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BBEOEHUE

1. HacToswasa nHCTpykumna no npumeHeHuto sepcumn 09.02.24 pacnpocTpaHseTca Ha
MeanuuHckoe wusgenve «Habop peareHToB ANnsl Ka4eCTBEHHOMO M KONMYECTBEHHOMO
onpeaenennsa OHK HSV1, HSV2, CMV B GuonorndeckoMm matepuarne 4Yenoseka METOAOM
MUP c getekumnen B pexume «peanbHoro spemeHn» (Amplitech HSV1/HSV2/CMV (R)) no
TY 21.20.23-033-19926214-2023» (nanee — Habop).

KpaTkoe HaumeHoBaHue Habopa: Amplitech HSV1/HSV2/CMV (R).

Habop cnenyeTt npumMeHATb B COOTBETCTBUMM C AENCTBYHOLLEN BEPCUEN MHCTPYKLUN NO
npumeHeHnto. [Ona ypobctea paboTtbl B nabopatopum [onyckaeTcss WCNonb3oBaTb
AECTBYIOLLYIO BEPCUIO KPAaTKOro PyKOBOACTBA NO NpUMeEHeEHM0 Habopa.

2. Bupycel HSV1, HSV2, CMV saBndawTtca Bo3bygutenamm UHGEKUNOHHO-
BOCManNUTENbHbIX 3ab0neBaHnn PasnmMYHbIX OPraHoB N CUCTEM (KOXW, CIIM3UCTLIX, JIETKUX,
ypOreHuTanbHoOro Tpakta un gp.). B 6onblUMHCTBE cnydaeB Ans AaHHbIX MUKPOOPraHM3MoB
OTCYTCTBYHOT chneumdumyeckne KrInHUYecKne npusHaku, Ha OCHOBaAHUM KOTOPbIX MOXHO
yCTaHOBUTb 3Tuonornto 3abonesaHus. MNP B peanbHOM BpemeHu obnagaeTt BbICOKOM
YYBCTBUTENBHOCTbLIO, CNEUUPUYHOCTEI0 U OOBEKTUBHOCTBID MOSTyYEHHbIX pPe3ynbTaToB.
Habop peareHtoB «Amplitech HSV1/HSV2/CMV (R)» nossonseTr BbIABMASATD,
anddepeHumpoBaTb U KONMYecTBEHHO n3MepAaTb OHK ykasaHHbIX MUKPOOPraHM3mMoB B
pamMKax oQHOW peakuun.
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1 HA3SHAYEHME

Habop npegHasHadeH Ond KauyecTBEHHOro M kKonmvectBeHHoro onpegenenus OHK
HSV1, HSV2, CMV B Ouonormdeckom wmatepmane denoseka wmetogom [MLUP c
rmépuan3aumoHHO-ITyOPECLIEHTHON OETEKUMEN B pPEXUME «peanbHOro BPEMEHUY.
Matepnanom gns nposegeHus [UP-uccnegosanua  cnyxaTt o6pasubl  [OHK,
9KCTparMpoBaHHOW U3 criegyoLwmx BuaoB bnonornyeckoro matepuana:

e MaskuM CO Cnm3uctorm o60SoYKM BRaranuwia, MNPSAMOW  KWULLKKW, POTOrMOTKU, C
KOHBIOHKTUBbI, C MNy3blPbKOBbIX BbICLIMAHUA U 3PO3UBHO-S3BEHHbLIX MOPAXEHUA KOXU Y
CINM3UCTbIX 0BONOYEK,;

e COCKOObI aNUTENnNs CO CrIM3nCTOoN 060MN0YKN LepBUKaNbHOro KaHana, ypeTpsl;

e CEKpeT npeacraTenibHOM xenesbl, Mova (0cafoK NepBOr NOPLMN YTPEHHEN MOYN).

Habop npegHasHayeH [na nabopaTOpHOW AOWArHOCTUKWM in  Vitro (BblABNEHUE U
konunyectBeHHoe onpegenedne HSV1, HSV2, CMV). lNMpumeHeHne Habopa He 3aBUCUT OT
NONynsIUMOHHBIX U AeMorpauyecKnx acrnekTos.

2 OBJIACTb NPUMEHEHUA

Habop npegHasHayeH Ans NpUMEHEHUA B KIMHU4YECKOW nabopaTopHOW AMarHOCTUKEe
ANa nccnefosaHus BUONOrMYECcKoro MaTepuana, nofly4eHHoro oT nuy, ¢ Nogo03peHNEM Ha
HanuMyne repnecBupyCcHbIX MHpekunn. OTpuuaTtenbHble pesynbTaTbl UCCNegoBaHUS C
nomMoLLbio Habopa He UCKNKYaT BO3MOXHOCTb MHpMUupoBaHua HSV1, HSV2, CMV un He
AOMMKHbI MCMOMb30BaTbCs B Ka4eCTBE €QUHCTBEHHOW OCHOBbI AN NPUHATUS peLleHns O
neyeHuun naumeHta. OTpuuaTenbHble pe3ynbTaTbl UCCNeAoBaHUS OOSMKHbI coYeTaTbCA C
KNMMHWYeCKMMn  HabnwogeHnamun,  uctopuen  6onesHn ©n - INNOEMUONIOrMYECKON
NHG OpMaLneEN.

Habop MOXeT NPUMEHSITLCS B KITUMHUKO-ANArHOCTUYECKMX NlabopaTopusix.

3 NPOTUBOINOKA3AHUA K MTPUMEHEHUIO

|_|pOTI/IBOI'IOKa3aHI/IFI K NPUMEHEHUIO HaGOpa OTCYTCTBYHOT.

4 PUCKN NPUMEHEHUA, NMOBOYHbIE 3QO®EKTbI

Mpn npumeHeHun Habopa MO Ha3HaAYEeHWUHD, B COOTBETCTBUM C LAHHOW WHCTPYKUMEN
pUCKM 1 NOBOYHbIE AP(PEKTBI OTCYTCTBYHOT.

5 COCTAB
CocrtaB Habopa! ykasaH B Tabnuue 1.
Tabnuuya 1
CocrtaB Habopa
HomuHanbHbIN .
KomMmnoHeHT .. Kon-Bo BHelwHnn Bupg,
00BLEM, MN
MnaHweT co Cmecbio HSV1,2/CMV (R) 96-NyHOUHBIV AEMMMBIV NNAHLLET,
(PeakumoHnHas MNUP-cmechb co cneumduryeckumm 38KNeeHHLIN 3aLlMTHOM NNEHKOU,
npanMepamMu, gryopecLeHTHO-MEYEHbIMM - 1 wr. C peareHToM B Bufe rens (oT
3oHgamu, TepmoctabunbHor OHK-nonumepason, CBETNO-PO30BOro A0 KpacHoro
AHT®, conamu) LyBeTa) Ha AHe NpoBupokK

1 Habop ynakoBaH B KOPOOKY 13 KapTOHa.
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HoMuHanbHbIN

KomMmnoHeHT .. Kon-Bo BHewHun Bug,
006BLEM, MN
[NnéHkn ansa nnadHweTa - 2 wWr. Knenkne nnéHkn
Mpo3payHasa becuBeTHas
OK y 0,8 1 npobupka po3p H
(BydepHbin pacTBop) XWOKOCTb
NMKuU
(PacTBop, conepxalLyil reHHO-UHXeHepHbIe 0.8 1 npo6upka MNpospayHas GecuseTHas
KOHCTPYKUMun ¢ pparmeHTamm JHK BbisBNseMbIx ’ XNOKOCTb
MUWKPOOPraHn3moB)
B 6ymaxxHOM BMaE M 3NEKTPOHHOM
WHCTpYKUMSt NO NPUMEHEHMIO - 1 wr. BMAE Mo agpecy:
http://www.amplitech.ru/resources/
KpaTkoe pykOoBOACTBO - 1w B 6ymaxHom Buae
B anekTpoHHOM BuAae? n :
MacnopTt - 1 wT. OIIEKTPOHHO Ae® no aapecy

http://www.amplitech.ru/quality/

Habop paccunTaH Ha npoBedeHne uccnenoBaHns 96 obpasLoB, BKIOYas KOHTPON.

6 MPUHUUN METOOA

WccnepoBaHme ¢ nomowbio Habopa nposogutcs metogom [MNLP ¢ rmbpuansaumoHHo-
donyopecueHTHON AeTekumen npoaykToB amMninnudukauum B pPeXuMMme «pearnibHOro
BpemeHn». [etekuma npoayktoB [MUP wn pasgenbHoe BbisiBneHne wmuweHen (OHK
BbISIBNAEMbIX MWKPOOPraHM3MoB U BHyTpeHHero koHTponsa (BK)) obecnednBaeTtcs
npuMeHeHneM B  peakumoHHon cmecn gnsa  [IUP  dnyopecueHTHO-MeYeHbIX
ONMUrOHYKNEeOoTUAOB, CUrHamnbl OT KOTOPbIX PErucTpupyroTcs Mo YeTbipéM pasfnyHbIM
KaHanam pnyopecLeHTHOM aeTekuum (cm. Tabnuuy 2).

Tabnuuya 2
KaHanb! geTekuun muwieHeun
AN (UL G EE MuweHb O6nacTtb amnnudukaumm
ot chnyopocopa

FAM OHK HSV2 MmukonpoTtenH B

R6G? OHK HSV1 mukonpoTenH B

ROX OHK CMV Nen AHK-nonumepas.i

Cy5 [IHK BK McKycCTBEHHO CMHTE3NPOBaHHAasA
nocnegoBaTenbHOCTb

JInHenHaa 3aBUCMMOCTb Mexgy MUCxXxogHoW  koHueHTpauven [OHK-muwenn B
nccnegyemom obpasue UM UMKIAOM  Hayana  3KCMOHEeHUManbHOro  yBenuyeHus
donyopecueHTHOro curHana (noporosoro uukna, Ct) nossonseT onpeaensaTb KOHLEHTPALNIO
AOHK BbiIgsBNSeMbIX MueHen B obpasue OTHOCUTENBHO NONOXUTENbHOro KoHTpons MK U
(obpasua c um3BeCTHOW KoHueHTpauuen [OHK-muweHen), KoTopbin NpoxoauT 3Tan
akcTpakumm OHK wn MUP ogHoBpemeHHO ¢ uccnegyembiMu obpasuamun. OnpepeneHve
KOHUeHTpaumm [OHK npou3BoguMtca B COOTBETCTBUM C 3afdaHHbIMU  3HAYEHUSMU
koHueHTpaumi MK U n nonyyeHHbiMn 3HaveHnsamn Ct gns MK U 1 uccnegyembix o6pasuos.

2 B cny4ae oTcyTCTBUS JOCTyna K VIHTepHeTy obpaTutech B crnyxby TeXHMYECKON NoaaepKKu no TenedoHy
(495) 374-13-46 gns 3anpoca o0 NpeaocTaBneHMn GymMmaxkHoOM Bepcumn nacnopra.

8 CwurHan ot dnyopocdopa R6G peructpupyetcss Mo KaHamy [OeTekuMM curHana oOT aHarorMyHbIX
dnyopodcopos HEX n VIC.
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6.1 lNpocnexuBaeMoCTb 3HA4Y€HUUN NONOXNUTENbHOro KoHTponsa MK U

KoHueHTpaumsa knoHMpoBaHHbIX doparmeHToB OHK Bcex BbisBNSeMbIX MUKPOOPraHM3mMoB
B MK U cocrtaBnsetr 51g +0,5Ig konun/mn. KoHueHTpauus onpegensietcs ¢ MOMOLLbO
YyCTaHOBMEHHOW Mpou3BoauTENneM METOAMKU BbINOMHEHUS U3MEPEHUW Ha OCHOBe MeToda

NMMUTUPYOLWNX pa3segeHun [1, 2].

7 HEOBXOOUMOE OBOPYOOBAHUE U MATEPUAIbI

Ana paboTtbl ¢ Habopom TpebytTca obopyaoBaHME W Martepuansbl, YKasaHHble B

Tabnuue 3.

Tabnuua 3

O6opynoBaHue n matepuanbl, Heo6xoaumblie AnNA paboTbl ¢ Habopom

Heo6xoaumoe o6opyanoBaHue U matepuansl B cry4vyae

aBTOMaTU3NPOBaHHOW NOATrOTOBKM K
npoBeaeHuto MNLP

Py4HOM NoaroToBku K npoBegeHuto MNMLP

e Habop peareHToB ans akcTpakumm OHK: « JHK-
100 (R)» (dopma Bbinycka 1) (OO0 «AMnnutek»,
PY Ne P3H 2023/20090);

e [lononHutenbHble mMaTepuanbl "
obopynoBaHue gns akctpakuum OHK — cornacHo
WHCTPYKUUM K Habopy peareHTOB AMs 3KCTpaKLuu
AHK;

e aBTOMaTMyeckass cTaHuus npobonoaroTOBKM
«Amplitech E1» («<AmnnuTek», Poccus; PY Ne P3H
2022/16981);

. nporpamMmmupyembin amnnundunkaTop C
CUCTEMOW AeTekuun hnyopecLeHTHOro curHana B
pexvuMe «pearnbHoro BpemeHn» (OTnpanm (OO0
«HMO  OHK-TexHonorus»; PY Ne @CP
2011/10229), CFX96 (Bio-Rad Laboratories, Inc.;
PY Ne ®C3 2008/03399), Applied Biosystems
QuantStudio 5 (Life Technologies Holdings Pte.
Ltd.; PY Ne P3H 2019/8446));

e XONOAWIMbHWUK C KaMepoWw, NOAAEPXKUBAOLLEN
TemnepaTypy ot 2 °C go 8 °C;

e Habop peareHTtoB ans akctpakumm OHK: «OHK-
100 (R)» (cpopma Bbinycka 2) (OO0 «Amnnutek», PY
Ne P3H 2023/20090);

e [lononHutenbHble MaTepuanbl U obopyaoBaHue
ana  akctpakuun OHK — cormacHO WMHCTpyKuumn K
Habopy peareHToB A5 akcTpakuum OHK;

. ML P-60kc;

. ueHTpudyra-soptekc (PY Ne ®C Ne 2005/518);

e  [Jo3aTopbl NepeMeHHOro o6bLéma, MmexaHmyeckme
UK 3MNEKTPOHHbIE, C BO3MOXHOCTLIO AO3MPOBaHNSA OT
20 go 200 mkn (PY Ne @CP 2009/05681);

. wrtatme gna TUP-nnaHwetoB (PY Ne &C3
2011/10287);

. nporpaMmMupyembin amnnmumkaTop ¢ CUCTEMON
getekumm riyopecueHTHOro CcurHana B pexume
«peanbHoro BpemeHuny (OTnpanm (OO0 «HMO OHK-
TexHonorusi»; PY Ne ®CP 2011/10229), CFX96 (Bio-
Rad Laboratories, Inc.; PY Ne ®C3 2008/03399),
Applied Biosystems QuantStudio 5 (Life Technologies
Holdings Pte. Ltd.; PY Ne P3H 2019/8446));

(] éMKOCTb  Ans C6pOC3 MCMOJ1Ib30OBAHHbLIX | e XONOAUNbHUK C Kamepoﬂ, noﬂﬂepmmsa}omeﬂ
martepvanos; Temnepartypy ot 2 °C go 8 °C;
* nep4yaTku MeanumnHCcKune, OAJHOPa30BbIE, |e HakoOHeYHWKM [Jna [o3aTopoB MNEepeMeHHOro
HeonyapeHHble. obbéma, ¢ dunbTpoMm, o0b6béEMOM g0 20 Mk,
oaHopasoBble, cBoboaHble oT [HKas;
. €MKOCTb ana cbpoca MCMNOMb30BaHHbIX
MaTepuanos;
. nepyartkm MeOuLNHCKMe, OfHOpa3oBble,
HeonygpeHHbIe.

8 MEPbI NPEAOCTOPOXHOCTH

Knacc noteHumanbHOro pucka npumeHeHns Habopa (cornacHo lNpukasy MuHmucTepcTea
3gpaBooxpaHeHnst P® Ne 4H ot 06.06.2012) — 26.

PaboTa gomkHa npoBoAnTLCA B Nabopatopumm, CNonb3yoLLen MeToabl amnimdukaunm
HYKIEMHOBbIX KMCAOT ANsl uccnefoBaHns maTepuana, ¢ cobnogeHmem tpedosavmn FOCT
P 52905 «Jlabopatopun meguumHckue. TpebosaHus 6esonacHocTu», MY 1.3.2569-09
«OpraHuszauna pabotbl nabopaTtopuii, UCMONB3YKOLWMX MeToAbl  amnnMdurKaummn
HYKNEWHOBBIX KMUCMOT npu paboTe C maTtepuanom, coaepXxawium MukpoopraHuambl |-V
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rpynn natoreHHocTn», CanlnH 3.3686-21 «CaHuTapHo-anuaemmonornyeckue TpeboBaHus
no nNpodunakTuke MHPEKLMOHHbLIX BonesHeny.

Mpwn paboTte Heobxoanmo Bcerga BbINOMHATL criegytowme TpeboBaHus:

e [lpumeHATb Habop MO HasHa4yeHUK B COOTBETCTBUM C [OAHHOW WHCTPYKLMEN.
OTKNOHEeHNe OT nponuCaHHbIX Mpoueayp W Nopsiaka AEWCTBUMIM MOXET MpUMBECTM K
NONy4YeHnto HeAOCTOBEPHbIX Pe3yNbTaToB UCCNEeN0BaHNUS.

e K pabote c Habopom pgonyckaeTcsa TONMbKO nepcoHarn, O6yYeHHbI MeToaam
MONEKYNAPHOM  AMarHOCTUKM U npaBunam paboTbl B KIMHUKO-ANArHOCTUYECKOM
na6bopatopumn B cooTBeTcTBUN ¢ CaHllvH 3.3686-21 (pa3sgen V).

e PaccmaTpuBaTthb nccnegyemblie obpasubl Kak NHEKLUMOHHO-0ONAcHbIE,
opraHu3oBbiBaTb paboTy u xpaHeHue B cootBeTcTBUM ¢ CaHlnH 3.3686-21.

e YTunuanpoBaTb peareHTbl W NNEHKM Ans  nnadHweTta  (MCNofib30BaHHbIE,
Hencnonb3oBaHHbIE, NpULeaLlMe B HEFOQHOCTb B CBSA3N C UCTEYEHMEM CpoKa rogHOCTU
n/unn HecobnaeHNeM pernameHTUPOBAHHOIO peXxXumMa XpaHeHus, TPaHCNOPTUPOBaHUSA U
NPUMEHEHNS), BHELLHIOK YMNaKoBKy Habopa, 9KCnnyaTauMOHHYK AOOKYMEHTauui B
cootBeTcTBUMN C TpeboBaHuamu CaHllnH 2.1.3684-21 «CaHuTapHOo-anMaemMmonornyeckue
TpeboBaHUA K COOEPXXaHUIO TEPPUTOPUA TOPOACKUX U CENbCKUX MOCENEHUN, K BOAHbLIM
obbektam, NUTLEBON BOAE M MNUTLEBOMY BOAOCHAOGXEHMIO, aTMOCHEPHOMY BO3OYXY,
noYyBaMm, >XWNbIM MOMELLEHMAM, SKChnyaTauunm npoOU3BOACTBEHHbIX, OOLECTBEHHbIX
NOMELLEHNA,  OpraHu3aumMm U1  MPOBEAEHUI0  CaAHUTaAPHO-NPOTUBOINMAEMUYECKUX
(NnpodhunakTM4eCckmx) MeponpUATUAY K yTUIn3aunumn MeamumHCcKnx oTxogos knaccea I

e He oTkpbiBaTb NpobMpKM C npoayktamu amnnudukaumm B npouecce mx cbopa u
yTUnmM3aumn.

e YTunusnposaTtb Ouonornyeckuii matepuwan, a Takke pacxOodHble MmaTepuanbl U
WHCTPYMEHTbI, 3arpsi3HEHHbIE  OMONOrMYeckumMm maTepuanom, B COOTBETCTBMM C
TpeboBaHuamu CaHluH 2.1.3684-21 k yTunmsaumm MeauumHCKNX 0TXoaoB knacca b.

e He ncnonb3oBaTb HAabop, ecnn HapyLleHa BHYTPEHHAS ynakoBKa UMM BHELUHUN BUG
peareHTa He COOTBETCTBYET ONMCAHUIO, yKa3aHHOMY B Tabnuue 1.

e He ucnonb3oBatb Habop, ecnu He cobnoganncb YCroBUSA TPaHCNOPTUPOBAHUA U
XPaHEeHUs1 COrnacHO MHCTPYKLNWN.

¢ He ncnonb3oBatb Habop N0 NCTEYEHUM CPOKa FOQHOCTM.

e /cnonb3oBaTb OTAENbHbLIM AN KaXagoro obpasua/peareHTa  04HOPA30BbLIN
HaKOHEYHUK C PUNbTPOM.

e Vcnonb3oBaTth 3aWMTHYIO oaexay B cooTBeTcTBUM ¢ MY 1.3.2569-09. Bce onepaunmn
NPOBOANTL TONbKO B OAHOPA30BbIX HEOMYAPEHHbIX NepyaTkax ans UCKNIYEHM KOHTaKTa C
OpraHM3MoM YesioBekKa.

e He ecTb, He NUTb U HE KypUTb B NpoLecce ncnonb3oBaHust Habopa. M3beratb KOHTaKTa
peareHToB C KOXeW, rnasamm n cnnaucton obonoykon. He rnotats.

PeareHTbl, BXxogsuwme B coctaB Habopa, cogepxaT HaTpus asug B KOHUEHTpauum He
6onee 0,05 %, NO3TOMY He KnaccMPUUMPYIOTCA Kak onacHble A5is 300pOBbs YenoBeKa U
okpyxatowen cpeapl. [pn KOHTaKTe HEMEANEHHO NPOMbITb MOPAXEHHOE MECTO 6OMbLUNM
KONMMYECTBOM BOAbI U NP MIOXOM CaMO4YyBCTBMM 0O6paTUTLCSA 38 MEOMLMHCKOW MOMOLLBHO.
Mpn nonagaHum BHYTPb PBOTY HE Bbi3biBaTb, NPOMOSIOCKaTh POT BOAOMW, 0O6paTUTLCA K Bpayy
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NPV NIOXOM CaMO4yBCTBUW.
Mcnonb3oBaHve HaGopa Mo HasHa4YeHuo M cobrnogeHue BbilenepeyncrieHHbIX Mep
NPeaoCTOPOXHOCTU UCKIIOYAET HEraTUBHOE BO3AENCTBME HA OpraHn3m YerioBeka.

9 UCCNEQYEMbIA MATEPUATN

Habop npegHasHayeH AnNsS wuccnegoBaHust TONbko Buonormyeckoro matepuana,
yKkasaHHoro B pasgene 1. B3atue mnccnegyemoro 6uonornyeckoro matepuana cnegyet
NPOBOAUTbL B COOTBETCTBUM C:

e MY 1.3.2569-09 «OpraHusauusa paboTbl nabopaTtopui, UCNOMb3YIOLWNX MeToAbl
aMmnnnuKaLumm HyKNeMHOBbLIX KUCIOT npu  paboTte € MaTepuanom, coaepXalum
MUKpoopraHunambl I-IV rpynn natoreHHoCTu»;

e MY 4.22039-05 «TexHuka cbopa u TpaHCnopTMpoBaHusi Ouomartepuanos B
MUKpobuonornyeckme nabopartopmmy;

e TpeboBaHNAMM, NEPEYNCNEHHbIMM B Tabnuuax 4 u 5.

Tabnuua 4
TpeboBaHuA K B3ATUIO U NpeaBapuTeribHON o6paboTke uccrnegyemMmoro matepuana

B3sAiTue Ma3koB CcO CNU3NCTOM 06ONOYKM BRaranuwa

B3atne martepmana npoBecTM C MOMOLLbID CTEPUMBLHOrO OOHOPAa30BOr0 YHMBEPCANbHOro 3oHAa
(Hanpumep, «30HA TMN A5 yHuBepcanbHbii» nnu «3oHa Tun A1 yHnsepcanbHbii» (OO0 «MeamnuuHckme
nsgenusa», Poccus; PY Ne P3H 2018/7058)) B npobupky ¢ TpaHCMOPTHOW Cpefon, coaepallent KOHCepBaHT
N npegHasHa4YeHHON ONA XPaHeHWs U TPaHCNopTUpOBaHWS AaHHOro Buaa Guonorumdeckoro martepuana
(Hanpumep, «TpaHcnopTHas cpega ¢ mykonutukom (TCM)» (PBYH UHWUWN  Bnmgemuonorum
PocnoTtpebHagsopa, Poccus) unu aHanornyHas, saapernctpupoBaHHas B P® B ycTaHOBNEHHOM MOpsAKe).

B3siTne Ma3koB CO CNMU3NCTON OBOSIOYKU NPAMON KULLKU, C KOHbIOHKTUBBI, C NY3bIPbKOBbIX
BbICbINAaHWA U 3PO03MBHO-A3BEHHbIX MOPaXXEeHUN KOXWU U CIU3UCTbIX 06onoyek

B3saTne matepuana nNpoBeCTM C MOMOLLbIO CTEPUITbHOIO OAHOPA30BOro 30HAA-TammoHa (Hanpumep,
«3oHa ™Mn A5 yHuBepcaneHbliny (OO0 «MeauumHckue unsgenusa», Poccusa; PY Ne P3H 2018/7058)) B
NpobupKy C TPaHCMOPTHOW Cpenow, CoAepXallel KOHCEePBaHT WM NpedHa3Ha4YeHHOW Ans XpaHEHUs U
TpPaHCMOPTUPOBaHUSA OaHHOro Buaa OGuomnoruyeckoro martepuana (Hanpumep, «TpaHcrnopTHas cpefa ¢
mykonmtukom (TCM)» (®BYH LHUWN Bnngemunonornn PocnotpebHagsopa, Poccusa) nnm aHanorumyHas,
3apermctpupoBaHHas B P® B ycTaHOBRNEHHOM nopsiake).

B3siTue Ma3KkoB CO CNM3NCTOMN OBGOSTIOYKN POTOTIIOTKMN
B3atve maTtepmana npoBecTM C MOMOLLbI CTEPUIIBHONO OAHOPAa30BOr0 30HAA-TaMnoHa (Hanpumep,
«3oHg T™Mn A5 yHuBepcaneHbiiy (OO0 «MeanumHckmne usgenusi», Poceusi; PY Ne P3H 2018/7058)) B
nNpobupKy C TPaHCMOPTHOM CPenoMn, CoAepXallen KOHCEepBaHT M npefHasHayeHHOW AN XpaHeHus 1
TPaHCMOPTUPOBaHUA AaHHOro BMAa Guonormyeckoro MaTepuvana (Hanpumep, « TpaHcnopTHas cpeda Ans
XpaHeHuss W1 TPaHCMOPTUPOBKM  pecnupatopHbix  MaskoB» (PBYH UHUW  3Snugemuonoruu
PocnoTtpebHagsopa, Poccusl) unu aHanornyHasi, 3apermctpmpoBaHHas B P® B ycTaHOBNEHHOM MOpPSAKeE).

B3sTne cocko60B aNUTENNA CO CIM3UCTON 000JTI0YKM LiepBUKaNIbHOro KaHana

B3saTne marepuana npoBeCcTU C MOMOLLbIO CTEPUIbHOM OAHOPa30BON LEpBUKaANbHOM LIMTOLLETKM
(Hanpumep, «3oHA TMN F3 kombuHMpoBaHHLINY (OO0 «MeaunumHckne usgenusy», Poccns; PY Ne P3H
2018/7058)) wvnn CTepunbHOro OLHOPA30BOro YHMBEpPCAmnbHOro 30oHAa (Hanpumep, «3oHg TN A1
yHuBepcanbHbiy (000 «MeguumHckne umsgenusi», Poccus; PY Ne P3H 2018/7058)) B npobupky c
TpaHCNOPTHOM  Cpedon, codepxalled KOHCepBaHT W npedHasHayeHHoOW And  XpaHeHus W
TpaHCMOPTUPOBaAHUS OaHHOro Buaa Guonormyeckoro matepuana (Hanpumep, «TpaHcnopTHas cpega ¢
mMykonmtukom (TCM)» (PBYH LIHUW Snngemunonorun PocnotpebHagsopa, Poccnst) nnn aHanornyHas,
3apermctpupoBaHHas B P® B ycTaHOBNEHHOM Nopsigke).

B3siTne cocko60B aNUTENNA CO CIIM3UCTON OOOJTOYKN YPETPbI

B3saTne martepmana npoBecT C MOMOLLbI CTEPUIbHOIO OOHOPA30BOr0 YHMBEPCANbHOrO 30HAA
(Hanpumep, «3oHA TMN A3 yHusepcanbHbii»y (OO0 «MeauumHckme usgenusax», Poccus; PY Ne P3H
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2018/7058)) B npobupKy C TpPaHCMOPTHOW CPeAoW, codepXalleln KOHCEepBaHT M NpegHasHa4yeHHoW Ons
XPaHEHWs U TPAHCMOPTUPOBaHWUSI AaHHOrO Buaa Guonornyeckoro matepuana (Hanpumep, «TpaHcnopTHas
cpega ¢ mykonmtmkom (TCM)» (PBYH UHUW 3nugemuonorun PocnotpebHagsopa, Poccus) wnum
aHanorv4Has, 3apermcTpmpoBaHHasi B P® B ycTaHOBRNEHHOM nopsaake).

B3sTue cekpeTa npeacraTtenibHOM Xenesbl

Cobpatb cekpeT npocTtathl B konmyectee ot 0,5 0o 1 mMn B cneumansHyt0 ogHOpasoBy0 EMKOCTb. [1pu
HEBO3MOXHOCTM MONYyYNTb CEKPET cpady rnocne maccaxa npoctaTtbl, cobpaTb NepByl0 NOPLMI0 MOYU, B
KOTOPOMN COOEPXUTCA CEKpeT npeacTtaTtenbHOn Xenesbl, B konudectee oT 15 go 25 mn m nposectu eé
npenobpaboTky cornacHo nopsaaky npenobpaboTkm mouu.

B3saTne u npegobpaboTka Moumn
OToGpaTb NepByo NOPLUUIO YTPEHHEN MOYN B KOnmnyecTse oT 15 Ao 25 mn B cneumansHyo 04HOPa30BYHO
EMKOCTb.

MpepobpaboTka:

Babontatb €MKOCTb C Mo4ou. [lepeHecTn 1 MM MOYWM, UCMONb3Ys HAKOHEYHUK C PUIBLTPOM, B
CTepwrbHy0 ogHopasoByto Npobupky. LieHTpudyrmposaTte 5 mmH npm 10000 x g. He 3axBaTbiBas ocagok,
MOMHOCTBI yAanuTb CynepHaTaHT, WUCMOMb3ys BaKyyMHbI OTcacbiBaTeNlb C KONOOW-MOBYLUKON U
OTAEeNbHbIV HaKOHEYHUK 6e3 chunbTpa Ang kaxagoro obpasua. Mpu Hannumm 60MbLLIOrO KoNMYecTBa conewn
pecycneHaMpoBaTb TOMbKO BEPXHWW CroW ocagka conev B 1 Mn  PU3MONOIMYECKOro pacTeopa
CTEPUIbHOrO, 3aTeM CHOBA KOHLIEHTPMPOBATb LEHTPUMYITMPOBAHMEM W YyAAnNUTb CynepHaTaHT, He
3axBaTbiBas 0Cagok.

K ocagky po6asutb 200 Mkn bM3MOMOrMYECKOro pacTtBopa CTepurnbHOro. TuwaTenbHO nepemellatb
COLEePXKMNMOE Ha BOPTEKCE.

Tabnuua 5

Tpe6GoBaHuUsA K yCNOBUAM TPaHCNOPTUPOBAHUA U XpaHeHUs!
uccrnegyemoro matepuana

YcnoBus TpaHCNOPTUPOBaHUSA Ycnosusi xpaHeHUsA

Wccnepnyemblie maTepuanbl, NOMELEHHbIE B TPAHCMOPTHYIO cpeay
CornacHo TpeboBaHusM, ykasdaHHbIM B UHCTPYKLUKN K NCMONb3yeMOn TpaHCnopTHoW cpefe. [Jonyckaetcs
OfHOKpaTHOEe 3amopaxuBaHue maTepuana.

CekpeT npeacTaTenbHOW Xere3bl

o [lpu komHaTHOM Temnepatype (oT 18 °C go 25 °C) He Gonee 6 y;
e [lpu temnepatype o1 2 °C go 8 °C He bGonee CyTOK;

o [lpu Temnepatype muHyc 20 °C He 6onee Hegenw;

e [lonyckaeTca 0gHOKpaTHOE 3aMOpaXxuBaHve matepuana.

Mpu Temnepatype o1 2 °C go 8 °C

Moua
[o n nocne npegobpaboTku:
e npu Temnepatype oT 2 °C go 8 °C He Bonee cyToK;
e npu Temnepatype muHyc 20 °C He 6onee Hepenwu;
¢ [lonyckaeTcsa ogHOKpaTHOE 3aMopaXkusaHue matepuana.

10 NPOBEAEHUE UCCINEOOBAHUA

Mpu Temnepatype o1 2 °C go 8 °C

10.1 ABTomatusmnpoBaHHasa akcTpakuua AHK un noarotoBka k nposegeHuto MNMLP ¢
Mcnonb3oBaHMEM aBTOMaTuyeckou ctaHuumm «Amplitech El». MNpoBeaenue MUP un
AeTekuum

BHUMAHMUE! lNepen Havanom pabotbl HEOHXOAMMO O3HAKOMUTLCA C PYKOBOLCTBOM MO
aKcnnyaTtauum asTomatudeckon ctaHumm «Amplitech E1».

Okctpakumio OHK 3 uccnegyemoro martepuarna M KOHTPOMEW, a TakkKe BHeceHue
obpasuos akcTparnposaHHon JHK B npobupku ¢ peakumoHHon Cmecbio HSV1,2/CMV (R)
NpoOBEeCTM C WCMNONb30OBaHMEM aBToMaTmyeckon crtaHuum «Amplitech E1» (00O
«AMNIMTEK») COrnacHo PyKOBOACTBY MO €€ aKcnnyaTtauuu 1 npoueaype, ykasaHHOW HUXe.
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Ana akctpakumm OHK Heobxoammo ucnonb3oBatb hopmy Bbinycka 1 Habopa peareHToB
«[OHK-100 (R)» (OO0 «AMNnuTeK»).

10.1.1 Mepemewatb cogepxunmoe npodbumpok c peareHTamm OK n MK U n ocagutb kannm
Ha BoOpTeKce.

10.1.2 lMNoaroToBUTbL KapTpuoX ¢ peareHTamu u3 Habopa «[JHK-100 (R)» u BHecTn B
Hero wuccrnegyemble 06pasubl®* M KOHTPOMM COrMAacHO MHCTPYKUMKU MO  €ero
NPUMEHEHNIO.

BHUMAHUE! Kaxpas rpynna akcTparmpyembix 06pasuoB AOSMKHA CONPOBOXAATbCA
noctaHoskon koHTpornen OK n MK U He MeHee 4yem B 04HOM NOBTOpE.

10.1.3 YctaHoBUTL Ha pabounmi CTON aBTOMATUYECKOW CTaHUMM KapTpuax C
BHECEHHbIMW nccnegyemMbiMn obpasuamn U KOHTPONSIMKU, a TakkKe pacxofHble
mMaTtepuansl, Bxogswme B coctaB Habopa «[OHK-100 (R)», cornacHo
PYKOBOZCTBY MO 3KCnsiyataumm CTaHUMW.

10.1.4 OtTpes3aTb OT nMnaHweTa HeobxoaMmoe KonmnyecTBO npobupok co Cmeckbio
HSV1,2/CMV (R) 1 CHATb C HUX 3aLUUTHYIO NNEHKY.

MpumevaHune —lNocne cHATUA 3aWMTHON NNEHKM NCMOMNb30BaThb peareHTbl B TedeHne 24 u.

10.1.5 YcTtaHOBUTb OTpe3aHHble Npobupkn co Cmecbo HSV1,2/CMV (R) Ha pabouui

CTON aBTOMAaTM4YEeCKOM CTaHUMM B aganTep ANna KOHTEMHepoB N4 antara.
BHUMAHUE! He gonyckaeTcs ocTaBnaTb peareHTbl Ha paboyem ctone crtaHuum bonee
4YyeM Ha 24 u.

10.1.6 3anycTuTb BbINOSIHEHME CreaylLmMX MPOTOKOSNIOB COrflaCHO PYKOBOACTBY MO
akcnnyartauum ctaHuum «Amplitech E1»:

a) npoTokona akcTpakumm [JHK ¢ ncnonb3oBaHnem WITpUX-koga Ansi NnpoTokona,

YyKa3aHHOro B KpaTKOM pyKOBOACTBE Mo npumMeHeHuto Habopa «[HK-100 (R)»;

MpumevyaHue — B npoTtokone ykaszatb 06bEM antoumm 100 mkn. B cnydae ogHOBpeMEHHOro

3anycka MpOTOKOMOB 3KCTpaKuun U noarotoBku k npoegeHuto MNUP o6bém antoumm He Tpebyet
pyYHOro BBOAA, TaK Kak yXe BKITHOYEH B NPOTOKON NOAroTOBKM K nposegeHuto MNLP.

6) npoTokona nNoaroToBkM Kk nposeneHuto MNLP ¢ ncnonb3oBaHnem wWTpux-koga

AN NPOTOKOMa, YKa3aHHOro B KPpaTKOM PYKOBOACTBE MO NMpUMEHeHUo Habopa

«Amplitech HSV1/HSV2/CMV (R)».

10.1.7 lMocne 3aBepLUEHNSA NPOTOKOMNOB BbIHYTb aganTep ¢ npobupkamu 1 3aknenTb nx
NNEHKON, BXOAdAWlen B cocTaB Habopa «Amplitech HSV1/HSV2/CMV (R)».
noaT, BHECEHHBIV B MPOBUPKN, COOAEPXKUT NOSTYHEHHYIO B NpoLEecce aKCTpakumnm
AHK.

BHUMAHMWE! lNMpobupkun, 3akneeHHble NAEHKON, HE NepeBopayvMBaTb U HE BCTPSIXMBATb,
4YTOOLI N36exaTtb pa3bpbI3rMBaHNS COAEPKUMOrO No CTEHKAM NPOOMPOK 1 NonagaHns ux Ha
3aLUMTHYIO NIIEHKY.

10.1.8 3anporpammupoBatb amnnudukatop Ana nposegexus [UP wn  petekumm
JoryopecuUeHTHOro CurHana CcorflacCHO WHCTPYKUUM MO ero MNpUMEHEHU0 Mo
nporpamme, ykasaHHou B Tabnuue 6.

4 ns obpasuoB Mo4M Heobxoammo npoeecTy NpeaobpaboTKy cornacHo pasgeny 9.
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Tabnuuya 6

Mporpamma MLUP n petekuum npm nogrotoBke K nposeaeHuto MNLUP c
Mcnonb3oBaHMEM aBTOMaTu4yeckom ctaHuum «Amplitech E1»

o [eTtekuusa no kaHanam ans KonuyectBO
LUukn TemnepaTtypa, °C Bpems dbnyopochopos T

1 50 15 MUH - 1
2 95 2 MWH - 1

95 10 -
3 ¢ 42

60 20c FAM, R6G®, ROX, Cy5
MpumeyvaHus

1) [Mpwn nporpammupoBaHumn amnnmdmkaTopa ykasaTb 06bEM peakunn: 25 mMkn.
2)  [llpv ogHOBpEMEHHOM NpoBeAEeHUN B OAHOM Npubope TeCTOB TONbKO AN BbisiBreHna JHK
A0MNYyCKaeTCs UCKITHUNTD N3 YKa3aHHOW nporpaMmbl Lk «50 °C — 15 MUH» Ansg SKOHOMUN BPEMEHM.
3) [JeTekumMa MOXeT HasHa4yaTbCsA MO APYrMuM KaHamam, MNOMMMO YKasaHHbIX, npu
OOHOBPEMEHHOM NPOBEAEHUN B OAHOM NpUOOPEe HECKOMNBbKUX TECTOB C UCMONb30BaHWEM YKa3aHHOW
nporpammei.
10.1.9 lMomecTnTb NPOBUPKN C peakuMOHHOMW CMECBLI0 U 31KaToOM B aMnnndukaTop u
3anycTuTb NnporpamMmy.
10.2 AkcTpakuma OHK n pyyHasa noarotoBka kK nposegeHuto MNLUP. lNpoBeaeHue
MUuP v getekunn
10.2.1 lMpoeectn akctpakumo OHK (c npymeHeHMem aBTOMaTU4ECKOW WU py4vyHOM
MEeTOAMKN) U3 MCCrefyemMoro maTtepuana u KOHTpPOnenW C UCNOoNb30BaHUEM
dopmbl Bbinycka 2 Habopa peareHToB «AHK-100 (R)» (OO0 «AMnnuTeky)
COrflaCHO NHCTPYKLMN NO ero NpuUMeHeHuIo.

MpumeyvyaHue — Inounto nposecTn B 06beme 100 mkr.

BHUMAHUE! Kaxpas rpynna SKkCcTparmpyembix 06pasuoB AOSMKHA COMNPOBOXAATbCA
noctaHoBkon kKoHTponen OK u K U He meHee uyem B ogHoM noBTope. [lepen
MCNONb30BaHMEM KOHTPOSEN nepemeLlaTtb UX U 0CaauTb Kanan Ha BOpTEKCe.
10.2.2 Otpes3atb OT nnaHweTa Heobxoammoe KonmnyectBo MNpobupok co Cmeckbro
HSV1,2/CMV (R) 1 CHATb C HUX 3aLUUTHYHO NNEHKY.

NMpumeyvaHue —locne CHATUA 3aWMTHON NMIEHKM NCNOSb30BaTh PeareHTbl B TeYeHne 24 .

10.2.3 [Ins ypob6ctBa BHeceHna obpasuyoB [OHK pekomeHayeTcs yCTaHOBUTH
oTpes3aHHble Npobupku B wtatme ansa MNLUP-nnaHweTos.
10.2.4 BHecTun B noarotoBrieHHble Npobupkn no 20 mkn obpasyos OHK, nonyyeHHbIX B
pes3ynbTaTe 3KCTpakuumn n3 nccnegyemoix obpasuos n koHTponen (OK u MK U).
BHUMAHMUE! Tlpn BHeceHun [OHK HeobGxoammo wu3beraTb nonagaHusi copbeHTa B
peakuMOHHY0 CMECh.
10.2.5 lMepemeluaTb COAEPKUMOE NMNETUPOBAHMNEM, HE JoNycKasa Ny3blpbKOB BO3ayXa.
10.2.6 lMocne BHeceHunsa obpasuoB [OHK 3akneuTb npobupkn MMNEHKOWN, BXOASLLEN B
cocTtaB Habopa «Amplitech HSV1/HSV2/CMV (R)».

5 CwurHan ot dnyopocdopa R6G peructpupyetcs Mo KaHamy [OeTekuMM curHana oOT aHarorMyHbIX
dnyopodcopos HEX n VIC.
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BHUMAHMUE! Mpobupkn, 3akneeHHble NNEHKOW, HE NMepeBopaynBaTb N HE BCTPSAXMBATD,
4YTOOLI N36exaTtb pa3bpbI3rMBaHNSA COAEPKUMOrO No CTEHKAM NPOOMPOK 1 NonagaHns ux Ha
3aLUUTHYIO NNEHKY.
10.2.7 3anporpammupoBaTtb amnnudukatop aAna nposegexus [UP wn  petekumm
GryopecUeHTHOro CuUrHamna CorflaCHO WHCTPYKUUM MO €ro NPUMEHEHMUO MO
nporpamme, ykasaHHow B Tabnuue 7.

Tabnuua 7
Mporpamma MNLUP v aeTekunuu npu py4yHou noarotoBke K nposeaeHuto MLP
° OdeTekunsa no KaHanam ans KonuuyecTtBO
LUukn TemnepaTtypa, °C Bpems dbnyopodopos T

1 50 15 MUH - 1
2 95 15 MUH - 1

95 10c -
3 42

60 20c FAM, R6G®, ROX, Cy5
MpumeyvyaHus

1)  [pwn nporpammupoBaHun amnnudumkaTopa ykasaTb 06BbEM peakummn: 25 M.

2) [pv ogHOBpEMEHHOM NPOBEAEHNN B OOHOM Npubope TECTOB TOMbKO ANis BbisBneHns OHK
A0MyCKaeTCst UCKMUNTL U3 yKasaHHOW nporpamMmmbl Lmkn «50 °C — 15 MuH» ana SKOHOMUM BPEMEHM.

3) [Hetekuma MoOXeT HasHayaTtbCa MO OPYrMM KaHanam, MNOMUMO YKa3aHHbIX, Mpu
0QHOBPEMEHHOM NpoBeAeHMN B OAHOM Npubope HeCKOMNbKMX TECTOB C UCNOMb30BaHNEM yKa3aHHON
nporpamMmmbl.

10.2.8 lNMomecTuTb NPOBUPKN C peakuMOHHOMW CMECBLI0 U 3KaToOM B aMnnndukaTop u

3anycTuTb nporpammy.

11 YYET M UHTEPNPETALUA PE3YNbTATOB

11.1 Y4yéT pe3ynbTaToB OCYLLECTBMSETCA C NOMOLLbI NporpaMmMHoOro obecneyeHus
Mcnonb3yemMoro amnnngukaTopa CorflacHO UHCTPYKUUKM MO ero NPUMEHEHMUIO.
PekomeHayeTcs BbICTaBNATb MOPOroBy NiMHUIO Ha ypoBHe 10 % oT pasropaHug
NONOXUTENbHOrO  KOHTponda. Kpueble  donyopecueHumu, nepecekarowme
MOPOroBYIO NNHUIO, AOIMKHBI UMETb CUrMOOBPa3Hyo opmy.

11.2 TlpoBepuTb Hanunume 3HadveHun Ct ana uccnegyemoro obpasuya no kaHanam
FAM, R6G, ROX (cooTBeTCTBME MMLUEHEW W KaHanoB AeTeKumnm CM. B
Tabnuue 2).

11.3 Mpu Hannumm 3HadeHnn Ct no kaHanam FAM/R6G/ROX paccuntatb
KOHuUeHTpaumto OHK BbisiBNeHHOro Bo3byauTenst B reHOMHbIX 9KBUBAsieHTax B
ogHom munnunutpe (MF3/mn) cornacHo gopmyne (1).

100000

COHK Bos6 = T (1)

6 CurHan ot dnyopocdopa R6G peructpupyetcs Mo KaHamy [OeTekuMM curHana oOT aHarorMyHbIX
dnyopodcopos HEX n VIC.
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roe CoHk sose — KOHUeHTpauna [HK BbisiBneHHoro Bo3dyautensa, '3/mn;
ACt — pasHocTb Mexay 3HaveHnem Ct ansa uccnegyemoro obpasua n 3HavyeHnem Ct
ansa MK U no kaHany FAM/R6G/ROX.
MpumeyvyaHue —KoapdmumeHT nepecyérta koHueHTpaumm JHK HSV1/HSV2/CMV 13 konui/mn
B (3/mn paBeH 1.

11.4 TllpoBecTu uHTEpnNpeTaumto pesynbTaTtoB AN nccnegyemMbix o6pasuoB cornacHo

Tabnuue 8.

Tabnuuya 8

MHTepnpeTauus pe3ynbTaToB ANA uccreayeMbix obpasuoB

PesynbTar

UHTepnpeTaumns

KayectBeHHoe onpeaeneHue [JHK BbisBNsemMbix Bo3dbyauTenen

Mo kanany Cy5 3HauyeHue Ct onpepeneHo He 6onblie
rpaHu4Horo’.
Mo kaHanam FAM, R6G, ROX 3HayeHus Ct OTCYTCTBYIOT.

OHK HSV1, HSV2, CMV B obpasue
He 8bIs8J1eHbl.

Mo kanany Cy5 3HauyeHue Ct onpegeneHo unm oTcyTCTBYET.
Mo kaHany FAM onpegeneHo 3Ha4veHue Ct.

B obpasue ebisserneHa JHK HSV2.

Mo kanany Cy5 3HauyeHue Ct onpegeneHo unm oTcyTCTBYET.
Mo kaHany R6G onpegeneHo 3HayeHne Ct.

B obpasue ebisserneHa JHK HSV1.

Mo kanany Cy5 3HauyeHne Ct onpegeneHo nnm oTcyTcTBYET.
Mo kaHany ROX onpegeneHo 3HaveHne Ct.

B obpasue enisisrieHa QHK CMV.

Mo oBym n Gonee kaHanam Ans cneumdUYecKUx MULLEHEN
(FAM, R6G, ROX) onpegerneHo 3HauyeHue Ct.

WHTepnpeTauma npoBoauTcs B
cooTBeTCTBUK C Nn. 2—4. Hanpumep:
B obpasue ebisseneHbi OHK HSV2,
OHK CMV.

Mo kaHany Cy5 3HayeHne Ct oTcyTCTBYEeT MNu onpeaeneHo
GornbLUe rpaHN4HOro.
Mo kaHanam FAM, R6G, ROX 3HayeHusa Ct OTCYTCTBYIOT.

HeBanungHbin pesynbtat

KonunuyectBeHHoe onpeaeneHne [ HK BbisiBnAembix BO36yauTenen

Mo kanany Cy5 3HauyeHne Ct onpegmeneHo He 6onblie
rPaHU4Horo.
Mo kaHanam FAM, R6G, ROX 3Ha4eHunsa Ct OTCyTCTBYIOT.

OHK HSV1, HSV2, CMV B obpasue
He 8bisi8J1eHbI.

PaccuntaHo 3HadeHue koHueHTpaumm [OHK Bo3bygutens,
yknagblBatoLeecs B AuanasoH namepeHus Habopa.

OHK Bos3byautena B obpa3sue
ebisgfieHa B  KOHLeEHTpauuM B
npegenax pguanasoHa W3MepeHusi
Habopa.

PaccunTtaHo 3HayeHue koHueHTpaumm OHK Bo3byauTtens, He
yKnagpiBatolLeecs B Auanas3oH namepeHus Habopa.

OHK Bos3byautena B obpa3sue
8bisig/IeHa B KOHUEHTpauun BHe
npegenoB AuanasoHa WU3MepeHust
Habopa.

Mo kaHany Cy5 3HayeHne Ct oTcyTCTBYET Mnu onpeneneHo
GonbLue rpaHU4HOro.
Mo kaHanam FAM, R6G, ROX 3HaveHusa Ct OTCyTCTBYIOT.

HeBanuaHbin pesynetat

PesynbTat uccnegoBaHUsi cyYMTalOT  [OCTOBEPHbIM, €Cnu  MNoSlydeHbl BalnvHble
pesynbTaTthl 4S5 KOHTPOSEN B COOTBETCTBMM C Tabnvuen 9.

Tabnuuya 9

Kputepuu oueHKU gnsa KOHTponen
KoHTponb Hopma
OK Mo kaHany Cy5 3HayeHve Ct onpeneneHo He Gonblue rpaHnyHoro’. Mo
kaHanam FAM, R6G, ROX 3Ha4yeHune Ct oTCyTCTBYET.
AK U Mo kaHanam FAM, R6G, ROX, Cy5 3HauyeHue Ct onpeneneHo He bornblue

rPaHUYHOrO.

Amplitech HSV1/HSV2/CMV (R)
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12 BO3MOXHbIE OLLUBKU

PekomeHgaunm no YCTPaAHEHNK BO3MOXXHbIX owmnboK, nojiydaemblX OnAa nccecnenyemblix

obpasuoB U KOHTpONel B MpolLecce WCCreaoBaHusi C MOMOLLb HaGopa, ykasaHbl B

Tabnuue 10.

Tabnuua 10

PekoMmeHaaLmMm No ycTpaHeHUI0 OWNGOK

Owmnodka

Bo3moxHasa npuynHa

PekomeHpauum no ycTpaHeHUo

BO3HUKHOBEHMA
Onsa MK 3HaveHne Ct no
kanany FAM w/unm R6G HekoppekTHoe MoBTOPUTL MCCnefoBaHWe NSt BCEX
nunm ROX wuunm Cy5 pp P A A
oTCyTCTRYET sy MPOBEAEHMe  3KCTpaKunm obpasyoB, HaunHaa Cc  3Tana

OHK w/vnn MNUP. akcTpakuumn OHK.

onpeaeneHo oonblue
rpaHn4HoOro®,

Ona OK no kanany Cy5
3HayeHne Ct oTcyTcTByeT
unu onpegeneHo 6onblie
rPaHU4YHOro.

HekoppekTHoe
npoBedeHne 3IKCTpaKumm
OHK w/vnn NUP.

MoBTOpPUTL MCcCregoBaHWe NS BCeX
obpasuoB, HaunHas Cc 3Tana
akcTpakuuun OHK.

KoHTamuMHauunsa peareHToB

npeﬂ,l'lpl/lHFITb Mepbl NO BbIABNEHUIO

Ona OK no kaHany FAM " nuKBnaauumn WUCTOYHMKA
nnm nccneayemblx
nvwnim R6G  wuunm ROX KOHTaMUHauuu " NoBTOPUTb
obpasuoB npoayKkramm
onpegeneHo 3Hadexue Ct. nccnegoBaHne Ansa Bcex 06pasuos,
amnnmdukauuu.
Ha4mHas ¢ atana akcTpakumm JHK.
HeBanugHbin pesynbtaT
MoBTOPUTL McCCneaoBaHWe LaHHOro
Aans nccnegyemoro obpasua
HekoppekTHoe nccnegyemoro obpasua, HaumMHasa c
(3HayeHue Ct no kaHany Cy5
npoBedeHne aKcTpakumm aTana akcTtpakuun OHK. B cnyvae
OTCYyTCTBYET nnm
OHK. BOCMpPOUN3BOAMMOro pesynbTaTa
onpeaenexHo bonble
Hanvune B  oOpasue pekoMeHAyeTcsi MOBTOPHOE B3ATUE U
rPaHitHoro, Mo~ kaHanam -6 ropos nupP nccnegoBaHue ouonornyeckoro
FAM, R6G, ROX 3HaueHus P A
mMaTepuana.
Ct oTcyTCcTBYHIOT).
MpoBepuTb NnpaBUNbHOCTb
ans nccnegyemoro o
” BbIOPaAHHOrO  YpOBHA  MOPOroBoOW
obpasua/koHTponen "
NMHM N NapaMeTpoB pacyéTa
onpepgeneHo 3HadveHue Ct, .
o 0asoBon nuHMW. Ecnn pesynbTar
npu 9TOM Ha rpaduke HeKoppeKkTHbIN BbIOOp
- nofnlydeH npu npaBuUITbHOM YPOBHE
dnyopecueHLmm YPOBHSI MOPOroBON NUHWMK - -
. noporosov NuHUN (6a3oBoOW NMHUNK),
OTCYyTCTBYET y4yacToK WnM napameTpoB pacyéTta
- TpebyeTcs  MOBTOPHO  MPOBECTU
XapaKTepHOro ©a30B0OM NMHUN.
aMmnnMpukaumio 1 getekunio  ans
3KCMOHEeHLNanbHoro HekoppekTHoe
N atoro obpasuya wnu, B criyvae
nogbemMa (rpacbvk  nposeaeHue MLP.
N HEKOPPEKTHOrO BuAa rpaduka ans
npencraensieT cobon
KOHTpoOns, amnnmdukaLmo n
NPMONN3NUTENBHO  NPAMYHIO
nNHMIO) AeTeKunio Ang BCexX uccrnegyemblx

00pasLoB 1 KOHTPOIEN.

13 KOHTPOIJ1b KAYECTBA

13.1 KoHTponu, ucnonb3yembie B npoLecce nccrnenoBaHus

Pe3y.l'leaTbI ncecnengoBaHnA KOHTpOJ'IeIZ OOJKHblI COOTBETCTBOBATb KPUTEPUAM OLIEHKW,

yKa3aHHbIM B pa3gene 11.

8 'paHNYHbIe 3Ha4YeHus Ct ykasaHbl B KpaTKOM PyKOBOACTBE Mo NpUMeHeHuo Habopa.

Amplitech HSV1/HSV2/CMV (R)
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13.1.1 OTpuuyaTtenbHbIN U NONOXNTENbHLIW KOHTPOMNU

Kaxkgas rpynna akctparmpyemblix 0b6pasLoB AormkHa BKtoYaTb KOHTPOSbHbIE 06pasLbl:

e OK ans BbIsSIBNIEHWS1 KOHTaMMHaLMK B NPOLIECCE NPOBEAEHUS UCCNeNoBaHus;

e MK U ans KOHTPOMS KOPPEKTHOrO MPOXOXAEHMSI UCCreaoBaHWs, a Takke Ans
konnyecTBeHHoro onpeaeneHus JHK BbisiBNsieMbIX C NOMOLLb0 Habopa MUKPOOPraHM3MOB
B GMonormyeckom matepuane Yyenoseka.

13.1.2 BHYyTpeHHUN KOHTPONb

Ana koHTponst kadectBa akcTpakumm [OHK © oOueHkM BRMAHUA WHIMOUTOPOB Ha
pe3ynbTaTtbl amnnMduKkauumn ncnonb3yeTcs ak3oreHHbln BK, koTopbii gobaBnsieTcs Ha
atane akcTpakuum OHK B Kaxgbin uccnegyembin obpasel, u KoHTponu. OTcyTcTBMe
pe3ynbTatoB amnnudwmkaumm ona  BK  u  ogHOBpeMeHHO Ans  BbISABNAEMbIX
MUKPOOPraHn3MoB CBUAETENbCTBYET O NpUCyTCTBMM MHrmbuTtopos MLP B obpasue wnnu
HEeKOppeKTHOM nposeaeHnn akctpakuumn OHK.

13.2 MoHUTOpPUHI nabopaTopumn Ha HanNn4yne KOHTaMMHauumn

[ns BbISBNEHNA BO3MOXHOW KOHTaMuHaL M1 nabopaTtopum npogykramm amnnundukaumm,
nccnegyemMbiMn 1 KOHTPOSbHbIMKM O0BpasuamMn pekoMeHayeTcs pa3 B Mecsl UccrneaoBaTb
CMbIBbl C paboumx nosBepxHocTen nabopatopHon mebenu, obopyaoBaHnsa N NOBEPXHOCTEN
noMeLLeHnn corfacHo npouenype, ykasaHHon B MY 1.3.2569-09. lpn obHapyxeHun
KOHTaMMHauMm HeobxoaMMO MNPOBECTU MeponpuAaTUS MNo €€ YCTPaHEeHUI0 COrflacHo
yKazaHusaM, onncaHHeivM B MY 1.3.2569-09.

13.3 BHYTpeHHUM KOHTPONb Ka4yecTBa nabopaTopHbIX uccrnenoBaHumn

PekomeHnayeTcs npoBOAUTb KOHTPOSlb KayecTBa BbINOSIHEHUA WUCCNeaoBaHunM C
MCNONb30BaHMEM MaHemnen KOHTPOISIbHbIX 06pa3uoB, NpeaHasHaYeHHbIX ONs NpoBeaeHUs
BHYTPEHHErO0 W BHELWHEro KOHTPONen kayecTBa nabopaTopHbIX uWCcnegoBaHUMM Mo
oBbHapyxeHuno 1 konudectseHHoMy onpegenexHnio OHK BbisBNSeMbIX MUKPOOPraHNM3MOB,
nmbo cpaBHUTENbHBIM UCCNEegOBAHNEM C UCMOSMb30BaHMEM 3aperMcTpupoBaHHbIX B PO
HabopOB peareHToB [Afs Ka4yeCTBEHHOro W KonmyecTtBeHHoro onpegenenna [OHK
BbISIBMISIEMbIX MUKPOOPraHM3MoB B Buosiorndyeckom matepmane metogom MNLP.

14 ®YHKLUMOHAIBbHbLIE XAPAKTEPUCTUKU HABOPA®

14.1 NMpepen oGHapyXeHUA

Mpenen obHapyxeHus Habopa ykasaH B Tabnuvue 11.

Tabnuuya 11
Mpepen o6HapyxeHus
MuweHb Mpepnen obHapyxeHus, NA/mn 95 %-bi1 AN, F3/Mn
AOHK HSV1 800 325 — 869

9 3asiBNeHHble aHanMTUYECKNe XxapakTepucTmkn Habopa, KpoMe aHanUTUYEeCKON cneLmMgrUYHOCTH, NPOBEPEHDI
C WCMONb30BaHMEM CTaHAapTHbIX 0OpasuUoB NpeanpuaTWs, COAepXallux BEeKTOpbl CO crneundryeckumMm
nocreposartensHoctamu [HK BbisBNSieMbIX MUKPOOPraHM3MOB.
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MuweHb lNMpepen obHapyxeHus, MNA/mn 95 %-bin AN, F3/Mn
AOHK HSV2 800 339-919
AHK CMV 500 275 -643

14.2 Onana3oH U3MepeHUs U npeaen uaMepeHus

[vanasoH namepeHus n npeaen namepeHust Habopa ykasaHbl B Tabnuue 12.

Tabnuuya 12

Ovana3oH n3MepeHusa u npenen namepeHus

MuweHb Owvana3oH namepenuns, NA/mn lNpegen namepeHuns, NA/mn
AOHK HSV1 4-10° - 5-108 4-10°
AOHK HSV2 4-10° - 5-108 4-10°
AHK CMV 4-10° - 5-108 4-10°
14.3 AHanuTn4yeckas cneumnpuyHoOCTb
AHanutnyeckas  cneumduyHOCTb Habopa oueHuBanacb nNpu  TECTUPOBAHWUM

MUKPOOPraHn3amoB, ykasaHHbix B Tabnuue 13, reHomHon [HK 4yenoseka, a Ttakke OHK
BbIABNSIEMbIX MUKpoopraHmamoBs. [JHK MukpoopraHnamoB nccrnegoBanach B KOHLEHTpaUmn
He meHee 1-108 konwuii/mn, reHomHasa HK yenoBeka - B koHUeHTpauun 1 Mkr/mn. Mo utoram

TECTUPOBAHUA JTIOXKHOMOJIOKNTESIbHbBIX PE3YJIbTaTOB BbIABJIEHO HE Obino.

Tabnuua 13

MI/IKpOOpFaHVI3MbI, ucnonb3yemMmblie AnA OLueHKU aHanUTU4ecKomn CneLIVI(bVI‘-IHOCTVI

HaumeHoBaHue

HaumeHoBaHue

HaumeHoBaHune

Candida albicans

Mycoplasma genitalium

Treponema pallidum

Chlamydia trachomatis

Neisseria flava

Trichomonas vaginalis

Gardnerella vaginalis

Neisseria gonorrhoeae

Ureaplasma parvum

Enterococcus faecium

Staphylococcus aureus

Ureaplasma urealyticum

Escherichia coli

Staphylococcus epidermidis

HPV

Lactobacillus spp.

Staphylococcus saprophyticus

Mycoplasma hominis

Toxoplasma gondii

14.3.1 NoTteHumnanbHO UHTEphepUupyoLne BelecTBa

MoTeHuunanbHO MHTEpdepupytowme BewectBa (MHrIMouTopsbl MNLP) n nx makcumansHbie
KOHLleHTpaumm B obpasLie, 4ns KOTOPbIX OLLEeHMBANoCh X MHIMBupytowee BrnvsaHue Ha MNUP,

nepeyuncrieHol B Tabnuue 14.

Tabnuua 14

MoTeHuManbHO MHTepcepupyoLne BellecTBa

o o Tun KoHueHTpaumna O6GocHoBaHue
Uccnegyembin AKTUBHbIN .
UHTepdepeHT MHTepde- BellecTBa B uMccrefoBaHHOU
MaTtepuan KOMMOHEHT
peHTa ob6pasue KOHLIEHTpaLum
Masku co cnmsu-
Vo
’ KpoBb obpasLe B
cockobbl anuTenus OHporeHHasd CIOBUSX
CO CNU3NCTBIX cybcTaHums y
06OMOYEK OumHHLIA «Haumxyguwero
LiepBMKaNbHOTO MyumH 6enoK 150 mkr/mn crysan»
KaHana, ypeTpsl
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- . Tun KoHueHTpaumna O6ocHoBaHue
Uccnepyembin AKTUBHbIN .
UnTtephepeHT MHTepde- BellecTBa B uMccregoBaHHOU
MaTtepuan KOMMOHEHT
peHTa obGpasue KOHLIEHTpaLum
OHporeHHas
AnbByMuH Benok A 500 mr/n
Moua (ocagok cybcTaHums
nepeon nopuum AHTUOMOTMK-
P pumn) AsnTpoMuumMH  A3UTpOMULIMH 1 mr/mn
asanug
OHporeHHas
Cekpert § dpykTo3a - 6'& 10 mr/mn
npeacrarTensHon CyocTaHumnA
xenesbl N6ynpodeH M6ynpodeH HMBC 300 mkr/mn
BeHaungumeTn  AHTuUcenTu-
Maskn co cnusucTomn [3-(MupucTonna- yeckoe
obonoukn MupamucTuH®  MuHO) mponu) CpeAcTBO 0,001 %
POTOrNOTKM aMMOHWUI XNOpUA 4718 MECTHOrO
MoHormgpart NPUMEHEHUS
y OHporeHHas
Masku co CnuancTon  dekarnim _ g- 5 0%
060M04KM NPAMON cyocTaHumA
KULLIKU Ny6pukant MmuuepuH Jly6pukaHT 15%
Masku ¢ JlnpokavHa
JInpokauH a AHecTeTuK 0,2%
KOHBHOHKTMBBI rmapoxnopug
Masku ¢ ny3sbIpbKo-
BbIX BbICbINaHWUIA U
[MpoTneoBM-
3P03UBHO-5I3BEHHbIX N
4 Aumknosup Aumknosmp pyCHbIN 0,1 mkr
NMopaKeHWn KOXun un
npenapaTt
CIM3UCTbIX
obonoyek

B pesynbTtaTte nchnblTaHUK noarsepXxneHo, 4To BIIAHNE UCCieJOBaHHbIX NOTeHUUarnbHO

NHTEepepUpyrOLLNX BELLECTB

ha MUP,

«Amplitech HSV1/HSV2/CMV (R)», oTcyTCcTBYET.

14.4 Tpeun3mMoHHOCTb U3MEepPEeHUA

KoadphpmumeHT

Bapuauumu

nostopssiemoctn  CVn

NPOBOAUMYIO C WCMONb30BaHWeM Habopa

3HAYEHUN  KOHLIEHTpauuu,

xapaKTepmsyrou_l,Mﬁ BHyTpmcele|7|Hyro NOBTOPAEMOCTb I/13MepeHI/II71 C uncnonb3oBaHNEM

Habopa, He npeBbiwaeT 5 %.

KoahdomumneHT Bapmaumm

BOCMNpPOn3BOAMMOCTH

CVs

3HAYEHNUN  KOHLIEHTpauuu,

xapaKTepmsyrou_l,MVl Me>Kcep|/||7|Hy+0 BOCMNpoOn3BoOAMMOCTb I/13MepeHI/|l7I C uUcCnosnb3oBaHNEM

Habopa, He npesbiwaeT 10 %.

14.5 MNMpaBuUnNbHOCTb U3MepPEeHUs

CuctemaTtmyeckass MNOrpelHoCTb, XapakTepuayllwasa MnpaBUibHOCTb U3MEpPEeHUs C
ncnonb3oBaHMeM Habopa, He npeBbiwaeT 15 %.

14.6 [lInarHOCTUYECKMEe XapaKTepPUCTUKN

3HayeHus
cneundnyHoOCTH
Tabnuue 15.

Amplitech HSV1/HSV2/CMV (R)

ANarHoCcTn4ecKomn
(AC) Habopa c posepuTenbHOM BepoATHOCTbO 95 % ykasaHbl B

YYBCTBUTEJIbHOCTU

WHcTpykuma B.09.02.24
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AunarHocTuyeckue xapakTepucTukm

Tabnuua 15

5 KonuuyecTtBO
AL MuweHs o6pasuos 04, % 0C, %
marepuan MOJIOXMUT. oTpuuart.
OHK HSV1 100 203 97,0 — 100 98,5 - 100
Masku co crianctoit OHK HSV?2 102 201 97,1 — 100 98,5 — 100
obonoykn Bnaranuwia
JHK CMV 101 202 97,1 -100 98,5 — 100
OHK HSV1 99 199 97,0 — 100 98,5 - 100
Masiu co crmncToi [HK HSV2 08 200 97,0 — 100 98,5 — 100
0060mnoYKM POTOITIOTKN
OHK CMV 101 197 97,1 - 100 98,5 — 100
Masku co crnmancToi OHK HSV1 88 91 96,7 — 100 96,8 — 100
0b0onoYKkM nNpssmMon
KULLIKN O JHK HSV2 91 88 96,8 — 100 96,7 — 100
OHK HSV1 103 205 97,1 - 100 98,5 — 100
Ma3ku ¢ KOHBHOHKTUBBI OHK HSV2 101 207 97,1 -100 98,6 — 100
AHK CMV 104 204 97,2 -100 98,5 — 100
Ma3ku ¢ ny3bipbKoBbIX OHK HSV1 65 89 95,5 -100 96,7 — 100
BbICbINaHNN U
9PO3NBHO-A3BEHHbIX
CNU3UCTbIX 060no4eko
OHK HSV1 101 200 97,1 -100 98,5 - 100
Cockobbl anuTenus co
CNu3uncTom 0b6onoYKN OHK HSV2 100 201 97,0 - 100 98,5 -100
HepBukarneHoro kaHana - npy cmv 100 201 97,0 — 100 98,5 — 100
OHK HSV1 100 204 97,0 — 100 98,5 — 100
Cockobbl anuTenus co
CNU3ncTom 060noYKK OHK HSV2 103 201 97,1 -100 98,5 -100
ypeTpel [IHK CMV 101 203 97,1 — 100 98,5 — 100
OHK HSV1 101 201 97,1 - 100 98,5 — 100
Moua (ocapok nepsoit — e piqyo 100 201 97,0 — 100 98,5 — 100
nopumn)
JHK CMV 101 201 97,1 -100 98,5 - 100
AHK HSV1 76 151 96,1 — 100 98,0 — 100
Cekpet
npegcraTensHomn OHK HSV2 72 148 95,9 - 100 98,0 — 100
Kenesel [HK CMV 79 148 96,3 — 100 98,0 — 100
14.7 Koppensauus
Koppenauus akcnepMMeHTanbHbIX 3HAYEHUN KOHUEHTpaUMWA, MOMYyYEHHbIX Mpu

nccnegosaHnun obpasuoB 6Guonornyeckoro matepuana € MUcCnonb3oBaHMeEM Habopa
peareHToB «Amplitech HSV1/HSV2/CMV (R)» wn pedepeHTHOro Habopa peareHTos,

npencrasneHa Ha pucyHke 1.

10 OueHka AMarHOCTUYECKUX XapakTepuctuk npu BbisiBneHun OHK CMV B gaHHOM Buae Guonornyeckoro
MaTepuana He NMpoOBOAMMAch B CBA3U € TeM, 4to and CMV He xapakTepHa nokanusauusi B MecTe B3siTUsS

AaHHoro 6uomarepuana.

Amplitech HSV1/HSV2/CMV (R)
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Herpes simplex virus |1 Herpes simplex virus |

PedepenTHbii meTog, Ig I3/mn
PedepeHTHbIN MeToA, Ig [3/mA

Amplitech HSV1/HSV2/CMV (R), Ig I3/mn Amplitech HSV1/HSV2/CMV (R), Ig I3/mn

Cytomegalovirus

y =0,9841x + 0,0899

PedepeHTHbIi MmeTog, g [3/mn

Amplitech HSV1/HSV2/CMV (R), g I3/mn

PucyHok 1

15 ycnoena XPAHEHWUA, TPAHCMNOPTUPOBAHUA WU IKCNNYATALUU
HABOPA

15.1 CpoK rogHOCTH

Cpok rogHoCTn Habopa cocTaBnsaeT 12 mecsueB OT AaTbl U3rOTOBMNEHWS.

Mocne BckpbiTna peareHTol MK U, OK ncnonb3oBatb 40 UCTEYEHUS CPOKa rOAHOCTM
Habopa. [locne cHATMA 3awmuTHoOM nnéHkn Cmecb HSV1,2/CMV (R) mucnonb3oBaTb B
TeyeHne 24 v.

He ponyckaeTcsa cmelmnBaTb KOMMOHEHTbI HAOOPOB pa3HbIX CEPUIA N UCMONb30BaTbL HAboP
Mo UCTEYEHUM CpoKa rogHOCTH.

15.2 XpaHeHue

Habop B ynakoBke npeanpusTUsS-M3roToBUTENSA XpaHUTbL Npu Temnepatype oT 2 °C oo
8 °C 1 oTHOCUTENBHOW BNAXXHOCTN BOo3ayxa OT 25 00 75 % B 3aUWEHHOM OT COSTHEYHOTO
ceeta Mecte. [lnaHwet co Cmecbo HSV1,2/CMV (R) 6epedb oT Bnarun. [locne
TpaHCNOPTMPOBAHNS JONYCKaeTcsl XpaHnTb Habop He Bonee 5 cyTok Npu TemnepaType OT
8 °C po 25 °C.

PeareHTbl Nocne BCKPbITUA XPaHUTb B TEX XXE YCIMOBUAX, YTO U peareHTbl 40 BCKPbITUS.

He gonyckaeTcsa octaBnATb peareHTbl Ha pabodem cTone ctaHuum bonee 4em Ha 24 u.

15.3 TpaHcnopTupoBaHue
Habop TpaHcnopTupoBaTb npu Temnepatype ot 2 °C go 8 °C BcemMun BUOamMu KpbITbIX
TPaHCMOPTHbLIX CPeACTB B  TEPMOKOHTEMHepax C  XxflagoafneMeHTamuM  unuv - B

aBTopedpwkepaTopax. [lonyckaeTca TpaHcnopTMpoBaTtb Habop npu Temnepatype ot 8 °C
o 25 °C He 6onee 10 cyToK.
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15.4 Jkcnnyatauusa

PeareHTbl, BXxoAdLWmMe B coctaB Habopa, roToBbl K MICMNOSb30BaHUIO.

Mpobupkn nnaHweTa ¢ peareHTaMu npegHa3HaveHbl 41151 O4HOKPATHOrO MCMOMb30BaHMS.

NccneposaHne obpasuoB € ucnonb3oBaHMeEM Habopa [OfMKHO MNpPOBOAUTBLCS MNpuU
TemnepaTtype oT 18 °C go 25 °C 1 OTHOCUTENbHOM BRaXHOCTU Bo3ayxa oT 25 % o 75 %.

16 NMEPEYEHb COKPALLEHMA

B HacToswwen MHCTPYKUMKN NMPpUMEHEHDbI crnefyrolwne CoOKpalleHNA:

Ct — cycle threshold (noporoBbin LK)
B. — Bepcus

BK — BHYTPEHHUN KOHTPOSb

an — [JOoBepUTENbHbIN MHTEpBarn

OHK — [e30KCMpNBOHYKNENHOBas KUCnoTa
NHKasa — fe3oKkcnpunboHykneasa

OK — oTpuuaTenbHbIN KOHTPOSb

MK — NOSNOXMUTESbHbIM KOHTPOSb

rnupP — nonnmepasHas uenHas peakumsi
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18 NEPEYEHb NMPUMEHAEMbIX HALUUOHAJIbHbIX CTAHOAPTOB

FOCT P 51088-2013 MeguumHckmue mnsgenua ons AunarHoCTUKM MH BUTPO. PeareHTsl,
Habopbl peareHToB, TECT-CUCTEMbI, KOHTPOSbHble MaTepuanbl, nuUTaTesnbHble cpeabl.
TpeboBaHus Kk U3genuam 1 NnoaaepKnBatoLLEN JOKYMEHTaALMN

FOCT P 51352-2013 MeguumHckne usgenusa ans guarHoCcTuku MH BUTPo. MeTtoapl
ncnblTaHUn

OCT P NCO 18113-1-2015 MeguuunHckue wusgenusi Ang OWArHOCTUKK in  Vitro.
NHdbopmaums, npegocrtaBnsiemas uarotosutenem (MapkumpoBka). Yacte 1. TepmuHbl,
onpeaenexus n obwme TpeboBaHms

OCT P NCO 18113-2-2015 MeguuuHckue wusgenust Ana OWMArHOCTUKM in  Vitro.
NHbopmaums, npegoctaBnsemas n3rotoButenieMm (Mapkuposka). Hactb 2. PeareHTbl ons
ANAarHOCTUKM in Vitro Ans npogeccmoHanbLHOro NpUMeHeHns

FOCT P NCO 23640-2015 UN3penuna meguunHckue Ans gmarHocTuku in vitro. OueHka
CcTabMNbHOCTN peareHToB ANt ANarHOCTUKM in Vitro

FOCT P NCO 15223-1-2023 N3genua meguumHckne. CuMBOIbI, NPUMEHSIEMbIE ON1s1
nepegayn uHdopmaumm, npegocrtasnsemon usrotosutenem. Yactb 1. OCHOBHble
TpeboBaHus
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19 TFAPAHTUU NPOU3BOAUTENA

MpoussoguTenb rapaHTMpyeT COOTBETCTBUE XapakKTepucTuk Habopa TpeboBaHusM,
YKa3aHHbIM B TEXHMYECKOW U SKCMfyaTauWMOHHOW AOKYMEeHTauuwn, B TeYeHMe yKa3aHHOro
Cpoka rOAHOCTM npu CoGMIAEHMM YCNOBUA €ro TPaHCMOPTUPOBAHWUA, XPaHEeHUs W
NPUMEHEHNS.

Peknamaumm Ha kayecTtBO Habopa HanpaBnate B agpec npowussogutens: OO0
«Amnnuntek», 109235, Mocksa, yn. 1-a KypbsHoBckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

CoobLeHnss 0 HebnaronpuaTHbIX COBLITUSX (MHUMOEHTaX), BO3HUKLWKNX Npu paboTe C
HabopoM U He yKa3aHHbIX B JaHHOW UHCTPYKUWW, criedyeT HanpaBnaTb NPOU3BoaUTENO MO
yKa3aHHOMY Bbllle agpecy W B YMNOMHOMOYEHHbIN pPEerynsaTopHbIA  OpraH CornacHo
AENCTBYIOLEMY 3aKOHOL4ATENbLCTRY.

20 TEXHUYECKAA NOOAOEPXKA

KoHcynbTaumto no Bonpocam no paboTte ¢ HAGOPOM U €ro Ka4eCcTBY MOXHO NOSTYYUTb MO
KOHTaKTaM, ykaszaHHbIM Ha oduLmanbHOM cante nponssogutend: www.amplitech.ru.

21 CUMBOIJIbl, UICNOJIb3YEMbIE B JOKYMEHTALUWU NPOU3BOAUTENA

Jata narotoBneHus Mcnonb3oBaTb A0

MeauumHckoe nsgenuve ansa

[MArHOCTYUKY in Vitro TemnepaTtypHbIn gMana3oH

MN3rotoBuTenb Koa cepumn

O6paTtnTech K MHCTPYKLUUM NO ,.374 He gonyckaTb BO30encTBUA
NPUMEHEHUIO 1\\ COITHEYHOro cBeTa

fe
CoaepXumoro OCTaTOMHO AN - He gonyckaTb BO3gencTBus
npoBeAeHust <n> TecToB Bnaru

FdR EEE

Homep no kaTtanory [wanasoH BnaxHocTn

O6LecTBO C OrpaHMYEHHOW OTBETCTBEHHOCTBIO «AMMIIUTEKY

(OO0 «AmnnnTeEK»),
Poccusa, 109235, MockBa,
yn. 1-a KypbsiHoBckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42

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