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CMNCOK COKPALLEHNA 1 OBO3HAYEHWIA

a - Cycle threshold (noporosblii LK)

HIV-1 - Human immunodeficiency virus type 1

BKO - BHYTPEHHWIA KOHTPO/bHbIA 06paseLl

BO3 - BCEMUpHas opraHu3aums 34paBooxXpaHeHus

ME - MexAayHapoAHble e anHULbI

AHK - [e30KCUPMBOHYKNeNHoBas K1CnoTa

JHKasa - [e30KcupuboHykneasa

AHT® - [e30KcupuboHykneotTuatpudocdatsl

KIHK - komnnemeHTapHasa AHK, nonyyaemas B peakumm obpaTHO TPAHCKPMNLMK Ha
marpuue PHK

oT-nup - obpaTtHas TpaHCKpUNLMUS 1 nofiMMepasHas LenHas peakuus

HK - HyKJeuHoBas kucnota

K1 - MONOXWUTE/bHBLIA KOHTPO/IbHBLIA 06pasey, 1, kannbpatop MKO-1 HIV wnm
MKO-1 HIVLyo

K2 - NONOXWUTENbHbIA KOHTPO/bHbIA 06pasey 2, kannbpatop MKO-2 HIV wnn
MKO-2 HLV Lyo

K- - OoTpuuaTenbHblin KoHTposnb OT-MLUP

OKO - oTpuuaTenbHbIli KOHTPOMbHLIM 06paseL, IKCTpaKLuUm

nuP - no/smmepasHas LenHas peaxuns

PHK - pubBOHYK/IeMHOBas Kucnorta

PHKaza - puboHykeasa

Py - perncrtpaunoHHoe yaoCTOBEpPEHMe

TY - TexHW4eckme ycroBus

yar - ypauun-AHK-rnuko3unnasa

HANMEHOBAHWE N3AENNA

Habop peareHTOB 4/1 BbISIBIEHUS U KO/IMYECTBEHHOro onpegesnieHns PHK Bupyca nmmyHogeduuuta
yenoseka nepsoro Tuna (HIV-1) metogom OT-MUP ¢ geTekumein B pexmnme «peasibHOro BpeMeHW»
«Amnanlpaiim® HIV» no TY 21.20.23-211-09286667-2023.

[anee no TekcTy ynoTpebnsieTcs kpaTkoe HaumeHoBaHue: Habop peareHToB «AMnaulpaim® HIV», a
Takxe cokpalleHne Habop peareHTos.
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1. HASHAYEHWE

1.1. Habop peareHToB «Amnnulpanm* HIV» npegHa3HayeH AN BbISBEHWS W KOMYECTBEHHOIO
onpepeneHus PHK Bupyca wummyHogedmumta uenoBeka nepsoro Tuna (HIV-1) B nnasme Kposwu
meTogom OT-TMLP ¢ rmbpmnansaunoHHO-gOyOpeCUEHTHON AeTekumel NPoAYKTOB aMnandmkaLun B pexmve
«peasibHOro BpeMeHU».

1.2. Martepuanom ana nposegenns OT-TMLP cnyxaT npobel PHK, akcTparnpoBaHHbIe U3 Uccneagyemoro
mMarepuana c nomoLLbio HabopoB peareHToB, PEKOMEHA0BAaHHbIX B pasfesie UHCTPYKUUU «ononHUTenbHoe
obopygoBaHne 1 MaTepuasibl».

1.3. ®yHKUMOHasbHOE Ha3HaueHve: Habop peareHTOB npeAHasHayeH AN AMArHOCTUKM in Vitro
(BbIABNIEHWE M KOMIMYECTBEHHOe onpefeneHve PHK Bupyca vMMyHoZeduuMTa 4YenoBeka MnepBoro tuna
(HIV-1) metogom OT-MNUP B nnasme Kposw).

1.4. TlokasaHuss K NpoBeAeHWI0 uccnefoBaHusi: Habop peareHTOB MCMONb3yeTcs B KAUHWYECKON
nabopaTopHO/ [AMarHoCTMKe /19 WCCNefoBaHus Nnasmbl KPOBW, MOMYYEHHOW OT AUy, C AMarHo30M
BWY-nHpekuma (nocne nonoxuTesibHOr0 Ceponornyeckoro Tecra), ANs AvarHocTuku BUY-uHdbekumun, a
TaKkke 11 CKPUHWMHIA W MOHUTOpPUHra 3dpekTMBHOCTM NedyeHns BUY-nHdekumn.  Pesynbtarsl
MLIP-nccneoBaHust yunTbIBAKOTCA B KOMMJIEKCHOW AMAarHocTrke 3aboneBaHus.

1.5. TMpumeHeHne Habopa peareHToB He 3aBUCUT OT MOMY/ISILMOHHBLIX W AeMOrpaduyeckx acnekTos.

2. XAPAKTEPNCTUKN HABOPA

2.1. ®opmMbl BbliNyCcKa, COCTaB N KOMMNNEKTHOCTb

Habop peareHTOB BbINycKaeTCs B YeTblpex oopMax (CocTaB Habopa 1 KOMN/IEKTHOCTb MOCTaBKM yKa3aHbl
B Tabnmue 1 v 2 cOOTBETCTBEHHO). Bce (hopmbl npefHasHayeHbl A1 NPOBEAEHUS peakuun o6paTHOM
TpaHckpunuum PHK 1 amnandpmkaumm kAHK ¢ rubpmnansaumoHHo-goyopeCcUEHTHOM AeTEKUUER NpoayKTOB
amMnaMdukaumm B pexunMme «peasibHOro BpemeHm». [na npoBeAeHust NOAHOro UccneaoBaHus Heo6xoanmo
ncnonb3oBaTb HAbOpbl peareHToB 4718 aKcTpakumm HK, pekomeHAoBaHHble B pasfene «[onosiHuTtensHoe
obopygoBaHue u Matepuasbl».

dopma BbiNycka 1 BkoyaeT cmeck 41 nposegeHuns OT-MUP B npobupke obvemom 1,5 vam 2 mn gns
[031poBaHusA B o6ble Tunbl MNpobupok. dopma npegHasHavyeHa AN NPUMEHEHUS COBMECTHO C
amnandoukaTopaMy M/IaHWeTHOT0 U POTOPHOrO TWnNa W paccyuTaHa Ha MpoBefeHue Ucc/iefoBaHns
100 06pa3uoB., BK/IOYAA KOHTponu. PopmMa MOXeT OblTb UCMOSIb30BaHa Kak /11 PYYHOW packarnku, Tak u
COBMECTHO C aBTOMATNYECKUMW CTaHLMSMU 4718 MPUTOTOBIEHNS 1 [,03MPOBaHNSA PeaKLUOHHbIX CMECEi.

dopma Bbinycka 2 BkIKUaeT cMmeck A nposegernsa OT-TLUP, packanaHHyto nof npocnoiiky napaduHa
no cTpunoBaHHbIM (12,5 cTpunos no 8 npobupok) npobrpkam o6bLemom 0,2 mn. Popma npefHa3HaveHa a1
NPUMEHEHNA COBMECTHO C amnavdmkaropamy MaaHWeTHOro Tuna W paccuMTaHa Ha npoBefeHue
nccneposaHus 100 06pa3yoB, BKIKOYAA KOHTPOSN.

dopma Bbinycka 3 BK/OYAET cMechb An1s npoBefeHns OT-MLP, packanaHHylo nof, npocoliky napadmHa
Mo npo6upkam o6bemMom 0,2 M. dopma npeaHasHaveHa 415 NPUMEHEHUS COBMECTHO C amnndukaTopamu
MMaHLLETHOTO 1 POTOPHOrO TWMA M paccyMTaHa Ha npoBefeHve uccnegoBaHusi 100 06pasLoB, BK/OYas
KOHTPO/IN.

dopma Bbinycka 4 BKAOYAET IMOPUAIN3MPOBaHHYI0 cMecb ans npoegeHns OT-TMLP B CTpUNOBaHHbIX
npobupkax (12 apunoB no 8 npobupok) o6bemom 0,2 mn. dopma npegHasHadeHa A4S NPUMEHEHUS
COBMeaHo C awmniuukaTtopamn MIaHWETHOrO TWnNa W paccuMtaHa Ha MpoBefeHue uccnefoBaHus
96 06pa3yoB, BKOYAA KOHTPON.
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PeareHT

MLP-cvech HIV

Bydoep C

PeareHT TG

Tag nonvvepasa

Peseptaza (MMIv)

MKO-1 HIV
MKO-2 HIV
BKO B
OKO

K-

MupP-cmect HIV

Bycpep D

PeareHT TG

Taq nonnmepasa

Peseptaza (MMIv)

MKO-1 HIV
MKO-2 HIV
BKO B
OKO

K-

MupP-cmecs HIV

Bydep D

O6bem, mn |

0,6

0,3
i 0015

| 006

i 002

0,025

0,025

0,6

0,01

B

0,6
0,015

i 006

| 002

i 0,025

| 0,025
0,6
11

0,3

0,01

0,6

Tabnuua 1

CocTaB Habopa

Konnyectso

OnwucaHue

dopma Bbinycka 1

2 npo6upkun

2 npo6bupkun

2 npo6bupkun

2 npobunpkun

2 npobupkun

4 npobupkun
4 npobupkn
2 npobupkun
2 npobupkun

2 npo6bupku

BydhepHsiii pacTBop co crneuyudmyecknumy npaimepamu,
hnyopecL,eHTHO-MeYeHbIMK 30HAamMn 1 AHTO.
Mpo3payHas XMAKOCTb.

BychepHbIii pacTBop, coaepXalinii NOHbI
[BYXBaNIEHTHOrO MarHus.

Mpo3payHas XMAKOCTb.

BychepHbIii pacTBop, cogepxalinii 1-Tuornnuepon.
[po3payHas XMOKOCTb.

PacTBOp c TepMocTabunbHoit AHK-nonnmepasoii Taq 1
ypauun-AHK-ravko3nnasoii.

Mpo3payHas XMAKOCTb.

BydhepHeiii pacteop ¢ PHK-3aBucrmoii
JOHK-nonumepasoii.

[po3payHas XnaKoCTb.

[MonoXnTeNbHbIN KOHTPO/IbHLIM 06pasel, kaambpaTop.
[Npo3payHas XMOKOCTb.

[MonoXnTenbHbIN KOHTPO/IbHLIA 06pasel, kaambpaTop.
Mpo3payHas XMAKOCTb.

BHYTpPEHHUIA KOHTPO/IbHLI 06pasel,

MpospayHas xuakoab.

OTpuvuatenbHblil KOHTPO/bHLIN 06paseLl,

[Npo3payHas XMOKOCTb.

OTpulaTenbHbIl KOHTPOMbHBIN 06paseL,.

[po3payHas XMOKOCTb.

dopma Bblinycka 2

100 npo6unpok
(12,5 Crpunos no
8 npobupok)™

2 npobunpkmn

2 Npo6upkn

2 Npo6bupkmn

2 Nnpo6upkm

4 npobupkm
4 npo6upkm
2 Nnpo6upkm
2 Npo6upkm

2 Npo6upkn

BychepHbIin pacTBOp CO cneymdnyeckumm nparimepamu,
dhniyopecLeHTHO-MeyeHbIMY 30HA4amMn 1 AHTO.
Mpo3payHas XnAKoCTb, packanaHa B CTPUNOBaHHbIE
npo6upkn nog napadgmH 6enoro useTta.

BydhepHbIii pacTBOp, CoAepXallnii NOHbI
[BYXBaJIEHTHOrO MarHus.

[po3payHas XnaKoCTb.

BythepHbiii pacTBop, cogepxatymnii 1-tuornuueporn.
Mpo3payHas XMAKoCTb.

PactBop ¢ TepmocTabunbHon JHK-nonnmepasoii Taq m
ypaunn-AHK-rnnko3niasoi.

[po3payHas XMOKOCTb.

BychepHbiin pacTBop ¢ PHK-3aB1cumoi
OHK-nonumepasoii.

Mpo3payHas XnaKoCTb.

MonoXnTeNbHbIN KOHTPOJ/IbHLIN 06paseL, kanmbpartop.
Mpo3payHas XnaKoCTb.

MonoxunTenbHblli KOHTPObHLIY 06pasel, kanuépartop.
Mpo3payHas XnaKoCTb.

BHYTpEeHHUIA KOHTPO/IbHBI 06pasel,

[Npo3payHas XMOKOCTb.

OTpuuaresnbHblii KOHTPOJBHBIN 06paseLl,

[po3payHas XMOKOCTb.

OTpuuaTenbHbI KOHTPO/bHBIA 06paseL,.

Mpo3payHas XnaKoCTb.

dopma Bblinycka 3

100 npo6unpok

2 npobupkun

ATMpo6upku ¢ ronybsiM NapagrHOM He NCMOoNb3YHTCS.
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BychepHbIin pacTBop co cneuudmyecknmn npaimepamu,
dhniyopecLeHTHO-MeyeHbIMW 30HAaMn 1 gHT®.
Mpo3payHas XnAKOCTb, packanaHa nog napacuH.
BychepHbIii pacTBop, cogepXalinii NOHbI
[OBYXBaJ/IEHTHOIO MarHusl.

Mpo3payHas XnaKocTb.



PeareHT O6bem, Mn
PeareHT TG 0,015
Taq nonumepasa 0,06
Peseptasza (MMIv) 0,02
MKO-1 HIV 0,025
MKO-2 HIV 0,025
BKO B 0,6
OKO 14
K- 0,3
MUP-cmecs HIV Lyo
MKO-1 HIV Lyo -
MKO-2 HIV Lyo -
BKO B Lyo -
OKO 1,1
PazbaButenb 1,2

i
[ ] ! u [}
KomMnoHeHT

Konnuectso

2 npobupkun

2 npobupkun

2 Npo6upkn

4 Npo6bupkn
4 Npo6upkKn
2 npobupkun
2 npo6upku

2 Npo6umpku

OnucaHve
BythepHbIi pacTBop, cogepxatimnii 1-tmornmuepon.
[Mpo3payHasn XNaKoCTb.
PactBOp c TepmocTabunbHoi AHK-nonmmepasoin Taq n
ypauun-AHK-rankosnnasoii.
lMpo3payHas xuakoab.
BydhepHbliii pacTBop ¢ PHK-3aBrcumoii
JOHK-nonumepasoii.
Mpo3payHas XAKoCTb.
MoNoXnTENbHbIN KOHTPONLHLIA 06paseL, kannbpartop.
[po3payHas XMOKOCTb.
MoNoXnTeNbHbIA KOHTPONLHLIA 06pasel, kannépaTop.
[po3payHas XNAKoCTb.
BHYTpEHHUIA KOHTPObHLIA 0bpasel,
Mpo3payHas XnaKocTb.
OTpuuaTtenbHbI KOHTPO/bHBIA 06pasel,.
Mpo3payHas XnaKoCTb.
OTpuuaTenibHbIA KOHTPO/IbHLI 06pasel,.
[po3payHas XMaKoCTb.

dopma BbInycka 4

96 npobunpok
(12 Crpunos no
8 Npo6u1pok)
4 npo6upku
4 npobupkn

2 Npobupkn

2 Nnpo6upkm

2 Nnpo6upkm

NunocmnnusmposaHHas MNLP-cmecb, cogepxallas
cneuudimyeckre npavimepsl, thlyopecLeHTHO-MeYeHble
30Hab!l, AHT®, MOHLI ABYXBANIEHTHOIO MarHus, ypauun-
[OHK-rnvko3unasy, TepmoctabusnbHyto HK-nonnmepasy
Taqg, fekapaH, Tperanosy.

Nnodgunuszat 6enoro upeta.

MonoxuTenbHbIi KOHTPO/BHLIA 06pasel, kannéparop.
Nnogmnmsat 6enoro ugeta.

MonoXnTenbHbI KOHTPO/IbHBIN 06pasel, KanmbpaTop.
Nnodgmnnsat 6enoro ugeta.

BHYTpEeHHUIA KOHTPO/bHBIV 06paseL.

Nnodunnszar 6enoro upeta.

OTpuLaTenbHblil KOHTPOJIbHBIA 06paseL.

[Mpo3payHasn XNaKoCTb.

Pactsop gns BocctaHoBneHns MKO-1 HIV Lyo, MKO-2 HIV
Lyo, BKO B Lyo.

OTpuuaTenbHblii KOHTPOSIbHBIA 06paseL,.

Mpo3payHas XAKOCTb.

KomnnekTHOCTb Habopa

Habop peareHToB (chopma Bbinycka 1, 2, 3 nnum 4)

WHCTpYKUMA No npuMeHeHunio Habopa

KpaTkoe pyKkoBOACTBO MO NpUMeHeHWo Habopa

KoMnnekT Bkiagplwein Kk Habopy

[Macnopt kayecTsa

Tabnvuya 2
dopmar Konnyectso
- 1
B 9/1IEKTPOHHOM Buae”™ Ha 0huLMabHOM
caiite MNponssognTtens; www.nextbio.ru
B 6yMaxHOM Buae 1
B 6yMakHOM Buae 1

B 3/IEKTPOHHOM BUAE Ha 0huLManbHOM
caiite MpousBoanTensa: www.nextbio.ru

AMeyaTHas BepCusa MHCTPYKLMUK AOCTYMHA no 3anpocy no tenedoHy (495) 620-08-73.

UVIZL UV
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2.2. TlpnHuun metopga

MprHLUMN TEeCTMPOBAaHNA OCHOBaH Ha NPOBeAEHUN O06paTHOW TpaHcKpunuuu (CuHTEe3e mosekynbsl kAHK
no monekyne PHK c ncnono3soBaHnem pepmeHTa peBepTasbl) U nocreaywuwei amnamdumkaynm pparmeHToB
kKAHK Bupyca nmmyHogeduumTa YenoBeka nepBoro Tuna v BHYTPEHHETo KOHTPObHOro obpasua (BKO) npwu
nomMouim cneymduyHbiX K 3TUM yyacTkam npanmepoB n pepmeHTa Taqg-nonnmMepasbl. [JleTekuns npoLyKToB
aMmnangukaynum npoucxoanT MNyTeM UW3MepeHus ¢pyopecueHTHOro CcurHaia B pexXume «peasibHOro
BPEMEHM» 3a CYeT WCNoJSIb30BaHMS B COCTaBe peakUWOHHOW cMecu (p/IyopecUeHTHO-MeUYeHbIX
O/INTOHYKNEO0TNAO0B (30HAO0B). 30HAbLI TMOPUANIYHOTCS C KOMMNJIEMEHTAPHbBIM YYacTKOM aMnanguunpyemoi
KOHK-muweHn, B pesynbtate 4yero MNPOUCXOAMT HapacTaHue WHTEHCUMBHOCTM duyopecueHumn. 3To
Nno3BOJISET PErucTpupoBaTh HaKOM/eHWE cneunuyeckoro npogykra amnauvdukauum nyTem n3MepeHus
WHTEHCUBHOCTN ()/lyOpPECLUEHTHOro CcurHana ¢ nomouwbio amnavdukatopa C CUCTEMOW AeTekuuun

(hN1yOpecUEHTHOrO CUTHa/Ia B peXumMe «peasibHOro BpeMeHU».

KonnuectBeHHoe onpegeneHne PHK Bupyca ummyHogeduumta 4esioBeka NepBoOro Tuna OCHOBbIBaeTCs
Ha CyLeCcTBOBaHUW TMHENHOI 3aBUCUMOCTN MEXAY UCXOA4HOW KOHUueHTpauunei kAHK-muweHn, nonyyeHHon
B xo4e ob6paTHOW TpaHckpunuwuu, B uccnegyemMom obpasue M LMKIOM Havana 3KCMOHeHUMasbHOro
yBenmuyeHus iyopecueHTHOro curHana (noporosbiii uukn, Cycle threshold, Ct). Mpu npoBepeHun
KONMYeCTBEHHOTO TecTa obpaTHas TpaHckpunuua un amnandukauma PHK uccnepgyembix o6pa3suos
npoBOAMTCA OA4HOBpPEMEHHO ¢ kKanubpatopamu MKO-1 HIV (unn MKO-1 HIV Lyo) n MKO-2 HIV (nan MNKO-2 H1V
Lyo) - o6pasyamu C U3BECTHOW KoHueHTpauuein PHK HIV-1. lMo pesynbTaTtam npoBOAWTCH pacueT
KOHLEHTpaunn OTHOCUTENIbBHO KaX[oro kanuéparopa, C y4eTOM MNOTeEpPb, KOTOPble OTC/EXMBAKTCA MO
cvmeuieHntio Ct gna BKO. KoHueHTpauusi kanmbpaTopoB W3MepeHa OTHOCUMTE/IbHO MeXAyHapogHOoro

ctaHgapta BO3 gnga KoNn4yecTBeHHOro onpegeneHnsa supyca VIMMyHO,D,ecbVILI,MTa yesioBeka nepBoro tumna.

Habop cofepXuT cuctemy 3alinTbl OT KOHTaMUHaLUM aMMNIVUKOHaMW 3a CyeT NPUMeHeHus depMmeHTa
ypauun-AHK-rnukosnnasel (YAr) wn Tpudoccara pesokcuypuguHa. depmeHt YOI pacnosHaeTr U
KatanumsupyeT paspyweHue uenehi [AHK, cogepxawux pgesokcnypugumH, Ho He [AHK, copgepxauwen
0Ee30KCUTUMUNANH. le30KCUypuanH oTcyTcTBYeT B npupoaHon AHK, HO Bcerga npucyTCcTBYeT B aMMN/IMKOHAX,
NOCKO/MbKY Tpudpocat Ae30KCuypuanHa BXOAMT B cocTaB cMecu AHT® B peareHtax Ansa amnnudukayum.
[e3okcnypugnH penaet KOHTaAMUHUPYIOLWME aMNIMKOHbI BOCNPUUMYUBBIMU K paspylleHnio dhepmMeHToMm
YAr po Hauvana amnnucpukaymn OHK-muweHun, n, cnepoBaTtesibHO, OHU He MOTYyT 6biTb B AafibHelwem

amnandnynpoBaHsbl.

PepmeHT YAT TepmonabuneH n HaKTUBMpyeTCcsa Npu HarpeBaHuu Bbilwe 50 °C 1 NO3TOMY He paspyliaer

aMMIMKOHbI MU eHun, HapabaTbiBaeMble B npouecce MLP.

Ha stane OT-MLUP ogHOBpeMeHHO B 0A4HOIM npobupke amnanguumpytoTca ydactkm kAHK Bupyca
nMmMyHogeduymutTa yenoseka nepeoro tuna (HIV-1) 1 NCKYCCTBEHHO CMHTE3MpPOBAHHAsA NocnefoBaTe/ibHOCTb
BKO. PesynbTatbl amnandukaumm perucTpupyoTca no ABYM pasfiMiHbiM KaHanam ¢JyopecueHTHO’

petexkuun (cm. Tabnuuy 3).

Tabnuua 3
CooTtBeTaBne HK-muweHen n kaHasnoB hNyopecuUeHTHO! feTEKLNN
KaHan gnsa dnyopodhopa FAM R6G"
HK-muweHb BKO PHK HIV-1

(ak30reHHbIi BKO)

VIckycCTBEHHO CMHTE3pOoBaHHas

5L 1
nocniegoBaTeNlbHOCTb TR po

O6nacTb amnnndukalmm

ANeTekuma curHana gna cryopodopa R6G ocyLLECTBASIETCS MO KaHany AeTeKuun Anst aHasiornyHbix dnyopodhopos HEX,
JOE, Yellow, VIC.
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2.3. TlpocnexmnBaeMoCTb 3HA4YEHMIA KannbpaTopos

3mepeHne 3HayeHnii KoHUeHTpauun kanmbpaTopos MKO-1 HIV (um MKO-1 HIV Lyo) n MKO-2 HIV (nnn
MKO-2 HIV Lyo) npousBogMtcA OTHOCUTENIBHO pabounx kanmbépartopos npomssoactea OO0 «HekcTBro».
KOHUEeHTpayuio paboumx KambpaTopoB OMpeaensaT CTaHAapTU3MPOBAHHOW METOAUKOM  NPSIMOro
N3MEpPEHNA KOHLEHTPALMN KOHTPO/IbHbIX 06pa3LoB Ha OCHOBE r€HHO-MOAUMULMPOBAHHBIX KOHCTPYKLUA C
ucnosib3oBaHneM cnekTpodotomeTpa. KoaddmumeHT Bapuvauuvm W3MEPEHW aTTecTOBaHHOTO 3Ha4YeHus
KOHLEeHTpaLuuii KannbpaTopoB cocTasseT He 6onee 5% (C ypoBHEM AOBEPUTESLHON BEpOATHOCTU 95%).

KoHUeHTpauusi pabounx MOSIOKUTENbHBIX KOHTPOSIE M3MepeHa OTHOCMTENbHO MexayHapoaHoro
ctaHgapta BO3 ana HIV-1 (NIBSC code 16/194). KoathdmuMeHT Bapuaumm WU3MepPeHUli aTTecTOBaHHOro
3HAYEHMS KOHLUEHTpaLuuii kasimbpaTopoB cocTaBnseT He 6osee 5% (C ypOBHEM [OBEPUTESIbHOW BEPOATHOCTM
95%). KOHUEHTpauusi HOBbIX CEpUiA MOMOXMTE bHbIX KOHTPO/SE MNPOM3BOAUTCA OTHOCUTENIbHO paboumnx
KOHTpoOnen (kaxxaas cepusi) U 0OTHocuTesnbHO ctaHgapTa BO3 (ogHa 13 10-Tn cepuid).

2.4. TexHuyeckoe 06CNyXWBaAHUE N PEMOHT

Ha6op He NoAnexuT TEXHUYECKOMY OGCYXUBaAHWIO N PEMOHTY.

3. KOHTPOJIb KAYECTBA

3.1. BHYTpPEHHUII KOHTPO/Ib KayecTBa

3.1.1. OTpuuaTtesnbHbIl N NOMOXNTE bHbIA KOHTPOAM UCCNenoBaHns

[na KOHTpONs BCex 3TanoB uccnefoBaHus, aektmBHocTM sKcTpakumn PHK 1 oueHKu BAnAHUSA
uHrmemntopos OT-MUP npegycMOTpeHO  UCMosb30BaHWe  3k30reHHoro BKO - mckyccTBeHHOW
PHK-cogepxalein KOHCTPYKUUKM, KOTOpas BHOCMTCS B KaxAblil mMccnegyemblii obpasel, buomarepuana,
oTpuLaTesbHbIi KOHTPOSIbHbLIA 06pasel, aTana 3KCTPakuuM U MOSIOKUTEsIbHblIE KOHTPO/IbHble 06pasubl.
PesynbTatbl uccnegoBaHuss 06pasLOB [O/MKHbl COOTBETCTBOBAaTb 3a4aHHbIM KPUTEPUSM  BasIMOHOCTY,
yKasaHHbIM B pasfene «W/HTepnpeTauus pesynbtatoB». EC/M pesynbTaTbl TECTUPOBAHUA UCCedyeMblX
o6pasuoBs, nosydyeHHole and BKO, He COOTBETCTBYHOT 3afaHHbIM KPUTEPUAM BasIMOHOCTW, yKa3aHHbIM B
pasgene «WHTepnpetauuss pesynbTartoB», TO pesyfbTaTbl WCCNeLOoBaHWA [aHHbIX 006pasLoB CcuMTaroTCA
HeBa/IMAHbIMU, TPeByEeTCA NOBTOPUTL MX aHa/IM3, HaUMHAsA C 3Tana AKCTpakUmn.

OTpuuaTesnbHbIii KOHTPONbHLIA 06pasel, (OKO) TeCcTMpyeTCs, HauMHasi C aTana 3KCTpakuum, 1 no3BosnseT
KOHTPO/IMpPOBaTb BO3MOXHYH KOHTaMUHaUMIO Apyrumu obpasuamv Winm amnavkoHamun. B npobupke c
oTpuuaTesibHbIM KOHTPOJSIEM He fo/mkHa aetekTnposaTbca PHK HIV-1. B criyyae HeCOOTBETCTBUA pesynbTara,
NOJTyYEHHOro A4/19 KOHTPObHOro obpasua, 3afaHHbIM KpUTEPUSAM BaNIMAHOCTU, NONOXUTENbHbIE Pe3y/ibTaTbl
4ns nccnefyembix 06pasLoB B NOCTAHOBKE CUMTAIOTCHA HEOCTOBEPHLIMU, HEOBX0AMMO NPEANPUHATL MePbI Mo
BbIAB/IEHNIO W JIMKBUAALUUN MCTOYHMKA KOHTaMuHauuu 1 MNOBTOPUTL WCC/efoBaHWEe BCeX Kccnepyembix
06pasLoB, B KOTOpbIX 06HapyxeHa PHK HIV-1, n oTpuuatesisHoro KOHTPOS, HaunHas € atana IKCTpakLmu.

OtpuuaTenbHbiii  koHTponb OT-MUP (K-) Tectmpyetcs, HaumHasa ¢ atana OT-MUP, »n nossonser
LOMOSTHUTENbHO  KOHTPOAMPOBaTh  BO3MOXHYK — KOHTaMUHaUMK  amnaukoHamn. B npobupke c
oTpuuarenbHoliM kKoHTponem OT-MUP He posmkHa petektnposatbcsa PHK HIV-1 wnm BKO. B crniyyae
HeCOOTBETCTBUA pesy/ibTara, NoyYeHHOro A4/ KOHTPO/IbHOro obpasua 3afaHHbIM KpUTEPUAM BaIMAHOCTH,
NosIoXMTENbHbIE pe3y/nbTaTbl 418 UccnefyeMblX 00pasLoB B NOCTAHOBKE CUMATAIOTCA HeOOCTOBEPHbLIMMU,
Heob6Xo4MMO NPeAnPUHATL Mepbl MO BbIABAEHWUIO N JIMKBUAALUN UCTOYHMKA KOHTaMWHauMM U NOBTOPUTH
nuccnefoBaHne Bcex 06pasyoB, HaunHasa ¢ atana OT-MLP.
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B KauecTse NONOKMTEABHOrO KOHTPOAA ucnonesyloTea pearentul NMKO-1 HIV {wan NKO-1 HIV Lyo) u
NKO-2 HIV {nan NKO-2 HIV Lyo), sxoaswme 8 coctas Halopa. B cayuae HECOOTBETCTBHA peaynbnm-;m
NONOKMTENILHBIX KOHTPONEH 3aJ3HHLIM KPUTEPHAM BANMAHOCTH, pe3yabTathl Ann Bcex obpasuoe e
NOCTAHOBKE CYMTAIOTCA HEAOCTOBEPHLIMM, TPeOYeTCA NOBTOPMTL WCCACAOBAHUE BCEX WCCAEAYEMBIX
06pa3uos U KOHTPONRH, HauUHAA € Tana OT-NLP.

3.1.2. Ananus Kannbposxn

KoanvecTeeHHan ouUeHKA KoHUeHTPpauuuK PHK HIV-1 8 uccnegyembix 06pasnax nposoaMTe CTHOCHMTRABHO
KOAMYECTBEHHO OXaPaXTEPH3IOBAHHLIX KannBposouHbix 06pasuos NKO-1 HIV {nau NMKO-1 HIV Lyo)} n NKO-2 HIV
{nan NKO-2 HIV Lyo). MonoXHTENBHLIE KOHTPO/bHBIE 06Gpasub NPEACTaBAAIT COG0N MOANGUUMPOBAHHLINH
Gakreprodar MS2 ¢ masecTHOi Konuewtpaumed PHK HIV-1. Uccneaosanme Kannbposoumbix 06pasuos
NPOBOAUTCA NAPAANENBLHO C UCCNEA0BaHMEM 0OPAILOB, HAUMHAA C ITANA IKCTPAKLNM.

Onpeagenenve xkonueHtpauun PHK HIV-1 npOBOAMTCA B COOTBETCTBMM € 3aJ3aHHLIMH ZHAMEHMAMM
KOHUEHTPaUWH KaanbposouHbiX OGPasUOB M MOAYMEHHLIMW SHAYEHWAMM NOPOTOBOTO uMKAa {Ct) ana
KannBposouHbiX 06pa3yoB ¥ uccaeayemoix 06pa3uos. 2PPERTUBHOCTL KaNUBPOBKY AOMKHA YKNAAMBATLCA
B 330aHHBIN AWANA30H. ECAW peaynbTathi, NOAYMEHHDIE QAA NOACKUTENLHBIX KOHTPONLHLIX O0Bpasuos, He
COOTBETCTAYIOT 3aA3AHHBIM, HEOGX0AWMO NOBTOPUTL UCCAEA0BAHNE, HAYUHAR C ITANA IKCTPAKUMMK,

3.1.3. Koutponb nHurnbuposannn

AnAa KOHTPOAA acex 3tanoB wuccneposavun, PPEeXTUBHOCTU KCTPakUMM PHK » oueHxnw sauanuAa
wHruburopoe NUP npeaycMOTPEHO WCNOAL3OBAHWE 3K3oreHHoro BKO {pearewt BKO B), kotopwiit
AOGABNRETCR B KAXADIA MCCNeayembid M KOHTPOAbHbIe 00pasunl Ha 3Tane axcTpaxumm. PesynbtaTol
uccnepoeaduns BKO aonmHL COOTBETCTEOBATL 3a/,aHHLIM KPUTEDUAM BaAMAHOCTY ANR NOAOMMTENIbHLIX W
OTPMLATENbHBIX UcCreayembix 06pasyoB, ykasaHHLIM 8 pasaene «UKTepnpeTayua pesyncraToss. Ecau B
uccnegyemoix 0bpasuax He oBHapymeHa nocnesosaTenbHoCTs BKO, TO pesynbraTel MCCACADBAHMA AGHHBIX
06pasLOB CYMTAIOTCA HEAOCTOBEPHBIMH, TPEBYETCA NOBTOPHUTL MX AHANN3, HAUMHAR C ITANA IKCTPAKUNK,

3.1.4. MoHuTopnHr naboparopnu Ha HAAWYME KOHTAMHHALINK

PexomeHAYeTCA Pa3 8 MECAL, NPOBOAMTL MOHUTOPUHT NabOPaTOPUM Ha KOHTAMHHALMWIO NPOAYKTAIMU
amMnAUPMKAUMK, mccaeayembimu OBPasUuamMKn, NOMOKHTEABHLIMU KOHTPONbHLIMM OOpasuamn. OueHka
H3ANYMA/OTCYTCTBUA KOHTAMWHALUWMK NPOBOAUTCA NYTEM MCCNEAOBAHHA CMBIBOB C PasnmiHbix OGbexTos:
nuneTok, paGounx nosepxnocTei nabopatopHoi mebenn, oBOpPyYAOBAHUA U NOBEPXHOCTEH NOMEUeHNN.
B3ATME M MCCNEROBAHME CMbLIBOB CAeAYET NPOBOAMTL COTNAcCHO Npoueaype, ONWCAHHOW B
MY 1.3.2569-00 «Opranusauma pabotel  nabopatopui, MCNOALIYIOWMX METOAB  AMNAUGUKAUUN
HYKNEMHOBMX KuCnoT npu pabote C marepranom, cogepalmm MMKpooprawuambt IV rpynn
naTtoreHHocTM», Npu oGHapy)KeHWn KOHTamuHauum Heobxoaumo nposectw obpabotiy nabopatopnu
MOIOWMMK U SE3UHOMUMPYIOWMMM PACTBOPaMMH COTNACHO YKA3aHUAM, ONUCAHHLIM 8 MY 1.3.2569-09. Takwe
ANA NPEAOTBPAILEHUA KOHTAMUHALUKN 1aGOPATOPUK MAM B KAYECTBE MEP NO ACKOHTAMWHALMUKU PABOUMX 30H
PeKOMeHAYeTCA MCNO/L30BATL PACTBOP ANA AL33aKTMBALMM HYKACHHOBIX KHCAOT, Hanpumep, «Onuratop»
npouseoacrea 000 «HekcrBuo», Poccun.

3.2. PexomeHayembie KOHTPONBHDIC MATEPUANBI

B Kavectse KOHTPOAbHLIX MATEPUAN0B ANA NPOBEPKU 3AABACHHLIX PYHKUMOHANLHBIX XapaKrepuCTHK
Habopa MoryT GbiTb HCNOAB30BAHDI 3aPErMCTPMPOBAHHBIE HA TeppuTOpUK Poccnifickol Peaepaunn naHemm
KOHTPOALHLIX 06PasuoB, NpeAHasHaYeHHbIE ANA NPOBEAGHMA BHYTPEHHEr0 M BHEWHEro KoHTponeih
KauecTsa nabopaTopHbix Uccheacsanuil no oBHapymenunio PHK HIV-1.
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4. OTPAHNYEHWNA METOANKWN NCCNEAOBAHNA

4.1. Habop npumeHSeTCcsA TObKO 419 ANArHOCTUKK in Vitro.

4.2. Habop npegHasHauyeH 419 paboTbl TOIBKO C UCCNefyeMbIM MaTepuasioM, ykasaHHbIM B pasgene
«HasHaueHve». ViccnepoBaHue Apyrux BUA0B GMOIOTMYECKOro Marepuasa MoXeT NPUBECTU K NOMyYeHUo
HeJOCTOBEPHbIX Pe3y/iLTaToB.

4.3. TMonyyeHne [OCTOBEPHbIX  pe3y/bTaToB  06ecnevyvMBaeTCcsl  BbIMOJIHEHUMEM  Tpe6oBaHWi,
npeabsBNSEMbIX K B3sATWIO, TPaHCMNOPTMPOBAHWUIO, MOAFOTOBKE M XpaHeHuio o06pasloB MCC/efyemoro
maTepuana {cM. paszaen «/ccnegyemblit Matepuan»).

4.4, C nomowbio Habopa BO3MOXHO [MUP-uccnepgosBaHne Tonbko npo6 PHK, akcTparnpoBaHHbIX U3
nuccnegyemMoro MaTepuana CoBMeCTHO C BHYTPEHHMM KOHTPO/IbHbIM 06pa3yom - BKO B. be3 ncnosb3oBaHus
BKO B HEBO3MOXHO NMPOBECTU OUEHKY BaUIMAHOCTW MOCTAHOBKMU.

4.5. Habop npepHasHayeH A9 NpoeccuoHasibHOro npuMeHeHus. Habop [O/MKEeH MCMNonNb30BaThCs
TONbKO KB&/IM(PMUMPOBAHHbLIM, OOY4YeHHbIM (B 06M1acT¥  K/IMHWYECKO NabopaTopHON [AMarHOCTUKNM)
nepcoHanoMm (Bpaun KIMHUYECKOW nabopaTopuv M MeguUMHCKME NnabopaTopHble TEXHWKU, OBYyYeHHble
MOJIEKY/IAPHBIM BMONOTUYECKUM METOAMKAM).

4.6. [pw pabote c HAabopoM cregyeT UCMO/Mb30BaTb TOILKO amMnIMdmKaTopbl C CUCTEMOWN AeTeKuun
th/lyOpecLEHTHOrO CUrHau1a, XapakTepUCTUKN KOTOPbIX YAO0BNETBOPSOT TpEO6OBAHUSAM, YKa3aHHbIM B pasgene
«JlononHnTeNnsHOe 060pya0BaHNE U MaTeprasibix».

4.7. TlpUMEHSTbL Habop peareHToB CTPOro MO HA3HAYEHWIO COM/TACHO UHCTPYKLMUM MO NMPUMEHEHMUIO.

4.8. He npumeHsTb HAGOP NPW HapyLUEHUN LEE/TOCTHOCTM YNAKOBKM 1 C UCTEKLIMM CPOKOM FOHOCTM.

5. MEPbInPEoaopoXHoan U npeaynpexxaeHus

5.1. Pabota [o/mxHa NpoBOAWTLCA B naboparopvu, BbINOHAOWEA MOEeKysapHO-6uonornyeckne
(MNLUP) nccnepoBaHna 6M0I0rMYECKOr0 MaTepvana Ha Hasmume Bo3bygutesnein MHAEKLMOHHbIX 601e3Heild, ¢
cobnogeHvem TpebosaHuii CaHlMuH 3.3686-21 «CaHuTapHO-anugemuonornyeckme TtpebosaHusa no
npodmnakTnke WMHMEKUNOHHbIX 60ne3Heli» 1 CaHlH 2.1.3684-21 «CaHuTapHOo-3nnaeMnosiormieckme
Tpeb0oBaHNA K CoAEePXaHNo TePPUTOPUIA TOPOACKNX U CENMbCKMX MOCENEHNI, K BOAHbIM 06BbEKTaM, NUTLEBOA
BOAE W TMUTbEBOMY BOAOCHAOXeHMI0, aTMOoCtepHOMY BO34yXy, MNOYBaM, >KWUIbIM MNOMELLEHUAM,
aKcnyaTauuy Npou3BOACTBEHHbIX, 0OLLECTBEHHbLIX MOMELLEHNIA, OpraHn3auumn 1 NPOBEAEHNIO CaHUTapHO-
nNpoTMBO3NMUAEMMYEckMX (NPodnIakTUYecknx) meponpusaTuii». B cootBeTcTBum ¢ n. 4.4. MY 1.3.2569-09
«OpraHuzauus paboTbl nabopaTopuid, NCNONL3YIOWNX MeToAbl aMNAnUKaLnm HyKIeMHOBbLIX KUCIOT Npu
paboTe ¢ wMaTepuasiom, cogepxawum MukpoopraHusmbel I-(V rpynn naTtoreHHOCTW» [omnycKaeTcs
npoBefeHVe uccnegoBaHuii  Guonormdeckoro Mmatepuasia (6€3  npeaBapuTeNibHOr0  HakoMAeHUs
B0O36yanTens) Ha Hanmune AHK (PHK) Bo3byauTteneit BUY-nHekummn B nabopatopumn, uMeroLeli caHUTapHo-
3MMAEeMMNOSIorMYeckoe 3ak/Il4YeHne 0 BO3MOXHOCTW NpoBefeHus paboTt ¢ Bo3dyautensamu -1V rpynnel
naToreHHocTu. Martepuan Ans uccnefoBaHuii NoANEXUT npefBaputesnibHoli 0b6paboTke B COOTBETCTBUU C
MeToAnYeckumn ykasaHmammn MY 1.3.2569-09.

5.2. Tpu paboTe He06X0AMMO BCera BbINOMHATL credytolye Tpe6oBaHus:

- MpumeHATb HaBop CTPOro MO HAa3HAYEHWIO B COOTBETCTBUW C AAHHON MHCTPYKUMein. OTKIOHEeHNe oT
nponucaHHbIX NpoLeayp v Nopsaka AeicTBunii MOXeT NPUBECTU K NOMYUYEHNI0 HeJOCTOBEPHbIX pe3y/bTaToB
aHanu3a.

- NabopaTopHblii npouecc Ao/MmKeH 6biTb OAHOHaNpPaBfiEHHbIM. AHanM3 cnegyeT NPoBOAUTbL B
OTAENbHbIX MNOMeLLeHNsIX (30Hax) B cooTBeTcTBUM ¢ MY 1.3.2569-09. He Bo3BpalwlaTb 06pasupl,
060pyaoBaHME 1 peareHTbl B 30HY, B KOTOPOi Gblia NpoBefeHa npeabiayllas ctagusi mpouecca.
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- PaccmatpuBatb mnccnegyemble o06pasubl Kak WHMEeKUMOHHO-OMacHble, OpraHn3oBbiBaTb paboTy u
XpaHeHuve B cooTBeTaBuu ¢ CaHlNunH 3.3686-21.

- Y6upartb n ge3nHuuMpoBaTtb pasmTble 06pasubl UM peareHTbl, UCMOMb3ysA Ae3vHUUMpYoLWmne
cpeacTtea B cootBeTcTBMM € CaHlvH 3.3686-21.

- Y[anatb HeWcnosib30BaHHblE peareHTbl, peareHTbl C WCTEKWUM CPOKOM TOAHOCTU, a Takxe
VCMO/b30BaHHbIE peareHTbl, yNakoBKy”, 61M0n0rMyeckuii Matepmas”, BkioYas Marepuasibl, UHCTPYMEHTbI U
npegmeTbl,  3arpsA3HeHHble  6MOMOrMYECcKUM  MaTepuasioM, B  COOTBETCTBUM C  TpeboBaHusaMU
CaHlmH 2.1.3684-21.

BHVMAHWVE! Mpu yganeHun oTxofoB nocre amnandukaumm (npobupok, cogepxawmx npoayktsl MUP)
HeoMnyCTMMO OTKPbIBaHME NPOBUPOK M pasbpbi3rMBaHne COA4epPXMMOro, NOCKOIbKY 3TO MOXET NPUBECTYU K
KOHTaMmunHaumn npogyktamu MNLP nabopaTopHOli 30HbI, 060pyAOBaHNS U peareHToB.

- Wcnonb3osaTb M MeHATb MpU KaXAoi onepauvy 0fIHOpPa3oBble HAKOHEUHWKW O/ aBTOMATUYECKUX
[103aTOPOB C (hunbTpoM. OfIHOPA30BY MNACTMKOBYKO Mocyay (NPO6MPKM, HAKOHEYHWKU) HeoGXOoauMmo
c6pacbiBaThb B CrielasibHbIii KOHTEHEP, cogepXaliuii Ae3MHULMPYIOLLIEE CPeACTBO, KOTOPOE MOXET GbiTb
MCNo/b30BaHO /181 06e33apaxmnBaHns MegnLUHCKNX OTXO0B.

- Ha6op npeaHa3Ha4eH Assi 0A4HOKPATHOrO NPUMEHEeHUs NS NPOoBeAeHNs] UCCNeoBaHNs YKa3saHHOro
KonuuecTsa 06pasLoB (CM. pas3aen «PopMbl BbiMyCKa, COCTAB U KOMIM/IEKTHOCTb»).

- K pabote ¢ Habopom A0MNyCKAETCS TO/IbKO NEPCOHaUT, 00YyYEHHbIn MeToAamM MOJIEKY/ISIPHON ANArHOCTUKM
1 NpaBuiam paboTbl B K/TMHMKO-AMArHOCTUYECKON nabopaTtopun B yCTaHOBIEHHOM Mopsiake (B COOTBETCTBUM C
TpeboBaHusiMu CaHlMnH 3.3686-21).

- He wncnonb3oBatb Ha6op, €C/In HapylweHa BHYTPEHHAA ynakoBKa Wn BHELLHWIA B4 peareHta He
COOTBETCTBYET ONnncaHuto.

- He ncnonb3oBaTtb Habop, ecny He cOBMIOAANCH YCO0BUS TPAHCMOPTUPOBAHNS W XPaHEHWS COracHO
VHCTPYKLMW.

- He cmelunBaTb peareHTbl pasHbIX Cepuii.
- He ucnonb3oBatb HA6Op N0 UCTEYEHUM CPOKA FOLHOCTU.

- Wcnonb3oeaTb 0AHOPA30Bble HEONYAPEHHbIE MepyaTki, nabopaTopHbie XanaTbl, 3alWLLAaTs [f1a3a BO
BpemMsi paboThbl ¢ 06pasLiamy 1 peareHTaMu. TLaTesbHO BbIMbITh PYKU MO OKOHYaHMK pa6oTkl. Bee onepauum
MPOBOASATCS TO/IbKO B MepyaTkax A4/1s UCK/OYEHNS KOHTaKTa C OpraHM3MoM YesioBeka.

-, He ecTb, He NUTb N He KypuTb B NPOLIECCE MCMOJIb30BaHNs Habopa. /36eraTb KOHTaKTa peareHToB C
KoXel, rnazamm 1 crm3ncTol 060/104Koi. He rnotatb.

- MMpn KOHTaKTe HeMeA/IeHHO MNPOMbITb MOPAaXEHHOe MecTo GOMbLUMM KO/IMYECTBOM BOAbI M MpU
M/I0OXOM CamMO4yBCTBUM 06pPaTUTLCA 3a MEAMUMHCKOM nomolblo. [Mpu nonafjaHuM BHYTPb PBOTY He
BblI3bIBaTb, NPOMNOJIOCKATL POT BOAOW, 06PaTUTLCSA K Bpauy Mpu N/I0XOM Camo4yBCTBUM.

5.3. MpM  MCMONb30BaHUM MO  Ha3HAYEHW W COOGMOAEHMM  BbILLEMEPEUUCNEHHBIX  Mep
npenocToOPoOXHOCTM Habop 6Ge3onaceH. PeareHTbl Habopa (kpome Taq nonumepasbl, PeareHta TG wu
PasbaButens) cogepxatr HaTpus asunj B KOHUeHTpauunm He 6onee 0,1% W COOTBETCTBEHHO He
KNnaccmuumpytoTcs Kak onacHble U He TpebyoT Cob/I0AeHNS cnelnasibHbIX Mep NPefoCTOPOXHOCTU, KpoMe
yKa3aHHbIX B JaHHOM pasgerne.

Heuncnosnb3oBaHHbIE peareHTbl, peareHTbl C UCTEKWMWM CPOKOM FOAHOCTM, WCMOJ/Ib30BaHHbIE peareHTbl, ynakoBka
OTHOCATCS K K/laccy OnacHOCTU MeAULMHCKUX 0TXoa0B I
A BMOJIOTMYECKMIA MaTepras, BK/OYas MHCTPYMEHTbI M NPeAMeTbl, 3arpsi3HeHHblIE MaTepuasioM, OTHOCSTCS K Kiaccy
0nacHoOCTU MeAULMHCKUX 0TX0A0B b.
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PeareHT TG copepxut 1-TMOrMLEPOsT B KOHUeHTpauun He 6onee 1% U COOTBETCTBEHHO He
KnaccugnuMpyeTcsl Kak onacHbIi 1 He TpebyeT CO6/MI0AEHNS CneLasibHbIX Mep NpegoCTOPOXHOCTH, KpoMe
yKa3aHHbIX B LaHHOM pasgene.

5.4. Cneuudimyeckme Bo3aelicTBUS Habopa Ha opraHvu3m yesioBeka:
- KaHueporeHHbI athdekT oTCyTCTBYET.
- MyTareHHoe aelicTBre OTCYTCTBYET.

- Pel'lpo,CI,yKTVIBHaFl TOKCUYHOCTb OTCYTCTBYET.

6. AJOMNO/IHWTENBbHOE OBOPYAOBAHUE U MATEPUANDbI#

6.1. B3sTue v npeaBapuTenbHas o6paboTka nccnegyemoro matepuana

B3siTne 1 npeaBapuTesibHY0 06paboTKy MccnegyemMoro Mmateprana npoBoanTe coriacHo MY 1.3.2569-09.

6.2. OkcTpakuymna PHK n3 nccnepgyembix o6pasuos

6.2.1. Habop peareHTOB A1 3KCTPAKLUN HYK/IEMHOBLIX KWC/OT, 3aperucTpupoBaHHbili B P® 1
COOTBETCTBYIOLLMIA cneayoLmnm TpeboBaHmaM:

- Habop nossonset BblaensaTb HK u3 6ruonornyeckoro marepuana (nnasma Kposu) AN nocnesyoLwero
uccnegosaHusa metogom OT-TLP;

- Habop He OTHOCMTCS K aKCnpecc-meToAam akcTpakuum HK;
« Habop No3BosAeT uUccnenosarb 06pasLbl 06bLeMOM He MeHee 100 MK/,
- Habop No3BOJIAET NPOBOANTL 3/IOLMI0 OUMLLEHHON HK B 06beme He MeHee 50 MK/I.

B xoAe npoBefleHUs KAMHWYECKMX WCMbITaHMiA Banugauuio npownu «MarHolMpaiiM® YnbTpar
(PY Ne P3H 2023/19437) u «AmnanMpaiim PUBO-npen» (PY Ne ®CP 2012/14017).

6.2.2. [JononHnuTe NbHbIE MaTepuasnbl 1 06opyAoBaHMe, HEOGX0AUMbIEe A1 3KCTpakuum HK, - cornacHo
VHCTPYKLMM K HaBopy peareHToB ans akcTpakuum HK.

6.3. O6paTtHaa TpaHckpunuusa, amnandukaumnsa, geTekumusa NpoaykToB amnangukayum,

aHanus u uHTepnpeTauus pesynbTaTos

6.3.1. OgHopa3oBble nonunponuieHosble Npobupkn, ceoboaHsle oT AHKa3s/PHKa3, cnegyowmux BuaoB
(npun ncnonb3oBaHUK PopMbI BbIMycka 1):

- TOHKOCTEHHble Npo6upku ansa MLUP o6bemom 0,2 M/ C BbINYKNOWA 1AW NAIOCKO ONTUYECKN NPO3payHoit
KPbILKOW/ nn Nnpobnpkn 06bemom 0,2 M B CTpUnax no 8 LT. ¢ Mpo3payHbIMy KpbILWKaMu-a/15 NpOBeAEHNS
MLUP npu ncnonb3oBaHUn Nprubopa NaHLWeETHOro TUNa,;

- TOHKOCTEHHble npobupkn ansa MUP o6bemom 0,2 MA C NIOCKOW KPbIWKOR wunn npobupku gna MUP
o6bemom 0,1 Ma B cTpMnax no 4 Wr. ¢ Kpbllkamu - ana nposegeHns MUP npu ncnonb3oBaHuy npubopa
POTOPHOrO TUMa.

6.3.2. 3aBVHYMBAIOLLMECH NPOBUPKN N KPLILLKN K HAM U NIOTHO 3aKpbiBaloLmecs npobnpkm o6bLeMom
1,5-2 M1 - gns NpuroToB/IEHMS peakyMOHHOM cmecu (MpU UCNo/Ib30BaHUKM hopMbl Bbinycka 1, 2 nan 3).

6.3.3. OgHOpa3oBble HaKOHEYHWKK, cBOGoaHbIe oT JHKa3/PHKa3s, ans no3aropoB nepeMeHHOro obbema
¢ mnbTpoM Ao 100 mkn.
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6.3.4. lUtatmBbl Ana npobupok obbemom 0,2 ma mam OO mn (B COOTBETCTBMM C MCMNONb3yEMbIMU
npo6upkamn gnsa rup).

6.3.5. bBokcabakTepnanbHoi Bo3aywHon cpeap! (MLP-60kC).
6.3.6. LieHTpudhyra-BopTekC.
6.3.7. ABTOMaTun4yeckue fo3atopbl NepeMeHHOoro oobLema.

6.3.8. CTaHuMs aBTOMaTnyeckass ¢ MoAy/IEM 4715 MPUTOTOB/IEHMS M PacKanky peakuMOHHbIX CMecein n
KOMMJIEKT PacxofHbIX MaTepuasioB K Hell COrnacHo MHCTPYKuun FpousBoguTens, - npu UCMosib3oBaHum
dopmbl BbiNycka 1 B Criyyae NPUrOTOB/EHWS pPeakuMOHHOW CMecK C MCMOSb30BaHWEM aBTOMAaTUYeCcKOi
cTaHumu.

6.3.9. MporpaMmMmupyemsbiii amnaMgunKaTop ¢ CMCTEMOI AeTekunn lyopecLeHTHOTO CUrHasia B pexmme
«peanbHOro BpPEMEHW» POTOPHOrO Tuna, AM60 NNAHLWEeTHOro Tuna, 3aperucTpupoBaHHbli B PO un
COOTBETCTBYIOLLMWIA CneyoLwmm TpeboBaHNAM:

- Ha/IMuMe He3aBUCUMMbIX KaHasloB chriyopecueHTHon getekuun pns dnyopocopos FAM mn R6G co
cnenyowmMm XxapakTepucTukamu:

Tabnvua 4
Tpebyemble XxapakTepPUCTMKN KaHas10B (O/TyOPECLEHTHOM AeTeKuun
[ONVHBbI BOMH, HM
KaHan gnsa dnyopodopa Bo36yxaeHuns [eTekymn
MuHnmym Makcnmym MuHnmym Makcnmym
FAM 450 470 510 530
R6G 515 532 545 580

- 4719 Npub0opOoB M/IAHLWETHOro TUMa Hasmume NoAOorpeBaemMoli KpbIWwKn ¢ Temnepartypori 6onee 100 *C,;
- TOYHOCTb noafepxaHus Temneparypbl <+0,4 "C

- CKOpOCTb Harpesa He meHee 2 “C/cex;

- CKOpPOCTb ox/NaxAeHuns He meHee 1 °C/cex.

B xofe npoBefeHVs KANMHUYECKMX UCMbITaHWI Bannjaumio Npowv cregytole nporpammMmupyemble
amMnAndmkaTopbl € CUCTEMON AeTekuun lyOpecUeHTHOr0 CUTHasia B PeXUME «peasibHOro BPeMEeHM»:
Rotor-Gene Q (PY Ne ®C3 2010/07595), C1000 Touch B komnnekre c¢ Mogynem CFX96
(PY Ne ©C3 2008/03399), ATnpaim (PY Ne ®CP 2011/10229).

6.3.10. XonoanabHWK 0T 2 40 8 X ¢ MOPO3U/IbHOWN Kamepoi oT MUHYC 24 A0 MUHYC 16 X.
6.3.11. OTAenbHbI xanar, wano4kn, 06yBb 1 0AHOPAa30BbIE NepyaTkn B cooTBeTcTBMN ¢ MY 1.3.2569-09.

6.3.12. EMKOCTb /19 c6poca HaKOHEYHWKOB.

7. UCCNEAYEMbIN MATEPUAN

MaTepuasnom 4515t UcCnefoBaHns CNyXuT naasma KpoBu.

B3dAtne, npeaBapuTeNnbHyld 06paboTKy, TpPaHCMOPTMPOBAaHME W XpaHEHUe  UCCeAyeMoro
6roNorMyecKoro MaTepnana cnegyet npoBoANTbL B cooTBEeTCTBUM ¢ MY 1.3.2569-09.
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8. MPOBEAEHNE NCCNEOOBAHNA

WccnepoBaHne [JO/MKHO NPOBOAWUTLCS MNPU  HOPMasibHbIX MOKa3aTensx MUKPOKIMMAaTa  KAUHWUKO-
AnarHoctmyeckoi naboparopun®;

- TemnepaTtypa okpyxatoLero sosgyxa ot 20 go 28 “C

- OTHocuUTenbHas BAaXHocTb 40 - 75 %

8.1. 3kcTpakuyma PHK n3 nccnegyemoro matepuana

Ona askctpakymn PHK ucnonb3oBaTb HaboOpbl peareHToB, PekoMeHAoBaHHble [lpousBoautenem B
pasgene «[ononHuTensHoe obopyaoBaHme u matepuasbl». Mopagok paboTbl ¢ Habopamu A/18 IKCTPaKL MK
HK cmoTpuTe B MHCTPYKLUMK MO UX NPUMEHEHMIO.

BHUMAHUWE! T[Mpu npoBepeHnn wuccnepoBaHns He[onyctmuMo  UCMOJIb30BaHMe  3KCrpecc-MeToaoB
aKcTpakuum HK.

8.1.1. MMpwu ncnonb3oBaHun popm Bbinycka 1,2,3

Kaxxgas rpynna akcTparMpyembix 06pasLoB AO/KHA COMNPOBOXAATLCA MOCTAHOBKOW OTpuLaTesIbHOro
KOHTpoA (OKO) M NONOXUTENbHBLIX KOHTPOIbHLIX 06pa3yoB (MKO-1 HIV 1 MNKO-2 HIV) B ykazaHHOM uncie
NOBTOpPOB:

- OKO- BogHOM NoBTOpE;

- TKO-1 HIV - B aByx NoBTOpax Npw nepBoii NOCTAHOBKE NCMOJ/Ib3yEMON CepyMn Habopa, B O4HOM - Mpw
nocneayoLwmx (Tofibko Npu NOCTaHOBKE B KOIMYECTBEHHOM hopmarte);

- MKO-2 HIV - B AByX NoBTOpax Npv MepBOi NMOCTAHOBKE B KOSIMYECTBEHHOM hopmate, B O4HOM - Mpu

nocneayroLWmx NocTaHOBKax B KOJIMYECTBEHHOM chopmMate M Npu NOCTaHOBKE B Ka4eCTBEHHOM doopmare.

BHUMAHWE! Kannépatop MKO-1 HIV ucnosnb3yeTcsa TONbKO Mpu NpoBeeHn! KONMYEeCTBEHHOIO aHan3a.

Mepep aKCTpakumein HeobGX0AMMO pa3MopO3vTb KOHTPO/bHbIE 06pasubl: BKO B, OKO, MKO-1 HIV u
MKO-2 HIV.

BHUMAHWME! PasmopaxuBaTtb c/nefyeT TO/IbKO HEOOX0AMMOE KONMMYEeCTBO MPOBMPOK C peareHTamu. [ns
ofHoi noaaHoBkn OT-MLP TpebyeTcs pasmopo3ka He 6onee ogHoli npobupku ¢ NMKO-1 HIV n MKO-2 HIV.

B npouecce akctpakuun PHK ncnonb3oBaTe 06beMbl peareHToB M MUccnenyemMbix 06pasLoB cor/iacHo
Tabnuue 5.

BHUMAHWE! PeareHT BKO B BHOCUTCSI B KaXKAyH0 NPOGUPKY € uccnegyembiMyi U KOHTPOIbHbIMU 06pasuamm
(BKNHOUASA NONOXUTESNbHbIE U OTPULLATE/bHbI KOHTPOSIN).

BHUMAHUE! [Ona askctpakumm PHK 3 100 mkn wuccnegyemoro ob6bpasua WUCMoMb3yeTcs  KOMMNIEKT
«Amnnulpaiim PUBO-npen», u3 200 mkn - «MarHolMpainm* YnbTpa», dopma Bbinycka 1, n3 1000 mkn -
«MarHolMpaim* YnbTpa», dhopma Bbinycka 2 Uav gpyrme pekoMmeHgyemble Habopsl (M. n. 6.2).

® YKazaHbl [0MNYyCTUMble HOPMbl TemnepaTypbl W OTHOCWUTENIbHOW BN&XHOCTWM BO3gyXxa B pabouyeli 30He
NMPOM3BOACTBEHHbIX MOMELLEHUI B COOTBETCTBMM C TpeboBaHuamm [OCT 12.1.005-88 «Cuctema cTaH4apToB
6e3onacHocTy Tpyaa. O6Lme caHUTapHO-TMrMeHnyeckme TpeboBaHns K BO3ayxy pabodeli 30HbI».
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Tabnvua 5

O6bembl peareHToB M Uccnefyembix 06pasLoB Npu Ucnosb30BaHUn hopm Bbinycka 1, 2, 3
. -_— ] EE
PeareHt/06pasel, ' O6bem Jo6aBnaTtb

Mpwn akcTpakymm n3 100 mkn obpasua

Viccneayembliit o6pasel, 100 mKkn B IPOGUPKM AN1A MCCIEAYeMbIX

ob6pa3yoB
BKO B 10 mkn B KaXayto npobupky
OKO 100 mkn B Npo6upky ana OKO
MKO-1 HIV 10 mkn + 90 mkn OKO B Npo6upky ans MK1
MKO-2 HIV 10 mkn + 90 mkn OKO B Npo6upky ans Mk2
PeareHT, ucnonb3yemolii gns anoumun PHK 50" Mk B KaXXAyto nNpobupky

Mpwn akcTpakymn n3 200 Mk obpasua
B Npobupkn ansa nccnepyembix

WNccnepyemblit obpasel 200 mkn 06pasLioB
BKO B 10 mkn B KaXKAyt0 Npooupky
OKO 200 mkn B Npo6upky ansa OKO
MKO-1 HIV 10 mkn + 190 mkn OKO B npo6upky gna MK1
MKO-2 HIV 10 mkn + 190 mkn OKO B npo6upky gna Mnk2
PeareHT, ucnonb3yembliii ana anouun PHK 100 mkn B KaXKAyto nMpo6upky

Mpw akcTpakymmn n3 1000 mkn obpasya
B NPOGUPKK ANS nccnegyembix

Wccnepyemblii obpasel, 1000 mkn 06pasLoB
BKO B 10 mkn B KaXKAyto Npobupky
OKO 1000 mkn B Npo6upky ansa OKO
MKO-1 HIV 10 mkn + 990 mkn OKO B Npo6upky ans NK1
MKO-2 HIV 10 mkn + 990 mkn OKO B Npo6upky ansa k2
PeareHT, ncnonesyemsliii ans anouum PHK 100 mkn B Kaxkaylo npobupky

8.1.2. Tpwn ncnonb3oBaHUM Popmbl BbiNycka 4

Kaxxgaa rpynna akcTparmpyemblx 06pa3LoB [A0/IKHA COMPOBOXAATbCS MOCTAHOBKOW OTpULaTesIbHOro
KoHTpons (OKO) 1 NoNnoXumTenbHbIX KOHTPObHbLIX 06pa3uos (MKO-1 HIV Lyo n MNKO-2 HIV Lyo) B yka3zaHHOM
yncsie NoBTOPOB:

- mOKO - BOAHOM MOBTOpE;

- MKO-1 HIV Lyo - B ABYyx NoBTOpax Mpv NepBOii NOCTaHOBKE MCMNO/Ib3yEMON cepun Habopa, B O4HOM -
npu nocneayrowmx (TonbKo Npy NOCTaHOBKE B KONMYECTBEHHOM hopmaTe);

- MKO-2 HIV Lyo - B ABYyX NOBTOpax Mpu NepBoi NOCTaHOBKE B KOSIMYECTBEHHOM dhopmaTte, B O[HOM -

npu nocrieytoLmx NnocTaHoOBKax B KOJIMYECTBEHHOM diopmate 1 npu NocTaHOBKE B KAYECTBEHHOM dhopmare.
BHUMAHUME! Kanubpatop lNMKO-1 HIV Lyo ucnonb3yeTtcs TOAbKO Mpu MPOBEAEHUU KOMMYECTBEHHOIO
aHasm3a.

BHVMAHWE! PeareHTbl MKO-1 HIV Lyo, NMKO-2 HIV Lyo n BKO B Lyo Tpe6ytoT BOCCTaHOB/1IEHUS.

ATpn Heo6xoAMMOCTY fonyckaeTcs yBenimyeHne oobema snounn 0o 90 M.
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[na BOCCTaHOBNEHUS NMOUIN3UPOBAHHLIX peareHToB Heo6XoAMMO B NPOGUPKY C MOUIN3ATOM
no6aBuTh Pa3z6aButenb B 06beme, ykazaHHOM B Tabnuue 6, nepemMellatb COofepXumoe Npo6upok C
BOCCTAHOB/IEHHLIMW peareHTammn, 0CaAuTb Kanan Ha BopTeKce.

Tabnvuya 6

O6bem PazbaButens Aaa BOCCTAHOB/IEHUS peareHToB

PeareHT Pas6aBuTenb, MK/
MKO-1 HIV Lyo 25
MKO-2 HIV Lyo 25
BKO B Lyo 600

B npouecce akcTpakumn PHK ncnonb3oBatb 06beMbl peareHToB M uccnegyemMbiX 06pasuoB COrnacHo
Tabnuue 7.

BHNMAHWE! PeareHT BKO BLyo BHOCMTCA B KaxAayk MNpo6MpKY C uccnegyembiMh W KOHTPO/SIbHbIMU
ob6pasuamu (BK/IUasA NOMIOKUTENbHbLIE N OTPULATESTbHBIA KOHTPON).

BHAMAHUWE! Ana akctpakumn PHK n3 100 mkn wmccnepyemoro obpasua WUCMNosb3yeTcsd KOMIMIEeKT
«Amnaulpaiim PUBO-npen», 3 200 mkn - «MarHollpalim* YnbTpa», copMa Bbinycka 1, n3 1000 mMkn -
«MarHolNpanm* YnbTpa», hopMa Bbiflycka 2 Wi gpyrme pekoMeHayemble Habopbl (CM. n. 6.2).

Tabnuua 7

O6beMbl peareHToOB M UccsefyeMblix 06pasy0B NpM UCNOb30BaHUU POpPMbl Bbinycka 4
PeareHT / o6pasey, O6bem J[o6aBnAaTb

Mpw akcTpakumm 13 100 mkn obpasua
B Npo6GupKM ANns nccnepyembix

Viccneayembiii obpasel| 100 mkn 06pasLOB
BKO B Lyo (BOCCTaHOB/EHHBIi) 10 mkn B KaXayto npobumpky
OKO 100 mkn B Npo6upky gns OKO
MKO-1 HIV Lyo (BocaaHOBNEHHbIIA) 10 mkn + 90 mkn OKO B npo6upky ana MkK1
MKO-2 HIV Lyo (BoCCTaHOB/EHHBII) 10 mkn +90 mkn OKO B Npo6upky ansa Mk2
PeareHT, ucnonssyemslii gnsa anoumm PHK 50® Mk B KaXKyo Npo6upky

Mpw akcTpakumnm 13 200 mkn obpasua

B MPOGUPKM 471 nccreayemMbix

Wccnepyemblii obpasey, 200 mkn 06pasLOB
BKO B Lyo (BOCCTaHOB/EHHBIIA) 10 mKn B KaXayto npobupky
OKO 200 mkn B Npo6upky ans OKO
MKO-1 HIV Lyo (BOCCTaHOB/EHHBbIIA) 10 mkn + 190 mkn OKO B Npo6upky ansa MK1
MKO-2 HIV Lyo (BocaaHOBMEHHbIi) 10 mkn + 190 mkn OKO B Npo6upky ansa MNK2
PeareHT, ncnonbayemsiin gnsa anwoumm PHK 100 mkn B KXy npo6umpky

Mpn akcTpakuum n3s 1000 mkn obpasua

B NPOGUPKN A5t UCCNenyeMbIX

Viccnegyemblin obpasel, 1000 mkn 06pA3LIOB
BKO B Lyo (BocaaHOB/EHHbIiA) 10 mkn B KaXAyt npooupky
OKO 1000 mKn B Npo6upky ana OKO
MKO-1 HIV Lyo (BOCCTaHOB/IEHHBIIA) 10 mkn +990 mkn OKO B Npo6bupky ansa MK1
MKO-2 HIV Lyo (BocaaHOB/IEHHbI) 10 mkn + 990 mkn OKO B Npo6upky ansa MK2
PeareHT, ncnonb3yemsblin ans anounm PHK 100 mkn B Kaxxaylo npobumpky

®npu HeobXxoAMMOCTM AONYCKaeTcs yBenmyeHne oobema anouum 4o 90 MK,
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8.2. MoarotoBka peareHtos ana OT-MNUP
8.2.1. MMpwu ncnonb3oBaHUM popMbl Bbinycka 1

BHVMAHMVE! KOMMOHEHTbI peakuMOHHON CcMmecu criegyeT CMelMBaTb HEMOCPEACTBEHHO Mepep,
nposegeHuem OT-MUP.

BHVMAHVE! Heobxognmo MWHMMU3UPOBATbL BPEMS HaxoxAaeHus PeareHta TG, Tag nonumepasbl ©
Peseptasbl (MMIV) Npy KOMHaTHOM Temnepartype.

BHUMAHME! B cnyyae npurotoB/AEHUsS pPeakLWUOHHOW CMeCcM C MOMOLLb aBTOMATUYECKOW CTaHLum
crepynTe ykasaHusM MHCTPYKLMKW MO ee MCNOJ1b30BaHuIo.

8.2.1.1. Paccuutatb 06BEMbI peareHToB, Tpebylolmecs s MPUTOTOB/IEHUS PeaKUUOHHOW cMech
(cm. Tabnmuy 8). CMecb roTOBUTb Ha 06LLEE YMC/IO0 UCCTIEAYEMBIX U KOHTPOJ/IbHBIX 06pa3L0B NJIKOC 3anac He
MEHee YeM Ha OfHY peakuuio.

Tabnuuya 8
PacueT 06 bEMOB KOMMOHEHTOB A1 OAHOW peakKUNOHHOI cMecun

PeareHt O6bem, MKN 0O603HaueHus
MuP-cmecs HIV 10*(N+1)
Bychep C 5*(N+1)
Pearent TG 0,25 (N+1) l';lK;1 rL()(:/{;l;LiKeOcHTTBF:)OJa:|\V/I|nrwlqomu,|/|pye|v||>|x 06pasLoB.,
Taq nonumepasa 1*(N+1)
Pesepraza (MMIv) 0,25*(N+1)

8.2.1.2. Pa3mopo3uTb peareHTbl. [lepes cMellMBaHMEM peareHToB MepemMellartb CoAepXnmoe
NPOBMpPOK C peareHTaMun, ocaAuTb Kanau Ha BopTekce.

8.2.1.3. lpuroToBMUTb peakuMOHHYI CMeCb, [06aBMB KOMMOHEHTbl B 06bemMax, pacCUMTaHHbIX B
n. 8.2.1.1. MNepemeLuaTs CMeCb 1 0CaAMTb Kan/iv Ha BOpTEKCe.

8.2.1.4. OT06paTb HeO0O6X0AMMOE KOSIMYECTBO NPOGUPOK Wan cTpunos Ana nposefeHus OT-MUP PHK
nceneayemblx U KOHTPOsIbHbIX 06pa3LoB. Bbi6op Npobupok a1sa amnavdurkaummn 3aBucuT OT UCNOJIb3yeMOro
amnamdmkaTopa ¢ CUCTEMONM AETEKLMU B PEXMME «peasibHOro BPEMEHN.,

8.2.1.5. BHecTty B npo6upkn no 15 MK NPUroTOB/IEHHOW peakLMOHHO CMeCH.
BHVMAHWE! Hencnonb3oBaHHblE OCTaTKN peakLMOHHOW CMECcH XpaHEHWIO He noaexar.
8.2.2. Tpu ncnonb3oBaHn HOpPM Bbinycka 2 n 3

BHVIMAHVE! KOMMNOHEHTbI peakuMOHHOI CMecu criegyeT CMelunBaTb HEMNOCPEeACTBEHHO nepef
nposegeHvem OT-TLUP.

BHVIMAHVE! HeobxoAymMO MUHMMM3MPOBATL Bpems HaxoxieHus PeareHta TG, Tag nonumepasbl U
PesepTasbl (MMIV) npy kOMHaTHOW TeMnepaType.

8.2.2.1. PaccuntaTb 06bEeMbl peareHToB, TpebGylolyecs A NPUTOTOB/IEHWS PeaKLUWOHHON cMech
(cm. Tabnuuy 9). CMech roTOBUTL Ha 06LLiee YMCI0 UCCNedyeMbIX U KOHTPO/bHLIX 06pas3LioB M/c 3anac He
MeHee YeM Ha OflHy peakuumio.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

pDEepuLrii OU.11.£0-1 17



Tabnmua 9
PacueT 06 beMOB KOMMNOHEHTOB /151 O4HOW pPeakUNOHHOW cMmecu

PeareHT O6bem, MK O603HayeHus
Bycdbep D 10*(N+1)
PearenT TG 0,25%(N+1) N- KOMMYecTBO aMnAMULMPYyeMbIX 06pa3LoB,
Taq nonvmepasa 1*(N+1) BK/OHAA KOHTPO/N
PesepTtasza (MMIv) 0,25*(N+1)

8.2.2.2. Pa3mopo3uTb peareHtbl. [lepen CcMelIMBaHMEM peareHToB Mepemellars CoAepXnmoe
NPoBMpPOK C peareHTamun, 0caguTb Kanayu Ha BOpTeEKCe.

8.2.2.3. TpuroToBUTb pPeakLMOHHYI0 CMecCb, A006aBMB KOMMOHEHTbl B 00bEMAax, PacCUUTaHHbIX B
n. 8.2.2.1. MNepemeLuaTs CMeCb ¥ 0OCaAMTb Kanjn Ha BOPTEKCE.

8.2.2.4. OtobpaTb HeobxoAMMOE KO/IMYeCTBO NPO6GMPOK wunu ctpunos ¢ TMLP-cmecbio HIV gna
nposefeHus OT-MNUP PHK uccnegyembix U KOHTPO/IbHbIX 06pa3LIOB.

8.2.2.5. Yb6eauTbcs, 4TO napadvH NOSIHOCTLIO MOKPbIBAET pacTBOp Ha AHe Mpo6upok. B NpOTUBHOM
C/lyyae, He UCMosb30BaTh JaHHbIe NMPobupKu.

8.2.2.6. HanoeepxHoCTb NapadHa BHECTU N0 10 MK NPUTOTOBIEHHO PeaKLMOHHO CMecu, NPy 3TOM
OHa He [0/1XHa NpoBaNMBaTbLCA MO, NPOC/IONKY napadmHa n cMelumsatbes ¢ MLP-cvechkto.

BHVIMAHWE! Hencnosb3oBaHHbIE OCTATK/ peakUMOHHOM CMECU XPaHEHMIO He nog/iexar.

8.2.3. Mpwu ucnonb3oBaHnn PopMbI Bbinycka 4

OTo6paTb HE06X0AMMOE KOMMYECTBO CTPUMNOBaHHLIX NPO6Mpok ¢ MLP-cmeckio HIV Lyo gns npoBeaeHus
OT-MNUP PHK nccnegyembix U KOHTPO/bHbLIX 06pasLIoB.

8.3. BHeceHue npo6 PHK, nposegeHue OT-MLUP n getekunn

BHVMAHWE! MMpu po6aBneHun npo6 HK, akcTparnpoBaHHbIX C MOMOLLbID HabOpPOB peareHToB 414
NMPOBEAEHUS 3KCTPaKUMM MEeTOAO0M CopbuuM Ha cuiukaresie Wanm MarHMTHOW cenapaumu, Heobxoaumo
nsberatb nonagaHns copbeHTa B peakLOHHYH CMECh.

BHUMAHWME! MNMpn py4yHOM aHanm3e (ka4yeCTBEHHbI hopmar) nporpaMmmpoBaHue 1 3anyck amnamdnkaropa
NPOBOAMTL  COIMlACHO  WMHCTPYKUMM NO  €ro  npuMeHeHuto. PekomeHgyemble napameTpbl  asis
nporpaMMMpoBaHNsl  aMNIMMKATOPOB YyKasaHbl BO BK/Iafpllle, Mpuiaraemom K Ha6opy. [pu
NCMNONb30BaHMM MNpOrpaMmHoro obecneveHuss FRT Manager nporpamMmmupoBaHne amniudukaTopa
yCTaHaB/IMBAETCS aBTOMATUYECKM.

8.3.1. BHecTn B MoOAroToBMeHHble MPOOGMPKM C peakunoHHOW cmecbio/nnogunnmsatoMm npobel PHK,
NoslydeHHble B pe3y/sibTaTe 3KCTPakUUM M3 TECTUPYEMbIX U KOHTPOJIbHbIX 06pa3uoB, U OTpuLaTesbHbIl
KoHTpob OT-MNUP - peareHT K- nin PasbaBuTesib B COOTBETCTBUM C Tabnnueii 10.

Tabnuua 10
O6pasubl 1 UX 06 bEeMbI A1 NPOBeAEHUA aMnndukaymm
O6r>em TECTPYEMOTO _n ' O6BEM KOHTPOSILHOrO
KOHTPOJIbHbIN 0bpasel, obpasua, MK

obpasua, MK
Mpwn ncnonb3oBaHn oopm Bbinycka 1,2,3

MKO-IH 1V
(TOMBKO NPV KO/TMHYECTBEHHOM aHa/N3E)
MKO-2 HIV
10 (NpY KAYeCTBEHHOM WM KOJIMHECTBEHHOM aHas/In3e) 10

OKO
K-
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O 6B TEeCTUpyemoro 1 KOHTpObHBbI 06paseLy, O 6 b KOHTPOJIBHOIO
obpasua, MKn A r obpasua, MK

Mpwn ncnonb3oBaHUn PopMbI Bbinycka 4

MKO-IHIVLyo
(TOMBKO MPY KONMUECTBEHHOM aHa/I3E)

MKO-2 HIV Lyo
20 (Npy Ka4eCTBEHHOM W KONIMYECTBEHHOM aHas/In3e) 20

OKO

Pas6aButenb

BHUMAHWE! Mpoeectn OT-MLP cpasy nocne BHeceHnss HK-Npo6 1 KOHTPO/IEH B peakLMOHHbIE CMECH.

8.3.2. 3anporpaMMupoBaTh aMmnIMGUKaToOP C CUCTEMOI eTEKL N B PEXMME «PeasibHOro BpeMeHu» A/1s
BbINOMIHEHWSA €IVHOI NPOrpamMMbl aMIIMGIVKALMK 1 AeTeKu MU do/TyopecLieHTHOro curHana (cM. Taénuuy 11).

Ta6nuua 11
EavHasa nporpamma amnangukaumm v getekumm piyopecLeHTHOro curHana
" [JeTekunsa no kaHanam a1 Konunuectso
Linkn Temnepartypa, "'C Bpems LMKNOB

1 50 15 MyH - 1
2 95 15 mMuH - 1

95 Oc -
3 45

60 20c FAM, R6G

8.3.3. MNepen nocTaHOBKOIM B aMn/IMUKATOP NIAaHLWETHOrO TUMNa ocaAuTh Kann co CTeHOK NPo6rpokK Ha
BOpTEKCe.

8.3.4. YCTaHOBUTbL NPOBUPKIA UMK CTPUMbI B IUEliK peakLMOHHOro Moy npuéopa.
8.3.5. 3anycTuTb BbINOMHEHWE NPOrpaMMbl aMnANdIUKaLMK C AeTeKuueld g/TyopecLieHTHOro curHana.

8.3.6. MpuBop nNPOBOAMT perucTpauuio yOPecLEHTHOTO CUTHasia aBTOMATMYeCcKu B pexuve
«peasibHOro BPEMEHW.

8.4. AHaNu3 1 BblYMC/IEHME Pe3y/ibTaToB

BHAMAHME! Mpn py4yHOM aHanuize 06paboTKy AaHHbIX (p/1yOpecUeHTHbIX KpPMBbIX), MOSIYYEHHbIX B
nporpammMHoM obecneuyeHnn npubopa, ucnonblyemoro ans nposegeHuss OT-MLP ¢ geTekuuneli B pexmme
«peaslbHOro BpPeMEHW», MPOBOAUTL COMAcHO WHCTPYKUMM MO €ero npuUMEHeHuto. PekomeHgyemble
napameTpbl 4/ 06paboTKM AaHHbIX YKa3aHbl BO BKadbllle, npuiaraeMom K Habopy.

BHUMAHME! KonuuecTBeHHbI aHann3 pe3y/bTaToB BO3MOXHO MNPOBOAUTL TOMIbLKO B aBTOMAaTU4YE€CKOM
pexuMe ¢ Ucnosib30BaHNEM nporpammMHoro obecneyeHuss FRT Manager (OO0 «WHTep/la6Cepsuc», Poccus,
PY Ne P3H 2019/8870) cornacHo pykoBOACTBY MO/ib30BaTeNs, BbiOpaB METOAUKY, YKa3aHHYHO BO BKIadbille,
npunaraemoMm K Habopy. PykoBOACTBO MOMb30BaTenss pasMelleHo Ha oduumasibHOM  cavite
000 «MHTep/labCepsuc» No agpecy: https://www.interlabservice.ru/service/frt/.

O6paboTka U pacyeT pesysbTaToB NPOUCXOAMT Ha OCHOBaHWUW Hanmumst (WU OTCYTCTBUS)) NepeceveHunst
KpuBOn chnyopecueHunn S-o6pasHoi (CMrMoo6pa3Hoii) hopMbl C YCTAHOBMIEHHOW Ha COOTBETCTBYHOLLEM
YPOBHE MOPOroBOii JIMHUEN, YTO ONpeAensieT Hamune (MM OTCYTCTBUE) A1 AaHHON npobbl HK 3HaueHus
noporosoro uukna (Ct) B cooTBeTCTBYOLWEN rpache Tabnuupl pesynbTaroB. [lapameTpbl 06pabOTKu
th/TlyopecUEeHTHbIX KPMBBIX 3aBUCAT OT MCMONb3yemoit Mogenu amnaudukaropa (CM. BKiagpiw K Habopy u
WHCTPYKUMIO MO NPUMEHEHMIO amnndnkaTopa).
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KpviBble HakonneHus /iyopecueHTHOro CcurHana aHanmM3vpyrloTca Mo ABYM KaHanam AeTekuuu
(cm. Tabnuuy 12).

Tabnuua 12
JeTekuna dpyopecLeHTHOro curHana
KaHan gnsa gnyopocbopa ! PAM R6G
MpoaykT amnnndukaumn BKO PHK HIV-1

[Npu KoNn4YecTBEHHOM aHanu3e pacyeT KOHUEeHTpaLuK BbINOSIHAETCA B ABYX BapuaHTax:

e B Konusax PHK Bo3byauTtens Ha 1 mn obpasug;
e Borapugpmax konuii PHK Bo36yautens Ha 1 mn obpasua.

Pacyet koHueHTpauun PHK HIV-1 nposoguTcsa no chopmyne:

Co6p= KoappuuymeHT A X ((Co6p-i+ Cobp-r)/ 2),
KoadppunuymeHT A =100/ obbem akcTpakyuu (Mkn),
Cobp-1 “ CnKi/2~ ((Cto6p. cney Clnklcney) (Cto6p. BkO - CtnKl BKO));
Cobp*2 “ Cnk2/2”" ((Cto6p. cney Clnk2cney) (Cto6p. Bko “ C1nk2 BKO));
rge:

Qfp - pacuyeTHoe 3HayeHue KoHueHTpauum PHK HIV-1 (konwuit/mn) Ans Kaxmaoro TecTupyemoro
obpasua;

Qp1 - pacyeTHoe 3HauyeHue KoHueHTpaumm PHK HIV-1 (konwid/mn) pnsi Kaxgoro TecTpyemoro
obpasua, paccumMTaHHOE C y4EeTOM 3HAYEHWiA, NoyYeHHbIX ansa MK,

Qfp2 - pacyeTHoe 3HauveHue KoHueHTpauum PHK HIV-1 (konuit/mn) ans kaxgoro Tectupyemoro
06pasLia, paccunTaHHOE C yYeTOM 3HaYEHWUIA, NoTyYeHHbIX ans MK2;

O - KoHueHTpaumsa MK1 (konuit/mn), ykasaHa BO BK1abllle K HAbopy peareHToB 4151 kanmbparopa
MKO-IHIV/nKO-IHIVLyo;

Qe - KoHueHTpaumsa MK2 (konuit/mn), ykazaHa BO BKafbllle K HA6Opy peareHToB A/ kanmbparopa
MKO-2H1Y/MKO-2H1Y Lyo;

CtoBp. cneu-3HaveHne Ct ans Tectupyemoro obpasua no kaHany R6G;
CinKl cney®-3HauveHne Ct gns obpasua MNMK1 no kaHany R6G,;
Clnk2cneu®-3HaqeHne Ct ans obpasua MNMK2 no kaHany R6G;
CtoBp. BO- 3HayeHue Ct gna TecTMpyemoro obpasua no kaHany PAM;
CinKlsko®- 3HaUYeHne Ct ana obpasua MNK1 no kaHany PAM;
Cifike BKo® 3HaueHune Ct ania obpasua MNK2 no kaHany PAM.

[ns nonyyeHus pesynbtatoB B Lg X konuit/mn Heob6xoAumo BOCMonb3oBaTbesl yHKumein LOG B
nporpamme Microsoft Excel.

[na nonyyeHns 3HavyeHns KoHueHTpauun B ME/M, He06xoAMMO 3HaYeHne, NoslydYeHHoe B KOMMAX/MA,
YMHOXUTb Ha 1 (1 konusa =1 ME).

®Ipn nepBoii NocTaHoBKe cepun Habopa A1 pacyeTa Mcnosib3yeTcsl cpefHee 3HadeHve Ct, nosyyeHHoe Ans ABYX
NOBTOPOB Ka/IMGPAaTOPOB.
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8.5. WHTepnpeTtaunsa pesynbTaTtoB
VIHTeprnpeTaumio pesynibtatoB NPOBOAAT B ABYX BapuaHTax:

- B KAQ4YeCTBEHHOM hopmaTe BPY4UHYI B COOTBETCTBUM C Tabnuueit 13 v BkIaAblleM, npunaraemMbiM K
HaGopy. Pe3ynbTar nccriefoBaHNsi CHUTAIOT LOCTOBEPHbIM, EC/IN Pe3y bTaTbl, NO/yUYeHHbIe A/155 KOHTPOJIbHbIX

O6pa3LI,OB, COOTBETCTBYHOT KPpUTEPUAM BaJ/IMOHOCTU, YKa3aHHbIM BTa6bnuuye 15;

- B Ka4YeCTBEHHOM W KO/JMYECTBEHHOM hopmMaTe B aBTOMAaTU4YECKOM pPEXWME C WUCMO/Ib30BaHNEM
nporpammHoro obecnedeHma FRT Manager (OOO «WHTep/la6CepBuc», Poccua, PY Ne P3H 2019/8870)
COrflacHO pPYKOBOACTBY MOJfib30BaTeNs, BblopaB MeTOAWMKY, YKa3aHHYH0 BO BK/iajbllle, npunaraeMom K
Habopy. PykoBoACTBO Mosib3oBaTesisi pa3MeleHo Ha oduuymanbHom cante OO0 «VHTep/labCepBuC» MO
agpecy: https://www.rnterlabservtce.ru/service/frt/. Vcnonb3yemble B nporpaMMHOM oObGecnevyeHunun
a/IropuUTM MHTEepNpeTaunn pesynbTaTtoB A1 UccneayemMbix 06pas3LoB U KpUTEPMN Ba/IMAHOCTU Pe3y/ibTaToB,

MoJTy4eHHbIX A5 KOHTPO/ie, NnpeAacTaBrieHbl BTabsmuax 14 n 15 cCOoTBETCTBEHHO.

Tabnuuya 13
WNHTepnpeTaumnsa pesynbtaTtoB 4/18 uccrenyemMbix o6pasyoB
npun npoeeaeHMnM Ka4eCtBeHHOro aHajin3sa
—' "l

Pe3ynbtar VHTepnpeTauns
3HaueHve Ct no kaHanam ans conyopodpopos FAM u R6G He HeBanmaHbIiA!
ornpegeneHo uan onpeneneHo Bbllle rpaHNYHoroN’ C60oi1 BKO! TpebyeTcsi MOBTOPUTL aHasm3
3HaueHve Ct no kaHany ansa dytyopodopa FAM onpeneneHo He
Bbille rpaHN4Horo, a no KaHany ans duviyopodpopa R6G Bbiwe Pe3ynbTar COMHUTE IbHBIN
rpaHn4Horo
3HaueHve Ct no kaHany ansa doryopodhopa R6G He onpeaeneHo,
a no kaHany gnsa duiyopocpopa FAM onpenenieHo He Bblille PHK HIV-1 He o6HapyxeHa

rpaHn4yHoro

3HaueHve Ct no kaHany gns doryopodpopa R6G onpeaeneHo He
BblLLe rPaHNYHOro. Mpy 3TOM KprBast do/lyopecLeHLMN AaHHO

Npo6bl MO AaHHOMY KaHasly nepecekaeT NOpOoroBytO SIMHUIO Ha PHK HIV-1 o6Hapy»eHa
yyaCTKe  XapakTepHOro  3KCMOHEHUMA/IbHOTO  MogbemMa
chryopecLeHumn.

paHnYHbIe 3HauYeHMs1 Ct yKasaHbl BO BKIagplLLe, NpusiaraeMoM K HaGopy.
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Tabnunuya 14
VIHTepnpeTauusa pesynbTaToB A1 UcciegyemMbix 06pa3uoB

npu npoBegeHNn KoONnM4eCTBeHHOINo aHasin3a

PesynbTtar VHTepnpeTauusa
3HaueHve Ct no kaHanam ans dyvtyopodpopos PAM n R6G He HeBannaHbIi!
onpejesieHo Wn onpeaesieHo Bblille rpaHN4YHoro™ C6oii BKO! TpebyeTcs NOBTOPUTL aHa/IU3

3HaueHune Ct no kaHany gna donyopodiopa R6G He onpegeneHo,
a no kaHany gns duityopocdopa PAM onpegeneHo He Bbille PHK HIV-1 He o6HapyxeHa
rpaHNYyHOro

3HaueHue Ct no kaHany gns donyopodpopa PAM He onpegeneHo
WA OnpefesieHo Bbille [PaHUYHOTO, a Mo KaHaty [A/is
donyopochopa R6G onpeaeneHo He Bbille FPaHUYHOro

O6HapyxeHa PHK HIV-1. KonnyecTBeHHbIM
pacyeT HEBO3MOXEH

PHK HIV-1 o6Hapy»eHa B KOHLEHTpaumn
menee 1x10~konuii/mn npu skcTpakumm u3

100 MK o6pasua
PaccuvtaHHoe 3HaveHue KOHueHTpauun PHK no kaHany ans

duyopodhopa R6G MeHblUe HWKHEro npegena NHEAHOro PHK HIV-1 o6Hapy>eHa B KOHLeHTpaLmum
[JuanasoHa u3MmepeHusi Habopa, npu 3ToM 3HadyeHune Ct o MeHee 5x10” konuiAi/Ma Npu aKCTpakumm 13
KaHasly ans duiyopodopa PAM  onpegeneHo He  Bblwe 200 Mk obpasua
rPaHNYHOro

PHK HIV-1 o6Hapy»eHa B KOHLEHTpaLumn
menee 1x10~konuit/mn npu akcTpakumm 13
1000 mk1 obpasua

PaccuntaHHOe 3HaveHue KoHueHTpaumn PHK no kaHany ans
duyopodpopa R6G  Haxogutcss B nNpefeniax  JIMHENHOro
[uanasoHa u3MmepeHusi Habopa, nNpu 3ToM 3HadeHue Ct no
kaHanly ansa  doiyopodoopa PAM  onpefeneHo He  Bblle
rpaHnNyHOro

PHK HIV-1 o6Hapy»eHa B KOHLUEHTpaummn
XXHON konmid/mn vnm Lg X konuia/mn

PaccuntaHHoe 3HaveHune KoHueHTpauun PHK no kaHany ana
dyopodiopa R6G  Bbille BepxHero mnpegena JIMHeRAHOro
[manasoHa u3mepeHusi Habopa, npu 3TOM 3HadveHve Ct o
kaHanly gnsa  dutyopocdopa PAM  onpefenieHO He  Bblwe

PHK HIV-1 o6Hapy»eHa B KOHLEeHTpauumn
6onee 1x10™ konuiA/mn

rpaHnyHoro
Tabnuua 15
Kputepun BanngHOCTM 4151 KOHTPOJIbHbIX 06pasLoB

£
) PesynbTatbl aMmnmmkaymm no kaHany gnsi conyopodhopa

KoHTponb

PAM R6G

5 OKO OnpepgeneHo 3HaveHve Ct He BbilLie 3HaveHme Ct oTcyTCTBYeT

(oTpuyLaTeNbHBI KOHTPO/1b AKCTPaKLmn) rpaHu4Horo™
K-

. 3HadyeHune Ct otcyTCcTBYET
(oTpuuatenbHbIi KOHTPOb OT-MLP)

MK2 OnpepeneHo 3HayeHre Ct He Bblille rpaHN4HOro

Mokazatesib 3dheKTMBHOCTY
amvnindomkauum (E) gnst kaimbpatopos
- yKiaapiBaeTcs BAananasoH 0,8 -1,2™\,
KoadhdomumeHT getepmuHaumn (RN He
MeHee 0,99

MK1
MnK2

IpaHn4HbIe 3HaYeHns Ct ykasaHbl BO BKIaAblle, NpuiaraeMom K Habopy.
[aHHble KpUTEPUN YUUTLIBAKOTCS TOSILKO MPW NMOCTAHOBKE B KOSIMYECTBEHHOM chopmare.
KoathdmumeHT getepmuHaumm (RN yunTbIBaETCS NPy NEPBOM MOCTAHOBKE UCMOJIb3YEMON cepyn Habopa.
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8.6. Boamommbie OwnBKK N pexOMEHAIUNM NO WX PELIEHUWIO

R,

8.6.1. AnA OTPHUATENLHOIO KOHTPONA SKCTpakumu {(OKO) no kavany ana gayopodopa REG onpepeneno
3HaveHne noporosoro unkaa (Ct). BeposTtHa KOHTaMMHAUNMA NaBOPaTOPHK NPOAYKTAMN AMNANPUKILAN WK
KOHTaMUHALUWA PeareHToB uau uceaegyembix o8pasuos Ha kakom-nnbo stane nccaegosanun. HeoSxoamumo
NPeANPUHATL MEPBI NO BLIAB/MEHMIO M INKBUAAUMU WCTOYHUKA KOHTaMMHALUMM U NOBTOPHUTL HCCAEADBAHKE
Bcex 06pasitios, B KOTOPbIX 06HapyHeHa PHK BuAaBnaemoro supyca, HauMHan ¢ 3Tana akcrpakumms HK.

8.6.2. Ana oTpuuaTeNbHOTO KOHTpona OT-NUP (K-) no wkaWany ans dayopodopa FAM w/mamn
R6G/HEX/JOE/VIC onpeaeneHo 3nauenmne noporosoro umkna {Ct). BeposTHa KonTamuHauua naboparopnn
NPOAYKTAMH aMNAMGUKALMY MAK KOHTAMUHALWA PeareHTos, nccneayembix 06pasuos Ha kakom-anbo atane
NLP-ucchegosanma. HeobGX0AMMO NPEANPUHATL MEPH! NO BLIABAGHUIO W AWKBMAAUWW WMCTOMHMKA
KOHTaMHHAUWN W NOBTOPUTL MCCneposaHne scex oOpasuoB, 8 KOTOpLIX oGHapymena PHK swineanemoro
BMPYCa, HauMHasR € Tana amnanduraumn HK.

8.6.3. Ecan nokasarenp addexrusnocti E npu noctpoernn kanubposouHoit NpAMoi mexee 80 % wan
6onee 120 %, HeOGXOAMMO NPOBEPHTL NPABUALHOCTL 33AAHHDIX 3HAYEHNIH KOHUEHTPauMit kannbpatopos B
COOTBETCTBHU C BRAAALIIEM K HAGOPY peareHToB U NPABMABHOCTb BbIGPAHHONC YPOBHA NOPOTOBON AUHKM.
ECAM NPM NPABUALHO 33AaHHBIX KOHLUEHTPALUAX KanubpaTopos W ypoBHe NOPOTrOBOH AWHMK NOKasartens
3P PEKTUBHOCTH He YKAIALIBAETCA B Tpebyembliii AManasoN, cheayer NOBTOPUTL NCCNCAOBAHNE, HAUMHARA C
arana OT-NLP.

8.6.4. ina nceneayemoro o6pasua ONPeAEneHO 3HAYEHWe NOPOFOBOFO UMKAA, NPH 3TOM Ha rpaduke
GAYOPECLEHUMH OTCYTCTBYET YHaCTOK X3PaKTEPHOD SKCTIOHEHLMANBHOTO NoaLEMa (rpaduk npeacTasaneT
co6oi NpUGAMSUTEALHO NPAMYIO AKHWIO). HeobxoauMo NpoBepHTL NPABMALHOCTL BHIGPANHOTO YPOBHA
NOPOTOBOH NMHWN WM NapameTpoB pacyeta 5a30BoH AuHNMKW. ECAW Pe3YALTAT NOAYYEH NPH NPABUABHOM
ypoBHE NOPOToBoid AnHuN (6230801 AMHWNK), TpebyeTch NOBTOPHO NPOBECTH aMNAUGHUKALMIC U ACTEKUNIC

AnA 3toro o6pasya.

8.6.5. B cayyae NOAYUGHMA HEBAMAHBIX WA COMHUTRALHDIX pe3yntTatos TpebyeTca nosTopHOe
uccnegosanue obpasua, HauMHaa ¢ stana aKcrpakuunw HK. B caywae sOCHpOM3BOANMOrO pesyabtata
PEKOMEHAYETCA NOBTOPHO NPOBECTH B3ATHE, NPEABAPUTENLHYIO NOATOTOBKY U nCCrepoBaHHe 06pasua.

8.7. AnarHocmuecKoe sHaveHne NoOAYHEHHOO PesyabTara

NUP-ucCNea0BaHME ABMAEGTCA OAHWM W3 METOAO0B BCECTOPOHHErO O00CNEAOBANMA NAUMENTa, Ha
OCHOBAHWNA KOTOPHIX NEvalMii Bpay YCTBHAB/AIMBAET AMAarHO3 W BbLIGHPAET MEPONPMATMA NO NEUEHWIO
naumenta. PesynbTaTel, MOAYYEHHbIE NPW  WCNONL30BaHMM Habopa, chegyeT pPaccMaTpwBaTL M
un‘répnperupona‘rb 8 COMETAHNH C AZHHLIMW APYTHX KAMHWUECKHX W NaBOPaTOPHBIX NCTNEA0BAHNH.
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9. ®PYHKUMNOHA/NIbHBIE XAPAKTEPUNCTWKN HABOPA

9.1. Tpepnen oGHapyXeHna™M

Mpepgen o6HapyXeHust Habopa «Amnanlpanm* HIV» 6bi1 onpegeneH ¢ NCNoNb30BaHNEM NPOBUT-aHaIM3a €

95%-0 1 JOBEpPUTENBHOM BEPOATHOCTLIO (CM. TabnuLy 16).

3HaueHns1 XxapakTepPUCTUKN, yKasaHHble B Tabanue 16, gocTuratoTcs nNpy COG/IOAEHNN NMPaBWsl, YKa3aHHbIX B

pasgene «/iccnegyemblii matepuan.

Tabnunua 16
Mpegen obHapyXeHUsa Habopa
O6bem 6uomartepuasnia npu Mpeaen obHapyXeHns No 95%-bll fOBEpPUTENBHBIN MHTEPBa,
3KCTPaKUuuU, MKJ1 Probit 95%, konuii/mn Konui/mn
100 200 179-226
200 100 89,3-114
1000 20 17,9-22,9

9.2. JIMHeliHbIN aMana3oH N3MepeHus 1 nNpeaen U3MepeHus

[lmanasoH, B KOTOPOM HaGop AaeT NIMHEHbIN OTBET, NpuBeaAeH B Tabnuue 17. MNpenen uamepeHusi HaGopa
SIB/ISIETCS HYWXKHUM Npeaeiom NMHeRHOro Arana3oHa u3MepeHnst Habopa. YkazaHHble 3HAYEHUs! XapaKTepUCTUKA

[OCTUratoTCA NpU CO6MI0AEHMM NPaBWI, YKa3aHHbIX B pasgerne «Mccnenyemblii matepurans.

Tabnuua 17
JInHelHbIN gnana3oH namepeHus Habopa
O6bem bromartepuana npu aKCTpakumm, MK JInHeHbI Anana3oH n3mepeHus, Konun/mn
100 IXION-IxXION
200 5x107™-1x107
1000 1x10™M-1x10®

9.3. AHanutuydeckasa crneyndpuyHOCTb

HaGop peareHTOoB O6GHapyXuBaeT Tosbko pparmeHTbl PHK HIV-1, cneunduyeH NO OTHOLWEHUKD K

pasnnyHbiM cyoTtunam PHK Bupyca HIV-1 rpynnbl M (A, B, C, D, AE, F, G, AG-GH), rpynne N n rpynne O.

AHanutMyeckad cneunduyHocTb Habopa «Amnaullpaiim® HIV»  oueHMBanacb TeCTUpPOBaHUEM
HK MukpoopraHmsmoB 1 BUPYCOB, NpuBeAeHHbIX BTabnuue 18, B KOHUeHTpaunun He meHee 1x10® konuii/mn
n reHomHol OHK uenoBeka B KOHUeHTpauum 1 MKr/MA, a Takke TeCTUpPOBaHUEM pa3/IMYHbIX Cy6TMNOB
PHK Bupyca HIV-1 (cm. Tabnuyy 18) ¢ ncnonb3oBaHMemM 2-o MexayHapOAHOW KOHTPOSbHOW naHenn BO3
npenapara cy6tmna BY-1 ana NAT. Kog NIBSC: 12/224 (2nd WHO International Reference Panel Preparation
for HIV-1 Subtypes for NAT (Main) NIBSC code: 12/224) B KOHUEHTpaun He meHee IXIO® konwuii/mn.

Mpepen o6GHapyxeHus - 95%-0e MNOMOXUTE/IbHOE MMOPOroBOe 3HadeHue KOHUeHTpaumnm (KoHueHTpauuss PHK
BbISIBISSIEMOr0 BO36yauTess, Npy KOTOPOI 95% TeCcToB AAat0T MOSTOXUTESIbHBIV pe3ysibTar).
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Ta6bnuua 18
MunkpoopraHnusmbl U BUPYCbIl, UICNOJIb3yeEMbIE A1 OLEHKN aHaIMTUYECKOM cneyngpuruyHocTr

MWKpPOOpPraHn3Mbl 1 BUPYChbl

Hepatitis B virus (HBV) Herpes simplex virus 1(HSV])
Hepatitis Cvirus (HCV) Herpes simplex virus Il (HSV II)
Human immunodeficiency virus type 2 (HIV-2) Staphylococcus aureus
Epstein-Barr virus (EBV) Streptococcus pyogenes
Cytomegalovirus (CMV) Streptococcus agalactiae
Human herpesvirus 6 (HHV6) Pseudomonas aeruginosa
Varicella Zoster virus (VZV) Escherichia coli

Human immunodeficiency virus type 1 (HIV-1) subtype A Human immunodeficiency virus type 1 (HIV-1) subtype F

Human immunodeficiency virus type 1 (HIV-1) subtype B Human immunodeficiency virus type 1 (HIV-1) subtype G

Human immunodeficiency virus type 1 (HIV-1)
subtype AG-GH

Human immunodeficiency virus type 1 (HIV-1) subtype D Human immunodeficiency virus type 1 (HIV-1) group N

Human immunodeficiency virus type 1 (HIV-1) subtype C

Human immunodeficiency virus type 1 (HIV-1) subtype AE  Human immunodeficiency virus type 1 (HIV-1) group O

Mpu TeapoBaHnK Habopa «Amnaulparim* HIV» 6blna gokasaHa cneydnYHOCTb K pas/InyHbIM CcyGTMNam
PHK Bupyca HIV-1 (rpynna M (A, B, C, D, AE, F, G, AG-GH), rpynna N n rpynna O) 1 OTCyTCTBUE NEPEKPECTHbIX
peakunmii K reHomHoli [OHK uyenoeeka, MVMKpoopraHusmam U BMpyCcaM, He 3asBJIEHHbIX K OrnpegesieHno

ncecneayemMbim Ha60pOM peareHToB.

9.4. BOCI'IpOI/I3BO,CI,I/IMOCTb M NMOBTOPAEMOCTb N3MEPEHNA

Bocnpon3sogmMmMoCcTb 1 MOBTOPSAEMOCTb Pe3y/ibTaToB C UCMNOJ/Ib30BaHNeM Habopa peareHTOB OLeHMBaIN
nyTeMm TecTUpOBaHWA MOJAENbHbIX 06pa3uoB. MogenbHble o06pasubl  ObiIM  MPUTOTOB/EHBLI  MyTEM
KOHTaMUHauun o6pa3uoB nnasmbl KPOBWM CTaHAapTHbIMW obpasuamu MnpeanpuaTus, cofepXawimmu
MCKYCCTBEHHO-CUHTEe3npoBaHHyto PHK HIV-1. Kaxabli o6pa3sey npoxoawsa Bce 3Tanbl MCCeAoBaHuS

(akcTpakuymio HK, OT-MLP n geTekynto pesynbTartoB).
Mpn oueHke NOBTOPSAEMOCTM KO3(MUMEHT Bapuaunn, paccUMTaHHbIA MO pe3ynbTatam onpefesieHuns
KoHueHTpauun PHK HIV-1, He npeBbiwan 5 %.

Mpn oueHKe BOCMPOM3BOAUMOCTU KO3(MUUMEHT Bapuauuun, pacCuUMTaHHbIi MO  pe3ysbTatam

onpeaeneHnsa KoHueHTpauyum PHK HIV-1, He npeBbiwan 10 %.

9.5. TMpaBUNBHOCTb U3MepPEHNS

MpaBWABHOCTb U3MEPEHNS C UCNOMb30BaHMeM Habopa «Amnnullpaim® HIV» 6blia onpegeneHa nytem
TecTUpoBaHWs CTaHOapTHOro obpasua npeanpuaTys, COAepXKallero WCKYCCTBEHHO-CUHTE3UPOBaHHYHO
PHK HIV-1, B 160 noBTopax (cMm. Tabnnyy 19).

Ta6bnunua 19

rlpaBI/I}'IbHOCTb n3mMmepeHns

CpefaHee 3HaUYeHNe KOHLeHTpaLmm YCTaHOB/IEHHOE 3HaYeHue CucTematnyeckas norpelHocTs (B)
PHK HIV-1, logic KOHLeHTpauuu, logic logic j %
5,66 57 0,04 1 0,7
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9.6. [AwmarHocTtuueckas crneymnUyHOCTb N AarHoCcTUUeckasi YyBCTBUTE/IbHOCTb

Ona onpeaeneHns AuUarHOCTMYECKOM CcneuymInyHOCTM U ANArHOCTMYECKOW 4yBCTBUTENIbHOCTU Habopa
«Amnnulparim* HIV» 6b15in ncnonb3oBaHbl 815 06pa3LoB N1asmbl KPOBU.

B kauecTBe HaboOpOB CpaBHEHUSA, C MOMOLbLID KOTOPbIX yCTaHaBMBasin Hanuumne/otcytcTtBue PHK HIV-1
MCMONb30Ba/INCb Habopbl peareHToB «AMnanMCeHc* BUY-MoHuUTOp-FRT» {PY Ne ®CP 2008/02552) un
«AMNAUCEHC* HO /j HBVIH IV -fu {PY Ne ®CP 2009/06187).

PesynbTatbl TecTMpoBaHus Habopa «Amnnulpanm* HIV» B cpaBHeHuM € Habopamu cpaBHeHUA
npuBeaeHbl B Tabnnue 20.

Tabnuua 20

Pe3ynbTaTbl TeCTMpPOBaHNA 06pa3LoB 6MOIOTMYECKOro MaTepmana ¢ NoMoLblo Habopa
«AmnnuMpaiim* HIV»

Nccnepyemblie
Pe3ynbTartbl TeCTUpOBaHUA

o6pasLbl
TecTupyemblii Habop «AMmnaunlpanm* HIV» Habopb! cpaBHeHMS
Konu- * *
Tun O6pasLpb! AmvnanCeHc*  AmnamCeHc
4ecTBo ®opma  ®opma - dopma - POPMA gy ouuTop- HCVIH BV
Bbinycka 1 Bbinycka 2 Bbinycka 3 Bbinycka 4 FRT HV-FL
rlonoxw- 285 285 285 285 285 285
Mnasmva 815 TeSIbHbIX
Kposi Orpuia- 530 530 530 530 530 530
TeSbHbIX

3HaYeHNss ANArHOCTUYeckol  cneunguYHOCTU U [AMarHOCTUYECKO  YyBCTBUTENILHOCTU  Habopa
«AMmnnaulpaiim* HIV» c foBepuTesibHOW BeEPOSATHOCTBIO 95 %, paccuMTaHHble, WCXOAS W3 MOJTYUYEHHbIX

JaHHbIX, NpuBedeHbl BTabnuue 21.

Tabnuua 21
[OnarHocTnyeckme xapakTepucTukmM Habopa peareHToB «AMnnullpanm* HIV»
Tun o6pasLoB JnarHocTtnyeckasn cneunuyHoCTb JunarHocTtuyeckas 4yBCTBUTE/IbHOCTb

Mnasma kposn | 100 % (99,3 % - 100 %) 100% (98,7%-100%)

9.7. OueHKa BUSHUSA NHTEP(EPUPYIOLLMX BELLECTB

BnnsaHue wnHTepdhepupylowMx BewecTB, MNOTEHUMA/IbHO COAepXaluxcsa WNn  NpUCYTCTBYIOWMX B
nccrnegyemMom buomarepuane, Ha adapektmBHocTb OT-MLP npu ncnonb3oBaHun Habopa «Amnanllpaim* HIV»
oTcyTaByeT. He BbISIBIEHO WHIMO6MpOBaHME peakuun amnandgukaumMnm npu  gobaBneHun K ob6pasuam
6vomaTtepuasia Ha 3Tane 3KCTPakKuun WHTepPdIEpPMPYIOWNX BELECTB, MpeAcTaB/IeHHbIX B Tabnuue 22, B
MaKCUMa/IbHO BO3MOXHOW KOHLLEHTpaumu.

Tabnuua 22
VHTepdepupytoline BewecTBa, NCNOMb30BaHHbIE NMPU TECTUPOBaHNM Habopa
«AMmnnulpanm* HIV»

VHTepchbepeHT KoHueHTpaums nHTepgpepeHTa B o6pasue
remMor/106vH 200 mr/mn
MMMYHOrno6ynmH G 16 mr/mn
nakTodpeppuyH 1 mMKr/mn
6unpyouH 0,2 mr/mn
TpUrnMuepuapl 5 mr/mn
aTbOYMUH 50 mr/mn
JOHK uenoeeka 1x10® Konwii/mn
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10. ycnoBnd XPAHEHWA, TPAHCNOPTUPOBAHNA W NPUWMEHEHWA HABOPA

10.1. Cpok rogHoCTU

Cpok rogHoanm Bcex hopM Bbirycka HaGopa cocTaBssieT 12 MecsiueB OT AaTbl M3roToBseHus. ocne
BCKPbITUS1 peareHTbl MCMNO/1b30BaTb COr/lacHO CPOKaM, yKasaHHbiM B M. 10.3. HaGop C MUCTEKLNM CPOKOM

roAHOCTV MPUMEHEHUIO He MOAJIEXMNT.

10.2. TpaHcnopTupoBaHue

10.2.1. dopmbl Bbinycka 1, 2, 3

Habop TpaHcnopTupoBaTb Mpu Temnepatype OT MUHYC 24 Ao MuHyc 16 “C BceMn BugamMum KpbITbIX
TPaAHCNOPTHbLIX CPeACTB B TEPMOKOHTeMHepax C X/fajo3afnieMeHTaMu waM B aBTopedpuxeparopax.

JonyckaeTcsa TpaHCNoOpTUpoOBaHue nNpu Temneparype oT 2 o 8 *C He 6osiee 5 CcyTOK.

Ha6op, TpaHCNOPTUPOBAHHbIN C HAPYLUEHWEM YKa3aHHOTO TEMMNEPATYPHOro pexumMa, NpuUMeHeHU He

NoANexuT.

10.2.2. ®opma Bbinycka 4

Ha6op TpaHcnopTMpoBaTh Npy TemnepaTtype oT 2 40 8 “C BCeEMM BUAAMU KPbITbIX TPAHCMOPTHbLIX CPeACTB
B TEPMOKOHTelHepax ¢ X/nafo3/ieMeHTaMn Un B aBTopedpmkepaTopax. [onyckaeTcs TpaHcnopTuposaHue

npun Temnepatype ot 8 4o 25 “C He 60nee 3 CyTOK.
He gonyckaeTcsa 3aMoOpaXxmnBaHne peareHToOB Habopa.

Ha6op, TpaHCNOPTMPOBaHHbIN C HapyLWEeHWEeM yKa3aHHOro TeMnepaTypHOro pexuma, NpMMeHeHuto He

noANEXNT.

10.3. XpaHeHune

10.3.1. ®opwmbl BbiNycka 1, 2, 3

Hab6op xpaHUTb npu Temneparype oT MUHYC 24 0,0 MUHYC 16 “C B 3alU,MLeHHOM OT CBETa MecTe BTeueHue

BCEro cpoka rofHocTu HaGopa.

KoHTponbHble o6pasubl (MKO-1 HIV, NMKO-2 HIV, BKO B n OKO) nocsie pasMopoO3Ku XpaHUTb Npwu
Temnepatype oT 2 go 8 “C B TeyeHne 6 mecsauesB. He gonyckaetcsa MOBTOPHas 3aMOpPO3Ka KOHTPOJIbHbIX
o6pa3yoB. OcCTa/ibHble peareHTbl MOC/e BCKPbITUA XPaHUTb B TEX >XXE& YC/I0BUAX, YTO U A0 BCKPbITUSA.
HeBCKpbITble U BCKPbITbIE peareHTbl CTabu/bHbI B TEYEHME CpoKa rofHOCTU, YKa3aHHOro Ha aTUKeTKe, MNpwu
CobNO4EeHNN  YKa3aHHbIX YC/IOBUA XpaHeHusi. HeobXoAUMO MUHMMU3NPOBATbL BPEMS HaxOXAeHUs

PeareHnTa TG, Taq nonimmepasbl 1 PeBepta3bl (MMIV) npy KOMHaTHOWM Temnepartype.
PeakunOHHaa cMecb, NPUroTOBJIEHHAA U3 peareHToB, XPaHEHUIO He MOANEXNT.

Habop, XpaHNBLUUIACS C HapYLIEHWEM YKa3aHHOIO pPeXxuma XpaHeHUsl, MPUMEHEHUIO He MOAIEXNT.

10.3.2. ®opma BbIinycka 4

Habop 6epeyb OT Bnarn. XpaHuTb nNpu TemnepaTtype oT 2 Ao 8 "C B 3alWULEHHOM OT CBeTa MecTe B

TeueHWe Bcero cpoka rogHocTn Habopa. MNMUP-cmecb HIV Lyo XpaHnTb B nNakeTe C cusinkaresiem.

BoccTaHOB/IEHHbIe KOHTPO/IbHble o06pa3uybl (MKO-1 HIV Lyo, MKO-2 HIV Lyo, BKO B Lyo) xpaHuTb npu

Temnepatype o1 2 Ao 8 *C He 60siee 3 MecsLEB.
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YnakoBky ¢ nuocunusmpoBaHHbIiMU peareHTamu (MKO-1 HIV Lyo, MKO-2 HIV Lyo, BKO B Lyo)
Heo6xX04MMO BCKpbIBaTb HEMOCPEACTBEHHO Mepes X BOCCTaHOBJ/IEHNEM.

PeareHTbl Noc/e BCKPbITUA XPaHUTb B TEX € YCNOBUSAX, YTO U A0 BCKPbITUS. HEBCKPbITbIE U BCKPbITbIE
peareHTbl (3a MCK/OYEHMEM BOCCTAHOB/EHHbIX) CTabwbHbI B TEYEHWE CpoKa rOAHOCTW, yKa3aHHOro Ha
3TUKETKE, Npu COBGMIAEHNN YKa3aHHbIX YC/IOBUI XpaHeHMA. He gonyckaeTcsi 3aMOpaxunuBaHMWe peareHToB
Habopa.

Ha6op, XpaHMBLUMICS C HAPYLLEHWEM YKa3aHHOIo pPexuma XpaHeHus, NPUMEHEHUIO He NOAIEXNT.

11. TAPAHTUW NPON3BOAWNTENA

MNMpousBoauTENb FapaHTUPyeT COOTBETCTBUE XapaKTepUCTUK HaGopa TpeGoBaHWSAM, yKasaHHbIM B
TEXHUYECKOW U I3Kch/yaTauMoHHOW [AOKYMeHTauuuM, B TeuyeHue yKasaHHOro Cpoka [oAHOCTM npu

CO604EeHMN BCEX YCIIOBUWI TPAHCNOPTUPOBAHMS, XPaHEHUST U MPUMEHEH WS,

Peknamaumm Ha kadecTBO Habopa «Amnaulpanm® HIV» HanpaBnsTb B agpec nNpousBoAnTens
00O «Hekctbuo»: 111394, r. MockBa, yn. [MonumepHasa, 8 ctp. 2, Ten. (495) 620-08-73, e-mail:
Info@nextbio.ru.

Mpu BbISIBIEHUN HexXesnaTeNbHbIX peakunii npu ucnonb3oBaHUM Habopa, (hakToB W 06CTOATENLCTB,
CO3[al0LW,UX Yrpo3y XW3HW W 3[0POBbI [paXhaH W MeLoUUMHCKUX pPaboTHMKOB Npu o6pall,eHun W
aKcnnyaTauMm Habopa, pPEeKoMeHAYyeTCA HanpaBUTb COOO6L,eHVE MO agpecy, YyKazaHHOMY Bblle, U B
YNO/IHOMOYEHHYIO TOCYAapCTBEHHYIO pPerynupylroLlyo opraHmsauuto (B Poccuiickoii  depgepaunn -
depepasibHass cnyxba no Hag3opy B cdepe 34paBOOXPaHEHMS) B COOTBETCTBUM C  AENCTBYHOLWUM

3aKkoHoAaTes/IbCTBOM.

KoHcynbTauymo no pa60Te C Ha60pOM, a TakKxe no Bonpocam, KacaroWMMCA KayvecTBa Ha6opa, MOXHO

MoJTlyuYnTb MO KOHTaKTaMm, yKka3aHHbIM Ha odomumasnibHOM canTe Mpounssogutensa: www.nextbio.ru.
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12. CuMBO/ibl, NCMMONNb3YEMbIE BAOKYMEHTALNWN NMPON3BOANTENA

REF

LOT

IV D

> <

Homep no katanory t l
Koa naptvu I-O

MeguunHckoe nsgenve ans
AVNAarHOCTUKMWU in vitro

CoaepXnmMoro AoctatovyHo ans
npoBefleHnsi N-Kon4yecTBa
TEecToB

O6paTtutecb K MHCTPYKLUK MO
NPYMEHEeHNo

OcTopoxHO! ObpaTtntechb K
WHCTPYKLMN MO NMPUMEHEHUIO
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N3rotoBUTEND

JaTta n3rotoBrieHnNs

Vicnonb3oBaTb A0

TemnepaTypHbIii
AnanasoH

He ponyckatb
nonagaHus CO/IHEYHOro
cBeTa

Bepeub oT Bnaru
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L

MpoHyMepoBaHO, CKPEM/IEHO 1 MPOLUINTO
nuct (a/oB)

FeHepanbHbIA gupekTop O6uecTBa c
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YTBEPXOAKO

FeHepanbHbI AUPEKTOp

M. E CeHuHa

HABOP PEATEHTOB /1A BblIABNEHWA U KOMTMUECTBEHHOIO OMNPEAENEHWA
PHK BUPYCA UMMYHOAOE®PUNLUUWUTA YHENOBEKA MEPBOIO TUMA (HIV-1)
METOAOM OT-NMUP CAETEKUWEW B PEXUWME «PEAJIbHOITO BPEMEHW»

«AMNOAVUNPANM® HIV» MOTY 21.20.23-211-09286667-2023

dopma Bbinycka 1
dopmMa Bbinycka 2
dopmMa Bbinycka 3
dopma Bblnycka 4

KpaTkoe pykoBOACTBO NOo npumeHeHntw Bepcuun 09.06.23-1

NvcTyTBEpXAeHUS

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



AmMnnullpanm g i BOEr Qi K

KK

AHeKCTIE_PVlO

KpaTKkoe pykoBOoOACTBO

no NpUMeHeHN0 Habopa peareHToB /19 BbIAB/EHNSA U
KONnnyecTBeHHoro onpegeneHusa PHK Bupyca
MMMyHoZeduuuTa Yenoseka nepsoro tuna (HIV-1)
meTogom OT-MNUP c geTekumnein B pexmme
«peasibHOro BpemMeHm» «AMnanlpaiim® HIV»
noTy 21.20.23-211-09286667-2023

AvMnanuvulpaninm® HIV

®dopma Bbinycka 1

REF 2165-41

000 «HexcTB/o», Pooas, 111394,
r. Mockea, yn MowivepHas, 4, 8, cip 2

"Ten. (495) 620-08-73, e-il: info@nextbioru IVD
COCTAB
KoMMNoHeHT OnuncaHve OG;ﬁM‘ Konnuectso
g Mpo3payHas
MuP-cvecs HIV UIKOCTE 0,6 2 Npo6upkn
Mpo3payHas
Bydep C AAKOCTE 0,3 2 npo6upkn
PeareHT TG pospatikas 0,015 2 nNpobupkm
XMOKOCTb
Tagq Mpo3payHas
nonvmMepasa XXUOKOCTb 0,06 2 MpoGpPKY
PeBepraza MpospayHasn
(MMIv) XNOKOCTb 0,02 2 NPoGUPKY
MKO-1 HIV Mpospaskiast —, 555 4 NpoBUPKY
XMOKOCTb
MKO-2 HIV Mpospadas oo 4 Npo6UpKA
XWOKOCTb
MpospayHas
BKO B MATKOCTE 0,6 2 NpoGUpKN
MpospayHas
OKO MATKOCTE 11 2 Npo6GupKn
. Mpo3payHas
K UIKOCTL 0,3 2 Npo6upkn

Habop peareHTOB paccuuMtaH Ha NPOBEAEHVE WCCefoBaHusA
100 06pasLoB, BK/IHOHasi KOHTPOSIA.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

BHUMAHWE)

Mepen MCMNOJ/Ib30BaHNEM Habopa peareHToB
HEO6XOAMMO O3HAKOMUTLCA C WHCTPYKUMENH MO ero
NPUMEHEHNIO. VIHCTPYKUMS pa3MelleHa B 3/71eKTPOHHOM
BUAEe Ha otuumasibHoM cainte  [NpounsBoguTens:
www.nextbio.ru (gnsa ee nosnydyeHnsa HeobxoAnM OOCTYr
B UHTepHeT). MNMeyaTHan Bepcust MHCTPYKLUMW AOCTYMNHa no
3anpocy no TenegoHy (495) 620-08-73.

MATEPUAJT ANA NCCNELOBAHNA
nnasma Kposu

KOMNNEKTHOab

1 KoMnoHeHT dopmar

Ha6op peareHTOB dhopma Bblinycka 1

VHCTpYKUMs Mo B 3/1EKTPOHHOM BUAE MO aapecy:

NPVYMeHeHNIo www.nextbio.ru
Macriopt B 39/1EKTPOHHOM BUZE MO afpecy:
KayecTBa www.nextbio.ru

Kparkoe B 6ymMakHOM Buge
pyKOBOACTBO

Komnnekr 86

A YMaXKHOM BUae
XPAHEHUNE

YcrnoBusi xpaHeHWst Habopa

Habop xpaHnTb Npu TemnepaTtype oT- 2400-16 "CB
3aLLMILLIEHHOM OT CBeTa MecTe. Heobxoavmo
MUVHUMU3VPOBATL Bpems HaxoxaeHus PeareHTa TG,
Taq nonumvepasbl 1 Peseptasbl (MMIV) Npy KOMHATHOM
Temnepatype. KoHTposbHble o6pasupl {IIKO-1 HIV,
MKO-2 HIV, BKO Bu OKO) nocrie pasMopo3KU XpaHUTb
npu Temneparype oT 2 4o 8 “C BTeueHne 6 MecsLeB.
He ponyckaeTcsi NOBTOPHAsA 3aMOPO3Ka KOHTPOSTbHbLIX
06pasLoB.



akaPAkKuuna PHK U3 uccnepgyemoro martepuana

Ona akctpakuymm PHK mcnonb3oBaTb HabOpbl peareHToB, PeKOMeHAOBaHHble Mpou3BoguTenieM B UHCTPYKUMM MO
npUMeHeHno Habopa «AmMmnaulparm* HIV». MNopagok paboTbl ¢ Habopamu gnst aKCTpakumm HK cMoTpute B MHCTPYKUMN
Mo X NPUMEHEHUIO.

BHUMAHWE! oina akapakumn n3 100 Mk nccnegyemMoro obpasua Mcnosnb3yeTcs KoMnniekT «Amnavlpanm PUBO-npen»,
13 200 nnm 1000 mkn - «MarHolpaiim* YneTpa» v gpyrme Habopbl, pEKOMEHAYEMbIE B MHCTPYKLMM MO NPUMEHEHUIO
Habopa.

BHUMAHWME! Kanubpatop MKO-1 HIV ucnonb3yetcs TOMbKO NpU NPOBEAEHUM KOSIMYECTBEHHOIO aHanmsa: B ABYX
nosTOpax Npu NepBoOi NOCTAHOBKE MCMOMb3yeMoli cepyn Habopa, BOAHOM - npu nocneayrowmx. Kanméparop MNKO-2 HIV
MCMosib3yeTca B [BYX NOBTOpax Mpu rnepBOi MOCTaHOBKE B KOMMYECTBEHHOM hopmare, B O4HOM  NPU NOCNenyoLmx
NoCTaHOBKax B KO/IMYECTBEHHOM doopMaTe 1 Npu NOCTaHOBKE B KAYECTBEHHOM chopmarte.

BHVMAHWE! PeareHT BKO B BHOCUTCA B KaXXAayto Npo6GUPKY € nccnenyemMbiMy M KOHTPOJIbHbIMU ob6pasuamMin (BkIto4vas
nonoxutenbHble (MKO-1 HIV, MKO-2 HIV) n otpuyatensHbiii (OKO) KOHTpoNn).

O6BbeMbI peareHTOB W MUCCeAyEMbIX 06pasLIOB, MCMOb3yeMble MpU 3KCTpakumMm PHK ¢ MOMOLLbIO peKOMeHAYeMbIX
HabopOB peareHTOB, yKa3aHbl B Tabimue HUXe.

Job6aBnsaemblii peareHT/ o6pasel]

npw aKcTpakuun 13 100 Mk obpasua

Vccnenyemble o6pasubl 100 mkn B NPOGUPKK 4/151 uccreayemMbix 06pa3Lon

BKO B 10 mKn B KaXXAyH0 nNpobupky

OKO 100 mkn B Npo6upky ans OKO (oTpuuaTesibHOro KOHTPOSIs)
MKO-1 HIV 10 mkn + 90 mkn OKO B Npo6upky ana MNK1 (MofoXnTenbHOro KOHTPOIs)
MKO-2 HIV 10 mkn + 90 mkn OKO B Npo6upky ana MNK2 (MofoXnTenbHOro KOHTPOsIs)
PeareHT gnsa anoymn PHK 50" mkn B KXyt Npoobnpky

Mpwn akcTpakummn 13 200 Mk obpasua

Viccnegyemble o6pasubl 200 mkn B NPOGUPKK 4/151 UccnenyemMbix 06pasLos

BKO B 10 mkn B KaXXAyto Npoodunpky

OKO 200 mkn B NpoounpkKy ans OKO (oTpuuaTesibHOro KOHTposs)
MKO-1 HIV 10 mkn + 190 mkn OKO B Npo6bupky ansa MK1 (MONOXUTENBHOIO KOHTPO/IS)
MKO-2 HIV 10 mkn + 190 mkn OKO B Npo6upky anda MNK2 (NoNoxmnTesisHOro KOHTPOSs)
PeareHT gna anounn PHK 100 mkn B KaXAyr Npooupky

Mpwn skcTpakuumn 13 1000 Mk obpasua

Wccnepyemble o6pasubl 1000 mkn B NPOGUPKK 1A UccnenyemMbix 06pasuos

BKO B 10 mkn B KXyt Npo6upKy

OKO 1000 mkn B Npo6upky ana OKO (oTpuuaresisHOro KOHTPOss)
MKO-1 HIV 10 mkn + 990 mkn OKO B Npo6bupky ana MNMK1 (N0N0XUTENNbHOITO KOHTPO/IS)
MKO-2 HIV 10 mkn + 990 mkn OKO B Npo6upky ans MK2 (NoNoXUTENIbHOro KOHTPOSS)
PeareHT ana anounn PHK 100 mkn B KaXX4yt0 Npo6upKy

py HEOBXOAMMOCTI [OMNYCKAETCs yBesIMyeHne oGbema a/oLymn 4o 90 MK,
< 000 LuPMK (@7 INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU



OT-NUP ¢ AETEKLUVEN B PEXXUME «PEA/IbHOIO BPEMEH»

'‘BHnmanune! [lna BHECEHUA B NPOOUPKU peareHToB, Npo6 PHK 1 KOHTPO/IbHbLIX 06pas3uoB UCMO/b30BaTh O4HOPAa30Bble

HaKOHEUHVIKM C chonnbTpamu.

1. Paccuntarb 06beMbI peareHTos, HeO6XOAI/IMbIe Ana npuroToB/ieHUA peaKLl.l/IOHHOVI CMecCH, cornacHo Ta6n|/|u,e:

KOMMNOHEHT peakLMOHHOW cmecu O61bem, MK 0O603Ha4veHus
MLUP-cmeck HIV 10%(N+1)
Bychep C 5*(N+1)
N KO/IMYECTBO aMiiMduumpyemMbiX 06pa3uoB, BK/IHOYas
PeareHT TG 0,25*(N+1)
KOHTPO/IN
Taq nonnmepasa 1*(N+1)
PeBepTtaza (MMlv) 0,25*(N+1)

BHVMAHWE! Bcnyyae npurotoB/ieHns peakuyMoHHOM CMECH C MOMOLL b0 aBTOMAaTMYECKOM CTaHUMN creayiiTe yKasaHusam

MHCTPYKUMN NO ee NCMNOoJIb30BaHUIO.

BHUMAHUE! Heob6xoanmo MMHMMN3NPOBaTbL BpeMs HaxoxaeHust PeareHta TG, Taq nonimmepasbl 1 Peseptasbl (MM!vV)
npv KOMHaTHOW Temneparype.

BHUMAHWE! KOMNOHEHTbI peakuMOHHOW CMecu cnefyeT CMeLLnBaTh HenocpeacTBeHHO nepes nposegeHvnem OT-MNUP.
BHVUMAHWE! Hencnonb3oBaHHble OCTaTKN PEAKLMOHHON CMECU XPaHEHUIO He Noasexar.

2. Pa3mMopo3uTb peareHTbl. [lepes cMellMBaHMEM peareHTOB MepemMellaTb COAEPXKMMOe MNPOBMPOK C peareHTamu,
ocafuTb Karnsan Ha BOpTEKCe.

3. TMpuUrotoBuUTb peakuNOHHYIO CMeCb, 06aBUB KOMMOHEHTbI B 06beMax, paccuuTaHHbIX B N. 1. MNepemellaTtb cMecb 1
ocafnTb Karan Ha BOpTEKCe.

4. OT06paTb Heo6XO0AMMOE KOMIMYEeCTBO MPOOUPOK wiv apunioB Ania nposefeHuss OT-MUP PHK uccnenyembix u
KOHTPOJIbHbLIX 006pa3uoB. BbI6op Npobupok Ana amnavukaumm 3aBMCUT OT UCMNOJ/Ib3YEMOro amnaidukaropa ¢
craeMoin AeTeKuMn B PeXrMMe «peasibHOro BpeMeHn».

5. BHecTM B NOArOTOB/IEHHbIE MPOOUPKN pPeakLMOHHYIO CMECb 1 06pasLbl CoriacHo Tabnuue;

Jo6aBnsiemblin peareHT/ o6pasel,
BHect no 15 mkn
MPUroToBNEHHOW PeakLUNOHHOM cMecn B npobupkn ana nccnegyembix Y KOHTPO/IbHbIX 06pa3uoB
BHect no 10 mkn
BHUMAHWE! N36eratb nonagaHnsa copbeHTa B peakLVOHHYH CMECh.

Mpo6bl PHK, akaparmpoBaHHON 13
nccneayemoro o6pasLa B NPOGMpPKM NS uccrnegyembix 06pasLoB
B NPO6UMpPKY Ana obpasua OKO (oTpuuatesisHOro KOHTPOns
3Kapakumm)

PeareHT K- B Npo6upKy ana obpasua K- (oTpuyatesisHoro koHTpons OT-MNLP)
Mpo6bl, 3kaparnpoBaHHo 13 MNKO-1 HIV
(TOMbKO NPU KONMYEC TBEHHOM aHa/n3e)

Mpo6bl, 3kaparnpoBaHHoi 13 NKO-2 HIV
(NPY Ka4eCTBEHHOM WM KONMMYECTBEHHOM aHa/I3e)

Mpo6bl, 3kaparnpoBaHHo 13 OKO

B Npo6upKy ansa obpasua MNMK1 (MoN1oXNTEeNTbHOro KOHTPOSIS)

B Npo6UpKy Ansa obpasya MNMK2 (MoAoXnTeNTbHOro KOHTPOS1S1)

6. MMpu py4yHOM aHa/IM3e 3anporpaMMMpPOBaTh aMMIMOMKATOP C CUCTEMOI AeTEKLMN B PEXMME «PeasiIbHOro BPeMEHU»
COr/TaCHO MHAPYKLUKX MO ero NPUMEeHEHUIO A/18 BbINOJIHEHUS CneaytoLeli NporpaMMbi:

& 000 LUPMH &) INFO@CIRMLRU & WWW.GOSZDRAVNADZOR RU



EavHas nporpaMmma amnandumkaumm n getekumm dlyopecLeHTHOro curHana

4 Unkn Temnepatypa, 'C Bpews JeTekuuns no kaHanam gns KonunuecTso
' chnyopochopoBs LMK/IOB
] 1 50 15 MUH - 1
95 15 MuH - 1
95 Oc -
a 45
60 20c FAM, R6G™

MNpumeyaHue - PekoMeHAyeMble NapameTpbl A/1 NPOrpaMMMUpPOBaHUS amnIMMKAaTOPOB YyKasaHbl BO BKIaAbILLE,

npunaraemMom K Ha6opy.

BHUMAHWE! Mpu ncnonb3oBaHMM NporpamMHoro obecneveHuss FRT Manager nporpammMmupoBaHue amnivdurkaTopa

YCTaHaB/IMBaeTCA aBTOMaTN4eCKN.

7. TMepen NOCTaHOBKOI B aMM/IMhMKATOP MAHLIETHOrO TMMNa 0CaAuTh Karnjn co CTEHOK MPOGUPOK Ha BOPTEKCE.
8. YCTaHOBWUTb NPOGUPKM UM CTPUNbI B IUEKM peakLMoOHHOrO Moy s npuéopa.
9. 3anycTuTb BbINOJIHEHNE MPOrPamMMbl amrnaNUKaLMn ¢ geTekumneli drlyopecuyeHTHOro CUrHasia CorslacHO MHCTPYKLUK

Nno NPpUMEHEHNIO NCNOJIb3yeMOro aMI'II'II/ICbI/IKaTOpa.

AHANNS, BbIYNC/IEHVE N NHTEPMPETALINA PE3Y/IbTATOB

BHVMAHWME! TMpn py4yHOM aHasimze 06paboTKy AaHHbIX (p/lyOpPeCUEHTHbIX KPUBLIX), MOAYYEHHbIX B NPOrpaMMHOM
obecrneyeHnn npubopa, McnosblyemMoro gns nposegeHns OT-MUP ¢ geTekuueld B pexnMe «peasibHOrO BPEMEHU»,
NPOBOANTL COMMTACHO MHCTPYKUMN MO ero NpuMeHeHntio. PekoMeHayemble napameTpbl 41 06paboTkM AaHHbIX YKa3aHbl

BO BKMabllle, npuaaraeMom K HaGopy.

AHanuns, BbIYNC/IEHNE N NHTEPMpeTauuio pe3y/ibTaTtoB MOXHO MNPOBOAUTDL:!

- B KQYeCTBEHHOM W KOJINYECTBEHHOM (popmarte B aBTOMATUYECKOM pPexume C MUCMOJSib30BaHWEM MNPOrpaMmMHOro
ob6ecneyveHnsa FRT Manager (OO0 «/HTep/la6CepBucC», Poccusi) corfiacHO pykOBOACTBY Mosib30BaTtesis, BbIopaB MeTOAUKY,
yKasaHHyl0 BO BK/1agbllle, npuiaraeMom K Habopy. PyKOBOACTBO MO/b30BaTesniss pasMell,eHO Ha odvumasibHOM calite
000 «MHTep/la6CepBurC» No agpecy: https://www.interlabservice.ru/service/frt/;

* B KQUECTBEHHOM (hopMaTte B py4YHOM peXxume C NOMOLL, b0 NPorpaMmMHOro obecrneyeHns npmbopa, UCnosib3yemMoro
onst npoeegeHust OT-MLP c geTekunein B pexnme «peasisHOro BPEMEHMW», COrfTaCHO MHCTPYKLMN MO ero MPUMEHEHUIO U

MHCTPYKUUM K Habopy.

NeTekupa cvrHana 4y dyyopodiopa REG OCYLLECTRIETCS M0 KaHary AETEKUMN [ aHaronuHb IX doryopodaopos HEX, JCE, Yellow, VIC.
& 000 LMPMY &) INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



/Amnnulpaiimy

A HekcTBO

KpaTkoe pykoBogCTBO

rno NpUMeHeHNI0 Habopa peareHToB /19 BbISB/IEHNSA U
KONnyecTBeHHOro onpeaeneHnsa PHK Bupyca
MMMyHoZeduuuTa Yenoseka nepsoro tvna (HIV-1)
meTtogom OT-TMLP c geTekunei B pexnve
«peasibHOro BpemMeHu» «Amnnunipainm™ HIV»
noTY 21.20.23-211-09286667-2023

AmMnanumNOpaihim® HIV

000 «HexcTEvo», Pooas, 111394,

dopma Bbinycka 2

REF P2165-42

r. Mocksa, yn MowivepHas, 4, 8, cip. 2

Ten (495) 620-08-73, eil: info@nextbio.ru

COCTAB

KOMMOHeHT

MUP<wvecs HV

Bytep D
PeareHt TG -

Tag
no/mMviepasa

(MMIv)
MKO-1 HV

MKO-2 HV
BKOB

KO

K-

Habop peareHTOB paccuMtaH Ha

OnuvcaHve

MpospayHas
MAOKOCTB,
packaraHa  nog,
rapadyvH 6er1oro
Lpeta
MpospayHas
MAOKOCTb
MpospayHan
MAOKOCTb
MpospayHas
MAOKOCTb
MpospauHan
MAOKOCTb
MpospaqHas
MNOKOCTb
MpospasqHas
MNOKOCTb
MpospaqHast
MNOKOCTb
MpospaqHas
MAOKOCTL
IpospaqHas
MAOKOCTL

100 06pa3LIoB, BKHOHasA KOHTPO/ .

O6beEM,

0,01

0,6
0,015
0,06
0,02
0,025
0,025
0,6
11

03

IVD

KonnuecTtBo

100 npobrpoK
(12,5 Crpvno mo
8 NpoGpoK™

2 npoGipKA
2 MpoGrpKA
2 MpoGM KM
2 MpoGripKA
4 NpooVpKA
4 NpoG KA
2 MpoGVpKA
2 MpoGVpKA

2 Npobvipk

MpOBEAEHVE  VICCNEa0BaHVS!

TpoBUPKK € roNybbIM NapadiMHOM He UCTONb3YHOTCS.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

BHVMAHWE!

Mepep, MCMoJsib30BaHNEM Habopa peareHToB
HEobXoANMO O3HaKOMUTbCS C WHCTPYKUMEN MO ero
npUMeHeHuto. VNHCTpYKUMs pasmMelleHa B 3/1eKTPOHHOM
BMAe Ha odmumasnibHoM cante  [MpousBoguTens:
www.nextbio.ru (on1a ee nonyyeHna Heo6xoauM AOCTYN
B VIHTEPHeT). MeyaTHasa Bepcus MHCTPYKLUUKW JOCTYMHa Mo
3anpocy no tenedony (495) 620-08-73.

MATEPWAN ONnA NCCNEJOBAHUA
naasma Kposu

KOMNMEKTHOCTb
KOMMNOHeHT dopmar
Habop peareHTOB doopva. BbIycka 2
VHcTpykupa no B 3/IEKTPOHHOM BUAE MO 30peECy:
MPUIMEHEHIO wwww.nextbio.ru
B 9/IEKTPOHHOM BUZE MO 80PECY;

Mecropr ka-ectea WwWw.nextbio.ru
Kpemoe BO oM
PYKOBQZCTEO YMKHOM BAOE
Komrviexr

L0 B OyMaXXHOM B/Oe
XPAHEHUVE

YcnoBus XpaHeHUst HaGopa

Habop XpaHnTs NMpu TevnepaType oT- 24 0o-16 'Cs
3aLLYILLIPHHOM OT CBeTa MecTe. HeoBxoamvMo MYHVMMBMPOBATH
Bpems HaxoaeHuA PeareHta TG, Taq no/vvepasbl v
Peseprazbl (MMIV) Npy KOMHaTHOM Temriepartype. KoHTporibHbE
oopasUpl (MKO-1 HIV, MKO-2 HIV, BKO B1OKO) nocre
[Pa3MOPO3KU XpaHTL MM Temeparype or 2 10 8 'C BTeveHve



OKCTPAKUNA PHK n3s UCCNEAYEMOIO MATEPUATIA

Ons akcTpakuun PHK ncnonb3oBaTtb Habopbl peareHToB, peKkoMeHAoBaHHble Mpon3BogMTENEM B MHCTPYKUUM MO
MpumeHeHWo Habopa «Amnanlpanm* HIV». Mopsgok paboTel ¢ Habopamu 18 akcTpakuum HK cMoTpute B MHCTPYKUUU
(HOx NpUMeEHeHNIO.

BHAMAHWE! Ansa skcTpakumm 13 100 Mk uccregyemoro obpasua Ucnosb3yeTca KoMnnektT «Amnaullpanm PUBO-npen»,
13 200 nnm 1000 Mk - «MarHolpaiim* YnbTpa» v gpyrve Habopbl, peKOMeHAYEMbIE B MHCTPYKLUMA MO NPUMEHEHUIO

Habopa.

BHNUMAHWE! Kanuépatop MKO-1 HIV ucnonb3yetcsa TOMIbKO NpU NPOBEAEHUU KOMIMYECTBEHHOrO aHannia; B OBYX
NoBTOpax Npu NepBo NOCTaHOBKe MCMO/b3yeMON cepn Habopa, BOAHOM - Mpu nocneaytowmx. Kanmbpartop MKO-2 HIV
1Cnonb3yeTcs B ABYX MOBTOpax Mpv MepBOii MOCTaHOBKE B KOSIMYECTBEHHOM dhopmarte, B O4HOM - MNpW MOCeayowmx

NMOCTaHOBKAax B KO/IMYECTBEHHOM (hopMaTe U Npu NoCcTaHOBKe B KAYECTBEHHOM chopmare.

BHVIMAHWE! PeareHT BKO B BHOCUTCS1 B K&yt NMPOOUPKY C UCCneayeMbiMU U KOHTPOJIbHbIMK obpa3uamu (BK/Iovasi
nonoxutesnibHble (MKO-1 HIV, MKO-2 HIV) n oTpyuatenbHbiii (OKO) KOHTpon).

O6beMbl peareHTOB U UCCeayeMbIX 06pa3LoB, UCMOMb3yeMble NMPY 3KCTpakumMn PHK ¢ NOMOLbI0 peKoMeHAyeMbIX

HaBGOpPOB peareHToB, YKasaHbl BTab/MLEe HUXKE.

JobaBnsemblii peareHT / obpasel,

Mpwn akcTpakuum 13 100 Mk obpasua

Vccnenyemble o6pasLbl 100 mkn B NPOGUPKN ANs nccrenyemMblix 06pasLoB

BKO B 10 MKkn B Ka)XXAyH0 NpooupKy

OKO 100 mkn B Npo6upKy ansa OKO (oTpuuatesisHOro KOHTPO/ISA)
MKO-1 HIV 10 mkn + 90 mkn OKO B Npo6upky ansa MK1 (MoNoXnTenbHOro KOHTPOos)
MKO-2 HIV 10 mkn + 90 mkn OKO B Npo6upky ansa MNK2 (nonoxmtenbHOro KOHTPOosN)
PeareHT gna anmouumn PHK 50" MKn B KAyl NpooupKy

Mpwy akcTpakuumn 13 200 Mk obpasua

Viccnepyemble o6pasupl 200 mMKn B NPOGMPKN Ans nccrenyemMmbix 006pasLoB

BKO B 10 mkn B KaXKAyr0 Npo6upky

OKO 200 mMKn B Npo6upky ansa OKO (oTpuuatesisHOro KOHTPOSIs)
MKO-1 HIV 10 Mk + 190 mkn OKO B Npo6upky ans MNMK1 (MoAoXnTenbHOro KOHTPOSIs)
MKO-2 HIV 10 mkn + 190 mkn OKO B Npo6upky ans MNMK2 (NonoxmnTenbsHOro KOHTPOsis)
PeareHT gnsa sanounn PHK 100 mkn B KaXAy Npooupky

Mpwn akcTpakumm n3 1000 Mk obpasua

Nccnepyembie o6pasLbl 1000 mkn B NPOBMPKM 4151 UCcnenyemMbix 06pa3Lon

BKO B 10 mkn B KaxKAyto Npo6upky

OKO 1000 mkn B NPo6upKy ansa OKO (oTpuuaTtesisHOro KOHTPos)
MKO-1 HIV 10 mkn + 990 mkn OKO B Npo6upky /15 MK1 (MOM0OXKNTENBLHOrO KOHTPOS)
MKO-2 HIV 10 mkn + 990 mkn OKO B Npo6upKy A/18 MK2 (Nos1IoXUTeNbHOro KOHTPOS)
PeareHT gns antounn PHK 100 mkn B KaXX4yt0 Npobunpky

Y HEOGXOAMMOCTY AOMYCKAETCs yBE/MUeHMe o6beMa a/1ioumn 40 90 MK/,

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



OT-MNUP ¢ AETEKUMEW B PEXVUME «PEA/IbHOIO BPEMEHW»

AVIMAHWE! ins BHeceHns B NpO6UpPKU peareHToB, Npo6 PHK 1 KOHTPO/bHbLIX 06pa3L0oB UCMO/1b30BaTb OAHOPA30BbIe

LUOHEYHUKN C chusibTpamu.

h. Paccuntatb 06 beMbI peareHTos, HeO6XO,EI,I/IMbIe Ana npuroToBsieHUA peaKLl,I/IOHHOVI CMecH, corsiacHo Taﬁl’IVILI,eZ

KOMMOHEHT peakLMOHHOI cMecu  O6beM, MK O603HaueHVs
Bydep D 10%(N+1)
PeareHT TG 0,25%(N+1) N - konuuecTBO aMnAMUUMPYyeMbix 06pasLoB, BK/IHOYast
Taq nonvmepasa 1*(N+1) KOHTpON
Peseptaza (MMIv) 0,25*(N+1)

BHUMAHWE! Heo6xoaMmo MUHUMN3NPOBaTh BpeMsi HaxoxaeHns PeareHta T6, Taq nonumepasbl 1 Peseptasbl (MMIv)

npv KOMHaTHO TemrnepaType.
BHVMAHWME! KoOMNOHeHTbI peakuMOHHO CMecn criegayeT CMellMBaTb HEMNOCPeACTBEHHO nepeq npoBegeHem OT-MLP.
BHVUMAHWE! Hencnonb3oBaHHbIE OCTAaTKM PeakLMOHHON CMECK XPaHEHMIO He Noasiexar.

2. Pa3mopo3nTb peareHTbl. lNepes CMeLIMBaHMEM peareHToOB MepemellaTb COAepPXUMOe MPOBUPOK C peareHTamu,
ocaamnTb Kanau Ha BOpTeKCe.

3. MpurotoBuTb peakuMOHHYI CMeCb, A06aBMB KOMMOHEHTbI B 06bemax, paccuntaHHbIX B M. 1. MNMepemewaTb cMmecb n
ocaZiUTb Karn/n Ha BOPTEKCE.

4. OTO6paTb HEOBXOAMMOE KOSIMYEeCTBO CTPUMNOBaHHbIX Npobupok c MNUP-cmeckio HIV ana nposegeHuss OT-MUP PHK
ncenesyemMbiX U KOHTPOSIbHbIX 06pas3LoB.

5. ¥Y6eauTtbcs, UToO napadvH NOSTHOCTLIO MOKPLIBAET PacTBOP Ha AHE NMPOOMPOK. B NPOTMBHOM crly4dae, He MCMo/1b30BaTh
JaHHble NPo6upKU.

6. BHecTn B NOAroTOB/IEHHbIE NMPOOUPKN PeakLMOHHY0 CMeCb 1 06pasLibl CorslacHoO Tabnuue:

Job6aBnsemblii peareHT/ obpasel,

BHectu no 10 mkn
B npo6upku c MNUP-cmecbio HIV Ha NoBepxHOCTL NapadgmHa
MpUroToBfIEHHOW peakuVOHHOW cMmecu BHVMAHWME! PeakunoHHas cMecb He [lo/KHa NpoBa/iMBaTbLCA Mof,
napagoviH.
BHecTt no 10 mkn
BHUMAHWE! N36eraTb nonagaHns copbeHTa B peakLMOHHY0 CMECh.

Mpo6bl PHK, akcTparMpoBaHHOM 13

MCCe/yeMoro 06pasLa B NPOOMPKU AN UccnefyemMbIx 06pasuoB
B NPOGUpPK 3 o6pasya OKO (oTpuuaTenibHOro KOHTPOSIS
Mpob6bl, aKCTparMpoBaHHoi 13 OKO P PKy A pasy (oTpuy P
3KCTpPaKuum)

PeareHT K- B Npo6upKy an1s1 ob6pasua K- (oTpuuatesisHoro koHTpons OT-MLP)
Mpo6bl, akcTparnpoBaHHo u3 MKO-1 HIV
(TonbKO NpK KONMYECTBEHHOM aHanuse}

Mpo6bl, akaparnpoBaHHoW u3 MKO-2 HIV
(Npy Ka4eCTBEHHOM WU KONMYECTBEHHOM aHanunse)

B Npo6unpKy A5t o6pasua MNK1 (NoNoXUTeNbHOIro KOHTPOSIS)

B NPO6MPKY Ana obpasua MK2 (MofoXnTenbHOro KOHTPONS)

7. Mpv pyyHOM aHanmM3e 3anporpamMMUpoOBaTh aMIMUKATOP C CUAEMO AETEKLUN B PEXUME «Pea/ibHOr0 BpEMeHU»

COrnaCcHO MHCTPYKUMK No ero npMeHeHno Os14 BbINO/IHEHUA cne,qylou.l,e|7| nporpamMmmbl:

& 000 LMPMY (&7 INFO@CIRMIRU & WWW.GOSZDRAVNADZOR.RU



EavHasi nporpaMmma amniandmkaumm n geTekumm dlyopecueHTHOro curHasna

Lk Temneparypa, "C Bpewms JeTekuna no kaHanam 4nsa KonuyecTtBo
dnyopodhopos LMKIOB
I 1 50 15 muH - 1
95 15 muH - 1
95 KOc
1 1 60 20c FAM, R6G3 4

MNpumeuaHne - PekomeHAyemble MapaMeTpbl A/s NPOrpaMMUpPOBaHns aMnInUKATOPOB YyKa3aHbl BO BKIaAblLLe,

npuiaraemMom K HaGopy.

BHVMAHWME! Mpn mncnonb3oBaHun nporpamMmMHoro otecrnedeHmsa FRT Manager nporpammupoBaHue amnnmdukaropa

YyCTaHaB/IMBaeTCA aBTOMaTU4eCKun.

8. MMepepn NoCTaHOBKOW BaMMIMdMKaTop njaHWeTHOro Tmna ocaamnTb Karnam Co CTEHOK NPO6UPOK Ha BOPTEKCE.
9. YCTaHOBUTbL CTPUMbI B siYelikn peakLMOHHOro Moayns npuéopa.
H0.3anycTuTb BbIMNOJSIHEHME MPOrpaMmbl aMnndmKaumMn ¢ geTekumen gplyopecUueHTHOro CUrHasia Cor/lacHO UHCTPYKLMK

Nno NPUMEHEHMIO UCMOb3YEMOro aMnndmkKaTopa.

AHANNS3, BBIYNCNEHVE N NHTEPMPETALUMA PE3Y/IbTATOB

BHVMAHWME! TMpn pydyHOM aHanmn3e o06paboTKy AaHHbIX (G)/TyOpecLeHTHbIX KPUBLIX), MOJlyYeHHbIX B MPOrpammHOM
obecneyeHn npubopa, ncnonblyemoro ansa nposefeHus OT-MUP c geTekumeil B pexume «peasibHOr0 BPEMEHU»,
NPOBOAUTL COMTACHO VHCTPYKUMU MO ero NpuMeHeHnto. PekoMeHayeMble napamMeTpbl A1 06paboTkn faHHbIX YKa3aHbl

BO BK/1aJpllle, NpuiaraeMomM K Habopy.

AHan3, BbIYMC/IEHVE U NHTepNpeTaLnio pe3y/ibTaToB MOXHO NPOBOAUTL:

- B KAYeCTBEHHOM M KO/IMYECTBEHHOM diopmare B aBTOMaTU4YECKOM pPeXuMe C MCMOoSb30BaHWEM MNpOrpaMmHOro
o6ecneyveHns FRT Manager (OOO «MHTep/la6CepBuc», Poccus) cornacHo pykoBoACTBY MN0/ib30BaTe s, BbIOpaB MeETOAVKY,
yKasaHHyl0 BO BKNablwe, npusaraeMom K Habopy. PykoBOACTBO MOsib30BaTesia pasMelleHO Ha odMuMasibHOM caiTte
000 «WMHTep/labCepBuc» no agpecy: https://www.interlabservice.ru/service/frt/;

- B KA4eCTBEHHOM hopmaTte B PYYHOM PeXMMe C MOMOLLbIO MPOrpaMMHOro obecneveHns Nnpuéopa, NCNob3yemMoro
ans npoeegenus OT-MLP c geTekuuein B pexnme «peasibHOro BPEMEHM», COM/IaCHO UHCTPYKLUMKX MO ero NPUMEHEHNIO 1

VMHCTPYKUUM K Habopy.*

* [leTekupms curHara 4 doyopodopa REG OCyLLECTRIHETCA MO KaHauTy ASTEKLM A1 aHariorHHbIX dryopodaopos HEX JCE, Yellow, VIC.
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU
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annulpanmJ ﬂHeKCTEVIO

KpaTkoe pykoBOACTBO

Nno NPUMeEHeHUIo Habopa peareHToB /19 BbIAB/IEHUA U
KONMYecTBEHHOr0 onpeaeneHnsa PHK Bupyca
UMMyHoZedmumMTa Yenoseka repsoro Tmna (HIV-1)
meTogom OT-MLIP c geTekumein B pexmve
«peasnibHOro BpemeHn» «Amnnuipanm* H1V»
noTY 21.20.23-211-09286667-2023

AmMnanuNpaiim® HIV

dopma Bbinycka 3

|rEF| P2165-43

000 «HexcTB/o», Pocom, 111394,
r. Mockea, yn MovivepHss, 4, 8, cip. 2

ITen (495) 620-08-73, eril: info@nextbio.ru IVD

coaAB

m 1
KomnoHeHT OnvcaHve 06“::”9'\/" KonunuyecTtBo

Mpo3payHas

MUP-cveck HIV HARKOCT®, 0,01 100 npo6rpok
packanaHa nog,
napadomH
Mpo3payHas

Bydep D MUIKOCTb 0,6 2 NpoGupkm

PeareHT TG rpospasitas 0,015 2 nNpoGupkm
YXMNOKOCTb

Taq pospaiHas 0,06 2 npobupkn

nonvmepasa  KMAKOCTb

PeBepTaza Mpo3payHas

(MIHIv) XXNOKOCTb 0,02 2 Mpobupkn

MKO-1 HY | 1Po3padHas 0,025 4 NPOGUPKY
YXMOKOCTb

MKO-2 HIy | 1PospadHas 0,025 4 MpoBUpKA
YXMOKOCTb

BKO B pospatias 06 2 MpOBYPKN
YXNOKOCTb
Mpo3payHas

OKO MUIKOCTb 14 2 npodupkm

K- MpospatiHas 0,3 2 nNpo6upkn
XUOKOCTb

Habop peareHTOB paccuMTaH Ha MPOBEAEHVE WUCC/efOoBaHMA
100 06pa3uoB, BK/IKOHasA KOHTPOSN.

@ 000 LWPMI (&) INFO@CIRMIRU € WWW.GOSZDRAVNADZOR RU

BHUMAHUWE)

Mepen MCMNOJIb30BaHMeM Habopa peareHTOB
HEeo6XoANMO O3HaKOMUTbCSA C WHCTPYKUMEi no ero
NPUMeEHeHNIO. VIHCTPYKUMS pa3MelleHa B 3/1eKTPOHHOM
BMAe Ha odwmumanbHoM caiTe  [NpomsBoguTens:
www.nextbio.ru (gns ee nonyyeHnst He06XxoAnUM [OCTYnN
B MHTEPHET). MeyaTHas Bepcust MHCTPYKLMW AOCTYMHa Mo
3anpocy no tenedoHy (495) 620-08-73.

MATEPWAN ANA NCCNEAOBAHNA
niasma Kposu

KOMNNEKTHOAab

KomnoHeHT dopmar

Habop peareHTOB chopma Bblinycka 3

VHCTpYKUMs No B 3/1IEKTPOHHOM BUAE M0 afpecy:

MPUMEHEHVO www.nextbio.ru

Macnopt B 39/1EKTPOHHOM BUAE MO afpecy:
Ka4ecTBa www.nextbio.ru

Kparkoe B 6GyMavkHOM BUae
PYyKOBOACTBO

Komniekr

BKNANBILET B 6yMavkHOM BuUae
XPAHEHUVE

YcnoBus xpaHeHUst Habopa

Habop xpaHnTL Npu Temnepatype oT- 24 1o-16 *Ce
3aLUMLLEHHOM OT CBeTa MecTe. Heobxoanmo
MMWHYMM3NPOBaTL BpeMsa HaxoxaeHus PeareHta TG,
Taq nonmmvepasbl 1 PeeepTasbl (MMIV) Npy KOMHATHOM
Temnepartype. KoHTposibHbIe obpasupbl (MKO-1HIV,
MKO-2 HIV, BKO B OKO) nocrie pasMopo3Ku XpaHUTb
npuv Temneparype ot 2 4o 8 *C BTeveHne 6 MecsLeB.
He OonyckaeTcsi MOBTOPHas 3aMOPO3Ka KOHTPOSTbHbLIX

06pasLoB.




SKCTPAKUMA PHK n3 NCCJZIEAYEMOIO MATEPUVAJIA

[na akcTpakumm PHK ncnonb3oBatb Habopbl peareHTOB, PekOMeHAOBaHHble [MpomnsBoguTeneM B MHCTPYKUMKU MO
/apumMeHeHUo Habopa «Amnanlparim”™ HIVs. Mopagok paboTbl ¢ HabopaMmn Anst akcTpakuum HK cMoTpute B MHCTPYKLMN
M0 UX MPUMEHEHNIO.

BHUMAHWE! Oina skapakuyuu 13 100 MK nccnegyeMoro obpasua 1Ucnosb3yetcss KoMnaekT «Amnaulparivm PUBO-npens»,
13 200 nnm 1000 mkn - «MarHolMpaimM® YnbTpa» Wiav apyrme Habopbl, peKoMeHAyeMble B MHCTPYKUUU MO NMPUMEHEHUIO

Habopa.

BHVMAHWME! Kanu6patop MNKO-1 HIV wncnonb3yetcs TONbKO MpY NpoBefAeHUU KOJSIMYECTBEHHOro aHanvsa: B ABYX
noBTOpax Npv NeEPBOI MOCTAHOBKE MCMO/b3yeMOl cepyn Habopa, BOAHOM - Mpu nocneaywowmx. Kannépatop MNKO-2 HIV
MCMosib3yeTca B ABYX NOBTOpPax Mpu nepBOil NMOCTaHOBKE B KOMIMYECTBEHHOM hopmare, B O4HOM - NPU NocnenyoLmx
NocTaHOBKax B KO/IMYECTBEHHOM hopmMaTte 1 npu NocTaHOBKE B KAYECTBEHHOM chopmarte.

BHVMAHWE! PeareHT BKO B BHOCUTCSI B KaXXayH0 MPOOUPKY C UCCeAyeMbIMU N KOHTPO/IbHbIMK 06pa3uammn (BkIo4Yas
nonoxutensHble (MKO-1HIV, MKO-2 HIV) n oTpuuatenbHbiii (OKO) KOHTpoN).

O6bemMbl peareHTOB U UccieAyeMblX 06PasLoB, NCMO/b3yeMble NMPU IKCTpakuum PHK ¢ noMoLbio pekoMeHAyeMbIX

HabopOB peareHTOB, yka3aHbl B Tab/mue HUXe.

Job6aBnsemblii peareHT/ ob6pasel,

Mpwn skcTpakumm 13 100 Mk obpasua

Wccnenyemble obpasupl 100 mkn B NPOBVIPKM O/151 UccnegyemMbix o6pasLos

BKO B 10 mkn B KaXX4yH nNpobupky

OKO 100 mkn B Npo6upky an1s OKO (oTpuuatesibHOro KOHTPOSIs)
MKO-1 HIV 10 mkn + 90 mkn OKO B Npo6unpky ans MNMK1 (MoMoXnTeTbHOro KOHTPOSIS)
MKO-2 HIV 10 mkn + 90 mkn OKO B Npo6upKy a5 MK2 (Nof1oXnTeibHOro KOHTPOSIs)
PeareHT gna sntoumn PHK 50" MKnN B KaXKAyr0 Npo6upky

Mpwn akcTpakumm n3 200 Mk obpasua

Wccnegyemble 06pasipl 200 MKn B NPOOVPKM 011 UccnefyemMbix 06pa3LoB

BKO B 10 mkn B KaXk4yto Npobupky

OKO 200 MKn B Npo6MpKy A1 OKO (oTpuuaTesibHOro KOHTPOS1S)
MKO-1 HIV 10 Mmkn + 190 mkn OKO B Npo6upKy 418 MK1 (MoMI0XNTENbHOTo KOHTPOS)
MKO-2 HIV 10 mkn + 190 mkn OKO B Npo6upKy 4151 MK2 (MoSI0KNTENbHOro KOHTPOS)
PeareHT gns amouun PHK 100 mKn 6 KaXXayt NpPodUpKY

Mpw akcTpakumm n3 1000 Mkn obpasua

Vccnenyemble 06pasLbl 1000 mKn B NPOGUPKK A1 UccreayeMbix 06pa3uoB

BKO B 10 mkn B KaXAyto npoobupky

OKO 1000 mKn B Npo6upkKy ansa OKO (oTpuuatesibHOro KOHTPOSIs)
MKO-1 HIV 10 mkn + 990 mkn OKO B Npo6upkKy /15 MK1 (NOSI0XKUTENIbHOIO KOHTPOS)
MKO-2 HIV 10 mkn + 990 mkn OKO B Npo6upkKy /15 MK2 (MOSI0XKUTENBHOrO0 KOHTPOS)
PeareHT gns antouuun PHK 100 mKn B KXy NMpobupKy

TMpy HEOBXOAMMOCTY AOMYCKAETCH YBe/IMHeHre obbema aouyn 40 90 Mk
& 000 LIUPMU @] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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OT-MuP ¢ AETEKUMEWN B PEXXUME «PEAJ/IbHOIO BPEMEHW»

BHUMAHWE) Onsa BHeceHus1 B NPOOUpKN peareHToB, Npo6 PHK 1 KOHTPOsIbHBIX 06pa3LoB UCNo/b30BaTb O4HOPAa30Bble

HaKOHEeYHUKN C CpVII'IpraMI/I.

1 Paccuntatb 06beMbI peareHToB, HE0OX0AMMble 4151 MPUTOTOB/IEHNST PeaKUMOHHO CMecu, corslacHO Tabnmue:

KOMNOHEHT peakUMoHHOW cMecu O61BbeM, MKN O603Ha4veHusn
Bydhep D 10*(N+1)
PeareHT TG 0,25*(N+1) N - KOMMYeCTBO amnIMULMPYeMbIX 06pasLioB, BKIOYAS
Tag nonvmepasa 1*(N+1) KOHTPO/IN
PesepTtasa (MMIv) 0,25*(N+1)

BHUMAHWE! Heob6xoAnMoO MMHMMU3NPOBaTbL BPeMs HaxoxaeHna PeareHTta TG, Taq nonumepassbl 1 PesepTtasbl (MMtv)

npy KOMHaTHOI TeMneparype.
BHUMAHWE! KOMNOHEHTbI peakuoOHHOW CMecu crielyeT CMeLLMBaTb HEMocpeacTBeHHO nepes nposegeHvem OT-TLP.
BHVIMAHWME! Hencnonb3oBaHHbIe OCTAaTKN pPeakLMOHHOW CMECU XpaHEeHMIO He noaJsiexar.

2. Pa3mopo3nTb peareHTbl. lNepes cMelLlMBaHMEM peareHTOB MepeMellaTb COoAepXMMoe MPOBUPOK C peareHTamu,
ocaguTb Kansv Ha BOpTekce.

3. MpuUroToBUTb PeaKLMOHHYIO CMeCb, 0,06aBUB KOMMOHEHTbI B 06beMax, paccunTaHHbIX B M. 1. Mepemellatb CMecb U
ocaguTb Kansv Ha BopTekce.

4. OTob6paTb Heobxoammoe KosimyecTBo npobupok c MuUP-cmeckio HIV gna npoeegenunst OT-NMLP PHK mnccnegyembix v
KOHTPOJIbHbLIX 06pa3yoB.

5. Y6eantbcs, 4To NapadvH MO/IHOCTBLIO MOKPbIBAET PacTBOP Ha AHEe NPOOMPOK. B NpoTMBHOM crlyyae, He MCMNOJb30BaTb
[aHHble NPOBUPKN.

6. BHecTW B NOAroToB/IEHHbIE MPOBUPKN PeaKLMOHHYIO CMeCb M 06pasLibl Cor/lacHo Tabnuue:

Job6aBnsiemblii peareHT/ ob6pasel

BHectn no 10 mkn
B npo6upku c MUP-cmeckio HIV Ha noBepxHOCTb napadinHa
MpUroToBNEHHOW peakLMOHHOM cMecu BHVMMAHWME! PeakunoHHas cMecb He A0J1XHa NpoBa/inBaTbCA Nnog,
napagoviH.
~ — I BN —a
BHectu no 10 mkn
BHUMAHWE! N36eraTb nonagaHnsa copbeHTa B peakLMOHHYH CMeCh.
Mpo6b1 PHK, akcTparmpoBaHHO 13

B NPO6GUpPKN 418 nccnegyembix 0b6pasyoB
nccnenyemoro o6pasua

B Npo6upky a5 o6pasua OKO {oTpuuatesibHOro KOHTpons
3KCTpaKLun)
PearedT K- B Npo6upky anga obpasuya K- (oTpmyarensHoro koHTponsa OT-MLP)

Mpo6bl, akcTparnpoBaHHoW 13 OKO

Mpo6bl, akcTparmpoBaHHol 13 MKO-1HIV
(TO/BbKO NPY KONMYECTBEHHOM aHa/n3e)

Mpo6bl, aKkcTparnpoBaHHoi n3 NKO-2 HIV
(NpV KaYECTBEHHOM W/ KOTMYEC TBEHHOM aHauI3e)

B Npo6upKy ansa obpasuya MK1 (MoN0XNTENTbHOrO KOHTPOS1s1)

B NPO6MPKyY 417 o6pasua MK2 (MoNoXnTesIbHOro KOHTPO/IA)

7. Tpun pyyHOM aHasIM3e 3anporpamMmMuUpoBaTb amnMGUKATOP C CUCTEMON AETEKUUN B PeXnUMe «peasibHOro BpemeHu»

COr/1IaCHO MHCTPYKLMK MO ero NPUMEHEHWIO 4151 BbINO/IHEHNS CriefytoL,eli MporpaMMbi;

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



EAvHasa nporpamMma aMnandgmkaumm n geTekumn glyopecLeHTHOrO curHana

1 Lykn TemnepaTypa, *C Bpewms JeTekuyns no kaHanam Ans KonunyecTtBo
LMKNOB
1 1 50 15 MuH - 1
2 95 15 MUH - 1
95 lOc -
3 45
60 20c FAM, R6G™

MprymeyaHne - PekoMeHAyeMble MapameTpbl A/ MPOrpaMMMPOBaHUSA ammnnUKaToOpoB yKasaHbl BO BK/Iagpllle,

npunaraemMom K Ha6opy.

BHVMAHWME! MNpu ncnonb3oBaHMM NpOrpamMmmHOro obtecneuveHusi FRT Manager nporpaMmmmpoBaHme amnsimdukaropa

YyCTaHaB/IMBaeTCA aBTOMaTU4eCKN.

8. Mepepn NOCTaHOBKOI B aMM/IMhMKaTop MiaHLIETHOro TUMNa 0CaAnTb Karym co CTEHOK NMPOGUPOK Ha BOPTEKCE.
9. YcTaHOBWTbL NPOGUPKM B SUeliKU peakLuMoHHOro Moayns npubopa.
H0.3anycTuTb BbINOSIHEHWE MPOrPamMMbl amMnIMGMKALMK C AeTEKUNel h/TlyOpecLeHTHOrO CUrHaa Cor/laCHO UHCTPYKLMK

Nno NMNPpUMeEHEeHNI0 NCNoJib3yemMmoro amnnmqoleaTopa.

AHANNS, BIYMCNEHVE N NHTEPMNPETALUNA PE3YJ/IbTATOB

BHVMAHME! TMpun pyyHOM aHanmn3e 06paboTKy AaHHbIX (dTyOpeCUEHTHbIX KPUBLIX), MOJTlyYeHHbIX B NPOrpaMMHOM
obecneyeHnn npubopa, mUcnonblyemoro Ans nposegeHus OT-TMLP c aeTekuueli B pexume «peasibHOr0 BPEMEHU»,
NPOBOANTL COMIACHO MHCTPYKLUMM MO ero NpMMeHeHuo. PekomeHayeMble napameTpbl 4151 06paboTKM AaHHbIX YKa3aHbl

BO BK/aAbllle, NpuiaraeMom K Ha6opy.

AHann3, BbIYUC/IEHME U NHTEPNPEeTaUMo pe3yNbTatoB MOXHO MPOBOAUTD:

- B KQYeCTBEHHOM W KONM4YeCTBEHHOM (popmate B aBTOMATW4ECKOM peXVMe C MUCMO/Ib30BaHMEM MPOrpamMMHOro
o6ecneveHnsa FRT Manager (OO0 «/HTep/la6CepBuc», Poccusi) cornacHo pykoBOACTBY MOJSib30BaTes1s, BbIopaB METOAMKY,
yKa3aHHyl0 BO BK/afpllle, npusiaraeMom K Habopy. PykOBOACTBO NOsib30BaTesis pasMeLl,eHO Ha ouumanbHOM calite
000 «MHTeplabCepsuc» Mo agpecy: https://www.interlabservice.ru/service/frt/;

- B Ka4eCTBEeHHOM hopmaTe B PyYHOM pexxrMme C NOMOLLbIO NPOrpamMmMHOro obecneyeHusi npubéopa, NCnosib3yemMoro
ona nposegeHns OT-MLUP c geTekuyvel B pexxmMe «peasibHoro BPEMEHM», COM/TACHO MHCTPYKLUMN MO ero NPUMEHEHNIO U

VHCTPYKUMK K Habopy.

NeTexkupa cvrHaria A doryopodiopa. REG OCYLLECTRITRETCA M0 KaHauTy IETEKLMM 11 aHarIonuHb X dyyopodiopos HEX JCE, Yellow, MIC.
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
oo SO
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MAanunfpanm /’ O

[HexcTEVO

KpaTKkoe pykoBoACTBO

Mo NPUMEHEHUI0 Habopa peareHToB /151 BbISB/IEHNS U
KosimyecTBeHHOro onpegenexna PHK Bupyca
nMmMyHogedmumTa yenoBeka nepsoro Tvna (HIV-1)
meTtogom OT-TMLP c aetekumeii B pexume
«peanbHOro BpeMmeHm» «AMnavlpanm* HIV>»
noTY 21.20.23-211-09286667-2023

Amnnulpainm® HIV
dopwma Bbinycka 4

REF 2165-44

OO0 «HexcTBro», Pooom, 111394,

r. Mocksa, yn MowvivepHas, 4, 8, ap. 2
ITen. (495) 620-08-73, e-mail: info@nextbio.ru

coaAB
VAN
KoMnoHeHT OnvicaHve ooem, Ronmyectso
MUP-cvecb HIV - Jinodwmrmzar fg Mpo6poK
Ly 6er10ro LiBeTa (12 ctpunos no
7 8 Npo6bu1PoK)
Jvodwmnmzar
MKO-1 HIV Lyo 661070 LBETa - 4 Npo6YpKY
Jvodwmnmzar
MKO-2 HVLyo o -~ pora i 4 pOBUpKN
Jnodwmnmsar
BKOBLY 6eroro LgeTa 2 NpoGupKM
Mpo3payHas
OKO YUAKOCTb 14 2 NpoGupKn
PasGasvmens, | Po3paqHas - 2 oGP
XUOKOCTb

Habop peareHTOB paccuutaH Ha MpoBefeHWe VCC/Ief0BaHNs
96 06pasLOoB, BK/KOHaA KOHTPO/IA.

Bencusa 09.06.23-1
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BHVMAHWE!

Mepep MCMNONIb30BaHVeEM Habopa peareHTOB
HEOOXOAVMO O3HaKOMUTLCS C WHCTPYKUMEld Mo ero
NpUMeHEeHNIO. VIHCTPYKUMsST pa3MeLlleHa B 3/1EKTPOHHOM
BMAe Ha odwmuvasibHOM caiTe  [pou3BoauTens:
www.nextbio.ru (ansa ee nosyyeHnss HeobxogMm OOCTyN
B UHTepHeT). MeyaTHas BepcKs MHCTPYKLMW AOCTyMnHa Mo
3anpocy no tenedoHy (495) 620-08-73.

MATEPWAN ANA NCCNEJOBAHNA
naasma Kposu

KOMIMJIEKTHOCTb

Ha6op peareHTOB chopma BbIycka 4

VHCTpyKUMsi Mo B 3/1EKTPOHHOM BUZE MO aapecy:

NPUMEHeHVO WwWWw.hextbio.ru
Macriopt B 3/1EKTPOHHOM BUAE MO afpecy;
KavecTBa www.nextbio.ru

Kparkoe B 6yMakHOM Buae
pyKOBOACTBO

Komniext o B 6yMakHOM Buae
BK/1aablILLei

XPAHEHUVE

YcroBust xpaHeHUs1 Habopa

Habop 6epeyb OT BiarK. XpaHUTb Npy TeMneparype oT 2
[0 8 C B3alpiLEeHHOM OT cBeTa MecTe. BoccTaHOB/IeHHbIe
KOHTPO/IbHbIe 06pasLbl (MKO-1 HIV Lyo, MKO-2 HIV Lyo,
BKO B Lyo) xpaH1Tb rpu Temnepartype ot 2 40 8 *C He
6oree 3 mecsueB. MNLP-cmeck HIV Lyo XpaHTb B rnakeTe ¢
cunvIKaresiem. YrakoBsKy C /MotpvnavpoBaHHbIMM
peareHTamMmm Heo6Xx0AMMO BCKPbIBaTL HEMOCPEACTBEHHO
rnepef, viXx BOCCTaHOB/IEHVEM. He fonycKaeTcs
3amMopaxnBaHve peareHToB Habopa.



akaPAKuyna PHKu3 nccnegyemoro matepunana

[Ona akctpakumm PHK ncnonb3oBatb Habopbl peareHToB, peKoMeHAoBaHHble [MpomsBoguTeneM B MHCTPYKUMW MO
npymeHeHuto Habopa «Amnaulpanm* HIV». Mopagok pabotel ¢ Habopamu 418 aKcTpakumm HK cmoTpuTe B UHCTPYKLMKU
Nno UX NPUMEHEHUIO.

BHVMAHWVE! Onsa skcTpakummn 13 100 MK nccnegyemoro obpasua Mcnosb3yetcst KOMMAekT «Amnanlparivm PUBO-npens», v3
200 nnm 1000 Mkn - «MarHolMpaim* YnbeTpa» niv gpyrue Habopbl, pEKOMeHAYeMbIe B MHCTPYKLUMM MO MPUMEHEHMIO Habopa.

BHUMAHWE! Kanubpatop MKO-1 HIV Lyo ncnonb3yeTcs TONbKO NpY NpoOBeAEHUN KONMYECTBEHHOIO aHams3a: B ABYX
noBTOpax Npu MepBoli NOCTaHOBKE UCMO/b3yeMoi cepun Habopa, B 04HOM - Mpu nocneaytowmx. Kannbparop MNKO-2 HIV Lyo
1Ccnonb3yeTcs B ABYX MOBTOpax Npv MepBOii MOCTaHOBKE B KOSIMYECTBEHHOM dhopmarte, B OAHOM - MpW MOCMeAyroLnX
NoCTaHOBKax B KOJINYECTBEHHOM (popmaTe 1 Nnpu NocTaHOBKe B Ka4eCTBEHHOM hopmare.

BHVIMAHWE! PeareHT BKO B Lyo BHOCUTCSI B KaXKAyH0 MPOBUpPKY C uccnenyemMbiMn 1 KOHTPOJIbHbIMY 06pa3uamMin (BKtovas
nonoxutenbHble (MKO-1 HIV Lyo, MKO-2 HIV Lyo) n otpuuatesnibHbii (OKO) KOHTpon).

BHUMAHUWE! PeareHTbl MKO-1 HIV Lyo, MKO-2 HIV Lyo n BKO B Lyo TpebyoT BOCCTaHOB/IEHUS.

[ns BOCCTaHOBMEHVS JIMOPUNIN3MPOBaHHbLIX peareHToB HeobXxoAMmo B Npobupky c nuodmnmnisatom aob6asBuTb
Pa36aBuTesib BO6bEME, YKa3aHHOM B TabnuLe HMXe.

PeareHT PasbaBuTesnb, MK
MKO-1 HIV Lyo 25
MKO-2 HIV Lyo 25
BKO B Lyo 600

O6beMbl peareHTOB U UCC/eAyeMbIX 06Pa3LIOB, NCMO/b3yeMble NPU 3KCTPakuum PHK ¢ NoMoLb0 peKoMeHayeMbIX
HaGOpPOB peareHToB, YKasaHbl B Ta6/IULLE HUXKE.

[oGaBnsiemMblii peareHT/ obpasel,
Mpw akcTpakumm 13 100 mkn obpasua

Viccnepyemble o6pasupl 100 mkn B NPOGVPKN ANsa nccnegyembix 06pasLoB
BKO B Lyo (BocCTaHOB/IEHHbII) 10 mkn B KaXXayt0 Npobupky
OKO 100 mkn B Npo6upky o1 OKO (oTpuuaTesibHOro KOHTPOsIA)

MKO-1 HIV Lyo (BOCCTaHOB/IEHHbII) 10 Mk/1 + 90 Mk OKO B npobupky anda MK1 (nosoxmnTenbHOro KOHTPOsIs)
MKO-2 HIV Lyo (BOCCTaHOB/EHHBIA) 10 mkn + 90 mkn OKO B NPo6upKy A4n1s MK2 (N0N0XUTENTbHOTO KOHTPOSISA)
PeareHT ona anounn PHK 50" mkn B KaXX4yto Nnpobupky

Mpw akcTpakummn 13 200 Mk obpasua

Viccnegyemble o6pasubl 200 mkn B NPOGMpPKM NS mccnegyemMbix 06pasuos
BKO B Lyo (BOCCTaHOB/IEHHbIiA) 10 mkn B KaXXayto Npobupky
OKO 200 mkn B Npo6upky a1 OKO (oTpuLaTesibHOro KOHTPOSSA)

MKO-1 HIV Lyo (BocCTaHOB/IEHHBII) 10 Mkn + 190 mkn OKO B npobupky a5 MNK1 (Mof1oX1TeNnbHOro KOHTPOs)
MKO-2 HIV Lyo (BOCCTaHOB/EHHbIN) 10 Mkn + 190 mkn OKO B npobupky a1 MNK2 (MofioXXnTenbHOro KOHTPOs)
PeareHT onsa anouumn PHK 100 mkn B KaXXAyto Nnpobupky

Mpw akcTpakumm 13 1000 Mk obpasua

Viccnengyemble o6pasubl 1000 mKn B NPOGMpPKU 151 UccnenyemMmbix 06pasLos
BKO B Lyo (BOCCTaHOB/IEHHbI) 10 mkn B KXyl NMpooupky
OKO 1000 mKn B Npo6bupky o151 OKO (oTpmuatesibHOro KOHTPOIS)

MKO-1 HIV Lyo (BocaaHOB/EHHbIA) 10 mkn + 990 mks1 OKO B Npobupky ana MK1 (NONOXUTENTBHOTO KOHTPO/ISA)
MKO-2 HIV Lyo (BocCTaHOB/IEHHbIIA) 10 MK/ + 990 mkn OKO B Npo6upky ans MNK2 (Nos1ioxXnTesIisHOro KOHTPO/IA)
PeareHT gna anounn PHK 100 mkn B KaXXAyto Nnpobupky

pn HEOBXOAUMOCTY AOMYCKaAETCs yBeMueHre obbema amoLmm 4o 90 MK/

sam AN AL NN A
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lF'I'ILI,P ¢ AETEKUMEWN B PEXXUME «PEA/IbHOITO BPEMEHW>»

OVMAVME\ N1 BHECEHWUA B MPOGUPKM peareHToB, Npo6 PHK 1 KOHTPO/IbHLIX 06Pa3L0B UCM0/b30BaTh 04HOPA30BbIe

MKOHEYHUKN C Cbl/ll'lepaMI/I.

1. OTo6paTb HEOOXOANUMOE KOSIMYECTBO CTPUNOBAaHHbLIX NPo6upok c MLP-cmeckio HIV Lyo ana nposegeHna OT-MUP PHK
ncernenyemMbIX U KOHTPO/IbHbIX 06pa3LoB.
2. BHectun B npobupkun c MNMUP-cmeckio HIV Lyo o6pa3subl cornacHo Tabnavue:

Job6aBnsaemblii peareHT/ o6pasel
BHecTn no 20 mkn

BHNMAHWE! V36eratb nonagaHus copbeHTa B peakUuOHHYIO CMECh.

Mpo6bl PHK, akcTparmpoBaHHOW 13 BHDOGDKA 1S NCC/IEAVEMbIX O6DA3LOB
nccnegyemoro obpasua P pri an Ay past
B Npo6UupKy A/ o6pasya OKO (oTpuuaTelbHOro KOHTPOsis

Mpo6bl, 3KcTparnpoBaHHo 13 OKO
3KCTpaKummn)

Paz6aButesb B Npo6upKy ans o6pasua K- (oTpuuatensHoro koHtponsa OT-MLP)

Mpo6bl, akcTparmpoBaHHol 13 MKO-1 HIV Lyo
(TONMBbKO NPU KONMHECTBEHHOM aHasn3e)

Mpo6bl, akcTparnpoBaHHoii 13 MKO-2 HIV Lyo
(Npy KAYeCTBEHHOM WM KONMYEC TBEHHOM aHa/3e)

B Npo6upKy O/151 o6pasua MNK1L (Mos1oXUTENbHOro KOHTPOS)

B Npo6upky 15 ob6pasua MNK2 (nonoxmtenbHOro KOHTposns)

3. [MMpu py4yHOM aHann3e 3anporpaMmMuUpoBaTh amMnIMgIMKATOP C CUCTEMO AETEKLUUN B PEXUME «PEea/TbHOITO BPEMEHW»
COrIaCHO UHCTPYKLUMW MO ero NPUMEHEHWIO [/1s1 BbINOSIHEHWS CriefytoLLeli NporpamMmbl:

EAvHan nporpamMma amnandumkauumn n aetekumm slyopecL,eHTHOro curHana

Lk Temneparvpa. "C Bpewsi JeTekuna no kaHanam Ans Konunuectso
1 patypa, UVK/IOB
1 50 15 MuH - 1
2 95 15 MuH - 1
95 Oc -
3 45
60 20c FAM, R6G"

MpumeyaHue < PekomeHayemble napameTpbl 471 NPOrpaMMmpoBaHnUs amMnaMUKaTopoB YKasaHbl BO BKagbllle,
npunaraemom K Habopy.

BHVMAHUWE! Mpn mncnonb3oBaHM NporpaMMHOro otecneveHms FRT Manager nporpamMmupoBaHue amnandomkaTopa

YCTaHaB/IMBaeTCA aBTOMaTU4YEeCKN.

4. TMepef NOCTAHOBKOW B aMM/IMPMKATOP MNJIAHLIETHOIO TUMAa 0CaAUTb Karsii Co CTEHOK MPOGMPOK Ha BOpTEKCe.
5. YCTaHOBUTL CTPUMbI BSAUYENKM peakLMoOHHOIo Moay s npuéopa.
6. 3anycTuTb BbINOJIHEHWE MPOrpaMmbl amnandrKaumm ¢ geTekumein dslyopecLeHTHOro CUrHaia CorflaCHO MHCTPYKLMK

Nno NPMMEHEHUIO NCNOJIb3yEMOTIO aMI'I]'II/I(*)I/IKaTOpa.

2[leTexuya cvrHaria gy doyopodiopa R6G OCYLLECTRIRETCH MO KaHarTy AETEKLMM A7 aHanon/Hb X doyopodaopos HEX JCE, Yellow, VIC.
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.GOSZDRAVNADZOR.RU



/
AHAJTNS, BBIYNCNEHVE N MHTEPMNPETAUNA PE3Y/IBTATOB

OHMMAHWMEL MMpn py4yHOM aHasim3e 06paboTKy AaHHbIX (/TyOpPeCLEHTHbIX KPUBbLIX), MOJIYYEHHbIX B MPOrpamMmmHOM
obGecneveHn Npubopa, mMcrnosblyemMoro assa nposegeHnsa OT-MUP c getekuuveli B pexume «peasibHOro BPEMEHUN»,
NPOBOAUTL COMTACHO MHCTPYKUMKM MO ero NpuMeHeHuto. PekoMeHayemble napameTpbl 419 06paboTKM AaHHbIX yKa3aHbl

BO BK/IaJbllLe, MpuaraeMoM K Habopy.

AHa/IM3, BblUNCTIEHNE U MHTEepnpeTaunio pe3ysibTatoB MOXXHO NpoBOANTb:
- B Ka4eCTBEHHOM WU KOJZINY4eCTBEHHOM (bOpMaTe B aBTOMaTU4YeCKOM pexnmme C uUcnosib3oBaHnem nporpamMmmHoro

obecrieyeHus FRT Manager (OO0 «HTep/la6CepBuc», Poccus) cornacHo pykoBOACTBY NOJib30BaTe 1, BblopaB MeTOA4UKY,
yKasaHHY0 BO BKNafbllwe, npuiaraemMom K Habopy. PyKOBOACTBO Mosib30BaTeNsd pasMelleHo Ha odmumanbHOM caiite
000 «NHTep/labCepBuC» NO agpecy: https://www.interlabservice.ru/service/frt/;

- B KQ4eCcTBeHHOM dhopmaTe B PyYHOM pexume C NOMOLLbIH0 NPOrpaMMHOro obecneveHns npunoopa, NCNosib3yemMoro
ans nposegeHuns OT-MLP c geTekuunein B pexmnme «peasibHOro BPEMEHMU», COrlaCHO MHCTPYKUUM MO ero NpUMeEHEHUIo 1

WHCTPYKUMK K Habopy.

& 000 LUPMH (&7 INFO@CIRMI.RU €5 WWW.GOSZDRAVNADZOR RU



MpoHyMepoBaHO, CKPeMNNeHO U MPONLITO
nuct (aloB)

FeHepaNbHbI# aupekTop O6WecTBa C
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YTBEPXAAKO

HABOP PEATEHTOB A4 BblIABNEHWNA W KONNWYECTBEHHOIO ONPEAENEHWNA
PHK BUPYCA WVMMYHOLED®PUNUWNTA YEJNOBEKA NMEPBOIo TUMNA (HIV-1)
METOAOM OT-MUP C AETEKUWNEWN B PEXWME «PEA/IbHOIO BPEMEHW»

«AMMONUNPAWM® HIV» MO TY 21.20.23-211-09286667-2023

KoMnnekT Bkagblwei

NvucTtyTBepxXaeHus

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



000 «Hekctbuo», Poccunaj11394, r. Mocksa, yn. MonumepHas, 4. 8, c1p. 2,
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

,AA Hegc:TBI/IO

BKJAAAbLI W~

AvMnnulNpanm® HIV
Ha6op peareHTOB /111 BbISB/IEHVA U KOSIMYECTBEHHOTO onpeaeneHns PHK Brpyca nmmyHogedmupmta yenoseka nepsoro tmna (HIV-1)
meTogom OT-MUP c aeTekumeli B pexmme «peasibHoro BpeMeHm» «Amnauiipanm* HIV» no TY 21.20.23-211-09286667-2023

POPMA BbINYCKA X REF LOT

1. PEKOMEHAYEMbIE HACTPOVIK/ ANA NPUBOPOB POTOPHOIO TUIMA

Calibrate/Gain More Settings/ Slope
. Threshold/ Outlier Removal/ Correct/ JnHamunyecknii VckniounTb
KaHan Optint!sation.../
Mopor YctpaHeHue KoppexkT. choH LUMK/bI
OnNT.ypPOBHSA CUTH.
BbIOPOCOB YKNOHa

FAM/Green oT5Hm0 10H 0,07 10% BK/IHOYEHa BK/1HOYEH orlpo5
JOE/Yellow oT5HA0 10R 0,07 5% BK/THOUEHa BK/1HOYEH orlpo5

2. PEKOMEHZYEMbIE HACTPOVIKU /19 MPUBOPOB M/IAHLLETHOMO TUMA

2.1. O6Luue HacTpoiikM

VckniounTb LnKbl

Threshold / Mopor

KaHan
MoporoBas NMHUA 419 KaXKO0ro KaHasia yCTaHaB/IMBaeTCA Ha YpOBHE, COOTBETCTBYHOLLEM 5- orlpo5

FAM
10% OT MaKCUMa/IbHOTO YPOBHSA o/lyopecLeHUMN, MOJTYYEHHOTO /19 KOHTPOJ/IbHOIO
o6pasua MKO-2 FIIV/ MKO-2 HIV Lyo B nocriegHeM Uyik/ie aMnidovkaumm. orlpo5

R6G
2.2. Hactpoiikn ans npunéopa «CFX96»
MapamveTtp LLar aTana umMknInpoBaHusa Ramp Rate
95 "C 2,5 "Clsec
Step Options
60 "C 2,5 “Clsec
2.3. Hactpoiikn gnsa npubopa «ATnpaiim»
MeToa Tun aHanmsa KaHa Kputepuit NOSIOXNTENNBbHOIO
pesyneTarta MNuUP
Moporosbiii (Ct) Ct(Cp) FAM, R6G 70%
L1591 BCeX KaHau10B

3. XAPAKTEPUCTVKA KAJIMBPATOPOB
3HauveHns KOHUEHTpaLmn no KaHany ansa doyopodoopa, Konuii/mn

Kannbpartop 6G
R

MKO-IHIV/NnKO-IHIVLyo MepemeHHOe 3HaYeHne

MKO-2 H IV /TIKO-2 HIV Lyo

[NepemeHHOe 3HayeHne

4. TPAHNYHBIE 3HAYEHA MOPOIOBOIO LIMKNA (Ct)
paHnyHoe 3Ha4veHue Ct

Kanan gna donyopodpopa /
Obpase MI/ICEJe)I/-Ibp (Pop
Mpn6op poTopHOro TMna Mpubop nNnaHLWeTHOro TMna
FAM/ BKO <26,5 <30,5
ViccnepyemMble 06pasLbl

R6G/HIV-1 545 545

OKO FAM <26,5 <30,5
MK2 FAM <26,5 <30,5
(MKO-2 HIV/ MKO-2 HIV Lyo) R6G <31 5355

@ 000 LUUPMH [2) INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU »ILLIE, AB/IAETCA NEPEMEHHON 1 MEHAETCA B 3aBUCVIMOCTY OT cepumn Habopa.



BKNAAbI WA

ONSA aBTOMAaTMU4YeCcKOW o6paboTKM pe3ynbTaToB K Habopy «AMnaunlpaim® HIV>>

lpynna coBmectumocTu: Amnnunlpanm (PHK)

Kat. Ne: X

Cepusa:X

Cpok rogHoctu go: INrr-mmMm-aa

MeToauka: Amnaullpaim HIV (PHK) (ka4.) (RG)
pynna coBmectumocTun: Amnaullpainm (PHK)
Mpunbop: Rotor-Gene Q

WTpux-kon:

Mone ans wTpux-Kkoga

KaT. Ne: X

Cepusa:X

Cpok rogHoctu go: INrr-mm-AaL,

MeToaunka: Amnnulpaiim HIV (PHK) (ka4.) (CFX 96)
pynna coBmectumocTun: Amnnullpaiim (PHK CFX 96)
Mpubop: Bio-Rad CFX96

WTpux-kon:

Mone pna wTpux-koaa

Kat. Ne: X

Cepusa:X

Cpok rogHocTn go: rNnrr-mMm-gL

MeTtoauka: AMnnulpanm HIV (PHK) (kau.) (DT)
Fpynna coemectumocTtu: AMnaulpaiim (PHK OT)
Mpnéop: AHK-TexHonorna ATnpaim

WTpux-kon:

Mone pna wTpux-koaa

& 000 LMPMK @] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU >ILLie, SIBMISIETCS NEPEMEHHO 1 MEHSIETCS B 3aBUCUMOCTM OT Cepyn Habopa.



lpynna comectumocTu: AmMnaunlpaiim (PHK)

Kat. Ne: X

Cepus;X

Cpok rogHoctu go: I'rrr-mMmmMm-ga

MeToaunka: Amnnulpairim HIV (PHK) (konunu.) (RG)
Mpynna coBmeanmoan: Amnnullpaiim (PHK)
Mpubop: Rotor-Gene Q

WTpnx-kon:

Mone pna wTpux-koaa

KaT. Ne: X

Cepua:X

Cpok rogHoawu go: Irrrr-mmMm-a4a

MeTtoguka: Amnnulpaiim HLV (PHK) (konwndy.) (CFX 96)
pynna coemectumocTn: Amnaullpaiim (PHK CFX 96)
Mpn6op: Bio-Rad CFX96

WTpux-kon:

Mone gns wWTpuUx-Koga

KaT. Ne: X

Cepusa:X

Cpok rogHoctu go: Ir'rrr-mMmMm-g4

MeToguka: Amnaulpaim HIV (PHK) (konwny.) (DT)
Mpynna coBmecTtumoan: Amnnaulpanm (PHK AT)
Mpu6op: AHK-TexHonorma ATnpaim

WTpunx-kon:

Mone pna wtpux-koga
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MpoHYMepoBaHoO, CKpenaeHo 1 NpPoLIMTO
A __ nmucT (a/oB)

enepanbHbIiMpekTOp O6LLECTBa C
OrpaHNyCLW < MANTBETCTBEHHOCTbIO
ly
M.E. CeHunHa



YTBEPX QA

HHG6'™MA.
— i"peKTop

M. E. CeHunHa

HABOP PEATEHTOB ANA BbIABAEHWNA W KONWYECTBEHHOIO ONPEAENEHWNA
PHK BUPYCA WMMYHOAOE®PNLUWMTA YENOBEKA MEPBOI0O TUMNA (HIV-1)
METOLOM OT-NUP CAETEKUWEW BPEXWME «PEANBHOIO BPEMEHMU»

«KAMMOAWNPAVMM® HIV» MOTY 21.20.23-211-09286667-2023

®opma Bbinycka 1
d®opma Bbimycka 2
dopma Bbinmycka 3
dopma Bbinycka 4

Ula6bnoH nacnopTta KayecTBa

NucT yTBepX AeHUS
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_1HekcTBEWO OO0 «Hexctbio», Poceys, 111394, r. Mockea, yn. MonvvepHas, 4, 87p. 2
Ten. (495) 620-08-73, e-mail: info@nextbio.ru

nNACNHDOPT KA UYE aB A
Ne HoMep noTa/2165-41

AmMnannfNpaim® HIV

Habop peareHTOB /151 BbISIBNIEHUS 1 KOIMHECTBEHHOTO onpeaenenns PHK Bupyca nMmyHogedmuymta
yenoseka nepaoro Tvna (HIV-1) metogom OT-MLP ¢ geTekumein B pexvmMe «peasibHoro BpEMEHM» d MIrr-MM-A/
«Amnaulparim» HIV» no TY 21.20.23-211-09286667-2023

®OPMA BbINYCKA 1 " rrrr-mm-ana
KoHTponb kayecTBa nposeeH no TY 21.20.23-211-09286667-2023.

1. YNAKOBKA I MAPKNPOBKA HABEOPA

YnakoBKa 1 MapkMpoBKa Habopa ykasaHHOI cepumn COOTBETCTBYHOT TpeboBaHuam TY 21.20.23-211-09286667-2023.

2. KOMMNEKTHOCTb MNMOCTABKU

Pesynbtarel
KoMnoHeHT Xapakrepuctuka Hopwma KOHTpONS
Ha6op peareHToB «AMnanlpaiv® HIV» dhopma Bblinycka 1 B Ha/m4umn COOTBETCTBYET
B 9MIEKTPDOHHOM BMAEe Ha odMUVa/IbHOM —calite
VIHCTpYKLMA MO NpUMeHeHWo Habopa MpOM3BOMVTENS: WwwW.nextbio.ru B Ha/Mumm COOTBETCTBYET
Kparkoe pykoBOACTBO M0 MPUMEHEHVI0 B ByMakHOM Buae B Ha/Muumm COOTBETCTBYET
Habopa
KomnnekT BrnagbiLLei B OYMaXXHOM Bue B Ha/mMuum COOTBETCTBYET
B 9/IGKTPOHHOM BWAe Ha OdMuUMasbHOM — calite
MacnopT KavecTsa MpoV3BOMVTENS: Www.nextbio.ru B Ha/m4mm COOTBETCTBYET
3. COCTAB HABOPA U BHELLHWY BA, KOMMNOHEHTOB
Pesynbtarsl
KomnoHeHT Hopma KOHTPONS:
MUP-cvecs HV 2 npobupku. Mpo3payHas X1aKoCTb. COOTBETCTBYET
Bydep C 2 npobupku. MNpo3payHas X1aKoCTb. COOTBETCTBYET
PeareHT TG 2 npo6upku. MpospayHas XXWOKOCTb. COOTBETCTBYET
Taq nonvMvepasa 2 npo6upku. Mpo3payHas X1aKoCTb. COOTBETCTBYET
Pesepraza (MMIv) 2 npobupku. MNpo3paqHast XUAKOCTb. COOTBETCTBYET
[MKO-IHIV 4 npo6upkn. Mpo3payHast XUOKOCTb. COOTBETCTBYET
MKO-2H1Y 4 npo6upku. MpospaydHas XXMOKOCTb. COOTBETCTBYET
BKOB 2 npo6upku. MpospayHas XXMOKOCTb. COOTBETCTBYET
OKO 2 npo6upku. Mpo3payuHas XXUAKOCTb. COOTBETCTBYET
K- 2 npo6upku. MpospadHas XMOKOCTb. COOTBETCTBYET
4. ®PYHKUMOHAJIbHBIE XAPAKTEPUCTVKN HABOPA"
[Nokasaresib Hopwma PesynbTtarsbl KOHTPOIA
Mpenen obHapyxeHus

BoiBnenve PHK HIV-1 npu  uvccnegosaHuy  passefeHus
CTaH[apTHoOro o6pasua npeanpusTua «COM 735-22 PHK HIV - PHK HIV-1 o6HapyxeHa. COOTBETCTBYET

LTR1» a0 KoHUeHTpauymn 100 Konuid/mn

BbisiBnieHve PHK HIV-1 npu  uvccnegosaHWn — pasBefeHus
cTaHgapTHoro obpastia npeanpustua «COM 755-22 PHK HIV - PHK HIV-1 o6HapyxeHa. COOTBETCTBYET
POL» go koHueHTpauymn 100 konuit/mn

Mpesen uaMepeHus

KonuuecteseHHoe onpegenexne PHK HIV-1 npu vccnegosaHim MOMyYeH  KONMYECTBEHHbIA  pesyribTar.
KomnsiekcHoro  COIM,  NpUroToBMIEHHONO U3 CTaHOaPTHbIX o . COOTBETCTRYE
obpasuos npeanpusatua  «COM 735-22 PHK HIV  LTRD», {Kggffg\af}o%g;io* Konsm M AanasoH TBETCTRYeT
«C0OM 755-22 PHK HIV POL», B KoHLeHTpaummn 500 konui/mn ' ’ '

TecTmpytoTCA MK AKCTPaKLMM 13 200 MK 0bpasLia.
& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



PesyrbTarbl TECTUPOBaHUS 1CCNedyeMbIX 06pasLIOB 1 KOHTPO/IEH UCC/IEA0BaHMSI COOTBETCTBYIOT KPUTEPUAM BasIMAHOCTY, YKa3aHHbIM
BUHCTPYKLMW MO NPpUMEHeHU0 Habopa.

5. YCNOBUA TPAHCIIOPTUPOBAHWA N XPAHEHNA

YcnoBusi TpaHCNoOpPTUPOBaHUS YcnoBusi xpaHeHust
Habop xpaHuTb npu Temnepatype oT - 24 oo - 16 “C B
Habop TpaHcnopTupoBaTh Npu Temneparype oT - 24 oo - 16 °C 3awyieHHoM otcBeTa mecTe. KoHTpornbHble o6pasupl (MKO-1 HIV,
[JonyckaeTcs TpaHCNopTMPOBaHMeE Npy Temnepatype oT 240 8“C  MKO-2 HIV, BKO B n OKO) mocrie pasMOpPO3K/ XpaHUTb Mpu
He 6oree 5 cyTok. Temnepartype oT 2 fo 8 "C B TedeHue 6 mecsleB. He gonyckaetcs
MOBTOPHAs 3aMOPO3Ka KOHTPO/TbHbIX 06pa3LI0B.

Jara Bbigaum nacriopra XX XX XX

JomKHoCTL Meyars nogpasaereHus noanvch (PacLLAyPOBKa)

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



—AHekcTBEUVNO OO0 «Hexctbio», Poccs/I11394, 1. Mocksa, yr+- lMonvvepHas, 4. 8,XTp. 2,
Bootoon Ten. (495) 620-08-73, e-mail: info@nexthio.ru

NMACNOOPT KAYECTBA
Ne Homep noTa/P2165-42

AMnanulNpaim® HIV IIII

Habop peareHToB A1 BbISB/IEHUS 1 KONMYECTBEHHOrO onpeaenexnns PHK Brpyca nmmyHopedmumta
yenoseka nepsoro Tvna (HIV-1) metogom OT-TLP ¢ geTekumein B pexvMe «peasibHoro BPEMEHN» rrrr-mv-JA
«AmnuMpainv* HIV» no TY 21.20.23-211-09286667-2023

®OPMA BbIlNMYCKA 2 rrrr-mm-gu,

KoHTposb kavectBa nposegeH no TY 21.20.23-211-09286667-2023.

1. YMAKOBKA /1 MAPKPOBKA HABOPA

YnakoBKka 1 MapkupoBka Habopa ykasaHHOW Cepun COOTBETCTBYIOT TpeboBaHmsaM TY 21.20.23-211-09286667-2023.

2. KOMIMJIEKTHOCTb MNOCTABKU

PesynbTarsi
KomnoHeHT Xapakrepuanka Hopma KOHTPONS!

Habop peareHToB «Amnaulpaim* HIV»  chopma Bbinycka 2 B HAM4Mn COOTBETCTBYET

B 9/IEKTPDOHHOM BuUAe Ha odmupanibHoM — caiire
VIHCTPYKUMA 1Mo NpUMeHeHno Habopa MpOM3BOMMTENS: WWW.Nextbio.ru B Ha/Mumn COOTBETCTBYET
Kparkoe pykoBOACTBO M0 MpUMEHEHMIo B GYMaXXHOM Buae B Ha/Mumn COOTBETCTBYET
Habopa
KomnnekT BriagplLLelt B GYMaXkHOM Buae B Ha/14Mn COOTBETCTBYET

B 9/IEKTPOHHOM BWge Ha odwupasibHOM caliTe
Macnopt KavecTsa MpOM3BOMMTENS: WWW.hexthio.ru B Ha/IMumn COOTBETCTBYET

3. COCTAB HABOPA W BHELLHW/ BWA, KOMMOHEHTOB
Pesynbtarsl
KomnoHeHT Hopma KOHTPOMS:

MLP-cvecs HIV 100 npo6upok (12,5 Crpmnos no 8 Npo6rpok). MNpo3padHast XXUAKOCTb, CoOTBETCTRYET

packanaHa nof, napadgwH 6enoro LseTa.
Bydep D 2 npo6upkK. Mpo3spayHast XUOKOCTb. COOTBETCTBYET
PeareHtTC 2 npo6upku. MNpo3spadHast XUOKOCTb. COOTBETCTBYET
Taq nosmmvepasa 2 npo6bupku. Mpo3payHas X1aKocTb. COOTBETCTBYET
Pesepraza (MMIv) 2 npo6upku. MNpo3payHast XNAKOCTb. COOTBETCTBYET
MKO-1 HV 4 npo6upky. Mpo3payHas XXMAKOCTb. COOTBETCTBYET
MKO-2H1Y 4 npo6upkun. Mpo3payHast XNaKoCTb. COOTBETCTBYET
BKOB 2 npobupku. Mpo3payHas XXUOKOCTb. COOTBETCTBYET
OKO 2 npo6upku. Mpo3payHasn XUOKOCTb. COOTBETCTBYET
K- 2 npo6upku. MpospayHas XMaKOCTb. COOTBETCTBYET

4. OYHKUMNOHAJbHBIE XAPAKTEPUCTUKA HABOPAM
[Nokasaresnb Hopma PesynbTatsl koHTpONs (
Mpenen obHapyxeHns

BoieneHne PHK HIV-1 npu  uccnegosaHuy — passefeHvst
CTaHfapTHOro o6pasua npeanpusTust «COM 735-22 PHK HIV  PHK HIV-1 o6HapyxeHa. COOTBETCTBYET

LTR1» 80 KOHUeHTpauyn 100 Konuid/mn

BbisiBneHve PHK HIV-1 npy  wuccrnemosaHm  passefeHust
CTaHAApPTHOrO oBpasula npeanpusTis «COM 755-22 PHK HV  PHK HIV-1 o6HapyxeHa. COOTBETCTBYET
POL» fo koHueHTpauumn 100 konuit/mn

" TeCTUpYIOTCA MU SKCTPaKLMM 13 200 MK 06pasLa.
& 000 LMPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



[Nokazaresb

Hopwma PesynbTarbl KOHTPOAS

Mpesen u3MepeHus

KonunuectseHHoe onpegenexve PHK HIV-1 npu nccnegosaHnm
komnnekcHoro COIM,  MNpUroTOB/IEHHOrO U3 CTaHAAPTHBIX
obpasyoB npeanpusATus  «CON 735-22 PHK HIV  LTRL»,
«CON 755-22 PHK HIV POL», B kOHLeHTpauum 500konuid/mn

MoryyeH
yKnagpblBaroLmiics B
1,58x10"- 1,58x10" Konwmia/mn.

KO/TMYECTBEHHBII pesynbrar,

AananasoH COOTBETCTBYET

Pe3ynbTathl TECTUPOBAHNSA UCCNEAyEMbIX 06pa3L0OB U KOHTPO/El 1UCCNe0BaHNsi COOTBETCTBYIOT KPUTEPUAM BaNIMAHOCTY, yKa3aHHbIM

B VHCTPYKLMM N0 NMPUMEHEHMI0 Habopa.
5. YC/IOBNA TPAHCINOPTUPOBAHNA N XPAHEHNA

YcnoBusi TpaHCNOPTUPOBaHNSA
Habop TpaHcnopTMpoBaTb Npu Temnepatype ot - 24 o - 16 *C

JonyckaeTca TpaHCrnopTpoBaHue npu Temneparype ot 2 go 8*C
He 6onee 5 cyTok.

Jara Bblaaun nacriopra XX XX XX

rneyaTtb noapasaesneHust

JomkHocTb

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Ycnosus xpaHeHua
Ha6op xpaHuTb npu Temneparype oT - 24 no - 16 *C B
3aLmieHHoM otcBeTa Mecte. KoHTposbHbie 06pasLbl (MKO-1 HIV,

MKO-2 HIV, BKO B n OKO) nocne pasmopo3ku XpaHuTb Mpu
Temneparype ot 2 oo 8 *C B TeueHve 6 MecsLeB. He gonyckaetca

MNOBTOPHaA 3aMOpPO3Ka KOHTPO/IbHbIX 06p8.3LI,OB.

nognuce (pacLumcppoBka)



NHeKcTBM O 000 «HexcTbMo», PoceisI11394, T. Mocka, yn. MonvvepHas, 4, 8, - 2
? Ten. (495) 620-08-73, e-meil: info@nextbio.ru

nNACNODOPT KAYECTBA
Ne Homep nota/P2165-43

AMnnulpaitm® HIV \Lw

Habop peareHToB A/15 BbISIB/IEHMS U KOMMUYECTBEHHOTO onpeaeneHns PHK Brpyca nmmMyHogedomumta
uenoseka nepsoro Tuna (HIV-1) metogom CATILIP c aeTekuyieli B peXVMe «peasibHOro BPEMeHM» Frrr-MM-ag
«AvnuMpaiiv* HIV» no TY 21.20.23-211-09286667-2023

®OPMA BbIMYCKA 3 2 rrrr-mm-ga
KoHTpOsb kadecTsa nposegeH no TY 21.20.23-211-09286667-2023.

1. YMNMAKOBKA I MAPKVPOBKA HABOPA
YnakoBKa 1 MapKnpoBka Habopa yKa3aHHOW cepun COOTBETCTBYHOT TpeboBaHmsaMm TY 21.20.23-211-09286667-2023.

2. KOMIMEKTHOCTb MNMOCTABKA

Pesynbtarsl
KomnoHeHT Xapakrepuctuka Hopma KOHTPONSA
Habop peareHToB «Amnunlpaiim* HiV»» dhopma Bblinycka 3 B Ha/mumm COOTBETCTBYET
B 9/IEKTPOHHOM BWAE Ha oduManbHOM — caiiTe
VIHCTpYKLWS Mo NpyMeHeHuo Habopa Mpovi3BOAMTENS: Www.Nextbio.ru B Ha/mM4mn COOTBETCTBYET
Egg;gge PYKOBOACTBO O MPUMEHEHIIO B 6yMaxKHOM Buae B Ha/Muun COOTBETCTBYET
KomnnekT BknaapiLei B 6yMaXXHOM Buae B Ha/mM4mn COOTBETCTBYET
B 9/IEKTPOHHOM Buage Ha odmUMasibHOM — caiite
MacnopT kayecTBa Mpov3BoaTENs: Www.nextbio.ru B Ha/mM4mn COOTBETCTBYET
3. COCTAB HABOPA 1 BHELIHW/ B/ KOMMOHEHTOB
PesynbTarsl
KomnoHeHT Hopma Y
MUP-cveceHLY 100 npo6upok. Mpo3payHas XUAKOCTb, packanaHa nog, napadomH. COOTBETCTBYET
Bydep 0 2 nNpo6upku. MNpo3payHast XXMOKOCTb. COOTBETCTBYET
PeareHt TG 2 nNpo6upku. Mpo3payHas XXMOKOCTb. COOTBETCTBYET
Taq nommMepasa 2 npobupku. MpospayHas XnaKocTb. COOTBETCTBYET
Pesepraza (MMIv) 2 npo6upkK. Mpo3payHas XUOKoCTb. COOTBETCTBYET
MKO-IHIV 4 npo6upkm. Mpo3padHast XUOKOCTb. COOTBETCTBYET
MKO-2H1Y 4 npo6upkn. Mpo3payHas XXMOKOCTb. COOTBETCTBYET
BKOB 2 nNpo6upku. MNpo3payHas XXMOKOCTb. COOTBETCTBYET
OKO 2 npo6upku. Mpo3payHast XUOKOCTb. COOTBETCTBYET
K- 2 npo6upku. Mpo3padHas XMOKOCTb. COOTBETCTBYET
4. ®YHKUMOHAJIbHBIE XAPAKTEPUCTUK HABOPA®
[Nokasaresnb Hopwva PesynbTarbl KOHTpoONs
Mpeaen o6HapyxeHus
BoisiBneHve PHK HIV-1 npu wuccregosaHuy  passefeHus
CTaHfapTHOro o6pasua npeanpuaTus «COM 735-22 PHK HIV  PHK HIV-1 o6HapyxeHa. COOTBETCTBYET

LTR1» a0 koHUeHTpauym 100 Konuid/mn

BoisiBneHve PHK HIV-1 npu uvccnenosaHun — passefeHvs
CTaHAapTHOro obpasua npeanpusTust «COM 755-22 PHK HIV - PHK HIV-1 o6HapyxeHa. COOTBETCTBYET
POL» fo koHueHTpauumn 100 konuid/mn

Mpenen naMepeHs

KonnuectseHHoe onpegeneHve PHK HIV-1 npu vccrenosaHum MOMyueH  KOMMYECTBEHHbIA  pesymbTar

komnnekcHoro OO, MPUrOTOBNIEHHOTO U3 CTAHAAPTHBIX  \y oo o g B MANEA30H COOTBETCTRYET
0Gpasuos mpeanpnsTvs «COM 73522 PHK HV. LTRD, ) gorion 1 B010n commiina, 4
«C0N 755-22 PHK HIV POL», B kOHUEeHTpauum 500 konuit/mn ’ ’ '

NTeCTUPYHOTCA MK 3KCTPaKLYM 13 200 MK 06pasLia.
& 000 LMPMM [ INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



f

1/3yrbTathl TECTUPOBAHKS UCCNedyeMblX 06pa3LIOB U KOHTPO/el UcCneaoBaHs COOTBETCTBYHOT KPUTEPUAM Ba/IMAHOCTU, YKa3aHHbIM
BUHCTPYKLMM MO NPUMEHEHMI0 Habopa.

5. YCNoBWA TPAHCTIOPTUPOBAHNA N XPAHEHNA
pA.. e 10 aaues
Ycnosust TpaHCMOPTUPOBAHWS Ycnosusi XpaHeHust

Ha6op XxpaHuTb npu Temneparype oT - 24 oo - 16 *C B
3aMLLEHHOM OoTCBeTa MecTe. KOoHTposibHble 06pasubl (MKO-1 HV,
MKO-2 HIV, OKO B 1 OKO) nocrie pasmopo3ku XpaHWTb npu
Temnepartype oT 2 fo 8 *C B TeueHue 6 MecsueB. He fonyckaeTcs
MOBTOPHAs 3aMOPO3Ka KOHTPO/TbHbIX 06Pa3LoB.

Habop TpaHcnopTupoBaTh Npu Temneparype ot - 24 oo - 16 *C
[Jonyckaetcs TpaHcrnopTypoBaHue npy Temneparype or 2 o 8'C
He 6onee 5 cyTok.

[Jara Bblgaun nacrnopra XX XX XX

JomkHocTb reyarb NoapasseneHys noanmchb (pacLLmdypoBKa)

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



AHekcTBUO OO0 «HexcTbMo», Poccs 111394, 1. Mockea, yn. MNommvepHas, 4. 8, CTp. 2,
/lomfieneam Ten. (495) 620-08-73, e-mail: info@nextbio.ru

NACIOOPT KAYECTBA

Ne Homep nota/2165-44

AMnnanulpaim® HIV

Hab6op peareHToB 4/15 BbISB/IEHVS U KONTMYECTBEHHOTO onpeaenenns PHK Bupyca nmmMyHogedmumTa
yerioeka nepsoro Tvna (HIV-1) metogom OT-MNUP ¢ geTek* e il B peXxume «peasibHOro BPEMEHN»
«Amnauvlparim» HiV» no TY 21.20.23-211-09286667-2023

d ] [TIT-MM* A
®OPMA BbINYCKA 4 rrrr-mm-Aau,
KoHTposnb kavyeaBa npoBefeH no TY 21.20.23-211-09286667-2023.

1. YMNMAKOBKA 1 MAPKNPOBKA HAEOPA
YnakoBKa 1 MapkMpoBka Habopa ykasaHHOW Cepun COOTBETCTBYIOT TpeboBaHunsm TY 21.20.23-211-09286667-2023.

2. KOMIMNEKTHOCTb NMOCTABKA

Pesynbtars!
KoMmnoHeHT XapakrepucTvka Hopwma KOHTpONS
Habop peareHtoB «Amnnulparim® HiVs chopma Bblinycka 4 B Ha/mM4mn COOTBETCTBYET
B 3/IEKTPOHHOM BUAE Ha OdmumanbHOM — caiite
VHCTpYKUMA NO NpUMeHeHn0 Habopa MpOM3BOMMTENS: Www.nextbio.ru B Ha/I4vn COOTBETCTBYET
Kparkoe pykoBOoACTBO Mo MPUMEHEHMIo B OyMaXkHOM BUaE B Ha/IM4Mn COOTBETCTBYET
Habopa
KomnnekT BkiagpliLLeli B BymMavkHOM Buae B Ha/Mumn COOTBETCTBYET
B 9/IEKTPOHHOM BUWAEe Ha odmupasibHOM — caifte
MacnopT kavecTBa MpOV3BOIUTENS, WWW.Nextbio.ru B Ha/IM4un COOTBETCTBYET
3. COCTAB HABOPA V1 BHELUHWIA BWAL, KOMMOHEHTOB
PesynbTars!
KomMnoHeHT Hopma KOHTPOMSA
MUP-cmecs HIV Lyo 96 Npo6MpoK (12 cTprnoB No 8 NPO6UPOK). JSTnodmnmsar 6e1oro upeTa. COOTBETCTBYET
MKO-IHIVLyo 4 npo6uypku. Jinodmnmsar 6eoro UgeTa. COOTBETCTBYET
MKO-2 HIV Lyo 4 npo6upkun. JInodmnnsat 6enoro LpeTa. COOTBETCTBYET
BKOBLyo 2 npo6upkn. Ninochmnmsat 6enoro LseTa. COOTBETCTBYET
OKO 2 npo6upku. Mpo3padHast XUaKoCTb. COOTBETCTBYET
Paz6asvTesb 2 npo6upku. MNpo3payHast XNAKOCTb. COOTBETCTBYET
4. OYHKUNOHANbHBLIE XAPAKTEPUCTUKA HABOPAN
[Nokasarens Hopma PesynbTartbl KOHTPONA
Mpeaen obHapyxeHns

BoissBnenne PHK HIV-1 npu  wvccnegosaHun — pasBefeHus
CTaHgapTHOro obpasua npeanpusitua «COM 735-22 PHK HIV - PHK HIV-1 o6HapyxeHa. COOTBETCTBYET

LTR1» 00 KoHueHTpauum 100 konuiiimn

BoisiBnenve PHK HIV-1 npu  uvccriegoBaHnn — passefeHus
CTaHAapTHOro o6pasua npeanpusTust «COM 755-22 PHK HIV - PHK HIV-1 o6HapyxeHa. COOTBETCTBYET
POL» 0o koHueHTpauum 100 konuit/mn

Mpenen n3mepeHus

KonuuectesenHoe onpegeneHve PHK HIV-1 npu mnccneposaHm
KomnniekcHoro  COIl,  MPUrOTOB/IEHHOrO M3 CTaHAAPTHBLIX
obpasyoB npegnpustua «QOM 735-22 PHK HIV  LTRL»,
«C0O 755-22 PHK HIV POL», B koHUeHTpaummn 500 konuid/mn

MosyyeH KO/MYECTBEHHBIA  PE3y/ibTar,
yKnagplsaroLpiics B [nanasoH COOTBETCTBYET
1,58x10"-1,58x10" konwit/mn.

PesynbTaTbl TECTUPOBaHWS UCCNeyeMbIX 06pa3L0oB U KOHTPOSEl NCCNefoBaHNs COOTBETCTBYHOT KPUTEPUAM BaUIMAHOCTY, YKa3aHHbIM
B MHCTPYKLMM MO NPUMEHEHUIO Habopa.

"TecTvpyraTCA MK SKCTRaKLM 113 200 MKN 06pasLa.
& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



5. YCNOBUA TPAHCIIOPTUPOBAHUA N XPAHEH/A

YcnoBuvs TpaHCMOPTVPOBaHUS!

Habop TpaHcnopTupoBath Npu Temneparype oT 2 no 8 *C
[JonyckaeTcs TpaHCnopTupoBaHre npu Temnepartype ot 8 go 25 “C
He 6onee 3 cyTok. He fonyckaeTcs 3amopakmBaHue peareHToB
Habopa.

[Jara Bbiaaumn nacropra XX XX XX

JomiHocTb

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

reyarb noapasaesieHms

Ycnosusa xpaHeHns

Habop xpaHuTb npy Temneparype ot 2 Ao 8 *C B 3aLL,ULL,eHHOM OT
cBeTa MecTe. BoccTaHOBMEHHbIE KOHTPOSbHblE 06pasupl (MKO-1
HIV Lyo, MKO-2 HIV Lyo, BKO B Lyo) xpaHuTb npu Temneparype ot 2
[0 8 ®He 6onee 3 MecsaueB. MUP-cvecs HIV Lyo xpaHuTb B nakete
C CwvKaresieM. YnakoBKy C JMOuUM3npoBaHHbIMK peareHTamm
HeoOXOAMMO  BCKpbIBATb  HEMOCPEACTBEHHO  nepes WX
BOCCTaHOB/IEHMEM. He [onycKaeTca 3amopaxviBaHve peareHToB
Habopa.

noanuch (PacLLMpOBKa)



& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

MpoHyMepoBaHoO, CKPenIeHo 1 NpoLnTOo
3 nucT (a/oB)

eHepanbHbI*npekTop Ob6LLeCTBa C
orpanu”™pru” 0TBETCTBEHHOCTLIO

M.E. CeHuHa



