1. OBIIAA UTHOOPMALIMA.

1.1. Ha3uauenue.

HaGop peareHToB st “MMyHOGEPMEHTHOTO OMpEISICHUST HYKJICOKarcuaHoro antureHa SARS-
CoV-2 B Owonormueckux xuIKocTax «CoviNAg-UDA» mnpeaHasHayeH Ui KOJIMYECTBEHHOTO
OTIpe/ICTICHUsS] aHTHTeHA B OWOJIOTMYECKUX JKUAKOCTAX METOJOM TBEpA0(ha3HOr0 MMMYHO(PEPMEHTHOTO
aHaius3a.

1.2. Benenue.

KopoHaBupychl TUTIOB 0. ¥ [} SIBIISIFOTCS TTATOTC€HHBIMH TOJIBKO ISl MJICKOIUTAIONINX; BUPYCHI THIA Y
B OCHOBHOM BBI3BIBAIOT MH(EKIINK y TUI]. KOpOoHABUPYCHI Mepeaar0TCsi TPSIMBIM KOHTAKTHBIM METOJIOM C
BBIICTICHUSIMHU WJIM BO3AYIIHO-KaelbHbIM ITyTEM, HE UCKITIOYaeTCsl Takke (eKaabHO-0pajJbHbI MEXaHU3M
nepenaaun nHpexknun. Ha cerogHsmHui 1eHb CymecTByeT ceMb THUIIOB KopoHaBupyca denoBeka (HCoV),
KOTOpBIE BBI3BIBAIOT pecnupaTopHbie 3aboneBanus: HCoV-229E, HCoV-NL63, HCoV-OC43, HCoV-
HKU1, SARS-CoV, MERS-CoV u HoBsii koponaBupyc SARS-CoV-2. SARS-CoV-2 6b11 00HapykeH B
2019 rony B Yxane, Kuraii. Knuauueckue nposiBiaeHus 3a00JieBaHUs - TUXOPaJIKa, YCTaJIOCTh, Kalleb, U
JIpyrue CHUMIOTOMBI, KOTOpbIE MOTYT OBICTPO TMEpPEepacTH B TSKEIYI0 ITHEBMOHHIO, JbIXaTeIbHYIO
HEJIOCTAaTOYHOCTh, CENITUYECKUM IOK, MOJTHMOPTaHHYI0 HEIOCTATOUYHOCTD, TSHKEJIbIE HAPYIIEHUs KUCIOTHO-
HIEJIOYHOTO OOMEHA U T. JI. YTO MOXET MPUBECTH K JICTAIHLHOMY HUCXOIY.

1.3. HabGop npenHa3HaveH 1 AMArHOCTUKH UH GUIMPO.

1.4. ®yHKIIMOHATFHOE HA3HAYCHHE — HCIOJIb30BaTh KaK BCIIOMOTATEeNIbHOE CPEICTBO B IMATHOCTHUKE.

[TomyuyeHHble pe3ynbTaThl HE SIBISIIOTCS OCHOBAHUEM JIJISi TIOCTAHOBKH JIMAarHO3a, a MCIOJIb3YIOTCS
TOJIBKO B COYETAHUH C IPYTHMH JaOOPATOPHBIMH IMOKA3aTEIIMU U TUarHOCTUIECKON HH(POpMAIHEH.

1.5. OGnacTe npUMEHEHHUs — KJIMHUYecKast JadopaTopHas AMarHOCTHKA.

2. XAPAKTEPUCTHUKU HABOPA
2.1. Ha6op pearentoB «COVINAQ-UDA» BeilTyckaeTcs B 3 BApHAHTAX KOMIUICKTALIUH
KommiekT 1 paccuntan Ha 96 ornpezenennii, BKI04Yask KOHTPOJIH.
Kommekt 2 paccuntan 480 onpeaeneHuii, BKIOUask KOHTPOJIH.

Kommekt 3 paccuntan Ha 96 onpeneneHuit, BKIIOYasi KOHTPOJIH.

KOMIUIEKTHOCTB:
CocraB Onucanue Kommnekr 1 Kommnekt 2 Kommnekr 3
IInammer HOJHUCTUPOJIOBBIN, CTPUIUPOBAHHBIN
96-nyHOYHBII p > CTPHITHP ’ 1 . 5 mrT. 1 .
TOTOB K HCIOJIb30BAHHIO.
KamubpoBounblie mpoOs WHAKTUBUPOBAHBI, HA OCHOBE
CBIBOPOTKH KPOBHU Y€JIOBEKa,
coJieprKalline U3BECTHBIC KOJIMYECTBA
HYKJICOKaINCUIHOTO aHTurena SARS-
5 ¢pnaxonosn 5 ¢pnaxonos 5 pnaxonos
CoV-2 - C1; C2; C3; C4; C5 ur/mmn, ((bl 0 1) ((1:‘ 0 v) ((bl 0 vo1)
b 9 9

KOHIICHTPAIHsI HyKJICOKAIICHTHOT'O
anturena SARS-CoV-2 B
KaJTMOpOBOYHBIX po0ax ykazaHa B
AQHAJMTUYECKOM MACIOpPTE U Ha




STHKETKaX (hJIaKOHOB, KAJIMOPOBOUHBIE
poos1 C2-C5 - nmpo3paunbie
OKpaIlleHHBIE XKHJIKOCTH (I[BET
KOMITOHECHTA YKa3aH B aHAJTUTHIECKOM
nacrnopte), kanmubpoBouHas npoba C1
— mpo3pauHas OeclBETHAS )KUIKOCTb,
TOTOBBI K UCIIOJIb30BaHHIO
KontponbHslii o0paser; | MHAKTUBUPOBAH, HA OCHOBE CHIBOPOTKH
KPOBH YE€JIOBEKA C U3BECTHBIM
coJiep>KaHuEeM HYKJIEOKaIICHIHOTO 1 daakon 1 pmakon 1 durakon
antureda SARS-CoV-2, nmpo3paunas (1,0 ) (4,0 M) (1,0 M)
OecLBeTHAS KHUIKOCTh,
TOTOB K UCIIOJIb30BAHHIO
Bydep ninst pazsenenus Npo3pavyHas OKparieHHAs XXUIKOCTh I drmakon I drmakon I dumako
o0pasIoB (1IBET KOMITOHEHTA YKa3aH B (10 won) (50 wn) (10 wn)
AHAJIMTUYECKOM MAaCIOPTe)
Konbrorar Npo3pavyHasl OKparieHHAs XKUIKOCTh
(IIBET KOMITOHEHTA YKa3aH B 1 pmakon 1 dnaxor (70 wn) 1 dmakon
AHAIUTUYECKOM MacropTe), TOTOB K (14 M) (14 m)
HCTIOJTb30BaHUIO
Cyberpatibiii pacTsop npo3pavynast OecBEeTHAS JKUAKOCTD, 1 dbnakon 1 dbnakon
TeTpaMeTUIOCH3UIMHA 1 dnakown (70 M)
TOTOB K MCIIOIL30BaHUIO. (14 M) (14 M)
(TMB)
Konuerrpar npo3pavynHas OecIBETHAS JKUAKOCTD, 1 dbaakon I maxon (150 m) 1 dbnakon
OTMBIBOTHOTO PACTBOpa 26-KpaTHBIA KOHIICHTPAT (22 M) i (22 M)
p HenTp 3 dnakona (50 mu)
Cron-peareHt 1 dnaxon (70 mi)
Mpo3payvHas OeCLBETHAS JKUIKOCTD, 1 pmaxon 1 pmaxon
TFOTOB K UCIIOJIb30BaHUIO. (14 M) 2 q)naK(I)/I}JII;G 5 ) (14 mm)
bymara jui 3akiienBaHus ) 2 wr. 10 . 2 wr.
TUIAHIIEeTa
Bannouku IUIACTUKOBAsI EMKOCTh - - 2 wr.
Haxoneunnku TUIACTUKOBBIE OJTHOPA30BbIE ) ) 16 .
HaKOHEYHHKHU
uerpyiums 1o - 1 . 1 . 1 .
MPUMEHECHUIO
ITacniopT KOHTpOJIS
KauecTBa (AaHATUTUICCKIMA - 1 . 1 . 16 .
TacIopT)

2.2. llpunuun padotsl Habopa.

Omnpenenenue HyKJeoKarcuaHoro aHtureHa Bupyca SARS-CoV-2 B GHONOrMYECKHX >KUAKOCTSIX

OCHOBAHO Ha HCIIOJIb30BAaHUM «COHJBUY»-BapUaHTa TBEpJA0(pa3zHOro UMMyHO(pEpPMEHTHOro aHanu3a. Ha

BHy’[‘pGHHGﬁ MMOBEPXHOCTHU JIYHOK IIJIQHIICTA MMMOOUIIN30BaHbl MOHOKJIOHAJIbHEIC aHTUTEIA IIpOTUB

HyKJIeOKarcuHoro antureHa supyca SARS-CoV-2. Anturexn u3 o0Opasua CBS3bIBAE€TCS C aHTUTEIAMU Ha

MOBEPXHOCTH JYHKU U OJTHOBPEMEHHO C IPYTHMH aHTUTEIAMH K TOMY K€ aHTUTE€HY, KOHBIOTUPOBAHHBIMU
C Tmepokcuaa3oil xpeHa. B pesynbTaTe oOpa3yeTcsi CBS3aHHBIM C TIJIACTUKOM KOMIUIEKC, COACpIKaIluit
nepokcuaazy. Bo Bpems wuHKyOamum ¢ cyOcTpaTHBIM pacTtBopoM TerpamerunoeHsuauna (TMB)
MPOUCXOIUT OKPAIIMBAHUE PACTBOPOB B JTYHKAX.

VHTEHCUBHOCTh OKpAacKd MPsSMO MPOMOPIMOHATBHA COACPKAHUIO HYKIICOKATICUAHOTO aHTHTEHA
Bupyca SARS-CoV-2 B wuccinenmyemMom  oOpasiie  OHONIOTHYECKOM

)kunkoctu.  KoHmeHTpanus

HYyKJICOKarcuaHoro aHturena pupyca SARS-COV-2 B OMONOTHYECKUX >KHUIKOCTSAX PACCUATHIBACTCS IO
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KaJMOpPOBOUYHOMY Tpa(uKy 3aBHCHMOCTH OINTHYECKOM IUIOTHOCTH OT COJEPXKAaHMUA HYKJICOKAIICHIHOTO

antureHa supyca SARS-CoV-2 B kaimOpOBOYHBIX MPOOAX.

3. AHAJIMTUYECKUE U JUATHOCTUYECKUE XAPAKTEPUCTHUKUA

3.1. Ananutudeckas cieniupUIHOCTD.

[lepekpecTHass peakTHUBHOCTh TMapbl AaHTUTEN OICHEHAa 10 pe3yJibTaTaM HCIBITAHUNA Ha
PEKOMOMHAHTHBIX HYKJICOKAIICHIHBIX aHTHTeHOB BHpycoB SARS-CoV n MERS-CoV.

Hu oxna u3 ucnbITaHHBIX IPOO HE TIOKa3ajia HaTuYue MepeKPECTHON PEaKTUBHOCTH.

[lepekpecTHasi peakTUBHOCTh K 00pasliaM, MOJOKUTENbHBIM JUIS CIEAYIOIIMX MaTOTEeHOB, ObLIa
MIPOBEPEHA U JIOKa3aHa OTPHUIATEIbHON: Tpurin A, rpunn B, pecnuparopHocuHIuTHANBHBIA BUpyc (PCB),
a/ICHOBUPYC, PUHOBUPYC, BUPYC Maparpuiina, METamHEeBMOBHPYC, IHTepoBUpYC, kopoHaBupycsl (HKUI,
229E, OC43, NL63), Streptococcus pneumoniae, Streptococcus pyogenes, Haemophilus influenzae,
Pseudomonas aeruginosa, Acinetobacter baumanii, Nocardia asteroides, Moraxella catarrhalis,
Legionella pneumophila, Mycoplasma pneumoniae, Klebsiella pneumoniae, Aspergillus niger.

TecTbl Ha TEPEKPECTHYIO PEaKTUBHOCTH OBLTH TpoBeeHbI Ha Staphylococcus aureus u nmpu3HaHBI
MOJIOKUTETIbHBIMUA TPU  BBICOKMX KoHIeHTpanusx Oakrepuii (109 KOE/mm). Ilpu TtectupoBanuu
HOCOTJIOTOYHOM mpoObl y mainueHToB, wuHuUIMpoBaHHBIX Staphylococcus aureus (n = 15),
JIO’)KHOTOJIOKUTENBHBIX PE3YJIbTATOB ITOJIYYEHO HE OBLIO.

3.2. Bocipou3BOIMMOCTb.

Koaddunment Bapuanuu onpeaeneHus Hykieokancuanoro anturena supyca SARS-CoV-2 B ogaom
U TOM ke 00pa3iie OMOJIOrUYeCKO KUIKOCTH ¢ Hcoib3oBanreM Habopa pearentoB «CoviNAg-UDA» He
npessbimaet §,0%.

3.3. JluneitHOCT®.

3aBUCUMOCTh KOHLIEHTpAIlMM HYKJIEOKalcuIHOro antureHa supyca SARS-CoV-2 B oOpasmax
OMOJIOTUUECKOW KUAKOCTH TIPU Pa3BEICHUM WX CBHIBOPOTKOHM (IJIa3MOM) KPOBH, HE COJAepIKaIieit
HyKJICOKarcuaHoro aHtureHa Bupyca SARS-CoV-2, wumeer nuHEHHBI XapakTep B JHAara3oHe
koHneHTpauuit C2-C5 u cocraBnset 90-110%.

3.4. TouHOCTb.

JlaHHBI aHATUTUYECKUM TapaMeTp MpOBEPSETCS TECTOM Ha «OTKPBITUE» — COOTBETCTBUE
W3MEPEHHOW KOHIEHTpAIlMKM HyKJIeoKancuaHoro antureHa Bupyca SARS-CoV-2 mnpeanucannoid,
MOJIyYEHHOH MyTeM CMEIMBaHUs PaBHBIX 00bEMOB KOHTPOJIBHOIO 0Opa3ia u KaaubpoBouHoi mpoOsr C3.
ITponent «oTkpbITUs» coctaBiser 90-110%.

3.5. AHanmuTHYeCKasi 9yBCTBUTEILHOCTb.

MuHumanbHas — jgocroBepHo  ompenensiemas  Habopom — «COVINAQ-UDA»  KOHIEHTpamus
HyKJIeOKancuaHoro aHtureHa Bupyca SARS-CoV-2 B OHONOTMYECKUX JKUAKOCTSX HE MPEBbIIIAET

5,0 or/mi.



3.6. UnTepdepentus.

Ha pe3ynbraThl aHanm3a He OKa3bIBAJO BIMSHUS MCIIOJIb30BaHUE aHTUKOATYJISTHTA [UTpaTa HaTpWs,
O/ITA, a Takxe MPUCYTCTBUE TeMOTIIOONHA, TPUTIUIIEPHIOB, X0JIeCTeprUHa, OUIupyOrHa u obmero oenka
B KOHIICHTpAIIHSIX, HE MPEBBIMIAIONINX HOPMAJbHBIC KIMHHMYECKHE 3HAUYCHUSI B 00pa3liaXx B CBIBOPOTKH U
I1a3Mbl KpOBU. BemiecTBa, MpUCyTCTBYIONIME B PECIUPATOPHBIX 00pasiiax €CTECTBEHHBIM 00pa3oM WU
BEIIECTBA, KOTOPBHIE MOTYT IOIMACTh B TIOJIOCTh HOCA M HOCOTJIOTKY MCKYCCTBEHHBIM ITyTEeM, IIeJIbHAsT KPOBb
(1% obbema) Takke HE MPUBOAMIIA K MHTEP(EPEHIINH IPU HHTEPIPETALIUH.

3.7. PedpepencHbie 3HAUCHUS.

OcHoBBIBasicb Ha  pe3yjibTaTax WCCIEAOBAHWN, PEKOMEHAYeM TIOJb30BaThCS  HOpPMaMH,
NPHUBEICHHBIME HUKe. Bmecre ¢ tem, B coorBerctBuu ¢ mpaBuiaamu GLP (Good Laboratory Practice,
Hapmnexamas JlabopatopHasi mpakThka), Kakias jJabopaTopusi TOJDKHA cama OINPENCIHTh MapaMeTphl

HOPMBI, XapaKTepHbIE Ui 00cIeyeMON MOy IALUH.

OTtpunarenbHbIN pe3yibTar, Heonpenenénnslii pesynbrar, ITonoxkuTenpHbIN pe3yabTar,
(ir/m) (ir/mu) (/M)
<20 20-40 > 40

OOpasupl ¢ HEOMpPEEICHHBIM Pe3yJbTaTOM CIEAyeT HCCIIeN0oBaTh MOBTOPHO B ABYX NyHKax. [Ipu

MOJTyYSHHUH TIOJI0KHUTEIBHOTO Pe3yIbTaTa X0Ts Obl B OJJHOM JIyHKE 00pa3Ibl CYUTATH MOJIOKUTEIHHBIMH.

Ilpumeuanue. 3HaducHUS KOHICHTPAIIMH HYKJICOKANCHIHOTO aHTUTeHa BUpyca SARS-CoV-2 B
uccienyeMbix oOpasiax, HaXOMA[IUecs HUKE TpaHullbl yyBcTBUTENbHOCTH Habopa (5,0 mr/min) crnemyer
NPUBOJIUTL B cienyromei ¢opme: B uccienryemMoM obpasue (X) KOHIEHTpalus HYKIJICOKANCHIHOTO
anturena Bupyca SARS-CoV-2 umxe 5,0 nr/mur.

3.8. Xyk-addexr.

BepostHocTh  Xyk-3¢¢ekTa uccienoBasach IyTeM TECTUPOBaHHMsS OOpa3lOB C  BBICOKOH
KOHIIEHTpaluel HykJeokancuaHoro antureHa Bupyca SARS-CoV-2 u ux pasBeaenus. VaeHTHYHOCTH
pe3yIbTaTOB HEPa3BEICHHBIX M Pa3BEJCHHBIX 00pa3IoB yKa3blBaeT Ha OTCYTCTBHE XYK-3ddexra o

koHueHTpauuu 10 000 nr/mur.

4. MEPBI BE3OITACHOCTMH ITPU UCITOJIb3OBAHMN HABOPA

4.1. TloteHuunanbHblii puck npumeHenuss Habopa — kiacc 3.

4.2. CRIBOPOTKH KPOBH YEJIOBEKa, BXOJSIINE B COCTaB HaOOpa, WHAKTUBHPOBAHBI U HE COJIEPIKAT
anTuTen Kk Bupycy remaruta C, anturen k BUY 1, 2, a takxke anturena p24 BUY-1 u anturena supyca
renatuta B (HBSAQ).

4.3. Habop npenHa3zHaueH TOJIBKO JJIs MPO(EeCCHOHANTBHOTO TPUMEHEHHMS.

4.4. Bce xoMmmoHeHTH Habopa B UCTIONB3yeMBIX KOHIICHTPAIUSX SBISIOTCS HETOKCHYHBIMH.

4.5. ITpu pabote ¢ Habopom HE0OX0IMMO HUCTIOIH30BaTh WHIMBHUIyaIbHBIE CPEJCTBA 3AIIUTHI: XaJIaT,

rOJIOBHOM y60p, PE3UHOBBIC WJIA IUIACTUKOBBIC NCPYATKH, CIICHUAIBHYIO O6YBL, 3alllUTHBIC OYKHU HIIA



IIMTOK), TaK KaKk 0Opa3lbl CHIBOPOTKM WJIM TUIA3Mbl KPOBH CIIEYET pacCMaTpUBaTh Kak MOTEHIHMAJIbHO
MH(PHUITMPOBAHHBIA OMOMaTepua.

4.6. Bce o00pa3ipl, TMOJTy4YeHHBIE JIsg Ja0OPaTOPHOTO HCCJICAOBAaHHS, CIEAyeT CUNTATh
MOTEHIMAIbHO MH(PUIUPOBAHHBIMH, W TpU paboTe ¢ HUMHU JOJDKHBI Y4HUThIBaThCs TpeOoBanust CII
1.3.3118-13 «be3omacHocts paboThl ¢ MuKpoopranmsmMamu | - Il  rpynm maTtoreHHOCTH
(omacHocTh)». MeaUUMHCKHE PaOOTHHKH, KOTOpble COOMpPAIOT WIM TPAHCHOPTUPYIOT KIMHUYECKUE
o0pasipl B 1a00paTOPUIO, JOJKHBI OBITh 00YYEHBI MPAKTUKE O€30MaCHOTO OOpalleHus ¢ OMoMaTepHaioMm,
CTpOro coOII0IaTh MEPHI MPEIOCTOPOKHOCTH M MCIIOIB30BaTh CPEICTBA MHAMBUAYalTbHOM 3amuThl (CU3).
Koponasupyc SARS-CoV-2 otHocurcs ko |l rpynme maroreHHOCTH.

4.7. Bce uconp30BaHHbIE OJHOPA30Bble MaTepuallbl MoJBeprarb 00paboTKe Ae3MH(DULIUPYIOIUMU
cpelncTBamMu ¢ mocnenyromiel yrunuzanue (cM. MVY-287-113 «Metonuueckue yKa3aHUs 1o
Ne3UH(EKINN, TPEACTEPUITU3ALNOHHON OUMCTKE U CTEPHIIN3AIUH U3ICIINH METUIIMHCKOTO Ha3HAYCHUS).

4.8. Bce OTMBIBOYHBIE PAacTBOPHI CIEAYyeT cOOMpaTh B CIEIHAIbHBIA KOHTEHHEp M 00pabaThiBaTh
Ne3UHQULUUPYIOUIMMU  CPEJICTBAMM, pa3pelIeHHbIMM s INpUMEHeHHs Ha Tepputopun PO B
YCTAHOBJICHHOM IIOPSJIKE.

4.9. Bce TBepaple OTXOIbI ClIEAyeT cOOMpaTh B CIHEIUAIBHBIN KOHTEHHEp, 00e33apaKuBaTh H
YTHIU3UPOBaTh B cooTBeTcTBHMH ¢  TpeboBanumsmu  CanlluH  2.1.7.2790-10  «CanutapHo-
3MUIEMHOIOIHYECKHE TPEOOBaHUS K OOPAIIEHUIO C MEAULIMHCKUMH OTXO0JIaMI».

4.10. JlabGopaTopHyl0 MOCYyly MHOTOpa30BOI'O HCIIOJIB30BAaHUS M PACXOAHbIE MaTepHallbl,
KOHTAKTUPYIOLIHE C HWCCIEAYEMBIMH M KOHTPOJBHBIMH OOpa3lamu, cleayer o0e33apakuBaTh C
WCTOJB30BAaHUEM JIE3MHOUIMPYIOMUX CPEACTB, HE COACPXKAIIMX AaKTHUBHBIA KHUCIOPOI U  XJIOD,
OKa3bIBAIOLINX HETaTUBHOE BO3/ielicTBUE Ha KauecTBO MDA.

4.11. HcTpyMeHThI, 000py10BaHKE, a TaKkKe padouue MOBEPXHOCTH CTOJIOB HEOOXOAUMO MPOTHPATh
70% pacTBOPOM STHUIIOBOTO CIUPTA.

412. Tlpu WCHONB30BAaHUM COTJACHO WHCTPYKIMH 110 TPUMEHEHUIO W3JIEIHe  SBISETCS
6e30macHbIM (He HeceT (PU3NYECKHX, SKOJIOTUYECKUX U UHBIX PHCKOB).

4.13. HabGop pearentoB «CoViINAg-UDA» He COIEpXKHUT JIEKAPCTBEHHBIX CpPEACTB s
MEIUIUHCKOTO TIPUMEHEHUS, MaTepHaJiOB, KOTOPHIC SBIAIOTCS KAHIIEPOTCHHBIMH, MYTareHHBIMH WA
TOKCHYHBIMH, BO3MOXXHOE BBIZICTICHHNE WJIH BBIMBIBAHHE KOTOPBIX MPHUBOAWT K CEHCHOWIM3ALNH,
AIUIEPTUYECKON peaKIuy WM OTPHUIIATEIBHO BIUSET HA PEMPOIYKTHBHYIO (DYHKIIHIO.

4.14. Tloka3aHus K TPUMEHEHUIO MEAMLMHCKOTO W3JeNUs: IPUMEHATh B COOTBETCTBUHU C
Ha3HAYEHUEM.

4.15. TlpoTuBOTIOKa3aHUsI K TIPUMEHEHHUIO MEIMIIMHCKOTO m3nenus: [IpoTHBONOKa3aHui B pamKax

YCTAaHOBJICHHOI'O Ha3HAYCHWA HC UMCCT. He IMPUMCHSATH HC 10 HA3HAYCHHIO.



5. ObOPYJIOBAHUE, MATEPUAIJIbI 1 PEAT'EHTBI,
HEOBXOJMMBIE ITP11 PABOTE C HABOPOM:

— (QoTOMETp BEPTUKAIBLHOTO CKaHUPOBAHMS, MO3BOJISIIOIIMNA U3MEPSATh ONTHYECKYIO IUIOTHOCTH
COJIEP’)KUMOTO JTIYHOK IUIaHINIETa NMpH JiuHE BOJHBI 450 HM;

— OopOUTaNbHBIH TEPMOCTATUPYEMBIN MLICHKep (BCTpAXMBATENb) A MHUKPOIUIAHILET, CKOPOCTh
300 o6/MuH, moamepxkuBarIMi Temrmeparypy ot +23°C mo +37°C+3°C,

— J103aTOpbl CO CMEHHBIMM HAaKOHEYHHKAMH, IMO3BOJISIONIME JO03MPOBaTh OOBEMbI B AHAla30HE
50-250 MKt

— MHAp MepHbId BMectuMocThio 1000 mu;

— BOJa OMIUCTHUIUIMpOBaHHAs (WM JIEMOHU30BAaHHA),

— MepYaTKd PE3UHOBBIE WM IUIACTUKOBBHIC,

— Oymara ¢GuIbTpOBAIIbHAS;

— IPOOUPKHU € TPAHCTIOPTHOM CPeI0i 1JIsi BUPYCOB;

— TaMIIOH IJIA B3ATHA MAa3KOB.

6. AHAJIM3NPYEMBIE OBPA3IIbI

B kaudectBe ananmszupyemoro odpasiia UCIOIb3yeTcsi ChIBOpoTKa, miuasma (3ATA, uurpat Hartpus)
KpPOBH, 00pa3Ibl Ma3KOB U3 HOCOTJIOTKH.

JUis  Haumydmmx —pe3yibTaToB pabOThl TecTa HCIONb3yWTe CcBekecoOpaHHBIE OOpaslibl.
Henpasunbubie cOop, o00paboTka wiIM  TPaHCHOPTHPOBKAa  0Opa3loB  MOTYT MPUBECTH K
JIO’)KHOOTPULIATETIbHOMY PE3yJbTary.

6.1. [TonroToBKa aHANIM3UPYEMBIX 00pPa3I[0B KPOBH MAIEHTOB.

C6op 00pa3loB KpOBM 4YellOBEKa MPOBOJUTH B COOTBETCTBUHM C TEKYLIeW NPaKTUKOW METOJI0M
BEHEMyHKLIUHU (BEHO3Has KpOBb), COOJIOJasi CTaHAApTHbIE JabopaTopHble mpoueaypbl. s anamuza
HCIOJIb30BaTh HEPA3BEAEHHYIO CBIBOPOTKY, IJIa3My.

Br16op mpoOupok [1si mogyueHuss OMOJIOTUYECKUX KUIAKOCTEH, MOATOTOBKY, IEHTPU(YyTHpOBaHUE,
XpaHeHHe U  TPaAHCIOPTHUPOBKY  oOpa3lla  MPOU3BOAMUTH  COIJIACHO  TpaBWJIaM  INPOBEICHUS
NPEeaHAIMTUYECKOr0 dTama, YTBEPKICHHbIM Uil JlabopaTopuu. PekomMeHIyeMoe COOTHOIIEHHE
aHTHKOAryJisHTa M OuoMarepuana, a TakKKe CHOCOObl TOATOTOBKM o0paslia M PEeKHUMBI
LHEHTpU(PYrUpoBaHUS ONMUCAHBI B MHCTPYKLUHU IO IPUMEHEHHUIO TPOOUPOK, UCTIOIB3YEMBIX JJAOOpaToOpHei.

6.1.1.1. IloaroroBka aHaIU3UPYEMBIX 00PA3LIOB CHIBOPOTKU KPOBHU MALUEHTOB.

KpoBb 0TOOpaTh BEHENMyHKIMEW, JaTh MOJHOCTHIO CBEPHYTHCSA, OTACIUTh  CHIBOPOTKY
LHEeHTpU(PYrupoBaHUEM NPU KOMHATHOM TeMIiepaType.

6.1.2.2. TloaroroBka aHATM3UPYEMBIX 0OPA3IOB ILIA3MEI.

COop KpoBU cleAyeT TMPOBOAUTH B MPOOUPKH, COAEPKAIIME AHTHKOATYJISIHTBI, COTJIACHO
YTBEpP)KJICHHOH mpolenype cbopa miuasmbl. B kadecTBe aHTHUKOAryJasHTOB wucmoib3oBarh DJTA wmm

HUTpAaT HATPUA.



6.1.2. Ecnu aHanmu3 NpoOBOJUTCSA HE B JICHb B3STHSA, 00pa3lbl CHIBOPOTKH, IJIa3Mbl KPOBU CIEIyET
XpaHuTh npu Temneparype +2—8°C He Oonee 3 cyTok wim npu temreparype -20°C He Oonee 2 Henemb.
JlonyckaeTcst OAHOKPATHOE pa3MOpakKMBaHNE/3aMOpakKUBaHUE 00pa3LOB.

[ToBTOpHOE 3aMOpaXKMBaHUE-OTTaAUBAHUE 0OPA3IOB CHIBOPOTKH (ILIa3Mbl) KPOBU HE JIOMTYCKACTCS.

6.1.3. TmarenpHO pa3MemaiTe aHAIM3HPYEMbIH 0Opasell; oO0pasibl CHIBOPOTKHU (TUIa3Mbl) KPOBH,
cojZiepKalie 4acTUlbl (0COOEHHO pa3sMOpOXEHHble 00paslbl IJa3Mbl), IEpe] TECTUPOBAaHHEM
HE00XO0IMMO OCBETJIMTH IEHTPUPYTUPOBAHUEM.

BHUMAHMUE: myTHBIC, XUIE3HBIC WA TEMOJUTHICCKHE O0pa3Ibl MPU TECTUPOBAHUU MOTYT JaTh
TPYJIHO UHTEPIPETUPYEMBIE PE3YIIbTATHI.

6.2. [loaroroBka aHanU3upyeMbIX 00pa310B Ma3KOB U3 HOCOTJIOTKH.

B3sTue, TpaHCIOpTUpOBKAa U IOCEB MCCIEIyEMOro MaTepuana IPOU3BOAAT B COOTBETCTBUHU C
JOKYMEHTaMHu:

— MYV 4.2.2039-05. Metonbl koHTposid. bruonoruueckue u Mukpodurosgornueckue Gpaktopsl. TexHuka
cOopa 1 TpaHCHOPTUPOBKH OMOMaTepraa B MUKpOOHOJIOrHyeckue 1a0opaTopuu;

6.2.1. Masok u3 3eBa ciexyer OpaTb A0 eIl WM yepe3 2 - 3 yaca nmocie npuéma nuu. Ilepen
B3SITUEM MPOObI OOJIBHOMY HEOOXOIMMO MPOMOJIOCKATH POT TEIION KUNAYEHOW BOAOH. AKKYypaTHO
NpWKKAMasl S3bIK LIMATeIeM, BBOJAT CTEPWIbHBIA TAMIIOH MEXKIY IOy’KKaMU MUHIAIUH U SI3BIYKOM.
JIBI)KEHHEM TaMIlOHa BIEpEN M Ha3aJ cOOMparoT MaTepuall ¢ 3aJHEl MOBEPXHOCTH IJIOTKH, MUHIAIUH U
YYacTKOB BOCHAJICHHsI WJIM U3bSA3BICHUA cAU3UCTOM. [Ipu B3aTUM mpoOBl CO CIM3UCTOM 3eBa (TJIOTKH)
HEJIB3s1 KacaThes MIEK, A3bIKA, NECEH, a TAKXKe COOMPATDH CITIOHY.

6.2.2. IlpuroToBUTh MW NPOMAPKUPOBATH HEOOXOIUMOE KOJIMYECTBO IPOOMPOK C TPAHCIOPTHOM
Cpezoi, B COOTBETCTBUU C KOJIMYECTBOM IPOO.

6.2.3. [lomecTuTh B MOATOTOBJIEHHYIO NMPOOUPKY ¢ pabouyro 4acTh 30HJA C TAMIIOHOM U3 BHUCKO3BI
WM HEWUJIOHA, BpalaTh 30H] B TeueHue 10-15 cexynn, usberast pa3OopbpI3rUBaHUS KUAKOCTH.

6.2.4. BbIHYTb 30H, IPHKUMAasi €ro K CTEHKE MPOOUPKHU U, OTKAaB U30BITOK KUJIKOCTH, YIAIUTH 30H]
U 3aKpbITh MPOOMPKY. 30HA YTWIM3MPOBATH B COOTBETCTBUM C YTBEP)KJICHHBIMH MpPOLEIypaMH C
MCMOJIb30BaHUEM JIE3UH(PEKIIMOHHBIX CPEJCTB HA OCHOBE XJIOpA.

6.2.5. JIna ucnoyib30BaHusI PEKOMEHAYIOTCSI TPAHCIIOPTHBIE CUCTEMBI cO cpeoit it BupycoB OO0
«"EM» nii aHamoru4HeIe.

6.2.6. Eciin aHanu3 mpoBOAMUTCS HE B IEHDb B3SATUS Ma3zKa, 00pasiibl U3 HOCOTJIOTKH, CIEIyeT XPaHUTh
npu Temrneparype +2-8°C He 6osee 2 cyTok wiu npu remneparype -20°C He Gomnee 2 MecsIEB.

Jomnyckaercs OJIHOKPAaTHOE pasMopaKuBaHHEe/3aMOpPaKUBAHUE 00pa31oB. IToBTOpHOE
3aMOpa’KMBaHUE-OTTauBaHUE 00PA3I0B HE JAOMYCKAeTCs.

6.3. Ilepen mpoBeneHHEeM aHaiHM3a HUCCIELyeMble OOpa3lbl CHIBOPOTKM (TUIa3Mbl) M Ma3KU W3

HOCOIJIOTKH, CJI€AYeT BbIIEpKaTh IpU KOMHaTHOU Temneparype +18-25°C e menee 30 MuH.



7. TIOAT'OTOBKA PEATEHTOB J1JI1 AHAJIMU3A.

7.1. Tlepen mpoBeneHHeM aHaau3a KOMIIOHEHTHI Habopa u ucciemyembie 00pasiibl OMOJIOTHUECKOM
KHUJIKOCTH CIIEAyeT BBIIEpXaTh NpU KOMHATHOH Temmeparype +18-25°C ne menee 30 muH.

7.2. IloaroToBka IIaHIieTa.

BCKpBITh MakeT ¢ MUIAHIIETOM M YCTAHOBUTH Ha PaMKy HEOOXOJIMMOE KOJUYECTBO CTPHUIIOB.

OcraBmmecss HEUCIIOIb30BAaHHBIMU CTPHIIBI, YTOOBI NMPEAOTBPATUTHh BO3JCUCTBHE HA HHUX BJIArH,
THIATENFHO 3aKJICUTh OyMarod IS 3akjeWBaHUs ILJIaHIIETA.

7.3. IlpuroToBiieHuE OTMBIBOYHOT'O PacTBOpa.

Conepkumoe (hj1akoHa ¢ KOHIICHTPATOM OTMBIBOYHOIO pacTtBopa (22 MiI), IEPEHECTH B MEPHBIi
nuuHAp BMecTuMocThio 1000 My, moGaBuTh 550  MIJI JUCTHIUIMPOBAHHOM BOJBI M THIATEIHHO
nepememniath. B cirydae apodbHoro ucmnonp3oBanus Habopa ciemyeT oToOpaTh HEOOXOAMMOE KOJIUYECTBO
KOHIICHTpAaTa OTMBIBOYHOI'O  pPacTBOpa W Pa3BeCTH  JUCTHUIMPOBAHHOW BOJoW B 26  pa3 (1 mi
KOHIICHTpaTa OTMBIBOYHOTO pacTBopa +25 M JUCTHIUIMPOBAHHOW (JICHMOHHM30BAHHOM) BOJIBI).

7.4. Ecnu mpeanonaraeMas KOHIEHTpallMs HyKIJIEOKancuaHoro antureHa supyca SARS-CoV-2 B
uccieayeMom obpasiue npepbimaer C5 mr/min, ero ciieayer IomoiHuTeNsHO pa3Bectd B 10 mimu 100 pas,
ucnois3ys bydep s passenenus oOpasios.

Hcnonb3oBanue npyrux OydepoB U peareHTOB Al pa30aBieHHUs OOpa3lOB MOXKET HCKaxkaTb

PE3YJIbTAaThl OIIPCACIICHUA !

8. IPOBEJAEHUE AHAJIU3A

ITomecTTe B pamMKy HEOOXOJMMOE KOJMYECTBO CTPHUIIOB I 5 KaIMOPOBOYHBIX MpoO, 1 mpoObl
KOHTPOJILHOTO 00paslia 1 JyHKHU JJIsl UCCIIEeTyEeMBIX 00pa3LoB.

8.1. BuecuTe Bo Bce yiyHKH TutaHmeTa mo S0 mxin Bydepa mist pa3Benenus o0pasnos.

8.2. BHecuTe B COOTBETCTBYIOIINE JTYHKH MO 50 MKJI KaTMOPOBOYHBIX MPOO, KOHTPOJILHOTO 00pa3ia
WIN UCCIIeAyeMbIX 00pa31i0B OMOIOrMYECKON KUIKOCTU. BHECeHNEe KannOpOBOYHBIX TPOO U UCCIEAYEMBIX
00pa3IoB HEOOXOAUMO MPOU3BECTH B TeueHUe He Oornee ueM 10 MUHYT.

8.3. UnkyOupyiite minanmer B TedeHue 60 MuHyT Tpu Temmeparype ot +23°C mo +37°C wm
MOCTOSTHHOM BCTPSIXUBaHHUH cO cKOpocThio 300 06/MHuH.

8.4. Ilo oxOHUaHWYW WHKYOAIIMU YIAIUTE COJACPKUMOE JTYHOK acnupanueil (Hampumep, ¢ IOMOIIBIO
BOJIOCTPYHHOT'O Hacoca) WM JeKaHTHUPOBAaHUEM U OTMOWTE JIyHKH 3 pa3a. [Ipu kaxmoil oTMBIBKE 100aBbTE
BO BC€ JYHKHU 1O 250 MKJ OTMBIBOYHOTO PacTBOPA, BCTPAXHUTE IJIAHIIET KPYTOBBIMU JIBM)KEHUSMH IO
TOPU30HTAJIBHOW MOBEPXHOCTH C MOCIEAYIONIEH acnupanyed WIA JeKaHTUPOBAHWEM. 3a/iepiKKa MpHU
OTMBIBKE (3aMayMBaHHe JYHOK) He TpeOyercs. IIpu KaxaoMm JeKaHTHUPOBAaHMM HEOOXOAMMO TIIATEIBHO
yJAJATh OCTaTKH KUJAKOCTH U3 JTYHOK.

8.5. Buecute Bo Bce tyHKHU 10 100 MKJI KOHBIOTATA.



8.6. AkkypaTHO TmepeMemaiiTe  COAEPKMMOE  IUIAHIIeTa  KPYTOBBIMH  JIBHKCHHUSMH IO
TOPU30HTAIILHON MOBEPXHOCTH, 3aKJIEHTEe IUIAHIIET Oymaroi i 3akjeuBaHus IulaHmiera. MHKyOupyiite
mianmer B Teuenne 60 munyT mpu temmeparype oT +23°C mo +37°C U MOCTOSHHOM BCTPSIXMBAaHUU CO
ckopocThio 300 06/mMuH.

8.7. Ilo oxoHUaHUU WHKYOAIIMU YJAIUTE COJACPKUMOE JTYHOK acnupanueil (Hampumep, ¢ MOMOIIBIO
BOJOCTPYHHOI0 Hacoca) Wi JEKaHTUPOBAHUEM U OTMOWTE JIyHKHU 5 pa3. [Ipu kaxkaoii oTMbIBKEe 100aBbTE
BO BC€ JyHKH IO 250 MKJI OTMBIBOYHOI'O PacTBOPA, BCTPSAXHUTE IUIAHIIET KPYTOBBIMHM JBHKEHUSIMH I10
TOPU3OHTAIBHON MOBEPXHOCTH C MOCJENYIOIIEeH acnmupaluedl Wik JEeKaHTUPOBAHUEM. 3aJiepkKKa MpHU
OTMBIBKE (3aMauMBaHUE JYHOK) He TpeOyercs. [Ipu KakoM JE€KaHTHPOBAaHUM HEOOXOIUMO TIIATEIHHO
YOQIATh OCTATKU YKUIKOCTU W3 JIYHOK. JlomyckaeTcs OTMBIBKA JIYHOK 3 pa3a IpU HCIOJIb30BAHUU
aBTOMATHUYECKOTO MPOMBIBOYHOTO arnmapaTa (BoIiepa).

8.8. Buecute Bo Bce nmyHku mo 100 mxin cybcrparHoro pactBopa terpamerminoensunuHa (TMB).
Brecenne cybcrparHoro pactBopa terpamerwinOensuauHa (TMB) B JdyHKE HEOOXOAMMO IMPOU3BECTH B
TeyeHne 2-3 MHUHYT. VIHKyOupyiTe MiaHIIeT B TEMHOTE NpU KOMHATHOM TemmepaTtype +18-25 °C B
teueHue 10-20 MUHYT B 3aBUCUMOCTH OT CTEIIEHU Pa3BUTHSI CUHETO OKPAIIMBAHUS.

8.9. BHecuTe BO Bce JIYHKH C TOW JX€ CKOPOCTHIO U B TOW K€ TOCICIOBATCIILHOCTH, KAaK H
cyOcTpatHbIii pactBop TerpameTiioeHzuauHa (TMB), mo 100 Mk cTomn-peareHTa, IpHU 3TOM COJICPKIMOE
JIYHOK OKpPAIlIMBAETCs B IPKO-KEJIThIN IBET.

8.10. UsmeprTe BenmuuuHy ontuueckoi mioTHoctd (OIl) comepkumoro nyHOK IJIaHIIETa Ha
¢doTromMeTpe BEPTUKAIBHOTO CKaHUpOBaHWA Npu umHe BoiHBI 450 HM. M3mepenue OII comepskumoro
JYHOK TUIAHIIETa HeOOXOAMMO MPOU3BECTH B TeUCHHE |5 MHHYT MOCie BHECEHHUs! CTON-peareHTa. biank

(doTomeTpa BbICTABIISITE IO BO3AYXY.

9. YUET PE3VJIbTATOB. KOHTPOJIb KAYHECTBA.

9.1. TloctpoiiTe B JMHEHHBIX KOOpJAMHATAX KATHMOPOBOYHBIA Tpaduk: ochk abcmuce (X) —
KOHIICHTpalus HyKJeoKarcuaHoro antTureHa supyca SARS-CoV-2 B kannOpoBouHBIX Mpodax (Ir/mit), ocbh
opauHat (y) — ONTHUYECKas MIOTHOCTh KanmnOpoBouHbIX mpob (OIT 450 um). [lns anroputma oOcuera
(anmpoxcuMaInuu) KanuOpOBOYHOTO TpaduKa HCMONB3YHTE HHTEPBAIBHBIN (KyCOYHO-TUHEHHBIN, «OT
TOYKH K TOYKE)) METO]I HJTM YEThIPEXIIapaMeTPHUECKUI CTUTalH.

9.2. Ompenenute 1Mo KaATMOPOBOYHOMY rpaduKy copepikaHHue HYKJICOKAIllCHIHOTO aHTUTEHA BUpyca
SARS-CoV-2 B uccinenmyembix oOpasmax. Eciam wccnemyemsbiii oOpaselnl mpeapa3BOAUIN, YMHOXKBTE

MOJTyYCHHBIH pe3yJbTaT Ha (akTop pa3BeCHHS.

10. O'PAHUYEHUE METOJIA
10.1. Tlpu ucnonb3oBanuu HaOopa nnsi mpoBeneHUs: HECKOJbKHUX HE3aBHCHMBIX CEpUN aHAIU30B
CllelyeT UMEeTh B BHUJY, YTO JJISl KaXJIOTO HE3aBUCHUMOTIO OIpeJielIeHUs] HE0OX0JMMO OCTPOSHHE HOBOTO
KaJOpOBOUHOTO rpaduKa; KpoMe ITOro, pEKOMEHIyeTCs ONpeieNieHHe KOHIIEHTPALUU HYKJIEOKAIICHIHOTO

anturena Bupyca SARS-CoV-2 B KOHTpoEHOM 00pasiie.
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10.2. Ha6op pearenroB «CoOVINAQ-UDA» npennazHaueH il TUArHOCTUYECKUX IIEJICH, OJHAKO
OKOHYATEJBbHBIA JHAarHO3 HE TOJDKEH OCHOBBIBATHCS TOJBKO Ha pe3ysbTaTax TaHHOTO TEeCTa.
10.3. Jlmaruo3 goymkeH OBITH TMOCTABJICH BPA4OM IOCJIEC TOJIHOTO KIMHUYECKOTO W JIa0OpaTOPHOTO

00cCe10BaHUs MAlUEHTA.

11. YCJIOBUA TPAHCIIOPTUPOBKU,
XPAHEHUA 1 OKCIUIYATALIMA HABOPA.

Wudopmanusa, o6 OCOOESHHOCTSIX TPAHCIOPTHPOBAHUS JIOJDKHA YUHUTBHIBATHCS BCEMH JIMIIAMHU,
Y4acTBYIOUIMMH B XpaHEHUH, IEPEBO3KE U YTHIN3ALUN (YHUUTONKEHHUH ) TOTO U3JICIHSL.

11.1. TpancnopTupoBaHHUe.

11.1.1. TpancnoprupoBanue HabGopa pearentoB «CoviNAg-MDA» 10MKHO MPOU3BOAUTHCS BCEMH
BUJAMU KPBITOTO TPAHCIIOPTa B COOTBETCTBUH C TPEOOBaHMAMU W MPAaBUJIAMH, YCTAHOBJICHHBIMH Ha
JAHHOM BHUJIE TpaHcmopTa, npu Ttemmeparype +2-8°C. JlomyckaeTrcs TpaHcmoptupoBka Habopa mpu
temmeparype 10 +25°C ne 6oxee 15 cyrok. He nomyckaercst 3aMmopakuBaHue 1el10ro Habopa.

11.1.2. TpaHcnOpTHPOBAaHHUE HM3ACITUN MPHU TEMIEpaTypax, TPeOYIMUX coOmoaeHus "X 01010BOM
unenu", obOecneunBaroOnIeil COXPAaHHOCTh TEMIIEPATYyPHOTO PEXKHMMa, JOHKHO OCYIIECTBISTHCA B
TEPMOKOHTEHHEPAX OJHOPA30BOT0 MOJIb30BAHUS, COJACPKAIINUX XIIaJ03IEMEHTHI, U B TEPMOKOHTEHHEpaxX
MHOTOKpDaTHOTO  NPUMEHEHHs] C  aBTOMATUYECKH  MOJAJIEPKUBAEMON  TeMIepaTypoil wiu B
aBTOpe(prrKEepaTopax ¢ UCIOIB30BAHIEM TEPMOUHINKATOPOB.

11.1.3. Uznenwus, TpaHCIIOPTUPOBAHHBIE C HAPYIICHUEM TEMIIEPATYPHOTO PEXKMMA, TPUMEHEHHIO HE
MOJIJIEXKAT.

11.2. Xpanenue.

XpaHeHHe HM3ACTUN W/UIM KOMIIOHEHTOB IpH Temieparype +2—8 °C 10KHO OCYIIECTBIATHCS B
XOJIOJWJIBHBIX KaMepax WM B XOJIOAWIbHUKAX, 00€CIIEYNBAIOIINX PErJIaMEHTUPOBAHHBIN TeMIIEpaTypHbIN
PEXHUM C €XKEAHEBHOW perucrpanueil TeMmreparypbl. XpaHEHHE CBETOUYYBCTBUTENBHBIX W3JEIUNA W/WIH
KOMITOHEHTOB JOJDKHO OCYILIECTBIISITHCSI B TEMHOM MECTE.

11.2.2. HaGop pearentoB «CoviNAg-UDA» nomKkeH XpaHUThCS B YHAKOBKE MPEIIpPUATUS
M3roToBUTENS NpH Temneparype +2-8°C B TeueHHE BCEro CpoKa TIOJHOCTH, YKAa3aHHOIO Ha YIAaKOBKE
HabGopa. Jomyckaetcst xpanenune Habopa mpu Temneparype g0 +25°C ue 6omee 15 cyrok. He momyckaercs
3aMopakuBanue neioro Habopa.

11.2.3. B cayyae IpoOHOTO HCIOJIB30BaHUS HAaOOpa KOMIIOHEHTHI CIEIyeT XPaHUTh CIETYHOIINM
o0OpazoM:

— OCTaBIIMECS HEUCHOJIb30BAaHHBIMU CTPHUIIbI, YTOOBI MPEIOTBPATUTh BO3/EICTBHE HAa HUX BJary,
THIATENILHO 3aKJICHTh OyMaroil JuIs 3aKJIeMBaHWs IUIAHIIETa W XPaHUTh NpH Temmeparype +2-8°C B
Te4eHHe Bcero cpoka rognoctu Habopa.

— KoHbioratr, bydep ans pasBeaeHuss o0pasnoB, CyOCTpaTHBI pacTBOp TeTpamMeTHUIOEH3UANHA
(TMB), cTom-peareHT mociie BCKPHITHS (PJIaKOHOB clielyeT XpaHUTh Ipu Temiepatype +2-8°C B TeueHue

BCero cpoka rogHoctu Habopa;
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— KanmuOpoBOYHBIE POOBI U KOHTPOJIBHBIM 00paseln mocie BCKPBITHS (DIAKOHOB CJEIyeT XpaHUTh
pu Temneparype +2-8°C B TeueHne Bcero cpoka romHoctd Habopa.

— OCTaBIIMHCS HEHCIIOJIb30BaHHBIM KOHIIEHTPAT OTMBIBOYHOIO pacTBOpa CJlELyeT XpaHWUTh IpH
temriepatype 2-8°C B TeueHue Bcero cpoka romnocta Habopa.

— TPUTOTOBIICHHBIN OTMBIBOYHBIN PAacTBOp XpaHUTh npu Temmeparype +2—8°C He Gonee 45 CyTOK,
JIOTTyCKaeTCsl XpaHeHHe Mpu KoMHaTHOH Temneparype +18—25°C ne 6osee 15 cyTok.

Ilpumeuanue. Tlocne WCHONB30BAHUS peareHTa HEMEJICHHO 3aKpbIBaiiTe KPBILKY (IaKoHA.
3akphIBaliTe KOXKbIH (IIAKOH CBOCH KPBILIKOM.

11.2.4. U3nenus, XpaHUBIIMECS C HapyLIEHUEM pErIaMEHTHPOBAHHOIO PEXHMMa, MPUMEHEHUIO He
HoJyIexar.

11.2.5. Cpoxk rognoctu HabGopa pearentoB «CoviNAg-UDA» - 18 mecsues.

11.3. Dkcmnyaranus.

Bce BapuaHThl KOMIUIEKTalUil HAOOpa NpeAHAa3HAYEHbI Il PyYHOM MOCTAaHOBKH U JUISl TIOCTAHOBKH
Ha aBTOMAaTUYECKUX aHAJIN3aTopax /Uil UMMYHO(PEPMEHTHOTO aHajIu3a OTKPBITOrO THUIIA C BO3MOXKHOCTBIO,
KaK JpOOHOr0 MCIOJIb30BaHUs IulaHiieTa (Habopa), Tak W JJis MOCTAaHOBKH LIEJIOTO IUIaHIeTa (Habopa).
OO11ee KOJIMYECTBO TTOBTOPOB ONpeesieTcs KBaln(uKaIiei mepconana u pekomenaamusmu GLP.

PexomeHnayercsi moctaHOBKa HCCleAyeMblX oOpa3loB B JyOimkarax. Paspemraercst mpoBeneHue
aHanu3a B MOHOIUIMKaTax. [Ipom3BoauTenb rapaHTUpyeT OXpaHEHHE BCEX TEXHHUYECKUX XapaKTepUCTUK
HaGopa 1 10cTOBEpHOCTH pe3yJIbTaTOB.

[oTeHumanbHbIH NOTpeOUTENH — Bpa4H KIIMHAKO-ZTHarHOCTUYECKHIX 71a00paTOPHIA.
[Mpodeccronanpaas kBanudukanuonHas rpymmna "Bpaun u npoBusopsr” Bcex ypoHer (IIpukaz Ne526 ot
06.08.2007r. «O6 yTBepkaAeHHMH NPO(YECCHOHATBHBIX KBAIM(UKAIMOHHBIX TPYNI  JODKHOCTEH
MEIUIMHCKUX U (hapMalleBTUYECKUX paOOTHUKOBY).

MeauuuHcKuin [IEPCOHAI KJIIMHUKO-IMATHOCTUYECKUX nabopaTopuii JOJDKEH UMETh
JOKyMEHTHPOBAHHOE ITOATBEP)KICHNE MPOBEICHHOTO OOYUYeHHs, CBS3aHHOTO C TOTEHIIMAJIBHBIM PHCKOM,
COYETAIOLINMCS C PabOTOH € JI0OBIM MEAMLIMHCKUM (KJIMHUYECKUM ) JIAOOPAaTOPHBIM YCTPOUCTBOM.

11.3.2. Ilpu ucnonb30BaHUM HabOpa HEOOXOUMO NPUIEPKUBATHCS CIETYIOIUX TPABUIT:

— He ucnonp30Bath Habop mocie OKkoOHYaHUs CpOKa rOTHOCTH;

— He ucronp30Bath Habop peareHToB, eciii yrakoBKa IOBPEKICHA;

— HE CMENIMBAaTh KOMIIOHEHTHl HAa0OpPOB  pa3HbIX Ccepui, Kpome YHH(PHUIHPOBAHHBIX
HecTenn(pUIecKUX peareHToB (KOHIEHTPAT OTMBIBOYHOT'O PacTBOPA, CTOM-PEareHT, CyOCTpaTHBIA pacTBOp
terpamerunoensuaraa (TMB));

— TIIATEJILHO MEPEMENINBATh PeareHTH MPH IMOATOTOBKE W MPOBEJACHUH aHAJIN3a;

— HCMOJb30BaTh Ul TNPUTOTOBJICHUS PEAreHTOB XMMHUYECKH YHCTYIO TOCydy, 00paboTaHHYIO
JUCTUJUIMPOBAHHOMN BOJOM;

— HCIIOJB30BaTh TOJBKO 060py)1013aH1/1e, npomeamee METPOJIOTNYCCKY O ITOBEPKY,

12



— HCKIIOYUTh TPSIMOE BO3JCHCTBHE COJMHEYHBIX Jy4Yeil Ha TUJIAHIIET BO BpeMs TPOBEICHUS
UCCIICIOBAHMS;

— He JOIyCKaTh MPUCYTCTBUS MapOB MEPEKUCH BOJOPOJA U XJIOpa B MOMEIICHUH IIPU MPOBEICHUN
UMMYHO(EPMEHTHOTO aHAIIN3a;

— IMIOCJIE HCIIOJIb30BAHMS peareHTa HEMEJIEHHO 3aKphIBaiiTe KpBIMIKY (QuakoHa. 3akpbIBaiiTe
KOKIBINA (DJIAKOH CBOCH KPBIITKOM.

11.3.3. He momyckaeTcst HCIOIb30BaHUE KOHTPOJIBHOTO 00pasiia, €ciii pacTBOP BO (pi1akOHE MYTHBIH,
Ha0JI0/1aeTCs 0CAZ0K UM HEMPUSATHBIN 3amax.

11.3.4. Bce xommonentel HaGopa pearentoB «COVINAQ-UDA» mpu coOmojeHnu TpeOOBaHMiA
TaHHOW MHCTpYyKIMHM CTa0MIIbHBI B TE€YEHHE BCETO Cpoka rogHocTH. Cpok rogHoctd Habopa ykasaH Ha
BHEIIHEH CTOPOHE YIAKOBKH.

11.3.5. HenpaBunibHOE oOparieHue ¢ oOpasliaMu M HM3MEHEHHE MPOILETypbl NPOBEICHUS aHAIM3a
MOTYT TIOBJIUATH Ha pe3yibTaThl. JlJI1 TOMy4YeHHS HAACKHBIX pE3YJIbTaTOB HEOOXOIUMO CTpPOTOE
coOmorerrne MHCTPYKIUY IO TPUMEHEHHIO.

11.3.6. He ucrnonb30BaTh KOMIOHEHTHI U3 Ipyrux Habopos.

11.3.7. Pa3pemiaeTcss mpoBeA€HHME aHalIW3a B MOHOIUIMKartax. IIpom3BoauTens TapaHTHpYeET
COXpaHEHHE BCEX TEXHMYECKHX xapakrepuctuk Habopa pearentoB «CoviNAg-UDA» u A0CTOBEPHOCTH
pe3yIbTATOB.

11.3.8. U3genus w/unu  kommoHeHThl HaGopa peareHToB «CoVviINAg-UDA» peMoHTY W
TEXHHUYECKOMY 0OCITY>KHBAHUIO HE MOMJIEKAT.

11.4. Yrunuzamus.

11.4.2. Wznenus, mpuIlennve B HENPHUTOJHOCTb, B TOM YHCIE B CBS3M C HCTEYCHHEM CpOKa
TOJTHOCTH, TIOJUIekKAT YTUIU3AINH.

11.4.3. MeauuuHcKHe OTXOAbl Kiacca b. YTunmzanuio wiM yHUYTOXEHHE HAOOpOB pearcHTOB
cienyer mpoBoauTh B cooTBercTBUM ¢ CanlluH 2.1.7.2790-10 «CaHHTapHO-3IHIEMUOIOTHIECKUE
TpeOOBaHUS K OOpAIICHUIO ¢ MEAMIIMHCKUME OTXoaaMm» u MVY-287-113 «Metoaudeckne yka3zaHUs 110
ne3uH(eKINH, TPEICTEPUITN3AUOHHON OYNCTKE U CTEPUITU3ALINN U3/IETH MEUITTHCKOTO Ha3HAUCHUS.

11.4.4. YTunuzanusi TMPOBOJUTCS CHEIMATU3UPOBAHHBIMU  OPTaHHU3AIUSAMHU, KOTOpbIE HMEIOT

JIMICH3UIO Ha MMPAaBO YTUIW3alIUU MCAUIIMHCKUX OTXOI0B.

[IpennpusTHe-N3roTOBUTENb TapaHTUPYeT CTa0MIBHOCTh KoMImoHeHToB MW HabGopa «CoviNAg-
N®Ay», a takke coorBerctBue Habopa «CoviNAg-MIDA» TpeOoBanusiM TeXHHYECKUX YCIOBHM Mpu

COOJIIOIGHUN YCIIOBUI TPAaHCHOPTUPOBAHUS, XPAHEHUS U IPUMEHEHUS.

Ilo eompocam, wacarowumcs xravecmea Habopa peacenmos ««CoviNAg-UDAy, credyem
oopawamovca 6 000 «XEMA» no aopecy: 105264, Mockesa, ya. 9-aa Ilapxosas, 0. 48., men/paxc (495)
510-57-07, (495) 510-77-07.
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