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0 BHeceHun HabopoB peareHToB

npoussoacTea komnaHum «QHK-TexHonorna»

B PeecTp poccuiickoil npoMbILLNEeHHOMN NpoayKLmum

MwuHnpomTopra PO

MHO®OPMALIMOHHOE NMUCbMO

YBakaeMmble konneru!

NHdopmupyem Bac o Tom, yto ¢ 31.07.2025 B Peectpe poccuiickoli
npombILLNeHHo npodykuum (PPIM) MuunpomTopra P® nosisunuck peecTpoBble 3anucu
Ha rpynny Habopos peareHToB, COCTOALLYI0 U3 50 NO3NLNIA, NPEACTABEHHbIX B Tabnuue
Mpunoxexus 1.

Momnmo npucBoeHust MHAMBNAYaNbHLIX PEECTPOBLIX HOMEPOB W NOSBREHUS
AaHHbIX HABOPOB peareHToB B caMoM PeecTpe, Ha CTpaHWLIE KaXKOO0ro 13 HUX B KaTanore
npoaykumu ['ocyaapcTBEHHOM MHGOPMALIMOHHOW CUCTEMBI npomebiwnenHoctn (MACIHT),
PANOM C HanMeHoBaHMeM o6aBneH COOTBETCTBYOLLWI 3HaK "PYC", KoTopbiil yKasbiBaeT
Ha Hanuune peectposoi 3anucu B PPMIM, a Takke B pasgene «CeegeHus o
npoucxoXxaeHnn npoaykuum» gobasneH cam HOMEP CO CPOKOM ero AeNCTBUS.

B cBoto ouepenb, B P no kaxgomy us 3asiBrieHHbIX HabopoB peareHTOB
NpeaycMoTpeHa BO3MOXHOCTb CaMOCTOSITENTbHOTO U OMepPaTUBHOMO hOPMUPOBAHUS!
COOTBETCTBYIOLLEN BLINMUCKM U3 peecTpa, cofepxalleil SNIEKTPOHHYKO  MOAMUCH
MuHnpomTopra PO,

Homepa uHAavBMayanbHbIX peecTpoBbix 3anuceit pacnpoCcTpaHATCs Ha Bce
3apernctpupoBaHHble B ®efepanbHoii crnyxbe no Haasopy B cepe 30paBoOOXpaHeHs
(PocanpasHagsop) v ykasaHHble B AEiCTBYIOLMX PETUCTPALIMOHHBIX YAOCTOBEPEHUAX
hacoBKM ANs KaXOOro 13 3asiBreHHbIX HaBopPOB peareHTos..

CpoKk nencTBms Kaxaoi peecTpoBoi 3anucK cocTasnseT 3 roga ¢ MOMeHTa eé
nosyyeHus.



Mouck uHTepecylowen nosvumn B  PPIIM MuHnpomTopra P® MoxHo
OCYLLECTBUTb YEPE3 WCMOoSIb30BaHNE WMEIOLErocs (UMbTPa MO0 HauMeHOBaHWIO
npeanpuATUA/NPOLYKLNN.

Mo Bcem BO3HMKaKOLMM Bonpocam npockba obpalyaTbes B cny0y KrMeHTCKom
noaaep>Xxku komnanun «JHK-TexHonorus»:

Ten. 8 800 200-75-15 (sBoHok no Poccum 6ecnnatHbiit)

+7 (495) 640-16-93 (gnsa ctpaH CHI™ n sapybexbs, 3BOHOK nnaTHbIN)

3NeKTpoHHbIN aapec: hotline@dna-technology.ru

leHepanbHbIi AnpekTop
000 «[HK-TexHonorus»

B.B. KonuH

TkaveHko Buktopus
Ten. +7 (495) 640-16-93



Mpunoxenue 1

MNepeyeHb HabopoB peareHToB,

BHECEHHbIX B PeecTp poccuinckoi npombILLINeHHON npoaykumm MuxnpomTopra PO

HanmeHoBaHue

Habop pearenTos ans suisiBneHns HK Neisseria gonorrhoeae, Trichomonas vaginalis, Chlamydia
trachomatis n Mycoplasma genitalium meTtogom MUP B pexume peamnbHoro BpemeHn (NTCM
Komnnekc)

Habop pearenTos ans sbiseneHns PHK kopoHasupycoB SARS-CoV-2 u noAoBbHbix SARS-CoV

METOAOM 0BpaTHO TPaHCKPUNLMA W MONMMepasHoi LienHol peakuuu B pexviMe peanbHOro
BpemeHu (SARS-CoV-2/SARS-CoV)

HaGop peareHTOB ANS BLIABMNEHUS U TUNMPOBAHWS Bo30yauTenei rpubKoBbIX WHEKUMI poaa
Candida, Malassezia, Saccharomyces u Debaryomyces meTozom MNUP B pexume peanbHoro
BpemeHn (Mnko3o0CKpuH)

HaGop peareHTOB ANs CKPUHMHIOBOTO MCCMEAOBaHUS MUKPOMIOPHI yporeHuTanbHoro Tpakra y
eHLMH meToaom MLP B pexume pearnbHoro spemern (PEMO®ITIOP® CKPUH)

Habop peareHToB ans sbisenenns OHK Epstein-Barr virus metogom MUP B pexume peanbHoro
BpemeHn (EBV)

Habop peareHtoB ans Bobisenenus [HK Helicobacter pylori meTofoM nonumepasHon LenHoi
peakuuu (Helicobacter pylori) no TY 21.20.23-042-46482062-2019

Habop peareHToB 4ns BbIsBNEHNs annens 27 nokyca B rnaBHOro KOMNAeKca rmcToCOBMECTUMOCTY
yenoseka metogom MNLP B pexume peansHoro BpemeHu (HLA-B27) no TY 9398-057-46482062-
2016

HaGop peareHToB ANS BbLISBMEHWS, TUMNWUPOBAHWUS U KOMWYECTBEHHOrO onpeneneHns Bupyca
nanunnomel Yenoseka metogom MNLUP (HPV KBAHT) no TY 9398-032-46482062-2019

HaGop peareHToB Ans BbiseneHust PHK kopoHasupyca SARS-CoV-2 meToaom OT-MUP B pexume
peanbHoro BpemeHu (SARS-CoV-2 NMaiT) no TY 21.20.23-115-46482062-2021

10

HaGop peareHToB Ans BbisBneHnss PHK  kopoHaBupyca SARS-Cov-2, pecnupaTopHo-
CUHUMTUanLHoro Bupyca, Bupycos rpunna A u B (6es anddeperunposarus) metogom OT-MLP B
pexume peanbHoro BpemeHn (SARS-CoV-2/RSVIFpunn Komnnekc) no TY 21.20.23-139-
46482062-2022

11

Habop peareHToB Ans BbisBneHus PHK koponasupyca SARS-CoV-2, BMPYCOB rpunna A v rpunna B
vetogom OT-MUP B pexume peanbHoro BpemeHu (SARS-CoV-2/Tpunn Komnnekc) no TY
21.20.23-054-46482062-2020

12

HaGop peareHToB Ans BbiseneHust [JHK Trichomonas vaginalis 1 Neisseria gonorrhoeae meTogoM

MLP B pexume peansHoro BpemeHy (T.vaginalis/N.gonorrhoeae Komnnekc) no TY 21.20.23-147-
46482062-2023

13

HaGop pearetTos Ans seisenerus [IHK Trichomonas vaginalis, Neisseria gonorrhoeae u Chlamydia
trachomatis metogom MUP B pexume peanbHoro spemeHu (TNC Komnnekc) no TY 9398-039-
46482062-2010

14

HaGop pearentos ans BbisBneHus [OHK Ureaplasma urealyticum un Ureaplasma parvum,
Mycoplasma genitalium, Chlamydia trachomatis meTogom MUP B pexume peanbHoro BpemeHu
(UMC Komnnekc)

16

Habop peareHToB Ans nccneaosaHns MUKPOIOPbI YPOreHNTANLHOMO TPaKTa MYXJnH METOAOM

MUP B pexume peanbHoro BpemeHn no TY 9398-090-46482062-2015 AHgapodnop®,
Anppodnop® CkpuH

16

Ha6op peareHToB AnA BbIABNEHUSA FeHOB PE3NUCTEHTHOCTU K rMUKonenTuaHbIM 1 6eTa-nakramHbIM

aHTubuotukam y Gaktepuit metogom [MLP B pexume peanbHoro BpemeHun (BakPe3sucta GLA,
BakPeaucta GLA Van/Mec) no TV 21.20.23-103-46482062-2018




HavmeHoBsaHune
n/n
Habop peareHtoB pans BbisBneHus [OHK ycrioBHO-NaTOreHHbIX BakTepuin  knaccos Bacilli,
17 Betaproteobacteria 1 Gammaproteobacteria, BbI3bIBAKOLLNX HO30KOMUarbHble U BHEOOMbHUYHbIE
nHdpekuyun, metogom MLIP B pexxume peanbHoro BpemMeHu (BakCkpuH YINM) no TY 21.20.23-084-
46482062-2018
Habop peareHToB gnsa BbisBneHus [HK BUMpYcOB nanunnoMbl YeroBeKa BbICOKOrO OHKOrEHHOro
18 " :
pucka MeToaom nonvmMepasHoii LienHol peakuun (BMY-FEH-16/18)
HaGop peareHtoB gns Bbisenedus JHK 14 Tunoe BUPYCOB Manuniombl YerioBeKka BbICOKOro
19 kKaHueporeHHoro pucka (16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59, 66, 68) n
AndepeHumposaHHoro onpegeneHus HK 16, 18, 45 Tvnoe meTogom MLP B pexume peanbHoro
BpemeHu (BMY-Ckpun) no TY 21.20.23-041-46482062-2021
20 HaGop pearenTos ans seissneHus [JHK rapaHepennsl aruHanuc (Gardnerella vaginalis) meTogom
nonumepasHon uenHon peakunv (FAPO-FEH) no TY 9398-001-46482062-2008
21 Habop pearentoB Ans Bbisenenns [HK Heticcepun roHopeu (Neisseria gonorrhoeae) meTogom
nonvmepasHon LenHon peakyun (FOHO-FEH) no TY 9398-009-46482062-2008
99 Habop peareHToB aAns Bbisenenus OHK kaHauabl anbbukaHc (Candida albicans) meTtogom
nonumepasHoi LenHoi peakuvun (KAHA-FEH) no TY 9398-002-46482062-2008
HaGop peareHToB Ans BbisBneHus fgeneuuu 7 ak3oHa reHa SMN1 U oueHKM coAepXaHus
23 SKCLIM3NOHHbIX Kkonel, T-kneTouHoro peuenTtopa (TREC) n pekoMGUHaLMOHHbIX Koney kanna-
AeneuunorHoro anemerTa (KREC) y HoBopoxaeHHbIx MeTofom MLIP B pexumMe peanbHoro BpeMeHU
(HeoCkpuH SMA/TREC/KREC) no TY 21.20.23-125-46482062-2021
HaGop peareHToB A5 BbIABMNEHUS HYKIEUHOBbLIX KACIOT BO3OyAWUTENER OCTPbLIX PECTUPaTOPHBIX
24 | BUPYCHbIX MHMeKuniA venoseka metogom OT-TMLP B pexume peanbHoro BpemeHn (OPBU
Komnnekc)
25 Habop pearentoB ans BbiseneHuss [OHK Mukonnasmbl reHutanuym (Mycoplasma genitalium)
METOAOM nonvumepasHoi LenHoit peakuuu (MIA3MOIEH-Mr)
2 Habop peareHToB Ans sbiseneHns [HK mukonnasmbl xomuuue (Mycoplasma hominis) meTogom
nonvmepasHou uenHon peakuun (MIA3MOIEH-Mx)
Habop pearenToB Ana BbisiBneHus [OHK ypeannasmbi ypeanutukym un napsym (Ureaplasma
27 | urealyticum - Ureaplasma parvum) u ux aunddepeHumamm METOAOM nonumepasHon LenHoMn
peakuun (MITA3MOIEH-YM)
28 | Habop peareHToB ans sbigenenns OHK MPOBA-MY MAKC ro TY 21.20.23-106-46482062-2019
29 HaGop peareHToB ANA BbIAENEHUS HYKNEWHOBLIX KCHOT BUPYCOB 13 KpoBW C npeaBapuTenbHbIM
koHUeHTpuposaHuem (MPOBA-HK-YINIbTPA)
30 Habop peareHTOB ANsA BblAENEHNSI HYKNENHOBLIX KUCMOT (MPOBA-MY) no TY 9398-088-46482062-
2016
Habop peareHToB Ans sbiaeneHuss OHK/PHK uyenoseka, GakTepui, BUPYCOB ” rpuboB u3s
31 | Guonoruveckoro matepuana yenoseka (MPOBA-MY-PAMUL Il) no TY 21.20.23-136-46482062-
2023
39 HaGop peareHToB ans BbiaeneHns JHK yenoseka n3 Cyxux naTeH kposu (MPOBA-MY-CI DWP) no
TY 21.20.23-145-46482062-2022
33 KomnnekT peareHToB AN BblAENeHUs] HYKNEMHOBBLIX KUCMOT (MPOBA-HK/MPOBA-HK-IMIKOC) no
TY 9398-035-46482062-2009
34 HaGop peareHToB ANA BbIAENEHUS| HYKNEMHOBBIX KUCHOT (MPOBA-HK-S) no TY 21.20.23-117-
46482062-2020
35 | Komnnekr peareHTtos ans seiaenenns AHK (MPOBA-PAMWI) no TY 9398-015-46482062-2008
36 Komnnekr peareHtoB Ans BbigeneHuns OHK (MPOBA-PAMUA-TEHETUKA) no TY 9398-033-
46482062-2009
37 | TpaHcnopTHas cpeaa ans 6uonpob ¢ mykonutukom (CTOP-M) no TY 21.20.23-102-46482062-2019
38 | TpaHcnopTHas cpena Ans 6uonpo6 CTOP-® no TY 21.20.23-101-46482062-2019
39 Habop pearenToB aAns BbisBneHnst HK TpuxomoHaca BarvHanuc (Trichomonas vaginalis) meTogom

nonmmepasHon LenHoi peakuun (TPUXO-TEH) no TY 9398-003-46482062-2008




HaumeHoBaHue
nin
40 Habop peareHToB Ans nccnefoBaHus GUOLIGHO3a YPOrEHUTANbLHOrO TpakTa y XEHLIMH METOAOM
MUP B pexume peanbHoro BpemeHn (PEMO®JIOP®) no TY 9398-020-46482062-2016
41 Habop peareHToB Ans BoiseneHus OHK xnamuaun Tpaxomartuc (Chlamydia trachomatis) meTogom
nonumepasHow LenHon peakyun (XITAMU-FEH) no TY 9398-412-46482062-2007
Habop pearentoB Ans BoiseneHus [OHK uuTomeranosupyca uyernoseka (CMV) wmeTopom
42 5 <
nonumepasHoit LuenHon peakuyun (LUMB-IFEH)
HaGop peareHtos pans BbiseneHus PHK  kopoHaeupyca SARS-CoV-2, pecnupatopHo-
43 | cuHunTHanbHoro supyca (RSV), Bupyca rpunna A (Influenza A virus) u Bupyca rpunna B (Influenza
B virus) metogom OT-TLIP B pexume peanbHoro Bpemern (SARS-CoV-2/RSV/Mpunn All'punn B)
Habop peareHToB ans BbisBneHns PHK cy6tuna supyca rpunna A (Influenza A H1N1pdm09)
44 | metogom OT-MLP B pexume peansHoro Bpemern (Bupyc Mpunna A H1N1pdm09) no TY 21.20.23-
157-46482062-2023
45 HaGop peareHtos ans BbiseneHus PHK supyca rpunna A (Influenza A virus) metogom OT-TMLUP B
pexvme peanbHoro spemern (Bupyc Npunna A) no TY 21.20.23-155-46482062-2023
46 Habop peareHToB Ans Bhisisnenns PHK supyca rpunna B (Influenza B virus) meTtogom OT-NUP B
pexume peanbHoro BpemeH (Bupyc Mpunna B) no TY 21.20.23-156-46482062-2023
HabGop pearenTos ans sbisenexns PHK cy6tunos supyca rpunna A (Influenza A(H1N1)pdm09 u
47 | Influenza A(H3N2)) metogom OT-MLIP B pexuMe peanbHoro BpemeHw (Fpunn A Komnnekc
H1N1pdmO09/H3N2) no TY 21.20.23-109-46482062-2022
48 Habop peareHTtos ans BeiseneHns PHK Bupycos rpunna A v rpunna B meTtonom OT-NUP B pexume
peanbHoro Bpemerun (MpunnKomnneke A/B) no TY 21.20.23-138-46482062-2022
HaBop peareHToB NS BbIABNEHUS HYKNEMHOBbLIX KUCMOT BO3GyAMTENel OCTpbIX pecnmpaTopHbIX
49 | BUPYCHbIX MHbEKUMir Yenoseka meTopom OT-MLP B pexwume pearnbHoro BpemeHn (OPBU CkpuH)
no TY 21.20.23-047-46482062-2022
50 Habop peareHToB Ans BhiAeneHns HyknenHosbix kucnot (MPOBA-MY DWP) no TY 21.20.23-062-

46482062-2020




