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OrnaBneHue

HanmeHoBaHMe MeAULUHCKOro U3aenus

MpousBOANTENb U €10 YNONHOMOYEHHbI NpeacTaBuTeNb
HasHaueHVe MeAVULMHCKOro U3aenns v NPUHLUMN AeNCTBUS
®YHKLMOHANbHOE Ha3HauYeHNe

LleneBoii aHanuT

Cneyuguyeckoe pacCTpoCTBO, COCTOSIHME UK (DAKTOP pUCKa, AN 0BGHAPYXKEHNS,
onpeaeneHns unn anddepeHLpPoBaHNS KOTOPOro NpeAHa3HauYeHo MeAULMHCKOe U3aenmne

Tun aHanu3npyemoro o6pasia

O6nacTb NPUMEHeHNsI MEANLMHCKOTO M3aenus

PrcKn npumMeHeHns MegULIMHCKOIo U3fenns, NpoTUBONOKa3aHNA, 0XUgaemble U

npeAckasyemble No6OUHbIE IPNEKThI, CBS3aHHbIE C MPUMEHEHUEM MeAULMHCKOIO U3Aenus
Mo HasHaYEeHNo

TpeboBaHNA K MOMELLLEHNAM

TexHUYeckne XapakTepucTukn MegULNHCKOro n3genuns

MoAroToBKa K MPUMEHEHMIO MO Ha3HaYeHWto, aKCnayaTaunnMeuLNHCKOro n3genus
OnucaHne NpYMeHeHN MeAULMHCKOTO M3eNns, OnncaHue peareHToB

Martepuanbl, KOTopble TpebytoTcs 4N paboTbl C MeAULUUHCKUM n3genmem - 37% Pacteop
(hopmanbgernga HistoSafe®, HO He cofepXartca B KOMMJIEKTe NOCTaBKN MeAULUHCKOro
n3genus

XapakTepucTKn CTabUAbHOCTN MeSULMHCKOTO U3LeNNa AN AUAarHOCTUKK in Vitro
(ycnoBusi XpaHeHMsi MeAULMHCKOTO U3Aenns, TPAaHCMOPTUPOBKM U IKCNyaTaLum,
CPOK FOHOCTU MOC/Ee BCKPbITUS MEPBMUYHOI YNaKoBKW), rapaHTUM NPON3BOANTENS

VHhopmaums 06 ycnosmax, HeobXxoanumbIX ana céopa, 06paboTku 1M NOAroTOBKM 06pasLoB,
AaHHble No CTabMAbHOCTU aHaNn3nMpyeMbix 06pasL,oB

VH(opmaymsa ans notpebutenein MeANUNHCKOr0O n3aenns o mepax npegocToOpoXKHOCTH,
npeAnpuHUMaeMbIX B Clyyae HeO6XOAMMOCTH, a TaKXe 0 Mepax, NpeanpUHNMaeMbIX B
OTHOLUEHUN NOTEHUMaNbHO MH(EKLMOHHOIO MaTepmana, CoaepKaLlerocs B MegMLUHCKOM
ns3gennmmn Ana AnarHoCTUKM in vitro

MoBTOPHOE MCMOMb30BaHME MeANLMHCKOr0o n3aenms

OrpaHnyeHns, cBa3aHHbIe C |'|p060|7|, KOTOpPbIE MOT'YT MOBJ/INATL Ha Pe3ysibTat NccaenoBaHnA

O6CTOATENbCTBA, NPU KOTOPbIX MOTPEOUTENb JO/KEH MPOKOHCYNbTUPOBATLCS C
MeAULNHCKAM PaboTHNKOM

NHdopmauus o nepecmMoTpe aKcnayaTalMoHHO OKYMeHTaLun

Mepbl npPenoCcTOpPOXXHOCTU B OTHOLLIEHNN 6e3onacHom yTnnnsaumn megnuynHCKOro n3gaennA,

MPUHAANEXHOCTEN W PacXOfHbIX MaTepManoB
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HenpumeHnMble K aKCnyaTauMOHHOM AOKYMeHTauuMn Ha «37% PacTBop hopmManbieruia
HistoSafe®» Tpe6osaHus Mpukasa M3 P® oT 19 aHBapsa 2017 r. No 11H 1/
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1. HanmeHoBaHWe MeAMUNHCKOTO nU3genna
37% PacTtBop hopmanbaernga HistoSafe®, no TY 21.20.23-009-89079081-2017

BbIMYCKaeTCA B cneAyowmnx sapnaHTax NCNOJIHEHUAL

No BapnaHTbl ncnonHeHus KaTanoxHbli
n/n HoMep(apTukyn)
1 37% PactBop popmanbiernga HistoSafe® - 1n B06-005/S

2 37% PacTtBop opmanbgernga HistoSafe® - 2,5 n B06-005/Q

3 37% PacTBop hopmanbgernga HistoSafe® - 5 n B06-005/M

4 37% PactBop (popmanbgernga HistoSafe® - 10 n B06-005/L

5 37% PacTtBop hopmanbaernga HistoSafe® - 20 n B06-005/X

2. MpounsBoanTenb U €ro ynoaHOMOYEHHbIV NpeacTaBuTeNb

MpousBoanTens (NpeanpusTUE-U3roToBUTENb) MEeAWULMHCKOro u3genus: OO6LLeCcTBO C
OrpaHnyeHHOM OTBETCTBEHHOCTbHIO «3prollpogakLuH» (OO0  «OprollpogakLH»),
topuagndecknii - agpec/aktnyecknin agpec: P®, 199106, CaHkT-MeTepbypr, LLKnunepckuii
npoTok, gom 14, kopnyc 39, nutepa H. ten./hakc: +7 (812) 305-06-06.

OpraHu3auus, ynosHOMOYeHHas AN npuéma  peknamauuii, KacallMXCs — KauyecTsa:
ObuwectBo ¢ OrpaHnyeHHolt OTBeTcTBEHHOCTHIO (OO0  «BbuoButpym»), P®, 199106,
CaHkT-MeTepbypr, bonbwoi np. B.O., a. 68, nut. A., Ten./gakc: +7 (812) 305-06-06,

info@biovitrum.ru.

3. HasHayeHne MeAULUHCKOTO U3AeNnUs U NPUHLUN AeACTBUSA
Ha3HauyeHue

«37% PactBop ¢opmanbgernga HistoSafe®» npeaHasHayeH Ans WUCNOMb30BaHMA B
KayecTBe (hkcaTopa npu 06paboTke 6MONOrNYECKNX TKaHen NN KNMHUYECKMX 06pasLoB.

MoTeHUManbHbIN NOTpebUTENb

«37% PactBop opmanbfernga HistoSafe®» npefHasHayeHo AN UCMONb30BaHUA B
yupexaeHvax MeauuMHbl U 34paBoOXpaHeHWs B flabopaTopuax Ccregytowero npoguns:
rMCTOMI0OrMYeCcKOro / naTonoroaHaTOMUYeckoro / naToMopgosiornyeckoro / Mopgosiornyeckoro;
AN KNUHWYECKOW W nabopaTopHOW AMarHocTuku. MepguumHckoe wusgenne «37% Pactsop
thopmanbgernga HistoSafe®» npegHasHavyeHO An18 NPOPECcCUOHaIbHOTO MCMOAb30BaHUA U
AO0/KHbI 6bITb MPUMEHEHbBI CreLanbHO 06YYEHHbIM KBaIU(MULMPOBAHHBLIM MEPCOHANOM, TakKUM
Kak Bpay K/IMHWYEecKOol nabopaTOpHOW AMArHOCTUKMW, MeSULMHCKWIA, NabopaTOpHbIA TEXHUK U
WHON cneuuanucT, umerowmm 6a3oBoe o06pasoBaHMe MeAULMHCKOTO WaM 6U0N0rMYeckoro

NPounNsa He HUXe CPeAHEro cneyuanbHOro U NPoLLeALWNiA npeaBapuTebHOE 00yYeHNe.
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KpaTHOCTb MPUMEHEHUSA M TEXHMYECKOe 06Cy)XNBaHMe
MegnunHckoe nsgenne«37% Pacteop opmanbiernga HistoSafe®» npegHasHaveHo ans

OAHOKPaTHOIo NPpUMeHeEHNA N He noanexxat TeEXHN4YECKoOMy OﬁCﬂy)KVIBaHVIlO.

MpuHunn gerctemna/meToga

dukcauma obecneymBaeT CTabUAM3aLMI0O TKaHEBbIX CTPYKTYP W WX YMIOTHEHWUe,
npekpawiaeT ayTonus, cTtabunusmpyet nokKanusauuio CTPYKTyp. LN AOCTVXKEHWS 3TON Len
BO3MOXHbI Pa3/IMyHble MeToAbl. B 4acTHOCTU, XUMUYeCKUA MeTOof npu nomowm anbgerngos. K
aTOl rpynne oTHocATca MeanumHckoe nsgenne«37% PacTtBop hopmanbaernga HistoSafe®».

MpuHUMN ¢uUKcauum npu noMoun QopmannHoB (peareHToB, UMeKLWUX anbherngHyto
rpynny) OCHOBaH Ha WX BbICOKON XMMMWUYECKON WU BMOMOrMYecKol aKTUBHOCTU M CNOCOBHOCTU K
(hOPMUPOBAHMIO MEPEKPECTHBLIX CLUMBOK MeXAY MNpPOTEMHAMU W HYK/EWHOBLIMU KWUC/OTamu, a
TaKXXe MeXAy HYKIeNMHOBbIMW KUCIOTaMK U NPOTENHAMM.

OcHoBOli MpoaykTa ABnseTcA (opmManuMH - pacTBop Qopmanbfernga B Boge. B
NpuUCyTCTBUWM BOAbl (hopmanbierng obpatumo o06pasyeT MEeTUEHIINKOMb  (MeTaHAuMon).
MeTUNeHTNNKONb pearupyer C HeCKOSIbKMMW  OOKOBbIMU  Lenamu 6enkoB U obpasyeT
pPeakLMOHHOCNOCO6HbIE  TMAPOKCUMCTUAEHOBbLIC  rpynnbl  (-CH2-OH). dopmMmuposaHmne
rMAPOKCMMETWUIEHOBLIX GOKOBbIX LieMeli $BNSETCA OCHOBHOW W Hambonee XapaKTepHO
peakuuei gns GopmanvHOBbIX pukcaTopod. Henocpe4CTBEHHO (hOpMMpPOBaHME NEPEKPECTHbLIX
MOCTMKOB (MeTW/NIEHOBbLIX MOCTWKOB) 3aHMMaeT He3HauuTeNnbHOe Bpems B 06uUieM Mpouecce
(hmKcauum 6uomatepuana. BbileonucaHHbIi Npouecc NPUMBOAUT K OCTAHOBKE BGMOXUMMUYECKUNX
npoLeccoB pacnafga B TKaHAX W YNAOTHEHUIO (PUKCUpyemoro 6uomarepuana, MO3BONANOLWUNA,
nocne rmcToformyeckor NPpoBOAKM, MUKPOCKONUPOBATL Mpenapartbl, OKpaweHHbIMU PYTUHHbLIMA

OKpackamMu, TaKMMU KakK remaTOKCUNMH-303MH, LLUWK-peakumneid, anbunaHOBbIM CUHUM W Ap.

OKpacKamu.

4. PYHKLMOHAaNbHOE HasHayeHne

MeanumHcknx un3penuii «37% Pacteop (opmansgernga HistoSafe®» B BapumaHTax
MCNOMIHEHNA COCTOUT B 06ecneyeHUy npeaHanMTUYECKOW cTagum naToMopdosornyeckoro
aHanmsa GuoncuiiHoro (onepayvoHHOr0) M ayTOMNCUAHOrO MaTepuana, BbIMONHAEMbIX B XOfe
K/IMHUYEeCKON nabopaToOpHOM [AMAarHOCTMKM  PasNMyHbIX NaTtonornii  Yenoseka. fABnseTtcs
yHUBEpPCa/bHbIM (MKCAaTOPOM NS BCeX BWAOB TKaHel; anuTenuanbHas, HepBHas, MbllLeyHas,
coeamHuTeNbHad. MeguumHckoe u3genve «37% PacTtBop ¢opmanbgermga HistoSafe®» B
BapuaHTax MCNOJIHEHUA ABNAKTCA BCNOMOrate/bHbIMW CPefCcTBaMy B AMarHocTuke in vitro (n.5

Mpukaza M3 P® ot 19.01.2017 Ne TH).
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S. Llenenoil anaaur

He NPHUMCHHMO 114 AaHHOINO MCOAHIIHHCKONO H3IRCAHA.

6. Crennduueckoe paccTpoilcTBo, COCTOAHNE WK (PAKTOP PHCKA, IR
oGuapyxenns, onpexeieHNa Han AnPpPepeRUNPOBAHNUN KOTOPOro NPEAHAIHAYEHO
MEIHUWHCKOE Haxeane

Hcnonn3yoTca Ana nNpoBeAcHNHs NATONON0-aHATOMHYECKHX HCCNEROBAHUI INA BHIABNCHHS
NatofOTHYECKHX HM3MEHEHMH B TKaHAX uenopeka, J(NA BLIABACHHA  OHKONOTMYECKUX

3abonesanuit, 43BeHHON OONE3HH H APYTHX NATONOTHHA, CBAZARHLIX C H3IMEHEHHEM MOPONOTHK

obpasua TKaHH.

‘ 7. Tun anannsupyemoro obpazua
DuKcauHy NOABEPralOTCA TKAHK YeA0BeKa: GHONCHitHbIR W ayTONCHANLIH MaTepHai, B TOM

YHCIE ONEPALMOHHEI MaTepHan pa3NYHBIX pa3MepoB.

8. O6nacTh NPHMEHEHHA MEAHUHHCKOTO HINCARN

Mpodeccnonanshoe npuMeHenne B  KNHHKYeCkoil  naGopatopHoit  amarHocTHke B
CMELHAMHIHPOBAHHLIX Na6OPATOPHAX MATONOTOAHATOMHYECKHX W NATOMOPROSOrHYECKHX
oTACNECHHH  yupexaeHuii MeIMUMHBM W 3IPaBOOXpaHCHHA  cheaylomiero  npoduna:
FHCTONOrHYECKOTO/NATONONOAHATOMHYeCKONo/naToMopdonoruteckoro/ MopGonoruteckoro; A

KJIHHH4eCKo# u nabopaTtopHoii AKArHOCTHKH in Vitro.

] 9. Puck¥  NpUMeHEHMA  MEAHUHHCKOTO  HIAEINR, NPOTHBONOKAZAHNN,
? OXHAREMbIE W mpeackasyembie mnobounnie IpPexTnl, cBAANHLIE ¢ NPHMEHEHHEM

MEAHUIHHCKOTO H3AC/IHA MO RAJHAMICHHID

[ToTenunanbubiii puck NpUMeHeHUA MEANLMHCKUX uanenuit 37% Pactsop dopmanbaernaa
HistoSafe® - knacc 1| (I'OCT 31508-2012, [llpuxas MusncrepcTsa 3ApaBOOXPaHEHHA
Poccuiickoii ®enepatnn ot 6 uiona 2012 1. N 4n).

He nonyckaercs HCRoNb30BaTh MPOAYKIHIO C NCTEKWHM CPOKOM TORHOCTH, NPH HANHYHA
NOBpeXACHHH NEPBHYHON YNAKOBKH ¢ YTPaTO# IEpMETHHHOCTH, NPH H3MEHEHHWH UBETa
pacTeopa.

B npouecce aHanH3a pUCKOB G114 HACHTHPULWPOBAHLI PHCKH YKa3aHHbIe B Tabnuue
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[NepeyeHb PUCKOB:

MHnummnpyrowne

cobbITHE

CnyuaitHoe
OMpPOKUAbIBaHNe

NPOAYKLMN B XOAe

NCnosb3oBaHNA

CnyualiHoe
OMpoKuAbIBaHME

NPOAYKUMUN B X0Aae

MCNosib30BaHUA

CnyuaiiHoe
npoAnTMe npm
TPaHCNOPTUPOBKE

CnyuJaiiHoe nageHue

KaHUCTPbI Ha
KOHEe4YHOCTb

CnyvaiiHblii Harpes
OTKPbITON eMKOCTH C

(hopmanmHamm

OnacHas
cutTyaymns

dopmanuH
pasnuBaeTca Ha
HesalWwnWwEHHY0
MOBEPXHOCTb
KOXM

dopmanuH
pa3nnBaeTca Ha
NMOBEPXHOCTb
paboyero cTona

dopmanuH
pasnunBaeTcs Ha
60MbLUYI0
MOBEPXHOCTb.

KaHucTpa c
thopmannHom
nafaeT Ha Hory.

BbigeneHuve
napos
thopmanbaernga
B OKPY>KaloLLy0
Cpeny
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Bpen

MoXeT BbI3BaTb
3yfl, Nerkyto
rMnepemMuio.
Moxert
cnoco6CcTBOBaTh
pasBuUTUIO
OHKOJIOrMYEeCcKoro
3a60neBaHus.

IMpwn BAbIXaHUN
MOXeT Bbl3BaTb
cnesoTeyeHue,
nepLueHne B ropne.
Moxert
crnoco6¢cTBoOBaTh
pPasBUTUIO
OHKOMOTMYECKOro
3a60neBaHus.

Mpw BAbIXaHWUK
MOXET BblI3BaTb
Crie3oTeyeHue,
nepLueHune B ropne.
MoxeTt
cnocob6cTBoBaTh
passuTunio
OHKO/IOrMYEeCKoro
3aboneBaHus.

MoXXeT Bbl3BaTb
noBpexaeHune
KOHEYHOCTU: YLING

IMpu BAbIXaHUU
MOXeT Bbl3BaTb
cnesoTeyeHue,
nepLleHne B ropse.
MoxeTt
crnoco6cTBOBaThL
pasBUTUIO
OHKO/OIMYecKoro
3a60/n1eBaHunA

BeposaTHO
CTb

Hwn3kas

Hwn3kas

Hwu3kas

Hw3kas

Hw3kas

CteneH OueHka
b Bpega AONycTUMOCT
n

CpegHaa Lonyctumo

CpegHad LonycTumo

CpegHas LdonycTumo

Huskas  [lonyctumo

CpefHsa [onycTumo



B Mpouecce MeHe[XMeHTa pucka MpefBapuTe/bHbIA aHannM3 He BbISBUN PUCKOB,
TPebyoLWmnX MeponpuATUiA MO0 CHWXKEHUIO YPOBHSA pUCKa A0 MPUEMIEMOro, B CBA3W C YeM
paboyaa rpynna no MmeHeiXMeHTY puUcKa He MPUMEeHsANa NpoLeaypbl Mo ynpasBieHUio pUCKamu.

TakuMm 06pa3oM, BO3MOXHble pUCKU And m3genusa «37% PacTtBop (opmanbgerunga
HistoSafe®» no TY 21.20.23-009-89079081-2017 ABnat0TCA NPUEMIEMbIMA: NPEUMYLLECTB A1

nayMeHTa U MeANLMHCKOro paboTHUKA 60/bLLE, YeM BO3MOXHbIX ONacHOCTENA.

10. TpeboBaHNA K NOMeELEHNAM
Mpon3BoACTBEHHbIE PabOThbl AO/MKHbI MPOBOAWUTLCS B MPOBETPMBAEMbIX MOMELLEHMAX, UK
B MOMeLLeHMAX, 060pyA0BaHHbIX MPUTOYHO-BLITSHXKHON BeHTUnAuued no FOCT 12.4.021-75 u
CIn 60.13330.2016. KpaTtHocTb 06MeHa BO3fyXa - He MeHee 8.
TpeboBaHMs 6€30MacHOCTM K NMPOM3BOACTBEHHbLIM MPOLLECCaM A0/DKHbI COOTBETCTBOBATH
Cn 2.2.2.1327-03, TOCT 12.1.008-76, TOCT 12.3.002-2014 un «[llepe4yHio 0693aTeNbHbIX

WHCTPYKUMIA MO TexHMKe 6e30MacHOCTM, MPOMBbILIEHHOW CaHUTapuUKX M MPOTUBOMOXAPHOIA

6e30nacHOCTUN».

Paboune mecTa [OMKHbI ObITb 060pygoBaHbl no FOCT 12.2.032-78 u [OCT
12.2.033-78.

TpeboBaHMA K KOHTPOMKO COCTOSIHWA BO3ayxa paboueld 30HbI - no FTOCT 12.1.016-79 n
MOCT 12.1.014-84; opraHusauua KoHTpons - no CM 1.1.1058-01.
MeprvofnYHOCTL KOHTPONA - cornacHo P 2.2.2006-05 u CIN 1.1.2193-07.
B Npon3BOACTBEHHbLIX MOMELLEHUAX AOMKHO OblTb 06ecrneyeHo Hanmuyuve KUMnA4veHol BOAbl U

arnTeykn ¢ MegunkKamMeHTaMn Ana oKasaHuA nepBon MEAMLI,MHCKOVI nomMmoLyn.

11. TexHNYecKne XapakTePUCTUKN MeANLMHCKOTO U3genns

XapaKTepuCcTUKN U3LeNns pacnpocTPaHSATCS Ha BCE BUAbI BapMaHTOB UCMOHEHUA U
(hacoBoOK.

CocTaB MefULUHCKUX U3AENNnii

HanmMeHoBaHWe MeanUMHCKOro nsgenns Coaep)xaHue OCHOBHbIX BeLLecTB, %

37% PacTBOp hopmanbgerunia opmanumH (95%-99%), soga (1-5%)
HistoSafe®
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XapaKTepucTUKN MeaNLUHCKUX U3Lennii

OpraHonenTuyeckme, MYU3INKO-XUMUYECKUE U (DYHKLMOHANbHbIE XapaKTepuCTUKN N3Lenuni
[0O/MKHbI COOTBETCTBOBATbH Tabnuue, NpuM HOPMa/bHbIX KAMMaTuyeckux ycnosuax no FOCT
16504-81 - +15-+25°C. XapakKTepuCTUKM pacnpocTpaHATCA Ha BCe BWAbl BapuvaHTOB

NCMOMHEHNA N (*)aCOBOK.

NeNe HavmMeHOBaHWe nokasaTens MokasaTenn HopMbI

n.n
1 BHewHWiA Bug becuBeTHas npo3payHas XXMAKOCTb, 4OMYCTUMO
NoMyTHeHMe 1 obpasoBaHMe ocajka
2 CopepxaHuve opmanbaernaa, 36,0-42,0
% (macc./06.)
3 pH peareHTa nocne pasbaBneHus 6,9-7,4
4 dukcaunsa marepuana Anpa v KneTouHble MeMbpaHbl pa3nnyuuMebl, LuTonIasma
COXpaHeHa, He COAePXXUT NPM3HAKOB ayTo/mM3a.
12. MoAroToBka K NMPMMEHEHMWIO MO HA3HAYEHMUIO, IKCNyaTauny MeauLnMHCKOro
n3genuna

37% PactBop (opmanbgermga HistoSafe® pas6aBuTb  BOAONPOBOAHON MK
ONCTUNNNPOBAHHON BOAOM B COOTHOWeHUK 1:7-8, no6aBuTb hocdaTbl HaTpus Lo Tpebyemoro

pH, HO He 6onee 7,4.

13. OnucaHve NPpUMEHEHNA MEANLUUHCKOIO NU3aenus, onmcaHue peareHToB

MopajoK NpoBefeHns npouesypsbl

Mpoueaypa nMPUMEHEHUA MeauLMHCKOro wu3genma «37% PactBop opmanbiervia
HistoSafe®» ognHakoBa gnsi Nt060ro BapuaHTa UCMONHEHUS.

BHuMaHve: cooTHOLWeEHMEe TKaHb/pukcatop He meHee 1:20. dwukcauuto NMPOBOAUTL MpU
KOMHaTHOW TemnepaType. MakcumanbHas gonyctumas TofwmuHa obpasua 1 cM. Mpu TonwmHe
06pa3uoB MeHee 3 MM - BpeMsa (uUKcauuu LONXKHO COCTaBlATb He MeHee 5 4, Npu TONLWWHe
obpasuos 3 MM ¥ 6onee - Bpems (ukcauuu ot 12 go 48 4. lMpu 3arpsasHeHUn opmannHa
KPOBbIO 1 APYTMMU (PU3NONOTUYECKUMU XKULKOCTAMM, PUKCATOP HEOOXOANMO 3aMEeHNTb.

OnucaHune metofga:

MomMecTUTb 6MONOrMYecKnini maTepuan B (ukcaTop Ha 5-48 4 B 3aBMCMMOCTM OT pasmepa
obpasua.

Mocne paboTbl HEOGXOANMO 3aKPbITb EMKOCTb MAOTHO KPbILLKOIA.

OnucaHue peareHTa

Pacxof MeAUUMHCKMUX WU34eNniA 3aBUCMT TONbKO OT pasmepa (hMKCMPyeMoro martepuana -

cocTaBnsiet 3-10 ma Ha 1 cM® DMKCMPYEMOI TKaHMW.
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14. Matepuanbl, KOTOpble TPebytoTCA 415 paboTbl C MEAULMHCKUM U3[ENUEM -
37% PacTBop hopmanbgernga HistoSafe®, Ho He cogep)xaTcs B KOMM/IEKTE NOCTaBKMU

MeagNLUMNHCKOIo mn3genns

L BoponpoBogHas nnn AUCTUNNINPOBaHHAasA BOJa.
2. MepHble eMKOCTW U3 NMOMMEPHOrO MaTepuana Uiy cTekna Ansa passegeHus popmanvHa.
3. EMKOCTb 13 NONIMMEPHOro Martepuana uav CTekna NoAxoAdauiero oobema s npoBefeHuns

(hnkcauum matepuana.

4, HaTpwuii (hocthopHOKUCAIN ABY3aMeLLeHHbIn 12-BoAHbINA: y.4.a. uan 4. TOCT 4172-76
5. HaTpuii (hoChOpPHOKUCAbIN OfHO3aMEeLLEeHHbI 2-BOAHbIV : Y.4.a. unu 4. no FOCT 245-76
15. XapaKTepucTUKM CTabuibHOCTN MELULMHCKOIO N3Aennsa ana AUarHOCTUKK in

vitro (ycnoBusi XxpaHeHUs MeAULMHCKOr0 U3aenunsl, TPaHCMOPTUPOBKMN N 3KCNyaTauum,

CPOK FOfHOCTM MOC/e BCKPbITUS NEPBUYHOIN YNaKoBKN), rapaHTUM NPON3BOANTENS

YcnoBus xpaHeHus

Cpok rogHocTtu: 12 mecsues.

He 3amopaxusarsb!

Mo wucTeyeHUto cpoka rogHoctn «37% PacTBop opmanbgernga HistoSafe®» He
NOANEXUT UCNOb30BAHMIO.

«37% PactBop opmanbgernga HistoSafe®» XxpaHAT B 3aKpbITbIX BEHTUIMPYEMbIX
nomMewieHmax npu Temnepatype oT +15°C o +25°C n oTHOCMTENbHON BnaxHocTn 40 - 80% B

YCNoBuAaX, NCKNKYakoLWwnx AEVICTBMG arpeccunBHbLIX cpen, CONMHEYHbIX ﬂyHGVI n BNaru.

CpOK FroAHOCTM NOC/e BCKPbITUS NePBUYHOI YNAaKOBKM

CpOK rofHOCTW MOCNe BCKPbITUS - A0 WCTEYEHMst CpoKa FOAHOCTM NpU COBGMOAEHWM
YCNOBWIA: Mocfie BCKPbITUS YNakoBKM MeanumHckoe un3genne«37% PacTBop (hopmanbaernga
HistoSafe®» [0MKHbI XpaHUTbLCA BAANM OT UCTOYHWMKOB Harpesa npw TemnepaType oT +15°C o

+25®C, B NNOTHO YKYNOPEHHOW Tape.

YcnoBusa TpaHCMOPTMPOBKM M 3KcnyaTaumm
TpaHCNOpTMpPOBaHNE W XpaHeHWe MPOAYKLMM OCYyLLecTBNseTCA B COOTBETCTBUM C N. 12
FOCT P 51088-2013 npu Temnepatype ot +15°C go +25°C. 3amopaxunsaHue He AOMYCKaeTCA.
O6wwue TpeboBaHNA K TPAHCMOPTUPOBAHUIO M XpaHeHUto - no FTOCT P 51088-2013.
TpaHcnopTUpoBaHMe MPOAYKLMU OCYLLECTBAAETCA BCEMW BMAAMMW KPbITOrO TpaHcnopTa B
COOTBETCTBMU C MpaBuiamu NepeBO3KN rpy3oB, AeiCTBYOLWMMUN Ha AaHHOM BUAe TpaHcnopTa.
Mpy TpPaHCMOPTUPOBAHUW, OCYLLECTBEHWN MOTPY3KU W BbIFPY3KM MPOAYKLUN [OMKHbI
10
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GbITb MPUHATLI Mepbl, NPefoXpaHstolMe Tapy OT MeXaHWYeCKUX MOBPEeXAeHWii, BO3aencTBUSs

aTMOc(epHbIX 0CAZIKOB, FOPHYUMNX MaTepPUanoB 1 KUCMOT.

Mpn  NOrpy3oyHO-pasrpy3oyHbiX pabotax [AO/DKHbI  BbINOAHATLCA HOpMbl  [OCT
12.3.009-76.

MapaHTMA KavecTBa

MpegnpuaTUe-n3roToBUTENb FapaHTUPYeT COOTBETCTBUE MELULMHCKOro migenms - «37%
PacTBop opmanbgernga HistoSafe®» - TpeboBaHUSAM TEXHUUYECKUX YCNOBWUIA NpW COBMOLEHUN
YCNOBWI TPAHCMNOPTMPOBAHUA, XPaHEHUS W MPUMEHEHUS, YCTaHOBNIEHHbIX TEXHUYECKUMM

ycnosmnamm un HaCTOHLLI,eVI VIHCTp)/KU,VIBVI no NPpUMEHEHNIO B TeHEHNE BCEr0 CPOKa rogHoOCTu.

16. WHdopmaumna 06 ycnoBmuax, Heo6xXoanMblx ana cbéopa, 06paboTku n
NoAroTOBKM 06pasuoB, faHHble M0 CTabUIbHOCTU aHa/In3npyemMblX 06pasL,oB
TemnepaTypa XpaHeHWS WM TPaHCMNOPTUPOBKM aHanM3npyembix o6pasuos: +5 - +25 °C.

CTabunbHOCTb aHaNM3NPyeMbiX 06pa3L,0B ONpeAenseTcs NaHMPyeMoit K MCNONb30BaHUIO Mocne

NPUMEHEHUS U3LeNNA METOANKOIA.

He ponyckaeTcs 3amopaxwuBaHWe 6uomartepuana, Kak B (DMKCUPYIOLLEM pacTBope, TakK K
BHe ero.

[Ona ocywecTtBneHnsa Qukcauum npy NOMOLLM MeAUUMHCKOro usgenua - 37% Pacteop
hopmanbgernga HistoSafe® - makcMmanbHas TofwMHa OMONCUMIAHOTO WAU  ayTOMCUIAHOIO
maTtepuana obpasua He LO/DKHa NpeBbiwatb 1 CM, COOTHOLWEeHNe MKcaTop/TKaHb He MeHee 20:1
no o6bLemy.

A. B3stue:

— 6uoncuitHoro matepuana nNPOBOAWT Bpay-KAMHUUMCT (Npuka3 MuHucTepcTBa

3npaBooxpaHeHns Poccun Nel79 H, n. 9 oT 24 wmapta 2016 r. «O npasuiax nposefeHUs

naTo/0roaHaTOMUYECKNX UCCe0BaHNN»);

— B3ATNE ayTOHCMVIHOFO MaTepunasia nNpoBOoAUT Bpay-nartosioroaHaTom (anKas

MuHucTepcTBa 3apaBooxpaHeHna Poccum Ne354 H, n. 19.5, n.24 ot 6 nioHa 2013 r. "O nopsgke
NMpPoBefeHNsA NaTos10roaHaTOMNYECKNX BCKPbITUIA™).

B. Bbipesky ayToncuiiHOro u 6uoncuinHoro martepuana (NpM Heo6XOAMMOCTK)
MPOBOAMNT Bpay-naTos0roaHaToM; 06bLEM BbIPE3KM OMpeaenseT Bpay-rnarosioroaHaTom (npukas
MuHuKcTepcTBa 3apaBooxpaHeHna Poccum Nel79 H, n. 16.2 ot 24 mapta 2016 r. «O npaBunax

NpoBe/leHNsl NaTO/I0r0aHaTOMUYECKUX UCCNef0BaHNN»);
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Mpu BbIpe3ke MaTepuana Heob6XoAUMMO NpefoTBpallaTh €ro BO3MOXHbI MeXaHWYecKue
MOBPeXAeHNA TakKWe KakK CAaBfeHMe MUHLETOM, pa3MO3XKeHWe Mpu  Bblpe3ke TyMbiM
WHCTPYMEHTOM ¥ T.A. MaTtepuman He JO/KeH UMeTb NPU3HaKK Nopun (THUEHMS).

Bromatepuan He IONIKEH XPaHUTbCA BHE (HMKCUPYIOLLLEro pacTeopa.

17. MHhopmaumns gna noTpeouTenein MeanLMHCKOro n3aenns o Mmepax
NpPeAoCTOPOXHOCTU, NMPefnpuUHUMaeMblX B C/lyyae He06X04MMOCTU, a TaKXe 0 Mepax,
npeinpUHNUMaeMbiX B OTHOLLUEHUW MOTEHLMaNbHO NMH(EKLMOHHOIO MaTepuana,
cojep>katlerocs B MEANLMHCKOM M3aenuu AN ANarHoCTUKK in vitro

Mpn MCNONb30BaHUM MO Ha3HAYEHUIO W COGMOAEHUM Mep MPeAoCTOPOXHOCTU (Xanat u
ofiHopasoBble nepuyatkm no CI 1.3.2322-08, CI 1.3.3118-13 n MY 287-113) KOHTakKT ¢

4 OpraHnU3MOM YesI0BEKA UCKITHOYEH.

Ha pabounx Mectax Ha MNpPOU3BOACTBE [JO/KHbI ObiTb 06ecneyeHbl [OMYCTUMbIE
napameTpbl MUKpokanmata no CaHlNlnH 2.2.4.548-96:

e Temnepatypa Bo3gyxa: 17-23°C (B XONOAHbIA Nepuog rosa);

o 18-27°C (B Ten/blii Nnepuog roga);

e BfI@XXHOCTb BO3ayxa 15-75%.

Mpu Hannuun pucka pasbpbi3rMBaHNA peareHTa MCNoNb30BaTb NNLEBON LUTOK UIN OYKM
ANS 3aWNTbI rnas.

37% PactBop (opmanbgernga HistoSafe® He cofepXWT NOTeHUMANbHO WHMEKLNOHHbIN
maTepuarn.

B obwux cnyyasx pabota B nabopaTopum Ao/MKHa MNpPoBOAMTLCA € cobnoaeHnem CIl
1.3.2322-08 - CI1 «be3onacHocTb paboTbl ¢ MukpoopraHusmamu Il1-1V rpynn natoreHHocTw
(onacHocTW) 1 BO3OYAUTENSMU NapasMTapHbIX UHHEKLNA».

Takxxe npw pa6oTe B 1a6OPaTOPUN U HEMOCPEACTBEHHO C U3AENMEM CNEAYeT:

— cobnogate Tpe6oBaHns FOCT P 52905-2007 «Jlabopatopum MeaMLMHCKUE.

TpeboBaHUs 6e30nacHOCTN», a Takxe CaHlluH 2.1.3.2630-10
"CaHUTapHo-3nuaeMunonormyeckne  TpeboBaHMA K opraHmsaumsam,  OCYLLEeCTBASAIOLLMM

MeAMLMHCKYO0 AeATeNlbHOCTb" (C nsmeHeHnsMu Ha 10 noHsa 2016 roga);

— HajeBaTb 3allMTHYH OfAexay W HemeaneHHO MEHATb ee B C/iyyae 3arpA3HeHuA

(FOCT P 52905-2007 n.12.1; CanlnH 2.1.3.2630-10 n. 10.16.5);
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— ana  WUCKMAK4YeHUA KOHTaKTa C KOXeM HEO6XO,U,VIMO MnCrnosb3oBatb 04HOPa30BbIE

nepuatkn (CaHlMuH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1);

— NPy HanMuyMM pUCKa Pasbpbi3rMBaHUS peareHTOB MCMOMb30BaThb NULEBOM LUMTOK

Uy o4k ans 3awmtel rnas (CaHlMnuH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1).

Cnepyetr wu3beraTb nonafaHWsa Ha KOXY, pa3/IMBaHWUA, WHTEHCMBHOIO BAbIXaHWA WU
CNyYaiiHOro 3arfnartbiBaHUA u3genus. B cnyvae nonagaHna Ha KOXY WY B rnasa CMblTb 60/bLLMM
KO/IMYecTBOM BoOAbl. [pu cnyyainHOM nonajgaHuyM KpacokK B XKeNyAOYHO-KULIEeYHbIA TpakT
cnefyet BbINMUTb 1-2 cTakaHa KWMNSAYEHOW BOAbl C aKTUBMPOBAHHbLIM YINEM W HeMeA/IeHHO
obpatuTtbcA K Bpady. [pw nomafaHuy Ha KOXY WAN CAU3UCTYHO 000/104KY rfia3 - 06WU/bHO
NPoMbIBaTb BOAONM C MbIIOM B TedeHue 10-15 MUHYT.

Mpn KoHTakTe C GuomarepuasoMm Heo6xoAMMO co6/0AaTh Mepbl NPefOCTOPOXHOCTU. Bo
Bpems paboTbl cnefyeT NOMb30BaTbCsA MepyaTkaMu M cneunanbHOW 1abopaTopHO 0feX A0, Tak
Kak o6pasubl 6uomatepuana cnefyeTr paccmaTpuBatb KakK MOTEHUMaNbHO WH(UUMPOBaHHbIE,
crnocobHble OAUTeNbHOE BPEMA COXpaHATb M nepepasatb BUY, Bupyc renatuta B nnm noboro
APYroro Bo36yanTens NHGeKLmnu.

18. MoBTOpPHOE KUCNO/b30BaHME MeQULVNHCKOI0 U3Aena

37% PactBop opmanbgernga JlistoSafe® aBnsetca  w3genveM  O4HOKPaTHOro
NPUMeHEHNsA B TeYEHMe CpoKa rofgHocTu. llocne MCNosib30BaHMA W MOCNE OKOHYaHMA CpoKa
rOAHOCTU MOANEXUT YTUAN3ALMMN COMNacHO NPUHATHIM HOPMaM 1 NpaBuiam.

19. OrpaHnyeHuns, cBA3aHHble C NPO6ON, KOTOPble MOTYT MOB/IUATL Ha pe3ynbTar
nccnegoBaHunA

37% PactBop thopmanbgernga HistoSafe® npumeHseTcs ansa 06paboTKM TKaHeiln YenoBeka.
KauecTBo pesynbTaTa HaNnpAMYH0 3aBUCUT OT COOMOAEHNA NPaBUN HACTOALLEA UHCTPYKL MK,

37% PactBop (hopmanbgernga HistoSafe® mcnonb3yetcs TONbKO AN GMONCUIAHOIO MK
ayTOMNCUIHOIO Matepuana v He npefHasHayeH 418 NMPUMEHEHUS Ha TKaHW XXMBOIO nayueHTa uim
OpraHoB N5 TpaHCnIaHTauuun.

20. O6CTOATENLCTBA, MPU KOTOPbIX MNOTPEOUTENb AO/HKEH MPOKOHCY/IbTUPOBATbLCA
C MeANLNHCKUM paboTHUKOM

O6CcTOATENLCTBA, MNPU  KOTOPLIX  OMbITHbIA  COTPYAHMK  flabopaTtopum  JOMKEH
MPOKOHCYNbTUPOBATLCA C MEAULMHCKUM PabOTHMKOM OTCYTCTBYIOT, MOCKOAbKY 37% PacTtBop
thopmanbgernga HistoSafe® He BiuseT HenocpeacTBEHHO Ha NOCTAHOBKY AMarHo3a nalueHTam.

21. MHdopmMaymsa o nepecmMoTpe aKCnnyaTayMoHHOW JOKYMEHTaLnm

[aTa yTBEpXAEHNS 1N BepCUs yKasaHa Ha TUTYNIbHOM NINCTE HACTOSALLEN UHCTPYKLNN,
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MepecmMOTp WHCTPYKLUUX NPOBOAUTCA HA MPOU3BOACTBE EXErogHO npu OTCYTCTBUU
N3MEeHeHW, a TakxXe AONOMHUTEeNIbHO N0 Mepe Heo6X0AMMOCTU BHECEHWUA U3MEHEHWIA (COrNacHo
FOCT ISO 13485-2017). B cnyyae BHeCeHUs M3MEHEHWIN B 3KCNyaTaluMOHHYI0 AOKYMeHTaLuto
WHULMMPYeTCS COOTBETCTBYHOLLAS Mpoueaypa MHMOOpMUpOBaHUA 06 3TOM YNOSITHOMOYEHHOrO
opraHa (Poc3gpaBHaf3opa) ¥ nocfie 3Toro 06 U3MeHeHUAX UHPOPMUPYIOTCA Monb3oBaTenun. B
cfyyae OTCYTCTBMA W3MEHEHWIA [AeicTBME [aHHONW BepcuUM [OKYMeHTa MpoAJSieBaeTcs

aBTOMaTU4eckn 6e3 yBEﬂ,OMHEHMVI 06 3TOM nonb3oBaTenei n YNONMHOMOYEHHbLIX OpPraHos,

22. Mepbl NPefOCTOPOXHOCTY B OTHOLLEHUM 6e30NacHoli yTuansaymm
MEeAVLMHCKOI0 U3LeNns, NPUHAL/IeXXHOCTEN N pacxofHbIX MaTepnanos

HeBocTpeboBaHHblE M3[eNNA B HEBCKPbITbIX ()1aKOHAX OTHOCATCA K MeAULUHCKUM
oTxofdam Knacca I.

BbiBWME B yNOTPeb/eHnn n3genna SBnaoTcs MeauLMHCKMMK 0TXogammn Knacca b.

YHNUYTOXAaTb HEUCnosib30BaHHble MNpW  WCCNeAOBaHUAX WU3Jenus WU [Lpyrue peakTuBbl
cnegyet B cootBetcTBumn ¢ CIM 2.1.7.1386-03 n CanluH 2.1.7.2790-10 kak oTxofbl Knacca b;
yKazaHusi K pabotam no gesvHdeKkunn 060pyaoBaHMsa 1 nomeueHmnii - no OCT 42-21-2-85 n MY
287-113.

Heucnonb3oBaHHble peareHTbl, peareHTbl C WCTEKLWMWM CPOKOM TFO4HOCTU, a TaKxke
NCMO/Ib30BaHHbIE peareHTbl criefyeT yaanatb B cooteBeTcTBum ¢ FOCT P 51088-2013.

Buonornyeckunii matepuan nocne paboTbl YTUNU3MPYIOT B COOTBETCTBUW C TpebOBaHUAMU
CanlunH 2.1.7.2790-10 «CaHuTapHO-3anuaeMuonornyeckme TtpeboBaHMA K obpaleHuo ¢
MeAULUHCKUMUN 0TXOLaMU».

Mopsagok gericteuidi B cootBeTcTBmM ¢ n. 13 FTOCT P 51088-2013:

1) N3genus, npuwejline B HEMPUIOAHOCTb, B TOM 4YuC/e B CBA3M C UCTEYEHMEM CpOKa
rofHOCTK, MOAJSIeXaT yTUIn3aumuu.

2) N3penus, npuwefline B HErogHOCTb, C UCTEKLWUM CPOKOM FOAHOCTM, fABMAIOLLMECA
noggesikamn WA  He3aKOHHbIMW  KOMUAMW  U3[eNNiA, 3aperucTpuMpoBaHHbIX B POCCMIACKON
Pefepaunn, a TaKxke M3nenns, o6Hapy>KeHHble M KOHMUCKOBAHHbIE TaMOXEHHbIMW OpraHamu
Poccuitickoin Pepepauun npum mx BBO3e Ha TeppuToputo Poccuitickoli ®efepaunn, noanexar
YHUUTOXEHUIO U YTUAN3ALUN.

3) YHUYTOXEHME n3genuni ocyuiecTenseTcs opraHusaumnamu, UMe LMK
COOTBETCTBYHOLLYH JINLEH3MIO, Ha CreunanbHO 060pYAOBaHHbLIX MOWAAKaX, MOAUTOHax u B
NMOMELLEHNAX B COOTBETCTBUM C TpebOBaHMAMM, MPefYCMOTPEHHLIMU CYLLECTBYHOLWUMM

®egepanbHbLIMU - 3aKOHaMKW, U C COGMOAeHMEM 06s3aTe/lbHbIX TpeGoBaHMIA MO  oxpaHe
OKpYXKaloLLei cpefbl.
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4)  W3rotoBuTeNnb, MNOCTaBLIUKWA, MpoAaBubl, WMMAOPTEPbl MOFYT  OCYLLECTBAATb
YHUYTOXEHNE W3LENNIA, NOTEPSABLUMX CBON MOTPEOUTENIbCKME CBOMNCTBA UM C UCTEKLLMM CPOKOM
rof4HOCTW, NPV WUCNOJSIb30BaHUW MeTOAOB, COr/laCOBaHHbIX C TeppUTOpPUAIbHbIMU OpraHamu,
OTBETCTBEHHbLIMM 33 CAaHUTAPHO-3NUAEMMONOTNYECKOe 61aronoslyyne HaceneHus.

5) W3genua BO BHelHe YynakoBKe C HalM4yMeM MpeaynpeauTenbHbiIX 3HAKoOB 06
OMacHOCTU cfiefyeT YHMUYTOXaTb C COO/MOAEeHMEM COOTBETCTBYHOLWMX Mep 6e30MacHoCTV 1
fe3aKTmBaunm.

6) XXugknme KOMMOHEHTbl (peareHTbl, peakTWMBbI) YHUYTOXAKTCA pa3jaBinMBaHUEM
BHYTPEHHEl YNakoBKWM C nocnegywowmum passegeHvem Bogor 1:100, cnmeom pacTBopa B
KaHanu3auui W BbIBO30M OCTaTKa YMakOBOK KakK MPOM3BOACTBEHHbIA WM GbITOBOWA Mycop.
Teepable  KOMMOHEHTbl nognexar Apo6neHuto, nocnefyloleMy pasBefeHU0 BOLOW B
cooTHoweHnn 1:100, cnmBomM pacTBopa B MPOMbILUNIEHHYHO KaHanM3auuio U BbIBO30OM OCTaTKOB
YNakoBOK KakK MpPOM3BOACTBEHHOrO MAM  6bITOBOro  mycopa. KOMMOHEHTbI  W3f4enui,
HepacTBOPMMble B BOAE, YHUUTOXAIKOT MYyTEM CXUIaHUS.

7) W3penva, cogepxaline MOTEHUMAaNbHO OMnacHble maTepuanbl, Mepes YHUUTOXEHUEM
[O0/KHbI 6bITb 06€e33apaXeHbl B COOTBETCTBUN C AEVCTBYHOLLUM 3aKOHOAATeNIbCTBOM Poccuiickoi
defepayuu.

8) TexHuyeckme npucnocobneHns, MpPUHALNEXHOCTN, BXOAAWME B KOMMAEKTaLUto
n3genus, noasexar MexaHNM4yecKoMy paspyLUeHMIO C BbIBO30OM OCTATKOB Kak NMpOW3BOLCTBEHHOIO
nan 6bITOBOr0 Mycopa Unn CXXUraHuto.

9) lMepcoHan, OCYLLEeCTBAAOWMIA YHUUTOXEHMNE W3LENNIA, [O/MKeH cobntogaTtb npasuna

6e30MacHoOCTM nposegeHna Toro Nanm NHOro cnocoba YHUYTOXEHUA.

WHdeKLnoHHaA nam MMKpobHaa onacHoOCTb MEAULIMHCKOTO U3LeNns
37% PactBop thopmanbgernga HistoSafe® He copepXXWT NOTEHUMANbHO UH(EKLNOHHbIN

mMarepunan.

JKonornyeckas onacHoOCTb MeAULMHCKOr0 1U34enns, cBsidaHHas ¢ NOTeHLNaNbHO
onacHbIMW MaTepuasaMn 1 BeLLLecTBaMu

37% PacTtBop hopmanbgernga HistoSafe® oTHocuTCA K BellecTBaM 3 Kiacca 0nacHOCTU B
cooteetcTBuN ¢ TOCT 12.1.007-76 - yMepeHHO-0MacHbIE.

TOKCUYHOCTb peareHTOB ONpefensieTcs CBONCTBAMW KOMMOHEHTOB BXOAALWWX B COCTaB
TEXHUYECKOro opmanuHa:

dopmanbgerna: MpegenbHo gonyctumas KoHueHTpaumsa (MAK) B Bo3gyxe pabouyeii 30HbI -
0,5 mr/m\ knacc onacHoctu 2 (B cootBeTcTBUN ¢ TOCT 12.1.007-76. NpputaHT. ToKcmyeH. Mpu

KOHTAKTe C KOXEl Bbl3blBaeT anneprnyeckyro peakyuto. I'Ipe,qnonaraeTc;l, 4YTO AaHHOE BELLECTBO
15
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BLI3BIBACT TeHETHYECKHE nedexTs. Mower BbI3bIBaTL paxoBbie 3aGonesanua. Moxer
OTPHLATENBHO NMOBAHATHL Ha CHOCOOHOCTD K NETOPOXKACHHIO HIH Ha Hepoaubiieroca pedetka.
MeTunoBsiil cinpt: MeTaHon no cTeneHH BO3RCHCTBUA Ha OPraHH3M YeNOBEKa OTHOCHTCA
K YMEPEHHO omacHbIM BeniecTsaMm (3-if knace omacHoctd mo I'OCT 12.1.007-76). [Ipeaenvho
aonyctuMan koHuentpauus (f1/1K) & sosayxe paGoueit 3omm - 15 Mr/m® (MakcuMmanstan

pasosasn), S Mr/m® (Cpeanss cMeHnas).

Ou3uveckan ONAcCHOCTb MEIHUHWHCKOTO H3A/IRA

Texuuueckuit GopMannH, BXOAAWMA B COCTaB H3AEAHA, TOPIOMAR KHUAKOCTH, MAapbl
KOTOpO# Np¥ CMCUICHUM C KHCAOpOAOM BO3AyXxa o0pasyloT NMOXKapoB3PbIBOOMACHLIE CMECH.
lMokasarenn noOXapHOH ONMACHOCTH TEXHUYECKOro QopmannHa ¢ MaccoBoi  aonew

¢opmansaernaa 37.0% u maccosoit goncit meranona ao 10% cneaylomue:
—  TEMNepaTypa BCNLIKY B OTKPLITOM THINIC - HE MeHee 92°C;
—  TeMmneparypa BOCIUIAMCHEHHMA - He MeHee 98°C;
— TeMIepaTypa CaMOBOCIUIaMEHEHHS - He MeHee 426°C;
— HWXHHH TeMnepaTypHbIi peaen pacnpocTpaHeHHS TUTaMeHH - He MeHee 67°C;
—  KOHLCHTPAUMOHHbLIC NPEIeNbl PACPOCTPaHEHHS Mnameny - 10,9% 06. - 59,8% ob.;

—  MHHMMAJIbHOE B3PHIBOONIACHOE coaepkaHue KHCIopoaa - He Gonee 8,3% 06.

CpeacTsa NOKAPOTYLUICHHR: TOHKOPACHBINCHHAA BOMA, BO3AYIWHO-MEXaHHUECKAs NEHa,
NOPOILLKOBbIC OTHETYIUALUNE COCTABLI.

IMoxapHas  Ge3omacHOCTe TPOM3IBOACTBA  JOMKHA  0OECreumBaTLCA  CHCTEMaMH
MPOTHBONOXAPHON 3alHTH K oprrexmeponpHaTiamy no FOCT 12.1.004-91.

—  TpebGoBaHus B3pbiB0oOe30NacHOCTH:

TpeGosanua k ofopynosannio - no deaepanbHLIM HOpMaM M npaBunam B obmacTi
npoMbllieHHoit  GesomacHocth  «OOmme  npasuna  B3peBoOE30NacHOCTH UM
B3PHIBONOXKAPOONIACHEIX  XHMHMECKHX, HedTexHMHuecKHX M HedrenepepabaTsiBaroInX

NPpOU3BOACTBY.

—  TpeGoBanns panuanHonHoii GesonacHocTh.

He npuMennmo.
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23. HenpumeHnMble K 3KcnnyaTauMoOHHON AOKYMeHTauum Ha «37Y0 PacTBop

thopmanbgernga HistoSafe®» TpeboBaHus Mpukasa M3 P® oT 19 auBaps 2017 r. Ne MH

MyHKT Mprkasa M TH

1) OnucaHune NpUHaaNeXHOCTeR, MefULUHCKUX U3aennii
NN N3LEeNNIA, He ABNAIOLWMXCA MeAULUHCKUMU, HO
npeayCMOTPEHHbIX A/1F UCMO/b30BaHNA B KOMOUHALMUN C
MeAULUHCKUM n3gennem (Npu Hanmumm);

2) VHdopmaumsa o Hanmunm B MeULMHCKOM N34eNnm
NeKapCcTBEHHOI0 CPesCcTBa A1 MEAULMHCKOTO NPUMeHeHNs,
mMaTepuasnos XWBOTHOTO U (M) YENI0BEYECKOTO MPOUCXOXAEHNS;

3) Tpe6oBaHMA K MOArOTOBKE MU KBaNU(MKaLUmM nn,
OCYLLLECTBAAKOLWNX YCTAHOBKY (MOHTaX) MeAULMHCKOrO uU3genus
(Mpun Hanuuun);

4) VH(popmaumsa o nopsake yCTaHOBKU, MOHTaXa,
HACTPONKKN, KaNnMOPOBKM N NHbIA AEACTBUAX, HEOOX0AMMbIX A5
BBOJA MEAULMHCKOIO M34enns B aKCnyaTaumto;

5) WHhopmayms ans npoBepKn NpaBuabHOCTH
yCTaHOBKM (MOHTaXa) MeIMLIMHCKOro U3AeNns 1 ero roTOBHOCTH K
6e3onacHoi paboTe aKcnayatayuu;

a) COZIepXKaHue 1 NepruoiNUYHOCTb TEXHUYECKOTO
06CNY)KMBaHUSA, BK/OYAA OYNCTKY U Ae3UH(EKL N0 MeAULMHCKOrOo
n3genus;

6) nepeyeHb NPeoCTaBNeHHbIX MPON3BOANTENEM
(M3roToBMTENEM) MEANLMHCKOTO U3[eNNst CBeAEHUNA, KNtoYel,
naponei goctyna, NporpaMM, HeO6XOAMMbIX AN MOHTaXa,
Hanagku, aKcnayaraymm n TEXHUYECKOTo 06CNyXNBaHNA
MeANLMNHCKOrO U3AeNns;

B) nepeyeHb PacXofHbIX MaTepuasnos (KOMMOHEHTOB,
peareHToB), a TaKXXe NpoLesypy Ux NpUMeEHEHUs 1 3aMeHbl;
r) Heo6X0AMMOCTb KannbpoBky A8 obecneyeHus

Hajnexatlein n 6e3onacHoin paboTbl MeLULUHCKOrO U3fenns B
TeYyeHue CpOKa ero cnyxool;

0) MeTO/bl CHUXEHWS PUCKOB, CBA3AHHbIX C
yCTaHOBKOW, KannbpoBKOM UM TEXHUYECKUM 06CTY)KMBAHNEM
Me[ULNUHCKOrO N3AeNunaMm;

) MH(hopMaLMIo 0 MOHTaXe, HanafKe, HaCTPOIiKe,
KannbpoBKe N UHbIM AeACTBMAM, HEOOXOAMMbIM 15 BBOAA
MeMLMHCKOro U34enuns B aKCnayataumo 1 ero npasuibHON
akcnnyataunu (NMpUMeHeHUs);

X) MH(OopMaLMIO 0 NepeyHe OCHOBHbIX XapakKTepucTuK no
akcnayaTauum (NPUMEHeHN0) MeAULMHCKOrO U3LeNnus, yCnoBUAM
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O60CcHOBaHMe
HEMPUMEHUMOCT U

N3penuns He nmvetoT
MPUHAAIEXXHOCTEN U He
cofiepXaT B CBOEM
cocTaBe /IeKapCTBEHHbIE
cpeacTsa Ans
MeANLMHCKOro
NMPUMEHEHUA, MaTepuan
XUBOTHOro u (unu)
4eN0BeYeCcKoro
MPOUCXOXAEHNS.

N3penuns He TpebytoT
YCTaHOBKM
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TPaHCMOPTUPOBKM 1 XpaHeHMs (Hanpumep, TemnepaTtypa u
BNAXXHOCTb BO3JyXa, OCBELLEHNE N NHblE XapaKTePUCTUKM);

3) nepeyeHb NPUMEHSEMbIX MPOU3BOAUTENEM
(M3roTOBUTENEM) MEAULMHCKOTO U3MeNNS HALMOHANbHbIX
cTaHAapToB

6) WH(opmaums o nopsake o06paboTku MegnLMHCKOro
n3genns 4na ero NOBTOPHOrO NUCMOb30BaHNUSA, BKNKOYAsA OYUCTKY,
Ae3HMeKL M0, YNaKoBKY M NpU HEO6XOAMMOCTIN METOA NMOBTOPHOIA
cTepunusayuu (ecnn MeauLMHCKOE n3genve npegHasHavyeHo ans
MHOropa3oBOoro UCNosib30BaHMA), a TaKXe KpUuTepun
HEMPUTOAHOCTM MEANLMHCKOIO U3aenns Ans NpUMeHeHUs;

7) WNHpopmaymsa o HeobxoamMmon o6paboTke
MeLVLUHCKOTO N3aenuna Ana ueneli ero NOBTOPHOI0 NPYMEHEHUSA MO
HazHa4YeHWo, BKIOYAsA OUUCTKY, Ae3UHMEKLNIO, YNTaKOBKY 1 Npu
Heo6Xx04MMOCTM MeTOZ NOBTOPHOW cTepunmnsayuu (ecnu
MeLNLMHCKOE n3genne npegHasHavyeHo 4N MHOropasoBoro
MPUMEHEHMS NO HA3HAYEHWIO);

8) MHhopmaumsa o npupoge, Tune, a Takxe (npu
Heo6XxoanuMOoCTH) 06 MHTEHCUBHOCTM W pacnpeesieHnn n3nydyeHns
(3NeKTpoMarHMTHOe, MOHU3MPYIOLLEe, NHOE) MeLULMHCKOro
n3genusa n cnocobax 3awuTbl NOTPedbUTENen N TpeTbUX NNL, OT
HenpeLHaMepPEeHHOr0 U3yYeHns B NpoLecce aKcnayartaymm
MeAULMHCKOro n3genuns (ecnn MefuLUMHCKOe n3fenme co3faer
OMNAacHbI AN NOTEHLMANbHO ONACHbIN YPOBEHb U3NTyYEHUS Mpu
MCMOMb30BaHUMN MO Ha3HAYEeHNIO);

9) NHdopmaums o cTepusibHOM COCTOAHUN
MeULMHCKOTO U3LeNns, MeTofe ero CTepuan3aLumn n o nopagke
[eiCTBUIA B CNyYae HapyLleHUs CTeEPUIbHON YyNakoBKu (ecnu
MeAULMHCKOe 13feNne NoCTaBaseTCs B CTEPUILHOM BUAE) UK,
ecnu MeAuLMHCKOe U3jenine NocTaBnseTcs HeCTEPUIbHBIM,
yKasaHue Ha He0OOXOAMMOCTb ero cTepuinsanmmn nepeg
NCNONb30BaHNEM;

10) VHopmaums ana ngeHtTudpumkaumm MegmumHcKmnx
n3aenuii ¢ uenbio nNonyyeHns 6esonacHoii KoMoUHauun n (unwm)
NH(popMaLmMo 06 N3BECTHbLIX OFPaHNYEHUSIX MO COBMECTHOMY
NMPUMEHEHNIO MEANLMHCKNX U3AENNIA N0 HazHayYeHuto (ansa
MeANLMHCKUX U3henuid, npefHasHauyeHHbIX 418 NPYMEHEHUS Mo
Ha3HaYeHMO B KOMOBUHALMMN C APYTMMU MEeLNLMUHCKAMM
n3genmamm, BkaoYas MegnumHCKoe n3genmeans UarHoCTUKy in
Vvitro);

11) NHpopmauma o mepax npesocTOpoXHOCTH,
npeAnpUHUMaeMblX B Cy4ae:

a) HencnpaBHOCTU MEAULMHCKOro n3genus, c6os B ero
paboTe NN OTKNOHEHWI B (DYHKLMOHMPOBAHWUW, KOTOPbIE MOTYT
BNVATb Ha 6€30NacHOCTb MeAULMHCKOro U3Lenuns, B TOM Yucne
onpefensieMbiX Mo BHELWIHUM MpU3HaKam;
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W3penns He
NCNoNb3yTCA NOBTOPHO

M3genma He MMET U HC
MCNOMb3YIOT U3NyYeHue.

WN3pennsa He aBnsaoTCs
CTEPU/IbHBIMU
MeANLMHCKMMM
N3LeNNAMU.
HeobxognmocTun B
cTepuansaLnm Het

M3penua ncnonb3yetca
6e3 KOMOUHaLuu ¢

ApYTrumu
MeANLMHCKNMY

n3gennamn

MNepeuyncneHHble
CBOMCTBA OTCYTCTBYIOT B
JaHHOM MefMLMHCKOM
nsgenun
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0) BO3/AeCTBUS Ha PYHKLMOHNPOBAHME MEANLIMHCKOTO
U34ennsa BHELWHMX (PaKTOPOB, CBA3aHHbIX C MPUMEHEHWEM
MeANLMHCKOro 134enns B KOMGMHaUUM ¢ ApyrumMm meanumnHCKUMm
n3genuaMmmn n (Mnm) obopyaoBaHMeM, UM TaKUX NpefcKasyemblX
(haKTOpOB, KakK BHELLHMWE 3/1IeKTPOMarHUTHbIE MONS,
aneKTpocTaTU4ecKme paspsagbl, n3nydeHune (3NeKTPOMarHUTHOE,
NOHU3NpYtOLLLee, NHOE), aTMOCKepPHOe faBneHne 1 ero nepenagsl,
BNAXHOCTb M TemnepaTypa BO3AyXa;

B) pMCKa 3/1EKTPOMarHUTHbIX MOMEX, CO3AaBaemMblX
MeANLVHCKAM M3Aennuem Ansa ApYrux MeguuMHCKUX U3LENUi,
060pyA0BaHNA U CPEACTB CBA3W NpY NPOBEAEHUN U OLLeHKe
pe3ynbTaToB AMarHOCTUKW, IEYEHUS WX MPU ero NPUMEHEHUN No
HazHayYeHUto (Hanpumep, 3/1eKTPOMarHUTHOE U3fyyYeHune
MeANLMHCKOro M34enns, OKasblBatolLee BIUAHME HA Lpyroe
obopypoBaHue);

12) OnucaHne KannbpaTopoB N KOHTPOJIbHbIX
marepuanos;

13) VH(opmaLums 0 NpocneXXnBaemMocTn 3HaYeHNUN,
3afjaHHbIX AN KanmbpaToOpoB UAN KOHTPO/bHbLIX MaTepuanos,
KoTopas obecneynBaeTcs NOCPeACTBOM JOCTYMHbIX peepeHTHbIX
MeToAnK (MeTofoB) U3MepeHus v (UIn) aTanoHOB;

14) PacueTbl 1 MHTEpNpeTaunm pesynbLTaTos
TecTUpoBaHusa W, NpU He06Xo0AMMOCTU, UH(OPMaLMIO O
Llesiecoobpa3HOCTM NPOBeAEeHNA NOATBEPXAAIOLLUX TECTOB;

15) XapakTepucTUKN aHaNnMTUYecKoin athPeKTUBHOCTML:
YyBCTBUTE/IbHOCTb, CNELUPUYHOCTb, NPaBUIbHOCTD,
MOBTOPAEMOCTb, BOCNPOU3BOAUMOCTb, Npesesi 06HapyXeHus
(LeTekumn) 1 guanasoH M3MepeHus, BKIKOYaa MHpopMaLmio o
B/IMSAAHUMN U3BECTHbLIX UHTEp(epeHTOoB, 06 OrpaHNUYeHNaxX Metoma u
MCNONb30BaHUN AOCTYMHbIX peepeHTHbIX MaTepnanos 1 MeETOA0B
aHanm3a;

16) XapakTepUCTUKN KNNHNYECKO 3PHEKTUBHOCTH:
AMarHocTmyeckas YyBCTBUTENbHOCTb M AMarHocTuyeckas
cneynguYHoCTb;

17)  Buonoruuyeckuii peepeHTHbIA MHTEPBaN NPUMEHEHNS
MEeANLMHCKOTO U3LeNus;

18) WH(popmaumsa 06 nHTephepupyowmnx BeLLecTBax.
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M3penua He cogepxkaT B

CBOEM coCTaBe
KanmbpaTopos
KOHTPO/IbHbIX
maTepuanos

N3penua He asnstoTca
aHaIMTUYECKUM WK
ANArHOCTUYECKUM
HabopoM peareHToB, a
ABNAIOTCA
BCMOMOraTe/ibHbIM
CpesLCTBOM B

AnarHoOCTuKe, B CBA3N C

4yeMm Ha ux paboty
UHTephepupytoLLmne
BellecTBa BO3AencTBus
He 0Ka3blBalT.
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«YTBEPXJAIO»
TeHepanbHLIA JHPEKTOP

WMHCTPYKI A 110 ITPUMEHEHHIO
MEJUIIMHCKOI'O U3IEJINA

«37% PactBop dpopmaibaeruaa HistoSafe®»

Bepcun doxymenma Ne3 om 05.02.2021 2.
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Ornasaenne

HaumeHoBaHMe MEAULIMHCKOTO H3ACIHA

IIpoussoaMTEND M €TO YONTHOMOYEHHBIH TIPECTABHTEND
Hasnauenue MeAUIMHCKOrO M3ACIHA W IPHHLMIT AeHCTBUA
OyHKUMOHANBHOE Ha3HAYMCHHE

Llenesod anaauT

Crieundurueckoe paccTpoficTBo, COCTOAHHE HTH (aKTOp pUCKa, ATA OGHAPYIKEHUA, OTIpefeneHH
HWiH nap¢epeHIMpoBaHAA KOTOPOro NPeHa3HAYSHO MEAHLIHHCKOE H3eNHe

Tun anann3upyemore o6pasua

O6nacTb NPHMEHEHNS MEAHLIMHCKOTO M3IENHA

Pucky nprMEHCHHA MEAUUMHCKOTO M3ACITHA, MPOTHBOIIOKA3AHNSA, OXXHAaeMbIe H

npeAcKasyemble MOOoYHbIC 3P (eKThl, CBAIAHABIC ¢ TPHMEHEHUEM METULIMHCKOTO H3MIEAUA 110
HasHAYEHHIO

TpeGoBaHHA K NOMEILLEHHAM

TexHHYECKHE XaPAKTEPUCTHKH MEXHULHHCKOTO H3LEIHA

[ToAroToBKa K NPHMEHEHHIO 1O HA3HAYEHHIO, IKCIUTYATAlHY MEAHIIMHCKOrO H3Aenus
Omucanue MPHMEHEHHA MCAMITHACKOTO H3/IENHA, ONMCAHHE PEATEHTOB

Marepuanel, koTopsie TpeGyroTes An4 paboThl ¢ MEANLMHCKHM H3AcnHeM 37% Pactaop
dopmannaeruna HistoSafe®, He coaepxarca B KOMIIEKTE NOCTABKH MEAMLUMHCKOrO wigenus 10
XapakTepucTHK CTAOUNIBHOCTY MEAHLMHCKOTO H3EHA 19 AHATHOCTHKH in vitro (ycnosus
XpaHEHHA MEANLIKHCKOTO H3AENHA, TPAHCIIOPTHPOBKH # IKCILTYATALMH, CPOK TOAHOCTH NOCNE

h & & &
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BCKPLITHA TICPBHTHOH YTIaKOBKH), TAPAHTHH TIPOH3BOAUTENA 10
Undopmauna of ycnoeuax, Heobxoaumsix mia cGopa, 06paboTky ¥ nOAroToBKH o0pasuos,
JaHHble IO CTaOUNBbHOCTH AHATH3NpYEMBbIX 06pa3LoB 11

HudopMauus pnia norpebureneit METHIMHCKOTO H3AECTHA O MEPaX NPEAOCTOPOKHOCTH,
NMpEANPUHUMAEMBIX B CITy4ae HeoGXOAMMOCTH, a TAKXKE O Mepax, IPeANpPHHUMaEMbIX B
OTHOIICHHHU NOTEHUHANBHO HHPEKUMOHHOFO MaTepHana, COASPNKAUIEroCH B MEAHIIHHCKOM
U3RENMH IS AMATHOCTHKH in vitro 12
HorTOpHOE HCIONB30BAHHE MEAULIMHCKOTO H3ACTHA’ 13
OrpanuueHus, ceszaHHbIe ¢ MPpobOH, KOTOPHIE MOTYT NOBAHATH HA Pe3yAbTAaT Hccheaopanus 13
OGCTOATENLCTRA, [IPH KOTOPLIX NOTPEGHTEND A0MKEH NPOKOHCYNBTHPOBATHCH ¢ MEAMIMHCKUM

paboTHHKOM 13
HndopMatus 0 nepecMoTpe 2KCNAYATAUHOHHOH AOKyMEHTaLUH 13
Mepbi NpeAOCTOPOKHOCTH B OTHOIICHHH 6€30NIaCHOH YTHIH3AUHH MEIMUMHCKOrO H3AeNNA,
NIPHHAVIEKHOCTEH H PACXOAHBIX MATEPHANOB 14
Henpumenumbie K SKkCIUTYaTaUMOHHOR NOKYMeHTaUHH Ha «37% Pacteop popmansaeruga
HistoSafe®» tpebosanua [Tpuxaza M3 P® o1 19 ansapa 2017, Ne 18 17

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU




1. HanMmeHoBaHMe MeAULUHCKOTO n3genmsa
37% Pacteop hopmanbaernga HistoSafe®, no TY 21.20.23-009-89079081-2017

BbIMYCKAEeTCS B CNeAyroLmx hacoBKax:

Ne  HaumeHOoBaHMe MeAULMHCKOrO M3aenus O6bem KaTtanoXHblii
n/n HeTTO HoMep(apTukyn)
1 37% PacTtBOp hopmansgermga HistoSafe® 1n B06-005/S

2 37% Pacteop opmanbgernga HistoSafe® 255n B06-005/Q

3 37% PactBop popmanbgernga HistoSafe® 5n B06-005/M

4 37% PacTteop opmanbgernga HistoSafe® HOn B06-005/L

S 37% Pacteop opmansgernga HistoSafe® 20 n B06-005/X

2. Mpoun3BoanTeNb U €ro YNoJIHOMOYEHHbIN NpeACTaBUTENb

MpounssoguTens (NpegnpuaTWe-U3roTOBUTENb) MeAULMHCKOro wusgenus: O6uiectBo ¢
OrpaHuyeHHo OTBETCTBEHHOCTbIO «3prollpogakLLH» (000 «3prollpogakiH»),
topuanyecknii - agpec/aktnyecknii  agpec: P®, 199106, CaHkTt-lMeTepbypr, LUkunepckuii
npoTokK, gom 14, kopnyc 39, nutepa M. Tcn./ake: +7 (812) 305-06-06.

OpraHusaums, ynosHOMOYEHHas fAnd  Npuéma peknamauuii, KacallMxca KadyecTsa:
O6uwectBo ¢ OrpaHumyeHHoir OTBeTcTBEHHOCTbIO (OO0 «BuoButpym»), P&, 199106,
CaHkT-lMeTepbypr, bonbwoin np. B.O., a. 68, nut. A., Tcn/dake: +7 (812) 305-06-06,

info@biovitrum.ru.

3. HasHayeHMe MeAULUHCKOTO N34enms n NpuHLNN AeicTems
Ha3HayeHue

«37% PactBop opmanbgernga HistoSafe®» npegHasHauyeH AN4 MCMNONb30BaHUS B
KayecTBe (pkcatopa npu 06paboTke 6MONOTMYECKNX TKAHEN U KNUHUYECKNUX 06pa3LioB.

MoTeHUManbHbI NoTpebuTensb

«37% Pacteop hopmanbgernga HistoSafe®» npegHasHayeHO A1 WUCMNO/b30BAHUA B
YUpeXAeHnaxX MeAuuuHbl U 34paBoOOXpaHeHUs B nabopatopumax Crefyrouiero npopuns:
TMCTONOIMYecKOoro / matos0roaHaToMMyeckoro / natoMopgoiornyeckoro / Mophosornyeckoro;
ANA KNIMHUYeCKOW W nabopaTOpHOW AmarHocTukuW. MeguuunHcekoe wsgenne «37% PacTsop
thopmanbgernga HistoSafe®» npeAHa3HayeHO A1 NPOMECCUOHANBHOTO WCMONb30BaHUA W
[O/KHbI 6bITh MPUMEHEHbI CneunanbHO 00yYeHHbIM KBanugpuLMpPOBaHHbIM MepCcoHanoM, Takum
KakK Bpay K/IMHNYECKOW N1abopaTOpHON [MArHOCTUKMN, MeSULUHCKWIA, NabopaTopHbI TEXHUK W
WHOW cneumanucT, umewwWwmmMm 6a30Boe 06pa3oBaHWe MeLULMHCKOTO WAK 6MOMOrMYECKOro

Mpouas He HUXKe CPeAHEro CreLmanbHOro v NpoLeAWwnii NpeaBapuTenbHOe 06yYeHNe.

KpaTHOCTb NPpUMEHEHUA U TEXHMYECKOEe 06CNyXXUBaHmMe
MepauunHckoe nsgenne«37% Pacteop opmanbgernga HistoSafe®» npefHasHayeHo ans

OIHOKPATHOro NPpUMEHEHNA U HE noAnexXat TEXHUYECKOMY O6CI'Iy)KI/IBaHVI}O.
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Ipunnun aeficreua/mMeTona

®uxcauma obecneunBaeT crabwm3auMio TKAHEBHIX CTPYKTYP M HX YIUIOTHEHWe,
NPEKpallacT ayToNH3, CTabMnusHpyeT noKanu3aumio CTpykTyp. Jlng gocTuxeHus aTo#t nenu
BO3MOXHBI pa3nH4HBIE METOABL. B YaCTHOCTH, XMMHUECKHIE MeTOA MpH NOMONIM aabaernaos. K
ITO# rpynne oTHocATCA Meannutickoe uiaenue«37% Pactsop dopmanbacruaa HistoSafe®».

INMpunuun ¢pukcauun npu nomowM GopMaauHOB (PEareHTOB, WMEIOLIUX aNbACTHAHYIO
TPYRNY) OCHOBAH HA UX BHICOKOH XUMHYECKOH W OMONOrMYeCKOR aKTHBHOCTH M CNOCOOHOCTH K
dopMHPOBaHUIO NEPEXPECTHLIX CUIMBOK MEXY APOTEHHAMH W HYKNEHHOBBIMU KHCIOTaMH, a
TAKXKE MEXKAY HYKICHHOBBIMH KHCIOTAMH M NPOTEHHAMH,

OcHosoft npoaykra ssiaserca ¢opmanur — pacteop ¢opmansxernaa B Boae. B
nNpHCYTCTBHM BoAbl (hopmanbaerna obpaTtumo o0pasyeT METHICHTIHKONL (METaHIHON).
Metunenraukons pearupyer ¢ HCCKONbKHMM OOKOBbIMH uensmp Oenkos n  obpasyer

‘ peakuMoHHOCNOCOOHUIE  ruapokcuMeTHneHoBbie rpynosl  (-CH2-OH). Dopmuposarne
THAPOKCHMETHUACHOBbIX OOKOBBIX LENEH ABAACTCA OCHOBHOW # HaubONCC XapakTCpHO#H
peakuueit ana popmannHoBbix pukcaTopos. HenocpeacrseHHo $popMHpoBaHHE NEPEKPECTHBIX
MOCTHKOB (METHIEHOBHIX MOCTHKOB) 3aHMMaeT HE3HAuYMTeNbHOe Bpema B ofuieM npouecce
tuxcaunu Guomarepnrana. BulweonHcanHbIi NPOLECC NPHBOAUT K OCTAHOBKE GHOXUMHYECKHX
NPOLECCOB pacnala B TKAHAX H YNJOTHEHHIO QukcHpyemoro Guomarepuana, NO3BOIAIOWNIA,
NOCNE  TUCTOAOTHYECKOH  NPOBOAKY, ~MHMKPOCKOITMPOBATH  NPENapaThi, OKPALICHHLIMM
PYTHHHBIMH OKPACKaMH, TAKHMH Kak reMaTokcunti-203uH, LIIHK-peakumeit, anbunaHosbiM

CHHHM Y 1Ip. OKPACKaMH.

4. PYyHKNHOHANLHOE HASHAYCHNE
Meanunnckux usgenuht «37% PactBop dopmanbaeruna HistoSafe®» cocrour B
obecneveHnH MpeaHaNHTHYECKOH CTaauH natoMopgonornyeckoro aHanusza Ouoncuiinoro

(omepanHoHHOr0) M ayTONCHHHOTO MAaTEpHana, BHINONHAEMBIX B XOJ€ KIHHHYECKOH
nabopaTopHoil AMArHOCTMKH PadIHYHBIX NATONOTHH “enoBeKa. SIBAACTCA YHMBEPCANbHBIM
(rxcaTOpOM IR BCEX BHAOB TKaHEH: 3MHTENHANbHAA, HEPBHAA, MBILICYHAA, COCANHNUTENbHAA.
Meauuunckoe  usnenue«37%  Pactrop  dopmansaermaa  HistoSafe®»  asnsiorca
BCIIOMOraTeNbHBIMH CPEACTBAMH B AMATHOCTHKE in vitro (n.5 [Ipukasa M3 P® ot 19.01.2017 Ne
118).

s, Llenesoii anaaur

He npuMeHAMO 1A ZaHHOTO MEIHUHHCKOTO U3NCHA.
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6. Cneymndunyeckoe paccTpoiiCTBO, COCTOSIHUE UK haKTOp pUcKa, ANs
06HapyXeHUsl, onpeaeneHns nnu AndhepeHLMpoBaHns KOTOporo npegHasHayeHo
MeanLMHCKOE n3aenne

Mcnonb3yoTcs Ans NpoBefeHMs NaTonoro-aHaTOMUYECKMX UCCNeA0BaHWNIA ANS BbiSBNEHNS
NaToONOTUYECKNX W3MEHEHWIA B TKaHAX 4enoBeka. [Ns  BbISIBNEHUS  OHKOMOTUYECKMX

3a60/1eBaHNiM, A3BEHHON 60ME3HN N APYTNX MATONOrNIA, CBA3AHHbLIX C M3MEHEHNEM MOPdOIornm

obpasua TKaHu.

7. Twun aHanusnpyemoro obpasya
dukcaunm nogBepraroTca TKaHW 4YenoBeka: GUMOMCWIAHLIA WM ayTOMCWIAHbLIA MaTepuan, B

TOM YUC/e OMNEPALMOHHBIA MaTepman pasNMyHbIX pasMepos.

8. O6nacTb NPUMEHEHNA MEAULMHCKOIO MU34enns

MpodeccnoHanbHOe MNPUMEHEHME B  KAMHWYECKOW NabopaTOpHOM AMarHOCTMKE B
cneunanu3nMpoBaHHbIX NabopaTopmax NaTon0roaHaTOMUYECKUX W NaToMOpPKON0rn4ecKnx
OTAENEHUA  YUYpeXAeHWid  MeauuMHbl U 34paBOOXpPaHEHMs  Cneaylowero  nNpopuns:
rMCTONOrMYecKoro/naTonoroaHaToMmyeckoro/natomopgonornyeckoro/ MOPJON0rN4ecKoro;

AN KNNHWYECKON 1 nabopaTOPHON AMarHOCTUKMK in vitro.

9. PUCKM  NpUMEHeHWs  MeAMUMHCKOro  u3aenusi,  NpoTUBOMOKasaHus,

OXWAaeMble U npeackasyemble M060YHbIE 3PHEKTbI, CBA3aHHble C MNPUMEHEHUEM

MeANLMHCKOTO MU34eNnda No HasHauYeHUo
MoTeHYManbHbI PUCK NPUMEHEHNA MEeAULUHCKUX n3genunin 37% PacTBop (opmanbaernia

f HistoSafe® - knacc 1 (FOCT 31508-2012, T[lpukas MwuHuCTepCcTBa 34pPaBOOXPaHEHUS

Poccuitickoii depepaymm ot 6 noHsa 2012 r. N 4R).
He gonyckaeTcsi MCNOMb30BaTh NPOAYKLMUIO C UCTEKLUMM CPOKOM FOAHOCTM, NPU HaMunm
MOBPEXAEHWU/ MNEPBMYHON YMaKOBKM C yTpaToOi repMeTMYHOCTW, MpW WU3MEHEHWW LBeTa

pacTBopa.

B npouecce aHanM3a puckoB 6bIn UAEHTUDULUPOBAHbI PUCKM YKa3aHHble B TabiunLe
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lMepeyeHb PUCKOB:

VHuynnpyroumne
cobbiTue

CnyuaiiHoe
OMpOKMAbIBaHME
NPOAYKLUN B Xogae
NCMONb30BaHUS

CnyualiHoe
OMpOKMAbIBaHME
NPOAYKLUN B X0Ae
MCNo/b30BaHMA

CnyuaiiHoe
nponuTue Npu
TPaHCNOPTUPOBKE

Cnyu4aitHoe nageHue
KaHUCTpbl Ha
KOHEYHOCTb

CnyuyaiiHblli Harpes
OTKPbITOW eMKOCTH C
(hopmManuHamu

OnacHas
cutyaumsa

dopmanuH
pasnnBaeTcs Ha
HesalWwnWwEHHY0
MOBEPXHOCTb
KOXMU

dopmanuH
pa3nvnBaeTcs Ha
MOBEPXHOCTb
paboyero ctona

dopmanuH
pa3fnMBaeTcs Ha
60/1bLUYI0
MOBEPXHOCTb.

KaHucTtpa c

hopmanmHom
nafaeT Ha Hory.

BbigeneHne
napos
thopmanbgernga
B OKpY>KatoLLyto
Cpeny
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Bpes

MO>XeT BbI3BaTb
3yf, Nerkyto
rMnepemMuto.
MoxeT
Crnoco6CcTBOBATH
pasBUTUIO
OHKOJIOTMYeCcKoro
3a60n1eBaHus.

Mpw BAbIXaHUN
MO>XeT Bbl3BaTb
Cne3oTeyeHue,
nepLUeHne B ropne.
MoxeT
cnoco6CcTBOBAaTH
pasBUTUIO
OHKO/IOTMYECKOTO
3abonesaHuA.

Mpu BAbIXaHUK
MOXXET Bbl3BaTb
cnesoTeyeHue,’
nepLIeHne B ropne.
MoxeT
crnocobcTBOBaTL
pasBUTKIO
OHKO/IOTMY€eCKOro
3a60/1eBaHunA.

MoXeT Bbl3BaTb

noBpeXzeHue
KOHEYHOCTW: yLING

Mpwn BAbIXaHUN
MOXXeT Bbl3BaTb
cnesoTeyeHue,
nepLieHune B ropne.
MoxeT
cnoco6¢cTBOBaTH
pasBUTMIO
OHKOJIOrM4€ecKoro
3a60/n1eBaHuA

BepoaTHo
CTb

Hwn3kas

Hw3kas

Hwn3kas

Hwn3kas

Hwu3kasn

Cteneii OueHKa

b Bpefja [onycTUMocCT
7

CpegHa  OonycTtumo

!

CpegHa  [onycTtumo

f

CpeaHa  donycTumo

A

Huskas  [lonyctumo

CpefHa  [onycTumo

A



B Mpouecce MeHefKMeHTa pucka MpeaBapuTebHbI aHanu3 He BbIABUA PUCKOB,
TPebyLWmMX MeponpuATUIA MO CHMXKEHUIO YPOBHA pucKa A0 MPUEMNIEMOrO, B CBA3N C YeM
paboyas rpynna no MeHeLKMeHTY pUCKa He NpUMeHsna Npouesypbl No YNpasaeHMO pyucKamu.

Takum 06pa3oM, BO3MOXHble pUCKM Ana u3genusd «37% PacTtBop Qopmanbaerunja
HistoSafe®» no TY 21.20.23-009-89079081-2017 ABnat0TCca npuemaeMbiMU: NPEUMYLLECTB 415

nauneHTa n MegnynHCKoOro pa60THl/IKa 60/blle, YeM BO3MOXHbIX ONAaCHOCTEN.

10. TpeboBaHMA K NOMeELLEHUAM

Mpon3BOACTBEHHbIE PabOThI LO/MKHBI MPOBOANTLCS B MPOBETPUBAEMbIX MOMELLEHUAX, UK
B NOMeLLeHNAX, 060py0BaHHbIX MPUTOYHO-BbITSXXHON BeHTunauuen no FOCT 12.4.021-75 u

CI 60.13330.2016. KpaTHOCTb 06MeHa BO3ayXa - He MeHee 8.

TpeﬁoBaHI/IFl 6e30MacHOCTKN K npon3BoACTBEHHbIM MpoueccamMm A0/IKHbI COOTBETCTBOBATH

Crn 2.2.2.1327-03, TOCT 12.1.008-76, TOCT 12.3.002-2014 un «[lepeyHto 06sa3aTe/IbHbIX

I/IHCprKLI.I/II7I no TeXHWKe 6e30MacHOCTH, I'IpOMbILIJI'IGHHOVI CaHUTapmnn un I'IpOTI/IBOI'IO)KapHOI\/'I

6e30nacHOCTUN».

Paboune wmecTta [OMKHbI ObITb 060pyfaoBaHbl no FOCT 12.2.032-78 wn TOCT
12.2.033-78.

TpeboBaHUS K KOHTPO/KO COCTOSIHMA BO3AyXxa pabouyeli 30HbI - no FOCT 12.1.016-79 u
FOCT 12.1.014-84; opraHmnsaumsa koHTponsa - no CIn 1.1.1058-01.
MepuoLNYHOCTbL KOHTPONSA - cornacHo P 2.2.2006-05 n CIM 1.1.2193-07.
B nNpou3BOACTBEHHbIX MOMELLEHNAX LOMKHO OblTb 06eCnevyeHoO Hanmume KUMNAYEHOW BOAbI U

anTeuykn ¢ MeauKamMeHTaMu AN OKasaHWs NepBoli MeAULUHCKOA NOMOLLM.

11. TexHUYecKme XxapakTepnucTukn MeguLLMHCKOro usgenns
CocTaB MeANLMHCKNX NU3Aennii
HaumeHoBaHue meaunumHckoro nagenns Coaep)XaHne OCHOBHbIX BeLWEecTB, %

37% PactBop hopmanbaervnga thopmanuH (95%-99%), soga (1-5%)
HistoSafe®
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XapaKTepucTuky MeauLMHCKNX U3aenunii

OpraHonenTuYeckune, (HU3NKO-XMMUUYECKME U DYHKLMOHAbHbIE XapaKTEPUCTUKN U3LeNnii
[OMXHbl COOTBETCTBOBATb Tab/MLE, NPU HOPMa/bHbIX KNMMATUUYECKKUX ycnoBusx no FOCT
16504-81 -+15-+25°C.

NeNe HaumenosaHue nokasatena  [MokasaTenu HOPMbI

n.n
1 BHewHnin Bua becuBeTHas npo3payHas XXMAKocTb, 4ONYCTUMO
NoMyTHEHMEe 1 06pa3oBaHMe ocajKa
2 CopgepxaHue opmanbaerna, 36,0-42,0
% (macc./06.)
pH peareHTa nocne pas6aBneHus 6,9-7,4
4 dukcauma matepumana Afpa n KNeTouHble MembpaHbl pasindymmebl, LuTonaasma
COXpaHeHa, He COAEePXUT MPU3HAKOB ayTo/n3a.
12. MoagroToBka K MPUMEHEHUIO MO HA3HAYEHUIO, IKCNyaTauum MeauLMHCKOro
n3genmns

37% PactBop opmanbgernga HistoSafe® pas36aBuTb  BOAOMPOBOAHOW WK
AVNCTUNNMPOBAHHOW BOAOK B COOTHOWweHUK 1:7-8, no6aBuThL (hocgaTtbl HaTpusa 40 Tpebyemoro

pH, HO He 6onee 7,4.

13. OnucaHne NpMMeHeHNA MeLULMHCKOTO U3LeNns, ONncaHne peareHToB

Mopagok npoBefeHuns npouenypb™

Mpouesypa npumeHeHns wmeguuuHckoro Wsgenmna «37% Pactesop dopmanbaernia
HistoSafe®» ofnHakoBa Ang Nto60ro BapuaHTa NUCNONHEHUSA.

BHMMaHMe: COOTHOLIEHMe TKaHb/(hnmkcatop He meHee 1:20. ®dukcauuto NPoBOAUTL MpU
KOMHaTHOW TemnepaTtype. MakcumanbHas gonyctumas TonwmHa obpasua 1cm. Mpu ToNwmnHe
o6pa3yoB MeHee 3 MM - BpeMsi (puKcaLMu [LO/DKHO COCTaBMATb He MeHee 5 4, npu To/WwuHe
obpasyoB 3 MM 1 6onee - BpemA dukcaumm ot 12 go 48 u. lMpu 3arpsa3HeHUn hopmannHa
KPOBbLIO M APYTUMU PU3NOIOTUHECKUMMN XKULKOCTAMU, (hMKCaTop HEO6XOANMO 3aMEeHWUTb.

OnuncaHne metopja:

MomecTUTb BMONOrMYECKNIA MaTepuan B (ukcatop Ha 5-48 4 B 3aBUCMMOCTU OT pasmepa
obpasua.

Mocne paboTbl HEO6XOAMMO 3aKPbiTb EMKOCTb NMOTHO KPbILLKOIA.

OnucaHue peareHTta
Pacxoq MeaMUUHCKUX W3AEeNnii 3aBUCUT TONbKO OT pasMepa hMKCUpyemoro mMaTepuana -

cocTaBnset 3-10 ma Ha 1 cm® OMKCUPYEMO TKaHW.
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14. MaTepuanbl, KoTopble TpebytoTca Ansa paboTbl C MEANLUHCKUM U3LENTUEM -
37% PacTtBop (popmanbgerunga HistoSafe®, HO He cogepXaTcs B KOMIMJ/IEKTE NOCTaBKU

MeAULMHCKOro 13nenuns

1 BofonpoBogHas UNu AUCTUNNMPOBaHHAS BOAA.
2. MepHble eMKOCTU U3 MOMMMEPHOTO MaTepuana Unm ctTekna ans passefieHns GopmManmHa.
3. EMKOCTb U3 MONMMEPHOro MaTepuana Unm cTekna noaxoasilero o6bema ans

npoBefeHuns uKcauum matepmana.

4. Hatpuii pocopHOKMCAbIA ABY3amMeLLeHHbI 12-BOAHbINA: Y.4.a. unn 4. FOCT 4172-76
5. HaTtpuii pocopHOKNCAbIA 0aHO3aMeLLeHHbI 2-BOAHbIN : Y.4.a. uan 4. no TOCT 245-76
15. XapaKTepucTUKM cTabubHOCTM MeAULMHCKOIO U3aennsa ANa AMarHOCTUKN in

vitro (ycnoBusa xpaHeHUs1 MEAULMHCKOTO U3AeNuns, TPaHCNOPTUPOBKY 1 3KcnayaTauuu,

CPOK FOIHOCTYM MOC/Ie BCKPbITUSI MEPBUUHOM YNaKoBKK), rapaHTUM NPoM3BOAUTENS

YcnoBua xpaHeHus

Cpok rogHocTu: 12 mecques.

He 3amopaxusatb!

Mo wncTeyeHMO cpoka rogHocTn «37% PactBop ¢opmanbfernga HistoSafe®» He
MOANEeXWUT UCMOMb30BAHUIO.

«37% PacTtBop opmanbgernga HistoSafe®» XxpaHAT B 3aKpbITbIX BEHTUINPYEMBbIX
nomeLeHnax npu Temnepatype oT +15®C po +25°C n oTHOCUTENbHOM BRaxHocTn 40 - 80% B

yCcnoBuAax, NCKAKHaroWnx ABVICTBME arpecCuBHbIX cpef, CONHEYHbIX nyqul n Bnaru.

CpoOK rofHOCTK Noc/e BCKPbITUS NEPBUYHON YyNaKOBKMU

CpoK rogHoCcTM nocne BCKPbITUA - [0 MWCTEYEHUA CPOKa roAHOCTW npu cobntogeHun
YCNOBWIA: Nocfie BCKPbITUA ynakoBku MeguunHckoe mnsgenne«37% PactBop (opmanbaerunga
HistoSafe®» [LO/MKHbI XpaHUTLCA BAANM OT UCTOYHWMKOB Harpesa npu Temnepatype ot +15°C go

+25°C, B N/IOTHO YKYNOPEHHOW Tape.

YCcnoBusl TPAHCMNOPTUPOBKU M 3KCNlyaTaLunm
TpaHcrnopTupoBaHne U XpaHeHWe MPOAYKLUUM OCYLLeCTBAAETCA B COOTBETCTBUM C M. 12
FOCT P 51088-2013 npu Temnepatype oT +15®C po +25°C. 3aMopaxunBaHne He [ONYyCKaeTcs.
O6uime TpeboBaHMA K TpaHCNOPTUPOBaHUIO U XpaHeHuto - no TOCT P 51088-2013.
TpaHcmopTMpoBaHUe NPOAYKLMU OCYLLECTBASETCA BCEMW BUAAMU KPbITOFO TpaHCcnopTa B
COOTBETCTBMM C NpaBWIaMmn NepeBO3KK rPy3oB, AeiiCTBYOWMMY Ha JaHHOM BuAe TpaHcnopTa.
Mpu TpaHCMOPTUPOBaHUW, OCYLLECTBAEHUN MOTPY3KW U BbIFPY3KN NPOAYKLUU LOMKHbI
9
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OblTb MPUHATHI Mepbl, NPefOXpaHAloLWMe Tapy OT MeXaHUYeCKUX MOBPEXAEHWI, BO3LEACTBUS
aTMOC(epHbIX 0CaflKOB, FOPOYMX MaTepuasioB 1 KUCNOT.

Mpyn  NOrpy3o4YyHO-pa3rpy3oyHbiX paboTax AO/MKHbI  BbIMOAHATLCS HOpMbl [OCT
12.3.009-76.

MapaHTNa KayecTBa

MpesnpuaTMe-U3roToBUTENb FapaHTUPYeT COOTBETCTBME MEeAULUHCKOro nsgenunsa - «37%
PacteBop opmanbaernga HistoSafe®» - TpeboBaHUSM TEXHUYECKUX YCNOBMWIA NpU COOGMHOAEHUN
YCNOBWI TPaHCMOPTUPOBAHUS, XPaHEHUS W MPUMEHEHWUS, YCTAHOBMIEHHbIX TEXHUYECKUMMU

YCIOBUSIMUN W HACTOSALLEA MHCTPYKLMER NO NPUMEHEHNIO B TeYEHMEe BCEr0 CPOKa roAHOCTM.

16. MNHhopmaumsa 06 ycnoBusx, HE06XoaAnMbIX Asi coopa, 06paboTKu n
NOAroTOBKM 06pasLoB, JaHHbIe N0 CTabUIbHOCTU aHaIn3npyembix 06pasyoB

Temnepatypa XpaHeHMUs W TPaHCMOPTMPOBKMU aHanu3mpyembix o6bpasuyos: +5 - +25 °C.
CTabunbHOCTL aHanu3nMpyembix 06pas3LoB onpegenseTca NAaHUpPyemMon K WUCMONb30BaHUIO
nocne NPUMEHEHUA N3Lenns MeTOLUKOMN.

He ponyckaetcsa 3amopaxuBaHue GuomaTepuana, Kak B (PMKCUPYIOLLEM pacTBope, Tak ”
BHe ero.

[Ona ocywecTtBneHns @ukcaymm npu nomowmn MefuUMHCKOro usgenus - 37% PacTsop
(opmanbgernga HistoSafe® - MakcumanbHas TO/MWMHA OGUONCUMIAHOINO WAW ayTOMCUAHOIO
maTtepuana obpasua He AO/DKHA NpeBbiWwaTh 1 CM, COOTHOLEHNE PuKcaTop/TKaHb He MeHee 20:1
no o6bLemy.

A. B3sTune:

— 6uoncuiiHoro MaTepuana NPOBOAUT Bpay-KAMHULMCT (Npukas MuHucTepcTBa

3apasooxpaHeHns Poccum Nel79 H, n. 9 oT 24 wmapta 2016 r. «O npasunax nNpoBefeHuA

naTtosioroaHaTOMNUYeCKnx VICCI'Ie,L'l,OBaHI/IVI»);

— B3ATNE ayTOHCMﬁHOFO MaTepuana npoBoauUT Bpay-narojioroaHaTom (anKas

MuHucTepcTBa 34paBooxpaHeHnsd Poccum Ne354 H, n. 19.5, n.24 ot 6 noHa 2013 r. "O nopagke
NnpoBeseHNsA NaToN0roaHaTOMMUYeCKUX BCKPbITUIA™).

B. Bbipesky ayToOncuiiHOro n 6uoncuinHoro matepuana (npuM HEO6XOANUMOCTW)
MPOBOAWT Bpay-naTosoroaHaToM; 06bEM BbIPE3KM OMpefenseT Bpay-natosioroaHatom (mpukas
MuHuncTepcTBa 34paBooxpaHeHns Poccum Nel79 H, n. 16.2 ot 24 maprta 2016 r. «O npasunax

npoBefeHnA nNatosioroaHaTOMMYyeCKnX VICC]'Ie,U,OBaHI/IVI»);

10
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npu Bbipe3ke MaTepuana Heo6X0AMMO NpefOTBpaLLaTb ero BO3MOXHbI MexaHuW4eckue
MOBPeXAeHNA TakuWe KakK ChaBleHWe TMUHLETOM, pa3MOKEHMEe nNpu  Bbipe3ke TyMbiM
WHCTPYMEHTOM U T.4. MaTepuan He JO/I)KeH UMeTb NPU3Haku Nopumn (FHUeHMs).

BuomaTepuan He JOMKEH XPaHUTbCA BHE (DMKCUPYHOLLEro pacTBopa.

17. MHhopmaumns ans notpebutenein MeagnuMHCKOro n3aenns o Mmepax
NPeLOCTOPOXXHOCTU, NPeinpUHMMAaEMbIX B C/lydae HEOOX04MMOCTH, a TaKXe 0 Mepax,
npesnpuHMMaeMblX B OTHOLIEHUW NMOTEHUNA/IbHO NWH(EKLNOHHOIO Marepuana,
coflep>aLlerocs B MeAULMHCKOM WU3LeNK ANA UAarHOCTUKMK in Vvitro

Mpy MCNOMb30BaHUM MO Ha3HAYeHUIO W CO6MAEHUN Mep MPefOCTOPOXHOCTM (Xanart u
oAgHopas3oBble nepyatkm no CIM 1.3.2322-08, CIM 1.3.3118-13 n MY 287-113) KOHTaKT C
OpPraHM3MOM YeN0BEKA UCK/THOYEH.

Ha paboumx mectax Ha MPOM3BOACTBE [AO/MXKHbI ObITb 06ecneyeHbl LOMNYCTUMbIE
napameTpbl MUKpoknumata no CaHlMuH 2.2.4.548-96:

e TemnepaTtypa Bo3fyxa: 17-23®C (B X0N0HbIA Nepuoj roaa);

e 18-27°C (B Tennblil nepuog roga);

e BJIAXHOCTb Bo3gyxa 15-75%.

Mpu Hanmunmu pucka pasdpbi3rMBaHUA peareHTa UCMoNb30BaTh INLEBON LNUTOK UMW OYKM

AnAa 3allnTbl rnas.

37% PacTtBop thopmanbaernga HistoSafe® He cCoAepXWUT NOTEHUMANbHO WH(EKLMOHHbINA

mMarepuan.

B o6wux cnyyaax paboTta B nabopatopumu [o/KHa NPoOBOAMTLCA C cobntogeHuem Crl
1.3.2322-08 - CIl «be3onacHOCTb paboTbl ¢ MUKpoopraHusmamm 1l1-1V rpynn natoreHHocTw
(onacHocTW) 1 BO3GYAMUTENSIMM NapasuTapHbIX MHDEKLNIi».

Takxe npu paboTe B 1a60paToOpuUn U HENOCPEACTBEHHO C U3AENNEM CEYeT:

— cobntopate TpeboBaHuas [OCT P 52905-2007 «JlabopaTopun MeaULUHCKUE.

TpeboBaHus 6e30MacHOCTM», a Takxe CaHlluH 2.1.3.2630-10
"CaHNTapHO-3NMAeMNONornyeckne  TpeboBaHMA K OpraHu3auusm,  OCYLLEeCTBASKOLWUM

MeLULMNHCKYHO feaTenbHOCTh" (C n3aMmeHeHuamuM Ha 10 noHA 2016 roga);

— HafeBaTb 3alWTHYIO OfeXAY W HeMeL/leHHO MEHATb ee B C/lydyae 3arpssHeHus
(FOCT P 52905-2007 n.12.1; CaHnluH 2.1.3.2630-10 n. 10.16.5);

— AN UCKMKOYEHUA KOHTaKTa C KOXel HeobXOoAMMO MCNonb3oBaTb O4HOPa30Bble

nepyatkn (CaHlNumH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1);
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— MpM HanUuUM puUcka pasbpbI3rMBaHNs peareHTOB WCMO/b30BaTh /IMLEBONA LUTOK

nnn ouky ana sawntel rnas (CanlMuH 2.1,3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1).

CnepyeT u3beraTb nonafjaHus Ha KOXY, pas3NMBaHUS, WHTEHCMBHOIO BAbIXaHWUA WK
CnyyaliHOro 3arnaTbiBaHWA u3genus. B cnyyae nonajaHWs Ha KOXY WAM B rnasa CMbiTb
60MbWMM KOMMYECTBOM BOfAbl. Mpu cnyyaiiHOM nonajgaHUM KpacoK B XKeNyLO0YHO-KULLIEeYHbIR
TPaKT cnefyeT BbIMUTb 1-2 cTakaHa KMNAYEHOW BOAbl C aKTUBMPOBAHHbLIM YI/IEM U HEMEJ/IEHHO
obpatuTbCcs K Bpady. lpu monagaHuyM Ha KOXY WU CAU3UCTYHO 060/104KY rfa3 - 06u/IbHO
NPOMbIBaTb BOAON C Mbl/IOM B TeyeHue 10-15 MUHYT.

Mpun KoHTakTe c BromaTeprmanom Heob6xoAMMOo cobntogaTe Mepbl NPejoCTOPOXXHOCTU. Bo
BpeMs paboTbl cnefyeT Nosib30BaTbCA NepyaTkaMmy 1 crneunanbHol 1abopaTopHOn 0f4eXA0N, Tak
Kak o6pasubl 6uomaTepuana crefyeT paccmatpuBaTb KakK MOTEHLMaNbHO WH(PULMPOBAHHbIE,
Croco6HbIe ANNTENbHOE BPEMS COXPaHATb U nepedaBaTb BUY, Bupyc renatuta B nnm no6oro
ApYroro Bo3oyamtens MHheKLmu.

18. MoBTOPHOE MCNO/Ib30BaHWE MEAVLMHCKOIO MU3Lenns

37% PactBop opmanbgernga HistoSafe® aBnfetcqa  W3genMeM  OLHOKPATHOrO
NMPYMeHEHNA B TeYeHMe CpoKa rogHocTu. locne Mcnonb3oBaHMA WM MOCNe OKOHYaHWA CpoKa
rOAHOCTY NOANIEXUT YTUIN3ALMM COTNACHO NMPUHATHIM HOPMaM 1 Mpasuiam.

19. OrpaHunyeHus, cessaHHble £ Npo60ii, KOTopble MOT\T NOBNMATL Ha pe3ynbTaT
nccnefoBaHus

37% PactBop opmanbgernga HistoSafe® npumeHseTcs ana o06paboTKM  TKaHew
yenoseka. KauyecTBO pe3synbTaTa HanpsMyl 3aBUCUT OT COGOAEHWA MpaBWMA  HaCcTOALLEl
NHCTPYKL MW,

37% Pacteop hopmanbgernga HistoSafe® ncnonb3yetca TONbKO Ans GUONCUIAHOTO UK
ayTOMNCUINHOrO maTepuana U He NpefHasHayeH Ana NPMMEHEHUS Ha TKaHW XXMBOro nayueHTa uim
OpraHoB A5 TpaHCnaHTauuu.

20. O6cToATENbCTBA, NPU KOTOPbLIX MNOTPEOUTENb LONXKEH
NPOKOHCYNbTUPOBATLCA C MEAULUHCKUM PabOTHMKOM

O6cToATeNbCTBA, MNPU  KOTOPbIX — OMbITHbIA  COTPYAHWK  nabopatopun  LOSKEH
MPOKOHCYNbTUPOBATLCA C MeAULUMHCKAM paboTHUKOM OTCYTCTBYHT, NOCKONbKY 37% Pacteop
(opmanbgernaa HistoSafe® He BnMseT HeNOCPeLCTBEHHO Ha MOCTAHOBKY AMarHo3a nauneHTam.

21. MHdopmaumsa o nepecmoTpe aKcnyaTauMoOHHON JOKYMeHTaumnm

[ata yTBepXAeHNs 1 Bepcusa yKasaHa Ha TUTY/IbHOM JINCTE HACTOALLEN MHCTPYKLMUN.

lMepecMOTp WHCTPYKUUX MPOBOAUTCA Ha MNPOW3BOACTBE E€XErogHo Mpu OTCYTCTBUM

N3MEHEHWIA, a TaKXe AONONHNTE/IbHO MO Mepe H606XO,CI.I/IMOCTVI BHECEHUS] N3MEHEHWIA (COF!'I&CHO
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rocT I1SO 13485-2017). B cnyyae BHeCEHUSA U3MEHEHUI B 3KCMNyaTaLUOHHY AOKYMEHTaLuto
MHULMNPYETCA COOTBETCTBYHOLWLAs npouegypa WUHPOPMUMPOBAHMA 06 3TOM YMNOSITHOMOYEHHOIO
opraHa (Poc3gpaBHagsopa) U nocsie aToro 06 M3MeHeHMAX MHPOPMUPYIOTCA Nosib3oBaTenn. B
Cfyyae OTCYTCTBMA W3MeHeHWI [eiicTBUME [AHHOW BepcMM [LOKYMeHTa nNpoAsieBaeTcs

aBTomMaTU4ecku 6e3 yBefloM/IeHUI A 06 3TOM Mo/b30BaTeN1ell U YNOHOMOYEHHbIX OPraHoB.

22. Mepbl NPefOCTOPOXKHOCTM B OTHOLLEHUM 6€30MacHON yTUAM3aunm
MeAVNLMHCKOrO M34enns, NpUHaaNeXXHoOCTeNn N pacxofHbIX MaTepuanos

HeBocTpeboBaHHble M34eNNA B HEBCKPbITbIX (akoHaX OTHOCATCA K MeAULUHCKUM
oTxofam Knacca I

BbiBLWME B ynoTpebneHUn n3genna ABnsaoTca MeAuUUMHCKMMY oTXo4amun Knacca b.

YHNUYTOXATb HEWUCNO/b30BaHHbIE MPU  UCCMeAOBAHUAX W3LeNns W [pyrue peakTUBbI
cnepyet B cooteetcTBumM ¢ CI1 2.1.7.1386-03 u CaHluH 2.1.7.2790-10 kak oTxoAbl Knacca b;

yKaszaHusa K pabotam Mo gesMH(ekumn obopypoBaHus U nomeweHnin - no OCT 42-21-2-85 un
MY 287-113.

Hencnonb3oBaHHble peareHTbl, peareHTbl C WCTEKWWUM CPOKOM T[OAHOCTWU, a TakKxe
NCMOJIb30BaHHbIE peareHThbl cneayert yaanate B cootsetcteum ¢ FTOCT P 51088-2013.

Bruonornyecknii matepuan nocne paboTbl YTUAN3UPYIOT B COOTBETCTBUN C Tpe6OBaAHUAMM
CaHlMuH 2.1.7.2790-10 «CaHuTapHO-anuaemMuonormyeckne TtpeboBaHUs K obpalieHuto ¢
MEeAULUHCKUMUN OTXOaMU».

MopsAfok fgercTenii B cootBeTcTBum ¢ n. 13 TOCT P 51088-2013:

1) N3penud, npuwefwive B HENPUroAHOCTb, B TOM YMC/e B CBA3M C UCTEYEHUEM CPOKa
rofHOCTM, NOANEXAT YyTUAN3aLuu.

2) W3penus, npuwegwive B HErofHOCTb, C UCTEKWWUM CPOKOM TOAHOCTM, ABASOLWMeCs
noafenkaMmym WA He3aKOHHbIMW  KOMWAMW U3[eNuid, 3aperucTpupoBaHHbIX B Poccuitickoi
depepauyun, a TakXKe U3genns, 06Hapy>KeHHble Y KOHPUCKOBaHHbIE TaAMOXEHHbIMU OpraHamm
Poccuiickoli defepaumnm npu nx BBO3e Ha TeppuTopuio Poccuiickoii ®epepaunn, nopnexar
YHUUTOXEHUIO UK YTUNU3aLUN.

3) YHUYTOXEHMNE n3genuni ocyLlecTB/seTCs opraHusaumnamu, NMerLWnumm
COOTBETCTBYHOLW YO JIMLEH3NIO, Ha cneyuasbHO 060pyA0BaHHLIX MNOWaAKax, MOJUITOHax u B
MOMeLeHNAX B COOTBETCTBUM C TpebOBaHMAMU, NPeAyCMOTPEHHLIMU CYLLECTBYHOLWUMHU
depepanbHbIMW - 3aKOHamMK, U C cobnofeHneM 0653aTeflbHbIX TpeboBaHWn N0  OXpaHe
OKpY>XaloLLein cpepl.

4)  W3roToBuTenb, MNOCTAaBUIUKWA, MpOAaBLbl, MMMOPTEPbl  MOTYT  OCYLLECTBNATb

YHUUYTOXEHNE |/|3,qen|/||7|, noTepAasINX CBOU n0Tpe6|/|TeanK|/|e CBOWCTBA MM C WUCTEKLLIUM
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CPOKOM TrOAHOCTM, MNPU WCMO/Mb30BAHUWN METOL0B, COrNacoBaHHbIX C TeppuTOpUanbHbIMU
opraHamu, OTBETCTBEHHbIMM 3a CAHUTaPHO-3NMUAEMMNOJIOTMYECKOE BNarononyyme HaceneHus.

5) W3genus BO BHELWHEN YMakoBKE C HanMynem npeaynpeanTenbHbIX 3HAKoB 00
OMacHoCTU cnefyeT YHWUYTOXaTb C COG/MOJEHMEM COOTBETCTBYHOLWMUX Mep 6e30MacHOCTU U
Ae3akTusauunn.

6) JXupkme KOMMOHEHTbl (peareHTbl, peakTWBbl) YHUUYTOXAKOTCA pa3faBinUBaHUEM
BHYTPEHHEl YNakoBKM C Mocnefywowmm passefeHvem Bogoi 1:100, cnveBom pacteopa B
KaHanu3auuio ¥ BbIBO30OM OCTaTKa YNakoBOK KakK MPOW3BOACTBEHHbIA WM ObITOBON MycOp.
TBepAble KOMMOHEHTblI NoAfexar Apo6neHWto, MocneAylolleMy pas3BefeHu0 BOAON B
COOTHOWeHMM 1:100, cNMBOM pacTBOpa B MPOMbILW/IEHHY KaHann3auuio 1 BbIBO3OM OCTaTKOB
YNakoBOK KakK MPOM3BOACTBEHHON0O WAM  6bITOBOro Mycopa. KOMMOHEHTbI  uU3genui,
HepacTBOPUMbIE B BOE, YHNUTOXAKT NMYTEM CXUTaHUS.

7) W3penuq, cofepxauine MNOTeHUMaNbHO OMacHble matepuasnbl, nepes YHUUYTOXEHUEM
[JO/MKHbI  ObITb  006e33apaXKeHbl B COOTBETCTBMM C [eWCTBYHOLWMUM 3aKOHOLATE/IbCTBOM
Poccuitickoin degepaymm.

8) TexHuyeckne npuUCNocobneHns, NPUHALNEeXHOCTN, BXOAAWMEe B KOMMIEKTALMIO
n3genns,  MNOAJeXaT  MexXaHW4yeCcKOMY paspyleHuto C  BbIBO3OM  OCTATKOB  Kak
NMPON3BOACTBEHHOIO UM 6bITOBOr0 Mycopa UAN CXXUraHuo.

9) MepcoHan, OCYLLECTBAAOWMNIA YHUUTOXEHNE W3AeNWIA, AO/MKEeH co6nfath npasmna

6e30MacHOCTH npoeefeHNa Toro nam MHOro crnocoba YHUYTOXEHUA.

MH(peKUNOHHAsA nan MUKPOOBHasA 0nacHOCTb MeAULMHCKOI0 NU3aenms
37% PactBop popmanbgernga HistoSafe® He cofepXXUT NOTEHUMANbHO WH(EKLNOHHbIV

mMaTepuan.

JKosormyeckas onacHoCTb MeANLMHCKOr0 NU3fenns, CBA3aHHaaA C NOTEHLUMabHO
onacHbIMWU MaTepuanamMmun 1 BeLecTBaMmu

37% PactBop dopmanbaernga HistoSafe® oTHocuTca K BelecTsaM 3 Knacca onacHoCTU B
cootsetcTBUM ¢ TOCT 12.1.007-76 - ymepeHHO-0MacHble.

TOKCUMYHOCTb peareHTOB OMpejenseTcsa CBOWCTBaMW KOMMOHEHTOB BXOAALLIMX B COCTaB
TeXHUYECKOro hopmannHa:

dopmanbgerng: MpegensHo gonyctumasn KoHueHTpauma (MAK) B Bo3gyxe paboyeii 30HbI
- 0,5 mr/m\ knacc onacHoctn 2 (B cooTtBetrcTBUM ¢ TOCT 12.1.007-76. NppuTaHT. TOKCMYEH.
Mpy KOHTaKTe C KOXEel Bbl3blBaeT anjepruyeckyto peakuuio. lMpegnonaraetcd, 4Tto AaHHOe
BELLEeCTBO Bbl3blBAET reHeTU4YecKne gedekTol. MOXeT Bbi3blBaTb pakoBble 3aboneBaHus. Moxer

oTpnyaTesnbHO NOBANATL Ha CMOCOBHOCTb K AETOPOXAEHNIKO NN Ha HEPOAUBLLUETOCAH pe6eHKa.
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MeTtnnoBuiil cnUpT. MetaHon no CTENeHK BO3ACHCTBHA HA OPraHN3M HENOBEKA OTHOCHTCA
K YMEpeHHO onacHbiM BewmectsaM (3-# knacc omacHoctk no I'OCT 12.1.007-76). Ilpeaensho

aonyctiman KonueHTpauusa (MIK) B Bosayxe paGoueii 30mm - 15 Mr/M® (MakcumanbHas
pasosaf), 5 Mr/M’ (Cpeanss cMeHHas).

Du3nvecKan ONACHOCTb MEANIHHCKOTO H3XETHA

Texunuecknii  gopmanuu, BXxoadumit B COCTaB W3NCAMA, TOPIOYAs KHAKOCTb, Mapbl
KOTOpOfi MpH CMEIIEHHH C KHCIOPOAOM BO3AyXa 00pasyioT NOXapoB3phIBOONACHBIE CMECH.
lMokasateny noxapHoW ONACHOCTH TEXHH4eCKOoro ¢opManHHa ¢ MaccoBOH  AONCH

dopmanbacruna 37,0% 1 MaccoBoii aonelt metasona ao 10% cncayomue:

—  TeMIepaTypa BCALIKY B OTKPHITOM THIJIE - He Menee 92°C;
“ —  TEMNEepaTypa BOCINAMEHEHHS - HE McHee 98°C;
—  TEMNCpaTypa CaMOBOCNINAMEHEHNA - HE MeHee 426°C;
—  HHXHHH TEMNEpaTyPHEIi Npesien PaclpoCTPaHEHNA NNIAMEHH - He MeHee 67°C;
—  KOHUEHTPalMHOHHLIC Npeenbl pacnpocTpaHeHns nyiamMens - 10,9% 06. - 59,8% o6.;

—  MHHHMaIbHOE B3PHIBOONACHOE COAEPXKAHNE KKcopoa - He Gonee 8,3% 06.

Cpeacrsa noXapoTYWICHHA: TOHKOPACTIBUIEHHAA BOAA, BO3AYMIHO-MCXAHMUCCKAS MEHa,
NOPOLIKOBbIE OFHETYIAULNE COCTABbI.
[Toxapuas  6C30nNacHOCTL  NMPOU3BOACTBA  ACMKHA  OGecneunBaTbcs  CHCTEMaMu

MPOTUBONOKAPHOH 3aWHTH # oprrexmeponpuatuamu no FOCT 12.1.004-91.

» —  TpeboBanus B3pbiBOGEIONACHOCTH:

Tpebosanus x oGopyaosanmio - mo QeacpanbHeIM HOPMaM M npaBunaM B obnacTu
NPOMBINNCHHOR Ge3onacHocTH «O6mue  mpaBuna  pipuiBoGesonacHocTH AN

B3PLIBOTIOKAPOONACHLIX  XUMHUYECKHX, HedTexuMuueckux ¥ nedrencpepabarsiBaromux
MPOH3BOICTBY,

—  TpefoBaHNs paaMalMOHHO# Ge30nacHoCTH.

He npnmennmo.
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23.

Henpamenambie K IKCIIyaTauHoHHON fokyMeHTAnHNE HA «37% PacrBop

bdopmaabaeruna HistoSafe®» tpeGosannn Ipukaza M3 P® ot 19 ausapa 2017 r. Me 11n

[lyuxm [puxasza Ne 11n

Obocrosanue
HenpumenuMocmu

1) OnucaHne NPHUHARAEKHOCTEH, MEANHHCKKBX H3AETHNI
WIH H3IEINH, HE ABNAIOIMNXCA MEAULHHCKUMH, HO
NPeayCMOTPEHHBIX IR HCNONL30BAHUA B KOMOHHALMK ©
MEAHUMHCKHM K3IeNHEM (NPH HANHYKR);

2) Hndopmauus o HaTHIUY B MEIHLIMHCKOM H3AeNHH
NEKapCTBEHHOTO CPEACTBA NIA MEANLIMHCKOTO NPUMEHEHHA,
MAaTePHANIOB XKHUBOTHOTO K (M) YENOBEYECKOTO NPOHCXOKIEHHA;

Hanenus He uMeroT
MPHHALNEKHOCTEH H He
COMICPXKAT B CBOEM
COCTaBe JIEKapCTBEHHbIE
cpeacTsa ang
MEOWUHHCKOro
NIpUMEHEHHA, MaTepuan
WHBOTHOTO H {MIH)
YeJIOBEYECKOro
NPOHCXOKACHHA.

3) TpebGoBaHua k MOATOTOBKe MK KBanHHKALNK NALL,
OCYUIECTBARIOWHX YCTAHOBKY (MOHTaX) MEAHUMHCKOTO H3AeNUn
(npu rannynn);

4) Hndopmauua o nopaake ycTaHOBKH, MOHTaXa,
HacCTpOHKH, KatuOPOBKH M HHblii AeficTBHAX, HEOOXOAHMBIX WA
BBOZIa MEIVUMNHCKOTO H3AENHS B IKCNAYaTaLMIO;

5) Hudopmauns ana npoBepxi NPaBUNLHOCTR
YCTAHOBKH (MOHTaXa) MEIHIMHCKONO W3NS U €r0 NOTOBHOCTH K
GesonacHoit pabote akcnayaTauuy,;

a) COACPXKAHHE H EPHOANYHOCTD TEXHHUCCKOrD
o6cayRHUBaHHA, BKNIOYAR OYHCTKY H Ae3HHPEKUKIO MERHLIMHCKOTO
H3LENS;

6) nepeyeHs NPEAOCTABACHHBIX NPOHIBOAHTENEM
{M3roTOBUTENEM) MERHUMHCKOTO M3AEAHA CBEACHHIR, KMIOUeH,
naponeil A0CTyna, NporpamMM, HeOGXOAUMBIX JUTA MOHTAXa,
HanankH, IKCTUIyaTallHH M TEXHHYECKOro 06CnyKUBaHUA
MERHLIHHCKOTO M3AETHS,

B) nepeyeHb PaCXOAHLIX MATEPHANOB (KOMIIOHEHTOB,
peareHToB), a TaKxKe NPOLICAYPY HX NPHMECHEHHA H 3AMCHEI;
r) HeoOxoauMocTs KanubpoBku ana obecncuenns

Hamexkanie H 6e3onacHol paGoTbl MEAVLIMHCKOrO U3NENNA B
TEYEHHUE CPOKa ero cayxOoi;

a) MCTOAb! CHUIKCHHA PUCKOB, CBA3AHHBIX C
YCTaHOBKO#H, XannOPOBKOH MH TEXHNYECKNM 06cTy ) HBaHHEM
METHLIMHCKOTO W3NENTHAM;

¢) naopmalio 0 MOHTAXE, HallaAKe, HACTPOIKe,
KanuGpoBKe H HHLIM JeHCTBHAM, HEOOXOAMMBIM A8 BBOJIA
MEAMNUHCKOro N3AEHNUS B IKCIUTYaTaLHIO ¥ €r0 NPaBHALHOM
IKCIITYATalHH (NPHMEHEHUA);

%) HHQOPMALIHIO O NEpeuHe OCHOBHBIX XapaKTEPHCTHK 1O
IKCIUTyaTaluny (NPHMEHEHHI0) MEWLIMHCKOTO H3IENHA, YCIOBHAM

U3nennn ne tpebyior
YCTaHOBKH
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TPAHCMOPTUPOBKU U XpaHeHuMs (Hanpumep, TemnepaTtypa u
BNAXXHOCTb BO3/7yXa, OCBELLEHNE U UHbIE XapPaKTEPUCTUKN);

3) nepeyeHb NPUMEHSIEMbIX NPOV3BOANTENEM
(M3roTOBUTENEM) MEAMLIMHCKOTO U3AeNns HalMoHaNbHbIX
cTaHAapToB

6) NHdopmaumns 0 nopsgke 06paboTKN MeLULMHCKOTO
n3genua Ana ero NOBTOPHOIO WCMO/b30BaHMA, BKIOYAA OYUCTKY,
Ae3VH(eKLntio, yNnakoBKY 1 Npyv HEO6XOANMOCTN METOZ NOBTOPHOIA
cTepunmsaunn (ecnum MeauLMHCKOe n3fenvie npegHasHayeHo ans
MHOropa3oBOoro MCMo/b30BaHUSA), a TAaKXXe KpUuTepuu
HenpurofHOCTU MeSULMHCKOrOo U3Lenuna AN NpUMeHeHus;

7) MHopmaumsa o Heob6xoammol 06paboTke
MeAVLMHCKOro U3genuns 4ns Lenei ero NoBTOPHOrO NPUMeHeHNs
MO Ha3HAYeHWO, BKNKOYAA OUYUCTKY, Ae3NHDEKL IO, YNAaKOBKY U
npu HeO6XOAMMOCTM METOJ NOBTOPHONM cTepunnsaumm (ecnu
MeANLMHCKOE M3fenve npegHasHavyeHo A1 MHOropasoBoro
NPUMEHEHUS MO Ha3HAYEHUIO);

8) WHopmayma o npupogde, Tvne, a Takxe (npu
Heob6xoAnMOCTHN) 06 MHTEHCUBHOCTU W pacnpegeneHnmn n3nyyeHuns
(3NneKTpOMarHMTHOe, NOHM3NPYIOLLLEE, NHOE) MeANLIMHCKOIO
n3gennsa n cnocobax 3awuTbl NOTpedbUTENEN N TPETbUX NNUL, OT
HenpeLHamMepeHHOro U3Ny4YeHns B NpoLecce aKcnayaraymm
MeAULMHCKOro u3genus (ecnm MeAMUUHCKOe MU3fenne co3faeT
OMacHbIA MAN NOTEHLMANLHO OMAaCHbIA YPOBEHb U3YyUYEHUS Npu
NCNO/Ib30BaHWUN MO Ha3HAYEHUIO);

9) MHpopmaums 0 CTEPUIBHOM COCTOSSHUK
MeAULMHCKOro U3genus, MeTofe ero CTepuan3anmm 1 o nopsaake
[efCcTBUIA B CNyyae HapyLeHna CTePUIbHON ynakoBku (ecnu
MeWLMHCKOE MU3Lenne NocTaBaseTca B CTEPUNbHOM BUAE) NN,
ec/in MeMLNHCKOe n3fenve NocTaBnsaeTCcsa HeCTepUbHbIM,
yKasaHue Ha He06XO0AMMOCTb ero CTepunn3saLmnmn rnepes
MCMo/b30BaHNEM;

10) MHhopmayma ana ngeHTudnkaumm MeguumnHCKnX
n3genunii ¢ Lenblo nonyveHns 6e3o0nacHoin KoM6uHauum n (M)
NH(opMaL Mo 06 M3BECTHLIX OFPaHUYEHUAX N0 COBMECTHOMY
NPUMEHEHNIO MEANUMHCKUX U3LENNIA MO Ha3HAYeHUIO (ANs
MeAULMHCKUX U3LEeNNIA, NpegHa3HaYeHHbIX ANd NPYMEHEHNS Mo
Ha3Ha4YeHM0 B KOMOMHaLMW C APYTUMU MeAULUHCKUMU
n3genuamu, BkaYas MefuunHCKOe nsgennenns AUarHoCTUKKY in
vitro);

11) VHhopmayma Omepax NpefoCcTOPOXHOCTH,
npesnpuHUMaeMbIX B Cyyae:

a) HencnpaBHOCTM MEAULMHCKOro usgenuns, c6os B ero
paboTe U OTKIOHEHWU B PYHKLUNOHUPOBAHUKN, KOTOPble MOTYT
BNNATL Ha 6e30MacHOCTb MeAULVHCKOTO U34eNns, B TOM Ynucne
onpefenseMbiX N0 BHEWWHUM NpPU3HaKaMm;
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N3genusa He
NCMONb3YTCA MOBTOPHO

N3aenns He UMEIOT U He
MCMOMb3YOT U3NYYEHNE.

N3gennsa He ABNAOTCA
CTepUNbHbIMK
MeAULNHCKUMK
N30ennsMu.
Heobxognmoctu B
cTepunnsaunmn Het

N3genus ncnonbsyeTtca
6e3 KoMbuHauum ¢

APYrMM
MeaULMHCKUMU

n3penmnamn

MepeyncneHHble
CBOWCTBA OTCYTCTBYIOT B
AAHHOM MeJMLUHCKOM
n3genuu
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6) BO3AeNCTBNA Ha (DYHKLMOHUPOBaHNE MeANLMHCKOIO
N3LeNna BHELWHNX PaKTOPOB, CBSA3aHHbIX C MPUMEHEHUEM
MeAULMHCKOr0o 13genus B KoMGuHauum ¢ ApyrmMm MeanuuHCKUMU
nsgenuamu un (Mnu) obopyaoBaHNeM, v TakKUX NpeAcKasyemblX
(haKTOpOB, KakK BHELUHVE 3/1eKTPOMAarHUTHble Nons,
3NeKTpoCcTaTuyeckne paspagbl, U3nyveHue (31€KTPOMarHUTHOE,
MOHM3NpYloLLee, NHOE), aTMOC(epHOe AaBeHre 1 ero nepenagsi,
BNI@XXHOCTb 1 TeMMepaTypa BO34yXa;

B) pyCKa 3/1eKTPOMarHUTHbIX NOMeX, CO3JaBaeMblX
MeLULUHCKUM M3Lennem AN ApYrnx MefuLnHCKUX U3Lenui,
o6opyAoBaHMA 1 CPeACTB CBA3W MpY NPOBEAEHUN U OLEHKe
pe3ynbTaToB AWNArHOCTUKM, NIEYeHNUS U NPU ero NPUMEHeHUN Mo
Ha3HayYeHWIo (Hanpumep, 3N1eKTPOMarHUTHOe U3fy4YeHune
MeAULMHCKOro 1U3aenuns, okasblBatoLlee BAUSHUE Ha Apyroe
o6opyaoBaHue);

12) OnucaHune KannbpaTtopoB N KOHTPO/IbHbIX
maTepunasnos;

13) MH(opmaums o NPOCNeXnBaemMocTN 3HaAUYEHUI,
3aflaHHbIX ANs KannbpaTopoB UAN KOHTPO/IbHbIX MaTepuasnos,
KoTopas obecrneymBaeTcs MOCPELACTBOM LOCTYMHbIX pethepeHTHbIX
MeTOAMK (MeTOA0B) U3MEPEHUSA U (UIN) 3Ta/IOHOB;

14) PacueTbl U NHTepnpeTaunn pesynbLTaToB
TeCTUPOBaHUA U, NPY HEO6XOAUMOCTU, MHPOPMALUIO O
LiesiecoobpasHOCTH NPOBELEHMSA MOATBEPXKAAOLWMX TECTOB;

15) XapakTepUCTUKM aHaNUTUYECKON 3 (heKTUBHOCTY;
YYBCTBUTE/NbHOCTb, CMELUPUYHOCTb, NPaBUIbHOCTD,
MOBTOPAEMOCTb, BOCMPOU3BOANMOCTb, NMpesen o6HapyXeHus
(oeTekuumn) n AranasoH U3MepeHuns, BKIOYasa UHHOpMaLUo 0
B/IMAHUWN U3BECTHBIX UHTEP(EPEHTOB, 06 OrpaHMyYeHNsX MeTosa 1
MCMO/b30BaHUN LOCTYMHbIX Pe()epeHTHbLIX MaTepnasnosB ¥ METOLOB
aHanusa,

16) XapakTepuUcTUKN KANHNYECKON 3h(DEKTUBHOCTH:
AVNarHocTnyeckKas YyBCTBUTENbHOCTb U ANArHOCTUYECKAS
cneyuguUUHOCTb;

17) Buonornyeckuii pethepeHTHbIA MHTEpBaN NPUMEHEHNS
MeULUHCKOTO U3fenus;

18) WHdhopmaums 06 nHTepdeprpyoLLnMx BellecTBax.

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

M3genua He cofepxart B

CBOEM cOCTaBe
KannbépaTtopos u
KOHTPO/bHbIX
maTepuanos

M3genna He aBnaoTCA
aHaIMTUYECKUM WUJIN
OMarHoCTUYECKUM
HabopoM peareHToB, a
ABNAOTCA
BCMOMOraTte/ibHbIM
CPefCTBOM B
ANarHocTuke, B CBA3N C
4yeM Ha ux paboTy
NHTepepupytoLLme
BELLECTBA BO3AENCTBUSA
He OKasblBaloT.
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NPOLWNTO, MPOHYMEPOBaHO,
CKpIeHO neyaTbto

( ) nucT(oB)
"eHepa/ibHbIN
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