Mex{ax

MeAr{qHoro ui4pos4iny; - repeBe3eHHrl a6o uepeneceHHr ni4xo4in y uixxoprryqri
roHrefinepu a6o upunaiuleHnf,; - 3He3apa)KeHH{ ni4xo4in; - s6epirang.s si4xoAis Ha
repuropii JIII3; - rrepeBeseHHrl uixr<oprrycHlrx xonrefinepiu go naicqx o6po6ten1fl Ta
Br{AaneHurr siAxoain JIn3.

flopa4ox rIpoBeAeHHg po6ir Ha Kox{HoMy erani noBoAXeHHf, s ni4xo4arrarn
BI{3Haqa€Gcx ri.4noei.{HHluu [paBLInaMz. Ao ri4xo4in, xri ymoprororbc.fl B Mexax
JIII3 ra fioro repnropii ea-nexHo ni4 ix na4y, KJracy, rpynu Br.rcyBarorbcx pisni
BI4Morr4 Ao s6upanrix, 3He3apaxeHHs, o6po6nennx, :6epiranru, repeBe3eHnrr ra
BH,IELIIEHH{.

36Hpanrix niAxo,{in npoBoAuTbc.a ,IKoMora 6mrxqe Ao laicqr ix yrnopeHHs B
orpervri euuocti, rr{o nisyaluro .rirro pospisHxrorbcr (.u KonbopoM rala6o
MapKyBaHHtM). V rcoxnoMy rlpl{MiIqenui (uanari, onepaqifinifi rorqo) uonunui 6yru
BcraHoBJIeni elurnocri (xonreftyepu/narerrn) 4nx nigxo4in:ri4no 3 KJracg$iraqiero.

Taxnu rrrrHoM, saco6u sa6esueqeurnr BHKoHaHHTT BKa3aHHX po6ir uoeHHHi
ni4uoeigarn canirapHl{M Hopuarr,r i [paB]IJraM Br{KoHaHHfl Arrr ei4uoni4uoro uicr{s
yrBopeHIUI, z5uparrui; copryBanns i sue3apalreHurr ra 3a SynxqirMrr [prr3HarreHHril
ne siAuoeigae y3araJrbHeHoMy rIoHflTTro (MeArrtrni eupo6m> sri4no ACTy
3627:2005 "Bupo6l{ MeAI{qHi. Pospo6rlenu.f, i crasreHHrr Ha nHpo6uuqmo. Ocnoegi
IloronteHHs" (a raKoxt sri4no <flepenixy Me.{r{qururx erapo6ie, 1qo ui4nxrarorr
Iepxannifi peecrpal{ii (nepepeecrpallii) n Vrpaini>, 3arBepAxrenoMy HaKa3oM MO3
Yrpainu J',lb 478 r;iz 02.07.2012), roMy IrIo BoHH (saco6n) He npr{3ga-{egi Arur
nixyrannx xropo6, npo$inarrraxra, 4iarrrocrrn rnrax naaHirrylxqifi, Br4KorryBagrur
KJIlHlqHIltx [pol{eAyp, KJIIHIqHOI'O Aocni4xcynannx, sauir*onarrHf, a6o rrlogu$ixynaHux
rIacrHH rila JIIo.qIdHId, nignoelroBauHrl a6o KoM[eHcyBaHH.rr [opyrrreHrD( a6o
BTpaqeHlax QisionorirlHr.D( Synrqifi, KoHTpoJrroBaHrrr saud.4nenHx, s6epiranns
drapcsxrfi saco6iB Torqo.

Are s inmoi cropoHu e Vr<paini sapeecrpoeard prA Br.rpo6is s srcocri MeAlrlrrrrrDL
.sxi npusna.reui Anfl ga6esneqeunfl ei4uoni4nocri BHMoraM HopMaM i npanun
'ocHoBH?Ix erauis rloBoAxeHrrfl 3 MeAI4qHLrl.ru ni4xo4aMtr (s6ip, Tpaucrropr:Wanufl",
:lHe3ep8xteuux) i euzomozJtfliombc.fl. sziduo ruivroz HoplwamunHulx dor<yueumie dna
ueduauux eupo6ie. Hanpuxrag: <Crepunbaropr4 ue4nuui MEDISTER@ Ann
repuivHoi 4esiuserqii MeAI{qHHX ni,zlxo4ie> eupo6naqrna METEKA GmbH,
Austria; <<VcranoeKa .qrul HBrl-sHe3apax{yBaHrrrr MeAr,rqHrirx ni4xo4in yOMO-0 Ln50-
"O-LU lT">>, nupo6uux TOB (HIIIf "OMI{TEKC", Pocificrxa (De4epaqix i iuuri,
sri [plrcHaqeui 4nx 3He3apaxyBanurr MeAr4rrHrirx ni4xogin, [epeBaxHo 1grlacie E
(ne6esueunux) ra B (gyNe ne6egueq"*), 6esnocepeArrbo n rvricqrx ix uepnr,tnroro
HaKolHqeHHrI: B MeAI{qHuX nigpos4inax niK)ieanruo-npo@inaxrr.rsHr4x ra rraronoro-
aHaToMlqHlitx 3aKJra4ax, a TaKoxt, B MlcIIflx ix .gaxonr4qeHrur Ta nepepo6rur
nignpraervrcrBax ro 3He3apDKeHHro, copryBaHuro ra yranisaqii siAxoais. B sxocri
MeroAy 4esiu$erqii sxa3aHi nxpo6u BllKoplrcroByrorb reprrai.rnufi BnJrr{B
uarpinannx si.4xo4in go reMireparypll 100 rpaaycin I]enrcix sa AoroMororo eneprii
eJleKTpoMarnirnrx KoJruBaHb HaABprcoKoi .racroru (IB.I).
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Ha niAcraei Br4rrIeBHKJraAeHofo BBaxtaeMo, rr1o o6nagnanur .qm yrr,rJrisarlii
MeAr4qHr,rx eigxogin, TaKe xx: neui, crlallroBaqi, gecrpyxropn, Kperxepu i "t. i., a raKox{
nurparni naarepianu Anr. z6vparrus' s6epirannfl. Ta yruni:aqii .ueguuHrax siAxoAin
cneqia-uisosaHi eurocri, r<onrefinepu, trliruxra, rraKerrrt i r.u., xr<i nxogxrb,qo ix cxna.4y
e sKocri KoMnnexryBarrbnr{x rupo6in, sa $ynrqisrvru rpu3HaqeHH.rr He siAnosiAaroru
y3aranbHeHoMy. IoH.rrTTro (MeAI4rrHl BLIpOOD> i ne ni4nxrarorr 4epxannifi

KoJrr{ nnpo6nnn npo4yrcqiipeecrpaqii B Yrpaini 3a BrrHqrKoM nnna4rin,
i4euru$ircye qi nupo6n rr< urpo6n ue4uuui.

3 uonaroro,

3acrynnuK AilpeKTopa

Bux. :fli4onpnropa M.fI.

,fi
nilIttl"/ F\YVv vt/'l \.). A. MapruneHKo
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