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CMUCOK COKPALLEHUI

B HacTosiwel uHcTpykumum MPUMEHSIOTCA Cnedylowme COKpaLLEHUS 1 0603HAYEHNS:

 BKO — BHYTPEHHWIA KOHTPONbHbI 06pasely ]
K- — OTpULaTeNbHbIA KOHTpOnb ML|P
K+ = NONOXWTENbHBbINA KOHTponb ML|P
OK — OTpUUaTenbHbIA KOHTPONb SKCTpaKumm
OKO — OTPMUATENbHbIA KOHTPONbHLIN 06pa3sel
oT — oBparHas TpaHcKpunuus
MK — NONOXWTENbHBIA KOHTPONb 3KCTPaKUUY
MKO — NONOXNUTENbHbIA KOHTPONbHLIN 06pa3sel
MupP — nonvmepasHas uenHas peakuus
®BYH LIHWW — ®epepanbHoe 6}OA}K8THO? yupexaeHue Haykn «LleHTpanbHbii
SNMaEMIBROmIN HayHHO-MCCH%ﬂOBaTEHbCKMM WUHCTUTYT anuaemMuonorumy
PocnoTpe6Hansopa dJe,qepaanovl cnyx0Obl no Hagsopy B cdepe 3aluTl npas
notpebuteneit n Gnarononyyms Yenoseka
HCV — BUpyc renaturta C
HBV — BUpyc renatuta B
HIV-1 — Bipyca ummyHoaeduumTa Yenoseka Tuna 1 j
HIV-2 — Bupyca ummyHoaeduunTa Yenoseka tuna 2
| FRT — onyopecueHTHas ACTEKUMA B peXUMe «peanbHoro BpeMeHn» —!
HA3HAYEHUE

HaGop pearentoB  «AmnnuCenc® HCV /HBV / HIV-FL» npefHasHayeH ans
OAHOBPEMEHHOro BbisiBneHus PHK BUpyca renatuta C (HCV), OHK BUpyca renatuta B
(HBV) n PHK supyca UMMyHOOedUUNTa Yenoseka (HIV) B knuHuyeckom marepuane
METOAOM NONMMEpasHoN LienHoi peakyuu (NMUP) c rm6pm,qwsaumOHHo-cbnyopecueHTHoH
AeTekuunen.

HaGop peareHtoB moxeT 6uiTs ucnonb3oBaH ANsA aHanumsa Kkak MHOMBUAYaNbHbIX
oBpasuoB, Tak U HECKOMbKUX obpasuos nnasmel, o6beauHeHHbIX B MUWHU-nyn. Ons
VHAVBUAYANbHOTO TECTUPOBAHUA BO3MOMNHO MPOBEAEHUE IKCTPaKUWM HYKNEWHOBBIX
kuenot s 100, 200 unu 1000 Mkn nnasmel kpoBu. [Npu nposeaeHun nccnenoBaHUs MUHK-
Mynoe pekomeHayemblii o6bem ans MPOBEACHUA SKCTPAKLUMWM HYKNEWHOBLIX KUCHOT
coctaensier 1000 mkn. O6bem KaXO4oro wHaMBMAYyansLHoro obpasya nnasme KpoBu,
BXOAslLEro B COCTaB MUHU-Nyna, He AOMKEH BbiTk MeHee 100 mkn. Pekomenayemoe
KOnu4ecTso obpasuos nnasmel kposw, BXOAALMX B cocTas MWHU-Nyna — ot 4 0010 ¢
obwmm o6vemom 1000 mkn.

Mpumepbl meTomos SKCTpakuuu PHK/OHK, ucnonbsyembie oBbEMBI akcTpakuuu u

BO3MOXHOCTb TECTUMpOBaHMS 00pa3suoB, o6beauHEeHHbIX B MWUHW-NYN, npeacTasneHsl B
Tabnuue.
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M AonycTtumblie 06 bEMbI NNasmbl Bo3MoxHocTb TeCTUpoBaHuA
e KpoBu, ucnons3lyemsie ans 06pa3yos nnasmei KpoBw,
AKCERNSIY IKcTpakuuu PHK/IOHK, mkn 00 beMHEHHbIX B MUWHU-NyN
MAMHO-cop6 L =
-CO
¥ e 1000 Ao 10 obpasyos
NucliSENS 100 HeTt
easyMAG 1000 Ao 10 o6pa3uos
QlAsymphony
Virus/Bacteria 1000 A0 10 obpa3syos
Midi Kit
«PUBO-copb» 100 HeT
«PUBO-npen» 100 HeT

BHUMAHUE! Pesynbrats MUP-uccneposanns  yuutbisaroTes B KOMMNNEKCHOW

AnarHocTuke 3abonesaHus’

MPUHLMN METOOA

Brisienenne PHK Bupyca renatuta C (HCV), OHK Bupyca renaTtuta B (HBV) n PHK
Bupyca nmmyHopedwmuuta yenoseka Tuna 1 (HIV-1) u Tuna 2 (HIV-2) B knuHWyeckom
Mareépnane MeToAoM nonuMepasHoil uenHoi peakuymm (MUP) ¢ rmbpuansaumoHHo-
bnyopecueHTHO AeTeKunen BkrovaeT B cebsy cnepyioouine aranbli: 1) akcTpakuuio
PHK/OHK n3 nnasmbi KPOBW COBMECTHO C BHYTPEHHUM KOHTPOnNbHLIM obpasuyom (BKO) ¢
MOMOLLbIO aBTOMaTUYECKUX CTaHUMil QlAsymphony SP u NucliSENS easyMAG, nubo
PYHHBIM METOAOM C NOMOLLLIO KOMANekTa peareHToB «PUBO-copby, «MAIHO-cop6» unu
«PUBO-npen»; 2) NpoBeaeHne obpaTHoit TpaHckpunumm PHK u amnnucukayum
AHK/KOHK ¢ rmﬁpm,qwsauMOHHo~cpnyopecueHTHoﬁ AETEKUMEl B pexume «peansHoro
BpemeHu». lMo kaHany FAM/Green ACTEKTUPYeTCA NpoaykT amnnudukayum kKOHK HCV.
Mo kawany JOE/HEX/Yellow ACTEKTUPYeTCA NpoAykT amnnudukaumm KOHK HIV-1. Mo
kaHany ROX/Orange AETEKTUPYeTCA NPOAYKT amnnucukaumm AHK HBV. Mo KaHany
Cy5/Red AETEKTUPYeTCA npodykT amnnndukaumm BKO (BHYyTpeHHero KOHTpOnbHOro
obpasua). Mo kawany Cy5.5/Crimson AeTeKTupyeTcs npoaykr amnnudpukauum kHK Hlv-
2. «[MUP-komnnexT» BapuaHT FRT-4x npegHasHayeH ANa aMnnuukaTopos ¢ YeTbipbms
kaHanamu cnyopecueHTHON AETEKLUMN, Npu ero ncnonb3osaHum MPOAYKT amnnucukaumum
KOHK  HIV-2 hHe ACTEKTUPyeTca. [lonoxuTensHbIi KOHTPOMNbHLIN  0Bpasely aTtana
SKCTpakuum — MKO HCV / HBV | HIV-rec — ABNAETCA KOMMMEKCHbIM ANs Bcex YeTbIpéx
MHDEKUUA n ABTeKTMpyeTcs no kaHanam FAM/Green (HCV), JOE/HEX/Yellow (HIV-1),
ROX/Orange (HBV), Cy5/Red (BKO) u Cy5.5/Crimson (HIV-2). TonoxurenbHbiii

: B cootsercTBuMM ¢ AvpekTusoit EBponeiickoro Cotoza 98/79/EC.
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KOHTPONbHbIN 06pasey aMmnnucukayum — MKO KOHK HCV | HBV | HIV — Takxe sBnseTcs
KOMNnekcHeIM ans HCV. HBV, HIV1, HIV2 BKO u awanoruuno AeTeKkTupyeTtcs no
COOTBETCTBYIOLYMM KaHanam.

®OPMATbI U ®OPMBbI BbINYCKA HAEOPA PEAFEHTOB

Habop pearenTor BbinyckaeTcs B 1 chopmare
@®opmar FRT
Habop pearentos BbiNyckaeTcs B 5 hopmax KOMnnekTayuu:

®opma 1 Bknovaer KOMMNIeKT peareHToB QIAsymphony Virus/Bacteria Midi Kit ans
@BTOMaTUYECKOW CTaHUuu SKCTPAKUNKU HYKNEeUHOBLIX KUCHOT QIAsymphony SP (Qiagen,
Fepmanus) u «MUP-komnnekTs BapuaHt FRT-A, agantuposanHbii Ana aBToMaTuyeckoro
MOAYNS NPUrOTOBNEHNA PeaKUMOHHbIX cmecelt QlAsymphony AS (Qiagen, lepmanus).
®opma 3 Bknioyaer KOMNIeKTbl peareHTOB «MATI'HO-cop6» BapuaHt 100-1000 u «MLP-
KOMNNekT BapuaHT FRT.

®opma 4 Bkoyaer KOMNNEeKT peareHToR «MUP-komnnekT» BapuaHt FRT-A,

QIAsymphony AS (Qiagen, lepmanus),
®opma 5 Bknoyaer KOMNNEeKT peareHTos «MLP-komnnekTs BapuaHT FRT.
®opma 6 sknoyaeT KOMNNeKT peareHTos «MUP-koMnnekT» BapuaHT FRT-4x.

“peanbHOro BpemeHuy.
PopmblI KOMnnektauum 4, 5 py 6 NP€AHasHayeHbl ans npoBeneHuss obpaTHoi

TpaHckpunuuu PHK n amnnucpukayum KOHK/OHK ¢ rwﬁpmqwaauMOHHo-cbnyopecueHTHoﬁ

AETeKUnen B pexume «peanbHoro BpemeHuy. Ans  nposenenus nonHoro [ILJP-

SKCTpakuymu PHK/OHK, PeKkomeHaoBaHHbIe ®BYH UHNK Snuaemuonorum
POCHOTpEﬁH&ﬂSOpa.

AHATTUTUYECKUE XAPAKTUCTUKMU

AHanuru Yeckas yyBcTtBuTen bHOCTbL
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[ O6uém AHanuTuYeckas YyBCTBUTENBHOCTE l
Z‘:E: > JNAng MeToa akcTpakymuu Hcy, HBYV, HIV-A, HIV-2*,
pakuuu, o -
MKN ME/mn ME/mn Konui/mn Konui/mn
«PUBO-copb»
100 «PUBO-npen» 100 50 200 600
NUCliSENS easyMAG
200 «MATHO-cop6» 50 25 100 300
«MATHO-cop6»
NUCliSENS easyMAG
1000 QlAsymphony 10 5 20 60
Virus/Bacteria Midi Kit

*BHUMAHMUE! Mpu ucnonbsosanum dhopmbl KoMnnekrauum 6 (komnnekr peareHTOB
«MUP-koMnnekT» BapuaHT FRT-4x) PHK HIV-2 He AeTeKTupyercs.

AHanuTtuyeckas cneuyudUyHocTL

OueHka  awanuTUueckois cneunguyHocTm Habopa peareHToB npoBeaeHa
nocpeacTtsom pgobaerneHus s Peakuunio reHomHon AHK/PHK CNeayuwmnx opraHuamos u
BUpycos. Bupyc renatuta A: BUpyc renatuta D; L1TOMEranoBsupyc; Bupyc dniuTeiina-
Bapp; Bsupyc NPOCTOro repneca Tunel 1, 2; Bupyc BETPAHON ocnbl: BUPYC repneca
Henoseka Tunel 6, 8: napsosupyc B19; supyc knewesoro SHUedanuTa; Bupyc nuxopapgku
3anagHoro Huna: afleHoBuUpyC Tunel 2, 3, 7: Escherichia colj: Staphylococcus aureus;
Streptococcus pyogenes, S.agalactiae: Homo sapiens.

MepekpecTHbie PEaKLM Ans ykasaHHbIX opraHnamos u BUPYCOB 3apeructpupoBaHsi
He Bbinu.

MEPbI NPEAOCTOPOXHOCTU U CBEOEHWA OB YTUNU3ALUUMK

Pabora ponxHa MPOBOANTECA B naGopaTopuu, BbINONHsIOWeN  MonekynsipHo-
Buonoruyeckue (NMUP)  uccnenosanus KIMHW4Yeckoro  martepuana wa Hanuyve
BO3OyauTenei UHMPEKLUMOHHbIX BonesHen, g cobnoaeHvem CaHuTapHo-
SNNAEMUONOrMYyecKkmux npasun  CIM 1.3.2322-08 «besonacHocTe pabotel ¢
MUKpoopravmamamm  |||—|Vv rPYNN  naToreHHocTy (onacHocTn) 1 BO3OyauTensmu
napasuTapHeix GonesHei», CaHnMuH 2.1.7.2790-10 «CaHnTapHo-anm.qemwonomqecxwe
TpeboBaHus k obpalleHuto ¢ MEAULUMHCKUMU oTXoaamu» u METoANYeCcKUX ykasaHuin MY
1.3.2569-09 «OpraHuzayus paboThi naboparopuij, ucnonbaywowmx  metogwl
aMNANUKaLMKM  HYKNEenHOBbIX KMCNOT npu paborte ¢ Marepuanom, cogepxaiium
MWUKpOOpraHmamsi |—|\/ rpynn naTtoreHHocTUy.
Mpwu paBote Heobxoanmo Bceraa BbINONHS T Cneayoume TpebosaHus:

- Temnepartypa s nomelyeHnn nabopartopuu ot 20 A0 28 °C, oTHoCUTENbHaS BNa»HoCTb
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oT 15 0o 75%.

- Cnegyer paccmaTpueaTth nccnenyemble  obpasuysl  kak MHCbeKLLMOHHO-OI‘IaCHble,
OpraH13oBbIBaTH paboty u XPaHUTb B  cooTBeTcTBUY ¢ CMN 1.3.2322-08
«besonacHocTb paboTki ¢ MWKpoopraHusmamu |1]—|\/ rpynn naTtoreHHocTn (onacHocTtu)
1 BO3BYauTensamu napasutapHbix GonesHeily.

- Y6upatb u Ae3nHduyuposaTe pasnutele obpasupl, “ucnonbays AesuHduuympyowme
CpeéActea B cooTteBeTcTBUM ¢ CM  1.3.2322-08 «besonacHocTs pabotel ¢
MUKpoopranusmamu ||]—|V rPYNN  natoreHHocTw (onacHoctn) u BO3ByauTensmu
NapasuTapHbix 6GonesHeiy.

— JlabopaTtopHbiii npouecc pomkeH 6biTh OAHOHanpaBneHHbIM. AHanus npoBoANUTCH B
OTAENbHbIX nomeLlleHusx (30Hax). Pabory cneayer HauyvHath B 30He Bbigenenus,
npojomkate B 3oHe AMnnudukaumm u Hetekumn. He BO3Bpallate obpasypl,
obopynosaHue u PE3KTVUBbI B 30HY, B KOTOPOW Bbina NposefeHa npegbiayuyas cTagus
npouecca.

— HeucnonbsosanHbie PEAreHTLl, peareHTsl ¢ ucTekwmnm CPOKOM roaHocTu, a Tawwe
MCNonb3oBaHHbIe PeareHTsl,  ynakosky?, Buonoruueckuin Martepuan, Bknioyas
MaTepuansl, MHCTPYMeHTb! NPEAMETLI, 3arpA3HeHHble Buonoruyeckum martepuanom,
Cneayer ypanste B COOTBETCTBUM ¢ TpebosaHusmn  CanMuH 2.1.7.2790-10
«CaHwTapHo-snm,qemmonomqecxwe TpeboBaHus i oBpalleHuio ¢ MEeANLUMHCKUMMU
oTXoAaMuy .

BHUMAHMUE! MNpu ynanenuu 0TX040B nocne amnnuukaymm (npobupok, coaepalyux

npoayktel  MLP) HEAONYCTUMO nX  oTkpbIBaHUE W pasbpbiarusaHue coaepxumoro,

NOCKONbKY aTO MoxeT MPUBECTU K KOHTaMUHaLmMu npoaykramu MLP nabopartopHoit 30HbI,

obopyaosaHus u peareHToB.

aBTOMaTUYeCcKux A03aTopos ¢ cunbTpom®, OgHopasosyio nnactukosyio nocygy
(Npobupku, HAKOHe1HUkM) Heobxoaumo cbpacbiBaTh B cneyvanbHbIi KOHTelHep,

obessapaxusanus MEANLMHCKUX 0TX0A0B.

- [MoBepxHocTy CTonos, a Takxe NOMELLeHUs, B KOTOpbIxX npoBoAUTCA nocTaHoska MuypP,
AC0  Havana u  nocne 3aBepleHns  pabor Heobxoaumo noaeseprath
yanpacbmoneTosomy 0bnyyeHuo B Te4yeHue 30 MuH.

e

2
HeHCHOﬂbSOBaHHble peareHThl, peareHnTbl ¢ UcTekwum CPOKoM FOAHOCTH, VCNONb30BaHHLIe peareHThl,
¥HEKOBK3 OTHOCATCH K Knaccy onacHocTu MeauuuHckux oTxonos I,

Ans ynanewnus HajocanouHol xuakocty s Npolecce akcTpakuum ¢ NOMOLULIO BakyymHoro oTcacbizarerns
Ucnonb3yoTes OAHOpa3oBble HakoHeYHuKu 6es unbrpa,
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- Habop pearenTos NpeaHasHayeH ans ogHopasosoro MPUMEHEHUs Ans nposeaeHus
MUP-uccnenosanus yKasaHHoro konuyecTsa npo6 (c™m. pasgen «CocTas»).

- Habop pearentos rotos MPUMEHeHUIo cornacHo gaHHoI WHCTPpYKUMK. [MpumeHsTs
Habop peareHToB CTPOro no HasHayeHuio.

- Kpabore ¢ HaBopom peareHToB fonyckaeTcs Tonbko fépcoHan, oby4eHHblt MeTogam
MONEKYNAPHOW AMarHocTukM u npaswnam paboTbl B KIUHWKO-AMarHoCcTUYecKo
nabopatopuu B ycTaHoBREHHOM nopsigke (CIM 1.3.2322-08 «besonacHocTb paboTsi ¢
MUKpoopranuamamm |||-|\V rPynn naTtoreHHocTu (onacHocTu) u BO3byagutensmu
fnapasuTapHeix Goneaxeity).

— He wucnonb3osaTts Habop peareHTOB, ecnu HapylleHa BHYTpeHHss ynakoska unm
BHELHWUI BUA peareHTa He COOTBETCTBYET ONUCaHUIO.

- He wucnonbsosats Habop peareHToB, ecnu He  cobnwopanucs  ycrnosus
TP@HCNOPTUPOBAHUA 1 XpaHEeHUs cornacHo WHCTPYKLMK.

- He ucnonbsosaTts Habop no ucteueHuu CpoKa rogHocTy.

— Wcnonb3osats OAHOpasoBble HeonyapeHHble nepyatkn, nabopatopHbie XanaTsbl,
salmilate rnasa Bo Bpems paboThl ¢ obpasuamu u pearenTamu. TwartensHo BbIMbITH
PYKW No okoH4YaHuu paboTbl. Bee onepauum npoBoASTCA TONbKO B nepyartkax gns
NCKIIOYEHNS KOHTaKTa ¢ opraHusmom 4Yenoseka.

B3pbIBa 1 BO3ropaHus oteyTerayior.
— Jluctel 6GesonacHocTu peareHTos (SDS -safety data sheet) goctynHel no 3anpocy.

= WHdopmaymorHoe nucsmo o besonacHocTi Haopa pearenTos AOCTynHo no 3anpocy.

QOueHka BEPOATHbIX cOoBbITUI, B Pe3ynbTate HacrtynneHus KOTOPbIX MOryT npou3onTu

oTpulaTenbHble nocneacTeus ans OpraHvsma Yyenoseka

MPEAOCTOpOXHOCTM Habop Gesonacen.

AONONHUTENbLHBLIE MATEPUANBI K OBOPY[IOBAHMUE

30HA 1. JkcTpakuus OHK/PHK U3 KNUuHUYeckoro MaTepuana

1. NamuHapHbiii  Goke (Hanpumep, «EABn-O1-«ﬂaMMHap-C»-T,2», «JlaMuHapHble
CucTemsbl», Poccus, knace Buonoruyeckoi 6esonacHocTu I T™MN A).

2. Boprekc (Hanpumep, BioSan, Natsug).
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3. Habop SNEKTPOHHbLIX UK MEXaHuiecknx [fosaTopos NepemeHHoro o6vema ¢
BOSMOXHOCTbIO 03UMpOBaHUS OT 1 A0 1000 mkn (Hanpumep, «JleHnunery, Poccus).

4. Wratusel gna npobupok (Hanpumep, «MHTepﬂa6Cepch», Poccusi) u HaKoOHEeYHUKoB
(Hanpumep, Axygen, CLLA).

200 Mk 1 40 1000 mkn (Hanpumep, Axygen, CLLA).

6. XonoaunbHuk OT 2 oo 8 °C ¢ MOPO3UNLHOK KaMepon He Bbiwe MUHyc 16 °C agns
BblAENEeHHbIX Npob PHK/HK.

7. OTaenbHbI Xanar, wanoyku, obyBb u OAHOpasoBbLle NnepyaTku no MY 1.3.2569-09.

8. EmkocTb ANnsa cbpoca HaKOHEeYHUKoB.

Mpu ucnonbzosanuu 2BTOMaTUYeCKON CTaHUUK QlAsymphony SpP:

1. ABTomaTtuyeckas CTaHUMA ana aKcTpakyuu PHK/OHK QIAsymphony sSp (Qiagen,
Fepmanus).

2. Habop peaktusos QIAsymphony Virus/Bacteria Midi Kit (Qiagen, F'epmatus).
3. PacxopHble MaTepuans! K aBTomaTiyeckoi; CTaHuun QlAsymphony SP npoussogcrea
Qiagen, Mepmanus:
- OpHopasoeeble HAKOHEYHWUKM AN MarHuTHbIx CTepxHen (144 WwT/yn)
- Benomoratensheie BaHHOukM (10 wr/yn)
- Awuk ans 0TpaboTaHHbIX HakoHeYHukos (15 Wwr/ynak)
- Hepxarens KapTpuaxa ans peareHTos
- 8 —NyHOYHBII KapTpuax ans npobonoaroTosku (336 Wwr/ynak)
- HakoHeuHukm ¢ PUnNbLTPOM o6bemom 1500 mkn (32 HaKoHeYHuka/WwraTue)
- HakoHeYHuku ¢ PUNLTPOM 06bemom 200 mkn (32 HakoHe4Huka/wraTus)

4. MonuctupeHosbie KPYrnoaoHHbIe npoBupkn 17 x 100 MM, obbemom 14 mn
fpoussoacTea Becton, Dickinson and Company (CLWIA, kaTanoxHbiii Homep 352051).
Mpu ucnonbzoBanuy KoMnnekra pearenros «MAHO-cop6» (TY 9398-106-01897593-

2012):
1. Tepmocrar ANs npobupok obvemom 5 MR, AuameTpom 12 mm ot 25 fo 100 °C
(Hanpumep, BioSan, Natsus).
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o

BakyymHbii OTCacblBatenb  MeauUMHCKU C Konboi-nosywikoit ANa  ynaneHus
HaA0Caf0YHOM XugKocTu (Hanpumep, «OM-1», r. YnbsiHoBCK, Poccus).

npobupku o6bemom 1,5 mn (Hanpumep, Axygen, CLLA).

7. OpHopasosble nonunponuneHosble wny NONUCTUPOMbHbLIE npobupku obvemom Ao
5 mn AnameTtpom 12 mm, KPYrNoAOHHbIe (Hanpumep, Axygen, CLLA).

8. OpHopasosbie nonunponuneHossle KpbIWKKM ans npobupok o6vemom ao 5 wmn
AvameTtpom 12 mm (Hanpumep, Axygen, CLIA).

©

ONEKTPOHHLIA Wy MexaHu4eckui A03ATOP nepemeHHoro obvema c BO3MOXHOCTbLI0
AC3UpoBaHusa ot 1000 go 5000 MKn (Hanpumep, «JleHnuner», Poccus).

10. OaHopasosble HaKOHEeYHUkn ¢ punbTpOM ans A03aTOpoB nepemeHHoro obvema pno
5000 mkn (Hanpumep, Axygen, CLLA).

200 Mkn1 1 1o 1000 mkn (Hanpumep, Axygen, CLLA).

Mpu UCcnonbL3oBaHuu ABTOMaTuyeckou CTaHuuu NucliSENS easyMAG:

1. ABTOMaTuuyeckas CTaHuus  ana  akcTpakyuu PHK/OHK  NucliSENS easyMAG
(nocTaswuk «I/IHTepﬂaGCepch», Poccus).

2. Habop PEaKTUBOB U pacxogHbIx MaTepuanos k aBTOMaTUYeCKON CTaHuuu NucliSENS
easyMAG (Bydbep ans SKCTpakuum 1, Bydep ans IKCTpakuyum 2, Bycep ans
SkCTpakumm 3, 6Bycdep ans nu3uca, MarHuTHas Cunuka, komnnekT pacxoaHbix
matepunanos) (bioMérieux. dpaHyms).

D_piucnonbaosaﬂuu KOMnnekTa pearedtos «PUBO-cop6» (TY 9398-004-01897593-

2008) unu «PUBO-npens (TY 9398-071-01897593-2008):

1. Tepmocrar gns npobupok Tuna «3nnexgopc» or 25 Ao 100 °C (Hanpumep, BioSan
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1. Ansa copm KOoMnnekrauuu 1, 3, 4, 5 Heobxoaum amnnucukaTop poTOpHOro TuUna,
Hanpumep, Rotor-Gene 3000 unn 6000 (Corbett Research, ABCTpanusa) unu
amnnupukaTop NNaHweTHoro Tuna, Hanpumep, «/T-96» («,ElHK-Texnonorwﬁ»,

Poccus), nu6o amnnuukaTopel, PeKOMeHhoBaHHLIe DBYH UHUU 3nugemuonorum

FAM, JOE, ROX, Cy5, Cy5.5.

Ana  c¢opmei KOMnnekTauum 6 HeoBxoaum amMnIncukaTop  poTopHoro TUna,
Hanpumep, Rotor-Gene 3000 unn 6000 (Corbett Research, ABCTpanusa) wunu
amMnAMUKaTop nnaHweTHoro Tvna, Hanpumep, «[T-96» («ﬂHK-Texmnorm»,
Poccusa, nubo amnnucukaTopsi, PEKOMeHOoBaHHbIe ®BYH UHWUK Anuaemuonorum

Kpacurenem FAM, JOE, ROX, Cy5.
2. TLP-60kc (Hanpumep, «EAB-I"IuP-«ﬂaMMHap-C», «[TamuHapHbie cncTemel», Poccus).
3. Boprekc (Hanpumep, BioSan, Nateus).

4. Habop SNEKTPOHHbLIX Unu MexXaHu4yeckux A03aTopoB nepemeHHoro obbema (Hanpumep,
«Jlernunery, Poccus).

5. Ons npubopos ans MLP B pexume KPEanbHOro BpemMeHuy» c AETeKunen yepes aHo

npobupku (Hanpumep. Rotor-Gene). OpnHopa3sosbie nonunNponuneHoBsie npobupku ans
NUP obbemom 0,2 Mn (nnockas KpbILUKa, HecTpunosaHHble) (Hanpuwmep, Axygen,
CWA) ans OCTaHOBKM B poTop Ha 36 npobupok nubo OAHOpa3soBbie
nonunponuneHossle npobupku ans MNUP obvemom 0,1 mn (Corbett Research,
ABcTpanus) ans NOCTaHOBKM B POTOp Ha 72 npobupky.

Ansa npubopos Aana MUP B pexume PEANbHOro BpemMeHu» ¢ AEeTekunen Yyepes KD bILLIKY

(Hanpumep. «dT-96). OpfHopasosbie nonunponuneHoBsie npoBupku mnu CTpunel Ans

7. Wratuewl gns HakoOHeYHukoB (Hanpumep, Axygen, CLUA) n npobupok o6bemom 0,2 mn
(Hanpumep, «I/IHTepﬂa6CepBMc», Poccus).

8. Xonoaunshuk OT 2 o 8 °C ¢ MOPO3UNbHOW Kamepoii He Bbille MuHyc 16 °C pgns
BblA€NeHHbIX Npo6 PHK/OHK.
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9. OtaenbHbIit Xanar, wanouku, obysb u OAHOpasoBble nepyatku no MY 1.3.2569-09.

10. EmMKocTb ans cbpoca HakoHeYHuKoB.

MNpu_npurotoBnenuu PeakUMoHHOW cMecu c MCNONbL30BaHUEM aBTOMaTUYECKOro
Moayns QIAsymghony AS:

1. ABTOMaTtuveckas CTaHums ans akctpakumm PHK/OHK u MPUrOTOBNEHUA peakUUOHHbIX

cmeceit QlAsymphony SP + AS (Qiagen, Frepmanus).
2. PacxogHble MaTtepuans! K aBTomMaTu4yeckomy Moaynio QIAsymphony AS (Qiagen,
FepmaHus):
- HakoHeyHuku ¢ PUNLTPoM obbemom 1500 mkn
- HakoHeuHukn ¢ unbTpom o6bemom 200 mMkn.

- HakoHeYHuku ¢ 1ILTPOM 06Lemom 50 mkn.

B3ATUE, TPAHCIMOPTUPOBAHMUE U XPAHEHWE UCCNEQYEMOIO MATEPUANA

Mepea Havanom pa6otsl CNeAyeT 03HaKkoMUTLCH ¢ MeTogMYeCcKUMU pekomMeHaauusimMu
«BsaTue, TPaHCNOpTUpOBKa, XpaHeHue KNHu4eckoro  matepwana pgns MNLP-
AWArHOCTUKK», paspaboTaHHbiMu OBYH UHUNS Pocn0Tpe6Han30pa, Mocksa, 2012 r.

Ans nposegeHus MUP-uccnenosaHus ucnoneb3yercs nnasma nepupepuyeckoil kposu.
B3sTue kpoew NPOBOAMTCA YyTPOM HaTowak B NpoBupky ¢ pactsopom OMTA B kayecTtse
aHTukoarynsHra. 3akpbiTyio NPOBUPKY ¢ KPOBLIO Heckonbko pas nepesopauuBawT. B
Te4yeHue 6 4 ¢ MomeHTa B3sTUS KPOBW cneayet oTobpath nnasmy u NepeHecT B HOBYIO
npobupky. [ns aToro npobupKy ¢ KpoBbio UeHTpudyrvpyotr 20 MuH npu 800-1600 g.
XpaHuTb NIasmy MoXHO He bonee 5 cyt npu TeMnepatype o1 2 4o 8 °C u ANUTENBHO Npwu
TEMNEpaType He Bbille MUHyc 68 °C.

B oTaembHbix  cryuasx AONycKaeTcs  ucnonb3oBaHue CbIBOPOTKM  KpoBM.
AHanuTuuyeckas HYBCTBUTENbHOCTL  Habopa peareHToB Ans - paHHoro  martepuana
COXpaHseTcs, ofHako KnuHu4yeckas HYBCTBUTENbHOCTL BBUAY OCaXAEHWNA BUPYCHbIX
HacCTWL Npu peTpakuum cryctka MoxeT 6biTs CYWECTBEHHO CHuxeHa. XpaHuTs CbIBOPOTKY
MOXHO He Bonee 5 cyT npu Temnepatype ot 2 a0 8 °C u anuTensHo npu Temnepartype He
BbllUE MUHYC 68 °C.

Habop peareHTos «AmnnuCenc® HCV / HBV | HIV-FL» moxeT ObITb MCnonb3oBaH Aans
aHanusa kak VHAUBUAYaNbHbIX obpasyos, Tak u HeCKonbkux obpa3syos nnasmei,
obbeanHeHHbIX B MWHW-nyn. PekomeHayemoe konuuectso 00pa3uos nnasmpl KpoBu,

BXO4AWmMX B cocTas MUWHU-Nyna — oT 4 o 10 ¢ obwum obvemom 3KCTpakumm
HYKNenHoBbIX kucnoT 1000 mkn.
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COCTAB
KoMmnnekr pearexros QIlAsymphony Virus/Bacteria Midi Kit ans asTomaTuueckoii
CTaHUMMU IKCTPAKUMM HYKNEUHOBBLIX KUCHOT QIAsymphony SP — komnnexT peareHToB

ANA 3KkeTpakynm PHK/OHK 13 knuHuyeckoro MaTepuana — BKnioyvaer:

___Peakmus _ Onucavue | O6vem,Mn |  Kon-eo o
KapTpuax c pearentamu - - 2 WTYKK
MpokankiBalowan kpbiwka - B 2 LWITYKM
WraTue ¢ chepmeHTamm - - 2 WTYKK

MpospayHas GecuseTHas
Bycep AVE KUTKOCTE 20 2 thnakoHa
MNpospayHas GecuseTHas
Bychep AVE KASIKOCTS 2 2 nakoHa
Hocutens PHK Mopowok 6enoro yseTa 1350 mkr 2 npobupku 1
YnakoBKa ynnoTHUTeNbHbIX _ = 2 Wwrykn J
nonocok

Komnnekr QIAsymphony Virus/Bacteria Midi Kit gns aBTOMaTU4YecKo craHuwu
SKCTPaKUMN HYKNEWHOBbLIX KUCMOT QlAsymphony SP paccuuTaH Ha akcTpakuyu PHK/OHK
13 96 npob, Bknovas KOHTponu. BxoguT B cocTtas opMbI KOMMNekTauum 1.

Komnnekr pearentos «MATHO-cop6» BapuanT 100-1000 — KOMMNeKkT peareHToB ans

Bblaenenus PHK/AHK us knuvuueckoro Matepuana — BKn4aer:

L" _ Peaxkmue : Onucanue O6nem, mn|  Kon-so
H il T MpospayHas »uakocTs® ot
Ml:srqugﬁlou é' PacYBop BecuBeTHOro Ao xenToro 70 4 chnakoHa
" WK po3oBoro LseTa

Mpo3payHas 6ecuseTHas

KomnoHeHT A KALKOCTb 0,6 4 npoBupku
lMpo3spayHas xuakocTs? ot

PacTeop ans otmbisku 5 BecuseTtHoro fo xenTtoro 60 4 pnakoHa
1K po3oBoro LseTa
MNpospayHas BecuseTHan

PacTeop Ans oTMbIBKK 6 KUAKOCT 20 4 bnakoHa
lNpo3spavHas beclseTHas

PacTBop ans oTMbIBKM 7 KUAKOCTH 6.0 4 thnakoHa

MarHeTusuposaHHas cunuka CycneHaus YepHoro useTta 0,9 4 npoBupku
MpospayHas GecuseTHas

Bydep ans anoyuu XUIKOCTS 1,2 12 npoBupok

Komnnekr pearenTos paccuntaH Ha BbigeneHue PHK/OHK uz 100 npob obvemom

$ Mpu xpaHeHun Nu3npyioulero pacteopa MAIHO-cop6 u PacTeopa Ans oTMbIBku 5 npu TeMmnepartype Huxe
20 °C BO3MOXHO oBpasosaHue ocagka B BuAe Kpuctannos.
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1000 mkn, BKNtoYas koHTponu. Bxoaut B cocras dopmbi KoMmnnekrauum 3.

Komnnekr pearextos

«MNUP-komnnekT» Bapuant FRT - KOMMNNEeKT peareHToB Ans

NpoBeAeHns peakunu obpaTHol TpaHckpunuuu PHK u amnnucpukaumn k[QHK supyca

renatuta C (HCV), kOHK supyca UMMyHodedmuuTa Yenoseka Tuna 1 (HIV-1)
(HIV-2) w [OHK Bupyca renatuta B (

AeTexkunen B pexnme «peanbHoro BpeMeHu» — BKnwyaer:

M Tuna 2

HBV) ¢ rmbpuaunsaymoH HO-PrIyopecLUeHTHOM

L Ki | onucanue i | ObreM mn b FKoneo |
: Mpo3payHas BecupeTHas
RT-G-mix-2 KIAIKOCTS 0,015 4 npoBupku
y lNpo3payHas xugKkocTb oT
OT-NLIP-cmect-1-FRT HCV/HBV/ BecuseTHoro go ceetno- 0,3 4 npoBupkw
HIVA / HIV2
NUnoBsoro usera
. 9. lNpo3payHas GecuseTHas
OT-NMuyP-cmeckb-2-FL SKUAKOCTb 0,3 4 npoBbupku
lMNpospayHas BecupeTHas
Nonumepasa (TagF) ST 0,03 4 npoBupku
MNpospayHas BecuyseTHas
TM-PeBepra3sa (MMiv) KAKOCTS 0,015 4 NpoBupku
MNpospayHas BecyseTHas
Bydep ans snioyun MIKOCTS 1,2 4 NpoBupKu
MKO kOHK HCV/HBV / HIV pospauan GecusetHas 0,1 4 npoBupku
1 KUAKOCTb B

Komnnekr pearentos paccuutaH Ha npoeeaexune 100 peakuunin oBpaTHOI TPaHCKpUNLUmm u

amnamukaumum, BKNoYas KOHTPoNW. BxoauT B cocTas thopm komnnekTauum 3 u 5.

K komnnekTy peareHTos npunaratorcs KOHTPOnbHbIE 0bpasibl aTana akcTpakyuu:

L

KUOKOCTb

Peakmue _ Onucavue | O6uem, mn Kon-eo
oko MpospasnanCecusemias | oo | e
MKO HCV/ HBV / HIV.rec gﬁgﬁgfj::a” GecusetHas 0,2 4 NPoBupKy
BKO STI-87-rec Ilpospaas GecuseTHas 0,5 4 NpoBupKu

Komnnekr peareHTtos «MUP-komnnekT» BapuaHT FRT-A — komnnekr peareHToB Ans
nposefeHna peakuwm obpaTHou TPaHckpunuum PHK u amnnudpukayum KOHK Bupyca
renatuta C (HCV), kOHK supyca MMMyHoL4eULUnTa Yenoseka Tuna 1 (HIV-1) u Tuna 2
(HIV-2), OHK Bupyca renatuta B (HBV) ¢ rw6pmamsauM0HHo-cbnyopecueHTHoﬁ AeTekuyuen
B pexume «peanbHOro BpemeHu», aaanTupoBaHHbIN ANS aBTOMAaTUYECKOro moayns

MPUrOTOBNEHMA peakUMOHHbIX cMeceil QIAsymphony AS - Bkniouaer:

o Feanmua” _Onucanue | O6vem,mn | Komeo I
T MNpospayHasn GecupeTHas
LRT G-mix-2 KUTKOCTS 0,055 4 NnpoBupku
Crp. 14 na 39
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XKUAKOCTb

Mpo3payHas xuaKocTs oT

2}%”}';’5;”“&1 “FRT HCV/HBV/ GecuseTHoro ao ceetno- 0,35 4 npobupkm
nuMnoBoro useTa
MpospayHas BecuseTHas

OT-NUP-cmeck-2-FL UAKOCTh 0,35 4 npoﬁmpKL
lNpo3spayHan GecupeTHas

Monumepasa (TaqgF) KAQKOCTS 0,07 4 npobupku
MNpospayHas BecuseTtHas

TM-Peeeprasa (MMIv) KAKOCTS 0,055 4 npoBupku
MNpospayHas GecuseTHas

Bydep ans anouyun MATKOCTS 0,2 4 npoBupkm

MKO KAHK HCV/ HBV / HIV [Pospauian GecuseTHan 0,1 4 NpoBupKH

KomnnekT peareHTos paccuunTaH Ha npoeegenve 100 peakyuit oBpaTHoIi TpaHcKpUnUMK 1

amnnuukaumn, BkNYas KOHTponu. Bxogut B cocTas hopm KoMnnexkTauuum 1, 4.

K komnnekty pearenTos npunaraotes KOHTpOnbHble 0Bpasubl aTana skcTpakumm:

. Peakmue Onucanue O6sem, mn '..'Ko;n-eo;.—l
0KO Qﬁgiﬁgﬁ:a” GecuseTHan 12 4 npoBupk
MKO HCV/HBV / HiV-rec ﬂﬁgiggﬁ:a” GecuseTHas 1,2 4 npoBupkn

tBKO STI-87-rec gggiopg:: a5 BecupeTHas 0,5 4 npoBupku

Komnnekr pearenros «MUP-komnnekT» BapuaHT FRT-4x — komnnekr peareHToB Ans

NPOBEAEHUS peakunu obpaTHoit TpaHckpunumm PHK n amnnucpukaymm kHK Bupyca
renatuta C (HCV), kHK supyca UMMyHofeduLUUTa Yenoseka Tuna 1 (HIV-1), OHK

BUpyca renatuta B (HBV) ¢ rn6pv|,r.1wsauMOHHo-qmyopecueHTHoﬁ AeTekunen B pexume

«peanbHoro BpeMeHu — BKnroyvaer:

Peaf;muéﬂ 2 i Onug:aﬁqg e O6vem, Mn |  Kon-eo
7 - | MNpospayHas GecyseTHas
RT-G-mix-2 KILKOCTS 0,015 4 npoBupku
OT-NUP-cMeck-1-FRT HCV/ HBY/ | [TPO3pasHas xugkocts ot
HIV BecuseTHoro ao ceetno- 0,3 4 npoBupku
NUNoBOro LgeTa
G 5 s MpospayHasn BecyseTHas
OT-NuP-cmech-2-FL SAIOOTE 0,3 4 npobupku
MNpospayHas BecuseTHas
Monumepasa (TaqF) HURKGCTE 0,03 4 npoBupku
y Mpo3spauHas BecuseTtHas
TM-PeBepraza (MMIv) Sy 0,015 4 npoBupku
MNpo3payHas BecuseTHas
Bydep ans anouuu SUABKOCTE 1,2 I 4 npoBupku
——
EKO KOHK HCV / HBV / HIV Mpo3spayHan BecuseTHas 0.1

XWAKOCTL

Komnnekr pearevros paccuyuTaH Ha nposenexue 100 peakumin obpaTHoii
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amnnwdmxauww, BKIKoYyas KOHTpoOIu.
K KOMMNNEeKTYy peareHTos npunarawTcs KOHTPOIbHLIE 06pa3ubl dTana aKcTpakyuu:

_ Peakm ‘ i Onucanue O6nem (M) . Kon-eo
oKo AN | pn | s
MKO HCV/ HBV/ HiV-rec Qﬁgﬁgijja“ GecuseTHan 0,2 4 npoBupku
BKO STI-87-rec Qﬁgig?::aﬂ Gecusethas 0,5 4 rlpoﬁmpm/fJ

NMPOBEOEHUE NMUP-UCCNEOOBAHUSA

MNUP-uccnenosanue cocront U3 cneayrouwmx atanos:

— OKCTpakums PHK/OHK u3 ncecneayembix obpasuos.

- lNposeneHue o6patHom TPaHCkpunuuu u amnnucukayum c rmbpuansaymoHHo-
hnyopecueHTHoI AETEKUMEel B pexume «peansHoro BPEMEHUY.

— AHanus u uHTepnpetayus pesynbTaTos.

SKCTPAKUWUA PHKIOHK U3 UCCNEQYEMbIX OBPA3LOB

BHUMAHUE! [Ins pabotsl ¢ PHK/HK HeobxoauMo ucnonb3osaTs TONbKO OfHOpPa3oBbIe
CTepunbHbIE NNacTUKOBbLIE PacxofHble mMaTepuansi, umelowme CneunaneHyio Mapkuposky
RNase-free, DNase-free.

Ans akcTtpakumu PHK NCNonb3ylTCH KOMNNEKTbI PeareHToB, pekomeHgoBaHHbIe DBYH

UHWUW 3nugemuonoruu Pocn0Tpe6Ha,a30pa:

~ TPV MCNONbL30BaHUN KOMMNeKTa peareHTos QIAsymphony Virus/Bacteria Midi Kit ana
ABTOMaTU4YECKON CTaHUMM OKCTPAKUMW  HYKNEeUHOBLIX KucnoT QIAsymphony SP
NOPAAOK paboTbl cM. B npunoxeHuu 1 «JKCTpakums PHK/OHK ¢ 1ncnonb3oBaHuem
aBTOMaTU4eCKON CTaHumm SKCTPaKUWNM HYKNEWHOBbIX KUCHOT QIAsymphony SP».

— NpPW 1MCnonb3oBaHuu asTomaTuyeckoi CTaHUWA ANs 9KCTPaKUMU HYKNEeUHOBbIX Kucnor
NUcliSENS easyMAG NOPAA0K paboTel M. B NpunomeHunyn 2 («3kcTpakums PHK/OHK ¢
WCNONb3OBaHWEM aBToMaTUYeCcKo CTaHUMA ana skcTpakumm HYKNeWHoBbIX Kucnor
NucliSENS easyMAG»).

- NpW 1ucnonb3oBaHuM KomnnekTa peareHtos «MAIHO-cop6» nopafok pabotel gns
SKCTpakuyun PHK/OHK us 1000 mkn u 200 Mkn nnazmbl KPOBU CM. B npunoxeHuu 3
(«3SkcTpakyus PHK/OHK ¢ ucnonssosanvem KOMnnekTa peareHTos «MAFHO-copG»).
Mpu ncnonbsosannm komnnexTos PEareHToB Ana skcTpakyum, He BXOASALWMX B cocTas

AahHOro Habopa pearenTos, nopsanok pabGortbl cm. B npunoxexnun 4 («3kcTpakums

PHK/OHK ¢ ncnonb3oBaHvem KOMNNEKTOB, He BXxoaslymx B cocTas pgaHHoro Habopa

C1p. 16 n3 39

Peructparna MH 8 Pocagpasramsope

cert.ru
————————— www.nevacert.ru | info@nevace:



®OPMAT FRT

peareHToB»).

Takke cwm. MEeToauyeckne  pekomenaauuu ®BYH UHWUWK 3nuaemuonorum
PocnoTpeGHaasopa no NpuMeHeHwnio Habopa peareHToB «AMnnuCenc® HCv / HBV | HIV-
FL».

NPOBEAEHUE OBPATHOWN TPAHCKPUNUUU M AMMNIIUOUKALMU C AETEKUMEW B
PEXWME «PEANTbHOIO BPEMEHM»

O6wuit 06em peakyuu — 50 MK, BKNioYas 06bem npobwi PHK/OHK - 30 mxkn.

BHUMAHUE! IMpu pabote ¢ PHK/OQHK HeobxoauMo ucnons3osaTe TONbKO OJHOPa30Bble
CTEPUNbHbIE NNAacTUKoBLIE pacxoaHbie MaTepuansl, umeloLue CneunansHyio Mapkuposky

RNase-free, DNase-free.

A1. Moaroroska npo6upok ans aMnnudukaymm npu ucnonssoBaHum «MLP-
KoMnnekra» BapuaHT FRT

Bbi6op npo6upok gns amMnnuukaunm 3asucuT ot ncnonesyemoro aMmnnucpukaropa.

Ana BHeceHus B npoBupkn peareHTos, npod PHK/OHK u KOHTpOnbHLIX 06pasyos
MCNONb3yTCH 04HOPA30BLIE HAKOHEYHUKY C punbTpamu.

BHUMAHMUE! KomnoHeHTs| PeakUnoHHOW cmecn chegyer cmewusaTs HenocpeacTeeHHo
nepea nposegeHuem MLUP-uccnenosanus.

1. o Havana pa6oTb Pa3MOpo3uTs, TlaTtensHo nepemewaTts Ha BOpTeKce Bce peareHTwi
Habopa n ocaguTs kannu ¢ Kpbilwek npobupok.

2. OTo6paTthb Heobxoaumoe konuuecTso npobupok ans amnanukaumm ¢ yyetom
KonuyecTsa nceneayemsix u KOHTPONbHBIX 06pasLos (asa KOHTpoOnA aTana akcTpakymm
W ABa KOHTpOnbHbIX 06pasua sTana MNUP). Tun npodupoK, cTpunos wnu nnawek
BbibpaTk B 3aBucUMOCTY OT “cnonbayemoro npubopa.

3. AAns npurotosnenus PeaKUMOHHOW cMecu cmewaTs PeareHTbl Ha Heobxoaumoe
HMCno peakyui, BkMoyalowee TECTUpoBaHuWe uccneayembix u KOHTPONEHbIX 06pasLyos,
B COOTBETCTBUM C pacyeTHO Tabnuuei (cMm. Tabn. 1).

4. Tpu nposeneHun TECTMPOBAHUA 22 KNUHMYECKUX obpasuos (24 obpasua nocne srana
9KCTpakuum) pekomeHayetcs Cneayiowmin cnocob cmewusanus: g npobupky ¢ OT-
MUP-cmecbio-1-FRT HCV | HBV | HIW I HIV2 (0,3 Mn) nobasuth Bce coaepxumoe

npobupkn c OT-NUP-cmeckio-2-FL (0,3 mn), Bce cofdepxumoe npobupku c
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®OPMAT FRT

5. BHecTu B npobupku no 20 mkn rOTOBOW peakuMOHHOI cMecHu. HeucnonbsosaHHbie
OCTaTKn peakUMoHHbIX cMecell BbIDpoCcUTb.

6. Mcnonbays HakoHeYHUK ¢ PUnbTPOM, 406aBUTL No 30 MK Kaxzgoun npo6el PHK/AHK
B NpobupKy ¢ peakuMoHHOM cMecklo. [lpobupku HeoBxogumo TwarenbHo
Nepemelwars nuneTuposaHuem, He AONyCKas NosiBNeHus NysbipbKos BO3ayxa.

7. NocraBuTs KOHTpONbLHbIE peakuuu:

a) NONoOXUTeNbHbIN KOHTponb TMUP (K+) - B NPOBUPKY C peakumoHHON cMechio
BHeCTV 30 mkn MKO kOHK HCV | HBV | HIV;

6) oTpuuarenbHLIl koHTponb MUP (K-) — B NpobupKy ¢ peakumoHHol cmeckbio
BHecTn 30 mkn Gydchepa ans anoumum.

BHUMAHMUE! Mpobupkn ¢ poGasneHHbIMU KOHTPONbHbIMK 0Bpa3syamu Heobxoaumo

TwaTtenbHo nepemMeLuaTs UNeTUpoBaHuem, He Aonyckas NosBNEeHUs Ny3bIPbKOB BO3AyXa.

MNepen nocranoBkoin B aMnnrKaTop NNaHLWeTHOro Tuna PEKOMEeHAyeTcs ocaauTs Kannu

CO CTEHOK NpoBupokK KpaTKkum LUEeHTpUdyruposaHmem Ha BopTekce (1-3 c¢).

Tabnuua 1

Cxema npurotoeneHus PeakuMoHHBLIX cMecel

O6beM peakTUBORB Ha ykazaHHoe Konu4ecTBo UccneayembIx
TOYEK C 3anacom _ _
~ O6vem pearenta Ha ogH , e . Cernene g
o _-pe‘;m“ SR oy 000 5 0008100 ois0 R 2
Yucno Yucno ST-hip-
P P cmecb-1-FRT | OT-NLP- Monumepasa RT-G-mix-2 TM-PeBeprasa
' il o i exx:ayﬂLlPs i?‘xflz?vng cMeck-2FL | (TagF) (MMIv)

6 10 110 110 11 5 5 |
[ 12 30 TS0 s e . 6 %
10 14 150 10 | 15 | 7 | 7
2 T 170 170 | O
14 18 190 190 19 | 9 9
[T e e 21001 210 et i e
18 22 230 230 23 11 11

A0l i g 2500 | 250 250 T 12.
Bce Bce Bce Bce
22¢ 26 cofepxumoe | cogepxumoe coaepxumoe 15 cofepXumoe
npobupku npo6upku npobupku npoGupku

A2.MoaroToska npobupok ans aMnnucpukaLum npu UcnonesosaHum «MLP-
KoMnnekra» BapuaHt FRT-A
Komnnekr pearenTos «MUP-komnnexT» BapuaHt FRT-A  apanTuposan ans

ABTOMaTU4eCcKoro mogyns MPUrOTOBNEHUS peakUMOHHbIX cMmecei] QlAsymphony AS.

® Yucno KNnuHuYeckux obpasyos + 2 KOHTPOnA atana akcTpakuum PHK + 2 koHTpons OT-MLUP, (N+4, N —
KONWU4eCcTBO KNUHUYeCKuX obpasuos).

CraHpapTHas SKCTpaKuua u3 24 obpasyos Ha npubope NucliSENS easyMAG unu ¢ nomowsio KOMNnekTa
pearexTos « MAHO-cop6».
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Mpurotoenexue PE€aKUMOHHbIX cMecel, BHeceHue npo6 PHK/OHK u KOHTponewn B8
NPOBUPKN C peakUMOHHOI cMecsio NponcxoanT asTomatuyecku. [ns Habopa peareHToB
«AmnnuCenc® HCV I HBV | HIV-FL» Heobxoaumo ncnonL3oBath NPOTOKON
AmpliSens_RG, NpefycTaHOBNEeHHbI B npubope. Paboty ¢ aBTOMaTU4eCKUM Moaynem
QIASymphony AS MPOBOAUTL B CTPOroM COOTBETCTBUU C VHCTPyKUWen Kk npubopy.

Takke cm. MeTofudeckne  pekomeHaauum OBYH  UHWK Anuaemunonoriu
PocnOTpeﬁHa,qsopa Mo npuMeHeHwuo Habopa peareHToB «AmnnuCenc® HCV / HBV | HIV-
FL».

BHUMAHMUE! Ho Havana pa6oTe PasMoposuTb, TwartensHo NepemewaTs Ha BopTekce
BCE peareHTbl Habopa u ocaguTs kannu C Kpbllwek npobupok. OTobparts Heobxogumoe
konudectso npobupok ans aMnaMuKkaumm ¢ yyetom KonuuecTsa nuccnegyembix u
KOHTPONbBHLIX 06pasLos.

BHUMAHUE! B cnyuae MPUTOTOBNEHNS peakUMOHHbLIX cMeceil Ans nposeaenus MLP ¢
MOMOLLBIO  aBTOMAaTUYECKOro MOAYNA aonyckaetcs He ucnonb3osats KOHTPOnbHbIe
obpasubl peakyuu amnnucpukayum (K+ K-).

A3. MoaroToska npodupok ans amnnupukauum npu ucnonesoBanum «MLUP-
KoMnnekra» BapuaHT FRT-4x

Bbi6op npobupok ans amnnudurKaumum 3aBucuT oT ncnonb3syemoro amnnudpukaTopa.

Ans BHeceHus B npobupku peareHTos, npo6 PHK/OHK u KOHTpOnbHbLIX 0Bpasuos
NCMONB3YIOTCA 04HOPa30BbIe HAKOHEYHKY G unbTpamu.

nepen nposeneHuem MLUP-uccnegosanus.

1. o Havana pa6orsl PasmMoposunTe, TujatensHo népemelaTb Ha BopTekce Bce peareHTbl
Habopa v ocaguTh kannu ¢ Kpbilek npobupok.

2. OTobpars Heobxoaumoe konumyecTso npobupok ans amnnudukaumm ¢ y4yeTom
Konn4ectsa nccnegyemsix, KOHTPONbLHbIX 06pasLos (aBa KOHTpONA atana akcTpakuum u
ABa KOHTponbHLIX 06pasua stana MuP). Tun NpoBupok cTpMnos unu nnaiuek Bbibpats B
3@BUCUMOCTM OT UCNOMNb3yEeMOoro npubopa.

3. Ans npurotoBnexus PeakUMoHHOW cMecu cmelwaTs PeareHTbl Ha Heobxogumoe
HNCNO peakuuit, BknoYaoLwee TeCTUpoBaHue uccnegyembix u KOHTPOnNbHbIX 06pasLos
B COOTBETCTBUM C pacyeTHOl Tabnuuei (cMm. Tabn. 2).

4. MNpu npoBeaeHuu TECTUPOBAHUA 22 KNUHUYECKUX obpasLos (24 obpasua nocne srtana
3KCTpakuumm) PEKOMeHayeTca creayiowmit cnocob cmewwBaHus: B npobupky ¢ OT-
NMUP-cmecklo-1-FRT Hev / HBV / HIV (0,3 Mn) pobasuth BeCe coaepxumoe
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npobupku c OT-NMUP-cmecbio-2-FL (0,3 mn), Bce Ccolepxumoe npobupku c
nonumepason (TaqF) (0,03 MI), Bce copepxumoe npoGupku c TM-PeBeprazoi
(MMIv) (0,015 Mn) 1 0,015 mn RT-G-mix-2. TwatensbHo nepemelwats Ha BopTekce u
OCaANTL Kannu ¢ KpbILLKK NPoGUpKy.

5. BHecTu B npobupku no 20 mkn FOTOBOW peakUUMOHHON cMecy. HewvcnonbsosanHbie
OCTaTKN peakuMoHHbIX cmecel BbIOpoCUTS.

6. Wcnonbays HakoHeyHuk ¢ PunbTpoM, fo6asuTs no 30 Mkn kaxpgor npo6bl PHK/OHK
B NPOBMPKY ¢ peakuuoHHO CMecblo. [Mpobupku HeobxoauMo TwarensHo
NeépemelaTt nuneTuposaHuem, He AONyckas nosiBneHus nyswipLkos BO3AayXa.

7. [ocTaBUTL KOHTPONBLHLIE peakyuu:

a) NoNoOXUTeNbHLIN kKoHTponsb MUP (K+) — 8 MPOBUPKY C peakuMoHHO CMECbIO BHECTH
30 mkn MKO kOHK HCV/HBV /Hiv:

6) oTpuuaTenuHbIl KOHTponb TP (K-) - B npobupky ¢ peakuroHHoON CMecbio
BHecTn 30 mkn Gydepa ans anwuuu;

BHUMAHUE! Mpobupkn ¢ poBasneHHLIMU KOHTpPOnbHbIMKM  0Bpasuamu Heobxogumo

TWaTensHo nepemelaTs MUNETMpoBaHuem, He fonyckas MOSIBIIEHNA Ny3bIpLKOB BO3AYXa.

Mepen nocraHoskoii B amnnnduUKkaTop nnaHLWeTHOro Tuna PeKoMeHAayeTca ocanuTe kannu

CO CTEHOK NpoBupokK KpaTkum UEHTpudyruposaHvem Ha BOpTekce (1-3 c).
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Cxema npurotosneHus PeakUuMOHHLIX cMece

Tabnuua 2

O6teM peakTuBOB Ha ykasaHHoe Konu4yecTBo uccneayeMbix Touek ¢

3anacom
Yucno Yucno OT-NLP- -
KnuHUYec- | uccnepye- cMmecb-1-FRT OoT-nupP- MNonumepasa e
KUX MbIX TOYeK HCV/HBV/ | cmechb-2-FL (TagF) RT-G-mix-2 Pe(:nenﬁlTva)aa
o6pasuos 8 NUP’ HIV |
6 10 110 110 11 5 5
8 PR 30 PR e 13 6 b
10 14 150 150 15 7 T
ki 125 164 d o TR T S8 8
14 18 190 190 19 9 9
18 20 e 210 21 0 10
18 22 230 230 23 11 11
20 24 250 250 25 12 12
Bce Bce Bce Bce
22° 26 conepxumoe | cogepxumoe coaepxumoe 15 cogepxumMoe
L npoGupku npobupku npoGupKu npobupku

b. Nposeaenue amnnudmkaumm ¢ getekuueil B PeXuMe «peansHoOro BpemMeHu»

YcraHoBuTh NPOBUPKN B peakUMOHHbIN MOoAynb.

2. 3anporpammuposaTs npubop AnNs BbiNnonHeHUs COOTBETCTBYIOLEW Nporpammbl

amnnuukauun u aetekuuu PryopecUeHTHOro curHana CornacHo onucaHvuio Ans

AaHHoro npubopa (cm. Tabn. 3, 4).

" Yueno KWHWYeckux obpaayos + 2

KOITMHMECTBO KIMHUYECKUX obpa3yos).

CraHpapTHas skcTpakums us 24 o

pearenToB «MAHO-cop6y».

Peructparna MH 8 Pocagpasramsope

KOHTpPONs atana akcTpakyum PHK + 2 KOHTpona OT-TLP, (N+4, N -

Bpasuos Ha npuGope NucliSENS easyMAG wnu ¢ nomowysio Komnnekra
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Tabnuua 3
Mporpamma amnnudukauumu «AMnnuCenc HBV / HCV | HIV»
AnsA npubopos poTopHoro THH-’:!Q , _ T
e R e e
Sman < fgfgunepamypa, °C ~ Bpems | dnyopecuenuuy | yuknos
1 50 20 muH - 1
2 95 15 MuH - 1 ;{
95 20c -
L o 46 40 c — §
95 S5c¢c ~
60 40 ¢ v
FAM/Green,
4 JOE/Yellow, 42
45 30¢c ROX/Orange,
Cy5/Red,
- Cy5,5/Crimson J

BHUMAHME! Mpwu UCnonk3oBanuu hopmbl KoMnnekTauuu 6 (komnnekr pearenTor
«MUP-komnnekT» BapuaHT FRT-4x) kanan Cy5,5/Crimson He ucnonb3ayercs.

Tabnuua 4
Mporpamma amnnudpukaummu «AMnnuCenc HBV/ HCV | HIv»
ANns npubopoB nnaHweTHoro Tuna'®
L i : : S H3meperue Kon-eo
F. Sman . Tgynefzamypa, Cls Bpefym _| $ayopecyenyuu | yuknoe ‘l
1 50 20 MuH = 1 |
2 95 15 MuH - 1
95 20 ¢ = J
® 46 40 ¢ [ - N
95 S5¢ -
60 40¢c -
FAM/Green,
4 JOE/Yellow, 42
40 40¢ ROX/Orange,
Cy5/Red

Cy5,5/Crimson
BHUMAHME! Mpwu UCnonb3oBaHUU hopmebl KoMnnekrauuum 6 (komnnexr peareHTOB
«MUP-komnnekT» BapuaHT FRT-4x) kanan Cy5,5/Crimson ne Ucrnonb3syercs.

3. Mo okoH4aHWn BbINONHEHUS nporpaMmel NpUCTYNUTL K aHanusy u uHTepnpeTtayum
pesynbTaTtos.

AHAIMIU3 KN UHTEPNPETAUMSA PE3YNLTATOB

MonyyeHHble paHHble - KPMBble  HakonneHus cbnyopecueHTHoro CUrHana -

aHann3npyioTCs ¢ NOMOLLbLIO MporpaMMHoro obecneyenus ncnonbayemoro npubopa ans

® Hanpumep, Rotor-Gene 3000, Rotor-Gene 6000 pPekomeHhoBaHHbIe DBYH UHWW 3nugemuonoruu

ﬁ)ocnOTpeﬁHa.qsopa B MeToauyeckmx PEKOMEHAALMAX N0 NpUMEHEHUIO AaHHoro HaBopa pearexTos,
Hanpumep, «AT-96» u pPekomMeHgoBaHHbIe DBYH UHWW 3nugemuonoruu PocnOTpeﬁHaasopa B

METOANYECKUX pekoMeHzaumsx no NPpUMeEHeHNto AaHHoro HaBopa peareHTos

Ctp. 22 n3 39
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nposeAerus MNLUP 8 pexume «peansHoro BPEMEHU Y

— MO kaHany ana  cnyopocopa FAM/Green PerucTpupyercs  curkan,
CBUAETENLCTBYIOLMA O HAKONNEHUU NPOAYyKTa amnnuukaumm pparmerTa KAHK HCV:

— No kaHany JOE/HEX/Yellow PerucTpupyercs curHan, CBUAETENLCTBYIOWMN 0O
HakonneHun npoAykTa amnnugukaymm tbparmeHTa KAHK H/V-1:

= no kaHany ROX/Orange perucTpupyeTcs curHan, CBUAETeNbCTBYIOWMIA O HAKONMEHUM
MPOAYKTa amnnudukaumm parmeHTa AHK HBV:

— no kaHany Cy5/Red peructpupyercs curHan, CBMAETENLCTBYIOWMA O HAKOMMeHUn
NPOAyKTa amnnuukauum dparmeHra k[HK BKO;

— No kaHany Cy5.5/Crimson PEerucTpupyeTca curHan, CBuAeTenbCTBYOWMIA O
Hakonnexun npogykra amnnudukaymm parmeHTa KAHK H/V-2.

PesynbTaThl WUHTEPNPETUPYIOTCA  Ha  OCHOBaHWU Hanuuua  (unu OTCYTCTBMSA)
nepeceyeHns Kpuson dnyopecueHuun ¢ NOPOroBON nuHWel (yctaHasnuBaeTcs B
CEPEAVHE NHelHOro y4acTka npupocra (ryopecUeHUMn NoNoXUTENbHOrO KOHTponsa B
norapugmmuyeckoit wkane), yro COOTBETCTBYET Hanuyuio (Mnu OTCYTCTBUIO) 3HAYeHus
noporosoro uukna Ct s COOTBETCTBYIOLLEN rpache B Tabnuue pesynbTaTos.

Pesynbtar amnncukaumMn no KkaHany cuutaercs nonoxumernsHeiM, ecnu kpusas
hnyopecueHunn umeeT TUNuYHeld ana MUP B PeXUMe «pearnbHoro BpemeHu» S-
0bpasHbIit BUA, ogHokpaTHO fIEpecekaeTca ¢ NoporoBoit NuHKel B obnacTy AOCTOBEPHOro
NpUpocTa hryopeueHLUmMn, U 3HayeHue noporosoro uukna (Ct wnu Cp) Ana paHHoro
KaHana MeHee ykasaHHOro Bo BKnagbilwe Kk Habopy peareHToB: ompuyamernsHbIM B
Cny4ae OTCYTCTBUSA KPUBOW TUMUYHOL opMbl U nepeceyeHus ¢ MOPOroBoOW nuHuen (Het
sHaveHus Ct unu Cp); coMHUMenbHbIM Bo Boex APYrux cnyyasx.

CM. Takke VHCTPYKUMN K COOTBETCTBYIOLNM Npubopam ans MUP 8 pexume
“pe€aneHoro BpemeHu» u MeToauueckue PEekoMeHaauun no npumeHeHuto Habopa
PEareHToB Ana oaHOBPeMeHHoro BbisiBNeHus PHK Bupyca renatuta C (HCV), PHK
Bupyca ummyHoaeduuuta Yenoseka Tuna 1 (HIV-1) 1 Tuna 2 (HIV-2) v OHK BUpyca
renatura B (HBV) B knuHuyeckom Martepuane MeToLoM nonumepasHol LUEenHon peakuumn
(nup) ¢ rm6pM,qwsauMOHHo—d)nyopecueHTHoﬁ Aetekunen «AMnnuCenc® HCV | HBV | HIV-
FL», paspaboTaHHbie ®EYH UHWK anuaemMuonoruu Pocn0Tpe6Haaaopa.

O6pasey cuyuraercs MONOXUTENbHLIM N0 coaepx)aHuio AOHK HBV, PHK HCV, PHK
HIV-1 w PHK HIV-2, ecnu Ha COOTBETCTBYIOLWEM KaHane nony4eHo 3HayveHue Cf He
NpeBbilarllee rpaHnyHoe 3HayeHue, ykasaHHoe BO BKNabllle, npu aTom 3HavyeHue Cf

Ha kaHane Cy5 meHee ykazaHHoro rPaHUYHOro 3Ha4YeHus.

Ctp. 23 13 39
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O6pasey cuuraercs OTpUuaTeNbHbLIM No coaepX)aHuio AHK HB

V, PHK HCV, PHK

HIV-1 w PHK HIV-2, ecnu Ha COOTBETCTBYIOLLEM KaHane OTCYyTCTBYET 3HadeHue Ctf unu

nony4eHo sHaveHue Ctf Gonee ykasaHHoro FPAHUYHOTO 3HAYeHWs, Npu 3TOM 3HauyeHue Cf

Ha kaHane Cy5 MeHee yKkasaHHOro rpaHuyHoro 3Ha4YeHus.

BHUMAHUE! MpanuyHbie 3HaveHusa Ct ykasaHbl BO BKnadbille, npunaraeMom K Habopy

peareHToB.

BHUMAHWE! Mpu ucnons3zosanuu OpMbI KOMNNeKTauuu 6 (KoMnnekT peareHTos «MNUP-

KOMMNeKT»

pe3ynbTaTos no AaHHOMY KaHany He npoeBoguTCH.

Pesynbrarthi

MNUP-uccnenosanus CHuTaloTca AOCTOBEpPHLIMMK,

ecrnu

BapuaHt FRT-4x) kanan Cy5,5/Crimson  He ucnone3yeTtcs wu aHanua

nonyyeHsl

npaBunbHbIe pe3ynbraTthl npoxoxageHusa KOHTPONbHbIX 06pa3uoa B COOTBETCTBUMU

C Tabnuuen oueHku Pe3yNbTaToB KOHTPONbHLIX peakumi (cm. Tabn. 5).

Tabnuua 5

PesynbTatel ans koHTponeis Pa3nuyHbIx atanos MLUP-uccnepgosaHus

rl(ou'rponb 3HayeHue Ct no KaHany
FAM JOE/HEX ROX Cy5 Cy5,5
Ct < 3HaveHus,
KasaHHoro Bo
OK OTCYTCTBYET OoTCyTCTBYEeT OTCyTCTBYET y OTCYTCTBYET
y y y y y Y BKNaabiLe y Yy
(f'lOﬂO)KMTeJ‘IbeIf/'I)
Ct < 3Ha4eHus, Ct < 3HaveHus, Ct < 3HavyeHus, Ct < 3HaveHus, Ct < 3HaueHus,
MK yKasaHHoro o YKa3aHHoro Bo yKasaHHoro Bo yKasaHHoro so yKasaHHoro Bo
BKNagbliLle BKNagbilwe BKNaabilwe BKNagbilue BKNagbllwe
(monoxurensHbIi) (MonoXuTENLHbIi) (MonoxuTensHbIi) (nonoxwuTensHsii) (NonoXmTENbHbINK)
K- oTCyTCTBYET OTCyTCTBYET oTCyTCTBYET oTCcyTCTBYET oTcyTCTBYET
Ct < 3HaveHus, Ct < 3HavueHus, Ct < 3HaveHus, Ct < 3HaveHus, Ct < 3HaveHus,
K+ yKasaHHoro Bo yKasaHHoro so yKa3aHHoro Bo yKa3aHHoro Bo yKasaHHoro Bo
BKNaabile BKNagbiwe BKNagblLe BKNagblwe BKNagbiwe
(nonoxuTensHbIn) (nonoxurensHbIii) (nonoxuTensHbIi) (nonoxmrensHeii) (monoxuTensHbIif)

[paHnyHble  (MakcumanbHo AONYCTUMbIE) 3HavyeHus no

POroBbIX LMKNOB

KOHTPONBHLIX 0OpasLoB ykasaHbl BO BKnagbiLe K Habopy peareHToB.

BHUMAHUE!

(Ct) nans

1. Ecnu 3sHayenue Cf ua kaHanax FAM, JOE, ROX wnu Cy5.5 bonee ykasaHHoro

PAHWYHOIO 3HaYeHWs, a 3HaueHue Cf Ha KaHane Cy5 Tawke Gonee ykasaHHoro

fPAHUYHOrO 3HaveHus, To TpebyeTcs NepecraHoBka faHHoi Npo6bl,

3KCTpaKLymu.

2. Ecnu gns MONOXUTENbHOrO KOHTPONsi 3Tana KCTpakyuu (MK)
KOHTponsA atana TLP (

Ha4yuHasa ¢ atana

Unu NonoXuTenbHoro

K+) no nobomy u3 5 (PIYOPECLEHTHBIX KaHaNos 3HavyeHue Ct

OTCYyTCTBYEeT unu 6onee YKa3aHHoro rpaHnu4Horo 3Ha4vYeHus, H806X0,£U/1MO NOBTOPUTL

Peructparna MH 8 Pocagpasramsope
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MUP-nccnenoeanve Ans Bcex obpasuos, HauvHas ¢ aTana 3KcTpakuymu PHK.

3. Ecnu gns OTpUUaTenbHoOro KoHTpons IKCTpakuyumn (OK) (no kaHanawm FAM, JOE/HEX,
ROX, Cy5.5) u/unm OTpULaTensHoro koHTpons MLP (K-) (no Bcem hnyopecueHTHbIM
KaHanam) sacbukcuposaHo 3Hauenme noporosoro uvkna Ct, Heobxoaumo NOBTOPUTH

nccnegosaHve ans Bcex MONOXUTENbHbIX oSpaauoa, Ha4uHasa ¢ aTtana IKCTpakLumm
PHK.
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CPOK rOAHOCTHW. YCNOBUS TPAHCIMOPTUPOBAHUSA U XPAHEHUSA

Cpok rogHocTH. 12 mec. Habop pearexTos ¢ WCTEKLUMM CPOKOM rOAHOCTU NpUMEHEHUIo
HE noanexut. Cpok rogHocTU BCKpbITbIX PEareHToB cooTseTCTBYET CpokKy rogHocTw,
YKa38HHOMY Ha 9TuKeTKaX AN HEeBCKPbLITLIX PEAreHToB, ecnu B UHCTPYKUMM He ykasaHo
WHoe.

TpaHncnopTupoBaHue. Habop pearenTos TPaHcnopTuposaTth npu TeMnepartype ot 2 no
8 °C He Gonee 5 cyr. Mpwu nonyyennn pasykomnnektosats & COOTBETCTBUU C YKasaHHbIMU
Temnepartypamu xpaHeHus.

XpaHeHue. Komnnekrt peareHtos  QIAsymphony Virus/Bacteria Midi Kit pans
aBTOMAaTU4eCKOW CTaHLUMM 3KCTpakumm HYKNEUHOBbLIX KUCNOT QIAsymphony SP XpaHuThL B
COOTBETCTBUN C UHCTPyKUWMe npoussoauTens. Komnnekr pearexTos «MATHO-cop6»
XpaHWTb npu Temnepatype or 2 Ao 25 °C. Komnnekr peareHToB «[LP-komnnekT»
BapuaHT FRT, BapuaHT FRT-A n BapuaHT FRT-4x, Bknioyas KOHTpOnbHbIe 0bpasybl aTana
SKCTpaKuWu, XpaHuTb npu Temneparype He Bblille MUHYC 16 °C. OT-NMUP-cmecs-1-FRT HCV
/ HBV/ HIV1 / HIV2 n OT-NMUP-cmech-1-FRT HCV / HBV / HIV xpanuTs B 3aluLLEeHHOM OT
CBeTa MecTe.

Ycnoeusa ornycka. Ans neyvebHo-NpodUnakTUIecKkux u CaHuTapHo-npounakTudeckux
YYPEeXAEHUA.
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®OPMAT FRT

FAPAHTUMHBLIE OBA3ATENLCTBA NPOU3BOAUTENA

lpoussoauTenb rapaHTUpyeT COOTBETCTBME OCHOBHbBIX napameTpoB M XapakTepUCTMK
Habopa peareHToB, TPebGOBaHWAM, yKa3aHHLIM B TEXHUYECKON W 3KcnnyaTaumMoHHOMN
AOKYMEHTaL|M, B T€YEHWe ykasaHHOTO Cpoka roAHOCTU Npu COBMIOASHUM BCEX YCIOBMIA

TPaHCNOPTUPOBaHWNA, XpPaHEHURA U NnpuMeHeHunsa.

Peknamaumn Ha kayecTBo Habopa peareHTOB HanpaenaTb Mo agpecy: 111123,

r. Mocksa, yn. HoBorupeesckas, g. 3A, e-mail: cs@pecr.ru''.
Mpy BbIfBNEHUN NOGOYHBIX AEHCTBUIA, He YKa3aHHbIX B UHCTPYKLUMU MO MPUMEHEHMIO
Habopa peareHToB, HexenaTenbHbIX peakuuit npu ero wucnonb3oBaHUW, aKToB U
06CTOATENLCTB, CO3AaloLLMX YTPO3y XMW3HU W 300POBLI0 rpaaaH U MeOWLMHCKUX
~ paboTHMKOB NpU NPUMEHEHUU W dKcnnyataunn Habopa peareHToB, pekoMeHayeTcs
HanpasuTb coobuieHne no agpecy, yKa3aHHOMYy Bbille, W B  YNONHOMOYEHHYIO
FOCYAapCTBEHHYIO perynupylowyio opraHusaumio (B8 PO — ®enepanbHas cnyx6a no
Hagsopy B cdepe  34paBoOOXpaHEHMs) B COOTBETCTBUM ¢ AelCTBYIOWMM

3aKOHOAATENbCTBOM.
/'/
3asepytowmin HM OMAuS '
®BYH LIHWUW 3nuaemuonorun PocnotpebHaa3sopa E.H. PoauoHoBa

i
% ORKETMO, \
e O '
”-*l%-uﬂw L S
Y, _)\“‘ - A

naBHbIV Bpay ®IBY «Monuknunuka Ne1» E.B. PxxeBckas
YnpasneHus aenamu MNpesugeHTa

Poccuiickoin ®egepavum

"
OT3biBbl U NpeAnoXeHWs O npoayKUMM «AMANUCEHC» Bb| MOXETe OCTaBWUTb, 3aNONHUB aHKeTy

notpebutens Ha cante: www.amplisens.ru.
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JKCTPAKLIUA PHK/AHK

MPUNTOXEHUE 1

OkcTpakuus PHKIOHK ¢ UCNONb30BaHUEM aBTOMAaTUYECKOMN cTaHuun QIAsymphony
SP

Mopsaaok pa6oTkl

1. 3anonHute wratus QIASymphony npo6upkamu ¢ uccnegyemeimu obpasuamu u
KOHTPONAMU (NONOXUTENbHLIM 1 OTpuUaTenbHbIM), 3aTeM LITAaTUB yYCTaHOBWTL B
nosvumio 1 3arpysoyHoro wniosa craHuymm, Mpn Hanuyum wWrpux-kopa Ha npobupke
NPonCXoANT ero aBTOMAaTUYECKOe CYWTLIBaHME BO BPEMs 3arpysku wTtaTtuea. [pw
OTCYTCTBUM LUTpUX-KOAa@ Ha npobupke HeoBXxoaumo BPYYHYIO NpWUCBOUTL AaHHOMY
obpasuy BUPTYanbHbIif LUTPUX-KOA.

2. Tpobupky ¢ BHYTpeHHUM KOHTPONEM yCTaHOBUTL B APYroW LTaTus QIASymphony,
3aTeM WTaThB yCTaHOBUTL B MO3ULMIO «A» 3arpy304HOro W33 cTaHuumu.

3. 3akpbITb ABEPLY 3arpyso4Horo wniosa.

4. YCTaHOBWTb KapTpUmK C peareHTamu wu PacxofHble MaTepuansl (Npous3BoacTea
Qiagen, M'epmanus) B CTPOrOM COOTBETCTBUU C UHCTPYKLUMEN npoussoauTens.

5. 3anyctuTe npoTokon SKCTPakUMM B COOTBETCTBUM C WHCTPYKUMEHR K npubopy
QIASymphony SP.

Takke cMm. MeTogmueckue pekomeHaauum  ®BYH  LUHUW anuaemMuonoruu

PocnotpebHaasopa no npumeneHuio Habopa peareHToB «AMnAUCeHc® HCV / HBV | HIV-
FL».
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JKCTPAKLUMUA PHK/OAHK

NMPUNOXEHUE 2

SKCTPaKUMN HYKNeUHOBLIX KUCNOT NucliSENS easyMAG

Mopsgok pa6Gore.

A. 3kcTpakyus PHK/AHK aBTomaTuyeckum nu3ucom obpasya B npubope

1. MocraButs chnakoH ¢ Bycbepom ans nusuca NucliSens B npubop.

2. Ina nosblweHus HYBCTBUTENLHOCTU MeTona, ocoBeHHo Cnyvasx uccnepoBaHus
MWHU-NYNOB, pekomeHayeTcs uccnepgosate 1 mn. B Kakaylo a4enky kapTpugxa,
NpeAHasHa4YeHHoro Ans SKCTpakuum PHK/OHK B npubope NucliSENS easyMAG,

HaKOHEYHUKOM ¢ punsTpom.

3. Onsa kaxnoi naHenu HeobxoAuMo nocTasuTs MONIOXUTeNLHLIN KOHTPONL (MK). Ans
9TOrO B A4eiiky, fPE€AHasHaveHHylo ans MK, Aobasuts 100 mkn MKO HCV | HBV | HIV.-
rec.

4. ina kaxpaoit nanenu HeobxoauWMo nocTasuTte OTpuLaTenbHLIA KOHTpoOnk (OK). Ans
3TOro B A4eKy, fpeAHasHaveHHyio Ans OK, nobasuTe 100 mkn OKO.

5. Bknouynts npubop NucliSENS easyMAG u noagrotosuts ero OKCTpakumn PHK/OHK,
Cneays UHCTpyKumm K npuGopy.

6. B okHe ans BBOga uccneagyemeix obpasyos seecTy Ans Kkaxkgoro obpasya cneayoume
napameTpbl: HasBaHue 0bpasya, mMatepuan (Matrix) nns 9KCTpakumn PHK — nnasma
(Plasma): 06vem obpasya (Volume) — ot 100 mk| Ao 1 ml, B 3asucumocTu ot obbema
UCNoNb3yeMoro KnuHuyeckoro MaTepuana: obbvem Aantounn (Eluate) — 55 mkl; Tun
obpasua (Tipe) — Primary; ouepennocts SKeTpakumn PHK B o6pasuax (Priority) —
Normal.

7. Co3natb HOBBI NPOTOKON 3KCTpakuum PHK/OHK u COXpaHute ero. B npotokone
yKasaTb, YTo nusuc u WHKybaums obpasyos fponcxoaut 8 npubope: On-board Lysis
Buffer Dispensing - Yes, On-board Lysis Incubation - Yes

8. MepeHecTu 3anporpamMmupoBaHHbie o6pasisl g CO3AaHHbIN NpoToKoN.

CNeAyroLemM cooTHoweHuy:
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AKCTPAKUMA PHK/AHK

e konhqe_?T.Bd obpasuos | KGJ.THWCTBQ_MaEH"THO.ﬁ |, Konuuecrao
ANA SKCTpakuuu PHK/OHK | cunuku NucliSens, Mkn | BKO STI-87-rec, mkn

20 | 10
180 90
340

1 I

C 3anacom Ha ofHy npobupk

11.JoxaaTbes, noka aBTomaTnyeckasn crtaHuus NucliSENS easyMAG ocTtaHosuT paborty B

fNepemeLlaTs nuneTuposaHuem, YCNONb3yA A03aTOP U HaKOHEYHUK obbemom o 1 mn.
13.Mpogomkute nporpammy akcTpakyum PHK/OHK Ha npubope.
MNocne okoHyaHus SKCTpakuuu PHK/OHK uasneus KapTpuax ¢ obpasuamu ns npubopa

W He nosgHee 30 mMuH nocne OKOHYaHusa npoueaypsl SKCTpakyun PHK/OHK npoBecTu

BblLLe MUHYC 68 °C B TeyeHue rona.
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SKCTPAKUUA PHK/OHK

NPUNOXEHUE 3

AKcTpakyus PHK/OHK ¢ ucnonssosanuem KOMMNneKkrTa peareHToB «MAIHO-cop6»

A. 3kcTpakumusa uz 1000 mkn obpasua nnasmel

MNopsinok pa6orTel.

1. Iusupyrowmin pacteop MAIHO-cop6 u PacTeop Ans oTmbiBkM 5 nporpeTs npu
Temnepartype 60 °C go nonHoro PacTBOpeHus KpucTannos.

2. MoaroToBuTts HeobxoauMoe KonuyecTso OAHOPa30BbIX MpoBUMPOK Ha 5 mMn u
OAHOPA30BLIX KpbIWeK (BKNoyas OTpuUaTensHbIn U NONOXUTENbHbIG KOHTponu
SKCTpaKLMW) N NpoMapKupoBaTh ux.

3. [pu akctpakumm AHK/PHK us 24 obpasuos:

a) BO (hnakoH ¢ NU3UPYOWKUM pacTBopom MAIHO-cop6 (70 Mn) BHectu 0,28 mn
BKO STI-87-rec, sce COAEPXUMOe NpoBUPKU C KOMMOHEHTOM A (0,6 mn) u Bce
coaepxumoe npobupku ¢ MarHeTusupoBaHHom cunukoi (0,9 Mn).

6) 3akpbITh KPbILWKY hnakoHa v akkypaTHo NépemelaTb nepeBopavynBaHmem 5-7 pas,
n3beras obpaszoBaHUs NeHb!.

B) BHECTU B Npobupku Ha 5 mn no 2,6 mn NOArOTOBNEHHOW cCMecH nusupyrowero
pacTBopa MAIHO-cop6, BKO STI-87-rec, KOMMNOHeHTa A (7
MarHeTU3MpoBaHHON CUNUKK.

4. [pu skcTpakLmm [HK/PHK meHee yem us 24 obpa3suos:

a) cMellaTh B OTAENnbHOW cTepunbHoi npobupke Ha 1,5 mn BKO STI-87-rec,
KOMMOHEHT A 1 MarHeTU3MpoBaHHyo Cunuky 13 pacyera Ha ofgHy Touky 10 Mkn
BKO STI-87-rec, 20 mkn KOMMoHeHTa A u 30 Mkn MarHeTusupoBaHHom cunuku. Mpw

pacyeTte Heobxoaumo yuuTkiBaTh 3anac u PaccuuTeiBaTL Ha 0fgHy TOuKy GonbLue,

Hanpumep:
Konuvecteo o6pasyos | BKO STI-87-rec, | KomnonenT A, | MarHeTuauposannas
ANA 3KCTpakuuu PHK/OHK MKN - MK CUJTUKA, MKN
6 70 140 210
12 130 260 390 1
18 190 380 570

0) BHecTu B NPOBUPKM Ha 5 Mn no 60 Mkn MOAroToBneHHou cmecu BKO STI-87-rec,
KOMMNOHEeHTa A 1 MarHeTusupoBaHHoM cUnmky.
B) BHECTW B NpoBupku Ha 5 Mn no 2,6 mn nusupyrowero pacteopa MAIHO-cop6.
5. [lobasuTs B Kaxayto npobupky c nnsvpylowmum pacteopom 1 mn uccneayemoro
obpasua nnasmei u nepemMeLlaTe NuneTuposaHuem, 3aKPbITb KPbILLKOIA.
6. [ns kaxpaoit naHenu Heobxoaumo noctasuTh NONOXUTENbHLIN KOHTPONbL (NK). Ons

9TOrO B NPUroTOBNEHHYI0 npobupky MK ¢ Nn3npyoum pacteopom go6asuTts 100 MKI
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SKCTPAKLIUA PHK/OHK

NKO HCV | HBV | HIV-rec, nepemewars npoBupky Ha BopTekce u ocaauTb Kannwu
KUAKOCTU C KPbILLKW.

7. [Ansa kaxaon navenu HeobxoaMMo nocTaBuTs OTpUlaTenkHeIN KOHTponb (OK). [ns
STOr0 B NPOBUPKY C NU3UpPYIOLLUM pacTsopom fobasutb 100 mkn OKO, nepemellaTs
NANETUPOBAHUEM, 3aKPbITh KPbILLKOW 0CaauTL Kanmnu XXUAKOCTU C KpbILUKU.

8. lMomecTnTb Npobupkn B TepmocTaT ¢ Temnepatypoit 60 °C Ha 10 MuH,

9. MNepeHectu NPOBUPKM B MarHUTHbIN WTATUB Ha 6 MWH.

10.Ucnonb3ys HakoHeuHuku Ges unbTpa Ha 1000 mkn, OCTOPOXHO, MO BHYTpPeHHe
CTEeHKe npobupku, oTobpaTb HaA0CanoUHyI0  XKUAKOCTL, UCNOMb3ys BaKyyMHbI
oTcacblBaTesnb U OTAENbHbIN HAKOHEYHUK ANs Kaxaoi npobbl. MepeHecTu npobupku B
OBbIYHbIN WTATUB.

11.[Jo6asuTts B npoBupku no 700 mkn pPacTteopa ansa oTMbIBKM 5, NpPobupkn 3akpbITh
KPbILLKOA.

12.0t1o6pats Heobxoaumoe KONMYECTBO OAHOPa30BLIX NPOBUPOK Ha 1,5 mn (Bknioyas
OTpULaTeNbHbIA U NONOXUTENbHBIA KOHTPONU 3KCTPakUmMmM) 1 NpoMapKkUpoBaTh ux.

13.Pecycnenauposars MarHeTU3MpoBaHHylO  CUNMKY CO  CTEHOK OCTOPOXHbIM
BOpTEKCMpoBaHMeM, a 3arem MUNETUPOBAHMEM U nepeHecTU BCio KUOKOCTL B
MPUroToBNeHHbIe NPoBUPKK Ha 1,5 mn.

14.MepecraButs NPOBUPKN B MArHUTHBLIN LITATUB U WHKYBUpoBaTh 2 MUH.

15.0T106paTsL Ha0Caf04HyI0 XXMAKOCTL U NepeHecTy NPOOMPKM B 06bIYHbIN WTATUE.

16.[o6aBute 700 mkn pacteopa anA  oTMbIBKM 5, pecycneHauposaTh
MarHeTU3nMpoBaHHyI CUUKy u NOBTOPUTL nn. 14-15,

17. AHanoruyHo nposectu OAHY OTMbIBKY 700 MKN pacTBOpa ANA OTMbBIBKM 6.

18.JobaBute 200 mxkn pacTeopa Ansi oTMbLIBKK 7, Nepemellatb, a 3aTteM KOpoTko
0CafunTb Kannu Ha BopTekce.

19.MepecrasuTs NPOBMPKM B MarHUTHBIN  WTaTus Ha 1 MuH, 3artem oTobpaTth
HafocaaouHyIo XUAKOCTS.

20. BblcylunTs copbeHT, ocrasus NPOBUPKN ¢ OTKPLITHIMU KPbIWKAMN Ha MarHUTHoOM
wraTtuee B TedeHue 10 MuUH.

21.[lo6aBuTb 70 mMkn Bydepa ans anouuu u NnepemeLlaTs Ha BopTekce.

22.MomecTuTb npobupku B TepmocTaT Npu Temnepatype 60 °C Ha 5 MWH, Yepe3 2 MuH
nepemellaTtsb Ha BopTekce.

23.KopoTko ocaauTs kannu Ha BOPTEKCE 1 NepecTasuTb NPOBUPKK B MarHUTHbI wrartums.

WUHkyBuposaTh 2 MuH. Hapgocanoynas KUAKOCTb COAEPXKUT OYULLEHHbIE PHK 1 AOHK.

BHUMAHMUE! OT6op  ouYMWEeHHbIX AHK/IPHK  ans nposegeHus  OT-MLP
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SKCTPAKUUA PHK/OHK

ocyuecTBnsaeTca 6e3 CHATUS npobupok c MarHUTHoOro wraTuea.

OunwenHas PHK/AHK moxer XPaHUTLCA A0 4 4 npu TemnepaType ot 2 go 8 °C. Ans
AUTENBHOrO XpaHeHUs npenapara HeobxoAuMo, He 3axsaTbiBas copBeHT, nepeHecTu
HaA0CaA0YHYI0 XMAKOCTL B CTEPUNBHYIO NPOBUPKY 1 XpaHnuTe npu Temneparype He Bbile

MUHyc 16 °C B TeyeHue 1 Mec nnu He Bbiwe MUHyc 68 °C B TeueHwue ropa.

B. 3kcTpakums uz 200 mkn o6pasua nnasmbl

Mopsnok pa6otkl

1. Ilnaupyrowmin pactBop MAIHO-cop6 u pactBop ans OTMbIBKY S nporpetb npw
Temnepatype 60 °C no nonHoro pacTeBopeHus KpucTannos.

2. lMoarotoBuTb Heobxoaumoe KonuyecTeo OAHOpPa3oBbIX NPOBUPOK Ha 1,5 mn (BkrOMas
OTpULUATENbHbLIN U NOMOXUTENbLHbLIN KOHTPONW 3KCTpaKunm) 1 npoMapKkupoBaTh mx.

3. Cmewats B oTAENbLHOI CTepunbHOU npobupke Ha 1,5 mn BKO STI-87-rec,
KOMMOHEHT A ¢ MarHeTU3MpOBaHHYI0 CUNUKY U3 pacueTa Ha OAHY Touky 10 mkn
BKO STI-87-rec, 10 mkn komnoHeHTa A 20 MKN MarHeTusMpoBaHHON CURMKN. Mpwu

pacyeTte HeO6XO,CI,I/lM0 Y4UTbIBaTek 3anac u paccymnTbiBaTh Ha OAHY TO4Kky 60ﬂbﬂ16‘,

Hanpumep:
Konuyecteo o6pasuos | BKO STI-87-rec, | KomnoHeHT A, MarHeTusauposanHas |
ANA 3kcTpakuum PHK/OHK | mkn MKJ1 _ CUNMKa, MKn
6 70 70 140
12 130 130 260
18 190 190 380
24 250 250 500

4. BHect B npobupkn no 40 MKIT  NOAroTOoBNeHHoW cmecn BKO STI-87-rec,
KOMMOHeHTa A 1 MarHeTuanpoBaHHo CUTVKMA.

BHectu B npobupku 900 mkn nu3upylowero pacrteopa MATIHO-cop6.

6. [lobasutb B Kaxayio npoBupky ¢ nuampyioLwmm pacTeopom 200 mkn uccneayemoro
oBpasua nnasmel u nepemelsaTs Ha BOpTEKCe.

7. [ns kaxpoi naHenw HeobxoAnMo nocTasuTb MONOXUTENbHLIN KOHTPONbL (MK). Ons
9TOro B NpUroToBneHHyto npobupky MK ¢ An3vpyrowmm pacteopom ao6asuts 100 Mkn
MKO HCV | HBV | HiV-rec, nepemelwuats npobupkn Ha BopTekce u 0OCadnTb Kannu
XWUAKOCTU C KPbILLKK,

8. [Ins kaxgol naHenu HeobxoaumMo nocTaeuTb OTpuuaTenbHbIA KoHTpons (OK). Ans
9TOro B Npobupky ¢ nuaupyioLmm pacTsopom pobasute 100 mkn OKO. nepemeLuaTs
Ha BOPTEKCe 1 ocaguTh Kannwm XuakocTu ¢ KPbILLKM.

9. NomecTtuts npobupku B TepmocTaT ¢ Temnepatypoit 60 °C Ha 10 MUH.

10.MepeHecTn NPOBUPKN B MarHUTHbIN WTATUE Ha 2 MUH.
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AKCTPAKUUA PHK/OAHK

11.0CTOpPOXHO, MO BHYTpEeHHei cTeHke npobupkn otobparts Haf0Cafj04HY0 XUAKOCTb,
NCNOonb3ys BaKyyMHbIA OTCackiBaTENb M OTAENbHLIN HAKOHEYHMK ANs Kaxgon npobbi.
MepeHecTn NPo6UpKU B 06bIYHLINA WTATUE.

12.]o6aBuTs B npobupku no 700 mkn pacTBopa AnAa oTMbLIBKK 5.

13.CMbITh MarHeTU3NpoBaHHYK CUNUKY BOPTEKCUPOBAHUEM, a 3aTeM ocaguTb Kannu
KpaTkuM UeHTpudyruposaHuem.

14.MocTaBuTe NpoBupk B  0BbLIYHbBI LTaTnB, OTKPbLITb KPBLILKW W MepecTtaBuTb B
MarHuTHbIl WwWratue. MHkyGuposaTts 2 MUH.

15.0106paTh HagocanouHYI0 XUAKOCTb U NepeHecT npobupku B 0BbIYHbLIR WTATUB.

16.MoBTOPUTL OTMBIBKY PacTBOpPOM Ansa oTMbIBKKM 5 (nn. 12-15),

17. AHanoru4yHo nposectu OAHY OTMbIBKY 700 MKN pacTBOpa ANSi OTMBLIBKY 6.

18.[Jo6aBuTh 200 Mkn PacTBopa Ans OTMLIBKM 7, nepemMeluaTb, a 3aTem ocaauTb Kannm
Ha BopTekce. [NocTaBuTb NPoGUPKM B OBbLIYHBI LUTATUB U OTKPbITb KPbILLKHA.

19.MepecTaBuTs NPOOUPKM B MarHUTHLIN WTaTB Ha 1 MWH, 3aTtem oTobpaTh
HaZ0CaA0YHYI0 XUAKOCTb.

20.BbicywnTs copbeHT, ocTaBuB NPOBUPKN C OTKPbITHIMU KPbILUKAMW Ha MarHUTHOM
wratuee B TeqeHue 10 MUH.

21.[lobasutk 70 Mkn Bycepa ans AnoumnKn 1 nepemMellaTb Ha BOpTeKce.

22.MomecTnTb Npobupku B TépmocTat npu Temnepatype 60 °C Ha 5 muH, yepes 2 MuH
nepemMeluaTtb Ha BOpTeKce.

23.KopoTko ocaguTe kannu Ha BOPTEKCE U nepecTaBuTb NPOBUPKM B MarHWTHbIN WTATWB.

WHkyBuposaTe 2 MuH. Hagocapounas KUAKOCTb COAEPXUT ounLieHHble PHK n JHK.

BHUMAHUE! Ot6op oumnweHHbIX AHK/IPHK  ana  nposegeHus OoT-nupP

OCyulecTBnseTcA 6e3 CHATUA NPOBUPOK C MarHUTHOrO wraTuBea.

OuunuieHHas PHK/OHK moxeT XPaHuTeCs A0 4 Y npu TemnepaTtype oT 2 o 8 °C. Ans
ANWTENLHOrO XpaHeHusi npenapata HeoBXoaumo, He 3axBaTbiBas COpOeHT, nepeHecTu
HaL40Caf04HYI0 XNAKOCTL B CTEPUIBHYIO NPOBUPKY 1 XpaHWUTb npwu TemnepaType He Bblile

MUHYC 16 °C B TedeHue 1 Mec, Unu He Bbilwe MuHyc 68 °C B TeyeHue roga.
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JKCTPAKUUA PHK/OHK

NPUNOXEHUE 4
SkcTpakuus PHKIOHK ¢ MCNONb30BaHUEM KOMNMEKTORB peareHTOB, He BXOAAWMKX B
cocTae naHHoro HaGopa peareHToB

3asBneHHble aHanuTuYeckue XapakTepucTukn Habopa peareHToB npu pabote c
copmoin 4 FapaHTUPYOTCA TONMLKO B crnyyae aKeTpakuum PHK/OHK npu nomowm
KOMMNEeKToB peareHToB, PEKOMEHA0BaHHbIX OBYH UHWK 3AnuaeMuonorum
Pocnotpe6Haasopa.

Takke cMm. MeToauueckue PekomeHaauum  OBYH  LUHWUU  3nuaemuonoruu
PocnoTpebHagsopa no NpuMeHeHnio Habopa peareHTos «AMnnuCenc® HCV / HBV | HIV-
FL».

SKkcTpakuus PHK/OHK ¢ UCNoib30BaHWEM KOMNIIeKTa peareHToB «PUBO-npen»

Mopsaok pa6oTel.

1. PacTtBop ans nusuca (ecnn oH xpaHuncs npu Temnepatype ot 2 go 8 °C) nporpets
Npu Temnepatype ao 65 °C oo nonHoro pacTBOpPEeHUA KpucTannos.

2. OtobpaTb Heobxogumoe KONTM4eCTBO ofHOpasosbix Npobupok Ha 1,5 mn (BKknioyas
OTpULETENbHLIA U MONOXUTENbHbI KOHTpONK  aKkcTpakuyumun). lNpomapkuposaTs
npobupku.

Ha gHo kaxgon npobupku sHecT no 10 Mkn BKO STI-87-rec.

4. B npobupku BHecTu no 300 mMkn pacreopa aAnsa nusuca. Mpomapkupoeats npobupky.
Mpumevanue — lMpu Gonbluom obbeme obpasuos ans obneryenns npouenypsl
SKCTPaKLMK gonyckaeTcs cMelunBaHue 8 OTAENLHOM CTEpPUNbHOM thnakoHe pacTtBopa
Ana nusuca n BKO STI-87-rec (13 pacyera Ha 0ANH obpasey 300 mkn pactsopa ans
nmanca u 10 mkn BKO STI-87-rec) ¢ nocnenyowum pasHecennem no 300 mMkn cmecu B
3apaHee NpuroTosneHHble NPobupku Ha 1,5 mn.

5. B npobupku BHecT no 100 mkn “ccnenyembix obpasyos, ucnonsays OAHOpa30BLIe
HaKOHEYHWKM ¢ punbTpamu. 3akpbiTh KPBILLKU 1 nepemeluaTh Ha BopTekce. Ocaguts
Ha ueHTpudyre ans cbpoca kanens XKWOKOCTU C KPbILLKW.

6. [ns kaxgoi naHenu HeobxoauMo noctasuTs MONOXUTeNLHLIW KOHTponk (MK). Ons
STOrO B NpuroToBneHHyo npobupky MK ¢ pacTBopom Ans nuauca Aobasute 100 mkn
MKO HCV | HBV | HIV-rec, nepemewars NpoBupkn Ha BopTekce u ocaguTb Kannu
XWUAKOCTU C KPbILLKW,

7. [Ans kaxpaolt naHenu HeobxoauMo noctasuTh OTpUUaTenbHbIK KOHTPOINL (OK). Ons
9TOro B NpodupKy ¢ pacTeopom ANs nusnca pobasuts 100 mkn OKO, nepemellaTb Ha
BOpTEKCe U ocafnTb Kanmm >XMAKOCTH C KPbILLKY.

8. Copgepxumoe npobupok nporpeTs 5 MuH npu 65 °C B Tepmocrare, nepeMeLuaTbh Ha
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BOPTEKCE 1 0CaauTb Kannu XXuaKocTu ¢ KPbILUKK.

9. [obasuts B npobuvpkn no 400 mkn PacTBopa aAns npeuunuTtauum, nepemMewarb Ha
BOpTeKce.

10. LleHTpudbyruposaTts npobupkn Ha MUKpoUeHTpudyre npu 12 Toic g (Hanpumep,
13 400 o6/mMuH ans UeHTpudyrm MiniSpin, Eppendorf) B Teuenue 5 mun.

11. AkkypaTHO oTtobpats HaZloCaZlOYHYI0 KUOKOCTb, He SafieBasl ocafoK, ucnonbays
BaKkyyMHbIA OoTcackiBaTens u OTAENbHbIA HaKOHeYHUK Ans Kaxxgoi npobbl,

12.[]o6aBuTs B npobupku no 500 mkn PacTteopa ana oTmbIBKM 3, nnoTHo 3aKpbITh
KPBILLKW, OCTOPOXHO NPOMbITL 0CAZ0K, nepesopavnsas npobupku 3-5 pas.

13. UeHTpudyruposats npn 13 Thic g B TeyeHue 1-2 MUH Ha MWUKpOLeHTpudyre.

14.OcTopoxHo, He 3axBaTbizas OCajok, oTobpaTth HafocaaoyHyio XKUAKOCTb, ucnonbays
BakyyMHbI OTCackiBaTens U 0TAENbHbINA HaKOHeYHWK ANns Kaxaon npobbi,

15.[lo6asuTh B npoBbupku no 200 mkn pPacTBopa ANs OTMbIBKM 4, NNOTHO 3aKpbITb
KPBILUKM 1 OCTOPOXXHO NPOMBITh OCajoK, nepeBopayuBas npobupku 3-5 pas.

16. LeHTpudbyruposats npu 13 ThIC g B TeYeHMUE 2 MUH Ha MUKpOLEHTpUdyre.

17.0cTopoxHo, He 3axBaTbiBas ocafok, otobpats HafoCaAoYHyI0 XUOKOCTD, nucnonb3ys
BaKyyMHbIW OTcacklBaTenb U oTAeNbHbIA HaKOHEYHWK Ans Kawgoi Npobbi.

18.MomecTuTs npobupkm B Tepmocrar npu Temnepatype 65 °C Ha 5 MwuH ans
MOACYLIMBAHWS ocaaka (Mpu 9TOM KpbILLKM NPOBUPOK AOMKHLI BbITh OTKPbITbI).

19.[lo6asuTte B npobupku no 50 wmkn PHK-6ycepa. MNepemewarts Ha BOpTekce.
MNomecTuts B TépMmocTar npu TemnepaTtype 65 °C nHa 5 MUWH, nepuognuecku
BCTPAXWUBAsA Ha BopTekce.

20. UeHTpucpyruposars NPpoBupku npu 13 Teic g B TeueHne 1 MuH Ha MuKpoueHTpudyre.
HapocapoyHas KUAKOCTb COAEPXUT OunLeHHble PHK v OHK. Mpo6bl rotosbl k
nocTaHoBKke peakuuun obpaTHoit TPaHckpunuum u MUP.

OuuieHHas PHK/OHK moxerT XpaHUTLCS [0 4 Y npu Temnepatype ot 2 o 8 °C, npwu

TeMnepaType He Bbilue MuUHyc 16 °C B Teyenme 1 MEC 1 He Bbille MUHyC 68 °C B TeueHue

roga.

SKcTpakuma PHK/OHK c MCNOoNb30BaHMEM KOMNNeKkTa peareHToB «PMEO-cog(S»

Mopsiaok pa6oTel.

1. Nuaunpyrowmii PacTBOp 1 pacTBOp ANA OTMLIBKM 1 (ecnn oHu xpaHunuce npu
Temnepatype ot 2 pgo 8 °C) nporpets npwu Temnepatype 60 °C o nonHoro
pacteoperus kpuctannos.

2. Otobpars Heobxoaumoe konuuyecTso OAHOPa3oBbIX NPOBUPOK Ha 1,5 mn (BknOYas
OTPULATENbHLIN M NONOXUTENbHbI KOHTpOnN  akcTpakumm). Mpomapkuposarts
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npobupku.

3. Ha aHo kaxnoi npobupku BHecTM no 10 mkn BKO STI-87-rec.

4. B npobupku BHecTu no 450 MK nu3vpylowero pacrteopa. lNpomapkuposaTs

npodupkun.
Mpumevanume — MMpu Gonbluom obbeme obpasuos ans obneryeHus npoueaypbl
OKCTpakumMu ponyckaeTcs cMmellMBaHue B OTAENbHOM  CTEpUNLHOM  hnakoHe
Nusupyrowero pacresopa u BKO STI-87-rec (3 pacyeTa Ha oauH obpasel 450 mkn
nusvpytowero pacteopa u 10 mkn BKO STI-87-rec) ¢ nocnepyiowum pasHeceHuem no
450 mkn cmecu B 3apaHee npurotoBneHHble Npobupku Ha 1,5 M.

5. B npo6upku BHecTn no 100 Mkn uccnenyemeix obpasuos, vcnonbays 0AHOpPa30BkIe
HaKOHEYHWKM ¢ punbTpamu. 3akpbiTs KPbILLKKM 1 nepemeluaTb Ha BopTekce. OcaguTs
Ha ueHTpudhyre ans cbpoca kanens XWAKOCTU C KPbILLKU.

6. [ns kaxnoi naHenu Heobxogumo nocTasuTb nonoxuTeneHein KoHTpons (MK). dns
9TOro B NpuroTosneHHyio npobupky MK ¢ NM3vpylownm pacteopom fo6aButs 100 Mkn
NKO HCV | HBV | HIV-rec, nepemewats Nnpobupku Ha BopTekce u ocaauTb Kannwu
XUOKOCTU C KPbILLKWA.

7. [AnA kaxpgol navenu Heobxoaumo nocTasuTk OTpuuaTenbHbIU KoHTponb (OK). [ns
3TOro B Npobupky ¢ nuanpyowmm pacTeopom fobasuts 100 mkn OKO, nepemeluaTs
Ha BOPTEKCE 1 0caauTb Kanmnm XUAKOCTY ¢ KPbILLKY.

8. TlMomectuTtsb npobupku c obpasyamu KOHTpONSMWU B TepmocTaT ¢ TeMmneparypom
60 °C Ha 10 MuH. Ocagute Ha UeHTpudyre ans cbpoca kanens KOHAEHCaTa C KpbILLKY.

9. Pecycnenauposarts COPOEHT, MHTEHCUBHO nepemelwmnsas Ha sopTekce. [Jo6asuTh B
KaXaylo NpobupKy OTAENbHLIM HakoHeuHukom no 25 MKN pecycneHAUPOBaHHOrO
copbeHTa.

10. MepemewwaTs COAGPXMMOe npobupok Ha BopTekce U ocTaBuTh Ha 10 mMuH npwu
KOMHaTHOW TemnepaType, TWwaTenbHo nepemMelunBas Kaxaible 2 MuH.

11. UeHTpudpyruposars npobupkn Ha MUKpOLeHTpudyre npu 7 Teic g (Hanpumep,
10000 0o6/MuH gns LUeHTpudyrn MiniSpin, Eppendorf) 8 TeueHue 1 Mun.

12. OTtoBpaTs HaA0CaA04HYIO0 KUAKOCTL U3 Kaxaoil NPOBUPKU OTAENLHBLIM HaKoHeYHuKoMm,
WCNONb3ys BakyyMHbIN OoTcachbiBaTens.

13. Jo6asuts B npobupkn no 400 mkn PacTeopa Ana oTMmeiBkM 1. MepemewaTb Ha
BOpTEKce A0 nonHoro pecycneHaupoBaHua copbenTa. LleHTpucbyrupoears npobupku
Ha MUKpoueHTpudyre npu 7 Toic g B TeyeHne 1 muH. Otobpatb Hagocafo4Hyo

HKUAKOCTb M3 Kaxaol nNpobupku oTaenbHbIM HAKOHEYHMKOM, WCNONb3ys BaKyyMHbIi
oTcacbliBaTens.
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14. [lobasuTe B npobupkv no 500 mkn pacTteBopa ana oTMmbiBkM 3. [lepemewaTtb Ha
BOPTEKCE A0 NOMHOro pecycneHaMpoBaHus copbeHTa. LleHTpudyruposaTts npobupku
Ha MUWKPOLEHTpUdyre npu 7 Thic g B TeYeHMe 1 MUH. OtobpaTb pacTeop Ans
OTMbIBKU 3 U3 Kaxgon npobupku OTAGMNbHBLIM HAKOHEYHUKOM, UCMONb3ys BaKyyMHbIii
oTcacbkiBaTens.

15. [lobasuTe B npoBupku no 500 mkn pacTeopa Ans oTMbiBKKU 4. MNepemelwaTs Ha
BOPTEKCE [0 NONMHOro pecycneHanpoBaHus copbeHTa. LleHTpudyruposats npo6upku
Ha MUKpPOLEHTpUMyre npu 7 Teic g B TeyeHue 1 MUH. MOAHOCTLIO oTobpaTb pacTteop
ANA OTMbIBKM 4 U3 Kaxgon npobupku OTAENBHBIM  HAKOHEYHWKOM, UCMONb3ys
BaKyyMHbI OTcacbiBaTenNs.

16. BblcylunTb copBeHT, nomecTus NPOBUPKM C OTKPLITLIMU KpbILLKaMU B TepMocTaTt npu
TemnepaTtype 60 °C Ha 10 MUH.

17. Pecycnenauposats copGeHT B 50 MKn PHK-6ydepa. MporpeTs 8 TepMocTarte npu
Temnepatype 60 °C 5 MuH, nepemewats Ha BOpTEKCE M ocaauTb COpbeHT Ha
UeHTpudyre npu 12 Thic g (Hanpumep, 13400 o6/MuH ans LUeHTpudyrn MiniSpin,
Eppendorf) B Teuenue 1 mun.

OunwenHass PHK/OHK moxeT XPaHuTbCa A0 4 Y npu Temnepartype ot 2 go 8 °C. Ons
AIUTENBHOTO XpaHeHus npenapata HeoBXOAMMO, He 3aXBaTLiBas COpBeHT, nepeHecTy
Ha40Caf04HYI0 XKNAKOCTb B CTEPUNLHYIO NpoBupky 1 xpaHuTL npu TemnepaType He Bbile
MUHyc 16 °C B TeuyeHMe 1 Mec unu He Bbiwe MUHyc 68 °C B TeyeHue ropa. Mpwn
NOABNEHUA NPU3HAKOB B3My4uBaHWS copbeHTa HeoBxoaMMo BHOBL ocaanTs copbeHT Ha

UeHTpudyre npu 12 Thic g B TeYUEHUE 1 MUH.
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CUMBOIbI, UICNOJIL3YEMBbIE B NEYATHOU NPOOYKUMMK

OcTopoxHo! OBpaTtutecs k
CONPOBOANTENBHOMN
AOKyMeHTauun

REF Homep no katanory

Copepxumoro gocTaTtoyHo
ANs NnpoBefeHns n-
Konuv4yecTtea TecTos

LOT Koa naptum

IVD MeguuuHckoe usgenve ans

o Wcnonb3osats go
In vitro anarHocTukn A

OBpatutecsh k uHCTPyKLMK
Nno NpUMEHEHUo

VER Hata nameHenus

He aonyckats Bo3geicTaus

T: epaTypHbIN AManasoH
eMnepaTypHLIi auanaso COSTHEYHOrO cBeTa

“ Warotosutens

Harta narotosnexus

L% DK 9gp
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