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1 HanmeHoBaHMe MeAULMHCKOIO 13aenmsa

dopmannH 10% 3abydepeHHblil HistoSafe® B BapnaHTax MCNONHEHUSA:

1 dopmanuH 10% 3abydepeHHbii HistoSafe® opuruHanbHbii - 1n, 250,50, 101,200 1

N

®opmanuH 10% 3abydepeHHbld HistoSafe® rony6on - 11, 2,51, 50, 10 n, 20 n

3 dopmanuH 10% 3abydepeHHbli HistoSafe® Mmctodop rony6oit - 5 mn (50 wr), 12,5
mn (25 wT), 25 ma (15 wr), 75 mn (12 wr), 250 mn (4 wT), 1250 mn, 2500 mn

4  dopmanuH 10% 3abyepeHHblin HistoSafe® kpacHblii- 11, 250, 51, 10 1, 20 n

5 ®opmanmH 10% 3abydepeHHbIi HistoSafe® Muctodop KpacHblin - 5 mn (50 wT), 12,5
mn (25 wr), 25 ma (15 wr), 75 mn (12 wr), 250 mna (4 wr), 1250 mn, 2500 mn

s  PopmanuH 10% 3abydepeHHblin HistoSafe® Muctodop - 5 mn (50 wT), 12,5 mn (25
wt), 25 ma (15 wr), 75 mn (12 wT), 250 mn (4 wT), 1250 ma, 2500 mn
7  ®dopmanuH 10% 3abydepeHHbIi HistoSafe® KapcoHa- 11, 2,51, 510, 101, 20 n
Mpoun3BOANTENb U €r0 YNONHOMOYEHHbIV NpeacTaBuTeNb
MpousBoanTens (NPeANpPUATUE-U3TOTOBUTENL) MeAULMHCKOro wu3genus: O6LecTBO ¢
OrpaHn4YeHHOW OTBETCTBEHHOCTHIO «3JprollpofakiiH» (000 «3prollpofakiiH»),
topuanyecknin agpec/aktnyeckunin agpec: 199106, Poccuitickaa ®egepauuns, CaHkT-MeTepbypr,
LLIknnepckunin NnpoTok, gom 14, kopnyc 39, nutepa H. ten./dakc: +7 (812) 305-06-06.
OpraHusaums, YMNOAHOMOYEHHas AN Npuéma peknamauuii, KacalLiMxca KavecTsa:
O6wectBo ¢ OrpaHunyeHHo OTBeTcTBEHHOCTHIO (OO0 «BuoBuTpym»), 199106, Poccuitckas
depepayms, CaHkT-Metepbypr, bonbwoii np. B.O., a. 68, nut. A., Ten./dakc: +7 (812) 305-06-06,

info@biovitrum.ru.

2. HasHaueHre MeanLMHCKOro U34enns U NpUHUUN AencTBus

HasHaueHue

«PopmannH 10% 3abydepeHHblii HistoSafe®» npeaHasHayeH Ans MCNOMb30BaHWA B
Ka4yecTBe pukcaTtopa nNpm 06paboTKe BMONOTMYECKNX TKaHen UM KNMHUYeCKMxX 06pasLoB.

MoTeHUManbHbI NOTPebUTEeNb

«®opmannH  10%  3abydepeHHbln  HistoSafe®» B  BapuaHTax  WCMONHEHWS
npefHasHayeHbl NS WCMOMb30BaHUA B YUYPEXAEHMAX MefAULMHbI U 34paBOOXPaHEHUs B
nabopaTtopusix cneayroulero npoguns: rMcToNornyeckoro/naTonoroaHaToMmyeckoro/
naToMopgoa0rn4yeckoro/Mopgosiornyeckoro; ans KIMHNYECKOW 1 nabopaTopHO ANarHOCTUKMN.

MeanunHckune nsgenns «dopmanvH 10% 3abydepeHHbli HistoSafe® npegHasHauyeHbl
NS NPO(eCcCUOHaNbHOI0 UCNO0b30BaHUA U LO/MKHbI ObITb MPUMEHEHbI CNeLnanbHO 06yYeHHbIM

KBafIM(pULMPOBAHHbLIM NEPCOHANOM, TaKUM Kak Bpay KIMHWYECKO N1abopaTopHO ANarHOCTUKN.
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MeANLMHCKNIA, NabopaToOpHbIi TEXHUK U MHOW CNeunanncT, UMerLW MM 6a30Boe 06pa3oBaHue
MeAULMHCKOTO UAN 6GUONOTMYEeCcKOro Nponns He HKe CpefHEero cnewunanbHOro u npoweswmni
npegsapuTenibHoe 06yyeHue.

KpaTHOCTb NpuMMeHeHUA 1 TEXHUYECKOe 06CTy>XnBaHme

«PopmannH 10% 3abydepeHHbili HistoSafe®» npegHasHavyeH Ans OAQHOKPATHOrO
NPUMEHEHMNSA N He NOLNEXUT TEXHUYECKOMY 06CNYXXUBAHUIO.

MpuHUMN gencTems/mMeToaa

dukcaums obecneymBaeT CcTabuMaM3auMilo TKaHeBbIX CTPYKTYP W WX YMJIOTHEHME,
npekpawiaeT aytonus, CTabunmsnpyeTt noKanusauuto CTpykTyp. Ons AOCTUXKEHUS 3TON uenu
BO3MOXHb!l pa3/inyHble METOAbl. B 4aCTHOCTM, XUMUYECKUI METOA Npu nomowm anbgerngos. K
3TON rpynne oTHocATcs m3genuna «®opmanvH 10% 3abydepeHHblid HistoSafe®» gna in vitro
ANarHOCTUKMN.

MpuHuMn Qukcauum npu nomowm dgopmannHos HistoSafe® (peareHToB, MMEOLUX
anbferniHyro rpynny OCHOBAH Ha WX BbICOKOW XMMWYECKOW ¥ BMONIOrMYecKOn akKTUBHOCTU U
CNOCOGHOCTN K (POPMUPOBAHUIO MEPEKPECTHBLIX CLUMBOK MEXAY MPOTEMHAMMN U HYKNENHOBbIMM
KVUCNOTamu, a TakXKe MeXAy HYK/IEMHOBbIMU KUCI0TaMW U MPOTENHAMM.

OcHoBOI MnpojyKTa fBNAETCA (QopmanuvH - pacTtBop ¢opmanbiernga B Boge. B
NpUCyTCTBUM BOAblI  (hopmanbgerny obpaTumo o6pasyeT METUNEHINNKONb  (MeTaHAnon).
MeTUNEHT IMKOMb pearnpyeTt ¢ HECKONIbKUMU GOKOBbIMM LiensiMun 6efiKoB 1 06pasyeT peakuoHHO
CNocobHble TMOAPOKCUMETUNEHOBbIE rpynneol (-CH2-OH). dopmunposaHune
TMAPOKCMMETUNEHOBbLIX OOKOBbIX LEMei SBASETCA OCHOBHOW W Hambonee XapakKTepHOW
peakuunein ansa hopManuMHoBbIX (MKCaTOpPoB. HenocpeAacTBEHHO (POPMUPOBAHME MePEKPECTHbLIX
MOCTUKOB (METWUNEHOBbLIX MOCTMKOB) 3aHMMaeT He3HauuTeNbHOe BpeMs B 06uieM npouecce
(hmkcaymm 6uomartepuana. BbllweonucaHHbIM npouecc NpUBOAMT K OCTaHOBKE BMOXMMMUYECKMNX
npoLeccoB pacnaga B TKaHAX M YNJOTHEHUIO (hMKCMPYyeMOro 6romaTepumana.

T HelitpanbHas cpega ®opmanuHoB HistoSafe® 10% 3abydepeHHbix (pH 7,0-7,4)
npenaTcTByeT 06pa3oBaHnMio «HOPMaiIMHOBOIO NMUTMeHTa».

«PopmannH  10% 3abydepeHHblit  HistoSafe® rony6oii» un «®opmanuH  10%
3abydepeHHblii HistoSafe®KpacHbm»: okpacka (opmManvHOB MO3BOMSET BU3YaNbHO OTAUNUNUTH
(hMKcaTop OT ApPYruX peareHToB B laboparopuu.

«®opmannH 10% 3abydepeHHblin HistoSafe® [uctogop ronyboii», «PopmanuH 10%
3abyepeHHbIn HistoSafe® MncTohop KpacHbI»: YHUBEPCaNbHbIA (UKcaTop ANA TMCTONOTUN U
natomopdonornn, NOAXoAWUT ANS BCeX BWUAOB TKaHelW, ynakoBaH B Tapy, KoTopas sBaseTcs

eMKOCTbI0 Ans (hmKcaumm buomarepuana.
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«®opmanuH 10% 3abydepeHHblli HistoSafe® [Muctodop» ynakoBaH B Tapy, KoTopas
ABNAETCA eMKOCTbIO 418 (hukcauumn 6nuomaTepumana.

«®opmanuH 10% 3abydepeHHbli HistoSafe® KapcoHa» COAepXWUT XNOPUCTbIA HaTpuii
ANA YBENIMYEHUS OCMOTUYECKOro [aBfieHUs, W KaK CNneAcTBue, NPUBOAUT K MeHblUemy
HabyXaHWNIO TKaHW.
lNokasaHMA 1 NPOTUBOMNOKa3aHUA K MPUMEHEHNIO

He ponyckaeTca wcnonb3oBaTb MPOAYKUMIO C WUCTEKIWWM CPOKOM T[OA4HOCTM, Mpu
HaIMYNN NOBPEXAEHWI NEPBUYHON YNAaKOBKMN C YTPaTOl repMeTUYHOCTM, NPU U3MEHEHUN LiBeTa
pacTsopa.

3. PYHKLUNOHa/IbHOE HasHa4veHune

MeauumHcknx wnsgennin «®opmannH  10% 3abydepeHHblin HistoSafe®» cocTtouT B
obecneyeHNn mnpeaHaNMTUYECKON CcTagmmM nNaTtoMopdonorMyeckoro aHanmsa O6MOMCUIHOTO
(onepauyMoHHOro) ¥ ayTONCUHOrO MaTepuana, BbIMOJIHAEMbIX B  XO4e  K/IMHUYECKOM
nabopaTtopHOM [AMAarHOCTUKW Pas/IMYHbIX NaTONOrMA 4YenoBeKa. HBNAETCA YHUBEpPCa/bHbIM
(hMKCaToOpoM [N5 BCeX BUJOB TKaHEN: anuTenuanbHas, HepBHas, MbllLeyHas, COefVHUTENbHasA.
MeguunHckne unsgenna «®opmannH  10% 3abydepeHHbli  HistoSafe®» B BapuaHTax
NCMNONIHEHUA SABNAKOTCA BCMOMOraTe/lbHbIMU CPefCcTBaMM B AMarHocTuke in vitro (n.5 Mpukasa
M3 P® ot 19.01.2017 Ne MH).

4. LleneBoin aHanuT

He npumeHUMO gna LaHHOI0 MeAULMHCKOIO U3genus.

5. Cneymngmryeckoe paccTPONCTBO, COCTOAHME MM HaKToOpP pUCKa, ans
o6Hapy>XeHUs, onpegesieHNa NNn anddepeHLMpoBaHNA KOTOPOro npegHasHavyeHo
MeAVLIMHCKOE n3genue

Wcnonb3yoTea Ana npoBefeHns NaTonoroaHaToMmMyecKux UccnefoBaHnin Ans BbiSBIEHUS
naTtonorMyecknX W3MeHeHWd B TKaHAX 4efnoBeka. [N9  BbIABMEHUA  OHKOJIOrMYECKMX
3ab0neBaHunii, A3BEHHON 60NE3HU N APYTUX NATONMOrUiA, CBA3AHHbIX C U3MEHEHUEM MOP(OIOrnu
o6pasLa TKaHu.

6. Twvn aHanusnpyemoro obpasua

duKcaymm nogBepratoTCs TKaHW 4venoBeka: OMOMNCUIAHBLIA W ayTOMNCUIHLIA MaTepuan, B
TOM 4MC/le OMnepauroHHbIA MaTepuan pas/iMyHbIX pa3mepos.

7. O6nacTb NPUMEHEHNSA MeSULIMHCKOrO U3Lenns

MpogeccnoHanbHOe MNPUMEHEeHUe B  K/AMHWYECKON N1abopaTOpHON [AMarHOCTUKe B
cneunannM3npoBaHHbIX flabopaTopusax MarosioroaHaTOMUYeCKMX W NaToMOpONornyeckmx

OTAENeHWIA  yupexaeHWid  MefMUUHbI W 34paBOOXPaHEHWs  credytowero  npoguns:
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rMCTO/IOrMYECKOro/naTonoroaHaToMmM4eckoro/naToMoponornyeckoro/Mmopgoiornyeckoro; ans

K/IMHNYECKON 1 NabopaToOpHON AMarHOCTUKM in Vitro.

Ncnonb3yeTcs Ans Py4YyHOW MNOATrOTOBKM 6GMOMOrMYEcKUX TKaHel WAW  KAMHWUYECKUX

06pasLoB.

8

oXunfaemble N NpefcKasyeMble N060YHbIE 3P (PEKTbI, CBA3AHHbIE C MPUMEHEHNEM

PUCKN NPUMEHEHWUSI MEANLMHCKOTO U3AeNns, NPOTMBOMNOKa3aHus,

MeANLMVHCKOr0 MU3AeNns No HasHaYeHWHo

MoTeHUMaNbHbIN

3a0yhepeHHbIi

pUcK

HistoSafe®» -

NMPUMEHEHNA

Knacc

MeANLNHCKNX

n3aennii

1 (FOCT 31508-2012,

34paBooxpaHeHunsa Poccuiickoin depepauyum ot 6 ntoHs 2012 1. N 4H).

Mpukas

«®opManuH

10%

MwuHucTepcTBa

B npouecce aHanu3a puUCKOB ObiNy UAEHTU(HULUPOBAHbI PUCKK, YKa3aHHble B Tabnuue

[MepeyeHb PUCKOB:

NHuymnpyrowme OnacHas

cobbITHE

CnyuaitHoe
OMpoKuAblBaHue
npoAyKuun B
xofe
1CNoMb30BaHNA

CnyualiHoe
ONPOKNAbIBaHME
npoayKuumn B
xofe
MCMoNb30BaHNA

CnyuyaiiHoe
npoAnTme npm
TpaHCNopTUPOBKe

CnyualiHoe
nageHme
KaHUCTPbI Ha
KOHEYHOCTb

CnyuyaliHblii
HarpeB OTKPbITOWA
eMKOCTM C
thopmanmHamun

cuTyauusa
dopmanmH
pasnuBaeTcs Ha
He3alWw N EHHYI0
NMOBEPXHOCTb
KOXMN

dopmanuH
pasnuBaeTcs Ha
MOBEPXHOCTb
paboyero ctona

dopmanuH
pasnuBaeTcs Ha
60MbLUYIO
NMOBEPXHOCTb.

KaHuctpac
thopmMaIuHoOMm
nagaeT Ha Hory.

BbigeneHne
napos
thopmanbgernga B
OKpY>KaroLyto
cpeny
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Bpen

Mo>eT BbI3BaTh 3y4,
NErKky runepeMmuto,
MoXeT cnocobcTBOBaTb
pasBuTUIO
OHKO/IOFMYECKOro
3aboneBaHuUs.

Mpu BAbIXaHUU MOXET
BbI3BaTb C/le30TEYeHNe,
nepLeHue B ropne. Moxert
cnoco6CcTBOBaTbL PasBUTULD
OHKOJIOTMYECKOTO
3ab0neBaHus.

[Mpu BAbIXaHUN MOXET
BbI3BaTb C/Ie30TeYeHNE,
nepleHue B ropne. Moxert
cnoco6cTBOBATL Pa3BUTUID
OHKOJIOTMYEeCKOro
3abo0neBaHus.

MoXXeT Bbl3BaTb
NoBpPeXAeHNE KOHEYHOCTH:
yLln6

Mpyn BAbIXaHUU MOXET
BbI3BaTb C/Ie30TEYEHME,
nepweHue B ropse. Moxet
crnocobcTBOBaThL PAa3BUTUIO
OHKOJIOrMYeCKOro
3abonesaHus

BeposAtH CteneHb OugHKa

OCTb
Hw3kas

Hwn3kas

Hwn3kas

Hwn3kas

Hwn3kas

Bpega
CpepgHss

CpepHsas

CpepHsas

Hwu3kas

CpepgHss

JonycTUMoCTK
JonycTtumo

JonycTtumo

JonycTtumo

Jonyctumo

Jonyctumo



B Npouecce MeHe[XMeHTa pucKa npeaBapuUTeSibHbIA aHanu3 He BbISBU PUCKOB,
TPeOyoLWMX MeponpuUATUA MO CHUXEHWIO YPOBHA puckKa [0 MPUEMSIEMOr0, B CBA3U C YeMm
paboyas rpynna no MeHeKMeHTY pUCKa He MPUMeHsNa npoLeaypbl No ynpasieHU0 PUCKaMu.

Takum 06pa3oM, BO3MOXHble pUCKU And um3genusa «dopmanvH 10% 3abydepeHHblii
HistoSafe®» no TY 21.20.23-004-89079081-2017 B BapuaHTax WCMNOMIHEHUSA SBNAKOTCA

npuemMnemMbiMn: MNpPeMMYLLEeCTB AN NauueHTa U MeAWLMHCKOro paBoTHMKa 60/blie, Yem

BO3MOXHbIX OMACHOCTEN.

9. TpeboBaHUSA K MOMELLEHUAM

Mpon3BOACTBEHHbIE PabOTbl JO/MKHbI MPOBOAWUTLCS B MPOBETPUBAEMbIX MOMELLEHUAX,
NN B NOMELLEHUSAX, 060pYA0BaHHbIX NPUTOYHO-BbITSXXHOW BeHTUNALMe no FTOCT 12.4.021-75
n CM 60.13330.2016. KpatHoCcTb 06MeHa BO3ayxa - He MeHee 8.

Tpe6oBaHus 6e30NacHOCTV K NPOM3BOACTBEHHbLIM MpPOLEccam AO/MKHbI COOTBETCTBOBATH
FOCT 12.1.008-76, TOCT 12.3.002-2014 un «[lepeyHto 0653aTe/IbHbIX MHCTPYKLUNIA MO TEXHUKE
6e30nNacHOCTN, NPOMbILL/IEHHOW CaHUTapMK 1 NPOTUBONOXAPHOW 6e30MacHOCTU».

Paboune mecTa [O/MKHbI 6bITb 060pygoBaHbl no [OCT 12.2.032-78 u IOCT
12.2.033-78.

TpeboBaHMA K KOHTPOMKO COCTOAHWUA BO3ayxa pabouei 30Hbl - no FOCT 12.1.016-79 wn
FOCT 12.1.014-84; opraHusaumsa koHTtpona - no CI 1.1.1058-01. MNepnogNUHOCTb KOHTPONSA -
cornacHo P 2.2.2006-05 n CIT 1.1.2193-07. B npou3BOACTBEHHbIX MOMELLEHUAX LOMXKHO ObIThb
06ecrneyeHoO HanMume KUNSYEHOW BOAbl M anTeykum C MefuMKaMeHTaMu A8 OKa3aHus MepBoit

MeANLMHCKO/ MOMOLLIN.

10. TexHU4YecKme XapaKTepucTUKN MefULUNHCKOro nu3genms

CocTaB MeULMHCKOro n3genms

HanmeHoBaHMe MeNLMHCKOro Cofep>kaHne 0OCHOBHbIX BeLLlecTB, %6
nsgenms

dopmannH 10% 3abydepeHHbIi (hopmanviH, Boda, HaTpusa rugpoocgar, HaTpus
HistoSafe® opuruHanbHblii aurungpodocdar

dopmanuH 10% 3abytepeHHbIit (hopmanuH, Bofa, HaTpua ruapodgocdar, HaTpuUs
HistoSafe® rony6oii aurngpodocat, MeTUNEHOBbIA CUHWIA
®opmanuH 10% 3a6ydepeHHbll (hopmanunH, Boga , HaTpua rmapogocdar, HaTpus
HistoSafe® IMmctodop rony6oi avrungpodocdat, METUNEHOBbLIA CUHUIA
dopmanuH 10% 3abytepeHHbIi (hopmanuH, Bofa, HaTpusa ruapodocdar, HaTpuUs
HistoSafe® KpacHblii aunrugpogocdat, 303nH H, KapmasuH
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®opmannH 10% 3abygepeHHbIi
HistoSafe® mcTtothop KpacHbIi

dopmanuH 10% 3abytepeHHblit

HistoSafe® IMmctodop anrugpodocgar

NeNe
n.n

11
12

13

14
15

16
17

21
2.2
2.3

24
25

2.6
2.7

31
3.2
3.3

34
35

3.6

®opmannH 10% 3abydepeHHbIi
HistoSafe® KapcoHa

XapaKTepuUCTUKN MeJULNHCKUX U3LeNnii
HanmeHoBaHVe MeAMLIMHCKOTO U3fenns / nokasatens

BHeLLHWIA BUA
dopmannH 10% 3abydepeHHsblii HistoSafe® opurnHanbHbIl

dopmannH 10% 3abydepeHHbIi HistoSafe® rony6oi

®opmasvH 10% 3abydepeHHblin HistoSafe® Mictodop
rony6ov

dopmanuH 10% 3abydepeHHbIin HistoSafe® KpacHbiit

dopmannH 10% 3abyepeHHbIli HistoSafe® Mictodop
KpacHbIi

dopmannH 10% 3abydepeHHbIi HistoSafe® Mictotop
®opmannH 10% 3abydepeHHbii HistoSafe® KapcoHa
CopepxxaHve opmansiernga, % (macc./06.)

dopmanuH 10% 3abydepeHHbIin HistoSafe® opurimHanbHbIl
dopmanvH 10% 3abydepeHHbIli HistoSafe® rony6oi

dopmanH 10% 3abydepeHHbIli HistoSafe® Mctodop
rony6or

®opmasinH 10% 3abydepeHHblin HistoSafe® KpacHbIl

dopmanuH 10% 3abydepeHHbIli HistoSafe® Mctodop
KpacHbIi1

dopmannH 10% 3abydepeHHbIli HistoSafe® Mictodop
dopmanvH 10% 3abydepeHHbIli HistoSafe® KapcoHa

pH peareHTa

dopmannH 10% 3abydepeHHbiii HistoSafe® opuruHanbHbIi
®opmaninH 10% 3abydepeHHblin HistoSafe® rony6oii

®opmasimH 10% 3abyepeHHblin HistoSafe® Muctogop
rony6oi

®opmasimH 10% 3abydepeHHbIin HistoSafe® KpacHbIit

dopmannH 10% 3abydepeHHbIli HistoSafe® Mctodiop
KpacHbIii

dopmannH 10% 3abydepeHHbIin HistoSafe® Muctodop
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thopManuH, Bofa, Hatpusa rugpodocdar, HaTpus
avrungpodocdat, 303uH H, kapmasuH

(hopmanuH, Bofa, Hatpusa rugpodgocdar, HaTpuUs

(hopmanuH, Boga, HaTpWii XNOPUCTbINA, HaTpuUS
rugpodocar, HaTpus gurugpodocgar

lNokasaTenn HoOpMblI

BecLBeTHas npo3payHast XWUAKOCTb

"ony6as npo3payHas XXULKoCTb

ony6asi Npo3payHas XnAKoCTb

CBeT/10-KpacHas npo3payHas XXnaKoCcTb

CBeT/0-KpacHast Npo3payuHas XMAKOCTb

BecLBeTHas Npo3pavHas XAKOCTb

BecLiBeTHast Npo3payHas XWUAKOCTb

4,0-5,5
4,0-5,5
4,0-5,5

4,0-5,5
4,0-5,5

4,0-5,5
4,0-5,5

7,0-7,4
7,0-7,4
7,0-7,4

7,0-7,4
7,0-7,4

7,0-7,4



3.7  ®opmannH 10% 3abygepeHHblin HistoSafe® KapcoHa
4 dukcayma matepuana

41  dopmannH 10% 3abydepeHHblii HistoSafe® opurnHaibHbIi

42  dopmaimH 10% 3abydepeHHblit HistoSafe® ronyboii

43  dopmanmnH 10% 3abydepeHHblii HistoSafe® Muctodop
rony6or

4.4  ®dopmanvH 10% 3abyctepeHHbIn HistoSafe® KpacHblii

45  dopmasmH 10% 3abydepeHHblin HistoSafe® Mictothop
KpacHbIii

46  dopmannH 10% 3abydepeHHbIi HistoSafe® MmcTtodop

47  dopmamH 10% 3abydepeHHblin HistoSafe® KapcoHa

7,0-7,4

FAApa 1 KNeToyHble MeMOpaHbl PasnyyMBbl,
LmMTONNa3Ma CoxpaHeHa, He COAePXXUT
MpU3HaKOB ayTo/nmM3a

FAApa 1 KNeTouHble MeM6paHbl Pas/IMunMbl,
LmMTONNa3Ma CoXpaHeHa, He CoLepXuT
MPU3HAKOB ayTO/N3a.

FAnpa v KNeTouHble MeM6paHbl pasnynMbl,
LMTONNa3Ma COXpaHeHa, He COAePXKUT
MpY3HaKOB ayTonmsa

Fapa 1 KNeToUHbIe MeM6paHbl PasInynMBbl,
LMTONNa3Ma COXPaHEHa, He COLEPXUT
MPW3HAKOB ayTo/M3a.

Sapa 1 KNeTouHble MeM6paHbl PasinynMbl,
LMUTOMN/Ia3Ma COXPaHeHa, He COAEPXUT
MPK3HAKOB ayToNM3a

Sapa v KNeTouHble MeMOpPaHbl PasNyMMbl,
LMTONNa3Ma COXpaHeHa, He COLEPXUT
MPW3HaKOB ayTo/n3a.

Aapa 1 KNeTouHble MeMGpaHbl PasnUMMbl,
LMTONNa3Ma COXPaHEHa, He COLEPXUT
MPK3HAKOB ayTo/NM3a.

11 IMoAroToBKa K MPUMEHEHUI0 N0 HasHauYeHUo, sKcnyaTaunum MeanLUnHCKOro

n3genuns

dopmannH 10% 3abygepeHHbli HistoSafe® He TpebyeT A4OMNONHUTENLHON NOATOTOBKMN K

NMPUMEHEHNIO NO Ha3HAYEHUIO.

12.  OnucaHve NPUMEHEHUsI MeAULIMHCKOrO U3Aenusl, onnucaHne peareHToB

MopAfoK NpoBefeHNS NpoLeaypbl

Mpoueaypa MNPUMEHEHUS MegMLMHCKOro u3fenus «dopmanmH 10% 3abydepeHHbIn

HistoSafe®» oguHakoBa ans Nto60ro BapuaHTa UCMOMHEHNUS.

BHMMaHWMe; cOoOTHOLWEHNE TKaHb/(hnkcaTtop He MeHee 1:20. duKcauuo NpoBOAUTL NpU
KOMHaTHOI TemnepaTtype. MakcumanbHas gonyctumas TonwmHa obpasua 1 cm. Mpu TonwmHe
06pa3uoB MeHee 3 MM - Bpems (uKcauum AO/MHKHO COCTaBNATb He MeHee 5 4, npu TONWMHE
o6pasuos 3 Mm 1 6onee - Bpemsi mkcauum ot 12 go 48 u. lMpwu 3arpsasHeHMn opmanunHa

KPOBbIO U APYTMU (HM3MONOTMUYECKAMU XNAKOCTAMM, (DMKCATOP HEOOXOAUMO 3aMEHUTD.

OnuncaHne meToga:

MomecTnTb OGMONOrMYecKUiA MaTepuan B (UKCUPYHOLMIA pacTBOp Ha 5-48 4 B

3aBMCMMOCTH OT pasmepa o6pasLia.

Mocne paboTbl HEOOXOAMMO 3aKPbITb EMKOCTb M/IOTHO KPbILLKOM.
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OnwucaHuWe peareHTa:
Pacxon meauumHckmx m3genuii dopmannHbl 10% 3abydepeHHble HistoSafe® 3aBucnut

TONbKO OT pasmepa (UKCMpyemMoro matepuana - coctasnsier 20-50 mn Ha 1 cm® hmKcupyemoi

TKaHW.

13. MaTtepunasibl, KOTOpble TPebytoTcA 4715 paboTbl C MEAULIMHCKUM U3LENTUEM -
«PopmannH 10% 3abydepeHHbIn HistoSafe®», HO He coaepykaTcsl B KOMMNEKTe NOCTaBKMN
MEeLNLMHCKOro 1U3genns

EMKOCTb M3 WHepTHOro martepuana (CTEKNO, NOAU3TUNEH, MNONWMPONUAEH W T.4.)

noaxoAsLero o6beMa 18 NPoBeAeHNs (UKcalLMm matepuana.

14. XapaKTepuUCTUKN CTabUIbHOCTU MeAULIMHCKOTO U3Lenns AN AMarHOCTUKM
in vitro (ycnoBus xpaHeHUss MeAULMHCKOIO WU3LeNns, TPaHCMOPTUPOBKN U IKCMayaTaumnu,
CPOK FOAHOCTU MOC/e BCKPbITUSA NEePBUYHON YMAaKOBKW), rapaHTUN Npon3BoaUTeNS

YcnoBua xpaHeHUA

Cpok rogHocTu: 24 mecsua.

He 3amopaxknsatb!

Mo ucTeyYeHUO CpoKa rofHOCTU MeAuLNHCKMe nsgenns «dopmannt 10% 3abydepeHHblii
HistoSafe®» He noanexart Ucrnonb30BaHuio.

«®opmannH 10% 3abydepeHHbii HistoSafe®» XpaHAT B 3aKpbITbIX BEHTUINPYEMbIX
nomMeLLeHnsx npu TemnepaTtype ot +5°C fo +25°C n oTHoCUTeNbHOW BnaxHoctn 40 - 80% B
YCNOBUAX, UCKNIOYAIOLWMX [eiACTBUE arpeCcCUBHbIX Cpef, COMTHEUHbIX lyYelt 1 Bnaru.

CpOK rogHocT¥ Nnocsne BCKPbITUSA NEPBUYHON YNaKOBKU

CpoK rogHoctTu rnocne BCKpbITMA - 24 MecAua C faTtbl M3rOTOBNEHUA W3AENNA Mpu
CO6MOLEHNN YCNOBUIA: MOC/Me BCKPbITUA YNakoOBKW MefuuUHCKMe un3fenus «®opmanvH 10%
3abygepeHHbln  HistoSafe®» "go/MmKHbI  XpaHUTLCA BAaM  OT WUCTOYHMKOB Harpesa npu
TemnepaTtype oT +5°C go +25°C, B N/I0THO YKYMNOPEHHO Tape (OYTbIfKe).

BTOopnuHyto ynakoBky (Npu Ha/iMuynun) XpaHWUTb MOKa He 6yLyT MCMONb30BaHbl BCe
eMKOCTW.

YcnoBua TPaHCMOPTUPOBKM U IKcnayaTaumn

TpaHCnopTUpOBaHMe U XpaHeHWe NPOoAYKLMW OCYLLECTBNAETCA B COOTBETCTBMM C N. 12
FOCT P 51088-2013 npwu temnepatype ot +5°C go +25°C. 3amopaxuBaHue He [LOMYCKaeTcH.
O6wume TpeboBaHUSA K TPAHCMOPTUPOBAHUIO M XpaHeHUto - no TOCT P 51088-2013.

TpaHcnopTupoBaHue NPOAYKLMM OCYLLECTBAAETCA BCEMU BULAMU KPbITOrO TpaHcnopTa B

COOTBETCTBMM C NpaBMiaMu NepeBo3Kn rpy3oB, AeACTBYHOLW MMM Ha JaHHOM BUAEe TpaHcmnopTa.
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Tlpy TpaHCNOPTHPOBAHHH, OCYIMECTRICHHH MOTPY3KH H BHIPY3KH NPOAYKUHH ROMKHH
OLITE MPUHATE! MEPHI, NPEIOXPAHAIONIHE Tapy OT MEXAHHYECKAX NMOBpeXACHWI, BosneHcTBU
arMOCGEPHBIX OCANKOB, FTOPIOYHX MATEPHANIOB H KHCIOT.

[lpy MOrpy3oqHO-pasrpy309HbIX paborax #OmMkHH BunomHaTecs HopMul TOCT
12.3.009-76.

TapanTHR KavecTBa

MpeanpuATHE-H3TOTOBHTENb TAPAHTHPYCT COOTBCTCTBHC MCAMLMHCKOIO H3JICNHA —
«Dopmannd 10% 3alydpepennniii HistoSafe®» - TpeGoBaHMAM TeXHHYECKHX YCAOBHA npH
cobmonennu ycnaoBHH TpPAHCTIOPTHPOBAHHMA, XPAaHCHMA H NPUMCHCHMA, YCTAHOBICHHEIX
HACTOAIMMH TEXHHYECKHUMH YCIOBHAMHK ¥ HHCTPYKUMEH NO NMPHMEHEHHIO B TeYeHHe BCEro
CPOKa TOAHOCTH.

15. Hudopmanns o6 ycnosunx, neolxonumeuix ansn cbopa, 06paborku n
NOATOTOBKH 00pa3loB, AAHNLIE NO CTAOHALHOCTH ARAANIHPYeMbIX 0bpasuos

Temneparypa xpaHCHMA W TPAHCTIOPTHPOBKH aHARMIMPYEMBIX OOpastion: +5 - +25 °C.
CrabuipHOCTS  GHAMM3HPYEMBIX OOpa3LOB ONpPEACHAETCA NIAHUPYEMOH K MCNONb30BAHHIO
NOCHe NPUMEHEHUS H3REIHA METOAUKOH.

He nonyckaerca samopaxupaiue GuoMareprana, kak B pHUKCHpYIOIEM pacTBope, Tak ¥
BHE €T0.

Jna ocymecTsieHns (PHKCALMH NPH NOMOLIH MEAHUKHCKOTO Hiaenus «Popmanud 10%
3abydepennuiit HistoSafe®» - makcumanthaa TonmmHa OHONCHNHOTO WIH ayTONCHAHOTO

MaTepHana He NOmKHa npesbliath | CM, cooTHOmeHue ¢ukcarop/rkaner He meHee 20:1 mo

obnemy.
A. Basarne:
—  OuoncuiiHoro Marepuana NPOBOAMT Bpay-KAMHMOMCT (NpHKa3 MUHHCTEPCTBA
’ 3ppasooxpaHeHus Poccun Mel79 H, n. 9 or 24 mapra 2016 r. «O npasunax npoBeacHUA

MATONONORHATOMUIECKHX HCCICAOBAHHI®);

—  B3ATHE ayTONCHHHOrO Marephaia NpPOBOAHT Bpav-NATONOroaHaToM (MpHKa3

MnuHucrepcTsa 3apasooxpaHenus Poccun Ne354 H, 0. 19.5, n.24 or 6 mions 2013 r. «O nopaake
TIPOBEACHHA MATOJOTORHATOMHICCKHX BCKPHITHIN),

B. Bripesky ayroncuiiHoro H OnoncuiiHoro Marepnana (npu HeoGXoAMMOCTH)
NIPOBOAMT BPa4-NATONOr0aHaToM; O0BEM BHIPE3KK ONpefenseT BPa4-MATONOTOAHATOM (NpHKa3
Muuncrepcrea 3apasooxpaHenus Poccrnu Nel79 H, n. 16.2 or 24 mapra 2016 r. «O mpaBunax

pOBEASHHA NATONOIOAHATOMHYECKHX HCCNEAOBaHHI);

1
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Mpn Bbipe3ke maTepuana Heo6X04MMO MpPeAoTBpaLLaTb €ro BO3MOXHbI MeXaHU4yeckue
MOBPEXAEHNA Takume KakK CAaBfieHWe MUHLUETOM, pa3MO3XEHWe Mpu  Bblpe3ke TyMbIM
WHCTPYMEHTOM W T.4. MaTepuman He A0/KeH UMETb MPU3HAKN MOpYn (THUEHWS).

BuomaTtepuan He Ao/MKeH XPaHUTLCS BHE (DMKCUPYIOLLEro pacTBopa.

16. WHdopmaums ans  noTpebuTeneld  MeaMLMHCKOIO U3denns 0  Mepax
NPeAO0CTOPOXHOCTUN, MPEANPUHNUMAEMbIX B Clyyae HeoOXOAMMOCTU, a TakXe 0 Mepax,
npeanpMHUMaEMbIX B OTHOLUEHWW  MOTEHUMaNIbHO  MHMEKUMOHHOIO  MaTepuana,

cofiepyKalLlerocsi B MeAMLMHCKOM U34eNnMmM AN AUarHOCTUKN in vitro

MpW “CNoNb30BaHUM NO Ha3HAYeHUHD U COBMAEHUN Mep NPeAOCTOPOXHOCTU (XanaT u
ofiHopasoBble nepyatku no CI1 1.3.2322-08, CIM 1.3.3118-13 n MY 287-113) KOHTaKT C
OpraHM3MOM YenoBeKa UCK/THYEH.

Ha pabouymx MecTax Ha NPOU3BOACTBE A0/KHbI OblTb 06ecrneyveHbl AOMNYCTUMbIE
napameTtpsl MUKpoknnumarta no CaHlMlunH 2.2.4.548-96:

TemnepaTypa Bosgyxa: 17-23°C (B XONOAHbIA nepuog roga);

18-27°C (B TeNnblil Nepuog roga);

BNaXKHOCTb BOo3ayxa 15-75%.

Mpn HanMumMm pucka pasbpbI3rBaHUs peareHTa UCNOAb30BaTh NLEBON LNTOK UN OUKM
ANS 3alUThbl rNas.

«®opmanvH  10% 3abydepeHHbii  HistoSafe®» He cofepXuT MNOTeHUMaNbHO
MH(EKLNOHHBIA MaTepuan.

B o6wmx cnyyasx pabota B nabopatopuu [Jo/mHKHA NPoOBOAUTLES € cobntogeHnem Crl
1.3.2322-08 - CIN «be3onacHocTb paboTbl ¢ MuKpoopraHusmamu 1l1-1V rpynn natoreHHocTu
(omacHoCTW) 1 BO36yaAMTENSIMM Napa3nuTapHbIX UHGEKL M.

Takke npy pa6oTe B 1a6OPaTOPMU 1 HEMOCPEACTBEHHO C M3LeNNeM CeayeT:

— cobnogate TpebosaHus OCT P 52905-2007 «JlabopaTopun MefULMHCKUE.

TpeboBaHua 6e30MacHoOCTU», a Takxe CanlMuH 2.1.3.2630-10
«CaHUTapHO-3NNAEMMUONOrNYeckme  TpeboBaHMA K  OpraHusayusiM,  OCYLLECTBASHOLWMM

MEANUMHCKYIO AeATeNbHOCTb» (C M3MeHeHUAMM Ha 10 utoHsA 2016 roga);

— HaZeBaTb 3aLMTHYK OAeXAYy W HeMefAneHHO MeHsATb ee B Ciyvae 3arps3HeHus

(TOCT P 52905-2007 n.12.1; CaHlMuH 2.1.3.2630-10 n. 10.16.5);

— Ana UCKMK4YeHUA KOHTakKTa C KOXel H€O6XO,£I,VIMO ncnonb3oBatb 0AHOPa30BbLIE

nepyatku (CanlNuH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1);
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— Npyv HaAMYMKU prUcKa pa3bpbl3rMBaHMs peareHTOB MCMOMb30BaTh /IMLEBOW LUTOK

nnn oukm ang 3awmtel rnas (CanlNuH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1).

CnesyeT u3beraTb nonajgaHUs Ha KOXY, Pa3MBaHUA, WHTEHCUBHOIO BAbIXaHWA WK
C/lyYaiiHOro 3arnartbiBaHus usgenus. B cnyyae nonagaHna Ha KOXY WM B rnasa CMblTb 60/1bLINM
KONM4ecTBOM BOAbl. [py cnyyaliHOM MNoMajaHUM KpPacoK B XKEeNy[O0YHO-KULIEYHbIA TpakT
cnefyet BbiNMUTb 1-2 cTakaHa KWMAYEHON BOAbl C aKTUBMPOBAHHLIM YINEM W HeMe[/1eHHO
obpatuTbCA K Bpayy. Mpy nonagaHuy Ha KOXY WM CAU3UCTYHD 060/104KY rnas - 06UIbHO
NPOMbIBaTb BOAON C Mbl/IOM B TeyeHue 10-15 MUHYT.

Mpn KOHTaKTe ¢ 6uomaTepmanom Heobxoanmo cobnogaTb Mepbl NMPeAOCTOPOXHOCTU. Bo
BpeMs paboTbl ClefyeT Nonb30BaThCA MepyaTkamu U crewlmanbHon NabopaTopHOW 04X 0, Tak
Kak o06pasubl 6uomartepuana cnefyeT paccMaTpuBaTb Kak MOTEHLWaNbHO WHMULMPOBAHHbIE,
cnocobHble ANNTENbHOE BPeMSi COXPaHATb M nepefasatb BNY, Bupyc renatuta B unm noboro

Lpyroro Bo3dyauTens nHQexkumn.

17. IMoBTOPHOE NUCMNO/Ib30BaHWE MeAULMHCKOIo 1U3aenns

«®opmannH 10% 3abyepeHHblli HistoSafe®» B BapuaHTax WCMONHEHUS SABNSETCA
n3gennemM OAHOKPATHOTO MPUMEHEHUSA B TeyeHWe CpokKa rogHoctu. lMocsie Mcnonb3oBaHWA U
nocne OKOHYaHMSA CPoKa FOLHOCTW MOAMIEXUT YTUAU3ALUM COrNacHoO MPUHATBIM HOpMaMm W

npasmnam.

18.  OrpaHuyeHus:, cBsI3aHHble C NPO6OIA, KOTOPble MOTYT MOBAUSITL Ha

pesynbTaT UCCNefoBaHNs

«®opmannH 10% 3abydepeHHblli HistoSafe®» npumeHseTcs Ana o6paboTKM TKaHei
yenoBeka. KauecTBo pesynbTata HanpsMyl 3aBUCUT OT CO6MOAEHUA MpaBui HacToALLel
NHCTPYKLUW.

«®opmannH 10% 3abydepeHHblii HistoSafe®» B BapMaHTax MCMONHEHUS UCNOb3YOTCS
TONbKO A4/18 6GMONCUAHOrO UNM ayTONMCUIAHOIO mMatepuana W He npefHasHauvyeH ANA NpUMeHeHus

Ha TKaHW XXNBOro nauuneHTa UWanm opraHoB AnA TpaHCnaHTaunuu.

19. O6cToATENBLCTBA, NPU KOTOPbIX NOTPEOUTENb AO/HKEH

NMPOKOHCYNbTUPOBATLCA C MEANLMHCKUM PaboTHUKOM

O6CcTOSTENBCTBA, MNPM  KOTOPbIX  OMbITHbIA  COTPYAHMK nabopaTopuu  AOMXKEH
NMPOKOHCYNbTUPOBATLCA C MEAULMHCKUM PabOTHUKOM OTCYTCTBYIOT, MOCKO/IbKY «®DopMannH
10% 3abyepeHHbIn HistoSafe®» He BAMAET HenocpeACTBEHHO Ha MOCTAHOBKY AMarHosa

naymeHTam.
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20. Hudopmanns o NepecMOTPE IKCNNYATAUNOHHOMN AOKYMEHTANINA

HacToanias HHCTPYKIIHR COCTaBJICHA BIIEPBHIE.

Jlata yTBepKICHHA YKa3aHa Ha THTYILHOM JIHCTE HAcTOAWEH HHCTPYKLMK,

TepecMOTp MHCTPYKUMM NPOBOAHTCS HA NPOH3BOACTBE €XKETOAHO NPH OTCYTCTBUH
U3MCHCHUH, 3 TaKxke RONONHUTENIBHO N0 Mepe HEOOX0ANMOCTH BHECEHHA HIMEHEHMH (COTTIACHO
TOCT ISO 13485-2017). B cnyuae BHeCEHHA H3MEHEHHIE B KCTUIyaTALMOHHYIO AOKYMEHTALHIO
HHHIMHPYCTCA COOTBETCTBYIONIaA NpolieAypa HHGOPMHpOBaHHA 06 ITOM YNOMHOMOYCHHOTO
opraHa (Poc3zpasHan3opa) H nocie 3TOro 00 H3IMCHCHHAX MHPOPMHUPYIOTCH Nob30BaTenH. B
Cnyvae OTCYTCTBHA M3MEHEHHMi JeiicTBHe JaHHOR BEpCHH JOKYMEHTa INPOIJICBAETCA

aBTOMATHUCCKH Oe3 yBeaomneHnit 06 2ToM nonb3osarenedi H yNoTHOMOYEHHBIX OPraHOB.

21,  Mepul npeaocTOPoKHOCTH B OTHOIECHNA Se3onacHoN yrRAN3IaAOHA
MEIHUHECKOTO H3AE/THA, NPHHEALICKHOCTEN H PACXOAHBIX MATEPHAIOB

Hesoctpebopanneie Memuumackue u3aenus  «@opmaaue  10%  3aGydepennbiit
‘ HistoSafe®» B HEeBCKPHITHIX (IaKOHAX OTHOCATCA K MEAHMLIMHCKUM OTXORaM Knacca I

BeiBiine B ynorpebnenun meanunnckue wigenns «Popmanun 10% 3abydepennsii
HistoSafe®» aBnsi0TCa MEAMLIMHCKHMH OTXOAAMH Knacca B,

YHUYTOKATL HCHCTIONG30BAHHBIE TNPH  HCCNCAOBAHHAX MEAWLIHHCKHE H3Nenus
«®opmanur 10% 3abydepenusiii HistoSafe®» u apyrue peakTHBH ClieAyeT B COOTBETCTBHH C
CIl 2.1.7.1386-03 u CaullnH 2.1.7.2790-10 xak orxomnl k1acca b; ykazauua k paGoram no
ae3uHpexumun 0Gopynosanus n nomewenwii - o OCT 42-21-2-85 n MY 287-113.

Hencnons3osatHble peareuTel, pCareHThl ¢ HCTCKIUHM CPOKOM IORHOCTH, & TaKke

HCTIONIL30BAHHBIC PEATEHTH! CIeayeT yaauaTs B cootBercTBrH ¢ [OCT P 51088-2013.
buonoruueckuii Matepuan nocne paboThl  YTHAM3HPYIOT B COOTBETCTBHH ¢
tpebopanmamMu  CaullnH 2.1.7.2790 «CannrapHo-3nnaemuonornuyeckne TtpeboBaHus K
‘ 06palleHHio ¢ MEAHLIMHCKHMH OTXOAAMHY,
Topanok aeficTenii 8 coorsercTanu ¢ n. 13 NOCT P 51088-2013:
1} Hspenus, npHmenune B HENPHIOAHOCTD, B TOM YHC/IC B CBA3H C HCTEYCHHEM CPOKa
FOZIHOCTH, NOAIEKAT YTHIH3ALHHK.
2) Wsnenns, npuweamHe B HErORHOCTD, ¢ KCTEKIIKM CPOKOM TOOHOCTH, ABNAIOWHECH
NOMAMIENKAMN HJIH HE3aKOHHBIMM KONMHAMH M3ACNWH, 3aperucTpHpOBaHHHIX B PoccuiickoR
'! ®enepaunn, a Takke H3Aennd, o6HapYKEHHbIE W KOHPHCKOBAHHBIC TAMOXKCHHRIMH OpraHaMH
Poccniickoii Penepaunu npu UX BBO3E Ha TeppuTopHio Pocchiickoit denepausn, momnexar
YHUYUTOXKEHHUIO WIH YTHIR3ALHH,
! 3) VYunurokenne M3AenHA  OCYNIECTBASETCR  OPraHM3aUMAMH,  HMEIOIMMH
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COOTBETCTBYIOLLYIO JIMLEH3NIO, Ha cneuuanbHO 060pyAoBaHHbLIX MowajgKax, NOAMIOHax U B
NOMeLeHNsAX B COOTBETCTBUM C TpebOBaHWAMM, NPEAYCMOTPEHHLIMU CYLLECTBYHOLWUMMU
deaepanbHbIMU  3aKOHAMW, W C COOMOAEHMEM 0093aTeNbHbIX TPebOBaHUI MO 0XpaHe
OKpY>KaloLLen cpeabl.

4) W3roToBuTENb, MNOCTaBWMKWA, NPOAaBUbl, WMMOPTEPbI MOTYT OCYLLECTBNATb
YHUUTOXEHWE U3JeNniA, NOTEPSBLUMX CBOW MOTPeOUTENIbCKME CBOMNCTBA UM C UCTEKLLIUM CPOKOM
roAHOCTW, MNPV MCNOJSIb30BAHUM METOL0B, COrNacoBaHHbIX C TEPPUTOPUANIbHLIMU OpraHamu,
OTBETCTBEHHbIMU 32 CAHUTAPHO-3NUAEMNONOTMYECKoe 61arononyyve HaceneHus.

5) W3penua BO BHeLWHeil ynakoBke C Haauyuvem npeaynpeauTesibHbIX 3HAKOB 06
OMacHOCTU CcfiegyeT YHMUTOXAaTb C COOMOAEHMEM COOTBETCTBYHOLWMX Mep 6e30macHoOCTU ©
fe3aKTuBaLuu.

6) JKuakume KOMMNOHEHTbl (peareHTbl, peakTUBbI) YHUYTOXAKTCA pas3faB/vBaHUEM
BHYTPEHHEN YynakoBKM C nocnegyroumMMm passefeHvem Bogoi 1:100, cnmBom pactBopa B
KaHanu3auui ¥ BbIBO30OM OCTaTKa YNakoBOK KaK MPOW3BOACTBEHHbIA WM ObITOBON Mycop.
TeepAble KOMMOHEHTbl nognexaTr [Apo6/ieHuUto, MNocnefyroleMy pasBefeHuo BOAOW B
cooTHoweHun 1:100, cnMBOoM pacTsBopa B MPOMbILUNEHHYIO KaHann3auuo U BbIBO3OM OCTaTKOB
YNakoBOK KaK MNPOM3BOACTBEHHOI0 WAM  6bITOBOr0O Mycopa. KOMMOHEeHTbl  M3L4ennii,
HepacTBOPVMbIE B BOZE, YHUUTOXAKOT NYTEM CXUTaHUA.

7) W3pgenusa, cofepkalve NOTEHUWaNbHO OMNacHble mMartepuanbl, Nepes YHUUTOXEHUEM
[0OMKHBI ObITb 06e33apaXKeHbl B COOTBETCTBUN C AeNCTBYHOLW MM 3aKOHOAATe/IbCTBOM PocCuiicKoii
®epepauun.

8) TexHuyeckme nMpUCNoco6ieHNs, MPUHALNEXHOCTW, BXOAALWME B KOMMAEKTaLUIO
n3genns, nognexar MexaHMyeckomy paspyLUeHUt0 ¢ BbIBO30M OCTaTKOB Kak NpOM3BOACTBEHHOIO
nnn 6bITOBOIO0 Mycopa WM CXUraHuIo.

9) lNepcoHan, OCYLWECTBASAIOLWLINIA YHUUTOXEHNE W3AENNIA, AO0MKEH cobntojatb npaBuna

6e30MacHOCTM nposefeHna Toro Ninm NHOro crnocoba YHUUYTOXEHNA.

VHpeKymoHHaA nnm MnkpobHas onacHOCTb MeAULWNHCKOrO N3fenms
MeanunHckne wnsgenus «®opmanvd 10% 3abydepeHHbli HistoSafe®» B BapuaHTax

NCNONTHEHNA HE COoAepXXaT NMNOoTeEHUWabHO I/IH(*)eKLl,I/IOHHbII\/JI Matepuan.

JKO/1I0rnyeckas onacHoOCTb MeAULIMHCKOro N3fenmus, cBfa3aHHasa ¢ NoTeHunaibHO
onacHbIMW MaTepuanamu 1 BellecTBamm

MeguumHckue usgenus «dopmanuH 10% 3abydepeHHbln HistoSafe®» oTHocATCA K
BellecTBam 3 Knacca onacHoctu B cooTeeTcTBUM ¢ TOCT 12.1.007-76 - yMepeHHO-0MacHbIe.

TOKCUYHOCTb peareHToB onpenendeTcsa CBOCTBAMW KOMMOHEHTOB BXOA4ALWNX B COCTaB
15
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TEXHNYECKOro (hopMannHa:

dopmanbierng: npegenbHo gonyctumas KoHueHTpauma (MAK) B Bo3gyxe paboyeli 30HbI
- 0,5 mr/m™ knacc onacHoctu 2 (B cootBetctBum ¢ FOCT 12.1.007-76. NppuTaHT. TOKCUYEH.
Mpn KOHTaKTe C KOXeM BbI3blBaeT a/Nepruyeckyro peakuyuto. MpegnonaraeTcs, Y4TO AaHHOe
BELLECTBO BbI3blBaeT reHeTuyeckme aedektbl. MOXeT Bbi3blBaTb pakoBble 3ab60nesaHnsa. Moxer
OTpMLAaTENbHO MOBAUATL HA CMNOCOOGHOCTbL K AEeTOPOXAEHWNIO NN HA HEPOAMBLLErocs pebeHka.

MeTunoBblin cnupT: MeTaHON MO CTeneHW BO3AENCTBMA Ha OpraHnsM YenoBeka
OTHOCMTCS K YMEpPEHHO onacHbiM BewlecTBam (3-ii knacc onacHoctu no FOCT 12.1.007-76).
MpegensHo fgonyctumas KoHueHTpauus (MAK) B Bo3gyxe paboyeit 30HbI - 15 wmr/m®

(MakcuManbHasa pasosas), 5 Mr/mM” (cpefHAsa CMeHHas).

dusnyeckasa onacHOCTb MeAULIMHCKOIo U3aesnns

MeguumnHckue unsgenua «dopmanvH 10% 3abydepeHHbln HistoSafe®» He aBnstoTcs
FOPOYMMU XXULKOCTAMM.

CpeacTBa NOXapoTyLLeHUs Mpu BO3ropaHMM NOAMMEPHOIA YNaKOBKU: pacnblieHHas BOAa,
neHa, Kolima, Necok, acbecToBoe ofeaso.

34aHnA M NOMELWEeHUs [O/MKHbI ObiTb OCHALLeHbl YCTaHOBKaMW aBTOMAaTUM4YeCKOro
NOXXapoTyLLeHNA UM NOXApHOW CUrHanu3auunelr B COOTBETCTBMU C OTPac/eBbIMU NepevyHAMMU
34aHWiA M NOMeLLeHWid, noAanexauwimx 060pyfoBaHWIO  aBTOMAaTUYECKUMM  CPeACcTBaMu
NOXapoTyLLeHNS N aBTOMaTMYECKON MOXAapHON CurHanmsaumnen, cornacoBaHHbIMK C [NaBHbIM
ynpaBaeHWeM MOXapHOM 0XpaHbl MUHUCTEPCTBA Ype3BblyaliHbIX CUTYyaunii Poccum n Mocctpoem

Poccuun.

— TpeboBaHMs B3pbIBO6E30MACHOCTH:

TpeboBaHus K o60opyfoBaHuio - no degepanbHbIM HOpMaM M npaBunam B 06nacTu
NPOMbILL/IEHHOM 6e3onacHocTH «O6LwWwune npasuna B3pbIBO6E30MNacHOCTYU ans

B3PbIBOMOXaPOONaCHbIX  XUMWUYECKMX, HeDTEXUMUYECKUX W  HedTenepepabaTbiBatOLMX

Mpou3BOACTB».

— TpeboBaHMA paguaunoHHOK 6e30NacHOCTHU.

He npumeHnmo.
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22. HenpumeHMMble K 3KCnyaTaunoHHOM JOKyMeHTauumn Ha «®@opmanni 10%

3abydepeHHbI HistoSafe®» TpeboBaHuA Mprkasza M3 PP o1 19 aHBaps 2017 r. Ne 11H

IMyHKT MNMpukasa Ne MH

1) OnucaHne NpPUHaANeXHOCTeR, MeAULUHCKUX U3LEeNNIA Unn
U3LeNunin, He ABNAIOLLNUXCA MEAULUHCKUMUN, HO NPesyCMOTPEHHbIX
4151 VICMONb30BaHNA B KOMOUHALMKN C MeAULUNHCKUM n3genvem (npu
Hannuun);

2) NHdopmauma 0 Hanmumm B MeANLNHCKOM U3LeNnm
NeKapCcTBEHHOr0 CpeAcTBa A1 MeLULMHCKOro NPUMeEHEHUS,
mMaTepuasnos XUBOTHOMO U (MK) YEI0BEYECKOr0 NPOUCXOXKAEHNS;

3) TpeboBaHUA K MOArOTOBKE MAN KBanngukaumm nuu,
OCYLLECTB/IAOLLMNX YCTAHOBKY (MOHTaX) MeAULMHCKOro U3Lenus
(npu Hannuuwm);

4) NHdopmayma o nopsgke yCTaHOBKM, MOHTaXa, HaCTPOMKH,
KannmbpoBKMN W NHbIA AeACTBUAX, HEOOX0AMMbIX AN BBOAA
MEeAMLMHCKOro U3Aenns B aKCnayatayuio;

5) NHdopmaymsa 4ns npoBepky NpaBuabHOCTU YCTaHOBKU
(MOHTaXKa) MeAWLMHCKOro N3aenns n ero roTOBHOCTU K 6e30MacHol
paboTe aKcnayaTaumm;

a) cofepXxaHune U NeEPUOANYHOCTb TEXHNYECKOTO
06CNY>XMNBaHUSA, BKIKOYAA OYUCTKY U Ae3UHDEKLNIO MeANLNHCKOIO
n3genus;

6) nepeyeHb NpeAocTaBeHHbIX NPOU3BOAUTENEM
(n3rotoBuTENEM) MEAULMHCKOTO WU3LENNA CBEAEHUN, KHOYEN,
naponei AocTyna, NporpaMm, HeO6Xo0ANMbIX A/ MOHTaXa,
Hanafku, aKcnayatauuym n TEXHUYECKOro 06CNyXXunBaHus
MeAULUMHCKOro U3genus;

B) nepeyveHb PacXofHbIX MaTepuanoB (KOMMOHEHTOB,
peareHToB), a TaKXXe Npoueaypy UX NPUMEHEHUSA U 3aMeHbI;

r HeobX0AUMOCTb KaIMbpoBKY A5 0b6ecrneveHns Hafnexallei

1 6e30nacHoO paboTbl MeAULMHCKOIO M3eNns B TeUeHNe CPOKa ero
CNyXO0bl;

) METO/bl CHVKEHWNS PUCKOB, CBA3aHHbIX C YCTaHOBKOM,
KannbpoBKOWN MAN TEXHUYECKUM 06CNY>XXNUBAHNMEM MEAMLIMHCKOTO
N3[EeNUaMm;

e) MHopmaLmMo 0 MOHTaXe, HanajKe, HaCTPONKe, KaNnMopoBKe n

WHbIM [eACTBUAM, HE06XOAUMbIM AN8 BBOAA MEAULIMHCKOTO U34enms

B 3KCMJIyaTauuto 1 ero npaBMbHOI 3KcnayaTauum (NpUMeHeHus);
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ObocHOBaHMe
HENPUMEHNMOCTM

«®opmanuH 10%
3a6yepeHHbIl
HistoSafe®» He numeet
NPUHaANEXHOCTEN 1
He COLEPXXUT B CBOEM
cocTase
NeKapCTBEeHHble
cpefcTBa 4ns
MeAUNLUHCKOro
NpYMeHeHus, maTepuan
XMBOTHOIO 1 (Mnun)
4enoBeYvecKoro
NMPOUCXOXAEHNUS.

«®opmannH 10%
3a6y(epeHHbIi
HistoSafe®» He
TpebyloT YCTaHOBKN.



%K) HHPOPMALIHIO O NIEPETHE OCHOBHBIX XaPAKTEPHCTHK 110
IKCIUTYaTalHH (MPHMEHEHHIO) MEAHLMHCKOTO H3ACNKA, YCNOBHAM
TPaHCMIOPTUPOBKH H XpaHEHHA (HaNnpUMEpP, TEMNEPATYpa H
BJIAXKHOCTD BO3/YXa, OCBEUICHHE H MHHE XapaKTCPHCTHKH);

3) MepeyeHb NPUMEHAEMBIX TPOUIBOAUTEACM (H3TOTOBHTENEM)
MEIHLIHHCKOrO H3AENHA HANHOHAIBHBIX CTAHAAPTOB

6) Mrdopmauma o nopaake o6paboTKH MEAHLHMHCKONO H3NEIH
AR €70 NOBTOPHOTO HCTIONB3OBAHMA, BKIIOYAs OYHCTKY,
ne3HHPEKIHIO, YNAKOBKY H P HeoOXOAHMOCTH MeToa NOBTOPHOI!
CTEPUAH3ALIMH (€C/IH MERHIMHCKOS HIAC/THE NPEATHA3HAYCHO IR
MHOTOpa30BOro HCNOVIB30BAHUA), & TAKKE KPHTEPHH HENPHUIOAHOCTH
MCAHUHHCKOIO H3ACNNA IS NPHMCHCHHA,

[} Hudopmauma o Heobxomumoli 06paGoTKe MEAHIHHCKOTO
n3AeTHA 1A uenel ero NOBTOPHOTO NPHMEHEHHA 1O HA3HAYCHHIO,
BKJTIO9a5 OYHCTKY, ACIHHPCKUHIO, YIAKOBKY H NPH HEOGXOAHMOCTH
METOZ NOBTOPHOH CTEPHAH3IALNH (€CHTH MEAHLIMHCKOE H3AENHEe
NMPEAHA3HAYCHO ANA MHOIOPa3OBOTO NPHMEHCHHA MO HA3HAMCHHIO),

«Popmanun 10%

3a6ydepeHHni
HistoSafe®» ne
HCNONB3YeTCs
MIOBTOPHO.

8) Hudopmauns o npupone, THNE, a Takke (NpH

«bopmanun 10%

HeobxoanMocTH) 00 HHTCHCHBHOCTH ¥ pacnipene/ieHny nanydeHus | 3aGydepernslii

(371eKTPOMAarHNTHOE, HOHN3MUPYIOILCE, HHOE) MeRHILIMHCKONO u3tenus | HistoSafe®» ne umeer

 cnocobax 3ammTH noTpebuTeneit ¥ TpeTbHX MUL OT M HE HCTIONb3yeT

HENPeAHAMEPEHHOTO HATYYEHHUA B NIPOUECCE IKCTUTYATALIMH H3nYyHCHHe.

MCAMUMHCKOTO H3AennA (€CNy MeAHUMHCKOS U3eHe CO3aeT

ONAacHBIA UAK MOTCHUMANBLHO ONACHHIA YPOBEHD HITYIECHHA IPH

HCMONB30BAHHUYU N0 HASHAYCHHIO);

9) Hudopmauus o cTepuabHOM COCTOSHHH MEANLIMHCKOTO «Popmanus 10%

H3OENHA, METOAE €10 CTEPUIH3AUHH H O NIOPAAKe HelicTBHil B ciyyae | 3a0ydepeHHLIH!

HApYIICHHN CTEPHIBHON YNAKOBKH (€CIIH MEAWIHHCKOC H3lIeNHe HistoSafe®» B

NOCTABJIACTCA B CTCPHILHOM BHAC) HIIH, €C/IH MEAMLIMHCKOS H3fienHe | BApHAHTaX MCTIONHCHHS

MOCTABNACTCA HECTEPHIbLHBIM, YKA3aHHE Ha HeoOX0AMMOCTh €ro HE ABJIACTCA

CTEpHAN3ALIHH NIEpPea HCNIOAL30BAHUEM,; CTEPHIBHBIMH
MEAULMHCKUMH
H3ICAHAMH.
HeobxonumocTy B
CTePHAN3ALIUH HeT

10)  Hndopmaunus ana uacHTUPHKAUUH MEAMUMHCKHX n3aenuii ¢ | «Oopmanun 10%

LeNbI0 NoyseHus GesonacHoi komGuHauun n (riu) HaGopMaumio | 3abydepennniii

00 H3BECTHBIX OTPaHHYCHUAX MO COBMECTHOMY HPHMEHCHHIO HistoSafe®»

MEAMUMHCKHX H3CMUH N0 HasHAYCHMO (ANA MEAHUHHCKHX Henonbyerca 6e3

M3ZIeNHH, IPEAHASHAYCHHBIX /I NPHMEHEHNA NO HA3HAYUCHHIO B KOMOHHAIMH C

KOMOHHALME ¢ APYTHMH MEAHIMHCKHMY H3NENTHAMH, BKITIOYas RpYruMu

MEIHLMHECKHE H3ETHS ANA AHATHOCTHKHY in vitro); MEeAHLIHHCKRMU
H3ICAHAMHY.

11)  Hudopmauss o Mecpax nIpeAOCTOPOXKHOCTH, [MepeuncneHHnie

NPEANPHHUMACMBIX B ClTyyae: CBOHCTBA OTCYTCTBYIOT
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a) HCHCTIPABHOCTH MCAULHHCKOIO N3ieNH, ¢6os B ¢ro pabore
HJH OTKNOHCHNH B QYHKUMOHHPOBAHHH, KOTOPHEIE MOTYT BIHATH HA
6e30MacHOCTS MEAHITHHCKOTO H3ACHSA, B TOM YHCIC ONPEACALCMBEIX
N0 BHENIRHUM NPH3HAKAM;

6) BORICHCTBHA HA PYHKUMOHHPOBAHHE METHLIHACKOTO H3NE/IAN
BHCIIHHX (JAKTOPOB, CBA3AHHHX ¢ NPHMCHCHUEM MEIHITMHCKONO
H3ATHA B KOMOHHAIHY ¢ APYTHMH MEIHLMHCKHMH H3ISIHAMH H
(unn) oGopynoBaHHeM, HIH TAKUX NPEACKAZYEMBIX GaKTopoB, XKaK
BHCINHHC MICKTPOMATHUTHBIC [IOJIA, JMEKTPOCTATHYESCKHE PaspAILL,
HITy4eHHe (3NEKTPOMarHHTHOS, HOHH3IAPYIONICe, HHOC),
arMochepHOE AABNCHHS H €10 Mepenasl, BIAXHOCTD H TEMIIEpaTypa
BO3JyXa,;

B) PHCKA NIeKTPOMATHHTHBIX NIOMEX, CO3AABAEMBIX MEHITHHCKHM
H3ACTHCM JUIA APYTHX MEAHIMHCKHX H3enHi, 00opyRoBaHHR H
CPEACTB CBA3H NPH NPOBEACHHH K ONCHKE PE3YILTATOB
JMATHOCTHKH, NICMCHAA WM IPH 0 OPUMCHCHHH N0 HA3HAYCHHIO
(BanprMep, MEKTPOMATHATHOE HATYICHHE METHIKHCKOTO H3NACIINAA,
OKa3HBAIOLICS BITHAHHE Ha ApYroe 060opyRoBaHue);

B JaHHOM
MCEAHINHHCKOM H3ACITHH

12) Onucannre kanuGpaTOPOB H KOHTPOILHEIX MATCPHAIIOB;

13) HMndopmauus o NPOCHCKHBACMOCTH SHAYCHNIH, 3ANARHEIX
Jna xanuGpaTopoB HITH KOHTPOIBHEIX MATEPHAJIOB, KOTOpas

ofecneamBaeTca NOCPEACTBOM AOCTYNHEIX pedepeHTHHX METOMHUK
(MeTon0B) H3MEpeHUA U (MIH) 3TANIOHOB;

«Popmaman 10%
3aGydepennsiit
HistoSafe®» ue
COACPAMT B CBOEM
cocTase xanubparopos
H KOHTPOJNBHBIX
MATEPHANIOB,

14)  PacveTH H HHTCPIPETAIHH PE3YNLTATOB TECTHPOBAHHA H,
TIpH HEOOXOAMMOCTH, HEGOPMaUHIO 0 uelecoobpasHoCTH
NPOBEACHHA MOATBEPARNAIOIHUX TECTOB;

15)  XapakrepHCcTHER aHANHTHUCCKOH 3D PeKTHBHOCTH:
YYBCTBHTGILHOCTD, CICHHIHOCTD, MIPABHIIBHOCTD,
NOBTOPACMOCTS, BOCHPOHIBOAUMOCTS, NIpeaen 00HapyxeHus
(MeTeXUMH) H THANA30H H3IMEPSHHA, BKNIOUAs HHOOPMALIHIO O
BIHAHAH H3BECTHRIX HHTEPPEPEHTOB, 06 OrpaHHUCHHAX METOAA H
HCTIONE30BAHHH AOCTYMHMX pedepeHTHHIX MATEPHANIOB H METOZIOB
AHAJH3A;

16) XapakrepHCTHKE KIHHHYCCKOH b PeKTHBHOCTH:
AMATHOCTHYECKAA YYBCTBHTCALHOCTD M IMATHOCTHYCCKAsA
CelHPHIHOCTS;

17)  Bronorudeckuit pedepeHTHEIN HHTEPBAN IPHMCHCHEA
MEHIMHCKOTO H3ASIHA;

18) Hudopmaung o6 HETEphEPHPYIOMMX BEIIECTBAX.

«®dopmannn 10%
salydepeHHbH
HistoSafe®» ne
ABNAIOTCA
SHANHTHYCCKUM HITH
AMATHOCTHYECKHM
HabopoM pearcHTOB, a
ABNAIOTCA
BCIIOMOTATENBHBIM
CPEACTBOM B
AMATHOCTHKE, B CRA3H C
4eM Ha HX paboty
uuTephepupyomue
BelllecTBa Bo3AelicTBHA
H¢ OKa3LIBAIOT.
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