3amecTtuTento MuHuCTpa 3ApaBOOXPAHEHUS
Poccuiickoit deneparuu
Kpaesomy C.A.

Men Jkcnept s P

«O06 yrBepxaenuu [lopsaka nmpoBeneHus

o b ME HC Acco MCIUIMHCKOI'O OCBUACTCIIBCTBOBAHUA HA HAJTMYUC

[I0 PABBUTHI0O SKCIEPTHO! HOESTEJIBLHOCTH

B C®EPE JIABOPATOPHOM IMATHOCTMKM MEIULMHCKUX IPOTUBONOKA3aHUN K UCIIOIHEHUIO
«MepJla63KkcnepT» 00513aHHOCTEH YaCTHOTO OXPAaHHMKA, BKJIIOYAIOLIETO

B ce0s1 XMMUKO-TOKCUKOJIOIMYECKUE UCCIIE0BAHUS

OI'PH 1187700021739 NHH 7727402139 KIIII 772701001 HAJIMYMs B OPraHU3Me YeIOBeKa HAPKOTHUECKHX

125057, Mocksa, a/s 17, ten. +7 499 380-77-19

https://dpo-ilm.ru/info/association-medlabekspert CPCACTB, HCUXOTPOTHBIX BELICCTB M UX

medlabexpert@dpo-ilm.ru MeTa0OIUTOB, ¥ (POPMBI MEAUIIUHCKOTO 3aKITIOYCHUS
00 OTCYTCTBMM MEAMLIMHCKUX MPOTUBONOKA3aHUN K
NCX. Ne 5 or 11 mapra 2019 rona HCIIOJIHEHUIO 003aHHOCTEN YaCTHOIO OXPaHHHUKA»

tyutyunovea@rosminzdrav.ru

PaxmanoBckuii niep., 1. 3,
r. Mocksa, I'CII-4, 127994

YBaxaewmbliit Cepreit Anexcanaposuu!

B cootBercTBUM ¢ MHOpMarueid, pazMeriénHoi Ha DenepanbHOM MOpTalle MPOEKTOB
HOPMATHBHBIX IIPABOBBIX AKTOB, O IMPOEKTaxX INPUKa30B MHUHHUCTEpCTBA 3ApaBOOXPAHEHHUS
Poccuiickoit ®enepann  «O6 yrBepkaeHun Ilopsaka mNpoBeAeHHUS MEIUIIMHCKOTO
OCBUJECTEIILCTBOBAHUS Ha HAIWYUWE MEIULMHCKUX IPOTHUBOIOKA3aHUM K HCIIOJIHEHUIO
00s13aHHOCTEl YaCTHOTO OXpPaHHHMKA, BKIIOYAIONIIETO B ce0s XMMHUKO-TOKCHUKOJIOTHYECKUE
UCCJICNIOBAHNS HAIIMYUSA B OPraHMU3ME YEelIOBEKa HAPKOTHUYECKUX CPEACTB, ICUXOTPOIHBIX
BEIIECTB M HUX METa0OJUTOB, M (OPMBI MEIUIIMHCKOIO 3aKIIYEHUs 00 OTCYTCTBUHU
MEIUIUHCKUX TPOTUBOMOKA3aHUM K MCIIOJHEHHIO OOS3aHHOCTEH YacTHOrO OXpaHHUKa»
https://regulation.gov.ru/Projects/List#npa=89048, a takxxe B coorBeTcTBHH ¢ DeepanbHbIM
3akoHOM "O mopsiike paccMoTpeHust obOpamieHuit rpaxaan Poccuiickoit denepamuu" ot
02.05.2006 N 59-®3, nmoBoxy g0 Bamiero cBejeHHS 3aMeUaHUS W PEIJIOKEHUS,
IIPE/ICTABJIICHHBIE B IPUJIOKEHHWH, II0 BBIIIEYKa3aHHOMY MpoeKkTy oT HanumonanbHOU
MEAMIIMHCKON acCOIMAIUU 110 Pa3BUTHUIO SKCIIEPTHON JNEATENBHOCTH B cepe 1abopaTopHO
muarnoctuku «MenJla6DkcnepT».
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punoxenue

3aMeuyaHus U NpeNJI0KeHUs K MPOEKTY Npuka3a MuHucTEepCTBA
3apaBooxpaneHus Poccuiickoii ®enepanun «O06 yreep:xaennn Iopsinka npoBeneHust
MEeTUIMHCKOI0 OCBH/1eTeJIbCTBOBAHNS HA HAJIMYME MeIMLIMHCKUX MPOTHBONOKA3aHUI K
HCIOJHEHHIO 0013aHHOCTEH YACTHOI0 OXPAaHHHUKA, BKJIIOYAKOLIEr0 B ce01 XMMHKO-
TOKCHKOJOTHYeCKHE UCCIeJOBAHUS HAJTMYHA B OPraHU3Me 4eJ10BeKa HAPKOTHYECKHX
CPeACTB, ICUXOTPONMHBIX BEIIECTB U UX MeTA00JIUTOB, U (P)OPMbI METUIIMHCKOT0 3AKJIKYECHHUS
00 OTCYTCTBMHU MeIUIMHCKHUX MPOTHBOMOKA3AHNH K UCIIOJTHEHUIO 00SI3aHHOCTEH YaCTHOTO

OXPaHHUKA»

IMTosnoxenune mpoekra,
Tpedylolee M3MeHeHu i

O0ocHOoBaHNe HEOOXOTHMBIX
H3MEeHEeHu

IIpenyoxenue mo
HOBOMY TEKCTY
NMpoeKTa

B nynxre 7.
Menunmackoe
OCBUJICTEIILCTBOBAHUE
BKJIFOYAET B ce0s
MEIUITTHCKUE OCMOTPBI
BpayaMu-CIEIAaTUCTaMU
1 1abopaTopHOe
HCCIEI0BaHNE B
cienyrolieM oobemMe

3aMCHHTDH

Ka4yeCTBEHHOE U
KOJINYECTBEHHOE
oIpezeeHue
KapOoruapat-
Ne(UIIMTHOTO
tpancgeppuna (CDT) B
CBIBOPOTKE KPOBH
OCBHUJIETEIBCTBYEMOTO
(TIpu BBISIBJICHUU BpavdoM-
MICUXUATPOM-HApKOJIOTOM
CHUMITTOMOB ¥ CHHAPOMOB
3a0oJseBaHus, IpU
HAJIMIAHA KOTOPBIX
MIPOTHBOIOKA3aHO
BJIAJICHHUE OPYKUEM).

B Bompoce ycraHoBieHus (pakToB
yIoTpeOIeH s CIUPTOCOIePIKALITIX
HAIMTKOB IIPY TPOBEICHUH
mabopaTOPHBIX UCCIIETOBAHUMN
OMOJIOrMYECKUX JKUIKOCTEH YeIOBEKa,
oOHapyKeHHE U KOJIMYECTBEHHOE
OTIpeieNIeHUe YTaepo101e(PUITUTHOTO
(kapOoruapataeUIMTHOTO)
tpanchepuna (manee CDT) meTogom
KaIllWISIPHOTO 3JIeKTpodopesa B
HACTOSsIIIee BpeMsI HE SBISETCS
aKTyallbHBIM.

OTcyTCcTBUE aKTyaJbHOCTH
oOycnoBieHo Tem, uro CDT sBasercs
MapKEPOM TOPaKEHHSI TEMAaTOIINTOB B
pe3yiabTaTe BO3IEHCTBHS Pa3InYHbIX
(hakTOpOB, HE BCET/Ia CBSI3aHHBIX C
yIOTpeOICHUEM YTUIIOBOTO AJIKOTOJIS.
B MeIMIIMHCKUX yUpeKIEHUSIX CTpaH
3anagHou EBpoIBI y’ke MHOTO JIeT
Ha3aJl 0TKa3aJIMCh OT UCIIOJIb30BAHUS
JAHHOTO Mapképa JUIsl OnpeeIeHus
(akTa ynotpeOieHus STUIOBOTO
AJIKOT OJIS.

C nenplo ornpeeneHus: KOJIu4ecTBa
YIIOTPEOJIEHHBIX CITUPTOCOIEPIKAIINX
HAMUTKOB, B TOM YHcIe QaKTa
3JI0yTOTpeOIIeHH s, 11eTIecO00pa3HO
OpPUEHTUPOBATHLCS HA MPSMbIC
MeTaboIUTHI (MapKEPHI):
STUITTIOKYPOHH]T U
dbocharunundTanon. KonumdectBeHHoe
oTpeeNieHUe STUITTIOKYPOHUIA U
dhocharuauaITaHOIA TTO3BOISIET
O00BEKTUBHO OIPENIEIUTh KOJTUIECTBO

7. MeauuuHCcKO€E
OCBHJIETEILCTBOBAHUE
BKJIFOYAET B ceOs
MEAUIIMHCKHE OCMOTPBI
BpadyaMu-
CHeIHaTuCTaMH U
nabopaTopHoe
UCCIIEJIOBAaHKE B
cienyrieM oobeme:

MpeIBapUTEIbHBIC
UCCIIEIOBaHUS
UMMYHOXUMHYECKUM
METO/IOM Ha
STHITIIOKYPOHU]I U
¢bocharuanadTaHON B
CBIBOPOTKE KPOBH
OCBUJIETEIBCTBYEMOIO
(pu BBISIBIEHUU
BpPaYOM-TICUXHATPOM-
HapKOJIOTOM
CHUMIITOMOB U
CHHJIPOMOB
3aboJeBaHus, pu
HAJIMYAHA KOTOPBIX
MIPOTHBOIOKA3aHO
BJIaJICHUE OPYKHUEM).

MIPH TTOJIOKHUTETBHBIX
pe3yabTarax
MPeIBAPUTEIbHBIX
HCCIIEIOBAHUI
MOJITBEPIKAAIOIINE
HCCIICIOBAHUS Ha
STHJITTIOKYPOHUT U
dbocharuaumdTaHON




IMosi0keHne npoekra,
Tpedylolee M3MeHeHU

O0ocHOBaHue HEOOXOAUMBIX
M3MEHEeHNH

IIpensoxenne mo
HOBOMY TeKCTY

NpoeKTa
yIOTPEOJICHHOTO 3TUIIOBOTO JIKOTOJISI B | MeTogoM BOXKX
teuenue 60 quei. OnpeneneHre MC/MC.

BBIIIIEHA3BaHHBIX MAPKEPOB
OCYLIECTBISAETCA UMMYHOXUMUYECKUM
U XpoMaTorpau4ecKUMHU METOJIaMH C
MacC-CeJIEKTUBHBIM J€TEKTHPOBAHUEM
1 He TpeOyeT JOMOIHUTENbHBIX 3aTpat
Ha OCHaIlleHue J1abopaTopuil.
CronmocTh IPOBEAEHUS 3TUX AHATIN30B
3HAQUYUTEJIbHO HUKE CTOUMOCTHU
orpezeneHuss HU3K0 HHPOPMATUBHOTO
yriaepoaoAePUIMTHOTO TpaHCchepruHa
(CDT, YAT):

1) Ans onpeneneHust ypoBHs
yriaepoaoAepUIMTHOTO TpaHchepruHa
METOZOM KaHUISIPHOTO
aeKTpodope3a He0OX0IUMO:

1.1. Annapat u1st KanWUIsIPHOTO
anekTpodopesa - 7 MUILTHOHOB PYOIIeH.
1.2. CTOMMOCTb peareHToB JJIs
uccieoBaHus oHoro oopasia - 2000
pyOnei.

2) Uit onpeeNeHNs STUITIIOKYPOHH 1A
u ¢pochaauTuIITaHONA:

2.1. TlpenBapuTeNbHBIC UCCIICAOBAHUS
MMMYHOXUMHYECKUM METOJIOM:

2.1.1. Ananuzaropst UOA nnu UXA -
ot 190 TbIC. pyOiniel, o1HaKO B
MOJABIISIIOIIEM OOJIBIINHCTBE
naboparopuii 060pyAOBaHUE yKe
MMEETCS ¥ UCITOJIB3YeTCS JIIIsSt
oTpeeNieHUs] HAPKOTUIECKHUX U
TICUXOTPOITHBIX BEIIECTB;

2.1.2. PeareHTsl ISt HCCIEIOBAHUA
onHOTO 00pasna - 400 pyo6eit.

2.2. TloaTBepxaaroIIre UCCIeq0BaHS
metoaom BOXKX MC/MC:

2.2.1. OGopynoBaHuE UMEETCS BO BCEX
COOTBETCTBYIOIIUX JIAOOPATOPUSIX U
WCTIONIb3YETCS ITIS OTIpeIeTICHUS
HApPKOTHYECKUX M IICUXOTPOITHBIX
BEIIECTB. 3aKyMOK HE HYKHO.

2.2.2. PacxosiHbIe MaTepHabl IS
uccienoBanus ogHoro oobpasmua - 700
pyOuei.




