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MNpegncnoBue

1 NOArOTOBJIEH Accouuauner cneymasimcTtoB WU opraHusauuini nabopatopHoi cnyxobl «dPegepauyums
nabopaTopHoii MeanuunHbI» (Accoumaums «dJ/IM») Ha OCHOBe COBCTBEHHOrO NMepPeBOAa Ha PYCCKUIA A3bIK aH-
rN10513bIYHOW BEPCUM LOKYMEHTA, YKa3aHHOTO B NMyHKTe 4

2 BHECEH TexHuyeckum komuteToM no ctaHaaptmdauum TK 380 «KnuHuyeckue nabopaTopHble wc-
c/1ieloBaH1sA U ANarHoCcTU4eckue TeCT-CUCTEMbI MH BUTPO»

3 YTBEPX/IEH N BBEJEH B JEWCTBUVE MNpukasom ®efepasibHOrO areHTCTBa MO TEXHWYECKOMY pe-
ryJIMPOBaHUIO U METPOJIOTUK OT 22 oKTA6pA 2021 r. Ne 1263-cT

4 HactoAwmin cTaHAApT WOEHTUYEH MexAyHapoAHOMYy AokymeHTy ISO/TS 20658:2017 «J/labopa-
TOopUN MeguumHckne. TpeboBaHus K OTOOpy, TPaHCNOPTMPOBKE, MNOJlydeHuio n 0b6paboTke 06pasuoB»
(ISO/TS 20658:2017 «Medical laboratories — Requirements for collection, transport, receipt and handling of
samples». IDT).

MexayHapoaHbIi cTaHaapT pas3pabotaH TexHudeckum komuteTom ISO/TC 212 «KnunHuyeckue nabopa-
TOPHbIE UCMbITAHUS U ANArHOCTUYECKME TECT-CUCTEMBbI in Vitro» MexayHapoAHOl opraHu3aumn no craHgap-
Tn3auuum (UCO).

HanmeHoOBaHMe HacToslero craHfgapta W3MEHEeHO OTHOCUTE/IbHO HauMEHOBaHWS YKa3aHHOro MexXay-
HapoOAHOro AOKYMeHTa Ansi npuBegeHns B cootsetctBue ¢ FOCT P 1.5—2012 (nyHKT 3.5).

JononHutenbHble CHOCKM B TEKCTe CTaHAapTa, BblAefleHHble KypCUBOM, MpuBeAeHbl AN MOSACHEHUA
TekcTa opurnHasnia

5 BBEJEH BINEPBbIE

MpaBuia nMpuMMEHEHNA HaCTOSALLEro crTaHiapTa YCTaHOB/ieHbl B cTaTbe 26 defepasibHOro 3akoHa
0T 29 umoHA 2015 r. Nt 162-d3 «O cTaHgapTu3aumm B Poccuiickoii ®epepaunmn». NHpopmauma 06 us-
MEHEHUSIX K HACTOsAWeMY CTaHAapTy nybnvkyeTCs B eXerogHoM (Mo COCTOSAHWMIO Ha 1 aHBaps TeKyLlero
roga) MHOPMAaLVOHHOM ykasaTene «HauuoHanbHble CTaH4apTbl», a OguUUMabHbIA TEKCT W3MEHEHWN
M MOMNPaBOK — B eXeMeCAYHOM MWH(popMauUMOHHOM YyKasaTesnie «HaumoHasibHble cTaHgapTbi». B cnyvae
nepecMoTpa (3amMeHbl) WAM OTMEHbl HacTOSWEro craHjapTa COOTBeTCTBYyWLWee yBefoM/eHne byaeT
onybnnKoBaHO B OGnMKaieM BbIMyCKE EXEeMeCAYHOro WHOPMAaLVOHHOIO ykasaTens «HauuoHanbHble
CTaHfapTbi». COOTBETCTBYOWAsA MHOpMauns, yBefOM/IeHMe N TEKCTbl pasMelaloTCcAa Takke B WH-
dhopMaLMoHHOW cucTemMe 06LLEero nosb3oBaHUS — Ha oduuManbHOM canTe defepanbHOro areHTcTBa Mo
TEeXHUYECKOMY PerynmpoBaHnio 1 MeTpPosIorMn B ceTu VMIHTepHeT (Www.rst.gov.ru)

©IS0. 2017
©O0dopmsieHne. PIrbY «PCT». 2021

HacToswmii cTaHaapT He MOXET 6blTb MOMIHOCTLIO U/IM YACTUYHO BOCMPOU3BEAEH, TMPaXNPOBAaH 1 pac-
npocTpaHeH B KayecTBe ohmuna/ibHOIO n3gaHus 6e3 paspelleHns defepasibHOro areHTCTBa Mo TEXHUYECKO-
My perysiMpoBaHuio U MeTPOJIOTM


http://www.rst.gov.ru
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BBepeHne

KnuHnueckne nabopatopHble MCCNefoBaHUsA MMEKT BaXHOe 3HadeHue A1 HabnogeHus 3a nauuveH-
Tamn 1 300pPOBbEM HaCeNleHUs B LESIOM W. criefoBaTeslbHO, AO/DKHbI ObiTb AOCTYMHbI ANA YAOBETBOPEHUs
noTpebHoOCTel BCeX NauneHToB U MeAMLMHCKOro nepcoHasa, OTBETCTBEHHbIX 3a 3ab0Ty O naumeHTax. Takue
YCNYTN [OMKHBI 6bITh BbINO/IHEHBI B COOTBETCTBUN C JOKYMEHTUPOBAHHbIMW NOSIMTUKON, NpoLledypamMm 3anpo-
ca Ha nabopaTtopHble nccnefoBaHus, NOArOTOBKM NauueHTa, naeHTumnkauum nauneHTa, B3ATMA U TpaHcnop-
TMpOBaHNA BMOMIONMYECKOTO Matepmana, npoueayp XpaHeHus, o6paboTku, uccnefoBaHUA C pesynbTatamu
OTYETHOCTM, B [OMNOJSIHEHME K npaBuiaMm 6e30MacHOCTM M 3TUKM B paboTe KMHUYeCKOW nabopatopuun (ga-
nee — nabopaTtopus).

HacToswmini cTaHgapT COAEPXUT yKasaHua U3 psga MCTOYHMKOB, KOTOPble BK/IKOYEHbI B TpeboBaHUSA K
Ka4yecTBy 1abopaToOpHON MNPaKTMKW, OXBaTblBaloLWMe MNPOLECCHI SipeaHa/IMTUYEeCKOro 3Tana, COOTBETCTBYET
TpeboBaHMAM A5 B3ATUSA U 06paboTKn BGronornyecknx obpasuoB. HacTosawmin ctaHAapT nNpegHasHaveH A
MCNONb30BaHUA crneunanucTtaMmm 1 opraHusaumsamu, oCyLLecTBAWNMN B3ATUE BUONOrMYecKoro marepuana
ON15 npefocTaB/ieHnst B flabopatopun Ha uccnefoBaHus, C Lesblo obecrnedyeHns kadecTBa /1abopaTopHbIX
YCAyr v AN1s AOCTWXKEHUS 1yULINX Pe3ybTaTtoB B UCC/1eA0BaHNM COCTOSHUSA 340P0BbSA HaceNneHus.

HaunoHanbHble TpeboBaHUA W MpaBusia MOryT MMeTb COOGCTBEHHbIe cneuuduyeckue pekomeHgaumm
nnn TpeboBaHnsA, NpeabABSEMbIe K MEOULMHCKOMY MepPCoHasy, X AeATeNbHOCTU U NX 0653aHHOCTAM B pac-
cMaTtpuBaemoli o6actu.

Kaxpan nabopatopusa nnv opraHmsaums, OCyLecTBAAKOWAN B3ATME OMOMOINMYEecKoro marepuana, AOK-
Ha NOATBEpPAVTb CBOK MPUBEPXKEHHOCTb K OBecrneyeHUto KayecTBa /1abopaToOpHON MpakTUKW, OMUCaHHYl0 B
HacTosileM cTaHgapTe. PykoBoACTBY crefyeT caesnaTb NMepBbli Wwar, yCTaHOBUB COOTBETCTBYHOLLME MPUOPU-
TeTbl. OCHOBaHHble Ha MOTPEBGHOCTAX MaUMEHTOB U K/IMEHTOB, HA MMEIOLWNXCA pecypcax, a Takke Ha peruno-
HaUTbHbIX. HAUMOHAIbHBIX HOPMAaTUBHBLIX AOKYMEHTax U cTaHgapTax opraHu3aumun.

HacToswwnii ctaHgapT pa3paboTaH Ha OCHOBe KaHaAckoro ctaHaapta CSAZ316.7-12.
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HALIMOHAJIbHbIA CTAHOAPT POCCUNCKOW ®EAEPALLAN

NABOPATOPU MEOVNUNHCKNE

Tpeb6oBaHUs K B3ATUIO, TPAHCNOPTUPOBAHUIO, MOJTYHEHUIO
n 06paboTke BLUONOrMYECcKOro maTepmana

Medical laboratories. Requirements for collection, transport, receipt, and handling of biological material

Jata BBegeHns — 2022—04—01

1 O6nacTb NpUMeHeHUS

HacToswmin ctaHAapT ycTaHaBMBaeT TpeboBaHMsA N NpakTUYecKkne pekoMeHaauun A5 B3ATUS, TpaHC-
nopTMpoBaHnA. rnpuema u o6paboTku 6UONOrMYecKoro martepmana, npegHasHayeHHoOro A8 KIIMHUYECKUX Na-
60opaTopHbIX UCCea0oBaHuA.

HacToswmini ctaHAapT MPUMEHUM K KJIMHMYECKMM flabopaTtopusiMm Y MeAUUMHCKMM opraHusauusam (ga-
Nee — opraHusaums), yyacTBYKOLWNM B MpeaHa/IMTUYeCKNX nabopaTopHbIX Mnpoleccax, KoTopble BK/IKYaOT
3anpoc Ha uccnenoBaHus, NOArOTOBKY MauyeHTa 1 ero uaeHTudukaumio, B3atme 61Monormyeckoro marepmana,
TpaHCMnopTMpOBaHue, NpuemM n XpaHeHne. OH Takke MOXET ObITb NPUMEHUM K HEKOTOPbIM 6UO6aHKam/XpaHu-
nvwam érosiornyecknx o6pasLoB.

HacToswwmi ctaHgapT He NPUMEHUM K KPOBM 1 ee NpoAyKTaMm, npefHa3HayeHHbIM 415 nepenvBaHus.

2 HopmaTuBHbIE CCbI/IKU

8 HacTosAWeM cTaHfapTe HOPMAaTUBHbIE CCbIJIKM OTCYTCTBYIOT.

3 TepMuHbI 1 onpeaeneHusd

3.1 nyHkuma aptepum (arterial puncture): Mpouyeaypa (cm. 3.13). KOTOpas BKAOYaeT B cebss c60p KpoBUu
13 apTepuii NyTeM NpoKasibiBaHUS KOXW.

3.2 6uobaHK (xpaHunuwe 6uonorndeckmx obpasyoB) (biobank): O6bekT, ocyuecTBASAOWNIA XpaHe-
HMe Bmonornyecknx obpasyos (cm. 3.3).

MpumeyaHne — TloHATME «BMOGaHK» OXBaTblBaeT MepcoHasn, O6bLEeKTbl WM Mpouedypbl (Hampumep, CUCTEMBbI
ynpaB/ieHns1) 1 BK/HOYAeT NMOCTaBLUMKOB YC/IYT, a Takke XpaHWIMLa 61MOoI0rMyeckmx MaTepuanos.

3.3 6uobaHKUHI (XpaHeHue 6uonorndeckmx o6pasuos) (biobanking): lMpouecc (cm. 3.14) npuema,
cbopa, XpaHeHMs 1 pacnpocTpaHeHUs GUONOrMYecKnX MaTepuasioB, B3STbIX OT 4YesI0BEKAa, XMBOTHbIX, pac-
TEHWI A 1 MUKPOOPraHNM3MOoB, a Takke CBA3aHHOW C HUMW MHpopMaunn U faHHbIX, 4NN Leneii nccnegoBaHnii n
Hay4HbIX pa3paboToK.

MpumeyaHne 1 — HekoTopble WM ace U3 C/efyloWmnxX BUAOB [eATENIbHOCTU Takke MOryT 6biTb BK/IHOUEHbl B
NoHsATUe «06paboTKa, TECTMPOBAHNE U aHaIN3».

MpumeuvaHve 2 — [NA uUeneil HaCTOAWEro craHgapTa 3TO onpefefieHne BkIYaeT B cebs TO/MbKO MaTepua-
Nbl. NOMyYeHHble OT YesloBeka, NPMOGPETEHHbIE AN ANArHOCTUYECKUX U NedyebHbIX Leneli, HanpyMmep cogepxalimecsi B
XPaHUMLLaX XMPYPruyeckor natanornm.

3.4 kanunnspHas nyHkums (capillary puncture): NMpouegypa (cm. 3.13), koTopas BkIto4aeT B cebsa cbop
KanwuasipHOM KpOBU MyTEM MPOKasbIBaHUS KOXW.

M3paHne oduumanbHoe
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3.5 ouuctka (cleaning): lNpouecc (cm. 3.14) yaaneHna 3arpAsHeHus nb6oro Tvna, BUOUMOro UM He-
BUAMMOTO.

(MCO 15190:2008. 3.4]

3.6 o6es33apaxmBaHue (decontamination): MNpoueaypa (cm. 3.13) ymepLiBneHus Ha obbekTax win yaa-
NeHns ¢ 06EKTOB BHELLHEN cpefbl NaTOreHHbIX 1 YCIOBHO-NATOreHHbIX MUKPOOPraHn3MOoB.

(MCO 15190:2008. 3.6]

3.7 pe3uvHdbekuma (disinfection): MNpouecc (cm. 3.14) ymepLuBieHMs Ha 06bekTax unu yganeHmsa ¢ o6b-
€KTOB NaToOreHHbIX MMKPOOPraHN3MOB 1 UX NePEHOCYNKOB.

(MCO 15190:20083. 3.8]

3.8 wunccnepgoBaHue; aHanuTM4yeckuii atan (examination processes, analytical phase): Komnnekc one-
paunii. 06 bEKTOM KOTOPbIX AB/ISETCA OnpeseneHne 3Ha4eHns Ui XxapakTepucTmka CBOCTB.

MpumeyaHne — }'Ia6opaTopr|e ncecneaoBaHMA 4acTto Ha3sbiBalkOT TakXke aHa/im3amMun nian tectaMmu.

(MCO 15189: 2012, 3.7, U3MEHEHO — NpUMeYaHna 2 1 3 yaareHbl]

3.9 rurnera pyk (hand hygiene): O6wmii TepMUH, OTHOCALMIACA K TF060MY AeACTBUIO MO OUUCTKE PYK.

(PykoBogcTtBo BO3 no rurveHe pyk B MegMKo-caHUTapHoi nomouwu, 2009]

3.10 MeAMUMHCKasa nabopatopus;  KavHWYeckasa nabopatopma  (medical  laboratory, clinical
laboratory): Jlabopatopus, KoTopas npoBoAuT 6GMoNornyeckne, MUKpOOMONOrMyeckne, MMMYHOJIOrMYecKue,
XMMWYECKNE, MMMYHOremarToslIorMyeckme. remarosiormyeckme, 6uodusnyeckme, LUTONOrMYeckKne, rmcTonaro-
Norvyeckume. reHeTUYeckue Uam gpyrue nccrefoBaHns MaTepnasioB U3 opraHM3ma YenoBeka B Lensx nosyde-
HUA MHdoOpMaLMK NS GUArHOCTUKN, NpeaynpexaeHns n nevyeHns 6051e3HN UM OLEHKN COCTOSHUA 340POBbS
YyesioBeKa N KOTopas MOXeT OKa3aTb KOHCY/IbTaTMBHYHO NMOMOLLb OTHOCUTE/IbHO BCEX aCMNeKTOB /1abopaTopHbIX
nccnefoBaHni, BKIKOYAsA MHTepnpeTaumio pe3yibTaToB U PeKOMeHAALUMIO AalibHEeRWNX HeO6X0ANMbIX MUCCre-
[OBaHWiA.

MprMeyaHne — 3TU UCC/eAOBaHMsS TakKkKe BK/OYAOT B cebs npoueaypbl A/ OnpefeneHuns, N3MepeHust Uan
MHbI€ OMMUCaHUs NPUCYTCTBUS NN OTCYTCTBUS Pa3INYHbIX BELLECTB U MUKPOOPraHN3MOB.

(NCO 15189: 2012,3.11]

3.11 nocTaHasiMTM4Yeckmini 3Tan (post-examination processes, post-analytical phase): [llpoueccol
(cm. 3.14), XpOHOMOINMYECKN Ha4yMHalOLWMECH NOC/e 3aBeEPLUEHUS UCCNef0BaHNsA, BKIKOYasi pacCMOTPeHne pe-
3yNbTaToOB. XpaHeHne 6UOOrMYecKoro Martepuana, yTuamsanmio O0TX040B, a Takke dhopMaTMpoBaHue, HTep-
npetaymio. oopM/IEHNE 1 Bbigady pe3y/ibTaTOB UCC/Ie40BaHNN, NX XpaHeHue.

(MCO 15189:2012. 3.14]

3.12 npeaHanuTu4yeckunin atan (pre-examination processes, post-analytical phase): lNMpoueccol (3.14),
XPOHO/1I0TMYECKN HavyMHaKOLWMECHd C Ha3HayeHUsl K/IMHULMCTOM WCC/e40BaHus, BK/IKOYEHMS UCCefoBaHUsA B
3asiBKy (3anpoc), NoAroToBKM naumeHTa, B3sTUS BMOA0rMYecKoro matepuasa, TpaHCNoOpTUpPOBaHUs ee B 1abo-
paTopuio 1 3aKaH4YMBaloLWMECS HA4Ya/IOM aHa/IMTUYECKOro 3Tana.

(NCO 15189: 2012.3.15]

3.13 npoueaypa (procedure): YCTaHOBMEHHbIN CMNOCO6 OCYLUECTBMIEHUA OeATEeNIbHOCTU UM MpoLlecca
(3.14).

(NCO 9000: 2015, 3.4.5]

3.14 npouecc (process): COBOKYMHOCTb B3aMMOCBSI3aHHbIX W/WMN B3anMOAENCTBYOLWMX BUOOB AOes-
Te/IbHOCTU. UCMONb3YIOLNX BXOAb! /151 NO/TyHEHUSI HAMEYEHHOro pe3ynbTara.

MpumeyaHne — Bxogamn AnA npouecca, Kak npasusio, ABAAKOTCA BbIXOAbl APYTUMX MPOLECCOB, a BbIXOAbl Mpo-
LeCCOB. KaK nNpaBuIo, ABNAKOTCA BXOoAaMW ONA APYTX NpoLUeCcCcoB.

(NCO 9000:2015, nogpasgen 3.4.1]

3.15 cpeacTtBa MHAMBUAYyanbHOW 3awmTbl (personal protective equipment): Hocumoe Ha 4esnoBeke
CpeAcTBO MHANBUAYaIbLHOIO NMOJb30BaHUA A8 NPefoTBPaLLeHNs UM YMEeHbLUIEHUS BO3LeNCTBUSA Ha YenoBse-
Ka BpeAHbIX N/Un onacHbIX hakToOpoB, a Takke A5 3anTbl OT 3arpsa3HEHNs.

MpumeyaHne — Bko4vaetT B cebsi, HO 1N He orpaHun4mnBaeTCA: na60paTopr|e n MegununHCKmne Xanatbl, nepyar-
KN. 3allUTHbIE MaCKN N OYKW.

3.16 nepBuyHasa npoba; obpasey, (primary sample, specimen): JuckpeTHas nopuus 610s10rMyYecKon
XNOKOCTW, BbIAbIXaeMOro BO34yxa, BO/IOC WAW TKaHel, B3ATasd 41 UCC/edoBaHWs, U3yYeHus Uan aHanmsa
OJHOW UMM HECKONbKUX BE/IMYUH NN CBOWCTB, KOTOPbIe NpeanosiaraeTcsa NpunucaTb Lenomy.
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MpumeuyaHne 1 — Pabouyas rpynna Mo rA06a/ibHOM rapMOHM3aLMM UCMONb3yeT TEPMUH «obpaseu» B PYyKO-
BOAALNX AOKYMEHTaxX MO rapmoHm3auuu, obo3Hayas npoby OMOSIONMYECKOrO MPOUCXOXAEHUS, MpeAHasHauYeHHY Assi
nccrnefoBaHnst B MeAULMHCKOW nabopaTopun.

MprmeyaHne 2 — B HeKkoTopbIX AokymeHTax WCO m CEH TepMmuH «06pasel» onpefesieH Kak «6uosiormyeckast
npo6a, B3ATasi U3 Tesia YesioBeKa».

MpumeyaHne 3 — B HEKOTOPbIX CTpaHax TepMUH «06pasel» MCMosb3ylT BMECTO NEepBUMYHON MNpobbl (Mnn ee
nopuum), KoTopasli aBnsieTcsi NPo6oiA, MOArOTOB/IEHHOV A1 TPAHCNOPTUPOBaHWS B NlaGopaTopuio (Uv nosyyaemyto na6o-
paTopweii) n npegHa3HAUYEHHYO /15 UCCNEA0BaHMS.

MpumevaHne 4 — TepMuH «ob6pasel», WCNOrb3yWNINCA B HaCTOsILEM CTaHgapTe, BK/IOYaeT B Ce6sA  Kak
nepBUYHYO NPoby (06paseLl), Tak 1 ee YacTb (a/INKBOTbI).

[MCO 15189:2012. 3.16. M3MeHEHO — NpuMeYvaHue 4 6bI/10 4o6aBeHO]*

3.17 c6op obpas3yosB (sample collection): Mpouecc B3ATMSA GMOMIONMYECKOr0 MaTepuasna A/ uccneno-
BaHUs1. BApMaHTOM KOTOPOro SABAsSIeTCA B3ATUE NepBUYHOM Npo6bI (CM. 3.16) KpoBW.

3.18 BeHenyHKuus (venipuncture): MHBa3uBHasa npoueaypa (cM. 3.13) Upe3KOXHOro BBeAEHUSA UrNbl B
BEHY C Lie/Ibl0 B3ATUSA KPOBM Ha UCCMefoBaHus, nepenMBaHnsa AOHOPCKOM KPOBUW, BBEAEHUS NleKapCTBEHHbIX
M ANarHOCTUYECKNX npenaparos.

4 YnpaBneHue Ka4eCTBOM

OpraHusauusiM, KoTopble 3aHMMalOTCsl B3ATMEM, 06paboTKoi 1 npeacTaB/eHneM 6MO/I0rMYeCcKoro ma-
Tepuana Ansi uccrefoBaHnst KAMHUYECKMMM naGopaTtopusiMy, cnedyeT YCTaHOBUTb, AOKYMeEHTasIbHO odhop-
MUTb. BHEAPUTbL U NOAAEPXKUBATL CUCTEMY, NMO3BO/AOLLYIO B 60/bLUei CTENEHN YAOBIeTBOPUTL NOTPEGHOCTH
noTpeGuTeseii, COOTBETCTBYIOLLYIO 3aKOHOAATENIbHLIM U HOPMATMBHbLIM TPEGOBAHUSM U MOCTOSIHHO y/yulla-
emylo. Hanuume cucteMbl ynpaB/ieHUs Ka4eCTBOM HENoCpefCTBEeHHO Ha MecTe GyAeT Cnoco6CTBOBaTb Bbl-
MOJSIHEHUIO 3TUX TPe6OoBaHWIA.

5 MpeaHanUTUYECKNe NPOLIECChI, CBSI3aHHble C 06pasLamMmm 61MONornMYecKoro
martepuasia naunueHToB

5.1 O6uwme NONOXeHUsI

8 HacTosieM cTaHgapTe U3/I0XKEeHbl TPe6OBaHUA 1N PeKOMeHAALMN MO Hag/exallen NpakTuke, KoTopble
NPUMEHSIOT K NnpoueccamMm B3ATUsl, 06pabOTKN, TPAHCNOPTMPOBaHMUA U NMPUemMy GMOMTIONMYECKOTO MaTepuasia Ha
npumepe Npo6 u/nnm obpasuoB?*. Ha pucyHke 1 nokasaHo /NLLb KpaTKoe onucaHue npeaHasiMTUYeckoro npo-
Lecca Ha npumMepe Npo6b, nogpobHasa nHopmaymsa NnpuBegeHa B nocsieayrowmx pasagenax.

1* B Poccuiickoli degepauuy Ana XxapakTeprucTUKN 6U0/IOrMUYeckux XnaKocTel (KpoBb, mmda, CMHOMO3roBast
XMAKOCTb U T. [.) UCMOSb3YyeTCs TEPMUH «NepBuYHas npoba (npo6a)», ANs Xxapak TepucTrKN 6MON0rMYecknx TKaHelh
(uMTONOrMYecKnii U N’MCTONOMMYECKUIA MaTepuan) UCNosb3yeTCs TEPMUH «o6paseL».

2> B Tex cryyasix, Korga peub MOXeT UATU Kak 0 npobax, Tak n 06 obpasuyax, MCNosib3ytT TEPMUH «61OMorn-
yeckunii maTepuan (obpasel, 6MOOrMYECKOro MaTepurania)».
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PucyHok 1 — MpeaHanurnyeckre npoLecchl, CBsi3aHHble ¢ B3STUEM NPO6 OT NauueHToB

5.2 HanpaBneHue Ha nabopaTopHoe nccregoBaHme

OpraHusaunsa fo/kHa npefocTaBuTb MHOPMaUUo O TOM, Kak NoTpebuTesib MOXeT 3aka3aTb Mccneno-
BaHve. [o/xHbl 6bITb NpefocTaBeHbl MHCTPYKLUMX NO 3ano/IHEHMIO DOPMbI 3a8BKW Ha NPoBefeHne uccre-
noBaHusa (cMm. 10.1 n pasgen 11).
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5.3 Mpovecc hopMupoBaHns 3anpoca Ha B3ATMEe GMOMOrMYeckoro matepmasna

B opraHusaumn O0/MKHbI OCYLLECTBIATLCA MNpoueaypbl 06paboTKM 3asBOK Ha B3sTMe 6GMO/10rM4eckoro
MaTepuana. CrnefyeT npefycMoTPeTb Kak NMUCbMEHHbIE, Tak U YCTHbIE 3anpochl A/151 00bIUHbIX U Ype3Bblyaii-
HbIX CUTyauuii, B 6YMaXHOM 1 31EKTPOHHOM chopmaTax (cm. 11.2).

5.4 MpoLecc NpefocTaBEHNS MHCTPYKUMIA NaLMeHTam

8 opraHM3aumMn OO/MKHbI OCYLLECTB/STLCS Npoueaypbl, onvcbiBalolMe MHgOPMaLMio, npegocTaBsie-
MYIO MauveHTam U rnosiyyaemyro oT HuUX. TWM 3anpoLUeHHOro UccriefoBaHms onpeaensieT Heo6Xo0AMMOCTb Bbl-
NOSIHEHUSA KOHKPETHbIX TPpeboBaHuii nepes B3ATEM 6UOMOrMyeckoro Matepumana (cm. 10.2).

55 Mpouecc ngeHTUMKaUmM naymeHTa

B opraHu3aumm JO/MKHbI OCYLLECTBAATLCS NpaBuia 1 npoueaypbl MAeHTUdMKaLMM NaLMeHToB Kak a1
perynsipHoro B3sTMs1 61MO/IOMMUYEeCcKoro MaTepuana, Tak U 4nas B3ATUS B Ype3BblyaliHbIX cuTyaumsx (cm. 12.2 n
12.3).

5.6 Mpouecc NoAroToBKU K B3ATMIO 610/10TMUECKOro matepuasna

8 opraHusauumm 0O/MKHbI OCYLLECTBIATLCA NpaBuia v npoueaypbl B 0671acTn NPOonIakTUKN N KOHTPOSIA
MHdekunin (cm. pasgen 8). nHpopmupoBaHHoro corsacusa (cM. 14.2). noAroToBKM NauMeHTOB M perncrpaumm
NOBbLIX OTKIIOHEHWIA.

5.7 Mpouecc B3ATUA 1 MapPKUPOBKMU

B opraHusaunn AO/MKHbI OCYLLECTBAATLCA Npoueaypbl 418 BbINOSHEHUSA TpeboBaHWii N0 KaueCTBEHHO-
My B3ATUIO, MapKUPOBKe 1 06paboTke 6uonornveckoro matepuasa (cm. pasgen 13.14.3,14.5.14.6).

5.8 Mpouecc NoAroToBKM K TPaHCMOPTUPOBaHMUIO

B opraHuzauun AO/MKHbI OCYLLECTBASATLCA Npoleaypbl B OTHOWEHUM 6MOMOrMYeckux MaTepuasios, Tpe-
OyHLWNX crneymasibHO 06paboTKn ANa nognepXaHnsa ero LesIoCTHOCTU A0 U BO BpPeMsi TPaHCNopPTUPOBaHUS
B nabopatoputo (Cm. pasgen 15).

5.9 Mpouecc TpaHcnopTupoBaHUA

8 opraHusauumn OO/MKHbI OCYLLECTB/IATLCS NPoLeaypbl 415 YNAaKOBKU U TPaHCMOPTUPOBaHUs 6rosiornye-
cKkoro martepuania (cMm. pasgen 16). TpaHCcnopTUpOBaHMe OCYLLECTB/ISIOT B COOTBETCTBMM C 3aKOHOAATEbHbI-
MW 1 HOPMAaTUBHBLIMU TPE6OBaHUSAMN.

5.10 Mpouecc npnema 61MoOMIOrM4YecKoro matepmana

8 opraHusauum [O/MKHbI OCYLLECTBASATLCA MPOLEeAypbl A1 NpUemMa, OLEeHKM, 06paboTKu U XpaHeHUst
6uoniornyeckoro mMatepvasia. B npouegypax npvema [AO/DKHblI paccMaTpuBaTbCsl BCe TUMbl 6GMOMOTMMYECcKoro
MaTtepuasna, Nosly4YeHHbIX labopaTopueil Ha uccnegoBaHue (CM. pasgen 17).

5.11  Tpouecc NoAroToBKM K NCC/IE40BaHUIO

8 opraHusauMn Ao/MHKHbI OCYLLECTBNATLCA Npoueaypbl 418 NoAroTOBKA K UCCiefoBaHuto. ITOT npouecc
MOXET MPOUCXOANTb Ha MecTe B3ATMS WU/UNK Nocsie TPaHCMopTUpOBaHUA B labopaTopuio, NPOBOASLLYHO UC-
cnepoBaHuMe (CM. pasgen 18).

6 NHppacTpyKTypa 1 YCI0BUS OKPYXatoLein cpelbl

6.1 OO6LWMme NONOXKeHUsA

JomkHo 6bITb co34aHO HeO6X0ANMOE KOIMYECTBO pabounx MecT, UTOObl 06ecrneunTb KayecTBO paboThl,
6e30MacHOCTb MepcoHasla 1 yxop 3a naumeHTamu. [na obecneveHns (PyHKUVMOHUPOBaHUSA OpraHmM3aunuun He-
06X04MMO. UTOObI MaTepuanbl U 060pyAOBaHNE NOAAEPKMBA/IUCH B pabovemM COCTOAHUN.
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6.2 Pa3spaboTka/npoeKkTupoeaHue

6.2.1 O6Lue rnosioxeHms

PaspaboTka'npoekTMpoBaHe 060pyAoBaHNAa 418 B3SATUSA OMOIOTMYECKOro Matepuasna AosmkHa(o) O6biTb
HanpaB/ieHa(0) Ha 3(pdekTMBHOE (PYHKUMOHMPOBaHNE U CBeAeHME K MUHMMYMY pUCKa TpaBMaTusma MU npo*
deccnoHanbHbIX 3a6oneBaHuii. MNauneHTbl, NEPCOHasT U NOCETUTENN AO/MKHbI ObITh 3allMlieHbl OT NOTEHUU-
a/IbHbIX OMNACHOCTEW.

Mpwn pa3paboTKe/NPOEKTUPOBaHNN MECT B3ATUA NPO6 A0/HKHbI 6bITb YUTEHbI TakMe acnekTbl, Kak AOCTyn-
HOCTb. YyA06CTBO, 6€30MaCHOCTb, CEKPETHOCTb U KOH(OMAEHLMA/TbHOCTb NaUneHTOB 1 NepcoHana.

MoryT NpUMeEHATLCA 3aKOHOAaTe IbHbIE 1 HOPMAaTMBHbIE Tpe6GoBaHUS.

6.2.2 be3onacHoCcTb U AOCTYMNHOCTb

B npouecce pa3paboTku A0/DKHbI ObITb YUYTEHbI criegytowme TpeboBaHus;

a) [OCTYMHOCTb AJ151 CPeACTB NepefBMKEHNS;

b) ob6ecneyeHne 3Bakyaluuu B CrlyHae BO3HMKHOBEHMS Ype3BblYaiHOW cuTyaumu;

C) HECKOJ/Ib3Kue NoBepxXHOCTM Nona;

d) [ocTyn K pakoBMHE A1 MbITbSl PYK WM NpefocTaB/ieHne CNMpTOBOro MW MHOFO cpeacTBa A/ ae-
3NHMEKUUN PYK;

e) cneymnuryeckme acnekTbl 6e30MacHOCTU AN AeTell B KOMHaTax B3siTUS GBMOIOTMYECKOro marepuana
(Hanpumep, 3aWMUTHbIE 3aMKM Ha WwKadax, 6e3onacHas BbiCOTa eMKOCTel ¢ urnamu/ocTpbiMy npegMeTamn m
Nto6ble 3/1EMEHTbI B KOMHATE OXMAAHUSA), a Takke A/1s NeanaTpuyeckoro B3sTusa Npoo;

f) pmocTynHoOCTb 1 6/IM30CTb TyasIeTOB;

[) aproHomMunyHasa meb6esnb, yaobHas Kak O/1s nepcoHana, Tak U A/1a NauMeHToB, BKOYas KpoBaTb, Kpec-
J10. KOTOPOE MOXHO JIEFKO OTKUHYTb, C ABYMS 60KOBbIMW NMOA/IOKOTHUKAMU, UIN HOCU/IKN A1 NauneHTa, yYTo-
Obl OK MOT /le4b B C/ly4ae HEOT/TIOXKHOM MeAVILIMHCKOM MOMOLLM;

h) paccTosiHue mexay cuaeHbSAMU MNAUVMEHTOB B 30HE OXMAAHUSA A0/DKHO ObiTb TakmMMm, YTOObl CBECTMU
K MUHUMYMY PUCK 3apakeHusl nayMeHTaMy C CMMMATOMaMW PeCnmMpaTtopHbIX MHAIEKUWIA, Nepefaromxcs BO3-
[OyUWHO-KanesibHbIM NyTeM, ApYTMX MNauMeHTOB;

<) B HEKOTOPbIX OpraHn3auMsax MOXeT noTpeboBaTbCcsA 060pyaoBaHWe A1 peaHuMauuun; MoryT npume-
HATLCSA 3aKOHOAAaTe IbHbIE U HOPMaTUBHbIE Tpe6GOBaHUS;

j) [ocTyn K nepBOi MeANLUVHCKOW NOMOLLN;

K) nNpu Heo6XxoAUMOCTU pasmeLlaloT Ha BUAHOM MeCTe MHCTPYKLUM O TOM, Kak MOSyUYnTb 3KCTPEHHYIO
MeANLNHCKYH MOMOLLb:

1) pocTyn Ansa ytunmnsaumm K 61Monormyecku onacHoMy O6bekTy B Lefisix 6e30nacHoOro yaasnieHus pas-
OUTLIX NN NPOTEKAaOLWMX NPOo6;

T) pasfesieHre 30H. B KOTOPbIX OCYLLECTB/ISAETCA HECOBMeCTUMas AeATesIbHOCTb.

6.2.3 CeKpeTHOCTb U KOH(PUAEHUNATBHOCTb

B uensax obecrneyeHus 3aWnTbl JIMYHBIX AaHHbIX U KOHPUAEHUNaIbHOCTU MHopMaLmn B3sTie 6nono-
rMYeckKoro marepmana 4O/DKHO OCYLLECTBATLCA B 30He, KOTopas:

a) npegycMaTpvBaeT AOCTaTOYHYH W30/IMPOBAHHOCTb AN 06ecrneyvyeHnss KOH(PUAEHUNaIbHOCTU NnY-
HbIX JaHHbIX NaUMeHTa:

b) o6ecneumBaeT 3aWMNTY SINUHOW XN3HM NaLMeHTa BO BpeMs B3sTUS GMO/I0rMYeckoro marepuana (Ha-
npuMmMep. BO BPeEMS B3SATUS KPOBU Ha aHaIM3 Uan B3sTUe NPOo6bl MOYM U B C/AyYasx, KOrga Heo6Xo4MMo CHATb
ofexay);

C) obecneunBaeT Hasinume 6e30MacHOro0 Mecta ANs1 XPaHeHUsl, NPy HEOBXOAMMOCTU, JIMHHOTO MMYLLe-
CTBa nauuyeHTa: un

d) 3almaeT KoOHOUAEHLMANBHOCTb MHPOPMaLUK B AOKYMEHTaxX N 3/1EKTPOHHbIX CUCTEMAX.

6.2.4 O6opyaoBaHue, pacxogHble Matepuasbl N XpaHeHne

B cnyyae He06Xx0ANMMOCTU, AN3aliH/KOHCTPYKLUNSA 06bEeKTa A0/DKHA NpesyCcMaTpmBaThb:

a) MecTa g1 XpaHeHUs1 BCeX HeobxoauMbIX MaTeEPUasIOB M MHCTPYMEHTOB, MCMOJ/Ib3yeMbIX MPU B3ATUU
6rosiorMyeckoro marepmana; u

b) MecTa gnda yctaHOBKM 060pyAo0BaHUs, HEO6XO4MMOro A5 B3ATUA, dUKCaLUmn, TPaHCMOPTUPOBaHNA U
XpaHeHusi 6MON0rNMYECKOro Mmatepuana.

6.3 TexHunueckoe ob6CnyXnBaHme o6 bHLEKTOB M YC/I0BUST OKPYXXatoLLen cpeabl

Pabouvie 30HbI [OMKHBI BbITb YACTLIMU N HAXOL4UTLCSA B XOPOLUEM COCTOSIHUW. B opraHusaunun fosHkHbI
ObITb paspaboTaHbl U BepUULMPOBaHbl MNPOLLECChl OYUCTKN U Ae3UHMEKLNN, HanpaB/eHHble Ha 60pbOy C
MHpeKumnammn.
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KypeHue B NOMeLLEHUsIX, OTBEAEHHbIX AN NpeaHaIMTUYECKOoro aTana, Ao/IHKHO GbITb 3anpeLleHo.

[omkHbl 6bITb MPUHATLI Mepbl A1 06ecrneyeHnst YACTOTbl U Mopsigka B opraHv3aumn. 3To BKKOYaeT
B cebs crneuunasibHble npoueaypbl ANA Ae3UHMEKUUN, Takke oBydyeHne MnepcoHasna, BbINOJTHAILEIo X035i-
CTBEHHble paboThbl.

6.4 CnyxebHble nomMelleHns

JomkeH 6bITb 06ecneyeH Hagexawmin 4oCTyn K TyasieTam, NUTbEBOW BOAE M MOMELLEHUAM O/151 XpaHe-

HUSI CPEACTB UHANBUAYA/ILHOW 3alUTbI U 0AeXAbl.
CnepyeT paccMOTpeTb BONPOC 0 6e30MacHOCTU NepcoHasa, paboTatowero B O4UHOUKY.

7 O6opypnoBaHMe n matepuasbl

7.1 O6Lwme nNonoxeHns

JomkHbl 6bITb pa3paboTaHbl U BHeAPEHbI NPoLeaypbl BbI6opa 1 UCNOMb30BaHMs 3aKynaemMblX BHELHUX
ycnyr, o60pyAoBaHuUst U pacxXodHblX MaTtepuasioB. MNpuobpeTeHHble TOBapbl 0653aTe/IbHO OO/MKHbI COOTBET-
CTBOBaTb Tpe6OBaHMsSIM KauecTBa OpraH13aLmm.

O6opyaoBaHve, BK/toUas annapaTtHble CpeAcTBa, NporpamMmHoe oGecrneuyeHue, pacxofHble MaTepuasibl
W peareHTbl, AO/MKHO 6biTb 3alMLLIEHO OT HECAHKLUMOHUPOBAHHbLIX PErysiMpoBOK WM MOCTOPOHHErO BMella-
TeNbCTBA. KOTOPOE MOXET UCKA3UTb Pe3y/ibTaTbl NpeaHa/INTUYECKOTO NN NOCEAYOWMNX 3TaMNOB.

MpumeyaHve — XONOAWMBHUKW, LEHTpUdyra M TpaHCMOPTHble SWMKMA ABAAKTCS Haubosee LIMPOKO WUCMOJb-
3yeMbIM 060pyi0BaHVEM A5l B3ATUS NPO6G.

7.2 TlprvemoYHble NCNbITaHMA 060pyA0BaHNS

O6opyaoBaHMe [O/MKHO 6bITb BEPUMLMPOBAHO NpY NMOJIyYeHUN 1 Nepes, UCNoib30BaHMEM, YTOGbI ya0-
CTOBEPUTBLCS. YTO OHO CNOCO6HO AOCTUUL HEeO6XOANMOV NPOU3BOANTENILHOCTM U UTO OHO COOTBETCTBYET Tpe-
60BaHNSIM. 3asiB/IEHHbIM NPU MNOCTaBKe.

Kaxapblii anemMeHT 060pyA0BaHNs JO/DKEH UMETb YHUKA/IbHYI0 3TUKETKY, MapKUPOBKY WV VHYIO UAEHTU-

dmkaumio.

7.3 TlpoBepka n xpaHeHue

PacxogHble MaTepuasibl LO/MKHbI 6bITb NPOBEPEHbI NPY MOYYEHUN N MPUHATBI NI OTK/IOHEHbI B COOT-
BETCTBUM C YCTAHOBJ/IEHHLIMU TPe6OBaHUSAMU OpraHn3aunn; 3atemM OHU AO/DKHbI XPaHUTbLCS B COOTBETCTBUM C
TpeboBaHNAMN U3rOTOBUTESNA. 3annUCy O NPUHATUN UK OTKa3e OT PacXofHbIX MaTepnasioB A0/HKHbI XpaHUTb-
CA B Te4YeHue onpeaesieHHOro nepnoja BPeEMEHN B COOTBETCTBUN C CUCTEMOM KOHTPO/IA 3a AOKYMEHTaLMein n
3anMcsiMn, YCTaHOBJ/IEHHOW B opraHmsaumn. MoryT NpuUMEHSTbCA 3aKOHoAaTeslbHble M HOPMaTMBHble TPe6o-
BaHUs.

O6opynoBaHne 1 Matepuasbl AO/DKHbI 6bITb AOCTYMHbl B AOCTATOYHOM KOJIMYECTBE M MOAXOAUTb AJ1s
MX npegnosaraemMoro MCcnosib30BaHMA B TUNOBbIX MNpougeccax B3ATUSA, CTabunimsaumu, TpaHCNoOpTUPOBaHUA U
XpaHeHus. MNpu BbIGope 060pyAOBaHMS C/edyeT yunTbiBaTb UCMOIb30BaHNE 3HEPTUU U AAJIbHENLLYIO YTUIN-
3aumio (T. e. 3aWuUTy OKpyXXatoLLel cpeabl).

O6opypoBaHMe N Mmatepuasbl AO/DKHbI ObITb YACTBIMU N HAXOAUTBLCA B XOPOLLEM COCTOsAHUN. PacxogHble
MaTepuasibl LOJ/IKHbI XPaHUTLCSA B KOHTPOJIMPYEMbIX YCNOBUSAX BO BPEMS TPAHCNOPTUPOBAHUS N XPaHEHUS.

BbI60Op YCTPOWCTB A1 B3ATUSA NMPO6 [O/DKEH YUUTbIBaTb HALWOHa/IbHbIE U PETVIOHa/IbHbIE NMpaBuia Tex-
HUKN 6e30MacHOCTHU.

JomkHbl 6bITb pa3paboTaHbl M BHeApeHbl Npoueaypbl Ans 6e3onacHoro obpauieHmns, o6CnyXuBaHus,
TpaHCNOPTMPOBaHUS, XPaHEHUS U MCMOJIb30BaHUs 060pyAoBaHusA, UYTOObI NMPefoTBPaTUTb €ro 3arpAsHeHue

NN noBpexaeHme.

7.4 YnpasneHue 3anacamvi

JomkHa 6blTb NpeAycMOTpeHa cucTema ynpaB/ieHUsl 3anacaMy MaTepuasioB, UYTOGbl rapaHTUpoBaTb
cnepyluee:

a) MaTepuasibl He 6yayT NCMO/Ib30BaHbl NOC/IE UCTEYEHUSA NX CPOKa ro4HOCTY;

b) B Ha/IM4YMM NMEDTCS AOCTaTO4YHbIE 3anachl A4/1s1 06ecneveHnst 4eATeNIbHOCTH; U

C) B Ha/IM4Mn UMeroTcAa nacnopTa 6e30NacHOCTU.
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7.5 TexHuuyeckoe 06C/yXMBaHME U PEMOHT 060pyA0BaHNS

[eNcTBytolne MHCTPYKUMU MO 3Kcnayataummn, 6e30nacHOCTU U TEXHUYECKOMY OGC/YXMBaHUO 060py-
[OBaHUA. BKOYas 0Oy AOKYMeEHTaLUUIo, NpeaocTaB/IeHHYO U3roTOBUTE/IEM 060pyA0BaHNS, A0/HKHbI OblTb
OOCTYMHbl. [JO/HKHbl ObITb NPeAyCMOTPEHbl Mpoueaypbl AN Hag/exallein KasiMbpoBKNM 060py[OBaHUsA. UC-
Nnosib3yeMOro Ha npeaHa/IMTUYeckoM aTane. TpebytoTca Takke AOKYMEHTMPOBaHHblE N 3aperncTpupoBaHHble
npouecchbl U Npoueaypbl NPOUNAKTUYECKOTO 06CNYXMBaHUSA, KOTOpble, KaKk MUHUMYM, COOTBETCTBYHOT peko*
MeHZaumMsM N3rotoBuTens.

O6opypoBaHuMe, UCMONb3yeMoe A5 B3ATUA, 06paboTKM 1 TPaHCMOPTMPOBaHUS NMPo6, AO/HKHO ObITb pas*
paboTaHO M WU3roTOBJ/IEHO U3 MaTepuasioB, NMPUroAHbIX A/ TWaTe/lbHOW BHYTPEHHEN UM BHELIHEN OYUCTKM U
pe3svHdekumn. KpoBatn, CTy/ibS U CTOMELWHULbI A0/TKHbI 6bITb N3rOTOB/EHbI U3 MaTePUasioB, KOTOpble MOTYT
ObITb JIEFKO OYMLLEHbI U NPOAE3VH(ULMPOBaHbI B C/lyyae 3arpsi3HeHus.

Ecnu yctaHoBMEHO, YTO 060pyaoBaHue ABrisieTca AedEKTHbIM, TO OHO 0/THKHO ObITb CHATO C 3KCn/yaTa-
LMW, YETKO MapKMpPOBaHO M Hag/iexalimmMm o6pa3oM XpaHUTbCS A0 TeX Mop. Noka OHO He ByAeT OTPEMOHTUPO-
BaHo. CnefyeT OLeHUTb NocneacTBusA gedekta U NPUHATL No6ble NOcNeAyoWmMe MepPbl B Crlydae UxX HeobXo-
anmocTu. [lo/mkHbI ObITb NPeAoCcTaBeHbl 3anNnUcK, KOTopble NOATBEPXAAIOT TO. YTO BO3MOXHO MCMNOJIb30BaHne
060pyA0BaHs Mocsie NOBPEXAEHNS, HENCMPABHOCTU U PEMOHTA.

JOo/mKHbI 6bITb NPUHATLI pa3dyMHble Mepbl ANA 06e33apaxnBaHna 060pyA0BaHUs A0 Havanla sKcnyara-
LMW. PEMOHTA WM BbIBOAA W3 3KcnyaTauuun. Lo/mkHbl 6biTb 06ecrnedeHbl 6e3onacHble yC/10BUA Tpyga npu
BbIMNO/IHEHNN PEMOHTA M NPeAYCMOTPEHbl COOTBETCTBYHOWME CpPeAcTBa WMHAMBUAYa/IbHOW 3awmnTbl. O6e33a-
paxunBaHue MU yTUAM3aUMsa UCMOMb30BaHHOIO 060pyA0BaHNSA A0/MKHbI O6bITb BbINO/IHEHbI B COOTBETCTBUU C
OENCTBYOLWNMY 3aKOHO4aTeIbHLIMU U HOPMaTUBHbLIMUW TPEGOBAHUSIMU.

7.6 3Okcnnyatauma obopyaoBaHus

K paboTe Ha 060py[0BaHUN A0/MKEH OblTb AOMYLLEH TONbKO OBYYEHHbI N KBaNUMULMPOBaHHbIA nep-
coHas1l. IHCTpyKUMM MO MUCNO/Ib30BaHNIO U TEXHMYECKOMY O6C/yXMBaHUO ob6opyaoBaHus (BkIoYas nobble
COOTBETCTBYHOLME PYKOBOACTBA U UHCTPYKLMN MO NPUMEHEHUIO, MPeAO0CTaBseMble N3TOTOBUTENEM) LOJDKHbI
ObITb OOCTYNHbI ANA NepcoHana opraHusaumn, BKIK4Yas, HanpuMep, MHCTPYKLUUKM No 06e33apaXnBaHuIo LeH-
TpUyr nocne NoIOMKN TpyO.

TemnepaTypa Xo/104U1bHMKA U MOPO3U/IbHOWN KaMepbl A0J/HKHA KOHTPOJIMPOBaTbLCA U PErMCTpMpOBaThCH,
YTOObI UCK/THOUNTb PUCK HEHAZEXHbIX pe3y/ibTaToB. YCTaHOBJ/IEHHbIE AMana3oHbl TemMnepaTyp AO/DKHbI COOT-
BETCTBOBaTb TPeOOBaHUAM K XpaHEHWIO COAEPXNMOrO.

LleHTpudbyrn fo/mkHbI NnoaBepraTbCs Nepuoanuyeckoli NpoBepke MexaHn3Ma oTcuyeTa, CKOPOCTU Bpalle-
HUS N BHYTPEHHEN TeMnepaTypbl: NP HEO6XOAMMOCTU, TO XXe OTHOCUTCS K pedpukepaTopHbIM LieHTpudiyram.

O6opypoBaHMe A0/HKHO ObITb OYMLLEHO W NOAAEPXMBATbCSA B 6e30macHOM paboyemM COCTOSAHMKU. ITO
BK/IlOYaEeT B cebsl NPOBEpKY 3/1eKTp06e30nacHOCTM U YCTPOWCTB aBapuiiHOW ocTaHOBKM, OyHKUMI Ge3onac-
HOCTM Ha yCTpoicTBax A/ B3sTUSA Npob v 6e3onacHoi 06paboTKn, U yTUAn3aumm 6MONIorMYecknx MaTepua-
JIOB YNOJIHOMOYEHHbIMU Nuuamn. TpebyeTca cobnwgartb npegHasHa4yeHHOEe U3roToBUTENIEM UCNO/Ib30BaHue
MeANLMHCKOro U3genus.

7.7 KomnbloTepHoe 060pyaoBaHue

Ecnu gnsa B3ATUs, 06paboTkM 1M 3anucu AaHHbIX UCMO/Ib3YOT KOMMbIOTEPbLI UM aBTOMaTU3MpPOBaHHOEe
ob6opyaoBaHue AN NpeaHa/IMTUYECKOro atana, opraHM3auuns fo/HkKHa o6ecneyunTsb:

a) [OOKyMeHTas/lbHOe OhopM/IeHME N NOATBEPXKAEHME, UTO KOMMbIOTEPHOE MPOrpamMMHOe obecneveHue
NpUrogHo Ans UCnosib3oBaHNs B OpraHn3auny;

b) NPUHATME N BHeApPeHMe NpoLenypbl A1 NOCTOAHHOM 3aWuUTbl LLe/IOCTHOCTU AaHHbIX;

C) TexHU4yeckoe 06CnyXnBaHMe KOMMNbLIOTEPOB N aBTOMaTU3MPOBaHHOIO 060pyAoBaHMA ANnsi obecneye-
HUS Hagnexawero yHKLMOHNPOBAHUA N CO34aHNE 3KOSIOTUYECKUX U 3KCM/TyaTauNoHHbIX YC/10BUIA, HEOGXO-
OVMbIX AJ151 COXPaHEHUS LEeNIOCTHOCTU AaHHbIX;

d) 3aWwmTy KOMMNbIOTEPHbIX NMPOrpaMm HagsexawMm o6pasomM A/1S NpefoTBpalleHns A0CTyna, U3MeHe-
HUS UV YHUUTOXEHNS HECAHKLMOHNPOBAHHBLIMW UL aMU UN HenpegHaMepeHHO; 1

€) Hagnexawum o6pa3oM 3340KyMeHTMPOBaHHble BCe OOGHOB/IEHUS MPOrpaMMHOro ob6ecnedeHuss n
NpoBepPKY Ha NpegMeT UX PYHKLUMOHaILHOCTY 1 NpeanosiaraemMoro Ncnosb3oBaHus.

7.8 3anucu obopynoBaHusA

3anncyu Heo6XoAMMO BECTU A1l KaXAOoro afemMeHTa o60py[oBaHusi, CMOCOGCTBYHOLWErO BbIMO/IHEHWIO
npeaHasIMTMUYECKOro atana. 3Tu 3anucu Ao/MKHbI BKOYATb, KaK MUHUMYM, C/eaytoLlee:
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a) WAeHTUMVKALMOHHbIE AaHHble 060pYyA0OBaHUs, HaMeHOBaHNe U3roTOBUTENs, MoJeflb U cepuiiHbii
HOMEp WY APYTYIO0 YHUKA/IbHYO NAEHTU(VKALMOHHYIO MHGDOPMaLUIO;

b) KOHTaKTHble JaHHble NOCTaBLUMKa UIn U3roToBUTENS;

c) Jarty nonydeHna n gaty BBoga 060py0BaHUsA B IKCN/lyaTtaumio;

d) TeKyllee MeCcTOMNo0XeHne:

e) COCTOsIHME Ha MOMEHT MoJly4yeHus (T. e. HOBOE, UCMNOJIb30BaHHOE N/ BOCCTaHOBJ/IEHHOE);

0 MHCTPYKUUN U3rOTOBUTESS;

[) 3anvcu, NoATBEPXAAOLLME NEPBOHAYA/IbHYHO NPYEMIEMOCTL 060pYyA0BaHNs A1 UCMONb30BaHWs;

h) 3anucy o BbINOAHEHHOM UAW 3aM/IAHMPOBAHHOM TEXHUUYECKOM 06CTY)XMBAHUN U PEMOHTE;

i) 3anucy o NOBpPeXAEHUSX, HEUCMPABHOCTAX, MOAMMUKALMAX U PEMOHTE 060PYA0BaHNS;

j) npeagnonaraemyto faty 3aMeHbl, EC/IN 3TO BO3MOXHO:

K) yBeAoMJ/IEHNE U3rOTOBUTESSI O HEO6XOAMMOCTHM 0T3bIiBa 060PYA0BAHUA U O NPEANPUHSTLIX Mepax.

3TK 3anncy JOMKHbI GbiTb COXPaHeHbl U AOCTYMHbI B TEUEHWe BCEro cpoka Cyx6bl 060pyA0BaHMS Un
B N1t06OI Apyroii nepno BpeEMEHW B COOTBETCTBUU C 3aKOHOAATE/TbHBIMU Y HOPMATUBHBLIMU TPEGOBaHUSIMU.

8 lMpodhunakTnka n KOHTPOIb NHAEKUNIN (6MOBE30MacHOCTb)

8.1 CpepcTBa MHANBUAYA/ILHOW 3alMThI

CpefctBa nHaMBUAYyanbHol 3awmTbl (CU3) AomkHbI 6bITh AOCTYMHbI ANS NIUL,. OCYLLECTB/ISIOWNX B3S-
TMe u 06paboTKy 6uonoruveckoro mMarepvana. CU3 [o/KHbI COOTBETCTBOBATb YPOBHKO pucka. OCHOBHbIe
cpencTBa MHAMBUAYaIbHOW 3aluUThl BKIKOYAKOT 1abopaTopHble WU MeAUUMHCKME XanaTbl U nepyatku. Mpu
Heo6X0AUMOCTU AO/TKHbI UMETLCS B HA/IMUMK runoannepreHHble CU3. Hanpumep HenlaTekCHbIe NepyaTku.

3awpnTHaa ofexaa Ao/hKHA MEHSITbCS Yepe3 COOTBETCTBYHOLLME MPOMEXYTKU BpPeMeHU Ansi o6ecrnede-
HWUS1 YACTOTbI N HEMEAJ/IEHHO MEHSITLCS, EC/IN OHA 3apaXKeHa OMNacHbIMU MaTepuaiamu.

Ecnn cywecTByeT BO3MOXHOCTb pa3bpbI3rMBaHus Npob, a Takke Npu o6palleHnMr C OnacHbIMU MaTte-
puanamy JO/MKHbI 6GblTb B HA/IMUUM U UCTMOMb30BaTbCS 3alUTHbIE OYKU, 3aLIMTHbIE 3KpaHbl 4715 UL, COOT-
BETCTBYHOLME TPeBGOBaHMAM HaLMOHa/IbHbIM HOPMATUBHbLIX AOKYMeHTOB. [oskHa obecneunmBatbCsi [OMOS-
HUTeNbHas 3alMTa rn1a3 NOMUMO KOHTaKTHbIX JIMH3, MOCKOJIbKY SIMH3bI HE 06eCneyYnBatoT 3auThl OT 6GPbI3T.

8.2 TunrneHa pyk

IMrveHa pyk. Kak MUHUMYM, AOJ/DKHA OCYLECTBAATLCS A0 U MOC/ie KOHTaKTa C nauMeHTOM, Npy KOHTakK-
Tax Mexay nauveHTamu, a Takke Moc/e CHSATUSI nepuyatok (CM. MpuioxeHue A). B Tex ciydasix, Korga pyku
rPSA3HbIE UM KAXYTCH TPS3HLIMU, OHU A0/MKHbI 6bITb BbIMbITbI C MbIJIOM M BOAOK. Bo Bcex Apyrux crydasix
[OMyCKaeTCsl UCMO/Ib30BaHNe Ae3VHMPULNPYIOWNX CPeACTB A5l PYK HA OCHOBe cnupTa.

Heob6xoanmMo o6ecneunTb 6ecnpensiTCTBEHHbIR AOCTYN K YCTPOCTBaM AN TMrneHbl pyk (BKaovas cpea-
CTBa 419 Ae3VH(EKLNN PYK Ha OCHOBE CNMpPTA).

MpumeuvaHne — CnupToBble Ae3vHMUMpYOWMe cpeactBa He 3PeKTUBHbI MPOTMB HEKOTOPbIX rAcTPO3IHTe-
PUTHBbIX BUPYCOB, Taknx Kak Norovirus. n BfstoTCA O4HOW U3 OCHOBHbIX MPUYNH BHYTPNOOIBHNYHBIX HADeKumin Clostridium
difficile. Apyrumn Hagnexawmmm cpeactBamu Ae3nHGeKLMN, TaKUMN KaK MbIJ1I0 U BOAA, A0/DKHbI NOMb30BaTbCA NauNeHTbl,
noao3peBaeMble a Ha/IMYMKM 3TUX 3aboneBaHuii.

B Tex cnyuyasx, Korga y nauueHTa WaM y nepcoHasia MMeeTcsl ansfieprys Ha caHuTapHble cpefcTBa Ha
OCHOBe CnupTa, criefyeT PacCMOTPETb BO3MOXHOCTb MCMOJ/Ib30BaHMS TakuMX a/ibTEPHATUBHBLIX CPEACTB, Kak
NpPoAyKTbl HA OCHOBE X/1I0prekcuanHa.

PakoBUHbI A/151 MbITbs PYK HE A0/MKHbI UCMOMb30BaThCA AN YTUAN3auum npoo.

8.3 TpeboBaHUs K NepcoHany

MepcoHan Jo/mkeH nsberaTb HOWEHUS HapPOLLEHHbIX HOITeM, Kosew, 1 N0X0 3aKpPenIEHHbIX HOBENNPHbIX
n3aenuii. HatypanbHble HOIFTU A0/MKHbI 6bITb KOPOTKUMU, YTOGbLI HE AOMYCTUTL pa3pbliBa nepyaTtok. J/ANHHbIEe
BOJ10CbI AO/IXHbI 6bITb 3aKpPeNIEHbI C3a4M.

Heobxogmmo HageBaTb cpeacTBa nHaMBMAyasibHOM 3awmTbl (CA3), nogxogsawme ans BbIMO/IHEHUS KOH-
KPEeTHOM 3adayun, a Takke Haanexauwm obpasom noa6upatb pasmMep M HageBaTb TakMe cCpefcTBa, Kak nep-
yaTKu. MeguLUMHCKME XanaTbl U MacKu.

Ecnn ncnonb3yoT nepyaTkn, OHW JO/MKHbI MEHATLCS MeXAy B3ATUEM O6UOSIOMMYEecKoro mMaTepmana Kax-
[0ro nauueHTa.
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8.4 be3onacHasa ytunmsauus

OpaHopa3oBoe 06opyAoBaHWE crieayeT YTUIN3NPOBaTb NMOC/e KaXA0ro B3STUS GUOSIOrMYeckoro Matepu-
ana. MoryT npMMeHsTbCS 3aKoHoAaTe lbHbIE U HOPMATUBHbIE Tpe6GOBaHMS.

CnepyeT ucnosib3oBaTh 6e30MacHoe 0A4HOPa3oBOe 060py[0BaHME, TAKOe Kak Wr/lbl CO BCTPOEHHbIMU
npeaoxpaHuTeIbHbIMU YCTPONCTBaAMM.

OcTpble NpeameTbl crieayeT yTUIM3MpoBaTh cpasy Nnocsie MCNo/Ib30BaHUs B NMPOKO/IOCTOKNX KOHTENHe-
pax B COOTBETCTBMM C 3aKOHOAATENIbHLIMU U HOPMATUBHLIMU TPEGOBAHUSAMMU.

MUHUMaNbHBLIM TpeboBaHUEM AN pa3fesieHus MeAUMLUMHCKUX OTXOAO0B SIBISIETCS «CUCTEMa C Tpemsi
MYCOPHbIMW Begpamu», B KOTOPOW MpeayCcMOTPEHbI OTAe/IbHble KOHTelHepbl A/ UH(PEKUNOHHbIX OTXOA0B,
NCMNOMb30BaHHbIX OCTPbIX MHCTPYMEHTOB 1 06LLMX OTXO/0B.

Buonormyeckn onacHble 0TXoAbl AO/MKHbI YTUIM3MPOBATLCA B CreUnasibHO OTBe[eHHbIX KOHTelHepax ¢
COOTBETCTBYIOWUMYM CUMBO/SIAaMU GMO/IOFTMYECKOIi OMacHOCTU 1M B COOTBETCTBMM C AENCTBYHOWMUMM 3aKOHOA-
Te/IbHbIMV U HOPMAaTVBHbIMUW TPEGOBAHMSIMMN.

8.5 3awwuTta nauneHTta

Mpw B3ITUK NPO6 A0/HKHBbI UCMO/Tb30BaTLCSA CTEPU/bHbIE OAHOPa30Bble PacxXodHble MaTepuasbl.

XKryTbl AO/MKHbI ObITb 6€3 flaTekca UM Hak/1aAblBaTbCsi MOBEPX OAeXAbl.

MpyY HEBO3MOXHOCTN OAHOKPATHOTO UCMOIb30BAHMS XIYThl A0/KHbI GbiTb NPOAE3NHULMPOBAHbLI MeX-
Ay UCMoNb30BaHUSMN.

OpaHopa3oBbie XUPYPrMyeckne mMackm MoryT GbiTb NpefocTaB/ieHbl NauMeHTaM B TeX C/yvasix, Korga B
nonynsuMm LMpKY/IMPYIOT PECNNPATOPHbIE MUKPOOPraHN3Mbl, A1 COKpalleHUsl MoTeHUMaIbHOro pacnpocTpa-
HEHUS NHDEKUMM AbIXaTeNlbHbIX MyTei, BKIOYas Ce30HHbIe BCMbIWKA Tpunna, Unu yBenndeHns uncnia apyrux
VHEKUWiA, pacnpocTpaHsieMbIX BO34YLIHO-KaNe/IbHOro nyTeMm.

8.6 OuwucTtka n gesnHdexkuma

JIOTKM UNKn Tenexku, ncnosb3yemble ANA XPaHeHUA PacXofHbIX MaTepnanos, A0/KHbI ObITb U3roToB/e-
Hbl U3 MaTepnasnioB, KOTOPbIe MOTYT 6bITb OUMLLEHBI N NPOAE3NH(ULNPOBAHbI.

[na Toro, 4tobbl CBECTM K MUHMMYMY PUCK 3arpsA3HeHns, OKpyXarwollaa cpefa, B KOTOpoii cobupatotcs
npoo6bl, AO/MKHA O6bITb OYULLEHA C/IeAYIOLWLNMM 06pa3oMm:

a) cTynbsa ansa ¢1e60ToOMUCTa, KPOBATM M TOPN30OHTa/IbHbIE MOBEPXHOCTN B MECTax B3ATUA NPO6 (CTONbI,
paboune cTosbl, NPUIaBKK, NOJbl U T. .) OYULLAIOT, N0 KpariHel mepe, exxeqHEBHO 1 B Cllydae 3arps3HeHuns;

b) 30HbI OXUAaHNA NAUVEHTOB AO/MDKHbl OUMLLATLCA, NO KpaliHel Mepe, eXxegHEBHO UMW Yalle B 3aBu-
CUMOCTU OT BUAa NCrosib30BaHuns;

C) MOBEPXHOCTU, KOTOPbIX KacakwTcHa nauueHTbl (Mepuaa namM noBEpPXHOCTU KpoBaTei, Noa/ 0KOTHUKN),
AOJDKHbI O4YMLLIATBCA He peXe OAHOIro pasa B AieHb N MeXay nalneHTamMmn B c/iydae 3arpAa3HeHns;

d) TyaneTbl U ABepPHbIE PYYKN [O/DKHbI OUULLATHCA eXeQHEBHO WM valle, B 3aBUCUMOCTU OT UX WUC-
Nosb30BaHWSA, U cpasy Xe Nocsie ero NCNosib30BaHMs NauMeHToOM C NoA403PeHNEM Ha MHPEKLVNOHHBIN 3HTepUT;

€) wurpywku n nobble apyrne npeameTbl, NPefyCMOTPEHHbIe ANA AeTel, AO/DKHbI OUMLLATLCA HE pexe
OHOro pasa B eHb.

Hanbonee 4acTto ucnosib3yemble Ae3nHuumpylowme cpeactsa NpeactaBisgoT coboi aTun unam mso-
nponunosbivi cnupTt (0T 70 % go 85 %), coegmHeHnsa xnopa (ot 0,01 % go 5 %) nnm YeTBepTUYHbIE amMMO-
HueBble coeanHeHns (0T 0,1 % 80 2 %). Bo Bcex criyyasax [O/DKHbI cO6N04aTbCA MHCTPYKLUUU N3roTOBUTESNSA
(cm. npunoxeHwue B).

8.7 0Ocob6ble Mepbl NPefOCTOPOXHOCTU

Mpoueaypbl C y4eTOM 0COBbIX Mep NPeaoCTOPOXHOCTY AO/MKHbI COBMI0AATLCA NPU B3ATUX NPO6 Y nauu-
€HTOB. TakuX Kak NnaumeHTbl ¢ 0cnabieHHbIM UMMYHUTETOM UM KOTOPbIM TpeByeTcs U30ALus.

9 TllepcoHan

9.1 O6wme NONOXeHNs

[O/MKHbI 6bITb B HANMMYMMN AO/HKHOCTHBIE UHCTPYKLMW, ONpeaensiolwme KBanmukaumio n 0613aHHOCTY
BCero nepcoxasa. Ksanugukauusi osixHa BKIoUaTb B cebsl COOTBETCTBYHOLLEe 06pasoBaHme, Npodeccuo-
HaUTbHYIO NMOATOTOBKY, OMbIT Y NPOAEMOHCTPUPOBAHHbIE HABbLIKW, HEO6XOAMMbIE U LiesiecoobpasHble NocTas-
/IeHHbIM 3a4a4am,
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OpraHmnsauus fosmkHa 6bITb obecneveHa HeOOXOAMMbIMUY Kaapamu (HenoBeyeckKnM pecypcom) ans npo*
BefeHns paboTbl NO B3ATUIO, 06pPaboTKe U TPaHCMOPTMPOBaHMIO B3ATOro 6MOMOrMYecKoro marepuana, a Tak-
Xe BbINOJTHATL PYHKLMN CUCTEMBI YNPaB/IEHUS KA4eCTBOM OpraHu3auuu.

9.2 [loarotoBka M KOMMETEHTHOCTb

9.2.1 TlloagroToBkKa Kagpos

Mpouecc NpuB/eYEHNS HOBbIX COTPYAHWUKOB [0/DKEH ObiTb AOKYMEHTa/lbHO OhOPMJIEH U peasin30BaH.
OH BK/IKOYAEeT O3HAKOMJIEHUE C OpraHusauuvei, ycsioBusamMm HaliMa, KagpoBOW NOJSINTUKOW, CaHUTapHbIMU Tpe-
60BaHMAMN N TpeboBaHMAMK 6e30nacHOCTM (B TOM 4uiC/le B Cyvae noxapa M 4pe3BblYaiiHOW cuTyauumm) u
NobbIMK Cry>6amm rurmeHbl Tpyaa.

MpoleaLie NOAroTOBKY KaApbl AO/HKHbI 3HATL:

a) npoueaypbl B OTHOLEHUN:

- TOYHOW naeHTUMKaLMnM NaLmeHTa 1 B3ATOro 6MON0rMY4ecKoro Mmatepuana;

* Hagnexawmx MeTofoB B3ATUA pasHbIX TUMOB 61O/I0TMYECKOro MaTepuasna, C KOTOpbIMU, BEPOSATHee
BCEro, npuaercs padortatb:

e TpeboBaHWin K XpaHEHMIO 1 06PabOTKe;

- npeacTaB/ieHnsa U AOKYMEHTMPOBaHMS MHOpMaUmn 0 He6GNaronpPUATHBLIX AB/IEHUAX N OPYTUX HECOOT-
BETCTBUSAX;

- NpefoTBpaLleHns NNn 10KaIn3aumm Bo3a4encTBnsa HebnaronpuaTHbIX AB/EHWI (Hanpymep, No4roTOB-
Ka Mo oKasaH o NepBO NOMOLLN);

e ype3BblYaliHbIX CUTyauuii; n

- MUCMNONb30BaHUA KOMMbIOTEPOB N APYIMX COOTBETCTBYHOLLNX MHOPMALMOHHbIX TEXHOOIMIA;

b) npoueaypbl 6e30NacHOCTN N NHAEKLMOHHOIO KOHTPOSIA ANA 3aWMThl NepcoHana 1 naumeHToB;

C) 3aKoHogaTesflbHble N HOPMATMBHbIE TPeb6oBaHNA B OTHOLLEHNN HENPUKOCHOBEHHOCTU YaCTHOW XWU3HU
1 KOH(pnAeHUNaNbHOCTN MHAOPMaLMK O NaUNEHTE;

d) TpyAoBble NpoLecchl U nNpoLeaypbl, COOTBETCTBYIOLWME NO/MKHOCTU.

MepcoHas1, NPOXOAALLNIA NOATOTOBKY, [O/HKEH HAXOANTBCS NOA MOCTOAHHBLIM Hab/1I0AeHNEM.

AdhhekTUBHOCTL NpOrpamMmMbl NOArOTOBKM AO/DKHA NEPUOANYECKN NEPECMATPUBATLCS.

9.2.2 KoMneTeHTHOCTb U HENPepPbIBHOE 06pa3oBaHne

KomneTeHUnA KaAoro coTpyAHuKa, BbIMO/IHAKOWEro NOCTaB/IeHHble 3afa4n, AOJ/HKHA OLeHMBaTbLCs Mo-
c/ie NepBOHavYasIbHOM NOATOTOBKM M Nepuoauyveckn nocsne Hee. NepenoArotoBka M nepearTecTaumsa O0O/DKHA
NPoOBOANTBLCA B Cllydae HeoOXoAUMOCTH.

MporpamMmma HenpepbIBHOIO 06pa3oBaHnsA f0/DKHA OblTb AOCTYMNHa BCEMY MepcoHasny Anasa nogaepkaHus
NPOdEeCCNOHA/ILHOIO PasBUTUA U KOMMETEHTHOCTU. Becb nepcoHan [o/DKeH NpUHUMAaTbL yvacTue B Hernpe-
pbIBHOM 06pa3oBaHuN.

Heo6xo4MMOo BeCTM 3anncu No OLLEHKE KOMMETEHTHOCTU U HEMPEPBLIBHONO 06pa3oBaHuA.

9.3 KoHmAeHUMaNIbHOCTb U A0CTYN K MHhopmMaumnmn

KoHthmaeHUManbHOCTb MHG)OpMaLUK O NMauMeHTe AosHkKHa coboaaTtbes U NoaaepXmBaTbCca BCEM Mep-
CcoHafiloM. MoryT NPUMeHATLCS 3aKoHoAaTe /IbHbIe U HOPpMaTUBHbIE Tpe6GOBaHUS.

[ oKyMeHTMpOBaHHbIe NMpoLeaypbl AO/MKHbI ONPeAeNATb, Kakoi NepcoHast ynosIHOMOYEH:

a) WCMosib30BaTb 3/IEKTPOHHYH MH(POPMAaLMOHHYIO CUCTEMY labopaTopun:

b) wuMeTb AOCTYN K AaHHbIM O NaUMeHTe, B C/lyyae He06X04MMOCTH, 3HaTb 6Ga30BY UHGIOPMaLMIO;

C) BBOOUTb U U3MEHATb AaHHble NaLMEHTa;

d) KoppeKTMpoBaTb pacyeTbl; U

e) mMoanduuMpoBaTb KOMMbIOTEPHbIE MPOrpaMmbl.

9.4 Kagposble 3anmcu

KagpoBble 3anucm BegyTcs, NPefocTaB/IgoTCA B pacnopsikeHne ynosiHOMOYEHHOMY NepcoHany U BK/IHO-
yaroT:

a) ob6pasoBaTesibHYI0 U NPoecCUoOHasIbHYO KBanuukaumu;

b) konun NO6bIX CBMAETENBLCTB NN JIMLEH3WIA, NP HEOBXO4MMOCTN;

C) npeablaywmii onbIT PadoThbl;

d) [AO/MKHOCTHbIE NHCTPYKLNK;

€) CBWUAETe/IbCTBO O 3aBepLleHMn NepBoHavYa/1bHOM NOArOTOBKN 1 NPOdECCMOHa/IbHOM OpueHTaumm Ho-
BOrO rnepcoHasna:

11
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f) cBugeTenbCcTBa O NOATOTOBKE MO TEKYLLMM NPOU3BOACTBEHHbIM 3aaHNAM;

) OLeHKY KOMMNETEHTHOCTMU;

h) gaHHble 0 HenpepbIBHOM 06pa3oBaHUN U AOCTUXXKEHUSX;

0 0630pbI Cry>XeBHOWN [EATE/TBHOCTN COTPYAHNKOB;

j) CcoO0G6LIEHNSI 0 HECHACTHbIX CNyYasx U NoABepPXeHHOCTU NpodeccnoHasIbHbIM pUCKamMm;

K) COCTOSIHME UMMYHU3aLMN, KOTA4a 3TO MMEET OTHOLLEHWNE K BbINOJTHAEMbIM 06A3aHHOCTSIM.

10 VHdopmaums ans nauMeHToB U Nosib3oBaTtenein ycnyr

10.1 VHdopmauus, npegocTaBsisiemMast 1abopaTopusiMu, Noy4yatoWwummn npooébl

MpepgnonaraeTcs, YTO Kaxaas nabopatopusi 6yaeT NpenocTaBisaTb C/eAyowy nHopmaumi ans op-
raHn3aumii. OCyLLEeCTB/IAOWMX B3ATUE BMONONMUYECKOro Matepuana:

a) WHopmaunio, HeoGXoA4MMY A1 B3SATUS BUOMOrMYecKoro MaTepuana M 3anpoca Ha npouenypbl
nccnefoBaHUs:

1) wuccnepgoBaHuWs, KOTOpble NPOBOAATCA Nnabopatopueld, BKAOYas, B COOTBETCTBYHOLWMX CAyYasaXx, WH-
opmaumo 0 TMne, o6beMe GMONONMYECKOrO MaTepuana, chneuyasibHbIX Mepax NpeaoCcTOPOXHOCTU, CPOKax
MCNOJTHEHUS, BUOMOrNYECKNX pedhepeHTHbIX MHTEpPBasax 1 3HaUYEHUSIX KIIMHUYECKUX PeLLEHWA;

2) dhakTopbl, 3aBeJOMO OKa3biBaloLlMe CyLeCTBEHHOE B/ANSHNE Ha pe3y/ibTaTbl UCCMef0BaHNA UAN UH-
TeprnpeTauuto pe3ynbTaToB;

3) DON151 KaKA,0ro MOJIEKYISIPHOTO-TEHETUYECKOTO TeCTa CeAyoLLYyH0 MHOPMaLMIO:

- npegnonaraemoe UCnosib3oBaHne, YTOObI BKIIOUNTL Lie/IEBYHO HYK/TEMHOBYHO KACOTY, KOTOPYHO HEOO-
XOANUMO onpeaennTb NMpu uUccneaoBaHUM (Hanpumep, reHOTUNMPOBaHWE, U3MEHEHUSI MOCefoBaTeNbHOCTN),
LeniM TECTUPOBAHUA U HaA/1eXxallero Mcnosb3oBaHns TecTa U LiesieBol rpynnbl (rpynn) NnaumeHToB;

- cneumduKaLMm NPUMEHUMBbIX 3KCMTyaTauNoHHbIX XapakTepUCTUK, BKAoYast MHhopMaLmio kak 06 aHa-
NINTNYECKOI AOCTOBEPHOCTHU, Tak N O KIIMHNYECKOI AOCTOBEPHOCTY TECTa,;

- orpaHu4YeHuns TecTa;

b) MH(popMaLMo OTHOCUTE/ILHO NOArOTOBKM NauMeHTa:

1) WHCTPYKUUM AN1s NOAroTOBKM NaumeHTa.

2) VMHCTPYKUWUW NO B3ATUIO GMONOINMUYECKOro Matepuana y naumeHTa;

3) nob6ble Tpeb6OBaHUA B OTHOLLEHUW cOrflacus nauneHTa (Hanpumep, cornacue Ha packpbiTue KANHK-
4Yeckoi WMHdopMauMM M UCTOPUN CeMbW COOTBETCTBYHOLLUM MeAMLUMHCKMM paboTHMKaM) B COOTBETCTBMM C
OeNCTBYIOWNMY 3aKOHOAATENbHLIMU U HOPMAaTUBHbLIMU Tpe6GoBaHUAMU;

c) WMHhopMaLMIo, OTHOCSILLYHOCS K B3SITUIO, 06paboTke 1 TPaHCMOPTMPOBaHMIO NPOG:

1) Tvn Npo6bl, KOANYECTBO UK 06bEM U COOPHbLIM KOHTEHEP, YCTPOMCTBO N CUCTEMBI;

2) MUHUMasIbHble TPe6OBaHMSA K B3ATUIO NPOO;

3) noaroToBKy Npoo;

4) CcOXpaHHOCTb NMPo6, CTabU/ILHOCTbL M YC/1I0BUSI TPAHCNOPTUPOBaHUS;

5) MHCTpYKUUM NO TPaHCNOPTUPOBaHUIO NPOO, BKAKOUAA Kakme-nmbo ocobble TpeboBaHUs 06paboTKu;

6) KpuTepun nabopatopun ansi NpMemMa n oTKOHEHUS NPo6;

d) wuvHpopmaunto, Heobxoaumyro fabopaTtopmn 419 CBOEBPEMEHHOIO Havdasia U NpPoBefeHns npoueayp
nccnefoBaHNS:

1) wvHdopmMaumio 0 NaumeHTe, HeOGXoAMMYIO ANS NPOBeAeHUs TECTUPOBAHUA WU MHTepnpeTaumMm pe-
3yNbTaToB MCCNeaoBaHus, BKIlOYas COOTBETCTBYIOLLYHO K/TMHUYECKYH UHPOPMaUUIO U. Koraa aTo NpUMEHNMO,
MHOpMaLUIo O pace/aTHUYECKOW NMPUHaAAEXHOCTU NauMeHTa, UCTOPUIO XN3HMU N/MAn poaoc/ioBHYHO (3abone-
BaHWS Y/1IEHOB CEMbW, HacNeACTBEHHbIe 3a60/1eBaHUs) N MHPOPMALMIO O COrflacun NaumeHTa;

2) [aTy 1 BPeMS B3SITUSI NPO6, YC/I0BUSA XPaHEHUS 1 YC/IOBUS TPAHCNOPTUPOBaHUS;

3) Bpemsi omkcaymm obpasua B 10 %-HOM HelTpasibHOM 3abydepeHHoM dhopmanviHe (NBF);

€) Ha/M4ume KOHCyNbTauuii 1 pekoMeHgaumnii ot naboparopum OTHOCUTEIbHO Bbi6opa 1 3anpoca uccrie-
[OBaHUsA. npeacTaBieHnst NPobbl, MHTepNpeTaunn pe3ynNbTaTtoB U OLEHKM NOCNEACTBUIA MOMYYEHHbIX Pe3y b-
TaTOB UCCNeL0BaHUs;

f) noANTUKY 1abopaTopum Nno 3awuTe JIMYHON NHdopMaL K.

MpvmevaHne — JlabopaTopuy HeCcyT OTBETCTBEHHOCTb 3a MpefocTaB/ieHne MWHGopMauuM 06 uccrefoBaHu-
SIX. KOTOPbIE OHU BbIMNOJIHSIIOT MOJIb30BaTe/IIM CBOUX YC/Yyr, YTOGbl 06/1erynTb Hagnexawuii BbiIGop TeCToB, 3anpochkl HB
TECTUPOBaHWe (MCcrnefoBaHve), B3ATME GMOMOrMYECKOro mMatepuana v o6paboTKy Mpob, a Takke yrnpas/ieHMe yXo4oM 3a
nauveHTamu. O6bIYHO 3TO MpefocTaBrsieTcsi B (DOPMe PYKOBOACTBA WM MHCTPYKUMW nlabopaTtopun no B3ATUIO GUOSIOrv-
Yyeckoro Matepvasia B Ne4aTHOM WU 3/IEKTPOHHOM chopmarTe.
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10.2 VHdopmaumsa ona naunmeHToB

MauneHTam fAo/kHa 6bITb NpegocTaB/ieHa UHDOPMaLUs, NO3BOAIOWAS UM MOHATL PUCKKU, NpenmMyLle-
CTBa U BO3MOXHble pe3y/ibTaTbl Npoleayp B3siTUS GMosiorMyeckoro Matepuana. MHgopmauus aomkHa 6bI1Tb
[OCTyrMHa, 4YTo nogpasyMeBaeT OGbsICHEHVWEe Npouenypbl, HA KOTOPYH NauuMeHT AaeT MHOPMUPOBaHHOE CO-
rnacve. BaxHOCTb NpeaocTaB/ieHNss MHpopMaLMm O NauueHTe U ero CemMbe [0/HKHA 6biTb 06bsICHEHa Nauu-
EHTY B Cc/lyyae Heo6XoAMMOCTU {Hanpumep, A1 UHTepnpeTaumMm pe3y/ibTaToB reHeTUYECKOro NCC/eA0BaHNs).

MNMpumeyaHne — [o NnpoBefeHNs 06Cnef0BaHNA MOXET NOTPe60BaTLCA KOMCYrbTauus cneymanncta-reHeTmka.

MauneHTaM AO/DKHbI ObITb AaHbl YETKME N TOYHbIE UHCTPYKLMM OTHOCUTE/IbHO TPebGoBaHuii K cbopy, Ha-
npumep:

a) nepwvopg ronogaHns Ao B3sATUS GMONOTMYECKOro MaTepuana;

b) nepuog BpeMeHU u cogep)kaHme Kakon-mbo cneymasibHOM AVeTbl A0 B3ATUS OMOOrMYeckoro mate-
pvana;

C) nNeKapCTBEeHHble npenapaTtbl U f06aBKM, KOTOPbIE HE AO0/HKHbI NMPUHMMATLCA A0 B3SiTUS Guonorunde-
CKOro maTepuana;

d) Tpe6oBaHVe B OTHOLLUEHNM KOHKPETHOIO BpEMEHW Noc/eaHel A03bl IeKapCTBEHHbIX NPenapaTos.;

€) HeobXoAMMOCTb BO3AEPXMBATLCS OT KOHKPETHbIX BUAOB AeATeNIbHOCTU A0 B3SATUS GMONOTMYECKOro
MaTepuana,;

0 Tpe6oBaHMe 0 B3ATUN NPO6LI B onpeaesieHHoe BPeMS.

[omkHbI 6bITb AaHbl MHCTPYKUUX MO B3SATUIO BMOOTMYECcKOro MaTepmasna naumeHTa, Hanpumep no c6o-
py nNpo6 cpegHei nopummn moum, cbopy ekasibHbIX NPo6.

WHgopMaLums naumeHTy AosikHa NpefocTaBnsATbCS Ha NMOHATHOM eMy NMPOCTOM s3blke. 10 Mepe BO3-
MOXHOCTUN crefyeT YyCTPaHsSTb S13blKOBble 6apbepbl AN 06ecrneyeHnsi Toro, Ytobbl MHpopMaunus Gblia SICHO
NnoHATa NauneHToM. MUCbMEHHbIE MHCTPYKUUKM (& Takke rpaduyeckme yyebHble mMaTepuasbl, npegHasHayeH-
Hble AN NauMeHTOB) MOryT MCMO/Ib30BaTbCA B AOMOSIHEHNE K YCTHOMY 06LeHMI0. Mpn Heo6XoANMOCTU che-
OYeT Takke pacCMOTPeTb BOMPOC O NepeBoe MHDOPMaLMN Ha ApYTve S3bIKU.

11 ®opma 3anpoca

11.1 dopma a8 3anpoca nHdopmarmm

[omkHbl 6bITb pa3paboTaHbl U BHEAPEHbI Npoueaypbl ANS yNpaB/eHNs 3anpocaMn Ha B3ATue 6uonoru-
yeckKoro matepuana.

VMHdopmMauus gos/mkHa ObiTb AOCTAaTOUYHOW AN naeHTudmkaumm naumeHTa v ynosIHOMOYEHHOro unua,
3anpawmBarollero nHopmMaumio, a Takke COOTBETCTBYHOLWME K/IMHUYECKME AaHHble. MOryT NpUMeEHSTbLCS 3a-
KOHOAaTeNbHblE M HOPMATMBHbIE TPE6GOBaHUS.

MNpumedaHne — B cnyvasx, Korga [OMNYCKaeTCsi 3anpoc WCCMefoBaHUs CcamMuM  MNauMeHTOM, OH cuuTaeTcs
YNOSTHOMOYEHHbIM 3arnpallnBaoLLUM SINLOM.

dopma 3anpoca Wan 3NeKTPOHHbIV 3KBUBA/IEHT AO/MKHbI UMETL NMOMS A/1S crefytollein uHpopmauumn (Ho
He orpaHM4YnBaTbCS):

a) wupeHTUUKaUUS NauueHTa, BKIOYas:

- MM U PaMUVIO NauveHTa v 3KBUBAIEHTHYIO MHGDOPMAaLMIO, ECAIN OHU HeAOCTY MHbI;

- [aTy pOXAEeHWs 1 NOoJ NaUneHTa;

- MECTOHaXOXOEeHUE/KOHTaKTHbIE AAHHbIE NauueHTa: u

- YHUKaNIbHbIA MAEHTUUKATOP NaymeHTa.

MprvMevaHne —YHuKaNbHas WOEHTUUKALMS BKIOYaeT B ce6s OYKBEHHbI W/MAM YMCMOBOIN uAeHTUUKATOP,
Takoii kak HoMep 60/bHULBI, HOMEP MEAVNLMUHCKOW KapTbl UM NEPCOHANBHbBIN MEeANLUHCKUIA HOMED:

b) vMSA nnNu gpyrol yHUKanbHbIN NAEHTU(UKATOP Bpaya UM Apyroro ivua, kopuanyeckn yrnosiHOMOYEH-
HOro 3anpawmBarb 06Cc/ef0BaHNSA UM UCMONb30BaTb MEAULMHCKYIO MHCDOpMaLMIO;

C) afpec N KOHTaKTHble AaHHbIe, MO KOTOPbIM MOXHO MOYYUTb pe3ysibTaTbl, U KOHTAKTHYHO MHGOpMa-
LMIO B Ype3BblYaliHbIX CUTyaUUsaX A58 COOOLEHNS O BaXXHbIX pe3y/ibTaTax:

d) Tun NepBUMYHON MPOOBLI N. NPN HEOOXOAMMOCTU, aHAaTOMUYECKYHD 06/1acTb B3ATUS BUMONOrMYecKoro
MaTepuana;

e) Tpebyemble UCCNef0BaHNsE; a Takxe
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f) KAMHWYeckn 3Ha4YMMy0 MHOPMAaLMIO O NaumeHTe 1 3anpoc.

MpumevaHve — WHdopMauusi, Heobxoaumasi Ansi NPOBEAEHWUSI WCCNEAOBaHWS W WHTeprnpeTauun pesynbTa-
TOB. MOXET BK/OYaTb CBEAEHUSI O MPOUCXOXAEHUW MALMEHTa, ero CemelHyl VUCTOPUI0 Y UCTOPUIO ero MyTelecTBuii un
ANMTeNbHOCTY NPe6bIBaHWsA, MHAEKLMOHHBLIX 3a60/1IEBAHUSIX U APYTYHO MHDOPMALMIO, UMEIOLLYO KIIMHUYECKOE 3HAUYEHME.

MoryT 6bITb NpeAyCMOTPEHbI NOMA A1 NONYyYeHNs AONOSTHUTENBLHOW nHdopMaLmm, Hanpumep:

a) paTa 3anosiHeHus opMbl 3anpoca;

b) paTta v Bpemsi B3ATUA 6GMO/IOTMYECKOTO MaTepuana;

C) MepCoHasbHble faHHble NULA, BbINOJIHUBLLENO B3ATME 6MO0rM4eckoro marepmnana; u

d) paTta u BpemMs NpMHATMA 6GMOM0rMYecKoro Marepuana B fabopatopun.

dopmart popmbl 3anpoca (Hanpumep, 371EKTPOHHbIA UK 6yMaXHbI) 1 cnocob, B KOTOPOM 3anpochbl
[O/MKHbI O6bITb NepefaHbl B 1abopaTtopuio, AOMKHbI 6bITb onpeaeseHbl BO BPEMS KOHCY/NbTauMn ¢ Nosib30Ba-
TensaMmn ycnyr naéoparopun.

dopMbl 3aMpoCcoB, MOJIyYEHHbIE Pas/IMYHbIMU CNoco6aMn, [O0/DKHbl ObITb PacCMOTPEHbl Ha npegmMeT
MOSIHOTbI MHopMauun. Jllobble Nponyckn Tpebyemoin nHopmaumn Ao/HKHbl 6bITb MCNpaBAeHbl A0 Havana
B3ATMsS BMON0OrM4yeckoro matepuana.

11.2 YCTHble 3anpochbl

Heo6xoamMo npesycMOTpeTb npoueaypy 4718 YCTHbIX 3arpocoB Ha uccrnefoBaHusi. [aHHasi npoueay-
pa npegycMaTpuBaeT, YTO BMOCNEACTBUM YCTHbIV 3anpoc AO/KeH GbiTb MOATBEPXAEH (POpMOli 3anpoca B
3M1EKTPOHHOM W/ ByMaXKHOM hopmaTe B TEUEHUE YCTAHOB/IEHHOIO CPOKA.

Mpoueaypa [o/kHA Takke BK/IOYATb B cebs NpoBefeHUEe Heo6XOAUMbIX AEHCTBUNA [/1s1 BO3MOXHOCTU
[OMOSTHUTENbHBIX UCCMeA0BaHWiA, 3aMpoLLEHHbIX MOC/e NPUHATUS GUOMOTMYECcKOro maTepuasia B naboparto-
pun.

11.3 Tpoueaypa konupoBaHna NHdopmaumm

Ecnn vHdpopmaumsi, npeactaBnieHHass B hopMe 3anpoca, NepeHoCcUTcs B CUCTeMY perucTpauum uam
VMHPOPMALMOHHYIO CUCTEMY, OpraHM3almsl o/HKHA UMeTb npoleaypbl Ansi o6ecneyeHust Toro, YTo6bl UHDOP-
MaLusi KONUMPOBasiaCb MU BBOAUACH TOYHO.

[Nns BbIABNEHUS U COKpaWEeHUs ownb60K NpU nepeHoce NPOBOAAT M/IaHOBble MPOBEPKM AaHHbIX MNpu
pervucTpauun.

12 geHTudpukauma naymeHTa
12.1 O6wme NoNoXeHnst

Mpoueaypbl YCTAaHOBAEHMSA JIMYHOCTM MaumeHTa A0 B3STMA NPOo6bI AO/MKHbI BKAO4YaTb TpebGoBaHve O
HaNMuuM No KpailHeli Mepe ABYX YHUKa/IbHbIX MAEHTU(MKATOPOB, OTHOCALUMXCH K NaUMEHTY W YKa3aHHbIX
opraHvsaumen.

MpumeuvaHne — KHorga MoxeT noTpeboBaTbcsa 6o0nee ABYX WAEHTUAUKATOPOB A7 YCTAHOB/IEHUS YHUKaslb-
HOro ngeHTudmkaTopa.

Mpoueaypbl MAeHTUgMKALMM NaumMeHTa Heo6XoAUMbI KakK A1s1 PerysisipHoro B3sATMs 6GUOIOMMYEcKoro Ma-
Tepuana, Tak 1 s Ype3BblyaliHbIX MeANLNHCKUX CUTYaLWIA.

KoHhmaeHUMaIbHOCTb MauMeHTa Ao/MKHA 6biTh 3allyMuieHa B 1to60e BPeMsi B COOTBETCTBMM C 3aKOHO-
AaTeNlbHbIMU U HOPMATUBHbLIMU TPE6OBaAHUAMMN.

12.2 CraHpgapTHas npouegypa ngeHTugurkaunum naymeHTa

Mepen Havyanom 06bIYHOrO cbopa 6UONOrMYecKoro marepmana, UAEHTUYHOCTbL NauvieHTa A0/HKHa OblTb
BepudmLmpoBaHa nuoM, cobmparowmm MmaTepuasn, NCNob3ys Kak MUHUMYM ABa YHUKa/IbHbIX UOEHTU(IVKa-
Topa. Kak yCTaHOB/1IEHO B JaHHOWN MeAMLVNHCKON OpraHmM3aLuin:

a) nauyueHTa NPOCAT yKasaTb MoJiHOe UMSA. MHopMauma, npeacraB/ieHHass B OTBeTe, A0/hDKHa CpaBHU-
BaTbCA C MHpopmauver B chopme 3anpoca U YHUKasIbHbIMU UAEHTUUKATOpaMW, YCTaHOB/IEHHBLIMU OpraHu-
3aumeil.

MpumedyaHne — VcknoueHe MOXeT ObITb cAenaHo B TOM Cc/lydae, €csiv 6uonorudeckuii matepuasn [oJshKeH
ObITb COBpaH N NAEHTUPULNPOBaH aHOHUMHO, B 3TOM C/lydae 6yayT NCNosb30BaHbl Apyrne naeHtTugukaTopsbl;
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b) o Nt6oM HeCcooTBETCTBMM, MYCTb M HE3HAUUTE/IbHOM, Cc/iefyeT cooblaTh COOTBETCTBYIOLEMY Mep-
COHaUly 1 YCTPaHATb ero Ao B3saTus 61M0/10rnyeckoro matepuana.

Ecnv naumeHT He B COCTOSIHMM yKasaTb U NpeacTaBuTb Tpebyemble AEHTU(NKATOPbI:

- JINYHOCTb MOXeT 6biTb MOATBEPXAEHA OTBETCTBEHHbLIM B3POC/bIM, 3HAIOWWUM MauueHTa (Hanpuvep,
POACTBEHHUKOM U/IN OMEKYHOM):

* MS1 NTMLA, NOATBEPAMBLIErO JIMYHOCTL NaLMEHTA, AO/TKHO ObITh 3aperncTpupoBaHo.

MpumeyaHve — K 4uCny NPUUMH, O6BSCHSIOWMX OTCYTCTBME YCTHOrO OOLUEHMsl, OTHOCATCS He3HaHue nauu-
€HTOM fi3blKa /INLA, OKa3blBalOLLEro MeAWLMHCKYIO MOMOLLb, KOTHUTMBHbIE HapyLUeHUsl, NOTepsl CO3HAaHUS W HapylueHue
pe-m.

12.3 VaeHTudpmKaumsi NnaumMeHToB B YUpe3BblyaiiHbIX CUTYaLMsIX

B upe3BblyaliHOl MefULMHCKOM CUTyaumMn HeOMO3HaHHbIV NauneHT OO/MKEH MMETb BPEMEHHOe yA0CTo-
BEpeHMEe JIMYHOCTM [0 YCTaHOB/IEHUS €ero JIMYHOCTU. [N 4YenoBeKa, KOTOPbIA HE MOXET ObITb UAEHTUNLM-
poBaH cpasy, He06X0ANMO:

a) npuUCBOUTbL MauMeHTy B COOTBETCTBUM C OpraHm3auVoHHOW MOSIUTUKON OCHOBHOW MAEHTU(MKALMOH-
HbI HOMEp (BPEMEHHbII):

b) BbIGpaTbL COOTBETCTBYHOLWME (DOPMbI 3arnpoca 1 3anMcartb BMECTE C OCHOBHbIM UAEHTUUKALNOHHBIM
HOMEPOM: "

C) 3anosiHUTb HeOBXoaANMbIe ITUKETKM (METKMN) BPYUHYIO MU C NOMOLLLIO KOMMbIOTEPA Y HAHECTU METKN
CHauvasia Ha 61aHKUM 3a8BOK, a 3aTeM Ha KOHTeHep ¢ 6UOSI0rMYECKUM MaTePUasIOM NMOcCse B3SATUS.

BpeMeHHbIi OCHOBHOW MAEHTU(UKALMOHHBLIA HOMEP AO0/HKEH ObITb NPMBA3aH K MOCTOAHHOMY WAEHTU-
hMKaUNOHHOMY HOMepY A/171 06ecrneyvyeHnss NpaBUIbHOW NAEHTUMKALMKM U KoppenaumMm nHdopmaumm o na-
LUMeHTe 1 pesynbTaTax UccieloBaHUsI.

Bo Bcex cnyvasix MMsi U MOCTOSIHHOE U/ BPEMEHHOe MAEHTUMKALNOHHOE 0603HaUYeHNe AO/MKHbI ObITb
NpUKpensieHbl K Teay naumMeHTa M60 C NOMOLbIO MAEHTU(UKALNOHHOM NOs0Chl, NG00 C NOMOLLLK KaKoro-
NGO aHaNIOrMYHOro YCTPOICTBA, 3a UCK/IHOYEHUEM U30/IMPOBaHHbIX MaUWEHTOB, SIMGO NALMEHTOB C TakuMu
NOBPEXAEHUAMN KOXM, KaK 0XOru, Korga BMecTO Nosioc MOryT UCMNOMb30BaTbLCSA AP/bIKMA HA KPOBaTAX.

12.4 WNpeHTudhmkauns nayMeHTOB — MIaAEHLUEB U AeTel Miajlero Bospacra

UsieH cembM, ONEKYH WAW YNOSIHOMOYEHHbIA paboTHUK 34paBOOXPaHEHUs AO/MKEH ykasaTb UMSA U gaTy
poxaeHns pebeHka. IMa uneHa ceMbW UM ONEKYHa, KOTOPbI/ YCTaHOBWUI JINYHOCTb pebeHka, 1 ero cBsAsb C
pebeHKOM A0/DKHbI ObiTb 3anncaHbl. Ecan naumeHT 6b11 MAeHTUAULMPOBaH cneuMaIncToMm B 06s1actu 3apa-
BOOXPaHeHMs, ero Ms 1 AO/HKHOCTb A0/DKHbI ObITb YKa3aHbl B 6/1aHKe 3anpoca.

NMo6asa ngeHTMrKaLmMoHHas nosoca (ecnn nmeeTcs) A0/HKHA CPaBHMBATbLCA C YCTHOW MHopmauunein n
dopmoit 3anpoca 419 NOATBEPXAEHUSA:

a) uVMeHun pebeHka:

b) patbl poxaeHus pebeHka:

C) nona pebeHka;

d) Homepa 60nbHULbI, TAe HaxoaMTcsa pebeHoK, HoMepa MeAMLMHCKOW KapTbl, MEPCOHa/IbHOIO Meau-
LIMHCKOro HoMepa 1nv Apyroro yHUKasbHoro ngeHtndmkaropa: n

e) dhamuanm matepu unm bamuanm NnpeactaBuTens pebeHka, yKkazaHHOM Ha MOMEHT permcTpaumm.

8 KaxAoi opraHusaumm AO0/DKHbI ObITb Npoueaypbl, NO3BO/AKOLWME pas3nuyartb MAafeHUeB B Criy4vae
POXAEHNS HECKONIBbKUX AETEN.

B3aTne 6Monornyeckoro marepuvana npoBoAAT TONIbKO B TOM C/lydae, ec/in Bce KpuTepun cosnagatot. B
crlyvyae BbISIB/IEHNS PACXOXAEHN HEO6XOANMO BHECTU UCNPaB/iIeHNS N 3a10KyMEHTUPOBaTb UX.

13 NpeHTndmkauma 6nosiormyeckoro matepuana

Ans naeHTUgUKauMmM 6UOMorMYeckoro Matepuasia UCMosib3ytoT YHUKaIbHYO MapKupoBky, o6ecrieuu-
BaloLLY0 BO3MOXHOCTb OTC/IEXMBaHUS NMaUMeHTa, Y KOTOPOro OHU 6bI/N B3ATbl. 3TO TpeGyeT MCNOoMb30BaHMs
OBYX VAEHTUMPMKATOPOB Ha BCEX MapKUPOBKax.

Ans npoeHTudmkKauum 61osIorMyeckoro Matepvasia nauyveHtTa matepuan [O/MKEH OTCMEXMBATbCS, Kak
npaswuso, no oopMe 3anpoca M60 B 6YMaXKHOM U/ 3/1eKTPOHHOM BUeE.
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Pucku, cBsizaHHble C MapKMPOBKOW KOHTENHEPOB ANS 6MO0rMYeckoro mMarepvana Ao B3ATUS, OO/DKHbI
ObITb OLEHEHbI, a Mepbl KOHTPO/A BK/IHOUYEHbI B MPOLIECC, YTOGbI UCK/OYUTL OWWNGKKU. MpeanoytuTenbHas
npakTnkKa MapKMpoBKN KOHTEIHEPOB Nnocsie B3ATUS 6MO0rMYEeCKOro Martepuasa Takke TpebyeT KOHTPOIS.

MaeHTudvkaTopbl NauneHTa AO/MKHbI BK/IlOYaTb B ce6S1 MMSA nauveHTa U ero MAeHTUUKaLMOHHbIA Ho-
Mep. a Takke Bcerga 6bITb YETKO YATAEMbIMU.

JononHutenbHasa nHdopMauusi, KoTopas AoshkHa 6bITh 3anucaHa B popmMe 3anpoca, BK/IOYaeT B Cebs:

a) AaHHble cneyvanncTa, KOTopbI NPoBOAMA B3siTME GMO/IONMYECKOro Mmartepmana:

b) gaTta u. npu HEO6X0ANMOCTU, BPEMS B35ITUsI GMOMONMYECKOro Matepuana.

MpumeyvaHne — LUTpUX-KOAbI 4YacTO WCMONbL3YIOT A1 MapKMPOBKM 6GMOMOrMYECKOro maTepuana, B KOTOPbIX
cofepXxuTcsa Heobxoanmas nHopmMaLms.

MoryT BO3HVKHYTb 0COGble 06CTOATENLCTBA, KOrAa SIMYHOCTL NauueHTa He 6yaeT uaeHTudmMumpoBaHa
B nabopatopuun. B Takmx criydasx Heo6XoAMMO MPUHUMATb Hag/iexallme Mepbl NpefoCTOPOXHOCTM A/ 06e-
CreYeHns YHUKasIbHOM naeHTUgMKaLy GUONoOrMYecKoro Mmatepuana ApyruMmn cpecTBamMmy Ha BCeX aTanax.

14 B3aTtmne 6MoNornyeckoro matepmana

14.1 O6WMe NONOXEHWS

Mpoueaypbl HaAeXalero B3sTs U 06paboTKM AO/MKHbI GbITb AOCTYMHbI BCEM /IMLaM, OTBETCTBEHHbIM
3a npouenypy.

ECnn No Kakoii-Nnnméo NpuymHe NpoucxogaT OTKOHEHMST N UCKIKOUEHMWS, WU AOMNOSTHEHNS K [OKYMEH-
TUPOBaHHbLIM NMpoueaypam, 3Ta MHopmaums Ao/HKHA ObiTb 3anvcaHa U. BO3MOXHO, OO/MKHA 6bITb BK/HOUEHA
B OTYeTbl, coAepXawue pesynbTatbl UCCNeAoBaHNS. dTa MHPopMaLMsa Takke A0/HKHa 6biTb CO06GLieHa CooT-
BETCTBYIOLLIEMY NepcoHary.

14.2 VHpopMupoBaHHOe cornacue

Ha Bce npoueaypbl, NPOBOANMbIE B OTHOLIEHUW MauMeHTa, OH AOJDKEH NMpefocTaBuUTb COOTBETCTBYHO-
ee nHopmmMpoBaHHOe cornacue. Yto kacaetcs 60/bLINHCTBA OObIYHbLIX Npoueayp B3ATUSA GMOI0rMYecKoro
Martepuasia, To coriacue MOXeT ObiTb MOYHEHO, KOrga NauneHT nogaeT 3asiBKy U 406POBOJ/IbHO corslalaeTcs
Ha 00bIYHYIO Npoueaypy, Hanpumep pacnpaMaNeT pyKy A/ NpoBeAeHnNsa BeHenyHKuuuK. MNauneHTtam, Haxons-
LWMMCSA Ha 60/IbHUYHON KOWKe, [0/MKHA ObITb NPeAoCcTaB/ieHa BO3MOXHOCTb OTKa3aTbCsl.

B upe3BblyaiiHbIX CUTYyauusix corsiacue MoXeT 6bITb He MOJTyUYEHO; MPU Taknx 06CToATENBLCTBAaX JOMYCTU-
MO NpoBefeHVe HEOOXOANMBIX MpoLeayp MNpu YC/I0BUM, YTO OHU B MHTEpecax naumeHTa U paspeLleHbl KBa-
IMPUUNPOBaAHHBIM MEAULVHCKUM crneunasinctomM. MoryT NpUMEeHSTbCA 3akoHOo4aTeslbHble U HOpMaTMBHbIE
TpeboBaHus.

PekomeHayemas npakTvka BK/lOYaeT B cebs:

a) nepcoHas, OCyLeCcTBAAIOWNIA Npoueaypy B3sATUsA, 06 bACHAET nauneHTy npoueaypy, MCnonb3ys Tep-
MWHOJIOTVIO. COOTBETCTBYHOLLYHO YPOBHIO MOHMMAaHUSA NaLMeHTa;

b) cornacvie nauveHTa noagTBepXxgaeTcsa 40 Havyana npouenypbl B3ATUS;

C) no60oe COMHEHUEe OTHOCUTENBLHO COr/lacus Ha B3sTMEe BUONOrMYecKoro Mmarepmana nepefaetcs nvuy,
[aBLUeMy 3arnpoc Ha uccrefoBaHue:

d) ecnu nauneHT He JOCTUT COBEPLUEHHOETUS WUIN HE MOXET AaTb cornacve, corsiacme nosydaroT oT
COMpPOBOXAAKOLWEro poamTens N 3akOHHOIo ONEKyHa;

€) ecnu nauueHT OTKasbiBaeTCHa OT Npoueaypbl, MU0, OTBETCTBEHHOE 3a Npouenypy, PErMcTpmpyeT oT-
ka3 n obecnevynBaeT CBOEBPEMEHHOE YBEAOM/IEHME INLA, KOTOPOEe 3anpocusio NccrefoBaHue;

f) nauMeHTy paspeLleHo 0To3BaTb corsacue B /1l060e Bpemsi BO BpeEMS NpoLenypbl;

0) B c/ny4dae HeobxoAVIMOCTU MaumMeHT AO0J/DKEH MONYy4YUTb OOBbSACHEHME M MOoATBEpAUTb, YTO corsacue
pacnpocTpaHseTcs Ha BTOPUYHOE UCNOo/Ib30BaHve BMOoI0rMyeckoro martepmasna, Hanprvmep B uccnenoBaresib-
CKUX Lensx.

14.3 'HCTpYKUUM ANns MeponpusaTuii No B3ATUO 6MOSIOrMYecKoro matepmana

Mpoueaypbl B3ATUS 6MOMOTMYECKOro MaTepuana OT YesioBeKa A0/DKHbI BK/HOUATb CrieAytowmne UHCTPYK-
umu:
a) COOTBETCTBYHLIMIA TN BUOMOTMUYECKOro MaTepuasna, KoTopblii 10/HKEH GbITb B3SIT;
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b) Tpebyembiii 06bEM MM KOMMYECTBO (Hanpumep, 06beM Npobbl, HeobxoauMbIA ANns obecrneyeHus
ONTUMa/IbHOIO COOTHOLLEHWSI KPOBU M aHTUKOArynsiHTa; 06bem, HEOGX0AUMBbIN A5 Npoueayp UCCrefoBaHus);

C) KOHTEMHep Waun yCTPOMCTBO, KOTOpOoe byAeT MCMNoMb30BaTbCs (Hanpumep, BakyyMHble KOHTEMHepbI,
Npo6upkn co crneundnyeckuM aHTUKoarynsHTOM, cheluasibHble 4allky uav Npobupku, cogepxaline cre-
pynbHbIE Cpeabl A/1s1 TKAHEBbIX Ky/1bTYP, Ma3KoB MNOJI0CTY PTa);

d) nobble ocobble CPOKM B3ATUSA BMOAOIMYECKOro matepuasna, npym HeoO6xXo4MMOCTH.

€) npaBwW/bHOE NepemMelLBaHve NPo6 Noce B3ATUS;

f) Bpems dmkcaumm obpasua (Hanpumep, BpeMsi nomelleHns B 10 %*Hblli HelTpasibHbI 3abydiepeH-
HbI hopmaninH);

) B cny4dae Heo6Xxo4MMOCTM, 3anncCb AeMorpamyeckmx AaHHbIX O NauMeHTe, cTaaun 3abosieBaHusa U
0 TOM. cO6MparoTCcA M NPo6bI 40. BO BPEMSI UM MOC/IE J/IEYEHMS, BPEMS C MOMEHTA NMOCTaHOBKU AMarHo3a;

h) 6e3onacHasa ytunmsauma maTtepuasioB, UCMNOMb3yeMbIX B MpoLecce B3SATUS OMONOrMYeckoro mare-
puana.

14.4 O6paboTKa CPOYHbIX 3aNpOoCoB

JomkHbl 6bITb NPesyCMOTPEHbI UHCTPYKLUMM MO MapKUpOBKe, 06paboTke U o6palleHnto ¢ Guosornye-
CKMM MaTepuasioM A/ CPOYHOrO UCC/iefoBaHusl.

WNHCTPYKUMX A0/DKHBbI BK/IHOYATh OCOBGEHHOCTM 11060 crneuvanibHOM MapKupoBKU hopMbl 1 06pasLia 3a-
npoca. MexaHn3ma TPaHCMOPTMPOBaHNS U MO6bIX CNeLnanbHbIX TPEGOBAHUIA K OTYETHOCTY.

14.5 B3aTtue npob Kposu

14.5.1 O6LwWwme NosoxeHn

a) [o/mKHbI NCNO/Bb30BaTbCA O4HOPA30Bble UMJbl, NPEeANOYTUTENBHO C NPeAoXpPaHnTeIbHbIMU YCTPOIii-
CTBaMW Ha HUX. B cnydae apyrnx ycTpoicTB 4715 B3ATUSA NPO6 KPOBU, TakMx, Kak AepxaTenu TpyOoK 1 XryTbl,
crenyeT UCNoNb30BaTb O4HOPa30Bble YCTPOMCTBA (NPY HaInuun).

MpumeyaHne — BbIGOp COOTBETCTBYHOLLErO YCTPOWCTBA M WUI/Ibl MPOBOAAT Ha OCHOBe (DM3MYECKMX XapakTepu-
CTUK BeHbl 1 06beMa cobupaemoit KpoBu. Npu pacyeTe pasmepa UMbl YY4UTbIBAETCA KakK BHELUHWUI, Tak U BHYTPeHHWI ana-
MeTpbl WIbl, MOCKO/IbKY BHYTPEHHWUI AMaMeTp MOXeT ObiTb pa3HbIM Yy YCTPOWCTB C OAMHaKOBbIM BHELIHVMM AUaMETPOM.
BHyTpeHHWIA AnamMeTp Wrbl BAIMSET Ha CKOPOCTb MPOXOXAEHWS KPOEeH yepe3 YCTPOMCTBO M MOXET B/AUATb Ha KayecTBO
nony4vaemori npoobbl;

b) Mpobupkn oT6MpatoT B COOTBETCTBUM C NSIaHUPYEMbIM UCCef0BaHMEM N TpeboBaHMAMN flabopaTo-
pun.

MpumeyaHne — Vicnonb30BaHue NaacTUKoOBbIX pr60K ABNAETCA NpeanovYTUTe/IbHbIM.

c) Bce npobupkn ¢ gobaBkamun AO/MKHbI ObITb 3aM0/IHEHbI C TOYHOCTLIO A0 10 % OT 3asBNeHHbIX 06b-
eMOB.

d) Cpasy nocne B34TnsA Npodbl KPOBU B Npobupkax, cogepxalimx gobasku, cnegyet akkypaTHO U TLia-
Tes/IbHO NepemMeluaTb NyTeM Me/1eHHOro nepeBopayYnBaHns NPOGMPKN B COOTBETCTBUM C HEOOXOAMMbIM KON-
YeCTBOM MepeBopayvmMBaHunii COriacHO MHCTPYKLUUAM U3rOTOBUTENS.

e) JKenatesibHO, YTOObI KPbILWKN HE CHUMa/IUCh /15 3an0/THEHNSA MPOBUPKN UK NepenMBaHnsa KpoBu 13
OfHOW NPOGMPKN B APYTYIO.

0 J[JomkHbl 6bITb NPeAyCMOTPEHbI Npoueaypbl YXo4a 3a nauneHtaMmu, KoTopble UCMbITbIBAKOT Hebnaro-
NPUATHbIE peakuun B NpoLecce B3ATNA Npoo.

14.5.2 Topsgok B3ATUA BMOM0rnyeckoro marepuana

Mopsaok B3ATUA BGMOMOrMYecKoro MaTtepuana, YCTaHOB/EHHbIV B OpraHvsauuu, JOo/hkeH cobniogaTbes
npu B3ATUN HECKO/IbKNX MPO6 KPOBU B XOA€E OAHOM0 B3ATUS BEHO3HOMW U KanuaisipHOA KpOBU.

MpumeyaHve —TlopaAOK OYepedHOCTW, Kak MNpaBuIoO, OMpeaesnsieTcsl Ha OCHOBe WHAopMaumu, noctynatouei
Or U3roToBUTENS MPOBGMPOK, UCMOMb3YEMbIX A/S B3ATUS GUOJSIOTMYEcKoro MaTepuana. Lienb 3akiouaetcs B TOM. UYTOObI
n36exaTb 3apaxeHnsi 06pasLioB Ky/IbTypbl KPOBY U NMEPEeKPECTHOro 3apaxeHunsl 06aBOK MeXAy Npo6upKamu.

14.5.3 Ocobble TpeboBaHUA NPU BbIMOSIHEHUM BEHENYHKLUN

Cnepgytoume o6¢cToATeNIbCTBA CriefyeT yUnUTbiBaTh NPy NPOBEAEHNN BEHENYHKLNN;

a) nepuoabl oTAbIXa 00 B3ATUSA GMOI0rMYecKoro Marepuana gO/HKHbI ObITb onpeesieHbl B TEX CriyyasX,
KOra OHM MMEeIOT BaXXHOe 3HayeHuwe AN KINHWYECKONM MHTepnpeTauuu pesysibTaToB MCCnefoBaHuii; YTobbl
CBECTU K MVHUMYMY B/VSHUA Ha pe3ynbTaTbl UCCeAOBaHus, BUAHWE NOSIOXKEHUS N IN3NYECKON aKTUBHO-
CTU. peKoMeHayeTCs, YTOObI NayMeHT cugen uan oTablxan B TedeHne 15 MyH 40 B3STUA KPOBU;
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b) cnepyeT NnpoBepsATb COBAOAEHME MOObLIX AUETUYECKUX OFPaHUYeHWU, Takux Kak ronog, uiv apyrmx
HeobxoAuMbIX TpeboBaHW K NayeHTam;

c) BPEMS HAJIOXEHUS XryTa He AO/DKHO NpeBbIwaTb 1 MUH;

d) cnepyet usberatb CXMMaHWUA Kysaka nan «paboTbl KysiakoM» A1 NpesoTBpaLleHNs I0KHO BbICOKO-
ro YpOBHS Kanusi.

€) MecTO A1 NPOoBeAeHN BEHENYHKUMW AO/DKHO BblOMpaTbCA Tak. 4TOObI CBECTU K MUHUMYMY PUCK MO-
BpeXaeHNs HeEPBa,;

f) YMC/0 NOMbITOK BEHEMYHKUNN AO/HKHO ObITb OrpaHNYEHO;

0) Npy B3ATUM NPo6 KPoBU A/18 NoceBa AO/HKEH MCMNO/Ib30BaTbCA CTPOrMii aCenTUYECKN A MeTo4, N A0SK-
Hbl COBNOAATHCA MHCTPYKLUN N3rOTOBUTENS MO UCMO/Ib30BaHUIO CMapeHHbIX a3pOobHbIxX/aHa3apOOHbIX BYThISIOK
C Ky/IbTYpOW KPOBUY;

h) cnepyeT nsberatb y4acTKOB, B KOTOPbIX UMEKTCA NPU3HaKM PUCTYNbI;

O cnepyet usberatb 0651acTein ¢ NpM3HaKamu OTeka, reMmaToMbl, OOLIMPHbIX PY6LOB, CBEXMX TaTynpo-
BOK. 0XXOroB, MOBPEXAEHHbIX UM 3aKYNOPEHHbIX BEH;

j) cnepyet Takke nsberaTb MCNOMb30BaHUSI PYKU C TOM CTOPOHbI, HA KOTOPOI NpoBoauiacb MacTaKTO-
MUS. UM PYKN C Napasinyom;

K) KpPOBb He A0/HKHa CO6UpaTbCs U3 PYKU, B KOTOPYHO BIMBAETCS Kakas-nbo XUAKOCTb, C/IN TOMbKO He
MPUHUMAOTCA N HE PErMCTPUPYIOTCA Haaiexallme Mmepbl NPeSOCTOPOXHOCTMU.

14.5.4 KanunnspHasa NyHKUUA y B3pOCbIX

VHCTpyKUMA NO npoueaype KanuinsapHoM NyHKUMW Y B3POC/bIX A0/DKHA BK/IHOYaTh B Ce6S creaytoLlee;

a) BbIOOpP COOTBETCTBYHOLLEIO MecTa npokosa.

MpumeyaHne — EcnvM B KadecTBe MecTa MpoKosia UCMOsb3yloT nasel, TO NpeanoyvtuTesibHbIM ABMSIETCS Ccpea-
HUIA NN 6e3bIMSHHBINA Nanen:

b) o6nacTtu, KOTOpbIX criegyeT nsberartb, TakMe Kak OTeYHble, TPaBMWPOBaHHbIE U pPaHee MPOKONOTble
y4acTKu;

C) HarpeBaHve MecTa Npokona A4 yBe/IMYeHNs KpOBOTOKa,;

d) ouucTka v ge3vHpeKLna MmecTa NpoKosna;

€) ypaneHve NepsBoii Kanam KPOBU A0 Hayana B3ATUS KPOBW, €C/IN TOIbKO 3TO CneunasibHO He NPOTUBO-
rnokasaHo /1 TecTa;

f) wm3beratb coaBMBaHusA, YepnaHUA UM COCKabNMBaHNA MecTa NpPoKona;

[) MapK1npoBKa Npobbl 1 BpeMms ee B3ATUS;

h) noagTBepxaeHne TOro, YTO KPOBOTEUYEHME NPeKpaTUIOCh A0 3aBeplleHns npoueaypbl B3ATUA Npobd y
naumeHTa;

O npaBuibHasA yTUAN3auna NaHUETHOro/HaApe3Horo yCcTpolicTBa U APYrnx 3arpsA3HEeHHbIX MaTepuasios,
Taknx Kak Mapns v nepyartku.

1455 [llepgmatpunyeckasa BeHeNnyHKUNSA

1455.1 O6wWue NonoxeHus

BeHenyHKuus y aeteli B Bo3pacTe A0 ABYX JIET OCYLLECTB/SAETCA OMNbITHbIM NEPCOHa/IOM, KOTOPbIA No-
HMMaEeT N MOXET CNPaBUTbCS C NOTEHUMaIbHbIMW OMACHOCTAMMW U pUCKamu, CBA3aHHbIMU C 3TOW Npoueaypon.

1455.2 TllogrotoBka naymeHta

[na negnatpryeckoro naumeHTa Heo6xo4MM 0CobbIli YX04 U BHAMaHWE.

B 3aBMCMMOCTM OT Bo3pacTa pebeHka 3TO MOXET BK/toYaTb B ce6A MeToAbl OTB/IEYEHUS, a TaKkkKe KOX-
HYIO aHecTe3nto.

MprvmMeyaHve — HeKOTOpbIM Fpynnam neAuaTpPUUYecknx GOJbHbIX MOXET YrpoXaTb OMacHOCTb TOro, 4YTO OHU
GyayT BecTu cebsi arpeccuBHO (Hanpumep, cTpajalolive paccTpolicTBamMy pasBUTUS U ayTU3MOM), U MO3TOMY A/ ycneLl-
Horo 1 6e3onacHoro B3siTus Npo6 TpeGyeTcs He TOJ/IbKO cnelnasnibHas NoAroToBKa, HO Y AOMOMHUTE bHbIA NepcoHarn.

14.5.5.3 MeToabl B34TUA

Moaxoasawas metoguka B3aTUA Npob KPpoBwW (T. €. BEHEMYHKLMS UKW B3ATME KPOBU U3 Kanunispa) AOSK-
Ha 6bITb BbIGpaHa Ha OCHOBE NpoLeayp, KOTopble NPUMHUMaloT BO BHUMaHMe:

a) BO3pacT;

b) o06Luee cocTosAHNE 340POBbLS;

C) BeC M poCT unin gpyrve domsnyeckme AeTepMnUHaHThbI,

d) Tpebyemble uccnenoBaHuA.

Mpun B33TUKM NPO6 KPOBW y AeTeli criefyeT CNo/b30BaTb NPOBVPKM Masioro o6bema.
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Mpoueaypbl B3ATUS GMONOrMYECKOro MaTepuasia AO/HKHbl B MaKkCMasibHO BO3MOXHOW CTEMNEHU CBOAUTb
K MUHUMYMY Heyao6cTBa ans pebeHka. [o/KeH perucTtpupoBaTbCsl Ype3MepHbIid nad, NOCKOIbKY OH MOXET
NoBANATb Ha pe3y/ibTaTbl UCC/Ie40BaHNS.

MakcuMmanbHbIi 06bEM KPOBUW, COGMPaeMoil y neamnaTpuyeckoro nauvieHTa, onpegensieTca Becom. Me-
OVUMHCKWIA NN CECTPUHCKNIA NepcoHasl PerucTpupyeT B KapTe naumeHTa obliee KOfmM4yecTBO KpoBW, cobpaH*
HOW Ha KaxX[0W BbI6OPKE y NauneHTOB negnaTpnyeckoro npodunns, NogBepXeHHbIX ASTPOreHHOM aHEMUI.

MprumeyaHne — PykOBOACTBO B OTHOLUEHMM OrpaHuyeHuii o6bema npob kposu (0T 1 % Ao 5 % ob6uwero o6b-
emMa KpoBU B TeuveHue 24 4 n Ao 10 % obero o6beMa KpoBM B TeYeHMe BOCbMU Heflesib) COr/lacytoTCs € OrpaHUYeHHbLIN
MMELWMMNCA AaHHBIMW O MUHUMa/IBHOM PUCKe A/1A AeTel.

PekomeHayeTcs ycTaHOBUTb 60JiIe€ HU3KME MpefesibHble 3Ha4YeHust A1 GONbHbIX AeTell U1 MakCUMyM
3 cm® (M) Ha KunorpamMm Beca /1l HOBOPOXAEeHHbIX B nNpeaenax 24 4y (3.8 % oT o6liero o6bema KpoBu), 4To
ABNsSeTCcA 060CHOBaHHbLIM MOAX0A0M, XOTS KaKAbIA Criyvali fO/HKEH OLEeHUBATbLCA MO ero kadyectsam, 1 MOXeT
notpeboBaTbCA 60/IbLIAaA OCTOPOXHOCTbL B OTHOLLEHUN AeTel ¢ 3a601eBaHUSIMU, KOTOPble NPENATCTBYHOT BOC-
NOIHEHVIO 06 bEMa KPOBU NN FeMornobunHa.

14.5.6 TlMegnaTtpunyeckas KanuanapHasa NnyHKUns

Mpouenypy B3ATUSA KanuISIPHO KPOBM Yy MiafieHLEeB 1 NOAPOCTKOB A0/DKEH MPOBOAUTL OMbITHLIN Nep-
CoHan.

Bbi6ypaloT nogxoasuiee MecTto Mpokona; MnageHuam maagwe 6 Mec He [O/MKHbl AenaTtbCsa NPOKOSbI
Ha nanbLax.

MpumeuyaHne — BoKoBas WM MeAuasibHas MOAOLWBEHHAA MOBEPXHOCTb MATKU 06bIYHO ABMSETCS MECTOM Bbl-
6opa o151 AeTeli B Bo3pacTe [0 O4HOI0 rofa Uim Tex. KTo eLle He Hauyasl Xo4uThb.

NaHueTbl unn nessua gnuHon 6onee 2.0 MM MOTYT NPOKO/OTb MATOYHYIO KOCTb HOBOPOXAEHHOIO U Mo-
3TOMY He J0/DKHbI UCMO/Ib30BaThCS.

Mpoueaypbl B3ATUA 6MO0/I0MMYECKOro Matepuasia JO/MKHbI ObITh TakMMK Xe, Kak 1 A5 B3poc/bIx (nepe-
yncneHbl B 14.5.4 a) — i)l m

14.6 Mpouenypbl 419 pa3inyHbIX TUNOB BMOOrMYECKOro Mmatepuana

B nabopatopun Heobxooumo pa3paboTaTtb M BHeApATb Npoueaypbl ANs NpPOBeAeHUs uccrefoBaHus
pas3/inyHbIX TUNOB OMOMOIMYEeCKOro marepmana, nosyyaembix nabopaTopueil onsa UccnefoBaHus, B YacTHO-
CTU:

a) Masku;

b) MoOKpoTa;

C) pekasibHble NPO6bLI:

d) wmoua;

€) BbIOOPKM AN NPoBepkn hepTunbLHOCTU (Cnepma):

f) CcNUHHOMO3roBble XUAKOCTH;

D) ApYTve XUAKOCTU B OpraHu3me:

h) 6uoncumn n gpyrmue o6pasubl TKaHel;

i) 06pa3subl Ansa yutonornv (Masku ManaHukosiay. TOHKWE UM/1bl, aCAMPaLMOHHbIE XUAKOCTN).

B COOTBETCTBYHIOLMX C/yHasiX AOJ/DKHbI ObITb AaHbl MHCTPYKLUM MO NOATOTOBKE nauueHTa. [Jo/mkHbl 6bITb
npefocTaBfieHbl COOTBETCTBYIOLNE KOHTENHEPBI 419 B3ATUA BMOMOrMYecKoro marepumana.

15 LlenocTHOCTb U CTabuIbHOCTb BUOIOTNYECKOro MaTtepnasia

15.1 UenocTHOCTb

Bo n3bexaHne HapyLlleHUs LenoCTHOCTM BMOIOrM4eckoro Matepmasa, YTo B CBOKO ovyepeflb MOXET Mo-
B/INATb Ha pe3y/ibTaTbl UCC/1ef0BaHNsA, HEO6X0ANMO 0becneunTb cneayroLlee:

a) NPOBUPKM U KOHTENHEPbI A0/MKHbI XPaHUTBCA B COOTBETCTBUN C MHCTPYKLUUSAMUN U3rOTOBUTESS;

b) uncnonb3oBaHue Ui ¢ He6ONbLUIMM OTBEPCTUEM MOXET BbI3BaTb reMOosIM3, U ero criegyet nsberatb:

C) cnepgyet nsberaTb TPABMUPYHOLLNX UM MOBTOPHbIX NOMbITOK BEHEMNYHKLNN;

d) npobupkn ¢ npobamn [O/MKHbI 6bITb Hag/eXxawym ob6pa3oM nepemellaHbl C KOHCEPBAHTOM cpasy
nocne B3sTMs NPoo;

€) cneayeTt nsberatb UPE3MEPHOro NepeMeLLIMBaHnsA NPoOobI;
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f) Bo/mkeH 6bITb YKasaH 1 cobpaH Heo6X0ANMbIN 06beM NPOObI;

[) cnepyeT cobpaTb YCTaHOB/IEHHbI 06bEM AJ/151 NPaBU/IbHOIO COOTHOLLEHNS NPOObLI U f06aBKK;

h) go/mkeH ncnonb3oBaTbCs KOHTEHep € go6aBKamMu ANs B3ATUSI COOTBETCTBYHOL e/ NPO6bI.

Mpo6bl AO/MKHBI XPaHUTLCA NPY TeMNepaType 1 B YC/IOBUSAX XpPaHEHWs, KOTOPbIE COXPaHAIOT UX LesocT-
HOCTb 0 MOMEHTa, Korga MoryT 6bITb NpoBeAeHbl NCCNef0BaHUsA, a Takke B TedeHue nocrieayoLllero ycra-
HOBJIEHHOrO Nepuroja BpeMeHU, ecnu TpebyroTcs AOMONIHUTEIbHbIE UCC/IelOBaHVS.

NabopaTtopus, nony4varowas nNpobbl KPOBWU A/18 UCCeAOBaHMS OT 3akasuuka, AOo/hKHa NpefocTaBUTb
eMy WMHCTPYKUMM Mo Tuny Npobupkn (KOHTeliHepa), B KOTOPOW AO/DKHA XpaHUTbCA npoba, n MHgopmauuo o
TemMrepartype XpaHeHus, BK/IYas LUWKIbl U MPOAOI/DKUTENIbHOCTL BPEMEHU 3aMOpPaXMBaHUA - OTTaMBaHUs
Ana Bcex nNpob6.

[na 6rnonornyecknx XunakocTei cnegyeT ykasbiBaTb MHpopmauuio o Tune npobbl, TUMe KOHTelHepa,

nepvoge BpemMeHW A0 LEHTPUQYTMPOBaHUs, LEeHTPUYrMpoBaHUK, nocse LeHTPUGYrMpoBaHusa u a/nTesb-
HOCTM XpaHeHus.

[ins 06pa3uoB 6MosorMyecknx TKaHei [o/MKHbI 6bITh 3anucu, No KpaliHeli Mmepe, o Tune o6pasua, Tune
B3ATUs1 06pasLa, BPEMEHN MHTPAKOPNOpPasibHOW UeMUKN, BPEMEHM 3KCTPaAKOPMNOPasIbHOrO XpaHEHUs, TUMe U
BpeMeHU oukcauuu, Tune 1 BPEMeHN XpaHeHusl.

Mpoueaypbl 4718 NOAAEPXaHWS LIeNIOCTHOCTM 06pa3LoB B TeueHre BCEro npouecca npeaHa/iMTu4eckoro
aTana fo/MKHbI 6bITb BA/IMAMPOBaHbI 1 NEPUOANYECKUN MPOBEPSTLCS.

15. 2 CtabunbHOCTb

Na6opatopusi, nonyyatollasi 6MOMIOTMUECKUA MaTepran A1 UccrefoBaHus, UHPOPMUPYET 3aKa3uuka,
npefocTaBuBLLEro Matepuas, 06 ONTUMasibHOW TemnepaType XpaHeHWsi U NPOoAOHKUTE/IBHOCTU ero XpaHe-
HUS.

MpumeyaHve 1 — CTabWNbHOCTbL MoApa3lymMeBaeT, 4TO 6MOMOrMYeckWii mMaTepuan 6GyaeT MoAdepXuBaTb 3a-
JaHHOe 3HaYeHNe CBOICTBA B YKa3aHHbIX Npefesniax B TeYeHre onpesesieHHOro nepuoga BpeMeHu.

MprvmeyaHve 2 — YC/OBUsl, KOTOpble MOFYT B/USITb Ha CTaBU/ILHOCTbL 6MOSIOrMYEcKOro maTepuana, nogJie-
Xallero uccnefoBaHuio, BK/OYAKOT MeTabonmM3M KIeTOK KPOBM, MCMapeHue, XMMUYeckue peakuuun, MUKpobrosiormyeckoe
paznoXxeHvie UM N3GbITOUHbI POCT, BO34eNCTBUE CBETA, Ta30ANdIdY3nN. 3arpsi3HeHre, BPEMS], TEMMEPATYPY U YTEUKY.

MH(bOpMaU'I/IH O CTabunNbHOCTU MOXET BKIOYaTb BPEMEHHbIE paMKN, No NCTEYEHUN KOTOPbIX MOXET

ObITb HapylleHa CTabuNbHOCTb OMO/IONMYECKOro MaTepuasia UM U3MepPSIEMOro aHauTa. noanexawero o6-
Hapy>XeHuto.

15. 3 Ctabunuzauyms

HekoTopble 6UOMOrMyeckne mMatepuasibl, BO3MOXHO, AO/DKHbI MPOATU MPOLECChl CTabunmMsaunn nepes
TpaHCNoOpTUPOBaHMEM B /1Ta6OPATOPUIO HA UCCrief0BaHMe.

MpuMepamMn CTabunM3aunn sIBASOTCS: LEeHTPUYrnpoBaHme Ans oTAesleHNsl CbIBOPOTKU OT K/1eTOYHOro
KOMMOHEeHTa NPo6bl KPOBU, MOArOTOBKA MAa3KOB KPOBW B C/lyyae Npo6 reMatosiorMn U XpaHeHue npobG npwu
onpepaenieHHon TemMneparype.

JNlaGopaTtopusi, NpuUHUMaloLasl 6UonorMyecknii Matepuan AN UCCNeAoBaHusl, AO/KHA YKas3aTb, Kakue
M3 HUX HYXOAlTCsA B CTabUN3aUuM U B TEUEHME KAKOrO BPEMEHU OHM MOTYT XPaHUTbCS A0 MPOBEAEHUs CTa-
6unmsaumn. Ty MHGPOPMaLMIO NPeAoCTaB/IsOT NEPCOHasTy, OCYLLECTB/SIOWEMY AeATe/IbHOCTb MO CTabunu-
3auun.

16 TpaHcnopTupoBaHue
16.1 O6wWue nonoxeHus

[omkHbl 6bITb NPeAyCMOTPEHbI NMpoLeAypbl YNakoBKM U TPaHCNOPTUPOBaHUSA 6UOMIOrMYEecKOro MaTepu-
ana. TpaHcnopTUpoBaHWe OCYLLECTB/ISAIOT B COOTBETCTBUN C 3aKOHOAATE/IbHbIMW U HOPMaTUBHbIMW TpeboBa-
HUAMWN.

MauneHTbl MAn Nbble gpyrue nvua, NepeBo3smne 6MONOrMYecknii matepran, 4O/MKHbI 6bITb MHpOP-
MUPOBaHbl 06 OMAacHOCTAX, CBSA3aHHbIX C MOJIOMKaMN U Pa3/IMBOM, U A0/KHbI 6bITb MHPOPMMPOBaHbI 0 6e3-
onacHoOM 1 Hag/iexallem obpalleHnn 1 ynakoBke A1 TPaHCNOPTUPOBaHMS.

MpumeuaHne — BuosiorMyeckue maTepuanbl A1 TPAHCMOPTUPOBAHUS OMPEAensAloTCA Kak codepxkaliue na-
TOrEHHbIE MUKPOOPraHU3MbI.
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16.2 TpaHcnopTMpOBaHMe BMOOINMYEeCKOro Mmarepmana

TpaHCnopTMpOBaHMe B flabopaTopuio A0/MKHO OCYLLECTB/ISATLCSA B COOTBETCTBUU C UHCTPYKLUMSIMK, Npe-
[0CTaB/IEHHbIMN nabopaTopmeil.

a) TpaHCcNopTHble KOHTENHEPbI A0/MKHbI O6bITb BaIMANPOBaHbI HA COOTBETCTBME TpeboBaHUAM, Npeab-
SABNSEMbIM K HAM. OHU A0/KHbI BK/IHOUYAaTbL 06ecrneyeHne COOTBETCTBYIOWMX TeMMNEPATYPHbIX YCNOBUIA N KOH-
TPOJ/Ib LMK/IOB 3aMep3aHns — oTTanBaHnsl BO BPEMS TPaHCNOPTUPOBaHUS.

b) MMpu TpaHcnopTUpoBaHUM GMOIONMYECKOrO MaTepmana 3a npegesbl nabopaTopun Ha BHELUHENR yna-
KOBKE repMeTUYHOro KOHTENHepa AN TPaHCNOPTUPOBaHUSA A0/HKHA BbITb yKasaHa KOHTakTHas MHpopMauus 06
OTBETCTBEHHOM /IMLE N BMOAOIMYECKO ONacHOCTU. B UpesBblvaiiHO cuTyauum npeacTaBuTesNiv OpraHoB BacTu
[O/MKHbI 3HATb, K KOMY obpaujaTbcs. MoryT NpuMeHSTbLCS 3aKoHOA4AaTe/IbHbIE U HOPMAaTUBHbIE TPEGOBAHUA.

c) TpaHcnopTMpoBaHMe [O/MKHO obecneymBaTb LE/IOCTHOCTbL BUOIOrMYecKoro Matepmana, NnpeaoTBpa-
WwaTb YTEeYKY U CBOAUTb K MUHMMYMY NMepemMellnBaHne COAepPXMMOro Npobmpkn, YTobbl YMEHbLUNTL NposiB/ie-
HUA remosinsa. Ocobble TPaHCNOPTHblE TPEO6OBaHUA OoNpeaenstoTcsa B TOM C/y4ae, Koraa OHU UMeKoT peLuato-
LLlee 3HaUeHMe O/1s1 NPOoBeAeHUsa UccefoBaHuns.

d) Bo nsbexaHne nopym B criydae yTeukn oopMbl 3anpoca Ha B3sATUE Npo6 v nbas gpyras goKyMeH-
Taumsa He AO/MKHbI HAXOAUTLCS B HEMOCpPeACTBEHHOM KOHTaKTe ¢ npo6amu.

e) KoHhnaeHUuManbLHOCTb NaumeHTa Ao/MKHa 6bITh 3allMileHa B NPOLECCE TPaHCMOPTUPOBaHKS.

0 /ltob6ble OTK/IOHEHUSI OT YCTaHOBJIEHHbIX YC/IOBUIA UAN 3a4ePXXKN PEMMCTPUPYIOT U BKIKOYAOT B OTYeT
no nccnefoBaHuio.

16.3 KOHTpOs/ib KayecTBa

[na obGecrneyeHnsi kadecTBa TPaHCMOPTUPOBAHUSA GUO/IOTMYECKOro MaTepuana AO0/MHKHbl KOHTPOSIMPO-
BaTbCA:

a) CpOoOKW, COOTBETCTBYHOLLME TPeOYEMbIM NCC/EA0BaHUSAM;

b) npegenbl TemnepaTypHOro MHTepBasia, YCTAHOB/IEHHOIO A/ B3SATUA U 06paboTKM GMOIOrMYECcKOro
MaTepuasia C UCMNOo/Ib30BaHMEM COOTBETCTBYHOLLMX KOHCEPBAHTOB A/1 06ecnevyeHns LenocTHOCTU 1 CTabub-
HOCTU; 1

C) ob6ecnevyeHne LenoCTHOCTU KOHTENHEPOB C 6MOIOTMYEeCKMM MaTepuasioMm 1 6e30nacHOCTb MepeBo3-
yYMKa. MH(POPMMPOBAHHOCTbL LUMPOKOW O6LLECTBEHHOCTM N MPUHUMAalOLWE flabopaTtopum B COOTBETCTBMU C
YCTaHOB/IEHHbIMW TPE6GOBaHUSAMM.

17 lMony4yeHne u oueHKa 6MoI0rM4ecKoro matepumana

17.1 O6wwme NonoxeHus

VHdopmaums, Heobxoanmasa ONA BbIMOSIHEHWA MPOLLECCOB MpremMa, OUEeHKW, 06paboTkM M XpaHeHus,
[OJ/IXHa ObITb ONMcaHa B CTaHAapTHbIX Npoueaypax. Mpouenypbl NpyemMa fO/HKHbI OXBaTblBaTb BCE TUMbI 610-
Nornyeckoro matepuana, nosayyaeMoro naboparopuei.

Bce 6uonornyeckne marepuasibl, NosyyeHHble fabopaTopuen, OO/IKHbl CUCTEMATUYECKN aHasIn3npo-
BaTbCs U OLEHNBATBCA B COOTBETCTBUN C [JOKYMEHTUPOBaHHbIMY B /1a60paTtopun KpUTEPUsMn npuemaemocTu/
OTK/oHeHUsA {cMm. 17.2).

Buonornyeckne matepunasbl 4O/DKHbI 6bITb OQHO3HAYHO MPOC/IeXMBaeMbIMU NO dOpMe 3anpoca 1 map-
KUPOBKe A1 MAEHTUULMPOBAHHOIO NauMeHTa.

17.2 Kputepuun gns npuHATUA UIN OTK/IOHEHNA

Mpoueaypbl NpuemMa [O/MKHbI BKAKOYATb KPUTEPUW MprYemMa U OTK/IOHEHUSI BUOMIOrMYEecKoro martepusa.
Ecnn 6uonorvyecknii maTepman He COOTBETCTBYET KpUTEPUSM NPUEMIEMOCTH, YNOSTHOMOYEHHOE /INLO, YKa-
3aHHOe B hopMe 3anpoca, AO/TKHO ObITb HeE3aMeA/ INTeNIbHO YBEAOMJIEHO.

MpUYMHbI OTKNIOHEHUSA N3-3a:

a) HenpaBWIbHOIO O6paLeHNsa NN TPaHCNOPTUPOBaHUS:

b) OTCyTCTBUA MapKMPOBKN UM HENPaBU/IbHO MapPKUPOBaHHbIX KOHTEMHEPOB:

C) HecoOTBETCTBMS Mexay MapKUpPOBKOM 1 (hOpMOii 3anpoca;

d) OTCyTCTBUS YHUKa/IbHbIX UOEHTU(PNKATOPOB Ha MaTepuasie nan B oopme 3anpoca;

€) W1Cnosib30BaHUsi HECOOTBETCTBYIOLNX aHTUKOAry/ISiHTOB, HEMPaBWU/IbHONO COOTHOLLEHWST KPOBU U [10-
6aBoOK (Nog, 3arno/IHEHHbIMW WU Hapg, 3ano/IHEHHbIMM NPOGMpPKaMKM), HENPaBUILHOM cpeabl N HENOAXOAsILLE-
ro Tuna npoo6sbl;
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f) cMelaHHbIX NN BO3MOXHO 3arpA3HEHHbIX BUOA0MMYECKUX MaTeprnasioB, YTO MOXET NOB/NATbL Ha pe-
3ynbTaTbl UCCMIeA0BaHUS;

[) OTCYTCTBUS MHopMaunn, Heo6XoaAnMo Ansa onpeaeneHns Toro, SABASOTCS /I GUONOrMYecKnin Ma-
Tepuas uam 3anpalinBaemoe nccnegoBaHne NoAxXoASWUMN AN OTBETa Ha KITMHUYECKNIA BONPOC;

h) BO3aeicTBNA 3KCTpeMaslbHbIX TEMMEepPATyp, KOTOPble BAUSKOT Ha CTabUNbHOCTb WM LIE/IOCTHOCTb
OMOI0rNYECKOro MaTtepmana;

0 HeOCTaTO4YHOrO 06beMa NN KOJINYECTBa;

j) Henmoaxopsulero KOHTeWHepa;

K) NOBPEeXAEHUsI KOHTEeHepa n/nnm npobbl reMonmnsa;

I) BpemMeHu, NpeBbILAOLWEro ykasaHHbI NepUo Mexay B3sTMeM U NOCTyMN/IeHNEM 6BLMOA0TMYECcKoro mMa-
Tepmana B aboparoputo, HanpumMmep NpPoobl MoYun.

MpuunHa oTkasza MNPUHATUSA Kax4oro 6MosIorM4eckoro martepuasna [O/hDkHa ObiTb 3a[40KyMeEHTMpPOBaHa.
JaHHasa nHdopmauua MoxeT 6bITb MCNOMb30BaHa 418 KOHTPOSIS kadecTBa.

17.3 TMoatsepXaeHne MapkKUpOoBKU (3TUKETKN)

17.3.1 O6wWue nosoxeHus

MaeHTndrkaumMoHHas vHpopMaumna naumeHTa Ha 3TUKeTKax [O/hKHa COOTBETCTBOBaTb WAEHTUdMKa-
LMOHHOW MHopMauuMM NalveHTa, ykasaHHOW B chopme 3anpoca. Buonornyeckne marepuasnbl, He MMelOLme
Hazgnexawen naeHTndukaumm, He AO/HKHbI MPUHMMATLCA UM 06pabaTbiBaTbLCA labopaTtopueii.

Bce nopuuv nnu anukBoTbl A0/DKHbI ObITb OAHO3HAYHO MPOCAEXMBaeMbIMU K B3ATOMY 61MON0rMYecKomy
martepuany.

17.3.2 YnpaB/ieHMe HeCOOTBETCTBUAMU

Buonornyeckne matepuasbl, NoslydYeHHble 6€3 MapKMpPOBKU, C HEMPaBU/IbHOM MapKMPOBKOW MU C HeJo-
CTaTO4YHOM MHpopMaunein Ha MapKMPOBKe, He A0/MKHbl MOBTOPHO MapKMpoBaTbCS NepcoHasioM nabopatopumn
rnocrsie nocTynseHns B labopaTtopuio.

Ntobble N3MEHEHUs, BHECEHHbIE JIMLLOM, YMNOJIHOMOYEHHbIM B COOTBETCTBMM C MOSINTUKOW KavecTBa op-
raHu3aumn. 0O/DKHbI 6bITb AOKYMEHTMPOBAaHbI. [loKkyMeHTauMsa O0/DKHA BK/IHOYATb Kak UMSA nuua, BHOCALLErO
M3MEHEHUS, TaK 1 NMsI LA, KOTOPOE CaHKLMOHNPOBA/IO U3SMEHEHME.

Ecnv nocTynuBLNA BGMOMOTMYECKNI MaTepran ABASETCA KMHUYECKU KPUTUYHBIM UM HE3aMEHUMbIM U
nabopartopus pelwaetr o6paboTaTb €ro. HECMOTPS Ha NPo6sieMbl C MapKUPOBKOW, B OKOHYATEe/IbHOM OT4eTe
[O/MKEH ObITb yKa3aH xapakTep npo6sieMbl N. KOrga 3TO NPMMEHVMO, HE06X0AUMO MPOSBASATbL OCTOPOXHOCTb
npy vHTEepnpeTaumn pel3ynbTaTtoB. bnonorvyeckne martepuasibl, KOTOpble 6yayT obpaboTaHbl HE cpasy wam
nogsiexaline xpaHeHuo o1 AasbHelwero nccnenoBaHnsa (Hanpumep, BUPYCHbIe aHTuTena, metabonnTtol, OT-
HOCSILLMECS K KITMHUYECKOMY CUHAPOMY), TakKe A0/DKHbI 6bITb Hag/1exalym 06pa3om naeHTUULMPoBaHbI.

17.4 3anucu o0 Nnosly4eHun 61MoN0rMyYeckoro MmaTepuania

Bce o6pasubl 61MOI0rM4eckoro marepuana, nosiydyeHHole naboparopueit, 4OMKHbI ObITb 3aperncTpupo-
BaHbl B KHUre perncrpauuu, pabovyem nucre, nabopaTopHoOi MH(POPMALMOHHON CUCTEME UM OPYroi cono-
CTaBUMOIi cucTeme. 3anncb 4O/HKHA BKIKOYATb:

a) JINYHOCTb NaymeHTa [MMs 1 hamMmunsa n yHnkanbHbli(e) ngeHtudmkaTop(bl) naymeHTal;

b) B crlyyae He06X0ANMMOCTHU, NAEHTUMKALMOHHBIM HOMep 06pasua (Hanpumep, HOMep A0CTyNa);

C) [faty v Bpemsi U IMYHOCTb /INLA, OCYLLLECTBMBLLETO B3ATHE 61MONOrMYECcKOro Matepuana:

d) paty v Bpems nony4veHusi 6UOSI0rM4ecKoro Mmatepmasia naboparopueii;

€) JNMYHOCTb Nunua, Nony4arolero obpasey, 6MONIOrMYECKOro MaTtepmana;

f) Tvn nonyyeHHoOro 6MosIOrMYecKoro MaTtepunana;

[) B OTHOLUEHUN BMOOrMYECKON XNAKOCTU, NO KpaliHeil mepe, MHopMauuvio O Tune npobbl, Tune nep-
BWYHOrO KOHTEWNHepa:

h) B OoTHOWeHUW TBEpPAOI TKaHW, NO KpaliHeli mepe, TN obpasua, TN cbopa, BpeMs MHTpakoprnopasib-
HOW NWeMnun, BpeMs 3KCTPakoprnopasibHOro XxpaHeHus, T1un omkcaumm n Bpems;

i) Npu HEOBXOANMOCTU, KOMMEHTapPUM, OTHOCSLLMECS K Ka4yecTBY (Hanpumep, remosini, HelocTaTovyHoe
KONMYEeCTBO Unn Npoba, B3siTas Bbllwe U3 nHUK V);

j) B cnydae HeobxogMmoOCTK, MHpopMaunio 06 o6pasuax 6MosIorMyeckoro Mmatepuana, Kotopbie 6biIn
OTK/IOHEHbI, Y MPUYNHY UX OTK/TIOHEHUS.

17. 5 TlpocnexmBaeMocTb GMOMIONMYECKOro Martepmana

Buonornyeckuii Mmatepman n cBsizaHHble C HUM 3anucu (pabouve NUCTbl, NpegMeTHble cTekna U T. 4.)
[LOJ/TKHbI ObITb OAHO3HAYHO NAEHTUNLMPOBAaHbI Ha BCeX aTanax 06paboTKu 1 TECTUPOBaHUS.
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370 MOXeT 6bITb AOCTUTHYTO MyTeM MCMOJIb30BaHNs YHUKa/IbHOTO flabopaTtopHoro Homepa. Cuctema
HyMepauun [0/HKHA YUMTbIBaTb Bpemsl XpaHeHusl U oGecneunmBatb, YTo6bl ABa o6pa3la 6Mo1orMyeckoro Ma-
Tepuasia C 04UHAKOBbIM HOMEPOM He MOT/IM HAXOAUTbLCS B S1labopaTopun O4HOBPEMEHHO.

MoslydyeHHble B naGopaTopun (HOpMbl 3aMpoca COXPaHAT B TeYeHUe onpefesnieHHoro nepuoga. Moryt
NPUMEHSTLCS 3aKoHoAAaTe TbHbIE NN HOPMaTUBHbIE Tpe6oBaHUS.

17. 6 CpouHble uccnegosaHusa

Heob6xoaumbl Npoueaypbl 4718 NpYemMa, MapkMpoBku, 06paboTKkM KU COCTaBs/lIeHUs OTHeTOB 06 0bpasuax
61OMI0rMYecKoro MaTepurana, crneunasibHO OTMEUYEHHbIX Kak CPOYUHble. VIHCTPYKLUMW AO/MKHBLI BK/IOYaTb AeTasn
No60I cneuyiasibHOM MapknpoBKKu (hopMbl 3anpoca U 06pasubl /1l60ro pexuma 6bICTpoii 06paboTku, KOTO-
pbIli 6ydeT MCNONb30BaTLCS, MeEXaHU3Ma A0CTaBkM B 30HY MCCefoBaHus naboparopum u ntobble cneymanb-
Hbl€ KPUTEPUM OTUYETHOCTU, KOTOPbLIM HEOHXOAMMO CNefoBaTb.

17. 7 LUenb OoTBETCTBEHHOCTU

MecTononoxeHne N060ro NPUHATOrO GMONOTMYECKOro Martepuana [O/HKHO ObiTb onpefeneHo B Jito-
60e Bpewmsi. Mpoueaypbl U COOTBETCTBYHOLWME (POPMbI 3anucyu HeobxoauMbl AN obecneyeHnss Haanexaieh
naeHTndvkaumm n obpaboTkn, korga TpebytoTcsa 3anvucu 060 BCeEW LLeno4vke NpoxoxaeHus. TpebyeTcs BecTu
NOJSIHYI0 WU KOHTPOAIMPYEMYIO 3anncb 060 BCeX OGMOMOrMYEcKMX matepuasax, BKAKOYasA SIMYHOCTb BCEX /L,
obpabaTbiBalOLWMX UM Nepefatolmx UX. BMeCTe C NoApo6HON MHopmMauuneli 060 BCEX COOTBETCTBYHOLLNX
JaTtax 1 BpeMeHu. ITU 3anucy A0/KHbl HAOEXHO XPaHUTLCS, Tak Kak OHM MOryT noTpe6oBaTbCs A5 UCMOSb-
30BaHMA B Ka4ecTBe 40Ka3aTe/lbCTB.

18 XpaHeHue 6GMOI0rMYecKoro Mmatepuana 1o uccrefoBaHus

MpoLeaypbl 1 COOTBETCTBYIOLME CPeAcTBa HEOGXOAMMbI A1 NPefoTBpaLleHnsi mopyn, NoTepu Ui no-
BpexaeHusi 06pa3uoB GMOMONMYECKOro Mateprasia BO BpeEMsi MPOBeAEHNs NpeABapuTesibHbIX NCCefoBaHnM,
BK/1l0Uasi XpaHeHVe 1 NOArOTOBKY K TPaHCMOPTMPOBaHMIo B labopaTopuio.

Na6opatopun JO/MKHbI 3a40KYMEHTUPOBATb, KaK A0JIT0 U MPU KaKiX YCOBUSIX MOTYT XpPaHUTbLCSI o6pas-
Ubl GUOJIOTMYECKOro MaTepumasa pasHbIX TUMOB [0 Hadasia uccrnefoBaHusi. 3TO [aeT BO3MOXHOCTb NpoBefe-
HUSI MOBTOPHOrO MUCC/eA0BaHNs, NPU HEOGXOAMMOCTU, WX 3arnpoc AOMNOSHUTENIBHOTO UCC/EA0BaHWS Moc/e
COO0G6LLEHMS O NEpBOHaYa/IbHOM pe3ysibTarte.

O6pasLbl GUOMOrMYECcKOro MaTepuana Ao/HKHbI COAEPXKATLCS, XPaHUTbCA U YTUN3NPOBATLCS B COOT-
BETCTBUM C NpoLeaypamMu ob6palleHnsi ¢ 6Mo/I0rMyeckn onacHbIMU 0TXoaaMu. JOo/mKHbI MPUMEHSATLCST 3aKOHO-
JaTefibHble U HOPMAaTUBHbIE TPe6OBaHMS.

19 YaoBneTBOPEHHOCTb NOTPEOUTENEN

LomkHbl 6bITb COGpaHbl M NPoaHasIM3MPOBaHbl AaHHbIe, Kacatolmecsl BOCNpUSTUS NoTpebuTenem crene-
HW. B KOTOPOIi €ro oXmaaHusi u TpeboBaHUA 6bIIN BbINOIHEHBI. 3TO MOXET 6bITb AOCTUTHYTO NyTEM MOJTyUYEHUS
OT3bIBOB MNOTpebuTenen nabopaTopHbIX YCAyr O npoueccax n ycayrax MeguumMHCKoOn opraHmsaymn. MNMoTtpebu-
TeneM nabopaTopHbIX YCNYr MOXET 6bITb NaLMEHT, Y KOTOPOro 6bi1 B3AT 6UOOrMYECKUii MaTepuan, MeanumH-
CKWUii paboTHUK, 3anpalunBaroLWwnii nccnegoBaHme, n/nnu naéopartopus, Noaydarowasi ero 4s1si aHamsa.

YA0BMeTBOPEHHOCTb NOTPebUTENen [OMKHA NEPUOANYECKN KOHTPOIMPOBATLCS.

[omkHbl 6bITb onpeaeneHbl BO3MOXHOCTM ANS YNyYlleHUs] U NOBbIWEHUS CTEMNEHW YAO0BETBOPEHHOCTH
noTpebuTeneii NabopaTopHbIX YCAYT U NpeanpuHSATbLI COOTBETCTBYHOLWME AENCTBYS.

20 OnpepnenieHne U KOHTPOJ/1b HECOOTBETCTBUIA

20.1 WpeHTMdUKauna HeCOOTBETCTBUI

MeaununHcKasa opraHusauma Unm KianHmyeckas na6opaTopv|ﬂ AOJ/DKHa MMEeTb npoueaypy BbiABEHUA U
YCTpaHeHUsA HECOOTBETCTBUIA.

MpumeyaHne — HecoOOTBETCTBMA MOrYT BO3HMKATb B MpoLecce npefBapuTesibHOroO WccnefoBaHUsas U MOryT
ObITb BbISIB/IEHbI Pa3/IMYHbIMK CMOcOo6aMu, BKIKOYas Xanobbl NaUuneHToB Ura nosib3oBaresieli ycnyr, NPoBepKy pacxXoAHbIX
MaTepuasnioB 1 MHopmauunm oT NnepcoHana.
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BbINO/IHEHWE YCTAHOBNEHHbIX Npoueayp AO/HKHO 06ecneynTb:

a) perncTpaumio Kaxaoro criyyast HECOOTBETCTBUS C PErY/ISIPHONM NMPOBEPKO PYKOBOACTBOM 3TUX 3anu-
cell ANA BbIAB/IEHWSA HECOOTBETCTBUIN N NPUHATUS KOPPEKTUPYIOLLMX Mep;

b) Ha3HayeHWe nepcoHana, OTBETCTBEHHOIO 3a peLleHve npobriem;

c) onpegerieHne AeiicTBUiA, KOTOpPble HEOBX0AUMO NPEeANnPUHATL;

d) paccmoTpeHne MeanUMHCKOM 3HAYMMOCTU HECOOTBETCTBUSA NpeaHa/IMTUYECKOro atana u. npu Heob-
XOANMOCTU. NHADOPMUPOBaHWE 3aUHTEPECOBAHHOIO MEAMLIMHCKOrO crneumnanucTa:

e) He3amMeaNuTesIbHoe NPUHATUE MEP. B C/lyHae HEO6X0ANMOCTY;

f) npoBegeHve aHann3a NepBONPUYMHbI HECOOTBETCTBUSA W. B Cllydae HEOH6XOAMMOCTU, NOCeAYOLNX
KOPPEKTUPYIOLWMX AEACTBUIA:

n0) ayamTt adhdheEKTUBHOCTU NO6bLIX KOPPEKTUPYHOLLNX AENCTBUIA.

20.2 OTYeTbl O HECOOTBETCTBUAX

MHhbopmaLms, koTopas fo/MKHA ObITb 3a/10KYMEHTUPOBaHA B OTHETE, BK/IHOYAET B Ceb5:

a) pAgaTy, BpeMS U MECTO HECOOTBETCTBUS;

b) ®.N.0 win naeHTUOUKALNOHHBIA HOMEP MauueHTa, Ha 61mosiormyeckuii maTepman KOToporo Morsio
Obl ObITb OKa3aHO BO3/eliCTBIE;

c) ®.1N.0 nnm naeHTMUKaLNOHHbIR HOMEpP creuuanncTa, KOTopbIA 3anpocus uccrefoBaHue;

d) «kpaTkoe onucaHue co6bITUS (BK/IHOYasA Knaccugmkaumto Tuna HeCOOTBETCTBUSA);

€) onucaHue Mep No UCMNpPaBEHNIO NOSTOXKEHUSA, NPELNPUHATBIX ANA YMEHbLUEHNS MHOObIX HEraTUBHbIX
nocneacTBUin OLLINOBKN;

f) ®.UNO wim naeHTMMKALNOHHBIA HOMep chneuuanncTa, CooblmBlIEro (MW 3anofIHMBLUEro OT-
yeT) AaTy n Bpewms;

[) pe3ynbTaTbl aHaIn3a NepBONpuYrH, B Clyvae Heo6X04MMOCTH;

h) NnpegnprHATBIE KOPPEKTUPYIOLWNE AeliCTBUSA, B C/lyYae HeobXxoAnmMocCTy;

O oTcnexvBaHve 3WEKTUBHOCTM NPenNpPUHATLIX AeACTBUIA.

JomkHa 6blTb co3gaHa cucTema npeAcTaBfieHnss MHopMauumn a1 obecnevyeHns 06 bHLEKTUBHON OTYeT-
HOCTW. @ B XOAge Mnocneaymowmx ayantoB OCHOBHOE BHMMaHMe AO/MKHO YAenAaTbCA npoueccam, a He 06BUHe-
HUIO OTAENbHbBIX UL

21 MNokasatenu aphekTUBHOCTH

JlomxHbl 6bITb YCTaHOBJIEHbI M KOHTPO/IMPOBATBLCS MOKa3aTes/iv KauecTsa U Npou3BOANTE/TbHOCTH.

MpyMepamMm KauecTBEHHbIX NokasaTtesiei A5t NPoLEeccoB NpeaHa/IMTUYECKOro aTana sABAsoTCS:

a) KOJIMYecTBO 6MOIOTMUECKOro MaTepurasna c HenpaBUbHOM MapKUPOBKOIA;

b) KO/IMYecTBO 3anMpocoB C OWKBOYHOM naeHTUUKaLMeR NauneHTa;

C) KONMYECTBO BUOJIONMUYECKOro MaTepuasia ¢ HeloCTaTouHbIMU 06 bEMamMu;

d) KonMuecTBO GMOIOTMYECKOro MaTepuasna, B3STOr0 B HECOOTBETCTBYIOLLME KOHTEHepbI;

€) YPOBEHb 3arpsi3HeHNs1 KyNIbTYpPbl MOUUY;

f) ypoBeHb 3arpsi3HeHNst Ky/bTypbl KPOBUY;

[) KOJIMYEeCTBO reMo/IN3MPOBaHHbIX NPOG;

h) KO/IMYecTBO CBEPHYBLUUXCS NPOG;

<) KO/IMYECTBO HEeyUTEHHOI0 UM OTCYTCTBYHOLLEro 61MONOrMYecKoro Matepmana; u

j) KonMUecTBO GUMONOIrMYECKOrO MaTeprasna, NoOBPeXAeHHOro Npy TPaHCNOPTMPOBaHUN.

[JaHHble coGUPalOT B TEYEHME YCTAHOBJ/IEHHOrO MEPMOAA BPEMEHU U OLEHMBAIOT MO CPaBHEHUIO C Mpe-
OblOYLWMMM OKa3aTeIIMN UM BHELHUMUW KOHTPOJ/IbHBIMU napaMeTpamu. VICTOUHMKM HECOOTBETCTBUIA Takxke
[O/MKHBbI 0606L1aTHCS TakKMM 06pa3oM, UTO6bI B C/lydae HEOGXOAUMOCTU MOXHO 6bI/10 NMPUHATH COOTBETCTBY-
toLLnE MepbI.

22 [1OKyMeHTbI 1 3annucu

22.1 O6Lme NoNoXeHUs1

Heo6xoanMbl npoleaypbl 4715 06paGoTKA U KOHTPO/IS AOKYMEHTOB U 3anvceil kak B 6yMaxHOl, Tak U B
3/1eKTPOHHOI hopme.
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[Ns apXnuBMpoBaHMA JOKYMEHTOB 1 3amnuncei ycTaHaBMBAKOT CPOKM XPaHeHUs JOKyMEHTOB. MoryT npu-
MEHSITbCSl 3aKOHoAaTe IbHble N HOpMaTUBHbIE TPe6OBaHNS, KacaroLnecsi XpaHeHUs1 AOKYMEHTOB.

[OKYMEHTbI U 3anncU AO0/HKHbI XPaHUTLCS B COOTBETCTBYHOLIMX YC/OBUSIX AJ1s1 NpefoTBpalleHns mno*
BPEXAEeHUS. Nopun, yTepu NN HECAHKLMOHUPOBAHHOIO A0CTyna.

22.2  [OKyMeHTblI

8ce [OKYMEeHTbI A0J/IKHbI KOHTPO/IMPOBATLCS TakuM 06pas3oM, UTOGbI rapaHTMpoBaTb, YTO TOJIbKO Oeli-
cTBylOWME OhMLMa/IbHbIE BEPCUN AOCTYMHbI A1 UCMONb30BaHMUA U NpeaoTBpalleHo Ni6oe HenpegHame-
peHHOEe MCMOo/Ib30BaHNe YCTapeBLUUX OOKYMEHTOB. KaxAbli AOKYMEHT TPeByeT YHUKasbHOW uaeHTudukaunm
(Hanpumep, HaVMeHOBaHVe, [aTa, COCTaBUTE b AOKYMEHTa UM HOMEP CCbIIKM).

MpumeyaHme — B [abblOM KOHTEKCTE «[OKYMEHT» — 3TO M06asd WHMOPMaUMs WU UHCTPYKUMK, BK/KOYas
3asIB/IEHUsI O MOJIMTUKE, YUYeGHUKU, Mpoleaypbl, cneuvdguKaumMm, CXembl, MakaTbl, YBeAOM/IEHUsl, PEKOMeHJaLUN. npo-
rpamMmmHoe o6ecrneyeHve, YepPTEXU, NNaHbl Y BHELLHUE JOKYMEHTbI, TakMe Kak HOpMaTBHble aKTbl M CTaH4apTbl.

22.3 3anucum

3anucu MoryT BK/lOYaTb Crefytollee, HO He OrpaHMyMBaTbCH 3TUM:

a) 3anpochbl Ha uccnenoBaHUs;

b) XypHasnbl nnn pabouuve NUCThbI;

B) 3anuncum 06 o6¢cnyxuBaHmm 060pya0BaHnS;

C) HOMepa napTuii MmaTepuasioB, AOKYMeHTaUnmM n cepTMgrnKaToB NoCTaBoK;
d) anob6bl n NpeAnpuUHATbIE AECTBUS;

e) 3anucu 06 nHumgeHTax/aBapusax U NpeanpuHAaTbIe A4eicTBUS;

f) 3anucum obyyeHns nepcoHasia u KOMMNETEHLWIA.
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MpunoxeHne A
(cnpaBoyHOE)

MATb Waros rurveHbl pyk

1 [0 KOHTaKTa ¢ naynMeHTom Yro?
Mpy NpNGAMKEHNM K NALNEHTY HEOOXOANMO NPOAE3NHNLMPOBATDL PYKHU,
npexae 4Yem npukacaTbCs K HEMY.
Mouemy?
YT106b! 3alNTUTL NauMeHTa OT BpeAHbIX MUKPO6GOB, NEPEHOCUMBIX Ha pyKax

2 Mepepn BbINOSIHEHMEM NpoUEeay- Yro?

pbl. TpebytoLleli CTEPUNBHOCTH Heo6xoaMMo MbITb PYKM HEMOCPEACTBEHHO nepepn Mtoboii 3apadveii, Tpeby-

IOLWEN CTEPUNBHOCTM.
Mouemy?
[Ona 3awuTbl NauMeHTa OoT BpeAHbIX MUKPOOGOB, B TOM YMC/le COOCTBEHHbIX
MWKPO60B, NonajatoLmx B ero OpraHusm

3 Mocne Bo3aencTBUst Guonornye- Yyrto?

CKOW XNAKOCTH MpoaesvHUUMpoBaTbL PyKM cpasy focsie BO3AeNcTBUSA 6OUOMNOrMYeckmx

XngkocTeli (M nocne Toro, Kak CHUMatoT nepyaTkm).
Mouemy?
YT106b! 3aWwmnTnTL Cebs M opraHusauuilo OT BpefHbIX MUKPOGOB, nepeHocu-
MbIX NaLMeHToM

4 Mocne KOHTaKTa Cc naunueHTom YT0?
Heo6xoAMMO MbITb PYKM MOCAE MNPUKOCHOEELWSs K MauueHTy W ero Heno-
CpefCcTBEHHOMY OKPY>XEHWIO, Ha BbIXOAe OT naumneHTa.
Mouemy?
[Onsa 3awmTbl cebsa 1 opraHMsaumm OT naToreHHbIX MUKPOOPraHnM3mMoB, nepe-
HOCUMbIX NauneHToM

5 [Mocne KOHTaKTa C OKpyXXeHnem Yro?

nauueHTa

Heo6xoAMMO MbITb PYKW Mocfe NPUKOCHOBEHUA K NHOOGOMY npegMeTy uam
Meb6enm B HenocpencTBEHHOV 61M30CTU OT nNauveHTa, Koraa BbIXOAMUTE,
[axke He Kacascb naumneHTa.

Mouemy?

[Ona 3awmTbl cebs 1 opraHMsaumm OT naToreHHbIX MUKPOOPraHnM3mMoB, nepe-
HOCUMbIX NaLNEHTOM

MpumeyaHne — 3Ta Tabanua ocHoBaHa Ha pekoMeHgaumm BO3.
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MpunnoxeHne B
(cnpaBoyHOE)

[e3nHdmympyowme cpeacrea

[esvHdumumpytolme cpefcTBa MCNOAb3YIOT A1 OYNCTKM U 06e33apaxmBaHns pabounx 30H.
PasnuuHble ge3vHduuupytowme cpegctea NpuUrogHbl 4151 OYUCTKM MOBEPXHOCTEN M MOc/ie pasnnuBoB 6uonorunye-
CKMX XnaKocTen. K HAM oTHOCATCSA:

e cnupT;

e COefVHEeHWs X/0pa;

*  YeTBEpPTUYHbIE aMMOHMEBbIE COeANHEHNS;

* deHoNbHble coeANHEHUS:

* liogodopHble COeMHEHNS.

C BolicTBa ngeanbHOro Ae3MHMULMPYIOLLEro cpeacTsa BkIoYaloT (cM. Tabnvuy B.1 ana cBoicTB Hambosnee 4Yacto
NCMNoNb3yeMblIX Ae3VHDULMPYIOLNX CPEeACTB):

a) LIMPOKMIA CNEKTP, . €. OHO A0/HKHO MMETb LUMPOKNIA aHTUMUKPOGHbI CNekTp:

b) 6bICTpoe AelicTBYe, T. €. OHO AO/IHKHO NPUBECTU K BBICTPOMY YHUUTOXEHWIO;

C) HenoaBepXeHHOCTb BNUSAHMIO hakTOPOB OKPYXatoLei cpefbl, T. €. OHO AO/HKHO ObITb aKTMBHbIM B MPUCYTCTBUMN
OpraHNYecknx BELLECTB (HanpumMep, KPOBU, MOKPOTbI, hekanunii), a Takke ero COBMECTUMOCTb NPWU UCMOMb30BaHUN C Mbl-
JIOM. MOKOLWUMN cpeacTBamMU U APYTUMN XUMUYECKMMUN BELLECTBAaMMW, BCTPEYAOLLMMUCA NPU NCMNOb30BaHNN;

d) HETOKCMYHOCTb, T. €. OHO He 4OJ/HKHO GbITb BPeAHbIM /151 N0/Ib30BaTesNA NN NauneHTa:

O COBMECTUMOCTb C MOBEPXHOCTbLIO, T. €. OHO He [O/HKHO pasbefaTb MHCTPYMEHTbI Y MeTa/l/Invyeckne NoBEPXHOCTU
N He JO/MHKHO BbI3blBaTb M3HOC TKaHW, Pe3uHbI, NacTMacChl 1 ApYrux MaTeprasos;

O ocTaTo4HOe BO3feicTBME Ha 06paboTaHHble MOBEPXHOCTU, T. €. OHO [OJ/IKHO OCTaBMsiTb aHTUMUKPOGHYHO MIEHKY
Ha 06paboTaHHOl NOBEPXHOCTU:

[) NpocToTa B NUCMOJIb30BaHUN, YETKUE YKa3aHUS! Ha 3TUKETKE:

h) 6e3 3anaxa, T. €. OHO [O/DKHO UMETb NPUSTHBIN 3anax UM He MMeTb 3anaxa, YTo6bl 06/1erYnTb ero 06bI4HOE

UCMO/Ib30BaHuEe:
i) 3KOHOMUYECKU BbITOAHOE, T. €. OHO He JO/HKHO GbITh YUpe3MepHO JOPOruM;
) pacTBOPUMOCTb, T. €. OHO JOJDKHO GbITh PACTBOPVMO B BOAE:
K) CTaBUNIBHOCTb, T. €. OHO AOJIKHO ObITb CTAGU/IBHBLIM B KOHLIEHTPATEe U pa3baB/ieHUn NPy NCMOTb30BaHUN;
) OUNCTUTESIb, T. €. OHO AO/HKHO MMETb XOPOLLME MOKLLME CBOCTBA:
T 3KOJIOTMYECKM YMCTOE, T. €. OHO He [O/PKHO HAHOCUTbL Bpes OKpYXatoLleli cpegde Npy yTUvM3aumm.

Ta6nuua B.1 — CeoiicTBa Hau6os1ee 4acTo UCNosIb3yeMblX Ae3VHMULMPYHOLNX CPEACTB

YeTBepTUYHbIE eblbIOHHEEbIe

CnupTt CoeanHeHus «nopa
coeanHeHuA

O6uwenocTynHas 3TUNOBbLIV UK N30MNPONUSIOBBIN YKnakocTb, NOPOLLOK 1 TabneT- JlocTyneH LWwmpokuii
topma cnupT: B BoAe Hanbonee Ka aCCOPTUMEHT C MPUCYLLMM

addpekTnBeEH Ha 70 % MOIOLLNM AeNCTBUEM
MpevmyuiectBa * HeToKkcuuen; - BogXeTHbI (HU3KOW cTon- - He BbI3blBaeT kOppo3uu,

e GHOMKETHbIN (HU3KOM MOCTW); HETOKCUYEH, C HU3KOI

CTOMMOCTW); - ObICTPOAENCTBYOLNIA CTeneHblo pasfpaxeHuns;

* ObICTPOAENCTBYIOLMIA; - XopoLlas MoroLLas cno-

* He KpacuTcs; COBHOCTb. 06bIYHO 061aaa-

* 6e3 ocagka eT YNCTALWMMU CBOCTBaMM
HepocTatku » OrHeonaceH — He06xoAMO - PacTBOpbl YyBCTBUTE/IbHbI K - CHmXeHVe aKTBHOCTU B

XPaHUTb B NPOX/1agHOM,
XOpOLLO NPOBETPUBAEMOM
NMOMELLEHUN:

e TPYAHOZLOCTUXUMOE
ANVTenbHOE BpeMs
BO3/EeCTBMS U3-3a UCTMAPEHUS:
* HECOBMECTMMOCTb C
HeKOTOpbIMU MaTepuanamu
(Hanpvmep, MOXeT 3aTBEepPAETb
pe3vHa 1 yxXyaWmnTbCsa Ka4ecTBO
K/1eeB M HEKOTOPbIX M/IACTUKOB)

CBeTY M JO/DKHbI ObITb TO/b-
KO YTO NPUrOTOB/IEHHBIMW 1
XPaHNTbLCA B 3aLULLEHHbIX OT
cBeTa KOoHTeliHepax. CrnegyeT
Mcnonb3oBaTh cpasy xe nocne
pasbaBneHus:

- pasgpaxaeT KoXy U
CNN3UCTbIE 060I0HKN;

- CWIbHO KOPPO3uUiiHbIA AN1S
MeTas1/10B:

- HeliTpasimsyeTcs
OpraHN4yecknm Mateprasiom

YKeCTKOW Boag;

- CHWXeHwue
adhcpekTMBHOCTM a
NPUCYTCTBUN OPraHNYecKnx
BELLECTB 13-3a YNCTALWMNX
CBOIACTB;

- MOXeT cAenartb nosepx-
HOCTM (BK/IKOYast NoJibl)
CKOJIb3KMMM, YTO MOXET
6bITb ONacHoO
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OkoHYaHue Tabnmubl B. 1

l-leTBepTl/I‘—IHI:Ie amMmMoHueBble
CnvpTt CoefHeHUsA xnopa
coeanHeHus

AdhhekTBEH NPOTUB:
BeretatnBHble % . .
b6akTepun
Mxobaktepuun + % .
(TB)
BakTepuasibHble ) * _
cnopebl
O60/104eYHblE « * +
BUpPYCbI
Beasobonoyey- .

1 J—
Hble BUPYCbI
Mpnbok * + +m
pnbKoBbLIE ) + —
cnopebl
Bpewmsi Bo3geli-

P A OT W go 30 MuH Ot 10 go 30 muH Ot 10 go 30 MuH
cTBUA
KoHueHTpaums
OT 0.01 % fo0 5 % [06bIYHO
70% % 1%402%

aKTUBHOIo 0170%p0085% 5000 K- CI (0.5% C15] 0710,1%402%
VHrpeaneHTa

28



(11

[2

(€]
4]

[8]

(6]

(7]
(8]

(€]

[10]

[11]

[12]

[13]

[14]

[15]

[16]

[17]

[18]

[19]

[20]

[21]

[22]

FOCT P 59787—2021

Bubnuorpadus

ISO 15189:2012. Medical laboratories — Requirements for quality and competence (Jlabopartopun MeanUUHCKKE.
YacTHble TpeboBaHNA K Ka4eCTBY U KOMMETEHTHOCTM)

ISO 9000:2015. Quality management systems — Fundamentals and vocabulary (CucTeMbl MeHemXMeHTa Kauye-
cTBa. OCHOBHbIE MOJIOXEHUA N CNoBapb)

ISO 9001. Quality management systems — Requirements (CnctemMbl MEHE)KMEHTa KayecTBa. TpeboBaHuWS)

ISO 15190:2003. Medical laboratories — Requirements for safety (MeguumHckne nabopatopun. Tpeb6oBaHusa 6e3-
ornacHocTK)

CSAZ316.7—12. Primary sample collection facilities and medical laboratories — Patient safety and quality of care
— Requirements for collecting, transporting, and storing samples

CDC. Good Laboratory Practices for Molecular Genetic Testing for Heritable Diseases and Conditions. MMWR R&R.
June 12. 2009. Vot 58. NO. RR-6

CDC. Guideline for Disinfection and Sterilization in Healthcare Fadities. Rutala W.A.. Weber D.J, 2008

CLSI. Accuracy in Patient and Sample ldentification: Approved Guideline. CLSI document GP33-A. Clinical and
Laboratory Standards institute. Wayne. PA. 2010

CLSI. Collection. Transport. Preparation, and Storage of Specimens for Molecular Methods: Approved Guideline.
CLSI document MM13-A. Clinical and Laboratory Standards Institute. Wayne. PA. 2005

CLSI. Procedures and Devices for the Collection of Diagnostic Capillary Blood Specimens: Approved Standard —
Sixth Edition. CLSI document GP42-A6. Clinical and Laboratory Standards Institute. Wayne. PA. 2008

CLSI. Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved Standard — Sixth
Edition. CLSI document GP41-A6. Clinical and Laboratory Standards Institute. Wayne. PA. 2007

CLSI. Procedures for the Handling and Processing of Blood Specimens for Common Laboratory Tests; Approved
Guideline — Fourth Edition. CLSI document GP44-A4. Clinical and Laboratory Standards Institute. Wayne. PA. 2010

CLSI. Quality Management for Molecular Genetic Testing: Approved Guideline CLSI document MM20-A. Clinical
and Laboratory Standards Institute. Wayne. PA. 2012

Howie S.R.C. Blood sample volumes in child health research: Review of safe limits. Bulletin of the World Health
Organization Published online. September 2010

Lindblad B.. & Alstrom T. Recommendation for collection of venous blood from children, with special reference to
production reference values. Scand. J. Ctin. Lab. Invest 1990. 50 pp. 99—104

Lippi G.. & Becan-McBride K. Preanalytical quality improvement in quality we trust Clin. Chern. Lab. Med. 2013.
51 (1) pp. 229—241

Miller M.. Bachorik P.S., Cloey T.A. Normal Variation of Plasma Lipoproteins: Postural Effects on Plasma
Concentrations of Lipids. Lipoproteins, and Apolipoproteins. Clin. Chem. 1992. 38 (4) pp. 569—574

Miller W.G.. & Tate J.R. Harmonization: the Sample, the Measurement, and the Report Ann. Lab. Med. 2014. 34
pp. 187—197

Ontario Agency for Health Protection and Promotion. Provincial Infectious Diseases Advisory Committee. Best
Practices for Environmental Cleaning for Prevention and Control of Infections in All Health Care Settings. 2nd
Revision. Queen's Printer for Ontario. Toronto. ON. 2012

Plebani M. Quality indicators to detect pre-analyticai errors in laboratory testing. Ctin. Biochem. Rev. 2012, 33 pp.
85—88

Raffick A.R.. Bowen A.. Remaley T. Interferences from blood collection tube components on clinical chemistry
assays. Biochem. Med. 2014. 24 (1) pp. 31—44

Sztefko K.. & Beba J. Blood loss from laboratory diagnostic tests in children. Clin. Chem. Lab. Med. 2013. 51 (8) pp.
1623—1626

29



FOCT P 59787—2021

[23]

[24]

[25]

[26]

[27]

[28]

30

Wallin O.. & Sonderberg J. Blood sample collection and patient identification demand improvement: a questionnaire
study of preanalytical practices in hospital wards and laboratories. Scand. J. Caring Sci. 2010. 24 pp. 581—591

World Health Organization. Use of anticoagulants in diagnostic laboratory investigations and Stability of blood,
plasma and serum samples, [viewed August 6. 2016] Available from: http://apps.who.inl/iris/hand1e/10665i65957

World Health Organization. Your 5 Moments for Hand Hygiene, [viewed August 6. 2016] Available from: www.who.
int/gpsc/5may/Your_5_Moments_For_Hand_Hyg»ene_Poster.pdf

WHO/CDS/CSR/EDC. 2000.4. Guidelinesforthecoilectionofclinicalspecimensduringfieldinvestigationof outbreaks,
[viewed August 6. 2016] Available from: http://www.who.int/ihr/ publications/WHO_CDS_CSR_EDC_2000_4/en/

World Health Organization. Safe management of wastes from health-care activities [viewed August 6. 2016] Available
from: http://www.who.int/water_sanitation_heaith/ medicalwasle/wastemanagfen/

World Health Organization. Guidelines on hand hygiene in health care, [viewed August 6. 2016] Available from:
http :/7www.who.int/gpsc/5may/tools/9789241597906/en/


http://apps.who.inl/iris/hand1e/10665i65957
http://www.who
http://www.who.int/ihr/
http://www.who.int/water_sanitation_heaith/
http://www.who.int/gpsc/5may/tools/9789241597906/en/

FOCT P 59787—2021

YK 61.003.054:006.354 OKC 11.100.01

KntoueBble crioBa: nabopartopun MeanUMHCKME, KNMHUYecKasi nabopaTopusi, TPe60BaHUS K B3ATUIO, TPaHC-
nopTMpoBaHue. NoyYeHne n 06paboTka 06pa3LoB 6MOMIOrMUYEeCcKoro MaTeprana, Nnpo6bl, Npoueaypbl

31



PepakTtop H.B. TanaHoBa
TexHnuecknin pepgaktop W.E. YepenkoBa
Koppektop O.B. JlazapeBa
KomnbtoTepHas BepcTka E.A. KoHapalloBoii

CpaaHo B Habop 27.10.202! MoanuvcaHo B neyatb 12.>1.2021. ®opmaTt 80*84W. NapHuTypa Apuan.
Ycn. ney. n. 4.18. Yu.-u3g. n. 3.78.

MoAroToB/IeHO HA OCHOBE 31'IeKTp0HHOl7I Bepcun, I'Ipe,U,OCTaBJ'IeHHOVI pa3p360T‘-Il/IKOM CTaHOapTa

Co3pgaHo 0 eMHNYHOM UCNoNHeHnn B PIrbY kPCT»
AN KOMMiekToBaHmsa defepanibHOro MHOPMaLMoHHOTo hoHAa CTaHAapToB.
117418 MockBa, HaxmmoBckuii np-T, 4. 3t. K. 2.
www.goslinfo.ru info@gostnfo.ru


http://www.goslinfo.ru
mailto:info@gostnfo.ru

