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CMUCOK COKPALLEHUH

B HacTosLel MHCTPYKLUMN NpUMEHSIOTCS cnegywuime cokpaweHns n obo3HayeHns:

MnupP - NonvMepasHas LenHan peakuus
®EYH LIHAY - ®efiepanbHoe BloaKeTHOE yupexaeHNe HayKu «LleHTpanbHbin
3 Hay4HO-uccneaoBaTenbCkUn MHCTUTYT 3NMAEMUONOrmU»
nuaeMuonorum %
depnepansHoit cnyx6bl No Hag3opy B cdhepe 3awuThl npas
PocnotpebHagaszopa 5
notpebureneit n Gnarononyuns Yenoseka
HCV - Bupyc renatuta C }
HA3HAYEHUE

MaHenb KoHTponbHbIX 06pasuoB «PHK Bupyca renatuta C» npepHasHayeHa ans
NMPOBEACHNA  BHYTPEHHEro U1  BHELUHero KOHTPONen KadecTtsa nabopaTopHbix
nccnepgoeaHuid:  obHapyxenue PHK  Bupyca renatuta C (HCV), onpepeneHue

KoHUeHTpauum PHK HCV, onpeanenexne reHotuna HCV.

ONMUCAHUE

MaHenb KoHTponbHbIXx o6pasuoB «PHK BUpyca renatuta C» npencraenser coboi
Habop nuodunusnpoBaHHbIX 06pasLoB NNasMbl nepuepnyeckon KpoBu yenoseka,
MONOXUTENbHLIX NN OTpULaTenbHeIX No coaepxannio PHK HCV. KoHueHTpaums PHK
Bupyca renatuta C B nonoxutenbHeix obpasuax naHenu w3MepeHa OTHOCUTENbHO
MexayHapoaHoro ctangapta BO3 (3 WHO standard for HCV RNA, NIBSC code: 06/100)
C Mcnonb3oBaHMeM Habopa peareHTOB ANS KONUYECTBEHHOro onpepeneHns PHK HCV,
3apeructpuposaHHoro B P® B ycTaHOBNEHHOM nopsagke. MeHoTvn Bupyca renatuta C B
NonoXxuTernbHbIX Obpasuax naHenu onpeaeneH MeToaoM cekBeHmpoBaHusa. Bce obpasipl
nnasmel copepxat 0,05 % asng Hatpus B kayecTse koHcepBsaHTa. MaHens KOHTPOmNbHbIX
00pasLoB COCTOMT M3 3aLUMGPOBAHHBIX NPOHYMEPOBAHHbIX obpasuos. Obpasusl naHenu

WHaKTUBUPOBaHbLI U HE coaepXaT areHToB, CNOCOBHbIX K Pa3MHOXEHUIO.

®OPMbI| BbIMYCKA NAHESNIM KOHTPOMNbHbIX OBPA3LOB

MaHenb KOHTponbHbLIX 06pasuos «PHK Bupyca renatuta C» BbinyckaeTcs B 4 chopmax
KOMNneKTayuum:

®opma 1 BKMIOYAET KOHTPOMbLHYIO NaHenb A NMPOBEAEHUS BHYTPEHHEro U BHELUHEero
KOHTponei kayecTsa nabopaTopHbIX CCNeaoBaHuil No obHapyxeHuto PHK HCV.

Popma 2 BrOYAET KOHTPOMbHYK NaHens ANS NpoBeaeHWs BHYTPEHHEIO U BHELUHEro
KOHTpOnen kavyectsa nabopaTopHbIX UCCNEA0BaHUA No onpeaeneHno KoHueHTpaymmn PHK
HCV.

®opmMa 3 BKMOYAET KOHTPOMbHYIO NaHens Ans nposegeHUs BHYTPEHHEr0 M BHELIHEro

KOHTpone kayecTsa nabopaTopHbIX UCCREAOBaHMUIt MO onpeaeneHunio reHotuna HCV.
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®opmMa 4 BKMIOYAET KOHTPOMbLHYI NaHenb ANA NPOBEAEHUA BHYTPEHHEro W BHELUHEro
KOHTponen kayecTsa nabopaTopHbIX WCCNeaoBaHWil Mo obHapyxeHuro PHK HCV,

onpeaeneHunio koHueHTpauun PHK HCV u onpegenenuio reHotuna HCV.

Bce cdopmbl KomnnekTauum BkmoYaloT oT 3 A0 24 npobupok ¢ NUOUNU3NPOBAHHBIMM

obpasuamu (NonoXuTenbHbIMU 1 oTpUlaTenbHbLIMKM), pacTBOPUTENb ANA BOCCTAHOBMEHUS
(Ot 1 no 6 npobupok).

MEPbI NPEAQOCTOPOXXHOCTHU

BHUMAHME! Hecmotps Ha npoueaypy uHakTMBauuu naTtoreHos, obpasubl naHenu wu

pacTeopuTens HeOOXOAWMO paccMaTpuBaTh Kak WHAEKLUMOHHbIE W npu paboTte ¢ HumMU

BbINONHATL TpeboBaHua nabopaTopHoi 6esonacHocTy,

Pabota pomkHa npoBoOMTLCH B nabopaTtopuun, BbINOMHAOLWEN MONEKYNAPHO-
Ouonormyeckne (MUP) wuccnenoBaHus  KNMHUYECKOro MaTtepuana Ha Hanuuue
Bo3OyauTenen WHMEKUMOHHLIX BonesHern, c cobniofeHnemM caHWTapHO-3NUAEMUYECKIX
npasun CI11.3.2322-08 «BesonacHocTs paboTtsl ¢ MukpoopraHuamamu -1V rpynn
NaToreHHoCTU (onacHocTW) W BO3ByAMTENSMU napasuTtapHbix ©OonesHen», CanlMuH
2.1.7.2790-10 «CaHuTapHO-aNMaEMUONornyeckue TpeboBaHua K obpalweHuo ¢
MEANUNHCKUMU OoTXO4amMu» U MeToAuYeckux ykasavun MY 1.3.2569-09 «OpraHusauyus
paboTbl nabopaTopuii, NCNONL3YIOLMX METOLbI amMnnngUKaLmnm HyKNeMHOBbLIX KUCAOT Npw
paboTe ¢ maTepuanom, CoaepxaLm MUKPOOPraHnambl —I\/ rpynn NaToreHHOCTU .

Mpwn paGoTe BCcerna cneayeT BbINONHATL CrieayioLLve TpeboBaHus:

— Cnepyetr paccmaTpuBath wuccnegyemble obpasubl Kak WHPEKLMOHHO-ONacHbie,
opraHusoBbiBaTe paboTy u xpaHeHue B cooTBeTcTBMM < CI1  1.3.2322-08
«besonacHocTb paboTbl ¢ MUkpoopraHusmamu |l1—IV rpynn naToreHHocTu (onacHocTw)
v BO3OyaAMTENAMU NapasnTapHbix 6onesHen.

— Ybupate © pe3vHUUMPOBaTL pasnUTbie obpasubl WM peakTuBsbl, MCNonb3ays
AesnHpuumpylowmne cpefctea B cooTBeTcTBUM ¢ CIM 1.3.2322-08 «besonacHocTb
paboTel C¢ MukpoopraHusmamu IlI—IV rpynn  NatoreHHoCcTW  (onacHocTW)
Bo3OyauTensMu napasutapHbix GonesHei».

— HewcnonbsoBaHHble peakTuBbl, peakTWBbI C UCTEKLIUM CPOKOM rogHOCTU, a Takxe
WCMNONb30BaHHbIE peakTMBblI crefyeT yAanaTh B COOTBETCTBUM C TpeGoBaHUSMMU
CaHlluH 2.1.7.2790-10 «CanuTapHo-anuaeMuonoruyeckue TpeboBaHus Kk obpallueHunio
C MEAULUMHCKUMU OTXOAaMuU».

- Mcnonb3osate M MeHsTb Npu Kaxgoit onepauun O[IHOPa30Bble HAKOHEYHWUKU Ans
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aBToOMaTU4ecknx [03aTopos ¢ unbTpom. OAHOPa3OBYIO MNNIACTUKOBYIO NOCYAY
Heobxoaumo cbpacbiBaTh B cneuvanbHbIn KOHTEHep, copepaluia
Ae3nHduULUMpyloLlee  CPefcTBO, KOTOPOE MOXET ObiTh  WCNOMb30BAHO Ans
obeszapaxuBaHns MeAULMHCKUX OTXOOO0B.

— [oBepxHOCTU CTONOB A0 Hayana 1 nocne 3aBepLueHns paboT HEoBXOaANMO noaeeprartb
ynbTpacuonetosomy obnyyeHunto B TeyeHume 30 MuH.

— [NpuUmeHsATb NnaHens KOHTPONbHLIX 06PA3LOB CTPOro MO HA3HAYEHUIO, COMMACHO AAHHO
WHCTPYKLUMW.

— HonyckaTe k paboTe c naHenblo KOHTPOMbHBIX OBPA3LOB TOMLKO CheuMansHo
0By4eHHbI NnepcoHann.

- He vcnonb3osath naHenk KOHTPONLHLIX OGPA3LOB NO NCTEYEHUU CPOKA FOLHOCTH,

— Wcnons3oBatk oaHopasoBble nepyatky, nabopaTtopHble xanaTbl, 3alWWATh rnasa Bo
Bpemsi paboTbl ¢ obpasuamu 1 peakTBamu. TLATENBHO BbIMbITL PYKW MO OKOHYAHUM
paboTbl.

— U3beratb KOHTaKTa C KOXei, rmasamMu W CnM3UCTOM 0BOnoYkoi. [pu KoHTakTe
HEMeANeHHO MNPOMbITh MOPaXeHHOe MecTOo BoAoW U 0BpaTUTLCH 3a MeaULUMHCKON
NOMOLLbHO.

— JlncTbl BGesonacHocTn matepuanos (MSDS — material safety data sheet) gocTynHbl no

3anpocy.

AOMNONHUTENIbHLIE MATEPUATBI U OBOPYNOBAHUE

BHUMAHUE! Heobxogumoe obopyaoBaHue W pacxofHble MaTepuanbl 3aBUCAT OT

ncnonb3yemoro Habopa peareHTos.

[Ansa BocctaHoBNEHWst NMOUNN3MPOBaHHLIX 06pa3LI0B HEOBXOANMbI:

1. Bokc abakrepwansHon sosaywHoit cpegpl (MLIP-6oke) (Hanpumep, «BAB-«JlamuHap-c»,
«JlamuHapHble cucTtemsl», Poccus).
LleHTpudpyra/sopTtekc (Hanpumep, « TOTA-2», «Buokom», Poccus).

3. ABTOMaTuyeckve [03aTOpbl NEpeMeHHOro obbema (Hanpumep, «JleHnuneTy, Poccus).

4. OpHopasoBble HAKOHEYHUKU ¢ unbTpom Ao 1000 mkn vnmu o 5000 mkn (Hanpumep,
Axygen, CLLA).
OtaenbHbI xanaT, wanoyku, obyeb 1 ogHopasosble nepyatku no MY 1.3.2569-09.

EmkocTb ans cbpoca HakKOHEYHUKOB.

Lh
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COCTAB

Manens KOHTPONBbHBLIX 06p83u08 BKNHO4yaeT:

Ob6paszey OnucaHue O6nem, mn Kon-eo

OT nopoLuka go kapameneBuaHoW Macchbl

1 i AQ Kap g s - 1 npoBupka
Beno-xenToro LgeTa
OT nopoluka fo kapameneBuaHoN Macchl

2 P A RS A AE - 1 npobupka
Geno-xenToro useTa

no a BUOHOWN I

3 Ot nopoluka A0 KapamenesnaHoW Macch ) 1 npobupka
Beno-xenToro ugera B
OT nopoLwuka [0 kKapamenesuaHOW Macchi

N* P A P A 2 - 1 npoBupka
Beno-xenToro useTa

"B 3aBMCMMOCTI OT KOMNMEKTALMN NAHENb KOHTPOMLHBIX obpasLoB MOXET coaepxaTb oT
3 A0 24 npobupok.

K naHenu koHTponbHbix 06pasLos npunaraeTcs:

Peakmue OnucaHue O6bem, Mn Kon-so

Mpo3spadHas KUOKOCTb OT CONOMEHHO-
PacTBopuTens | xentoro useta 4o 6ecuyBeTHOro (BonyckaeTcs 5
nosBneHve ocagka B BUAE XNOMbEB)

Or1p06
npobupok**

**B 3aBUCMMOCTM OT KONMYECTBA KOHTPOMbHbIX 00pasLoB naHenb MOXeT cogepxaTb OT

1 0o 6 npobupok pacTeopuTens.

BHUMAHWE! KoHueHTpaumn PHK 1 revotun HCV B o6pasuax ykaaaHbl B aHanuTuueckom

nacnopTte KayecTea, npunaraeMom K naHenu KOHTPOJTbHbIX 06983”,08 OaHHoWn cepun.

NMPUMEHEHUE

Ans paboTbl k kaxgomy obpasuy naHenu oTAenbHbIM CTEPUNbHBIM HAKOHEYHWUKOM C
tpunbTpom foGasute 1200 MKN pacTBOpUTens. Obpasel, ocTaBUTb PacTBOPATLCH B
TevyeHne 20 MuH npu Temnepatype ot 18 pgo 25 °C, nepuoavyeckn TuwaTtenbHo
nepeMelumBasn Ha BopTekce. [locne NofHoro pacTBOPEHUs LeHTpUYrMpoBaTs obpasey B
TedeHue 3-5 ¢ Ana cbpoca kanenb C KPbIWKW NpoBUpKW. BoccTaHoBReHHbIe obpasupbl
naHenn «PHK Bupyca renatuta C» paccMaTpvBaTb Kak KIMHWUYECKWid marepuvan.
Okctpakumio PHK u3 o6pasuos, MLP-uccnenosanue, yY4eT 1 aHanu3 peasynLTaTtos

NPOBOAWNTL COTNMACHO MHCTPYKLUMM K MCNOSb3yeMOMy Habopy peareHTos.

UHTEPMPETALUA PE3YNIbTATOB
MMony4YeHHble pesynbTaTbl aHanU3MpylOTCS B COOTBETCTBUM G nHpopmaLmen,
yKa3aHHOW B aHaNMTU4ECKOM NacropTe kKayecTBa, NpunaraeMom K naHenu KOHTPONbHbIX

00pasLoB AaHHOW cepun.
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CPOK FOOHOCTHW. YCNOBUA TPAHCNOPTUPOBAHUS U XPAHEHWA

Cpok rogHocTU. 12 mec. MNaHenb KOHTPObHbIX 0OPa3LoB C UCTEKLUMM CPOKOM FOHOCTY
NPUMEHEHNIO He noAnexuT. CpoK roAHOCTU BCKPLITLIX peareHToB COOTBETCTBYET CPOKY
FOAHOCTH, yKa3aHHOMY Ha 3TUKEeTKax ANs HEBCKPLITLIX PEareHTOB, ecni B WHCTPYKUMN He
yKa3aHo UHoe.

TpaHcnopTupoBaHue. [laHenb KOHTPOMbHbIX obpasuyos TpaHcnopTUpoBaTh npw
Temnepatype ot 2 go 8 °C He Gonee 5 cyr. HonyckaeTca TpaHcnopTupoBaHve naHenu
KOHTPOMNbHbIX 06pasLos npu TemnepaTtype Ao 25 °C He Gonee 3 CyT.

XpaHeHue. [laHenb KOHTPOMbHLIX 0GpPa3LOB XPaHUTb B YMNakoBKe nNpou3BoAUTENS C
Briarornornotutenem npu Temnepatype or 2 go 8 °C. 3amopaxuBaHMe naHenu He
Aonyckaetcs. HeobxoaMmo nnoTHO —3akpbiBaTb YNAaKOBKYy C nuMounmManpoBaHHbIMM
KOMMOHEHTaMW 1 He BblHUMaTL BraronornoTuTens. BoccTaHoBneHHble obpa3subl naHenm

XpaHuTb Npu Temnepatype ot 2 ao 8 °C He Gonee 1 Hepn,

Peknamaumn Ha ka4yecTBO NaHenn KOHTPOMbHbIX obpasuos «PHK Bupyca renatuta C»
HanpaenAate  Ha  npeanpuatue-usrotosutens ®BYH  UHWUWA  Snupgemuonorum
PocnotpebHaasopa (111123 r. Mocksa, yn. Hoeorupeesckas, a. 3a) B otaen no pabote ¢
PeknamaLuamu 1 opraHmsaunn obyvenus (ten. (495) 974-96-46, daxc (495) 916-18-18, e-
mail: products@pcr.ru)'.

~
3aseaytowmin HMNT OMOnd 4/? wines § E.H. PogvoHoea

®BYH UHUW 3nupemunonorun Pocnotpe6Hanzopa

| A
MnasHbIn Bpay ®IBY «MonuknuHuka Ne 1» fz éw&///E.ﬂ.HMKOHOB

YnpasneHus genamu MNpeasnaerta Poccuiickoit ®epnepauun
é/

" OT3biBbl M npeanoXeHus o npoaykuun «AMNAUCeHC» Bbl MOXETE OCTaBWThL, 3aMONHWB aHkeTy
notpeburtens Ha caite: www.amplisens.ru.
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CUMBOIbI, UICNOJNb3YEMbLIE B MEYATHOMU nPOOYKLUUU

MakcumanbHo
REF Homep B kaTanore =
YMCIO TECTOB
LOT Kog naptum g Mcnonb3osaTts 4o
. OBparuTecs K
W3penue ana in vitro [:E:
KOBOACTBY No
IVD AVarHoCTMKM X Py ACTBY
aKkcnnyaTayum
VER Nata nameHeHus (!!! Oata nsrotosneHus
OrpaHuderite Bepeub oT BRarm
TemMneparypsi

u MpounssoanTens
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