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1. HanmeHnoBaHue MeTUIMHCKOT0 H31eIHs

®opmanun 10% 3a0ydepennsiit HistoSafe® B BapmanTax MCHOIHEHUS:

1| ®opmanun 10% 3abydepennsiii HistoSafe® opurunanesiii - 1 11, 2,5 1, 3,8 1, 5 71, 10 11, 20 1

2 | ®opmanun 10% 3a0ydepennsiii HistoSafe® romy6oii - 1 1, 2,5 i1, 3,8 11, 5 11, 10 11, 20 11

3| ®opmanun 10% 3a0ydepennsiii HistoSafe® kpacubiit - 1 71, 2,5 1, 3,8 1, 511, 10 71, 20 11

4 | ®opmanun 10% 3abydepennsiit HistoSafe® ['ucrodop - 5 mu (50 wr), 12,5 mut (25 wt), 25 M
(15 mwrr), 75 ma (12 wrr), 250 mut (4 wr), 1250 Mo, 2500 Mo

5| ®opmanun 10% 3a06ydepennsiii HistoSafe® Kapcona - 1 1, 2,5 11, 3,8 m, 511, 10 71, 20 11

2. IIpou3BoauTe/ib U €0 YNOJHOMOYEHHBbIH MpeICcCTABUTE/b

[TpousBoauTens (MpeanpUATHE-U3TOTOBUTENb) MEIUIMHCKOro u3aenus: OOmecTBo ¢
OrpannuenHoit  OtBercTBeHHOCThIO  «Oprollpogakmuy (OO0  «Oprollpogakiiny),
opuanueckuit agpec/pakrudeckuii aapec: 199106, Poccuiickas denepanus, Cankr-IlerepOypr,
[kunepckuii mpoTok, 1om 14, kopmyc 39, nutepa H. ten./gaxc: +7 (812) 305-06-06.

Opranuzanus, YHIOJHOMOYEHHas JUIsl INpuéMma pekjamaluii, Kacaloolluxcs KadecTBa:
O6mectBo ¢ OrpanumuenHoit OtsercrBeHHOCTHIO (OOO «buoBurpym»), 199106, Poccuiickas
Oeneparnus, Cankr-IlerepOypr, bonemoit ip. B.O., n. 68, mut. A., Ten./dakc: +7 (812) 305-06-06,

info@biovitrum.ru.

3. Ha3nauyeHue MeJULIIMHCKOI0 U3/1e/1Usl U IPUHIUI AeificTBUS

Ha3nauyenue

«Dopmanun 10% 3a0ydepennsiii HistoSafe®» mpenHasHaueH i HUCIOIL30BAHUS B
KadyecTBe QuKcaropa npu o0padboTke OMOJOTHYECKUX TKaHEH MM KIMHUYECKUX 00pa3lioB.

IToTenumMaabHBIA NOTPEONTEND

«Dopmamun  10%  3abydepennsnii  HistoSafe®» B  BapuaHTax  UCHOJHEHUS
nNpe€aHa3sHa4YCHbl JId MCIIOJIB30BaHUA B YYPCKIACHUAX MCEAWLNUHBI H 3ApPaBOOXPAHCHHA B
nabopaTopusx CJHEAYyILEero npoguis: TUCTOJIOTHYECKOro / TaToIOr0aHaTOMUYECKOTro /
natroMopgosaoruyeckoro /  MOpQOJOTHUECKOro; Juisl KJIMHUYECKOW W J1abopaTopHOU
JUAarHOCTHUKHU.

Menuuunckue uznenus «Dopmanmus 10% 3abydepennsrit HistoSafe® npennazHaueHsl
JUTs IPO(ECCHOHATIBHOTO MCIIOJIb30BAHMS U JIOJKHBI ObITH TPUMEHEHBI CIIEIMaTbHO 00yYeHHBIM
KBAJM(HULIMPOBAHHBIM MIEPCOHAIOM, TAKUM KaK Bpad KIMHHUYECKON J1a00paTOpPHOI TMarHOCTHKH,
MEAMLMHCKUH, Ta00paTOPHBII TEXHUK M MHOM CIIEUAINCT, UMEIOMM 0a30Boe 00pa3oBaHue
MEIUIIMHCKOI'O UJIN OHMOJIOTMYECKOTO HpOCbI/IJ'ISI HC HMXXEC CPCAHCTO CIICHHUAJIBHOI'O 1 Hpome)mmﬁ

npeaBapuTeNbHOEe 00yUeHHE.



KparHocTh NnprMeHeHNsI M TEXHUYECKO0e 00CTy:KUBaHHU e

«Dopmanun 10% 3a0ydepennsiii HistoSafe®» mnpennazHadeH a1 OJHOKPATHOTO
NPUMEHEHHS U HE TIOUICKHUT TEXHUUIECKOMY 00CITyKUBAHHIO.

Hpunuun neiictBusi/MeTona

Qukcanus obecnieynBaeT CTAOMIM3ALMIO0 TKAHEBBIX CTPYKTYp M HUX YIUIOTHEHHE,
IpPEKpaIaeT ayTodu3, CTAOWIN3UPYET JIOKATM3AIUI0 CTPYKTYp. s JOCTHKEHUS 3TOM 1enu
BO3MOXHBI Pa3IMYHbIE METO/bI. B 4acTHOCTH, XUMUYECKUN METOJ] IPU MOMOIIHX ajbaeruaoB. K
aToi rpynne oTHocaTcs uznenus «Dopmanun 10% 3abydepennsiii HistoSafe®» mis in vitro
JIMarHOCTUKHU.

[Mpunmun ¢ukcanuu npu mnomou ¢opmanuHoB HistoSafe® (peareHTOB, MMEOMINX
IBJCTUAHYIO TPYIIy OCHOBaH HAa MX BBICOKOM XMMHYECKOH M OMOJIOrMYecKOH aKTUBHOCTH U
CIIOCOOHOCTH K (DOPMHUPOBAHHUIO TEPEKPECTHBIX CIIMBOK MEXy MPOTEMHAMH U HYKICHHOBBIMU
KHCIIOTAMH, & TAK)Ke MEXK]ly HYKJIEHHOBBIMU KHCJIOTaMU M IPOTEUHAMHU.

OcHOBOI mponykTa sBIseTCS (GOpMaIMH — pacTBOp Qopmanpaeruga B Bojae. B
NPUCYTCTBUH BOJABI (OpMaNbACTHA OOpaTUMO O00pa3yeT METWJICHTJIMKONIb (METaHIUOM).
MeTHIICHIIMKONIb  pearupyeT ¢ HECKOJbKUMH OOKOBBIMH IIETISIMH O€JIKOB M 0o0Opasyer
PEAaKIMOHHO CIOCOOHble ruapokcuMeTuieHoBble rpynmnbsl  (-CH2-OH).  ®dopmupoBanue
THJIPOKCUMETHIICHOBBIX OOKOBBIX 1€l SBJISETCS OCHOBHOM M Hamboiee XapaKTepHOU
peakmuen it GopMaTMHOBBIX (uKcaTopoB. HemocpeacTBeHHO (GopMuUpoBaHUE MEPEKPECTHBIX
MOCTHKOB (METHJICHOBBIX MOCTHKOB) 3aHHMAaeT HE3HAUMTEJIbHOE BpeMs B OOIIEeM Iporecce
¢bukcanmu 6romarepuana. BelmeonucaHHbIN NpoLecc MPUBOJIUT K OCTAHOBKE OMOXMMUYECKHUX
MPOIIECCOB pacraja B TKaHAX U YIUIOTHEHUIO (PUKCUPYEeMOTo OnoMaTepuaa.

Heiitpanbuas cpema ®opmanuuoB HistoSafe® 10% 3abydepennsix (pH 7,0-7,4)
NPEMATCTBYET 00pa30BaHUIO «(hOPMATMHOBOIO TUTMEHTAY.

«Popmanun  10% 3abydepennsiit  HistoSafe® romy6oit» u «®opmamun  10%
3a0ydepennniii HistoSafe®kpacHblit»: okpacka (opMaTuHOB IMO3BOJSET BU3YAJTbHO OTJIMYWTH
¢duKcaTop OT APYrux peareHToB B Ja0OpaTOPHH.

«Popmanun 10% 3alydepennsiii HistoSafe® ['mcrodop» ymakoBaH B Tapy, KOTopas
SBJISIETCS EMKOCTBIO IS (pUKcaluu Onomarepuana.

«Dopmanun 10% 3abydepennsiit HistoSafe® Kapcona» comepKUT XJIOpUCTBIH HATpHiA
JUI  YBEIIMYCHUST OCMOTHYECKOTO JaBJICHHWS, W KaK CIEJCTBUE, TPUBOIUT K MEHBIIEMY

Ha6yxaHmo TKaHH.



IToxa3anus U NPOTHBONOKA3aHUS K PUMEHEHHIO

He nomyckaercss ucCnonb3oBaTh MNPOAYKLIHMIO C HUCTEKIIUM CPOKOM TOIHOCTH, IpHU
HaJUYHUH MOBPEXKICHUN EPBUYHON YIIAKOBKH C YTPATON reépMETUYHOCTH, IIPU U3MEHEHHUH 1IBETa
pacTBopa.

4. DYHKUHMOHAILHOE HA3ZHAYEHH e

Menumunckux msnenuit «@opmanun 10% 3a0ydepennsiii HistoSafe®» cocrout B
o0ecreyeHn MPEeaHATUTHYECKOW CTaJuu NaToMOP(OIOTHYecKOro aHaiau3a OWOICHIHOTO
(omepalnMoOHHOT0) W ayTONCHIHOIO MaTepuaia, BBIIOJHAEMbIX B XOJA€ KIMHUYECKOM
71a00paTOpPHON NMAarHOCTUKU PAa3IMYHBIX [ATOJIOTUN 4eNoBeKa. SBisercs yHHBEpCalbHBIM
¢duKcaTopoM I BCEX BHUJIOB TKaHEH: dIUTENMANbHAs, HEPBHAS, MBIIICYHAS, COSTMHUTEIHHAS.
Menuuunckue wuzgenus «@®opmanmun  10% 3al0ydepennsiii  HistoSafe®» B BapuanTax
WCIIOJTHEHUS SIBIISIIOTCS BCIIOMOTATENIbHBIMU CPEJICTBAMU B JUArHoctuke in vitro (m.5 Ilpukasza
M3 P® ot 19.01.2017 Ne 11n).

5. eseBoii anaauT

He nmpumenumMo aJis TaHHOTO MEIUIIMHCKOTO U3CIIHUS.

6. Crnennduueckoe paccTpoiicTBo, cocTosiHue WU GakTop pUCKa, 1
o0Hapy:keHUs1, onpeaeaeHus nin 1uddepeHunpoBaHusi KOTOPOTo NMpeIHA3ZHAYEHO
MeIUIUHCKOe u3/1ie1ue

Hcnonp3yrorcs Ui  NpPOBEACHUS  IAaTOJIOTOAHATOMUYECKUX  MCCIENOBAHUM  Jis
BBISIBJICHUSI [TATOJIOTUYECKUX M3MEHEHUH B TKaHSIX 4eNoBeKa. /(s BBISABICHUS OHKOJIOTMYECKUX
3a00JIeBaHUM, SI3BEHHOM OOJIE3HU U IPYTUX MATOJIOTUH, CBSI3aHHBIX ¢ U3MEHEHHEM MOP(hOIIOTUH
o0Opa3iia TKaHHu.

7. Tun ananuzupyemoro odpasua

duKcanuy MOABEPralOTCsl TKaHU YeloBeKa: OMONCUIHBIA U ayTONCUUHBIN MaTepuai, B
TOM YHCJI€ ONIEPALIMOHHBINA MaTepHall pa3IMYHbIX Pa3MEPOB.

8. O0JacTh NpMMEeHeHUs1 MeIMIMHCKOTr0 U3/1e/1usl

[IpodeccuonanbHOe TpUMEHEHHWE B KIWHUYECKOW J1abOpaTOpHON UAarHOCTUKE B
CHEIMAM3UPOBAHHBIX  JTA0OPATOPHUSAX MATOJOTOAHATOMHUYECKHX M MaTOMOP(HOIOTHYECKUX
OTNICJICHUI  YUPESKICHUH  METUIMHBI M 3APAaBOOXPAHEHHUS  CIEAYIOIEro  mpoduis:
THUCTOJIOTMYECKOT0/TIaTOJIOT0aHATOMUYECKOT0/TTAaTOMOP(OJIOTHIECKOT0/MOP(POIOTHUECKOTO; IS
KJIIMHUYECKON U JIabopaTOPHOU JUArHOCTUKH in Vitro.

Hcnone3yeTcss nns py4YHOW MOATOTOBKA OMOJOTHYECKMX TKAaHEH WM KIMHUYECKUX

00pasIoB.



9. Puckn NPUMECHECHUA MEAUIIMHCKOI'O U31€¢/INs, IIPOTHBOIIOKA3aHUA,

OKH/iaeMble U NMpeacKkasyeMble No004YHbIe 3P (PeKThl, CBSI3aHHbIE C IPHUMEHEHHEM

MECIUIMHCKOI0O U31€JHUA 110 HA3HAYCHHU IO

HOTGHHI/I&HBHHﬁ PUCK TPUMCHCHUA MCIUIHNHCKHUX PI3I[CJ'IPII>1

3a0ydepennnrii  HistoSafe®» — kmacc 1 (I'OCT 31508-2012, IIpukaz3 MuHucrepcTsa

3npaBooxpanenus Poccuiickoit @enepanyu ot 6 utons 2012 r. N 4n).

«DopManuH

10%

B mporecce ananm3za puUCKOB ObLTH HICHTU(MHUIIUPOBAHBI PUCKHU, YKA3aHHBIC B TaOJIHIIC

IlepeueHb pUCKOB:

Nuanunupyromme (Onacuast Bpen Beposth [Ctenensb (Ouenka
codbITHE CUTyanus oCTh Bpeaa  [momycrumoctu
CayuaitHoe dopmanuH Mo:keT BbI3BaTh 3Y/, Huzkas |[Cpennss |Jomyctumo
ONPOKUJBIBAHUE [pa3iMBacTCSI Ha  |JIETKYIO TUIIEPEMHIO.
IIPOYKLIUH B He3alUIIEHHYI0  |MoxkeT crnocoOcTBOBATh
xone IIOBEPXHOCTh pa3BUTHUIO
HCIIOJIB30BAaHUS  [KOXKH OHKOJIOTUYECKOTO

3a0o0eBaHusl.
CanyuaitHoe dopmanuH IIpu BOBIXaHUH MOXKET Huzkas |[Cpeansis |Jomyctumo
ONPOKUJBIBAHUE [pa3iMBacTCs Ha  |BbI3BATh CIE30TCUCHUE,
MPOJIYKIIMH B IIOBEPXHOCTH nepiieHue B ropie. Moxer
xone pa0ouero crojia  [cOocoOCTBOBATh PA3BUTHUIO
HCIIOJIb30BaHUS OHKOJIOTUYECKOTO

3a0o0eBaHusl.
CnydaiiHoe dopmanux IIpy BABIXaHUU MOXKET Huskas |(Cpenusia ([Jomyctumo
IIPOJIUTHE IIPU pa3MBacTCs HA  |BBI3BATh CIE30TCUYCHMUE,
TPAHCIOPTHPOBKE |0OIBILIYIO nepueHue B ropiae. Moxer

ITOBEPXHOCTb. CIocoOCTBOBATH Pa3BUTHUIO

OHKOJIOTUYECKOTO

3a0o0JieBaHusl.
CnyuaitHoe Kanucrpa ¢ Mo:keT BbI3BaTh Huskasa [Huskasa [[Jomyctumo
IaJicHue (dbopmaarHOM MTOBPEXKICHNE KOHEYHOCTH:
KaHHUCTPBI Ha najaeT Ha HoTy.  |ymiuO
KOHEYHOCTh
CnyyaitHbiii Beinenenue IIpu BOBIXaHUH MOXKET Huzkas [Cpennsis |Jomyctumo
HarpeB OTKPBITOH |[1apoB BBI3BATh CJIIE30TCUCHHUE,
€MKOCTH ¢ ¢dbopManbaeruia B [mepuienue B ropiae. Moxer
dbopmanuHamMu OKPYKaIOLLYIO CHOCOOCTBOBATh PAa3BUTHUIO

cpeny OHKOJIOTUYECKOTO
3aboseBaHus

B nmponecce MCHCIKMCHTA pPUCKaA HpCI[BapI/ITCJIBHHﬁ aHaJIn3 HC BbIABUII PUCKOB,

TpeOyIOIMX MEPONPUITHI MO0 CHIKEHUIO YPOBHS PHCKAa /0 HPUEMJIEMOrO, B CBA3H C 4YeM

pabouas rpymnmna no MEHeJPKMEHTY pHcKa He MIPUMEHsIa IPOLEAYpPbI IO YIIPABICHUIO PUCKAMH.

Takum o6pa3zom, Bo3MOkHBIE pucku st u3aenus «Popmanua 10% 3abydepeHHbIIH

HistoSafe®» mo TY 21.20.23-004-89079081-2017 B BapuaHTax MWCIOJHEHUS SBISIOTCS




MPUEMJIEMBIMH: TIPEUMYIIECTB ISl TMAalMeHTa W MEIUIIMHCKOTO paboTHWKa OoJbllne, Yem

BO3MOJKHBIX OIIACHOCTE.

10. TpeGoBanus K NoMeleHUAM

[IpousBoicTBEHHBIE PaOOTHI JOJKHBI MPOBOJUTHCS B IPOBETPUBAEMBIX MOMEIICHUSX,
WU B TIOMENICHUIX, 000PYI0BAaHHBIX TPUTOYHO-BHITsDKHON BeHTHIIsIuei o 'OCT 12.4.021-75
u CIT 60.13330.2016. KpaTtHOCTh 0OMEHa BO3/1yXa - HE MEHEE 8.

TpeboBanust 6€30MACHOCTH K MPOU3BOACTBEHHBIM MPOLECCAM JIOJKHBI COOTBETCTBOBATh
CIT 2.2.2.1327-03, TOCT 12.1.008-76, TTOCT 12.3.002-2014 u «Ilepeunro oOs3aTEIBHBIX
MHCTPYKUMH MO TEXHUKE OE30MaCHOCTH, MPOMBINIJICHHOW CAaHUTApUH U MPOTUBOMOXKAPHOM
0€30MacCHOCTHY.

Paboune mMecra nomkHbl ObITH 000pynoBansl o 'OCT 12.2.032-78 u 'OCT 12.2.033-78.

TpebGoBaHMs K KOHTPOIIIO COCTOSIHUS BO3ayxa padoueil 30oubl - mo 'OCT 12.1.016-79 u
I'OCT 12.1.014-84; opranuzauust konrpous - no CII 1.1.1058-01. IlepuoguyHocts KOHTpOIS -
cornacHo P 2.2.2006-05 u CIT 1.1.2193-07. B npon3BoACTBEHHBIX MOMEIICHUAX TOJHKHO OBITH
00€ecTeueHO HaJu4yhe KHUISYCHOW BOJBI M aNTEUKH C MEIUKaMEHTaMH JUIsl OKa3aHUsl MEepBOMH

MEIUIIMHCKON TOMOIIIH.
11. TexHuYecKkHe XapaKTePUCTHKH MeIMLIMHCKOT0 H3/1eJusl

CocTaB MeIUIIHHCKOI0 H3/1e/ s

HaumenoBanmne MeIUIIMHCKOIO Coaep:xaHue OCHOBHBIX BelllecTB, %
H31eIus

HistoSafe® opurnHanbHbIH (1,0-1,5%), natpus auruapodocdar (0,1-0,5%)

®opmanun 10% 3a0ydepeHHbIi ¢dopmanus (10%-14%), Bona (84-89%), Hatpus runpodocdar

HistoSafe® romy0oit (1,0-1,5%), natpus auruapodocdar (0,1-0,5%),
MeTuineHoBbI cunuit (<0,01%)

®opmanun 10% 3a0ydpepeHHbIi dbopmanus (10%-14%), Boaa (84-89%), natpus ruapodocdar

HistoSafe® kpachbIit (1,0-1,5%), natpus auruapodocdar (0,1-0,5%), 303un H
(<0,01%), xapmasun (<0,01%)

®opmanun 10% 3a0ydpepeHHbIi dbopmanus (10%-14%), Boaa (84-89%), natpus ruapodocdar

HistoSafe® I'uctodop (1,0-1,5%), natpus auruapodocdar (0,1-0,5%)

®opmanun 10% 3a0ydpepeHHbIi dbopmanus (10%-14%), Boaa (84-89%), natpus rugapodocdar

®opmanun 10% 3a0ydepeHHbIH dbopmanus (10%-14%), Boga (81-87%), HaTpUiA XJIOPUCTHIN
HistoSafe® Kapcona (0,4-0,9%), natpust ruapodocdar (3-4%), HaTpHst
muruapodocdar (0,1-0,5%)




XapakTepuCTHKH MeIUIHHCKUX M31eJTuil

NeNe | HammeHoBaHMe MeIMIMHCKOT0 M3/1e/1Usl / IOKA3aTe s IToxka3aTenu HOPMBI
.10
1 Buewmmnuii Bujg
1.1 | ®opmammn 10% 3abydepennsiii HistoSafe® opurunansheiii | becrnBernas mpo3payHas KHIKOCTb
1.2 | ®opmanun 10% 3abydepennsiii HistoSafe® romy6oit INomy6ast mpo3pavyHast )KHUIAKOCTh
1.3 | ®opmanun 10% 3a0ydepennsiii HistoSafe® kpacHbrit CBetIio-KpacHast mpo3payvHas
KHUJIKOCTb
1.4 | ®opmanun 10% 3a0ydepennsiit HistoSafe® I'mctodop Becnernas npo3payHas KHIKOCTb
1.5 | ®opmanun 10% 3a0ydepennsiii HistoSafe® Kapcona becuBeTHas mpo3padHas KUJIKOCTh
2 Copepxanue popmanpaeruna, % (macc./00.)
2.1 | ®opmamun 10% 3abydepennsiii HistoSafe® opurnHambHbIi 4,0-5,5
2.2 | ®opmanun 10% 3abydepennsiit HistoSafe® romxy6oit 4,0-5,5
2.3 | ®opmamun 10% 3a0ydepennsiit HistoSafe® kpacHbIit 4,0-5,5
2.4 | ®opmanun 10% 3abydepennsiit HistoSafe® 'uctodop 4,0-5,5
2.5 | ®opmanun 10% 3abydepennsiii HistoSafe® Kapcona 4,0-5,5
3 pH pearenta
3.1 | ®opmanun 10% 3abydepennsiii HistoSafe® opurnnanbhbiii 7,0-7,4
3.2 | ®opmamun 10% 3a0ydepennsiii HistoSafe® romyboit 7,0-7,4
3.3 | ®opmanun 10% 3a0ydepennsiit HistoSafe® kpacublit 7,0-7,4
3.4 | ®opmammn 10% 3a0ydepennsiii HistoSafe® 'uctodop 7,0-7,4
3.5 | ®opmamun 10% 3a0ydepennsiii HistoSafe® Kapcona 7,0-7,4
4 dukcanusa Mmarepuajia
4.1 | ®opmamun 10% 3a0ydepennsiit HistoSafe® opurnnanbHbiii Snpa u kieTouHble MEMOPAHbI
pa3InYMMBI, IUTOIUIA3Ma COXpaHEHa,
HE COJICPIKUT MPU3HAKOB ayTOJIN3A.
4.2 | ®opmanun 10% 3abydepennsit HistoSafe® romy6oit Snpa u kiaeTouHble MEMOpPaHBI
pa3IMYMMBI, IUTOILIa3Ma COXpaHEeHa,
HE COJIEPKUT NMPU3HAKOB ayTOJIN3A.
4.3 | ®opmamun 10% 3a0ydepennsiii HistoSafe® kpacubIit SAnpa v kieTouHbIe MEMOpaHBI
pa3InYMMBI, IUTOIUIA3Ma COXpaHEHa,
HE COJICPIKUT MPU3HAKOB ayTOJIN3A.
4.4 | ®opmanun 10% 3a0ydepennsiii HistoSafe® I'ncrodop Snpa u kieTouHble MEMOpPaHbI
Pa3IMYMMBI, IUTOIIa3Ma COXpaHEeHa,
HE COJICPIKUT MPU3HAKOB ayTOJIN3A.
45 | ®opmanun 10% 3a0ydepennsiit HistoSafe® Kapcona Snpa u kiaeTouHble MeMOpPaHBI

Pa3IMIUMBI, UTOIIJIa3Ma COXpaHCHaA,
HC COACPIKUT NMPHU3HAKOB ayTOJIU3A.




12.  TloaroroBka K NPUMEHEHHIO MO HA3HAYEHHUI0, IKCILUIYATALUH METUIIHHCKOT0
W3/esus
®opmanun 10% 3a0ydepennsiii HistoSafe® He TpeOyeT JOMONHUTEIHHON MOATOTOBKH K

IIPUMEHCHUIO 110 HA3HAYCHUIO.

13. Onucanue NpuMeHeHUs MeIUIMHCKOT0 H3/1e/IHs1, ONUCAHNE PEareHTOB

IMopsiiok NpoBeaeHUs NPOLETYPbI

[Iponienypa mpumenenuss mMeauuuHckoro wuznenus «®Dopmanuu 10% 3a0ydepeHHbIi
HistoSafe®» oaunakoBa 7151 11000r0 BapruaHTa HUCIIOIHEHHUS.

BuumaHnmue: cooTHomeHue TkaHb/pukcatop He MeHee 1:20. dukcanuo TPOBOIUTH MPHU
KOMHATHOW Temreparype. MakcumalnbHasi TOIycTuMasl ToimuHa oopasua 1 cm. [Ipu Tommune
00pa3ioB MeHee 3 MM - BpeMs (PHKCAllMU JOJDKHO COCTABISTH HE MEHEe 5 4, MPH TOJIIIMHE
obpasnoB 3 MM u Oojee - Bpems ¢ukcanuu ot 12 mo 48 4. Ilpu 3arps3HeHun dopmaivHa
KPOBBIO U APYTUMU (PUZNOIOTUYECKUMU KUJIKOCTIMU, PUKCATOP HEOOXOAUMO 3aMEHUTh.

Onucanue Meroaa:

[TomecTuTs OWONOTHYECKHW Marepual B (UKCHpYIOIIUKA pacTBOp Ha 5-48 4 B
3aBHCHMOCTH OT pa3mepa o0pasia.

[Tocne paboThl HEOOXOAUMO 3aKPBITh EMKOCTh TUIOTHO KPBIIIKOH.

Onucanue pearenra:

Pacxon menumuncknx m3nenuii @opmanuner 10% 3a0ydepennsie HistoSafe® 3aBucut
TONBKO OT pa3Mepa (puKcupyeMoro Marepuana — cocrapisger 20-50 ma Ha 1 cM® dukcupyemoit

TKaHH.

14.  Marepuajabl, KOTOpble TPeOYIOTCS /sl paGOThI ¢ MeIUIIMHCKUM U3/1e/HeM —
«®opmanaun 10% 3a0ydepennsiii HistoSafe®», Ho He coaep:kaTcsi B KOMILJIEKTE NOCTABKHU
MEeANLMHCKOT0 U3/1eIusl

EmkocTe M3 MHEpTHOro Marepuana (CTEKJIO, MOJUATUIICH, MOJUIPONMIEH U T.1.)

MOAXOSIIEr0 o0beMa Il MPOBEAeHUs (PUKCAITK MaTepHraa.

15. XapakTepuCTHKHN CTAOMIBHOCTH MEIUIMHCKOT0 U3/1eJ U VIS TMATrHOCTHKH
in vitro (yc;10Busi XpaHeHHs MEIUIMHCKOI0 U3/1eJIUsl, TPAHCIOPTHPOBKH U IKCILIYyaTALINH,
CPOK IOIHOCTH MOCJIe BCKPBITHSI IEPBUYHOM YIIAKOBKH), TAPAHTHY NPOU3BOAUTEJIS

YciaoBus XpaHeHust

Cpox rognocru: 24 mecsa.

He 3amopakuBathb!

[lo wucreyenutro cpoka roaHocTd MeaunuHckue wuzgenus «Dopmamun  10%

3a0ydepennsiii HistoSafe®» He mopjie:kaT uCmob30BaHUIO.



«Dopmanun 10% 3abydepennsiii HistoSafe®» XpaHAT B 3aKpBITHIX BEHTHIHUPYEMBIX
nomeneHusx npu temmeparype ot +5°C po +25°C n otHocutenbHOM BiaaxHocTH 40 - 80% B
YCIIOBHSAX, UCKITIOYAOIINX JCHCTBUE arPECCUBHBIX CPEJI, COTHEYHBIX JTy4Yel U BIIATH.

CpoK roaHoCTH MocJie BCKPbITHSI NIEPBUYHON YIIAKOBKH

Cpok TOgHOCTH TMOCHE BCKpPBITHS - 24 Mecsina ¢ AaTbhl W3TOTOBICHUS HU3JCNUS MpU
COOJIIOICHUH YCIIOBUM: TIOCJIE BCKPBITHS YMaKOBKU MenuuuHckue uznenus «Popmanun 10%
3a0ydepennsiii HistoSafe®» "momkHBI XpaHHUTBCS BIAIM OT HMCTOYHHKOB HAarpeBa mpu
temriepatype oT +5°C no +25°C, B INIOTHO YKYITOPEHHOU Tape (OyThUIKE).

Bropuynyio ynakoBky (IIpu HAJIMYHMH) XPAHUTH NMOKA He OYyAYT MCIOJIb30BaHbI BCE
€MKOCTH.

Yc/10BUSI TPAHCHOPTHPOBKYU U IKCILTyaTAMU

TpancnopTupoBaHue U XpaHeHUE MPOIYKIIMH OCYIIECTBISIETCS B COOTBETCTBUU C M. 12
I'OCT P 51088-2013 npu temneparype ot +5°C no +25°C. 3aMmopakuBaHUE HE JIOIYCKAETCS.
OO6mue TpeboBaHMsI K TpaHCTIOPTHPOBaHUIO U XxpaneHuto - mo ['OCT P 51088-2013.

TpancnopTupoBaHue TPOAYKIIMH OCYIIECTBISICTCS BCEMU BUAAMHU KPBITOTO TPAHCIIOPTA B
COOTBETCTBUU C MPaBUIIAMH [IEPEBO3KHU I'PY30B, IEHCTBYIOMIMMHU Ha IaHHOM BHJIE€ TPAHCIIOPTA.

[Ipu TpaHCOPTUPOBAHUU, OCYIIECTBICHUU MOTPY3KH U BBITPY3KU MPOAYKLUUU TOJKHBI
OBITH MPHUHATHI MEPHI, MPEIOXPAHAIONINE Tapy OT MEXAaHHYECKUX MOBPEKICHHUU, BO3ICHCTBUS
aTMOC(EPHBIX 0CAJIKOB, TOPIOYHX MATEPHUATOB M KHCIIOT.

[Ipy mOrpy304HO-pa3rpy304yHBIX paboTax JOJDKHBI BBINONHATbCS HOpMbl ['OCT
12.3.009-76.

I'apanTus kadecTBa

[IpennpusTHE-N3rOTOBUTENb TapaHTHPYET COOTBETCTBHE MEAWIWHCKOTO W3ACIHS —
«Popmanun 10% 3al0ydepennsiii HistoSafe®» - TpeOOBaHUSAM TEXHUYECKUX YCIOBUH mNpu
COONIOACHUH YCIOBUI TPAHCHOPTHUPOBAHUS, XPAHEHUS U TPUMEHEHUS, YCTAaHOBICHHBIX
HACTOSIIIUMHU TEXHUYECKUMH YCIOBHSIMA M WHCTPYKIHEH MO NMPUMEHEHHWI0O B TEYEHHE BCETrO

CpOKa roAHOCTH.

16. Nudopmanus 06 yc1oBusx, He00X0AMMBIX 1/ c00pa, 00padOTKHU H

NMOAr0OTOBKH 00pa31o0B, JaHHbIE N0 CTA0MJIBHOCTH aHAJIU3UPYEMbIX 00pa310B

Temmneparypa XpaHeHHS M TPAHCIOPTUPOBKU aHAIM3UPYEMbIX oOpasios: +5 - +25 °C.
CraObuUIbHOCTh AHAIM3UPYEMBIX OOpPa3lOB ONpeAeNseTcs IUIAHUPYEMOH K HCIOJIb30BaHUIO
nocyie MpUMEHEHUs U3/eNns METOIUKOM.

He nonyckaercs 3amopakuBanue Onomarepuana, Kak B (PUKCHPYIOLIEM pacTBOpE, Tak U

BHC €T0.
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Jlst ocymiecTBieHus (puKcanuu npu oMoy MeauimHaekoro uznenus «dopmamua 10%
3a0ydepennbrii HistoSafe®» - makcuManbHas TONIMIMHA OMONCHUIHOTO WU ayTONCHITHOTO
MarepHuaja He JOJDKHA IpeBbImaTth 1 cM, cooTHoueHue ¢ukcatop/Tkanp He menee 20:1 mo
o0beMy.

A. B3stue:

- OMOICMIHHOrO MaTrepuaiga IMPOBOAUT Bpau-KIMHULUCT (Tpuka3 MuHucrtepcTBa
3npaBooxpanenuss Poccun Nel79 H, n. 9 or 24 mapra 2016 r. «O mpaBunax npoBeneHUs
MaTOJIOTOAHATOMUYECKHUX UCCIIEIOBAHUIN);

- B3STHE AayTOIICUWHOTO MaTepuaja MIPOBOAMUT Bpay-MaTOJIOroaHaToM (MpHUKa3
Munuctepcrsa 3apaBooxpanenus Poccun Ne354 H, n1. 19.5, .24 ot 6 utonst 2013 r. «O nopsiake
IPOBEJICHUS ITaTOJIOT0AHATOMHYECKUX BCKPBITHIY).

B. Bripesky aytorncuiiHoro u OuoncuitHoro Martepuana (mpu HeoOXOIUMOCTH)
MPOBOAMT Bpau-NaTOJIOr0aHATOM; 00BEM BBIPE3KH ONpEeNseT Bpau-MaToJIOr0aHaToM (IIpHKa3
MunuctepcerBa 3apaBooxpanenus Poccun Nel79 H, n. 16.2 ot 24 mapra 2016 r. «O npaBunax
IIPOBEJCHUS MaTOJI0r0AaHATOMUYECKUX HCCIIE0BAaHUN»);

[Ipu BeIpE3ke Marepuajia HEOOXOIMMO MPEJOTBPAILATh €0 BO3MOXKHBI MEXaHUUYECKHE
MOBPEXKACHHUS TaKWe Kak CAaBlIEHWE TMHMHIETOM, pPa3MO3KEHHE TMpPHU BBIPE3KE TYMBIM
MHCTPYMEHTOM U T.J. Marepual He I0JDKEH UMETh MPU3HAKU MTOpYH (THUCHHUS).

buomarepuan He TOKEH XPaHUTHCSA BHE (PUKCHUPYIOIIETO PacTBOpA.

17. Nudopmanusa s norpeduTeseli MeIMUMHCKOr0 U3JeJMs 0 Mepax
NPeI0CTOPOKHOCTH, NPEeINPHHAMAEeMbIX B CJIy4Yae He00XOAMMOCTH, a TaKKe 0 Mepax,
NpeINPUHAUMAECMBbIX B  OTHOIICHWHM NOTCHIUAJIbHO HWH(EKIHOHHOIO MaTepHaJa,

coaepkamerocsi B MEAMIUHCKOM U3ACTIUM JISI JHATHOCTUKH in vitro

ITpu mcnonb30BaHUM 1O HA3HAYEHUIO U COOJIIOJCHUM Mep MPEJOCTOPONKHOCTH (Xanar u
oxHopa3osbie nepuatku mo CIT 1.3.2322-08, CIT 1.3.3118-13, CIT 3.1.2485-09 u MY 287-113)
KOHTAKT C OPraHM3MOM YeJIOBEKa UCKIIIOUEH.

Ha pabounx MecTtax Ha NpPOM3BOJCTBE JIOJKHBI OBbITh OOECIEYEeHbl JOMYCTHMBbIE
napameTpsl MukpokianMara no CaunlluH 2.2.4.548-96:

TeMreparypa Bozayxa: 17-23°C (B X0JI0IHBIH MepHoJ rosia);

18-27°C (B TeTuIBIi MEPUOJ TO/A);

BIQXKHOCTH Bo3ayxa 15-75%.

[Tpu Hanuuuu pucka pa3OpbI3rUBaHUS PeareHTa HCIOIb30BaTh JUIIEBOM IIUTOK WIIK OYKH

JUUIS 3aIlUTHI TJ1a3.
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«Dopmamun  10% 3a0ycdepennsiii  HistoSafe®» He comepXur mNOTEHLIMAIBHO
UHQEKIIMOHHBIN MaTepuall.

B o0mux cnyyasx paborta B mabopatopuu TOJKHA MPOBOIUTHCS ¢ cobmonenuem CII
1.3.2322-08 - CII «be3onacHocTh paboThl ¢ Mukpoopranusmamu III-IV rpynn matorennoctu
(ormacHOCTH) ¥ BO30YIUTEISAMHU MTapa3UTAPHBIX HHPEKITHI.

Taxoke mpu paboTe B 1a00paTOprUu M HEMOCPEICTBEHHO C U3JICIINEM CIIETYeT:

- coomonare TpeboBanuss 'OCT P 52905-2007 «Jlaboparopuu MeIUIIMHCKHE.
TpeboBanust ~ OezomacHoctu», a  Tawke  CanlluH  2.1.3.2630-10  «CanurtapHo-
SMUAEMHOJIOTHYECKHe TpeOOBaHUS K OpraHu3alMsM, OCYHIECTBISIOINIMM MEIUIUHCKYIO
JeATeTbHOCThY (¢ u3MeHeHusiMu Ha 10 uronst 2016 rona);

- HA/IeBaTh 3AIUTHYIO OACKAY M HEMEIUICHHO MEHSTHh €€ B CiIydae 3arpsi3HEHHS
(TOCT P 52905-2007 m.12.1; CaulluH 2.1.3.2630-10 . 10.16.5);

- JUISL UCKJIFOUYEHHUSI KOHTaKTa ¢ KOXel HeoOXOAMMO HCIOJIb30BaTh OJIHOPA30OBbIC
nepuatku (CanlluH 2.1.3.2630-10 . 12.4.7; TOCT P 52905-2007 n.12.1);

- IIPH HAJTMYHHA PUCKA Pa30pBI3THBAHMS PEAareHTOB UCIOJIL30BATh JIMIICBON IIHTOK
we ouku s 3ammThl r1a3 (CanlluH 2.1.3.2630-10 . 12.4.7; TOCT P 52905-2007 m.12.1).

Cnenyer u3beraTh MomaJaHus Ha KOXKY, Pa3JIMBaHUS, WUHTEHCUBHOTO BIBIXaHHS WU
CIIy4ailHOTO 3aryiaThiBaHusl u3Aenus. B ciiydae momagaHusi Ha KOXY WM B IJa3a CMBITh
OOJNBIIMM KOJIMYECTBOM BOABI. [IpH cirydaliHOM mMOMagaHWu KPAacOK B JKEITYAOYHO-KHIIEUHBINA
TPAKT CJCIYET BBIMUTH 1-2 CTakaHa KHUITSTYCHOW BOJBI C aKTHBUPOBAHHBIM YTIIEM H HEMEIJICHHO
oOpatutbcst K Bpauy. [Ipu momagaHuM Ha KOXY WJIM CIHM3HCTYIO OOOJOUYKY T1a3 - OOMIBHO
IIPOMBIBaTh BOJOU ¢ MbIIIOM B TedeHue 10-15 MuHyT.

[Tpu kKoHTaKTE ¢ OMOMAaTEPUATIOM HEOOXOJMMO COOITIOIATh MEPHI MPEIOCTOPOKHOCTH. Bo
BpeMs pabOTHI CIeYET MOJIb30BATHCA MepUYATKAMH U CTICIIHATIBHON JTA00OpAaTOPHON OACIKIOHN, TaK
Kak oOpasupl Onomarepuana cieayeT paccMaTpuBaTh Kak MOTEHIMAIBHO HH(DHUIIMPOBAHHBIE,
CIIOCOOHBIE ITUTENIbHOE BpeMsi COXpaHATh U nepenaBath BUY, Bupyc rematuta B wnm mob6oro

JIPYroro Bo30yauTesns HHQEKIUH.

18. HOBTOpHOC HCIO0JIb30BAHUEC MCAUIIMHCKOI'0 U3¢/ INsA

«Dopmanmua 10% 3a0ydepennsrii HistoSafe®» B BapuaHTax HWCIOTHEHHS SBIISCTCS
HU3JCIIMEM OAHOKPATHOI'O NMPHUMEHCHUA B TCUCHUC CpPOKa I'OJHOCTH. ITocne ucmonp3oBaHusI U
IMOCJIE OKOHYaHUA CpPOKa I'OAHOCTHU IMOJICKHUT YTHUIU3AllMU COTJIACHO IPHUHATBIM HOPMaM H

IpaBUJIaM.

12



19. OrpanuyveHus, CBSI3aHHbIE ¢ IPO00Ii, KOTOPbIEe MOI'YT MOBJIMATH HA

pe3yJabTaT ucCaeJ0BAHUSA

«Dopmanmun 10% 3abydepennsiii HistoSafe®» npumensercs mis obpaboOTKU TKaHeH
yenoBeka. KauecTBo pesynpTara HampsIMyr0 3aBUCUT OT COOJIOACHUS TMPaBUJI HACTOALIEH
UHCTPYKIIUU.

«Dopmanun 10% 3a0ydepennsiii HistoSafe®» B BapuanTax UCHOIHEHHS UCHOIb3YIOTCS
TOJIBKO JJ11 OMOTICUITHOTO WIJIM ayTONCUITHOTO MaTepuaja U He MpeAHa3HauyeH AJs MPUMEHEHUs

Ha TKAHU KUBOT'O MAallMCHTA UJIK OPraHOB U TPpaHCIIJIaHTAllH.

20. O0cTosATEIBLCTBA, IPH KOTOPBHIX NOTPEOUTENDb J0JIKEH

NPOKOHCYJIbTHPOBATHCS ¢ METUIIUHCKUM Pa0OTHUKOM

OOcrosiTenbcTBa, HPU  KOTOPHIX  ONBITHBIM  COTPYAHUK  JIaDOpaTOpuu  JOJKEH
MPOKOHCYJIBTUPOBATHCS C MEIUIIMHCKUM PaOOTHUKOM OTCYTCTBYIOT, MOCKOJbKY «DopMalvuH
10% 3a0ydepennniii HistoSafe®» He BiuseT HEMOCPEACTBEHHO Ha IOCTAHOBKY JAHMarHo3a

nalucHTaM.

21. HNudopmanus o nepecMoTpe IKCIJIYaTAIIHOHHONH JOKYMEHTALINH

Hacrosiiast MHCTPYKIIMsI COCTaBJICHA BIICPBHIC.

JlaTa yTBepiK/ieHHs yKa3aHa Ha TUTYJIBHOM JINCTE HACTOSIICH HHCTPYKIIUH.

[TepecMOTp HHCTPYKLIHH HPOBOJUTCS HA MPOU3BOJCTBE E€XKErOJHO MPU OTCYTCTBHH
W3MEHEHHH, a TaK)Ke JOTOJTHUTEIBHO 110 Mepe HEOOXOMMOCTH BHECEHHS N3MEHEHUH (COTIIacHO
['OCT ISO 13485-2017). B cityyae BHeceHHsSI H3MEHEHUI B AKCIUTyaTaIIHOHHYIO JOKYMEHTAITUIO
UHHIUUPYETCS COOTBETCTBYIOIIAS MpOoIeypa MHOOPMHUPOBAHHS 00 3TOM YIIOJHOMOYCHHOTO
oprana (Poc3apaBHag3opa) u mociie 3Toro o0 M3MEHEHUsIX WHPOPMUPYIOTCS TOJIb30BaTend. B
cllydyae OTCYTCTBUSI H3MEHEHHWH [eWCTBHE JaHHOM BEpCHHM JOKyMEHTa IPOIJICBACTCS

aBTOMaTHUECKH 0€3 yBeJOMIICHHH 00 3TOM MOJIb30BATENEH U YIOJTHOMOUYEHHBIX OPTaHOB.

22. MepsbI npea0cTOPOKHOCTH B OTHOILLIEHUH 0€e30MaCHOH YTHIH3AIUH

MCAUIIMHCKOI'0 U31¢e/1us, npnnannemnoneﬁ N pacxoJIHbIX MaTepHajaoB

HeBoctpeboBannble MemunuHckue usnenus «®Dopmanun  10%  3a0ydepeHHblit
HistoSafe®» B HEBCKPHITHIX (hTaKOHAX OTHOCSTCS K MEIUIIMHCKUM OTXO0/aM kiacca [

beiBmme B ymorpebienun memuiuHckue wm3aenust «DPopmamua 10% 3a0ydepeHHbrit
HistoSafe®» aBisiroTCa MEIUIIMHCKUMHI OTX0IaMu Kjacca B.

YHUYTOXKATh HEWCIIONB30BAaHHBIC TPH  HMCCIEAOBAHUAX  MEIUIIMHCKUE  W3JICITHS

«Popmanun 10% 3abydepennsiii HistoSafe®» u npyrue peakTHBBI Cl€AyeT B COOTBETCTBUHU C
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CII 2.1.7.1386-03 u CanlluH 2.1.7.2790-10 kak oTxoasl kiacca B; ykazanust k paboram mo
ne3uHdexn 06opynoBanus u nomenieHu - mo OCT 42-21-2-85 u MY 287-113.

Hewncrnonb30BaHHBIE pEareHTHI, PEareHThl C HMCTEKIIUM CPOKOM TOJHOCTH, a TaKXKe
HCITOJIb30BAaHHBIE peareHThI clieayeT yaauarh B cootBercTBuu ¢ ['OCT P 51088-2013.

buonoruueckuii Matepuan mociie pabOThl  YTHIMZUPYIOT B  COOTBETCTBHUH C
tpeboBanusimu  CanlluH 2.1.7.2790 «CaHuTapHO-3IHIEMUOJIOTUYECKUE TpeOOBaHUS K
00palIeHUI0 ¢ METUIIUHCKUMU OTXOAaMM.

[Topsinok neiictBuit B coorBerctBuu ¢ 1. 13 TOCT P 51088-2013:

1) U3nenus, npumieanvie B HENPUTOAHOCTh, B TOM YHCIIE B CBS3U C UCTEYCHHEM CpPOKa
TOJTHOCTH, TIOJICIKAT YTUIIH3AIHH.

2) Uznenus, npuiiennme B HETOAHOCTh, C MCTEKIIUM CPOKOM TOJHOCTH, SIBJISFOIIHAECS
MOJAJENKAMM WM HE3aKOHHBIMU KOIMUSMHU H3JENIUN, 3aperucTpUpOBaHHBIX B Poccuiickoit
Oenepanuu, a TakkKe H3AeNUs, OOHApYKEHHbIE U KOH(PUCKOBAaHHBIE TAMOXEHHBIMH OpraHaMu
Poccuiickoit @enepaunn npu ux BBO3€ Ha Tepputoputo Poccuiickoir denepaunu, NMoAJIeKatr
YHHUYTOKCHUIO WM YTHIIN3AINH.

3) VYHUYTOXKEHHE  U3JENUi  OCYIIECTBISETCS  OpraHM3alMsIMH,  HUMEIOIUMU
COOTBETCTBYIOIYIO JIMIICH3UIO, HA CHEIHAIbHO O0OpYIOBAaHHBIX IUIOMIAJIKAX, MOJUTOHAX U B
MOMEIIEHUSX B COOTBETCTBUU C TPeOOBAaHUSAMH, MPEIYCMOTPCHHBIMU CYIIECTBYIONTUMHU
OdenepalIbHBIME - 3aKOHAMH, M C COOJIOJEHHEM O0s3aTeNbHBIX TPEOOBAaHUN IO OXpaHe
OKpPYKaroIlen CpeIbl.

4) MWszrotoBuTeNnb, TOCTABIIMKH, MPOJABIL, HWMIOPTEPHl MOTYT OCYIIECTBIATH
VHUUTOXKCHUE W3JCTNi, TOTEPSBIIMX CBOU IMOTPEOUTEIICKHE CBOWCTBA WM C HMCTEKIIUM
CPOKOM TOJHOCTH, TPH HCIIOJB30BAHHH METOJOB, COTJIACOBAHHBIX C TEPPUTOPHUATHHBIMU
OpraHaMH, OTBETCTBEHHBIMH 32 CAHUTAPHO-ITHAEMHUOIOTUYECKOE 01aronoiaydyre HaceIeHHUs.

5) U3genus BO BHEUIHEW YMAaKOBKE C HAIWYUEM MPEAYNPEIUTENBHBIX 3HAKOB 00
OTACHOCTH CIIEAYET YHUYTOXXaTh C COOJIIOJICHMEM COOTBETCTBYIOIIMX Mep O€30MacHOCTH M
JIe3aKTHBAIIHH.

6) JKunkue KOMIIOHEHTHI (peareHThl, PEaKTUBBI) YHUUYTOXKAIOTCS pa3/IaBIUBaHUEM
BHYTPEHHEH YMaKOBKH C TMOCIEAYIOIUM pa3BeneHueM Boaod 1:100, cimBoM pacTBopa B
KaHAJIU3aIlMI0 U BBIBO30OM OCTaTKa YIAKOBOK KaK IPOW3BOJCTBEHHBIN WM OBITOBOH MycOp.
TBepaple KOMITOHEHTHI TOAJIEKAT JAPOOJICHUIO, TIOCIEAYIOIIEMY pa3BEICHHUI0O BOJOH B
cootHomeHuu 1:100, cmuBOM pacTBOpa B MPOMBIIUICHHYIO KaHAJIM3AIMIO U BHIBO30M OCTaTKOB
VIIAKOBOK KaK MPOW3BOJCTBEHHOTO WM OBITOBOTO Mycopa. KOMIOHEHTHI W3IEIHiA,
HEPACTBOPHUMEIE B BOJIC, YHUUTOXKAIOT ITyTEM COKUTAHUSI.

7) Uznenus, conepkauiye MOTEHIMAIBLHO OMAaCHbIE MaTepHallbl, Mepesl YHUYTOKEHUEM
14



JTOJKHBI  OBITh  00€33apa)kKeHbl B COOTBETCTBHUM C JCHCTBYIOIIUM 3aKOHOJATEIbCTBOM
Poccuiickoit @enepanuu.

8) TexHuveckue NPHUCTIOCOOJICHHS, NPUHAAJICKHOCTH, BXOISIINE B KOMILUICKTAIUIO
U3JIeNusl, TOAJIeKAT  MEXAaHMYECKOMY  pa3pylIeHHI0O C  BBIBO3OM  OCTAaTKOB  Kak
MIPOU3BOJICTBEHHOT'O WM OBITOBOTO MYCOpA HIIU C)KUTAHUIO.

9) Ilepconan, OCyIIECTBISIIOUUNA YHUUYTOKEHUE U3JIETUH, JTIOJDKEH COOJI0IaTh MpaBuia

0e301macHOCTH IMPOBCACHHUA TOI'O UJIK UHOT'O crocoba YHUYTOKCHHA.

NupexnnonHas Wi MUKPOOHAsl OMACHOCTh MEIMUUHCKOT0 U3/1eTus
Memuuunckue u3nenus «Popmanun 10% 3abydepennsiii HistoSafe®» B BapuanTax

HCIIOJIHCHUA HC COACPIKAT MOTCHIUAIEHO I/IH(i)CKL[PIOHHbeI Marcpual.

JKOJIOTHYEeCKasi ONIACHOCTh MEAULMHCKOT0 U3/e/Hs, CBA3aHHAA C NOTEHUHAJIBHO
ONACHBIMHU MAaTEPHAJIAMM U BelleCTBAMU

Menuuunckue m3nenus «@Popmanmun 10% 3alydepennsiii HistoSafe®» ortHocsaTcs K
BemecTBaM 3 kiacca onacHoctd B coorBercTBru ¢ 'OCT 12.1.007-76 - ymepeHHO-OIacHBIE.

TOKCUYHOCTbh pPeareHTOB OINpPEAEISAETCS] CBOMCTBAMU KOMIIOHEHTOB BXOJSILIKX B COCTaB
TEXHUYECKOTO (hOopMaMHA:

®opmanbaeru: npeaenbHo gomyctumas konmnentpanus (I11K) B Bozayxe paboueit 30HbI
- 0,5 mr/m3, kmacc omacuoctu 2 (B coorserctBun ¢ [OCT 12.1.007-76. Vppurant. Tokcuden.
[Ipu KOHTaKTe C KOXEW BbI3bIBA€T ajiepruueckyro peaxuuto. lIpenmnonaraercs, yTto AaHHOE
BEIIIECTBO BBI3BIBACT TeHETHUYECKHE Ae(eKThl. MOXKET BbI3bIBATh paKkoBble 3a00eBaHMs. MoOKeT
OTPHIIATENIBHO MOBJIUATH Ha CIIOCOOHOCTH K IETOPOXKICHUIO I Ha HEPOIUBIIIErocsl peOeHKa.

MerunoBelii cnupT: MeTaHON 1O CTENEHM BO3JCHCTBHS Ha OPraHU3M 4YeJIOBEKa
OTHOCHUTCS K YMEPEHHO OmacHbIM BemectBaM (3-i kiacce omacuoctu mo ['OCT 12.1.007-76).
[IpenenbHo momyctuMmas koumentparus (IIJIK) B Bo3myxe paGoueit 30oHBI - 15 Mr/m®

(MakcHUManbHas pa3osas), S Mr/M° (cpemHss CMeHHas).

du3nyecKas ONaCHOCTh MEIMIHUHCKOT0 H3/1eJIus

Meauuunckue uznenus «Popmanun 10% 3abydepennsiii HistoSafe®» He sBnsoTcs
TOPIOYUMHU JKUAKOCTSIMH.

CpenctBa MOXApOTYLIEHUS MPH BO3TOPAaHUM TOJMMEPHOM YHNAKOBKH: pacHbUICHHAs
BOJIa, TICHA, KOIIIMa, TIECOK, acOECTOBOE O/IEAIIO.

3)IaHI/I$[ N TIOMCHICHHUS OOJIXKHBI OLITH OCHAIICHBI YCTaHOBKaMHW aBTOMAaTUYCCKOI'O
MOXKApOTYILIEHUS] WIM TOXKAPHON CHUTHAJIHM3AalMell B COOTBETCTBUHU C OTPACIEBBIMU MEPEUHSIMHU

3JaHU U HOMGIJ.ICHHIZ, IOAJICXKAIINX O60py,ZlOBaHI/IIO ABTOMATHYCCKUMHU  CpCACTBAMU
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MOXAPOTYIICHUSI U aBTOMAaTHYECKOM MOXKApHOW CHUTHAIM3AIMEN, COrIaCOBAaHHBIMU C [ JTaBHBIM
YIIPABJICHUEM IOKapHOM OXpaHbl MUHUCTEPCTBA YPE3BbIYAHBIX cuTyanuil Poccuu u I'occtpoem
Poccun.

- TpeOOBaHUS B3pHIBOOE30MACHOCTH:

TpeboBanust k obopynoBanuto - no denepalbHBIM HOPMaM M IpaBWiIaM B 00JIacTU
MPOMBIIIUICHHOU 0e30MMacHOCTH «O0ume npaBuja B3pBIBOOE30MIACHOCTH JUTSt
B3pBIBOIIOKAPOOIACHBIX ~ XMMHUYECKHUX, HE(PTEXUMHUUECKUX U  HedTenepepadaThIBAIONINX
MIPOU3BOJCTBY.

- TpeOOBaHUS paJuallMIOHHON 0€30aCHOCTH.

He npumenumo.
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23. HenpumennMmble K IKCIUTyaTAllMOHHOW ToOKyMeHTanuu Ha «@opmanun 10%

3a0ydepennsblii HistoSafe®» TpedoBanus Ilpukaza M3 P® ot 19 ssuBaps 2017 r. Ne 11n

Mynkr Ipukaza Ne 111 Oob6ocHoBaHue
HENPUMEHUMOCTH

1) Onucanve NPUHALICKHOCTEN, MEAUIIUHCKUX WU3ACITHI WU «Dopmanun 10%

U3JIeNUH, HE SBISIOMUXCSA MEIUIIMHCKIUMU, HO MTPETYCMOTPEHHBIX 3a0ydepeHHbIi

JUISL ICTIOJIB30BaHUsI B KOMOWHAIMK ¢ MeTUIIMHCKUM n3aenveM (pu | HistoSafe®» He umeer

HaJIM4YWH); MIPUHAJIC)KHOCTEN U

2) Nudopmarniys 0 HaTMYUKU B METUIIMHCKOM U3]ICITHH HE COJICPXKUT B CBOEM

JIEKAPCTBEHHOI'0 CPEACTBA JJIsI MEIUIIMHCKOTO TPUMEHEHU S, cocTaBe

MaTepHaJIOB JKUBOTHOTO U (WJIH) YEJIOBEUECKOTO MPOUCXOKICHUS; JIEKapCTBEHHBIC
cpenacTBa ISt
MEIULMHCKOIO

MPUMEHEHHUS, MaTepral
KUBOTHOTO U (MJIN)

4eJI0BEUECKOT0
POUCXOXKICHUS.
3) TpeboBaHMs K MOATOTOBKE MM KBATM(UKAIIH JIHII, «Popmanun 10%
OCYLIECTBIISIOMINX YCTAHOBKY (MOHTQ)X) MEAUIIUHCKOTO MU3ICIIHS 3a0y(epeHHbIN
(pu HaNMMYKN); HistoSafe®» ne
4) Nupopmalus 0 mopsiike yCTAHOBKU, MOHTaXa, HACTPOWKH, | TPEOYIOT YCTaHOBKH.

KaJTMOPOBKU U MHBIN JICUCTBUSAX, HEOOXOIUMBIX I BBOJA
MEAMIIMHCKOTO W3JIEJIHsI B OKCILTyaTaluIo;

5) Wudopmanus 11 MpOBEPKU MPABMIILHOCTH YCTAHOBKH
(MOHTa)ka) MEAUIIMHCKOTO U3JIEHs U €r0 TOTOBHOCTH K 0€301acHOi
paboTe 3KCIuTyaTalny;

a) coJiep>KaHue U MEePUOIMYHOCTh TEXHUYECKOTO
00CITy)KUBaHUS, BKITIOYAs OYUCTKY U JAC3UHPEKIIUIO METUITTHCKOTO
U3JICIHS;

0) MepeUYeHb MPEIOCTABICHHBIX TPOU3BOIUTEIIEM
(M3rOTOBHUTENEM) METUITMTHCKOTO U3ENHUs CBEACHUM, KITIOUEeH,
napoJsiei JocTymna, mporpaMM, HEOOXOAUMBIX JUIsl MOHTaXa,
HATAKU, YKCIUTyaTallii U TEXHUYECKOTO 00CITYKUBAHHUS
MEAUIIMHCKOTO W3JICTIHS;

B) nepeyeHb PacXOJHBIX MAaTepUAIOB (KOMIIOHEHTOB,
PEareHToR), a TAaKXKe MPOIETYPY UX IPUMEHEHUS U 3aMEHBI;

r) HEO0OXOIUMOCTh KaTMOPOBKY i 0OecriedeHHsl Hajiexalien
1 0e301acHOM pabOTHI MEAUIIMHCKOTO U3JICIHS B TCUYSHUE CPOKA €T0
CITYKOBI;

1) METOJTbI CHUKCHHS PUCKOB, CBSI3aHHBIX C YCTAaHOBKOM,
KaTUOPOBKOM MM TEXHUYECKUM 0OCITYKUBAaHUEM MEIUIIMHCKOTO
U3JICITHSIM,

€) nH(opMaIHMIO 0 MOHTaXe, HalaJIKe, HACTPOiike, KATHOPOBKE U
WHBIM JICHCTBUSAM, HEOOXOIUMBIM ISl BBOJIA METUIIMHCKOTO
U3JIENHsSI B OKCILTyaTalllIo U €r0 MPaBUILHOM SKCIITyaTaIlluu
(mpumeHeHwus);

) HH(OPMAILIHIO O TIEpeYHE OCHOBHBIX XapaKTEPUCTHK IO
SKCILTyaTaIuy (MPUMEHEHHIO ) MEUIIMHCKOTO U3/ICTUs, YCIIOBUSIM
TPAHCTIOPTUPOBKHU U XpaHEHUs (HapuMep, TeMIeparypa u
BJIQXKHOCTH BO3/IyXa, OCBEIICHUE W HHBIC XapaKTCPUCTHKN);
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IMyukr Ipuka3za Ne 111 Oob0ocHoBaHue
HEMPUMEHHUMOCTH

3) nepeveHb MPUMEHIEMBIX TIPOU3BOIUTEIEM (M3TOTOBUTEIIEM )

MEAMIIMHCKOTO W3JICJIVsI HAIMOHALHBIX CTAaH/IapTOB

6) Hndopmanus o nopsinke 06padotku MeauimHckoro uzaenus | «dopmanus 10%

JUIs1 €r0 TOBTOPHOT'O MCIIOJIb30BaHUS, BKIIOYAsi OUUCTKY,
Ne3nH(EKIHI0, YIAaKOBKY U IIPU HEOOXOAUMOCTH METO/1 TOBTOPHOM
CTepUIN3aluu (€CIU MEIULMHCKOE U3/I€TIUE IPEAHA3HAUEHO [T
MHOT'OpPa30BOT'0 UCIOJIb30BaHUS), a TAKKE KPUTEPUH HETPUTOJHOCTH
MEJUIIMHCKOTO U3JEH Il IPUMEHEHUS,

7) Nudopmarnus o HeoOxoauMon 00paboTKe METUITUHCKOTO
U3JIENHSL TS [IeTIeH ero MOBTOPHOTO MPUMEHEHHSI 10 Ha3HAYCHUIO,
BKJIIOYAsi OYUCTKY, Ne3UH(EKIINIO, YIAKOBKY M IIPH HEOOXOIMMOCTH
METO/T TIOBTOPHOUW CTEPHITH3AINH (€CITH MEIUITTHCKOE U3JICITHE
IpeIHA3HAYCHO JUII MHOTOPa30BOIr0 IPUMEHEHHS 110 Ha3HAYCHUIO);

3a0ydepeHHbIi
HistoSafe®» ne
UCIIOJNIB3YETCS
MTOBTOPHO.

8) WNudopmanus o npupoze, THIe, a TaKxe (Ipu
HE00X0IMMOCTH) 00 MHTEHCUBHOCTH U PAaCHpeAeICHUN U3Ty4eHUs
(37EKTPOMarHuTHOE, HOHU3UPYIOLIEE, NHOE) METUILIUHCKOTO
U3JeNus U croco0ax 3aluThl IOTpeduTeNIel U TPEThUX JIUL OT
HENPEeHaMEPEHHOI0 U3Iy4€HUs B IPOLECCE IKCILTyaTalUH
MEIUIUHCKOTO U3/eus (€CIU MEUIIMHCKOE U3/IeJINe CO31aeT
OIIACHBII WM OTEHIUAIBHO ONACHBIA YPOBEHb U3IIYYECHHUS [TPU
UCIIOJIb30BaHUU 110 HA3HAYEHUIO);

«Dopmanun 10%
3a0yQepeHHbIit
HistoSafe®» ne nmeer
Y HE UCTIOJIBb3YeT
U3Iy4YCHUE.

9) WNudpopmaniys o cTepusIbHOM COCTOSHUN MEAUIIMHCKOIO
W3JIeNUsA, METO/I€ €T0 CTEPUIIN3ALIMY U O TIOPSAJKE IEUCTBUM B Cllydae
HapyIICHUs CTEPUIIbHON yIaKOBKHU (€CJIM MEAULIMHCKOE U3/IENINE
MOCTAaBIISIETCS B CTEPUIIBHOM BUJIE) WIIH, €CIIH MEIUIIMHCKOE U3JIEIHe
MOCTABJISICTCS] HECTEPUIIbHBIM, YKa3aHUE Ha HEOOXOIUMOCTh €T0
CTEPWIN3ALUHU NIEPE] UCTIOIb30BAHUEM;

«Dopmanun 10%
3a0yQepeHHbIit
HistoSafe®» B
BapHUaHTaX MCIIOIHEHHS
HE SBJSICTCS
CTCPWIbHBIMU
MEIUITUHCKUMH
U3JICITUSMHU.
HeobxomumocTu B
CTEpUITN3AIlUU HET

10)  Uudopmanwms 1 uACHTHGUKAIMHE METUIIMHCKUX H3IEIUI C
[ENbI0 TOJTy4YeHHs 0e30nmacHO KOMOMHAIMHY U (WK ) HHPOPMAITHIO
00 M3BECTHBIX OTPaHUYEHHSX TI0 COBMECTHOMY IIPUMEHEHHUIO
MEIUIUHCKUX U3AETUH M0 Ha3HAYEHUIO (JUIs MEAUIIUHCKUX
U3JIeNUi, TpeTHa3HAuYeHHBIX IS IPUMEHEHHUS 110 Ha3HAYEHHIO B

«Dopmanun 10%
3a0yQepeHHbIi
HistoSafe®»
ucnonb3yercs 6e3
KOMOWHAIIUHA C

KOMOHMHAIIUY C APYTUMHU MEIULIUHCKUMHU U3JICTHSIMH, BKITIOUast JIpYyruMu

MEUIIMHCKUE U3EIHS ISl JUATHOCTUKH 1N Vitro); MEUITTHCKIMH
HU3ICTIHSAMM.

11)  Hudopmarms o Mepax MpeIoCTOPOKHOCTH, [Iepeunciennsie

HpeANpUHIMAEMbIX B CIIydae:

a) HEHCIIPAaBHOCTH MEIUITMHCKOTO U3eNusi, c00sl B ero pabore
WIN OTKJIOHEHHUH B (DyHKIIMOHMPOBAHUH, KOTOPBIE MOTYT BIHSATH Ha
0€30MacHOCTh METUIIUHCKOTO U3/EHsl, B TOM YHCIIE ONPeIeIsieMbIX
10 BHEIIHUM MPU3HAKaM;

0) BO3/ICICTBUS Ha (PYHKIIMOHUPOBAHUE MEIULIUHCKOTO
U3/IeNUs] BHEITHUX (aKTOPOB, CBA3AHHBIX C IPUMEHEHHEM
MEIUIIUTHCKOTO U3/IeNTUs B KOMOMHAITNH C APYTHMH METUITTHCKUMH
U3JeNUSAMH U (M) 000pYJ0BaHUEM, WIIM TAKUX MPEACKa3yeMbIX
(bakxTOpOB, KaK BHEITHUE AIEKTPOMATrHUTHBIE TTOJIS,

CBOICTBA OTCYTCTBYIOT
B JJAHHOM
MEAUIIMHCKOM U3JIEINH
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IMyukr Ipuka3za Ne 111

Oo0ocHoBanue
HENPUMEHUMOCTH

3IEKTPOCTATUYECKUE PA3PAIbI, U3ITydeHUE (IJIEKTPOMArHUTHOE,
HMOHHM3UPYIOIIee, HHOE), aTMOC(HEpPHOE AaBIICHUE U €T0 Meperaibl,
BJIQXKHOCTH M TEMIIEpATypa BO3IyXa;

B) PHCKa 3JICKTPOMArHUTHBIX TOMEX, CO3/1aBaEMbIX MEAUIIMHCKIM
U3JIeIMEM JUIS IPYTUX MEAULMHCKUX U3JeNIUi, 000pyI0BaHUS U
CPEJICTB CBSI3M MPU MPOBEICHNUHN U OLIEHKE PE3yJIbTAaTOB
JTUArHOCTHKY, JICYSHUSI UJIU TIPU €ro MPUMEHEHUH 110 Ha3HAUYECHHUIO
(Hampumep, JIEKTPOMATHUTHOE U3ITyYECHUE METUITMHCKOTO U3ICIHs,
OKa3bIBaloOlIee BIUSHUE Ha JIpyroe o00opyaoBaHue);

12)  Omnwucanue KaIuOpPaToOpOB U KOHTPOJIBHBIX MATCPHAJIOB;

13)  Hudopmariust 0 mpoCIeKHUBAEMOCTH 3HAUCHHH, 38 JaHHBIX
JUTSL KAIMOPAaTOPOB WM KOHTPOJIBHBIX MAaTEPHUAJIOB, KOTOpast
o0ecrneunBaeTcs MOCPEACTBOM JOCTYIMHBIX peepPEHTHBIX METOUK
(MeTo10B) U3MepeHus U (WIH) 3TaJIOHOB;

«Dopmanun 10%

320y epeHHbIi
HistoSafe®» ne
COJIEPKUT B CBOEM
cocTaBe KamuopaTopoB
Y KOHTPOJIBHBIX

MaTepUaJIOB.
14)  PacueThl U HHTEPIIPETALUHU PE3YIbTATOB TECTUPOBAHUS H, «Dopmanun 10%
pr HEOOXOIMMOCTH, HHPOPMAITUIO O METIECO00PaA3ZHOCTH 3a0yQepeHHBbIHI
NPOBEJICHUS MOATBEPIKJAIOIINX TECTOB,; HistoSafe®»» ne

15)  XapakTepHUCTHKHU aHATUTUYECKOH 3()(HEKTUBHOCTH: SIBJISIFOTCSA
YyBCTBUTEIBHOCTD, CICIIM(PUIHOCTD, IPABUIBHOCTb, AHATTUTUYCCKUM WA
MOBTOPSIEMOCTH, BOCIIPOU3BOIUMOCTB, ITPEIENl OOHAPYKEHHS JTUArHOCTUYECKUM

(eTeKuuun) M Tuana3oH U3MepeHus, BKItoYas HHPOPMAIIHIO O
BIIMSIHUM U3BECTHBIX UHTEP(EPEHTOB, 00 OTPAaHUUYCHUSAX METOIa U
MCIOJIb30BaHUU JOCTYIHBIX PeePEeHTHBIX MAaTEPUAIOB U METOOB
aHaJIN3a,

16)  XapakTepHUCTHKH KIHHHYECKOM d(PPEKTHBHOCTH:
JMArHOCTHYECKAs YyBCTBUTEILHOCTD U JJMATHOCTUYICCKAS
cenuUIHOCTb;

17)  bBuonoruyeckuii peepeHTHBIN HHTEPBAT IPUMEHEHUS
MEAMIIMHCKOTO U3/IETINS;

18)  Mudopmanus 06 nuHTepHEpUPYOIINX BEIIECTBAX.

Ha0OpOM pEareHToB, a
SIBIISTIOTCS
BCIIOMOTATEIIbHBIM
CPEICTBOM B
JIMarHOCTUKE, B CBS3H C
4eM Ha uX paboty
uHTEepepupyromme
BeIeCTBa BO3JICHCTBUS
HE OKa3bIBalOT.
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