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IlacmopT cipaBoOYHHUKA

«CnpaBoOYHMK J1a00PATOPHBIX TECTOB
(rpynna cnpaBo4YHUKOB «DeepajibHbINA CIIPABOYHHUK
JIA00PATOPHBIX HCCIETOBAHNIN»)

PETJIAMEHTHAS CJIY)XEA BEJIEHUSI HOPMATUBHO — CITPABOYHOM
NHOOPMAIIMU MUH3/IPABA POCCUH

MOCKBA 2016 'O



BBenenue

JlaHHBIA JOKYMEHT COCTaBJI€H COIJIACHO paHee pa3padOTaHHOW THUITOBOM
CTPYKTYpE M perijaMeHTy BeAeHHus crpaBoyHMKOB cuctemMbl HCU (HopMaTHBHO —
cnpaBoyHOW  WH(popmanuu) MuHHcTepcTBa  3ApaBooXpaHeHus — Poccuiickoi

denepanum.

HACHOPT CHPABOYHHUKA

Pasznen 1. YHUKAIBHBIN HIIEHTU(DUKATOD CripaBouHKKa B (hopmare OID.

OID: 1.2.643.5.1.13.13.11.1080

Paznen 2. [lo1HOE Ha3BaHUE CIPABOYHUKA.

@®enepabHbI  CIIPABOYHMK JIAOOpATOpHBIX HccaenaoBaHuid. CrpaBOYHUK

J'Ia60paT0pHBIX TCCTOB.

Paznen 3. KpaTtkoe Ha3zBaHUE CIIPABOYHHUKA.

OCJIN. CnpaBoYHMK JIaOOPATOPHBIX TECTOB.

Pasnen 4. I'pynmna cipaBOYHUKOB.

CnpaBoynuk Munsnpasa PO

Paznen 5. Tun copaBoYHHKA.

Komudukarop

Pa3znen 6. AugoTanus.

CripaBOYHUK J1TaOOPATOPHBIX TECTOB SIBJISIETCS OCHOBHBIM CIIPABOYHHKOM
rpynnbsl @enepanbHblii cipaBOYHUK JlabopaTopHbix uccinenoBanuii (OCJIN),
KOTOPBIA  COACPKUT  MAaKCUMAaJIbHO  TIOJIHBIK  HAa0Op  J1abOpaTOPHBIX
nokasaresei, KOTOpble MOTYT OBbITh BBIMOJIHEHBI B KIIMHUKO-AHMATHOCTUYECKOM
nabopaTopud M B KadyecTBE pe3yJibTara IMepelaHbl B AJIEKTPOHHYIO
MEIUIMHCKYIO KapTy MalueHTa.

CrpykTtypHOH enuHUIEH WH(GOpPMAlUKW B CIHPABOYHUKE JaOOPATOPHBIX

TECTOB SIBJIIETCA JTAOOPATOPHBIN MOKa3zarenb (TECT), KOTOPbIA MOXKET ObITh



ONpeieNieH B COBPEMEHHOM KIMHHMKO-JUArHOCTHYECKON JsabopaTopuu Ha
aHAJIM3aTOpe WJIM IOCPEICTBOM py4dHOM MeTtoAauku. CTeneHp AeTaln3aluu
uHpopMauu O Ja0OpPaTOPHOM TECTE ONPEAENAETCS BO3MOXKHOCTBIO

COTIOCTaBJICHUS TaOOPATOPHBIX MMOKA3aTEICH MEXKITY COOOM.

Pasznen 7. Jlata nyOJIuKaIMy epBo BEPCUH CIIPABOYHUKA.

11.01.2017

Paszpen 8. Jara HV6J'II/IKaHI/II/I TEKYIICH BEPCUU COPABOYHHKA.

Yemanaenusaemces na momenm pasmewenus cnpasounuxa Ha pecypcax HCH.

Paznen 9. Homep Texvyiieil BEpCUM CIIpaBOYHUKA.

Bepcus 2.0

Paznen 10. KonmmgecTBO 3a0uced B TEKVIIEH BEPCUU CIIPABOYHUKA.

13232 3anuceit

Paznen 11. Uctopus Bepcuil ¢ KpaTKUM ONUCAHUEM N3MEHEHUH.

[Mpenpinymas Bepcust 1.0. B ganHON Bepcuu chnpaBOYHMKA MPOU3OILIH

clIieayromue N3MCHCHU.

‘ fara ‘ Tun npaBeku ‘ HassaHue ‘ KommeHTapuit
Bbina owwbka, Takoro

16'%137' PepnaktupoBaHue B none HMY kog A09.18.016 nameneH Ha A09.28.016 koaa HeT. 3meHeHo 186
3anucen
23-aHB-  V3meHeHue [ob6aeneHo HoBoe none "GROUP" ans ykasaHus rpynnbl ro Tpebosakito
17 CTpyKTYpbI TECTOB akcnepros Ha CPT
180117
23-HB- p [ob6asneH koa LOINC 81638-9 anga tecta 1000223 Kon odhmumansHo
efaKkTMpoBaH1e ! ,
17 (CyxapeB) 1 ckoppekTUpOBaHO AHIIMIACKOE Ha3BaHWe nonyyeH y Regenstrief
23-aHB-  V3meHeHve Hob6aeneHo Hosoe none "SORT" ans copTUpoBKK Koa copTupoBkm ¢ Lwarom
17 CTPyKTYpb! NnabopaTopHbIX TECTOB 50

Pasznen 12. Cpok HOATBEPKIECHUS AKTYAJIBHOCTH (BeprudUKAIIN).

Cpox mranoBoi Bepuukanuu — 28.02.2017 r.

Paznen 13. Onmcanne CTpyKTYPhI CIIPABOYHHKA.

[Iepeuensp nomnei:

1. ID — yHuKanbHbIH HACHTHU(PUKATOP, CEMU3HAYHOE HE3HAUallee 1eJIoe

3



YUCJIO, MPaBBIA pa3ps] KOTOPOTO KOHTPOJBHOE YHCIO — TEKCTOBOE II0JIE

(oGs3aTenbHOE TIOTIE).

2. LOINC — kox MeXayHapoaHOTO KoAM(pUKATOpA KIMHUYECKUX M

nabopatopubix TepmMuHOB LOINC — TekcToBOE MOJIeE.

3. FULLNAME - mnosHOe HamMeHOBaHHE JIaDOpPaTOPHOIO TecTa —

TEKCTOBOE T0JIe (0053aTeIbHOE T0JIe).

4. ENGLISHNAME - Amdrwmiickoe (JIaTUHCKOE) HaWMEHOBAHHE

J1a00paTOPHOTO T€CTa — TEKCTOBOE ToJIe (00513aTeNbHOE MMOJIe).

5. SHORTNAME - Kparkoe HammeHOBaHHE J1a0OpaTOPHOTO TecTa —

TEKCTOBOE moJie (00s13aTeNIbHOE T0JIE).

6. SYNONYMS - Bo3MoxHbIE BapuaHThl Ha3BaHUSI JaOOPATOPHOTO

TECTAa — TCKCTOBOC ITOJIC.

7. ANALYTE - omuH MM HECKOJIBKO KOMIIOHEHTOB, HMCKOMBIX HIIH
OTpeNeNIIeMbIX B MpoOe BeIlecTBAa WM MaTepuajga oObeKTa aHaJUTHYECKOrO

KOHTPOJISl — TEKCTOBOE MoJie (00s13aTeNIbHOE T0JIE).

8. SPECANALYTE — wu3mepsemasi, ompenensieMas, ONUChIBaeMas
BEeIMYMHA WM TIPU3HAK aHajJuTa, KOTOpas SIBISICTCS IICIBI0 HM3MEPEHUS —

TEKCTOBOE TOJIE.
9. UNIT — pa3mepHOCTh 1a60paTOPHOTO TECTA — TEKCTOBOE TOJIE.

10. SPECIMEN — oOpa3ernr - MNpOayKT, TIOJyYEHHBIH B pe3yJjbTaTe
MOJITOTOBKU TIPOOBI, B KOTOPOM HETMOCPEIACTBEHHO MPOBOAMIOCH W3MEPEHHUE —

TEKCTOBOE T0JIe (0053aTeIbHOE 0JIe).

11. TIMECHAR — BpemeHHas xapakTepuUCTHKa 0Opaslia, ONpeiestonasi
MepUoJl BPEMEHHU, B TEYCHHE KOTOPOTO MPOU3BOJUIICS HAOOP OMOJIOTHYECKOTO

MaTrepuajia — TCKCTOBOC ITIOJIC.

12. METHODTYPE — meton ompezaeneHus J1abOpaToOpHOTO MOKa3aTems —

TCKCTOBOC IIOJIC.



13. SCALETYPE — tun mkansl, KOTOPBIA ONpeaeNiseT B KAKOM BHJIE OyAeT
IPEJCTABICH PE3YyJbTaT BBINOJHEHHs J1a0OpaTOPHOTO TECTa — TEKCTOBOE I10JIE

(obs13aTenpHOE T0JIE).

14. TESTSTATUS — craryc 1a60paTOpHOTO MOKA3aTeNsl — TEKCTOBOE TIOJIE

(o0s3areapHOE TOJIE)/
15. NMU — ko HOMEHKIATyphl METUIIMHCKUX YCIYT — TEKCTOBOE IOJIE.

16. GROUP — rpymnmoBasi NpUHAIJICKHOCTh J1abOpaTOPHOTO TECTa,
COOTBETCTBYIOIIASl  OIpPENEJICHHOMY  pasfely  KIMHUKO-T1a0opaTOpHOI

JIMArHOCTHUKH.
17. SORT — kop asnst COpTUPOBKH JaOOPATOPHBIX TECTOB.

Paznen 14. OTBeTCTBEHHAS OpraHu3aIys.

MunucrepcTBO 31paBooxpanenus PO

Pazpen 15. YnoimHoMo4YeHHAsT OpraHu3aiusl.

denepanabHOE TOCYIApCTBEHHOE OIOKETHOE YyupexkaeHue «lleHTpanbHblit
Hay4YHO-MCCJICIOBATEIbCKUM ~ MHCTUTYT  OpraHu3aiuu U uHbOpMaTHU3AIUU

3apaBooXpaHeHus» MuHucTepcTBa 31paBooxpanenus Poceuniickont denepanun.

Paznen 16. HopMaTUBHO-IIpAaBOBOE PETYIMPOBAHUE.

1. ®enepanbubiii 3akoH oT 27 wuwonsg 2006 r. N 149-03 "O6 wundopmanuu,

MH(})OPMAITMOHHBIX TEXHOJIOTUAX U O 3aIuTe nHpopmanuu'.

2. ®enepanbublii 3akoH OT 21 HOs1Ops 2011 r. N 323-03 "OO6 ocHOBax OXpaHBI
3710pOBbs rpaxaaH B Poccuiickoit @enepanuu'.

3. [locranoBnenue IlpaButensctBa P® ot 30 wmrons 1998 r. N 681 "OO6
YTBEPKICHUM TEPEUYHsI HAPKOTUUYECKUX CPEACTB, NMICUXOTPOIHBIX BEHIECTB U HX
MPEKypCcoOpoB, TMOJJekKaMX KOHTposto B Poccuiickoit denepanuu" (¢

HU3MCHCHHAMU U ]_IOHOJ'IHGHI/U{MI/I) .

4. ITpukaz Mun3gpascoupazsutus Poccuum ot 27.12.2011 N 1664n (pen. ot

29.09.2016) "O6 yTBep>KAeHNN HOMEHKIATYPhl METUIIMHCKUX YCIyT".



5. [Ipuka3z MunszapaBa CCCP ot 4 okts6ps 1980 r. N 1030 "O6 yrBepxaeHun
bopm IIEPBUYHOU MEIULIMHCKON JOKYMEHTAaIuU YUPEKICHUN

3ApaBOOXpaHeHUs "

6. [Ipuka3z MunucrepctBa 31paBooxpaHeHusi PO ot 18 nekadbps 2015 r. Ne 9331 “O
MOPSIZIKE TPOBEJACHUS MEIUIIMHCKOTO OCBUJIETEIbCTBOBAHMSI HAa COCTOSIHUE

ONbsIHEHUS (ATKOT0JIbHOTO, HAPKOTUYECKOTO MIIM HHOTO TOKCHYECKOT0)”.

7. Ilpuxa3z Munznpascoupazsutusi PO ot 27.01.2006 N 40 "OO opranuzauuu
IIPOBEJICHUS] XUMHUKO-TOKCUKOJIOTMUECKUX HCCIEAOBAHUM TMPU aHATUTHYECKOU
JUArHOCTUKE HaJU4Msl B OpPraHM3MeE 4YeJlOBEKa aJIKOroJisd, HapKOTHYECKUX
CPEICTB, IICHUXOTPONHBIX H JIPYTMX TOKCHYECKHMX BemecTB" (BMecTe cC
"IlonoxxenneM 00  opraHuzauuud  pabOTBl  XMMHKO-TOKCHUKOJIOTMUECKON
J1a00paTOpUM HAPKOJOTMYECKOTO JUCIaHcepa (HapKOJIOTHYeCKol OOIbHUIIbI)",
"UHcTpykiuen mo 3amnoigHeHuto yuetHoi opmbel N 452/y-06 "HampaBienue Ha
XUMHUKO-TOKCUKOJIOTHYECKHE HccaeaoBanus’, "MHCTpyKOued 1O 3aloJHEHUIO
yuetHol (opmbl 451/y-06 "CrnpaBka 0 A0CTaBKe OMOJOTMYECKUX OOBEKTOB HA
XUMHUKO-TOKCUKOJIOTUYECKHE HccaeaoBanus”, "MHCTpykuuen Mo 3aroaHEHUIo
yuetHo  ¢opmbl N 454/y-06 "CnpaBka o0 pe3ynbTrarax XHMHKO-
TOKCHKOJIOTUYECKUX HucchenoBanuil”, "MHCTpyKIue Mo 3amoJHEHUI0 YYETHOU
dopmbr N 453/y-06 ")XypHan peructpaivii XUMHUKO-TOKCUKOJIOTUYECKHUX
uccaenoBanuil", "MHcTpykuuen no 3anogHeHuto oTuetHol Gopmel N 59 "OTtuer
0 paboTe XMMHMKO-TOKCHUKOJIOIMUYECKON J1abopaTOpuu  HApKOJOTHYECKOTO
nucriancepa (HapkoJioruueckod OosibHUIKI)") (3apeructpupoBano B MuHiocTe

P® 26.02.2006 N 7544).

8. Ilpuka3z Munzapascorpazsutuss PO ot 02.10.2006 N 690 "OO6 yTBepkIeHUU

YUETHOM TOKyMEHTAalLMH 10 BBISBJICHHUIO TYOEpKyjie3a METOA0M MUKPOCKONHHU".

9. [Mlucemo MunzapaBconpaszputusi PO ot 30.11.2009 N 14-6/242888 <O
npaBomouHocTu AeiictBus [Ipukaza MunsznpaBa CCCP ot 4 okts6pst 1980 r. N

1030.
10. IIpukaz MunzapaBa P® or 25.11.2002 N 363 "OO6 yrBep)IeHUU



WNHCcTpyKUIMU 0 NPUMEHEHHIO KOMIIOHEHTOB KpPOBH'.

11. IIpukaz MunzapaBa Poccum ot 02.04.2013 N 183u "OO6 yTBepkIeHUU
MpaBu KJIMHAYECKOTO WCIOJIb30BAHUS JIOHOPCKOW KpoBH ® (WIH) €€

KOMITOHEHTOB" .

12. Ilpukaz Munzgpaa P® or 21.02.2000 N 64 "OO6 yTBepKIeHUU

HomeHnkiatypbl KITMHUYECKUX JIa0OPATOPHBIX HCCIIETOBAaHUMN" .

13. IIpuka3z Munznpasmennpoma P® ot 19.01.1995 N 8 (pex. ot 25.12.1997) "O
pPa3BUTUM M COBEPIICHCTBOBAHUM JCSATEIBHOCTH Ja0OpaTOpuil KIMHUYECKOMH
MUKpOOHOJorun (OaKTEPUONOTUH) JIe4eOHO-TIPOPUITAKTUYECKUX yUPEKICHHIM"
(BMecte c "l[lomoxkeHWeM O LEHTPATM3OBAHHON J1A0OpaTOpPUM KIMHUYECKON
MUKpPOOHOJIOTHH (OAKTEPUOJIOTHH ), 1a00PAaTOPUU KIMHUYECKOH MUKpPOOHOJIOTUN
(GaxkTepuonoruu), oOTaeNe KIMHUYECKOW MHUKpoOuonoruu (O6aKkTepruoIOTUn)
KJIMHUKO-AUAarHOCTUYECKOM naboparopuu Je4eOHO-TIPOPUITAKTUYECKOTO
yupexaenus”, "llomoxkenuem o 3aBeAyroIIeM Ja0opaTopueld KIMHUYECKOU
mukpoouonorun (Oakrepuosnorun)", "llojmoxkeHuem o0 Bpaye-OaKTEpUOIIOTE
naboparopun (0TAeNna) KIMHUYECKOW MHKpoOuosoruu (Oakrepuosiorun)”,
"TlonoxenueM o ¢enpamepe-nabopante nadboparopuu (oTaena) KIMHUYECKOM
Mukpoouosorun (6akrepuosorun)”, "l[lonoxxeHueM o nabopaHte gabopaTopuu
(otmena) KIMHUYECKOW MuKpooOuonoruu (6akrepuosiornn)’, "PacueTHbiMu
HOpMaMH BpEMEHU Ha IPOBEICHUE MUKPOOHOJIOTUYECKUX
(OaKTEpHONOTMYECKUX)  HCCAEAOBaHM B jabopaTopusix  KIMHUYECKOU

MUKpoOuosoruu (6akrepuoaorun)").

14. IIpuka3z MunznpaBa P® or 25.12.1997 N 380 "O cocTtossHMM M Mepax IO
COBEpIICHCTBOBAHUIO JIADOPATOPHOTO OOECHEeUEHUs TUArHOCTHUKU U JICUCHHS
NAlMEHTOB B yUpeXKAeHUIX 3apaBooxpanenus Poccuiickoii denepanun” (BMecte
c '"l[lomoxkxeHneM O KIMHUKO-IMArHOCTUYECKOW J1abopaTopuu  JieueOHO-
npoQUIAKTUYECKOTO  YUPEXKJIEHUS M LEHTPAJM30BAaHHOW  KIMHHUKO-
nuarHoctudeckor Jnadoparopun”, "llomokeHueM o 3aBeayrolIeM KIMHUKO-
nuarHoctuyeckor sabopartopueit”, "l[lomoxkeHuemM o0 Bpaue KIMHUYECKOU

naboparopuoit  auarHoctuku", "[lomokeHmeM o  Ouonore  KJIMHHUKO-
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auarHoctuyeckoil padoparopun", "llonoxkeHneM o0 MEAMIIMHCKOM TexHoJore",
"[TonoxkeHueM O MeAUIIMHCKOM JjabopaTopHoMm TexHuke", "IlonoxxeHueM o
nabopaHTe KIMHUKO-AUAarHocTuyeckou abopatopun", "llogoxxeHuem o rimaBHOM
BHEUITATHOM CIIEUANNCTE 10 KIWHUYECKOW J1abopaTOPHOW JUAarHOCTUKE
TEPPUTOPUAIBHOTO OpraHa ympasiieHUs 3apaBooxpaHeHueM", "[lonoxenuem o
TEPPUTOPUAIIBHOM OPraHU3alMOHHO-METOJUYECKOM M KOHTPOJBHOM LIEHTpPE IO
KIIMHUYEeCKOW JsabopatopHoii  auarHoctuke", "[lomoskeHmemM o0 TIaBHOM
BHEIITATHOM CHENUAJINCTE 10 KIMHUYECKOW J1abOpaTOPHOW JIMAarHOCTUKE
TEPPUTOPUAIIBHOTO OpraHa yIpasjieHus 3apaBooxpaHeHuem", "IlomoxeHueM o
TEPPUTOPHAIIBHOM OpPraHU3ALMOHHO-METOJIMYECKOM U KOHTPOJIBHOM LIEHTPE IO
KJIINHUYECKOU nabopaTopHOit TUArHoCTuKe", "Merogukoii  pacuera

ce0ecTOMMOCTH JJabopaTOpHOTO aHanuza'").

15. IIpukaz MunucrepcrBa 3npaBooxpaHeHusi Poccuiickoii ®enepanuu ot 6
uoHss 2012 r. N 4 1. MockBa "OO yTBEpXKICHUM HOMEHKJIATYpHOU
KJ1accu(UKAIUU MEIUITUHCKUX U31enuit”

16. IIpuka3 Poccrara ot 04.09.2015 N 412 "OO6 yTBepKACHUU CTaTUCTHYECKOTO
WHCTpYMEHTapusi JUIsl  OpraHu3aiud  MUHUCTEPCTBOM  37IpaBOOXPAHCHUS
Poccuiickon @enepanmm.

17. TOCT P 52361-2005 KouTponab o0OBEKTa aHaNIUTUYECKUWA. TepMHUHBI U
OTIpE/ICIICHHUS.

18. TOCT P UCO 18113-1-2015 MemnumHckne u3genus IId TUArHOCTHUKH In
vitro. Uadopmanus, npegoctapisieMas U3roToputeiaeM (MapkupoBka). Yacts 1.

TepmuHsbl, onpeniesieHus U o01IMe TpeOOBaHUS.

Pasnen 17. TunoBbeie perjiaMeHTHBIE TIPOIEAYVDEI.

Y cTaHOBIIEHHBIN perilaMeHT — TUIIOBOH (cTaTyc B).


http://protect.gost.ru/v.aspx?control=7&id=201970

