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BBEAEHWE

Hacrtoawasa WHCTpyKUunsa no npumeHeHuto Bepcun 01.09.21 pacnpocTpaHaeTcsa Ha
MeauunHckoe wusgenve «Habop peareHToB AnA akcTpakuum PHK 13 6uonormyeckoro
mMaTepuana yenoseka (PHK-100)» no TY 21.20.23-004-19926214-2021 (ganee - Hab6op).

KpaTtkoe HanmeHoBaHne Habopa: PHK-100.

Habop cregyet NpUMeHATb B COOTBETCTBUM C AENCTBYHOLWEN Bepcuen MHCTPYKLUN Mo
npumeHeHunto. Ona ypo6ctBa paboTbl B nabopartopum  [OMNycKaeTcs UCMNONb30BaTb
AEeNCTBYIOLLYIO BEPCUIO KPATKOro pyKOBOACTBA MO NPUMEHEHNIO Habopa.

PHK-100 MHcTpykuma B.01.09.21
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1 HA3HAYEHWE

Habop npeagHasHayeH ans skcTpakuunm PHK BupycoB” n3 6MOMOrMYecKoro marepuana
yenoBeka, MNOJSIYyYEHHOTO OT UL C  KIUHUYECKOW CUMMITOMATUKON pecrnmpaTtopHOro
3aboneBaHnsA c nofo3peHMeM Ha uHgekumio COVID-19, a Takke OT /i, He MMeLWmx
NPU3HaKOB NPOCTYAHbIX 3abosieBaHnin, ANa nocnepywero nccnegosaHus metogom OT-
MnuP. Ona npoeegeHus skcTpakumm PHK ¢ nomolibio Habopa cnegyeT UCnonb3oBaTtb
cnepywoue suapl 6Mo00rMyeckoro matepuana:

e Masku M3 HOCOI/I0TKN WU/MAN POTOrNOTKM,

* MOKpOTa,

e (hbekanunu.

1.1 O6nacTb NPUMEHeHUA

Habop npegHasHayeH pAns nabopaTtopHO AuarHoCTukM in vitro (akcTpakuymm PHK
BMPYCOB U3 OWONOINMYECKOro MaTepuana uesnioBeka). Habop MOXET NPUMEHATbCS B
KNMHWKO-ANarHocTuyeckmx nabopartopusx.

2 ®OPMbI BbINMYCKA

Habop Bbinyckaetcs B AByx popmax” (cm. Tabnuuy 1).

Tabnunua 1
OnuncaHve hopm Bbinycka Habopa
Konuuyectso
dopma HasHauyeHue nccnegoBaHuii, B TOM

yncne ANsa KOHTponen

Ona  npoBegeHMa  akcTpakumm PHK Cc  npumeHeHvem
1 aBTOMaTN4eCcKom METOANKN c NCMoNb30BaHNEM

aBTOMAaTMYECKON CTaHUMK1 npobonoarotoBkn «Amplitech E1»

(OO0 «AMMNUTEK).

[na nposepeHns akcTpakumm PHK ¢ npumeHeHnem:

- PY4HOI METOAUKN C UCMOSIb30BaHNEM LEHTPUDYrMpoBaHms,
2 aBTOMaTMYeCKol  MEeTOAMKM  C  MCMO/Ib30BaHUEM 96

npoueccopa MarHuTHbIX YacTul, KingFisher™ (Thermo Fisher

Scientific, PUHNAHANS).

48

3 COCTAB

CocTaB hopM BbIycKa Habopa ykasaH B Tabnuuax 2, 3 n 4.

Tabnuua 2
CocTaB (hopwmbl 1
KoMNoOHeHT KonuyecTtBo BHewHUn BuA,
KapTpnax c peareHTammu 96-/TYHOUHbIE MN/1aHLWeTbl C peareHTamm,
2 wr. o . o
PHK-100 3anasiHHble (ponbLrMpoBaHHOW NNAEHKOM
OaHopas3oBble HAaKOHEYHUKU 48 wWr. HaKOHeYHNKN ¢ PUNbLTPOM
OfHOPas3oBbIE NPOBUPKN 48 W CTpunoBaHHble NN HAMBUAYa/IbHble

npoo6upKn

~ Hanpumep, kopoHaBupyca SARS-CoV-2 wan apyrmx BUPYCOB, MpW YC/0BUKW, 4YTO Habopbl peareHToB,
npeaHasHavyeHHble Ana BbigBneHns PHK Bupycos metogom OT-MLUP, anpobupoBaHbl NS COBMECTHOrO
npvMmeHeHusa ¢ Habopom «PHK-100» n 3aperncTtpupoBaHbl B yCTaHOBMIEHHOM nopsigke B P®.

2Habop B chopMe BbiNycka 1 ynakoBaH B KOPOOKY U3 KapToHa, B OpMe Bbinycka 2 - B NONIN3TUIEHOBbI NakeT
C 3acTéxkoii Zip-Lock.
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KOMMOHEHT KonunyecTtso BHewwHWn BUAg,

MnéHkn gna kapTpuaxa 4 wr. Knenkne nnéHkn
N\ B
VIHCTPYKLMA MO MPUMEHEHUIO 1 wr. B an1€KTpoHHOM _Bmp,e no aapecy:
http;//www.amplitech.ru/resources/
KpaTkoe pykoBOACTBO 1 wr. B 6ymaxxHOM Buae
N .
Macropt 1w, B anekTpoHHOM Buae”™ no agpecy:

http://www.amplitech.ru/qualitv/

Tabnuua 3
PacnosioxeHne n o6bLEM peareHTOB B KapTpuaxxe, BXoaswem B cocTaB oopmbl 1

HoMuHasibHbINI

Atedk PearneH- 06bEM B suelike. mn BrewHni sua
A, E 0,50 Mpo3payvHas 6ecuBeTHas
(PacTtBop ans nusuca) XUAKOCTb

PeareHT ME A
CycneHsms™ OT KOPUYHEBOIo A0

B, F (MaTteTusupoBaHHas cuivka) 0.30
YepHOoro uBeTa
c,G b <$><2> 1,40 Mpo3payHan 6ecuBeTHad
(PacTBOp A8 OTMbIBKK) OnacHo® XNOKOCTb
D H Bydep B3 105 MpospayHan 6ecuBeTHad
(PacTeop ans anoumm) ' XUIAKOCTb
Tabnuua 4
CocTtaB hopmbl 2
HoMuHanbHbIA 4 o
KoMMnoHeHT
OoMroHe 06bEM, M/ Konuyectso BHewHWn BUA,
Bydep Bl
48,0 1 conakoH Mpo3payvHasa 6ecuBeTHas XNAKOCTb
(PacTBOp AnAa Nn3nca) A OnacHo”
PeareHT M CycneHsunsa® OT KOPUYHEBOTO [0
0,96 1 npobupka y P A
(MarHeTusnpoBaHHas cuvka) YEpPHOro uBeTa
Bytep B2 68,0 2 n 6
(PacTBOp ANt OTMBIBKY) , donakoHa po3payHas 6ecuBeTHas XUOKOCTb
Bydep B3
(PacTeop N5 sniowun) 101,0 1 dnakoH  [po3payHas 6ecuUBeTHAst XUAKOCTb
WHCTpyKUMA MO NpUMeHeHNo - 1 wr. B 971EKTPOHHOM BUAE® MO aApecy:

http:/MAMW.amplitech.ru/resources/
KpaTkoe pykoBoACTBO - 1 wT. B 6ymaxHOM Buae

B anekTpoHHOM BuAe® Mo agapecy:

MacnopT - 1 . .
http://www.amplitech.ru/qualitv/

4 NPUHUWMMN METOOA

kcTpakuma PHK npoBoguTca MeTogoM MarHUTHoi cenapauuun. MNpouenypa skcTpakumm
PHK BknoyvaerT:

» 06paboTky uccnegyemoro obpasua M3NPYyLLLMM pacTBOPOM,

» cBs3blBaHMe PHK ¢ yactuyamm marHMTHOro copbeHta (MarHeTu3MpoBaHHOW CUAKKN),

3 B c/lyyae OTCYTCTBUA AOCTyna K IHTepHeTy o6patutecb B CAYXOY TEXHUYECKOW MOAAEPXKKN MO TesieddOHy
(495) 374-13-46 ANdA 3anpoca O NpefocTaBeHnn ByMaxHO BEpPCUN MHCTPYKLMM 1 nacnopTa.

~PeareHTbl cogepxXaT OonacHble BellecTBa, MH(hopMaLmMio No KOTOpbIM CM. B pasgere 6.

® B npouecce XpaHeHUs BO3MOXHO OcCefaHve MarHeTU3MpoBaHHOW CUIMKW, BCAeACTBMe Yero obpasyetcs
0CafloK OT KOPMYHEBOro A0 YEPHOro LBeTa B Npo3pavyHOM pacTBOpe.
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e yaaneHue Apyrnx KOMMOHEHTOB J/IM3MPOBAHHOIO GWMOMIOTMYECKOro MmaTtepuana
nocrieayoLMyY OTMbIBKAMU COpGeHTa Mpu OCaXAeHWM MarHuTHoro copbeHTa ¢ PHK nop
[leiCTBMEM MOCTOSIHHOTO MArHWTHOTrO MO UK C UCNO/Ib30BaHMEM LIeHTpUdyru,

» anouymio PHK npn gobasneHnn pacteopa gasa antounm K MarHUTHOMY COpPOEeHTy.

5 HEOBXOAVMMOE OBOPYAOBAHUNE U MATEPUAI/IbI

Ona paboTbl ¢ Habopom TpebywTcs o6opyaoBaHue W MaTepuasbl, yKalaHHble B

Tabnuue 5.
Tabnuua 5
ObopygoBaHue U MaTepuasnbl, Heobxogumble gns paboTbl ¢ HA6opoM
®opma Heobxoanmoe o6opyaoBaHue 1 MaTepuasibl
BbIMyckKa

BHUMAHWE! T@pu paboTe c Habopom cnepyeT WCMNOMNb30BaTb TOJ/IbKO OAHOPa30Bble MPOOUPKN 1
HaKoHe4YHuKN, cepTucpuympoBaHHble Ha oTcyTcTBue JHKa3 n PHKas.
e aBTOMaTM4yeckass cTaHuumsa npobonoarotoBkn «Amplitech El» (OO0 «AMNANTEK»,
Poccus);
60KC MuKpobuosniornyeckoin 6esonacHocTu knacc U (tun A);
LeHTpugyra-BoOpTeKc;
[03aTopbl NepeMeHHOro o6béma, MexaHWYecKue WM SNEeKTPOHHble, C BO3MOXHOCTbIO
o3unposaHusa ot 10 go 100 mkn;
wTatuB 418 Npo6mpok o6bémom 2,0 ms;
XONOAUMBbHUK C KaMepoi, nogaepxusatolleii Temnepatypy ot 2 °C go 8 °C;
HaKOHEeYHUKN O1A [003aTOPOB MepeMeHHOro o6béma, ¢ PUNbLTPOM, 06BLEMOM 0. 10 un
00 mKkn, ogHopasoBble, cBo6ogHble oT AHKa3 n PHKas;
KOHTeliHepbl ANa 3niata cornacHo TpeboBaHWMAM, YyKasaHHbIM B PYKOBOACTBE MO
KCnyaTaynum aBToMaTUyeckonm ctaHumm «Amplitech Elx»;
EMKOCTb AN cOpoca 1 MHaKTMBaLMU UCMNOJIb30BaHHbIX MaTepuasioB:
nepyaTku MeguLMHCKMNE, O4HOPA30Bble, HEOMYAPEHHbIE.

dopma 1

ABTOMAaTMYecKasi METOAMKA IKCTPaKLUU

npoueccop MarHUTHbIX YacTul, AN OYUCTKA HYK/IEMHOBbIX KUC/OT, K/1eTOK U 6enkoB
KingFisher™ (Thermo Fisher Scientific. PuHnaHgms);
6OKC MUKpPOBUONOrnyeckoii 6esonacHocTn knacc U (tun A);
LeHTpudyra-BopTeKC:
[03aTopbl NepeMeHHOro 06bémMa, MexaHU4ecKme WM 3M1EKTPOHHblE, C BO3MOXHOCTbIO
o3nposaHua ot 100 go 1000 mkn;
wTatTuB gnsa Npobumpok o6bLeémom 2,0 m;
X0NnoAubHUK C KamepoWn, noagepxmBatowein Temnepatypy ot 2 °C go 8 G;
HaKOHEeYHUKN A58 [,03aTOPOB NepeMeHHOro o6bLEma, ¢ hunbTpom, o6BbEMOM g0 100, 200
1000 mkn, ogHopasoBble, cBo6oaHble OT AHKa3 n PHKas;
pacxogHble maTepuanbl 48 npoueccopa MarHUTHbIX Yyactuy KingFisher™;
EMKOCTb A/18 cOpoca U MHaKTUBaLMM UCNOMb30BaHHbIX MaTeprasnos;

®opma 2 nepyaTky MeAuLMHCKME, OAHOPA30Bble, HEOMYAPEHHbIE.

PyuHas MeToAMKa aKCTpaKLum

BOKC MUKpOBUOIornyeckoli 6ezonacHocTu knacc Il (tun A);
LeHTpudyra-BopTeKC:
MUKpoUeHTpudiyra Ans npodbupok tmna «3nneHgopd» 06bLEMOM 1,5 MN € yCKOpeHneM He
MeHee 10000 x A\
TepMocTaT Asa npobupok Tuna «3nneHgopd» o6bLEMOM 1,5 M1 C BO3MOXHOCTbIO
arpeBa He MeHee yem a0 80 °C;
BaKyyMHbIl/i oTcacblBaTenb MeAULUNHCKUIA C KONOGON-0BYLLKO;

[03aTopbl NepeMeHHOro 06bEMa, MexXaHWyeckue WU 3/1eKTPOHHbIE, C BO3MOXHOCTbIO
no3vposaHua oT 100 go 1000 mk;

wTaTmB AN npobupok o6bLémom 1,5 n 2,0 mr;
X0N0ANNBHUK C KaMepoi, nogaepxusatolleii Temnepatypy ot 2 °C go 8 °C;

MUKPOLLEHTPUYXHbIe NpPo6GuMpkn 06bEMOM 1,5 M1 C  Kpbllwkamu, OAHOpPa3oBble,
cBoboaHble oT HKa3 n PHKas;
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dopma

H XO0AnM BaHue n martepuasibl
BbIMycKa eobxoAnmoe 060py/j0BaHne n Matepua

* HaKOHEeYHWKN 0158 0,03aTOPOB NepeMeHHOro o6bEma, ¢ huibTpom, 06bEMOM o 100, 200
n 1000 Mk, ogHopa3oBble, cBo6oAHbIe oT HKa3 n PHKas;

* HaKOHeYHWKN A/ [,03aTOPOB NepeMeHHOro o6béma, 6e3 hunbtpa, 06BLEMOM 0 200 MK,
O/lHOpPa30BbIE;

e @MKOCTb Aansa 06poca N MHakKTuBaunm MCnosib3oBaHHbIX MaTepunasioB;
* nepyarkm MegununHCKue, ogHopa3oBble, HeonygpeHHbIe.

6 MEPbI NMPEOOCTOPOXHOCTN

Knacc noteHumanbHOro pucka npumeHeHnsa Habopa (cornacHo lNpukady MuHucTepcTBa
3apaBooxpaHeHusa P® Ne 4H ot 06.06.2012) - 3.

Pab6oTa fo/mKHa NpoBOAUTLCA B 1abopaTopuun, UCMO/b3YoLWen MeToabl aMmnangukaunum
HYKNEeMHOBbIX KUCNOT ANs UccnefoBaHua marepuana, ¢ cobnwogeHmem Tpeb6osaHuin FOCT
P 52905-2007 «Jlabopatopun meauuuHckme. TpeboBaHus 6e3onacHocTu», MY 1.3.2569-
09 «OpraHuszauma paboTbl nabopaTopuii, WCNOAL3YKOLWMX MeToAbl amnandukaunm
HYK/IEMHOBbIX KUC/OT Npu paboTe C matepuaniom, cofepxawmm MukpoopraHusmbl MV
rpynn natoreHHocTu», CaHlunH 3.3686-21 «CaHUTapHO-annaeMmnonormiyeckme TpeboBaHums
no npogonnakTmke MHPEKLMOHHbIX 60N1e3Hel».

Mpn paboTe Heob6XxO0AUMO Bcerfa BbINOHATE cneayouwme TpeboBaHus:

e MpyMeHATb Habop MO Ha3HAYeHW B COOTBETCTBUM C [AHHON WHCTPYKUMEDA.
OTKNOHEHME OT MpPOMMCaHHbLIX nNpouegyp W nopsigka AENcTBuii MOXET MpuMBecCTU K
NoJIy4YeHU0 HeJOCTOBEPHbIX Pe3y/ibTaTOB UCC/ef0BaHUA.

« K pab6oTte ¢ Habopom pgonyckaeTcsi TONMbKO MepcoHasl, OOYy4YeHHbI MeToAam
MOMEKYISAPHON AMArHOCTUKMA W NpoLleLlwunii cneunanbHyo nogrotoBky no 6es3onacHocTu
paboTbl ¢ NaToreHHbIMKU Guonorndyeckumm areHtamu Il rpynnel NaToreHHoCTH.

* PaccmatpuBaTtb nccnegyemole o6pasubl Kak NH(PEKLNOHHO-0NAaCHbIE,
opraHn3oBbiBaTh paboTy U xpaHeHme B cooTBeTcTBuM ¢ CaHllnH 3.3686-21.

e YTUNu3npoBaTb peareHTbl, BXoAswme B cocTaB DOPMbl 2, U NIEHKM ANA KapTpuoxa,
BXogauwme B coctaB hopmbl 1, (MCNO/b30BaHHbIE, HEWUCMNOJ/Ib30BaHHbIe, Npullejle B
HEerogHoCTb B CBA3M C WUCTEYEHMEM cpoka TFO4HOCTU  u/vuanm  HecobnwaeHneMm
pernameHTUpPOBaHHOIO pexmnma XpaHeHusi, TpaHCNoPTUMPOBaHUSA W NPUMEHEHUs) B
cooTBeTCTBUN C TpeboBaHusmu CaHlluH 2.1.3684-21 «CaHuTapHO-3NMAeMnonorniyeckme
TpeboBaHUA K COAepXaHU TEPPUTOPUIA TOPOACKMX M CENbCKUX MOCENIEHUNA, K BOAHbLIM
obbekTaM, NUTbLEBOIN BOAE W MNUTbLEBOMY BOAOCHAOXEHU, aTMOCHEPHOMY BO3AYXY,
noysam, XWMbIM MOMELLEeHUAM, 3KCnjyaTaununm npou3BOACTBEHHbIX, O0O6LECTBEHHbIX
noMeLleHnin,  opraHusaymm N MpoOBEAEHUID  CaHUTaApPHO-NPOTMBO3ANUAEMMNYECKUX
(NnpohunakTnyeckux) MeponpuaTnii» K yTunmsauum MmeauunuHCKMxX oTxonos knacca I

e YTUnusnpoBaTb O4HOPa30Bble HAKOHEYHNKN U O4HOpPa30oBblie NPOOUPKA, BXoAswWwMe B
coctaB popMbl 1, (HEMCcnonb3oBaHHble, NpuesLle B HEro4HOCTb B CBA3WN C UCTEYEHNEM
Cpoka rogHocT wuwunm HecobngeHneM periameHTUPOBAHHOIO pexuma XpaHeHus,
TPaHCNOPTUPOBaHUSA M MPUMEHEHUS), B COOTBETCTBUM C TpeboBaHnamn CaHlnH 2.1.3684-
21 K ytnausauum meguumnmHCKNX otxonos knacca rI.

. YTI/I]'II/IBI/IpOBaTb OMOOrNYecKNnin mMartepunan, KapTpungxum c BHECEHHbIMU o6pa3L|,aM|/|, a
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Tawke 3arpA3HEHHbLIe BUoNOrMHecKUM MaTepmanom pacxogHble MaTepuans (B TOM uncne
oAHOpa3oBLie HakoHe4wHUKU v Nnpobupku, Bxogawme B cocTas Habopa) U UHCTPYMEHTLI B
cooTseTcTBuUU ¢ TpebosaHuamn CanlluH 2.1.3684-21 K yTunusaumn MBAUUMHCKUX OTXOA0B
knacca B.

e YTUnusnposaTts BHELIHIOW YNaKkoBKy Habopa u KpaTkoe pykoBOACTBO B COOTBETCTBUM
¢ TpebosanuaMu CanluH 2.1.3684-21 Kk yTunusauunm MeauUMHCKUX OTXOA0B knacca A.

e He ucnonb3osaTtbh Habop, ecnu HapyweHa BHYTPEHHAS yNakoBKa UNW BHELHWA Bua
peareHTa He COOTBETCTBYET ONUCaHWo, YykasaHHoMy B Tabnuuyax 2-4 Aans
cooTteeTcTBYIOLWER hopmbl Bbinycka Habopa.

* He ucnonesosatb Habop, ecnu He cobnioganucb YCNoOBUA TPaHCNOPTUPOBAHUA W
XPaHEHWA COrnacHo WHCTPYKUMK.

e He ncnonb3osartbh Ha6op NO UCTEMEHUN CpOKa rOAHOCTH.

e lcnonb3oBatb OTAeNbHbIA ANA  kaxaoro obpasua/peareHTa OAQHOPa30BbI
HaKOHeuYHWK ¢ cunbTpom unu Ge3 cunbvTpa (NpU yaaneHun HagoCaAoMHON XUAOKOCTU C
NOMOLLbIO BaKyyMHOro oTcacbiBaTensl).

* Wcnonssosats 3aluTHylo ogexay 8 cootseTcTeuu ¢ MY 1.3.2569-09. Bce onepauun

NPOoBOAUTE TONMBKO B OAHOPA30BLIX HEONYAPEeHHbIX NepyaTKkax ANs UCKNIYeHUA KOHTaKTa ¢
opraHuamMmom Yenoseka.

-

e He ectb, He NUTb U He KypuTb B npouecce ucnonb3osBaHWA Habopa. UsberaTo
BAbIXaHUA NapoB, KOHTaKTa peareHTOB C KOXeWu, rnasamu u cnusucroin obonoukoin. He
rnorarts.

PearenT M, PearenT ME u Bycep B3 coaepxaT HaTpua a3ua B kKoHUeHTpauuu He Gonee
0,05 %, noaromy He knaccudpuUMPYIOTCA KaK ONacHble ANA 340POBbA 4Yenoseka u
okpyxaiowien cpegbl. lpu koHTaKTe HOMEANEeHHO NPOMBITH NOPaXXE&HHOE MecTO Gonblunm
KONMM4EeCcTBOM BOAb! U NPYU NNOXOM CaMOYYyBCTBMMY 00paTUTLCA 38 MEANLIMHCKOW NOMOLWbIO.
MNpu nonagaHun BHYTPb, PBOTY HE BbI3bIBaTb, NPOMNONOCKATL POT BOAOH, OBPATUTLCA K
Bpavy Npu NIOXOM CaMOMYBCTBUM.

Bydep B1 w Bydep B2 knaccucduumpylotca kak onacHbie. Bewectsa, KoTopble
NOBNMANU Ha WX knaccudukauuvio, a Taioke KoAb! 3asBfeHWd o6 onacHocTn u mep
NPeaoCTopOXHOCTH, TpebyemMuix npu pabote C AaHHbIMW peareHTamu, NpuBeaeHbl B

Tabnuue 6. Pacwudposka kopos npeacrasnexwa 8 tabnuue 7. Nuctel 6esonacHocTy
peareHToB AOCTYNHbI NO 3anpocy.

Tabnuua 6
Undopmayus 06 onacHbix peareHTax, BXoaawmux B cocras Ha6opa
Koa sansnexus
]
PearenT Onacubie BeujecTBa o ONacHOCTH Ko mepb! npenocTopoXHOCTH

Myannaux H225. H302 P210, P241, P242, P243, P2681, P264, P270,

Bydep B1 rApoXNoOpua, H34 4' H31 9' P271, P273, P280, P301+P330+P331,

5’;¢ep BZ' ryaHuaus H336' H 412' P303+P3681+P353, P304+P340+P312,
P n3oTHoynanar, EU;-I032 ' P305+P351+P338, P332+P313, P337+P313,

n3onponaxon P363, P370+P378, P403+P233, P501

¢ Bydbep B1 u Bychep B2 cogepxar HaTpus asug B KOHUEHTPauwn (We Gonee 0,05 %), He enusiowen Ha
KnaccuuKkauuio faHHLIX PEEreHTOB Kak ONacHbIX.
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Tabnuua 7

PacwndgpoBKka KoAoB 3asiB/IeHni i 06 ONacHOCTU 1 Mep NPEeAOCTOPOXHOCTH

3aaBneHns 06 onacHocTU

H225: JlerkoBocnjiaMmeHALWasaca XnakocTtb. [lapbl
06pasyloT C BO3yXOM B3pPbIBOOMNACHbIE CMECH.
H302: BpegHo npu npornarbiBaHUN.

H314; MNpwn nonagaHUy Ha KOXY U B rfa3a Bbl3biBaeT
XUMUYECKNE OXOTU.

H319; TMpwn nonagaHun B
cepbe3Hoe pasfpaxeHue.

rnasa Bbi3blBaeT

H336; MoxeT
ro/I0OBOKPYXeHMe.
H412: BpegHo pAna  BOAHbIX
[0JITOCPOYHbIMU NOCNEACTBUAMMU.
EUHO032: Mpn KOHTaKTe c

0CBOOOXAAOTCA OYEHb TOKCUYHbIE ra3bl.

BbI3bIiBaTb COHJ/INBOCTb nn
opraHmamoB cC

Kncnotamum

Mepbl NpefoCTOPOXHOCTHU

P210: bepeyb OT WCTOYHUKOB BOCMIAMeHeHUSA/
HarpeBa/UCKP/OTKPbLITOro OrHA. He Kyputb.

P241; Vicnonb3oBartb B3pbIBO6E30MacHoe
o6opya0oBaHMe 1 OCBeLLEeHME.

P242: Mcnonb3oBatb nckpobesonacHble
WHCTPYMEHTbI.

P243: bepeub OT CTaTU4YECKOro 3/1IEKTPUYECTBa.
P261: N36eraTb BAbIXaHNSA NapoB.

P264: BbIMbITb TWAaTeNIbHO PyKM Nocse paboTbl.
P270: He ecTb, He NUTb U He KypuTb B rpoLecce
MCMoJIb30BaHNA 3TOM0 NMpPoAyKTa.

P271; Ncnonb3oBaTb TO/IbKO Ha OTKPbITOM BO34yXe
WM B XOPOLIO BEHTUIMPYEMOM MOMELLEHUN.

P273: N3b6eraTb NonagaHusa B OKpyXatollyto cpeay.
P280; Wcnonb3oBaTb Mepyartky,
cpefcTBa 3awWnTbl rn1as.
P301+P330+P331: MPN MPOTJTATbIBAHWW;
[ponosiockatb poT. He Bbi3blBaTb PBOTY!
P303+P361+P353: MPW MOMALAHN HA KOXY

cneuogexay wu

Ceexwuit
MeAVLMHCKOM

P304+P340+P312: MNPW BAbIXAHWA:
BO34yX, Mokoi. O6patntbca 3a
NMOMOLLbIO MPU MIOXOM CaMOYyBCTBUN.
P305+P351+P338: MNPV MNOMAJAHNN B TNA3A:
OCTOpPOXHO MpPOMbITL [/la3a BOAOW B TeueHwue
HECKONIbKMUX MUHYT. [py Ha/IMuMn KOHTAKTHbIX JINH3
CHAATb X U NPOAO/MKNTL NPOMbIBaHNe BOAOW.
P332+P313: Mpu pasgpaxeHnn Koxu; obpatnTbecs
3a MeAVLNHCKOMN KOHCyNbTaunei.

P337+P313: Ecnn pasgpaxeHune rnas He npoxoaur,
06paTnTbLCA 3a MeAULMHCKON KOHCY/bTauunei.
P363; Mepen MOBTOPHbLIM MCMNOJIb30BaHNEM
BbICTUPAaTb 3arpPA3HEHHYIO O4exAay.
P370+P378; B cny4yae noxapa:
OrHeTywunTeNb ANA TyLWeHUs.
P403+P233; XpaHUTb B XOpPOLIO BEHTU/INPYEMOM
MecTe B MJIOTHO 3aKpbITOV yrnakoBKe.

P501: YTnnunsunposaTb COAepX1UMOe B COOTBETCTBUMU
c Tpe6oBaHuaAMN CaHlMuH 2.1.3684-21.

Vicnonb3oBaTb

(nnm BOJI10OCbI): HemeaneHHO  CHSTb BClO
3arpA3HéHHY0 ogexay. MNMpoMbITb KOXYy BOAOW wunm
NPUHATL Ay,

Mcnonb3oBaHne Habopa MO Has3HAYeHWO M COGMIOAEHWE BbllLEenepeyncrieHHbIX Mep
NpPeAoCTOPOXHOCTM MCKOYaeT HeraTMBHOE BO3AENCTBME HA OpraHn3M YesioBeKa.

7 WCCNEAYEMbIA MATEPUAN

Habop npepgHasHauyeH pgna akcTtpakuumm PHK BupycoB TONbKO U3 6GMOM0rM4eckoro

matepuana, ykasaHHoro B pasgene 1. B3aTve, npeaBapuTesibHyl0 06paboTKy,
TPAHCNOPTUPOBAHME W XPaHEHUEe uccrieayemoro 61OoMorMyeckoro martepvana cnegyet

NpoBOAUTL B COOTBETCTBUMN C:
e MP 3.1.0169-20 «JlabopaTopHas gunarHoctunka COVID-19»;

e MY 1.3.2569-09 «OpraHusaumsi paboTbl nadbopaTopuin, WUCNOMb3YHLWNX MeTOoAbl

aMmnnmdmkaunum HyKNevHOBbIX KUC/IOT npu paboTe C Marepuasiom, CcoAepxalium
MUKpoopraHusmsbl I-1V rpynn naToreHHoCcTu»:
* TpeboBaHMAMU, NepeyncneHHbIM1 B Tabnmuax 8 n 9.
Tabnuua 8

TpeboBaHMs K B3ATUIO U NpeaBapuTesibHON 06paboTke nccneayemMoro matepmana

B3ATne Ma3KoB 13 POTOr/IOTKU UM HOCOT/TOTKU

B3AaTne Ma3ka MNPOBECTU C NMOMOLbI CYXOro CTEPU/IbHOIO 04HOPA30BOro 30HA4A-TaMMNOHa B NPOGUPKY C
TPaHCMOPTHOW  Cpefon, cofepxalein  KOHCepBaHT W MpefHasHauYeHHOW  ANA  XpPaHeHua u
TpaHCNOPTUPOBaHUA AaHHOro Buaa GMOIorMyeckoro mMatepuana (Hanpumep, «TpaHCcnNopTHas cpeja Aans
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XpaHeHunsa N TPaHCNOPTUPOBKU pecnnpaTtopHbIX Ma3KoB» (PBYH LHWIN anngeMmuonorumn
PocnoTpebHaasopa, Poccus) nam aHanormvHas, 3apermcrpymposaHHas B P® B yCTaHOB/IEHHOM MOPSAAKE).
B3daTtue n npenobpaboTka MOKpPOTbI

B3aTue maTepuana B KoNmMyecTBe He MeHee 1 M/ NPOBECTU B CTEPU/IbHLIN O4HOPA30BbIA KOHTElHep C

LUMPOKNUM FOpsIOM (AnameTpom He meHee 30 MM) M 3aBUHUNBAIOLWENCH KPbILIKOM.
MpepobpaboTka:

MpoBecTn pas3xmkKeHne MOKPOTbl, MCMNOMb3ys peareHT A9 npefobpaboTkM MOKPOTbl C  Lesbko
NpoBeAeHNs 3IKCTPaKUMN HYKTEUMHOBbLIX KUCNOT (Hanpumep, peareHT «MykonusumH» (®PBEYH LHWUA
dnuagemnonorum PocnoTpebHaasopa, Poccusa) nnm peareHT, COOTBETCTBYHOLWMIA MO COCTaBy TpeboBaHUAM
n. 1.7 Npunoxenna 2 MY 1.3.2569-09).

B3saTne n npegobpabdoTka thekanunii

MepeHecTn obpasel, hekanuii B konnyectse oT 1 go 31 (o1 1 Ao 3 Mn), NCNONbL3ys B 3aBUCUMOCTU OT
KOHCUCTEHUMN obpasua OTAeNbHbIA HAKOHEYHUK C PUNbTPOM WAM OAHOPa30BYH NONAaTKy, B CTEPUSIbHbIN
0HOPAa30BbIA KOHTENHEP.

MpepobpaboTka:

Mpu nccnegoBaHUM HaATUBHBLIX hekanuii 6e3 NpeAwecTBYHOWEro 3aMmopaXnuBaHnsa roToBAT PeKasibHYHO
cycneHsuto. Npu BOASAHUCTON KOHCUCTEHUMW dheKasinii NpUroToB/ieHNe CYCMNeH3nn He TpebyeTcs.

MpepobpaboTka doekanuini BOAAHUCTON KOHCUCTEHLUN, CBEXENPUroTOB/EHHONW cycneH3un hekanui
WA CcycneH3un, noABeprasBlUeiicd 3aMOpaxXmBaHWIO C [IMLEPUHOM, MPOBOAUTCA METOAOM 3Kchpecc-
duneTpaynn.

MpuroToBneHne ekasnbHON CycneH3umn

B npobupky, cogepxatiyto 0,8 mn pocchatHoro 6ydepa (MM CTepunbHOroO N30TOHMYECKOro pacTeopa
HaTpua xsopuaa), OTAe/bHbIM HAaKOHEYHUKOM C (UIbTPOM (MM ogHopa3oBoOl nonartkoii) BHectn 0,1 1
(0,1 mn) dhekanmini 1 TWaTeNIbHO pecycneHaMpoBaTb Ha BOPTEKCE A0 06pa3oBaHMsA FOMOreHHOM CycneH3nu.

Mpn HEBO3MOXHOCTWN MCC/lef0BaHNUA MaTepuana B Te4eHune CyToK U/uam Heo6XoAnMOCTU AIUTENTbHOTO
XpaHeHUs K NPUroToB/IEHHOM CycneH3nn doekannii 4o6aBUTb MNUEPUH B KOHEYHOW KOHUeHTpaumn oT 15 %
00 20 %. Mocne TwaresnbHOW roMOreHM3aLmn ¢ UCNOb30BaHMEM BOPTEKCA M 3KCMO3ULUKM C TMTULEPUHOM B
TedyeHue 30-40 MuH npobbl 3aMOpPO3UTH.

MoaroToBKka hekannini MeToA0M aKcnpecc-huabTpaunum

Heo6xo4MMO MCNonb3oBaTh ABa HakoHeyHMka 06bEMOM 1000 MKI: OAMH C a3pO030/ibHbIM (UILTPOM,
apyron “ 6e3 Hero. B HakoHeYHWK 6e3 a’3po030/IbHOr0 (hu/ibTpa BCTaBUTb OTPE3aHHYy0 pabouylo YacTb
OHOpPa30BOro BaTHOrO 30HA4A (BaTHOW NasloukM) M 3adMKCUPOBaTb MNPOTA/IKMBAHMEM B CYXEHHYK 4acTb
HaKOHeuYHuKa. HakoHeYHNKOM C aapo30/ibHbIM (PUALTPOM 3a6bpatb 1 Mn dekasibHONM cycneH3un, BCTaBUTb
ero B NOArOTOB/IEHHbIV HAKOHEYHWUK C BaTHbIM (DUIbTPOM U MPOMNYCTUTb CYCMNeH3n0 Yepe3 huabTp B HOBYIO
0JHOPa30BYO NPOGUPKY.

Mpn 3aTpyAHEHHON PuUnbTpaunmM pekoOMeHAYeTCA YMEHbLUTb KOHLUEHTpauuio hekanbHOW cycneH3nn.
JonyckaeTca pa3BefeHune cyrnepHataHTa dpoctarHo-conesbiM 6ydepom B COOTHOWweHuM 1:1 B cny4ae
nonyyeHns  HeBaNMAHbIX  pe3ynbtatoB  [UP-uccnegoBaHus  un3-3a  MHIMOMPOBaHWA  peakuuu
amnangukaumn.

Tabnuua 9
TpeboBaHUA K YCNIOBUAM TPAHCMOPTUPOBAHUS U XPaHEHUS
nccnenayemMoro marepuana
YcnoBuda TpaHCNopTupoBaHuA YcnoBusi XpaHeHus

Mas3ku 13 HOCOT/TIOTKN N POTOr/IOTKA

Mpun Temnepatype o1 2 °C go 8 ®C He 605ee 5 cyToK;
Mpn TemnepaTtype MuHyc 70 X 6onee 5 cyTtok. JlonyckaeTcs
Mpn TemnepaTtype oT 2 ®C o 8 °C 04HOKpaTHOE 3aMOpaxnBaHue martepuana.
MpumeyaHune - Tpu HEBO3MOXHOCTN O6GecneunTb XpaHeHue
npu muHyc 70 ®C gonycTMMo XpaHUTb npn muHyc 20 ®C,
MokpoTa
Mpu Temnepatype oT 2 "C go 8 ®C He 60nee 2 CyToK;
Mpu Temnepatype o1 2 X go 8 “C Mpu TemnepaTtype MuHyc 70 X 6Gonee 2 cyTok. JonyckaeTtcs
OlHOKpaTHOoe 3aMOopaxmnsBaHue maTtepuana.
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YcnoBusa TpaHCNopTMpOBaHUA YcnoBua xpaHeHus

MpumeuvaHune - MNpu HEBO3MOXHOCTU 0b6ecrnevnTb XpaHeHune
npy mmHyc 70 °C gonycTtMmMmo XpaHnTb npu muHyc 20 ’C.

dekannm
e Jlo npepobpaboTkm Npu Temnepartype oT 2 0o 8 He 6onee
3 cyToK;
2 « [locne npeno6paboTkn npu Temnepatype MuHyc 20 ®C B

Mpu Temnepatype ot 2 “C Ao 8
TedyeHne 1 Hegenn wam nNpu TemnepaTtype MuHyc 70

AnuTenbHo.  [lonyckaeTcsi OAHOKpaTHOe 3aMopaxuBaHue
MaTepwuana.

7.1 ToTeHuMnanbHO MHTepepupylowne BewecTea

MoTeHunanbHO WHTepdepupyowme Beuwectsa (MHrMGuTOpbl OT-MLUP) ©n  unx
MakcumasibHble KOHLUEeHTpauun B obpasue, ANA KOTOPbIX OLEHUBA/IOCH UX UHTMGUpyowee
BnmsaHne Ha OT-MUP, nepeuncneHsl B Tabnuue 10.

Ta6nuua 10
MoTeHUManbHO MHTepepupyoLne BewecTea
KoHueHTpauma O6ocHoBaHue

Wcecnepyembiii AKTUBHBI Twun nHTepde- .
VIHTepdoepeHT
maTepnan phep KOMIOHEHT peHTa BellecTBa B MCCef0BaHHOM
obpasue KOHLUEeHTpauumn
PacTtBO
P XnoprekcnanH 0,25 %
XfioprekcuanHa
PacTtBop
Noronsa ¢ opn 0.1 %
rnMuepuHOM
OKCTPaKT Xnaknii
P A AHTUCENTNYe-
. 13 cmecu 10 % ot
CtomatouT CKOe CpefcTBo 1,5%
Mazku u3 pacTuTenbHoro N9 MECTHOTO pekoMeHaoBaH-
CbIpbs HOW [03bl
HOCOr0TKN NPUMeEHeHNA
winm BeH3nnagnmeTun
POTOrN0TKM, [3-
MOKpoTa MUPaMUCTUH® (MVIpVICTOVIfI&MVIHE)) 0.001 %
nponusi] aMMOHWiA
xnopug,
MOHormngpaTt
0 O6BLEM B
LlenbHas KpoBb 5 % VIV o6pasLe B
OHporeHHas
YyCNoBUAX
. cybcTaHumsa
MyuwnH OunLeHHbIV 6enok 5 % viv «HanxypLuero
cnydaa»
MakcumanbHO
KoHcepBaHT <
BO3MOXHbIi
rnuuepunH - npu 20% .
06BLEM B
npepo6paboTke
ob6pasue
dekanumn &
LenbHasi KpoBb - SHAOoreHHas 5 % viv O6BbEM B
cy6cTaHumA o6pasue B
PbIGWIA Xup - HenepeBapeH- 5 % viv ycnoBusax
Hble OCTaTKu «HanxypgLero
Kpaxman - nMwm 5 % viv cnyyas»

Hannune BO3MOXHOro MHrMbupyrlowero agpdekra oueHMBasioCb MyTEM NpoBeAeHUs
npoueaypbl 3akcTpakumm PHK ¢ wucnonb3oBaHMem Habopa u3 MOAesibHbIX 006pa3uoB
6uonorvMyeckoro marepvasna, B KOTopble 406aBNANMNCH NOTEHUNAIbHbIE NHTEP(IEPEHTHI B
KOHUEeHTpaumax cornacHo Ta6bnuue 10 u  cTaHgapTHbIi  obpasel, npeanpusaTus,
cogepxawmii PHK Bupyca SARS-CoV-2 B KOHUeHTpauum 500 konui/mn. [anee c
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3KCTparnpoBaHHbIMK obpasuamu nposogmnn OT-MLP ¢ getekumel B pexnme «peasrbHOro
BpeMeHM» C Ucnosib3oBaHnem Habopa peareHToB «Amplitech SARS-CoV-2».
B pesynbTarte ucnbiTaHuii NOATBEPXKAEHO, YTO B/IMSIHUE UCCNeA0BaHHbIX NOTEHLMaIbHO

nHTepepnpyowmx BewecTB Ha 3(PJPEKTUBHOCTb 3KCcTpakumm PHK ¢ mncnonb3oBaHnem
Habopa «PHK-100» oTcyTcTByeT.

8 MPOUEAYPA 3KCTPAKLUWW PHK

BHVMAHWE! Ecnn B coctaB Habopa peareHToB Ans nposegeHna OT-TLP BkAKOYEH
BHYTPEHHUI KOHTPONb (BK), TO ero Heo6xoAMMo WUCMosb30BaTb Ha CTafuu 3KCTpakuuu
COrNacHO WHCTPYKUMKM MO NpMMeEHeHuto 3Toro Habopa. Ecnv B coctaB Habopa peareHToB
ana nposepgeHna OT-TILUP BkOYeHbl Kakne-nmbo MHble KOHTPOAW, WUCMNOJIb3yeMble CO
cTagumn  aKcTpakuum (Hanpumep, NOAOXMUTENbHbIA KOHTposb (MK), oTpuuaTenbHbIl

KOHTposib (OK)), Heob6xo4Mmo NOArOTOBUTb AaHHble 06pasubl COrflaCHO MHCTPYKUMW MO
NPUMEHEHUNIO 3TOro Habopa.

81 Skctpakuma PHK npu ncnonb3osaHuu oopmbl Bbinycka 1 (aBToMaTmnyeckas
MeToAuMKa C MCMOMb30BaHNEM aBTOMATUYECKON cTaHUuun «Amplitech E1»)

BHVMAHWME! Mepepn Hayanom paboTbl HEOO6XOAMMO O3HAKOMUTbLCA C PYKOBOACTBOM MO
aKcnayaTaumm aBTomatmMyeckon ctaHumm «Amplitech El».

BHVUMAHWME! Ana BHECEHUA B AYENKN KapTpuaxa uccnegyemMblX U KOHTPObHbIX 06pa3LoB
ncnosb3oBaTb O4HOPA30Bble HAKOHEYHUKN C PUIBTPOM O1A KaxKAoro obpasua.

8.1.1 TlogrotoBka peareHToB

8.11.1 MoAroToBUTbL MUCNOJIb3yeMble KOHTPOsbHble 06pasubl (Hanpumep, BK, MK, OK)
COr1IaCHO MHCTPYKLUMM MO NPUMEHEHNI0 Habopa peareHToB ansa nposepeHns OT-
Mnup.

8.1.12 lNepemewatb peareHThbl B KapTpuoxe nna pecycneHgnpoBaHusa
MarHeTusnpoBaHHoin cunukn (PeareHT ME). MNMepemewmBaHne npousBoAnTb A0

NnoslydeHnsl paBHOMEPHOI CyCNeH3UM KOPMUYHEBOrO LiBeTa 6e3 ocajka B siuelikax
psagos B u F

BHVMAHWE! Mpn nepemelwinBaHny KapTpuax aepxatb Q0NbIMpOBaHHON NNEHKON BBEPX.
MepemelwnBaHne OCYLWECTBAATL NYTEM BCTPSAXMBAHUSA KapTpuika B TOPU30OHTasIbHOM
MIOCKOCTK, YTOObI n3bexarb nonagaHus Co4EPXKMMOro fyeek Ha 3alUTHYHO NNEHKY.
BHUMAHWE! B kapTpugxe c paHee BCKPbITbIMA U WUCMNOJIb30BaHHbIMU A1 3KCTpakKuuu
sAYyeiikaMn Heob6XoA4MMO 3aK1enTb AaHHbIE AYENKN KNelrkon NNEHKOW, BXOAsLLE B cocTaB
Habopa, pa3pes3as €& No HaHEeCEHHbLIM JIMHUAM.

8.113 MpoKonoTb 3alWnTHY (POSIbIMPOBaHHYI0 MMIEHKY HEOO6XOAUMOro KoamnyecTsa
Aueek KapTpuoka B pagax A n/wnn E ¢ ucnosib3oBaHueM cneumasin3npoBaHHOro
nepcopartopa (BXOAUT B KOMMEK- MNOCTaBKM cTaHuum «Amplitech El») ans
nocneaywLlero BHECEHUA uccnegyembiX W KOHTposnbHbIX (BK, 1K, OK)
06pasLoB.

BHUMAHWME! Vccneayemble o6pasupbl, BK n koHTponu (OK, MK) A0/MKHbI 6bITb BHECEHbLI B
AYENKN KapTpuaxa He No3gHee Yem yepes ABa yYaca Nnocne BCKPbITUS AYeek.
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8.1.2 BHeceHMe 06pa3L0oB 1 3anyck NpoToKo/1a B paboTy

8.1.2.1 BHecTn BO BCKPbITblE (MPOKOAOThLIE) AYENKN KapTpuaka paaos A/E TpebyeMsblil
06béEMm BK.

MpumeuaHne - Tpebyembli 06BEM BK, ecnv OH BK/OYEH B COCTaB Habopa peareHToB A/
nposegeHna OT-TLP, cM. B MHCTPYKUUM MO NMPUMEHEHMWIO 3TOTO Habopa.
8.1.2.2 lo6aBUTb B SAYENKM C Yy)Xe BHeCEHHbIM BK uccnegyemble U KOHTPOJSibHbIE
obpasubl B 06bEMe 100 MKA, UCNOMb3ys ANA KaxXAoro obpasua OTAefNbHbI
HaKOHeYHUK. Kaxablli obpa3sel, AO0/MKEH ObiTb BHECEH B OTAE/IbHYH SHEeliKy
KapTpuaxa.
BHUMAHWE! Bo u3bexaHue MonyyYyeHUss HeBaMAHbLIX pe3y/bTaToB, He [AonyckaeTtcs
BHECEHME B SAYeilkn KapTpuixa uccnegyembix obpasLlos, cofepxaliux CrycTku, Cu3b,
TBEpAbIE YacTuLbl 1 gpyrne npumecu, CnoCo6HbIE 3aKynopuUTb OL4HOPA30Bble HAKOHEUHWKN
aBTOMATMYECKON CTaHUmK.
BHVMAHWE! MNocne BHeceHUs mnccneagyemblX, KOHTPObHbIX 06pasuoB 1 BK npoueaypa
3KCTPaKLMN Ha aBTOMATMUYECKON CTaHUMK A0/KHA OblTb 3anylieHa B TeyeHne 20 MUH.
8.1.2.3 PasamecTuTb Ha paboyemM CTO/le aBTOMaTMYECKOW CTaHUUM  COr/1acHo
PYKOBOZACTBY MO €& NPUMEHEHUIO: KapTpuUAXX C BHECEHHbIMW UCC/IeAyeMbIMU
obpasuamMM 1M KOHTPOSIAMW, HEOOXOAMMOE  KOMIMYEeCTBO  O4HOPAa30BbIX
HaKOHEYHMKOB ¥ NMPOBMPOK, BXOAALLMX B COCTAB Habopa, a TaKke NCnosib3yemMble
KOHTEeWHepbl 415 anwara.
8.1.2.4 3anyctuTtb BbINO/IHEHME MPOTOKO/IAa 3KCTpakuum PHK cornacHo pykoBoAcTBy Mo
aKcnayataumm aBTOMaTUUecKoi cTaHuum «Amplitech E1» ¢ ncnonb3oBaHWEM
napux-koga [ANA  NpoToKosia, YKasaHHONO B KparkoM PYKOBOACTBE MO
npuMeHeHnio Habopa «PHK-100».
MpumeyaHne - OOBLEM 3/OUMKN yKa3aTb B MPOTOKOSIE B COOTBETCTBMW C WHCTPYKUMEN MO
npuMeHeHn0 Habopa peareHToB A1 npoBegeHus OT-MLP.
8.1.2.5 HagocagouHaa >XMAKOCTb B KOHTeliHepax [A/ia  anwaTta, nojsiyyeHHas B
pe3ynbTate aBTOMaTUYECKOM 3KCTpakumm, CO4EePXUT ounlieHHyto PHK, koTopyto
MOXHO MCNOMb30BaTthb ANA nocTtaHoBkWM peakuun OT nnam OT-MLP.
8.2 JkcTpakuua PHK npu ucnonb3oBaHnn oopMbl Bbinycka 2 (aBTomMmaTtnyeckas
MeTo4MKa C UCMOMb30BaHNEM NpoLeccopa MarHuTHbiX yactuy KingFisher™)

BHUMAHWME! MNepea Havyanom paboTbl HEOOXOAMMO O3HAKOMMUTbLCA C MHCTPYKUMEWN MO
akcnayatauumn npoueccopa KingFisher™.

BHUMAHWE! Ona BHECEHWUA B /IYHKU NNaHLeTa peareHToB, uccnefyembiX U KOHTPOSIbHbIX
O6pa3LoB KCMNoMb30BaTb OAHOPA30Bble HAKOHEYHMKM C (UNBTPOM AN Kax4oro
peareHTa/obpasua.

8.2.1 TlloarotoBka peareHToB

8.2.1.1 MNepemeliath TWlATENLHO B36anTbiBaHnem bydepsl Bl, B2, B3.
8.2.1.2 MNoArotoBMTb UCMONbL3YEMbIE KOHTPOJIbHble 06pasubl (Hanpumep, BK, MK, OK)

AOns 06pasyoB MOKPOThI U dhekasiii Heo6xo4MMO NPOBECTU Npeno6paboTKy cornacHo pasgeny 7.
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COr/TaCHO UHCTPYKLUM NO NPUMEHEHNI0 Habopa peareHToB 418 npoBegeHnsa OT-
nupP.

8.2.1.3 TlonHOCTbIO pecycneHaMpoBaTbh coAepXumoe npobupkn ¢ PeareHTom M Ha
BopTekce. COpoOCUTbL  KamniM C  KPbIWKA  NPOGMPKM  Bpy4dHyto  (6e3
LeHTpudyrmpoBaHus).

8.2.14 BHecTn BCE cofepxmmoe npobmpkn ¢ PeareHToMm M n 06bEM BK®, He06X0aANMbIiA
ONs npoBefeHns uccnegoBaHns 96 obpasuos, B bydep Bl.

8.2.1.5 TllonyyeHHyto cCMecb TulaTe/NlbHO nepemewarb B3banTbiBaHNEM. CMecCb
AonyckaeTca xpaHUTb He 6onee Mecsdua npu Temnepatype ot 2 °C go 8 °C.

8.2.2 TogrotoBKa rny60KO/IYHOUYHbIX MJlaHLWEeTOB

Mepen npoBefeHMEM aBTOMATMUYECKOW I3IKCTPakuMu C MCNosib3oBaHWEM Mpoueccopa
KingFisher™ Heo6xoauMO pa3HeCcTW peareHTbl, BXOAsline B COCTaB AaHHOro Habopa, no
rNy6oKO/IYHOUYHbIM MNaHWweTam, COBMECTMMbIM C npuéopom. [AnA 3Toro Heob6xoammo
BbIMO/IHATb NOPSAAOK AENCTBUMA, YKa3aHHbIN HUXe.

8.2.2.1 MNMpomapkuposBaTb 6 rMy60KONYHOUYHbIX NnaHweTos: Bl, B2-1, B2-2, B3, 3, I'p.

8.2.2.2 B nyHknm nnaHweTta Bl BHectn no 500 Mk noArotoBneHHoOM cmecu BK,

PeareHta M n bydepa Bl.

8.2.2.3 B nyHkn nnaHweTta B2-1 n B2-2 BHecTn no 700 mkn bBydiepa B2.

8.2.2.4 B nyHkn nnaHweta B3 BHecTn no 800 mkn bBydgepa B3.

8.2.2.5 B nyHKun nnaHweTa 3 BHecTn no 70 mkn bydepa B3.

8.2.2.6 B nnaHweT ['p NOMecTUTb Hacaaky Ha marHuTHyt rosnosy KingFisher™.

8.2.3 3arpyska npoToKosia aKCTpakyuun

Ona nposegeHua skctpakuum PHK ¢ ucnosib3oBaHMeM npoueccopa MarHMTHbIX YacTu,
KingFisher™  Heo6xogMmMo  UCNOMAb30BaTb  NPOTOKOA  3KcTpakumm  «RNAL0O0-KF»,
pacnonoXeHHbli nNo agpecy; http;//www.amplitech.ru/resources/. 3arpyska npoTokona B
nporpaMmmHoe obecneveHne «Thermo Scientific™ Bindit™ Software for KingFisher™
instruments»® ana pa6otel ¢ npubopom KingFisher™ ocyuwectengeTca cornacHo
PYKOBOACTBY MO 3KChayaTauum nporpamMHOro o6ecneyeHus.

8.2.4 BHeceHMe 06pasLOB 1 3anyck NPoTokKosa B paboTy

8.2.4.1 BHecCTn B AiYelikn NoAroTOBNEHHOrO niaHweTta Bl ¢ peareHTamun uccnegyembie’®
N KOHTPO/IbHble 06pasLpbl B 06bEMe 100 MK, UCMOMb3ysa ANA Kaxaoro obpasua
OTAENbHbIi HAKOHEYHVK.

8.2.4.2 BblbpaTb B nporpaMmHOM obecnevyeHun «Thermo Scientific™ Bindit™ Software
for KingFisher™ instruments» 3arpyxeHHblin npoTokon «<RNAL100-KF».

8.2.4.3 Mo 3anpocy nporpamMMHOro ob6ecneyeHus npubopa YCTaHOBUTb B Hero
noarotosseHHble nnaHweTbl Bl, B2-1, B2-2, B3, 3, Ip. locne ycTtaHOBKK
nNaHWeToB 3anycTuUTb Npoueaypy akcTpakyum PHK.

®Ecnn BK Bk/O4EH B cocTaB Habopa peareHToOB A4 nposegeHunst OT-MLP.
®lMporpammHoe obecrieyeHue NOCTaB/AETCA C NMPOLECCOPOM MarHUTHbIX YacTtul, KingFisher™.
'0 Ana o6pa3uoB MOKPOTbI U dhekasinii Heo6xoaMMo NPoBeCTM NpefobpaboTKy cornacHo pasgeny 7.
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8.2.4.4 HapocagoyHada >KWAKOCTb B MJaHwetre 3, MNONyyeHHas B pesynbTrare
aBTOMAaTUYECKON 3KCTPaKuuMn, COAEPXUT oumuweHHyio PHK, KOTOpyrd MOXHO
1UCcnonbL30BaThb A4 noctaHosku peakuum OT nnam OT-MUP.

8.3 3kcTpakuma PHK npu ncnonb3oBaHuu popMbl Bblilycka 2 (pyyHas meToguka
C UCNOJIb30BAHUEM LeHTPUyrnpoBaHus)

BHUMAHWE! [Ona BHeceHWss B MNPOOMPKM peareHToB, WUCCAeAyeMbIX W KOHTPOJIbHbIX
obpa3yoB UCNOMb30BaTb OA4HOPA30Bble HAKOHEUYHWKM C  (UNLTPOM A8 KaXAoro
peareHTa/o6pasua.

8,3.1 [lloaroTtoBka peareHToB

8.3.1.6 MNepemewarb TwarensHo B3bantbiBaHnem bydepsl Bl, B2, B3.

8.3.1.7 MNoArotoBMTb UCMOMIb3YEMbIE KOHTPOJIbHbIE 06pasubl (Hanpumép, BK, MK, OK)
COrNacHoO MHCTPYKLMM NO NPUMEHEHNI0O Habopa peareHToB ANa nposegeHusa OT-
MnupP.

8.3.1.8 MoNHOCTLIO pecycneHAnpoBaTb COoAepXMmMoe npobupkm ¢ PeareHToMm M Ha
BopTekce. COpocuTb  Kanam C  KPbIWKNW  nNpobupkn  BpydHyro  (6e3
LEeHTPUGYrnpoBaHus).

8.3.1.9 MpurotoBuTb cmecb PeareHTa M n BK, ecnn OH BK/IWOYEH B cocTaB Habopa
peareHToB Ans nposegeHnsa OT-MUP, cornacHo Ta6nuue 11. BapuaHt
MOATOTOBKM CMECW peareHToB 3aBWCUT OT KOJIMYecTBa WCCMedyeMbIX W
KOHTPO/IbHbIX 06pasLoB, U3 KOTOPbIX NPOBOAUTCA 3KCTpakumna PHK.

Tabnuua 11

BapuvaHT noAroToBKM CMecu peareHToB

Konmdectso MoarotoBka CMecu peareHToB

obpasuoB A P

BHecTn BCE cogepxmmoe npobupknm ¢ PeareHTom M 1 06bEM BK, Heobxogumblii ans

96 nposeAeHns nccnenosaHma 96 o6pasyos, B Bydep Bl. MNMonyyeHHyio cmecb TwaTenbHO
nepemMewarb B36anTbiBaHMEM, XpPaHUTb He 60ee mecsua Npy Temnepartype ot2  ao 8 »C
BHecTn B OTAe/IbHYIO NPOOMPKY peareHTbl B 06bEMax 13 pacyérta Ha oguH ob6pasel: 10 Mk
PeareHta M 1 TpebGyeMmbili 06bEM BK cornacHo WHCTPYKUMM MO MPUMEHEeHUo Habopa

<96 peareHTOoB An1a npoBefeHusa OT-MLUP. Cmecb rotoBuTb Ha obuiee 4Mcno uccnenyemblix
06pas3uoB 1 KOHTPONEN, Takxke yuMTbiBasa 3anac - Ha oguH obpasey 6onblie. MepemMewaTb
CMecCb Ha BOpTEKcCe.

8.3.2 TllpoBepgeHmne skcTpakymnn

BHUMAHWE! Tpu npoBepeHun akctpakumy PHK 13 o6pa3uoB mMas3koB M3 HOCOI/IOTKU U
POTOrNOTKN [OMNYyCKAeTCsA WCMOo/b30BaHMe COKpalwEHHOMW npoueaypbl 3KCTpakuum ¢
ncknoyeHnem nyHkra 8.3.2.11.

8.3.2.1 MNpomapknpoBaTb HEOO6XOANMOE KOMMYECTBO OAHOPA30BbIX MPOOUPOK 06 BEMOM
1,5 Mn gna nccnenyemMblX U KOHTPO/bHbIX (Hanpumep. MK, OK) o6pa3sLos.
8.3.2.2 BHeCTU B KaXayt NpoMapKUpoBaHHY NPo6UpKy:

* no 520 mkn noarotoBrfieHHo cmecu BK, PeareHta M n bydepa B,
nnm

e no 20 MKN noAaroToB/eHHON cmecn BK, PeareHta M v no 500 mkn bydhepa B1.

MpumeyvaHne ™YkazaHbl 06bEMbI CMeceil peareHToB npu aobasneHmn 10 mkn BK Ha oguH
obpaseL,
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BHVMAHUWE! HeobxoaMmo ckoppekTupoBaTb OO6bEM CMEcU peareHToB, WCMOMb3yeMblid
ana opHoro ob6pasua, ecnu npu npoBefeHuM 3akcTpakumm BK He ucnonb3yetcs, nméo
O[AHOBPEMEHHO MCMOMb3YyeTCS HECKONbKO pasnunuHbix BK, nnbo gobasnsemblii 06bEmM BK
otnuyaetca ot 10 mKn.
8.3.2.3 BHecT B npoMapKupoBaHHble MNpPo6MpKN unccnegyemble” U KOHTPOJIbHbIE
o6pasybl B 06bEMe 100 MKA, UCMONb3ya AN KaxAoro obpasua OTAeNbHbIN
HakKOHeYHWK. M/10THO 3aKpbITh KPbILLKK, NepemMellaTb Ha BOPTEKCE.
8.3.2.4 MNomecTnTb NPO6GUPKN B TepMocTat ¢ Temnepatypoli 70 °C Ha 10 MuH.
8.3.2.5 MNepemewarb cogepxmmoe NpobUPoOK Ha BOPTEKCE.
8.3.2.6 UeHTpudpyrnposatb B TeyeHne 1 mvH npu 10000 x A.
8.3.2.7 o BHYTpPEHHEWN CTEHKE MNPOOUPKM OCTOPOXHO OTO6paTh N HagocafouHyH
XUAKOCTb, UCNOMb3YA BaKyyMHbI/ OTcacbiBaTeNlb U OTAE/bHbI HaKOHEYHUK 6e3
hunbTpa ana kaxagoro obpasua.
8.3.2.8 lo6aBntb B npobupkn no 700 mMkn bydepa B2. T/I0THO 3aKpbiTb KPbILLKK,
nepemellatb Ha BOpTeEKce.
8.3.2.9 LleHTpudpyrnposatb B TevyeHne 1 muH npu 10000 x 4.
8.3.2.10 YpanuTb HagoCaf0uHYI0 XNAKOCTb aHasiorMyHo n. 8.3.2.7.
8.3.2.11 MoBTOpUTbL OTMbIBKY Bydhepom B2 (nn. 8.3.2.8-8.3.2.10).
8.3.2.12 [o6aBuTtb B npobupkm no 800 mkn bycepa B3.
BHWMAHMWE! Mocne po6asnexHnsa bydepa B3 cogepxnmoe npobMpok He nepemeLrinsaThb.
8.3.2.13 UeHTpudpyrnposarb B TevyeHne 1 muH npu 10000 x 4,
8.3.2.14 Ypanutb HagoCcaAo4HY XNAKOCTb aHasiormyHo n. 8.3.2.7.
8.3.2.15 [ob6asutb B npobupkn no 70 mkn bydepa B3. MAOTHO 3aKkpbiTb KPbILIKK,
nepemMeLlatb Ha BOPTEKCE.
8.3.2.16 TlMomectuTb npobupkn B TepmocTaT c TemnepaTtypoir 80 °C Ha 5 MuH,
nepemelumsas kaagble 2 MVH.
8.3.2.17 UeHTpudpyruposatb B TedeHne 1 muH npu 10000 x 4.
8.3.2.18 HapocagouyHylo >KWAOKOCTb, cogepxalwyl ouynweHHyro PHK, MOXHO
ncnosib3oBaTb ANd noctaHoBkM peakuun OT mnn OT-MLP.
BHUMAHWE! BHeceHne npenapata PHK B peakuyuio HeobxoAuMO NpPOBECTU
He3aMen/MTesibHO nocsie  ueHTpudyrmposaHus. Ecnum B TeyeHne 3 MUMH  nocne
LeHTpudyrmposaHusa npenapatr He Obl1 BHECEH B peakuuo, HeobxoAuMO MpPOBECTU
NMOBTOPHOE LEeHTpuUtyruposaHue.

8.4 XpaHeHune ouuuieHHoNn PHK

Ana xpaHenns PHK Heobxoaumo, He 3axBaTbiBas MarHeTU3UPOBAHHYK CUJIUKY,
nepeHecT HaJoCafOuYHYI0 >XUAKOCTb B HOBYK npobupky. PekomeHayeTca XpaHuUTb
oyuLeHHy PHK:

* npun Temnepatype o1 2 °C go 8 °C He 6onee 4 v,
* Npu Temnepartype oT MUHyC 24 °C o muHyc 16 °C He 6onee Hefenwu,
* Npu TemnepaTtype He Bbille MUHYC 68 °C He 6onee roga.

” Ansa o6pa3uoB MOKPOTbI U oekasinii Heo6xo4MmMo NPoBecCTM NpeaobpaboTKy cornacHo pasgeny 7.
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9 KOHTPO/TIBKAYECTBA

9.1 KoHTpOu, Ucrnosibdyemble Ha atane skcTpakummn PHK

KoHTponb 3Tana akcTpakuumn PHK ocyuwectsnseTcs OOHOBPEMEHHO C  OLEHKOW
[ocToBepHOCTN pe3ynbtatoB 3tana OT-MLP cornacHo WMHCTPYKUMW K UCMNONb3yeMOMY
Habopy peareHToB Ans npoBeaeHuss OT-MLP. Pe3synbTaTbl uccregoBaHusi KOHTPONEW,
npoxogsawmx akctpakunwo PHK Bmecte ¢ wuccnegyembiMn  obpasuamu,  AOJDKHbI
COOTBETCTBOBATb KPUTEPUAM OL,EHKM, YKa3aHHbIM B UHCTPYKUMM NO NPUMEHEHU0 Habopa
peareHToB An4a nposegeHusa OT-MLIP.

9.1.1 OTpuuaTenbHbIi 1 NONOXUTENbHbI KOHTPON

Kaxxgas rpynna akcTparmpyembix 06pasLoB A0/DKHA BKIOYAaTb KOHTPO/IbHbIE 06pasupl,
€C/IN OHW MpefycMOTPEeHbl A/1 MPOBEeAEHUSA UCCefOBaHUs COr1acHO WHCTPYKUMK K
Ncnonb3yemMomMy Habopy peareHToB Ans nposegenus OT-MLP:

* OKansa BbIABMEHUS KOHTaMuUHauMn B npouecce npoBefeHnsa nccrefoBaHus;

* MK gNns KOHTPO/IS KOPPEKTHOIO NMPOXOXAEHUS UCCNe[0BaHuUS.

9.1.2 BHYTPEHHUI KOHTPO/b

Ona KoHTponsi kavectBa 3KcTpakumm PHK 1 OUeHKM BAUSAHMS WMHIMOMTOPOB Ha
pe3ynbTaTtbl OT-MLUP B nccnegoBaHMm MOXeT UCNONb30BaTbCA 3K30TEHHbIN KOTOpbIV
[06aBnsAeTCs Ha aTane 3KCTPakuun B KaXAbll McCCnegyemblit U KOHTPOSbHbIA 06pasel,.
OTcyTcTBME pe3ynbrtatoB amnnudukaumm ansa BK v ogHOBpEMEHHO AN BbISIB/ISEMOWA
MULLIEHN CBUAETENLCTBYET O BO3MOXHOM MpUcyTcTBUM nHrméntopos OT-MLIP B obpasue.

9.2 MOHUTOPUHT NabopaTopun Ha HaM4yme KOHTamMmuHaLuMn

[ns BbISABNEHNSA BO3MOXHOW KOHTamMuHauun nabopatopum npogykramu amnandmkaunnm,
nccnegyemMbiMm U KOHTPOJIbHBIMU O06pasuaMn pekoMeHayeTcs pa3 B Mecsl, uccnenoBatb
CMbIBbI C pabo4ymMx NOBEPXHOCTEN NabopaTopHON Mebenn, 060pyaoBaHUA 1 NOBEPXHOCTEN
noMelleHnii cornacHo npoueaype, ykasaHHon B MY 1.3.2569-09. [pun o6GHapyxeHun
KOHTaMWHauMM HeobxoAMMO MNPOBECTM MeEpPOonpuUATMA Mo eé YCTPaHeHU COoraacHo
yKasaHuam, onucaHHbiM B MY 1.3.2569-09.

10 PYHKUNOHANBHBLIE XAPAKTEPNCTUKN HABOPA

O eKTUBHOCTbL 3KcTpakumm PHK gna Bcex 3asiBfIEHHbIX BUAOB 6GMOI0rMY4ecKoro
MaTepuana coctasnset 100 % (97,8 % - 100 % c gocToBepHOCTbIO 95 %Y. YKaszaHHoe
3HayeHne xapakTepucTUK/ gocTuraetcsa npu cobnwgeHnn TpeboBaHuii, NpUBELEHHbLIX B
pasgene 7.

Hab6op ob6ecneunBaeT akcTpakumio PHK ¢ uMcToTol, AOCTATOYHOI ANs NOocneayoLLero

npoesegeHna OT-MLUP c geTekunein nNpoaykTtoB amMnnaudukaumm B pexume «peasibHoro
BpeEMEHU».

72 BK, Bxogswmii B coctaB Habopa peareHToB ass nposegeHnsa OT-MLP.
®3 Ha npumepe akcTpakuunm PHK SARS-CoV-2 B koHueHTpauum 500 konwit/mn n3 6uomartepuana,
npefo6paboTaHHOro Wiv NOMeLEHHOro B TPAHCNOPTHYIO cpeay B 3aBMCUMMOCTU OT BMAa 6uomarepunana.
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11yCnoBuAa XPAHEHUA, TPAHCIMOPTUPOBAHUNA N SKCTIJTYATAUNN HABOPA

11.1 Cpok rogHocTH

Cpok rogHocTu Habopa cocTtaBnset 12 mecsueB OT AaTbl U3rOTOBMEHNUS.

Mocne BCKPbITUS peareHTbl B Npobupkax M hnakoHax MCnonb3oBaTb [0 UCTEYEHUS
Cpoka rogHocTn Habopa. ocse BCKPbITUA SYeeK KapTpuka C¢ peareHTammu 3KCTpakuus ¢
MCNoSIb30BaHNEM BCKPbITbIX AYeeK Ao/KHa OblTb NpoBefeHa B TeveHne 140 MuH (C y4éTom
BPEMEHM, 3aTpayMBaemMoro Ha BHeCeHue B A4elikn nccnegyemMbolix 06pasyoB U KOHTPOe).

11.2 XpaHeHue

Habop xpaHuTb npu Temnepatype oT 2 "C go 25 ®C B 3alULWLEHHOM OT COJIHEYHOTO
cBeTa MecTe. He gonyckaeTcs 3amOpaXKmBaHWe peareHToB.
PeareHTbl nNocne BCKPbITUA XPaHUTb B TEX Xe YCNOBUAX, YTO U peareHTbl 40 BCKPbITUSA.

11.3 TpaHcnopTMpoBaHue

Habop TpaHcnopTupoBaTtb npu TeMmnepatype ot 2 °C ao 25 “C BceMn BUAAMU KPbITbIX
TPaHCMOPTHbIX CPeACTB B TEPMOKOHTelHepax €  X/J1af03jieMeHTaMn  uim B
aBTOpedpmxeparopax. He gonyckaeTcs 3amopaxuBaHue peareHToB.

11.4 2kcnnyaTtauyms

PeareHTbl, BXoAsLMe B COCTaB Habopa, roToBbl K UCMOb30BAHMIO.

Adeiikn KapTpugKa c peareHTaMmy npefHasHavyeHbl 418 04HOKPATHOrO MCMNOJIb30BaHUA.

dkcTpakymsa PHK ¢ ucnonb3oBaHmem Habopa [0/HDKHAa NPOBOAUTLCA Mpu Temneparype
oT 18 00 25 °C 1 0THOCUTE/bHOW BNaXHOCTM BO3ayxa oT 25 % oo 75 %.

12 NMEPEYEHb COKPALLEHWI

B HacTosILLEN UHCTPYKLUMN NPYMEHEHbI Creaylolne cokpalleHus:

BK " BHYTPEHHWI KOHTPOJIb

AHKa3a - pesokcupuboHykneasa

OK - oTpuuaTtenbHbIi KOHTPOSb

oT “ obpaTHas TpaHcKpunums

MK - NOJIOXKUTESIbHbIA KOHTPO/Ib
nupP - nosiMMmepasHas LenHaa peakuus
PHK - PWBOHYKNenHoBasa Kucnota
PHKa3a - puboHykneasa

13 NMEPEYEHb NMPUMEHAEMbIX HAUNOHANBbHbLIX CTAHOAPTOB

FOCT P 51088-2013 MeguuunHckMe nsgenna oaa AWarHOCTUKM WMH BUTPO. PeareHTsl,
Habopbl peareHToB, TeCT-CUCTEMbI, KOHTPOJIbHbIE MaTepuasbl, NUTaTesibHble Ccpeapl.
TpeboBaHusa K U3genusam u nogaepxunsarolLein 4oKymeHTaumm

FOCT ISO 14971-2011 WN3penuna meanuunHCKue. TpUMeHeHue MeHe)XMeHTa pucka K
MeANUMHCKUM U34eNnsam

FOCT P 15.013-2016 Cuctema pa3paboTKu 1 NOCTAHOBKU MPOAYKUNN Ha NMPOU3BOACTBO.
MeauuuHckne nsgenua
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roct P 15.301-2016 Cuctema pa3paboTKn 1 NOCTAHOBKM NPOAYKLMU HA NPOU3BOLACTBO.
MpoaykuMs MNpou3BOACTBEHHO-TEXHUYECKONO HasHadeHus. [Mopagok  paspaboTkn  u
NOCTaHOBKM NPOAYKLUMM HA NPON3BOLACTBO

FOCT 15.309-98 Cucrtema pas3paboTKm M MOCTAHOBKU NPOAYKUMU Ha MPOU3BOACTBO.
NcnbiTaHna n npuémka Bbinyckaemon npoaykunn. OCHOBHbIE NOMOXEHMUSA

FOCT P 51352-2013 MepguuuHCcKue unsgenna A9 AUarHOCTUKM UH BUTPO. Metoabl
ncnblTaHni

FOCT P MNCO 18113-1-2015 MeauuuHCKue wmsgenus A AMarHocTuku in  vitro.
WHdopmauunsa, npepocTtaensgemas usrotosutesieMm (Mapkmposka). Yacte 1. TepMUHbI,
onpegesieHna n obwme TpeboBaHnA

rOCT P NCO 18113-2-2015 MepguumHCKMe u3genusa ANA AUMAarHOCTMKM in vitro.
NHpopmaunsa, npegoctasnaemas nsrotosutesniem (MapkupoBka). YacTb 2. PeareHTbl g/
AMarHoCcTukM in WYro gns npogeccuoHasibHOro nNpUMeHeHns

FOCT P NCO 23640-2015 U3pgenua meguunHckue gns AnNarHoCTUKM in vitro. OueHka
CTabu/IbHOCTN peareHToB ANA AMarHOCTUKM in vitro

FTOCT P NCO 15223-1-2020 W3penua mepuumHckne. CUMBOJIbI, NMPUMEHSAEMbIe Mnpu
MapKMpoBaHUM Ha MEeAUUUHCKUX U3LEeNUSaX, I3TUKeTKaX W B COMpPOBOAUTE/IbHOM
AokymeHTaumn. Yacte 1. OCHOBHble TpeboBaHUA

MpumevyaHue - [pu MCNOMb30BAHUM [AHHOTO [AOKYMEHTA LIe1Iecoo6pasHo MNpPOBEPUTh
[le/iCTBME CCbI/TOYHbIX HOPMATVBHBIX [IOKYMEHTOB Ha TEKYLLMIA MOMEHT. EC/M CCbISIOYHbIA JOKYMEHT
3aMEHEH W W3MEHEH, TO NPV NPUMEHEHWUN HACTOsILLEN WHCTPYKUMM crnefdyeT MNofb30BaThCs
3aMEHEHHbIM (M3MEHEHHbBIM) CCbINTOYHbIM AOKYMEHTOM.
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14 TAPAHTUN NMPON3BOAVTENA

Mpon3BoauTeNnb rapaHTMpPYyeT COOTBETCTBME XapakTepucTuK Habopa Tpe6oBaHusIM,

YKa3aHHbIM B TEXHUYECKON 1 SKCI'IIIyaTaU,VIOHHOVI OOKyMeHTauunun, B Te4eHne ykKa3aHHOro

Cpoka roAHOCTU nNpu COGNIOAEHUN YC/IOBWUIA €ro TpaHCNopTUPOBaHUS,

npuMeHeHns.

XPaHeHNA u

PeknamaumMm Ha kayecTBO Habopa HanpaBnATb B agpec npoussoautena OO0
«AMmnnnTek»: 109235, MockBa, yn. 1-a KypbsHoBckas, 4. 34, ctp. 8, atax 1 nom. Mkom. 42,

Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

15STEXHUNYECKAA NOAOEPXKA

KoHcynbTauuo no Bonpocam no pa6oTte ¢ HA60POM U ero Ka4ecTBY MOXHO MOMy4YUTb MO

KOHTaKTaM, yka3aHHbIM Ha odmumanbHOM caiiTe npoussoautens: www.amplitech.ru.

16 CMMBO/Ibl, UCMONBb3YEMbIE B JOKYMEHTALW MPON3BOANTENA

m M3roToBuTENb LOT

[JaTta mn3rotosneHus

VD MeaunumHckoe nsgenune ans
LMNarHoCTUKNM in vitro

T O6patnTtecb K MHCTPYKUUM MO
NPUMEHEHUIO
\i/ CoAepXMMOro AO0CTaTOUYHO 4/1s A
NpoBefeHUsI N TECTOB

Homep no katanory

OO0 «AMNAUTEK,
Poccusa, 109235, MockBa,

Kopg, cepun

Mcnonb3oBaTtb 40

He gonyckaTb nonagaHus
COJIHEYHOTO cBeTa

Mpenen Temnepartypbl
OcTOpOXHO!

3HaKn ornacHocTmn
%

LLI 1 yn. 1-a KypbsiHoBcKas, A. 34, cTp. 8, aTax 1 nom. KoMm. 42

Ten. (495) 374-13-46, www.amplitech.ru
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JINcT pervcTpaumm namMeHeHuii

Homepa cTpaHuL, Bcero
V3M.  p3meHéH- sameHEH- HoBbx  @HHY/MpO- CTpaHuny B
HbIX HbIX BaHHbIX  AOKYMEHTE
noo- 6oe- — _
PHK-100 VHCcTpyKuuA
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Homep gokymeHTa

Mognuck

Jata

oi 06,T
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