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OrnasneHune

HaumeHOBaHMe MeAULNHCKOIO U34enmns

Mpoun3BoANTENb N ero YNoJHOMOYEHHbI NpeacTaBuTeNb

Ha3HayeHne MefMLMHCKOro NU3aenmsa n NpuHUmnn geicTems

KpaTHOCTb NPUMEHEHMSA N TEXHUYECKOE 0OCNYXUBaHMe

MokasaHua 1 NPOTUBOMOKa3aHMsA K NPUMEHEHUIO

PyHKLMOHANIbHOE Ha3HaYeHmne

LleneBoi aHanuT

Cneyunduyeckoe pacCTpoCTBO, COCTOAHME NN (DAKTOP PUCKa, A5 0BHAPYXKEHMS,
onpegeneHns nnn gudgepeHLMpoBaHna KOTOPOro npejHasHauyeHo MefULMHCKOE U3genve
Tun aHanu3npyemoro obpasua

O6nacTb NPUMEHEHNS MEANLIMHCKOrO 1M3aenus 6
PUCKM NpUMEHEHNS MeAULNHCKOrO U34eNuns, NPOTUBOMNOKa3aHWA, OXnUhaeMble U
npefckasyemble MO60YHbIE 3PPEKTHI, CBA3aHHbIE C MPUMEHEHMEM MEULMHCKOrO U3Aenuns no

D OO O Ol W W W

HasHayeHuo 7
Tpe60oBaHUA K MOMELLEHNAM 8
TexHUYecKne XapakTepucTuky MeLULUHCKOTo n3genus 8
MoAroToBKa K NPUMEHEHUIO NO Ha3HAYeHUD, aKCnayaTaunm MeaUUNMHCKOro n3aenms 10
OnwncaHne NpUMeHeHUs MeAULMHCKOrO U3Lenuns, onucaHne peareHToB 10

Martepuanbl, KOTOpble TpebytoTca A8 paboTbl C MeAULUHCKUM n3genmem - «dopmanmH 20%
3abyepeHHbI HistoSafe®», HO He cofepXaTca B KOMM/IEKTE NOCTaBKN MeAULMHCKOIO

n3genns ‘ n
XapakTepuCcTUKN CTabUNbHOCTU MEeAULMHCKOrOo 13fgenns Ana AMarHocTukuy in vitro (ycnosus
XpaHeHMA MeAULNHCKOTO U34enns, TPAHCMOPTMPOBKMU U 3KCMNJyaTaumm, CPoK ro4HOCTU nocne

BCKPbITMA NEPBMYHOIM YNaKOBKMW), rapaHTUN NPOM3BOANTENS n
MHhopmaymsa 06 ycnoBusax, HeobxoauMbIx ana céopa, 06paboTkuM 1 NOAFOTOBKM 06pa3LLoB,
AaHHble N0 cTabUbHOCTM aHanM3npyembix 06pasL,oB 12

NHpopmaumsa gna notpebutenein MeLULMHCKOrO U3AeNns 0 Mepax npeaocToOPOXHOCTH,
npeanpuHMMaeMblX B C/lyyae He06X0AUMOCTH, a TaKXKe 0 Mepax, npeanpuHUMaeMblX B
OTHOLUIEHUW NOTEeHLMaNbHO NH(MEKLNOHHOIO MaTepuana, coepXallerocs B MeguLMHCKOM

r n3gennumn ans AMarHoCTUKK in vitro 13

lMoBTOpPHOE NCNONb30BaHNE MEAULUHCKOIo N3aenns 14
OrpaHu4eHuns, cBA3aHHbIe C MPOOOI, KOTOPble MOTYT NOBAUATL Ha pe3yNbTaTt uccnegoaHus 15
O6CcTOATENLCTBA, MPU KOTOPLIX MOTPEO6UTENb LO/MKEH MPOKOHCYNbTUPOBATLCA C MeAULUHCKUM

pPaboTHMKOM 15
WHpopmaymsa o nepecMoTpe aKcnayaTalMOHHOW fOKYMeEHTaLnm 15
Mepbl NPeaoCTOPOXKHOCTM B OTHOLIEHMM 6€30MacHON yTMAn3aunmn MeguuMHCKOro n3genws,
NPUHAANEXXHOCTEN N pacXoAHbIX MaTepunanos 15
HenpuMeHuMble K 3KCnyaTauMOHHOW OKYMeHTauMm Ha «®opmanuH 20% 3abydepeHHblit
HistoSafe®» Tpe6oBaHua Mpukaza M3 PO oT 19 sHBapa 2017 r. Ne MH 19
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1 HanmeHoBaHWe MegULIMHCKOIO U3fenus

«®opmanuH 20% 3abydepeHHbili HistoSafe®» B BapuaHTax UCNOMHEHUS:
dopmanuH 20% 3abydepeHHbii HistoSafe® opurnHanbHbld - 10, 2,50, 50, 101, 20 n

dopmanuH 20% 3abyhepeHHblin HistoSafe® -Gel - 12,5 mn (25 wT), 25 mn (15 wT), 75 mn
(12 wT), 250 mA (4 wT), 1250 mn, 2500 mn

dopmanuH 20% 3abydepeHHbIi HistoSafe® Munnonura - 1n, 25 n,5n, 100, 20 n

dopmanuH 20% 3abydepeHHblit HistoSafe® Mmctodop - 5mn (50 wr), 12,5 mn (25 wr), 25 mn
(15 wrT), 75 mn (12 wT), 250 mn (4 wr), 1250 mn, 2500 mn

2. Mpoun3BoaUTENb U €r0 YNOSTHOMOYEHHbI NpeACcTaBUTENb

MpomnssoanTens (NpeanpuATAE-U3roTOBUTENb) MeAULMHCKOTO wu3genus: O6uecTBo C
OrpaHnyeHHOM OTBETCTBEHHOCTbLIO «2prollpogakLLH» (000 «3prollpofakiuH»),
lopuanyeckunii agpec/daktnyecknin agpec: 199106, Poccuitckas denepaums, CaHkT-INeTepbypr,
LLIkmnepckuin npoTok, oM 14, kopnyc 39, nutepa H. Ten./hakc: +7 (812) 305-06-06.

OpraHu3ayms, YMNo/SHOMOYEHHas ANnd MNpuéma peknaMauuil, KacarllMxcs KayecTsa:
O6uiectso ¢ OrpaHunyeHHoit OTBeTcTBEHHOCTbIO (OO0 «BuoBuTpym»), 199106, Poccuiickas

depepauns, CaHkt-Metepbypr, Bonbwoi np. B.O., a. 68, nut. A., Ten./dakc: +7 (812)
305-06-06, info(8biovitrum.ru.

3. HasHadyeHVe MeAULMHCKOI0 U3aennsa u NpUHUMN gericTBms
HasHaueHune
«PopmanmH  20%  3abydgepeHHbIin  HistoSafe®» - pacTBop  (hopManuHa,

npegHasHayeHHbIW  ANS  WMCMONb30BaHMS B KadecTBe (hukcaTopa npu  06paboTke
610N0rMyecknx TKaHein N KNMHUYecKnx obpasLos.

MoTeHUManbHbIA NOTPEGUTEND

MeguunHckmne  usgenna  «dopmannH  20%  3abydepeHHbli  HistoSafe®»
npeAHasHayeHbl A1 WUCMOMb30BaHUA B YUYPEXAEeHUAX MeJULWHbI W 3[4paBOOXPAHEHUS B
nabopatopuax cnepyouLero npodumns:
rMCTONOrMYecKoro/naTonoroaHaToOMmyeckoro/natoMopgonornyeckoro/ Mopgosornyeckoro;
ANA KNUHUYECKON 1 NabopaTOpHO ANarHOCTUKMN.

MeguuynHckne  unsgenuns  «dopmannH  20%  3abydepeHHbii  HistoSafe®»
npegHasHavyeHbl AN8 NPOPECCMOHaNIbHOrO WCMOMb30BaHUSA W AO/MKHbI ObiTb MNPYMEHEHBI
cneumnanbHO 006yYeHHbIM KBanU(ULMPOBaHHLIM NMEPCOHANOM, TaKUM Kak Bpay KAVHWYECKOM

nabopaTopHON [AMArHOCTUKMW, MeAULWHCKWIA, NabopaTOpHbI TEXHUK W WHOW Cheuuanuct.
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nmerowmm 6a3oBoe 06pa3oBaHWe MeLWLMHCKOTO WAX 6UONIOTMYECKOro NPOMUNSA He HUXe
CpefHero cneuunanbHOro U NpoLeaLWwniAi npeaBapuTensHoe 06yyeHme.

KpaTHOCTb MPUMEHEHUSA N TEXHNYECKOE 06CNYXMBaHMe

«@opmannH 20% 3abydepeHHbIn HistoSafe®» npegHasHayeH 408 O4HOKPATHOro
NPUMEHEHNA U HE NOANEXUT TEXHUYECKOMY 00CNY>XUBAHUIO.

MpuHumnn gecTeusi/metoga

dukcayna obecneynBaeT CcTabmnM3auuilo TKaHEBbIX CTPYKTYpP W WX YMNJOTHEHME,
npekpawiaeT ayTon3, cTabuansmpyeT nokannsauuto CTPYKTyp. AN LOCTUXKEHUSA 3TOW Lenu
BO3MOXHbl pasnuyHble MeTofbl. B 4aCTHOCTU, XMMMUYECKWUIA METOA NP1 NOMOLLY aflbAernios.
K 370l rpynne OTHOCATCA MeauuuHcKue wusgenua «dopmannd 20% 3abydepeHHbli
HistoSafe®» ans in vitro AnarHocTuKu.

MpuHUMN  UKcauunm npuv  NOMOWM  MeAUUUHCKUX u3genuin  «dopmanuH 20%
3a0ydepeHHbIi HistoSafe®», peareHTOB, UMEKLWNMX anbAernAaHy Fpynmny OCHOBaH Ha WX
BbICOKOM XWMWUYECKO W 6GUONOrMYecKOin aKTUBHOCTM WM CNOCOGHOCTU K (HOPMUPOBAHUIO
NMepeKpPECTHbLIX CLUMBOK MeXAy MPOTeMHaMn U HYKIeMHOBbIMU KUCOTaMU, a TaKKe MeXay
HYK/MIEMHOBbLIMU KNUCNOTaMW U NPOTENHAMN.

OcHOBOW npoayKTa sBnseTcs qopmaaMH - pacTBop (opmanbaernga B Boge. B
NpUCyTCTBMM BOAbl (hopmanbierng obpatMMo o6pasyeT MeTWNEHT/IMKONb (MeTaHAMon).
MeTWUNeHrINKONIb pearnpyer C HECKONbKUMW OGOKOBbIMWU Lenamu 6enkoB u obpasyer
peakLyMOHHOCNOCOOHbIE TMAPOKcUMeTMNeHOBbIE rpynnbl  (-CH2-OH). dopmupoBaHue
rMAPOKCMMETMUNEHOBLIX OOKOBbIX LEenein ABAseTca OCHOBHOW W Hambonee XapakTepHOMN
peakumein  gna  (OpPManuHOBLIX  (DMKcaTOpoB.  HenocpeAcTBEHHO  (hOpMUpOBaHMe
NepeKPECTHbIX MOCTMKOB (METW/IEHOBbIX MOCTUKOB) 3aHMMaeT He3HauyuTe/lbHOe BpPeMSA B
obuiem npouecce ukcauunm 6Guomatepmana. BbllweonucaHHbIn npouecc NPUBOAUT K
OCTaHOBKe 6MOXMMWYECKMX MNPOLLECCOB pacnafja B TKaHAX W YMJIOTHEHUIO (PUKCUMPYEMOrO
buomartepuana.

HenTpanbHaa cpega (pH 6,9-7,4) npenatcTByeT 06pa3oBaHUiO  «(OPMasIMHOBOIO
MUrMeHTa».

«PopmanuH 20% 3abydepeHHbIn HistoSafe® opurnHanbHbIN» - YHUBEPCaNbHbIN
(hmkcaTop AN TUCTONOTMM NNATOMOPGONOTUN, NOAXOANT 4NN BCEX BULOB TKaHEN.

«PopmanuH  20% 3abydepeHHbln  HistoSafe® ['uctoop» - YHMBepcasbHbIiA
(hmkcaTop ANa rMCTONOrUKU 1 NAaTOMOPMONOrUN, NOAXOAUT ANS BCEX BMAOB TKaHen, ynakosaH

B Tapy, KoTopas siBNseTcsa eMKOCTbI0 ANs uKcauum bruomarepumana.
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1

«®opmanuH 20% 3abydepeHHbit HistoSafe®-Gel» - yHuMBepcanbHbIl (hukcaTop Ans
FMCTONOMMM 1 NaTtomMopgoniorM €  BbICOKOW BS3KOCTbIO. 3aryctuteNlb  NpensTcTBYeT
npoTeykam u pacTtekaHuto opmasnmHa Ha paboyem mecte. O6pasubl Manoro pasmepa (MeHee
2 MM), MOTYT HaxoAWUTbCA B TOMLWE rens, He ONYCKasaCb Ha AHO EMKOCTU Ans gukcaunn, fo
HEeCKO/IbKMX 4acoB, obecrneymBas paBHOMEPHYIO (hMKcaLUo MaTepuana co BCeX CTOPOH.

«PopmanuH 20% 3abydepeHHbIi HistoSafe® MwunnoHura» - YyHMBepcanbHbIi
(hvkcaTop Ans rUCTONOrMM M NaToMopgonorMm, HanauumMe COMM B COCTaBe, YMEHbLUAeT
HabyxaHue TKaHel B npouecce uKcaymm, NOLXOANT ANA BCEX BULOB TKaHEW.

MokaszaHMA U NPOTUBOMNOKAa3aHUA K NPUMEHEHMIO

He ponyckaetcs MCNo/fib30BaTb MNPOAYKLMIO C WMCTEKLW MM CPOKOM TOAHOCTU, Npw
HaMUYNUN NOBPEXAEHNA MEPBMYHON YNaKOBKW C YTpaTOl repmMeTUYHOCTW, NPU U3MEHEHMWM
LiBETa pacTeopa.

4. PYHKUNOHaNbHOE HasHayeHne

MeguumHckux wmsgennin «dopmanmH 20% 3abydepeHHblit HistoSafe®» cocTouT B
obecneyeHnn npeaHaIMTUYECKON CTafuum NaToMOP(ONOrMYecKoro aHanusa 6GMONCUIAHOTO
(onepaynMoOHHOr0) M ayTOMCMIAHOrO MaTepuana, BbIMOMHAEMbIX B XO04€ KAUHUYECKON
nabopaTopHOM AMArHOCTUKM Pas3NYHbIX NATONOTMIA YenoBeka. HBNAETCA YHMBePCaNbHbIM
(hMkcaTopom A BCeX BWAOB  TKaHelW: anuTennanbHas, HepBHasA,  MblleYvHas,
coenHUTenbHas. MeauumnHckne wusgenns «dopmanuH 20% 3abydepeHHbI HistoSafe®»
ABNAOTCA BCNOMOrate/isHbIMU CpefcTBaMy B AMarHoCcTUKe in vitro (n.5 Mpukasa M3 P® ot
19.01.2017 Ne 11H).

5. LleneBoii aHanuT

He npumeHUmo Ans AaHHOTO MEAULMHCKOTO U3aenus.

6. Cneunuryeckoe pacCTPONCTBO, COCTOAHME NN (DAKTOP pUCKa, ANs
obHapy>XeHuVs, onpegeneHns Unn anphepeHLMpoBaHNA KOTOPOro nNpegHasHayeHo
MeAULIMHCKOE n3genne

Ncnonb3ytoTcs  ANns  NpoBefeHUs NaTonoro-aHaTOMUYeCKUX  WCCefoBaHUiA  Ans
BbISIBNEHNA  MaTo/IOrMYecKUX  WU3MeHeHW B TKaHAX YenoBeka. [nsa  BbISABEHUS
OHKOJIOTMYEeCKUX 3ab0neBaHWii, A3BEHHOW 60M1€3HWM W [APYruX Matonoruii CBA3aHHbIX C
n3MeHeHWeM mopdonorun obpasua TKaHW.

7. Twun aHanusupyemoro obpasua

duKcaunm noABeprawTCA TKaHU 4yenoBeka: GMONCUMHBIA 1 ayTONCUIHBIA MaTepuman,

B TOM yucne OI'Iean,VIOHHbIVI MaTepunan passiMyHblIX pasmMepoB.
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8. O6n1acTb NPUMEHEHNA MEAUNNHCKOTO U3[eNna

MpodeccnoHanbHOe MNPUMEHEHWE B KAMHUYECKOW NnabopaTopHOW AuarHoOCTUKe B

cneunann3npoBaHHbIX na6opaTopvmx naTtosioroaHaTOMMU4YecKnx wu I'IaTOMOpCbO]'IOFVI‘-IeCKVIX

OTAeNneHuni

yupexaeHui

MeANLMHbI

W 3ApaBOOXPaHeHUs

CNneayoLLero

npoguns:

I'l/lCTO}'IOI'I/I‘-IGCKOI'O/I'I&TOI'IOI'O&H&TOMl/IHECKOI'O/I'IaTOMOp(*)O!'IOI'W-IECKOI'O/MOD(*)O}'IOI'VI‘-IeCKOI'O;

ANS KNVHUYECKOW 1 nabopaToOpHOI ANArHOCTUKM in Vitro.

Mcnonbsyetca Ans pquon noaroToBkKu O6MONOrNYecKMX TKaHeW WM KNUHUYECKUX

06pasLos.

9. Pucku

0XMnaaemble W npeackasyembie MN0604YHble 3P EKTHI,

NMPUMEHEHNA

MeAULMHCKOTO

MeaANLUNHCKOIo n3gennda no HasHa4eHunro

MoTeHUManbHbIA PUCK NPUMEHEHUS MEAULMHCKUX  U3LAeNunii

3abygepeHHblin  HistoSafe®» -

n3penus,

3apaBooxpaHeHus Poccuiicko depepauyum oT 6 noHA 2012 . N 4H).

npoTmBONOKa3saHUA,

CBA3aHHbIE C MNPUMEHEHUEM

«PopmanvH 20%

knacc 1 (FOCT 31508-2012, TlMpuka3 MuHUcTepcTBa

B npouecce aHanusa pUcKoB GbifN MAEHTUOULMPOBAHbI PUCKK YKa3aHHble B TabnuLe

MepeyeHb PUCKOB:

NHnyunpytowme
cobbiTne

CnyuaiiHoe
ONpOKMAbIBaHME
NpoAYyKLMM B X0A4€
MCMoNb30BaHNA

CnyuaitHoe
ONpoKMAbliBaHME
npoayKLUuKn B Xoae
1CNo/b30BaHNA

CnyuaiiHoe
npoMTUe Mpw
TpaHCNOPTUPOBKe

CnyuaiiHoe

OnacHas
cuTyauus

dopmanuH
pa3fnvMBaeTcs Ha
He3alWNLWEHHYI0
NMOBEPXHOCTb
KOXW1

dopmanuH
pas3nnBaeTcs Ha
MOBEPXHOCTb
paboyero ctona

dopmanuH
pa3nuBaeTcs Ha
60NbLIYI0
MOBEPXHOCTb.

KaHucTpac
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Bpeg

MoxeT BbI3BaTb 3yAa,
NErkyw runepemuto.
MoxeT cnocobeT-
BOBaTb Pa3BUTUIO
OHKO/IOrM4YecKoro
3a60/1eBaHMA.

MMpwn BAbIXaHUU MOXET
Bbl3BaTb C/1IE30TEYEHME,
nepLleHne B ropne.
MoxeT cnocobeT-
BOBaTb Pa3BUTUIO
OHKO/I0TMY€eCKOoro
3a6o0neBaHus.

Mpw BAbIXaHUN MOXeET
BbI3BaTb C/E30TEYEHME,
nepLleHne B ropne.
Mo>xeT cnoco6CT-
BOBaTb Pa3BUTUIO
OHKONOTNYECKOro
3ab0/1eBaHKA.

MoXeT BbI3BaTb

BepoatH CrTteneHb

0CTb Bpega
Huskaas  CpepgHss
Huskaa  CpepHsas
Huskaa  CpegHss
Huskaa  Hu3kas

OueHka
JOMYyCTUMOCTH

Jonyctnumo

Jonyctumo

JonycTumo

Jonyctumo



nafieHne KaHUCTpbl (hopMasMHOM noBpexeHue

Ha KOHEYHOCTb nafaeT Ha Hory.  KOHEeYHOCTW: yLuno
CnyuJaiiHbli BbigeneHue Mpu BAbIXaHUN MOXeT  Huskaa  CpeaHas  [lonycTumo
Harpes OTKPbITOA  MapoB BbI3BaTb C/IE30TEYEHME,
eMKOCTM C (hopmanbiernia neplieHne B ropne.
hopmannHamu B OKpy>Xarouyt MOXeT crnocobcTBOBaTb
cpepy pasBuUTUIO
OHKOJIOrM4ecKoro
3abonesaHus

B MpoLecce MeHeMKMeHTa pPUCKa NpeLBapuUTeNbHbIA aHanu3 He BbISIBUA PUCKOB,
TpebyLWUX MeponpuaTAA MO CHWXKEHWUIO YPOBHSA pUCKa A0 NMPUEMEMOrO, B CBA3W C YeM
paboyas rpynna no MeHeLXMEHTY pucka He MpUMeHsna npoueaypbl MO YNpaBfEHUHO
puUcKamu.

Takmm 06pa3om, BO3MOXHble pUCKM Ana magenunsa «dopmanuH 20% 3a6ydepeHHbIi
HistoSafe®» no TY 21.20.23-005-89079081-2017 B BapuaHTax WCMOJIHEHUS SABNSAKOTCS
MpUeMnemMbIMK: MPENMYLLECTB ANA NauneHTa U MeAWLMHCKOro paboTHMKa 60/blie, Yem
BO3MOXHbIX ONAacHOCTEN.

10. Tpe6oBaHMA K NOMELLEHUSAM

Mpoun3BOACTBEHHbIE PabOThI JO/MKHbI NPOBOAUTLCS B MPOBETPMBAEMbIX NOMELLEHNAX,
WA B MOMELLEHUAX, 000pYAOBaHHbIX MNPUTOYHO-BLITXXHON BeHTMAAUMen no [OCT
12.4.021-75 n CIN 60.13330.2016. KpaTHOoCTb 06MeHa BO3ayxa - He MeHee 8.

TpeboBaHWs ~ 6€30MacHOCTM K MPOU3BOACTBEHHbIM  MNpoOLEccaM  AO/KHbI
cootBeTcTBoBatb MOCT 12.1.008-76, NOCT 12.3.002-2014 n «[lepeyHto 0653aTeNbHbIX
MHCTPYKLMIA N0 TeXHWKe 6e30MacHOCTM, MPOMbILI/IEHHOW CaHUTapuu U NPOTMBOMOXAPHON
6e3onacHoCTU».

Paboune MecTa A0/MKHbI 6bITb 060pygoBaHbl no MOCT 12.2.032-78 wn IOCT
12.2.033-78.

TpeboBaHMA K KOHTPO/MO COCTOAHMA BO3Ayxa pabouelt 30Hbl - no FTOCT 12.1.016-79
m FOCT 12.1.014-84; opraHmsauua KoHTponda - no CI 1.1.1058-01. [lepuofn4HOCTL
KOHTpONs - cornacHo P 2.2.2006-05 u CIN 1.1.2193-07. B npon3BOACTBEHHbIX MOMELLEHNAX
[O/MKHO 6bITb 06ecneyeHO HanMyMe KUMAYEHOW BOAbI M anTeykn C MeAuKaMeHTamu Ans

OKa3aHus NepBoi MeAULUHCKOM NMOMOLLM.
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11.  TexHUYeckKue XapaKTEpPUCTUKU MeANLMHCKOTO U3aenms

CocTaB MeJULMHCKOTO U3aenus

HanmeHoBaHMe MeAULUHCKOTO U3genns CofepXaHne OCHOBHbIX BeLLeCTB
dopmanuH 20% 3abydepeHHbIli HistoSafe®  dopmanuH, Boga, HaTpusa rugpodocdar, HaTpus
OpPUTUHANbHBbI aurngpodgocdar
dopmanuH 20% 3abydepeHHbI HistoSafe®  qopmanuH, Boga, HaTpua ruapodgocgar , HaTpus
-Gel anrugpodgocdart, MeTUNLENNH0/103a
®opmanvH 20% 3abydepeHHblin HistoSafe®  gopmanvH, Boaa, HaTPWiA XNOPUCTBIA , HATPUS
MwunnoHura rugpodocdar, HaTpusa gurunapodocdar
dopmanuH 20% 3abydepeHHbI HistoSafe®  dopmanuH, Boga , HaTpusa rugpodgocgat, HaTpus
Fuctodop aurugpodocgar
HaunmeHoBaHue nsgenuns / lMokasatennm HOpMbI MeToabl
n.n nokasartens KOHTpONs
(NyHKT TY)
1 BHewHnn Bug 5.1.
11 dopmanunH 20% 3abydepeHHbI becuBeTHaa nNpo3pavyHasn XNAKOCTb 5.1.
HistoSafe® opuruHanbHbii
1.2 dopmannH 20% 3abydepeHHbIl ’becuBeTHas npospayHas XXULKOCTb 5.1.
HistoSafe® l'vctodop
13 dopmanuH 20% 3abydepeHHbIi bBecuBeTHaa UM CBETNO-XKeNTas 5.1.
HistoSafe® -Gel reneobpasHas npospayHas
XUAKOCTb
14 dopmanuH 20% 3abydepeHHbIi BecuBeTHasd npo3payHas XUAKOCTb 5.1.
HistoSafe® MunnoHura
2 CopepxxaHue hopmanbaeruaa, 5.2.
vo (Macc./06.)
2.1 dopmannH 20% 3abyhepeHHblii 8,0-9,0 5.2.
HistoSafe® opurnHanbHbIin
2.2 dopmannH 20% 3abydepeHHbIl 8,0-9,0 5.2.
HistoSafe® mucTodop
2.3 dopmanuH 20% 3abydepeHHbIi 7,5-8,5 5.2.
HistoSafe® -Gel
2.4 ®opmanuH 20% 3abydepeHHbill 8,0-9,0 5.2.
HistoSafe® Munnwura
3 pH peareHTa 5.3.
31 dopmanuH 20% 3abydepeHHbIl 6.9-7,4 5.3.
HistoSafe® opuruHanbHblii
3.2 dopmanuH 20% 3abydepeHHbIl 6.9-7,4 5.3.
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HistoSafe® MucTodop

3.3 dopmannH 20% 3abydepeHHbIi 6,9-7,4 5.3.
HistoSafe® -Get
3.4 dopmannH 20% 3abydepeHHbIi 7,1-7,4 5.3.
HistoSafe® MunnoHura
4 dukcauma matepmnana 5.4.
41 dopmannH 20% 3abydepeHHbIi FAfpa v KnetoyHble MembpaHbl 5.4.
HistoSafe® opuruHanbHbIii pasnuymMmebl, LuTONIa3Ma
cCOXpaHeHa, He COLEPXUT NPU3HAKOB
ayTosim3a.
4.2 dopmanuH 20% 3abydepeHHbIi Anpa v KneTouHble MemMbpaHsbl 5.4.
HistoSafe® I'nctodop pasnnMymmsbl, LMTONNA3Ma
COXpaHeHa, He COAEPXUT NPU3HAKOB
ayTosim3a.
4.3 ®opmanunH 20% 3abydepeHHbIit Anpa n KneToyHble MeMbpaHbl 5.4.
HistoSafe® -Gel pasnnyuMsbl, LUTOMNIa3Ma
COXPaHEeHa, He COLEPXUT MPU3HaKOB
ayTonmsa.
4.4 dopmanunH 20% 3abydepeHHbIl Anpa n KNeTouHble MembpaHbl 5.4.
HistoSafe® MwunnoHura pasnnymMMmsbl, LuTONIa3mMa
COXpaHeHa, He COLEPXUT MPU3HaKOB
ayTonmsa.
12. MoarotoBka K MPUMEHEHWIO MO Ha3HAYeHUo, aKcnayaTaymm

MEeANLUHCKOTO M3aenuns

«PopmannH 20% 3abydepeHHbili HistoSafe®» He TpebyeT [AONONHUTENbHOW
MOArOTOBKM K MPUMEHEHWIO MO Ha3HAYEHUHO.

13. OnucaHve NpUMeHeHUS MeLULUHCKOTO U34enus, onucaHne peareHToB

MopafoK NpoBefeHUs npoLeaypbl

Mpoueaypa NpUMeHeHUa MeAuUMHCKOro mnsgenuns «dopmanmH 20% 3abydepeHHbll
HistoSafe®» ognHakoBa A/1g 1060ro BapmaHTa UCNOJSTHEHWS.

BHuUMaHue: COOTHOWEHME TKaHb/@ukcaTop He MeHee 1:20. dukcauuio NPOBOAUTH
npu KOMHATHON Temnepatype. MakcumanbHas AonycTuMas TonuiMHa obpasua 1 cm. [Mpw
TONWMHe 06pa3y0B MeHee 3 MM - BpeMA (hMKcauuu AO/MHKHO COCTaBNATb He MeHee 5 4, npu
To/WMHe 06pa3yoB 3 MM K 6osiee - Bpema (umkcaumm ot 12 fo 48 4. lNpu 3arps3HeHUm
(hopmannHa KpoBb WM ApylMMK (M3MONOTMYECKMMUN XUAKOCTAMM, (hMKcaTop HeobXxoanmo
3aMeHUTb,

OnuncaHue metoja:
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MomecTuTb OWONOrMYECKUiA MaTepuan B (UKCUMPYHOLWMIA pacTBOp Ha 5-48 4 B
3aBMCMMOCTHM OT pasmepa obpasLia.

Mocne paboTbl HEO6XOAMMO 3aKPbITb EMKOCTb MAOTHO KPbILLKOA.

OnucaHue peareHTa:

Pacxon wmeanmuMHCKMX u3gennin «dopmannH 20% 3abydepeHHblin  HistoSafe®»
3aBUCMT TOMbKO OT pasMepa (puKCUpyemoro matepuana - cocrtaenset 20-50 mn Ha 1 cw?
(hPMKCUPYEMOI TKaHW.

14. Matepuasbl, KOTOpble TPpebyoTcA ANa padboTbl C MELULMHCKUM U3LeNTNEM
- «®opmanuH 20% 3abyhepeHHbIn HistoSafe®», HO He cofep>KaTcs B KOMIJIeKTe
NoCTaBKN MeLULUNHCKOTO N3Lenus

EMKOCTb U3 MHEpTHOro Marepuana noaxoAswero obsema Ans NpoBeAeHns pukcauum
maTepuana.

15. XapaKTepuUCTUKM CTabUNbHOCTU MeAULUHCKOro u3genusa s
anarHocTukm Invitro (ycnoBmsa xpaHeHUA MeAULMUHCKOIO U3AeNnUs, TPaHCNOPTUPOBKU
M 3KcnayaTayuun, CPOK rogHOCTM Noc/e BCKPbITUSA NepPBUYHOM YNaKOBKW), rapaHTum
npon3BoANTENS

Ycnosua xpaneHuns

Cpok rogHocTtu: 24 mecaua.

He 3amopaxuBaTts!

Mo wucTeyeHMO cpoka TrofHOCTM wu3genns «dopmanvH 20% 3abydepeHHbIl
HistoSafe®» He nopnexar ncnonb30BaHMIo.

«dopmanuH 20% 3abydepeHHblii HistoSafe®» XpaHAT B 3aKPbITbIX BEHTUINPYEMbIX
noMeLLeHNaX nNpu Temnepatype ot +5®C Ao +25°C 1 0THOCUTENLHON BRaxHOCTM 40 - 80% B
YCNOBUAX, UCKOYAKOLWMNX AeACTBME arpecCUBHbIX CPeA, COMHEYHbIX NyYeid 1 Bnaru.

CpOK rofHOCTM Moc/sie BCKPbITUA NePBUYHOM YNaKOBKU

CpoK rofHOCTU nocfie BCKPbITUS - 24 MmecAua npyv cobnofeHun YCNoBWIA: nocre
BCKPbITMA ynakoBkn «®opmanuH 20% 3abydepeHHbli HistoSafe®» A0MKHbI XpaHUTbCA
BAaNM OT UCTOYHWMKOB HarpeBa npu TemnepaType oT +5°C g0 +25®C, B NI0THO YKYNOPEHHOW
Tape.

BTopnyHyto ynakoBKy (Npu Hannyuun) XpaHWUTb NokKa He OyAyT MCMNO/Ib30BaHbI
BCe eMKOCTM.

Ycnosus TpaHCNOPTUPOBKK U aKCMlyaTaynm

TpaHcnopTupoBaHMe M XpaHeHWe MPOAYKUMN OCYLLECTB/IAETCA B COOTBETCTBMM C M.

12 TOCT P 51088-2013 npu Temnepatype ot +5°C po +25°C. 3amopakumBaHue He
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ponyckaetrcsa. O6wue TpeboBaHWS K TPaAHCMOPTUPOBAHWIO W XpaHeHutio - no FOCT P
51088-2013.

TpaHcnopTMpoBaHMe  NPOAYKUMM  OCYLLECTBNSETCA BCEMWM  BUAAMU  KPbITOrO
TpaHcnopTa B COOTBETCTBMM C MpasBuiamu NepeBO3KU rpy30B, LEVCTBYIOLWUMN Ha AaHHOM
BUAe TpaHcnopTa.

Mpn TpaHCNOPTUMPOBAHUM, OCYLECTBAIEHUN TMOrPy3KM W BbITPY3KU MPOAYKLUN
[O/KHbI ObITb MPUHATHI Mepbl, NpefOXpaHsAloLW e Tapy OT MEeXaHWYeCKUX MOBPEXAEHUNA,
BO3/eiCTBNA aTMOCHEPHbIX 0CAAKOB, FOPHOUYMX MaTepnanoB U KUC/OT.

Mpn nNoOrpy3o4yHo-pa3y30uHbIX paboTax [OMXKHbI BbINOMHATECA HOpMmbl [OCT
12.3.009-76.

MapaHTUA KayecTBa

MpeanpuATMe-U3roToBUTENIb  FapaHTUpYyeT COOTBETCTBME MEAULUHCKUX W3Lennii
«®opmanmHbl 20% 3abydepeHHble HistoSafe®» TpeboBaHUAM TEXHUYECKUX YCNOBUIA Mpwu
co6M0AeHNN  YCNOBMIA TPaHCMOPTUPOBAHUS, XPaHEHWUA W NPUMEHEHUS, YCTaHOBNEHHbIX
HaCcTOAWMMMN TEXHUYECKUMU YCNOBUAMU U UHCTPYKLMEN NO NPUMEHEHUIO B TEUYEHWEe BCEro
CpOKa rofiHOCTU.

16. MHhopmaynm 06 ycnoBusx, *eobxogmmbix ansa coopa, 06paboTkm v
NOAroTOBKM 00pasLoB, AaHHbIE MO0 CTA0MNBLHOCTM aHaNM3NpyemMbiX 06pasLoB

TemnepaTypa XpaHeHUs 1 TPAHCMOPTUPOBKM aHann3mpyemblx 06pasuos: +5 - +25 °C.
CTabunbHOCTL aHa/M3MpyeMblX 06pas3LoB onpeaenseTca NAaHUPyemon K MCNOb30BaHMIO
nocne NPUMeHEHNs U3eNnsa MeTOANKONM.

He ponyckaeTtcs 3amopaxuBaHue 6uomatepuana, Kak B () MKCUPYIOLWEM pacTBope, Tak
1 BHe ero.

[ns ocyuwiecTBneHmsa gukcaunm npy Nomowm MeauLMHCKOro nsgenusa - «dopmanut
20% 3abydepeHHbIli HistoSafe®» - pasmepbl GUMOMCUIAHOTO MM ayTOMCUIHOIO MaTepuana
MaKCMMa/ibHaa To/NwmMHa o6pasya He [O/MKHAa npeBblwatb 1 CM, COOTHOLLEHWe
(hmkcaTtop/TKaHb He meHee 20:1 No 06bEMY.

A. B3sartue:
— 6uoncuinHOro matepuana NPoOBOAUT BPaY-KAUHULUCT (Mpuka3 MuHucTepcTBa

3gpaBooxpaHeHns Poccum Nel79 H, n. 9 ot 24 mapta 2016 r. «O npasuiax npoBefeHus

NaTo10roaHaTOMUYECKUX UCCNeA0BaHNI»);
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B3TME ayTOMCUIAHOrO MaTepuana MNPOBOAWUT Bpauy-naTonoroaHatom (Mpukas

MuHucTepcTBa 34paBooxpaHeHnsa Poccum Ne354 H, n. 19.5, n.24 ot 6 mnioHa 2013 r. "O
nopsaKe NPoBeAEeHUA NaToI0roaHaTOMUYECKUX BCKPbITURA").

B. Bbipe3ky ayTtoncuiiHOro u 6uoncuiiHoro martepuana (nMpy Heo6Xo4MMOCTH)
NMPOBOAUT Bpay-naTo/noroaHaToM; 06bEM Bblpe3KU OMpefenseT Bpay-narosoroaHatom (nprkas
MuHucTepcTBa 3apaBooxpaHeHns Poccum Nel79 H, n. 16.2 ot 24 mapta 2016 r. «O
npaeuiiax NPOBeLeHWS NaTo/I0roaHaTOMUYECKUX UCCEA0BaAHUIN»);

Mpu Bbipe3ke mMaTepumana He06Xo04MMO NpefOTBpaLLaTb ero BO3MOXHbI MeXaHU4eckme
MOBPeXAEeHNA TakKue Kak CAaBneHue TMUHLETOM, pa3MO3XeHWe TMpu  Bblpe3ke TYMbIM
WHCTPYMEHTOM U T.4. Martepuan He LO/HKEH UMETb NMPU3HAKN MOPYMN (THUEHNUSA).

BrnomaTepuan He JO/HKEH XPaHUTLCA BHE PUKCUPYHOLLErO pacTBopa.

17. MHdopmauunsa gnsa notpebuTenein MeaMLMHCKOro U3Lenna o Mepax
NPefOCTOPOXKHOCTU, NPeLNPUHMMAEMbIX B C/lydae HEOOX04MMOCTU, a TaKXXe 0 Mepax,
npesnpUHMMAaEMbIX B OTHOLLUEHUN MOTEHUMANBbHO MH(EKLMOHHOIO MaTtepmnana,
cojepxallerocs B MeAULMHCKOM U34eNMn 4Na ANarHoCTUKWK in vitro

Mpn 1UCNoNb30BaHMM MO HA3HAYeHUIO U COBMOAEHUN Mep NPeLOCTOPOXHOCTK (Xanat
N ofgHopasoBble nepyaTku no CIT 1.3.2322-08, CIM 1.3.3118-13 n MY 287-113) KOHTaKT C
OpraHM3mMOM Yen0BEKA UCKIIOYEH.

Ha pabouymx Mmectax Ha MPOU3BOACTBE [O/DKHbI 6bITb 06ecrneyeHbl AOMYCTUMbIe
napameTpbl MUKpoKanmaTa no CaHlNlunH 2.2.4.548-96:

TemnepaTtypa Bo3ayxa: 17-23°C (B X0NOAHbIV Nepuoj roga);

18-27°C (B Tennblii Nepnog roga);

B/IAXXHOCTb Bo3ayxa 15-75%.

Mpn HanMunum pucka pasdbpbi3rMBaHMA peareHTa MCMNoNb30BaTh /INLEBON LWUTOK WU
OYKM ANS 3alKUTbl rnas.

«®opmanuH 20% 3abydepeHHblt HistoSafe®» He cofepXWUT MOTeHUMANbHO
NHMEKLMOHHbIV MaTepuan.

B 0buwmnx cnyyasax pabota B nabopatopum [ONXKHA MPOBOAUTLCA ¢ cobntogeHmem Crl
1.3.2322-08 - CI1 «be3onacHOCTb paboTbl ¢ MUKpoopraHmamamu IH-1V rpynn natoreHHocTu
(onacHoCTK) 1 BO3GYAUTENAMMW MapasnTapHbIX UHPEKLNA».

Takxke npu paboTe B 1a6OpaTOPUN 1 HEMOCPEACTBEHHO C U3AENMEM CNEAYeT:
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— cobnogate TpebosaHns FOCT P 52905-2007 «JlabopaTopum MeAULMUHCKME.

TpeboBaHus 6e30MacHOCTU», a TaKxe CaHllnH 2/1.3.2630-10
"CaHUTapHO-3NNAEMMNONOTNYECKME TpebOBaHUA K OpraHusauusM, OCYLIeCTBASIOLLINM

MeMUNHCKYHO [esTeNnbHOCTh" (C u3MeHeHMAMM Ha 10 nioHa 2016 roga);
— HafeBaTb 3aLUUTHYIO OfeXAY U HEMEA/IEHHO MEHATb ee B C/lyyae 3arpsasHeHuns
(FOCT P 52905-2007 n.12/1; CaHlMwnH 2.1.3.2630-10 n. 10.16.5);

— Ana UCKMKYeHNA KOHTaKTa C KOXel H606X0,EI,VIMO McnoJsib3oBaTb 0AHOPA30BbLIE

nepyatkun (CanlunH 2.1.3.2630-10 n. 12.4.7, TOCT P 52905-2007 n.12.1);

— Mpyv HanMuyMM puUcKa pasdpbI3rvBaHWa peareHTOB WCMO/b30BaTbh /NLEBOIA

WAUTOK 1AM oukn ans 3awmTel rnas (CanluH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007
n.12.1).

CneplyeT n3beraTb nonagaHus Ha KOXy, pasfiMBaHus, WHTEHCUBHOIO BAbIXaHWUA WU
CfyYaiiHOro 3arnatblBaHus u3fenusa. B cnydvae nonagaHus Ha KOXY WM B rnasa CMbITb
60MbWMM KONMYeCTBOM BOAbl. Mpy cnyyaiiHOM nonafaHum KpacoK B XXeny[0YHO-KWLIEYHbIN
TpakT cnefyeT BbINUTb 1-2 CcTakaHa KWMAYEHON BOAblI C aKTUBMPOBAHHLIM Yrjaem Wu
HeMe[/1eHHO 06paTuTbCa K Bpady. Mpu nonagaHnum Ha KOXy WAn CMIM3UCTYI0 060/104KY rnas -
06MNbHO NPOMbIBATb BOAOW C Mbl/IOM B TedeHWe 10-15 MUHYT.

Mpun KOHTaKTe ¢ buomarepnanom Heob6XoAMMO Co6M04aTh MePbl NPELOCTOPOXKHOCTY.
Bo Bpems paboTbl cnefyeT M0nb30BaTbCs MNepyaTkamMyW W cneuunanbHol nabopaTopHON
0feX[0iN, Tak Kak o6pasubl 6GuomaTepmana crnefyetr paccmaTpuBaTb Kak MOTEHLMaNbHO
MHPULMPOBaHHbIE, CNOCOOHbIE ANUTENbHOE BpeMs COXpaHATb U nepegasBaTb BWY, Bupyc
renatuta B nnm no6oro gpyroro Bo3oyanTens MHMEKLNN.

18. MoBTOpPHOE MCMO/b30BaHNe MeULMHCKOI0 n3genns

«®opmanuH 20% 3abydepeHHbln HistoSafe®» B BapmaHTax WMCMNONHEHWUS ABNAKOTCA
U3fennMaMmn OfHOKPaTHOTO MPUMEHEHWNA B TeYEHWEe CPOKa rogHocTu. Focse NCrnonb30BaHNa 1

nocsie OKOH4YaHUA CPOKa rogHOCTU NOANEXUT yTunusaynnm cornacHo NMpuUHATbBIM HOpPMaM W

npasunnam.
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19. OrpaHunyeHuns, cBA3aHHbIe C NPO6OI, KOTOpble MOTYT MOBAUATL Na
pe3ynbTaT UccnefoBaHus

MepaunumnHckne nsgenmsa «d®opmannH 20% 3abygepeHHblin HistoSafe®» npumeHsatoTCs
ANns 06paboTKM TKaHeil yenoBeka. KayecTBo pesy/nbTara HanpsMyto 3aBUCUT OT CO6MOAEHNSA
npaBu/ HaCTOALEN UHCTPYKL MK,

«PopmannH  20% 3abyepeHHblli  HistoSafe®» B BapmaHTax MWCMOMHEHUA
NCNO/b3YIOTCA TONMbKO A5 GUOMNCUIAHOTO MKW ayTONCUMIAHOIO Matepuana U He npefHasHavyeH
AN NPUMEHEHMA Ha TKaHMW XKMBOTO MalueHTa UM opraHoB Ana TpaHcnaaHTauum.

20. O6CcTOATENBCTBA, NPY KOTOPbIX MNOTPebUTENb AO/HKEH
NMPOKOHCY/IbTUPOBATHLCA C MEAULMHCKUM PaboTHUKOM

O6CcTONATENLCTBA, MPU  KOTOPbIX ONbITHbIA COTPYAHUK NabopaTtopun  [AO/MKeH
NMPOKOHCYNbTUPOBATLCA C MEAULUHCKAM PabOTHUKOM OTCYTCTBYHOT, MOCKONbKY «®opmanuH
20% 3abydepeHHblli HistoSafe®» He BAMAeT HeMOCpPeACTBEHHO Ha MOCTAHOBKY AMarHosa
nauneHTam.

21. MHhopmauns 0 nepecMoTpe 3KcnayaTauMoHHOM AOKYMEHTALUN

HacTtoswas MHCTPYKL WA COCTaB/ieHa BNepBbIe.

[laTa yTBepXXAeHWA yKa3aHa Ha TUTYNbAOM INCTE HACTOALEN UHCTPYKLMK.

MepecMOTP WHCTPYKLMW MPOBOAWUTCA Ha NPOWU3BOACTBE €XErogHo Mpu OTCYTCTBUWU
M3MEHEHWI, a TakKXe [JOMOAHUTENIbHO NO Mepe Heob6XOAMMOCTU BHECEHUS W3MEHEHUN
(cornacHo FOCT ISO 13485-2017). B cnyyae BHECEHUS WU3MEHEHWI B 3KCNayaTalUOHHYIO
JOKYMEHTALMI0 WHULMMPYETCA COOTBETCTBYHOLAA npouesypa WUH(HOPMUPOBaHUA 06 3TOM
ynosHomoyeHHoro opraHa (Poe3gpaBHajs3opa) W nocfe 3T10ro 06  M3MEHeHUAX
MH(OPMUPYIOTCA NoMb3oBaTeNn. B cnyyae oTCYTCTBUA M3MEHEHUI fieiiCTBUE LaHHON Bepcun
JOKYMEHTa NpoAneBaeTca aBTOMAaTU4eCKM 6e3 yBeAOMIEHWIA 06 3TOM MNonb3oBaTenein u
YNO/THOMOYEHHbIX OpPraHoB.

22. Mepbl NPeLOCTOPOXHOCTM B OTHOLWIEHMW 6e30nacHoi yTunnsaunm
MEeAULIMHCKOr0 N3aenuns, NpuHaaneXxXHocTeln n pacxofHbIX MaTepunanos

HeBocTpeboBaHHble MefuUUHCKME u3genns «dPopmanuH  20% 3abydepeHHbIl
HistoSafe®» B HEBCKPbITbIX (p/1lakOHAX OTHOCATCA K MeAMLUHCKUM oTXofaM Knacca I

BbiBwMe B ynoTtpebneHnu meguuuHckue umsgenusa «dopmanvH 20% 3abygepeHHbil
HistoSafe®» aBndoTca MeAULUHCKUMU OTX04aMK Knacca B.

YHNUYTOXAaTb HEWCMNONb30BaHHble MNPW  WUCCMef0BaHUAX MEAUUMHCKME  un3fenus
«®opmanmH 20% 3abydepeHHblit HistoSafe®» n gpyrve peakTuBbl Cnefyet B COOTBETCTBUU

c CMN 2.1.7.1386-03 n CanlMunH 2.1.7.2790-10 kak oTxofbl knacca b; ykaszaHus K paboTam no
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Ae3nHhekynn obopynoBaHus 1 nomeweHmnii - no OCT 42-21-2-85 n MY 287-113.

Hencnonb3oBaHHble peareHTbl, peareHTbl C WCTEKWWM CPOKOM TOLHOCTW, a Takxe
NCNOJSIb30BaHHbIE peareHTsl cnegyeT yaanats B cooteetctsun ¢ FOCT P 51088-2013.

Buonornyecknii matepuan nocne paboTbl  YTUAU3UPYIOT B COOTBETCTBUU C
TpeboBaHmamn CaHlnH 2.1.7.2790 «CaHWUTapHO-aNUAEMNONOrMYeckne TpeboBaHUsA K
obpaleHno ¢ MeAULUHCKAMY OTX04aMU».

MopsfoK aelricTeniA B cootBeTcTBmm ¢ n. 13 TOCT P 51088-2013:

1) N3penuns, npuweawne B HENPUTO4HOCTb, B TOM YKCNE B CBA3N C UCTEYEHMEM CPOKa
roAHOCTW, NoAnexart yTUuam3aunm.

2) VN3genus, npuwegine B HErogHoOCTb, C UCTEKLLINM CPOKOM FOAHOCTU, SBNSAKOLLMECS
noafenkaMmm WA He3aKOHHbIMU KOMUAMMW W3LeNUiA, 3aperucTpupoBaHHbIX B Poccuiickoit
defepaynn, aTakxe n3genns, 06HapyXXeHHble Y KOHPUCKOBaHHbIE TAMOXEHHbLIMU OpraHamu
Poccuiickoin depepauny npyu UX BBO3E Ha TeppuTopuio Poccuiickoin ®epepaunn, nognexar
YHUUTOXEHUIO WU YTUN3ALNN.

3)  YHWUTOXeHWe  W3fenuidi  OCYLLeCTBNAETCA  OpraHusauusMu,  UMerLWuMu
COOTBETCTBYHOLLYIO NINLEH3MIO, HAa CMeunanbHO 060pyA0BaHHbIX NOWAaAKax, NoUroHax v B
NMOMeLLeHNAX B COOTBETCTBMM C TpebOBaHMAMM, MPEAYCMOTPEHHLIMU CYLLECTBYHOLWUMHN
defepanbHbIMM  3aKOHaMK, W C cobntofeHneM 0653aTe/lbHbIX TpeboBaHU NO OxpaHe
OKpY>KatoLLen cpefpbl.

4) WsrotoBuTenb, MOCTaBLWWKK, MPOAaBLbl, MMMOPTEPbl MOTYT OCYLLECTBAATb
YHUYTOXEeHUe Wn3gennin, noTepsBlIMX CBOW MNOTPeOUTENbCKME CBOMCTBA WU C WUCTEKLUWM
CPOKOM TOLHOCTW, MNPW WUCMNOJSIb30BAHWM MeTOAO0B, COr/flacoBaHHbIX C TeppuUTOPUabHbIMU
opraHamu, OTBETCTBEHHbIMY 33 CAHUTAPHO-3NUAEMNOIOrNYeCKOe 61aronosiyyne HaceneHus.

5) N3genns BO BHeLHEeW YNakoBKe C HalMyMeMm npefynpeanTeNibHbIX 3HaKoB 06
OMacHOCTW C/eflyeT YHUYTOXaTb C COO/MOEeHNEM COOTBETCTBYHOLWMX Mep 6€30MacHOCTU K
fe3aKTnBaLumm.

6) XXunakne KOMMOHEHTbI (peareHTbl, PeakTUBbI) YHUUYTOXatOTCH pasjaBiMBaHUEM
BHYTPEHHEN YNakoBKW C Mocnefylowum passefeHveM Bogoi 1:100, cnvBom pacTsBopa B
KaHanM3aumio 1 BbIBO30M OCTaTKa YNakKOBOK KaK MPOW3BOACTBEHHbIA UM ObITOBOR MycOp.
TBepable KOMMOHEHTbI nognexaTr Apo6neHMto, MocnefywolemMy pasBefeHU0 BOLOW B
cooTHoweHun 1:100, cnMBOM pacTBOpa B MPOMbIWIEHHYIO KaHanu3auui U BbIBO3OM
OCTaTKOB YMaKOBOK KaK NPOM3BOACTBEHHOr0 MAn 6bITOBOro Mycopa. KOMNOHEHTbI M3genuii,
HepacTBOPVMbIE B BOAE, YHUUTOXAIOT NYTEM CXMUTaHUSA.

7) N3penus, cogepxallme nNoTeHLManbHO onacHble MaTepuansbl, nepes yHUUYTOXEHUEM
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AOMKHLI OMTh 00C33apakeHBI B COOTBETCTBMM C JCHCTBYIOIIMM 3aKOROAATC/ALCTBOM
Poccniickoit ®eaepaunn.

8) Tcxuuyeckue NPHCNOCOONCHHSA, NPHHALTEKHOCTH, BXOAAWME B KOMNAEKTALMIO
MIAENMA, NOANEKAT MEXaHHYECKOMY PaspyLICHMI0O ¢ BbIBO3OM OCTaTKOB  Kak
NPOH3BOACTBEHHOTO HAH OLITOBOTO MYCOPa HITH CKHTAHMHIO,

9) Ilepconan, ocywecTBAfIOMMA YHHUTOXEHHE H3eNHH, AOMKEH colmonars
npaBuna 6€30NacHOCTH NPOBEAEHHA TOTO HIIH HHOTO CROCO6a YHHUTOXKEHHA.

Hudexunonnas Han MHKpoSHAA ONACHOCTL MEANIHHCKOTO HIEANA

Meauunsickue naaenus «DPopmanue 20% 3abydepennniit HistoSafe®»B papuantax
MCTIONIHEHUA HE COACPKAT NOTEHUMANbHO HHPEKUMOHHDIN MaTepHal.

IKOJOrHUECKANR ONACHOCTD MEARINHCKOTO H3AEAHR, CBAIAHNHAN ¢ NOTCHUNAILHO
. ONMACHBLIMN MATEPHAIAMH H BELIECTBAMH

Qopmanunnt 20% 3alydepentble OTHOCATCA K BeleCTBAM 3 K/AcCa OMACHOCTH B
coorpercreru ¢ FOCT 12.1.007-76 - ymepenno-onacubie.

ToKCHUHOCTE pPCarcHTOB ONMPEACTACTCA CBOWCTBAMH KOMNOHCHTOB BXOAAWMMX B
COCTaB TEXHHYECKOro dopManuHa:

dopmansaerun: Ilpenensno ponycrtumas xoruentpauua (TJIK) B Bozayxe paGoueii
3oub) - 0,5 Mr/m’, knacc onacoctn 2 (8 cootsercteun ¢ TOCT 12.1.007-76. Uppuranr.
Toxcuuen. Ilpu xoutakre ¢ koxeil BbizbiBaeT annepruveckyio peakumio. lNpeanonaraercs,
YTO JAHHKOE BEUIECTBO BHLIILIBACT IeHeTHYeCKHEe nedekTol. MOKET BLI3BIBATL PANOBbIE

3a00s1eBaHna. MOXET OTPHUATENBHO NMOBIUATE HA CMOCOGHOCTL K AETOPOKICHHIO HIH HA
HepoaMBIIETOCcA pedeHka.

P Merunosniii cnUpT: Meranon no creneHH BO3ACHCTBHA HAa OPFraHM3M YCIOBEKa
OTHOCHTCS K YMCPCHHO ONAacHuIM BeuccTaaMm (3-# knacce onachocth o I'OCT 12.1.007-76).
Mpenenso nmomycruman koHuentpauus (J1J1K) B Bosayxe paGoueidi somm - 15 mr/m’
(MaxkcuMansHas pa3osas), 5 Mr/M® (cpeanas cMenHas).

Pusnveckas oNacHOCTh MEAHNHHCKOTO H3AeANS

dopmanuubl 20% 3abydepeHHble He IBAAIOTCA FOPIOUHMH XHAKOCTAMH.

Cpeactsa noXapoTYLICHHUA NPY BO3rOPaHHH MOJNMMEPHOH YMaKOBKH: PachblieHHas
BOZa, NeHa, KolIMa, NecoK, acGecToBoe oaesno.

3naHMA M TIOMELIEHHS JOMKIM GbiTs OCHAHIEHbI YCTAHOBKAMH aBTOMATHYECKOrO
NOXKAPOTYILEHHA HIIH NOXKAPHOH CHrHanuzaumedi B COOTBETCTBHM C OTPACIICBLIMK NEPEUHAMH
3AaHHR W NOMEIleHwit, noanexanux OGOPYAOBAHHIO aBTOMAaTHYECKHMH CpPEICTBAMH

NOXKAPOTYIUCHHA H aBTOMATHYECKOMH noxapuoii CHrHA/IM3aLHeH, COIrMacOBaHHBIMH C
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I'naBHBIM ynpaBacHHEM NOXapHOH OXpaHH MMHHCTCPCTBA Ype3BHIYaiHbX cHTyauu# Poccun
u F'oceTpoeM Poccuu.

— TpeOOBaHHA B3PHIBOOE30NACHOCTH:

Tpebopanus k obopynosaHuio - no PdenepanbHLIM HOPMAM M MpaBHIaM B o6macTu
npombituneHuod  6esomacHocts «OOwmwme  npaBuna  B3pniBOOE30ONAacHOCTH  ANA

B3PLIBONOXKAPOONACHBIX XMMHYECKHX, HeTeXHMHUECKMX H HedTenepepabarniBatolnx
NPOU3BOACTBY,

—  Tpe6GoBanua paaualHoHHoi GezonacHocTH,

He npumenumo.
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23.

HenprmennMuie K IKCILTYATaHOHHOH JokyMenTanun Ha «Dopmanun

20% 3abydepennniii HistoSafe®» rpebopanus Mpuxaza M3 PP ot 19 susapn 2017 .

Ne 11
Ilynxm Ilpuxaza Ne 11n Obocrosanue
Henpumernumocmu
1) Omucanue npuHaZnexXHocTed, MeauUKHCKHX ugenuit unm | MU «®opmannu 20%
M3ICIHH, HE ABAAIOWIHXCA MEAHUMHCKMMH, HO MPECOYCMOTPEHHBIX [abydepenusiii
ANS MCMONL30BaHKA B KoMOuHatmu ¢ MeaunmuackuM ninenneM [HistoSafe®»ue nmelor

(npu Hamu4uN);

2) Hudopmauua o HanuuuM B  MEAMUMHCKOM H3ACIMH
NEKAPCTBEHHONO CPENCTBa MUIA  MCUHIMHCKOIO HNpUMEHEHHA,
MaTepHaNoB XXHBOTHOIO U (H/IH) YEMOBEUCCKOTO NPOHCXOKACHHS;

HHAVIEXKHOCTEH K HE
OEPKaT B CBOEM COCTaBe
ICKapCTBEHHBIE CPEICTRBA
LIS MEIULIHHCKOTO
[IpHMEHeHHs, MaTepHal
KUBOTHONO M (MIN)
€NOBEYECKOro
POMCXOKIEHHS.

3) TpeGoBanns Kk MNOArOTOBKE WIH KBAIM(UKALMY JHL,
OCYIUICCTBASIOMIMX YCTAHOBKY (MOHTAX) MEAMUHHCKOrO H3AeIus

(npy Hannuun);

MH «dopmannu 20%
na0yepeHHRH

4) Undopmauns o nopaake ycTaHOBKH, MOHTaXa, HACTPOIKH,
KanHOpoBKM W MHBLIH OeHcTBUAX, HeOOXOOMMBIX MIA BBOAA
Mé, CKOTO M3ACKUA B KCN 10;

[HistoSafe®»ne Tpebyiot
YCTaHOBKH

5) WudopMauns and mpoBepku NpaBUALHOCTH YCTAHOBKH
(MOHTaXka) MEIHIMHCKOTO H3ZGIHA M €r0  FOTOBHOCTH K
Gesonacroit pabore >kcruTyaTamnmu;

a)  comepXkanue H NEPHOAHYHOCTD TEXHUYECKOTO
oBcmyxuBaHuA, BKIIOYAA OMHCTKY H AC3UHPCKLIMIO MEAHLKHCKOTO
M3NeNnA;

6) nepeucHs NpefoCTaBNeHHBIX NPOH3BOAUTENEM
(M3roToBMTENEM) MEIMNMHCKOTO H3JENUs CBEACHHH, XmoueH,

naponeil gocTyma, nporpaMM, HeoOXOOMMBIX IUIf MOHTaXa,
HAMAAKH, OSKCINYaTallHH M TEXHMHECKOro  obCIyXHMBaHHA
MEAMLIMHCKOTO U31e/IHA;

B)  TNepeveHb PacXOmHBIX MaTepHaNoB { KOMIIOHEHTOB,

peareHToB), a Takke MPONCAYPY MX NPHMEHEHHS ¥ 3aMEHBI,

r)  HeoOxoammocTs KanHOPOBKH A ofecneueHHs HaAneKaleit
1 GesonacHoit paGoTHl MEOMIMHCKOIO M3fle/IMA B TEUCHHE CpOKa
ero cayx0st;

A) = METONbl CHHXEHHUA PHCKOB, CBA3AHHBIX C YCTAHOBKOM,
KanUOpOBKOH MM TeXHUYECKHM OOCTYXKNBaHHEM MEINOHHCKOIO
H3AENHAM;
¢) urdopMauMio 0 MOHTake, Hanaake, HacTpoiike, kKanuGposke H
MHBIM JcHCTBHAM, HeOOXOAMMBIM ANS BBOAA MEAHUWHCKOTO
M3ZENHUA B OKCIUIyaTallHi0 ¥ €10 NpaBHNbHON SKCNayaTauuH
(npuMeHeHns);

%) HHOOPMALM® O MepevHe OCHOBHBIX X4paKTEPUCTHK NO

SKCILUTyaTaunu !EEHMGHCHP“O! MCAHUHHCKOIO M3INCIHA, YCIOBHAM
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TPAHCNOPTHPOBKH U XpaHEHHs (HANpUMEp, TEMIEparypa M
BJIAXHOCTE BO3AYX3, OCBELIEHHE M MHBIC XAPaKTCPUCTHKH),

3)  mepeyeHb NMPHUMEHAEMBIX MPOU3BOAMTENEM (H3TOTOBHTENEM)
MEAUIHHCKOrO M3AeNA HAHOHANBHAIX CTAHAAPTOB

6) Undpopmauna o nopaake oOpaboTkn METZHIMHCKOINO
M3Jenns UIA €r0 TOBTOPHONO UCMONB3OBAHHMS, BKIKOYAS OUUCTKY,
Ae3vH(pEKUHIO, YNIAKOBKY H IPH HEOOXOXUMOCTH METOA NOBTOPHOIM
CTEpUIH3alMH (ECNH MEAMLHHCKOE HM3AENHE MPEAHAZHAYCHO AR
MHOIOpPA30BOIO  WCMONB3OBAHHA), &  TaKKe  KPHUTCPHH
HENPHIOAHOCTH MEAHLIMHCKOTO H3ENHs UTA TPHMEHEHUA;

MH «®opmanuy 20%
sabydepennnii HistoSafe®»
|ne nemoms3ytores nosropro

7) Hndopmauna o Heobxoxumoit obpaboTke MeAMLMHCKOTO
M3NETHA MM Ueell ero NOBTOPHOTO NIPHMEHEHHA NO Ha3Ha4Y€HHUIO,
BKMIOYAaA  OYACTKY, Je3nH(exuuio, ynakosKky ¥ IIpH
HeoOXONIMMOCTH MeTol  NOBTOPHOt  cTepuiusaunuu  (ecau
MEIMIMHCKOE M3ie/IMe NpeJHasHaueHO [UIA  MHOTrOpasoBoro
NpAMEHEHHS N0 HA3HAYCHHIO);

8) Undopmaumma o npupoae, Thne, a Takke (npH
HeoBxoauMocTH) 00 MHTEHCHBHOCTH W pacnipeaeieHnuy UTyyeHHS
(3neKTpOMarHHTHOE, HOHHM3HpYIOLIee, HHOE) MEORUHHCKOTO
H3AeAHA U cnocobax 3alMThl MoTpebHTENeii M TpeTbHX UL OT
HENpeIHAMEPEHHOTO HMITydeHHA B Tpolecce 3IKCTUIYaTalnH
MEIWIAHCKOro M3Zeaua (ecny MEOMUMHCKOS H3ZCITHE CO3AAcT
OMacHulil HIH TOTEHUMANSHO ONACHHWIM YPOBEHb MANYHYCHHS NPH
UCIIONB30BaHHH [IO HAZHAYCHHIO);

MH «Popmanuu 20%

3abydepennniii HistoSafe®»

HE HMEIOT H HE HCTIONB3YIOT
3yHEHHE.

9 HujpopMausa 0 CTEpHABHOM COCTOAHWH MEIMIMHCKONO
H3IEJIHA, METONC €0 CTCPHIM3ALMH H O nopsaaxe ackcrsui 8
cllyyae HApyLIEHHA CTEPWILHOX YMakOBKM (ecny MEIHLHHCKOE
H3JeNUe TIOCTABIACTCA B CTCPHIBHOM BHOE) MM, €CIH
MEAHUHHCKOE H3ACITHE NOCTABIACTCA HECTCPHUITbHBIM, YKa3laHue Ha
HeoOXOAMMOCTD ero CTEPUAH3ALMH NIepe]] HCIONB30BaAHUEM;

«®opmamun 20%

Babydepernnril
istoSafe®»B BapHaHTax
CTIONHEHHSA HE ABANIOTCA

HABHBIMY

EMHIWHCKHMH WICTHAMH.
€00XoIMMOCTH B

CTEPUINIALKH HET

10) Undopmanus ana saeHTHOUKAHE MEAMIIHHCKUX M3AENHIt
¢ Uenpl0 mnoayyeHHs Oe3onacHOW KOMOHHaUMH M (HIH)
HHpOpMauHI0 00 H3BECTHBIX OrPaHHYEHHAX MO COBMECTHOMY
NPHMEHEHWIO MEOWIIMHCKMX M3AeMHii No HalHa4eHHIo (wx
MEIULMHCKAX W30endi, NpeJHa3sHaueHHbIX ANS NPHMEHCHUS O
Ha3HAYEHHIO B KOMOWHaUMM ¢ JpYrHMH  MEIUHMHCKHMH
MIJENHAMH, BKITIOYas MeJUIIMHCKHE H3/lenusd MANA AMATHOCTHKHM in
vitro);

MH «Dopmamun 20%
abydepennsli HistoSafe®»
cnonb3yerca He3
MOMHAUKH C APYTHMH
CAULHHCKMMHE H3ICIHAMU

11)  Hndopmatus o

NPEANPHUHIXMAEMBIX B CAyUae:
a)  HCHCMPaBHOCTH MEIHLMHCKOrO M3aenus, cGoa B ero pabore
WIH OTKNOHEHHH B (PYHKIMOHHPOBAHHH, KOTOPBIE MOTYT BIHATD Ha

MEpax NPCHOCTOPOKHOCTH,

0e30nacHOCTE  MEAMUMHCKOTO  M3JCnMA, B TOM  HHCIC
onpeaenseMblX N0 BHEIIHHM NPH3IHAKAM,
6) Bo3NcHCTBHA Ha  (QYHKLUMOHMPOBAHHE  MEAMHHHCKOTO

H3aeIuA BHCUIHHX (baxropos, CBA3AHHRIX C TPHMCHCHHCM
MEAHIHHCKOTO H3AETHA B KOMOMHALIMK C APYruMH MCIHIHHCKHMH

H3genuAMH ¥ (W) oBOopYIOBAHHEM, UM TAKHUX NPEACKa3yEMRIX

[epeuncnennsle CBOACTBA

OTCYTCTBYKT B JaHHOM
MCOAWITAHCKOM H3JCNHH
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t¢akTopoB, Kak  BHEUIHHE  3MEKTPOMArHUTHBIE  TOJA,
AMEKTPOCTATUYECKHE pa3paAbl, H3NYueHHe (JIEKTPOMArHHTHOE,
HOHUIUPYIOLICE, WHOE), aTMOC(EPHOE NaBNCHHE H €ro nepenansl,
BNAXHOCTL H TEMNEPATYpa BO3AYXa;

B) PHCKa 2IEKTPOMATHUTHBIX NOMEX, CO3NABACMBIX MEAHUWHCKUM
H3AENHeM JUIA APYTHX MEIHUMHCKMX H3aenmii, ofopyaoBaHus H
CPEACTE CBA3M NPH TNpPOBENCHHY M OLUEHKE pe3yaLTaroB
ZNUArHOCTUKM, JICYEHHA WIIH NPH er0 NPUMEHCHHH 110 HA3HAYCHHIO
(Hanpumep,  WICKTPOMATHHTHOE  M3TYy4YeHHE  MEJHLWHCKOro

H3JeNnns, OKasblBAIOUIEE BIHAHUE Ha Jpyroe ofopyaoBaHue);
12)  Onucanne XaTHOPaTOPOB H KOHTPONEHBIX MATEPHANIOB, MH «®opmanun 20%
13) Hudopmauus o NpOCNEKHBAEMOCTH 3HAYEHRH, 3anannsix [3aGydepennniii HistoSafe®»

IS KanHOpaTOpOB H/IH KOHTPOJNBHBIX MATEPHAJNIOB, KOTOpAA |HE COAEPXKAT B CBOEM

obecneunsaeTca NOCPEICTBOM AOCTYTIHBIX peepeHTHBIX METONHK ’cocrane xanubparopos u

{MeTOnOR) U3MEPEHHUA H (MITH) TANIOHOB; KOHTPOABHLIX MaTePHANOB
o 14)  PacueTsl M HHTepnpeTaUHM pe3yAbTaTOB TecTHposauua u, | MU «®Popmanun 20%

npH  HeoOxoaumocTH, uHpopMaumo o wuenecoobpasnoctH [3abydepennniii HistoSafe®»

[ MPOBSACHHUA NOATBEPKNAIOUINX TECTOR, {HE ABJIAKOTCH
15)  XapakTepucTHKH  aHAIHTHYECKOH 3(HeKTHBHOCTH: |AHANTHTHYECKHM HAK
4YBCTBHTEJILHOCTS, CneunPUYHOCTD, NPABUIBHOCTE, JAHArHOCTHYECKHM Habopom

NOBTOPACMOCTD,  BOCIIPOM3BOAMMOCTb, MNpeden oGHapyXeHHA [PeareHTOB, a ABNAOTCH
(merexunyn) W AMama3oH H3MEPCHHsA, BKMOYaw MHPOPMALMIO O |BCMOMOraTENLHBIM

BIHAHUK U3BECTHHIX HHTEPQePeHTOB, 06 OrPAHHYEHHAX METOAA H [CPSACTBOM B IHATHOCTHKE, B|
HCAONB30BAHMHM AOCTYIHEIX PEePEHTHEIX MATCPHAIOB H METONIOB [CBA3H C ueM Ha Hx paGoty

aHAIHM3a; rHTEpdEpUpyIOWME

16)  XapakrepucTHKH KIHHUYeCKOH 3¢ peKTUBHOCTH: |BELIECTBA BOIACHCTBUA He
JWarHOCTHYECKaA  JYBCTBHTCIBHOCTE H  AUArHOCTHYECKas [OKa3bIBANOT.
CHeUHGbHIYHOCTE;

17)  Buonornmyeckmii pedepeHTHBIE HMHTEpBan NPHMECHEHHUA

MEAHLIMHCKOTO W3XCIHSA,

18)  Hudopmauns 06 wETEphepnpyIomux BeNIECTRAX.

20
& 000 LUPMH (] INFO@CIRMIRU @ WWW GOSZDRAVNADZOR.RU



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



