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1) HaumenHoBanme u (WIH) TOProBoe HAUMEHOBaHHeE
MeIMUIMHCKOr0 U31eJMs AJsl JUATHOCTUKH in vitro

HaGop pearenToB myis xauectBeHHoro BeisiBiaeHuss PHK Bupyca
3uka merogom OT-IILP-PB «ZIK-testy

CokpaieHHOe HauMeHOBaHuEe — Habop peareHToB «ZIK-testy.

2) CBeeHusl 0 NMPOM3BOANTEIE MEIMIUHCKOTO M3eusl J1JIA
JTHATHOCTHKH in vitro
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3) Ha3znaueHne MeIUIIMHCKOI0 M3eJIMsl IJIs1 JUATHOCTHKH in
vitro

Hasnavenme: HabOop pearcHTOB «ZIK-testy mpemanaszHaueH mis
KAueCTBEHHOI'0 BBISBJICHMS creuu(uuHblXx ydacTkoB reHomHoil PHK
BUpyca 3MKa METOJIOM OJHOCTaJMHHOM OOpaTHOM TPaHCKPUILMU —
MYJIBTHILICKCHON MOJMMEPa3HON EMHON peakiuy ¢ THOPHIN3aIMOHHO-
¢byopecLieHTHOH aeTekiuel B pesxxume peasbHoro spemenu (OT-ITL[P-
PB) B nmpoOe HYKJIEHMHOBBIX KHCJIOT, BBLAECIEHHOW W3 IJIa3Mbl KPOBU
YeJI0BEKa, y MAllMEHTOB C MOJ03pEHHEM Ha MH()UIHMPOBAHUE BUPYCOM
3uKa.

DyHKIHMOHAJBHOEC HA3HAYEHHE — IIOJIyYCHHBIE pPE3YJIbTATHI
MOTYT MCIIOJIb30BAaThCs JUIsl IMAarHOCTUKU 3a00JIeBaHUS, BBI3BAHHOTO
BUpycoM 3uka (Zika virus).

Onucanue TOro, 4ro ompegeasiercs M (WJIM) H3IMepPsETCs
(anasmt) — PHK Bupyca 3uxka.

Jluxopanka 3uka — mepegaBaeMoOe€ KOMapaMH BHUPYCHOE
3aboneBaHue, Bo3OynuteneM kotoporo  sBisercs PHK-upyc,
npuHauIexKamuid Kk poay GiaBusupycoB (Flavivirus) us cemeiictpa
Flaviviridae.

Crneuunguueckoe paccTpoiicTBo, COCTOSIHUE WIH (PAKTOP pUCKa
AJasi  o0HapykeHusi, omnpeaeneHus uWiIH AuddepeHunpoBanus
KOTOPOI0 NMPeIHA3ZHAYEHO MEAUIUHCKOE H3/1e/IHe IS JUATHOCTUKH
in vitro — wnabop pearenToB «ZIK-test» mnpenHasHaYeH IS


http://www.testgen.ru/

kadecTBeHHOro BbIsiBIeHUss PHK Meromom omHocTammitHONW 0OpaTHOM
TPAHCKPHUIILIMA — MYJIbTUIUIEKCHOM IOJIMMEPA3HOM LIENTHOM pEaKIUu ¢
ruOpUAN3aIMOHHO-(DIIyOPECIIEHTHON JIeTEeKIUEH B peKUME PealbHOTO
Bpemenu (OT-IILP-PB) c¢ wmenbi0 AMArHOCTUKH JUXOpaaKu 3UKa,
BbI3BaHHOH BHpycoMm 3uka (ZIKV).

IIpennasHayeHre MEAULMHCKOIO W3JeJHMs JJIs1 THATHOCTHKH
in  vitro A Ka4YeCTBEHHBIX, MOJYKOJUYECTBEHHBbIX MJIH
KOJINYeCTBEHHBIX omnpenejeHuii — HaOop peareHToB «ZIK-test»
MpeAHa3HayeH )11 KauecTBeHHOro BoisiBieHus PHK.

Tun anaguzupyemoro odpasua — MaTepuaIoM JJis IPOBEACHUS
OT-IILP cayxar: npoosr PHK, BeICIeHHBIC W3 TUIa3Mbl KPOBH (ISt
dopmbl KOMIUIEKTanuu 1); o0Opas3mpl MmiaasMbl KpoBU (i (OPMBI
KOMILICKTAIIH 2).

Iloka3anust k npuMeHeHuro: Habop peareHToB «ZIK-testy»
PEKOMEHJIyeTCsl K MNPUMEHEHUI0 Yy TAlUUEHTOB C KIWHUYECKOU
CUMITOMaTUKON BHUPYCHOrO 3a00JjieBaHUs, IOAO3PUTENBHOIO Ha
MH(DEKINIO, BBI3BAHHYIO BUPYCOM 3HKa.

IIpoTruBonoOKa3aHus K NPUMEHEHUIO: OTCYTCTBYIOT.

4) HaGop pearentoB «ZIK-test» mnpeaHasHayeH s
AMATHOCTHMKM in  vitro a8 KJIMHU4YeCKOH JadopaTopHOi
AUATHOCTHKH.

5) IoTeHIHANBbHBII MOTPEOUTENH MEIUIMHCKOT0 31U
Habop npeanasnaueH ans mpodecCHOHANBHOTO MPUMEHEHHS B

MEAUIIMHCKUX YUPEXKIECHUAX U KIIMHUKO-/THarHOCTUYECKUX
nabopatopusx. IlpodeccuoHanbHbIi  ypOBEHb  MOTEHIHAIbHBIX
norpeduteneii — Bpad KIMHUYECKOM J1abopaTOPHOM JWAarHOCTUKH,

MEIULUHCKUI 1a00paTOPHBIN TEXHUK.

6) llpunuun Tecra

Meton

OpnocraauiiHas oOpaTHas TPAHCKPHUIIHS — MYJIbTUILUIEKCHAS
MOJTMMEpPAa3Hasl IEMHas Peakiusi ¢ THOPUIU3AITMOHHO-(ITYyOPECIICHTHON
netexiueit B pexunme peasnibHoro Bpemenu (OT-IT1[P-PB).



IIpuHuMn onpeneneHus

BeissiBnenne PHK Bupyca 3uka OCHOBaHO Ha HCIOJIb30BAaHUU
METOAAa OAHOCTAJUMHOM peakuuum OOpaTHOM TPAHCKPUIILUU C
MIOCJICAYIOIMM IIPOBEICHUEM IIOJIMMEPA3HOM LENHOW peakuuu B
peasbHOM BPEMEHH B OJTHOM ITpoOUpKe.

B cocraB OT-IILIP-O6ydepa 5x BXOIAT BCE OCHOBHBIC PEarcHTHI,
BKJIIOYAsl peBepTa3zy C «TEIIBIM CTapTOoM», TepmocTabmibhyro JIHK-
MOJIUMEpa3y C «TrOpSYUM CTapTOM», J€30KCHHYKICOTUATpUochaTh 1
ONTHUMU3UPOBAaHHBIN Oydep (B ¢opMe KOMIUIEKTaHMH 2 CMECh
Ne30KCUHYKICOTHATPUGOC]HATOB HAXOMUTCI B COCTaBe IMpaiiMep-
MHKCA).

B cocraBe mpaiiMep-MHKCa TMPUCYTCTBYIOT (IIyOPECICHTHO-
MEUYEHbIE OJINTOHYKJICOTUIHBIC 30H/bI, KOTOpble THOPUAMU3YIOTCS C
KOMIUIEMEHTAapHbIM y4yacTkoM amiumpunupyemoii JIHK-mumenn wu
paspyaroTcs Tag-nojumepasoil, B pe3yibTaTe 4ero pa3zoluiarTcs
KpacuTellb U TYLIUTENb, U MPOUCXOAUT HApacTaHWE HHTEHCUBHOCTHU
¢nyopecueHIMM. OTO TO3BOJSIET PErMCTPUPOBATH  HAKOIUIEHUE
cenu(UIecKoro MPOAYKTa aMIUTUPUKAMH TYyTEM  H3MEpPEHHS
MHTEHCUBHOCTH (DIyOpPECLIEHTHOI'O CUTHaja B PEXKUME «PEealbHOrO
BPEMEHU.

HaGop comepxuT peareHTbl Ui KaueCTBEHHOTO OIpE/IEIeHUs
PHK Bupyca 3uka u ¢parmenta PHK BHyTpeHHEro KOHTPOJILHOTO
obpasua (manee BKO): mpomykTel amrmumdukanmum Bupyca 3uka
PETUCTPUPYIOTCA TI0 KaHally, COOTBETCTByoIIeMy (diayopodopy
FAM/Green, npoxyktsl ammundukaiuu BKO — no HEX/Yellow (ta6m.
1).

Tabnuna 1 — AHanu3upyemble MULLIEHH
Kanan, cootrBercTByIO1IMi uryopodopy
FAM / Green HEX / Yellow

PHK Bupyca 3uka BKO

BKO mno3BossieT OneHUTh BO3MOXKHOE HAU4YM€ MUHTUOUTOPOB B
npooe, IPUCYTCTBUE KOTOPBIX MOJKET IIPUBECTH K
JIO’)KHOOTPHIIATEIILHBIM pPe3yJIbTaTaM u/vin 3PGEeKTUBHOCTH BBIICTIECHUS
PHK.



OO0u1ee Bpems npoBeaeHus anaausa cocrapisieT 80—100 mun B
3aBHCHMMOCTH OT HCIO0JIb3yeMOii Moeu aMILInpukaTopa (0e3 yuera
Npo0ONOATr0OTOBKH).

7) OnucaHue peareHTOB, KAJIUOPATOPOB M KOHTPOJbHBIX
MaTepHuaJioB

BapuaHTbl HCIIOJIHEHUSA

HaGop peareHToB BBIITyCKaeTCs B 2-X BapUaHTaX KOMILJICKTAIUH:

1) ®opma kommiekTanuu 1

CocraB: komiuiekT peareHToB st OT-TILP «ZIK-test-Classicy.

2) dopmMa KOMILUIEKTAMH 2 — HE TpeOyeT MIpolexypbl
BbiieneHuss PHK u3 6uonoruueckoro marepuaina (npsamas OT-11LIP-PB)

CocraB: komiuiekT peareHToB st OT-TTLP «ZIK-test-Cito.

KounuecTBo aHam3oB

HaGopsr pearenroB «ZIK-test» kaxmoit GopMbl KOMILIEKTAIIMA
(tabmuupl 2-3) paccuMTaHbl Ha 96 peakluidl, YTO COOTBETCTBYET
omnpeneneHuo 94  wuccieayemMbix  00pasloB, OTPUIATEIBHBIX H
MIOJIOXKUTEIBHBIX KOHTPOJBHBIX 00pa3I0B NpPU CIUHUYHOM 3aITyCKe
amruukaTopa Ha 96 IIyHOK Wi 32 €IUHUYHBIM ITOCTaHOBKaM
UCCIEeyeMbIX O00pa3loB € OTPUIATENBHBIMH W TOJOXUTEIbHBIMH
KOHTPOJBHBIMHU 00pa3iaMH B KaXJI0 MOCTaHOBKE.



CocraB HaOopa

Ta6nuua 2 — Cocras Habopa peareHToB «Z1K-test-Classicy, hopma

KOMIUIEKTAIMH 1

Ne Koaunuectno,
Ha3panue pearenra Onucanne .
nn 00BEM
Kommaekr pearentos pias OT-TIIP «ZIK-test-Classic»
: ) [Ipozpaunas 1 mpobwupxka,
1. | OT-IILP-Gydep 5x OecIBEeTHASI KUIAKOCTD 480 MK
, ) [Ipo3payHast >KuaKOCTH 1 mpo6epKs,
. | Tpaiimep-MuKc C BO3MOXHBIM
480 MK
CHPEHEBBIM OTTEHKOM
3 | ko IIpo3paunas 1 npobupka,
OeclBETHASI KUAKOCTD 480 Mk
4. | oxo [Ipo3paunas 2 npoOHUpKH IO
OeclBETHASI KUAKOCTD 1600 Mk
5 | BKO [Ipo3paunas 1 npoGupka,
OeclBETHASI KUAKOCTD 940 MK

Tabmuna 3 — CocraB Habopa pearentoB «ZIK-test-Cito», popma

KOMIUIEKTALH 2

Ne KouaunuectBo,
Ha3panue pearenra Onucanne o
Ll 00BEM
Komnuekt pearentos aisa OT-IIHP «ZIK-test-Cito»
. [Ipo3paunas 1 mpobupka,
1. | OT-THP-6ygep-Cito 5x OeciBeTHASI KUIAKOCTD 480 Mk
2 [paiimep-mukc HpoiP;‘;‘:;g}th?;OCTb I mpodupxa,
+ | TPanMep 480 mic
CHPEHEBBIM OTTEHKOM
3 | ko IIpospaunas 1 mpobupka,
OeclBeTHAS KUIKOCTh 480 mkn
4. | oko IIpospaunas 1 mpobupka,
OeclBETHAS KUIKOCTH 480 MKt
5 | BKO [Ipo3paunas 1 mpobwupka,
OecrBeTHast )KUAKOCTh 940 mxa
[Ipumeuanne:  OKcIUTyaTalMOHHas — JOKyMEHTauusi  (MHCTPYKIMS IO

IMPUMEHEHUI0 U TAcHoOpT KauecTBa) HE BXOAUT B COCTaB WU3JENUs, HO BXOIAT B
KOMIUIEKT IocTaBku u3znenusi. HaGop peareHToB Uit oOecriedeHHs COOIIOJCHUIH
YCIIOBUI TPaHCTIOPTHPOBAHMS, TOMEIAETCS B TEPMOKOHTEHHEP IIEH OOy PETaHOBBIN
MHOTOPa30BOT0 MCHOIb30BAHUS 7Sl BDEMEHHOIO XPAaHEHUs U TPAHCHOPTUPOBAHUS C
MTOJITOTOBJICHHBIMU XJIaJ03IeMEHTaMu. TepMOKOHTEHHEp BKJIAABIBACTCS B KOPOOKY M3
KapTOHa, Ty[a e TOMEIAeTCs HHCTPYKITHS 10 IPUMEHEHHIO U ITaclopT KadecTBa Ha

KaXAYI0 NOCTAaBJIAEMYIO IMAPpTUIO U3ICIIUA.



OT-IIIIP-0ydep Sx roroB K HCHOJIB30BAHUIO U COAECPKHUT BCE
OCHOBHBIE DPEAareHThl, BKIIOYAs pEBEPTa3y C «TEIIBIM CTAPTOM,
tepmoctabuinpHyto  JIHK-momumepazy ¢ «ropsuuM  CTapTOM»,
J€30KCUHYKJICOTUATpU(OChATH M ONTUMU3UPOBAaHHBIN Oydep.

OT-IIIP-0ydep-Cito 5x roroB K HCIOIB30BAHUIO H COIAEPIKUT
reHeTHYecKrn MoauuImMpoBannyo peseprasy MMLV ¢ nonaBnenHoi
aktuBHOCThI0O PHKa3el H, JIHK-nonmmepasy ¢ «ropsiaim ctaptom» U
oydep, mozposstonuii mpoBoauTh OT-ITLP B mpucyTcTBUU 60IBIIOTO
KOJINYECTBA MHTUOUTOPOB

IIpajimep-MHKC rOTOB K UCIIOJIB30BAHUIO U COIEPKUT IIpanMepsl
Y 30H/1bl, IPEHAa3HAYEHHbIE 17151 BBISIBIICHUS ClIEIM(PUUECKIX MULLIEHEH:

1. Ilpaiimepsl ¥ 30HA K (parMeHTy crneuupuuHOro ydacTka
renoMHoil PHK Bupyca 3uka. Jlerekuus ocymecTBII€TCS IO KaHAILy
FAM/Green.

2. Ilpaiimepsl U 30HA K BHYTPEHHEMY KOHTPOJbHOMY 0OpasLy.
Jerekuus ocymuiectBisieTcs o kanany HEX/Yellow.

[Ipaiimep-MHUKC ~ (GOpPMBI  KOMIUICKTAllUW 2  JIOMOJIHUTEIBHO
COZEPIKUT JA€30KCUHYKICOTUATPHPOCHATHI.

HonoxurenbHblii KOHTPOJabHbIH o0pasen (IIKO) roroB
UCIOJIb30BAaHUI0O M COJAEPKUT BBbISABISIEMble HA0OpPOM pEareHTOB
cneuupuyeckue (QparMeHTsl IeHomMa Bupyca 3MKa M BHYTPEHHEIO
KoHTponbHOTO 0Opasna. [TIKO naxoaurcs B TE-Oydepe (10 MM Tpuc, 1
MM DJITA) c no6asnenuem 0,05% azuna HaTpus.

OTtpunarejbHbIii KOHTPOJbHBIH o0pa3zeny (OKQO) roroB
UCMOJb30BAHUIO U TpPEJCTaBlIseT COOOW JIEMOHHW30BAaHHYIO BOAY,
cBoOoanyto or PHKa3 u JIHKas.

Buyrpennunii koHTpoabHBIA oOpasen (BKO) rotoB k
MCIIOJIb30BAaHUIO U IIpeJCcTaBisieT co0oil mpenapar apmupoBanHoit PHK.

B cocraBe Habopa OTCYTCTBYIOT JIEKAPCTBEHHBIE CpelCTBa IS
MEAUIIMHCKOTO MPUMEHEHHMSI, BEIIECTBA YEIOBEUECKOT0 HIIN KUBOTHOTO
IIPOUCXOXKACHHUS.

Buumanme! [[ns mocTaHOBKM peakuui CleayeT HCIOJIb30BaTh
peareHThbl TOJIBKO U3 UICHTUYHON (POPMBI KOMIUIEKTAIIUH.

8) Ilepedyenr MaTepHaIOB M CHENUATbHBIX MAaTepPHAJIOB,
KOTOpBIe TPeOyITCs AJIsl IPOBEACHUS TECTUPOBAHUA (AHAJIN3A), HO



He co/iep:KaTcs B KOMILIEKTe MOCTABKHM MeIMIMHCKOT0 U3/1eJIus 1J1s1
JTHATHOCTHKH in vitro

O6opynoBanue ajs ipoBeaeHus MyabturiekcHo OT-ITLP-PB:

1. Bokc Omonoruueckoii 6e3omacHoctd Il u Il kimacca 3ammTel
(manpumep,  «bMBb-ll-«Jlamunap-C»-1,2», 3A0  «JlamunapHbie
cuctembl», Poccus);

2. Boprekc (manmpumep, « TOTA-2», OO0 «buokom», Poccus);

3. Habop 97eKTpOHHBIX WM aBTOMAaTHYECKUX J03aTOPOB
nepeMeHHOro oobéma (Hanpumep, Eppendorf, I'epmanus);

4. Xomoaunbauk oT +2 °C no +8 °C ¢ MOpO3WIbHON KaMepoil He
BhIIe -16 °C;

5. AMmmpukatop® ¢ (IyopecleHTHOH neTeKIueld B peXnuMe
pealbHOTO BpPEMEHM 110 KaHajaM, COOTBETCTBYIOUIUM ¢iyopodopam
FAM/Green, HEX/Yellow, wnanpumep, CFX96 (BioRad, CIIA),
«dTnopaiim» (OO0 «HITO THK-Texunonorus», Poccus), Rotor-Gene Q
(Qiagen, I'epmanwust), QuantStudio 5 (Thermo Fisher Scientific, CILIA).

Marepuanbl M peareHTbl, He BXOJSIIINE B COCTAB U3/1eJIHA:

BHUMAHME! Ilpu pa6ore ¢ PHK HeoO6xomumMo ucmonb30BaTh
TOJIbKO  OJIHOPA30BbIE€  CTEPUJIbHBIE  IUIACTUKOBBIE  PAcCXOJHbIE
MaTepHualibl, MMEIIe clenuanbHyo MapkupoBky «DNase-free» u
«RNase-free».

1. OnHOpa30BBIE HAKOHEYHUKH C a3p030JIbHBIM OapbepoMm a0 1000
MK, 200 Mk, 20 mxi u 10 Mk (Hanpumep, Axygen, CIIA);

2. OnHOpa3oBBIE CTEPUIIbHBIE MPOOUPKHU THIMA «DUNEeHI0p(» Ha
1,5 noum 2,0 Mt

3. ToHKOCTEHHBIE  OJHOpPa30BblE MPOOUPKH C  ONTHYECKU
MpO3payHON KpPBIIIKON (B cCiy4yae JETEKUUH Yepe3 KPBIIKY) WU
OINITUYECKU MPO3PAUYHbIMU CTEHKaMH (B ClIydae JETEeKLUU Yepe3 CTEHKY
npooupkw) aist [TIP: mpooupku myst TP o6sE€mom 0,1 wmm 0,2 Mo, umu
npobupku st [P 06sémom 0,1 wmu 0,2 M1 B CTpUIax, WK MIIAHIIETHI
g TP ¢ ontuyecku mnpo3payHod miuéHkoil (Hampumep, Axygen,
CIIA), coBMeCTUMBIE ¢ UCTIOIb3YEMBIM aMILTU(PUKATOPOM;

1 Ammimdukaropbl  JOKHBI  OOCIYKHBaThCs,  KaluOpOBaTbC U

UCIIONIb30BATHCSl B COOTBETCTBHH C PEKOMEHJAlMSIMHU NIPOU3BoAMTENs. Vconap30Banne
JTaHHOT'O Habopa B HEOTKAIMOPOBAHHOM IPHOOPE MOXKET OKa3aTh BIMsSHHUE HA paboune
XapaKTEepUCTUKU Habopa peareHToB.

8



4. Xanat 1 0THOpa30BbIe TIEpUaTKy 0€3 TaJlbKa;

5. EMKOCTB ¢ 1e3MHQUIMPYIOIIM PacTBOPOM;

6. lItaTtuBel «pabodee mecTo» 1 podbupok oobémMom 0,1 mmm
0,2 M3 WM JUIS CTPUIIOBAHHBIX MpoOupok o0béMom 0,1 mmm 0,2 mi
(manpumep, OO0 «HuTepJlabCepBucy, Poccus);

7. llITatuBel 115 TpoOUPOK 00bEMOM 1,5 M M1 HAKOHEUHHKOB,

8. MaruuTHsIi mWTaTuB Ui NpoOupok THna «dnnesaopd» ua 1,5-2,0
M,

9. Ha6op s Beinenenus PHK mas dopmbl koMruiekranu 1.

9) Undopmanms 1 uAeHTHPUKAIMA MeAUIMHCKUX U31eJInH
€ HeJbI0 NOJIy4YeHHs 0e30NacHoi KoMOuHaum U (Win) uHGopMmanus
00 H3BECTHBIX OrPAHMYEHHUSIX MO COBMECTHOMY HCIHOJIb30BAHUIO
MEINIUHCKHUX U3eTHi

9.1 Hnsa oskcrpakuuun PHK pexkomenayercss wucronb3oBaHHe
KOMIUIEKTOB PEareHToB, MpeaHa3HaueHHbIX as BeiaeneHus PHK w3
1a3Mbl KpoBH (Harpumep, Habop pearenToB mis Beienenus: JJHK/PHK
u3 knuHudeckoro wmarepuana «HK-Okerpay mo TY 21.20.23-013-
97638376-2019 mpomszBonctBa OO0 «Tectl'en» (perucrpanroHHOE
ynoctoBepenue Ne P3H 2021/15428 ot 24.09.2021 r.):

- uucrtora BbiaeneHus PHK, BblpaxkeHHass B OTHOILIECHUH
ontuyeckux miaotHocter (A260/280um) — He meHee 1,6;

- a¢ppextuBHOCTD BhiieneHuss PHK — e menee 20%.

9.2 Ilpu pabore ¢ PHK HeoOxomumo HCHONIB30BaTh TOJIBKO
OJTHOPA30BbI€ CTEPUJIbHBIC IJIACTUKOBBIE DPACXOIHBIE MaTepHabI,
UMeloIlue crienuaibHy0 MapkupoBky «RNase-freey.

10) cBereHu 0 ClIEUAJIBLHBIX YCJIOBUSAX XPaHeHNsI (Hanmpumep,
TeMnepaTypa M BJIA’)KHOCTH BO31yXa, OcBellleHHe W 1p.) U (MJIH)
o0pamieHus MoJb30BaTes el ¢ MeIUIIUHCKUM H3/1eJineM in vitro

YciaoBus XxpaHeHust

Kommiekr pearentoB mist OT-ITHP «ZIK-test-Classic» (dpopma
koMmIuiekTanuu 1) u kommuiekT pearentoB 1 OT-TIHP «ZIK-test-Cito»
(popma komrmekTaruu 2), BXoJslIe B coctaB Habopa «ZIK-testy, B
YIaKOBKE MPEINPUATHSI-U3TOTOBUTENSI XPAHUTH TIPU TEMIIEpaType OT -
18 °C no -22 °C B TeueHue BCEro CpokKa roJHOCTH Habopa, JOMyCKaeTcs
xpanenue mnpu Ttemmeparype or +2 °C mo +6 °C mo 30 cyTtok.
JlonmyckaeTcs 3aMopo3ka/oTTanBanue Habopa He 6osee 10 pas.
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Hab6op pEareHToB, XpaHUBILIHICA c HapylIeHUEM
pErIaMeHTHPOBAHHOTO PEKUMA, IPUMEHEHUIO HE TIOJICIKUT.

11) cBemeHMsT 0  XapaKTePUCTHKAX  CTA0OMJIBHOCTH
METUIIUHCKOT0 W3JeJiusl JJisl JUATHOCTHKHU in vitro (Hampumep,
yCI0BHSI XPaHEHHsl, CPOK TOJHOCTH TIOCJe IePBOro BCKPBITHS
NEepBUYHOr0 KOHTeiiHepa), a TaK:Ke YCJIOBUSIX XpPaHEeHH:A U
CcTa0MJIBLHOCTH padoynX pacTBOPOB

XpaneHnue.

Kommiekr pearenroB mis OT-TIHP «ZIK-test-Classic» (popma
koMmruiekTanwu 1) u komruiekT pearentoB ast OT-TTHP «ZIK-test-Cito»
(bopma komIuIekTauu 2), BXoAsAIMe B coctaB Habopa «ZIK-testy, B
YIaKOBKE MPEANPHUATHSI-U3TOTOBUTENSI XPAaHUTh MPU TEMIIEpaType OT -
18 °C o -22 °C B TeueHue BCero Cpoka rogHoCcTy Habopa, JOMyCKaeTCs
xpanenue mnpu temmeparype or +2 °C mo +6 °C mo 30 cyTok.
JlommyckaeTcsi 3aMopo3Ka/oTTanBaHue Habopa He 6omnee 10 pas.

[Tocne BCKPBITHS XPAHUTH B TEX JKE€ YCIOBHSIX, YTO M PEAreHTHI JI0
BCKPBITHSI.

Hab6op peareHTos, XPaHUBILHICS c HapylIICHUEM
pErIaMeHTUPOBAaHHOTO PEKUMA, IPUMEHEHUIO HE TIOJUIEKUT.
TpancnoprupoBanue.

TpancnoptupoBatb Habop peareHToB «ZIK-testy cruenyer
TPAHCIIOPTOM BCEX BHUJIOB B KPBITHIX TPAHCIIOPTHBIX CPEICTBAX B
COOTBETCTBHH C IPaBUJIaMH N1EPEBO30K, JCHCTBYIOIMMH Ha TPAHCIIOPTE
JTaHHOTO BHJIA.

Kommnekr pearenroB misi OT-TILP «ZIK-test-Classic» (dhopma
koMIuiekTanuu 1) u kommuiekT pearentoB aist OT-TILP «ZIK-test-Cito»
(popma xommuiekTanuu 2), Bxoxasgiue B cocTtaB Habopa «ZIK-testy,
TpaHCIOPTUPOBaTh Ipu Temmeparype ot -18 °C go -22 °C B TeueHue
BCEr0 CpoKa roJHOCTH Habopa. JlomyckaeTcs TpaHCIOPTUPOBKA MpHU
temnepatype ot +2 °C ngo +6 °C no 30 cyTok, WM IpU TeMIepaType
OKpY’Karolien cpesbl, Ho He Boille +25 °C He Ooiee 2 CyTOK.

ATMOochepHOe HaBleHHe He KOHTPOJIUPYETCs, TaK KaK HE BIHSET
Ha KauecTBO M3EIHS.

Jliia obecnieueHus coOMIOCHUS YCIOBUN TPaHCIOPTUPOBAHUS Ha
NPOTSDKEHUH BCETO CpPOKa TPAHCHOPTHPOBAHUS HAOOp peareHToB
MOMENIAETCS B TEPMOKOHTEHHEP EHONOJINYPETaHOBBI MHOTOPa30BOTO
UCMOJIb30BAaHUS UI BPEMEHHOI'O XpAaHEHHS M TPAHCIOPTUPOBAHUS C
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IIOATOTOBJICHHBIMH XJIaJO3JICMCHTAMH. TI/IH, 00bEM M KOJHMYECTBO

XJIaJI03JIEMEHTOB, 3aKJIabIBAEMbIX B TEPMOKOHTEHHED c
TPaHCIOPTUPYEMbIMU  Ha0OpaMU  peareHToB, a Takke O00BEM
TePMOKOHTEHHEpa no0uparoTCst B 3aBUCUMOCTH oT

IPOAOIKUTEIBHOCTH U YCIOBUI TPaHCIIOPTUPOBAHUS.

HaGopbl peareHTOB, TpaHCHOPTUPOBAaHHBIE C HapyIICHHEM
TEMIIEpaTypHOT0 peXnUMa, IPUMEHEHHIO HE TOJIeXaT.

Cpok ronnoctu. Cpok rogHoctu Habopa «ZIK-test» — 12 mecsiiie
co nHs npuemMkn OTK npennpuaTus-u3sroToBUTENs MIpU TEMIIEpAType OT
-18 °C no -22 °C, coOnroieHuN BceX YCJIOBUN TPaHCIIOPTHUPOBAHUS U
sKkcrutyatauuu. Habop peareHToB ¢ MCTEKIIMM CPOKOM TOJXHOCTH
MPUMEHEHHIO HE TTO/JICHKHUT.

CpoK roiHOCTH BCKPBITBIX KOMIIOHEHTOB Ha0opa — 12 MecsiieB
co aua npuemkn OTK mpennpusTus-m3roTOBUTENST MPU COOIIOACHUN
BCEX YCJIOBUI TpaHCIOPTUPOBAHUS, XpaHEHUs U 3KciryaTauuu. Habop
pPEareHToB C UCTEKIIUM CPOKOM TOJHOCTH IPUMEHEHHUIO HE MOJICKUT

Cpox roIHOCTH NPHUIOTOBJIEHHBIX IS pa00ThI KOMIIOHEHTOB
Habopa — | yac mnpu CoONIOAEHUM YCIOBUM, MNPENATCTBYIOIINX
BBICBIXaHMIO KOMIIOHEHTOB, @ TaKXXe KOHTAaMHHALUU IOCTOPOHHUM
OMOJIOTHYECKUM MaTEPHAJIOM.

12) wuHdopManusi 0 CTEPHJIBHOM COCTOSIHUM, MeToJe
CTepUJIM3allUM M O INOPsAKe AelCTBHHA B Ciy4yae HapyLUeHUs
CTePUJIBHOM YIIAKOBKH

CTepuiIbHOCTB: U3/ENINE HE CTEPUIIBHO.

13) undopmanusi A noJuab3oBaTesneil (MpeaynpexIeHus,
Mepbl  NpPelOCTOPOKHOCTH, NpeAlNpUHUMaeMble B  cjy4dae
HEOOXOAUMOCTH Mepbl M OrpaHMYeHHs TNPH MCHOJIb30BAHUH
MeAUMIUHCKOT0 U31eJIUs sl AMATHOCTHKMU in vitro)

Knacc B 3aBUCMMOCTH OT MOTEHIMAIBHOTO PUCKA IPUMEHEHUS — 3
— B cooTBeTcTBUH € [IpaBunamu kiaccupukanuym MEIUITMHCKUX U3
B 3aBUCUMOCTH OT MOTEHIIMAJIBHOTO PUCKA IMPUMEHEHUS, YTBEPHKIECHbI
Pemrennem komnernn EQK ot 22.12.2015 r. Nel73.

Bce coctaBHbIE YacTH M peareHThbl, BXOASIINE B cOCTaB Habopa
pearenToB «ZIK-test», oTHocaTca k 4 Kiaccy onacHOCTH (BellecTBa
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Masoomnacueie) B cooTBeTcTBHH ¢ [[OCT 12.1.007-76 «CCBT. Bpennsie
BenlecTBa. Knaccudukanus u obume TpedoBanus 6€30MacCHOCTI.

Pearents, Bxomsmme B Habop «ZIK-testy, obmamaroT HH3KOU
YOPYrocThIO TMapa W HUCKIIOYAIOT BO3MOXHOCTh HHTASIIUOHHOTO
OTpaBJICHHUSL.

Pearentsl, Bxomsmue B Habop «ZIK-testy, He TOKCHYHBI,
MOCKOJIbKY TOTOBATCA MYTEM CMEUIMBAHUS OTAEIbHBIX HETOKCUYHBIX
KOMITIOHEHTOB.

K pabore ¢ TecT-cucremMamu Ui IMarHOCTUKU JIMXOPaJKH 3UKa B
nabopaTopuy OpraHM3alMid  JIOMYCKAIOTCS  CIEIHAUCThI, JIaBIINE
MUCBMEHHOE COTJIaCUe W MPOILIEANINE HWHCTPYKTaX, MPOBEIACHHBIN
COTpYAHUKAMHU nabopatopuit Pocnorpebnanzopa, UMEIOIIINUX
CaHUTAPHO-AMUAEMHOJIOTHYECKOe  3aKIIOYeHHe Ha  pabory C
BO30yuTEISIMM MH(QEKIMOHHBIX 3a0oseBaHuil uenoBeka I rpymmsl
MAaTOTEHHOCTH.

COop KIMHMYECKOTO MaTepualla U €ro ymakOBKY OCYILIECTBIISET
pabOTHUK MEIUIIMHCKON OpraHu3aluu, OOy4YeHHBIH TpeOOBaHUAM U
mpaBWwIaM OHOJIOTHYECKOW Oe3omacHocTH Tmpu  pabore U  cOope
MaTepuaia, MoJ03pUTEIbHOI0 Ha 3apaXeHHOCTh MUKpoopranuzmMamu [1
rpynmbsl matoreHHoctd. Kaxapiii oOpasen marepuana MOMEMIAIOT B
OTAENbHYI0O TPAaHCIOPTHYIO €MKOCTb, o0OecreuuBas TpeOOBaHUS B
COOTBETCTBHUH C TaOIHIIEH HACTOSAIINX METOJANYECKIX PEKOMEHIAIIHH.

Bce o0pasipl, cobpaHHble i J1TaOOPAaTOPHBIX HCCIIEA0BaHUIM,
JOJDKHBI  PAacCMAaTPHBATBCA KaK IMOTEHIUAIBHO WH(QEKIUOHHBIC, W
MEIULMHCKUI MepcoHas, KOTOpbIH coOuMpaeT WIM  IMEPEeBO3UT
KIIMHUYECKHE O00pa3libl, JIOJDKEH CTPOro CoOJI0aTh TpeOOBaHUS
OuosIorn4eckoil 6€30MacHOCTH Kak Mpu padore ¢ MUKpoopranuzMami 11
TPYMIIBI TATOTE€HHOCTH.

IlepeBo3ka 00pa310B 10JIKHA OCYLIECTBISATHCS B COOTBETCTBUU C
TpeOOBAHUSMHU CAHUTAPHOTO 3aKOHOJATENIHCTBA IO OTHONICHHIO K
MUuKpoopranu3mam Il rpymmel maToreHHOCTH.

Bce oOpasupl, mosydeHHbIE 17151 Ta00PATOPHOTO MCCIIEOBAHUS,
ClIelyeT CYUTaTh MOTCHIMATbHO WH(DUIIMPOBAHHBIMH, U TIpU paboTe ¢
HUMH  JIOJDKHBI  y4HWThiBatbcss  TpeboBanmst CIT  1.3.3118-13
«bezonacHocTh paboThl ¢ MUKpoopranuzMamu I-1I rpynn naToreHHocT!
(omacHocTn)». MeaunuHcKkre pPaOOTHHUKH, KOTOPBIE COOUPAIOT WIIH
TPAHCHOPTHUPYIOT KIMHUYECKHE 0Opas3ibl B J1a0OpaToOpuIo, JOJKHBI
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OBITh OOy4YEHBI TIPaKTHUKE O0e30macHOro oOpamieHus: ¢ OnomMaTepHuaioMm,
CTPOTO COOJIFOIaTh MEPHI MPEAOCTOPOKHOCTH U UCTIOIB30BaTh CPEACTBA
uHauBHyanbHOM 3ammTel (CU3).

Paboty ¢ marepuanom, 3apak€HHBIM WM TOJIO3PUTEIHHBIM Ha
3apaXCHHOCTh BUPYCOM 3HKa, TMPOBOJAT B COOTBETCTBHH C
TpeOOBaHUSMU  CAHUTAPHO-IMHIAEMHUOJIIOTUYECKUX  TPaBWI  TIO
0e30macHOCTH paboThl ¢ MUKpoopranusmMamu I-11 rpynm maToreHHOCTH
(onmacuoctu) (CIT 1.3.3118-13).

HeoOxomumMo  ogHOBpeMEHHO  OOeCmeYuTh W COOJI0JATh
MEPCOHAIIOM TpaBUiia OMOJIIOTUYECKOW OE30MacHOCTH U TPeOOBAHHS K
OpraHu3aliy ¥ IPOBEICHHUIO JaHHBIX pa0oT C 1ebI0 MPEeJOTBPAIICHUS
KOHTAMHHAIIMM HYKJICUMHOBBIMU KHUCJIOTaMU M (WJIM) aMIUIMKOHAMH
UCCIIeTyeMbIX MTPO0, MOMENIeHH U 000pyAOBaHUS.

PabGora momkHAa MPOBOIUTHCS B JIAOOPATOPUU, BBHITIOTHSIONICH
MonekyisipHo-Ounonornueckue (IILP) wuccnemoBaHus KIMHUYECKOTO
Marepuaiga ¢ COOJIOJICHHEM CaHUTAPHO-IMUACMHUYECKUX TPABUII
CanlluH 2.1.3684-21 «CanutapHO-3MHIEMUOJIOTHYECKUE TPEOOBAHUS K
COZIEP/KAHUIO TEPPUTOPHI TOPOJCKUX U CENBCKUX TTOCEIEHUMN, K BOAHBIM
o0OBbEKTaM, THUTHEBOW BOAE U  MHUTHEBOMY  BOJOCHA0KEHHUIO,
aTMOC(EepHOMY BO3IyXY, IOUBAM, KHUJIBIM ITOMEIICHUSM, IKCILTyaTalliu
MPOM3BOJICTBEHHBIX, OOIIECTBEHHBIX TOMEUICHUH, OpraHu3aluu |
MIPOBEICHUIO CaHUTapHO- MIPOTUBOIITHIEMUYECKHIX
(mpodunakTrueckux) MeponpusaTHity. CrenoBarh pPEKOMEHIAIUM,
U3JI0’KeHHBIM B MY 287-113.

ITpu paboTte Bceraa ciaeayeT BBITOIHATD CIEAYIOMNE TpeOOBaHMUS:

— YJalsATh HEUCIOJIb30BAHHBIE PEAKTHBBI B COOTBETCTBUHU C
CanlluHom 2.1.3684-21 «CaHuTapHO-3MUIEMUOTIOTHIECKHE
TpeOOBaHUSI K COACPNKAHUIO TEPPUTOPUM TOPOACKUX U CEINbCKHUX
MOCEJICHUI, K BOJHBIM OOBEKTaM, NUTHEBOW BOJAE W MUTHEBOMY
BOJOCHAOXKEHUIO, aTMOC(epHOMY  BO3AyXY, T[OYBaM, IKUJIBIM
MMOMEMICHUSIM, JKCIUTyaTalldd IPOU3BOJCTBEHHBIX, OOIIECTBEHHBIX
MOMENICHUH, OpraHu3alnu u MPOBEACHUIO CaHUTapHO-
MPOTUBOAHIEMUYECKUX (TPOPUITAKTHUECKHUX ) MEPOTIPUSATHIN;

BHUMAHMUME! llpu ynaneHu#n OTXOAOB IMOCIE aMIUTH(PUKAIIUN
(mpobupok, coaepxkammx npoayktel I[I1IP) HenonmycTuMo OTKpbIBaHUE
MpOOUPOK U Pa3OPBI3TMBAHHUE CONEPKUMOTO, TOCKOIBKY 3TO MOXKET
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MpUBeCTH K KoHTamuHanuu mpoxykrtamu I[P maGoparopHoii 30HHI,
000pyIOBaHUs U PEareHTOB.

— MPUMEHATh HA0Op CTPOro MO HAa3HAYEHUIO, COTIACHO JTaHHOM
HUHCTPYKLIUU;

— HE UCIOJIB30BaTh HAOOP MO UCTEYEHUH CPOKA TOJIHOCTH;

— u30eraTh KOHTaKTa C KOXKEH, I1a3aMH U CIM3UCTON 000JI0UYKOM.
[Ipu xoHTaKTe HEMEMJIEHHO MPOMBITH IMOPAKEHHOE MECTO BOJOH M
0o0paTuThCs 3a METUIIMTHCKOM MTOMOIIIBIO.

HCOGXOI[I/IMBIX MCp IPEAOCTOPOKHOCTU B OTHOLICHUU BJIMSAHHA
MarHUTHBIX ~ TOJiel,  BHENIHMX  DJJEKTPUUECKUX  BO3JECHCTBUH,
QJICKTPOCTATUUYCCKUX PA3PAA0B, HABJICHUA WM IICPCIaA0B JaBJICHUA,
Meperpy3Ku, HCTOYHMKOB  TEPMHYECKOrO  BOCIUIAMEHEHHUs  He
IIPEyCMOTPEHO.

B cocraBe Habopa OTCYTCTBYIOT BEIIECTBAa UYEIOBEUYECKOTO WIIH
KUBOTHOTO MIPOUCXOXKICHUSI, o0amarorye MOTEHLUATIbHOU
MH(EKIMOHHOW MPUPOIOA, ITOATOMY MEpPbI MPEAOCTOPOKHOCTH MPOTHB
JIFOOBIX CIICNUAJIbHBbIX, HECBOMCTBEHHEBIX PUCKOB IIPpHU HCIIOJIB30BaAHUN
WIH pealii3aliy U3JIeus He IPeyCMOTPEHBI.

14) nudopmanus 0 npegHAZHAYEHUU METUIMHCKOT0 M31eTHUs
JJIS1 AMATHOCTUKM in Vitro 1Jist 0IHOPAa30BOIo UCMOJIbL30BAHUS

Habop peareHToB mnpeaHasHaueH s IPOOHOTO OJHOPA30BOTO
HCIIOIL30BaHUA.

15) undopmauusa o Hagjexameid o0padoTke MeAULIMHCKOIO
u3geJus UIA  JHMArHOCTHMKHM in  Vitro JJsi ero mnOBTOPHOIO
HCNO0/b30BAHNS, BKJKYasi OYUCTKY, Ae3UH(EKIUI0, YIAaKOBKY H,
Npy Heo0XOAMMOCTH, METOA IOBTOPHOW CTepwIM3anuu (eciau
MeIUIMHCKOe H3/iesiue VI THATHOCTHKHM in vitro mpegHazHadeHo
AJISI MHOTOPA30BOTI0 HCII0JIb30BAHMA)

He mpumennmo.

16) cneumanbHble TpPeOGOBAHHMS B OTHOLIEHHUHM MOMeEIIEHUIH,
CIIelHAJIbLHOM NOJATrOTOBKH NN oco0oid KBaJIM(PUKaAIUHU
M0JIb30BaTe/IA U (MJIM) TPETbUX JIMI

HomyckaTh k paboTe ¢ HAOOPOM TOJIBKO CHENHATBLHO 00yYEeHHBIH
nepcoHasl (CHENUaIuCT C BBICHIMM MEIUIIMHCKAM O0O0pa30BaHUEM,
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npomeamuii 0oyuenue nmo II[P-mumarnoctuke, a takxe gabopaHT co
CPETHUM CIIeIHATbHBIM MEAUIIMHCKIM 00pa30BaHUEM).

PaGora nmomkHa NPOBOAUTHCS B J1a0OPATOPUU, BBHIMOJIHSIOLICH
Mosekysipuo-ononoruueckue (I1L[P) wuccrnenoBanus KIMHUYECKOTO
MaTepuaia ¢ COOII0JeHUEM IEHCTBYIOIIMX IPABUII 1 HOPMATHBOB.

17) undopmanusi 00 ycjaoBHSX, HeOOXOAUMBIX IJs1 cOopa,
00paldoTKM W MOATOTOBKM 00pa3lo0B, JaHHbIE MO CTA0MJILHOCTH
aHAJIM3HMPYeMbIX 00pa3Lo0B, B TOM 4YHCJIe YCI0BUS H NJIUTEJIbHOCTD
XpaHEeHHUsl, YCJI0BUSI TPAHCIOPTHUPOBKH, OTPAHUYEHHS MO IHKJIAM
3aMOpO3KH (pa3MopaKUBaAHMS)

BHUMAHME! Ilepen nHauanom 03HAKOMHUTBCS C METOIMUYECKUMU
PEKOMEH1allusIMU «B3sTue, TPaHCIIOPTUPOBKA, XpaHEHHE
KIMHUYeckoro marepuana i L{IIP-nmuarnoctukmny», pa3paboTaHHBIMA
OBbYH HHUUD Pocnorpedbunaazopa, Mocksa, 2012 r.

Tun ananuzupyemoro odpasua

IIpu ucnoab3oBannu popmbl KomiiekTanuu 1: npoosr PHK,
BBIJICJICHHBIX U3 I1JIa3Mbl KPOBH.

IIpu ucnoab3zoBannu Gopmsbl KoMIJIeKTaluu 2. KnnHuyeckum
MaTepuajioM JIJIs MCCIEAOBAHUS SBIISIETCS HEMOCPEICTBEHHO IUIa3Ma
kpoBHu (mpouenyps! Beienenus PHK ne tpeGyercs).

BHUMAHMUME! U36erarb MOBTOPHOTO 3aMOpaXUBaHHUS U
OTTauBaHUs 00pa3IIOB.

17.1 TIpoueaypa no;ay4yeHusi KIMHMYECKOr0 MaTepuaJia

BHUMAHME! Ilepen Hauanom paOoThI clieAyeT O3HAKOMHUTHCS C
METOJIMYECKUMH  peKOMeHJauusMu  «B3dtue, TpaHCIOPTHPOBKA,
XpaHEHHe KiauHU4Yeckoro Marepuana g [IP-auarHoctukm,
paspaboranasiMu PBYH ITHUND Pocnorpebnanzopa, Mocksa, 2012.

3a00p KJIMHUYECKOrO0 MaTepHalia, ero yrnakoBKa, MapKUpOBKa U
TPAHCHOPTHPOBKA OCYILECTBIISCTCS B COOTBETCTBUU C TPEOOBaHUAMU U
mpaBwiaMd K pabore ¢ MarepuallaMd,  HOTEHIUAIbHO
MHOUIMPOBAHHBIMU Bo30ynuTensMu Il rpynmbl MaToreHHOCTH, HX
XpaHEeHHH W  TPAHCIOPTHUPOBKM  cormacHo MY  1.3.2569-09
«Opranmzanust paboTsl saboparopuit, ucnonsdytomux MAHK npu
paboTe ¢ marepuanomMm, COAepKalluM MHKpoopranusmel [-IV rpymmn
MIaTOTEHHOCTU.
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MenueCcKui pabOTHUK, BBITTOTHSFOLITHIA 3ab0p
JUarHOCTHMYECKOI0 MaTepHala, ero MapKMpOBKY U YIAKOBKY, JOJIKEH
MIPOUTH UHCTPYKTaX 1o CaHUTAPHO-3MHUIEMHOIOTHYECKUM
TpeOOBAaHUSAM U MPaBUIIaM OHOJIOTUYECKON OE€30MacHOCTH MpH paboTe ¢
NanueHTaMy, MOTeHLHUAIbHO MH(OUIUPOBAHHBIMH MHKPOOpPraHU3MaMu
II rpynms! maTOreHHOCTH.

3abop MaTepuaJia HA McCJIeIOBaHUE

Bssitue nepudeprnyeckoil KpoBH MPOBOAUTCS YTPOM HATOINAK B
poOUpKy (BaKyyMHYIO MPOOHPKY), coaepxaniyto pactBop EDTA-K2 B
Ka4yecTBE aHTUKOAryJsHTa, 00béMoM 4 mimm 6 mu. Cpasy mocie B3sSTHS
KpOBH MPOOUPKY mepeBepHyTh 3—4 pa3a Ajisl nepeMelIuBaHus KpOBU C
pactBopom EDTA-K2.

BHUMAHMUME! He nonyckaercs HCIOIb30BAHME TeElapuHa U
LUTpaTa HATpUs B KAUECTBE aHTUKOATYJISTHTA.

BHUMAHMUME! Hanuuue remnapuHa B KpPOBH Yy MAalUEHTOB,
HaXOJSAIIUXCS Ha AHTUKOAryJSHTHOW Tepamnuu, MOMKET HPHUBECTH K
MOJIy4YEHHUIO HETOCTOBEPHBIX pe3ynnbTaToB B [P, moatomy 3a60p kpoBu
y TakuX T[alUEHTOB PEKOMEHJOBAHO IPOBOJUTH O OYEPEIHOIO
BBEJICHUS TIperapara.

YcioBusI TPAaHCHOPTHPOBAHMS W XPaHEHUS] HCXOJHOIO
KJIMHMYECKOr0 MaTepuaja — KpOBH:

— npu Temneparype ot +2 °C no +8 °C — He Ooiiee 6 yacos;

— IIpY KOMHATHOI Temnepatype — He 0oJiee 2 4acos.

KpoBb He 3amoOpaxuBarsk.

B Teuenue 2 yacoB (Mpu XpaHEHUH IPU KOMHATHOM TeMIepaType)
nwiu 6 yacoB (IIpu XxpaHeHUH npu Temnepatype ot +2 °C no +8 °C) nocne
3abopa MmaTepuiia cienyer oToOpaTh IUIa3My, AT 4Yero MmpoOUpKYy ¢
KpoBbIO LIeHTpUyrupytotT npu 800-1600 g B Teuenune 20 MUHYT NpU
KOMHaTHOW Temnepatype. [locime 1eHTpU(YrupoBaHUS BEPXHIOK
¢bpakuuio (TUiasMy) MEepeHECTH B OTIEIbHBIC IIACTUKOBBIC MPOOUPKH
o0BsEMom 1,5 wiu 2,0 mut, ceo6oanyto ot IHKa3 u PHKas.
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YcioBus TPAHCIIOPTHPOBAHUS M XPaHEHHS IJIa3Mbl KPOBH:

JlonyckaeTcsl XpaHeHue Ia3Mbl npu Temrneparype ot +2 °C no
+8°C 1o 5 cyTok, mpu Temnepatrype ot -18 °C go -22 °C — 1o 3 mecs1es,
pu temieparype -70 °C — 1auTenbHo.

BHUMAHME! W306eratb TOBTOPHOTO 3aMOpPaXHUBAHHS U
OTTanBaHUsA 00PA3LOB IIA3MBI.

Hnsa Beigenenns HK ucnons3oBare He MeHee 100 MK mia3Mbl.
[ToBbllIeHNEe AHATUTHYECKOW UYYBCTBUTEIBHOCTH HabOpa BO3MOXKHO
Omarofaps HCIOJIb30BaHUIO OOJbLIEr0 00BbEMA IJIa3Mbl, €CJIH 3TO
MPEeIyCMOTPEHO UCTIONIb3yeMbIM Habopom jutst BeiaeneHust HK, a takxke
C MIOMOILIBbIO YMEHBIICHHS 00bEMA AITIOLIHUH.

17.2. loaAroToBKAa KJIMHHUYECKOT0 MaTepHaJia

[TpoGomoAroToBKa B COOTBETCTBUH C UCITOJIB3YyEMBIM HAOOPOM ISt
BbIJICTICHUS] HYKJIEHHOBBIX KUCJIOT.

[Ipn npoBeneHUU BbLAEICHUS HYKJIEMHOBBIX KUCIOT K 100 Mk
oOpa3na mia3mbl KpoBH cienyet 1o6aButh 10 mxa BKO.

[ToaroroBka 11t popmMbl KOMIUIEKTALIMK 2 HE TpeOyeTcsl.

18) noapodnasi nngopmManus 0 MOAr0OTOBKE K HCIOJIb30BAHUIO
MeIMIMHCKOr0 U31eJMs sl JUATHOCTHKH In vitro

VYcraHoBka, MOHTaXK, HACTpOMKa, KaIMOPOBKA MEIUIIMHCKOTO
W3JIeNHs 171 BBOJIA B DKCIUTyaTaIlio He TpedyeTcs.

BHUMAHME! IIpu padore ¢ PHK HeoOxoaumo ucnoiab3oBaTh
TOJNBKO  OJHOPAa30BbIE  CTEPUJIbHBIE  IJIACTUKOBBIE  PACXOJHbBIE
Marepuaibl, WMEIOINE CIeNHaTbHYI0 MapKHUpoBKY «RNase-freey.
OO0s13aTeNIbHO UCTIONB30BaTh OTNEIbHBI HAKOHEYHHUK C a’pPO30JIbHBIM
OapbepoM IS KaKJI0T0 KOMIIOHEHTA PEaKIIUH.

BHUMAHMUME! KOMIOHEHTBI pPEAKIMOHHONM CMECH CIELyeT
CMENINBATh HETTOCPEICTBEHHO Mepe] MPOBEICHUEM aHaTnu3a

IloaroroBka KOMNOHEHTOB Ha0Opa IS UCCIeA0BAHUSA

1. TmarenbHO epeMenaTh COACP>KUMOE MPOOHPOK C BIJICIIEHHON
g ananmuza PHK, OKO, Ilpaitmep-mukc, OT-IILIP-Oydep 5x, I1KO,
nepeBopaurBas Kaxayto npoOupky 10 pa3 unm mepememuBas Ha
BOPTEKCE HA HU3KOW CKOPOCTH B T€YEHHUE 3-5 CEK, a 3aTeM OCaIauTh
KaIUIM € KPBIIIEK MPOOUPOK KOPOTKUM LIEHTPUPYTHPOBAHUEM.
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2. Orobparh HEOOXOIMMOE KOJMYECTBO CTPUIIOB WIJIM MPOOHUPOK
JUTS aMIUTHUKAIIY UCCIIEAYEeMbIX M KOHTPOJIBHBIX 00pa3ios PHK.

ITepen mpoegenmem OT-IIIIP HeoOxomumMo TPOU3BECTH
Blaxnyt yoopky IIIIP-Ookca, a Takke 00OpPYIOBaHHS ¥ MAaTEPHAJIOB,
HAXOJAIIMUXCS B HEM C NMPUMEHEHHEM [E3MH(DUIMPYIOMIUX CPEICTB,
MPUTOIHBIX JUTsl ucronb3oBanus B [1L[P-mabopaTopusx, BKIOIUTh Y D-
nammny Ha 20-30 MUHYT.

19) undopmanus, HeoOXoaUMAS VISl IPOBEPKHU MPABUJIBLHOCTH
YCTAHOBKHU MeIMIMHCKOT0 U3/1eJIusl JJIsl JUATHOCTUKHU in Vitro u ero
TOTOBHOCTH K 0e30macHoii padoTe 10 HA3HAYEHHIO, ONIPeIeIEHHOMY
NPou3BOAUTEIEM

He nmpumenumo.

20) pexkOMeHZAUMH B OTHOLICHUHM NPOLEAYP KOHTPOJIS
Ka4yecTBa NPH HEOOXOAMMOCTH
He nmpumenumo.

21) uHpopManus 0 MPOCJEKUBAEMOCTH 3HAYEHU, 3aJaHHBIX
NSl KaauOpaTopoB WJIM KOHTPOJBHBIX MAaTepHAJIOB, KOTOpas
ol0ecreynBaeTcs NMOCPEACTBOM JOCTYNHBIX pedepeHTHBIX METOAUK
(MeTo10B) N3MepeHus U (MJIM) ITAJIOHOB

Mertposnoruueckasi MpoCIEKUBAEMOCTh 3HAYEHUN, PUITHMCAHHBIX
KanmuOpaTopaM M KOHTPOJIBHBIM  MaTepuajaM  OTHOCUTEJIBHO
peepeHTHOro MeToja: A METPOJOTHMYECKOM IMPOCIeKUBAEMOCTH
MOJIOKUTEIBLHOTO KOHTposIbHOTO oOpasna (I1IKO), Bxossiero B coctan
u3Jenus, CHeKTpo(OTOMETPUUYECKHMM METOAOM IPOBOIAT MPOBEPKY
koHueHtpauun JIHK npu mnpurorosnenun IIKO ¢ mnocienyronmm
MPOBEICHUEM PEAKIIUU aMIUTH(PHUKAIIH.

22) npoumeaypa TeCTHPOBAHMSA, BKJKYAasg pacyeTbl U
HHTEPNpeTALUH Pe3yJIbTATOB TeCTUPOBAHUS, M IPH HEOOXOAUMOCTH
HHpOpMaLHs 0 1e1eco00Pa3HOCTH NMPOBEACHHUS MOATBEPKIAOIINX
TECTOB;

[I[P-uccienoBanue COCTOUT U3 CIELYIOLIUX ITAIIOB:

A) Beinenenne PHK (npu ucnonbs3oBaHuu GopMbl KOMILIEKTALUU

1);

18



b) Ilpoenenne OT-IILP ¢ rubpuanzanmonHo-(QIIyopeclieHTHON
JeTeKLHeH MPOAYKTOB aMIUIN(UKALIUN B PEKUME PEaIbHOTO BPEMEHH;

B) Perucrpanus u uarepnperanus pe3yiabTaToB

A) Boigenenue PHK u3 kiiuHu4eckoro marepuajia

(TONBKO MpHU KCTIONB30BaHUH (HopMbI KoMIUTeKTanuu 1 «ZIK-test-
Classicy)

Jns Beimenenuss mpoOsl HK  demoBeka w3 miasMbl  KpOBHU
PEKOMEHTyEeTCsl UCIIOJIb30BAHUE CIIEIYIOIIUX KOMIUJIEKTOB PEareHTOB:

- Habop pearentoB mis Beinenenus JJHK/PHK u3 knuHMYEecKoro
marepuana «HK-Dxctpay mo TV  21.20.23-013-97638376-2019
npousBojictBa OO0 «Tectl'en» (peructpannoHHoe ynocroBepeHue No
P3H 2021/15428 ot 24.09.2021 r.);

- Kommekt peareHTOB Al BBLAECNEHUS HYKICUHOBBIX KHCIOT
(ITPOBA-HK/TTPOBA-HK-TTJIFOC) mo TY 9398-035-46482062-2009,
MPOU3BOJCTBA 000 «HIIO JHK-TexHomorus, Poccusa
(Perucrpammonnoe yrnocroseperre Ne ®CP 2010/08867 ot 13.10.2016
r.);

WM aHAJOTUYHBIX, MpEeJHa3HaYeHHbIX 1 BbiaeneHuss PHK wu3
MJ1a3Mbl KPOBU U 00ECTIEUUBAIOIIUX CIEAYIOIIEe KaYeCTBO BBIIEICHHOM
PHK

- uncrota BbigeneHus PHK, BblpaxeHHas B OTHOLIEHUU
ONITHYECKUX TIoTHOCTEH (A260/280HM) — He MeHee 1,6;

- s pextuBHOCTD BhIIeneHuss PHK — ne menee 20%.

Bo Bpems npoueaypst Bbinenenuss PHK nHeoOxomumo ctporo
coOMI0AaTh TPOTOKON M TpeOOBaHUS HMHCTPYKIUU TMPUMEHSIEMOTO
Habopa peareHToB.

K kaxxnomy uccienyemomy oOpasily Miia3Mmbl Eepe BbIIETICHHEM
cnenyetr nobaButk 10 mxn BKO u3 naGopa pearentoB «ZIK-test-
Classic».

Ob6pazenn OKO Taxxe mpoxoauT mpouenypy Bbinenenus HK B
oobéme 100 ™k 6e3 noGaBnenuss BKO. Ecaum wuHCTpykumei
npou3BoUTENSI Habopa peareHToB 11 Beaenenus HK npemycmorpeno
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HCIIONb30BaHUE OobIero oobéMa oOpasia, CleayeT IOBECTH O0BEM
OKO no tpedyemoro ¢puznonornueckuM pactsopoMm mim TE-Oydepom.
YciaoBusT BO3MOKHOIO XpPaHEHHUSI AHAJIU3MPYEMbIX 00pa3lnoB
HK:
B cooTBercTBUMM C HMHCTPYKLMEW HCHOIB3yeMOro Habopa yis
Boiienenus HK.

b) IIposenenue OT-IIHP PHK ¢ ru0puau3anmoHHo-
(dayopecueHTHOM JeTeKUMed NPOAYKTOB aAMIUIM(PUKALMU B pexuMe
peajJibHOTr0 BpeMeHHU;

Iposegenne OT-IIHP nasi popmbl kommiaektanun 1 «ZIK-
test-Classic»

IHoaroroBka komnonentoB Hadopa s OT-IILP

Ilepen mnpuUroTOBIEHUEM pPEAKIMOHHBIX CMeced HeoOX0IuMOo
npou3BecTH BlaxHylo yoopky III[P-Ookca, a Takxke 000OpyaOBaHUS U
MaTepHaioB, HAXOIAIIMUXCS B HEM, C IPUMEHEHUEM Je3UHPUIUPYIOLINX
CpeICTB, NPUTOAHBIX I ucnonb3oBanus B [ILIP-maGoparopusx,
BKJIHOUUTH Y D-ntamity Ha 20-30 MUHYT.

1. TimarenpHO nepemMenaTh COACPKUMOE MPOOUPOK C BBIICICHHON
s ananusza PHK, OT-IILP-Oydepom 5X, Ilpaiimep-mukcom, OKO
npomenmuM stan  BbyieneHus, I[IKO, mnepeBopaumBas Kaxzayro
npobupky 10 pa3 uiam nepemeninBas Ha BOPTEKCe Ha HU3KOH CKOPOCTH B
TeueHue 3—5 CeKyHJ, 3aTeM OCaJUTh Kalld C KPBIIIEK TPOOHUPOK
KOPOTKHUM LIEHTPU(DYTUPOBAHUEM.

2. OtobpaTh HEOOXOJUMOE KOJIMYECTBO MPOOUPOK (C ONTHYECKH
IIPO3payHbIMU  KpBIIIKAMM WJIM CTEHKaMM — B 3aBUCUMOCTH OT
MCIOJIb3YEMOTr0 TUIIA JETEKTUPYIOUIero aMiundukaTopa) oobémom 0,1
mwm 0,2 mn gua IIHP wu3 cunemyromero pacdé€ra: KOJIMYECTBO
uccaexyeMbix oopasios + [TIKO + OKO.

JI71st TPUTOTOBJICHUS PEaKIIMOHHON cMecH HEOOXOUMO:

1. OT-IILIP-6ycdep 5X — 5 Mk,

2. Ilpaiimep-MHKC — 5 MKII,

3. Obpaszen (uccnenyemsrit oopazer; PHK, ITIKO, OKO) — 15 mx.
O0mmii 00bEM peakumu — 25 MKJI.
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BHUMAHME! 3anpemieHo n3MEHITh 00BEM peaKITui.

IIporokoa nposenenusst OT-ITLP

['OTOBUTH pEaKLIMOHHBIE MPOOHPKH HEOOXOAWMO B CIIEAYIOIIEM
HOpsAJKE:

1. IlpomapkupoBats npodbupku Ha 0,1 umu 0,2 mu amst TTLP.

2. B oTaenbHOH OJHOPA30BOM CTEPUIILHON MpoOOHMpKE THIA
«Omumennopd» odvemMom 1,5 wnmm 2,0 MI TMPUTOTOBUTH PEAKIIMOHHYIO
cmeck: (n+3)x5 mxi [TIP-0ydepa 5X (n+3)x5 Mk npaitmep-Mukca, rie
N — KOJUYECTBO HCCIEeIyeMbIX 00pa3noB. TmiaTenpHO IepeMemarh
PEaKIMOHHYIO CMECh B T€UEHHUE 3—5 ¢ Ha BOPTEKCE.

3. B cootBercTByIOLIME MPUTOTOBICHHBIE Mpooupku st [TL[P
BHeCTH 110 10 MKJI peaklIMOHHON CMECH.

4. BHecT B COOTBETCTBYIOLIUE MPOOUPKU JUISL HCCIETYyEMBIX
obpasnos no 15 Mk Beigenennoit PHK. B pobupku s [IKO u OKO
npenapar PHK He BHOCHTCA.

5. Brectu B cooTBeTcTByMOMYI0 Tpodupky 15 Mk ITKO.

6. Baectu B cooTBeTcTByMOIIyI0 mpobupky 15 wmxin OKO,
npouenmero 3ran BoiaencHus HK.

7. Jlns cOpoca Kamnenb co CTeHOK OTHEHTPH(YTHpOBaTh MPOOUPKU
B TeueHue 1—3 ceKyH]l Ha MUKpPOLIEHTpU(YTre-BOpTEKCe.

8. YcraHoBHTH POOMPKH B PEAKIIMOHHBIN MOIYIb TIPUOOpa st
[1LIP B peanbHOM BpeMeHHU. PekoMeH1yeTcsl yCTaHaBIMBaTh MPOOUPKHU
M0 LEHTpPY TepMoOJOKa Ui PAaBHOMEPHOIO NpHKHMMa MPOOHPOK
HarpeBarolen KPbILIKOM.

9. 3amporpamMMupoBaTh npuoop JUISt BBITIOJTHEHUS
cootBercTBYyIoLIeH mporpamMmel OT-TILIP u nerexiuu ¢iryopecieHTHOro
CUTHaJIa, COOIO/ass WHCTPYKIUIO IS MCIOJIB3yeMOoro mpubdopa
(Tabmawuma 4).
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Tabmuma 4 — [Ipotoxon OT-TILP

Cranms Temmnepatypa, Bpewms, Kanaabl Bcero

A °C MHH.:CeK. JAeTeKIHH HMKJIOB

1 52 25:00 - -

2 95 02:00 — —
95 00:15

3 64 00:20 - >
95 00:15 —

4 . FAM/Green, 45
o4 00:20 | HEX/Yellow

VYka3aTh KOJWYECTBO W HIACHTU(UKATOPHI 00pasloB, OTMETHUTH
pacroJioKeHue MpoOUPOK HA MATPUIIE TEPMOOJIOKA B COOTBETCTBUU C UX
YCTaHOBKOM.

10. YaoctoBepuThCs, UTO B apaMeTpax ONTHYECKHX W3MEPEHUIN
porpaMMbl  aMIUTM(PUKAMK ~ 33ICUCTBOBaHBl  KAaHAJbl  JIETEKITUH
FAM/Green, HEX/Yellow.

11. 3anyctuts OT-IILIP ¢ nerekuueii ¢pryopecieHTHOrO CUTHAIA.

12. Tlo OKOHYAaHWUW BHIMOJIHCHHUS MPOTPAMMBI MPHUCTYIUTHh K
aHaJIU3y pe3yJIbTaToB.

IIposenenne OT-IIIP nns ¢popmbl kommiaektanun 2 «ZIK-
test- Cito»

IToaroroBka xomMnonentoB Hadopa aasa OT-IILP

1. TmarensHO TmepeMenmaTh COAEPKUMOE TMPOOUPOK  C
MOATOTOBJIEHHBIM  KJIMHUYECKHMM Mmarepuanom, OKO, OT-IILP-
oydepom-Cito 5x, BKO, Ilpaiimep-mukcom u I1KO, mepeBopaumnBas
Kaxayto npoobupky 10 pa3 uiam nepemenivbas Ha BOPTEKCE Ha HU3KOH
CKOPOCTH B T€UYEHHE 3-5 CeKyHJ, a 3aTe€M OCaJMTh KAl C KPbIIIEK
POOUPOK KOPOTKUM LEHTPUPYTHpOBAHHEM.

2. OtobpaTh HEOOXOIMMOE KOJIMYECTBO MPOOUPOK 00bEMOM 0,1-
0,2 ma nas nposenenus peakuuu OT-IILP u3 pacuéra Ha KOIMUYECTBO
uccinenyembix oopasuos, IIKO u OKO.

Ilepen mnpUrOTOBIEHUEM peAKIMA HEOOXOIUMO MPOHU3BECTU
BrnaxHyt yoopky I[1I[P-Ookca, a Taxxxe 000pyq0BaHUS U MAaTEPUATIOB,
HaXOAAUIMXCS B HEM C MPHUMEHEHHEM JEe3MH(DUUUPYIOIIHUX CPEJICTB,
MIPUTOHBIX JJIs1 ucnionb3oBanus B [11[P-maGoparopusix, Bkimtounts Y O-
namny Ha 20-30 MUHYT.
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BHUMAHMUME! 3anpemeno u3MeHsATh 00BEM peakuuu. [Ipum
M3MEHEHUU 00bEMA UyBCTBUTEIIBHOCTh METO/Ia PE3KO CHIKAETCs !

J11st IpoBEICHHsSI OTHOM PeakIuu HEOOXOIUMO:

JUist IpUTOTOBJICHUSI PEAKLIMOHHOM CMECH HEOOXO0IUMO:

1. OT-IILIP-6ydep-Cito 5x — 5 mxk1,

2. Ilpaitmep-MHKC — 5 MKII,

3. O6pasen (uccrnemyemblii odpasenr — 5 Mk ¢ gobaBineHuem 10
Mk BKO, o6paszert [TIKO umu o6pazen; OKO) — 15 mki1.

4. Oomuii 00bEéM peakiun — 25 MKJI.

IIporokoa nposenenns OT-IILP

['oTOBUTH peakIHMOHHBIE MNPOOUPKH HEOOXOIUMO COTJIACHO
TabmuIe 5 B ceayomem mopsiKe:

1. IlpomapkupoBats npodupku Ha 0,1-0,2 ma ans OT-IIHP mo
OJTHO# [T KaXKJI0T0 MCCIIeyeMoro oopasna?, oqny npodupky ais [TKO
u onuy npodupky mist OKO.

Tabmuua 5 — Ilpumep pacnonoxeHus NPOOUPOK M BHECEHUS
KOMIIOHEHTOB Juisi npoBeaeHus [111P

KOMIOHEHT O6pazern 1 Ob6pazen 2 KonTpoaun
moBTOpH moBTOpH KO OKO
OT-IILP-6ydep-Cito 5x, mxi 5 5 5 5 5 5
[IpaiiMep-MHUKC, MK 5 5 5 5 5 5
Oo6pa3zer, MKI 5 5 5 5 - -
BKO, mMkn 10 10 10 10 - -
TIKO, MK - - - - 15 -
OKO, Mk - - - - - 15

2. Buectu B kaxayto npodupky mo 5 mxin OT-ITP-6ydepa-Cito
SX.

3. BHectu B kaxyto npobupky no 5 mxi Ipaiimep-mukca.

4. BHeCTH B COOTBETCTBYIOIIME IMPOOWPKU JUISI MCCIIEITyEeMbIX
o0pa3ioB mo 5 Mk obpaszua. B mpooupku mist [IIKO u OKO oGpa3zers He
BHOCHUTCS.

2 I[J'IH TMOBBIIICHUS TOYHOCTU PCKOMCHAYCTCA aHAJIU3UPOBATH Ka)l(ﬂblﬁ 06pa3eu
B ABYX IIOBTOpax.
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5. Buectu B cootBercTBytomue npodbupku no 10 mxn BKO. B
npobupku ans I1IKO u OKO BHyTpeHHHMI KOHTpPOJBHBIH 0Opasen He
BHOCHTCSL.

6. Buectu B cooTBeTcTBYIOLTYIO ITpodupKy 15 Mk I[TKO.

7. BHecTn B cOOTBETCTBYHOIIYIO Mpooupky 15 mxia OKO.

8. Jl1st cOpoca Karenb co CTeHOK OTHEHTPU(PYTHPOBaTh TPOOUPKHU
B TeueHue 1-3 cekyH] Ha MUKPOIIEHTpHU(yTe-BOpTEKCe.

9. YcTraHoBHUTH MPOOUPKH B PEaKIMOHHBIA MOIYJb MpHOOpa A
[IIIP B «peanbHOM BpemeHW». PekoMeHIyeTcs yCTaHaBIUMBaTh
OpoOUPKU MO0 IEHTPY TEpPMOOJIOKa s PaBHOMEPHOTO MPHKHUMA
MPOOUPOK HATPEBAIOIIEH KPBIIIKOM.

10. 3anporpaMmmMupoBaTh npudop TUTSt BBITIOJTHCHUS
COOTBETCTBYIOLIICH  MpOrpamMMbl  aMIUIMDUKALMU U JICTCKIUH
¢GiyopecueHTHOrO  CUTHaja,  coOmoAas ~ MHCTPYKLIUIO IS

ucnoinszyemoro npubdopa. [Iporoxon OT-IILP yka3an B Tabnuie 4.

11. Yka3aTh KOJTUYECTBO U UIACHTH(PHUKATOPHI 00pa3I[0B, OTMETHTH
pacnojoxXeHue MpoOupoK Ha MaTpuile TepMOOIOKa B COOTBETCTBHH C UX
YCTaHOBKOM.

12. YaocroBepuThes, 4TO B NMapamMeTpax ONTHUYECKUX HU3MEPEHUMN
MpPOrpaMMbl  aMIUTH(UKAIIUN  33/ICHCTBOBAHBI  KAHAIBI  JETCKIIUU
FAM/Green, HEX/Yellow.

13. 3anyctuts OT-IILP ¢ nerekmueii GuryopecieHTHOTO CUTHAA.

14. Tlo OKOHYAaHHMM BHIMOJTHEHHS] MPOTPAMMBI MPHUCTYIUTh K
aHaAJIU3y pe3yJIbTAaTOB.

B) Perucrpanusi 1 HHTEpHpeTanus pe3yjbTaToB

Perucrpanuio pe3ysnbTaToB NMPOBOIAT aBTOMATUYECKH BO BPEMS
amMmMuKaMu ¢ MOMOUIbI0  MPOTrPpaMMHOIO  OoOecreyeHus
UCHOJIb3yeMoro mpudopa.

PexoMeHganmu 1o ycTaHoBKe IOPOroBoil JIMHUU

Jns  ammiaugukaTopoB 1000 MoAenM IMOporosas —JIMHUA
YCTaHABJIMBAETCS MHAMBUAYAIbHO JJII KaKJOTO KaHaja JETEeKIMHM Ha
ypoBHe, cooTBercTBytomeM 10-20% oOT MaKcUMalbHOTO YpOBHS
(bayopecueHIuN, MOJYyYEHHOTO HJIsl MOJIOKUTEIBHOTO KOHTPOJIBHOTO
o0pasia B MOCJIEIHEM UK aMILTU(UKAIIH.

WuTepnperanust pe3ynbTaToB BHINONHSETCS MO 3HaueHuUsM Ct
kananoB FAM/Green u HEX/Yellow (ta6m. 1). YuuTeiBaroTcsi TOIBKO
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3Hauenust Ct, momydennele Ha craguu IIIP ¢ dayopecnenTHoi
JeTeKIneH (TO eCTh COOTBETCTBYOIINE cTaauu 4 — cM. Ta0. 4).

CHavarna OIEHHMBAIOT MPOXOXKACHUE peakuuu u 3HaueHus Ct B
KOHTPOJBHBIX 00pasmax. MIHTepnpeTainio pe3yibTaTOB B HCCIETYEMBIX
o0pasiax HAa4YMHAIOT TOJILKO MPH MpaBUIbHOM mpoxoxaeHuu [TKO u
OKO.

B cinydyae ucnonb3oBanus amruudukatopoB Rotor-Gene 6000,
Rotor-Gene 3000, Rotor-Gene Q wu aHaIOTUYHBIX, AKTUBUPOBATH
bynkuun «/Inaamud. pon» (Dynamic Tube), «kKoppekT. ykinona» (Noise
slope correction), ycranoButh 3HadeHue 10% B pazgene «YcrpaHeHHE
BeIOpocoBy» (Outlier Removal).

B cnydae ucnons3oBanus ammuingpukatopa CFX96 (BioRad) ms
KOppeKIuu 0a30BOM JTMHUMU BbIOepuTe auana3zoHn aHanmmsa Ct ot 5 o 45
160 ot 10 o 45 nukna.

HNutepnperanus pe3yjbTaTOB B KOHTPOJBLHBIX 00pa3uax

JIJ1st OTPHUIIATEIHPHOTO U TTOJIOKHUTEIHHOTO KOHTPOJIBHBIX 00pa3IioB
JOJDKHBI OBITh MOJTYYEHBI CICIYIONIME pe3yabTaThl (Tabnuma 6).

Tabnuma 6 — Pesynbrars! uccnepoBanus 1 [IKO u OKO

. BriOpannsiii piryopodop
p (PHK Bupyca 3uxa) (BKO)
OKO > 40 umm oTc. > 40 umm oTc.
ITKO Ct<30 Ct<32

OO6o3HaueHus: «otc.» — 3HayeHue Ct oTcyTcTBYyeT.

IIpu nonydennn pna OKO 3HadeHM, OTIMYAIOIIUXCS OT
yKa3aHHBIX B Ta0mmie 6, pe3ynpTaTbl Bced IOCTAHOBOYHOH CepHu
CUMTAIOT HEIOCTOBEpHBIMU. B 3TOM ciyuae HE0OXOAMMO MpOBeEHHE
CHEeIHAbHBIX ~ MEpPONpPUATUH 1 YCTpaHEHUsT  BO3MOKHOM
KOHTaMHUHAaIUH.

[Ipn nonydyennun s IIKO 3HadeHW#, OTIMYAOMIMXCS OT
yKa3zaHHbIX B Tabiuue 6, Tpebyercs MOBTOpHAs IOCTaHOBKA
amruiiukanuu Bce mapTuu oOpasuos. [Ipu moBTOpHOM MONTydYeHHH
s [IKO 3HadyeHui, OTIAMYAIOMIMXCS OT YKa3aHHBIX B Tabmuue 6,
HE00X0IUMMO 3aMEHHUTDH PEareHTHI.
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HNuTepnperanus pe3yabTaToB B Hcciaenyembix oopaszuax PHK
AHanu3 pe3ynbTaToB MpPH MPOBEACHUM KAue€CTBEHHOTO aHaIn3a
MIpeACTaBJICH B TabauIe 7.

Tabnuna 7 — [IpuHIMT UHTEpIPETAIIMK PE3YIbTATOB

3Hauenue noporosoro nukia (Ct) no kanaiam Pesynberar

FAM HEX

OtcyTcTBYyeT Ct<32 PHK' Bupyca 3uxa me
o0OHapykeHa

Ct<40 HE YUHMTBIBAETCA® PHK Brpyca 3ua
00HapysKeHa

Ct >40 Ct>32 .
PesynbraT HeBaMUIHBIH

WK OTCYTCTBYET WIIH OTCYTCTBYET

Ct >40 Ct <32 Pesynbrar 5
COMHUTEJIBHBIN

[IprunHON NOIyYeHUsT HEBATMAHOIO PE3yIbTaTa MOXKET CILyXKHUTb
Hu3kas koHueHrpauus HK, npucyrcrsue unruburopos B npenapare HK,
[IOJIy4YEHHOM W3 KJIMHMYECKOTO MaTepuaja, HEBEPHOE BBIIOJHEHUE
IIPOTOKOJIa aHaJIu3a, HECOOI0IeHNe TeMneparypHoro pexuma OT-T11P
U Jp.

[IpyunHOM TONYy4EHUS COMHHUTEIBHOIO pe3yJbTaTa MOXKET
CITy’)KUTh HU3Kasi KOHIIEHTPALlUs BUPYyca B KIIMHUYECKOM o0pasLe.

B cirydae HeBaIMIHOTO U COMHUTEIIBHOTO PE3YJIbTATA 3aKIIOYCHHUE
He BBIAAETCS, HEOOXOAMMO MMOBTOPHO B3ATh y MalMeHTa OuoMaTepual u
3aHOBO IPOBECTH AHAJIM3.

23) XapakTepucTHKHM aHAJIUTHYECKOI 3PPeKTHBHOCTH

23.1 AnasmTH4yeckas cnequpuIHOCTb

Crneuunguuen no ornomenuto k PHK Bupyca 3uka.

[TokazaHO OTCYTCTBHE KPOCC-PEaKTUBHOCTH IN Vitro: UnkyHryHbs,
Jlenre (1-4 tuna), Bupyc umMmmyHoaeduiuta yenoseka 1 (HIV-1), Bupyc
ummyHoeduimra yenoseka 2 (HIV-2), renatur B (HBV), renatur C
(HCV), rematut D (HDV), Plasmodium; in silico: Bartonella quintana,
B. henselae, Borrelia bisetti, B. garinii, B. japonica, B. spielmanii,

3 Tlpu BBICOKMX KOHUEHTpauusx PHK Bupyca 3uka Beixoj 1o kanamy HEX
MOJKET IPOUCXOUTH HA MO3AHUX HUKIAX UM OTCYTCTBOBATS.
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Coxiella burnetii, Dobrava-Belgrade orthohantavirus, Japanese
Encephalitis  virus, Leptospira interrogans, L. Kkirshneri, L.
borgpetersenii, Puumala orthohantavirus, Rickettsia conorii, R.
hejlonjiangensis, Tick Borne Encephalitis Virus (TBEV), Treponema
pallidum, Trypanosoma cruzi, West Nile virus, and Yellow Fever virus.

23.2 AHaIMTHYeCKasi YyBCTBUTEIbHOCTH

®opwma komiuiekranuu 1: He menee 500 konuit PHK Bupyca 3uka
Ha | MJI KIIMHUYECKOTO MaTepuara.

®dopma komruiektanuu 2: He MeHee 1 000 konuit PHK Bupyca 3uka
Ha | MJI KIIMHUYECKOro MaTepuania

23.3 IIpeun3MOHHOCTD B YCJIOBHSIX MOBTOPSIEMOCTH

I[JI?I OLCHKHU TMPCUU3NOHHOCTH B YCIOBUAX IIOBTOPSACMOCTHU
MOJIOKUTEILHBIA KOHTPOJIBHBIA 00pasel] M BHYTPEHHUI KOHTPOJIbHbII
oOpasern; ObUIM HWCCIEIOBAaHbI 1O ABYM KaHan QuryopecueHimn (FAM,
HEX) o 10 moBTOpOB.

JlaHHBIE 110 MOBTOPSEMOCTH TIOTY4YaIOT BHYTPH Ja00paToOpuu IS
KOHKpPETHOTO0 O00OpYJIOBaHMS M BHYTPHM KOHKPETHOM mapTuu Habopa
peareHToB.

Jlis OLEHKH MPEHU3MOHHOCTH B YCIOBHSX IOBTOPSIEMOCTH
PacCUMTHIBAIOT CpeHee apu(PpMETHYECKOe BBIOOPKH, JUCIIEPCHIO,
CPEHEKBAAPATUYECKOE OTKIOHEHHE M KOI(PPHUIMEHT Bapualuu IO
IMOJIYUYCHHBIM 3HAYCHHAM B ITOBTOPAX KOHTPOJIBbHBIX 06pa3HOB.

PesynpTatel uccrnenoBaHMsS —MOKa3ald, 4YTO KOX(DGOUIIUEHT
BapHalllK B YCIOBUAX ITOBTOPsIEMOCTH Habopa cocTaBiseT He 6omee 5%.

23.4 IIpen3MOHHOCTD B YCJIOBHUSX BOCIIPOM3BOIMMOCTH

OneHky  BOCHpPOU3BOJUMOCTH  TECT-CUCTEMBI  IPOBOMST
aHAJIOTUYHO PACYETy MPELU3UOHHOCTH B YCIOBHUSX IOBTOPSEMOCTH
(pazmen 23.2), omHako Il TECTUPOBAHUS HCIIONB3YIOT Pa3InYHBIC
napTuu Habopa peareHTOB, PeaklUU CTaBAT B Pa3HBIX JabOpaTOpHUSX,
pa3HbIE OTMEPATOPHI, B pa3Hble JHU, Ha pasHbIX [II[P-ammmdukaropax
(bmox BocmpomsBogumoctu 1, biox BocmpousBogumoctu 2, biok
BOCITPOM3BOUMOCTH 3, BIIOK BOCTTPOU3BOAMMOCTH 4).

HpI/I IMPOBCACHNUN MPpEU3NOHHOCTHU B YCIIOBUAX
BOCITPOMU3BOAUMOCTH Ha6m021aﬂacr, IMOoJIHAsA BHYTPHUIIOCTAHOBOYHA,
MEXKITIOCTaHOBOYHAsA u MC)KCCpHﬁHaH BOCIIPOHU3BOJAUMOCTD,

K03 dULIMEHT Bapualluu He npesbimaeT 5%.
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23.5 Ilpenen oOHapykeHus (IeTEKIIUMN)

®opma xomruiektauuu 1: He meHee 500 xormmii PHK Bupyca 3uka
Ha | MJI KJIMHUYECKOTO MaTepHaia.

®opma komruiektanuu 2: He Menee 1 000 konuit PHK Bupyca 3uka
Ha 1 MJI KJIMHUYECKOTO MaTepHualia

24) XapaxkTepUCTHKH  KJIMHUYECKOH 3(P(PeKTUBHOCTH:
AMATHOCTHYECKAs]  YYBCTBUTEJHLHOCTh M JIHATHOCTHYECKAS

cnenupuIHOCTh
Bun Kosuyecr | uarnocruyeck | Juarnocr | /loBepure/ibHbIiH
Heesaexyem BO as nyeckas HuTepBa
oro HA0JII0leH | YYBCTBMTEJbHO | crnenu(uy | c 1OBEpUTEIBHON
MaTepHajia uii CTh HOCTh BEPOATHOCTHIO 95
%
[nasma 100% 100%
KpOBHU

25) buoJiornyeckuii pegepeHTHBIH HHTEPBAJI
He nmpumenumo.

26) undopmanuss 00 uHTepPepUPYOIIUX BelIeCTBAX WJIH
OrpaHUYeHHSX, CBSI3AHHBIX € MPODOOii, KOTOPbIE MOTYT MOBJIUATH HA
pe3yJabTaT uccJIe0BaHUs

BnusiHre moTeHIMansHO HHTEP(EPHPYIOMUX BEIIeCTB Ha paboTy
Habopa peareHTOB «ZIK-test» ObUIO TPOBEPEHO B OTHOLICHUU
MOTEHIMATFHO ~ MHTEPPEPUPYIONIMX  BEIIECTB, KOTOphIE  OyIyT
BCTpEYaThCs MpU Mpolenype 3abopa KIMHMUYECKOrO MaTepuaia B
CIIEYIOMINX KOHIIEHTPAIHAX:

111 GOpMBI KOMITJIEKTaluu 1:

WuTepdepupyromiue BemecTsa:

— remoriobuH — 10%);

— renapuH (aHtukoaryisaT) — 0,15 ME/mu;

— nurpat Hatpus (aHTHKOoaryssHT) — 0,1 MM/mu;

— EDTA-K2 (artuxoarynsut) — 0,5 MM/mi,

— xonectepuH — 150 mr/m;

— Tpuraunepuas — 250 mr/m,

Uit POPMBI KOMILIEKTAINHA 2:

— remoriobun — 0,1%:;
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— renapuH (antukoarynsart) — 0,0015 ME/m;

— 1uTpaT HaTpus (anTuKoaryistur) — 0,1 MM/mut;

— EDTA-K2 (aatukoarynsat) — 0,5 MM/Mi;

— xonectepuH — 150 mr/m;

— Tpuriunepuabl — 250 Mr/m.

Ha ocHoBaHMM pe3yibTaTOB MCCIENOBAHUS IOTEHIUAIBHO
uHTepdepupyromme BellecTBa, BCTpeYarolIUecs TMpu MpoLeaype
BoiieneHnss PHK w3 kimHHMYeckoro marepualna, OLEHUBAEMBIE IIPU
KOHIEHTPALUAX, KOTOpbIE, KaK OXHUAAeTcs, OyayT BCTpEYaTbCsa IpHU
HOPMaJIbHOM HCIOJb30BaHMU Habopa peareHtoB «ZIK-testy, He
OKa3bIBAIOT BIMSIHUE HA PE3yJIbTaT aHaJIHU3a.

OrpannyeHussi 1O  HCHOJB30BAHMI0O  AHAJIM3HPYEMOIo
MaTepuaJa:

— aHaJIM3UpyeMbI MaTepuan He MOMAJIEKUT UCIIONIb30BAHUIO MIPH
HapylLIEHUM YCJIOBUI XpaHEHUS M TPAHCIIOPTUPOBKH (TeMIepaTypa,
MPOJOIKUTENFHOCTD, MHOTOKPATHOE 3aMOpaKUBaHHE-OTTaUBAHHE);

— HE JIOMYyCKaeTcs WCIOIb30BaHUE O0O0pa3loB, 3arps3HEHHBIX
IIOCTOPOHHUM OHMOJIOTMYECKUM MaTEPUaIOM.

27) npenynpexnenue u (WIM) cHelUAJTbHbIe  Mepbl
NPeAOCTOPOKHOCTH B  OTHOLIEHHM 0e30macHOil  yTHIM3ALUM
MEIMUMHCKOTO  M3/AeJusl JJIsi JMArHOCTHKM in  vitro m
NPUHAICKHOCTEH (IPH HAJTUYHMH)

Wznenmust B mporiecce XpaHEHUS W TPAHCIIOPTUPOBAHHS HE
BBIJICJIAIOT BPEIHBIX BEIECTB, 3arpsA3HSIOMMX OKPY)KAIOLIYI0 Cpemy.
OTxo1b1, 0Opa3yrommecs B pe3yibTaTte MpUMEHEHHsI Habopa peareHToB
[0 Ha3HAYEHHIO, YCTAHOBJIECHHOMY IIPOM3BOAMUTENIEM, a TaKXe He
WCTIOJIb30BaHHBIC M3JIENHs (MCTEKIIHKA CPOK TOJHOCTH, MOBPEKICHHAS
noTpeduTenbeKas yIaKoBKa/MapKUPOBKa, HOBPEXX/ICHHAs
YIaKOBKa/MapKUPOBKa PEareHTOB M T.1.) OTHOCATCS K METUIIMHCKAM
OTXOJaM.

MenuiuHCKHE OTXOIbI TOAJIekKaT cOoOpy, OOE3BPEKUBAHUIO,
pa3sMeIleHHI0, XPaHEHUI0, TPAHCIOPTUPOBKE, YYETy M YTWIIM3ALUU B
COOTBETCTBHH C JICHCTBYIOIIMMH MTPABUIAMHA U HOPMATHBAMH.

[TorpeOutensckas ynakoBka Habopa peareHToB «ZIK-testy
MOJUTEKUT MEXaHMYECKOMY pa3pyIICHUIO C BBIBO3OM OCTAaTKOB Kak
MIPOU3BOICTBEHHOT'O HJIM OBITOBOTO MYyCOpa.
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[Tepconai, oCynIeCTBISIOMMN YHUUYTOKEHHE HA0Opa pPearcHTOB,
JOJIZKCH COGJIIOI[aTI: IpaBHjia 6€3OHaCHOCTI/I IMPOBCACHHUA TOI'0 WA
MHOTO CII0C00a YHUYTOXKCHHUSI.

28) B OTHOIIEHUH MeAUIUHCKOT0 H3/1eJIHsl 1JIsl AHATHOCTHKH in
Vitro, npeHa3HA4YeHHOI0 /JJisi CAMOTEeCTUPOBAHMS TO0JIb30BaTejeM
WIH TECTUPOBAHUSA BOJIU3H MOJIb30BATEJISA

He nmpumenumo.

29) pnaHHbIe O BBbINYCKE WM TMOCJHEIHEM IepecMoTpe
HHCTPYKIHMH [0 IPUMEHEHUI0
Bepcus 1 ot 11.05.2024

30) uHopManHsi 0 HEOOXOTUMOCTH HATIPABJIEHHS COOOIEHUSI
NPOU3BOJUTEN0 WM €ro YNOJHOMOYEHHOMY IPeICTABUTEII0 O
HEXKeJIaTeJbHbIX  COOBLITHSX, KOTOpPble HMEKT MNPHU3HAKHU
HeO0JIATONPHUATHOTO COOBLITUA (MHUIMIAEHTA).

[Ipy BO3HUMKHOBEHMHM IIPETEH3UM IO KadyecTBy HaOOpOB,
HEeXKeNaTEeNbHBIX COOBITHI WM MHIIMICHTOB HAMpPaBISITh UH()OPMAILIHIO
0 ajipecy:

O61ecTBO ¢ orpannyeHHoOi oTBeTcTBeHHOCTHIO «Tectl ern» (OO0
«Tectl'en»),

432072 Poccus

r. YiubssHOBCK, UHxkenepHsiii 44-ii npoesn, nom 9, opuc 13

Ten.: +7 499 705-03-75

www.testgen.ru

Cayx0a TeXHUYECKOM MOJACPKKH:

Ten.: +7 927 981 58 81

E-mail: help@testgen.ru
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http://www.testgen.ru/

IMpuioxenne A

CuMBOJIbI MAPKMPOBKH

CumMBo.1

HaumeHoBaHmne cuMBoOJIA

2

Hcmons3oBaTh a0

(!

I[aTa HU3TrOTOBJICHUA

LOT

Kon maptun

OO6patuTech K MHCTPYKITUH 110
MIPUMEHEHHUIO

TemmepaTypHbIi 1Mana3oH

1T
{
N

Cozep>KMMOro TIOCTaTOYHO JJIS
94 onpeneneHuii
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