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HHCTPYKIIUA
no nmpHMeHeHHIO Habopa peareHToB Ui BhiiBieHns PHK punoBHpYcOB 4yenoBeka MeToioM
OT-IILIP B pexame pealbHOrO BpeMeHH
«Peanbecr-OPBH PHK hRV»

BBEJAEHHUE

Octpble pecnHpaTopHble BHpYycHble HHGpekuuu (OPBH) 3aHHMaloT JHAHpYOIIEE MECTO B
CTPYKTYpe HH(pekunOHHbIX OonesHe#t denoBeka. IJTO rereporeHHas rpynna 3aboneBaHui,
JTHOJIOTHYECKHMH &reHTaMH KOTOphIX SBJAIOTCA pa3IHYHBIE BHPYCH, [OpaXalollHe TKaHH
BEPXHHX H HHXXHHX AbIXaTelbHBIX myTeil. 3aGoneBaemocts OPBH HOCHT oraeTnuBhIf CE30HHBIA
XapaKTep C THKOM B OCEHHE-3MMHMH NnepHoa M CHHXEHHeM BecHo#. PacnmpocTpaHeHHe BHpPYCOB
NPOMCXOQMT Yame BCEro BO3AYIIHO-KAMENbHBIM H KOHTAKTHBIM MNyTAMH. OCHOBHBIMH
Bo30ymurensmn OPBH y dgenoBeka ABNSIOTCA BHPYChl rpunna tHna A u B, pecnuparopso-
CHHUMTHaILHEIA BHpyc (Human respiratory syncytial virus), MeranHeBmoBupyc (Human
metapneumovirus), 4 Buaa supycos naparpunna (Human parainfluenza virus 1-4), kopoHaBHpYCHI
(Human coronavirus 229E, Human coronavirus OC43, Human coronavirus NL63, Human
coronavirus HKUI), puHoBHpycm (Rhinovirus) BumoB A, B, C, apeHosnpycnt (Human
mastadenovirus) u 6okaBupyc (Human bocavirus).

B GomsmmucTBe ciywaee OPBH nporexaror co CXOXHMMH KaTapalbHBIMH SBICHHAMH
(HacMOpKoOM, KalLieM, 6010 B rop/ie H Ip.), NpH3HakaMH obme# HHTOKCHKaluH, cy6GdeOpuabHoH,
pexe $eGpubHOi uxopagko#. HecMoTps Ha To, wro OPBH pasHo#t 3THONOTHH HMEIOT CXOIHBIE
KIMHHYECKHE NPOABJICHHS, OHH OTJIHYAIOTCA BEPOATHOCTLIO Pa3sBHTHA NMHEBMOHHA H OCJIOKHEHHHA
pasTHIHOMN JIOKAH3ALKH, YTO HEOOXOAHMO YIHTHIBATh NPH BHIGOPE TAKTHKH JICYEHHS MAllHEHTOB.

Ha ceroausimHuif MOMeEHT HalexHas auddepeHuHanNbHas OHArHOCTHKA BO3OyaMTesneH
OPBH B03MOXHAa TOJILKO C IPHMEHEHHEM METOOB aMIUIHpHKALMH HYKIEHHOBBIX KHCIOT. Meton

nonumepasnoﬁ uenHoH PCaKILlHH B PCAJIbLHOM BPEMCHH OTJIHYACTCH ONCpaTHBHOCTHIO BHINOJHCHHA
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HCC/ICAOBARHA, BHICOKOH CnemEHIHOCTBIO. H YYBCTBHTENBHOCTHIO. OH MoxeT >¢dexTHBHO
HPHMCHATHCR JUIN:

— paHHEro HazHayicHHS crnelHPHIECKMX CPEACTB 3THOTPONHON TepanHu, B TOM 9HCAE I
n30eranng HeONMPaBAAHHOTO MPUMCHEHHE aHTUOAKTEPHANBHBIX NPENapaTos,

— andepeHUMaNbHON IMATHOCTHKHE C APYTAME HEQEKIAOHALIMA 50NeInAME,

— CBOCBPEMCHHON rOCMHTANM3ANAE OGONBHBIX,- 8 TAKKS JUIA KOHTPONAS H3INCYECHHOCTH H
KOPPEKLMH NMPOBOAMMON Tepanuy,

— MPOrHO3UPOBAHHA TOKECTH TeHeHHd 3ab0JieBaHAs, BOIMOXKHBIX OCTOXHCHHE H HCXOAO0B
Gonesnx,

-— PAIMOHATLHOTO pasMCImIcHUs GONBHEIX MO 3THONOTHYCCKOMY NMPHHUMNY (Bo M3DexaHue
NEPEXPECTHONO BHYTPHGONLHIMHOrO HEGHALAPOBARNSA).

Punosupyc uenosexa (hRV) — cambie pacnopocTpaseHHbLIC DETOTCHEI, BEILIBAIONIHE
OPBH. 911 PHK-conepxamue BRpycHl oTHOCATCS K ceMefictBy Picornaviridae u nparamiexar K 3
suaaM: A, B u C. TloMuMO BHZOB, PHHOBHPYCH MOAPA3AC/IANOT HA CCPOTHMMEL, KOTOPRIX K
HacToALIeMY BpeMeHH HacTHTHIBaeTcH Gonee 150, ITockonsky HMMYHHTET, PA3BHBAICIIHINICA TOCHAE
saonceaHud, cepoTHN-cCMMQHYCH, PHHOBHpPYCHOH HHQEKIHH NOABEpXCHHM JIOAM BCEX
BO3pACTOR. BHpYCH HHPKYIMPYIOT B TEYCHHE BCEro roaa ¢ HeSONBINAM NMOABEMOM B Mac H
IHAYUTENBHLIM [KKOM B CCHTAOpe. B GoNbIIMHCTBE ClIyMaeB OHE BRI3RIBAIOT 3300/1eBAHMA BEPXHAX
JABIXaTeNBHBIX NyTeH (PUHOPEIO B KallleNb) ¢ OCIOKHEHHAMH B BHIC CHHYCHTOB H OTHTOB. OIHAKO
B pelKMX CnydadX, NpH HHQUOWPOBAHMH OTACALHRIMM CEPOTHNAMK, MOTYT Pa3sBHBATHCA
3a00NeBaHMA HEXKHHX AbIXaTENbHLIX MyTel, BKIIOYAL MHEBMOHHIO,

1. HASHAYEHHE

Ha6op pearenron nna uasnenns PHK punosupyco uenosexa MeroaoM OT-ITLIP s pexnme
peamsaOro Bpemenn «Peanbecr-OPBHA PHK hRV» npeanasHayeH A1 Xa4ecTBEHHONO BRISBJICHHS
PHK panoBupycos genoseka (hRV), Bupenenso m3 KIAHAYECKAX 00pasios (Ma3ku co cru3ucTol
HOCA U 3afHed CTEHKH ITIOTKH, MOKPOTa, GPOHXOANBBCONAPHLIH NaBaX) METOAOM, OCHOBAHHBIM HA
obparHoli Tpanckpunumm BEpycHOM PHK c¢ nocneayiomeli ammmmduxanmest xJHK 8
nonuMepalsoft uensoft peaxnmau (OT-INP) ¢ ruGpuamsanuonHO~pNAYyOpecnenTHON AeTexumelt
apoayxros [1I[P B pexume pearsroro BpemMeHH. HaGop peareHTOB BHCONL3yeTCd IPH AHATHOCTHKE
pHHOBHpyCHOR HHGEKIMH y vl ¢ ceMIToMaMB OPBH.

2. XAPAKTEPHCTHKA HABOPA

2.1. Ilpaaoxn MeToaa

IpuauMn aBANH3Ia OCHOBAH HA PETHCTPAUMH nOpouecca aMmumpmxanun BHGpaHHOIO
cnennduveckoro dparmenta xJIHK (nomygennoli meromom obpatao#t Tpamckpanmun 3 PHK
hRV), 3axmoualomerocs B NORTOPAIOMMXCK LMUKNAX: TeMNEpaTypHAd MACHATYPAllMA, OTXHI
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npaiiNepoB Ha KOMIUICMCHTApDHEIC [OCHCROBATENLEOCTH, JROCTPOAXAa MNOMMAYKICOTHAHBIX
nocaeaosaTenbHoCTel ¢ 3THX mpalinepoB Taq-nomaMepa3soi.

B 0CHOBE HCIIO/IB3YEMOT0 METOAA PErHCTPALIMH JICKHUT H3MEpEHHE YPOBHA (IyopecieHIMH B
xagnoM mukne JINP. VYeemuuenre ypoBHS (UIYOpeCUCHIMM MpPOHCXOZMT Onaronaps
Acnoas308aHmI0 cnennduunore ana nanHol k{HK reGpramsammontoro JTHK-30rna, xoTOpsilt B
XOf¢ peaknad CBa3hiBaeTcA ¢ ommol u3 ueneit k/[HK, ofecneurBas Taxke AONOMHHTENBHYIO
cnenadpuanocts Merona. JTHK-30H1 copepxmT Ha 5'-xomne (ayopecHeHTHbId KpacKTens, a Ha 3'-
KOHIIE — FaCHTeNs (MTyOpPeCeHIAH, 3HAYHTEIHHO CHIKAIOMMHE HHTEHCHBHOCTD (uiyopecucrnus, B
X0Zle ONMHMEPa3HOTO CHHTE3a KOMILIEeMEHTapHOH el 30HA pacinenusercs ¢ 5'-KoHua, 61aroxaps

"-3'-mykneasuoit akrusHocTr Taq JIHK-nomiMepassi H MPOMCXOIMT pasoGlIEHHE KpacHTERA A
TacHTENS, NPHBORAIICC MO Mepe HAKONICHHN MPOAYKTa PEAKIHH K BO3PACTAHUWIO YPOBHS
‘ ¢ayopecnenman. Ipu 3T0M H3MepAeMas HHTEHCHBHOCTD (MTYOPECICHIEN 3aBHCHT OT KOJIHYCCTBA
o0pazoBaBImAXcA cnenupUYecKHX aMNIHKOHOB H AHHAMHKA HAPACTAHRA YPOBHS (MIyopecnCHIAR
onpeaenserca HexoaauM koymvecTBoM PHK Bo30yanreneit nndexmmn B oGpasie.

Yyt a¢pdextnnrocTn BeuaeneHus HK po3Cymureneli nadexmma B3 o6pasios KIMHHYECKOro
Marepuana ofecmeuMBacTCS BHYTPCHHEM KOHTpoJbHBIM obpasmoM (BKO), xotophii BxomuT B
cocTaB Habopos ang saiencana HK.

2.2. CocTar Halopa:

KomnounenT naopa (coxpamenue) Koauwecrso

Onucanue.

IonoxuTensabiil xorTpoasustit obpasen (IIKO) 1 mpobupka, 1 Mmn

Becysemnan acudxocme, codepaicum nampus asud (0,05%)

ToroBas peaxumonnan cMech aan OT-IIIP (I'PC) 96 npobupox

Juodurusupoeannas

OnTHYecKan IICHKA 1,5 macra
2.3. YcioBRS BpHMeHORASN,

AHATHTHYECKME M JHATHOCTAYCCKHE XApPAKTEPHCTHKA Habopa OHUIM BANWMAMpPOBAHL! IIPH
suiacnesnn PHK w3 kmanutdecknx ofpasuoB (Masku co ¢IM3ucTOl Hoca ¥ 3afHe#t CTCHKH INIOTKH,
MOKPOTa, GPOHXOANBBEOAPHEL JIABAXK) C HCTIONL30BAHAEM HaGopos: «Peanbect sxcrpaknus 100»,
«PeanBect YuuMar» # «Peanbect Copbutyc» nponssoacrsa AO «Bexrop-beer».

HaGop mNpHMEHSCTCS C PErHCTPHPYIOIMMMM AaMIUTRGAKATOpAMH IVIAHIICTHOrO THOA:
«CFX96» (¢prpma Bio-Rad, CIIIA); «ITapaitm» (OO0 «HITO THK-Texnonoruay, Poccus).

Ha6op paccunTal Ha npobe/ieHue anank3a 96 o6pasnos, BRMIOYAR KOHTPOMLHEE 06pasusl.

Hafop peareHTOB HCTIONBIYCTCK NPH ARATHOCTHKE PHHOBMpPYCHOM HHGEKIHH y Jnil ¢
cumaromamn OPBH.

TpoTypONOKA3ANHY K MPAMEHSHHIO MCAHIMHCKOTO H3JC/IHA HET (HE IPHMEHUMO),
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3. AHAINTUNYECKWE N ANATHOCTUUECKUME XAPAKTEPUNCTUKW

3.1. AHanuTn4yeckKas YyBCTBUTENbHOCTb:

3a aHaIMTUYECKY0 YyBCTBUTENbHOCTb MPUHATA BE/IMYUHA KOHUeHTpauumn uenesoin HK, ans
KOTOPOI1 NpuK 3KCNepUMEHTaNbHON NPOBEPKE Ha ABYX Cepuax Habopa Ha 32 MoBTOpax A1s KaXaol
CepMMN N KaxKAOro 13 3asB/ieHHbIX aMNINnPUKaTopoB 1 Habopos Ana BbigeneHns HK 6bi1 nonyyen
NONOXMNTENbHbIN pe3ynbTaT B 100% cnyyaes.

Habop rapaHTMpoBaHHO BbifiBNsieT PHK hRV B KoHueHTpauwn 25 konuii B TMLIP-npoGe
(cooTBeTcTBYET 1x10" KOnuWiA/MA MCXOAHOFO 06pa3ua Npu MCMOAb30BaHMKM ANna BbigeneHns PHK
HabopoB «PeanbecT akcTpakyua 100», «PeanbecT YHuMar» unu «Peanbect Copbutyc»), uTO
NOATBEPXAaeTCA MpU BbIMYCKe KaXAoOW cepun Habopa peareHTOB TecTMpoBaHWem 06pas3Los,
NMPUroTOBNEHHbIX W3 CTaHAAPTHOro obpasua NpeanpuATMA C COOTBETCTBYIOLWLMM COZepXKaHuem
BMpPYCHON HK.

3.2. AHanuTn4yecKas cneunipuyHoCTb:

Bbin nposegeH in silico aHanu3 nocnegoBaTeNbHOCTEN MpaiiMepoB M 30HAOB MO 6Gaszam
nocnegosartefibHoCcTed Bupycos (rpunn A u B, naparpunn 1, 2, 3 n 4 TUNOB, afeHOBMPYChI,
60KaBMpyCbl, METANHEBMOBUPYCbI, PECMINPATOPHO-CUHLUTMANbHbLIE BUPYCbI U KOpOHaBupycbl hCoV
NL63, hCoV 0C43, hCoV 229E, hCoV HKUI, SARS-CoV-2) ”# MUKpPOOPraHM3MoB
(Chlamydophila pneumoniae, Mycoplasma pneumoniae, Legionella pneumophila, Streptococcus
pneumoniae, Haemophilus influenzae, Streptococcus pyogenes. Streptococcus agalactiae.
Staphylococcus aureus. Staphylococcus spp, Streptococcus spp, Prevotella spp, Leptotrichia spp,
Corynebacterium spp, Neisseria spp), KOTOPble MOTyT NPUCYTCTBOBAaTb B PeCnNUpPaTOpHOM TpPaKTe
yenoseka. Bo3MOXXHOCTb NEPEKPECTHbLIX PeakLunin NCKYeHa.

AHanutnyeckas cneyngpuyuHocts BblsiBneHUs PHK puHoBupycoB 4enoseka (hRV) 6bina
NOATBEPXAEHA OTCYTCTBMEM MNEPEKPECTHbIX JIOXHOMOMOXMNTENbHLIX CWUIHANOB MNpWU aHanuse
06pa3yoB OT 60/bHBIX C OCTPbIMW PECnUPATOPHLIMU WH(PEKLUAMU WHOW 3TMONOrMKU (BUPYCHI
rpunna Tuna A n B, pecnupatopHo-CUHUMTMaNbHbIA Bupyc (Human respiratory syncytial virus),
meTanHesmoBupyc (Human metapneumovirus), 4 suga supycos naparpunna (Human parainfluenza
virus 1-4), kopoHaBupycbl (Human coronavirus 229E, Human coronavirus OC43, Human
coronavirus NL63, Human coronavirus HKUI, SARS-CoV-2), ageHoBupycbl (Human
mastadenovirus) n 6okasmpyc (Human bocavirus)).

B pamkax Mex[yHapoLHOW cucTeMbl KOHTpons kKaydectBa QCMD (Quality Control for
Molecular Diagnostics, BenukobpuTtaHusa) npu aHanuse pecnupatopHbiX naHenein (QCMD 2021
Respiratory 1 EQA Programme, QCMD 2021 Respiratory Il EQA Programme, QCMD 2021
Respiratory 1l EQA Programme) nokasaHO Hanuuue creumuyeckmx cuUrHanos B ob6pasuax,

COAEPXalLMX PUHOBMPYC M OTCYTCTBME HeCneuuguuecknx peakuuid B obpasyax Coaepxalinx
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npoyne pecnupaTopHble nartoreHbl (rpunn A ¥ B, pecnupaTtopHblil CUHLUTUANBbHBLIA BUPYC,
aZleHOBMpYC, BUpPYC naparpunna, KOpOHaBMpyC, MeTanHeBMOBMpPYC, 3HTepoBupyc, Legionella
pneumophila. Streptococcus pneumonia, Haemophilus influenza. Mycoplasma pneumonia,
Bordetella pertussis), 4to nogreepxgeHo Ceptugukatom QCMD (Quality Control for Molecular
Diagnostics, BennkobputaHus).

3.3. lnarHoctnyeckas YyBCTBUTENbHOCTb BbiiBNeHUa PHK puHosupycoB yenoseka (hRV):
KNMHUYECKME UCMbITAHMA, NPOBEAEHHbIE HAa 47 MNOMOXMUTENbHbIX 06pa3uax (Masku CO CAU3UCTOW
HOCa M 3afHeil CTEHKWU FN0TKWU, MOKPOTa, OpOHX0aNbBeONSPHbIA naBax), cogepxawnx PHK hRV,
nokasann 100 % 4yyBCTBUTENbHOCTb (MHTepBan 92,5 % - 100 %, ¢ 4OBepUTENIbHON BEPOATHOCTbLIO
95 %);

3.4. [OwnarHocTtmyeckasa creumdpuyHocTb BbiaBneHna PHK puHoeupycos uyenoseka (hRV):
K/IMHNYECKNe UCNbITaHWA, NPOBeAeHHble Ha 123 oTpuuaTenbHbiX o6pasyax (Masku co CAU3UCTOW
HOCa W 3afHel CTeHKW [N0TKW, MOKpPOTa, GPOHX0anbBEONAPHbIA naBax), He cogepxawunx PHK
hRV, nokazann 100 % cneynduyHoctb (MHTepBan 97,1 % - 100 %, C [OBEepUTENbHOW
BEPOATHOCTbLIO 95 %);

3.5. Bocnpous3sBoAUMOCTb pesynbTaToB:

Mpu TecTMpoBaHUM B ABYX HE3aBMUCMMbIX MOCTAHOBKAaxX [BYMSA pas3HbIMW OfepaTopaMy Ha
ABYX cepusix Habopa 06pa3L0B8 B 8 NOBTOPaxX KaXAbli BHYTPMNOCTAHOBOYHASA, MEXNOCTAHOBOYHASA,
BHYTpUCEpUintHas M MeXcepuitHas BOCMPOU3BOAMMOCTb, MexabopaTopHas BOCNPOU3BOAMMOCTb
pe3ynbTaToB cocTaBuia 100 %. KoathguumeHT Bapuayum Ct He 6onee 4 %.

3.6. oTeHuManbHO NHTEpPepMpyOLL e BELLECTBA.

B KAMHWYECKMX  UCMbITAHUAX  MOKa3aHO  OTCYTCTBME  BAMAHMA  MOTEHLMANbHO
NHTepdepupytowmnx Bewects (KpoBb 40 5% M MyUUH 40 5 %) B KNMHUYECKMX 06pa3uax (Masku co
CMIN3UCTON HOCA W 3afHeil CTEHKU FI0TKWU, MOKPOTa, 6POHX0anbBe0NSAPHbIN flaBaX) Ha pe3ynbTaTbl
aHanmsa.

4. MEPbI MPEAOCTOPOXHOCTHU

4.1. MoTeHUManbHbI PUCK NpUMeHeHUa Habopa - knacc 26 (Mpukas3 M3 P® ot 06.06.2012
No 4H).

4.2. Jlabopatopuu, BbINONHAKOWME WCCNefoBaHMA Mo BbiaBneHU HK Bo36yguTeneii
pecnupaTopHbiX WHMEKUNA, 0693aHbl 0becneynTb 6e30nacHOCTb paboTbl B COOTBETCTBMM C
TpeboBaHMAMM 3aKOHOAATENbCTBA B C(hepe CaHUTApPHO-3NMAEMUOIOrMYECKOro 61arononyyms.

Habop npegHasHayeH Ans npogeccMoHanbHOro NPUMEHEHNS B KNMHWYECKOW NnabopaTopHOi
anarHoctuke. K pabote ¢ HabopoM A0MNyCKaeTcs TONMbKO chneumanbHO OBGY4YeHHbI MepcoHan ¢
BbICLUMM WAW  CPeAHUM MeAULMHCKUM, wuamM 6Guonornyeckum obpasoBaHueMm, MpoLIeaLnii

noAroToBKY Ha NNUEH3NPOBaHHbLIX KypcCaX I'IepBI/ILIHOI\/II cneynannsaumnn no pa60Te C MaTOréHHbIMu
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AN5 YenoBeka MUKPOOPraHn3Mamun v NoayynBsLINA AOMNONHUTENLHOE CrelnanbHoe o6pasoBaHme Ha
Kypcax MoBbNMNeHUs KBanMukaumm no MoseKynspHo-61MonornyeckuM metTogam gnmarHoCTuKN.

4.3. MKO coaep>XuT HaTpus asng B KOHLEHTpaumm, ykasaHHol B n. 2.2 «CocTaB Habopa».

4.4. Ona npefoTBpaleHNs KOHTaMUHALMM HEOO6XO4MMO TeppuTopManbHO pasfenaTb aTanbl
BbigeneHns HK n noctaHoBku MLUP/OT-MLP cornacHo MY 1.3. 2569-09 «OpraHusayns paboThbl
nabopaTopuii, MCMNOMb3YHLWMX MeToAbl amMnAn(uMKauMM HYKNEWHOBLIX KWCNOT npu paboTe ¢
martepuanom, cogepxalimum MuKpoopraHmusmsl I-1V rpynn natoreHHocTu».

4.5. MNMpu paboTte ¢ Habopom HeobXOAMMO HageBaTb OAHOPA30Bble MEAMLIMHCKNE MEpPYaTKM,
MCNOMb30BaTh TO/IbKO 04HOPa30Bble HAKOHEYHWUKK C (hUNbTPOM AN J03aTOPOB.

4.6. Kaxpgoe paboyee MeCcTo AO/HKHO OblITb CHabXXeHO COOCTBEHHbIM HabopoM [03aTOPOB
nepemMeHHOro o06bemMa, HEOOXOAMMBbIMW BCMOMOraTe/lbHbIMKM MaTtepuanamm 1 060pyLOBaHUEM.
3anpewaetcs ux nepemelieHne Mexay pabounmm mectamu.

4.7. He ponyckaeTcs MCNOMb30BaHME OAHUX W TexX >Xe HAKOHEYHWKOB Npu [o6aBneHuu
pa3HbIX 06pasLoB.

4.8. Tocne oKOHYaHMs paboT Ans Ae3nHMEKUU 1 NpefoTBpaLLeHNS KOHTaMUHaLMn Bce pabouve
MOBEPXHOCTN 1 060pyA0BaHNe CnefyeT NOABEPrHYThb AECTBUIO 6aKTepmuumnaHbIX Y d namn B TeveHne 1
yaca. 3ateM 06paboTaTb perfameHTVPOBaHHbLIMU CaHUTapHbIMU MpaBuaamMn  Ae3HOULUPYOLWMMN
cpeactBaMn (Takumu, kKak: 0,8% pacTBop «[e3omakc-WHHOBa»; 1% pacTBop «[Awuabak»; 0,5%
pacTBOp «J/lnsaguH»; 1% pacTBop «MucTpanb»; 1% pacTBop «BenTonen»).

49. Bce ucnonb3oBaHHble — 0A4HOpPa3oBble  MaTepuanbl  noasepraTtb  06paboTke
AesnHpuuupyrowmMmm  cpeacteamm ¢ - nocnegywouieid  ytuamsaumen  (em. MY 287-113
«MeToAnYecKme ykasaHus Mo Ae3nHpeKuMn, npeacTepun3aunoHHOn OUUCTKe U CTepuam3auum
N30ennii MeAULUHCKOTO Ha3HAYeHUN»).

4.10. Mpn wncnonb3oBaHMM Habopa 06pasytoTca oTXoAbl KnaccoB A, b, B u I, KoTopble
KnaccuuumpyroTca 1M yHUYTOXaKTCA (yTunmsmpyrotcs) B cooTBetcTBum ¢ CaHluH 2.1.3684-21
«CaHNTapHO-3NNAEMMNONOTMYECKME TpeboBaHWS K COAEPXaHUKD TeppuTOpuiA  TOPOACKUX W
CeNbCKUX MOCENEeHUA, K BOAHbIM 0ObEKTaM, MWUTbEBO BOAE W MNUTbEBOMY BOAOCHAGXEHMIO,
aTMOC(hepHOMY BO3A4yXY, MOYBAM, XXWAbIM MOMeLLeHNAM, 3KCnayaTaumMM MNPOU3BOLCTBEHHDbIX,
00O eCTBEHHbIX MOMELLEHWIA, OpraHu3aunm 1 nNpPOBeAEHUI0 CaHUTapPHO-NPOTMBO3INUAEMUNYECKNX
(NpodhmnakTMyecKnx) MeponpuaTuiny. [esnHgekLMio Habopos peareHTOB cieayeT NPOBOAUTL MO0 MY
287-113 «MeToAnyeckme yKazaHMs N0  Ae3nMH(EeKUUn, nNpeacTepunn3almoHHOn  OUYNCTKE U
CTepuAn3aLun N3gennin MegULNHCKOro HasHauYeHns».

5. OBOPYAOBAHWE N MATEPUNANbI
- aMnNAnguKaTop ¢ AeTeKunei hayopecLeHLUn B peXKMMe peanbHoro BpeMeHn NaaHWeTHOro

Thna (C KaHanamy getekuum: «<PAM», «ROX»);

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



«CFX96», (mpma «Bio-Rad», CLUA), «ATnpaiim» (OO0 «HMO [AHK-TexHonorusas,
Poccus);

- TMUP-60okc (Hanpumep, 60KC abakTepuanbHON BO3AYLWHON cpedbl Tuna BAB-IMLP-
"NamunHap-C", pupma JTammHapHble cucTembl, Poccus);

- XONOAUNBHUK ObITOBOW, NOALEPXUBAKOLWMIA TemnepaTypy (2-8) ®C,

- MWHU-LIEeNKep NNaHLWeTHbIA, obecneynBatoLmnii 4yacToTy BpaweHus 1200-1800 06/MuH
(Hanpumep, «PSU-2T», tupma «BioSan», JlatBua wnmn «BioShake iQ» dupma «Analytik Jena»,
FepMaHus);

- [03aTopbl OAHOKaHanbHble C MNepeMeHHbIM 06bEMOM, CO CMEHHbIMW HaKOHEYHWUKaMK
(Hanpumep, hupma «Biohit», PuHNAHANA);

- 04HOpa30oBble HAaKOHEYHWKW [N [03aTOPOB C 3aWUTHbIM  (DUIbTPOM/a3p030/ibHbIM
6apbepom (Hanpumep, pupma «Sartorius», FepmaHua);

- fepyaTKu MefULMHCKUE OLHOPa30Bble HeCTepU/bHble HeonyApeHHble NaTeKCHble Wn
HeonpeHoBble (Hanpumep, nepyatkn «NeoTouch», pupma «Ansell Healthcare», M'epmaHus);

- WTaTMBbLI AN MUKPOMNPOOGMPOK BMECTUMOCTbO 2 Ma u 0,2 mn (Hanpumep, gpupma SSI,
CWA);

- KOHTeilHep pAana cbopa oTxogoB (Hanpumep, «KoHTeliHep pgns cbopa OCTPOro
nHcTpymeHTapmsa - EK-01», hupma «KM-MPOEKT»);

- HOX KaHLeNsapCKui nam HOXHULbI.

6. NOATOTOBKA AHANN3NPYEMbIX OBPA3LIOB 1 PEATEHTOB

6.1. NMoaroToBKa aHaNN3MPyeMbIX 00pa3L,oB.

B3aTue, TpaHcnopTMpoBaHWe W XpaHeHWe WCCefyeMOoro MaTepuana OCYyLLeCcTB/seTCs
corfnacHo MY 1.3. 2569-09 «OpraHusauus paboTbl nabopaTtopuin, MCNONb3YIOLWMNX MeTOAbl
amnanuKaLumnm HyKNemHoBbIX KACNOT Npu paboTe ¢ MatepuanoM, cofepxaliuM MUKPOOPraHu3Mbl
-1V rpynn naTtoreHHoCTn».

MauneHT fO/MKeH ObiTb 3apaHee NPOWHCTPYKTMPOBaH O MNpasBuiax MOATOTOBKW K chadye
K/IMHWYECKMUX 06pa3uoB: B TeyeHMe 6-TW 4acoB Mepes Mpouesypoi Henb3sa WCNONb30BaTb
MeAVKAMEHTbI, OpOLLaloLLLMe HOCOrNOTKY AN POTOrNOTKY U Npenapatbl AN1A paccacbiBaHUa BO PTY.
bonee nogpo6HO ¢ npasunamu 3abopa 6Guomatepuana MOXHO O03HAKOMUTbLCA B KAMHMYECKUX
pekomeHfaumsax «JflabopatopHasa gumarHoctuka rpunna u gpyrux OPBW meTofoM nonmmepasHol
LLeMHON peakuMmn», paspaboTaHHbIX Accouuaunein crneyuannucToB M opraHu3aunii nabopatopHoi
cnyx6bl «Pepepauns nabopatopHonm  MefuuMHb» U PBYH  «LleHTpanbHbIi  Hay4HO-
nccneaoBaTeNbCKNA MHCTUTYT anugemunonormm» PocnotpebHaasopa, Mocksa, 2016.

Mpu npoBefeHUn paboT C KAMHMYECKUMKU obpasuamu B nabopatopuu, BKO4Yas npoLecc

BblleneHnas HK n3 Hux, H606XOAVIMO o6ecrneyunTb 6e€30MacHOCTb pa6OTbI B COOTBETCTBUUN C
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TpeGOBAHASMH 3aKOROASTEILCTBR B Chepe CARNTAPHO-ITHACMHONIOTHICCKOTO Graronomyus.

Hdna ananusa ucnoassyerca PHK, BhienleHHas H3 KIMHHYECKOTO MaTepHana (MasKH co
CIM3ACTON HOCA B 3aAHeH CTEHKH INIOTKH, MOXPOTa, SpoHXoanbBeosspHL NaBaxk) ¢ NOMOMBIO
nabopoB: «Peanbecr akcrpakmus 100», «Peanbecr VeuMar» wm «Peanbect Copburyc»
npom3soacTsa AQ «Bexrop-bect» cOrnacHo HHCTPYKIMM 0O NPHMCHEHHIO COOTBETCTBYIOLIEIo
Babopa.

Jns o6pasuoB, coacpxamux cnusb (MokpoTa, OpoHxoansseonspHul nasax), HeoOXomaMoO
NpeABAPUTE/IBHO NPOBECTH NPOLEAYPY NOATOTOBKH K BBHIACACHHIO HYKICHHOBHIX KHcnor. K
ofpasny GuoMarepuana RoGaBHTh paBHBIA 0OBEM 95% 3THNOBOrO CHHpTA, TINATENLHO
nepeMemars, BHOCpXaTh npB Temmeparype (18-26)°C 10 muuyr. Em@ pas TmarensHo
nepemeinars. 100 MK DONydEHHOH B3BECH MCIIONb30BATH JUIS BHIACICHAS HYKICHHOBHIX KHCNOT.
He 3axpaTnIBaThL KOMKH CIA3H!

Kaxpas rpynna ofpasnos, npoxoasmias suepes npoueAypy Buigencuus PHK, momxma
copepxars IIKO, KoTopeii sBisercs KOMNOHEHTOM JaHHOrO Habopa, M OTpHIATCIBHLIN
KoHTpoabHbI 06paten (OKO), koTophill ABNSETCA KOMIOHCHTOM Habopa ANA BEICCHNS.

Brinenennyio PHK xpasuts npu remnepartype (2-8) °C e Gonee 24 uacop.

6.2. lloaroToBKA pearenToB.

6.2.1. Tlepen HauanoM paGoTel H3BACYH HAbOp M3 XONOAMILHHKA, BRACPXKATH HpoOHpKA ¢
I'PC B ynaxorke (He BckphiBag!) npu remnepatype (18-26) °C e menee 30 munyT.

3aTeM BCKPHTE YDAKOBKY, AKKYPATHO ¢ MOMOIIBIO KAHICIAPCKONO HOXA WIH HOXHHEI
0Tpe3aTs HeoGXOMMMOe KONMHYECTBO (IO THC/NY MOATOTOBJCHHHIX Mpol, BEMOSas KOHTPOJILHHE
obpasus: (1 OKO u 1 IIKO) mpobmpox ¢ I'PC. Orpeszars mpoGupkm cieayer BMECTE C
‘ MOKPHIBAIOIICH AX IICHKOMH,

Bunmanne! Herncnomsiosannrie npobupki ¢ FPC ynakopars B nakeT ¢ OCYmMTeNEM, YRAIHTS
u3 Hero /HER BO3AYX H IUIOTHO 3aKpuTs 3a%HM. [locne mepsoro BcxpeTus ynaxobku I'PC
XpaHHTh NpH TeMueparype (2-8) °C re Gonee 3 mecsues.

6.2.2. TTIKO nocne BckpuTHR MpoOHPKH XpaHuTh NMpR Temmeparype (2-8) °C He Oonee
3 Mecanes.

7. MIPOBEAEHHE AHAJIH3A

7.1. HeobxomuMoe xonu4ecTso (0 YHCIY HOArOTOBIEHHEIX Mpol, BKMIOYAR KOHTPOJILHBIC
obpasms) opoGupok ¢ 'PC nporyMepoBaTs 4 PACcTIONTOKUTS B LITATHEE.

7.2. AKKYpaTHO YAamHTb NAEHKY, 3axXphIBAIOUIYIO npoGupkn. Bruumanue! ITpu yoanewuu
nrénxu creoume, ymobu: amecme c rei ne bwina yoanena I'PC.

B kaxayio mpoGmpxy A03aTOpOM, HCMOML3YS IS KAKAOTO OOpasia HHAMBHAYANbHLIR
HAKOHETHHK ¢ (QUILTpOM, BHecTH mo 50 mxu pacteopa Bhizenenno# PHK. Bpema or sauama

8
l & 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



pHeceuus B I'PC 10 sanycka OT-ITLP nonkno 66t He Gonee 30 nmm.

7.3. 3aknents npobupxH onTAdeckod mnénxo#t. Bwumanue! Heavzz nawocume na
OnMuUNecKyI0 NISHKY Kaxue-ubo naonucu. Onmuveckan nIENKa OOANCHA OCMAeamves yucmoti!

7.4. TlomecTs Npobupkn B MunA-meiixep. [Nepememars coaepaxumoc npobupok © YacToToH
ppamenna 1200-1800 o6/mun B TevueHne | MUHYTHL

7.5. Tlomectats npoSupxu B aMimdaKaTOD.

7.6. 3anporpammupoBats mprGop s npopeaenus peakumn OT-TILP (nporpamMmupoBanne
aMIIHGUKaTOPpa NPOBOAKTH B COOTBETCTBHH ¢ HHCTPYXUMeH K npubopy):

1 cramns: 45 °C - 30 MunyT;

2 cramus: 94 °C - 1 MunyTa;

3 crapms: 50 uuxnon (94 °C - 10 cexynz, 60 °C — 20 cexynn)*.

*UsMepenne payopecueHiEy npoBoauTs npH 60 °C,

7.7. Bufpars kxamamu nerexunn pesynbraToB aMmmrpuxammm xAHK BKO » xJIHK
B030yIHMTENS HHbEXIHN:

«ROX» — nna perucrpanuy cursaia KJ[HK hRV;

«FAM» ~ nne perucrpanun carsana xJIHK BKO.

7.8. 3anporpaMMHpoBaTh MNOJNIOXKEHHE NPOGHPOX ¢ HeCHeAyeMBIMH OfOpasliaMH H
KOHTPONLHBIMA 00pa3tiaMi, COrIacHO MECTPYKIHE K HCNOAb3yeMOMY IpROOPpY.

7.9. 3anycTiTh aMIVIHOHKATOP ANA BLIONHCHHA 3aAAHHOI0 MPOTOKOA.

7.10. Ilpm wucnons3opanun B KIJ1 naGoparoprot wmdopmammonnolt cmcremu (JIMC)
HPHMCHACTCA BKAANKIL CO IITPHX-KOAOM KaK HACHTH(HKaTOp aHAMN3A.

8. AHAJIN3 H YUET PE3YJIbTATOB

8.1. Yenonua anamma i yiTa pe3yibTaTOB,

8.1.1, B IIKO nporpaMma A0KHA GHKCHPOBATH:

- Hapactanue curHana aMmmmbnuxammn kJHK BKO (kanan «FAMb») H onpenensaTs 3HaveHHe
noporosoro nukna Ct BKO;

— Hapacranue cursana aMmmwmpuxamuk kJJHK hRV (xatan «ROX») & onpencnsTs uagesue
noporosoro nuxna Ct IIKO.

8.1.2. B OKO nporpamMma fomkna HHKCHPOBaTH HapacTanue carHana aMmmadukannu x{HK
BKO (xanan «FAM») u onpeaenste Ct BKO, npn 3T0M nporpaMmMa He JOJ/IKHA PETHCTPUPOBATH
HAPACTAHAN CHTHANA CTeURdHIecKoro mpoaykTa amnanduxaium no xagany «kROX» ¢ Ct Mensme
Hnn pasHo 40,

Ecmz ans OKO onpeaensercs 3nauenune Ct mo xanamy «ROX» ¢ Ct menpme 40, TO 3710
CBHOCTEIBCTBYET O HANHYMH KOHTAMHHALMY (cM. 1. 8.2.4).
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8.1.3. B kamnoM ucciemyeMoM ofpasme nporpaMma AoDkHA (HMKCHPOBATH HAPACTAHHE
curnana ammmuxanmy kK THK BKO (xanan «FAM») u onpepensts Ct BKO.

8.2, Yu¥t pesyanraros.

8.2.1 Bermcemmrs (Ct BKO)ep xak cpemmee smauermme Ct BKO Bcex aHammsupyeMbix
obpaznos (exmouas [TKO » OKO). Orbpaxoske nomnexar 3paderns Ct BKO, ormuuaiomuecs
Gonee ueM ma 2 or 3HauenHa (Ct BKO)cp. ITocne orGpakosku nepecumrars (Ct BKO)ep ana
OCTABIINXCA IHAYCHHIA.

8.2.2. Anamasupyemptii ofpasen cuuTaeTca oTpHRaTenLHEIM (He cozepxammuM PHK hRV),
€CIIH U1K 3Toro oGpasua 3nagenre Ct no kaHamy «ROX» me onpegensercy.

Eciu ana Takoro ofpasua 3sauenne Ct BKO npesnmmaer snayerme (Ct BKO)cp Gonee gem
Ha 2, TO pe3yIbTaT N0 AaHHOMY O0pasily He MOICKHT aHANH3Y H YUCTY KaK OTpHLATENBHBIH.
Heobxoaumo nposecTd MoBTOpHHI aHanu3 faHHOro ofpasna, HauRHas ¢ 3Tana Buacnennd PHK.

8.2.3. AmammsupyeMuli ofpasen CUMTAETCH NONOKHTENLHEM, T.6. coaepxamuM PHK hRV,
ecIH /U1 3T0ro ofpasna snayenne Ct no kanany «ROX» menbiue wm pasto 40.

Ecnu ana anamasupyemoro obpasua ompenendgercs Ct Goneine 40, pesynsTaT cliexyer
CYHTATH HEONpPEAENCHHBIM, DPEKOMEHAYeTcf MpoBelicHHe AONORHMTILHEIX HCCIEAOBaHRR
(mccnenoBaHHe BHOBH 3a0paHHONO MATSpPHANA MM HCCACAOBAHHC C HCMONL3OBAHHEM APYTOTO
Habopa peareHToB).

824. B ciay9ae KOHTAMABADMH BCEC TMONOXKHTCIBHRIC PE3YALTATH N0  JaHHOH
uHmBHAyansHOH nocraroske ITLIP cumTalorcs HemocToBepHBIMH,. TpeOyeTCs NpeANPHANTS MEPH
No BHIABJACHHIO H JMKBHAALMH MCTOYHHMKA KOHTAMMHAIMA W NOBTOPHTH aHamM3 Bcex oOpasinos
JAaHHOM TOCTAHOBKH, ANA KOTOPHX NONYYeH NONOKHTESIBHBIN pesymsrar. OOpasum AaHHON
MNOCTAHOBKH, AHANMH3 KOTOPHMX Aal OTPHIETENbHLIN pe3yNbTAT, CACAYET YWHTHBATH, Kak
OTPHUATENLHEIE.

9, YVCJIOBHA TPAHCIIOPTHPOBAHHSA, XPAHEHHSA H IPHMEHEHHSA HABOPA

9.1. TpancuOpTAPOBATE H3ACNHA CHEAYCT TPAHCHOPTOM BCEX BHAOB B KPHITHIX
TPAHCHOPTHBIX CPEACTBAX B COOTBETCTBHMHM C NPABHJIaMH RNEPEBO3OK, MACHCTBYIOHMH Ha
TPaHCNIOPTe HAHHOTO BHAA, NMpH Temmepatype (2-8) °C. JlonmyckaeTcs TPaHCIOPTHPOBAHMC OPH
TeMnepartype 80 26 °C ne 6onee 10 cyrox.

9.2. Xpanenne Halopa 8 YNAaKOBKC MPCANPHEATAA-H3TOTOBHTC/A AOMKHO OCYIICCTRANTHCA
mpH Temmeparype (2-8) °C B TeueHHE BCEr0 CPOKA TOZROCTH B XOJORMWIBRHAIX KAMCpAX HIH
XONOAMNLHAKAX, 00eCICUHBAIONIHX PerAMEHTEPOBAHHLIN TeMnepaTypHull peXHM ¢ CXRCAHCBHOR
perucTpauucii TeMnepaTypsi.

9.3. Cpok rogHocTH Habopa ~ 12 Mecaues co fHs Buinycka. He monyckaercs npaMcHEHHE
HabOPOB O HCTCUCHHH CPOKA HX FORHOCTH.
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9.4. ina nonyyeHns HaféXHbIX pe3ynbTaToB HEOOXOAMMO CTPOroe co6M0jeHNE UHCTPYKLMM
no NpuMeHeHnto Habopa.

9.5. N3genne He TpebyeT TEXHNYECKOr0O 06CNYXXUBAHUA N HE NOANEXUT PEMOHTY.

10. TAPAHTUMHBIE OBA3ATE/IbCTBA

10.1. Mpou3BoAuTeNb rapaHTUpyeT COOTBETCTBME BbIMYCKaemMblX W34eNuii TpeboBaHUAM
HOPMaTUBHOM U TEXHNYECKON AOKYMEHTaLMN.

Be3onacHOCTb 1 KauyecTBO U3feNNsA rapaHTUPYOTCA B TEYEHWE BCEro Cpoka rofHoCTH.

10.2. Tlpou3soauTenL OTBevaeT 3a HeLOCTATKW W3[eNnnd, 3a WCKIOYeHWeM [edeKTos,
BO3HMKLUWX BC/MEACTBME HapyLleHWs MpaBu MOb30BaHWUSA, YCNOBUIN TPaHCNOPTUMPOBAHUA U
XpaHeHus, Nnbo [eNCTBUA TPETbUX UL, NGO HENPEOLONMMON CUNbI.

10.3. Mpoussogntenb 06sA3yeTcs 3a CBOW CYET 3aMeHWUTb W3denue, TeXHUYecKue wu
(PYHKLMOHaNbHbIE XapaKTepUCTUKN (NOoTpebuTenbckMe CBOWCTBA) KOTOPOrO He COOTBETCTBYHOT
HOPMATUBHON M TEXHWYECKON AOKYMeHTauuu, ecnv yKasaHHble HefoCTaTKu SBUINCh CMeACTBUEM

CKpbITOTO ,qeq)eKTa MaTepunanoB Ui HEKa4ECTBEHHOI 0 N3rOTOBNEHUA N3aeNNA NPOU3IBOANTENEM.

Mo Bonpocam, Kacawolwumca KayvecTBa Habopa «PeanbecT-OPBW PHK hRV», cnepyet
ob6pauwiatbcsd B AO «BekTop-becT» no agpecy:

630117, r. HoBocnbupck-117, a/a 492,

Ten.: (383) 252-51-62,227-60-30; Ten./thakc: (383) 252-51-81, 252-51-77;

E-mail: plkobtkQ.vector-best.ru

KoHcynbTaumio cneymanmcta no pabore ¢ HA60POM MOXHO NOAYUUTL Mo Ten.: (383) 252-51-75.

HavanbHWK oTAeNneHns
npounssogctea MLP-Habopos
AO «BekTop-becT» A.B. TpyxuHa

[vpekTop no npov3BoAcCTBY
AO «BekTop-bect» B.K. Tkaues

LNpeKTop KIMHUYECKUX UccneaoBaHunii

W [ONOJTHUTENbHbIX CEePBUCOB AMpekunn

000 «He3sasucumasa naboparopus MHBUTPO»
M.I.
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MpoLwunTo B KONMYecTse NNCTOB

roga
OnpekTop KAMHNYECKUX NCcnenoBaHuii u
[AONONHUTENbHbLIX CEPBMCOB AAinpM LM
OO0 «Hes3asncmnma nadéop

A. . HoBukosa
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