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HOBBIE BO3BMOXHOCTH

B MOJIEKYJSIPHOW ITUATHOCTHKE

SMBA ROCCAN OMBA POCCHM

nPOU3BOACTBO
Ha0opoB pearenToB «AMmnTecT®»

PaspaGoTka M IpOM3BOACTBO HaGOpoB pearenToB «AmmmuTect™  ocymecTBusoTCS
corpyaHukaMmu LleHTpa mocTreHOMHBIX TexHoJoruil denepalibHOr0 rocyAapcTBEHHOTO OKOJIKETHOTO
yupexxaeHuss «LleHTp cTpaTernyeckoro IUIAHUPOBAHHUS W YIPABICHUS MEIMKO-OMOIOrMYECKHUMHU

puckamu 3710poBbiO» DenepanbHOro Meauko-omosorudeckoro areHrcrea (PI'BY «LICIT» ®MBA
Poccun).
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C mosiBIIeHMEM HOBOW KOpOHaBHpycHOW wuHGekiun, LleHTp cram oxHOW U3 MEepBBIX
OpraHm3alluii, 3aperucTpupoBaniieii Habopbl peareHToB Juig BbisiBIeHUs: PHK kxoponaBupyca SARS-
CoV-2 tsoxenoro ocrporo pecriuparoproro cuaapoma (COVID-19) meromom monmuMepazHO# 1emHON
pEaKuu 1 MeTaeBOl N30TEPMUYECKON aMITTU(UKALIUY.

B 2021 u 2022 roxy Obun pa3paboTaHbl HaOOpbI peareHTOB AJis BbIABIeHUs MyTanuii PHK
kopoHaBupyca SARS-CoV-2, xapakTepHBIX ISl AMHAEMUOJIOTUYECKH 3HAYUMBIX MTaMMOB (Anbda,
bera, 'amma, Jlenbta 1 OMUKPOH).

HabGopsl pearenToB «AmmmuTect™y mms  amarHoctukn  COVID-19  BHISBASIOT —Bce
UPKYJIUPYIOIIHE Ha TEPPUTOpUU Poccuu M Bcero mMupa SMUAEMUYECKH 3HaYMMble mTamMMmbl SARS-
CoV-2. Bricokue moOKa3aTeNd aHATUTHYECKOW YYBCTBUTENBHOCTH TMO3BOJSIOT BbIsIBUTE PHK
KOpOHaBHpYyca JIaXke B MHKYOAIIMOHHOM TIEpHOJIE U Y OECCUMIITOMHBIX HOCHUTEIEH.

B 2021 rogy Obu10 noiy4yeHo perucrpaunoHHoe yaocrosepenue P3H Ha Habop peareHToB i
BoisiBiieHust PHK Bupyca xopu Mmeronom mnoiuMepasHod IenHoi peakuuu. JlaHHbII Habop cran
0COOEHHO aKTyalbHbIM B KoHIle 2022 rona, korga Ha teppuropun Poccuiickoit denepanuu u cTpas
CHI crana pactu 3a6071€BaeMOCTh KOpblo. Ha aHHbI MOMEHT MeauuuHckoe u3zienue «AmminTect®
Kopb» siBisleTcss €IMHCTBEHHBIM 3aperucTpUpOBaHHBIM B Poccrn HAOOpOM peareHTOB Ui BBISBICHUS
BCEX KJIMHMYECKHU 3HAUYMMBIX CyOTHUIIOB BUpYyCa KOPH METOJOM IOJMMEPa3HOW LIEMHON peakuuu u
MO3BOJISICT BBIABIATH BUPYC Ha caMOW paHHeW craauu 3aboneBaHus (3a 3-5 nHeH 1O MOsBICHUS
XapaKkTepHOU KOPEBOM CHIIN).

B 2022 roxy npousBoacTBeHHas 1aboparopust LlenTpa Hanauia BEITYCK Ha PHIHOK HAOOPOB Ha
OCHOBE HWMMYyHOXpomartorpaduueckoro anamuza (MXA). JlaHHBIA METOA JaeT BO3MOXKHOCTH
NIPOBE/ICHUS aHAIM3a B IOJIEBBIX YCIOBHUSX WM Y MOCTEIH OOJIBHOTO U MOJYYEHHUS pe3yJIbTaToB B
teuenue 10-15 MuHYT 0€3 HCIIONB30BaHM CII0KHOTO J1abopaTopHOTo 000pynoBaHus. B nanpHeimem B
JMHEWKY NMpOoayKIuu Ha ocHoBe MeToaa MXA noGaBminch HaOOpHI peareHTOB JJIs OHOBPEMEHHOTO
aHaNIM3a KOPOHABUPYCHOM MH(peKIuU 1 BUpyca rpurnna Tunos A u B « AmmmuTect® CoV-Inf A/B-Agy»

M TIONYKOJIUYECTBEHHOTo ompenenenus npokansiutonnHa (IIKT) B cHIBOPOTKE M IIasMe KpPOBHU
«AvnmuTect® Sepsis-MXA».
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Dagepantnoe MoaMKo-EMon o arewtcTeo

B 2023 romy momyueHbl peructpainronHsie yaocroBepenus P3H Ha HaOOpHI 1 BBIABICHUS
reHEeTHYECKHX JIeTEPMUHAHT PE3HCTEHTHOCTH GakTepuil k anTHOHOoTHKaM «AmmmuTect® BJIPC CTX-
M LAMP», «AmmmuTect® CP NDM/ OXA-48/ KPC LAMP» u «AmmiunTect® CP NDM/ OXA-48/
KPC LAMP Bacto», a Taxxe Hab0Op, TO3BOJISAIONINI OJHOBPEMEHHO BBISBJIATH BUPYCHI KOPU, KPACHYXH
¥ snuieMudeckoro napotura «AmmanTect® JleTckue BUPYCHI».

Jnisa ynobcTtBa XpaHeHUS TOTOBOM MPOAYKIMHM M SKOHOMHHM BpPEMEHHU I0Jb30BaTelNs Ipu
TIPOBEJIEHUU MPOOOIOATOTOBKH MPOU3BOICTBO HAGOPOB peareHToB «AmmmuTect®™ Hauano BHITyCK
PEaKIMOHHBIX CMecel B JHOGUIM3UPOBAaHHOM Buie. llepBbIMH yCHEIIHO MPOLUUIM KIMHUYECKHE
UCTIBITAHUA W TOJYYWIM pPETHCTPALMOHHBIE YIOCTOBEPEHUST HAaOOpBI, BKIIOYAIONIUE B ce0s
nuouIM3NpoBaHHbIE (JOPMBI peareHTOB ISl OOHapyKeHHsI U KoinyecTBeHHOro omnpenenenus JJHK
MHUKOOAKTEepUil TyOEpKYJIE3HOTO KOMIUIEKCAa W JUISl ONpEJeNCHHs JIEKapCTBEHHOW YCTOMYMBOCTH
MUKOOaKTepuii TyOepKynésa.

Ha6opsi pearentoB « AMmnTect™y pa3pabaThIBaloOTCs ¢ BOSMOKHOCTBIO IIPUMEHEHHS PYYHOTO
HJIM aBTOMAaTUYCCKOro METOJ0B BBIACICHUA HYKJICUHOBBIX KHCJIOT, YTO IMO3BOJISACT UCIIOJIB30BATh UX B
nabopaTopusix ¢ 1000 MPOIYCKHOM CIOCOOHOCTHIO U Pa3IMYHbIM YPOBHEM OCHAIICHHUSI.

Jnst ynoOcTBa TOJdb30BaTeNeld HAOOPHI PEareHTOB AAAlTHPOBAHBI IOJ aMILTU(PUKATOPHI
POTOPHOIO M MJIAHLIETHOrO TUIIA.

HaGopsr perentoB «AmmmuTect™ HMEIOT B CBOEM COCTaBe BHYTPEHHME KOHTPOJIBHBIC
00pasipl, 4TO MO3BOJIAET KOHTpoJupoBaTh Bce 3tambl [II[P-uccnenoBanust ans kaxzaoro obpasua,
OLICHUBATh BJIUAHHUEC IIOTCHIIHMAJIbHBIX I/IHFI/I6I/ITOp0B Ha pPE3YJIbTAaThI HHP-HCCJ’ICI{OB&HI/IH, a TaK¥XeE
UCKJIIOYaTh JIOXKHOOTpULIATENIbHbIE pe3yibTaTel. Hanmuuue oTpuULaTeNbHOIO KOHTPOJIBHOTO 00pasua
MO3BOJIACT HCKIIOYWUTH JIOKHOIIOJOXKHUTCIBHBIC PE3YJIbTAThl W KOHTAMHWHAIHWIO [OJId IOJYYCHHA
JIOCTOBEPHBIX PE3YJIbTATOB B JUArHOCTUYECKUX Ja00OpaTOPUSIX.

Ananrtanus HaGopoB peareHToB «AMmIHTecT™ moj IporpaMMHOE obecredeHne 06Ierdaer
00paboTKy pe3yJIbTaToB.

[leHTp MOCTreHOMHBIX TEXHOJIOIMH peaau3yeT MOJHbIA LUK MPOU3BOJCTBA MPOAYKIHUH OT
IIPOEKTUPOBAHUS U Pa3pabOTKH HOBOTO HAabOpa peareHTOB JO BBITYCKa MPOAYKLUHU HAIEKAIIEro
KauyecTBa HAa PhIHOK MEAMIIMHCKUX U3JIEIHH.

[IpoBeneHne HayYHBIX UCCIIEAOBAHUM U SKCIIEPUMEHTANBHBIX pa3pabO0ToK, a TAKKE JalbHeee
WX BHEJPEHHE B NMPOW3BOJICTBEHHBIN IIMKJI HA COOCTBEHHON TEXHOJOTHUYECKOW TUIOIMIAIKE TTO3BOJISET
OI'bY «CI» ®MBA Poccun BblmyckaThb BOCTPEOOBaHHYIO Ha PBIHKE MPOJYKIMIO BBICOKOTO
Ka4yecTBa.

Bricokne  mokazaTenu = JMAarHOCTUYECKOW  YYBCTBHUTENBHOCTM M CHEHH(PHUYHOCTH
pa3pabaTbIiBacMbIX TECT-CUCTEM JIOCTHTAIOTCS PabOTON COTPYIHUKOB HAyYHBIX JaOOpaTOpUid IEHTpa
noctreHOMHBIX TexHonorui ®I'BY «L[CIT» ®MBA — criennanucToB ¢ 0osee ueM 25-TeTHUM CTaXeM
B o0macth pa3paboTKu HAOOPOB pPEarcHTOB HAa OCHOBE MOJICKYJISIPHO-OMOJOTHYECKUX METOOB
WCCIEIOBAHUM i1 JUarHOCTUKM TEHETHYECKHMX ¢ WHQPEKIHOHHBIX 3a00JIeBaHUN pa3IMYHBIX
HO30JIOTHH.
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ANLHOO MOAHKO

Pa3paboTka HOBOW W MonepHH3aIMs paHee pa3pabOTaHHOW MPOIYKIIMH OCHOBBIBACTCS Ha
aHaJlM3e SMUAEMHOJIOTMYECKON cUTyalluM B CTpaHe M MHpeE, 3aKa3ax Ha pa3paboTKy B paMKax
rocyJapCTBEHHBIX MTPOrpamMM, a TAKKE aHAJIM3a PbIHKA U 3aIIPOCOB I0JIb30BaTENCH.

Usnenus Toprosoii mapku «AmmmuTect®™»  paspabaTeiBatoTcs, H3TOTaBIMBAIOTCA U
BBIITYCKAIOTCA Ha PBIHOK B COOTBECTCTBUU C OCHOBHBIMU TpeﬁOBaHI/I)IMI/I K 6€3OHaCHOCTI/I n
3¢ (HEeKTUBHOCTH, OMPE/ICTICHHBIMU B TEXHUYECKUX YCIOBHUSIX K HA0OopaM peareHToB.

BHeI[peHI/Ie OpOoAYKIHU HAa TPOU3BOJACTBO YCTAHOBJICHO B COOTBCTCTBUU HOPMATHUBHBIMHA
JIOKyMEHTaMH, ¥ OCYIECTBIISIETCS IPYNION BHEPEHUS U aIallTallii HAYYHbIX HUHHOBAIHI.

JlanbHeliliee MPOW3BOACTBO Pa3pabOTaHHBIX HAOOPOB OCYIIECTBISIETCS COTPYIHUKAMHU
MIPOU3BOJICTBEHHOM J1a00paTOpUU Ha TEXHOJOTUYECKUX yUacTKaX:

— npurotoBienus [1LP-cmeceit;

— TMPUTOTOBJICHUS KOMILJICKTOB JIJISl BBICICHUS HYKJICMHOBBIX KUCIIOT;

— Ppa3paboTKH U MPOU3BOJCTBA HAOOPOB AJIT UMMYHOXPOMATOTpahUIECKOTO aHATN3a;

— TMPUTOTOBJICHUS JINOPUINZUPOBAHHBIX 00PA3IIOB,;

— TPUTOTOBJICHUSI KOHTPOJIHHBIX 00PA3IIOB;

- (1)ac031<1/1, OTUKCTUPOBKHU U KOMIIJICKTAllUH.

Bces BeimyckaeMasl IpoayKLIKs MPOXOAUT TPOMHOM ONEPallMOHHBINA KOHTPOJIb, BKJIIOYAIOUINI B
ce0st BXOIHOM KOHTPOJIb CHIPhSI U MaTEPUAIIOB, TOCTAIHIHBIN KOHTPOJIb MOy (HaOpHUKaTOB U BHIXOIHOM
KOHTPOJIb TOTOBOM NPOTYKIMH.

KoHTpob Ha KayK0M 3Tare Mpou3BOJICTBA AAET BO3MOKHOCTD BBIITYCKAaTh KAUYECTBEHHYIO U
KOHKYPEHTOCIIOCOOHYIO IPOAYKIMIO U MAaKCUMAJIbHO YJIOBJIETBOPSTh TPEOOBAHUS U OKUIAHUS
norpeOuTenei.

KoHTponp kadecTBa NPOAYKIMHM OCYIIECTBISETCS C IIOMOIIBK  IIPOrPaMMHUPYEMBIX
aMILTU(UKATOPOB C CUCTEMOM JETEKINUHU (IIyOPECHEHTHOTO CUTHAIA B PEXKUME «PEaTHbHOTO BPEMEHI,
UMEIOIIUX 2 Wi OoJiee He3aBUCHMBIX KaHaloB (ryopecueHTHo# nerekimu (Rotor-Gene Q (QIAGEN
GmbH («Kuaren I'Mm6X»), I'epmanus), CFX96 (Bio-Rad Laboratories, Inc. («buo-Panx Jlaboparopus,
Wuk.»), CIIA), Applied Biosystems QuantStudio 5 (Life Technologies Holdings Pte. Ltd. («Jlaiid

[IpousBojcTBeHHasT  J1abopaTOpUsi  OCHAIEHAa  COBPEMEHHBIM  BBICOKOTEXHOJIOTHUHBIM
000py/I0BaHUEM U CPEJICTBAMHU HM3MEpPEHUIl B HEOOXOJUMOM KOJUYECTBE, MMO3BOJISIIOIIMM BBITYCKATh
HaOOPBI HAIJIEKAIIETO KAYECTBA U BBITIOIHATE 3aKa3bl MOTPEOUTENEH B YCTAHOBIEHHBIE CPOKH.
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OACPINHOO MOAHKO-EM

B 1npou3BOACTBEHHBIX MOMEIIEHUSAX JA0OpaTOPHM TOAJEPKUBAIOTCS BCE HEOOXOIAMMBIE
napamMeTpbl IPOU3BOJICTBEHHOMN CPEIIbI:

— 4uCcTOTa pabOoYnX MOBEPXHOCTEH M MPOM3BOICTBEHHBIX TIOMEIICHUIA;

— TeMIepaTypa U BIaXHOCTh BO3IyXa,

— MHKpPOOMOJIOTHYECKAs YUCTOTA BO3/yXa B TOMEIICHUSX;

— MHKpPOOMOJIOTHYECKAasi YHUCTOTAa BO3JyXa, MPOUICAIIEr0 Yepe3 cucreMy (QUIbTPOB B

JAMHUHAPHBIX OOKCaXx;

— YHCTOTa BOJbI, UCTIOJIB3YyEMOM ISl MPUTOTOBJICHUS PACTBOPOB PEArCHTOB U MBIThS TIOCY/IBI.

Bce peareHthl, BXomsdlIEe B COCTaB HAOOpPOB pPEAarcHTOB, TOTOBSATCS Ha OCHOBE
JIEMOHU3UPOBAHHOW BOIBI, H3TOTOBJIEHHOM C TIOMOIIBIO CHCTEMbI 0YMCTKH BOIbI Milli-Q.

CoxpaHeHue COOTBETCTBHSI MPOILYKIMH B MPOLIECCE MPOU3BOJICTBA JOCTUTACTCS COOIIOACHUEM
TEMIIEPATYPHOI'0 PEKUMA XPAHEHHUS.

IlepBuunas ynakoBka (IIpoOMpPKU U (IAKOHBI) MPOXOAUT BXOJHOW KOHTPOJIb IIOKa3arenen
repmernyaoct U otcytctBus JIHK/PHK-a3 mis mpemoTBparnenusi mopun peareHToB. Bropuunas
yrnakoBKa HabOpoB (KOpPOOKH U 11e(pJICHOBbIE TAKEThI) 3aLIUIIAET IPOAYKIHUIO OT MOBPEXKAECHUH, mopun
U 3arpsA3HEHMUSL.

Bce mpouecchl Npou3BOACTBEHHOM JEATENIBHOCTH, a TAK)KE IPOLIECCHl MPOEKTUPOBAHUS U
pa3pabOTKM HAyYHBIX WHHOBAIMH MPOBOJATCS B COOTBETCTBHH C TPEOOBAHUSMH MEXTyHApPOTHOTO
craggapra ISO 13485 «Medical devices — Quality management systems — Requirements for
regulatory purposes» u wmexrocyaapctBeHHoro crangapra ['OCT ISO 13485-2017 «U3nenus
MeauuuHckue. CucTeMbl MEHEPKMEeHTa KauecTBa. TpeGoBaHus A7 Leel peryIupoBaHusD».

VY noBierBopeHue TpeOOBaHM U 0XKUIAHUN TOTPEOUTENEH 1 TUCTPUOBIOTOPOB OCYIIIECTBIISETCS
KaK Ha CTaJuH IPOU3BOJICTBA, TAK U HA OCTIIPOU3BOICTBEHHON CTaHH.

[TocnenponaxxHoe HaOIIOEHUE MTPOBOAUTCS C IETBI0 HEMPEPHIBHOTO aHAIM3a TPeOOBAHUN U
Ipe/UIoKeHU nmoTpeduTeneil U JUCTpUOBIOTOPOB K KauecTBY, XapaKTEPUCTHKAM U aCCOPTUMEHTY
BBIITYCKAaeMOH MPOIYKIINH, a TAKXKE ISl OCYIIECTBICHHSI MOHUTOPUHTA 32 OOpamieHrneM IpOayKIIUH Ha
PBIHKE.

W3roroButenb rapaHTHPYET COOTBETCTBHE OCHOBHBIX TAPAMETPOB U XapaKTEPUCTUK Habopa
peareHToB TpeOOBaHUSAM, YKa3aHHBIM B TEXHUYECKOM U AKCIITyaTallMOHHON TOKYMEHTAllUH, B TEUEHUE
YKa3aHHOT'O CPOKa FOJJTHOCTH MPH COOIIOIEHUH BCEX YCIOBUM TPAHCIIOPTUPOBAHMS, XPaHEHUS U
IIPUMEHEHHSL.

I[IpeTen3un Ha KauecTBO NPOAYKIHH «AmmuuTect®™ npuHUMAaOTCS:
= o anapecy 119121, Poccuiickas ®enepanus, r. Mocksa, [loronunckas yi., 1.10 ctp. 1;
= e-mail: promlab@cspfmba.ru.
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Haoop pearenToB nis BoisiBiennss PHK koponaBupyca SARS-CoV-2
TSI3KEJIOT0 OCTPOro pecnupaTopHoro cunapoma (COVID-19)
METOAOM IOJIUMEPA3HOM LEIMHON peaKkunu

Karanoxxusiii Homep

Perucrpanuonnoe
YAOCTOBEPEHUE

IIpeumymecrBa

Knunnyeckuil marepuai

YUyBCTBUTEIBHOCTD

MCTOI[BI OKCTpaKIuu

HabGops! 11 sxCcTpakimu
HYKJICHHOBBIX KUCIIOT

Kommnekramus

KonTponu

KonnuecTtBO TECTOB,
BKJTFOYAsi KOHTPOJIHU

AnantupoBaH noj
aMILTH(PUKATOPEI

Cpennee Bpemst
MIPOBEICHUS aMITTH(PUKAITHA

Cpoxk rogHoctu

«AmMmianTect SARS-CoV-2»

T-V002-FRT
Ne P3H 2020/9765

Bricokue nmokas3aTenu aHaJTUTUYECKON YyBCTBUTEIBHOCTH
no3BoJstoT BeIsiBUTH PHK koponaBupyca SARS-CoV-2
Jla’ke B MHKYOAllMOHHOM TEepHOo/ie Uy OECCHMITTOMHBIX
HOCHUTEJEH

Ma3sku co CIM3UCTON 000JI0YKH HOCO- H POTOTJIOTKH,
MOKpOTa, (eKaJIuu YyeIoBeKa

Ma3sku co CIM3UCTON 000JI0YKH HOCO- H POTOTJIOTKH,
MokpoTa — 1x10%T"D (komwmit)/mn

®examm — 5x103 D (xommmit)/mn

Pyunoit
«AmmuTect PUBO-npen»

«AmmmTect PUBO-npen» Bapuant 100
«ITP-xommnexT» Bapuant FRT-96 F

KoHTtpomb 3¢ (heKTHBHOCTH SKCTpAKIIUU

KonTpoiss npoxoxaenus [TL{P

96

Rotor-Gene Q (QIAGEN, I'epmantist)
CFX96 (Bio-Rad, CIIIA)
QuantStudio 5 (Life Technologies, CIITA)

NTnpaiim (« ITHK-Texuomorus», Poccust)
~ 90 MuUHYT

12 mecsueB
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

OrBY «LCr»
®MBA POCCUM
Haoop pearenToB nis BoisiBiennss PHK koponaBupyca SARS-CoV-2
TSI3KEJIOT0 OCTPOro pecnupaTopHoro cunapoma (COVID-19)
METOAOM IOJIUMEPA3HOM LEIMHON peaKkunu
¢ apToMaTu4eckoii skcrpakuueit PHK
«AmniuTect SARS-CoV-2 aBTo»
Karanoxuslii HoMep K-V003-FRT
P
crucTpallontoe Ne P3H 2020/10118
YAOCTOBEpEHUE
Habop MOXeT HCTIONBb30BaThCS B PEKIME
ABTOMATUYECKOU IKCTPaAKIUU
CoBMeCTUMBIC aBTOMATHYECKUAE CTAHIIAH TSI
[IpeumymecrBa j
SKCTpaKIHUU:
- MicroLab STARIet (Hamilton Bonaduz AG)
- Kingfisher Flex 24 (ThermoFisher Scientific)
Kinanueckuit matepuan Masku co clu3uCcTOi 000JI0YKH HOCO- M POTOTTIOTKU
YUyBCTBUTEIBHOCTD 1x10° T (xommif)/ M
ABTOMaTHYECKUHN
MeTo/1bl SKCTpAKIHKI
Py4Holi ¢ mpuMeHeHneM MarHUTHOTO ITaTUBA
HYKJIICHHOBBIX KHCJIOT «MarnolIpaiim ®ACT-P»
«ITP-xommnexT» Bapuant FRT-96 F
Kommnnekrarus
He BkitouaeT KOMITIEKT AJIsE SKCTPAKITUN
Kontpomn Kontpons npoxoxnenus I[P
KoauuectBo TecToB, 96
BKJTIOYAst KOHTPOIH
Rotor-Gene Q (QIAGEN, I'epmantist)
AJIanTHpOBAH MO7 CFX96 (Bio-Rad, CIIIA)
aMILTH(PUKATOPEI
HTupaiim (« IHK-Texunonorus», Poccus)
Cpennee Bpe
PEIIICE BPEeMi ~ 90 MuHyT
MIPOBEICHUS aMILTA(PUKAITHH
Cpoxk rogHoctu 12 mecsueB
2025/AMNOAUNTECT
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

OrBY «LCr»
®MBA POCCUM
Haoop pearenToB nis BoisiBiennss PHK koponaBupyca SARS-CoV-2
TSI3KEJIOT0 OCTPOro pecnupaTopHoro cunapoma (COVID-19)
METO/0M H30TEePMHUYECKON aMILTH(PUKALNH
«AmmanTect® SARS-CoV-2 LAMP»

Karanoxuslii HoMep K-V005-L-FRT
Perucrparoritioe Ne P3H 2021/13956
YAOCTOBEpEHUE

Campblii OBICTPBIN Ha PHIHKE BapUAHT MTPOBEACHUS
[IpeumymiecrBa uccnenosanus 1 BoisiBieHnss PHK koponaBupyca

SARS-CoV-2
Kinanueckuit matepuan Masku co clu3UCcTOi 000JI0YKH HOCO- M POTOTTIOTKU
YUyBCTBUTEIBHOCTD 1x10° T (xommif)/ M

ABTOMaTHYECKUI
MeTo1bl SKCTpAKIHKI

Pyunoint

«AmmmuTect® Marao-Cop6-Typ6o»
Haboper s oxerpaiim «MarnolIpaiim ®ACT-P»
HYKJICHHOBBIX KHCIIOT

«AmmmTect PUBO-npen»

«LAMP-kommek» Bapuant FRT-96 F
Kommnekramus

He BKITIOYaeT KOMITIEKT JJIST 9KCTPAKITUN
KonTponu Kontpons npoxoxnenus LAMP
KonmuecTtBO TECTOB, 96
BKJIIOYAsi KOHTPOJIH

Rotor-Gene Q (QIAGEN, I'epmanwist)
aMILTA(HUKATOPBI QuantStudio 5 (Life Technologies, CIIIA)

HTupaiim (« IHK-Texnonorus», Poccus)
Cpennee Bpemst ~ 30 MunHyT
MIPOBEICHUS aMILTA(PUKAITHH
Cpoxk romHOCTH 7 Mecs1eB

2025/AMNOAUNTECT



HOBBIE BO3BMOXHOCTH
B MOJEKYJSPHOMW IUATHOCTHUKE
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HOBBIE BO3BMOXHOCTH
B MOJEKYJSPHOMW IUATHOCTHUKE

o .
Ha6op pearenToB 111 BbisiBJieHUs U AuddepeHunanmnu
PHK Bupyca rpunna A cyorunos HS, H7, H9, H10
METOA0M IOJTUMEPAa3HOH HEeNHO peakuu
«AmmanTect® Influenza A H5/H7/H9/H10»
Karanoxuslii HoMep T-VO050-FRT
BrIsiBIIEHHME BBICOKOIIATOI€HHOTO rpunmna A ¢
[Ipenmymiecrna BO3MOXXHOCTBIO THIIHpoBaHus cyotunos HS, H7, HI,
H10
. Ma3sku co ciu3ucTol 000JI0YKH HOCO- M POTOTIIOTKH,
Knunnueckuii Matepuain
MOKpOTa
YyBCTBUTEIBHOCTD 1x103I'D/Mn
Mertoabl SKCTpaKLIKU Pyunoit
I «PUBO-npen» Bapuant 50
HYKJIEHMHOBBIX KHCIIOT
«PUBO-npen» Bapuant 50
Kommnekramus
«ITP-kommuexT» Bapuant FRT-50 F
KoHTpoab 3 PpeKTHBHOCTH IKCTPAKITUN
KonTponu
KonTpons npoxoxaenus 1P
KoauuectBo TecTos, 50
BKJIIOYasi KOHTPOJIH
Rotor-Gene Q (QIAGEN, I'epmantist)
aMILTHUKATOPBI QuantStudio 5 (Life Technologies, CIIIA)
HTnpaiim («IHK-Texnonorus», Poccus)
Cpennee Bpems
~ 130 MuHyT
MIPOBEICHUS aMILTU(UKAITHA
Cpoxk rongHoctu 12 mecsueB
2025/AMNNAUNTECT



HOBBIE BO3MOXHOCTH
B MOJIEKYJSAPHOMU IUATHOCTHUKE :
DIy «LCM»

OMBA POCCUMU ®MBA POCCUN

DOACPANLHOS MORMKO-GHOMOTHUSCKOS AGHTCTHO

2025/ AMNNUTECT




HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

DIy «LCM»
®OMBA POCCUU

HaOop peareHToB 111 BbISIBJICHHS] AHTUT€HOB BHPYCOB I'PUIINA TUNIOB A u B

MeT0I0M HMMYHOXPOMATOIPaQHYeCKOro aHAIN32
«AmmuaTect® Influenza A/B-UXA»

Karanoxusiit Homep

Perucrpanuonnoe
YAOCTOBEPEHUE

[IpeumymiectBa

Knunnueckuii Marepuain

quCTBI/ITCJ'IBHOCTL

BocnpouzBoaumocts u
MIOBTOPSIEMOCTD
pe3yJIbTaTOB UCCIEA0BAHUS

Kontpomnn

KonnuecTtBo nccinenoBanuit

Ilonyuenune pesynbTaTta
aHaIM3a

Cpoxk rongHoctu

no TY 20.59.52-040-01897400-2024

K-VO040-1LFT (Bapuant Nel)
K-V040-20LFT (BapuanT No2)

Ne P3H 2024/23882

[IpenHa3HaueH a1 caMOTECTUPOBAHUS B JOMAIIHUX
YCIIOBHSIX, a TAKXKE JJIs IPOBEJCHUS TECTUPOBAHUS B
YCIOBHAX KIMHUKO-IUArHOCTHYECKOH JabopaTopun
KBAJIM(HUIUPOBAHHBIMU CIIELUATUCTAMU

Ma3ku U3 HU’KHEr0 HOCOBOT'O X0/1a M HOCOTJIOTKH
20 Hr/mn Bupyca rpumnmna tTuna A

20 ar/mn rpunna tana B

100%

OxpammBaHue KOHTPOJIBHOW JIMHUM TPOSBISIETCS BCETIa U
CBHUJIETEJILCTBYET O Pa0OTOCIIOCOOHOCTH Habopa peareHTOB

BapuanT Ne | paccuntan Ha 1 onpenenenue

BapuanT Ne 2 paccunran Ha 20 onpenerneHuit

He 6onee 10 munyT

24 mecsia

2025/ AMNNUTECT




HOBBIE BO3BMOXHOCTH

B MOJIEKYJSAPHOMU IUATHOCTHUKE €%,
DIy «LCM»

ggy BA POCCVII{I° ®MBA POCCUU

7LHOO MOAMKO-GHONOTHNECKOS AreNTC!

2025/ AMNNUTECT




HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

DIy «LCM»

gDM BA PQMQCCL{I’% ®MBA POCCUN

ORCPIANLHOS MOAHKO-5HO}

Ha0op peareHToB 11 MOJIYKOJIH4Y€CTBEHHOI0 OINIpee/IeHUs!
npokanbuuToHuHA (IIKT) B chbIBOpOTKE H MJIa3Me KPOBH
MeTO00M MMMYHOXPOMATOrpauueckoro aHajamn3a
«AmmmTect® Sepsis-UXA»

Karanoxusiit Homep

Perucrpanuonnoe
YAOCTOBEPEHUE

[IpeumymiectBa

Knunnueckuii Marepuain
UyBCTBUTEIHHOCTH
BocnpoussoaumMocTs u

IIOBTOPACMOCTD PE3yJIbTaTOB
HCCIICJOBAaHUA

KonTponu

KonmuecTBO nccinenoBanui

[Tonydyenue pesynprara
aHanu3a

Cpoxk rogHoCcTH

K-B038-10LFT (Bapuant Nel)
K-B038-25LFT (BapuanT Ne2)

Ne P3H 2024/23295

[To3BomseT 6e3 cIoKHOT0 J1ad0PaTOpHOTo 000PYIOBAHNUS
OLICHHUTH TSHKECTh PEAKLUil B OPraHU3Me IpH
OakTepuanbHON HHPEKIUU OT JOKAILHOTO BOCIIATICHHUS IO
Cercrca M CeNTUYECKOro IIOKa

ChIBOpOTKA M IJIa3Ma BEHO3HOU KpPOBU

0,1 Hr/MJ peKOMOMHAHTHOTO MPOKAJIBIIUTOHUHA

100%

OKpaH_II/IBaHI/IC KOHTpOJ'II:HOﬁ JIMHUU TPOSBIIACTCA BCEraa U
CBHJIETEJILCTBYET O pabOTOCIIOCOOHOCTH HAabopa peareHTOB

BapuanT Ne 1 paccuuran Ha 10 onpenenenuit

Bapuant Ne 2 paccunrtan Ha 25 onpeaeneHuit
He Gonee 15 munyT

24 mecsra

2025/ AMNNUTECT




HOBBIE BO3MOXHOCTH
B MOJIEKYJSAPHOMU IUATHOCTHUKE :
¢Dr5ycn»

OMBA POCCUMU ®MBA POCCUN

DOACPANLHOS MORMKO-GHOMOTHUSCKOS AGHTCTHO

2025/ AMNNUTECT




HOBBIE BO3BMOXHOCTH

B MOJIEKYJISAPHOW IUATHOCTHUKE

SMBA ROCCAN

®rey «LUCn»
®MBA POCCUM
Ha0op pearenToB /11 00HApPY’KeHHS U KOJUYECTBEHHOI0 ONpPeAeIeHUs
JHK muko6akTepuii Ty0epKyJ1e3HOT0 KOMILJIEKCA
METOAOM IOJIUMEPA3HOM LENMHON peaKkunu
¢ TMOpUAN3aNMOHHO-(JIyOpeCcleHTHOM JeTeKuunei
«AmmanTect® MBT»
T-R024-1-FRT (dopma 1)
Karanoxxusiii Homep T-R024-2Lyo-FRT (dpopma 2)
T-R024-3Lyo-FRT (¢popma 3)
Perucrpaunonroe Ne P3H 2023/20838
yI0CTOBEpEHHE
Y 1006cTBO paboThl ¢ HAOOPOM B CBSI3H C HATUYUEM
IIpeumymecrBa TOTOBOH pEaKIMOHHON CMECH B THO(DUIH3UPOBAHHOM
BHJIC B CTPUIIOBAaHHBIX NMpobdupkax (hpopma 2 u 3)
OO0pa3ipl OMOOTHYECKOT0 MaTepraia 4YeJIOBeKa
N (Mokpota, OpoHxoanbBeosipHbIit 1aBax (BAJT), Guonrar
Hccenenyemslii MaTepual o
(omepalMoHHbBII MaTepHa), Mo4ya) U OaKkTepHalbHbIC
KYJIbTYpBI
1x10% I'3/Mi1 — 1JIsl KAaYeCTBEHHOTO aHATH3a
YyBCTBUTEIBHOCTD 5x102 I'D/M1 — 171 KOIMYECTBEHHOTO aHAIM3a
1x10%-5x108 ['D/Mn — nuHeHHBIH AMATIA30H H3MEPEHHUs
p .
MeTobl 3KCTpaKkIuu yeon .
ABTOMaTHYECKUI
HaGopb! 11st 5KCTpaKkIuu «PUBO-npen Th» Bapuant 100
HYKJICMHOBBIX KHCJIOT «Marno-Cop06-Kom60 Th» Bapuant 100
®opma 1: «PUBO-npen Th» Bapuant 100 n
«ITP-xommnexT» Bapuant FRT-100 F
K ®opma 2: «PUBO-npen Th» Bapuant 100
OMILICRTatit «ITP-xommnexT» BapuanT FRT-96 L
®opma 3: «Marno-Cop6-Kom6o Th» Bapuant 100 u
«ITP-xommnexT» Bapuant FRT-96 L
Korrporm KonTpoins 3¢ pekTHBHOCTH IKCTpaKITUH
KonTpoiss npoxoxaenus [TL{P
KommgecTBo TecTos, 100 (dopma 1)
BKJIIOYast KOHTPOIIU 96 (dpopma 2 u 3)
Rotor-Gene Q (QIAGEN, I'epmanwust)
A Rotor-Gene 6000 (Corbett Research, ABctpanus)
JITTHPOBA TIOL CFX96 (Bio-Rad, CIIIA)
aMILTU(UKATOPHI .
HTupaiim (« IHK-Texnonorus», Poccus)
QuantStudio 5 (Life Technologies, CIIIA)
Cpennee Bpemst ~ 90 MunyT
MIPOBEICHUS aMILTU(UKAIIUN
CpoOK TOTHOCTH 12 mecsneB
2025/AMNONUNTECT
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HOBBIE BO3BMOXHOCTH

B MOJIEKYJISAPHOW IUATHOCTHUKE

®MEA POCCHM OMEA PO
HaGop peareHToB 1/151 BISIBJICHUS
JAHK muko6axkTepuii Ty0epKyj1e3HOro KOMILIEKCA
MEeTOJA0M U30TePMUYECKON MeTIeBOi aMILIM(PUKAINA
«AmmnTecr® MBT-LAMP»
T-B047-1L-FRT (dopma 1)
Karanoxusiit Homep T-BO47-2L-FRT (¢opma 2)
T-B047-3LLyo-FRT (dpopma 3)
T-B047-4LLyo-FRT (dopma 4)
Peructpartioririoe Ne P3H 2024/23289
yI0CTOBEpEHHE
BricTphlii crioco6 amruindukanumn
N Y 106cTBO paboThl ¢ HAOOPOM B CBSI3U C HATMYUEM
penMyIecTBa . .
TOTOBOH peakIMOHHON CMeCH B JTUO(DUIM3UPOBAHHOM
BUJIC B CTPUIIOBAHHBIX npodupkax (hopma 3 u 4)
OO6pa31pl GMOIOTHYECKOr0 MaTepraa 4YeJoBeKa
. (Mokpota, OpoHxoanbBeosipHbIil 1aBax (BAJT), Guonrar
Hccnenyemblit MaTepuan .
(omepalMoHHbBII MaTepHa), Mo4ya) U OaKkTepHalbHbIC
KYJIbTYpBI
UypeTBUTEIBHOCTS 1x102 T/t — st murienn 156110
1x10% I'D/mi — st Murern mph64
Meroasl SKCTpakIuu Pys:moi .
ABTOMaTHUYECKHUI
HaGops! 1151 3KCTpakiun «PUBO-npen Th» Bapuant 100
HYKJIEMHOBBIX KHCIIOT «Marno-Cop6-Kom60 Th» Bapuant 100
®opma 1: «PUBO-npen Thy» Bapuant 100 n
«LAMP-kommiexkt» Bapuant FRT-100 F
®opma 2: «Marno-Cop6-Kombo Th» Bapuant 100 u
O —— «LAMP-kommutexkt» Bapuant FRT-100 F
®opma 3: «PUBO-npent Thy Bapuant 100 u
«LAMP-kommekt» Bapuant FRT-96 L
®opma 4: «Marno-Cop6-Kom6o Th» BapuanT 100 n
«LAMP-kommekt» Bapuant FRT-96 L
KonTpoins 3¢ pekTuBHOCTH IKCTpaKINH
Konrpos KOHTEOJ‘IB H%)g)XO)KJIeHI/ISI LAM Pp
KonnuecTtBo TecTos, 100 (dopma 1 u 2)
BKJIIOYast KOHTPOIIU 96 (popma 3 u 4)
Rotor-Gene Q (QIAGEN, I'epmanwst)
AanTuposan oz Rotor-Gen'e 6000 (Corbett Research, ABcTpanusi)
aMIUTHHKATOpB! CFX96 (Bio-Rad, CIIIA)
HTupaiim (« IHK-Texunonorus», Poccus)
QuantStudio 5 (Life Technologies, CIIIA)
Cpennee Bpemst ~ 35 ymyT
MPOBEICHNS aMIUTH(UKAIAN
CpoOK TOTHOCTH 9 Mecsr1EeB
2025/AMNONUNTECT



HOBBIE BO3MOXHOCTH
B MOJIEKYJISPHOMW ITUATHOCTHUKE UV
®MBA POCCUM GOMEA POCTHM

PANLHOO MORHKO-GHOTIOTHIGCKOR ATONTC

a 2025/ AMNNUTECT



HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

DIy «LCM»
®OMBA POCCUU

Ha0op peareHToB /1/151 BbISIBJICHUSI MYTALIUIA,
CBAI3aHHBIX C JICKAPCTBEHHOM YCTOMYHUBOCTHIO
MHUKOOaKTepuil TyOepKy/J1é3a K pudaMnuuHy U M30HUA3HUY,
METOAOM IOJIUMEPA3HOM LEIMHON peaKkunu
«AmmnTect® MBT-Pesuct-I»

Karanoxxusiii Homep

Perucrpanuonnoe
YAOCTOBEPEHUE

OcCHOBHBIE XapaKTEPUCTUKH

Hccenenyemslii MaTepual

YUyBCTBUTEIBHOCTD

PearenTs! nis
poOONOArOTOBKH 00pa3ioB

Kommnnekrarus

Kontpomn

KomnuectBo TECTOB,
BKJTFOYAsi KOHTPOJIHU

AnantupoBaH noj
aMIUTH(UKATOPBI

Cpennee Bpems
MIPOBEICHUS aMITTH(PHKAITHA

Cpoxk rogHoctu

K-R0O01-FRT
Ne P3H 2022/16720

[To3BoMNsIET BHISABIATH B KAUECTBEHHOM (pOpMAaTE MyTalluu
B JIHK muko6aktepuii Ty6epkynésa (MbBT,
Mycobacterium tuberculosis complex):

* B o0iactu RRDR u xonone 572 rena rpoB, cBsizaHHbIE
C YCTOHYMBOCTBIO K pUPAMITUIUHY,

* B kostoHe 315 rena katG u yuacTke mpoMOTOpHOM
oOmactu reHa inhA, cBsI3aHHBIE C YCTOWYHBOCTBIO K
W30HUA3UIY

O06pa3iel OMOIOTHYECKOTO MaTepralla YeJoBeKa
(Mokpota, 6ponxoanbBeossipHblil naBax (BAJI), Guonrar
(onepanoHHBIN MaTepuaN)) U KyJIbTypbl MUKOOAKTEpU
TyOepkyné3a

1x103I'D (xommif)/mn

«BBL Mycoprep Kit»

«Amrumaty0-ITpen

«ITHP-xommnexT» Bapuant FRT-50 F

He BriIrOHaeT KOMIUIEKT JIJIs1 SKCTPAKIIUU

KonTpoiss npoxoxaenus [TL[P
50

Rotor-Gene Q (QIAGEN, I'epmantist)
Rotor-Gene 6000 (Corbett Research, ABctpanus)
CFX96 (Bio-Rad, CIIIA)

HTmpaiim (« IHK-Texnonorus», Poccus)
~ 100 MunyT

15 mecsues

2025/AMNAUNTECT




HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE
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HOBBIE BO3BMOXHOCTH

‘ @5’3 B MOJIEKYJSIPHON IUATHOCTHUKE

SMBA ROCCAN

ORCPIANLHOS MOAHKO-5HO}

OrBY «LCr»
®OMBA POCCUU

HaGop peareHToB /151 BbISIBJIEHUSI MYTAaLM,
CBAI3AHHBIX C JIEKAPCTBEHHOH YCTOMYMBOCTHIO
MHKOOaKkTepuil TyOepKyJi€3a K puaMnuUMHy U U30HHA3HUAY,
METOAOM IOJIUMEPA3HOM LEIMHON peaKkunu
«AmmnTect® MBT-Pesuct-1 Lyo»

KaTtanoxxusiii Homep

Perucrpanuonnoe
YAOCTOBEPEHUE

OcCHOBHBIE XapaKTEPUCTUKH

Hccnenyemslii MmaTepuan

LIyBCTBI/ITGJ'H)HOCTB

PearenTs! nis
IpoOONOArOTOBKH 00pa31oB

Kommnnekrarms

Kontpomn
KomnuectBo TECTOB,

BKJIIOYasi KOHTPOJIU

AnantupoBaH noj
aMILTH(PUKATOPEI

Cpennee Bpemst
MIPOBEICHUS aMILTA(PUKAITIH

Cpoxk rogHoctu

K-R044-Lyo-FRT
Ne P3H 2024/23386

[[Inpoxwuii CIEKTP BBIABISIEMBIX LEIEBBIX MyTalUi

BrisiBnenue myTanuii B rene rpoB He Tonbko B 06mactu
RRDR, Ho 1 3a ee npenenamu

Y 106cTBO paboThl ¢ HabOpoM GlaroAapsi HATMUUIO
TOTOBOH pEaKIMOHHON CMECH B IMO(PHUIN3UPOBAHHOM
BUJIC B CTPUIIOBAHHBIX MPOOHPKAX

O06pa3ipl OMOIOTUYECKOTO MaTepralla YeIoBeKa
(Mokpota, 6ponxoanbBeossipHblil naBax (BAJI), Guonrar
(onepanMoHHBIA MaTepUai), Moua) U KyJbTYphbl
MUKOOaKkTepuil TyOepKynésa

5x10% /M
«AmmmuTect® MBT»

«ITP-xommnexT» Bapuant FRT-64 L

He BkIIO9aeT KOMILIEKT AJIL SKCTPAKIUU

KonTpoisb npoxoxaenus [TL[P
64

CFX96 (Bio-Rad, CIIIA)
HTmpaiim (« IHK-Texnonorus», Poccus)
QuantStudio 5 (Life Technologies, CIIIA)

~ 100 MunyT

12 mecsueB

2025/AMNAUNTECT




HOBBIE BO3MOXHOCTH
B MOJIEKYJSAPHOMU IUATHOCTHUKE :
¢Dr5ycn»

OMBA POCCUMU ®MBA POCCUN

DOACPANLHOS MORMKO-GHOMOTHUSCKOS AGHTCTHO

2025/ AMNNUTECT




HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

DIy «LCM»
®OMBA POCCUU

Ha0op peareHToB 1/151 BHIIBJIEHUSI MYTaIlUil, CBI3aHHBIX
€ JIEKAPCTBEHHOM YCTOMYMBOCTHI0 MUKOOAKTEepHil Ty0epKyJIé3a
K pTOPXMHOJI0HAM, METO0M MOJUMEPA3HOM LEIMHON peaKkuuun
«AMmmTect® MBT-Pesucr-11»

Karanoxxusiii Homep

Perucrpanuonnoe
YAOCTOBEPEHUE

OcCHOBHBIE XapaKTEPUCTUKH

Hccenenyemslii MaTepual

YUyBCTBUTEIBHOCTD

PeareHThl mis
poOONOArOTOBKH 00pa3IoB

Kommnnekrarus

Kontpomn

KommgectBo TeCTOB,
BKJIFOYAs] KOHTPOJIU

AJlanTUpoBaH MoJ
aMILTU(UKATOPbI

Cpennee Bpems

MIPOBEJICHUS aMIUTA(DUKAITAH

Cpoxk rogHoctu

K-R056-1-FRT (dopma 1)
K-R056-2Lyo0-FRT ((opma 2)

Ne P3H 2025/25001

[To3BoMNsIET BHIABIATH B KAUECTBEHHOM (pOpMAaTEe MyTaluu
B JIHK muko6akrepuii Ty6epkynésa (MBT,
Mycobacterium tuberculosis complex) B renax gyrA u
gyrB, cBsa3aHHbBIE C YCTOWYUBOCTHIO K (PTOPXUHOJIOHAM

Y1006¢cTBO paboThl ¢ HAOOPOM Oarofaps HATHIUIO
TOTOBOW PEaKIIMOHHOW CMECH B JIMO(PHIM3HPOBAHHOM
BHUJIC B CTPUIIOBAHHBIX NMPOoOHpKax (hopma 2)

O06pa3ipl OMOIOTHYECKOTO MaTepralia YeJoBeKa
(MOKpOTHI, OpoHXOaIbBeOIsIpHOTrO JaBaxa (BAJI),
6uonTara (onepaloOHHOIO MaTepuania), MO4n) u
KYJIbTYpBl MUKOOAKTEpUil TyOepKyé3a

5x10%T'D/Mn
«AmmmuTect® MBT»

®opwma 1: «1IP-kommnexT» Bapuant FRT-50 F
®opwma 2: «[TP-kommexT» Bapuant FRT-64 L

He BxiIt0Yat0T KOMIUIEKTBI ISl SKCTPAKIIUN
KonTpoisb npoxoxaenus [TL[P

50 (opma 1)

64 (popma 2)

Rotor-Gene Q (QIAGEN, I'epmantist)
Rotor-Gene 6000 (Corbett Research, ABctpanus)
CFX96 (Bio-Rad, CIIIA)

HTmpaitm (JJHK-Texnonorus, Poccust)
QuantStudio 5 (Life Technologies)

~ 100 MunyT

9 MmecsueB

2025/AMNAUNTECT
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

DIy «LCM»

gDM BA: Pgmgcm ®MBA POCCUN

OACPINHOO MOAHKO-EM

Ha0op pearenToB s BoisiBjieHuss PHK Bupyca xopu
(Measles morbillivirus) B OnoJiornueckoM matepuaJie

METOAOM IOJIUMEPA3HOM LEIMHON peaKkunu

Karanoxxusiii Homep

Perucrpanuonnoe
YAOCTOBEPEHUE

[IpeumymiecrBa

Knunnueckuit matepuan
UyBCTBUTEIBHOCTH
MeTo/ibl SKCTpAKIHKI

Habops! 11 sxeTpakiuu
HYKJIEMHOBBIX KHCJIOT

Kommnekrarms

Kontpomn
KommuecTBo TECTOB,

BKJIIOYasi KOHTPOJIU

AnanTupoBaH 1noj
aMILTH(PUKATOPEI

Cpennee Bpemst
MIPOBEICHUS aMILTA(PUKAITHH

Cpoxk rogHoCTH

«AMmnTecr® Kopb»

K-V010-FRT
Ne P3H 2021/16250

BBICTpOC BBIABJICHUC BCCX KIIMHUYCCKHU 3HAYMUMbIX
cyOTUIIOB BHpYyCa KOpU

Ma3sku co CIM3UCTON 000JI0YKH HOCO- U POTOTJIOTKH
1x103I'™D (xommif)/mn

Pyunoint
«AmmmuTect PUBO-nipen»

«ITP-xommuexT» Bapuant FRT-50

He BkIIO9aeT KOMILIEKT AJISL SKCTPAKIUU

KonTpoiss npoxoxaenus [T1L[P
50

Rotor-Gene Q (QIAGEN, I'epmantist)
CFX96 (Bio-Rad, CIIIA)

HTnpaiim (« IHK-Texnonorus», Poccus)
~ 125 munyT

12 mecsues

2025/ AMNNUTECT
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

OrBY «LCr»
®OMBA POCCUU

Ha6op pearentoB ais BoisiBienusi PHK
BHUPYCOB KOPH, KPACHYXH M 3MHIEMHYECKOr0 NapoTUTAa
METOAOM IOJIMMEPA3HOM LEIMHOM peaKkuuu
«AMmunTect® JleTckue BUPYChD»

Karanoxusiit Homep

Peructpanmonnoe
YI0CTOBEpEHUE

IIpeumyecrBa

Knunnyeckuil marepuai

YUyBCTBUTEIBHOCTD
MeTtobl 3KCTpaKkuuu
HaGops! 1151 3KCTpakiiun

HYKJIICMHOBBIX KHUCJIOT

Kommnekramus

Kontpomnn

KommuectBo TECTOB,
BKJTFOYAsi KOHTPOJIHU

AJlanTUpoBaH MoJ
aMITU(PUKATOPbI

Cpennee Bpemst

MIPOBEICHUS aMIUTA(DUKAITAH

Cpoxk rongHoctu

T-V033-FRT
Ne P3H 2023/21508

HuddepenunanpHas AMarHoCTUKA KOPH, KPaCHYXHU U
SIMUACMHUYCCKOI'0 MapoOTUTAa y MallTUCHTOB BCCX
BO3PACTHBIX IPYIII

BrIsiBIIeHHE BUPYCOB Ha CaMOU paHHEW CTauu Pa3BUTH
3a0oneBanu (3a 3-5 AHEH 10 MOSBICHUS XapaKTEPHOI
KJIIMHUYECKOW CUMITOMATUKU JETCKUX KapaHTUHHBIX
UHQEKITHI)

Mas3ku co CIM3UCTON HOCO- U POTOIJIOTKH
[Tna3sma xpoBu

1x10° kommii/mi

Pyunoit
«PUBO-npen»

«PUBO-npen» Bapuant 50
«ITP-kommuexT» Bapuant FRT-50 F

KoHTpoab 3 PpeKTHBHOCTH IKCTPAKITUN
KonTpoisb npoxoxaenus [TL[P

50

Rotor-Gene Q (QIAGEN, I'epmantist)
CFX96 (Bio-Rad, CIIIA)
HTnpaiim (« IHK-Texnonorus», Poccus)

~ 125 munyT

12 mecsueB

2025/AMNAUNTECT
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

DIy «LCM»
®OMBA POCCUU

Ha6op pearenTos nis Buisijienuss PHK s3uTepoBupycos 4yesoBexka (Human enterovirus)

¢ naentudukanueii 3HTepoBupyca 68 Tuna (Enterovirus 68 Tuna)
METOAOM IOJIMMEPA3HOM LEIMHOM peaKkuuu
«AmmnTect® DuTepoBupyc+68»

Karanoxusiit Homep

Peructpanmonnoe
YI0CTOBEpEHUE

IIpeumymecrBa

Knunnueckuii marepuain

UyBCTBUTEIBHOCTD

MeToIbl KCTpaKIINU
HabGops! 11 SKCTpakinu

HYKJIICUHOBBIX KHUCJIOT

Kommnekramus

KonTpomu

KommgectBo TeCTOB,
BKJIFOYAs] KOHTPOJIU

AnantupoBaH 1oj
aMIUTH(UKATOPBI

Cpennee Bpems
MIPOBEICHUS aMILTA(PUKAITHH

Cpoxk romHoCTH

T-V045-1FRT (dopma 1)
T-V045-2FRT (dopma 2)

Ne P3H 2024/23935

Briasnenne PHK sHTEpoBUpYCOB UenioBeka C
uAeHTUUKAIIMEH SHTEpOBUpYyca 68 Tuma

Bosmoxnocts sxcrpakiuu JJHK 3 06pasmnos kak
PYYHBIM METOJIOM, TaK U C IOMOILbIO aBTOMaTHYECKUX
CTaHIU1

OmHOBpPEMEHHO B OJHOM MPOOHPKE IPOBOIATCS TPU
peakuuu OT-TILIP, uro cHUXkaeT BpeMEHHbIE U
HKOHOMUYECKUE 3aTPAThI

Mas3ku co CIM3UCTON HOCO- U POTOTJIOTKH
Cnunnomo3srosas xuaxkocts (CMXK)
Dekanuu

Konnentpatsl 06pasiioB Bobl

Ma3KH co CIM3HCTON HOCO- U POTOTIOTKH — 5x10° I'D/m
CrimaHOMO3r0Bast KuaKkocTh (CMIXK) — 5x10° TD/mn
®examm — 1x10% T/mn

KonuenTparsl 06pasios Bojsl — 5x19 /v
ABTOMaTHYECKUI

Pyunoit

«PUBO-nipert DB»

«Marno-Cop6-Kom60 OB»

®opma 1: «PUBO-nipent DB» BapuanTt 100,
«[TP-xommuexT» Bapuant FRT-96
®opma 2: «Marno-Cop6-Komb6o 3By Bapuant 100,

«ITP-xommuexT» Bapuant FRT-96

KonTponb 3 pekTHBHOCTH IKCTPaAKIINH
Kontpoinb npoxoxaenus [1L{P

50

Rotor-Gene Q (QIAGEN, I'epmanwst)
CFX96 (Bio-Rad, CIIIA)
HTmpaiim (« IHK-Texnonorus», Poccus)

~ 125 MunyT

12 mecsneB

2025/AMNAUNTECT
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®MBA POCCUN
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DOACPANLHOS MORMKO-GHOMOTHUSCKOS AGHTCTHO
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

Ha6op pearenToB s BbiaBjieHus PHK
JHTEPOBHPYCOB U MapPIXOBHPYCOB YeJIOBEKA
METOA0M IOJTUMEPAa3HOH HEeNHO peakuu
«AmnnTect® HelipoBupycn»

Karanoxusiit Homep

OcHOBHbIE XapaKTEPUCTUKH

Knunnueckuit Mmatepuan

LIyBCTBI/ITGJ'H)HOCTB

MeTo1bl SKCTpAKIHKI

Habops! 11 sxeTpakiuu
HYKJIEMHOBBIX KHUCJIOT

Kommnekramus

Kontpomn

KomnuecTBo TECTOB,
BKJTFOYAsi KOHTPOJIHU

AJlanTUpoBaH MoJ
aMITU(PUKATOPbI

Cpennee Bpemst

MIPOBEICHUS aMIUTA(DUKAITAH

Cpoxk rogHoCTH

T-VO54-FRT

BrisiBnenune PHK surepoBupycos yenoseka (Human
enterovirus) Buzos / kiactepos A, B, C, D, 6e3
muddepennrpoku Mexy Humu, 1 PHK mapsxoBupycos
yenoBeka (Human parechovirus) Bunos / knacrepos A, B,
6e3 1udpepeHInpPOBKH MEXKIAY HUMU

Ma3zku co CIIM3UCTON HOCO- U POTOTJIOTKU
Cnunnomo3srosas xuakocts (CMXK)
dekanuu

Mas3Ku co CIM3MCTOl HOCO- M poToraoTky — 13103 /M
CrimaHOMO3TOBas KuaKocTh (CMIK) — 1x10° I'D/Mn
Dexanuu — 5x10° I'D/mn

Pyunoint
«PUBO-npent 9B» Bapuant 50

«PUBO-npent 9B» Bapuant 50
«ITP-kommuexT» Bapuant FRT-50 F

KouTponb 3 pekTHBHOCTH IKCTpaKIINK
KonTpoisb npoxoxaenus [TL[P

50

Rotor-Gene Q (QIAGEN, I'epmantist)
CFX96 (Bio-Rad, CIIIA)
HTnpaiim (« IHK-Texnonorus», Poccus)

~ 120 MunyT

12 mecsues

OrBY «LCr»
®OMBA POCCUU

2025/AMNAUNTECT
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

®rey «LUCn»
®MBA POCCUM
HaGop peareHToB /151 BbISIBJIEHUS] T€HOB OeTa-jIaKkTamMmas
pacmMpeHnHoro cnekrpa rpynnsi CTX-M
METO0M H30TEePMHUYECKON aMILTH(PUKALNH
«AvmnTect® BJIPC CTX-M LAMP»
K . T-B028-1L-FRT (dbopma 1)
aTaJIOKHBIN HOME
P T-B028-2L-FRT (dopma 2)
Pernctpauoritioe Ne P3H 2023/20771
YI0CTOBEpEHHE
BrisiBnenue renos BJIPC naunboinee pacripocTpaneHHOR
rpynnsl CTX-M mMeToaoM n30TepMUYECKOM
amrumudukauu (LAMP)
[IpeumymecrBa
Bosmosxknocts skcrpaknun JJHK u3 006pasioB kak
IKCHPECC-METOJIOM, TaK U C MOMOIIBIO aBTOMAaTHIECKUX
CTaHUUU
. O06pa3mp Moun
buonornueckuii Marepuan
bakrepuanbHas KyJibTypa
Moua («Maruo-Cop6-Kom6o TC») — 2x10° konuit/mn
_ 3 i
UypeTBUTEIBHOCTS Moua («JHK Asmrerpo») — 5x10° komuii/mi
Bakrepuanbnas kynsTypa («IHK Amierpo», «bK-3-
step») — 1x10° xommit/m
ABTOMaTHYECKUI
MeTo/b1 SKCTpaKuu .
PyuHo#i (3Kcmpecc-MeTo)
Hab «JHK Annerpo»
abopBI TS IKCTPAKITUI «BK-3-step»
HYKJIEMHOBBIX KHCIIOT
«Marno-Cop6-Kom6o TC»
®opma 1: «JIHK Amnerpo» Bapuant 100 u «LAMP-
KomruiekT» BapuanT FRT-96 F
Kommrexranus ®opma 2: «Marno-Cop6-Kombo TC» Bapuant 100, «bK-
3-step» BapuanT 100 u «LAMP-koMIUTEKT» BapraHT
FRT-96 F
KoHTpoab 3 PeKTHBHOCTH IKCTPAKITUN
Kontpomn
KonTpoas npoxoxaenus LAMP
KoauuectBo TecToB, 96
BKJTIOYast KOHTPOIH
Rotor-Gene Q (QIAGEN, I'epmanist)
AIanTHPOBaH MO CFX96 (Bio-Rad, CIIIA)
aMILUTA(HUKATOPBI QuantStudio 5 (Life Technologies, CIIIA)
HTupaiim (« IHK-Texunonorus», Poccus)
Cpennee Bpemst
~ 35 MuHYT
MIPOBEICHUS aMITTH(PUKAITHA
Cpok roHOCTH 9 mecsieB
2025/AMNONUNTECT
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

DIy «LCM»
®OMBA POCCUU

HaGop peareHToB 17151 BBISIBJICHUS
reHoOB MeTaJL10-fB-1akTamas rpynnsl NDM,
reHOB CepUHOBBIX KapOaneHemas rpynn OXA-48-noapodusix u KPC
MEeTOJA0M HU30TePMUYECKON AMIIN(PUKAIIUA
«AmmnTecr® CP NDM/ OXA-48/ KPC LAMP»

Karanoxusiit Homep

Peructpanmonnoe
YI0CTOBEpEHUE

[IpeumymiecrBa

buonornueckuii Marepuan

LIyBCTBI/ITGJ'H)HOCTB

MeTo1bl SKCTpAKIHKI

HaGops1 u1st SKCTpakiuu
HYKJICHHOBBIX KHCIJIOT

Kommnekramus

KonTpomu

KomnuectBo TECTOB,
BKJTFOYAsi KOHTPOJIHU

AnantupoBaH noj
aMIUTH(UKATOPBI

Cpennee Bpemst
MIPOBEICHUS aMITTH(PHKAITHA

Cpoxk rogHoctu

T-B030-1L-FRT (¢popma 1)
T-B030-2L-FRT (¢popma 2)

Ne P3H 2023/20836

BrisBiienue reHoB kapOaneHeMas BceX TpeX IpyIIIl,
BcTpevaronuxcs y aurepodakrepuii - NDM, OXA-48 u
KPC, meTonom n3oTepMudeckoil aMrndpukanum

(LAMP)

Bosmosknocts skcrpakiuu JIHK u3 06pa3ios kak
PYYHBIM METOJIOM, TaK U C IIOMOILBIO aBTOMaTHYECKHUX
CTaHLUU

OO6pa3mpl Moun

TpaxeanpHbIN aciupar

bponxoanbsBeossapHslii naBax (BAJI)

1x10° Kormwii/ M

ABTOMaTHYECKUI

Pyunoint

«PUBO-npent TC»

«Marno-Cop06-Kom60 TC»

®opma 1: «PUBO-nipent TCy» Bapuant 100 u «LAMP-
KomruiekT» BapuanT FRT-96 F

®opma 2: «Marno-Cop6-Kombo TC» Bapuant 100 u
«LAMP-kommuiekt» Bapuant FRT-96 F

KoHTtpomb 3¢ (heKTHBHOCTH SKCTpAKIIUU

Kontpons npoxoxnenus LAMP

96

Rotor-Gene Q (QIAGEN, I'epmantist)
CFX96 (Bio-Rad, CIIIA)

QuantStudio 5 (Life Technologies, CIITA)
HTupaiim (« IHK-Texnonorus», Poccus)

~ 35 MuHYT

9 MmecsueB

2025/AMNAUNTECT
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

®rey «LUCn»
®MBA POCCUU
HaGop peareHToB 1/151 BbISIBJICHUS
reHoOB MeTaJL10-f-1akTtamas rpynnsl NDM,
reHOB CepUHOBBIX kKapOanenema3 rpynn OXA-48-nogoousix u KPC
MEeTOJA0M HU30TePMUYECKON AMIIN(PUKAIUA
«AmmaTecr® CP NDM/ OXA-48/ KPC LAMP Bacto»
Karanoxuslii HoMep T-BO31-FRT
Perncrpaiortioe Ne P3H 2023/21649
yZIOCTOBEpEHUE
BrisBiienue reHoB kapOaneHeMas BceX TpeX IpyIIIl,
BcTpevaronuxcs y aurepodakrepuit - NDM, OXA-48 u
KPC, meTonom n3oTepMudeckoil aMrundpukanum
[Ipenmymiecrna (LAMP)
Bo3MoxHOCTB npeaBapUTEIbLHON 00pabOTKU U
sKcTpakuuu TotanbHoi JJHK u3 6uonornveckoro
MaTepHala 3KCIpecc-MeTo10M
bakTtepuanbHbie KyJIbTyphI (TIOJIOKUTEIBHBIC
buonoruyeckuit Mmarepuan IeMOKYJIbTYPBI, UUCThIE OaKTepUalIbHbIE KYJIBTYPbl M1
cMecH OaKTepHAaIbHBIX KYJIBTYP)
YyBCTBUTEIBHOCTD 1x10° kommit/mi
Mertoabl SKCTpaKLIKU Pyunoit
HabGops! 11 sKCcTpakimm WTHK Anterpo»
HYKJIEMHOBBIX KHCIIOT
«JHK Annerpo» Bapuant 100
Kommnnekrarus
«LAMP-komiiexT» BapuanT FRT-96 F
K KoHTtpomb 3¢ (heKTHBHOCTH SKCTpAKIIUU
OHTpPOJIU
R Kontpons npoxoxnenuss LAMP
KonmuecTtBO TECTOB, 96
BKJIFOYast KOHTPOJIU
Rotor-Gene Q (QIAGEN, I'epmanwist)
AlanTupoBaH mox CFX96 (Bio-Rad, CIIIA)
aMIUTH(QUKATOPBI QuantStudio 5 (Life Technologies, CIIIA)
HTnpaiim (« IHK-Texnonorus», Poccus)
Cpennee Bpems
~ 35 MuHYyT
MIPOBEICHUS aMITTU(UKAIIUN
Cpok rofHOCTH 9 mecsieB
2025/AMNONUNTECT
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

OrBY «LCr»
®OMBA POCCUU

Ha6op pearentoB a1 BoisiBiaenusi JJHK Bo30yauTesneil knme4yHbIX HHpEKIUA
Salmonella spp., Shigella spp., saTeponnBasuBHbIx E.COli,
Tepmopuababix Campylobacter spp. u ageHoBupycos rpynmnsi F
METO0M H30TEePMHUYECKON aMILTH(PUKALNH

Karanoxusiit Homep

Peructpanmonnoe
YI0CTOBEpEHUE

IIpeumymecrBa

Knunnueckuii marepuain

YUyBCTBUTEIBHOCTD
MeTtobl 3KCTpaKkLuu

HaGops1 u1s sKCTpakiiuu
HYKJICHHOBBIX KHCIIOT

Kommnekramus

Kontpomn

KommuectBo TeCTOB,
BKJTFOYAsi KOHTPOJIHU

AnantupoBaH noj
aMILTH(PUKATOPEI

Cpennee Bpems

IPOBCACHUA aMl'[J'II/I(l)I/IKaI_[I/II/I

Cpoxk rogHOCTH

«AvmauTect® OKH LAMP»

K-B026-L-FRT
Ne P3H 2024/23503

Camblil ObICTpBI HA PHIHKE BAPUAHT BBISBICHUS U
Qg epeHaIbHON THarHOCTUKU BO30yAUTENeH OCTPBIX
KHULIEYHBIX UH(pEKIU

dekannu yemoBeka
5x10° kormmit/mit

ABTOMaTHYECKUI
Pyunoi

«AvmmuTect® Marso-Cop6-Kom60»
«AmmmuTect PUBO-npen»

«LAMP-kommuiekt» Bapuant FRT-50
He BKi1rouaeT KOMIUIEKT AJIs1 SKCTPaKLMH

KonTpoib npoxoxnaenus [TL[P
50

Rotor-Gene Q (QIAGEN, I'epmantist)
Rotor-Gene 6000 (Corbett Research, ABctpanus)

CFX96 (Bio-Rad, CIIIA)
HTnpaiim (« IHK-Texnonorus», Poccus)

~ 35 MuHYyT

9 MmecsueB

2025/AMNAUNTECT




HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

®rey «LUCn»
®OMBA POCCUU

®MBA POCCUU

DOAEPINLHO MOANKO-EHONOTUNECKOD ArENTCTBO
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HOBBIE BO3BMOXHOCTH

B MOJIEKYJISAPHOW IUATHOCTHUKE

SMBA ROCCAN

DIy «LCM»
®OMBA POCCUN

HaGop peareHToB /151 BHISIBJIEHUS M KOJIMYECTBEHHOI0 OIpe/ieSieHHsI
JJHK 6axkTepuii, BbI3bIBAIOIINX HH(EKIUN MOYEBbIBOASAIINX IyTeH —
Escherichia coli, Klebsiella pneumoniae, Pseudomonas aeruginosa,
Enterobacterales m Enterococcus spp. — merogom ITI{P

Karanoxusiit Homep

Peructpanmonnoe
YI0CTOBEpEHUE

IIpeumyecrBa

buonornueckuii Marepuan

YUyBCTBUTEIBHOCTD

MCTOI[BI IKCTpaKIuu

Habops! 11 sxeTpakiuu
HYKJIEMHOBBIX KHCJIOT

Kommnnekrarus

Kontpomn

KommgectBo TeCTOB,
BKJIFOYAs] KOHTPOJIU

AnanTupoBaH moj
aMIUTH(UKATOPHI

Cpennee Bpems

MIPOBEICHUS
aMIUTHUKAITIT

Cpoxk romHoCTH

«AMmmuTect® UMII»

T-B049-1FRT (dopma 1)
T-B049-2FRT (dopma 2)

Ne P3H 2024/23762

Bo3moxHOCTh KONMuecTBEHHOU oLleHKH coaepxanus JJHK
orpeensaeMblX OakTepuil B MOY€ AJIs OLEHKU 3HAYUMOCTH
OaKTepHypHH, a TAKXKe KOHTPOJISI CHIKEHUS OaKTEPHypHUU B
pe3yJbTaTe NpoBeIeHUs] aHTUMUKPOOHO! Tepanuu
OO6pasub Moun

bakrepuanbHas KyJibTypa

Moua («Maruo-Cop6-Kom6o TC») — 1x103- 2x103 I'D/mn
Moua («JTHK Amnerpo») — 2x10°% - 4x10° I'D/mn
Bakrepuanshas kynerypa («IHK Amnerpoy», «bK-3-step»)
— 1x10°- 2x10° I'D/mn

ABTOMAaTHYECKUI

PyuHoii (3kcmipecc-meTo)

«JHK Annerpo»

«BK-3-step»

«Marno-Cop6-Kom60 TC»

®opwma 1: «/IHK Annerpo» Bapuant 100 u «IILP-
KomIutekT» BapuanT FRT-96 F

®dopwma 2: «Marno-Cop6-Kom60o TC» BapuanT 100, «bK-3-
step» Bapuant 100 u «I1L[P-xommnexT» Bapuant FRT-96 F

KoHTpoib 3)PeKTHBHOCTH IKCTPAKITHH
KonTpose npoxoxnenus [11IP

96

Rotor-Gene Q (QIAGEN, I'epmanus)
Rotor-Gene 6000 (Corbett Research, ABcTpamus)
CFX96 (Bio-Rad, CIIIA)

HTnopaiim (« IHK-Texuomorus», Poccust)
QuantStudio 5 (Life Technologies, CIIIA)

~ 95 MUHYT

12 MecsreB

2025/AMNAUNTECT



HOBBIE BO3BMOXHOCTH

B MOJIEKYJSAPHOMU IUATHOCTHUKE
¢Dr5ycn»

g_gM BA POCCUMN ®MBA POCCUN

PANLHOO MORMKO-GHOMOTHUCKOS AENTCTHO

i‘;gl %
=i
R =

201014

. "\. Tx AN " 5=
L .
3 N ﬁ. = e .
- e T
Ay e 0@ o . 1.C2 8
-

2025/ AMNNUTECT




HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

SMBA ROCCAN

®rey «LUCn»
®MBA POCCUM
Habop peareHToB /151 BbISIBJIEHUS
PHK Bupyca rpunna A cyoruna HS
METOAOM IOJIMMEPA3HOM LEIMHOM peaKkuuu
«AvmanTect® Influenza A H5»
K . T-V042-1FRT (dopma 1)
aTaJIOKHBIN HOME
P T-V042-2FRT (bopma 2)
Hexnaparus o coorBerctBun ~ Ne POCC RU JI-RU.PA01.B.35505/23
JlmarHocTrka BBICOKONATOT€HHOTO CyOTHIIa BUpYyCa
rpunna HS, B Tom uncine kinaasr 2.3.4.4b
IIpenmymiecTBa Bosmoxxnocts skcrpaknuu PHK u3 oOpasios kak
PYYHBIM METOJIOM, TaK M C TIOMOII[bIO0 aBTOMaTHYECKHX
CTaHIUH
Ma3sku 13 KJI0aKu U pOTOTIIOTKH
TkaHeBoI1 (ayTOICUIHBIN) MaTepual Tpaxeu  JIEerkux,
CeJIe3€HKHU, 'OJIOBHOT'O MO3ra, BO3YXOHOCHBIX MEIIKOB,
5 . KMILEYHHKA, CEepILla, T0YEK, AJUTAHTOUCHAS! )KUIKOCTh
MOJIOTHYECKUI MaTepua SMGDHOHOB TITHIL
Ma3ku 6MO0JIOrHYEeCcKOro MaTepuana Ha TPaHCIOPTHBIX
FTA xaprax
Ma3sku ¢ TOBEpXHOCTH Msica B CyOIPOITyKTOB
YyBCTBUTEIBHOCTD 1x10® kommit/m
ABTOMaTHYECKUI
MeTo/1bl SKCTpAKIHKI .
Pyunoin
HabGops! 11 SKCcTpakimu «PUBO-nipert BET»
HYKJICHHOBBIX KUCIIOT «Marno-Cop6-Kom6o BET»
®opma 1: «PUBO-npenn BET» BapuanT 100 u «IILP-
KomruiekT Bapuant FRT-100
Kommnnekrarus
®opma 2: «Marno-Cop6-Kom6o BET» Bapuant 100 u
«ITP-kommnexT» Bapuant FRT-100
KoHTpoab 3 PeKTHBHOCTH IKCTPAKITUN
Kontpomn
KonTpoisb npoxoxaenus [TL[P
KoauuectBo TecToB, 100
BKJTIOYast KOHTPOIH
A Rotor-Gene Q (QIAGEN, I'epmantist)
JAITTHPOBA T CFX96 (Bio-Rad, CIIIA)
aMILTU(UKATOPbI .
HTupaiim (« IHK-Texnonorus», Poccus)
Cpenuee BpeMs
P P ~ 110 MmunyT
MIPOBEJIEHUS aMILTU(PUKAIINH
Cpoxk rogHoctu 12 mecsieB
2025/AMNONUNTECT



HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE
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®OMBA POCCUU
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®MBA POCCUMN

PANLHOO MORMKO-GHOMOTHUCKOS AENTCTHO

®rBY «LICM» ®MBA Poccum

| | A 119121, r:Mocksa, yn. Moroawncxas, 410 cTp.1
mMnan @CT en: & (499 246:56.26 harc: 8 (499) 245-03-14
e-mail: info@cspfmba.ru; cait: www.cspfmba.ru
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

®MBA POCCUM OMBA POCCH

OACPINLHOO MOAHKO-EHONOTUSCKOD ATEKTCT

KommuiekT pearentoB ais 3xkcrpakunu PHK/JTHK
13 0MOJIOTHYeCKOro MaTepuaJia
«AMmimTect PUBO-npen»

Karanoxxubiit Homep C-004-(100)
Perucrpaimonnoe yJ10cToBepeHue Ne P3H 2020/12985
OCHOBHBIE XapaKTEPUCTUKHU Bocnpouzsogumocts uccnenoanuii — 100%

Ma3sku co CIM3UCTON 000JI0YKH HOCO- H POTOTJIOTKH,

Knununueckuit matepuan
MOKpOTa, (peKaanu yeoBeKa

MeTo1bl SKCTpAKLIMKU Pyunoii

Kommekranus «AmmmTect PUBO-npen» Bapuant 100
Kontponu KouTponb 3 pekTHBHOCTH IKCTpaKIINK
KonmdecTBo TecTOB, BKITFOYast KOHTPOIU 100

Cpennee Bpems

~ 240 munyt Ha 100 06pasmnos
IMPOBCACHU BbIACICHUA

Cpoxk ronHoctu 12 mecsueB

FBY «LICM» SMBA Poccwn
19121

@ AmnauTect it

. +7 (499) 246-58-24, aec +7 (499) 450314
-l promiad@osphba nu. CauT. www.amplitestru
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HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

®MBA POCCUM OMBA POCCH

OACPINLHOO MOAHKO-EHONOTUSCKOD ATEKTCT

Kommuiekt pearenToB ajs sxkcrpakunu PHK/THK
U3 0MOJIOTHYeCKOro MaTepuaJia
«AmmanTect® Marno-Copo-Typ6o»

KaranoxHbiit HOMep C-016-(100)
Pernctpauonoe Ne P3H 2022/16452
YIOCTOBEpPEHHUE h

OcHoBHbIE XapakTepucTuku  BocnpousBogumocts uccienoBanuid — 100%
Kinunnueckuit matepuan Ma3sku co CIM3UCTON 000JI0YKH HOCO- U POTOTJIOTKH

ABTOMaTHYECKUI
MeTo/ibl SKCTPAKIIUKI .
Py4Holl ¢ npuMeHeHreM MarHUTHOTO IITaTHBA

Kommexrarus «AvmmuTect® Marno-Cop6-Typ6o» Bapuant 100
KonTponu KonTpoins 3¢ pekTuBHOCTH IKCTpaKIUH
KoauuectBo TecTos, 100

BKJTIOYast KOHTPOIIH

Cpennee BpeMst 18 MuHyT (aBTOMAaTH4YECKUI METON)

IIPOBEJICHUS BBIJIEIICHUS ~ 140 munyT Ha 100 06pa3uoB (py4HOIl MeTO)
Cpoxk rogHocTu 12 mecsiieB

2025/ AMNNUTECT




HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

®MBA POCCHUN OMBA POCTUM

KommuiekT pearentoB ajs sxkcrpakunu PHK/JTHK
U3 0MOJIOTHYeCKOro MaTepuaJia
«AMmmaTect® Maruno-Cop6-Kom60»

KaranoxHbiit HoMep C-021-(100)
Perucrpaumonsoe Ne P3H 2022/19200
YIOCTOBEpPEHUE -

OCHOBHEBIE

Bocnpoussogumocts uccienosanuii — 100%
XapaKTEPUCTHKU

Masku co CIIM3UCTON 000JI0YKH HOCO- U POTOTJIOTKH,

Kinanueckuit marepuan
MOKpOTa, TJIa3Ma KpoBH, (pekanuu, Moya

ABTOMaTHYECKUH
MeToibl SKCTpAKIINKI

Py‘IHOfI C IPUMCHEHUEM MAarHuTHOI'O mTaTruBa

Komrnekrarust «AvmmTect® Marno-Cop6-Kom60» BapuanT 100
KonTtponu KonTpoas 3 pexkTHBHOCTH IKCTpaKIIuN
KoaunuecTBo TecTOB, 100

BKJIIOYasi KOHTPOJIU

Cpennee Bpems 35 MUHYT (aBTOMaTHYECKUI METO.)

NPOBEACHUSA BBIACACHUA  ~ 280 muHyT Ha 100 06pa3uoB (py4yHoil MeToN)
Cpoxk romHocTu 12 mecsries
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HOBBIE BO3MOXHOCTH
DIy «LCM»
®OMBA POCCUU

B MOJEKYJSPHOMW IUATHOCTHUKE

0ACPINLHOO MOANKD-EM

®MBA POCCUUN
Cpena 1151 XpaHeHUsi M TPAHCIIOPTUPOBKH PecIIMPAaTOPHBLIX MA3KOB
«AmmauTect® TCP»

KaranoxxHsiit Homep C-015-(50)
Perucrpanmonnoe
L Ne P3H 2022/16719
YAOCTOBEPEHUE
Hanunuue xoHCcepBaHTa NPENATCTBYET POCTY
MOCTOPOHHEH MUKPO(IOPHI
ConeBoit CoCTaB MPENSITCTBYET MPEKIACBPEMEHHOM
[Ipenmymiectna p y PCAICED y
JIM3UCY KIIETOK B Ma3Ke
KpuoxoHncepBaHT cTaOMIU3UPYET MUKPOOPTaHU3MbI
MIPH 3aMOPaKUBAHUU-OTTauBaHUU 00Opa3ia
Knunnueckuii matepuan Mas3ku co CIM3UCTOM 000JI0UYKH HOCO- U POTOTIIOTKH
KommnekTanus Cpena «AmmmuTect® TCP»
50

VYcnoBus xpaHeHus! MPod KIMHUYECKOTO MaTepHasa B
TPAHCIIOPTHOM CpeZe UIsl PECIUPATOPHBIX MA3KOB:

® [Ipy KOMHATHOH TeMIiepaTrype — B TeueHue 1 4
e Mpu TemIiepatype oT mioc 2 ao mitoc § °C — B

KonunuaectBo 06pa3ios

YcnoBus XpaHeHus Ipoo TeYeHue 3 CyTOK
e [Ipu TemIiepaTtype oT MuHyc 24 1o munyc 16 °C — B
teyeHue 30 cyTok
IIPYU TEMIIEpaType He Belle MUHYC 68 °C —

JUTATEITBHO
Cpoxk ronHoctu 12 mecsueB

—
=3

CPeAa ANR XpaHEHW W TPAHCNOPTIPOBKM ma E
PeCUpaTOpHBX Ma3K08 -
. «AmnnuTect® TCP» Vso
- Cocras: 8C
Cpeaa TCP 0,5 mn x 50 H -
2c =
—— B
FE) c-015450) R230411 (] 2023-04-04 J 2024-04- 'e’
-~

TV 21.20.23.01501897400-202¢
PeuCTD o wowep: PIH 2022116719

2025/ AMNNUTECT




HOBBIE BO3BMOXHOCTH

B MOJEKYJSPHOMW IUATHOCTHUKE

®MBA POCCUM OMBA POCCH

OACPINLHOO MOAHKO-EHONOTMUSCKOS ATKTCTS

Bopa nemonusnpoBaHHas, CBOOOIHAS OT HyKJIea3
0e3 ucnoJb30BaHuA AMdTHIANHPokapoonara (DEPC)
«AmmnTecer® H20»

Karanoxuslii HoMep R-WTI-1,25 - 1,25 mn
R-WTI-25 — 25 mn
R-WTI-50 — 50 mn
R-WTI-100 — 100 mu
R-WTI-250 — 250 mu

OcnoBuble xapakrepuctuku  CBoboaHa ot Hykieas (PHKa3 u /IHKa3)

[IpeumymectBa B nipou3BoicTBE HE MCTIONIB3YIOTCS TOKCHYHBIC
BemiecTBa, Takue kak DEPC (auatunmupokapOoHaT),
yTOOBI N30€XKaTh HHTHOMPOBaHUS (PEPMEHTATHUBHBIX

peaxkuuit
Haznauenue Jlis MosekymsipHOi 6ronorun
Meron nonydeHus Wonnbiii 00MeH U 00paTHBIN 0CMOC
Cpoxk rogHoctu 30 mecsneB
Orpanunuenue [TponykT pazpaboTaH 1 MPOJAETCS UCKIIFOUUTENBHO B
HCII0JIb30BAHUS HCCJIEIOBATEIBCKUX LIEIISAX U TOJIBKO IS UCIIOJIb30BaHUs

B MOJIEKYJISIPHOM OMosoruu

[IponykTt He TecTUpOBAJICS 71l UCIIOJIB30BAHUS B
pa3paboTKe W MPOU3BOJICTBE JICKAPCTBEHHBIX CPEICTB,
a TaKKe HE MOAXOIUT JIJI BBEACHHUS 1N VIVO JIFOISIM HIIH
SKMBOTHBIM

Bopa pewonuauposantias,
cBoBGoaHan OT HyKneas

2 S
cCs
O 8 | «AmnauTect® H,0»
o J& | 2500mn q
IeHOHH3UPOBAHHAS,
23 | coofoman or ryress 88 R-WTI-250,0 r
g g :Io\ounnuTecn‘ H,0» = = 63 220622 2
¥ .0 Mn A A3 AEMOHM3NPOBAHHAR, 20: -22
ﬁ R-WTI-100,0 HE T H cB050Has OT HyKNeas ahiag g
i % 38 | «AmnnuTect® H20*
85 | Eonl 220622 10 {
2024-12-22 5 o (’i
- b
:§ R-WTI-50 "
+ | %083 newonuauposaHan, 93 220622 2
§| ohuen oTHyCeRS & 20241222
i “AmnauTect® H20% “nuTect’t
<l %00 mn At 125 M
. BeF| R-WT1-250,0 < RwTi2
i o7 520622 ‘20622 1
024-12:2

w  2024-12-22
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HOBBIE BO3BMOXHOCTH
B MOJEKYJSPHOMW IUATHOCTHUKE Y

A V
®MEA POCCUM OMBA POCTHH
KonrakTHEIE JaHHBIE OI'bY «ICII» ®MBA Poccun
Anpec 119121, Poccuiickas @eneparus,

r. Mocksa, Ilorogunckas yi., 1. 10 ctp. 1

Otnen nmpogax tein.: +7 (495) 540-61-77 no6. 3023, 3024, 3026
e-mail: saleslab@cspfmba.ru

Caiit www.amplitest.ru
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HOBBIE BO3SMOXHOCTMU
B MOJIEKYJSAPHOMU IUATHOCTHUKE
QI'BVCI'I»
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1bHOO MOAUKO-GHONOTUNECKO® ArENTC|

OIreY «UCl» OMBA Poccuum




