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BHVMAHWE! N3yunTe MHCTPYKUWIO Nepe Havyaniom paboThbl
CMNCOK COKPALLLEHWI.

BTabnuue 1npuBeaeH CMMCOK UCMOMb3YEMbIX COKPALLEHUIA 1 0603HAYEHWIA:
Ta6nuua 1. CNUCOK COKpaLLLeHWin
Habop peareHToB «PHK-  Habop peareHToB 414 BbigeneHns PHK 13 KNMHUYECKOro matepmnana yenoseka

MarHo» «PHK-MarHo» cepusa 8

oT-nupP MonuMepasHas LenHas peakuus ¢ aTanom 06paTHOW TpaHCKpUNLMu
MonumepasHas LenHas peakums ¢ PyopecLeHTHOW AeTeKuuen B pexvme

OT-NLP-PB peanbHOro BpeMeHu C 3TaroM 06paTHOM TPaHCKPUMLMK

HK HyknenHoBaa Kucnota

MKO MoNoXWTeNbHbIA KOHTPONbHLIN 06paseL,

OKO OTpuuaTenbHbIA KOHTPO/bHBIN 06pasel,

1. HAMMEHOBAHVE MEANUMNHCKOIO U3OENUNA.

MonHoe HauMeHOBaHWe MeAMLMHCKOro 13genna Ans AMarHoCTUKN W/ snrpo: «Habop peareHToB Ans
O BblgeneHna PHK 13 knuHuyeckoro marepuana yenoseka «PHK-MarHo» cepus 8».

B gokymeHTaumm n npu obpaiwieHunm Habopa MOryT WUCMO/b30BaTbCA CleAyHoLLMe COKpalleHHble

HamMmeHoBaHUs: Habop peareHToB «PHK-MarHo», «PHK-MarHo».

2. CBEAEHWNA O NMPON3BOAUNTEJIE (M3ATrOTOBUTENE) MEANUMNHCKOIO N3AE/TNA.

OpraHu3aLoHHo-NpaBoBas opma n OO6LLECTBO C OFPaHUYEHHON OTBETCTBEHHOCTLIO «J1ablMak»,
nonHoe HammeHoBaHne OO0 «J1ablMak»

FOPUANYECKOTO NnLa

Agnpec (mecTo HaxoxaeHus) 197376, r. CaHkT-IMeTepbypr, HabepexxHas pekn Kapnosku,
FOPNAMYECKOro nnua 4. 5, nut. W, nom. 3-H.

Howmepa TeneoHoB +7 8124907593

3.HASHAYEHWE.
«Habop peareHTOB 4714 BbigeneHna PHK 13 KnMHMYeckoro martepuana venoseka «PHK-MarHo»
cepusi 8» (manee - Habop peareHTOoB «PHK-MarHo») npegHasHaveH ans BblgeneHns PHK u3
A KNMHUYEeCcKoro marepuana (MasoK M3 pOTOr/IOTKM, Ma30K W3 HOCOI/IOTKM, MOKPOTa) METOAOM,
|  OCHOBaHHOM Ha 06paTUMOM CBSA3bIBAHUN MOJIEKY/T HYK/IEMHOBBLIX KWC/IOT Ha MOBEPXHOCTU 4acTuy
MarHUTHOro copbeHTa B MPUCYTCTBUM XaOTPOMHbLIX COMel, AN NOCMeAytoLwWwero npoBeaeHNS
npoLeaypb! BblSBIEHWS U naeHTUUKauuy PHK MeTofoM nosvmepasHoi LenHOoW peakuuy ¢ 3Tarnom
obpatHoi TpaHckpunummn (OT-MLLP), B yacTHOCTM MpW AMAarHOCTUKE KOPOHaBWMPYCHOM WHMEKUMA
SARS-CoV-2.

[na npodeccMoHanbHOro NpUMeEHEHUS B K/IMHWYECKON NabopaTopHON AMarHocTuke; Ans
MCMOMb30BaHUA Ha NpeaHaJIMTUYECKOM 3Tane 06CnefoBaHUs MOJIEKYNAPHO-TEHETUYECKUM METOAOM
UCCnefoBaHNSA; A1 MCMOMb30BaHNA Kak B Py4YHOM pexume (popma Komnsektauum 1), Tak U Ha
aBTOMaTNYecKux ctaHumax BolgeneHms HK (hopma komnnekTayum 2).

Tpe6oBaHMA K KBanuukauum nosb3oBaTenieil:  pPernaMeHTMpoBaHbl  MeTognyecKumm
pekomeHzaumamm  MP 3.1.0170-20 «3nugemunonorus n npodunaktnka COVID-19»: nepBuyHble
CKPVHMHIOBble UCCNefoBaHnsA 6e3 BbiaeneHns Bo30yauTens MoryT NnpoBoAUTLCA Ha 6a3e nabopaTopui,
MMEIOLLMX  CaHMUTapHO-3NWAEMMONIOTMYECKOe — 3aK/IOYeHWe Ha  paboty € BO3GyauTensamu
MH(EKUMOHHBIX 60ne3Heli Yenoseka II-1V rpynnbl naToreHHOCTH, Npu 3TOM K paboTe [0MYCKarTCs
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CreuyanincTbl, AaBLUne NUCbMEHHOe Cornacue W MnpoLuesLlne nogroToBKy/MHCTPYKTaX Mo BOmpocam
obecreyeHns TpeboBaHWn 61oNornyYeckoi 6e30MacHOCTU, NPOBEAEHHbIN COTPYAHMUKAMM OpraHm3aLuii
N yupexpaeHuin  PocnotpebHaf3opa,  OCYLUECTBNAKOWMX — AeATe/IbHOCTb €  BO3GYAUTENSAMM
MH(EKUMOHHLIX 60ne3Held 4YenoBeka I rpynnbl natoreHHocTU (pabota MO MPOBELEHUK TakMX
WHCTPYKTaXKel OpraHu3yeTcs Ha TeppUTOpnasibHOM YPOBHE NyTeM c6opa obpaLleHuii, GopMUPOBaHIS
y4ebBHbIX TPYNM MNPy CorfacoBaHnM TeppUTOpUaNbHBLIX OpraHos PocnoTpebHaA3opa).

4. PYHKUNOHAJ/TBHOE HASHAYEHWE.

®PyHKUMOHA/IbHOE  Ha3HayeHWe Habopa peareHToB «PHK-MarHo» -  MCNonb3oBaHMe  Ha
NnpeaHa/IMTUYECKOM 3Tane MOJIEKYNAPHO-TeHeTUYeCKMX MeTOAOB uccnefoBaHud. BblaeneHHaa w3
KMHWYeckoro matepuana 4venoseka PHK MOXeT ucnonb3oBatbca AN NOCNeAyoLWEero npoBefeHUs
aHaNM30B B K/IMHMYECKOW 1abopaTopHO AMarHOCTMKE MPU WUCCNefoBaHMAX METOLOM 06paTHOM
TPaHCKPUNLUMM NpU AUarHoCTUKe HOBOW KOPOHaBMPYCHOM MH(eKumMn SARS-CoV-2.

[emorpaguryeckre 1 NoNyasaLMOHHbIE acNeKTbl MPUMEHEHUSI: PEKOMEHAYETCA NMPUMEHSATbL Habop
«PHK-MarHo» Ha npeaHa/IMTMYeCKOM 3Tane 06CnefoBaHUA MOJMEKYNAPHO-TeHETUYECKUM METOLOM
nccnefoBaHNA NauneHToB MYXCKOIO M XXeHCKOro nona 6e3 orpaHnyeHns BospacTa.

MokasaHneM K MPUMeHeHWI0 ABMSAETCA NPOBEAEHWE Mpoueaypbl MPO60NOArOTOBKM K/IMHUYECKOTO
marepuvana YenoBeka (KNMHUYecKnx obpasiLos), Ans NocneaytoLlero aHaamsa ¢ nomouysio OT-TLP.

5. PNCKN MPUMEHEHNA MEOVNUWNHCKOIO N3OETNA.

KoHTamuHauma Ha atane BblgeneHna PHK - BO3MOXHas npuymnHa nonyyeHus N0XXHOMOMI0XUTENIbHOIO
pesynbTarta B Mpouecce nocnefyroLero npoBefeHNs npoueaypbl BbiSBNeHUS 1 ngeHTupmkauumn PHK
METOZOM MONMMEPA3HON LieMHOM peakummn ¢ 06paTHoi TpaHcKpunumein (OT-MLP).
MpoTBONOKAa3aHA K MPUMEHEHUIO, OXXUaeMble U NpefcKasyemMble No60YHbIe 3EKTHI.

B xoge mMeHe[KMeHTa pucKa YCTaHOBNEHO, YTO MPUMeHeHMe Habopa peareHToB «PHK-MarHo» He
CO3/aeT NPAMOro puckKa /19 naumeHTa uim o06cnefyeMoro nMua, Tak Kak ero He UCMosb3yT BHYTPU
WM Ha Tefie YeNoBeKa, CNefoBaTe/lbHO, MPOTUBOMOKa3aHUA, 0XXnaaeMble U NpeacKasyemMble NoboYHble
3(eKTbl, CBA3AHHBIE C MPUMEHEHVEM MEAMLMHCKOTO U3LeNNA MO Ha3HaYeHWIO, OTCYTCTBYHOT.

6. TEXHNYECKAA XAPAKTEPUNCTUKA MEAVNLUMNHCKOIO N3AENTNA.
CocTaB Habopa.
Habop «PHK-MarHo» BbInyckaeTcs B ABYX (DOpMax KOMMIeKTauuu.
dopma Komnnekrtauuyu 1 paccumTtaHa Ha nposefeHne 100 TectoB. Habop peareHToB «PHK-
MarHo» B (hopMe KOMM/eKTaumMm 1 npuMeHUM L9 Py4YHOM MeToauku BblgeneHus PHK, coctas

npueeaeH B Tabnumue 3.

<»

dopma komnnekTaymm 1 (#NA3.1)
KOMMoHeHT O, M KowvecTso CocTes
CycrieHsys MarHUTHbIX YacTu, Pe304-
SiOz - vactuupl Pe304 pasmepom 2-4
MKM, MOKPbITbIE 060/104K0I aMOptHOr0
BbICOKOAMCepcHoro Sioz
2,12M ryaHuguHa TnoupmaHat 0,02M
Tpuc; 0,1M Hatpus xnopug,; 1,0% TeuH
20; 0,02M 34TA guHaTpuesas Cofib;
0,005M Hatpuvs naypuncapkosuHar,
0,02% p-mepkanTosTtaHon, 20%
30MpornaHon.
MpombIBOYHbIV Gydep 1 40 mn/dnakoH 2 (hnakoHa 0,015M Tpwc; 0,0006M SATA

MarHeTu3upoBaHHbI COPOEHT 11 mn/npo6bupka 1 npo6upka

Jnsnpyrowmia Gycep 44 mn/chnakoH 1dpnakoH
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dopma KomnnekTaymm | (#NA3.1)

KovnoHeHT O, M KowvecTso Coctas

AvHaTpueBas conb; 0,1M Hatpus
xnopug; 15% auetoH; 0,03% TauH 20;
40% u30mponaHor
0,01M Tpuc; 0,0008M 3ATA

MpOMbIBOYHBI Gyhep 2 40 mn/thnakoH 2 (hnakoHa [VHaTpreBas cosb; 57% 130npornaHor;
11,7% aueTtoH; 0,01% TauH 20

SnovpytoLLmiA Bydep 12 mn/chnakoH 1 dhnakoH 0,01 MTpuc-HC1

WVHCTPYKUMS NO MPUMEHEHNIO : lur -

MMacnopT KayecTsa - lwr -

dopma KOMNIEKTauumM 2 paccunMtaHa Ha nposefeHne 96 TectoB. Habop peareHToB «PHK-MarHo»
B (hOpMe KOMMNJeKTauum 2 MpUMEHUM [AN8 aBTOMATUYECKOW MeToAuKM BbigeneHns PHK Ha
aBTomMaTnyeckmx craHumax BblgeneHns HK KingFisher Flex, cuctemax pfg aBTOMaTM4eckoro
BblAENEHNA N OUMCTKM HYK/IEMHOBBIX KUCNOT M3 BMONOrnyecknx obpasuos 4enoseka Auto-Pure 96,
cocTaB npueefeH B Tabnuue 4.

®opma KomnnekTaumm 2 (#NA3.2)

KOMMoHeHT OGeem, Mn CocTas
2,12M ryaHuamHa TroumaHar 0,02M Tpuc;
0,1M Hatpus xnopug,; 1,0% TeuH 20; 0,02M
MNaHLLEeT C NN3NPYIOLLIM 04 w1 3ATA ,D,VIHanVIEBaﬂOngI;/; 0,005M Hatpus
Bycepom 1 ’ naypwncapkosuHar, 0,02% p-mepKanToaTaHon;
M);(IPHSTVBI/IDOBaHHI:IM Inynal96 Lnakuer 20% wn30npornaHon, CYCreH3ns MarHUTHbIX
copbeHToM TyHOK yacTuL, Pe304-5HK02 - yactuubl Pe304pasmepomM
2-4 MKM, NOKPbITble 060/104KOM aMOpHOro
BbICOKOAMCEPCHOro Si02
lMiaHLWeT ¢ NPOMbIBOYHBIM 0,7 mn 0,01M Tpwc; 0,0008M 3OTA anHaTpuesas
Byhepom /nyHKa/96 1nnaHwer  conb; 57% u3onponadon; 11,7% aueTtoH; 0,01%
NIYHOK TeuH 20
[MnaHLLET C 3NHoMPYHOLLIMM 01 wn
/nyHKa/96 lnnaHwer 0,01 MTpuc-HC1
Oytpepom NYHOK
I"pebeHKa Ha 96 NyHOK lur -
WHCTpYKUMSA 1o NpUMeHeHUo : luwr -
lMacnopt kadvecTea - luwr -

MeanLUMHCKOe M3[enne He COlEPXKMT B CBOEM COCTaBe MPUHAANEXHOCTW W U3AENNN, He SBNSIOLLMXCA
MEAMLMHCKUMIU, HO NPeayCMOTPEHHbIX ANS UCMO/b30BaHMs B KOMOMHALMMN C MEAULMHCKIM M3aENVEM.

7. XAPAKTEPNCTUKA HABOPA.

HanmeHoBaHWe MoKa3aTens

1.1.BHewHNniA Bug

XapakTepucTUKN 1 HOPMbI

dopma KomnaekTaumm 1
1. TeXxHUYeCcKne xapaKTepucTuku

MarHeT3MpoBaHHbIN COpOEHT
Nusnpyrowmii Bydep
MpoMbIBOYHbINA Bycep 1
MpOMbIBOYHBIV By hep 2
AnovpyoLwmii 6ydep
WHCTpYKLSt MO NPUMEHEHNIO
lNacnopT KayecTsa
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BecLpeTHas npo3payHas XMAKOCTb
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HavnmeHoBaHMe nokasartens XapakTepucTUKM N HOpPMbI

2. ®YHKUNOHANIbHbIE XapaKTePUCTUKMN

YucToTa BblgeneHna HK no nokasatento
cooTHoLeHns A260/280
ApheKTMBHOCTBL BblaeneHns HK He meHee 30%
KoHTponb oTcyTeTBus nurnbuumm OT-IMLP
MoporoBbIA LMK, COOTBETCTBYHOLLNIA
KMHETUYECKON KPUBOI (hilyopecLeHumn ans
peakumm MKO (pekoM6MHaHTHBIN (har MS2), Ct no
KaHany HEX/FAM*

KoHTposib HrmbmposaHna OT*. PasHuLa mexay
MOPOroBbIMK LMKIaMN KUHETUYECKUX KPUBbIX
(hiyopecueHLumMn Ana peakummn B obpasiiax
PHKHeTa- NKO u K- - MNMKO, Ct no kaHany HEX
KoHTponb nHrnébuposarus MLP*. PasHuua mexay
MOPOroBbIMU LIMKIaMN KMHETUYECKMX KPUBbIX
(hnyopecLeHUMy Ana peakumm B 06pasuax
PHKHeEa- K+ n K- - K+, Ct no kaHany HEX

* [poBoyITTA MV Manans30eaHm M «dHabop peareHTOB [ BoRBeHVA PHK kopoHaarpyca SARS-COV-2 B KIVHVHECKOM
METEpV/aNE METOIOM NOMVIVEPEGHOI LIEMHOM peakt i B peaqibHoM Bpever (COVID-2019AT)» (PYNgP3H2020/10498, g
038 gook raoHocTv 06-2025)

He meHee 1,7

15-37/25-35

He 6onee 5

He 6onee 5

3. XapaKTepuUCcTUKN aHa/IMTUYECKOM ah(heKTUBHOCTH
BivsHe  NOTEHUMaIbHO  MHTEP(EPUPYHIOLLUX
BELECTB Ha paboTy Habopa peareHTOB OblNo
MPOBEPEHO B OTHOLLEHUM noTeHUnaIbHO
VHTep(epupyoWwnX  BeLecTB, KOTopble  OyayT
BCTpeyaTbCcs npu npoueaype 3abopa
Bronornyeckoro mMarepuana:
1 Temorno6uH 150 r/n
MyuunH5%yly
«M6ynpodeH» 0,04 mr/mn
«AMBpo6eHe» 0,003 mMr/mn
«BpomrekcuH» 0,016 mr/mn
«HTEpepoH» 0,2 ea/mn
«Tepadnto» 0,071 mr/mn
Ha ocHoBaHWM pe3ynbTaToOB  MCCNeLOBaHUSA
MoTeHUMaSIbHO  UHTEpMepupytoLLmMe  BeLLeCTBa,
BCTpeyvaroLmecs npu npouesype BbigeneHna PHK u3
KMHUYECKOro  martepuana, OLEeHMBaeMble Mpw
KOHUEHTpaumsax, KOoTopble, Kak oOXwugaetcd, OyayTt
BCTpeyaTbCAd MpVM  HOPMaIbHOM  MCMO/b30BaHUN
Habopa peareHTOB, He OKa3blBAOT B/IMSAHME Ha
pe3ynbTaT aHan3a.

AHaMTnYecKas cneuuguyHoCTb

No ok owh
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Tabnuua 6. Habop peareHToB «PHK-MarHo». ®opma Komnaektaummn 2
HavmeHoBaHVe nokasaTens XapaKTepuCTUKM 1 HOPMbI

dopma KomnsekTaumm 2

1. TexHNYecKue xapaKTepUCTUKN

1.2.BHeWwHnI BUA
96-/TyHOUHbI MNAHLLET, B K&KAOM lYHKE COLEPXUT
0CafloK 6yporo wam YepHOro LiBeTa B NPO3payHoii
YXWUAKOCTK, NOCNe nepemeLlnBaHna nnaaHLleTa B
TeyeHue 5-10 ceKyHZ - HENpPO3payvHyo 04HOPOLHYHO
CyCreH3u1io Byporo vy Y4epHoro LseTa
MnaHLWeT ¢ NPOMbIBOYHLIM Gydhepom 96-1yHOYHBbIN NnaHWeT ¢ 6ecLBETHOM NPO3paYHOi
YXWAKOCTBIO B KXKAO0M NyHKe
96-1yHOYHbIN NnaHWeT ¢ 6ecLBETHOM MPO3paYHON
YXMAKOCTbIO B K&XKAO0W NyHKe
I"pebeHKa HaKOHEYHWKOB AN 3alWyThl MarH1ToB

"pebeHka (BN NnaHWeToB € rNy60KNUMU AYelikamm) 13
1 nosmnponuieHa

NHCTPYKLMSA MO MPUMEHEHNIO -

MacnopT KayecTBa

MnaHWeT ¢ Nn3npyoLmm 6ytepom un
MarHeTM31PoBaHHLIM COPOEHTOM

MnaHLweT ¢ sntupyowmm 6ydepom

2. DYHKUMNOHA/bHbIE XapaKTepUCTUKN
UucToTa BblgeneHmsa HK no nokasarento
cooTHoweHns A260/280
AhdekTMBHOCTL BblgeneHns HK He meHee 30%
KoHTponb oTcyTcTBua nHruéuumm OT-MLUP
Moporo.bIii UMK, COOTBETCTBYHOLLMIA
KMHETNYECKON KpuBOW (hilyopecLeHLnn ans
peakuymn MKO (pekoM6UHaHTHbLIN (ar MS2), Ct no
KaHany HEX/FAM*
KOHTpOsib MHrMGMpoBaHna OT*. PasHuUa Mexay
MOPOroBbIMK LMKNaMM KUHETUYECKUX KPUBbIX
(hnyopecueHuMmn Ana peakummn B obpasLiax
i PHKHeLa- MKO u K- - MKO, Ct no kaHany HEX
KoHTposnb nHrnémposaHus MLP*. PazHuua mexxay
MOPOroBbIMU LIMK/IaMM KMHETUYECKNX KPUBBIX
(hniyopecueHUMN 419 peakuun B 06pasuax
PHKHeLa- K+ n K- - K+, Ct no kaHany HEX
* [MposqayTes v vonossoeaHA MM «dHa00p peareHToB A Boreerss PHK koporas/pyca SARS-CoV-2 B KIVHHECKOM
VECTEQVANe METOOOM NOVIVEEBHOW LIENHOV PeakLm B pearbHOM Bpevern (COV/ID-2019 Ap)» (PY M P3H 2020/10498,
ogm (B3, ok roaHocTv 06-2025)
4, XapaKTepUCTUKN aHaNUTUYECKON 3P PeKTUBHOCTH
BivaHve NOTEHUMaIbHO  MHTepdepupyroLLmx
BEWECTB Ha paboTy Habopa peareHTOB Obl/1O
NpoBepeHo B OTHOLLEHUN NoTeHUMabHO
WHTepgepupyrowmnx  BeLLeCTB, KOTOpble  6yayT
BCTpeyaTbCs npwu npoueaype 3abopa
610I0rMYECKOro MaTepuana;
1 TemornobuH 150 r/n
2. MyuuH 5% viv

He meHee 1,7

15-37/25-35

He 6onee 5

He 6onee 5

AHanMTUYecKasl cneLmguUHoOCTb

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



#NA3.1/NA3.2 «PHK-MarHo» B-1.1

HanmeHoBaHWe nokasartens XapaKTEPUCTUKA U HOPMb

«MbynpodeH» 0,04 Mr/mn
«Ambpo6eHe» 0,003 Mr/mn
«bpomrekcunH» 0,016 mMr/mn
«HTepdepoH» 0,2 ea/mn
«Tepadgnto» 0,071 mr/mn
Ha ocHoBaHMW pe3y/nbTaToB  Wec/efoBaHUsA
MoTeHUMaIbHO  MHTepdiepupytowme  BeLLeCTBa,
BCTpeyvaroLmecs npu npouenype ebligeneHna PHK u3

No gk w

KNNMHNYECKOIo  MaTepuana, OLEHMBaeMble MPU

KOHLIEHTpaLWsX, KOTOpble, KaK OXuaaetcs, OyayT

BCTpe4daTbCaA MNMpn  HOPMa/lbHOM  MUCMOJ/Ib30BaHNN

Ha6opa peareHToB, HE OKa3biBalOT BJ/IUAHNE Ha
pe3ynbTaTr aHa/1n3a.

BocnponssognMmocTb.

VccnepoBaHve NpeumsnoHHOCTU B YCOBUAX BOCMPOM3BOAMMOCTI NPOBOAWIN HA pPasHbIX npubopax ¢
pasnnMYHbIMI ONepaTopamMu ¢ Kaxkaol hopmMoi KOMMAEKTaL N,

Mo pesynbTaTam MCMblTaHWA Habntodanacb MNOMHas BHYTPUMOCTAHOBOYHAS, MEXMNOCTaHOBOYHas
BOCMPOM3BOANUMOCTb, KO3 MLMEHT Bapmauumn He npesbillaeT 8% B ycnosuax nosropsemoctv 1 10 %
B YC/10BUSAX BOCMPON3BOAMMOCTN.

MpuHuMn aelicTBua. B 0CHOBe NpuHUMNA AeincTBuA Habopa peareHToB «PHK-MarHo» nexxuT meTog,
OCHOBaHHbIN Ha 06paTMMOM CBSA3bIBAHWW MOJIEKYNT HYK/IEMHOBBLIX KWCIOT Ha MOBEPXHOCTU YacTuLy
MarHMTHOro copbeHTa. Wccnegyemblit  06pasel, 0b6pabaTbiBaeTCAd NMU3MPYHOLLMM pacTBOPOM B
MPUCYTCTBUM YaCTWL, MarHUTHOro copbeHTta. B pesynbTate NPOMCXOAUT AEeCTPYKUMSA KNeTOYHbIX
MembpaH, BMPYCHbIX 000/104eK U [pYrux OMOMONMMEPHLIX KOMMEKCOB U BbICBOOOXAEHME
HYK/TeMHOBBIX KMCNOT. PactBopeHHas PHK cBfA3biBaeTCA € yacTuuamy COpbeHTa, B TO BpeMs Kak
Apyrvie KOMMOHEHTbI SIM3MPOBAHHOIO 61OIOMMYECKOro MaTepraa OCTaloTCs B pacTBOPE W yAansdoTcs
Mpu OCaXJeHWW copbeHTa Ha MarHWTHOM LUTAaTUBE C MOC/eAyHoLei OTMbIBKOW copbeHTa. [Mpu
fo6aBneHUn Oydepa 419 3MOUUM K MarHUTHOMY COPOGEHTY MpoucXoauT antomposBaHne PHK ¢
MOBEPXHOCTM COPOEHTA B pacTBOP, KOTOPLI 3aTeM OTAENSETCS OT YacTuML, COPOEHTA MarHUTHO CU/ION.
B pe3ynbTaTe yKazaHHON npoueaypbl Mony4aeTcs BbICOKOOUMLLEHHbI npenapaT PHK, cBO60AHbIN OT
WHIMOUTOPOB  peakumMu  amninmgukauum, 4to  0OecrneymBaeT  BbICOKYH — aHa/IMTUYECKYHO
4yyBCTBUTENLHOCTL [NMLIP-nccnenoBaHmns.

8. CBEAEHVNA O HAIMMN4YNMN B MEAVMUMHCKOM W3AENTNWN NEKAPCTBEHHOIO
CPEACTBA, MATEPVAJIOB XXNMBOTHOI'O nnn UEJ/TOBEUWECKOI' O
MPONCXOXLEHWNA.

JleKapCTBEHHbIX CPeACTB ANS  MEAWUMHCKOTO MNPUMEHEHUS, MAaTepUasioB >KMBOTHOTO W (MK)
Ye/I0BEYECKOr0 NMPOVCXOXKAEHUSA B COCTaBE WU3LENNS HET.

9. VH®POPMALMA O NOPAAKE YCTAHOBKKW, MOHTAXA, HACTPOUKWN,
KANMTNBEPOBKIN 7 MHbIX NENCTBUAX, HEOBXOANMBbIX A4 BBOOA
MEOVNUNHCKOIO MSAENTNA B SKCIMAYATALNIO.

MeauUMHCKOe W3AeNne YCTaHOBKe, MOHTaXy, HACTPOWKe, KalMOpoBKe W WHbIM [eCTBUAM He
MOANEXNT.
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10 TPEBOBAHWNA K TOMEWEHNNAM, B KOTOPbIX MPEAMOJIATAETCHA
YCTAHOBKA, MEAVNUMNHCKOIO N3AENNA, A TAKXE TPEBOBAHWNA K
noArotToBKe " KBATNMOUMKAUWN L, OCYLWLECTBAAOWNMX YCTAHOBKY
MEAVLMNHCKOIO U3AE/NS.

MeanLmHCKOe U3eNne He NOMIEXMUT YCTAHOBKE, MOHTaXY.

11. NMHPOPMALNA O1A MPOBEPKWM MPABUJTIbHOCTW YCTAHOBKWM
MEOVNUMNHCKOIo WM34EINA N EFrO0 TOTOBHOCTU K BE3OMACHOW PABOTE
SKCIMNYATALNWN.

MeaMUMHCKOe W3aenve YCTaHOBKE, MOHTAXY, HacTpPOiKe, KaMOpOBKE W WHbIM AEACTBMSAM He
MOANEXMT.

12. NHOPOPMAUWMNA O CTEPNJIBHOM COCTOAHUMN MEOVNUMHCKOIO WU3LENNA,

METOAE ETO CTEPUTUN3ALNIN.

MeanUMHCKOe M3fenne He SIBNSETCA CTEPU/bHBIM U3AENNEM, He HY)XKAAETCA B CTEpPUIM3aLMn nepeq,
<l npuMeHeHWEM MeAULIMHCKOro U3AeNnst Mo Ha3HAYEHUIO.

13. T HOOPMALIMNA O NOPAAKE OBPABOTKN MEANLUMNHCKOIO N3AENNA ONA EITO
MOBTOPHOIO NCIMOJIb3OBAHUNA.

MeauUMHCKOe M3aenne He HyXXaaeTcs B 06paboTKe /18 MOBTOPHOTO MCMonb3oBaHMs. ®opma
KOMM/EKTALWN 2 He MOANEXUT MNOBTOPHOMY MCMO/b30BaHWIO.

14. NHOPOPMAUWMA, HEOBXOOMMAA ANA UNWAEHTUNOUNKALMNNA MEANUMNHCKWMX
I/I3LI,E]'IVII7I C UE/BKO MONYYEHWUA BE3OMACHOW KOMBHAL MW C APYT VMW
MEANUNHCKUMW N3AETNAMN.

MeguuMHCKOe U3denve UCMOoMb3yeTca B KOMOMHaUMW C APYTUMUA  MeAULMUHCKUMWU  U3AENUSIMU,
3aperncTpupoBaHHbLIMU Ha TeppUTOpUM PD B yCTaHOBNEHHOM MOPSAAKE, BUA MEAULIMHCKOrO U3Lenns B
COOTBETCTBMM C HOMEHKMATYPHOI KnaccumKkaunein MeanuMHCKUX W3Aennin BUL B COOTBETCTBUN C
HOMEHK/aTYpHOW Knaccumkaumein meguumHeknx nsgenuin 142160 nnm 370110,

15. NH®OPMALNA O MPNPOAE, TUTME, A TAKXXE MHTEHCUBHOCTU U
PACMNPEOAENEHUN N3NYYHYEHNA MEOVNUVMHCKOI O U3OENNA.

MefVUMHCKOe wn3fenne He SBNIAETCA WCTOYHUMKOM OMacHOro M MNOTEHUWa/IbHO OMacHOro YpPOBHA
MN3ny4vyeHns npu UCnonb3oBaHNUK MO Ha3Ha4YeHUHO.

16. MEPbl MPEAOCTOPOXXHOCTW MPU BO3AENCTBUN HA ®YHKLIMIOHNPOBAHWE
MEANLMNHCKOIo U3AENNA APYTUX U3AENVN, NCMNOMNb3YIOUWNXCA B
KOMBUWHALWN.

MeauuMHCKOe W3Lenne UCMOoNb3yeTcd B KOMOMHaUUW C ApYrUMU  MeAULUHCKUMU  W3AENUAMU,
3aperncTpupoBaHHbIMIN Ha TeppuTopun PP B yCTaHOB/IEHHOM MOPAAKe, BUA MeANLNHCKOro 13fenvs B
COOTBETCTBMWM C HOMEHK/ATYPHON Knaccuukaumen MeauUMHCKUX U3L4eNVin BUG B COOTBETCTBUM C
HOMEHKNaTYpHOIN Knaccudmkaumein MegmumHekux nsgennii 142160 nnm 370110.

17. MEPbl TNMPEAOCTOPOXHOCTW TPU TNPUMEHEHUWUW MEAVNUMNHCKOIO
N3OENNA, COOEPXALWLEINO NEKAPCTBEHHbBIE CPEACTBA.
- 10-
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JleKapCTBEHHbIX CPeACTB [/ MEAMLMHCKOTO MPUMEHEHWS, MaTepuanioB >KMBOTHOrO W (Mnn)
Ue/I0BEYECKOTO NMPOUCXOXKAEHUS B COCTABE M3E/NS HET.

18. CBEAEHWA OB WH®EKLMOHHOW, MWKPOBHOW, 3KONOMMYECKOW WA
PUN3NYECKOW OMACHOCTMW.
> [oTeHUManbHbIA PUCK NPUMEHEHNS Habopa - Knacc 3 (Mpuka3 M3 P® o1 06.06.2012 NedH).
V Bce KOMMOHEHTbI Habopa B UCMO0/b3yeMbIX KOHLEHTPaUUAX ABNAKOTCA HETOKCUYHBIMM.
> PaboTa o/MKHa NPOBOANTLCA B 1a60OPaTOPVM, BbIMOMHSAIOLLEA MONeKyNsapHO-6uonormyeckue (MLP)
nccnefoBaHMs GUOMOrMYECKOro Marepuana Ha Hainume Bo36yauTeneil MHGEKUMOHHbIX 60Me3Hel, C
CO6MIOAEHNEM  CaHUTapHO-  anuaemuoniornyeckux npasun CaHlMuMH  3.3686-21  «CaHuTapHo-
anuaeMnonornyeckne TpeboBaHnsa no NPomuNaKTuKe MHMEKLMOHHBIX 6051e3Hein», CaHlMuH 2.1.3684-
21 «CaHUTapHO-3NNAEMNONIOrNYeCKMe TpeboBaHUA K COAEPXKaHWI0 TEPPUTOPUIA TOPOACKMX U CENbCKUX
MoCeneHnin, K BOAHbIM OO0beKTam, MWTHEBOM BOAE W MUTLEBOMY BOLOCHAOXEHWIO HACeeHus,
aTMOCthepHOMY  BO34YXY, MOYBaM, >KWIbIM MOMELEHUAM, 3KCMayaTauuy MNpPOV3BOLCTBEHHBIX,
06LLECTBEHHbIX MOMELLEHWNA, OpraHM3auMn U MPOBELEHUI0  CaHWUTapPHO-MPOTUBO3NMUAEMUYECKNX
(NpotnnakTNYecKnx) MepornpusTUii» 1N MeToAMYecKMX ykasaHuii MY 1.3.2569-09 «OpraHu3sauus
i paboTbl nabopaTopuid, NCNOMb3YHOLWMX METOAbI aMNIN(UKALMN HYKINEUHOBbIX KUCMOT Mpu paboTte C
maTepuasioM, CoAepXKalum MUKPoopraHn3mbl I-1V rpynn naTtoreHHoCcTu».
> Bce 06pasLbl, MosyYeHHble A/19 N1abopaToOpHOro WCCnefoBaHus, CnefyeT cumtaTb MOTEHUMabHO
MHDULUMPOBAHHLIMK, U NPU paboTe C HUMK AO/MKHbI yuuTbiBaTbCA TpeboBaHusi CaHlMnH 3.3686-21
«CaHWUTapHO-3NNAEMNONOTNYeCKMe TpeboBaHNA MO NPOMUIAKTUKE WH(EKLUMOHHBIX 60/1e3HeN».
MeguumHcKme paboTHUKKW, KOTOPble CO6MPalOT WM TPaHCMOPTUPYIOT KIMHUYECKME o06pasubl B
nabopatopuio, AO/MKHbI ObITb 06yYeHbl MpakTKe 6e30MacHOro obpalleHns ¢ bromaTepuaiom, CTpPoro
cobntofatb Mepbl NPeLOCTOPOXHOCTU M UCNO/b30BaTh CPeACTBA UHAMBUAYASIbHON 3awwuTbl (CU3).
> TpaHCNopTMpPOBKa 06pasL0B OCYLLECTBASETCA € cobtoaeHneM TpeboBaHuii 3.3686-21 «CaHuTapHO-
aNnAeMnonornyeckne  TpeboeaHWs MO MPOUNIAKTUKE  MH(EKUMOHHbIX  GonesHel».  Ha
conpoBoOXAaroLlem  ¢opmynspe HeobXxoAMMO  ykasaTb HauMeHOBaHWe nopo3peBaemoinn  OPU.
rnpeABapuTe/ibHO yBELOMUB TabopaTopuio 0 TOM, KaKoi obpasel, TpaHCopTMpyeTcs. TpaHCnopTUpoBKa
BO3MOXHA Ha NbAy.
> K paboTe ¢ HA60POM peareHTOB A0MYCKaeTCA TOMbKO NepcoHast, 00yUeHHbI MeToAam MONEKYNSPHOM
OMarHoCTMKMN 1 npasunam paboTbl B KIMHUKO-AMArHOCTUYECKOW fabopatopun B YCTAHOB/IEHHOM
nopsiaKe.
> B uenax npefoTBpalleHWs  3arpsasHeHMs  (KOHTaMUHauMK)  MPOAyKTamy  aMnindukaumm
(amnnvkoHamu), npenapatamyv  HYKIEMHOBbIX KUCNOT WM 6GuomaTepuasioM BHOBb UCCedyeMblX
06pas3LLoB, peareHToB ¥ pacXOAHbIX MaTepuasoB, U, Kak CneAcTBUE, MOSABNEHMSA IOXKHO MOOXUTENbHbIX
pe3ynbTaToB, N1abopaToOpHbIA MpoLecc [o/MKeH OblTb OAHOHAMpPaB/eHHbIM. [1f pasHbiX 3TanoB
NpOBefeHNsA aHa/IM3a UCMoNb3YHTCA pasfe/ibHble NoMeLLeHNs (30Hbl). PaboTy crefyeT HauMHaTb B 30He
BblZleNeHns, NPOLO/MKATL B 30He aMnnduKaumm 1 getekummn. He Bo3Bpalyath 06pasLbl, 060pyLoBaHue
W peakTMBbI B 30HY, B KOTOPOIA Oblna NpoBeAeHa npefplayLias ctagua npotecca.

19. MHO®OOPMALMNA OB OBCTOATEJIbBCTBAX, TPV KOTOPbIX TMOTPEBUTE/NDb
OJOJIKEH MPOKOHCYJ/IbTUPOBATBLCA C MEAVNUVMHCKNM PABOTHUKOM.
MeanLMHCKOe M3fenmne He NpeaHasHauyeHo A CaMOTECTUPOBAHMS.

200 MH®OPMAUUMA O TIEPBOHAYA/IBHOM BbINYCKE W/ TOC/NEAHEM
MEPECMOTPE 3KCMNNYATALMOHHOW JOKYMEHTALNN.
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MegvumHckoe m3genve «Habop peareHToB AN BblgeneHns PHK u3 KAMHWYeCKOro matepuana
yenoseka «PHK-MarHo» cepus 8» BbIMyCKaeTca B JOMOJHEHVE K paHee BbinyLueHHoMy M «Habop
peareHToB Ans BblgeneHnsa PHK 13 knnHuyeckoro marepunana yenoseka «PHK-MarHo» cepus 7» PY
Ne P3H 2024/22470 ot 22 anpens 2024r.

21. MOPAOJOK U YCNoBNA YTUITNSALUMN n YHUUTOXEHUA MEOVNUMNHCKOIO
3OETNA.

> Hewncnonb3oBaHHbIe peareHTbl, peareHTbl C UCTEKLLNMM CPOKOM TOAHOCTU, a TakXXe UCMOo/b30BaHHbIe
peareHTbl, YNakoBKy, 6MONOMMYECKUIA MaTepuas, BKIKOYas Matepuasibl, UHCTPYMEHTbI U NPeaMETbl,
3arpsAsHeHHble OMONOrMYECKUM MaTepuasioMm, CnegyeT yaandTb B COOTBETCTBUMM C TpeboBaHWUAMM
CaHlMnH 2.1.3684-21 «CaHUTapHO-3MMAEMNONOTMYECKMe TPeboBaHMS K COAEPXKaHWIO TeppuTOopuii
FOPOLCKMX N CeNbCKMX NOCENEeHWi, K BOAHbIM 00beKTaM, NUTLEBOW BOAE Y NMUTLEBOMY BOAOCHAOXEHWIO
HaceneHVsi,  aTMOC(EpHOMY  BO34yXYy,  MNO4YBaM,  >XWIbIM  MOMELLEeHMAM,  3KChayataumu
MPON3BOACTBEHHbIX, OOLLECTBEHHbIX MOMELLEHWIA, OpraHu3auMn W MPOBELEHUIO  CaHWUTApPHO-
NPOTUBOANMAEMUYECKMX (MPOUIAKTUYECKIX) MEPONPUATUNIAY.

> KoMnoHeHTbl Habopa «[poMmbIBOYHbIN OGydep 1», «[1pOMbIBOYHbLIN Oydep 2», «[lMnaHwWeT c
MPOMbIBOYHLIM Oyhepom» cofepXkaT M30NPONMMOBbIA CAMPT, OTHOCALLMIACS K BellecTBaM 3 Kfacca
onacHoctn no FOCT 12.1.007-76, v aLeToH, OTHOCALLMIACA K BelecTBam 4 Knacca ornacHocTv no FOCT
12.1.007-76 W NerkoBoCnIamMeHSAOWMNMCA YKUAKOCTAM. DNeKTPpoobopyAoBaHNE W OCBELLEeHWE npu
paboTe C M30NPOMUIOBLIM CIMPTOM M aLeTOHOM A0/IKHO ObITb B3pPbIBOGE30MACHO.

y KOMMOHeHTbl Ha6opa «Jlusuvpytowmii  6ydep» un  «lMnaHWeT ¢ Av3uvpyowmm  6ydepom  ©
MarHeTu3MpoBaHHbIM  COPOEHTOM»  cofepaT ryaHuAuMHa  TuoumaHaT, KoTopbld  obnagaet
pasgpaxaroLnm geiicTerem. Mpy nonagaHWn Ha KOXy WK B rNasa, HeobX04MMO HeMe/IeHHO NMPOMbITb
BOZOW 3TV y4acCTKK Tena.

22. CBEAEHNA Ob AHANNTE MEOVNUVMHCKOIO U3AEJTNA.
LleneBoin aHanuT: PnboHyknenHosas kucnota (PHK).

Cneungunyeckoe paccTpoONCTBO, COCTOSIHUE UK (PAKTOP PUCKA, A/1st 06HAPYXXEHWSI, onpeaeseHuns
nnn angdepeHLMpPoBaHNA KOTOPOro npefHasHauyeHO MeAMLMHCKOe u3fenune: PEKOMEHAYETCs
NpUMeHsATb Habop «PHK-MarHo» Ha npeaHanMTUYecKOM 3Tane 06cneaoBaHUsi MOEKYNAPHO-
reHeTUYECKUM METOAOM WCCNeA0BaHUA MaLUMEHTOB MYXXCKOrMO W YKEHCKOro rnosna 6e3 orpaHnyeHus
BO3pacTa.

Tuu o6pasiua: Masku U3 HOCOT/IOTKM, MasKu U3 POTOF/IOTKU, MOKPOTa. BO3MOXHO MCMO/Mb30BaHME AN
06pa3LIoB Ma3KOB 13 HOCOT/IOTKM 11 POTOMNIOTKM, MOMELLEHHbIX B OHY NPOGUPKY.

23. OBNTIACTb NMPNMMEHEHNA.
MpodeccoHasibHOE NPUMEHEHWE B  KIMHUYECKOW 1abopaTOpHOA [AMAarHOCTUKE W B Hay4HO-
nccnefoBaTeNnbCKov NPakTUKe, NHMEKLMOHHOW AnarHOCTUKE. TOMbKO ANA AUarHoCTUKM in Vitro.

24. OMMNCAHWE TMOPAOKA BbINMOJ/IHEHNA MPOUEAYPLI.
BbigeneHne PHK 13 KIMHMYeECKOro matepuana cocTOUT U3 TpPexX 3Tanos:
1) feCTPyKUMS KNETOUYHbIX MeMOpaH, BUPYCHbIX 000M0YeK W APYrMX MOIMMEPHBIX KOMM/EKCOB B
MPUCYTCTBAN MarHUTHOIO COpOEHTa;
2) oCaX[eHre U OTMbIBKa COPOEHTa;
3) antompoBaHme PHK ¢ noBepxHOCTU copbeHTa B pacTBop.

12.
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KOHTpO/bHbIe MaTepuansbl:
[na KOHTpONs KayecTBa B3sTUA 6uomatepumana u akcTpakuum PHK pekomeH[oBaHO MCMOMb30BaTh
KOHTPO/IM KayecTBa B3ATUA BuomMaTepuana, BXOAsALLME B COCTaB HAOOPOB peareHToB [A/14 NPOBeAeHS
OT-MNUP B KayecTBe OTAE/ILHOIO KOMMOHEHTA WU MpW MPOBEAEHUN WCCNef0BaHUA UCMO0/b30BaTb
Habopbl peareHToB ana OT-ILP-PB, B cocTaB KoTopbIx BXoAMT AHK-30HA ANs AeTEKL N SHAOrEHHOM

PHK yenoBeka B npob6e.

25. OBOPYOOBAHWVE N MATEPUVANDI
> TpeboBaHWs K NMOMeLLeHWsaM ana paboTsl (cornacHo MY 1.3.2569-09).
Pa6oTta ¢ Habopom peareHToB «PHK-MarHo» (thopma kKomnnektauum 1, NpUMeHUM Ans pyyvHoi

METOANKN BblAENEHUA,

opMa KOMMMEeKTauuu 2, MPUMEHUM [/l aBTOMATUYECKOW METOANKM

BbleneHns PHK Ha aBTOMaTMYeCKMX CTaHUMAX BbiJeneHns) OCYLLECTBNAETCS B paboyein 30He 2.
Y Oob6opyznosaHue, MaTepuabl, peakTyBbI™:
Mpn pabote ¢ Habopom peareHToB «PHK-MarHo» TpebytoTca cnefytoue o6opyaoBaHue U

MaTepumasbl:

O6opypaoBaHue/MaTepuansl

JTamnHapHbI 6oKe

LleHTpundpyra-sopTekc

HacTonbHasa LeHTpudyra ansa
MUKpONpo6upok Tuna
«INMneHAoph»**
TepmocTaT TBEPAOTE/bHbI
Ans Npobupok Tuna
«IANneHJoph»**
MarHuUTHBIRA WTaTuB A1
nNpobupokK Tuna
«INneHJoph»**
BakyymHbIli oTcacbiBaTesb
MEeAULMHCKUIA**

Mpoueccop MarHUTHbLIX
Yyactuy***

NoAMNPONUIEHOBbIN
NNaHLWeT AN BKNajblBaHWs
rpebeHkn**
OpHoKaHanbHble
MexaHM4eckue [03aTopbl
nepemMeHHOro o6bema

OfHopa3oBble HAKOHEYHUKN
C (UnbTPOM

XapaKkTepuctmka

Knacc 6uonorunyeckoii 6esonacHoctu

C perynupoBKoli CKOPOCTK
LIeHTPM(YrnpoBaHNs/BOPTEKCPOBAHUA

[ns npobupok o6bemoM 1,5-2 mn ¢
yckopeHuem o 10000 g

Moanepxxmnsaemasa Temnepartypa ot 25 fo
100

MpegHa3HaYeHHbI Ans NPo6bUpoK
ob6bemMom 1,5 mn

C KON60I-NoBYLLIKOI ANs yaaneHus
Ha[0Caf04HON XNLKOCTH

O6pabatbiBaeMblii 06bem 20-1000 mkn (96-
NYHOYHbIWA NNAHLLET C F1y6oKMMU
NlYHKaMu), BMECTUMOCTbIO 40 96 06pasLoB
(96-nyHOUHBbIV NnaHLeTe rNy60KUMK
JIYHKamm), ahPEeKTUBHOCTLIO MU3B/IEYEHUS
YyacTnu>95%

Matepwvan: nosmMnponuieH
CosmectumocTb; KingFisher Flex
aBTomMaTnyeckoro BbigeneHna HK

O6bem: 1-20 mkn; 5-50 Mkn; 20-200 MK,
100-1000MmKn

[na [o3aTtopos NnepeMeHHOro o6bema ¢
mapkuposkoii «RNAase-free, DNAase-
free» o6bemom 1-20 mkn; 5-50 mkn; 20-200
MK, 100-1000mKn
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MpumMeyaHue (BO3MOXHbIN
npou3BoOAUTENDb)
«BABN-01-«JlamnHap-Cx»-
1,2», «JlaM1HapHble
cuctembl», Poccus

SIA Biosan, JlatBus

MiniSpin, Eppendorf,
epmMaHusa UM aHanornyHas

«TEPMUT», «QHK-
TexHonorusa», Poccusa

“CuHTton”, Poccus

«Bucma-lMnanap» B-40,
“Kegp”, Poccus
Thermo Scientific KingFisher
Flex (Thermo Fisher

Scientific, PnHNAHANA)
Py Ne ®C3 2009/05562 ot
13.02.2019

Auto-Pure 96 (Hangzhou
Allsheng Instruments Co.,
Ltd., KnTaif)

py Ne P3H 2022/16430 ot
26.01.2022

Thermo Fisher Scientific,

DUHNAHANA

Sartorius Biohit, NepmaHus

Axygen, CLLUA
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Ob6opygoBaHve/maTepuanbl XapaKTepucTuKa Mpumesarine (B0MOXHb I
MpOV3BOANTESb)
[vana3oH noagep>knsaemoii TeMnepaTypsbl:
XonogunibHWK 6bITOBOM oT +2 [0 +8°C, mopo3unbHaa kamepa - He  «Indesit», Poccus
Bbille MuHyc 16°C
[vanasoH nogaepxvBaemMoii TemnepaTypbl:
oT +2 o +8°C He [0MyCKaeTCA XpaHeH/e
npenapaTa PHKB 0fHOM XONOAWILHUKE C  «Indesit», Poccus
KOMIMOHEH TaMM KOMIIEKTa /14 BbldeeHA
PHK

O6beM - 1,5-2 mn, ¢ 3amok Tuna Safe-Lock  Axygen, CLLUA

XonogunbHWK 6bITOBON Ans
XpaHeHusa npenapata PHK

MuKponpobupku Tuna
anneHgopd
MpeaHa3HayeHHbIe 4719 NPOBUPOK 06BLEMOM

LLITaTmBbI A4Ns NPOo6UPOK 15 -2 mn

Axygen, CLLUA

EMKOCTb C KpbILIKOI A5
YnakoBKa fi/is c6opa MeuLNHCKNX

,qe3I/IHCFt)):CL-I,rVIBE)))I;PaOLLI,EFO 0TX0/08 KNacca b «OnpgaHe», Poccus
U3 O/iHOpa30Bble XanaT, Lanouka, Macka, 1o MY 1.3.2569-09

nepyaTKu
* oK OTCY TCTBUV BbILLEMEPEUMCTIEHNOTO 000PY/10BAHYS 1 MATEPVaNoB J0MyCKaeTCA VCTIONL30BaHYE APYTVX

| CpeacTB, MMEHWWX XapaKTEpUCTVKA He Xyalce MpueedeHHbX. MemMUMHCKVE UM3OeMst JOMKHbI ObMb
3aperucTVPoBaHbI B Poccuiickoli deaepalivimn B YCTaHORIEHHOM MOPSIKe.

** N9 (JOPMbI KOMIIeK TaLym 1
*** 11119 (POpMb1 KOMIVIEK TaLm 2

26. OrPAHMYEHMNA T1O COBMECTHOMY TNPUMEHEHWKO MEOVMUMHCKINX
N3OENNIA.

MeAanuMHCKOe Kn3fenve WUCMob3yeTca Kak CaMOCTOATE/IbHOe, TakXe MpedyCMOTPEHO COBMECTHOe
MPYMeHEHVE C MeAULMHCKUMW M3AennUsmn (BUA B COOTBETCTBMM C HOMEHKIATYPHOW Knaccugmkaumei
MeANLUMHCKNX n3gennin 142160 nnn 370110).

27. NH®OPMALUNMA O XAPAKTEPUCTUKAX CTABUNBHOCTW  U3AENNA.
NMHPOPMALNNA O BOCMPOM3IBOAMMOCTUN. YCNOBUA TPAHCMOPTUPOBKMN,
XPAHEHNA N KCNNYATALUWN HABOPA

Ta6nuua 7. CTabunbHOCTb M3genna*

Ycnosus
XpaHeHus
Cpok rogHocTtu 12 mecsaueB oT +2 po +8°C
3aneyaTaHHOro Habopa
dopma Komnnektaumm 1
Cpok rogHoctv nocne  1mecsl o1 +2 po +8°C
BCKPbITUSA
Cpok rogHoctu 12 mecaueB oT +2 fo +8°C
3anevyataHHoOro Habopa
Cpok rogHoctu nocne  MoBTOpHOE He XpaHuTb,
dopma KOMMNIEKTaUUK 2. BCKPbITUS 1CMosib3oBaHme yTUIN3npoBaTb

3anpeLleHo ¢ MOMeHTa
BCKPbITVS NEPBUYHOM
YMNaKoBKU

" [laHHble YCKOPEHHOI OLEHKW CTabuIbHOCTV MEAVLMHCKOTO M3AENNS, He NOATBEPXKAEHb! UCCME[0BaHUSIMM B PeasbHOM
BPEMEHM.
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TpaHcnopTUpoOBKa.

Habop MOXHO TpaHCMOPTUPOBATb KPbITbIM TPAHCMOPTOM (aBTOMOOW/IbHBIM, YKe1€3HOA0POXHBIM NN60
BO3AYLUHbIM) B TEPMOKOHTEHepax, CoAepXXalmx Xnaf03n1eMeHTbl nNpu TeMnepatype ot +2 go +8 °C.
JonyckaeTca TpaHCNopTMpPOBKa npu Temnepatype 4o 27C B TeyeHne 5 CYTOK.

Habopbl, TpaHCNOPTUPOBAHHbIE C HapYLUEHWEM TEMMEPaTYPHOro PeXKrmMa, NPUMEHEHUIO He NOA/EXaT.
YCcnoBusa xpaHeHus.

Habop peareHToB «PHK-MarHo» xpaHuTb npu Temnepatype ot +2°C go +8°C. Habopbl, XpaHMBLUMECA
C HapyLUeHVeM pernameHTUPOBaHHOIO PeXKMa, NMPUMEHEHWUIO He NOAJIEXaAT.

Ycnous akcnnyataummn Habopa - Npy Temnepatype ot +18°C go + 25°C.

28. MEPbI MPEAOCTOPOXHOCTW.
V PaspeluaeTcs NprMeHeHne Habopa TOIbKO CTPOro Mo Ha3HaYeHWHO, COrNacHO AaHHOW MHCTPYKLMK 1
B Npefenax 0603HaYeHHOr0 CpoKa rofHOCTU.
> He ucnonb3oBaTb Habop peareHTOB, €C/M HapyLUueHa BHYTPEHHSS YMakoBKa WM BHELUHWA BUf
. peareHTa He COOTBETCTBYET OMMCaHWIO.
| > He ucnonb3oBaThb Habop peareHToOB, ec/M He COGMOAANNCH YC/OBUS TPAHCMOPTUPOBAHUS W
XPaHEHWs COrNaCHO MHCTPYKLMK.
'y B npouecce paboTbl 0643aTe/lbHO MCMO/b30BaHME UHAMBUAYa/IbHbIX CPEACTB 3alMThl: OAHOPA30BbIX
nepyaTok, 1abopaTopHbIX XanaToB. TLaTelbHO BbIMbITb PYKN MO OKOHYaHUK paboTbl.
> [Mpu paboTe ¢ HabopoMm crefyeT M3beratb KOHTakTa KOMMOHEHTOB Habopa C KOXeR, rnasamm u
CM3UCTbIMKN 060/104KamK. Tpn KOHTaKTe CneayeT HeMeL/IeHHO MPOMbITb NMOPaXKEHHOe MECTO BOZOI U
06paTUTLCS 338 MEAULIMHCKON NMOMOLLbHO.

29. NTH®OPMALNA O MPEAHASHAYEHWNIN N3AETNA TOJIBKO A/TA OAHOKPATHOIO
NMPUMMEHEHWA MO HASHAYEHNIO.
Habop peareHToB «PHK-MarHo» npegHasHayeH [ O4HOPA30BOrO MPUMEHEHUS MpU BblAENEHUM
YKa3aHHOr0 Ha ynaKkoBKe KONn4yecTBa npob.

30. NTH®OPMAULUWNA O HEOBXO,D,I/IMOI7I OBPABOTKE MEANMUMHCKOIO W3AENNA
ON4A LI,EI'IEI7I Ero noBTOPHOIO NPUMEHEHWNA
MeanLMHCKOe U3eNne He MOANEXMT NOBTOPHO 06paboTKe.

31. B3ATUE, TPAHCIOPTUPOBKA N XPAHEHVNE NCCNEAYEMOIO MATEPUNATA
Mepes Hayanom paboTbl CnefyeT 03HAKOMUTLCA C METOAMYECKMU pekoMeHgaumamy MP 3.1.0169-20
NabopatopHasa pamarHoctmka COVID-19 (¢ W3veHenvem N 1), BpemeHHbIMM METOAUYECKUMM
pekoMeHgaumsamm  «lMpogunakTnka, AMArHOCTUKa W NleYeHWe HOBOM KOPOHABUPYCHOM MHMEKLMM
(COVID-19)», yTBepxaeHHbIMN MuH3apaBom Poccum 22.03.2022 (Bepcus 15).
Wccnenyemble o6pasupbl JO/MKHbI ObITb OTOOPaHbl TakMM 06pa3oM, YTOObl B TPaHCMOPTHYH cpedy
nonany anuTenasbHble KNETKA BEPXHUX AbIXaTeNbHbIX MyTew.
[na nposefieHVs aHann3a UCNosb3yeTcs CnefyoLwmin buomarepuan:

- pecnupatopHbli MaTepuan gns MLUP uccnepnoBaHus (MasoK M3 HOCOM/IOTKU UM POTOMIOTKN U
MokpoTa (Mpy Hanmumn)).

MeauLUUHCKNIA PabOTHUK, BbINOHAOLLMIA 3a60p AMarHOCTUYECKOro MaTepuana, ero MapkKUpoBKyY U
YMakoBKY, [AO/DKEH MPONTU WHETPYKTaX MO CaHWUTapHO-3NUAEMUONOIMYECKM TPeboBaHUsSM
npasunam  6MoNMOrMYeckoin  6esonacHocT npu  paboTe € nauMeHTamu,  MOTEeHLMaIbHO
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VH(UUMPOBaHHLIMA MUKPOOPraHn3mamu 1l rpynnbl NaToreHHoCT. bruonormyeckunii matepuan (Masku
V3 HOCOT/TIOTKW, POTOI/IOTKIN) MOXET ObITb 0TO6PaH CaMOCTOATE/IbHO NMAaLMEHTOM COMIaCHO MHCTPYKLMM.

Ma3oK ¥3 HOCOr/IOTKM W POTOr/IOTKN (3eBa) GepeTcs CTepUIbHbIM TaMMoOHOM, KOTOpbIA nocne
B3ATMA MaTepuaia NomeLLaeTcs B NNacTUKOBYO NPOGUPKY C TPaHCMOPTHOWN cpefoi. [1 NoBbIeHUs
KOHLeHTpaLum BMpyca HOCOrN0TOUHbIE U OpodapuHreasibHble Mas3kn [O/MKHbI 6bITb MOMELLEHbI B O4HY
Mpo6UMpKY.

MokpoTa cobupaeTcsa B 04HOPA30BbIN CTEPU/IbHBIA NNACTUKOBbLIN KOHTENHEP.

Kaxablii obpaseL, matepuasna NOMELLAOT B OTAE/IbHYHO TPAHCMOPTHYH0 eMKOCTb, 0becrneyvBas
TpeboBaHWsi B COOTBETCTBUM C TabnnLe METOAMYECKNX PEKOMEHAALMIA

Tuvn TpeboBaHuA K TpaHCNopTX YCNoBua XpaHeHus KommeHTapum
obpasua coopy poBKa [0 TeCTUPOBaHMS
marepuana

Ma3ok ¢ [lnacTuKoBble +2...48°C <5 gHein: +2...+8°C HocornotouHole u

HOCOINOTK  MPOGUPKM c >5 aHen*:-70 °C opodhapuHreasibHble

MW W 3eBa TPaHCMOPTHOM TaMMOHbI JO/MKHbI

(poTornot  cpegon ** ObITb NOMELLEHbI B
| Kn) OAHY NpPo6UpKY ans

YBe/IMYEHNS BUPYCHOIA
Harpysku cornacHo MP

Mokpota  CTepubHbIN +2...48°C <48 yacos: +2...+8°C Y6eauTtecb, 4To
KOHTeliHep >48 yacos*: -70 °C  maTepuasn noctynaet
13 HUXHUX

AbIXaTeNbHbIX NyTein
* PN HEBO3MOXKHOC T 06ecneunTb XpaHeHue npu muHyc 70 °C, obpasLbl XpaHuTb npu MuHyc 20 °c;
** NS TPaHCNOPTUPOBKM 00pasuoB MCNOMb3YT TPAHCMOPTHYK Cpedy WM (DU3KN0NorMyYecKuii
pacTBop (NMpYYyCcnoBun TPaAHCNOPTUPOBKM L0 nabopaTopumn He 6onee 24 Yacos nocre B3ATHsA obpasua).
He fonyckaeTcs MHOrOKpaTHOE 3aMOpPaXkMBaHVe-oTTanBaHve Matepuana.
WHdopmaums o npeasapuTenbHOM 06paboTKe KAMHUYECKOro MaTepuana:
Ma30K 13 HOCOrIOTKN UAN POTOMNOTKM (3€Ba) - He TpebyeT npefBapuTelbHOM 06paboTKM.
MokpoTa - HeobxoauMma npefBapuTenbHas 00paboTka: nepes BblAeNIeHVEM HYK/IEUMHOBBIX KUCMOT
HEO6XOAMMO MPOBECTU PAaDKMKEHNE MOKPOTbI, UCMO/b3yA PacTBop «MyKoMM3nH». B eMKoCcTb ¢
MOKpOTOIN [06aBNAoT «MyKONM3nMH» B cooTHoweHun 5.1 (5 uvactel «MykonmsmHa» K 1 yactu
MOKPOTbI), OPUEHTUPYACL MO TPasyMpOBKE EMKOCTU, U CTepu/ibHbIe CTEKNSAHHbIE Bycbl. B mpouecce
paKMKeHNs MOKPOTbI (20-30 MUHYT) eMKOCTb NEPUOAMYECKM BCTPAXMBAIOT. 3aTeM aBTOMaTUYeCKOM
MUNETKON, UCMOMb3ys HAKOHEYHUK C (DUIbTPOM, OTOMPAIOT 1 M/ PasKMKEHHON MOKPOTbI, NMOMELLAKOT
B NPOGVPKY C 3aBNHUMBAIOLLENCA KPbILLIKOW M B MUKPOLIEHTPUMYXKHYHO NPOBMPKY C 3alLieKoii Ha 1,5
M1 M uUeHTpudyrmpyroT npu 5000-7000 g (8000-10000 06./MuH Ha uUeHTpudgyre «MiniSpin»,
Eppendorf, FepmaHus) B TeueHne 10 MuHyT. Y gansatoT 0,8 Ma HagocafouHOM XXMAKOCTU, 0Caf0K KeTOK
nepemewnBatoT ¢ 0,2 Mn OCTaBLUelCA XuakocTu. Jonyckaetcs BblgeneHne AHK/PHK wm3 0,1 mn
PaKMKEHHOW MOKPOTbI 6€3 CTagun LEeHTPUQYrmpoBaHus.
O6paboTKy wuccrneayemMoro marepvana npoBoantb cornacHo CaHluH  3.3686-21 "CaHuTapHO-
aNMAEMMOIOrNYecKne TpeboBaHNsA Mo NPOMPUNAKTUKE NHDEKLMOHHBIX GoNe3Hen"..

32. NMHOOPMALINA no noaroToBKE MEOAVNUMHCKOI O N3OENUNA K
NMPUMEHEHWNIO MO HASHAYEHWIO.

[Mepes NpoBeeHEM UCCNEA0BaHS BCE PeareHTbl A0/MKHbI OTCTOATLCS NPU KOMHATHOI TeMnepaType B
TeueHne 30 MUHYT. Heo6X0AMMO y6eAMTbCS B LIENOCTHOCTU MEPBUYHBIX YNAKOBOK, MPOBEPUTL CPOK
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rogHoOCTU mn3genund.

33. BbIAE/TEHVE PHK

33,1 PyyHoi cnoco6 BbigeneHms PHK ¢ nomowbio Habopa peareHToB «PHK-MarHo» (®opma
KoMnnekTauum 1),
33.1.1. TuwarenbHO MepemMellaTb  COLEPXMMOE  (IakOHOB € AuM3vpylolwmm  Bytepom 1
MarHeTu3MpoBaHHbIM COp6eHTOM. [lpyM HanMuuM KpUCTaNIOB B Jlnsupyrowem Gydepe Wm
MpombIBOYHOM Gychepe 1, MPOrpeTb COAEPXKNMOe (PIaKOHOB Mpu 65°C [0 MOHOIO UX PacTBOPEHWS.
33.1.2. TlpMroToBUTbL CMECb U3 NN3UPYIOLLEro Bytepa 1 MarHeTU3MPOBAHHOIO COpbeHTa 13 pacyeta -
400 mkn NTnsupytowero dyepa 1 10 Mkn MarHeTnsnpoBaHHOro copbeHTa Ha NpoBeAeHne 04HOro
BblaeneHus. MNpu pacyete HEOOXOAMMO YUnUTbIBaTb 3anac - Ha 1 o06pasel, 6onbLe. Mpu BbigeneHny 100
06pasLIoB peKOMeHAyeTCA 06aBUTb COLEPXKMMOe NPOOUPKN C MarHeTU3MpoBaHHbIM COPGEHTOM BO
(hnakoH ¢ Tnsmpyrowmm 6ydepom. MprmMep pacyetTa HEOHXOAMMOIO KOIMYECTBA PpeareHToB NpuBeseH
B Tabnuue 8.

KonwnyecTtBo
npo6bupok
) MarHeTU3MpOoBaHHbIA
I COPOEHT, M/
JinsupyioLLm 440 360 320 280 240 200 160 120 80 40 04
oydep, mMn
33.1.3. MoarotoBnTb M NPOMapKMpoBaTb HEOOXOAMMOE KOMMYECTBO NMPOoBMpPoK o6bemom 1,5 m.
33.1.4. lMpurotosneHHyto B n. 34.1.2. cmecb Jlmsupywuwero 6ydepa U MarHeTU3MpoOBaHHOIO
copbeHTa BHECTU M0 400 MK B KaXAYHO MPOGUPKY.
33.1.5. B npobupku ans o6pasioB BHECTM 100 MK KNMHMYECKMX 06pasyoB. B 0TAe/IbHYO NPO6UpKY
[J151 TONIOXXMTENbHOIO KOHTPOAA BHECTM 100 Mkn MKO™*, B OTAE/IbHYHO NMPOOVPKY A4/ OTPULLATENBHOMO
KOHTpONSA BHeCTM 100 mkn OKO*. Mpumep BHeceHUs 06pa3LioB npeAcTassieH B Tabnuue 9.
BHUMAHWE! Ecnm B cocTaB Habopa peareHToB s npoBeaeHnst OT-TLIP BKIKOYEH KOHTPO/b KayecTBa
B3ATMA GLUomaTeprana, To ero He06XOAMMO MCMO/b30BaTh Ha CTafuM IKCTPAKLMM COrMTaCHO MHCTPYKLMK MO
MPUMEHEHWIO 3TOro Habopa.
* - BXOAAT B COCTaB HabopoB peareHTOB 15 nposegeHms OT-TMLP.

100 90 80 70 60 50 40 30 20 10 1

09 08 070 060 050 040 030 0,20 010 001

Tabnnua 9. NMprmep BHeCceHMSA 06pasLL0B NPM PYYHON NOCTaHOBKe.

O6pasey, O6beM BHECEHUA B IYHKY, MK/
KnuHuueckunin obpasey, 1 100
KnuHuueckunin obpasey, 2 100
KnuHuueckunin obpasel, 3 100
KnuHuueckuit o6pasey, ...N 100
MNKO 100
OKO 100

33.1.6. MNOTHO 3aKpbITb KPbILIKK, NepemeLlaT Ha BOPTEKCE N MHKYOUpoBaTh B TepMocTare 10 MUHYT
npun 65°C.

33.1.7. Mocne MHKy6aumMmn ocafmTb Kanay Ha BOPTEKCE M MOMECTUTb NPOBUPKN B MarHUTHbIN LUTATUB.
Jonyctumo ocaxzaeHne copbeHTa B Npobupkax LeHTpudyrrposaHneM npu 10 TbiC 06/MUH B TeyeHune
30 cek.

33.1.8. Korga marHuTHble 4acTuubl COpMUPYIOT 0cafoK (NpnbnmsnTensHo 60 cek. 41 MarHUTHOrO
LUTaT1Ba), MOMHOCTHLIO YAAIMTb HaA0Caf0uHYHO XWUAKOCTb, UCMOMb3Yys BaKyyMHbIN OTcacbiBaTeslb U
OTAENbHbIA HAaKOHEYHUK 6e3 (mnbTpa Ha 200 (1000) MKA Ana Kaxkaoin npobbl. MepeHecT Npobupkmn B
006bIYHbIN LUTATMB.

33.1.9. o6aBuTb B NPo6UPKKM 1Mo 700 mkn MpombiBOUYHOro 6ydepa 1.
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33.1.10. MepemellaTb NPOOGMPKN Ha BOPTEKCE, OCAAMTb Kariv U NOMECTUTb NPOOGUMPKN B MarHUTHLIN
wratme. [lonyctMmMo ocaxzaeHne copbeHTa B Npobupkax LeHTpugyruposaHmem npu 10 Tbic 06/MUH B
TeueHne 30 cek.

33.1.11. Korga mMarH/WTHble 4YacTuupbl CHopMUMpyroT ocafok (MpubnusntenibHo 60 Cek.), MOIHOCTbIO
YAAIUTb HafoCafl0YHYHO YKNAKOCTb, aHaornyHo n.34.1.8. Y6eautbces, UTo MpoMblBOYHbI 6ydep 1
y[aneH MoIHOCTLIO.

33.1.12. lo6aBMTb B Npo6bUpPKK No 700 Mkn MpombIBOUYHOro 6ydepa 2.

33.1.13. Mepemellatb NPOBGUPKN Ha BOPTEKCE, 0CAAMTb Karnim v NOMeCTUTb NPOBUPKN B MarHUTHbIA
wTatue. JonycTMo ocaxgeHue copbeHTa B Npobupkax LeHTpudyrmposaHnem npu 10 Tbic 06/MVH B
TeveHue 30 cek.

33.1.14. Korga MarHuTHble 4acTuubl COPMUPYIOT 0cafoK (NpubnuanTensHO 60 cek.), NOMHOCTHIO
YOTb Haf0Caf0YHYIO XXUAKOCTb, aHanormyHo n.34.1.8. Y6eamtscs, UTo MpoMbIBOYHbIN 6ydep 2
yfasieH MoIHOCTbIO.

33.1.15. VIHKy6UpoBaTb LUTATMB C OTKPbITbIMY NPOBUPKaMK 4115 yAaleHUs OCTaTO4YHOM Bfarn 10 MuH
npun 65 °C.

33.1.16. B Npobupkun fo6aBnTb No 100 mkn dntounpytowero Gydepa.

33.1.17. lNepemeLuaTb Ha BOPTEKCE M UHKYOMPOBaTb 5 MUHYT npu 65@C.

33.1.18. lMocne NHKybGauum ocafnTb Kanin Ha BOPTEKCE Y MOMECTUTbL MPOOMPKM B MArHUTHbIN LUTATMB.
Jonyctumo ocaxieHve copbeHTa B Npobupkax LeHTpudgyrrposaHmem npu 10 Tbic 06/MUH B TeyeHKe
1 MUH.

BHVMAHWE! OT60p 3/110eHTa OCyUAECTBSETCS 6e3 CHATUA NPOBMPOK C MarHUTHOIO LUTaTMBa.
33.1.19. Korga MarHuTHble 4acTuubl CHOPMMPYIOT 0cagoK (npmbnusmtensHo 60 cek), 0TobpaTb
3/TOEHT Y NepeHecTn B HOBbIE MPOBMPKN.

33.1.20. DMHOEHT COAEPXUT BbICOKOOUMLLEHHBIA NpenapaT PHK.

Mocne oTbopa antoeHTa B Npobmpkn PHK-Npo6bl MOXHO XpaHUTb B TedyeHne 30 MUH Npu Temnepatype

o1 +2°C po +8°C wnn B TedeHne 1 Hedenn Npun TemnepaTtype He Bbiwe MuHye 16°C.

33,2. ABTOoOMaTMu4yeckunii cnocob BbigeneHns PHK ¢ nmomouwbio KomnnekTa peareHToB «PHK-
MarHo» (Popma KomMnnekTayum 2)

BHUMAHWE! [lepes paboToOil HEOOXOAMMO O3HAaKOMUTLCS C WHCTPYKLUMER MO 3KchayaTauum
aBToMatunyeckon ctaHuun KingFisher Flex.

33.2.1. 3anporpammupoBatb NpMOOP B  COOTBETCTBUM C  WHCTPYKUMEA MO  3KCnyaTaumu
aBToMarunyeckon ctaHuun KingFisher Flex.

33.2.2. CHATb 3alMTHYKO MEeHKY C MnaHWeTa C n3npyowmm 6ydepomMm M MarHeTu3npoBaHHbLIM
COp6eHTOM.

33.2.3. BHectT B nyHKM no 100 MKA KAMHUYECKMX 06pas3yoB, B OTAE/NbHYHO NYHKY AN4
NONIOXUTENbHOI0 KOHTPOAA - 100 mkn MKO* 1 B 0TAENbHYIO NYHKY AN151 OTPULATE/IbHOr0 KOHTPONS -
KOOmMKN OKO*, cornacHo Cxeme noctaHoBkKM (cM. Tabnmuy 10).

BHVMAHWME! Ecnn B cocTaB Habopa peareHToB ansi npoBegeHus OT-MLLP BKNHOYEH KOHTPOMb KayecTsa
B3ATMA BMomaTepmana, To ero He06Xo04MMO UCMOb30BaTh Ha CTaANM IKCTPAKLMUM COrNacHO MHCTPYKLUMUW MO
NMPUMEHEeHM0 3TOro Habopa.

* - BXOAAT B COCTaB HabopoB peareHToB ansa nposegeHus OT-MLIP.

Ta6nuua 10. NMpumMep BHeceHUss 06pa3LoB NPY aBTOMATUYeCKOW NOCTaHOBKE.

Oobpasel, O6beM BHECEHUS B JIYHKY, MK/
94 NyHKW NSt KNMHUYECKNX 06pasLoB 100
1 nyHka MNKO 100
1 nyHka OKO 100

33.2.4. CHATb 3alUMTHbIA Cnoi (onbr € MAaHWeTa C NPOMbIBOYHLIM OythepoM M C MiaHWeTa ¢
anoupytowmm 6yhepom, NoAroToBUTL K 3arpy3ke NycToi NnaHLWeT (He npunaraeTcs) ¢ BAIOXKEHHON
rpebeHKoN.
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#NAJ3.1/NA3.2 «PHK-Marno» B-1.1

33.2.5.B rnaBHoM MmeHi0 npubopa BbiOpath BkNaaky User protocols. 3atem DNA/RNA. BbiOpathb
nporpaMmmy «EM3-96-KF» (a1ekTpoHHYI0 BepcHIO nporpaMMbl MOXHO CKauaTb Ha WHTEpHET-caiiTe
00O «JIabIlak» no aapecy: https://labpack.ru/ unu obpaTuTbes 3a Hell K NPEACTABUTEIO KOMIAHUH).
33.2.6. B cooTBeTCcTBUM C yKka3zaHUsAMH nporpaMMbl «EM3-96-KF» 3arpy3uth nnaHierts! B npudop s
aBTOMAaTHY€ECKOro BblIENEHUS, I1€:

- tip-plate - nycToii nn1aHweT (He MpunaraeTcs) ¢ BIOXKEHHON rpeGeHKok;

- elution - nuaHeT ¢ AOUpYOWUM Oy depoM;

- wash1l - muanweT ¢ npoMbIBOUHbIM Oydepom;

- sample - nnanweT ¢ AM3MpyOWUM OydepoM W MarHETH3UPOBAHHBIM COPOEHTOM M BHECEHHBIMH
obpa3uamu (cM. Tadauuy 12).

33.2.7. [1o oxoH4aHUH NMpOrpaMMbl BbLACICHUS U3bATH IIAHLIETbI U3 11pUbOpA.

33.2.8. [Inanmet ¢ »mouuel coaep:KUT BbicokoounuieHHbii npenapat PHK. naanwerts wn3-noa
ausupyowero Oydepa, niaHWeT U3-Moja NPOMbIBOUHOrO Oydepa. rpedetka H NyCcToH ILIAHIIET LIS
rpeOeHKH MoAIexaT yTHIIH3AUUH.

33.2.9. PHK-npoGbl MOXHO XpaHHUTb B TeueHHe 30 MUH npu temneparype ot +2°C no +8°C wiun B
TeyeHue | Heaenu Npu TeMnepaType He Bbilile MUlyc 16°C.

35. XAPAKTEPUCTHUKHU KJIMHUYECKOHN Y®O®EKTUBHOCTH:

' PesynabTarbl KJIMHUKO-1a00paTOPHBIX HCTBLITAHUH MOATBEPXKAAIOT KayeCTBO. JPPEKTHBHOCTb H
Oe3onacHocTb MeJHUMHCKoro uiaenus «Habop pearenros s Bblaesienus PHK w3 knuHuueckoro
MaTtepuana yenoBeka « PHK-Marno» cepust 8».

OueHka AHarHoCcTHYECKOH YyBCTBHTENILHOCTH, CMEUN(PUUHOCTH:
- cepus 8, ¢opma kommnekTauuu 1 -100% (95% JIH (97,5-100%);
- cepusa 8, popma komnnektauuu 2 -100% (95% JIH (97.5-100%).

36. BHOJIOTMYECKHA PEGEPEHTHBI UHTEPBAJIL.
buonornueckuii pedepeHTHbIi HHTEPBAT NPUMEHEHHS MEAMLMHCKOrO H3JeJIMs OTCYTCTBYET.

38. NPEAYNPEXIAEHUE U CHEUMAJIBHBIE MEPBI IPEAOCTOPOXHOCTU B
OTHOLUEHHH BE3ONACHOM YTUJIU3ALIUH
» Heuncnonb3loBaHHble peareHTbl, pEareHThbl C UCTEKILIMM CPOKOM FOJHOCTH. a TAKXKE UCMOJb30BaHHbIE
pearcHThl, yNakoBKy. OHOJOrHYeCKH MaTepHa, BK/IIOYas MaTepHasibl., HHCTPYMEHTbl H NPeAMEThI,
3arpa3HeHHble OMONOrMYECKMM MaTepHanoM cielyeT yJalsTh B COOTBETCTBHH C TpeOOBaHHSAMH
¢ CanlluH 2.1.3684-21 «CaHnTapHO-INMIEMUOIOTHYECKHE TPEOOBAHHS K COJAEPXKAHUIO TEPPUTOPHiA
FOPOACKMX MW CeIbCKHX TMOCeNeHHH, K BOAHBIM OOBLEKTaM, MUTLEBOM BOJAE U MUTHLEBOMY
BOJAOCHA0XKEHHIO, aTMocepHOMY BO3AyXy. MNOYBAM, KHJIbIM MOMELICHHSM, OIKCM.TyaTaluu
MPOU3BOACTBEHHBbIX, OOIIECTBEHHBIX IIOMEIUEHHH, OpraHu3auMu W [POBEACHHIO CAHWUTApHO-
NIPOTHBOJIIHAEMHYECKUX (MPOHUIAKTHHECKUX) MEPOTIPUATHI».
» H3rotoBuTesb. MOCTaBUIMKH, MPOAABLLL, HMIIOPTEPBI MOTYT OCYLIECTBIIATH YHHUTOKEHHE HaDOPOB,
NMOTEPSBIUINX CBOH NMOTPEOUTENbCKUE CBOHCTBA MM C UCTEKLIUM CPOKOM FOJHOCTH, B COOTBETCTBHH C
CanllnH 2.1.3684-21 npy ucnonb30BaHHH METOO0B. COIIIACOBAHHBIX € TEPPUTOPHATILHBIMH OPraHaMH,
OTBCTCTBEHHBLIMKH  3a  CAaHMTAPHO-INKAEMHONOrHYecKoe Onarononyune Haceneuus. [lepconan,
OCYIUCCTBIIAIOIMI YHHUTOXKEHHE HaOopoB, AomkeH codato1aTh npasuiia 6€30MacHOCTH NpoBeIeHUs
TOr0 MM HHOFO cnocoda yHUUTOXKEHHS.
# YHUYTOXKEHHE M3ACJINH  OCYILECTBIAETCS OPraHU3alUMSIMH, HMEIOUWHMHY  COOTBETCTBYIONULY IO
JMUEH3HIO, Ha ClIEUHAbHO 000PY10BaHHBIX TUIOLIAAKAX, MOTMTOHAX H B HOMELICHHUAX B COOTBETCTBHE
C TpeOOBAHUAMH, NPEAYCMOTPEHHBIMU CYLIECTBYIOLIMMH B PD 3akoHamH.
» H3nenue Bo BHELIHEH yNakoBKe ¢ HAMYMEM NpPENyNPEANTENbHBIX 3HAKOB 00 OMAcHOCTH creayer
YHHUTOXaTb ¢ cOOMI01eHHEM COOTBETCTBYIOLMX Mep 0€3011aCHOCTH M J1e3aKTHBALLHH.
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39. HMHOOPMALIUA B OTHOWEHWHU MEAUUIHUHCKOIO U3EJIUA,
NPEAHAZHAYEHHOI'O J11 CAMOTECTUPOBAHMUSIL.
Meaunuunnckoe u3nenue npeaHa3sHaueHo TOMLKO A8 NPOYPECCHOHANTBHOTO IPUMEHEHHS.

IKCNAYaTaAUHOHHAA JAOKYMEHTAUHS [MPEI0CTAB/IAETCH NPOH3BOIHTENEM A8 03HAKOM.ICHHS
norpeduTe 0 Ha OymMakHOM HocuTesle H B ¢opMe YIEKTPOHHOIO AO0KYMEHTa I0CPeACTBOM
pasmenmienna B HHPOPMALHOHHO-TeIeKOMMYHHKauHonHoili cetn UnTepuer.

40. TAPAHTHHU U3rOTOBUTEJIA
[IpeanpusTHE-N3roTOBUTENL rapaHTHpyeT cooTBeTcTBUe HaGopa «PHK-Marno» yctanos:ieHHbIM
TpeOOBaHHAM NpU  COOJIIOACHHH YCJIOBHH TPAHCMOPTHPOBAHHS. XpaHEHHWst M IIPHMCHEHHS,
YCTaHOBJICHHbIX HACTOALLCH MHCTPYKUHKEH MO NMPUMEHEHHIO.
Cpok roaHocTH 3aneyataHHoro Habopa — 12 MecsileB ¢ JaTbl H3rOTOBJIEHHUS NIPU cOOIIOICHUH YCIIOBHH
XPaHEHHUs U TPAHCMIOPTHPOBKH.
CpoK roJIHOCTH 110C51€ BCKPBITHA:
»  ®opma komniekTauuu 1: 1 Mecsu npu Temneparype ot +2 a0 +8°C:
¢ » ®opma KOMMJIEKTAUMM 2! XPAaHEHHK BO BCKPBITOM COCTOSIHMM HE TOUISKHT (HMOBTOPHOC
HCIO.1b30BaHHE 3ANPEILEHO ¢ MOMEHTA BCKPBITHS MECPBUUYHOMN YIIAKOBKH):
Habop pearenToB ¢ UCTEKIINM CPOKOM FOAHOCTH MPUMEHEHHIO HE 1OICIKHT.

Peknamanun Ha kavectBo Habopa peareHtoB «PHK-Marvo» cneayetr HanpapiasTh Ha npeanpusTHe-
H3rOTOBHTEb:

00O «JIabl13k», Poccus, 197376, r.Canxrt-IletepOypr, Habepexnas peku Kapnosku, 1.5, nut.H, nom. 3-
H, ten. (812) 490-75-93, e-mail: info/labpack.ru

-20-
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



#NAJ.1/NA3.2

«PHK-Marno»

B-1.1

Mpunoxenne A. lpeaynpeanrenbHbie CHMBOBI, HCMOIL30BalHbIe IPH MapKHPoOBKe Habopa
pearenutoB «PHK-Marno»

Cumson [ HanmenoBanne cumBoaa [ Cumson l HaumeHoBaHHe CHMBO.12A
FOCT P UCO 15223-1-2023
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MpunoxeHne b. HopmaTMBHaA OKYMeHTaUuA

MOCT 2.114-2016
MOCT 2.104-2006

OCT ISO 14971-2021

MOCT PEH 13612-2010

OCT P 56894-2016

FOCT 1SO 13485-2017

CaHlnH 3.3686-21

CaHl'H 2.1.3684-21

MY 1.3.2569-09
FTOCTPNCO 23640-2015
FOCT 14192-96

FOCT P 51088-2013

FOCTPUCO 15223-1-2023

FOCTPNCO 18113-1-2024

FOCTPNCO 18113-2-2024

FOCT 3885-73
FOCT P 51352-2013
MOCT 31508-2012
FOCT P 58144-2018
MOCT 33781-2016

FOCT 15.309-98

EfovHas cucTema KOHCTPYKTOPCKOW AOKYMeHTaLUMK. TeXHUYECKMe YCOoBUS.
EovHas cuctema KOHCTPYKTOpPCKOW  AokymeHTaumm (ECKM). OcHoBHble
Hagnvecy

Vi3genvs meavupHCKve. TpUMeHeHVe MeHeDKMEHTA PUCKa K MeSVLVHCKMM
V3Lenum.

«OUeHKa  (PYHKLMOHA/TbHBIX  XapaKTepuUCTUK  MeAVLMHCKMX U3fenvin - ans
[MarHocTVKK in yitrox»

«CBOfHbIA  KOMMIEKT TEXHUYECKON [AOKYMeHTauun [Ans  AeMOHCTpaLumn
COOTBETCTBMA OBLMM MpUHLMNAM 0becriedeHnst 6e30MacHOCTM UM OCHOBHBIX
(PYHKLMOH&/TbHBIX XapaKTepUCTUK MEAULIMHCKUX WU3LeNWA 4ns AMarHoCTUKK in
Vitro»

«M30enma MeguumHCKMe. CUCTeMbl MeHeDKMEHTa KayecTBa. TpeGoBaHUA 1A
Liefield perynmnpoBaHns»

«CaHVTapHO-3NUAEMUONOr NYECKME TpeboBaHMs rno NpomnakTyke
VHGEKLIMOHHBIX 6OME3HE

«CaHUTapHO-3NMAEMUONOTMYECKUE TPeboBaHNA K COLEPKaHUIO TeppuTopuii
FOPOACKUX N CebCKMX MOCENEHWI, K BOAHbIM 06bekTaM, MWUTLEBON BOde W
MUTLEBOMY BOJOCHaOXEHWIO Hace/eHWs, aTMOCc(epHOMY BO34yXY, MOo4Bam,
XUNbIM - MOMELLEHVAM,  3KCTlyaTaun  MPOU3BOLACTBEHHbIX, OOLLECTBEHHbIX
MOMELLIEHWIA, OpraH13aLmi 1 NMPOBEAEHNIO CaHUTaPHO-NMPOTUBOANUAEMUYECKUX
(NpohmnaKTUUECKMX) MePONPUATUIA»

«OpraHuzauys paboTbl 1abopaTopuii, UCMONL3YIOLLMX METOAbLI amnMpurKalmm
HYKEMHOBbIX ~ KUC/IOT, nNpu  paboTe €  MaTepuasioM,  COAEPXaLvM
MUKpoopraHusmel | - IV rpynn naToreHHoCcTw.

W3penns MeauuUMHCKME ANns AVMarHOCTUKM IN VItro. Ouexka cTabunLHOCTH
peareHToB A/ AvarHocTuku INVILI0.

MapKu1poBKa rpy3oB.

MeguupHCKWe v3genMs Ana  AMarHOCTUKM WH BUTPO. PeareHTbl, Habopbl
peareHToB, TECT-CUCTEMbI, KOHTPO/bHbIE MaTepuasbl, NUTaTeNbHbIE Cpepbl.
TpeboBaHUs K U3AennsM 1 NoaaepKMBatOLLEN [OKYMEHTaLMM

V3germa  MeauumHckue. CUMBOSbI,  MPUMEHSEMbIE MPU  MapKMpOoBaHUM  Ha
MEAVLHCKUX W3JeNnAX, 3TUKETKAX W B COMPOBOAWTENLHOW LOKYMEHTALMWK.
Y. 1 OcHoBHble TpeboBaHu. ) )

MeayupHcKe  vM3denms  4is AMarHocTykv N VIO, Hdopmaums,
npefocTaBisiemMas  M3roToBUTesleM  (MapkupoBka). Yactb 1 TepMuHbl,
onpegeneHys 1 obLume TpeboBaHUS.

MefuupHCKVe  v3genvs  Aia  avarHocTuku N VIO, ViHdopmaums,
NpefocTaBnAeMas  U3roToBUTeieM(MapKkMpoBKa). YacTb 2. PeareHTbl [y
AvarHocTuky INVIYO ans NpohecCroHabHOro MPUMEHEHMS

PeakTvBbl 11 0C060 YMCTbIe BellecTsa. Npasuna npuevky, oTéop npob, hacoska
1 MapKMPOBKa.

MeauuyHCKWe M3aenns Ana AMarHoCTMKM UMH BUTPO. MeToabl UCTIbITaHMIA.
W3penna megmumHekvie. Knaccugmkaums B 3aBUCMMOCTM OT MOTEHLMANBHOTO
pucka npumeHeHns. O6LLve TpeboBaHUs.

Boga auctunnuposaHHas. TeXHUYECKMe yCrioBus

YnakoBka NOTpeouTeNbCKas M3 KapToOHa, OyMarm M  KOMOWHMPOBAHHbIX
maTepuanos. ObLLe TexHUYecKme ycnosms. OB6LLMEe TEXHUYECKE YCOBUS.
Cvictembl pa3paboTKM 1 MOCTaHOBKM MPOAYKLUMM Ha NPOM3BOACTBO. McnbiTaHus
1 NPYEMKA BbIMyCKaeMoli NpofyKUmn. OCHOBHbIE NMOMOXKEHNS

MpuMeyvyaHue - YKazaHHble Bbillle CTaHAAPTbI GblMN AEHCTBYOLMMU HA MOMEHT Y TBEPXKAEHUS
WHCTPYKUMM NO NPUMEHeHU0. B panbHeiillem, npu NOMb30BaHUM [AOKYMEHTOM, LENecoo6pasHo
NPOBEPUTb [ENCTBMUE CCbINOYHBIX HOPMATVBHBIX AOKYMEHTOB Ha TEKYLLMIA MOMEHT. ECN CCbINOYHbI

[OKYMEHT 3aMeHEH WM WN3MEHEH,

TO NpU MNPUMEHEHUM HACTOSALIEro [AOKyMeHTa credyeT

Mo/b30BATHCA 3aMEHEHHBIM (M3MEHEHHBIM) JOKYMEHTOM.
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