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1. HanmeHnoBaHue MeTUIMHCKOT0 H31eIHs

«Dopmanus 20% 3a0ydepennsiii HistoSafe®» B BapuaHTax HCIIOTHEHUS:

1| ®opmanun 20% 3a0ydepennsrii HistoSafe® opurunanbusiii - 5 v (50 wr), 12,5 mu (25 mr),
25 min (15 wrr), 75 ma (12 wrr), 250 ma (4 wr), 1250 mo, 2500 mo, 11, 2,5 1, 3,8 1, 5 11, 10 11, 20 1

2 | ®opmanun 20% 3a0ydepennsiit HistoSafe® -Gel - 12,5 mut (25 ), 25 mut (15 wt), 75 M
(12 wr), 250 mi (4 wrr), 1250 mi, 2500 M

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

2. IIpou3BoauTe b H €10 YNIOJTHOMOYEHHBII MPeICTABUTEb

[TpousBoauTens (MpeaNpHUATHE-U3TOTOBUTENb) MEIUIMHCKOro wu3aenus: OOmecTBo ¢
OrpannuenHoit OtBerctBeHHOCTBIO «Iprollpogakuny (OO0 «Iprollpoaakminy), 0puANYECKUMA
anpec/paxktuueckuit agpec: 199106, Poccmiickas ®enepanms, Cankr-llerepOypr, Lkunepckmii
POTOK, 1oM 14, kopmyc 39, nutepa H. ten./dake: +7 (812) 305-06-06.

Opranmuszanusi, yNOJHOMOYEHHAs Juisd MNpuéMa peKIaMalMid, KacarolIMXCsl KadecTBa:
O6mectBo ¢ OrpanumuenHoit OteercTBeHHOCTHIO (OOO «buoBurpym»), 199106, Poccuiickas
Oeneparnus, Cankr-IlerepOypr, bonbmoit 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
Ha3nayenue
«Dopmamun  20%  3a0ydepennbiii  HistoSafe®» -  pactBop  dopmanuHa,

npelHa3HaYeHHBIN JJI UCTIOIB30BaHUs B KadecTBe (pukcaTopa mpu oOpaboTKe OMOIOTHUECKUX
TKaHeW WM KIMHUYECKUX 00pa3IoB.

IMoTeHuMaNbHBIA NOTPEOUTEIH

Menununckue uznenust «dopmanun 20% 3a0ydepennsiii HistoSafe®» npegHaznaueHbl
JUISL WCTOJB30BAHUS B YUPEXKICHUAX MEAWIMHBI W 3/IPaBOOXpPaHEHUs B IabopaTopusix
CIeyIoIIEero Mpouis: THCTOIOTHIECKOT0/TaTOIOT0aHATOMUYECKOT0/TTaTOMOP(HOIOrHIecKoro/
MOP(}OIOTHYECKOTO; Al KITUHUYECKON U IaDOpaTOPHON AUATHOCTUKH.

Menununckue uznenus «Dopmanun 20% 3a0ydepennsiii HistoSafe®» npeanazHaueHbl
JUTSE TIPO(ECCHOHAITBHOTO UCITOJIb30BAHUS U JIOJKHBI OBITH TPUMEHEHBI CIICIIHAILHO 00yICHHBIM
KBTM(DUIIMPOBAHHBIM TIEPCOHATIOM, TAKUM KaK Bpaud KIMHUYECKON 1a00paTOPHOUM TUATHOCTHKH,
MEAWIMHCKHUH, Ja00paTOPHBIN TEXHUK M MHOM CIEIUATHNCT, UMEIOIINM 0a30BOe 0Opa3oBaHUeE
MEMIIMHCKOTO HJTH OMOJIOTHYECKOTO TPO(UIIS He HIDKE CPEIHETO CIEIUATBHOTO U ITPOIIEIITHI

Ipe/BapUTeNIbHOE O0yUYEeHHE.



KpaTHocTh NpuMeHeHusI M TEXHHUYECKOe 00CTy:KUBAHHUE

«Dopmanun 20% 3a0y¢epennsiii HistoSafe®» mnpenHasHaueH s OJHOKPATHOTO
NPUMEHEHUS U HE TIOUICKHUT TEXHUUYECKOMY 00CTYKHUBAHHUIO.

Hpunuun neiictBusi/MeTona

Qukcanus obecrieynBaeT CTaOWIM3ALMI0 TKAHEBBIX CTPYKTYp M HX YIUIOTHEHHE,
IpPEKpaIaeT ayToju3, CTAOMIM3UPYET JIOKAIM3ALUI0 CTPYKTYp. s AOCTHKEHUsS 3TOH 1enu
BO3MOXHBI Pa3IMYHbIE METO/bI. B 4acTHOCTH, XUMUYECKUN METOJ] IPU MOMOIIHX ajbaeruaoB. K
9TOM rpynne oTHocaTca MenunuHckue usnenus «Dopmanun 20% 3a0ydepennsiii HistoSafe®»
IUIA 1N VItro JUarHOCTHUKH.

[Mpuniun ¢ukcanuu Npud  TOMOIM MeAUIMHCKUX wm3nenmuid  «Popmanun  20%
3a0ydepennsiii HistoSafe®», peareHTOB, MMEIOUIMX aJbJACTHIHYIO TPYIIy OCHOBaH Ha HX
BBICOKOM XMMHYECKOH M OHOJOTMYECKOM aKTUBHOCTH U CIIOCOOHOCTH K (OPMHUPOBAHUIO
HNEPEeKPECTHBIX CUIMBOK MEXIY MPOTEMHAMM U HYKJIEHHOBBIMH KHCJIOTaMM, a TaKXKe MEXIY
HYKJICMHOBBIMU KUCJIOTaMHU M IPOTEHHAMHU.

OcHOBOII TpoayKTa sABISETCS (GOPMATMH — pacTBOp Qopmanpaeruia B Bojae. B
OPUCYTCTBUM BOJBI (opManbaerua obpaTumMo o0pa3yeT METHJICHTJIUKOIb (METaHAHOMN).
MeTueHIIINKONIb  pearupyeT ¢ HECKOJbKMMU OOKOBBIMH LENsMH O€lIKOB U obOpa3syer
peakunoHHOCIIOCOOHbIE  ruapokcumeruseHoBble  rpymnnbl  (-CH2-OH).  ®opmupoBanue
THJIPOKCUMETHIICHOBBIX OOKOBBIX IIETIel SBJISETCS OCHOBHOM M HambOolee XapaKTepHOU
peakuueit i GopManuHOBBIX (uKcaTopoB. HermocpencTBeHHO (GopMupoBaHHE NMEPEKPECTHBIX
MOCTHKOB (METHJIEHOBBIX MOCTHMKOB) 3aHMMAeT HE3HAYMTEIbHOE BpeMs B 0OOIIeM mpolecce
¢dukcanmm 6rmomarepuana. BelmeonrcaHHBIN MPOLECC MPUBOIUT K OCTAHOBKE OMOXMMHUYECKHX
MPOIIECCOB pacrajia B TKaHAX U YIUIOTHEHUIO (PUKCUPYEeMOTo OnoMaTepuaia.

Heiirpanenas cpena (pH 6,9-7,4) mnpenstctByeT 00pa3oBaHHI0 «(HOPMAINHOBOIO
MUTMEHTa.

«Dopmanmua  20% 3a0ydepennsiii HistoSafe® opuruHanbHBIN» - YHHUBEpPCATbHBIN
(buKcaTop I TUCTOJIOTHH U TATOMOP(]OIIOTHH, TTOIXOANT ISt BCEX BHIOB TKaHEH.

«Popmanun 20% 3al0ydepennsiii HistoSafe®-Gel» - yHuBepcanbHblil ¢ukcarop s
THCTOJIOTUHU U NMAaTOMOP(HOJIOTUH € BBICOKOM BA3KOCTBIO. 3aryCTUTENb MPENATCTBYET MPOTeUKaM
U pacTekaHuio ¢opmanuHa Ha paboueM mecte. OOpa3ipl Maoro pazmepa (MeHee 2 MM), MOTYT
HAXOJUTHCS B TOJIIIE TEJIsl, HE OMYyCKAasCh Ha THO EMKOCTH ISl (PUKCAIINH, IO HECKOJIBKHIX YacoB,
oOecrieunBasi paBHOMEPHYIO (PUKCalMIO MaTepHraja co BCeX CTOPOH.

«Dopmanun 20% 3a0ydepennsiii HistoSafe® Munnonura» - yauBepcainbHblil (pukcaTop
JUTSI THCTOJIOTHH M TATOMOP(OJIOTHH, HAIMYKE COJIM B COCTaBE, YMEHbIIaeT Ha0yXaHue TKaHeH B

npoiiecce pukcauu, MOAXOIUT IJIsI BCEX BUOB TKAHEH.



IToka3aHusi ¥ NPOTHBONOKA3aHNUS K NPUMEHEHHIO

He nomyckaercs HMCHONb30BaTh MNPOAYKLIHIO C MCTEKIIMM CPOKOM TOAHOCTH, TPH
HAJIMYUY TOBPEKICHUN IEPBUYHON YIIAKOBKU C YTPATOW T€PMETUYHOCTH, IIPU U3MEHEHUH 1IBETA
pacTBopa.

4. DyHKIHOHAIbHOE HA3HAYEHUE

Menumuackux msnenuit «@opmanun 20% 3a0ydepennsiii HistoSafe®» cocrout B
o0ecrieueHUH TPEAHAINTHYECKON cTaguu NaToMop(OJIOrHYecKOro aHajau3a OHOICUITHOTO
(omepaMOHHOT0) ¥ ayTONCHHHOTO MaTepuaja, BBINOJIHAEMBIX B XOJ€ KIMHUYECKOU
7a00paTOPHOM JAMArHOCTHKHM Pa3IMYHBIX IATOJIOTHH 4YeloBeKa. SIBIsSeTcs YHHUBEPCAILHBIM
¢duKcaTopom aJsl BCeX BUJOB TKAHEH: AMUTENUANbHAs, HEPBHAS, MbIIICYHAsl, COCAMHUTEIbHAS.
Menuuunckue m3aenus «Dopmanna 20% 3abydepennsiii HistoSafe®» sBisiroTcss Bcromora-

TeJIbHBIMU CPEJCTBAMH B AUarHocTuke in vitro (.5 [pukaza M3 P® ot 19.01.2017 Ne 11n).

5. IeneBoii aHaauT

He nmpumenumMo a1 TaHHOTO MEIUITMHCKOTO U3CIIHUS.

6. Cnennduueckoe paccTpoiicTBo, cocTossHHe WK (GaKkTOp pUCKa, 1JIA
00Hapy:KeHHUs, onpeaeTeHus: MK TU(PPepeHIMPOBAHUSA KOTOPOI0 NPeIHA3HAYEHO
MeIMIMHCKOe u3/e/Ine

Ucnonw3ytorcs mjiss  NPOBEACHUS  MATOJOT0-aHATOMHYECKUX  HCCICAOBAHUN IS
BBISIBJICHUS MAaTOJOTHYECKUX U3MEHEHHM B TKaHSAX uejoBeKa. JIJisg BBISBICHUS] OHKOJIOTUYECKUX
3a00NIeBaHUH, SI3BEHHOM 0OJIE3HU M JPYTUX MATOJIOTHU CBA3AHHBIX C U3MEHEHHEM Mopdoioruu
oOpa3lia TKaHu.

1. Tun ananu3upyemoro oopasmna

dukcanuy MOABEPralOTCs TKAaHU YEJIOBEKa: OMOTICHWHBIA U ayTONCUWHBIN Marepuai, B
TOM YHCJI€ ONIEPALMOHHBINA MaTepHall pa3IMYHbIX Pa3MEPOB.

8. O06J1acTh NIpMMeHEeHUsI MeIUIUHCKOT0 N3/1eJIusl

[TpodeccnonanbHoe MNpUMEHEHHE B KIMHMYECKOW J1TaOOpaTOPHOM JHArHOCTHKE B
CHELMATU3UPOBAHHBIX JIA0OPATOPUSAX IATOJOTOAHATOMUYECKUX M  MAaTOMOP(OIOTHYECKUX
OTHENICHUH  YUYPEXKICHWA  MEIUIMHBI W 3JPaBOOXPAaHEHHs  CIEAYIOMEero  mpodus:
TUCTOJIOTMYECKOT0/TIaTOJIOT0aHATOMUYECKOT0/TTAaTOMOP(OJIOTHIECKOT0/MOP(POIOTUUECKOTO; IS
KJIMHUYECKOH M Ta0OpaTOPHOI TMarHOCTUKY in Vitro.

Hcnonb3yercst Ui py4YHOH IOATOTOBKM OMOJOTMUYECKUX TKAaHEH WM KIMHHUYECKUX

00pas1os.



9. Pucku

OoXXHAaeMble H IpeackasyeMmble Mo0o4Hble 3¢ deKTsl,

NPUMECHECHUSA

MEAUIINHCKOI'0

MECIUIHMHCKOI0O U31€JHUA 110 HA3HAYCHUIO

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

3a0ydepennnrii  HistoSafe®» — kmacc 1 (I'OCT 31508-2012, IIpuka3 MuHucrepcTsa

u3aemsl,

MPOTUBOIIOKA3aHUSA,

CBAA3aHHbIC C TIPUMCEHCHHEM

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

«Popmaiun  20%

B npomecce ananusza puckoB ObUIM MACHTH()HUIMPOBAHBI PUCKU yKa3aHHbIE B TaOnuile

[lepeueHb pUCKOB:

Nuanunupyromme |Onacuas Bpen Beposith [Crenens |Ounenka
co0bITHE CUTYyaLUsA oCTh Bpeaa AONYCTHMOCTH
Cnyyaiinoe dopmanuH Moxet BbI3BaThH 31, Huzkas |Cpemnsas | domyctumo
ONPOKUJBIBAHUE  |PA3JIUBAETCS HA |JIETKYIO TUIIEPEMHUIO.
MIPOJYKIIMH B X0JIe |He3aluuIIEHHYI0 |MoXeT crnoco0cT-
HCII0JIb30BAaHUS MIOBEPXHOCTh BOBaTh Pa3BUTHIO
KOXU OHKOJIOTUYECKOTO

3a00JieBaHusl.
CanyuaitHoe dopmanuH ITpu Bapixanuu moxker |Huskas |Cpegnsis | domyctumo
ONPOKH/IBIBAHUE | pa3/IMBAEeTCs HA |BbI3BATh CIE30TCUCHUE,
MPOJYKIMH B X0JI€ |[TOBEPXHOCTh NepILIEHUE B ropJe.
WCII0b30BAHUS pabouero crona |Moxet ciocobcT-

BOBAaTh Pa3BUTHIO

OHKOJIOTUYECKOTO

3a00JieBaHusl.
CanyuaitHoe dopmanuH ITpu Bapixanuu moxker |Huskas |Cpegnsis | domyctumo
MPOJIUTHE TIPU pa3iaMBacTCs Ha |BBI3BATh CIE30TECUCHHUE,
TPaHCIIOPTUPOBKE | OOJIBIITYIO NepIIeHue B ropJe.

MIOBEPXHOCTb. Moxet cioco0cT-

BOBaTh Pa3BUTHIO

OHKOJIOTHYECKOTO

3a0o0JIeBaHusl.
Crnydaiinoe Kanucrpa ¢ MoxeT BbI3BATh Huszkas |Hwuskas Jonyctumo
najIeHue KaHUCTPHI | popMaTHOM MOBPEKICHHE
Ha KOHEYHOCTb NaJaeT Ha HOTY. |KOHEYHOCTH: IO
CnyyaitHbiii Brinenenue ITpu Bapixanuu moxker |Huskas |Cpegnsis | domyctumo
HarpeB OTKPHITOH |MapoB BBI3BATh CJIE30TCUCHHUE,
€MKOCTH C dopManbieruia |mnepiieHue B ropie.
dbopmanuHamMu B OKpy»Katoiyto |MoxeT crnocoOCTBOBATh

cpeny

pa3BUTHUIO
OHKOJIOTUYECKOTO
3a00JIeBaHUs

B nmponecce MCHCIKMCHTa pUCKaA Hpel[BapHTeHBHLIﬁ dHaJIM3 HC BbBIABUII PUCKOB,

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

pabouas rpymnmna no MEHeJPKMEHTY pHCKa He MIPUMEHsIa IPOLEAYpPbI IO YIIPaBICHUIO PUCKAMH.




Takum o0Opa3zom, Bo3MOkHble pucku ans uznenus «Popmanun 20% 3abydepeHHbIi
HistoSafe®» mo TY 21.20.23-005-89079081-2017 B BapuaHTaxX WCIOJHEHUS SBISIOTCS
OPUEMIIEMBIMU: TIPEUMYIIECTB JUIS THAaIlMeHTa W METUIMHCKOro paboTHHMKa Oouiblie, 4Yem
BO3MO>KHBIX OMACHOCTEH.

10. TpedoBanusi K MoMemeHUIM

[Tpou3BoacTBEHHBIE PA0OTHI JOJKHBI MPOBOIUTHCS B MPOBETPUBAEMBIX IOMEIIECHUSIX,
WIN B IOMEIICHUX, 000PYJOBaHHBIX MPUTOYHO-BBITSDKHOM BeHTmisnuei mo 'OCT 12.4.021-75
u CII 60.13330.2016. Kparnocts obMeHa  Bo3Iyxa - HE MEHee 8.

TpeGoBanusi 6€30MaCHOCTH K MIPOU3BOJCTBEHHBIM MPOIIECCaM JOKHBI COOTBETCTBOBATD
CIT 2.2.2.1327-03, TOCT 12.1.008-76, T'OCT 12.3.002-2014 u «Ilepeunto 00s3aTEeIbHBIX
MHCTPYKLIUH IO TEXHHWKE Oe30MacHOCTH, MPOMBIIUIEHHOW CAaHUTApUH W TMPOTHUBOMOKAPHOM
0e30MacHOCTH.

Pabouune mecra nomxHbl 0bITH 000pyaoBanbl o 'OCT 12.2.032-78 u I'OCT 12.2.033-
78.

TpeboBaHMs K KOHTPOIIIO COCTOSIHUS Bo3ayxa paboueid 30HbI - o [OCT 12.1.016-79 u
I'OCT 12.1.014-84; opranuzauust konrpous - no CII 1.1.1058-01. IlepuoguyHocts KOHTpOINS -
coriacHo P 2.2.2006-05 u CII 1.1.2193-07. B npon3BOICTBEHHBIX MOMEIICHHUIX TOJDKHO OBITH
00ecreyeHo HalIU4yue KUISYEHOW BOJBl M aNTE€YKU C MEJUKaMEHTaMH JJis OKa3aHMs IEepBOil

MEIULIUHCKOU ITOMOIIIN.

11. TexHu4eckne XapaKTePUCTHKN MEIMIMHCKOT0 H3/1eJusl

Cocras MCAUIIMHCKOI'0 U31CJIUSA

HanmenoBanune mequuuHckoro usneauss | ComepxaHue 0OCHOBHbIX BellecTB, %

dopmanun 20% 3a0ydepeHHbIi dopmanu (19%-22%), Bona (76-80%), HaTpus

HistoSafe® opuruHaibHbIi ruznpogocdar (1,0-1,5%), marpus quruapodocdar
(0,1-0,5%)

®opmanun 20% 3a0ypepeHHbIH dbopmanun (18%-22%), Boxa (76-80%), Hatpus

HistoSafe® -Gel runpodocdar (1,0-1,5%), marpust quruapodocdar
(0,1-0,5%), metunmestonosa (0,5-1,0%)

®opmanun 20% 3a0ypepeHHbIH dbopmanun (19%-22%), Bona (76-80%), Hatpuit

HistoSafe® Mwuionura xnopuctslii (0,4-0,8%), Hatpust ruapodocdar (2,0-

3,0%), matpus aquruapodocdar (0,1-0,5%)




XapakTepuCTHKH MeIUIHHCKUX M31eJTuil

NeNe | HaumenoBanue usgenust / IToxa3aTesu HOPMBbI MeToabl
.0 | HoKa3aTeJisi KOHTPOJIA
(mynkr TY)

1 Buewmmnuii Bujg 5.1.

1.1 Dopmanun 20% 3a0ydepeHHbIi BecrserHas npo3payHast *KUIKOCTb 5.1.
HistoSafe® opurnnanbHbIit

1.2 ®opmanun 20% 3a0ydepeHHbIit becuBeTHas ninm cBeTino-xKenTas 5.1.
HistoSafe® -Gel renieoOpa3Has mpo3pavyHast

KHUJIKOCTb

1.3 ®opmanun 20% 3a0ydepeHHbIit becuBeTHas mpo3paydHast )KHJIKOCTb 5.1.
HistoSafe® Mwuuionura

2 Conep:xanue popmanbaeruaa, %o 5.2.
(macc./00.)

2.1 ®opmanun 20% 3a0ydepeHHbIit 8,0-9,0 5.2.
HistoSafe® opurnHanbHbIN

2.2 Dopmanma 20% 3a0ydepeHHbIN 7,5-8,5 5.2.
HistoSafe® -Gel

2.3 ®opmanun 20% 3a0ydepeHHbIit 8,0-9,0 5.2.
HistoSafe® Mwumionura

3 pH pearenTa 5.3.

3.1 ®opmanun 20% 3a0ydepeHHbIit 6,9-7,4 5.3.
HistoSafe® opurnnanbHbIi

3.2 dopmaima 20% 3a0ydepeHHbII 6,9-7,4 5.3.
HistoSafe® -Gel

3.3 dopmanun 20% 3a0ydepeHHbIi 7,1-7,4 5.3.
HistoSafe® Munnonura

4 dukcanusa marepuaja 5.4.

4.1 ®opmanus 20% 3a0ydpepeHHbIi Snpa u knerouHble MEMOPaHbI 5.4.
HistoSafe® opurnHanbHbIi pa3IMYMMBI, IIUTOTIIa3Ma

COXpaHeHa, He COJIEPIKUT
MPU3HAKOB ayTOJIHU3A.

4.2 dopmanun 20% 3a0ydepeHHbIi Snpa u K1eTouHble MEMOpPaHBbI 5.4.

HistoSafe® -Gel pa3IUYUMBI, IIUTOTIIIA3Ma
COXpaHEHa, HE COJIEPHKUT
MPHU3HAKOB ayTOJIH3A.
4.3 dopmanun 20% 3a0ydepeHHbIi Snpa u K1eTouHble MEMOpPaHBbI 5.4.

HistoSafe® Mwuutonura

Pa3IMIUMBI, UTOIIIIa3Ma
COXpPAaHCHA, HC COACPIKUT
IIPHU3HAKOB ayTOJIM3A.




12. IToaroroBka k NpUMMEHEHHIO 110 HA3HAYEHHIO, IKCIIYaTaAllMi MEAMIHHCKOIO0
H31eJIn s

«Dopmanun  20% 3a0ydepennsiii  HistoSafe®» ne TpeOyer IOMOTHUTEIHHON
HOJArOTOBKH K IPUMEHEHHUIO 110 HA3HAUYEHHUIO.

13. Onucanue NpuMeHeHNs MeIHIUHCKOT0 H3/1e/IMs1, ONICAHNe PeareHTOB

Ilopsinok npoBeneHust npoueaypbl

[Iponienypa mpumenenust meauuuHckoro uzgenus «®@opmanun 20% 3a0ydepeHHbIi
HistoSafe®» onnnakoBa Jy1s 1:000r0 BapuaHTa UCTIOJIHEHMS.

BuuMaHue: cooTHoOIIEHHE TKaHb/pukcarop He MeHee 1:20. dukcanuo TPOBOIUTH MIPH
KOMHATHOW Temreparype. MakcumalnbHasi TOImycTiuMasl ToiamuHa 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 3arps3Henun ¢GopmainHa
KPOBBIO U APYIrMMHU (PU3HUOJIOTHUECKUMHU KUAKOCTAMHU, (PUKCATOP HEOOXOAUMO 3aMEHUTD.

Onucanue merona:

[TomecTuTh OWONOTHYECKUI MaTepuan B (UKCHPYIONIMH pacTBop Ha 5-48 9 B
3aBUCUMOCTH OT pa3mepa obpasua.

ITocne paGoTbl HEOOXOAMMO 3aKPbITh EMKOCTb IUIOTHO KPBIIIKOA.

Onucanue pearenra:

Pacxon megnumuckux mznenuit «@opmanun 20% 3a0ydepennsiii HistoSafe®» 3aBucut
TONBKO OT pazMepa (UKCHPYeMOro MaTepuaia — coctabnser 20-50 min Ha 1 cm® duxcupyemoit
TKaHHU.

14. Matrepuainbl, KOTOpble TPeOYIOTCS I Pa0OTHI ¢ MEAUIIMHCKUM H3e/IHeM —
«®opmaaun 20% 3a0ydepennsiii HistoSafe®», Ho He coaep:KkaTcsi B KOMILJIEKTE MOCTABKHU
MEIHIUHCKOT0 U3e/INs

EMKoOCTh M3 MHEPTHOro MaTepHala MOAXOJAIIEro oobeMa JUlsl MpOBeACHUs (UKCAlUU
MaTepuaia.

15. XapakTepucTHKHU CTA0MJIBLHOCTH MEAUIMHCKOT0 U31e/HUs AJIsl AUATHOCTUKHU
in vitro (ycioBusi XxpaHeHUs] MEIMIIMHCKOI0 U3/1eJINsl, TPAHCIIOPTHPOBKH M JKCIIyaTaAllUH,
CPOK IOJHOCTH IOCJIe BCKPBITHS NIEPBUYHOM YIIAKOBKH), FTAPAHTHH NPOU3BOAUTEIS

YciaoBus XpaHeHust

Cpok rogHoctu: 24 mecsiia.

He 3amopaxuBats!

ITo ucreuenuto cpoka rogHoctu uznenus «Dopmanun 20% 3abydepennsiii HistoSafe®»

HE ImoAJICKaT NCIIOJIb30BaHUIO.



«Dopmanun 20% 3abydepennsiii HistoSafe®» XpaHAT B 3aKpbITHIX BEHTHIUPYEMBIX
nomeneHusx npu temmeparype ot +5°C no +25°C u otHOcuTenbHON BiaaxkHoctu 40 - 80% B
YCIIOBUSX, UCKITIOYAIOUINX JEMCTBHE arpeCCUBHBIX CPEJl, COJIHEUHBIX JIyuel U BJIary.

CpoK roaHoCTH MocJie BCKPbITHSI NIEPBUYHON YIIAKOBKH

Cpok TOAHOCTH mTOCJe BCKPBITUS - 24 Mecsiua Hpu COOMIOJCHUH YCIOBUMN: IOCIE
BCKpBITHS ymakoBku «@opmanun 20% 3a0ydepennsiii HistoSafe®» m0mKHBI XpaHUTHCS BIAIN
OT UCTOYHUKOB Harpesa npu temneparype ot +5°C 1o +25°C, B IJIOTHO YKYIIOPEHHOU Tape.

Bropuynyio ynakoBky (Ipu HAJTUYHMH) XPAHUTH MOKA He OYAYT MCIOJIb30BAHbI BCE
€MKOCTH.

YcaoBuS TPAHCIIOPTHUPOBKH M IKCILTYyaTallMU

TpancnopTupoBaHue U XpaHEHUE MPOLYKIIMHU OCYIIECTBIISIETCSI B COOTBETCTBUU C M. 12
I'OCT P 51088-2013 npu temneparype ot +5°C no +25°C. 3aMopakuBaHUE HE JIOMYCKAETCS.
O6mue TpeboBaHMs K TpaHCHOPTHPOBaHUIO U XxpaneHuto - mo ['OCT P 51088-2013.

TpancnopTupoBaHue IPOAYKLNN OCYIIECTBISETCS BCEMU BUIAMU KPBITOIO TPAHCIIOPTA B
COOTBETCTBUU C IPaBUJIAMHU IEPEBO3KHU I'PY30B, JEHCTBYIOIIMMU Ha JAaHHOM BMJIE TPAHCIIOPTA.

[Tpu TpaHCHOPTHUPOBAHUU, OCYIIECTBICHUH MOTPY3KH M BBITPY3KH MPOIAYKIIMH JTOJKHBI
OBITHh TPUHATHI MEPBI, MPEAOXPAHAIONINE TaPy OT MEXAaHMUYECKUX MOBPESKICHUI, BO3IEHCTBUS
aTMOC(EPHBIX 0CaJIKOB, TOPIOYHX MaTepuasoB u KHCJIOT.

[Ipy mOrpy30YHO-PA3TPY30UHBIX pPadOTaxX MOJDKHBI BBHIMONHATECS HOpMBI [OCT
12.3.009-76.

I'apanTus kavyecrBa

[IpennpusTHe-U3roTOBUTENb TapaHTUPYET COOTBETCTBHE MEAMIIMHCKUX  U3JEIHUN
«Popmanunsl 20% 3a0ydepennbie HistoSafe®» TpeOoBaHUSAM TEXHUYECKUX YCIOBUN MpH
COOJIIOJIEHNM YCIOBUH TPaHCIOPTHPOBAHUS, XPaHEHHs U IPUMEHEHHs, YCTaHOBJIEHHBIX
HACTOSIIIMMHU TE€XHUYECKUMHU YCIOBHSIMU M MHCTPYKLHUEH MO NMPUMEHEHHI0O B TE€YEHUE BCEro
CPOKa FOJTHOCTH.

16. HNudopmanus o0 ycaoBusiX, HeOOXOAUMBIX /Jis1 cOopa, 00padOTKHU U
NMOAr0OTOBKH 00pa31o0B, JaHHbIE N0 CTA0MJIBHOCTH aHAJIU3UPYEMbIX 00pa310B

Temmneparypa XxpaHeHHs M TPAHCIOPTUPOBKU aHAIM3UPYEMBIX oOpasioB: +5 - +25 °C.

CraOuUIBHOCTh AHAIU3UPYEMBIX OOpPA3LOB ONpEAeNseTcs IUIAHUPYEMON K HCIOJIb30BAHUIO
nocJie MPUMEHEHUs U3JeNNs METOIUKOM.

He nomyckaercst 3amopakuBaHue Onomarepuana, kak B (PMKCUPYIOILEM pacTBOpE, TaK U
BHE €T0.

g ocyuiecTBiaeHHs (PUKCAMK MPU MOMOIIY MEAUIMHCKOro u3nenus — «PopMaiuH

20% 3abydepennbrii HistoSafe®» - pa3smepsl OMONCHIHOTO WM ayTONCUMHOTO MaTepHalia
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MaKcHMasbHas TONIUHA 00paslia He JTOJKHA MpeBbIaTh 1 cM, COOTHOLIEHHE (PUKCATOP/TKaHb
He meree 20:1 mo oObsemy.

A. Bzarue:

- OHOICUIHOrO MaTepuaga MPOBOAUT Bpau-KIMHUIMCT (Tpuka3 MuHucTepcTBa
3apaBooxpanenus Poccun Nel79 H, m. 9 or 24 mapra 2016 r. «O npaBuiax IpOBEACHUS
[1aTOJIOTOAHATOMUYECKHUX UCCIIEJOBAHUI);

- B3STHE AayTOIICUMHOIO MaTepuajga IpPOBOAMUT Bpay-IaTOJIOrOAHATOM (IIpUKa3
Munuctepctsa 3apaBooxpanenus Poccun Ne354 H, . 19.5, .24 ot 6 utons 2013 r. "O nopsiake
MIPOBEICHUS TTATOJIOT0AHATOMUYECKUX BCKPBITHI").

B. Bripesky aytomncuitHoro u OuorcuifHoro marepuana (mpH HEOOXOAMMOCTH)
IPOBOJIUT BPay-IaTOIOT0AaHATOM; 0OBEM BBIPE3KH OIpeNeNsieT Bpad-MaTojIoroaHatoM (TMpuKas
MunucrepctBa 3npaBooxpanenus Poccun Nel79 H, n. 16.2 ot 24 mapra 2016 1. «O npasunax
MIPOBEJICHUS MATOJIOr0AHATOMUYECKUX HCCIEAOBAHUNY);

[Ipu BeIpE3ke Marepuajia HEOOXOIMMO MPEAOTBPAIATh €0 BO3MOXKHBI MEXaHUUYECKUE
NOBPEXACHUS TaKWe Kak CAABJIEHUE [HMHLETOM, pPa3MO3KEHHE TIPU BBIPE3KE TYIbIM
MHCTPYMEHTOM U T.J. Marepuai He 10JKEH UMETh IIPU3HAKU TOpYH (THUEHUS).

buomatepuan He JOMHKEH XpaHUTHCS BHE (UKCHUPYIOIIETO pacTBOPA.

17. HNudopmanus njist norpeduTesieid MeTMIMHCKOro H3/1eJ1Usl 0 Mepax
NPeJ0CTOPOKHOCTH, NPEeANPUHUMAEMBIX B c/Iy4ae He00X0AMMOCTH, a TAKKe 0 Mepax,
NpeINpUHUMAEMbIX B OTHOLLIEHUH MOTEHUMAIbHO HH(PEKIIMOHHOI0 MaTepuaJa,
coJepxamerocss B MeIMUMHCKOM M3/1eJIMHU /sl JUATHOCTHKH in vitro

[Tpu ucnonb30BaHUM M0 HA3HAYEHUIO U COOMIOEHUN Mep MPEIOCTOPOKHOCTH (Xanar u
oxHopa3oBbie nepuatku mo CIT 1.3.2322-08, CIT 1.3.3118-13, CIT 3.1.2485-09 u MY 287-113)
KOHTAKT C OPraHU3MOM 4Y€JIOBEKAa HCKIIFOUEH.

Ha pabGounx wmecTrax Ha MPOU3BOJACTBE JOKHBI OBITH OOECIHEUEHBI JOMYCTUMBIE
napameTpsl MukpokianMara no CaunlluH 2.2.4.548-96:

Temneparypa Bo3ayxa: 17-23°C (B X0JI0IHBIH TEpUo rosia);

18-27°C (B TeIIBIi IEPHOJ] T0/1a);

BJIQXKHOCTH Bo3ayxa 15-75%.

[Tpu Hanuuuu pucka pa3OpBI3TUBAHMS pPEareHTa UCIOIb30BaTh JIUIEBOM MIUTOK WA OYKH
JUTSL 3aILIMTHI [J1a3.

«Dopmanmma  20%  3a0ydepennsiii  HistoSafe®» He comepXUT MOTEHIMAIBEHO

UHQEKIIMOHHBIN MaTepuall.
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B o6mmx ciayuasx paborta B mabopaTopuu JoJKHA TPOBOAUTHCA ¢ cobmomennem CII
1.3.2322-08 - CII «be3onacHocTh paboTsl ¢ Mukpoopranusmamu III-IV rpynn nmarorennoctu
(omacHOCTH) M BO30YAUTENSAMU TTapa3UTaPHBIX HHPEKIUII».

Taxxe npu pabote B 1a00paTOPUU U HETIOCPECTBEHHO C U3JICIIUEM CIIEIYEeT:

— coomonare tpedboBanuss ['OCT P 52905-2007 «JlaGopatopuu MeAUITMHCKHE.
TpeboBanust ~ Oe3omacHoctw», a  Ttakke  CanlluH  2.1.3.2630-10  "Canurapho-
SMUJAEMUOJIOTHYECKHE TPeOOBaHUS K OpraHu3alusM, OCYIICCTBISIONMIAM MEIUITTHCKYIO
nesaTeabHOCTh" (¢ m3MeHeHussMu Ha 10 urons 2016 rona);

- HAJIeBaTh 3AIUTHYIO OACKIY W HEMEIJICHHO MEHSTh €€ B Cilydae 3arpsi3HeHUus
(I'OCT P 52905-2007 n1.12.1; CanlIuH 2.1.3.2630-10 . 10.16.5);

- JUIS UCKJIFOUYEHUS KOHTAKTa C KOXel HeoOXOAMMO HCIONB30BaTh OJHOPA30BBIC
nepuatku (CanlluH 2.1.3.2630-10 . 12.4.7; 'OCT P 52905-2007 n.12.1);

- IpU HAJTMYUU PUCKA Pa3OpBI3TUBAHMS PEAreHTOB UCIOJIb30BaTh JIMIIEBON HMIMTOK
nan ouku JIst 3amuThl ri1a3 (CanlluH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 m.12.1).

Cnenyer w30eraTh TOMANaHUs Ha KOXKY, Pa3JIMBaHUS, WHTEHCUBHOTO BJIBIXaHHS WA
CIIydalfHOTO 3arjaTblBaHWs W3Jenus. B ciydae momajaHuss Ha KOXY WJIM B TJa3a CMBITh
OOJBIIMM KOJMYECTBOM BOJBL [Ipu ciyyailHOM MomajaHuu KpPacoK B >KETYJOYHO-KUIIEYHBIN
TPAKT CJEIyeT BBIMUTH 1-2 cTakaHa KHUIISTYEHOM BOJBI C aKTUBUPOBAHHBIM YTJIEM U HEMEIJICHHO
oOpatutbcst K Bpauy. llpu nomagaHuu Ha KOy WJIM CIM3UCTYIO OOOJIOUKY I1a3 - OOMJIBHO
IIPOMBIBAaTh BOJOU ¢ MblJIOM B TedeHue 10-15 MuHyT.

ITpu koHTaKTE ¢ OMoMaTepuansoM He0OXOJUMO COOIIOATh MEPHI MPEI0OCTOPOKHOCTH. Bo
BpeMsi paboThI ClieAyeT MOJb30BaThCS MEpUaTKaMU U CHEIHATbHON Tab0paTOPHON OAEKION, TaK
Kak o0pasupl Omomarepuana CleqyeT paccMaTpuBaTh KakK MOTEHIHAJIbHO HWH()UIMPOBAHHBIE,
CIIOCOOHBIE ITTUTENIbHOE BpeMsi COXpaHATh U nepenaBatb BIY, Bupyc renatuta B unu moboro
JIPYTOro Bo30yauTens WHMEKIINH.

18. IloBTOpPHOE MCIIO/IL30BAHNE MEIMIIUHCKOTO M3/1eJIUs

«Dopmanmun 20% 3a0ydepennsiii HistoSafe®» B BapmaHTax HCIOTHEHUS SBISIOTCS
U3JICNTUSIMI OJTHOKPATHOTO NMPHMEHEHHsI B T€YCHHE Cpoka roxHoct. Ilocie wmcrmonb3oBaHus U
Moclie OKOHYaHHUS CPOKa TOJHOCTU MOANEKHUT YTUIU3ALUU COTJACHO MPHUHSTHIM HOpMaM M
MIpaBUIIaM.

19. Orpannyenusi, CBI3aHHbIE ¢ MP000ii, KOTOPbIEe MOT'YT MOBJIHUATH HA
pe3yJbTaT ucciel0BaHus

Menununackue m3aenus «Dopmanua 20% 3abydepennsiii HistoSafe®» mpumeHsroTcs
JUTst 00pabOTKH TKaHEeH Kak denoBeka. KauecTBo pe3ynbTara HampsIMyIO 3aBUCHT OT COOJIIOICHUS

paBuJI HaCTOSIIEH HHCTPYKIUH.
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«Dopmanun 20% 3a0ydepennsiii HistoSafe®» B BapuaHTaxX HUCMOIHEHUS UCTIOIb3YIOTCS
TOJILKO JUIi OMOTICUHHOTO WJIM ayTOIICHMHOTO MaTepualla U He MpeIHa3HauYeH JUIsl IPUMEHEHHS
Ha TKaHU ’KUBOI'0 NAIIMEHTa WK OPraHOB JUIsl TPAHCIUIAHTALUH.

20. OO6cTosITEILCTBA, IPH KOTOPBIX MOTPEOUTENb 10JIKEH
NPOKOHCYJbTHPOBATHCS ¢ MEJMIIUHCKHM PAa00THUKOM

OOcrosATenbeTBa, TMPH  KOTOPBIX  OMBITHBIM  COTPYAHHMK  JaOOpaTopuu  JOJDKEH
POKOHCYJIBTHPOBATHCA C MEAULIUHCKUM PAOOTHUKOM OTCYTCTBYIOT, MOCKONBKY «®Dopmannn
20% 3abydepennniii HistoSafe®» He BiMseT HEMOCPEICTBEHHO Ha IMOCTAHOBKY AHArHo3a
HalMeHTaM.

21. Nudopmanus o nepecMoTpe IKCIJIYaTAIHOHHONH JOKYMEHTALIUH

Hacrosias H”HCTpyKIUsl COCTaBJIEHA BIIEPBBIE.

Jlata yTBep»K/I€HUS YKa3aHa Ha TUTYJIbHOM JIMCTE HACTOSILEH HHCTPYKIIMH.

IlepecMOTp MHCTPYKLMM IPOBOAUTCS Ha HPOM3BOJCTBE E€XKETOJHO IpPU OTCYTCTBUHU
M3MEHEHUH, a TaKXKe JONOJHUTENIBHO 110 MEpE HEOOXOAUMOCTH BHECEHUS! U3BMEHEHUH (COIIacHO
I'OCT ISO 13485-2017). B cnyuae BHeCEHUsI U3MEHEHUH B AKCIUTYaTallMOHHYIO JOKYMEHTAIUIO
UHULMUPYETCS COOTBETCTBYIOLIAs Ipoueaypa MUHGOpPMUPOBaHHUS 00 3TOM YHOJIHOMOYEHHOI'O
oprana (PoczapaBHaazopa) u mocie 3Toro o0 M3MEHEHHsIX MHGOPMHUPYIOTCS IOJib30BaTenu. B
Cly4yae OTCYTCTBMSI HW3MEHEHUW [JEHCTBHE JAHHOW BEPCUM JOKYMEHTa IIPOJJIEBACTCS
aBTOMAaTUYECKU 0€3 yBeTOMIJIEHUH 00 3TOM MOJIb30BaTeNIel U YIIOJIHOMOYEHHBIX OPTaHOB.

22. MepsbI npeI0cTOPOKHOCTH B OTHOLIIEHUH 0€30MaCHOMH YTHIU3AIUH
MEIHIUHCKOI0 H3/1eJINsl, IPHUHALJICKHOCTEel U PACXOIHBIX MATEPHAJIOB

HeBoctpeboBannble MemunuHckue uzaenus «®Dopmanun  20%  3a0ydepeHHblit
HistoSafe®» B HEBCKPBITHIX (hJIaKOHAX OTHOCSTCS K MEIULIMHCKUM OTX0/1aM Kiacca I'.

beiBmme B ymorpebiaenun menuiuHckue uzgenus «Popmanun 20% 3a0ydepeHHbIi
HistoSafe®» aBnstoTcss METUIIMHCKUMU OTXOAaMH Kiacca B.

YHUYTOKAaTh HEHUCNONb30BaHHBIE IPU  HUCCIEAOBAHUAX  MEIUIMHCKUE  U3JIEIHS
«Dopmanun 20% 3abydepennsiii HistoSafe®» u apyrue peakTHBBI CIEAyeT B COOTBETCTBUU C
CIT 2.1.7.1386-03 u CanlluH 2.1.7.2790-10 kak oTxonsl kiacca B; ykasanus k paboram 1o
ne3uHdexn 06opyaoBanus u nomemeHuit - mo OCT 42-21-2-85 u MY 287-113.

Heucnonbs3oBaHHbIE peareHThl, peareHThl C HCTEKIIMM CpPOKOM TOAHOCTH, a TakKke
UCTIOJIb30BaHHBIE peareHTHl clieayeT ynaniath B coorsercTBuu ¢ [OCT P 51088-2013.

buonormueckuit mMatepuan mocie pabOThl  YTHIM3HPYIOT B  COOTBETCTBHUH C
tpeboBanusimu  CanlluH 2.1.7.2790 «CaHuTapHO-3IIUAEMUOJIOTHUECKUE TpeOOBaHUA K
00pallleHuIo ¢ MEAUIIMHCKUMH OTXOAaMM.

[Mopsimok nevictBuii B cooTBeTcTBUH ¢ 1. 13 TOCT P 51088-2013:
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1) U3nenus, npumeanivie B HENPUroAHOCTb, B TOM YHCIIE B CBA3M C UCTEYEHHUEM CpOKa
TOJHOCTH, IIOJJIEXKAT YTUIU3ALHH.

2) Uznenusd, npunienmme B HETOAHOCTh, ¢ MCTEKIIUM CPOKOM TI'OJHOCTH, SIBJISIOIIHECS
NONJEJIKAMM WJIM HE3aKOHHBIMH KOIIMSAMHU M3JEJINN, 3aperHCTpUpOBaHHbIX B Poccuiickoit
Ddenepanun, a Takxke U3AEIHUs, OOHApYKEHHbIE U KOH(UCKOBAHHbBIE TAMOKEHHBIMU OpraHaMU
Poccniickoit @enepaunu npu UX BBO3€ Ha Teppuropuro Poccuiickoi denepanuu, Mouiexar
YHUYTOXXEHHUIO WIH YTWIA3ALUU.

3)  VYHuuroxxeHHMe  U3JENUM  OCYILECTBIIAETCS  OpPraHU3ALMUAMH,  UMEIOIUMHU
COOTBETCTBYIOLIYIO JIMIEH3HUIO, HAa CHELMaIbHO OOOPYIOBAaHHBIX IUIOLIA/IKAX, ITOJIUIOHAX U B
IIOMEILLEHUSAX B COOTBETCTBUU C TpeOOBAaHUSAMH, IPEAYCMOTPEHHBIMU CYIIECTBYIOLIIMMU
QenepanbHBIME  3aKOHAMH, M C COONIOJIEHHEM O0O0s3aTelbHBIX TpeOOBaHMN 10 OXpaHe
OKPY’KaloIllEeH Cpelbl.

4) W3roroBuTenb, NOCTABIIMKH, MPOAABLI, HMIOPTEPbl MOI'YT OCYILECTBISATh
YHUUYTOXKEHUE W3/EIUil, MOTEpsBIIMX CBOU IOTPEOUTENBCKUE CBOMCTBA WM C MCTEKIIUM
CPOKOM TOJHOCTH, IIPU HCIOJIb30BAHUM METOJOB, COIJIACOBAaHHBIX C TEPPUTOPHAIBHBIMU
OpraHamH, OTBETCTBEHHBIMM 32 CAHUTAPHO-3IUIEMUOJIOIMUECKOe OJIaromnoinydne HaceneHusl.

5) Uzpenus BO BHEUIHEH YMAKOBKE C HAJIWYMEM MPEAYNPEAUTENbHBIX 3HAKOB 00
OMAaCHOCTH CIIEAYET YHUYTOXKaTh C COOJIIOJICHMEM COOTBETCTBYIOIIMX Mep O€30MacHOCTH U
JI€3aKTUBALIMH.

6) JKuakue KOMIIOHEHTBHI (peareHTbl, PEaKTUBbI) YHMUYTOXKAIOTCA pa3/laBIMBaHUEM
BHYTPEHHEH YINAaKOBKM C MOCIEAYIOIUM pa3BeaeHuemM Bopod 1:100, cauBoMm pacTBOopa B
KaHaJM3alMI0 U BBIBO30OM OCTaTKa YMAaKOBOK KaK MPOM3BOACTBEHHBIN MM OBITOBON MycCOp.
TBepible KOMIOHEHTHl MOJUIeXKaT ApPOOJEHUIO, MOCIEAYIOUIEMY pa3BEIEHUI0 BOJOM B
cootHoweHuu 1:100, cnmuBoM pacTBOpa B NMPOMBINUIEHHYIO KaHAJIW3ALMIO U BBIBO30M OCTaTKOB
YIIaKOBOK KakK IPOU3BOACTBEHHOIO MM ObITOBOro Mycopa. KoMMIOHEHThl —u3aenui,
HEpPacTBOPHUMBIE B BOJIE, YHUUTOXKAKOT IIyTEM CKUTAHUS.

7) Uznenus, conepkauiye MOTEHIMAIBHO OMAaCHbIE MaTe€pHallbl, Mepesl YHUUTOKEHUEM
JOJDKHBI  ObITh  00€33apakeHbl B COOTBETCTBUM C JEHCTBYIOIIUMM 3aKOHO/ATENIbCTBOM
Poccuiickoit denepanuu.

8) TexHuueckue MNpUCIOCOOIEHUS, MPUHAMICKHOCTH, BXOJISALIME B KOMIUIEKTAIHIO
W3enus, TOJUIeKaT  MEXAHMYECKOMY  pa3pylI€eHHIO C  BBIBO3OM  OCTAaTKOB  Kak
MPOM3BOJICTBEHHOTO MJIM OBITOBOI'O MyCOpa WM CXKUTaHMIO.

9) Ilepconan, OCyIIECTBISIONINI YHUUTOXKEHHE H3AETHHA, TOMHKEH COOJI0AaTh MpaBHiia

0e30IacHOCTH IMMPOBEACHUA TOT'O UJIM HHOT'O crnocoba YHHUYTOXKCHUA.
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Nudexnnonnas njim MUKPOOHAasl OIACHOCTH MeIMIIMHCKOI0 H3/1e/Iusl

Menumunckue usnenus «Popmanun 20% 3a0ydepennsiii HistoSafe®»B BapuanTax
UCTIOJIHEHUS HE COJIepKAT MOTEHIIMATbHO HH()EKIIMOHHBIM MaTepHrall.

JKOJIOTHYeCKasi OACHOCTh MEAULMHCKOI0 U3/1e/IHs, CBA3aHHAS C IOTEHIHAJbHO
ONACHBIMH MaTepHAJIaMHU U BellleCTBAMH

®opmanunbl 20% 3a0ydepeHHble OTHOCATCA K BelIecTBaM 3 Kjacca OMacHOCTU B
cootBercTBUU ¢ ['OCT 12.1.007-76 - ymMepeHHO-OTMacHBIE.

TOKCUYHOCTh PEareHTOB OINpPEAEISAETCS CBOMCTBAMU KOMIIOHEHTOB BXOJSIIMX B COCTaB
TEXHUYECKOTO (OPMATHHA:

@opmanbnerun: IlpenensHo momyctumasi koHueHTpauus (IIIK) B Bo3gyxe paboueit
30HB - 0,5 mr/M°, ximacc omacHoctH 2 (B coorBerctBum ¢ I'OCT 12.1.007-76. HppuraHr.
Toxcuuen. Ilpu KoHTaKTe ¢ KOKeH BBI3bIBACT ajllepruueckyro peakiuio. [Ipennonaraercs, 4ro
JAHHOE BEIIECTBO BBI3BIBACT reHeTHuYecKue eeKkThl. MOXKeT BhI3bIBATh PAKOBbIE 3a00JI€BaHUA.
MokeT OoTpuIaTeNIbHO TMOBIUATH HA CHOCOOHOCTh K JIETOPOKICHHUIO MM HAa HEPOJIUBLIETOCS
pebenka.

MerunoBeiii cnupT: MeTaHON 1O CTENEHHM BO3JEHCTBUS Ha OpPraHU3M 4YeJIOBEKa
OTHOCHUTCS K YMEPEHHO OmacHbIM BemectBaM (3-i kiacc omacuoctu mo 'OCT 12.1.007-76).
[Ipenenbuo pomyctumas konueHtpamus (1K) B Bozmyxe paboueit 30HbI - 15 mr/me
(MaKcHMaJbHas pa3oBas), 5 Mr/M> (CpeHssa CMeHHas ).

du3nyeckas ONACHOCTH METUIIHHCKOT0 U3/1eJIUsl

dopmaimabl 20% 3a0yhepeHHbIC HE SBISFOTCS] TOPIOYUMU JKHIKOCTSIMHU.

CpenctBa MOXapOTYILIEHUS] NPU BO3TOPAHMU IOJMMEPHOW YNAKOBKM: pacHblICHHAs
BOJIa, IIEHa, KOIIMa, [eCOK, ac0eCTOBOE OJIEsIIO.

3naHusg W TIOMEUICHHs JOJDKHBI OBITh OCHAIEHBI YCTAaHOBKAMH aBTOMAaTHYECKOTO
MOKapOTYIIEHUSI WM TOXAPHOHM CHUTHANIM3alKueld B COOTBETCTBUU C OTPACIEBBIMU MEPEUHSIMU
31aHUM W TOMEUICHUH, MoJUIekaluX OOOpPYAOBAaHUIO AaBTOMAaTHYECKUMHU CPEICTBAMHU
MOKapOTYIIEHUSI U aBTOMATHYECKON MOKapHOW CUTHANIM3AINeH, corlacoBaHHBIMU ¢ [ JIaBHBIM
YIIPABJICHUEM IOKaPHOM OXpaHbl MUHUCTEPCTBA UYPE3BbIYaiHBIX cuTyarui Poccuu u I'occtpoeM
Poccun.

- TpeOOBaHUS B3pHIBOOE30MACHOCTH:

TpeboBanust k obopynoBanuto - no deaepanbHbBIM HOpMAM W TIpaBUIaM B OOJIACTH
IIPOMBIIIIIEHHON 6e30macHOCTH «O06mue paBuJIa B3pBIBOOE30MIaCHOCTH JUISL
B3PBIBOMOKAPOOIIACHBIX ~ XUMHYECKHX, HEPTEXUMUUYECKUX U  HedTenepepadaThIBAOIINX
IIPOU3BOJICTBY.

- TpeOOoBaHUS paJuallMOHHON 0€301aCHOCTH.

He nmpumenumo.
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23. HenpumennMmble K IKCIUTyaTAIIMOHHOW TOKyMeHTanuu Ha «@opmanun 20%

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

Ilynxkm Ilpuxaza Ne 11n Obocnosanue
HeNnpuUMeHUMOCmuU
1) Ornucanue NpUHAIKHOCTEH, MEAUIIUMHCKUX U3ICTTUN WU MU «Dopmanun 20%
W3JICNNH, HE SIBIISTFONIUXCS METUIIMHCKUMU, HO MPETyCMOTPEHHBIX 3a0y(hepeHHbIH

JUTSL UCTIOJIb30BaHUS B KOMOMHAIIMH C MEIUIIMHCKUM U3JIeTueM (TIpH
HaJU4KH ),

2) Wudopmartivis 0 HATUYUY B MEAUIIMHCKOM U3JICTHH
JIEKapCTBEHHOI'O CPEJICTBA AJISI MEAUIIMHCKOTO TPUMEHEHUS,
MaTepHuaioB JKUBOTHOTO U (MJIM) YEJI0BEUECKOTO MPOUCXOXKICHHUS;

HistoSafe®»He umeroT
MPUHAIICKHOCTEH U
HE COAEepKaT B CBOEM
coCTaBe
JIEKapCTBCHHBIE
CpeCTBa st
MEIUIIMHCKOTO
NPUMEHEHHUSI, MaTepHal
’KUBOTHOTO U (WJIN)

YEJI0BEYECKOTO
MIPOUCX 0K ICHHUSI.
3) TpeGoBaHusI K MOATOTOBKE WM KBaTU(UKALIUH JIULL, MU «Dopmanun 20%
OCYHIIECTBIISIONMIUX YCTAHOBKY (MOHTAX) MEAUIIMHCKOTO HU3/1CIIUS 320y epeHHbIi
(Ipu HANTMYWN); HistoSafe®»ne

4) Hupopmanus o nopsiike ycTaHOBKH, MOHTaKa, HACTPOUKH,
KaJMOpPOBKM U MHBIM JeHCTBUAX, HEOOXOAMMBIX [UI BBO/IA
MEIUIIMHCKOTO U3/I€IHS B OKCILTyaTalHuIo;

5) WNudopmanus A1 NpoBEpKU MPaBUIBHOCTH YCTAHOBKU
(MOHTaXa) MEAULIMHCKOTO U3/IE€Hs U €r0o TOTOBHOCTH K O€30macHoi
paboTe 3KCIUTyaTalum;

a) coJIep’KaHue U MEPUOIMYHOCTh TEXHUUECKOTO
00CITy>)KUBaHMsI, BKIIOYAst OUUCTKY U JI€3UH(EKIUI0 METULITHCKOTO
W3J1eTHs;

0) NIEpPEUYEHb NPENOCTABICHHBIX IPOU3BOIUTENEM
(M3roTOBHUTENIEM) MEIUITUHCKOTO U3/CIIUS CBEICHHH, KITFOUEH,
napoJielt 1ocTymna, mporpaMm, HeoOXOUMBIX JJIsi MOHTaXa,
HaJIaJIKH1, SKCILTyaTallui 1 TEXHUYCCKOT'O O6CJ'IY)KI/IBaHI/I$I
MEIUIIMHCKOTO U3/1EIHS;

B) NepeyeHb PacXOJHbIX MaTepruaioB (KOMIIOHEHTOB,
peareHToB), a TaKXKe MPOLEAYPY UX IPUMEHEHUS U 3aMEHBI;
r) HE00XO0UMOCTh KaJTMOPOBKY AJis1 00ecriedeHns Hauiexalen

u 6e3omacHoOi paboThl MEAMIIMHCKOTO U3/IENUs B TEUEHUE CPOKaA €ro
CITyKOBI;

1) METO/IbI CHUKEHHUSI PUCKOB, CBA3aHHBIX C YCTAHOBKOM,
KaJIMOPOBKOM MJIM TEXHUYECKUM 00CITY>)KUBaHUEM MEIUIIMTHCKOTO
U3JIENUSM;

e) nHGOpMAIIHIO O MOHTaXKe, HAJIaJIKe, HACTPOIKe, KAITMOPOBKE U
MHBIM JIEHCTBHIM, HEOOXOIUMBIM JIJIsl BBOJIA MEAUIIMHCKOTO
W3JIeIMsl B 3KCILTYyaTalllIo U €ro MPaBUIIbHOM KCILTyaTaluu
(mpuMeHeHUs ),

) HH(OPMALIHIO O TIEpEeYHE OCHOBHBIX XapaKTEPUCTHK IO
SKCIUTyaTaluy (IPUMEHEHUIO) METULIMHCKOTO U3/1EHs, YCIOBUSIM
TPAHCIIOPTHPOBKH W XpaHEHUs (HAIIpUMeEp, TEMIIepaTypa u

TpeOyIOT YCTaHOBKU
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BJIQ)KHOCTh BO3/yXa, OCBEILIEHNE 1 UHbIE XapaKTEPUCTUKHU);

3) NepeveHb MPUMEHIEMBIX TPOU3BOAUTENIEM (M3TOTOBUTEIIEM )

MEIHUIIMHCKOTO U3/I€TNs] HAIIMOHAJIBHBIX CTaHAAPTOB

6) WNudopmanus o nopsake o0padbotrku MeauuuHckoro uzgenust | MU «®opmanun 20%
JUIS €T0 TOBTOPHOTO HCIOJIb30BAHUS, BKIIIOUAs! OUUCTKY, 3a0yQepeHHbIit
ne3uH(EKIHI0, YITAKOBKY U ITPU HEOOXOAUMOCTH MeTo oBTopHOU | HistoSafe®» He
CTepUIN3aluu (€CIM MEIUIIMHCKOE U3/IeTUe MPEeAHAa3HAUYCHO [ UCIIOJIB3YIOTCS
MHOT'OPa30BOT'0 HCIIOIB30BAHUSA), & TAK)KE KPUTEPHH HEMPUTOJAHOCTH | TIOBTOPHO
MEIUIIMHCKOTO U3/IETIHS JIJIsl IPUMEHEHUS;

7) HNudopmanus o HeoOxoaumMon 00paboTKe METUITTHCKOTO

W3JIeus 1S 1ieJieil ero MOBTOPHOTO MPUMEHEHHS 110 HA3HAUYEHUIO,

BKJIIOYAst OUYMCTKY, 1€3UH(EKINIO, YIAKOBKY U MPH HEOOXOAMMOCTH

METO/]T TOBTOPHOU CTEPUIIM3ALUH (€CIN METUIIMHCKOE U3/IeTTUe

peJHa3HaueHO JJIsi MHOTOPa30BOr0 NPUMEHEHHS IO HA3HAUCHHIO);

8) Nudopmarnus o npupoae, Ture, a Takke (mpu MU «Dopmanun 20%
HE00XO0AUMOCTH) 00 MHTEHCUBHOCTH U PACHIPECICHIH N3TyYEeHUS 3a0yhepeHHbIH

(37€KTPOMarHUTHOE, HOHU3UPYIOILEEe, NHOE) METULIMHCKOTO U3/1ETHs
U croco0ax 3aluThl NOTPEOUTENEH U TPEThUX JIUL] OT
HeNpeAHaMEePEHHOr0 U3y4EHUs B IPOLIECCe IKCIUTyaTalluu
MEIULUHCKOr0 U3eus (€C/IM MEIULIMHCKOE U3/IEIHE CO3/1aeT
OIaCHBIN MM MOTEHLIUAILHO ONACHBIA YPOBEHb U3JIyUEHHs IIPU
MCII0JIb30BAaHUU 110 HA3HAYEHHUIO);

HistoSafe®» ue numeror
1 HE UCIIOJIB3YIOT
U3JTy4YCHUE.

9) Hudopmarivs o cTepuiIbHOM COCTOSHUUA MEAUIIMHCKOTO
W3JIEIMs1, METOJIE€ €r0 CTEPUIIM3ALIMU U O MOPSJIKE JEHCTBUI B ciiyyae
HapYLICHUS CTEPUIILHOM YIIaKOBKHU (€ClIi MEAULIMHCKOE U3JIeNne
MOCTABJISIETCS B CTEPUIILHOM BUJIE) UITH, €CITH MEIUIIMHCKOE U3/IEITIe
MOCTABIISIETCS. HECTEPUIIbHBIM, YKa3aHHE Ha HEOOXOJMMOCTh €ro
CTEpUIM3ALUU TIEPE UCIIO0JIb30BAHUEM;

«Dopmanun 20%
3a0ydepeHHbIi
HistoSafe®»B
BapHAHTAX UCTIOTHCHHUS
HE SBJISIOTCS
CTCPUIHHBIMU
MEIUIITHCKUMH
U3/ICITHSIMU.
HeobOxomumocTtu B
CTCPUIIM3AIIUU HET

10)  Uudopmauus s uaeHTADUKALUMA MEAUIMHCKIX U3/ICTHH C
LeJbI0 TIOJTy4YeHUs 0e301acHOM KOMOMHAIMK U (WIIK) HHPOPMALIIO
00 M3BECTHBIX OI'PAaHUYEHUSX TI0 COBMECTHOMY IPUMEHEHHUIO
MEIUIUHCKUX U3ETUH 10 Ha3HAYEHUIO (JUTsI MEAUIIMHCKUX
U3JeNuH, MpeIHa3HauYeHHbIX /U1 IPUMEHEHHUs 110 Ha3HAUeHHIO B

MU «Popmaims 20%
320y epeHHbII
HistoSafe®»
HCTIONB3yeTcs 0e3
KOMOWHAIIUH C JPYTUMH

KOMOMHAIMK C APYTUMHU MEIULIMHCKUMHU U3JIEIUSIMU, BKIIIOYast MEUIIMHCKUMHU
MEIULMHCKUE U3JIeNUsl AJIsl TMarHOCTUKH 1N Vitro); W3JIEIUSIMU
11)  Hudopmarms o Mepax MpeIoCTOPOKHOCTH, [Iepeunciennsie

NPEANPUHIMAEMBIX B CIydae:

a) HEUCHPAaBHOCTH MEIUIIMHCKOTO U3/1eus, cOosi B ero padbore
WIN OTKJIOHEHUH B (DyHKIIMOHMPOBAHUU, KOTOPBIE MOTYT BIHUATH Ha
0€301MaCHOCTh MEAMIIMHCKOTO U3/IENUS, B TOM YHCJIE OTPEIeIsIeMbIX
10 BHEIIHUM TpU3HAKaM;

0) BO3/ICICTBUS Ha (PYHKIMOHUPOBAHUE MEIULIUHCKOTO
U3JIeNUs BHEITHUX (PaKTOPOB, CBSI3aHHBIX C IPUMEHEHUEM
MEIUIIMHCKOTO U3/IENTUsI B KOMOMHAIIUY C APYTUMH MEIUIINHCKUMHU
U3JENUAMH U (M) 000pyJOBaHUEM, WM TaKUX MPECKa3yeMbIX
(akTOpOB, KaK BHEIIHUE YJIEKTPOMArHUTHBIE TTOJIA,
AJIEKTPOCTATUYECKHE PA3PAIbI, U3ITyUCHHE (ITEKTPOMArHUTHOE,
WOHU3HPYIOIIEE, HHOE), aTMOC(HEPHOE JaBICHUE U €T0 TIePenaibl,

CBOICTBA OTCYTCTBYIOT
B JJAHHOM
MEAULIMHCKOM U3JIEINH
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BJIQXKHOCTh M TEMIIEpaTypa BO3yXa;
B) PUCKa 3JIEKTPOMArHUTHBIX IIOMEX, CO3aBAEMbIX MEIULIMHCKUM
U3JIeINeM JUIsl IPYTUX MEAUIIMHCKUX U3JEIUN, 000pyI0BaHUS U
CPEJICTB CBSI3U MPU MIPOBEJACHUU U OLIEHKE PE3yJIbTaTOB
JTMArHOCTHUKH, JICYSHUS WIH MPH €ro MPUMEHEHHUH 110 Ha3HAUEHUIO
(Hanmpumep, AMEKTPOMATHUTHOE U3ITYYEHUE METUIIMHCKOTO U3/IEHs,
OKa3bIBalolIlee BIUSHUE Ha Ipyroe o0opyioBaHue);

12)  Omnwucanue KaIMOPaToOpOB U KOHTPOJIBHBIX MATCPHAJIOB;

13)  Hudopmariust 0 mpoCISKHUBAEMOCTH 3HAUCHHH, 38 JaHHBIX
JUTSL KaTMOpaTOpOB WIIM KOHTPOJIBHBIX MaTepUaoB, KOTOpas
o0ecrneunBaeTcs MOCPEACTBOM JOCTYIHBIX PeEPEHTHBIX METOTUK
(MeTo10B) M3MepeHus U (MJI1) 3TaJOHOB;

MU «Dopmanun 20%
320y epeHHbIi
HistoSafe®» ne
COJIepKaT B CBOEM
cocTaBe KanmuopaTopoB
Y KOHTPOJIBHBIX

MaTEpUaJIOB
14) PacueTsl 1 HHTEpIIpETALIMU PE3YJITATOB TECTUPOBAHUS U, MU «Popmanun 20%
IpH HEOOXOIUMOCTH, HHPOPMAITHIO O IETECO0OPA3HOCTH 3a0yQepeHHbIi
MIPOBEJICHUS TTOATBEPKIAIOIINX TECTOB; HistoSafe®» ne
15) XapakTepUCTUKH aHATHTHICCKON (P PEKTUBHOCTH: SIBJISIFOTCS
YyBCTBUTEIBHOCTh, CHCIIU(PUIHOCTD, IPABUIBHOCTD, aHATUTUYECKUM HUITU
MOBTOPSEMOCTH, BOCIIPOH3BOIUMOCTB, ITPEIEIT OOHAPYKEHHS JIMarHOCTUYECKUM

(merexuuu) M TMana3oH U3MEpeHus, BKIoYas HHPOpMaIHIo O
BIIUSTHUY M3BECTHBIX HHTEPPEPEHTOB, 00 OrPaHUYCHHUSIX METOJIA U
WCIOJIb30BaHUU JOCTYIHBIX PeQEePEeHTHBIX MAaTEPUATIOB U METOJIOB
aHaJIn3a;

16)  XapakTepHUCTHKH KIMHHYECKOM d(PPEKTHBHOCTH:
JMArHOCTHYECKAss YyBCTBUTEIBLHOCTh U JIMATHOCTHYECKAS
crenu(UIHOCTb;

17)  buonoruueckuil peepeHTHBII HHTEPBAJI IPUMEHECHUS
MEJIULUHCKOT0 U3/IeIIus;

18)  Uudopmarnus 06 nuHTEpHEPUPYIOMINX BEIISCTBAX.

HabOpOM PEeareHToB, a
SABJIAKOTCA
BCIIOMOT'aTEILHBIM
CpPEACTBOM B
JIMarHOCTHKE, B CBSI3H C
4eM Ha uX paboty
uHTepPepupyrome
BCIIIECTBA BO3ACHCTBUS
HE OKa3bIBaIOT.
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