HeiiponHdeKkuum AmpliSens®

HellponHdekunm — obliee HazBaHWe MHDEKLMOHHbIX
3ab0neBaHuit C nopaxeHnem pasnuyHbix otaenos LHC.
OHu xapaKTepu3yTCA TAXENbIM TeYeHNEeM, pUCKaMu
Pa3BUTUA TAXKENbIX OCIOXHEHWU N UHBANUAU3ALMUN.
HelponHdeKumn accoummpoBaHbl C LWIMPOKUM
CneKTpom Bo3byauTeneil BUpPYCHOM

1 6aKTepUaNbHOW NPUPOAbI, FPUbKamMm
WU NPOCTENLNMU.
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HenpounHdperuuu

®BYH LHW Snnaemmnonornm npeanaraeT LWMPOKUIM aCCOPTUMEHT HabopoB peareHToB AMMANCeHC® ana BbiasneHua AHK/PHK
BO30yauTenei nHbekUMin C pasnnyHbIMK CNOCOBaMN AeTeKUN Pe3yNbTaToB.

Habopbl ¢ rMéprAn3aLmMOHHO-GNYOPECLIeHTHON AeTeKUVEN B PEXMME «PeaibHOr0 BpEMEHW», MOAXOAAT ANS NpUBopoB:

PoTtopHoro tuna MnaHweTHOro TUNa

Rotor-Gene 6000, Rotor-Gene Q CFX96, iCycler iQ5, Mx3000P, Mx3000, «AT-96», «ATnpanim»

B HekoTOpbIX HAbopax NpuMeHeHa TexHonornsa «MynsTnllpariv» (BbISBNEHNE HECKONBKUX MULLEHel B oaHOM TLIP-npobupke),
MO3BONANOLLASA CHU3UTE!

e BEPOSTHOCTb OLIVOKM MPY MOCTAHOBKe
e Harpy3ky Ha 0bopyaoBaHue

e PaCXOZ MaTepuanos (MepuaTki, NPOBVPKIA, HAKOHEUHMKM)

[aHHaa TeXHONora AaeT BO3MOXHOCTb YBe/IN4YNTE CKOPOCTb BbIMO/IHEHWA aHa/IM30B 1 MPOMYyCKHYH CMOCOBHOCTb ﬂa6opaTopM|/|.

0O603HauyeHne Pacwumdposka

TeHOMHbI 3KBMBANEHT (FEHOM) MUKPOOPraHM3ma. I'3/MN — KoHUeHTpaums 3 8 1 mn obpasua

= nceneayemoro matepurana

ME MexayHapoaHble efHNLbI (mternationg\ units - 1U) mahﬂepequ KOHUEHTpaunn AaHHOro Mrnkpo-
OpPraHun3ma, yCTaHoB/IEHHble BCEMUPHOI OpraHm3aLein 34paBooxpaHeHns

FL MUP ¢ rubpmansaumoHHo-GyopecLieHTHOM AeTekunen

FEP Fluorescence of End Point - geTekuus GayopecuerLmn 1 aHaam3 no «KOHeYHOM Touke»

FRT Fluorescence in Real-Time - agetekuusa GayopecueHUMn B pexmnmMe «peanbHOro BpemMeH s

«MUP-komnnekr» BapmaHT FRT-50 F,

BapyaHT FRT-100 F, BapVIaHT FRT-100 FN CDOpr\ komnnektayny ang FRT-getekumn, KOTOpPbIe He CoAepXaT peareHToB, packarnaHHbIX Mo BOCK

«[LIP-koMnnekT BapmaHT FRT-L dopma komnnekTauny and FRT-getekuymn ¢ peakUMOHHOM CMecsro IModrnnsnposaHHoi B MNLP-npobrpkax
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OnucaHue HabOpOB peareHTOB MO BbIABAEHUIO HENPOUHDEKLNIA:

«AMnnanCeHc® N. meningitidis / H. influenzae / S. pneumoniae-FL »
AmnanCeHc® NmABCW-FL

«AMnnnCeHc® Poliovirus-FL»

«AmnnmnCeHc® Listeria monocytogenes-ckpH/MoHMTOp-FL»
«AmMnnnCeHc® Enterovirus-FL»

«AMmnnnCeHc® Enterovirus 71-FL»

AmnanCeHc® Human enterovirus-FL

AmMmnnunCeHc® Enterovirus / Parechovirus-FL

MeaunuunHckoe usgenve «AMnanCeHc® N. meningitidis / H. influenzae / S. pneumoniae-FL» npeaHasHaueHo
ans BeigsneHva AHK Neisseria meningitidis, Haemophilus influenzae v Streptococcus pneumoniae B 06pasuax CnvH-
HOMO3rOBOW XNAKOCTY MeTOA0M [TLIP ¢ rubpramn3aunoHHO-GayopecLieHTHOW AeTekUmen NpoayKTOB amrandukauin,

Habop peareHTOB BbIMyckaeTcd B BapuaHTe FEP/FRT, npeactaBneH ¢oOpMon KOMANekTaumm: rofERe
dopma 1 B25(RG,iQ,FEP) BkntouaeT «MLIP-komnnekt BapvaHT FEP/FRT-50 F.
MEC.

Komnnekr ans KomnnekT ans amnanédukaummn AHanuTn4yeckas YyBCTBU-
sbigenenms AHK v AeTeKum i TenbHOCTL, T3/Mn
Neisseria meningitidis

CNNHHOMO3roBas XVAKOCTb «PVBO-npen» «[MLIP-komnnekT» BapuaHT FEP/FRT-50 F Haemophilus influenzae 1x10°
Streptococcus pneumoniae

AmpliSens®/AMnnnCeHc®



HenpounHdperuuu

MepuuunHckoe nsgenve AMnanCenc® NmABCW-FL npefiHa3HauyeHO 419 Ka4eCTBEHHOrO onpeaeneHns u ang-
depeHumaumm ceporpynn A, B, C n W Neisseria meningitidis B bronornyeckom Matepuane (CMHHOMO3roBasa Xna-
KOCTb (IMKBOP), KpOBb) MeToAoM [MLP ¢ rubpuan3auroHHO-GIyopecUeHTHOM AeTekUen MPOAYKTOB aMranGuKaLin,
MaTtepuranom ans nposefeHna MLP cayxat npobel AHK, skCTparnpoBaHHble 113 UCCnelyeMoro matepuana.

CPOK
rofHOCT

Habop peareHToB BbinyckaeTcs B popMe KOMMNeKTaLuu:
Mec.

dopma 1 H-3861-1-3, «MLP-koMnnekT» BapuaHT FRT-50 F.

Mpo6a AHK, nonyveHHas nytem akCTpakumum «MLP-koMnnekT 1%10°

113 BUONOrMYEeCcKOro MaTepmrana BapviaHT FRT-50 F

MeavnuunHckoe usgenne «AmnanCeHc® Poliovirus-FL» npeaHasHaueHo ans BbiaBneHua PHK nonvoBmnpycos n
sHTepoBupycoB rpynnbl C (HEV-C) ¢ anddepeHUmMpoBKoi BakUMHHBIX LUTaMMOB MoAoBUpYCcoB (Sabin 1, Sabin 2,
Sabin 3) B KIMHWYECKOM MaTepurane 1 06bekTax OKpyXarollen cpelbl MeTOAOM MOAMMEPA3HOWN LEemnHOM peakumn
(MUP) ¢ rmbpranzauMoHHO-GIyopecLeHTHOW AeTeKUMEN.

CPOK

Habop peareHTOB BbIMyckaeTcd B BapyaHTe FEP/FRT, npeacTtaBneH ¢opMon KoMnnekTaumm:
®opma 1 [REF] V58(RG,iQ,FEP) BkntouaeT «MLP-komnnekT» BapuaHT FEP/FRT-50 F. Mec
e 7 i e
KoHueHTpaT Bobl «PVBO-cop6» «MLP-komnnekT» BapuaHT FEP/FRT-50 F 1x10°
dekanmn «PVBO-npen» «[LIP-komnnekT» BapuaHT FEP/FRT-50 F 5x10°
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MepuuunHckoe nsgenue «AMnanCeHc® Listeria monocytogenes-ckpyH/MOHUTOpP-FL» npeaHasHaueHo ans
KauecTBeHHOro 1 KoanyecTBeHHoro onpegeneHua AHK L. monocytogenes B bronornyeckom Matepuvane (LenbHasa
KpOBb, Lie/IbHasA MyrnoBNHHASA KPOBb, CMMHHOMO3IOBas XUAKOCTb (JIMKBOP), MYHKTAThl IMMPaTNYECKX Y310B, Ma3ku
13 PecnupaTopHOro TPakTa, Masku C KOHBKOHKTUBbLI, aMHUOTYECKas XNAKOCTL (OKONOMIOAHbBIE BOAbI), MAaLeHTa,
Ma3Ku (COCKODbBI) CO CM3NUCTLIX 0OON0YEK BNaraauLLla, Mo4a, rpyaHoe Mooko, MeKoHWI, dekanum; ayTonCUMHbIN Ma-
Tepuvan; 0bbekTbl OKpYXatoLLen cpebl (KOHLEHTPaThl 00Pa3L 0B BOAb! (CTOYHAS, MUTbEBas, BOAA 13 MOBEPXHOCTHbIX
BOAOEMOB U T.A4.)), XVAKVE Cpelbl A7 NepBNYHOro 000rallleHNs NpoaykTa nuTaHug) metogom MNUP ¢ rubpugnsaum-
OHHO-(TyOPeCLEHTHON AeTeKLelt MPOAYKTOB aMMAnGUIKaLIAN.

CPOK
rOfHOCTA

Habop peareHTOB BbINyckaeTcd B GOpMe KOMMNEKTaLNN: Q

dopma 1 R-B14-50-F BkntouaeT komnnekT peareHTos «ML|P-kommnekT» BapuaHT FRT-50 FN. e

06bem o6pasua | Komnnekrt ans KomnnekT ans AHanuTnyeckas JInHeViHbIV Ana-
Bup nccnegyemoro matepumana ANA 3KCTpaKuun, 3KCTpaKuumn amnandukauumn YyBCTBUTE/b- nasoH usmepe-
MK AHK N AeTekumun HOCTb, Konuu/mn HUA, Konun/mn

LlensHasa kpoBb, LiebHasa nynoBrHHaA KpOBb, CMVHHOMO3roBas
XWZAKOCTb (MMKBOP), MyHKTaTbl IMMOATUYECKIX Y3108, Ma3Ku 13
pPecnMPaTopPHOro TPakTa, Masku C KOHbIOHKTVBEI, aMHMOTMYECKas
XWAKOCTb (OKONOMNOAHbIE BOZBI), Ma3ku (COCKOObI) CO CIM3NCTBIX 100 «Pubo-npen» «[LP-koMnneKT» 5x10? 1x10° - 1x108
060104eK BNaranuLLa, Moya, rpyAHOe MONOKO, MEKOHMIA, dekannn, BapwaHT FRT-50 FN
XWAKME CpeAbl AR NepBNYHOro 0borallieHna NpoayKTa M1TaHus,

00beKTbI OKPYXatoLLielt cpesbl (KOHLEHTPaTbl 06pa3LIoB BOAb!)

naueHTa, ayTonCUnNHLIA MaTepuan 100 «/IHK-cop6-C» 5x10? 1x10° - 1x10°

MepuuunHckoe usgenvie «KAMnanCeHc® Enterovirus-FL» npeaHasHaueHo ana soissneHus PHK sHTepoBypycoB
yenoseka (Human enterovirus) B 61onornyeckoM matepuane (y 1L C moAo3peHem Ha SHTEPOBUPYCHYH NHPEKLIMIO
BHe 3aBWCKMOCTM OT GOPMbI 1 HAMUMA ee MaHWdecTaumn) 1 obbekTax okpyxarouer cpeasl metogom OT-MLP ¢
rMopUAN3aLOHHO-GIYOPECLEHTHOM AeTekuuelr NpoaykToB amrandukaum. Habop peareHTOB npeaHasHadeH a4ns
KauyeCTBEHHOro onpeaenieHns U NCrob3yeTcs AN KIMHUYeCKON N1abopaToOpHON ANarHOCTUKU.

CPOK
roHocTv

Habop peareHTOB BbinNyckaeTcd B GopmaTte FEP/FRT, npeactaBneH GopMon KOMANEKTaLmm: g
dopma 1 R-V16-F BKIOUaET KOMMAEKT peareHToB «[LIP-kommnaekT BapuaHT FEP/FRT-50 F. Mec
CnMHHOMO3roBast XnakocTb (CMX), KOHLEHTpaTbl 06pa3LoB BOAb «PVBO-npen» «MLP-koMnnekT» BapnaHT FEP/FRT-50 F 5x1 O}
dekanmn «PNBO-npen» «MLP-komnnekT» BapnaHTt FEP/FRT-50 F 1x10*
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HenpounHdperuuu

MepuuunHckoe nspenve «AmnamCeHc® Enterovirus 71-FL» npeaHasHaueHo ans BbigeneHns PHK sHTeposupy-
ca 71 Tnna (Enterovirus 71 Tvna) B 6BMONOrMYecKoM MaTepurane (y 1L C MOA03PEeHNEM Ha SHTEPOBUPYCHYHO MHdeK-
LHO BHE 3aBUCUMOCTW OT GOPMbI U Hanuua ee MaHudecTaumn) 1 0bbekTax okpyxaroLlen cpeabl Mmetogom MLP ¢
rMopUAN3aLOHHO-GIYOPECLEHTHOM AeTekunelrt NpoaykTOB amrandukau. Habop peareHTOB npeaHasHadeH a4ns
KaueCTBEHHOro onpeaeneHns 1 NCrob3yeTcs AN KIVHUYeCKON N1abopaToOpHON ANarHOCTUKUL

CPOK
rofHOCT

Ha6op peareHToB BbIlMyCKaeTcA B q>opr\/|e KOMMaekTaunm: g
dopma 1 R-V64-F BKItOUaET KOMMAEKT peareHToB «LIP-kommnekT» BapuaHT FRT-50 F. Mec
CnvHHOMO3roBas XuAKocTb (CMX), KOHUEHTPaTbl 06pasLos Boabl  «PUBO- cop6» «PNBO-npen» «MLP-komnnekT» BapnaHT FRT-50 F 5x1 O‘
Dekannm «PVBO-copb», «PVBO-npen» «[UP-komnnekT» BapnaHT FRT-50 F 1x10*

MeavuunHckoe usgenve AmMnanCeHc® Human enterovirus-FL npeaHasHaueHo Ansg kauecTBeHHOro onpese-
nerHns PHK sHTepoBupycoB venoBeka (Human enterovirus) Bugos/knactepos A, B, C, D (Human coxsackievirus A,
Human coxsackievirus B, Human echovirus, Human poliovirus, Human enterovirus 68-71, 73-78, 89-91), 6e3 andde-
PEHLIPOBKM MeXAy HVMK, B B1On0rnyeckom matepuane (Gekanmy, CimHHOMO3roBas XnMAKOCTb, Maski 13 pecnmpa-
TOPHOrO TPakTa) U 06beKTax OKPyXaroLLen cpeabl (KOHLEeHTpaTbl 06pa3LoB Boabl) MeToaoMm MLP ¢ rubpramnsaumoH-
HO-GyopecUeHTHOW AeTekuert MPOAYKTOB aMmAndUKaLIN.

Habop peareHToB BbiNyckaeTcd B GopMax KOMMIAEKTaLAN:

dopma 1 H-2771-3-2 BrtouaeT komnnekT «MLP-komnnekT» BapuaHt FEP/FRT-50-0,2;

CPOK
rofHOCT

®opma 2 H-2772-3 BkntoyaeT KommnekT «[LIP-komnnekT BapuaHT FEP/FRT-50 F; Q
®dopma 3 H-2773-1-4 BkAtouaeT koMnnekT «MLP-komnnekT» BapuaHT FRT-L. Mec
KomnnekT aAns 06paTHOV TpaHCKPUNLUUKY, aMmnaneuKaLmm 1 geTekuumn Am::;::::_:’(:nr;)//;?aw-
CnvHHOMO3roBasa XMaKocTb (CMX), KoHLEeH- «PEBEPTA-L» «MUP-komnnekT» BapmnaHT FEP/FRT-50-0,2

TpaTbl 06pa3LOB BOAbl, Ma3ku 13 pecnupa- e CEPERT S0 — 5x10°

TOpHOTO TpakTa PUIBO-rpen — «MLP-komnnekT BapuaHT - BapuaHT B

Gekannm «PEBEPTA-L» «MUP-komnnekT» BapmnaHT FEP/FRT-50-0,2
— «MUP-komnnext» BapnaHT FEP/FRT-50 F BapuaHT FRT-L

1107
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MepuuunHckoe uspenvie AmMnnnCeHc® Enterovirus / Parechovirus-FL npeaHa3sHaueHO An9 KauyeCcTBEHHOro
onpegeneHua PHK aHTepoBpycoB Yenoseka (Human enterovirus) Bnaos/knactepos A, B, C, D, 6e3 anddepeHUnpoB-
kv mexay Humn, 1 PHK napaxosupycos venoseka (Human parechovirus) Buaos/knactepos A, B, 6e3 anddepeHum-
POBKW MeXAY HMW, B BUONOrMyeckoM Matepurane (bekannm, CIMHHO-MO3roBagd XWAKOCTb, Ma3ku U3 PeCnpaToOpPHOro
TPaKTa, MOKPOTa, TKaHEeBOW (OMOMCUMHBIN, ayTOMNCUIAHBLIN) MaTepran OT YenoBeka) 1 0ObekTax OKpyXaroLlen cpeipl
(KOHUeHTpaTbl 06pa3sLoB BOAb!) MeTosoM [MLP ¢ rmbpuansaumnoHHO-GAyopecLeHTHOM AeTekumner NpoayKTOB aMmiv-
dukaumm.

CPOK
TOfHOCTA

Habop peareHTOB BbINyckaeTcd B GOpMe KOMMNEKTaLNN:
Mec.

dopma 1 H-3751-1-2 BKHOYAET KOMMNEKT peareHToB «[LIP-komnnekT BapuaHT FRT-50-0,2.

Komnnekr
KomnnekT gnsa = Komnnekr ans AHannTnyeckas YyBCTBUTE/IbHOCTb
HBuauccneayemonomarepuana aKcTpakuum PHK %“Hgsgszﬁ?nm (npeaen o6Hapy>xeHus), F3/mn

MokpoTa 3x104

dekannn 1x104

TkaHeBOW maTepuan «MLIP-koMnnekT 1104
PNBO- PEBEPTA-L:

KoHUeHTpaTbl 06pa3LoBs Boabl ¢ nper> ¢ " BapwaHT FRT-50-0,2 5x103

CnrHHOMO3roBasa XMaKocTb (CMX) 5x10°

Ma3Ku 13 pecnvpaTopHOro Tpakta 5x10°

AmpliSens®/AMnnnCeHc®
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@ BHNMAHWE!

Ha atane 3abopa v TpaHCMOPTVPOBKM MaTepuana HeobxoAMMO UCMOb30BaTh AOMONHUTENbHBIA peareHT — TPaHCMOPTHYH
cpely, pekomeHaoBaHHyo ®EYH LUHWW Snuaemmnonorum PocnoTpebHaa3opa. 3asBeHHbIe aHAUTUYECKME XapaKTepUCTUKA
BbILLIEOMMNCaHHbBIX HADOPOB PeareHToB rapaHTUPOBaHbl 1 AOCTUMAIOTCA TONBKO B C/Ty4ae NCMOJb30BaHNA X COBMECTHO C KOM-
nnekTammn peareHToB Anqa skctpakumn AHK n PHK pekomeHaoBaHHbIMK PEYH LIHAW Snuaemronorum PocnotpebHaasopa.

[JaHHble MeauLMHCKME N3Aenna NpefHasHaueHbl A8 NpUMeHeHrs B 1abopaTopui, BeINONHALLER MonekynapHo-brnonornyeckue (MLUP) nccneaosaHms KMHWYeCKoro
maTtepvana Ha Hanmuyve Bo3byauTenein MHGeKLUMOHHbIX 6onesHel, ¢ CobatoaeHem caHUTapHo-3nMaeMmnonornyecknx npasmn Crl 1.3.2322-08 «be3onacHoCTb paboTel
C MUKpOOpraHmsMamn -1V rpynn natoreHHoCTV (ONacHOCTH) 1 BO3OYANTENAMU NapasnTapHbix 6onesHeny, CanlnH 2.1.7.2790-10 «CaHnTapHO-3n1gemMmnonornyeckme
TpeboBaHNa K 0bpalLeHnio ¢ MeANLMHCKMMI OTXOAaMN» 1 MeTOANYeCKUX ykasaHnii MY 1.3.2569-09 «OpraHusaums paboTbl NabopaTopuil, CNONb3YIOLLMX METOAB
amMnAnNGUKaLmMN HyKNEeMHOBBIX KNCNOT NpK paboTe ¢ MaTepuanoM, CoAepXaLlymM MUKPOOPraHu3Mel -V rpynn natoreHHoCTv».

MHdopmMaLma akTyansHa no cocTosHmio Ha 01.01.2023. MIHGopMaLmio 0 MpoayKLK, NOXanyncTa, yTouHanTe y MeHeAxepos.
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