JEKJIAPAIIIS ITPO BIQIIOBUTHICTD

06’exm Oexnapauii
Huasea o6raonanna CaIIOBAY TOJOK Ta AeCTPYKTOD MIIPHIB
Tun/modens NULIFE DOTS

Haiimenysanna ma adpeca supobnuxa

NULIFE GLOBAL MEDICAL DEVICES PVT. LTD

B6 Byculla Service Industries, Sussex road, D.K.Marg, Byculla , Mumbai 400 027, INDIA

Ynoenosasicenuii npedcmasnux supobrura ¢ Ykpaini

TOB '""MenTexcuag"

03127, m. KuiB, np-1 40-pigua ¥KosTHS, 100/2, Yxpaina, xie Ha nixerasi Jopyvenns six 25.07.2017 p-

L oexnapayin npo eionogionicme eudana nio BUKTTIOUHY 6I0N06I0aNbHICHb 6UPOGHUKA.

006°cxm dexnapauii 6ionosioae eumozam eionosionux mexuiunux peanamenmie: _ .
- TexHiuHOro permamenTy 3 eTekTpoMarHiTHOI cymicHOCTI 061a/IHAHHS, 3aTBEPIKEHOTO MOCTAHOBOIO |
Kabinery Minictpis Ykpainu six 16 rpyzus 2015 p. Ne 1077 (Odiuittanit Bicauk Yipaiuu, 2016 p., No 2,
T

- TeXHIYHOTO PErNaMeHTy HU3LKOBOIBTHOTO €NEKTPHYHOTO 00JIa[HaHHs, 3aTBEPIIKEHOTO IOCTAHOBOKO
Kabinery Minictpis Vxpainu six 16 rpymas 2015 p. Ne 1067 (Odinittamit BicHuk Yipairm, 2015 p.,

Ne 102, ¢1.3526)

006°cxm dexnapauii ¢ionosioae eumozam sionosionux CHIAHOGPMI6 3 REPeNiKy HAWIOHANbHUX
cmanoapmis, wio 6ynu 3acmocosani (460 mexnivnux cn enugirayiil, cmocoeno axkux dexnapyemoca
610n06IOHICHD):

3 enexkmpomazrimnoi cymicrocmi: JJCTY EN 55014-1

3 besnexu JICTY IEC 61010-1 -

3any4eHnit NIPH3HAYCHUH OpraH 3 OLIHKH BiJMOBIIHOCTI: JEPKABHE MAMPHEMCTBO .
«BCEVKPATHCHLKHI [IEPIKABHUM HAVKOBO-BUPOBHUYMIL LEHTP CTAHJIAPTH3AILLI,
METPOJIOT'IL, CEPTUDIKALIT TA 3AXUCTY [IPAB CIIOKUBAUIBy (I «YKPMETPTECTCTAHIIAPT»),

HOMep npusHayeHoro oprany UA,TR.001

(nabimenysanHs, inentudirauiiinmi nomep arinxo 3 peectpom NPH3HAYEHHX OPradis)

BHKOHAB POOOTH «aHalli3 HaJaHOT 3aSBHUKOM TOKYMEHTAL] 1010 LiATIPUEMCTBA-BUPOOHHKA Ta peecTparis .
,uercnapauiﬁ» (onuc BHKOHAHUX POBIT) .
L]

Ta BuZaB BUCHOBOK Ne V.001.25583-17 Bix 19.10.2017p.

Hooamkosa ingopmania 3acmocosana 6UPOOHUKOM pOYedypa oYiNKY 610n0GIOHOCM — eHYmpiuHil KOHMPONs 8UPOGHUYIMGA
3 006POBITLHUM 3ANYHEHHAM NPUIHAYERO20 OP2AHY 3 OYiHKU gionosionocmi(ous .na sgoponti).

ITigmacano Bix iMeni Ta 3a nopy4ertsiM TOB "Menrexcra6", 03127, M. Kuis, np-T 40-piuua
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*BianosignicTs NpomyKiii HAiOHATBHUM CTaHAAPTaM
nigreepkera [T « YkpMeTpTeCTCTAHAAPT»

BucHOBOK / / Ne V.001.25583-17 Bix 19.10.2017

Cnpasa Ne UA.001.D. /3 Y7/Y-/# 5@7‘ AT AO. AU £

der ST kiew,

Yacruna 13 cratri 23 3axony Yrpainu «TIpo gepxasauil pHHKOBHH HATAAL | KONTPO/IL HeXap4oBoT NpoayRUily



MIHEKOHOMPO3BUTKY VKPATHHU

HJEPXABHE NIZINIPUEMCTBO
«BCEYKPATHCHKM# JEPKABHKI HAYKOBO-BHPOBHUYMIA LIEHTP

CTAHAAPTH3AMIL, METPOJIOI'TI, CEPTH®IKALIIT TA 3AXHCTY NPAB CIIOXKHBAYIB»

(I «<YKPMETPTECTCTAHIAPT»)

BY1. Merponoriuna, 4, M. KuiB, 03143, ten: (044) 526-52-29, daxc: (044) 526-42-60, Kox €IPIIOY 02568182
mall ukrcsm@ukrcsm klev ua, web http: //www ukrcsm klev ua

W08 201K wa 03051565

Ha N9 Ilono nomupenss qii TP IIHPeKTOpy TOB ”MEI[TEXCHAB"
Kysnenony JI.M.
M. Kuis, np-t 40-piuus XXostas, 100/2

Ha Bam sanut JIT « YKPMETPTECTCTAHIAPT». six Tpusnauenwit opran 3 oninkm
BIAIIOBIHOCT]I Ha MiACTaBi aHaNi3y HaJAaHWX JOKYMEHTIB MOBiOMIISAE, IO CIAIIOBAY I'OJOK Ta
aectpykrop mmnpuiiB Nulife DOTS Bupoonunra Nulife Global Medical Devices Pvt Ltd.,
Mumbai, India, BBe3enuit B Ykpainy TOB "MEI[TEXCHAB"(KOZ[ CJIPTIOY 32374938), wm.
KuiB, np-1 40-pivus Xostas, 100/2 He €:

- MEIMYHMM BUpPOOOM 3a BHU3HAYEHHSAM BIANOBIJIHO [0 1.2 3arajbHol YacTUHU

Texniynoro persiaMeHTy 00 MEAUYHUX BUPOOIB, 3aTBEPIKEHOIO IIOCTaHOBOKD KMY

Big 02.10.2013p. Ne 753,

- BUpOOOM JUI CAMOKOHTPOJIIO 200 BUPOOOM, NIPU3HAYCHUM ISl OLIHKK XapaKTEPUCTHK

BIIMOBIAHO 10 I1.2 3arajdbHOi 4YacTMHM TeXHIYHOIO perjameHTy luo',u) MO MY HEN

BUPOOIB IS NiarHOCTUKH in Vitro, 3aTBepIXKEHOr0 ocTanoBor KMY Bix 02.10.2013p.

Ne 754,

- aKTMBHUM MEIWYHHMM BUPOOOM BIANOBIIHO A0 1.2 3arajbHOi YacTMHM TeXHIYHOTO

pernaMery I0JI0 aKTUBHUX MEIUYHMUX BUPOOIB, SKi IMIITAHTYIOTE BiT 2 sk0BTHS 2013

p. Ne 755,

TOMY Ha HbOI'O HE IOIIMPIOETHCS Jis LIUX PEerJIaMEeHTIB. !

Takox moBizomiIseMo, O Ha CHAIIOBad TOJIOK Ta AecTpyktop mmpuiis Nulife DOTS
HOIIMPIOETBCS i TeXHIYHOro perjgaMeHTy 3 eNeKTPOMArHiTHOI CyMiCHOCTI 0OiajHaHHS,
3aTBEpXKEHOro nocraHoBoro Kabinery MinicTpiB YKpainu Big 16 rpyans 2015 p. Ne 1077 1a

TexHiuHOTO pernaMeHTy HU3BbKOBOJIbTHOI'O
o

MIT




JTEPKABHA CJIYXKBA YKPAIHHU 3 JITKAPCHKHX 3ACOFBIB
(depxaikeaysxba Ykpainnm)

npocriekT [Tepemorn,120, m. Kuis, 03115, ten/dakc: (044)450-12-66, e-mail: diklz@diklz. gov.ua,
http://www.diklz.gov.ua Kog €APTIOY 37769480

%/Mzm £0/3 Ne SN -f/f/@ Ha Ne B

TOB «MearexcHao»

odic 619, MockoBebkuii mp-T, 21, M. KuiB,
04655

JepxaBHa ciyx6a Ykpainu 3 Jikapchbkux 3aco0iB Ha juct Bif 21.08.2013
Ne 22/08 moBimomIisie HACTyIIHE.

Hepxmikcnyx6a  YkpalHM  3BepHyJach [0  €KCIEPTHOI  yCTaHOBU
JIT "YxpalHChKUE MeIUYHUAN LEeHTP CepTH(IKALii» 3 IPOXaHHAM pPO3IIISHYTH
JIVICT Ta HaJATH PEeKOMEHAIlil 00 3a3HaYeHNX Yy JUCTI IUTaHb.

Hagaemo xomiro sucra JIT « YKpalHCBKUN MeIUIHUHA HEHTp cepTUdikamiiy
Big 16.09.2013 No 828.

Honatku: 3 apk.

Iepmuii 3actynauk I'ooBu L.b. Ilemuenko

IlleBuenko H.M.
4501266
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MIF 1@@?@ % OHH 310POB’SI YKPATHH
VKPATHCBKHIA /i HEHTP CEPTU®IKAIIII

02160 YKpau«}a m.Kuis, npocn. B033 €HaHH, 7-a, Tel. 490-27-41, 285-83-83

E-mail: UMCS@inet.ua
p/p N037127001 004981 BTYIKY y m. KneBl M®O 820019

\\ GHPEI/OY 31450352, IITH 314503526027, ceinomreo Ne 35476999

- Hepxaikenmysx6a Yipainu
Bio 76-09  soi3;m IS P
B. 0. ravanpHVKa Yipasminas

Ha Bamr NeBM-562/]1 Bix 13.04.2012 p. - Oprasizamii Jep>xaBHOTO KOHTPOIIO
SIKOCTI Ta 0e3MeKH MeTIHIX BUPOOiB

n. I'anesiii C. JI.
03115 m. Kuis, Ilpocnext Ilepemorn, 120

IIpo posrnan smcra TOB «MenrexcHab» BIJI
21.08.2013 p. Ne 22/08

IITanosna Ceitiano Jleonigisuo!

AT "Vxpainceknit MenwdHui HeHTp ceprudikamii" posrmsaymo mmer TOB
«Menrexcrab»  Bim 21.08.2013p. Ne 22/08 momo wHamaHHd pO3'sICHEHB Ipo
HaJIeXHICTs oONammaHHs [UId YTHI3amii MeIuuHMx BimXomiB, Takux sK: medi,
~ CTamoBadi, JECTPYKTOPH, Kpemepd i T. i, a TakoXX BUTPATHEX MaTepialiB s
30upanHs, 30epiraHHI Ta yTWri3alii MeIWYHUX BiJXOMIB, TAKWX SK: CHEIiaTi30BaHi
€MKOCTI, KOHTeHHepH, MIIIK{, MakeTd i T. i. m0 BHpPOGIB, IO He MiMIATAIOTH
,t[epxcaBHiﬁ peectpanii B VYxpaimi 3rimHo «Ilepeniky MemwdEEX BHpPOGIB, IO
HiIUIAraloTh JepKaBHiM peectparii (mepepeectparii) B Yxpaimi, 3aTBEPIKEHOMY
HakazoM MO3 Vkpainu Ne 478 Bix 02.07.2012.

ITo cyri muTaHHA, B MeXaX HAJIEKHOI KOMIETEHINI, MOBIJOMIIEMO IIpo
HaCTYyIIHE.

Bimomo, mo MemuuHi BigXOOM BHACTIHOK ‘ CBOEL cuenudiky BiIOKpeMIIEHI B
oxpemy rpymy. BOO3 me B 1979 poui Bimmecna Memwumi Bizxomw X0 KaTeropii
HeDe3nevnnx i BKasaja Ha HEeOOXINHICTh YTBOPEHHS BimMOBimHHX YIIOBHOBaXXKEHUX
OpramiB B Li#f ramy3i IisubHOCTI 3 MeTO0 ebeKTUBHOTO IIOBOMKEHHS 3 HuMA. CrcTeMa
IOBO/DKEHHS IIOBHHHA Iepenbauary NPOBENEHHA POOIT IMOAO IIOIEpeKeHHS UK
3MEHIIEeHHS IXHBO1 610J0TiYHOl, XiMIYHOI Ta pafianiiiHol HeGesmexn.

IlutaHHs MOBOIDKEHHSA 3 Me IMTIHIMI BLI[XOI[aMI/I Bmo6pa>1<em B pﬂm 3aKoHiB
VeruHH («Hpo BUIXOJ_'[I/I}) : «Hpo oxopOHy H&BKOJIH]’.HHLOFO HpHpO)IHOFO

Ta po3nop;1/:[q1/1x ,ZLOKYMGHTIB PO3p06JI€HO HpoeKT I[epxcaBan CaHlTapHI/IX HopM i
paBui «IIpaBuna TOBOMKEHHS 3 MEAUYHIMH BiIXOIaMm».

M2 Depxnikermorba Yx{@a!mﬁ
MN21611/0/9-13 Bip 23.09. 25}%% 3
28
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Cucrema TOBOMXEHHA 3 BifXOZaMU NOBHHHA Ha Tepurtopii JIII3 HOBHMHHA
CKIanaThCs 3 HACTYIHHX eTalliB: - 30HpaHHsS Ta COPTYBaHHS BiIXOMiB y Mexax
MEIUYHOTO MIAPO3MiNy; - MEpPEBE3eHHS abo IepeHeCeHHs BiAXOmiB y Mchopnycm
KOHTEHHepH abo NpUMIINEeHHS; - 3He3apaKeHHs BimxomiB; - 36ep1FaHH$I BiIXomiB Ha
Tepuropii JII13; - mepeBeseHus MDKKOPHYCHI/IX KOHTEHHEPIB 10 MicId 06pobIeHHs Ta
BHIaneHHs Binxoxnis JII13.

Iopsimox mpoBezieHHS pOGIT Ha KOXHOMY €Tami ITOBOMKEHHS 3 BiAXOZAMH
BU3HAYAETBCS BIATOBIMHMMU TpaBuiaMu. J[0 BiIXomiB, sKi YTBODIOIOTBCS B MeXax
JII3 Ta Horo Tepuropii, 3amexHo Bim iX BHIy, KIacy, TPyHH BHCYBAIOTHCS pizHi
BIMOTY 10 30WpaHHs, 3He3apaXeHHs, 0OpobleHHs, 30epiraHmsi, IIEpEBE3CHHSI Ta
BUJIEHHS.

30upaHHs BiIXOmIiB TIPOBOZIUTECS SKOMOTa Ommxde mo Micup 1X yTBOpeHHS B
OKpeMi €MHOCTi, MO Bi3yambHO HiTKO PO3DISHMIOTECA (32 KOIBOPOM Ta/abo
MapKyBaHHAM). ¥ KOXHOMYy IpUMilIeHHi (anati, omepawuiiiniil Tomo) noBuHHI GyTH
BCTaHOBJICHI €MHOCTI (KOHTeHHEpH/TIAKeTH) I BiIXOAIB 3riHO 3 KIacubikariero.

Taxum uwmHOM, 3acobm 3abe3NeveHHS BHKOHAHHS BKA3aHHX POOIT IOBHHHI
BIAIOBINIATH CaHITAPHMM HOpPMaM i NpaBUIaM BHKOHAHHS IS BiAMOBIMHOTO MicIIs
YTBOPEHH, 30UpaHHs, COPTYBaHHS i 3HE3apaKeHHs Ta 32 QYHKIISIMH MpH3HAYEHHS]
He BiANOBifa€ ysarajdbHeHOMY MOHSTTI0O «MeAHYHi BHPOGH» 3TiIHO ACTY
3627:2005 "Bupobu memwani. Pospobnenns i crasnenss Ha BupoGHHMITBO. OCHOBHI
nojgoxeHHs" (a Takox 3rimHO «[lepemiKy MemWYHMX BHPOGIB, IO MiIIATAIOTH
JepKaBHIN peectpanii (mepepeectpanii) B YkpaiHi», 3aTepmreHoMy Hakasom MO3
Yxpaitu Ne 478 six 02.07.2012), Tomy mio BoHE (3acobu) He NpU3HAYEHI  JJIs
- JIKYBaHHS XBOpPOO, HpO(JIOIJIaKTI/IKH MIarHOCTHYHHAX MaHiMyJamif, BHKOHYBAaHHST
KJIIHIYHEX OpoLenyp, KIHIYHOro JOCIHiIKyBaHHS, 3aMiHIOBAHHS 200 MoauGiKyBaHHSI
YacTHH Tia JIOAWHHM, BiIHOBNIOBAaHHA a00 KOMIIEHCYBaHHSA IIOPYIICHHX a60
BTpadeHuX (isionoriqnux QyHKUH, KOHTPONIOBAHHS 3aIUTiTHEHHS, 30epiraHHs
JIKapChKUX 3aC00iB TOIIO.

Ane 3 iHIIOI cTOPOHHU B YKpaiHi 3apeecTpoBaHi psi BUpO6iB B SIKOCTI MEIMYHUX,
AKi OpusHadeHi 1y 3abesmedeHHs BINOBIXHOCTI BEMOraM HOpMaM 1 IpPaBHI
OCHOBHHUX €TalliB IOBOIKEHHSI 3 MEIHYHMMH BiIXOmaMu (36ip, TpaHCHOPTYBaHHS,
| JHE3aPAXCHHS) 1 6U20MOENAIOMbCA 3210HO0 6UMO2  HOPMATMUEHUX OOKYMEHMIE O
meduunux eupobie.  Hampuxnan: «Crepumizatopr Mmemmani MEDISTER® s
TepMiuHOi mesiH(ekuii MemwYHHX BimxomiB» BupoGHmmTBa METEKA GmbH,
Austria; «Ycranoska must HBU-3He3apakyBaHHSI MeIHUHIX Bimxonis YOMO-01/150-
“O-LIHT”», supobruk TOB «HIIII “OMHTEKC”, Pociicka ®exmeparis i ixmi,
SKi TpU3HAdYeHI AT 3He3apakyBaHHA MEIWYHHX BiIXOIIB, TIePEBAXKHO xiacis b
(uebesneunnx) ta B (myxe HebGesmeunmx), 6e3MOCEpeHBO B MiCIIX X IEPBHHHOIO
HaKONWYEHHS: B ME/IMIHHX HiTpo3aiax J'IiKy’BaJIBHO -IPOQINAKTHIHUX Ta MATOJOIO0-
aHATOMIYHUX 3aKiamax, a TakoX, B MiCIgx iX . HaKOIIMYEHHA Ta IepepoOKH —
HiATIPHEMCTBAX II0 SHE3APAXEHHIO, COPTYBAHHIO Ta yT@mizanii Bimxomis. B sxocti
MeTony [Hesinbexiii BkazaHi BUPOOM BHKODHCTOBYIOTH TepMIYHHI BIUIMB —
HarpiBaHHs Bimxo#iB fo Temmeparypu 100 rpanmycis Ilemscis 3a OMOMOIOm0 eHeprii
eTIeKTPOMArHiTHHX KOJMBaHb HaABHCOKOI gactot (HBY).

-
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Ha mincraBi BUINEBHKIAAECHOTO BBKAEMO, IO OONafHAHHSA A YTHII3amii
MeIUIHHUX BiIXOMIB, TaKe SIK: Medi, CIIaIIoBadi, NeCTPyKTOPH, KPEIlepH i T. 1., @ TAKOX
BUTPaTHI Marepianu mjs 30upaHHs, 30epiraHHs Ta yTWiizanii MeJuYHHX BiIXOiB
CHemiaizoBadi éMKOCTI, KOHTEHHEepH, MIIIKH, ITaKeTH i T.II., SKi BXOIATE J0 IX CKIaIy
B SIKOCTI KOMILIEKTYBAJIBHUX BHPOOiB, 32 QYHKIIIMU IPU3HAYEHHS HE BilIOBINAIOTH
y3araJbHEHOMY . IIOHSATTIO «MEIWYHI BHPOOW» 1 He MimIIramoTh JepKaBHil
peectparli B VYKpaiHi 3a BHHSATKOM BHIAAKIB, KOJU BHPOOHHK HNPOXyKHil
inenTudikye ui BHpodH ik BUpOOH MeAHTHI.

3 moBaroxo,

3acTynmHHK IMpeKTOpa Q/M i I'. A. MapTuHeHKO

Bux.:Ilinompuropa M.IL
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