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BBEOEHUE

1. HacToswasa UHCTpyKumna no npumeHeHuto Bepcumn 14.02.24 pacnpocTpaHseTca Ha
MeauumHckoe usgenve «Habop peareHTOB AN KayYeCTBEHHOr0 U KONMUYECTBEHHOrO
onpepgenenns n aundpdepeHunaummn OHK Bupycos nanunnombel 6 M 11 Tunos B
BGuonornyeckom matepuane yenoseka metogom MNLP ¢ getekumen B pexmme «peanbHOro
BpemeHn» (Amplitech HPV 6/11 (R)) no TY 21.20.23-036-19926214-2023» (panee —
Habop).

KpaTkoe HanmeHoBaHue Habopa: Amplitech HPV 6/11 (R).

Habop cnenyet NnpuMeHsTb B COOTBETCTBMM C OENCTBYHOLLEN BEPCUEN UHCTPYKLUKM NO
npumeHeHnto. [Ona ypobctea paboTtbl B nabopatopum [onyckaeTcss WCNonb3oBaTb
AEVCTBYIOLLYHO BEPCUIO KPAaTKOro pykoBOACTBa MO NpMMeEHeHM0 Habopa.

2. Bupycel nanunnomel yernoseka (BINY) npeacraesnstot cobon rpynny n3 6onee yem 100
6rnmn3kopoacTBEeHHbIX 6e3obonodeyHbix  AByxuenodedHblx [OHK-BMpycoB cemencTBa
Papillomaviridae. BIMY nHduumpytoT anutennanbHble KNEeTKU KOXN U CN3NCTLIX 06004YeK.
He meHee 35 Tunos BIMY nopaxatoT cnnsnctyto 0605104Ky NOSTOBLIX OPraHoB YerioBeka, YTo
MOXeT Bbl3blBaTb JOOpOKaYeCTBEHHYIO Nponudepaumio TkaHern U/unm HeonnacTUYeCKyto
TpaHcopmaumio aNUTeNna ¢ NocneayLwmMm passmtmemM paka. o cnocobHOCTH Bbi3biBaTb
3r10Ka4YeCTBEHHOE MepepoXxgeHne annTenusa, MOXHO BblaenuTe ase rpynnsl BMNY — «BMY
HW3KOro KaHueporeHHoro pucka» n «BlMNY BbICOKOro kaHLEepOreHHOro pucka.

K BI'NY HM3KOro kaHUeporeHHoro pucka otHocaTes 6, 11, 36, 42, 43, 44, 46, 47 v 50 Tunebl.
BIMNY HM3KOro OHKOrEHHOro pucka accoumMmpoBaHbl ¢ 4OOpPOKaYeCTBEHHOW Nponudepaumm
KOXW M CNU3UCTbIX B BUAE reHuTanbHbIX U BeHepudecknx 60poaaBoK, OCTPOKOHEYHbIX U
9K30pMTHbIX KoHAUNOM. BbigeneHne 6 n 11 reHotunos BlNY saBnsieTcsa goctatodHbiM ANis
ANArHOCTUKK, TaK Kak ¢ HUMK conpsxeHo bonee 90% KnnHn4ecknx opmM HU3KOOHKOrEHHOM
nanunioMaBupPyCHOW UHMEKLMN.
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1 HA3SHAYEHME

Habop npegHasHayeH ONA KAYeCTBEHHOrO W KOMIMYECTBEHHOrO oOnpefeneHvus u
andpdeperumaummn OHK Bnpycos nanunnombl yenoseka (BIMY) HM3koro kaHueporeHHoro
pucka 6 n 11 TMNoOB B GMOMOrM4ecKoM maTepuane 4YenoBeka, NOSTlYYEHHOM B pamKax
npodunaktmnyeckoro BlNY-ckpuHMHra, gMcnaHcepHOro MoOHUTOpuHra nauueHtoB ¢ Bl14Y-
nHdekunen, guarHoctmkn BlY-mHdekumm npu  BocnanuTenbHbIX  3aboneBaHUSAX
MOYENONOBOM CUCTEMbl Yy XeHWuH. OnpegeneHve u reHotunuposanve [OHK BINY c
nomowibio Habopa nposogutca metogom [UP ¢ rmbpuamnsaumoHHO-dryopecLeHTHON
AEeTEKUMEN B PEXUME «pearibHOro BpEMEHMU.

Matepuanom pgna nposegeHus [MUP-nccnegosaHmsa cnyxat ob6pasubl  [OHK,
9KCTparMpoBaHHOM 13 crieayoLwmx BnaoB bnonormyeckoro matepuana:

e COCKOObI annTenusi Co CNmn3ncTom obonoYKkun LLepBrMKanbHOro kaHana (akrouepsukca u
aHOoUepBMKCA) M Maskm COo cnmauctonm o60SiouKM  Bnaranuuia, MOMELEHHbIe B
TPaHCNOPTHYIO Cpeay, He NpeAHa3HaYeHHY0 ANS XXUAKOCTHOW LINTONOMMU,

e COCKOObI annTenusi Co CNmn3ncTom obonoYKkun LepBrMKanbHOro kKaHana (aktouepsukca u
3HOoLepBMKca), MOMELLEHHbIE B cpeay ANS XXUAKOCTHOM LIUTONOInM.

Habop npegHasHayeH Ona nabopaTopHOW AuarHoCTukM in vitro BlMY-uHdekunn,
BbI3biBaemMon 6 u 11 tunamu BIMY (BbisSiBNeHWe, KONMYecTBEHHOE onpegeneHne u
andpdepeHumaumna BMNY 6 wn 11 Tunos). [lNpumeHeHne Habopa He 3aBUCUT OT
NoNynsiUMOHHBIX U AeMOorpadmyeCcKnX acneKkTos.

2 OBJIACTb NPUMEHEHUA

Habop npegHasHayeH aAns NpUMEHEHUSA B KIMHU4YECKON nabopaTopHOM AMArHOCTUKE
A1151 BbISIBNEHUS, KONIMYECTBEHHOIO onpeaenenus n gudpdepeHunauunm BIMNY 6 n 11 tmnos.
OTpuuaTenbHble pesynbTaTbl WCCREAOBaHUA C MOMOLWbLID Habopa He Wuckiw4aroT
BO3MOXHOCTb UHGmUmnposaHna OHK BlMNY 6, 11 TMnoB n He OOMKHbI MCNOMb30BaTLCH B
KadecTBe €OMHCTBEHHOM OCHOBblI ANfsl MNPUHATUS pPEeLleHuMst O fNeYeHMn nauueHTa.
OTpuuaTenbHble pe3ynbTaTtbhl UCCNeLOBaHUS AOSMPKHbl COMETaTbCA C  KITMHUYECKMMU
HabngeHnaMn, nctopmen 6onesHn N aNMAEMMONOrn4eckon MHopMaumnen.

Habop MOXeT NPUMEHSATLCS B KITMHUKO-AMArHOCTUYECKMX nabopaTopusix.

3 NMPOTUBOMNOKA3AHUA K MPUMEHEHUIO

MpoTrBOMNokasaHMsa K NpMMeHeHnto Habopa OTCYTCTBYIOT.
4 PUCKHN NPUMEHEHUA, MOBOYHBIE 3®®PEKTbI

Mpn NpumMeHeHUn HaGopa MO Has3HA4YeHWIo, B COOTBETCTBMM C [AaHHOW WHCTPYKLUMEN
PUCKUN 1 NOBOYHBbIE 3PdEKTHI OTCYTCTBYHOT.

5 COCTAB

CocrtaB Habopa! ykaszaH B Tabnuue 1.

Tabnuuya 1
CocrtaB Habopa
HoMuHanbHbIN .
KomnoHeHT . Kon-Bo BHewHun Bug,

00BLEM, MN
MnaHweT co Cmecbio HPV 6/11 (R) 96-1yHOUHbIA AenNMMbINA nnaHwer,
(PeakumoHHas MLUP-cmech co cneumdmnyeckumm 3aKMNEeHHbIN 3aLUTHON NNEHKOMW,
npaiimepamu, bryopecLeHTHO-MEeUYeHbIMM - 1w, C peareHToM B Buae rens (ot
30HAamu, TepmoctabunesHon HK-nonmmepasoi, CBETI10-p0O30BOro 40 KpacHoro
AHT®, consmm) LBeTa) Ha AHe NpobuUpPoK

1 HaGop ynakoBaH B KOpObKYy 13 KapToHa.
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HoMuHanbHbIN

KomMmnoHeHT .. Kon-Bo BHewHun Bug,
006BLEM, MN
[MnéHkn onsa nnadHweTta - 2 Wr. Knenkne nnéHkn
OK [Mpo3payHas becLBeTHas
, 0,8 1 npobupka po3p H
(BydepHbin pacTBop) XWOKOCTb
MK HPV
(PacTBop, conepxalLyil reHHO-UHXeHepHbIe 0.8 1 npo6upka MNpospayHas GecuseTHas
KOHCTPYKUMun ¢ pparmeHTamm JHK BbisBNseMbIx ’ XNOKOCTb
Tunos BMN4Y)

B 6ymaxxHOM BMaE M 3NEKTPOHHOM
VHCTpyKUMA MO NPUMEHEHUIO - 1 wr. BMAE No agpecy:
http://www.amplitech.ru/resources/

KpaTtkoe pykoBoACTBO - 1 wr. B GymaxkHom Buge

B anekTpoHHOM BMAe? no agpecy:
http://www.amplitech.ru/quality/

Macnopt - 1 wr.

Habop paccunTaH Ha npoBeAeHne uccnenoBaHns 96 obpasLoB, BKIOYas KOHTPON.

6 MPUHUUN METOOA

WccnepoBaHme ¢ nomouwbio Habopa nposogutcs metogom [MNLP ¢ rmbpuansaumoHHo-
donyopecueHTHON AeTekumen npoaykToB amMninnudukauum B pPeXuMMme «pearnibHOro
BpemeHn». [etekums npoayktoB [NLP n pasgenbHoe BbisiBneHne muweHen (OHK BIMY
onpefenéHHoro Tuna W SHAOreHHoro BHyTpeHHero KoHTpons (BK)) obecneyunBaetcs
npuMeHeHneM B  peakumoHHon cmecn gnsa  [IUP  dnyopecueHTHO-MeYeHbIX
ONMUrOHYKNEeOoTUAOB, CUrHarmnbl OT KOTOPbIX PErMCTPUPYIOTCA MO TPEM pasfiMyHbIM KaHanam
dnyopecueHTHOM aetekunn (cm. Tabnuuy 2).

Tabnuuya 2
KaHanbl geTekumm muieHen
D) LT G e MuweHb O6nacTtb amnnudukaumm
ot chnyopocopa
R6G? OHK BIMY 6 tna E6 gene
ROX OHK BMNY 11 Tuna E6 gene
Cy5 OHK aHgoreHHoro BK human -globin gene

JInHenHas  3aBMCUMOCTb MeXOy WUCXogHOM  KOHueHTpauven [OHK-muwenHn B
nccnegyemom obpasue M UMKIOM  Hayana  9KCMOHEHUManbHOro  yBenuyeHus
doriyopecueHTHOro curHana (noporosoro umkna, Ct) nossonset onpenensaTb KOHUEHTpaumo
AOHK BlMNY B obpasue oTHOCUTENBLHO MNonoXutTenbHoro KoHTpons K HPV (obpasua c
N3BECTHOM KOHUeHTpaumen OHK-muweHen), KoTopbin NpoxoanT atan akcTpakuum OHK n
MUP ogHoBpemeHHO ¢ uccnegyembiMu obpasuamu. OnpegeneHne kKoHueHTpauun OHK
BlNY nponssoantcst B COOTBETCTBMU C 3aaHHbIMU 3HAYEHUAMKN KOHUeHTpauun MK HPV n
nosly4eHHbIMn 3HadeHnamm Ct ana MK HPV n nccnegyembix o6pasuos.

6.1 MMpocnexnBaeMocTb 3Ha4Y€HUN NonoxuTenbHoro KoHTponsa MK HPV

KoHueHTpauma knoHupoBaHHbix dparmentoB [OHK BIMY 6 n 11 tunoe B MK HPV

2 B cny4ae oTcyTCTBUS AOCTyna K VIHTepHeTy obpaTutech B crnyxby TeXHMYECKON NoaaepKKu no TenedoHy
(495) 374-13-46 ons 3anpoca o NpeaocTaBneHMn GymMmaxkHOM Bepcumn nacrnopra.

8 CwurHan oT dnyopogopa R6G peructpupyetcsa Mo kaHany AeTekuMu curHana oOT  aHamnorMyHbIX
dnyopodchopos HEX n VIC.
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coctaBnser 5I1g+0,5Ilg konui/mn.

KoHueHTpauus

onpegensieTcd C  MOMOLLbBIO

yCTaHOBJ'IeHHOVI npoun3sognTenemMm MeTogukKn BbINMOJTHEHUA M3MepeHMI7I Ha OCHOBE MeTOoda

nMMUTUPYOLWNX pa3ssegeHun [1, 2].

7 HEOBXOOUMOE OBOPYOOBAHUE U MATEPUAIbI

Ana paboTtbl ¢ Habopom TpebytTca obopynoBaHMe W MaTepuanbl, YKasaHHble B

Tabnuue 3.

Tabnuua 3

O6opynoBaHue n matepuanbl, Heo6xoaumbie AnNA paboTbl ¢ HAGopom

Heo6xoaumoe o6opyanoBaHue u matepuanbl B criy4yae

aBTOMaTU3NPOBaHHOWM NOATrOTOBKM K
npoBeaeHuto MLP

py4YHOM NOAroToBKM K npoBegeHuto MLIP

e Habop peareHtoB gns akctpakuum OHK: « JHK-
BMY (R)» (dopma Bbeinycka 1) (00O
«AmnnuTtek», PY Ne P3H 2022/17670);

¢ [ononHutenbHble maTepuansl 1 obopygoBaHme
ansa akctpakummn OHK — cornacHo MHCTpyKUMn K
Habopy peareHToB Ans akcTpakuum OHK;

e aBTOMaTtMyeckass cTaHuus npobonoaroToBKM
«Amplitech E1» («Amnnutek», Poccus; PY Ne
P3H 2022/16981);

® MpOrpaMMupyeMblin aMnngukaTop ¢ CUCTEMON
AeTeKUMM nyopecLieHTHOro curHana B pexume
«peanbHoro BpemeHn» (OTnpanm (OO0 «HMO
OHK-TexHonorusa»; 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 XONOAWMbHWK C KaMepow, MOoAAepXKuBaloLLen
TemnepaTypy ot 2 °C go 8 °C;

e éMKOCTb Ansi  cbpoca  UCMOMb30BaHHbIX
MaTepuarnos;

e nepyaTku MeauLMHCKue, 0oQHOpa3oBble,
HeonyapeHHbIe.

Habop peareHtoB ans skctpakumm OHK: «OHK-
BM4Y (R)» (cpopma Bbinycka 2) (OO0 «AMMAUTEK»,
PY Ne P3H 2022/17670);

JononHutenebHble MaTtepuansl U 06opyAoBaHue
ana askctpakumm OHK — cornacHo WMHCTpyKuun K
Habopy peareHToB Ans akcTpakumm OHK;

ML P-60kc;

ueHTpudyra-soptekc (PY Ne ®C Ne 2005/518);
[o3aTtopbl NepemMeHHoro obbéma, MexaHuyeckue
W 3NEKTPOHHbIE, C BO3MOXHOCTbLIO J03UPOBaHMS
oT 20 go 200 mkn (PY Ne ®CP 2009/05681);
wrtatme gna TUP-nnaHwetoB (PY Ne
2011/10287);

nporpaMmupyemMbin - amnnudukaTtop € CUCTEMON
JeTeKkunm ryopecLeHTHOro curHana B pexume
«peanbHoro BpeMeHu» (OTnpanm (OO0 «HIO
OHK-TexHonorua»;, 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));

®C3

XONOOUIbHMK  C  KaMepon, nogaepXuBatoLLen
TemnepaTypy ot 2 °C go 8 °C;
HaKOHEYHWKM  Ons [003aToOpOB  MEePeMEHHOro

ob6béma, ¢ dunbtpoMm, obbéMOM ao 20 Mk,
opHopasoBble, cBoboaHble oT [JHKas3;

€MKOCTb ans cbpoca MCMONb30BaHHbIX
MaTepuranos;

nepyartku MeauLmHCKme, ogHopasoseble,
HeonyapeHHble.

8 MEPbI NPEOOCTOPOXHOCTH

Knacc noteHumanbHOro pucka npumeHeHns Habopa (cornacHo Npukasy MuHucTepcTea
3gpaBooxpaHeHnss P® Ne 4H ot 06.06.2012) — 26.

PaboTa gomkHa npoBoanTbCA B nabopatopuum, UCNosnb3yroLen MeToabl amnnmdukauum
HYKNEUHOBBIX KACNOT A8 uccrnefoBaHusa matepuwana, ¢ cobnogeHnem tpebosanmi FTOCT
P 52905 «JlabopaTtopun meguumHckme. TpeboBaHus 6esonacHoctn», MY 1.3.2569-09
«OpraHmsauua paboTbl nabopaTopun, UCNONbL3YKOLWMX MeToAbl  amnnmMdurKkaumm
HYKIEMHOBBIX KMCNOT npu paboTe ¢ maTepuanom, cofepXalum MUKpoopraHusmbl |-V
rpynn natoreHHocTn», CanlnH 3.3686-21 «CaHuTapHo-anuaemmonornyeckue TpeboBaHus
no npodunakTnke NHPEKUNOHHbLIX BonesHeny.
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Mpn paboTte HeobxoaMmo Bceraa BbINONHATL crieaytowme TpeboBaHus:

e [lpumeHATb Habop MO HasHa4yeHUK B COOTBETCTBUM C [OAHHOWM WHCTPYKLUMEN.
OTKNOHEHNE OT MpPOMUCaHHbIX Mpoueayp W nopsigka AENCTBUM MOXET MPUBECTU K
NoSTly4YEHMIO HEQOCTOBEPHBIX PE3YNbTaToB UCCNEeLOBaHMS.

e K pabote ¢ Habopom pgonyckaeTcsa TONMbKO nepcoHarn, O6yYeHHbI MeToaam
MOSEKYNSPHOA  OMArHOCTUKM WM npasuniam  paboTbl B KINWMHUKO-OWArHOCTUYECKOW
nabopatopumn B cootBeTcTBUN C CaHllnH 3.3686-21 (pasgen V).

e PaccmaTpuBaTthb nccnegyemblie obpasubl Kak NHEKLUMOHHO-0ONAcHbIE,
OopraHuM3oBbIBaTb paboTy 1 XxpaHeHne B cooTBeTcTBMM ¢ CanlnH 3.3686-21.

e YTunuanpoBaTb peareHTbl W NNEHKM ANns  nnadHweTta  (MCNofib30BaHHbIE,
Hencnonb3oBaHHbIE, NpULe[Llne B HEFOQHOCTb B CBSA3N C UCTEYEHMEM CpoKa rogHOCTU
n/unn HecobnOAEHNEM perfnameHTUPOBAHHOIO peXmuMa XpaHeHUs, TpaHCNoOPTUPOBaHUSA U
NPUMEHEHNS), BHELLHIOK YMNakoBKy Habopa, 93KCnnyaTauMOHHYK [OOKyMEHTauui B
cootBeTcTBUMN C TpeboBaHuamu CaHllnH 2.1.3684-21 «CaHuTapHO-anMaemMmonorndeckue
TpeboBaHUA K COAEepXXaHUO TEPPUTOPUIA FTOPOACKUX M CENbCKUX NOCENEeHWUN, K BOAHbLIM
obbektam, NUTbLEBON BOAE W MNUTbLEBOMY BOAOCHAGXEHMIO, aTMOCHEPHOMY BO34YXY,
noYBaMm, XWNbIM MOMELLEHMAM, 3KCMnyaTtauunm MpPOU3BOACTBEHHbIX, OOLLECTBEHHbIX
NOMELLEHNA,  OpraHuM3aumMm W  MPOBEAEHUID  CAHUTAPHO-NPOTUBOINMAEMUYECKUX
(NpodbmnakTU4eCcKnx) MEPONPUATUNY K YTUNN3aLMM MEOULMHCKMX OTXOAO0B knacca I.

e He oTkpbiBaTb nNpobupkn C npoayktamyn amnnudumkaumm B npouecce mx cbopa u
yTUnuM3aummn.

e YTunuanposatb OWONOrMYEcKMA MaTtepuan, a Takke pacxodHble Martepuanbl u
WHCTPYMEHTbI, 3arpsi3HEHHbIE  OMONOrM4Yeckum maTepuanom, B COOTBETCTBMM C
TpeboBaHuamm CaHlnH 2.1.3684-21 k yTunmsaumm MeanumMHCKNX 0TX0O0B knacca b.

e He ncnonb3oBaTtb Habop, ecnn HapyLleHa BHYTPEHHASA ynakoBKa UMM BHELUHUA BUA
peareHTa He COOTBETCTBYET ONMCAHUIO, yKa3aHHOMY B Tabnuue 1.

e He ucnonb3oBatb Habop, ecnv He cobnoganncb YCroBUS TPaHCNOPTUPOBAHUA U
XPaHEeHUs1 COrnacHO MHCTPYKLNN.

e He ncnonb3oBaTb Habop NO UCTEYEHUN CPOKA FOAHOCTH.

e Vicnonb3oBatb OTAENbHbIN ANA  Kaxgoro obpasua/peareHta OOHOPA30BbIN
HaKOHEYHWK C PUNBbTPOM.

¢ /cnonb3oBaTb 3alMTHYIO ogexay B cootBeTcTBUM ¢ MY 1.3.2569-09. Bce onepauum
NPOBOANTL TONIbKO B OAHOPA30BbIX HEOMYAPEHHbIX NepyaTkax aAns UCKNIYEHM KOHTaKTa C
OpraHM3mMoM YeroBeka.

e He ecTb, HE NUTb U HE KypUTb B NpoLecce ncnonb3oBaHus Habopa. M3beratb KOHTaKTa
peareHToB C KOXeW, rnasamm n cnnaucton obonoykon. He rnotats.

PeareHTbl, BXxogsume B coctaB Habopa, cogepaT HaTpus asung B KOHUEHTpauum He
6onee 0,05 %, NO3TOMY He KnaccuUUMPYOTCA Kak onacHble A5is 300pOBbs YenoBeka U
oKkpyxatowen cpefbl. [pn KOHTaKkTe HEMEOSIEHHO MPOMbITb MOPAXXEHHOE MECTO 60MbLLIMM
KONM4YeCTBOM BOAbI M NPU NSIOXOM CaMOYYBCTBUN 0OpPaTUTLCA 3a MEOULMHCKON MNOMOLLbIO.
Mpv nonagaHum BHYTPb PBOTY HE BbI3bIBaTb, NPOMNOSIOCKaTh POT BOAOMW, 06paTUTLCS K Bpady
npw NSIOXOM CaMOYYBCTBUN.
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Mcnonb3oBaHne Habopa no HasHayeHuio M cobnogeHue BbllenepeyncrieHHbIX Mep
NPeaoCTOPOXKHOCTU UCKITIOYaeT HeraTMuBHOE BO3AENCTBUE Ha OpraHM3M YernoBeka.

9 UCCNEQYEMbIA MATEPUATN

Habop npegHasHadeH aOns wuccnegoBaHUMst TONMbKO Buonormyeckoro martepuana,
yKkasaHHoro B pasgene 1. Baatue mnccnegyemoro Guonormyeckoro matepuana cnegyet
NPOBOANTL B COOTBETCTBUM C:

e MY 1.3.2569-09 «OpraHusauus paboTbl nabopaTtopuii, UCNOMb3YIOLWNX MeToAbI
aMnnuduKaumMm HyKNeMHOBbIX KUCAOT npu pabote C MmaTepuanom, coaepXxallnm
MUKpoopraHuamsl I-IV rpynn natoreHHoCTU»;

e TpeboBaHNAMM, NEPEYNCEHHbIMY B Tabnuue 4.

Tabnuua 4
TpeboBaHuA K B3ATUIO U NpeaBapuTenibHON o6paboTke uccrneayeMmoro matepuana

B3sAiTue Ma3koB CO CNMM3NCTOM 06ONOYKM BRaranuiia

B3saTne martepmana npoBecT C MOMOLLbI CTEPUIBHOIO OAHOPA30BOr0 YHMBEPCANbHOro 30HAA
(Hanpumep, «3oHA TMN A5 yHuBepcanbHbli» nnu «3oHa Tun A1 yHmeepcanbeHbii» (OO0 «MegmuuHckme
nsgenusa», Poccusi; PY Ne P3H 2018/7058)) B npobupky ¢ TpaHCNOPTHOW CPeoN, COAepKalLLlel KOHCEPBaHT
N npegHasHa4yeHHOM AN XpaHEeHWst U TPaHCMOpPTUMPOBaHWS OaHHOro Buaa Guonoruyeckoro matepuvana
(Hanpumep, «TpaHcnopTHas cpega ¢ mykonutukom (TCM)» (PBYH UHWUN  Snuaemumonorum
PocnoTtpebHaasopa, Poccus, PY Ne ®CP 2009/05514) unu aHanornyHas, 3apernctpmpoBaHHasi B PO B
YyCTaHOBMEHHOM Mopsiake).

B3saTne u npegobpaboTka COCKOGOB INUTENUA CO CIIM3UCTON OGOJOYKM LiepBUKaINIbHOIO KaHana

B3aTne martepuana npoBecTU C MNOMOLLLIO CTEpPUIIbHOM OOHOPAa30BOW LEpPBUKANbHOM LUTOLLETKU
(Hanpumep, «3oHg TN F3 KOMOBUHMpOBaHHBINY (OO0 «MeauumHckme unsgenusay», Poccus; PY Ne P3H
2018/7058)) wunu cTepunbHOro OAHOPA30BOro YyHMBepcanbHOro 3oHAa (Hanpumep, «3oHg Tun A1l
yHuBepcanbHbiny (000 «MeaunumHckne nsgenusy», Poccus; PY Ne P3H 2018/7058)) B éMKkoCTb C:

e TPAHCMOPTHOM Cpefon, cofepXalled KOHCepBaHT W MNpedHasHayYeHHOM [Ans  XpaHeHus U
TPaHCMOPTUPOBaHUSA OaHHOro Buaa Ouomnoruyeckoro martepuana (Hanpumep, «TpaHcrnopTHas cpefja C
mykonutukom (TCM)» (®PBYH UHWW 3nupgemunonorun PocnotpebHagsopa, Poccusi, PY Ne ®CP
2009/05514) unu aHanornyHas, sapeructpuposaHHas B P® B yCTaHOBMIEHHOM NOPSAKE; UNnu

e cpeflo Ons MpOBeAeHUs >XUOKOCTHOW LMTONorMn (Hanpumep, >XUAKOCTb KOHcepBupyowas BD
SurePath™ (Becton Dickinson and Company, CLWA, PY Ne P3H 2013/1335) wnn aHanoruyHas,
3apernctpupoBaHHasa B P® B ycTaHOBNEHHOM Mopsake).

MpepobpaboTka:
BHUMAHMUE! lNMpu nccnepoBaHun Grvomartepuana, NoOMeLWEHHOro B cpeay A58 XUOKOCTHOM LMTONOruu,
TpebyeTcs ero npegobpaboTka.

BHUMAHMUE! Heobxoammo ncnonb3oBaTtb OTAENbHBIN HAKOHEYHUK ONsl Kaxkgoro obpasua uccriegyemMmoro
MaTepuana.
ABTOMaTuyeckum gosatopom Ha 1000 mkn otobpatb 1,0 Mn KMETOYHOro ocagka Co gHa dhrnakoHa C

o6pa3LUoM U nepeHecTU B CTEPUNbHYIO OAHOPA30BYH Npobupky o06bEMOM 1,5 Mn, npobupky
npomapkupoBatb. LleHTpudpyrnposats 2 muH npm 10000 x g. He 3axBaTbiBad 0cafjoK, akkypaTHO yaanuTb
HaoCafouvHYIO XUAOKOCTb OTAENbHbIM HakoHeYHnkom Ha 200 mkn 6e3 dunbTpa, NCNonb3ysi BaKyyMHbIN
oTcacbiBaTefnb C KONOOW-NOBYLIKOW, WNW  OTAEMbHbIM  HAKOHEYHUMKOM C  (OUNBTPOM, UCMOMb3ys
aBTOMaTmyeckuin pgosatop. B npobupke pomkHo ocTtatbea 100-200 mMkn cpegbl ¢ ocagkoMm. [lepen
BHECEHMEM MOAroTOBIMEHHOro obpasua B pacTBOp ANs Nu3nca pecycrneHaMpoBaTh KIETOYHbIN OCafdoK
BOPTEKCUPOBAHMEM.

TpaHcnopTUpoBaHWe U  XpaHeHuWe MONlyYeHHOro  UccredyemMoro  martepuana,
ocyLlecTBnsieTcs crnegyrowmmM obpasom:

— MaTepwuan, NMOMeLLEHHbIN B TPaHCNOPTHYK cpely «TpaHcrnopTHas cpeda C
mykonutukom (TCM)» (PBYH LUHUWN Snngemmnonormum PocnoTtpebHansopa, Poccus,
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PY Ne o©CP 2009/05514), B COOTBETCTBMM C WHCTPYKUMEN NpWU CreayoLwmx
TemnepaTypHbIX pexumax:

e npu koMHaTHoun TemnepaTtype (oT 18 °C o 25 °C) — 0o 28 cyToK,;

e npu temnepatype ot 2 °C go 8 °C — oo 3 mecsues;

e npu Temnepatype muHyc 20 °C n Huxe — 6onee AnNUTeNbHOE XpaHeHKe;

— MaTepwuan, NoMeLLEHHbIN B cpeay ONA nNpoBefeHUs XUAKOCTHOW LMTONorum
BD SurePath™ (Becton Dickinson and Company, CLUA, PY Ne P3H 2013/1335) B
COOTBETCTBUM C UHCTPYKLMEN NPU Creayrowmx TeMnepaTypHbIX pexxuMax:

e npu komHaTHou TemnepaTtype (oT 15 °C go 30 °C) — go 4 Hepens;

e npu Temnepatype ot 2 °C go 10 °C — go 6 mecsues.

10 NPOBEAEHUE UCCIIEAOBAHUA

10.1 ABTomatusmpoBaHHasa akcTpakuua AHK n noaroroska k nposegeHuto MNMLP c
Mcnonb3oBaHMEM aBTOMaTuyeckon ctaHuumm «Amplitech El». MNpoBeaernue MUP un
AeTeKuum

BHUMAHMWE! [Mepen Ha4yanom paboTbl HEOH6XOANMO O3HAKOMUTBLCHA C PYKOBOACTBOM MO
aKkcnnyarauum asToMmaTtuyeckon ctaHumm «Amplitech E1».

OkcTtpakumio OHK 13 uccnegyemoro matepuana v KOHTPONEW, a Takke BHECEHMe
obpasuyoB akcTparmposaHHon [OHK B npobupku c peakuymoHHon Cmecbio HPV 6/11 (R)
NpoBecTM C WUCMOMb30BaHMEM aBToMaTtTuyeckon cTaHumm «Amplitech E1» (OOO
«AMNIMTEK») COrnacHo PyKOBOACTBY MO €€ aKcnnyaTtaumm 1 npoueaype, ykasaHHOW HUXKe.
Ana akctpakumm OHK Heobxoammo ucnonb3oBatb hopmy Bbinycka 1 Habopa peareHToB
«OHK-BIMY (R)» (OO0 «AMMAnUTEK»).

10.1.1 lMepemewaTb cogepxumoe npobupok ¢ peareHtammn OK n MNK HPV n ocagutb

Kannn Ha BopTeKce.

10.1.2 lMNogroToBUTb KapTpuaX ¢ peareHTamu M3 Habopa «OHK-BMY (R)» 1 BHecTu B
Hero uccrniegyemble 00pasubl* U KOHTPOMWM COrMacHO WHCTPYKUMM MO €ro
NPUMEHEHNIO.

BHUMAHUE! Kaxpas rpynna SKkCcTparmpyembix 06pasuoB AOSMKHA COMNPOBOXAATbCA
noctaHoBkon koHTponen OK n MK HPV He meHee 4yem B 0OgHOM NOBTOpE.

10.1.3 YcraHoBUTb Ha paboumini CTON aBTOMATMYECKOWM CTaHUMW KapTpuoX C
BHECEHHLIMU MccrnegyemMbiMn obpasuamMn U KOHTPOSSIMKU, a TakkKe pacxofHble
mMaTepuanbl, Bxoadwme B coctaB Habopa «[OHK-BIMY (R)», cornacHo
PYKOBOZCTBY MO 3KCnsiyataumm CTaHUMK.

10.1.4 Otpes3aTb OT nnaHweTa HeobxoaMmoe KonmnyecTBO nNpobupok co Cmeckbio
HPV 6/11 (R) U CHAATb C HUX 3aLUUTHYHO NITEHKY.

MpumedaHune —ocne CHATUA 3aWLMTHON MNNEHKN UCNONb30BaTb peareHTbl B TeveHne 24 u.

10.1.5 YcTtaHOBUTbL OTpe3aHHble Npobupkn co Cmecbo HPV 6/11 (R) Ha paboyun cTon
aBTOMaTU4eCKOW CTaHUMW B aganTtep A9 KOHTeMHepoB Ana antarTa.

BHUMAHME! He ponyckaeTca ocTaBnsiTb peareHTbl Ha paboyeM cTone ctaHumu 6onee
4yeM Ha 24 u.

4 Ons obpasuoB cOCKOGOB anuMTeENWs B cpede AN KUAKOCTHOW UWMTONOrMM Heobxoaumo npoBecTU
npenobpaboTky cornacHo pasaeny 9.
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10.1.6 3anycTuTb BbINOSIHEHME CreayloLmMX NPOTOKOMOB COMflaCHO PYKOBOACTBY MO
akcnnyatauum ctaHuum «Amplitech E1»:

a) npoTokosa akcTpakumm [JHK ¢ ncnonb3oBaHnem WITpuX-kogda Arisi NnpoToKona,

yKa3aHHOro B KpaTKOM PYKOBOZCTBE Mo npumeHeHuto Habopa «OHK-BMY (R)»;

MpumevaHne — B npotokone ykasaTb 06bEM anoummn 100 mkn. B cnyyae ogHoBpeMeHHOro

3anycka MpOTOKOMOB 3KCTpakuun u noarotoekm k nposegeHuto MNMLIP o6vém antouumn He Tpebyet
py4HOro BBOA4a, TaK KakK yxe BKJTIOYEH B NPOTOKOJ1 NOArOTOBKU K NMpoBeaeHNIO |_|L|,P.

6) npoTokona nogroToBku K nposegeHuto MNLP ¢ ncnonb3oBaHmem WTpUx-koaa

AN NpOTOKONa, yKa3aHHOro B KpaTKOM PYKOBOACTBE MO NMpUMEHEHM0 Habopa

«Amplitech HPV 6/11 (R)».

10.1.7 lMocne 3aBepLUeHNs NPOTOKOSOB BbIHYTb afdanTtep ¢ npobupkamun u 3aknenTb nx
NNEHKON, BXogsawen B coctaB Habopa «Amplitech HPV 6/11 (R)». 3Ontoar,
BHECEHHbLIN B NPOOMPKK, COAEPXKNUT NONYyYEHHYIO B Npouecce akcTpakuum OHK.

BHUMAHMWE! Mpobupkn, 3akneeHHble NIEHKOW, HE NepeBopaymBaTb U He BCTPSAXMBATD,
4TOObI N36exaTb pa3bpbI3rMBaHNSA COAEPXKUMOro NO CTEHKaM NPOBMPOK 1 NonagaHus nx Ha
3aLUUTHYIO NNEHKY.

10.1.8 3anporpammupoBatb amnnudukatop ana nposegexHus [UP wn  petekumm
¢oryopecuUeHTHOro CurHana CcorflaCHO WHCTPYKUUM MO ero MpUMEHEHU0 Mo
nporpaMmme, ykaszaHHou B Tabnuue 5.

Tabnuuya 5

Mporpamma MNUP n aetekunn npu noarotoBke K nposeaeHuto MNLUP ¢
Mcnonb3oBaHMEM aBTOMaTnyeckon ctaHumm «Amplitech E1»

o HeTekuus no KaHanam gns Konu4yectBo
LUukn TemnepaTtypa, °C Bpems dnyopodopos T

1 50 15 MUH — 1
2 95 2 MWH — 1

95 10c -
3 42

60 20c R6G®, ROX, Cy5
MpumevyaHus

1) [pwv nporpammupoBaHun amnnudukaTopa ykasaTb 00BbEM peakummn: 25 M.

2)  [llpv ogHOBpEMEHHOM NpoBeaeHUN B 0AHOM Npubope TeCcToB TONbKO ANng BbisBneHns JHK
A0MycKaeTCs UCKMIYNTb U3 ykasaHHOW nporpamMmmbl Lk «50 °C — 15 MuH» Ang SKOHOMUK BPEMEHM.

3) [evekumss MOXeT HasHa4yaTbCA MO ApYyrUM KaHanam, MOMMMO YKasaHHblX, Mpu
O[lHOBPEMEHHOM NpoBeAeHUN B OAHOM Npubope HECKOMbKNX TECTOB C UCMOSTb30BaHNEM yKa3aHHOM
nporpamMmbl.

10.1.9 lMNomecTnTb NPOBUPKM C peakUMOHHOMW CMEChIO U 3t0aToM B aMmnnmdukaTop u
3anycTuTb NporpaMmmy.
10.2 Akcrpakuma OHK un pyyHas noarotoBka kK nposeneHuto MNLUP. NpoBeaeHue
MUuP v getekunn
10.2.1 lMpoeectn akctpakumo OHK (C npymeHeHMem aBTOMaTU4ECKOW UAU PYy4YyHOM
MEeTOAMKN) U3 UCCriefyemMoro maTtepuana u KOHTpPOnewW C UCNoNb30BaHUEM

5 CurHan oT dnyopogopa R6G peructpupyetcsa Mo kaHany AeTekuMu curHana oOT  aHamnorMyHbIX
dnyopodchopos HEX n VIC.
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dopmbl Bbinycka 2 Habopa peareHToB «[OHK-BIMY (R)» (OO0 «AMnnutek»)
COrNacHO UHCTPYKLMW NO €ro NPUMEHEHWIO.

MpumevaHne — Anoumo nposecT B 06bEMe 100 MKn.
BHUMAHUE! Kaxpas rpynna akcTparMpyembix 006pas3uoB [OSMKHA COMPOBOXAATLCS
noctaHoskon koHTponen OK u K HPV He meHee 4yem B ogHom nosTope. [lepen

MCMNOMNb30BaHNEM KOHTPOSEN NepemeLlaTb UX U 0CaanTb Kanan Ha BopTeKce.
10.2.2 OTpes3aTb OT nfaHweTa Heobxoammoe KonmnyectBo MNpobupok co Cmeckbro

HPV 6/11 (R) 1 CHATb C HUX 3aLUUTHYHIO NITEHKY.
MpumeyvaHune —ocne CHATMA 3aWUTHON NNEHKN NCNOMb30BATh PeareHTbl B TeYeHue 24 .

10.2.3 [Ins ypob6ctBa BHeceHna obpasuyoB [OHK pekomeHayeTcs yCTaHOBUTH
oTpe3aHHble Npobupku B wtatue Ana MNUP-nnaHweTos..
10.2.4 BHecTtu B nogrotosrieHHble Npobupkn no 20 mkn obpasyos OHK, nonyyeHHbIX B
pesynbTaTte 3KCTpakumm n3 nccrnegyemMbolx obpasuos n koHTponen (OK n MK HPV).
BHUMAHUE! [lpn BHecennn [OHK Heobxoammo wsberatb nonagaHus copbeHTa B
peakuVOoHHY CMECh.
10.2.5 lMepemeluaTb cogepXUMoe nNMNeTMpoBaHMeEM, He JonycKkasa Ny3blpbKOB BO34yXa.
10.2.6 lMocne BHeceHunsa obpasuoB [OHK 3akneutb npobupkn NMNEHKOWN, BXOASLLEN B
cocTtaB Habopa «Amplitech HPV 6/11 (R)».
BHUMAHMWE! Mpobupkn, 3akneeHHble NIIEHKOW, HE nepeBopayMBaTb U He BCTPAXMBATb,
4YTOObI N36exaTb pa3bpbI3rMBaHUS COAEPXKUMOrO NO CTEHKaM NPOBMPOK 1 NonagaHus nx Ha
3aLUNTHYIO NIEHKY.

10.2.7 3anporpammupoBaTtb amnnudukatop ana nposegexHus [UP wn  petekumm
rlyOpeCUEHTHOr0 CUrHamna CorflacHO WHCTPYKUMW MO ero NMpUMEHEHUI0 Mo
nporpamme, ykasaHHow B Tabnuue 6.

Tabnuuya 6
Mporpamma MNLUP v aeTekuuu npu py4yHou noarotoBke K nposeaeHuto MNLP
LUukn TemnepaTtypa, °C Bpems ﬂeTeK;?;gsolz:::J;zM AnA Koz::j:e:;ao
1 50 15 MUH - 1
2 95 15 MUH - 1
3 95 10c - .
60 20c R6G®, ROX, Cy5

MpumevyaHus

1) [pwv nporpammupoBaHun amnnudukaTopa ykasaTb 00BbEM peakummn: 25 M.

2)  [llpv ogHOBpEMEHHOM NpoBeaeHUN B 0AHOM Npubope TeCcToB TONbKO ANng BbisBneHns JHK
A0rMycKaeTCs UCKMIYNTb U3 YkasaHHOW nporpamMmmbl Lk «50 °C — 15 MuH» Ang SKOHOMUM BPEMEHM.

3) [evekumss MOXeT HasHa4yaTbCA MO ApYyrUM KaHanam, MOMMMO YKasaHHblX, Mpu
O[lHOBPEMEHHOM NpoBeAeHUN B OAHOM Npubope HECKOMbKNX TECTOB C UCMOSTb30BaHNEM yKa3aHHOM
nporpamMmbl.

10.2.8 lNomecTnTb NPOBUPKM C peakUMOHHOMW CMEChIO U 3n0aToM B aMmnnmdukaTop u
3anycTuTb NporpaMmmy.

6 CurHan oT dnyopodopa R6G peructpupyetcsa Mo kaHany AeTekuMu curHana oOT  aHamnormyHbIX
dnyopodchopos HEX n VIC.
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11 YYET U UHTEPMPETALUA PE3YJIbTATOB

11.1 Y4yéT pesynbTaToB OCYLLECTBMSETCA C NOMOLLbI NporpaMmHoro obecneyeHus
ncnonb3yemMoro amnnuukaTopa CorfnacHo UHCTPYKUUKM MO ero NpUMEHEHMUIO.
PekomeHgyeTcs BbICTaBNATL MOPOroByto NiMHUIO Ha ypoBHe 10 % oT pasropaHusd
NONOXUTENBHOIO  KOHTponsa. KpuBble  doniyopecueHumu, nepecekarowme
NMOPOroBYIO NNHWIO, AOIMKHBbI UMETb CUrMOOBpPa3Hyo opmy.

11.2 TlpoBepuTb BanMOHOCTb MCcreagyembix 06pasuyoB, paccyUnTaB KOHLIEHTpaUUIO
AHK 4yenoseka cornacHo copmyne (1).

100000
Cy= (1)

2 ACt

rae Cuy — KoHueHTpauma [JHK yenoseka, konun/mn;
ACt — pasHocTb Mexay 3HadeHuem noporosoro uukna (Ct) ana uccnegyemoro
obpasua u 3HadeHuem Ct ana NK HPV no kanany Cy5.

11.3 B cnyvae, ecnu paccuntaHHas koHueHTpauusa HK yenoseka ansa nccnegyemoro
obpasua meHee 50000 konui/mn, nubo 3HadeHnme Ct no kanany Cyb5
oTcyTCTBYeT, obpasuy npucBanBaeTca pesynbtat «HeBannaHbIny.

11.4 [pwn nonyyvyeHuu BanuMAHoOro pesynbtata Ans obpasua npoBepuUTb Hanuyve
3Ha4veHus Ct no kaHanam R6G, ROX.

11.5 B cnyuvae, ecnu 3Ha4veHns Ct no kaHanam R6G n ROX oTcyTcTBYyOT, 06pasuy
npuceauBaeTca pesynbTtaT «AHK BMNY 6 n 11 TnoB He BbisiBNEHa».

11.6 Mpw Hann4nm 3HayveHus Ct no kaHanam R6G/ROX onpeaenuTb BbISBNEHHbIN TN
BIMNY ¢ ncnonb3oBaHnem Tabnumubl 2 U paccymTaTb €ro KOHUEHTPaLMo B KONUAX
B OOHOM MUMNUNUTPE cornacHo gopmyne (2).

100000
CHpv= ——(— ()

2 ACt
roe Chpv — koHUeHTpauusa OHK BIMY, konun/mn;

ACt — pasHocTb mexay 3HadeHnem Ct gna uccnegyemoro obpasua n 3HadeHnem Ct
ans MK HPV no kaHany R6G/ROX.

11.7 PaccuuTaTb BUPYCHYO Harpy3ky B konusaix OHK BIMY Ha 10° kneTok Yyenoseka ans
BbisiBrieHHOro tuna BIMNY cornacHo popmyne (3).

C
VL = (';PV - 100000 3)

roe V0L — BupycHas Harpyska JHK BIMY, konuii/10° kneTok;
CHpv — koHUeHTpauus OHK BIMY, konun/mn;
Cu — koHueHTpauusa OHK yenoseka, konuin/mn.
11.8 T[lpoBecTu nHTEpnpeTaunto pesynbTaToB A8 nccnegyembolx o6pasLoB cornacHo
Tabnuue 7.
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Tabnuuya 7
MHTepnpeTaums pe3ynbTaToB ANA uccnegyemMbix oopasuos

PesynbTar MHTepnpeTauus

KauectBeHHoe onpepeneHne OHK BINMY 6 n 11 Tunos

KoHueHTpauma [OHK 4enoseka onpegeneHa He MeHee
50000 konui/mn.

Mo kaHanam R6G, ROX 3Ha4yeHus Ct OTCYyTCTBYIOT.
KoHueHTpauma [OHK 4enoseka onpegeneHa He MeHee
50000 konun/mn. B obpasue enisgeneHa OHK BIMY 6 tmna.
Mo kaHany R6G onpegeneHo 3HayeHue Ct.

KoHueHTpaunma [OHK 4enoseka onpegeneHa He MeHee

50000 konun/mn. B obpasue swiseneqa JHK BINY 11 tuna.
Mo kaHany ROX onpefgeneHo 3HayeHue Ct.

KoHueHTpauma [OHK 4enoseka onpegeneHa He MeHee
50000 konui/mn.

Mo kaHanam R6G n ROX onpegeneHbl 3HaveHus Ct.
KoHueHTpaunma  OHK uenoseka  onpegeneHa  MeHee HesanuaHbii pesdynbtaTt. KoHueHTpaums
50000 konun/mn, nnu no kaHany Cy5 3HaveHune Ct otcyteteyer. [OHK uenoseka (BK) B wuccnegyemom
Mo kaHanam R6G, ROX 3Ha4yeHus Ct oTCYyTCTBYIOT. obpasue HegocTaTovHa Ansi aHanusa.

KonunuyectBeHHoe onpegenenne AHK BIMY 6 u 11 Tunos

KoHueHTpauma [OHK 4enoseka onpegeneHa He MeHee
50000 konui/mn.
Mo kaHanam R6G, ROX 3Ha4yeHus Ct oTCYTCTBYIOT.

OHK BIMY 6 1 11 TunoB B obpasue He
8bISIBIIEHbI.

B obpasue enisgeneHsr JHK BINMY 6 1 11
TUNOB.

OHK BMNY 6 n 11 tunoB B o6pasue He
8bISI8IIEHbI.

OHK BIMNY X tTna B obpasLe 8bisierieHa B
KOHLleHTpauun B npefenax AuanasoHa
n3mepeHus Habopa.

OHK BIMNY X tTna B obpasLe 8bisierieHa B
KOHLUEeHTpauun BHE npegenos
AvanasoHa nsmepexus Habopa.
KoHueHTpauma  [OHK 4yenoBeka  onpepgerneHa  meHee HesanuaHbin pesynbtat. KoHueHTpaums
50000 konun/mn, nnu no kaHany Cy5 3HaveHune Ct otcytetByer. [OHK uenoseka (BK) B wuccnegyemom
Mo kaHanam R6G, ROX 3HayeHus Ct OTCYTCTBYIOT. obpasue HegocTaTovHa NS aHanu3sa.

PaccuntaHo 3HayeHue koHueHTpauun OHK BMY X Tuna,
yKnaablBatoLLleecs B AmMana3oH n3MepeHust Habopa.

PaccuutaHo 3HayeHune koHueHTpaumm OHK BMY X tuna, He
yKnaablBatoLLeecs B manasoH naMmepeHus Habopa.

PesynbTaT wuccrnegoBaHuWs cYMTalOT [OOCTOBEPHbLIM, €CMM  MOMyYeHbl BanuaHble
pe3ynbTaTbl 4151 KOHTPONEW B COOTBETCTBUM C Tabnumuen 8.

Tabnuuya 8
KpuTepum oueHKU ansa KOHTponewu
KoHTponb Hopma
Mo kaHanam R6G, ROX, Cy5 3HaveHue Ct oTcyTCcTBYET, Mnn no kaHany Cy5
OK onpeaeneHo 3HadeHune Ct, Ho paccunTaHHas koHueHTpauus’ OHK yenoseka

He 6onble 1000 konun/mn.
Mo kaHanam R6G, ROX, Cy5 3HayeHune Ct onpegeneHo He 6onblue
rpaHNYHOro®.

MK HPV

12 BOSMOXHbIE OLLUUBKHU

PekomeHgauum no ycTtpaHeHUo BO3MOXHbIX OLUMBOK, nonyvyaeMbix Ans uccnenyemMbix
00pa3LoB M KOHTpPOMeW B npouecce MCCrefoBaHUs C NOMOLWbD Habopa, ykasaHbl B
Tabnuue 9.

7 B cnyyae Hanuumsa 3HadeHust Ct no kaHany Cy5 npousBecTu pacyéT koHueHTpaumu OHK yenoBeka no

dopmyne (1).
8 'paHUYHbIe 3Ha4YeHMs Ct ykasaHbl B KpaTKOM pyKOBOACTBE MO NpUMeEHeHUo Habopa.
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Tabnuuya 9

PekomeHpaLmm no ycTpaHeHUto owmnbok

Owunodka

Bo3moxHas npu4inHa

PekomeHgauuu no yCTpaHeHUro

BO3HUKHOBEHMUA
Ona TMK 3HayeHne Ct no
kaHany R6G w/unn ROX HekoppekTHoe MoBTOPUTL UCCnefoBaHUe NS BCeX
n/vinn Cy5 oTcyTCTBYET WM NpoBeAeHne IKCTpakuum o6pasuyoB, HadMHaa C  3Tana
onpeaeneHo 6onbwe OHK w/unu MNUP. akcTpakuumn OHK.
rpaHn4HoOro®.

Ona OK no kanany R6G
nunm ROX wwunm Cy5
onpegeneHo 3HadeHune Ct,

npeﬂ,l'lpl/lHﬂTb Mepbl NO BbIABINEHUIO

KoHTamunHauma peareHToB W nukBMaaunm NCTOYHUKA
uim  no kaHany Cy5
nnm nccnegyemblx KOHTaMuHauumu n NOBTOPUTb
paccyMTaHHas
10 o6pa3suos. nccnegoBaHne Ansa Bcex 06pasuos,
KOHLEHTpauus OHK
HauymHas ¢ aTana akctpakumm OHK.
yenoseka GonbLue
1000 konun/mn.
HapyweHna npun B3saTMn
- MoBTOPUTL McCCnegoBaHWe LaHHOTro
HeBanugHbin pesynbtat w/unu XpaHeHun
nccnegyemoro obpasua, HaumMHasa ¢
Aans uccnegyemoro obpasua  6uomatepuana.
aTana akcTtpakumm [OHK. B cny4dae
(OHK 4enoeeka nonydyeHa HekoppekTHoE
N BOCMpPOM3BOANMOro pesynbTaTa
meHee 50000 konmn/mn, nNpoBeAEHWE  SKCTpaKLUK
peKoMeHAyeTCsl NOBTOPHOE B3ATUE U
nnméo 3HadyeHne Ct no [OHK.
nccnepoBaHune BGuronorn4yeckoro
kaHany Cy5 oTcyTcTByerT). Hanuune B  obpasue
mMaTepuana.
nHrméutopos MLP.
MpoBepuTb npaBUNbHOCTb
ans nccnegyemoro o
Z BbIOPaAHHOrO  YpOBHA  MOPOroBOW
obpasua/koHTponen "
NVMHUM  YNU  NapaMeTpoB pac4yéTta
onpepeneHo 3HadveHue Ct, .
o 0asoBon nuHMW. Ecnn pesynbTar
npu 9TOM Ha rpaduke HeKoppeKkTHbIN BbIOOp
- nofnly4eH npu npaBuUITbHOM YPOBHE
dnyopecueHLunm YPOBHSI MOPOroBON NUHWMK - -
. noporosov NuHUKM (6a3oBON NMHUNK),
OTCYyTCTBYET y4yacToK WnM napameTpoB pacyéTta
- TpebyeTcsa  MNOBTOPHO  MPOBECTU
XapaKTepHOro ©a30BOM NMHUMN.
aMmnnMpukaumio 1 getekunio  ans
3KCMOHEeHLNanbHoro HekoppekTHoe
N atoro obpasuya wnu, B criyvae
nogbemMa (rpacomk  nposeaeHwue MLP.
N HEKOPPEKTHOrO BuAa rpaduka ans
npencrasnseT cobon
KOHTpoOns, amnnmMdukaLmo n
Npubnn3nTenBLHO  NPAMYO
nNHMIO) AeTeKunio Ang BCeX uccrnegyemblx

00pasLoB 1 KOHTPOIEN.

13 KOHTPOIJ1b KAYECTBA

13.1 KoHTponu, ucnonb3yembie B npoLecce nccrnenoBaHus

Pe3y.l'leaTbI nccecnengoBaHnA KOHTpOJ'IeIZ OOJKHbl COOTBETCTBOBATb KPUTEPUAM OLIEHKU,

yKa3aHHbIM B pa3gene 11.

13.1.1 OTpuuaTenbHbIA U NONOXNUTESNIbHbIA KOHTPONK

Kaxaas rpynna SKCTparmpyembix O6pa3LI,OB OOJKHA BKINKOYaTb KOHTPOJIbHbIE O6pa3Ll,bIZ

o OK aons BbiiBNEHUs1 KOHTaMUHaLUNN B npouecce nposeaeHnAa ncecnegoBaHnA;

e MK HPV Ons KOHTPONsl KOPPEKTHOIO MPOXOXOEHWUS WUCCNedoBaHus, a Takke Ans

konn4yectBeHHoro onpeaenenus OHK BlMY BbisiBnsiembix ¢ nomoLubo Hadopa Tunos n JHK
B-rnobnHoBOro reHa YenoBeka B G1MonorM4eckom mMartepmarne YenoBeka.

9 I'paHuYHble 3Ha4veHus1 Ct ykasaHbl B KpaTKOM PYKOBOZCTBE MO NPUMEHEHU0 Habopa.
10 B cnyyae Hanuuus 3HadveHust Ct no kaHany Cy5 npousBecTu pacyéTt koHueHTpauun OHK yenoeeka no

dopmyne (1).
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13.1.2 BHYyTPEHHUWN KOHTPOSb

[Ona koHTpona kadectBa akcTpakuum [OHK n oueHkn BRnAHMA WMHIMOUTOPOB Ha
pesynbTatbl amnnmMdukaumm ncnonbdyetcs aHgoreHHbln BK - JHK yenoseka (y4acTok B-
rMoBGUHOBOrO reHa), KOTOPbIA MPUCYTCTBYET B KaXOoM wuccnegyemom GuMonornyeckom
o6pasue n MK HPV. HeBanuaHble pe3dynbTaThl amnnudpukauumn ans BK ceangetenscteyeT o
npucyTcTBumn MHrmbuTopos MNLP B obpasue, nnoxom kavecTBe B3ATUA U/WNU XpaHeHUs
BuomaTepurana, HeKOppeKTHOM npoeeaeHnn akcTpakumm JHK.

13.2 MOHUTOpPUHI NabopaTopumn Ha HanuYMe KOHTaMUHaLUK

[ns BbISBNEHNSA BO3MOXHOW KOHTaMuHaL M1 nabopaTtopum npogykramu amnnndukaumm,
nccrnegyeMbiMU U KOHTPOSbHbIMKU O0Bpasuamn pekomeHnayeTcs pa3 B Mecsil, uccrnegoBatb
CMbIBbl C paboymx nosBepxHocTen nabopatopHon mebenu, obopyaoBaHNsa N NOBEPXHOCTEN
NOMELLEHNA COrnacHo npouenype, ykasaHHon B MY 1.3.2569-09. lMpn o6HapyxeHun
KOHTaMUHaUMM HeoBX0AMMO MpPOBECTU MEpPonpuUATUS MO €€ YCTPaHEHUK COrnacHo
yKkasaHusiM, onucaHHeivm B MY 1.3.2569-09.

13.3 BHYTpeHHUM KOHTPONb Ka4yecTBa nabopaTopHbIX uccrnenoBaHumn

PekomeHgyeTca npoBOAMTb KOHTPOSb KayecTBa BbINOSIHEHUS WUCCNedoBaHUA C
MCNONb30BaHMEM MNaHemnen KOHTPOISIbHbIX 06pa3uoB, NpeAHasHaYeHHbIX ANs NpoBeaeHUs
BHYTPEHHEr0 W BHELIHEro KOHTpPONen kayecTBa JlabopaToOpHbIX MWCCredoBaHUM Mo
KonuyecteeHHOMY onpegeneHnio n gudpdepeHumnaumm OHK BMY, nubo cpaBHUTENBHBIM
nccnegoBaHMeEM C UCMNONb30BaHNEM 3aperncTpupoBaHHbIX B PP HabopoB peareHTOB N4
KonuyectBeHHoro onpegenenus u guddepeHunaumm OHK BlMNY B 6Guonornyeckom
maTtepuane metogom [MNLP.

14 ®YHKUMOHATBbHBIE XAPAKTEPUCTUKN HABOPA!!

14.1 NMpepen o6HapyxeHUA

Mpenen obHapyxeHus Habopa ykasaH B Tabnumue 10.

Tabnuua 10
Mpenen o6HapyxeHuUs
MuweHb Mpepen obHapyxeHuUs, konuu/mn 95 %-bi AU, konuu/mn
AHK BIMY 6 tnna 1000 677 — 1360
AOHK BIMY 11 tuna 1000 707 — 1329

14.2 Onana3oH uamepeHus n npeaen naMepeHus

[dnana3oH namepeHus Habopa coctaesnset or 2000 go 200000000 konun OHK B4
Tvnos 6 1 11 B 1 Mn nccnegyemoro obpasua Ans Bcex 3asiBrieHHbIX BUAOB BMONOrmyeckoro
matepuana. lNpegen m3amepeHusi Habopa coBnagaeT C HWXKHEW rpaHuuen auanasoHa
namepeHnsa Habopa.

11 BasiBreHHble aHanMTUYecKne XapaKTepucTuku Habopa, KpoMe aHanuTMYeckon crneundguyHoCcTH,
NPOBEPEHbl C WCMONb30BaHWEM CTaHOAPTHbIX 00pasLoB NpeanpuaTus, cogepXallumMx BEKTOpPbl CO
cneuundunyecknumm nocrnegosatensHocTamu AHK BeisBrnsemblx Tunos BIMY.

Amplitech HPV 6/11 (R) WHcTpykums B.14.02.24 15



14.3 AHanuTu4yeckasa cneundPUYHOCTb

AHanuTnyeckas

cneumunYHOCTb

Habopa

oLieHMBanachb

npu

TECTUPOBAHNN

MMUKPOOPraHn3amMoB, yKasaHHbIx B Tabnuue 11, n reHomHon [HK 4yenoseka, a Takke OHK

BMNY BoisiBnsembix tvnos. OHK mMukpoopraHMsamoB muccrnegoBanacb B KOHUEHTpauuu He

meHee 1-10° konumit/mn, reHomHasa [HK yenoBseka - B kKoHUeHTpaumn 1 Mkr/mn. Mo utoram

TECTUPOBAHUA JTOXHOMOJIOKNTESIbHbLIX PE3YJibTaTOB BbIABJIEHO HE Obino

Tabnuya 11
MI/IKpOOpraHVI3MbI, ucnonb3yemMmblie AnsA OLueHKAU aHanNnUTN4eckKkou cneumbquocm
HaumeHoBaHue HanmeHoBaHue HanmeHoBaHue
Candida albicans BINY 16 Tvna BINY 51 tuna
Chlamydia trachomatis BIM4Y 18 tuna BIMY 52 tuna
Mycoplasma genitalium BINMY 26 tnna BINY 56 tuna
Neisseria gonorrhoeae BMY 31 tnna BINY 58 tuna
Trichomonas vaginalis BMY 33 tnna BIMY 59 tuna
Mycoplasma hominis BINMY 35 tuna BINY 66 tuna
Escherichia coli BIMY 39 tuna BINM4Y 68 tuna
Treponema pallidum BIMNY 44 tnna BIMY 73 tuna
Ureaplasma parvum BIMNY 45 tna BIMY 82 tuna

14.3.1 NMoTteHunanbHO NHTepcepupyoOLMe BellecTBa

MoTeHunaneHO MHTEepdepupyowme BewecTsa (MHMIMOUTOpPLI MNLP) n nx makcumaneHble

KOHUEeHTpaumm B obpasue, Ansa KOTopbIX OLEeHMBanoch x MHrmoupyouwee snnaHune Ha MNMUP,

nepeyvncneHol B Tabnuue 12.

Tabnuuya 12

MoTeHumManbHO UHTepcepupyroLne BelwecTsa

KoHueHTpaunsa O6GocHoBaHue

Uccnepyembin AKTUBHbIN Tun uHtepde- .
UHTtepdepeHT BellecTBa B MccregoBaHHOMN
marepuan KOMMOHEeHT peHTa
obpasue KOHLeHTpauum
BeHsnngumeTun [3-
AHTUCENTNYe- o
(M1pucTonnamuHo) 10 % ot
® _/ CcKOoe cpefcTBO o
MwupamMncTuH nNponus] ammMoHui 0,001 % pekomeHaoBaH-
Maszkwn/ XIIODM ONsi MECTHOTO OV 103b1
COCKOOBI puA NPUMeEHeHMs A
MoHormgpart
envrenva "enb-cmaska
TpaHCMNOpPTHOW n
cpene, He WHTUMHas
j Contex Wave rmuuepwuH NyGpukaHT 15 % O6bém B
npegHasHadeH 9
HOW AN YBMNAXHSAOLLNN obpasue B
KUOKOCTHOM C NaHTEHOMNoM YCIIOBUSIX
LATONOMMM . «HaumxygaLwero
LlenbHas kpoBb - OHporeHHas 5 % viv cryyasi»
N cybecTaHuus
MyuwnH OuueHHbIN 6enok 150 mkr/mn
BeH3anngumeTun [3-
AHTUCENTNYE- o
(M1pucTonnamunHo) 10 % ot
® _/ CKOe cpeacTBo o
MwupamMncTuH nponus] ammMoHui 0,001 % pekomeHOoBaH-
ONsi MECTHOTO N
Cockobbl XNopuA npYMeHeHus HOW [O3b
MoOHorngpar
anuTenus B
cpene ans 'enb-cmaska
)KT/I,D,KOCTHOVI WHTUMHas O6bEm B
LMTONOMM Contex Wave MmuuepuH Jly6pukanT 15% obpasue B
YBMaXKHSIOLLNA YCIOBUSAX
C NaHTEHOIOM «HaunxygLwero
XKungkocTtb Cpepa ons cnyyasa»
A MeTaHon peAa Ans 90 % y
KOHCEepBMpY!o- XMOKOCTHON
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KoHueHTpaumna O6ocHoBaHue

Uccnepyembin AKTUBHbIN Tun uHtepde- -
UnTtephepeHT BellecTBa B uMccregoBaHHOU
maTtepuan KOMMOHEHT peHTa
obpasue KOHLIEHTpaLuum
was BD LuuTonornn
SurePath™
LlenbHas KpoBb - SHOoreHHas 5 % viv
MyumH OuneHHbI 6enok  CYOCTaHLms 150 mkr/mn

B pesynbTaTte ucnbitTaHu NOATBEPXKAEHO, YTO BIIUSIHUE UCCNEe0BaHHbIX NOTEHUMansHO
nHTepgepupyowmnx Bewects Ha [UP, npoeoammyo c ucnonb3oBaHnem Habopa
«Amplitech HPV 6/11 (R)», oTCyTCTBYET.

14.4 Tpeun3mMoHHOCTb U3MEpPEHUA

KoacbcomumeHTt  Bapuaumm  nosTopsiemocty  CVn  3HA4YEeHWN  KOHLEHTpauum,
XapakTepusylLwmnin BHYTPUCEPUMHYIO MOBTOPSIEMOCTb U3MEPEHUN C UCMNOSb30BaHUEM
Habopa, He npeBblwaeT 5 %.

KoacbdomumeHT Bapmauum Bocnpoussoanmoct CVe 3HAYEHUN  KOHLIEHTpauuu,
XapaKTepusyoLmmn MeXCepumnHyto BOCMPOU3BOAUMOCTb U3MEPEHUN C WUCMNOSIb30BaHNEM
Habopa, He npesblwaeT 10 %.

14.5 MpaBUbHOCTb U3MEpPEHUS

CuctemaTtmyeckass MNOrpelwHoCTb, XapakTepusyllwaa MnpaBUibHOCTb U3MEpeHUst C
ncnonb3oBaHMeM Habopa, He npeBbiwaeT 15 %.

14.6 [lInarHOCTUYECKMEe XapaKTepUCTUKN

3HayeHns  guarHoctMyeckon  dyeBcTBuTenbHocTM  (OY) w©n  amMarHocTuyeckon
cneumdpudHoctn (OC) Habopa c poBepuTenbHOW BepoATHOCTbIO 95 % ykasaHbl B
Tabnuue 13.

Tabnuua 13
OunarHocTuyeckune xapaktepucTukm

. KonuyectBO 06pasuoB
Uccnegyembin matepuan nd, % ncC, %
NONOXUT. oOTpuuarT.

Maskn co cnuanctor obonoYkn Bnaranviia B
TpaHCNOPTHOW cpede, He npeaHa3Ha4YeHHoW ans 101 99 97,1 - 100 97,0 -100
YKUOKOCTHOWM LINTONOrNn
CockoObl aNUTENUS CO CNU3UCTON 000MNOYKM
LiepBuKarbHOro KaHana B TpaHCMNopTHOW cpeae, He 100 99 97,0-100 97,0-100
npegHa3HayYeHHOW ANng XXUOKOCTHOW LITONOrMm
CockoObl 3aNUTENKS CO CIN3NCTON 000MNOYKM
LepBUKanbHOro KaHana B cpege Ans XUoKoCTHOM 101 100 97,1-100 97,0-100
uMTonornm

14.7 Koppensauus

Koppensaumsa skcnepuMMeHTanbHbIX 3HAYE€HWA  KOHUEHTPAUUK, MOMYYEHHbIX MNpw
nccnegoBaHunm obpasyoB  OmMonornyeckoro martepuana Cc  MCnonb3oBaHMeM Habopa
peareHToB «Amplitech HPV 6/11 (R)» n pecepeHTHOro Habopa peareHToB, NpeAcTaBneHa
Ha pucyHke 1.
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Amplitech HPV 6/11 (R}, lg (konwit/10° kneTok)

PucyHok 1

15 ycnoena XPAHEHUA, TPAHCIMOPTUPOBAHUA WU JIKCNIYATALUU
HABOPA

15.1 Cpok rogHOCTH

Cpok rogHocTu Habopa cocTasnseT 12 mecsues OT AaTbl M3roTOBMEHUS.

Mocne BckpbiTUA pearenTbl MK HPV, OK ncnonb3oBatbh 4O UCTEYEHUS CpOKa FOQHOCTM
Habopa. [Nocne cHaTuA 3awmTHOM NnéHkn Cmecb HPV 6/11 (R) ucnonb3oBaTtb B TeYeHUe
24 v,

He ponyckaeTca cmewwmBaTb KOMMOHEHTbl HAabOPOB pasHbIX CEPUN M UCMONb3oBaTb
Habop Mo McTevyeHnn cpoka rogqHoCTH.

15.2 XpaHeHue
Habop B ynakoBke npeanpusTUS-U3roToBUTENSA XpaHUTb Npu Temnepatype oT 2 °C oo

8 °C 1 OTHOCUTENBHOW BNaXXHOCTN BO3ayxa OT 25 00 75 % B 3aWUWEHHOM OT COSTHEYHOTO
ceeta Mecte. [lnaHwetr co Cwmecbto HPV 6/11 (R) ©6epeuys ot Bnaru. [locne
TpaHCNOPTMPOBAHUS JONYyCKaeTcsl XpaHUTb Habop He Bonee 5 cyTok npu TemnepaType oT
8 °C po 25 °C.
PeareHTbl Nocne BCKPbITUS XPaHUTb B TEX XKE YCMNOBUSIX, YTO N peareHTbl 4O BCKPbITUSI.
He gonyckaeTcsa octaBnATb peareHTbl Ha pabodem cTone ctaHuum bonee 4em Ha 24 u.

15.3 TpaHcnopTupoBaHue
Habop TpaHcnopTuposBaTb npu Temnepatype ot 2 °C go 8 °C BcemMun BUAaMU KPbITbIX

TPaHCMOPTHbLIX CPeACTB B  TEPMOKOHTEMHepax C  XxflagoafnemMeHTamuM unuv B
aBTopedpwkepaTopax. [lonyckaeTca TpaHcnopTMpoBaTtb Habop npu Temnepatype ot 8 °C
o 25 °C He 6onee 10 cyToK.

15.4 Jkcnnyatauusa
PeareHTbl, BXxoasLwmne B coctaB Habopa, roToBbl K MUCMOSb30BaHMIO.

Mpobupkn NnaHweTa ¢ peareHTaMu NpeaHa3HaveHbl 4nsi O4HOKPATHOrO MCMNOMNb30BaHUS.
WccnegosaHme o0pasuoB C UCMONb30BaHMEM Habopa [OOMKHO NPOBOAUTLCA MpU
TemnepaTtype oT 18 °C go 25 °C 1 OTHOCUTENBbHOM BRAXHOCTM Bo3ayxa oT 25 % o 75 %.
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16 NMEPEYEHb COKPALLEHWA

B HacTosiLen MHCTPYKLUM NPUMEHEHbI Cneayolmne CoKpalleHus:

Ct — cycle threshold (noporosbiv LnKn)
HPV — human papillomavirus

B. — Bepcus

BK — BHYTPEHHUI KOHTPOIb

BIM4Y — BMpYC NanuniioMbl Yenoseka

an — [JOBepUTENbHbIN MHTEpPBAarn

OHK — AEe30KCUpNBOHYKNENHOBas K1cnoTa
NHKasa — Ae3okcnpnboHykneasa

OK — OoTpuuaTenbHbIA KOHTPOMb

MK — NOMOXMUTESbHbIA KOHTPOIb

rnupP — nonnmepasHas uenHas peakums
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NOCT P NCO 18113-2-2015 MeguuuHckue wusgenust Ana AWMArHOCTUKK in  Vitro.
NHdopmaums, npegocrasnsemas nsrotosutenem (Mapkmpoka). Yactbe 2. PeareHTbl ang
ANarHOCTUKM in Vitro Ans npogeccmoHanbLHOro NpUMeHeHns

FOCT P NCO 23640-2015 N3penua meguunHcKue Ans AMarHocTuku in vitro. OueHka
CcTabMNbHOCTWN 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

MponssoguTenb rapaHTMpyeT COOTBETCTBUE XapakTepucTuk 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 o HebnaronpuaTHbIX COBLITUSX (MHUMOEHTAaX), BO3HUKLLMX Npu paboTe C
HabopoM U He yKa3aHHbIX B JaHHOW UHCTPYKUWW, criedyeT HanpaBnaTb NPOU3BoaUTENO MO
yKa3aHHOMY Bbllle agpecy W B  YNOMHOMOYEHHbLIN PerynaTopHbI  OpraH CornacHo
AEVCTBYOLLEMY 3aKOHOL4ATENbCTRY.

20 TEXHUYECKASA NOOAEPXKA

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

-
(o)
-

MN3rotoBuTenb Koa cepumn

[arta narotoBneHus

MeauumHckoe nsgenuve ansa /ﬂ/

Mcnonb3oBaTb OO

[NArHOCTVKM in Vitro TemMnepaTtypHbIn AManasoH

O6paTtnTech K MHCTPYKLUUM NO ,.374 He gonyckaTb BO34encTBUSA
NPUMEHEHUIO 1\\ COITHEYHOro cBeTa

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

HIRCR=RENES 2

Homep no kaTtanory [wnanasoH BnaxHocTn

ObwecTBO C OorpaHVyYeHHON OTBETCTBEHHOCTBLIO K AMMITUTEK»

(OO0 «AmnnuTeEK»),
Poccusa, 109235, MockBa,
yn. 1-a KypbsiHoBckas, a. 34, cTp. 8, atax 1 nom. |l kom. 42

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