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1. HanMenoBanne MEIHIHHCKOI0 HIACINS e

«Hesabydepennnit popmamin HistoSafe®» p papuanTax HCIOIHEHHS:

Ne |HanmenoBaHHe MEAHMAHCKONO HIACAHS Ob6nvem Karanoxnsi
m/m HETTO HOMEP(APTHKY )
1 |HesaGydepenrsi dopmanun HistoSafe® Beiixepa In B06-022/8
2 |Hesabydepennnit popmamn HistoSafe® Beitkepa 2,5n - |B06-022/Q
B |Hesabydepennnii opmamun HistoSafe® Befikepa 3,80 B06-022/R
¥  |HesaGydepennnit popMamu HistoSafe® Belixepa Sn B06-022/M
5 Hesa6ydepennnit popmanin HistoSafe® belikepa 10 n B06-022/L
6  |HesaGydepennniii dopMammn HistoSafe® Betixepa 20 n B06-022/X
7 |Hesabydeperunit dopmammn HistoSafe® OCY 1n B06-023/8
B |Hesabydepennsit dopmanun HistoSafe® ®CY 2,5n B06-023/Q
0 |Hesabydepennnit popmamun HistoSafe® GCY 381 B06-023/R
10 |HesaGydepennnit popmanun HistoSafe® OCY Sn B06-023/M
11  |HesaGydepenunit popmamn HistoSafe® GCY 10 B06-023/L
12  |Hesabydepennnit popmanun HistoSafe® OCY 20n B06-023/X
13 |Hesabydepennsit dopmanun HistoSafe® FAA 1n B06-024/S
14 |HeaaGydepennsiit dopmamun HistoSafe® FAA 251 B06-024/Q
15  |HesaGydepennnit popmanun HistoSafe® FAA 381 B06-024/R
16 |Hesabydepennntt popmarmn HistoSafe® FAA Sn B06-024/M
17 |HesaGydepennnii popmamu HistoSafe® FAA 101 B06-024/L
18 |HesaGydepenntit dopmamm HistoSafe® FAA 20 n B06-024/X
2. IIpon3BOANTE b H €T0 YIOAHOMOUCHULIH OPEACTABATEND

ITponspoauTem: (OpeANPHATHE-H3TOTOBHTENE) MCEIMOHHCKOro Higenud: Obmectso ¢©
Orpanngensoli OtsercreenHocTsio «3prollpoxaxmuy» (000 «Oprollpoaaxiun») OpHIHICCKHH
anpec/axrudeckuii anpec: P®, 199106, Canxr-ITerepSypr, Illxunepckutt npotok, oM 14, kopnyc
39, nutepa H. Ten./dakc: +7 (812) 305-06-06.

Opranusauns, )YNOJMHOMOYCHHAS JUIS NpHEMA pexnamManuii, KACAIOLMXCH Ka4eCTBa:
O6wmectso ¢ Orpanuuennoit OrsercrennocTsio (000 «BroBurpym»), PO, 199106, Caukr-
IMerepGypr, Bonemoii np. B.O., z. 68, nuT. A., Ten./dakc: +7 (812) 305-06-06, info@biovitrum.ru.

3. Ha3znauenne METHITHHCKOrO H3AC/IHA ¥ NIPHAINN AeficTBAR

Hasuauwenne

«Hesabydepennnit ¢opmamun HistoSafe®» npenHasHaden 14 HCTIONL3OBAHHA B
KagecTBe (MKcaTopa npH obpaboTke GuonorMuecKAx TkaHel WM KIEHYeCKHX 06pasnoB.
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IoTennuansHLI noTpebnTeNn

«Heaabydepennsi ¢popmanuu HistoSafe®» B papHaRTax MCIONHEHHS NMpeAHA3HAYEHE!
ANA HCNONB3OBAHHA B YUPKNCHHAX MEJMOMHH H 3/APAaBOOXpaHeHHA B JNabopaTopHax
cnenyiomero NpoduIL: MTHCTONIOTHIECKOr0/IaToNOr0aHaTOMIYECKOro / MaroMOpGONOrnyecKoro
/ MOphONOrHIecKoro; Aa KIHHHYECKoR W 1afopaTOpHOH AHATHOCTHKH,

Meamuackue wsaems Hesabydepennnte dopmamune HistoSafe® npennaznatiens ans
MpoeCCHOHANBLHONO HCHONB30BAHMA M JOIKHEI OBITh TNPHMEHEHH! CHNEIHATHHO O6y4EeHHBIM
KBaMi$HIMPOBAHHEIM TIEPCOHANIOM, TAKHM KAK Bpay KIHHHIECKO) nabopaTopHOil MArHOCTHKH,
MeIMIMHCKHHY, TaGOpaTOpHEI TEXHWK H HHOH cneupamuct, HMeilommM 6asosoe ofpasopaHue
MEIMIMHCKONO KIH GHONOTHUECKOro NPOdHAIA He HHXE CPEAHEr0 CHCNHANLHOTO U MpOLIe N
npeapapuTeNbHOE 00ydeHue.

KpaTHOCTS: NPpRMEHEHHS H TeXHU'IecKo0e 06cayRHBaHEe

«Hesaby¢epennsit popmamun HistoSafe®» npennasnadyeH s OAHOKPATHOTO
IpUMEHERHA B HE NOMICKHT TEXHMUESCKOMY 00CTyKHBAHHIO.

IIpunuun gelicreua/MeTona

Purcauus obecneunpaer CTaCHIM3AOMIO TKAHCBHIX CTPYKTYP M HMX YIUIOTHEHHME,
NpeKpamaeT ayTolu3, CTAGHITH3APYET. NOKATH3AUMIO CTPYKTYP. JUIf NOCTHXCHHA 3TOH LenH
BO3MOXHB! Pa3HYHBIE METOAE. B 9aCTHOCTH, XMMHIECKHI METOZ NPH NOMOIIH ANBAerHI0B. K
aToii rpymme orHocares MU «HesaGydepennrii dopmamun HistoSafe®» ana in vitro
JARATHOCTHKH.

TMpreEnan dukcamuna npa nomomu m3aesmii «HesaGydepennnit dopmanun HistoSafe®»
(pearenToB, MMEIOIMX ANBACTHAHYIO TPYNNy OCHOBAH HA HX BEICOKOX XAMHYCCKOH H
6HOIOrHIecKol AKTHBHOCTH H COCOOHOCTH K (JOPMHPOBAHMIO NEPEKPECTHRIX CITMBOK MEXKAY
NPOTEHHAMH M HYKICHHOBHIMH KHCIOTaMH, a4 TaKkKe MEXAY HYKICHHOBHIMH KHCNOTAMH o
TPOTEHHAMH.

OcHoBoli mpomykts sBnserca ¢opMamus — pactBop ¢dopManeaeruga B Boxe. B
NpUCYTCTBHA BoAM (opManbierun ofpaTuMo ofpasyeT METH/ICHIIHKONb {MeTaHaHON).
MeTHIEHITIEKON PEarHpyer ¢ HECKONbKMMH GOKOBhMH nensMu Genkos B ofpasyer
peakusonso cmocobukie rumpokcuMerunenosnle rpymmsl (-CH2-OH).  dopmuposanue
IAAPOKCHMETHICHORKX GOKOBRIX Uemell #BiMeTcH ocuopHolt u mamGonee xapaxTepHol
peaximelt ang GopMaMHAOBEIX HHKCATOPOB.

HenocpencTeeHRO GOPMUPOBAHHEE NMEPEKPECTHRIX MOCTAKOB (METHJICHOBBIX MOCTHKOB)
JaHHMaeT HEIHAUMTENbHOE BpeMi B ofmem mpouecce ¢ukcamun  Ouomarepuana.
BhLIIEONUCAHABI MPOLECC NPHBOAHT K OCTAHOBKE OMOXMMHYECKMX MPOLECCOB pacmaia B

TKaHIX M YIWIOTHCHHIO ¢uKcHpyeMoro Omomarepuana. Krcnad cpena ¢dukcaTopon
4
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«Hesabydepesnntt gopmamun HistoSafe®» nuruGupyer mponece 06pa3oaHHa METHIEHOBRIX ‘

MOCTHKOB, NO3BOJIAS QopManbAeruay NPoHUKaTh Ha GoNblnyio riyOHHY TKAHH B OTIHYHE OT
BelitpansHeX GopMammuoB., CrHpTH, coaepxammecd B GopmamiHax, Takke CHocoGCTBYIOT
NPOHHKHOBEHHIO (opManbierusia B TKAHK 3aCHET CHIDKEHHS BA3KOCTH H PACTBOPEHHA IKHPOB.
Ognaxo xucnan cpena «Hesabydepennnit dopmanun HistoSafe®» moxer cnocobGersopars
00pazoBaHmAIO «(POPMANHHOBOIO MUTMEHTAY.

4. OYHKIHORLILHOS HATHATCHHE

Mennuunckux usnemnii  «HesaGydepennsit ¢opmanun  HistoSafe®» cocront B
oOGeClieYeRHA NPEAHANHTHYECKOH cTaauu naTtoMopdoioruyeckoro awanmusa OmoncuiiHoro
(onmepalMOHHOro) M ayromcHifHOro Marepuana, BHIIONHAGMEIX B XOAE KIHHHYECKOH
naGopaTopHOl AMATHOCTHKH Pa3fMHYHBIX NATONOrWH denopeka. SBACTCA YHHBSPCANHHBIM
(HKCcaTOpoM I BeEX BHAOB TKaHEH: JMHTENHATbHAA, HEPBHAA, MEIIEYHASL, COCIHHATCAbHAN.
MemaumHckue winenns «Hezabydepennnitt popmamun HistoSafe®» B papuantax HCMONTHCHHA
ABJAIOTCA BCNOMOTATENbHLIME CPEACTBAME B AHAarHocTuke in vitro (m.5 [lpuxasa M3 PO or
19.01.2017 Ne 11=).

5. Ienepoii asaauT

He npaMeRHUMO ANA JAHHOTO MEAHLIMHCKOTO H3/IEIHA.

6. Crnenuduaeckoe paccTpolicTBO, COCTONHHE HIH $AKTOP PHCKA, AN
obnapyxenns, onpeneieHns Win AHPepeHUHPOBARNN KOTOPOr0 NPeAHAIHAYMECHO
MeTHIHHCKOS H3AeHe

Hcnonmp3yloTcs  ANd  MPOBEICHHA  NATONOTOAHATOMMYECKHX MCCTENOBAHWHA  ia
BHIBIICHHA NATONOTHIECKHX H3MCHEHHI B TKaHAX yenoBexa. JINg BHABICHAA OHKOJOIHIECKHX
safonenanmii, 13BeRHON GONE3HH K APYTHX NATONOTHH, CBA3AHHBIX C H3MEHeHHeM MopdoIornK

o0pa3na TKaHH.

7. Tun anannzupyemoro obpasua
(UKCAIHA MOABEPTAIOTCA TKAHM Yeopexa: GHONCHAHENN W AYTONCHAHEIA MaTepHal, B

TOM HHCJIC ONEPAIHOHHEIN MaTEpHaN Pa3THIHEIX Pa3MEPOB.

8. O6aacTh NPRAMEHEHAS MEIHIMHCKOTO H3AEAN

MMpodeccuonansioe NPEMEHEHHE B KIMHWYeCKod naGoparopHoli AHArHOCTAKE B
CTEIMATH3HPOBAHREX NaGOpATOpHAX MATOJOrOAHATOMHYECKAX H NaTOMOPGONOTH-YECKHX
OTAeNeHMH  YUPeXACHHH MCIMIMHW M 3APABOOXPAHCHMA  CIEAYIOMero npodmuns:
IHCTOJIOTHYECKOro/IaToNoroaHaToMHdIeckoro/natoMoponorudeckoro/  MOpGONOrHIECKOro;

AR KTMEHYECKON M 1a6opaTopHOit AMArHOCTHKH in vitro.
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Hcnoneayercs MIA PYydHOR NOATOTOBKM OHONOIMYSCKMX TKAHeH HMH KIMHHYECKHX ,{;fi.

o6pasnos.

9. Puckn
oxMAAeMble W mnpeAckasyemble mofoumnie 3¢dexThi, CcBRIANHLICE ¢ NPHMEHEHHEM

OPHMEHEHHS MEZHUHHCKOI0 H3fieNHS, NPOTHBONOKASAHNM,
MEAHIHHCKOr0 H3AEGIHA N0 HAIHAMCHRIO

TMoTeHnMaNEHENl pHCK NpPHMEHEHHA MemUIMHCKMX uH3nemud «Heszabydepenunii
dopmamuu  HistoSafe®» ~ xnace 1 (TOCT 31508-2012, Ilpukas MunamcrepcTsa
yapasooxpaHenns Poccniickoit ®enepain ot 6 mons 2012 r. N 41).

B nponecce aHanM3a puckoB GbUTH HACHTHPHIHPOBAHE! PHCKH YKA3AHREIC B TAOMMIE .

B mpouecce MEHEKMEHTA PHCKA OpEABADHTENbLHLIN AHANMHI HE BLIBHJ PHCKOB,
TpeGyIOmmMX MEpONpPHATHH MO CHIDKEHHIO YPOBHA PHCKA A0 IIPHEMIICMOTO, B CBA3H C HeM
pabouad rpynna no MCHE/DKMEHTY PHCKA He NPHMEHANA MPOUEAYPHI N0 YNPABIEHHIO PACKAMH,

TaxuM ofpaszoM, BosMoXHBle packE Amd m3femms «HesaGydepennsii opMamuy
HistoSafe®» no TV 21.20.23-006.-89079081-2017 B BapHaHTaxX HCIONHCHHS SBIAIOTCH

npUeMNEMBIME: MPCHMYINECTB UM NAlMEHTA H MeJUUMACKoro paboTHEka Oonbie, teM

BO3MOXHBIX ONacHOCTeH.
TepeueHs PHCKOB:
Huanuunpyomue | Onacuas Bpen Bepost | Crenens | Onenxa
cobriTne CHTYAIHS HOCTL | Bpeaa DOMYyCTAMOCTH
Cayuaiizoe OopMamH MoxeT BEI3BATH 3YA, Huskas | Cpemmss | Jonmycrumo
ONPOKHABIBAHME | PA3IHBACTCE HA | IETKYIO FHNEPEMHIO.
TIPO/LYKUKH B HezauuiEHEy | Moxer cnoco6cTBOBATE
xoxe 10 IOBEPXHOCTD | PA3BHTHIO
ACNONB30BAHUA | KOXH OHKOJIOTHYECKOTO
3aboneBanHus.
Crnyqaiinoe OopmanuH Ipu Bapixanmau Moxker | Huskas | Cpeansa | Jomyctamo
ONpPOKUABIBAHHE | PA3NMBACTCA HA | BRI3BATD CIIC30TEUCHHKE,
TIPOAYKIIHH B NOBEPXHOCTh | MepINeHUe B Tople.
xoxe paGogero Moxer cnocoOCTBOBATH
HCIIONB30BaHMS | CTONA Pa3BUTHIO
OHKOJIOTHYECKOro
3aboneBaHuA.
Cnyuaiiaoe DopManTUl ITpu papixanun Moker | Haskas | Cpeanss | fomycramo
OpOJATHE NpU pesTMBAETCA Ha | BEI3BATH CJICIOTEUCHHE,
TPaHCMOPTAPOBK | GoNBmIyIO nepiticHHe B ropie.
€ noBepxHoCTs. | MoxeT cnocobcTBOBATL
Pa3BUTHIO
OHKOIOTHYECKOI0
3aboncpannA.
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Huammupywmue | Onacaag Bpen Bepost | Crenens | Omenxa i~
cobbiTHE CHTYAUHS HOCTH | Bpena AOWYCTHMOCTH
Cryuaiigoe Kanucrpa ¢ Moxer BEIZBATD Huskas | Huskan JHomyctumo
nafieHue PpopMaTHOM | TOBpEKACHHE
KaHUCTPHI Ha NMARACT Ha KOHEYHOCTH: ymHb
KOHEYHOCTD HOTY.
Cryuaifaei Buiaenenue Ilpu speixanun MoxkeT | Huskas | Cpeqnas | Jomyctumo
Harpes OTKPHITOR | mapos BBHI3BATD CIE30TEYCHHE,
EMKOCTH C dopmanberas | nepmeHue B ropie.
(dopMamHRaMH aB Moxet cnocoGCcTBOBATh

OKPYXalollyl0 | pa3sHTHIO

cpeny OHKOJIOTHYECKOr0

3aboseBanis
" 1 Cnyuaaiinoe 3aropaercs Oxoru. Otpasnenne Huskag | Taxenas | Homyctumo

BO3TOpaHHE dopMamuH Ha | yrapHeM rasoM. [Toxap.
dopmanuna pabogcit
HistoSafe® ®CY | nosepxnocTd

HIIH fepUaTkax

10. TpefoBanHs K NOMEMEHHSM

INpomssoacTsecHEble PaboTH MODKHE! MPOBOMUTECS B INPOBCTPHBAEMBIX MOMELICHHAX,

MM B MOMEIEHASX, 000pyAOBaHHBIX NPHTOUHO-BHTOKHOH Bermwmmue# no F'OCT 12.4.021-75
u CII  60.13330.2016. BO3XYXa - HeE

TpeGopaung Ge30macHOCTH K MPOH3BOACTBCHHLIM NPOLIECCAM JOJDKHEI COOTBETCTBOBATE
CI1 2.2.2.1327-03, I'OCT 12.1.008-76, TOCT 12.3.002-2014 n «Ilepeunio 0Gs3aTENBHEIX
HHCTPYKIHH 10 TeXHWKE Ge30NacHOCTH, NPOMBIINICHHOW CAHHTADHA M INPOTHBONOXAPHOH

KparHocts  oOMeHa MeHee 8.

GeaonacHOCTH).

PaGoune MecTa 20inxEb 6bITh 06opyaosaus: mo FOCT 12.2.032-78 u 'OCT 12.2.033-78.

TpeGoranus X KOHTPOJIO COCTOSHAN BO3AyXa paGouelt somul - no I'OCT 12.1.016-79
TOCT 12.1.014-84; oprannsauus xourpons - no CIT 1.1.1058-01. [lepaoaAMuHOCTS KOHTPONA -
cornacno P 2.2.2006-05 u CIT 1.1.2193-07,

B TpPOH3BOJICTBEHHEIX NMOMCIEHHSX AOMKHO ONTH oecmeueHO HANMHYME KMITICHON

BOJLI ¥ ANTEYKH ¢ MEIAKAMCHTAMHE JUIS OKa3aHUs MepBoi METHIMHCKON NIOMOIIH.
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11. TexaHweckHe XAPAKTEPHCTHKHR MEAHIHHCKOTO HIACTHA ‘ B

CocTaB MeAHUHHCKOT0 A3ACAHE

HanMeHOBAHHE KOMIOHEHTA Conepxanue 0CHOBHBIX BEIECTB, %
MEIHIHHCKOTO H3AC/HE
He3abydepennniit popmamun dopmanun (10%-14%), Boga (84-89%), xnopHCTHI! KabLMi
HistoSafe® Beitkepa (1,5-2,5%)
He3a0ydepennniit popmamn dopmanun (10%-14%), Boga (~15%), compT H30oNpONUNORLIEE
HistoSafe® ®CY (65-70%), yxcycnaa kucaora (4,5-5,5%)
He3abydepennsiit hopmaman dopmamun (10%-14%), Boga (~50%), CIMPT HIOMPOMMIOBEIA
HistoSafe® FAA (30-35%), yxcycHas kucaora (4,5-5,5%)
XapaKkTepHCTHKH MeAHIHHACKHX H3aexul
M | Hammenosanue wyzenns / noxazarens Hoxazarean HOPMBI

Ne

no

1 BremrHu# BHA

1.1 | Hes3aby¢epennnit popmanun HistoSafe® BecnserHas npospauHas JXHAKOCTh

Befikepa

1.2 | Hezaby¢epernnit popmanun HistoSafe® GCY BecupeTHas npo3padHas JKHIKOCTE
1.3 | HesaGydepennniit popmanun HistoSafe® FAA Becusernas npo3padHas KHAKOCTh
2 Conepxanue popmanbaeruna, % (Mace./06.)

2.1 | HeszaGydepennsit popmamuu HistoSafe® 4,0-5,5
Beiixepa

2.2 | Hesalydepennniit popmamin HistoSafe® OCY 4,0-5,5

2.3 | Hezaby¢epennniit popmanun HistoSafe® FAA 4,0-5,5

3 IInornocts npu 20°C, r/em3

3.1 [Hezabydepeunnit popmamun HistoSafe® Belixepa 1,015-1,045

3.2 | Hesabydepennsii ¢opmammn HistoSafe® OCY 0,814-0,854

3.3 | Heszabydepenunit popmamun HistoSafe® FAA 0,933-0,963

4 Oukcanua MaTepraia

4.1 | HesaGydepennnit popmanun HistoSafe® SAnpa, 6azanbHbie MeMOpaHE! OKpAIlCHB,
betixepa Pa3IHUMMEI H HE COACPKHT NMPH3IHAKOR

ayToau3a

4.2 | Hesabydepennsiii popmanun HistoSafe® OCY | SAnpa, Gazambubie MeMOpansl OKpaiieHsl,
PATHIMME] H HE COAEPKHUT NPA3ZHAKOB

aYTOIH3a

4.3 | HeszaOydepennsii popmanun HistoSafe® FAA | Sapa, Gasansasie MeMOpaHB! OKpaICHH,

Pa3NTHIMMEI H HE COMEPKHUT NPH3HAKOB
ayTonmsa
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12. ToaroToBKS K NPHMEHEHHIO 110 HAIHAICHHIO, IKCILUTYATALIAN MEAHNHHCKOTO . 3

HIACAHR

«He3abydepennnili popmanun HistoSafe®» ne TpeGyer nononHrTebROM NOArOTOBKH K

MPHMECHCHHIO M0 HASHAYCHHIO,

13. Onucanue NPUMCHERHEN MEAHLUHHCKOr0 H3/Ie/IHA, ONHCAHHE PEATEHTOB

Ilopanox nposeacHns Npouneaypb

[lpouenypa NpPHMEHERUS MEAMUMHCKOrO W3IACHHA «He3zabydepenusnt  popMamun
HistoSafe®» oaurakosa ans moboro BapHaHTa HCMONHECHHA.

BunManne: cooTHolmeHHe TKaHL/GukcaTop He Meree 1:20. dukcannio NpoBOAUTL NPH
KOMHaTHOM Temneparype. MakcuMmanbHas JonycTHMan TommuHa obpasua | cM. IIpn Tonunine
o6pasuos MeHee 3 MM - BpeMsa (QUKCAUMM JOJKHO COCTABNATH HE MCHee 5 Y, NPH TONIIMHE
ofpasuoB 3 MM u Gonee - Bpems dukcammu or 12 o 48 4. Ilpu sarpasnennn opmanuHa
KPOBBIO K APYTEMH GHU3RONOTHYSCKHMH KHIAKOCTAMH, QHKCATOp HEOOXOMMMO 3aMEHHTS.

Onucanxe MeTOAA:

[MomecTnTs GHONOrHUecKMi MatepHan B (uKcHpyommi#t pacteop Ha 548 u B
3aBHCHMOCTH OT pasMepa obpasua.

ITocne paboTsl HEOOXOAMMO 3aKPHTH EMKOCTD IIOTHO KPHIIIKOMH.

Onncanne pearenATs:
Pacxon Meammuuckux wuipemudt Hezabydepennne dopmanunbi HistoSafe® sabuct

TONIBKO OT pa3Mepa GHKCHPYEMOro MaTepuana — coctabaser 20-50 mn na 1 cM® dukcHpyeMoit

TKaHH.

14. MaTepuansl, KoTopbie TpelyoTes Aaa paboThi ¢ MEAHIMHCKHM H3ACIHEM ~
«He3aby@epennniit dopmanun HistoSafe®», Ho He conepxaTcs B KOMIICKTE HOCTABKH
MEAHLHHCKOTO M3Ae/InN

EMKOCTh H3 MHEPTHOrO MaTepHala NOAXOAALIEro of0beMa ANA NpopeAcHMA (ukcauuu

MaTepHaa.

15. XapakTepacTHKH CTACHILHOCTH MEAHUMHCKOrO H3JENRS AAS AHATHOCTHKE
in vitro (yc108H8 XpaHeHHS MEARUHACKOTO HIACAHA, TPAHCHIOPTHPOBKH H IKCILTYATAIHH,

CPOK FOZHOCTH NOC/e BCKPLITHN NEPBUIHON YNAKOBKH), T'APAHTHH NPOU3IBOANTEAR

Yenosua XpaHeHHS
Cpok roaHocTH: 24 Mecana.

He 3amopaxupats!
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[lo wucrewenmio cpoxa roauoctd «Hezabydepenumtt dopmanun HistoSafe®» He ,;‘:i"
MOLAEKHAT HCTIONBIOBAHHIO. '

«Hezabydepennnit dopmanun HistoSafe®» xpanaT B 3aKpHITBIX BEHTHIHPYEMBIX
noMeleHusX npH TeMneparype ot +5°C no +25°C u oTHocuTenmbaoM RiaxsocTH 40 - 80% B

YCIIOBHAX, HCKIOYAIOMEX AeHCTBHE arpecCHBHBIX CPEAl, COMHETHEIX JTydeH U BJIATH.

Cpok roAHOCTH NOche BCKPHITHA NEPBHYHOMN YIIRKOBKH

[ Cpox TOAHOCTH MOCNE BCKPHTHR - 24 Mecsua npH CoGMIONCHMM YCIOBHA: mocne
' BCKDHITHA YMaKkoBkH MeauuuuCkue u3femms «Hesabydepenmnit dopmaman HistoSafe®»
' AOJKHE! XPAHHTECS BIAMM OT HCTOUHMKOB Harpepa IpH Temmeparype ot +5°C mo +25°C, B
MOTHO YKynoperHoit Tape (GyTsuike).

YcaoBAS TPAHCNOPTHPOBKE H IKCILUTYATALHA

TpaHCIOPTAPOBAHKE H XpaHEHHe NPOAYKIMH OCYIMECTB/IACTCA B COOTBETCTBHH C M. 12
FOCT P 51088-2013 npu Temmeparype ot +5°C a0 +25°C. 3amopakuBaHHE HE HOITYCKACTCH.
O6mmue TpeGoBaHUA K TPAHCHIOPTHPOBAHHIO K Xpanenmo - no 'OCT P 51088-2013.

TpaucnopTHpPOBaHKEE NPOAYKIMH OCYINECTBAAETCH BCEMH BHIAMH KPEITOTO TPAHCIIOPTA B
COOTBETCTRBHH C NIPABHMAMH NEPEBO3KH IPy30B, ACHCTBYIOMAHMH Ha AAHHOM BHE TPAHCNOPTA.

Tpu TpaBECnOpTHPOBAHAH, OCYIIECTB/IEHNH MOTPY3KH H BBIIPY3KH NPOAYKIMH NOJDKHM
6BITe MPUHATH MEpHI, NPEJOXPAHAIOIAE Tapy OT MEXAHHYECKHX NOBPEXICHAN, BO3ACHCTBHA
aTMOC{EpHEIX OCARKOB, NOPIOYHX MATEPHANIOB H KHCIOT.

[pn TOTpy30UHO-PA3IPY30YHBIX paoTax AOMKHH BemonEATSCA HopMbl T['OCT
12.3.009-76.

IapaHTHS Ka4ecTBa

[IpeanpUATHE-HINOTOBUTENh TAPAHTHPYET COOTBETCTBHE MEMIMHCKOrO HW3ACIHA —
«Hezabydepennnit ¢opmamun HistoSafe®» - TpeGoBamHAM TEXHWIECKHX YCNOBHH mpH
COGMOACHUA YCNOBHY TpPAHCOOPTHPOBAHMA, XPAHCHHS W NPHMEHEHUS, YCTaHOBJICHHBIX
HACTOSIMHMH TEXHHHUCCKHMH YCJIOBHAMM H MHCTPYKIHCH NO NPHMEHCHHIO B TEYCHHE BCEro

CpPOKa FOJHOCTH.

16. Hndopmanus 06 ycnopasux, Heobxonumuix nnn cGopa, o6paboTxn n
NOAVOTOBKH 00pa3ilos, AsHHLIE N0 CTAGHILHOCTH ABATHINPYeMBIX 06pa3nos

TeMmnepaTypa XpaHeHHN H TPAHCTOPTHPOBKH aHANH3MpYeMbix obpasnos: +5 - +25 °C.
CraGRIbHOCTh AHANMIHPYEMBIX OOpasmoB onpejensercs MNAHHPYEMOH K HCIONb3OBAHMIO

nocJie MpEMEHCHHA H3/ICTHE METOAMKOH.
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He nomyckaercs saMopaxnBanue OHOMaTephasna, Kak B PUKCHPYIOLIEM PacTBOpe, Tak n,fil‘
BHE €T0.

A ocymecTsicHMS (HKCAUMH DNPH TOMOIIH MEAUIHHCKONO M3AemMA -
He3abydepennsit ¢opmammn HistoSafe® - pasMmepnt OHONCHMHHONO HIH ayTONCHMHOrO
MaTepHa/la MakCHMalbHad TONIMAHA o0pajna He AO/DKHA NpeBulmars | CM, COOTHOINCHHE
¢uxcarop/Tkanp He MeHee 20:1 no ofneMy.

A. Bsatue:

- 6uoncuitnoro Marepuana NPOBOJAMT Bpay-KIMHHIOMCT (npHKa3 MuHucTepcTsa
sapasooxpancHua Poccun Nel79 H, n. 9 or 24 mapra 2016 r. «O npapunax npoeencHHA
NATONOrOAHATOMHYECKAX HCCIEROBAHHHAY);

- B3ATHC AYTONCHHHOIO MaTepHala NPOBOAMT Bpay-NAaTONOroaHaToM (MPHKa3
Munucrepcrsa 3apasooxpancHug Pocecunt Ne354 H, o, 19.5, 1.24 ot 6 mions 2013 r. "O nopaaxe
NpOBECHNA NATOJOI0AHATOMHYECKHX BCKPLITHI"),

B. Bripesky ayrtoncuitHoro H OuoncuiiHoro Marepuana (mpH HeoOXoAUMOCTH)
APOBOAHT BPay-NATONOTOAHATOM; 00BEM BBIPE3KH ONPEHCIACT BPAY-IATONOrOaHATOM (IPHKA3
MunncrepcTBa 3apasooxpanenus Poccun Nel79 H, m. 16.2 ot 24 Mapra 2016 r. «O npaernax
NIPOBCACHNA NATONOTOAHATOMHYECKHX MCCHEIOBAHMEN);

IIpu BHIpe3ke MaTepHana HEOOXOZHMO NPEHOTBPAIIATE €0 BO3IMOXHBEI MEXaHHIECKAC
TIOBPEXIECHHY TaKu¢ KAk CfaBRleHHe MHMHUCTOM, pa3sMO3XKCHHE MNPH BHIPE3KE TYNBHIM
HHCTPYMEHTOM H T.A. MaTepHa He IOIKCH HMETh NPH3HAKH NOPYH (THUCHHUA).

BuoMaTtepHan He AOIKCH XPaHUTHCA BHE GHKCHPYIOLIErO pacTBOpa.

17. Hudopmanus ans norpebureneit MeqHOMHCKOro HIJEIUS 0 Mepax
MPeAcCTOPOAKHOCTH, HPEANPHHNMACMBIX B CTyYIae HeOGX0AHMOCTH, 2 TAKAKE 0 MEPAX,
npeANpHEEMAEMbIX B OTHOIICHHH NOTEHIHANBLHO HHPEKIHORHOI0 MATEPHANA,
CONCPARAMErocs B MEAHIMHCKOM H3/Ie/INH /IS AHATHOCTHKH in vitro

IIpH MCHOE30BAHHK 110 HA3HAUEHHIO H COOMIOACHHH MCP NMPEAOCTOPOXHOCTH (XanaT
oaHopa3sosbie nepuatky mo CIT 1.3.2322-08, CIT 1.3.3118-13, CI1 3.1.2485-09 u MY 287-113)
KOHTAKT C OPraHH3MOM HeNoBeKa HCKIIOYCH.

| Ha pabounx Mectax Ha IPOH3BOACTBE JIODKHB! OBITE OOecniedensl NOMYCTHMEIC Tapa-
meTps! MuKpokimaMaTta no CaulluH 2.2.4.548-96:

TeMnepaTypa so3ayxa: 17-23°C (B xonogHeIi nepHol roaa);

18-27°C (B Temnmii NEpUOA roza);

BIAKHOCTD BO3AYXa 15-75%.
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Ipu HanMyuy pHcKa pasOpbIsrHBaHHS PEArcHTa HCNONL30BATH IMIIEBOM IMUTOK HIH OYKH ,e“i"
VD1 3AIATEI 17143, .

«Hezabydepennnit dopmamn  HistoSafe®» He conepxaT  NOTEHUMANBHO
HH}EKUHOHRBIA MaTepHalL

B ofmmx cnysasx pabora B naGoparopun AoDkHA nmpoBoauThcs ¢ cobmonennem CII
1.3.2322-08 - CI1 «BezonacHocTs paboTel ¢ MukpoopranasMaMu III-IV rpynn naroreHHOCTH
(onacHocTH) H Bo30YANTENAMH NapasHTapHEIX HHbeKI.

Taxxe nipu pabore B 1aGOpaTOpHH K HETIOCPEACTBEHHO ¢ HINICHEM CleIyeT:

- cobmoparh TpeGopanus I'OCT P 52905-2007 «JlaGoparopns MeIHOHRCKHE.
TpeGopanns  Oesomacnoctm», a Takke CamlluH  2.1.3.2630-10  «Canurapho-
SNMMACMHONIOTHYCCKHE TpeGoRaHMS K OPraHM3aUMAM, OCYIICCTBISIOMAM MEAHLMHCKYIO
JEATeNLHOCTS (¢ H3MeHeHusMHA Ha 10 mousa 2016 roaa);

- HAZICBATH 3AMATHYIO OJCKAY H HEMEUICHHO MCHATH €€ B Cy4ae 3arpi3HeHHS
(T'OCT P 52905-2007 n.12.1; CaulInH 2.1.3.2630-10 n. 10.16.5);

- AL HCKIHOYEHHA KOHTAKTa ¢ KOxel HeoOXOZHMO WCIONb30BaTh OXHOPA3OBHIC
nepaarku (CanlluH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 11.12.1);
- NIpH HANHIMH PACKA Pa3OPLI3THBAHHA PEArcHTOB MCIONL30BATH JIMLEBOH MIMTOK

A ouky A 3amuTH raas (CanlluH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1).

Cnenyer w3berars NONMAajaHUs Ha KOXY, Pa3IHBaHWS, MHTEHCHBHOIO BIBIXaHHA HIH
cyqaftHOro 3amIaTHIBAHMA M3jeyma. B cnydwae nonajaHus Ha KOXY MMM B Ina3a CMEITH
GonpmmM KoymdecTeoM Bofml Ilpu cnysaliHoM NMONagaHAM KpacoK B JKENyAOTHO-KHIIEYHLIR
TPAKT CEAYeT BRMHTE 1-2 cTakana KHIA4YEHOH BOME! C AKTHBHPOBAHHLIM YTTIEM H HEMEUICHHO
ofparuTsca K Bpady. IIpH momafaHuu Ha KOXY HIH CHAM3HCTYIO o0ONOUKY r7ias - obmibHO
NpOMHIBATH BOOH ¢ MBUTOM B Tederne 10-15 MHHYT.

Ilpu kouTaxTe ¢ GuoMaTepuanomM HeoGXOAHMO COBIIONATE MEPhI MPEAOCTOPOXHOCTH. Bo
BpeMs paGoTH C/IGAYET NONB30BATLCA MEPUATKAMH H CIIELHANBHOH naboparopHO# oaexaok, Tak
XaK obpasnb GuoMmarepuana crieflyeT PaccCMaTpHBaTh Kak NOTEHIHANBHO WHGHUMPOBAHHEIC,
CrocobHMWE ATHTENBHOE BpeMs COXpansTs u nepenasats BUY, supyc renatura B wm moboro
Apyroro po36yauTens HAGEKIUH.

18. TlosTopHOE HCHIOIL3OBAHHE MEAKIMHCKOr0 H3AENAN
«Heszabydepennsit dopmanun HistoSafe®» B BapuaHTaX MCHONHEHHA SBIFOTCA
W3NENMAMH OZHOKDATHOTO NPHMEHEHHs B TeueHwe cpoka roaHocTd. Ilocne ucnons3oBanua
NOCIE OKOHYAHHS CPOKA TOAHOCTH TOMNMCKHT YTHIH3AIMHM COIJACHO NPUHATHIM HOPMaM H
MpaBUiaM.
12
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19. Orpaunvenns, cBA3aHAEBIE ¢ NPoioH, KOTOpLIC MOTYT NOBAHATL HA
Pe3YAbTAT HCCICAOBAHAN

«Hesalydepennsi dopmamn HistoSafe®» npamensiores mia obpaborku Tkamelh
yenoBeka. KagecTeo pesynsraTa HalNpAMYIO 3aBHCHT OT COOMOAEHHA MNpaBWI HacTrosmeH
HHCTPYKIHH.

«Hesabydepennsit dopmanun HistoSafe®» B BapmanTax HCHONHEHHHE MCHONBIYIOTCA
TONBKO V1A GRONCHAHOIO WM ayTONCHAHONO MATepHANa H He NpefHa3HaYeH AIA NpHMEHeHHS

Ha TKaHH XHBOMNO NALMCHTAa HIH OpraHoB I TPAHCILIAHTALHH.

20. OGcrosTennbcTBa, NPA KOTOPHIX NOTPEdHTEAL ROMAeH
NPOKOHCYATHPOBATLCH ¢ MEAHIHACKHM PAGOTHHKOM

O6GcroATeNsCcTBa, NPH  KOTOPHX ONMITHHIE COTPYAHMK nalopaTopMH  ROMXKEH
MPOKOHCYNBTHPOBATECA C  MEIOWOWHCKAM  paGOTHAKOM  OTCYTCTBYIOT,  HOCKONBKY
«He3abygpepennnit dopmamm HistoSafe®» He BimMseT HEMOCPEACTBEHHO HA TOCTAHOBKY
IOHArHo3a NalHCHTaM.

21. HudpopMaiuns 0 mepecMOTPE IKCIWIYATANHOHHOH AOKyMEeHTAIRNE

HacTosmas KHCTpYKI{HSA COCTAB/ICHA BIICPBEIC.

JlaTa yTBEpK/IeHHS yKa3aHA Ha THTYIbHOM JIMCTE HACTOSIICH HHCTPYKIHH.

TlepecMOTp HHCTPYKIMM NPOBOJHMTCH Ha NMPOH3BOJACTBE EMEIOAHO IPH OTCYTCTBHH
H3MEeHeHHH, a TaoKe JONONHUTENLHO N0 Mepe HeOGXOAMMOCTH BHECCHUA HIMEeHEHRIH (CornacHo
T'OCT ISO 13485-2017). B cnyuae BHeceHHsS HIMEHEHHI B IKCITYaTAKHOHHYIO JOKYMEHTALMIO
HHKIHHPYETCA COOTBETCTBYIOLIAS Nponeaypa HHGopMupoBaHna o6 3TOM YNONHOMOYEHHOIO
oprasa (Poc3paBHAN30pA) H mOChe 3TOro 06 H3MEeHeHHAX HHGOPMApPYIOTCA noNib3osatTeny. B
cyuae OTCYTCTBHS W3MCHCHHH JAcHCTBHE JAHHOM BepCHH MOKYMEHTa [IPOIJICBAETCH
aBTOMaTH4eCKH 6e3 yBeioMIeHHT 00 ITOM MONBIOBaTENCH H YIOJHOMOUYCHHBIX OPraHOB.

22. Mepsl NPEROCTOPOAHOCTH B OTHOmMEHNA Gesonacuoll yrrImIanEn
MEeAHTHHCKOT0 H3Ze/HA, MPHNANIEAXHOCTeH H PACXOAHBIX MATEPHAIOB

HepoctpeGopannsie «HeszaGydepennnit dopmannn HistoSafe®» B HEBCKpHITRIX
¢naxoHax oTHOCATCA K MEUIMHCKAM OTX0AaM Kiacca I

Busmue B ynorpebnennu «HesaGydepennniii ¢opmanun HistoSafe®» ssnmorcs
MEAMIMHCKHMH OTXOJaMH Kiacca B.

VHHYTOXATH HEHCNONB30BaHHKIC Npu muccnemoBanuax «HesaGydepennnt dopmanan
HistoSafe®» u apyrie peakrusm caeayer B cootsercteuu ¢ CII 2.1.7.1386-03 u CanllxH
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2.1.7.2790-10 xax orxomm kjacca B; ykazanua k paGoraMm no aesunexunn oGopynobanns “'f,::
noMemenui - no OCT 42-21-2-85 u MY 287-113.

Hencnonb3oBaHHbIE peareHTHl, PEarcHTH ¢ HCTEKITHM CPOKOM TOOHOCTH, & TaKxke
HCTIONBIOBAHHLIE peareHTH cnemyer ymamare B cootsercrsud ¢ T'OCT P 51088-2013.
Buonormuecknif MaTepuan nocne paboOTE YTHIH3HPYIOT B COOTBETCTBHM ¢ TpeOoRaHHMAMH
CaulluH 2.1.7.2790 «CannTapHO-3nHACMHONOTHYCCKHE TpeboBaHAs X ofpamerwio ¢
MEAMUMHCKAMH OTXOAAMH).

TNopanok aeficranil B coorsercTsay ¢ I. 13 TOCT P 51088-2013:

1) U3spenms, npummeAmIHe B HENPATOAHOCTE, B TOM YHCNIC B CBA3H C HCTEIEHHEM CPOKa
TOAHOCTH, IIOA/ICKAT YTHIH3ALMH.

2) Hapenns, npuiieAnIHe B HETOAHOCTH, ¢ HCTEKIMM CPOKOM TOAHOCTH, ABJIAIOIMMECH
NOJJENKaMy MM HE3aKOHHBEIMM KOMHSAMH H3AcHui, 3aperHcTpHpOBaHHHX B Poccuitckoif
Qenepanun, a TaKke H3enud, oOHapYKCHABIC H KOH(PHCKOBAHHEE TAMOXCHHHIMH OpraHaMu
Poccuiickoli Menepauyu nps HX BBO3¢ Ha TeppATOpHIO Poccuiickoli denepaumu, noanexar
YHHYTOXEHAIO WM YTHIIM3AlUH.

3) VuugroXeHMe H3OENHA  OCYIICCTBAAETCH  OpPraHH3AIMAME,  HMEIOIIMMH
COOTBETCTRYIONLYIO JIHIEH3MIO, Ha CHCOHANBHO O0OpYAOBAHHLIX MIOINANKAX, NOJMIOHAX H B
NMOMEIEHHAX B COOTBETCTBEM C TpeGOBaHMSMM, TpPEAYCMOTPEHHBIMH CYLIECTBYIOIAMHK
denepanbHLIMM 3aKOHaMH, B ¢ cobmonmenneM ofssarenbuelx Tpefopanmif mo oxpane
OKPYRalOImEeH Cpeanl.

4) WsroToBurens, TOCTABIIHKH, MPOAABIB, HMIOPTEPH MOIYT OCYHIECTBAATH
YHUMTOXEHHE H3fcmil, NOTEPABIIMX CBOH NOTPEOHTENLCKHE CBOMCTBA HIM C HCTEKIHM
CPOKOM TOIZHOCTH, TpH HCIONB3OBAHHM METOAOB, COIIACOBAHHBIX C TEPPHTOPHATHHBLIMH
OpraHaMH, OTBETCTBEHHEIMH 38 CAHHTAPHO-OIMHACMHONOrHIecKoe 61aronomy me HaceIeHUs.

5) Mspmeims BO BHEWHeH YMAKOBKE C HAMHYHEM NPCAYNPCAMTENbHBIX 3HAKOB 06
ONACHOCTH CJEAyeT YHHUYTOXATh ¢ COGNIOACHHEM COOTBETCTBYIOIMX Mep (e3omacHOCTH H
Ae3aKTHBALIMH.

6) X uaxue KOMMNOHEHTH (PEareHTH, PeaKTHBEI) YHHYTOXAIOTCA pa3faBIHBaHHEM
BHYTpeHHCH YNakoBKM C mocneayloumM pasBeacHmeM sopoit 1:100, cimBom pacTsopa B
KAHANH3ALMIO M BHIBO3OM OCTAaTKA YMAKOBOK KAK NpPOM3BOACTBCHEb HmM OnitoBoft Mycop.
Tpepasic KOMIOHEHTH NOAIEKAT APOGNCHMIO, MOCTCAYIOIMEMY PA3BEACHHIO ponolt B
cootnomeHnan 1:100, cnMBOM pacTBopa B NPOMBINUICHHYIO KAHANH3AIMMIO H BEIBO30OM OCTaTKOB
yIAKOBOK Kak HpPOH3BOACTBEHHOro WHm OwrroBoro Mycopa. KoMmoHeHTH H3JCIHH,
HEpPaCTBOPHMBIC B BOZE, YHHUTOKAIOT IyTEM CHHIaRHA.

7) Hsnenus, copepiaimye NOTCHIHANBHO ONACHbie MaTCpPHAIN, NEPEA YHHUTOKEHHEM
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JOomKkHH OHTh ofe33apakeHHl B COOTBETCTBHH C AeliCTBYIOUMM 33KOHOZATCIBCTBOM .jii'v
Poccriicxoit Deacpanuy.

8) TexnuteckHe NPHCNOCOONCHHH, NPHHANICKHOCTH, BXOAALNME B KOMIUICKTALMIO
H3ACHHA, NOWICKAT MEXAHMYECKOMY pajpylleHMI0O ¢  BBIBO3OM  OCTATKOB  Kak
IIPOH3BOACTBCHHOIO MUTH OLITOBONO MycOpa HiIH CXKATaHHIO.

9) TepcoHan, OCYmECTRAIONMHA YHHUTOXKEHHE H3IACNHHE, ZOMKEH COOMOMATH NpasHia
6e30NacHOCTH NPOBSACHHA TOT0 HIIK HHOTO criocofa yHUYTOXKEHUA.

HudexnHonnan Wil MEKPOOHAS ONACHOCTL MEAHIHACKOr0 H3REIMS

«He3zaGydepennnii dopmammn HistoSafe®» 8 papHaHTax HCTMONHCHHA HE COIEPIKAT
NOTCHUMANBHO HHECKIHOHHEIH MaTepHa.

IKOIOrHUECKAN OMACHOCTH MEARIHHCKOr0 H3fe/IHs, CBN3AHAAN ¢ KOTCHIHAILHO
OMACHBLIMH MATEPHAJIAMH R BEIECTBAMH

«HesabGydepennnit dopmamun HistoSafe®» orHOCATCA K BemecrsaM 3  Kiacca
onacHOCTH B cootBercTBrM ¢ [OCT 12.1.007-76 - ymepenro-onacHbIe.

TOKCHYHOCTH PEarcHTOB ONPEACNIETCA CBOMCTBAMH KOMMOHEHTOB BXOASINAX B COCTAaB
TEXHAYECKOro GopMaTuHa;

dopmamsaerua: npeaensuo AonyctamMan kornesTpamus (1K) B sosayxe pabouch 30Hb
- 0,5 mr/m®, knace onacrocTH 2 (B coorsercTeuu ¢ FOCT 12.1.007-76. Uppurant. Toxcauen.
TIpn KoHTakTe ¢ KOXeld BHIBBIBACT ALIEPrHUEcKyl0 peakmmio. [Ipeamonaraercs, 9o naHHOE
BEIECTBO BEI3HBAET reHeTHUecKHe AedeKTsl. MOXeT BHI3RIBATH paxoBhie 3aGonepanns. Moxer
OTpHIATENRHO NOBIHATH Ha CTIOCOGHOCTD K AETOPOMACHHIO HIH Ha HEpOAHBINErocs peGenka.

Meranossilf cnupT: MeTaHON O CTENCHH BO3ACHCTBHS HA OpraHW3M YCNIOBEKA
OTHOCHTCA X YMepEHHO onacHbM BemiectaM (3-it xiacc omacHocty mo I'OCT 12.1.007-76).
Tpenensio nomyctemas kouuenrtpauus ([IAK) B Bosmyxe peGouedi somel - 15 mr/v®
(MaKcHMANBHAS pa3oBas), S Mr/M> (CPenHA CMEHHAxR),

Hsonponanossiit CIIHPT NO CTCNEHH BO3ACHCTBHSA HA OPTAHA3M OTHOCHTCA K BEIRECTBAM
3-ro xmacca onacHocTH (yMepeHHO omacHiie semiectsa) nmo 'OCT 12.1.007-76. Ilpeaessno
aomycruMas konuentpanus (IJIK) mapos usonpommiosoro cmupra B Bo3ayxe pabodefi 30HH -
10 mr/™M. Wsompommnosmii cnuMpr ofnafaer HapkoTHueckuM jclicrsueM. Ortpasichne
BO3MOXKHO IIPH BBLIXAHKA Napos npH npesbmmenuy TTTK.

POu3EIccKAd ONACHOCTh MTHIHHCKOTO H3ACTHS

Hezabydepennsii popmanun HistoSafe® OCY 0THOCHTCA K NETKOBOCIUIAMEHAIOIIMMCH
XHAKOCTAM. IT0XAPOONAaCHOCTh ONpPEAEIACTCH COACPKAHHEM H3OMPONMAIOROr0 CIMpPTa B
KOHNIEHTpaumy okono 70%, Temnmepatypa Benmmmnkd koroporo 12°C, Temmepatypa

camMoBOCIIaMeHEHRS 455 °C, o6acTs BOCIUIAMEHECHHASA MApOB H30MPONKIOBOTO CITHPTA B CMECH
15
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¢ Bo3ayXoM 2-12%. Cpeacrsa moxapoTyIleHMS: BO3AYITHO-MCXAHHYCCKaA NMCHA HA OCHOBE »
neroobpasosareneit 110-111, I10-3AH; «CAMIIO» ¢ onTHMANBHOH HHTCHCHBHOCTBIO NONAYH
nennt 0,3 maPm2cl, Kpome Toro, mecok, Boja, KOmMMA M JApYrHe CpPEACTBA.

OctanbHag NpOAYKIHA HE SABMIOTCH JIETKOBOCIUIAMCHNIOUIHMHACH JKHIKOCTAMH.

Bce paGoTel ¢ H3OMPONMIOBEIM CINHPTOM JOMKHBI NPOBOAMTHCA C HCIIONb30BAHHEM
NPHTOYHO-BHTAXKHON BEHTHUIIANHWH, BSAIH OT OTHA H HCTOYHHKOB MCKpooOpazopanud. JlomkHa
6uTh cobmoneHa repMeTH3alug 00OpYIOBaHAA, aNNapaTos, NPOLECCOB CIKBa H Hanuea. IIpx
CIMBOYHO-HAIMBAKX OHEpaluax HeoGxomuMo cobmonaTh mpaBuna 3alIMTH OT CTATHYECKOTO
3NEKTPHYECTBA B MPON3BOACTBAX XUMHYecKoH, Hedrexumudeckoil B Hedrenepepabarbialomeit
npoMsuIeHHOCTH B cootBeTeTREM ¢ NOCT 12.1.018-93. Onexrpoobopynopanue u ocBemmeHHe
JOJDKHBE GBITH BO B3PHIBOONACHOM WCHIONHCHAH, 000pYNOBAaHKE H TPYOONPOBOAR! ~ 3a3eMIICHEI.

3naHus M NOMENICHHS JOMKHEI OHITh OCHAINEHH YCTAHOBKAMH ABTOMATHYCCKOTO
TIOXKapOTYIICHAN MIH NOKAPHOH CHTHAMH3ALUCH B COOTBETCTBHH ¢ OTPACTEBLIME MEPETHAMH
anmii M OOMCEIICHMM, nomiexammux oOOpYAOBAHHIO ABTOMATHYSCKHMH CpeACTBAMH
NOXKAPOTYIIEHUS H ARTOMATHYECKOH MOXapHOH CHrHamr3aumel, cornacopaHEEME ¢ [NaBHEM
YIpaBICHHEM NOKapHON OXPaHE MHHUCTEPCTRA UpeaBLMaiiHEIX cuTyaunii Poccrn i lNocerpoeM
Poccun.

- TpefoBaHNg B3PHIBOOEIONACHOCTH:

TpeGoBanua k 0GopynoBanmio - no (MefeparbHBIM HOPMaM W NpapunaM B 0ONacTH
npoMpimienHolt  GesomacHoct — «O6mme — npaBmna  B3pHIBOOEIONACHOCTH — ANIA
B3PHIBONOKAPOONIACHHX XHMHMYECKHMX, Hedrexumuueckux K  Hedrenepepabarbibarommx
TIPOM3BOACTEY.

- TpefoBanus papuauuonHolt 6e3onacHOCTA.

He npumenumo.
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23.

Henpumennmbie K xcnayaTannonnoli aoxymenranun na «Hezabydepennnii &

dopmanun HistoSafe®» TpeGosauns lpuxaia M3 P® or 19 ausaps 2017 r. M 110

Iynxm Hpuxasa Me 11n Obocnosanue
HenpumeHumocmu

1) Onrcanne NpEHAIICKHOCTEH, MCANITHHCKAX W3NCIHA WM MH «Hezabydepenuniit

H3JieIHii, He SBIMIOMMXCH MEARITHHCKEME, HO NPeAyCMOTpeHHBX s | fopmanun HistoSafe®»

HCIONBA0BAHNA B KOMOHHAIMH ¢ MEIRLMHCKAM H3/ienueM (TipH HE AMCIOT

HATHYHH); MpHHANIEXKHOCTEH 1 He

2) Hrdopmaliss o HATAIHA B METUIMHCKOM H3JIelIHA coZiepxar B CBOEM

NEKAPCTBEHHOTO CPEACTBA VA MERHIHHCKOTO IPHMCHCHHA, MATEPHANIOB | COCTABE JeKapPCTBEHHBIC

WHBOTHOIO H (MIIH) YE/IOBEIECKOIO MPOHCXOXKACHUA; CpeAcTBa s
MEAHIMHCKOrO
NPUMEHEHHA, MaTCPHAN

4 KHBOTHOTO H (WIH)

Ye0BECYSCKOTo
IIPOHCXOMACHHA.

3) TpeGoBaHHg K NTOATOTOBKE WITH KBAMH(HKAIIHH JTHL, MH «Hesabydepernsiii

OCYINECTBIMOMMX YCTAHOBKY (MOHTAX) MEAHIIMHCKOTO H3zenus (NpH ¢popmammn HistoSafe®»

HAJIMMHH); He TpeOyIoT yCTaHOBKH

4) Urdopmalns o mopsaKke yCTaHOBKH, MOHTaXa, HaCTPOHKH,

KaTHOPOBKH M MHEI AeHCTBHAX, HCOOXOMMMBIX VIS BBOJA

MeIHIAHCKONC H3JE/INA B YKCILUTYaTalHIO;

5) Hudopmanms 118 DOpoBEpKH NPABUNLHOCTH YCTAHOBKH

(MOHTaXA) MEAHIIMHCKOTO H3/IE/IAA H €ro FOTOBHOCTH K GesonacHo#

paboTe dKcIUTyaTaly;

a) COIepKAHHE H MEPHOAHUHOCTE TEXHAYCCKOro 00CTy KHBaHNUS,

BKITIOYAN OMMCTKY K Ae3RH(eK1Hio MEAUIIHHCKOTO H3ACNHS,;

6) nepedeHs NPEOCTARNIEHHBIX TPOH3BOAATENCM (A3NOTOBHTENEM)

MEeTHIMHCKOrO H3AC/NA CBeficHHi, Kmo4eii, naponel nocryna,

OporpaMmM, HeoGXOAUMBIX VIS MOHTAXKA, HANAJIKH, SKCILTYaTallHH K

TEXHHYECKOTO 00CTYyKHBAHHA METHUILIMHCKOIO H3JICTHA,

B) nepeveHb PaCXOMHKX MATEPHATOB (KOMIIOHERTOB, PEATEHTOB), 3

TAKXE MPOUEAYPY VX NPAMCHCHHSA K 3aMCHEI,

r HeoOX0MMOCT: KaMMOPOBKE Wist ofecreueHns Haanexamed 1

GezonacHol paboTH MEAMIHACKOTO H3/ICINA B TEUSHHE CPOKA eTo

ey 051, )

) METOMB CHHXKEHHUSA PUCKOB, CBA3AHHBIX ¢ YCTAHOBKOH,

RanuGpPOBKOH MK TEXHHIECKAM 00CTyXHBAHHEM MEIMIHHCKOTO

H3ACITHAM;

€) HHOPMAIHIO 0 MOHTRXKE, HanajKe, HacTpoiike, KAMHOPOBKE W MHEIM

nedcTRHAM, HeoOXOMMMBIM V1A BBOA MEAAUAHCKOIO H3LEHA B

3KCILTYATALMIO K IO MPaBHIBHON IKCILTYaTalHK (TPHMEHCHHUS);

%) MHGOPMAITHIO O NEPEeTHE OCHOBHLIX XaPAKTEPHCTHK [0 IKCILTYaTallHH

(NMpEMEHEHHIO) MEMIIMHCKOTO H3/IENHAS, YCIOBAAM TPAHCTIOPTHPOBKH H

XpaHEeHHA (HAMPHAMED, TEMNIEPATyPa H BAAXHOCTE BO3AYyXa, OCBEIICHAS H

HHBIE XapaKTEPHCTHKH);

3) nepeucHb NPHMEHAEMBIX IPOM3BOMUTENEM {(H3rOTOBHTENEM)

MEIUIMHCKONO H3/IeHsi HALMOHANbHBIX CTAHAAPTOR

6) Hudopmauns o mopsake oOpaboTkH MEARLIHECKOTO H3/ICHHA VIR MH «Hezabydepenuni
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ero NMOBTOPHOrO UCMNONb30BaHWS, BIOTHOYAS OUNCTKY, Ae3nH(eKLNIo,
yNakoBKY 1 Npu HEOGXOAMMOCTM MeToA NOBTOPHOW CTepuansaymm (ecnu
MeMLNHCKOE n3aenve npefHasHayeHo A1 MHOropasoBoro
MCNONb30BaHMNSA), & TAKXKe KPUTEPUN HEMPUTOAHOCTU MELNLMHCKOTO
N3Lenuns Ana NPUMeHeHNs;

7) MHhopmaums o Heobxoanmoin 06paboTke MeANLMHCKOTO
U3Lenns ANS Lenei ero NOBTOPHOr0 NPUMEHEHUS NO Ha3HaYeHWIo,
BK/IHOYAsA OUYNCTKY, Ae3UH(EKLMI0, YNaKoBKY U NPU HE06X04MMOCTH
MeTOJ MOBTOPHON cTepunu3aunu (ecnv MefuULUHCKOe nusgenve
npefHa3HayYeHo A1 MHOropasoBoro NPUMEHeHNs Mo Ha3HAYeHNo);

8) WH(popmaumsa o npupoge, Tune, a Takxke (Mpym He06Xo04MMOCTH)
06 MHTEHCMBHOCTW WU pacnpefeneHnmn n3nyyeHns (3NeKTpoMarHMTHoe,
MOHM3MpPYIOLLLee, NHOE) MeAULMHCKOrO U3fennsa 1 cnocobax 3awmThbl
notpebuTenen N TPeTbUX UL, OT HEMpPeAHAMEePEHHOr0 U3/yYeHNs B
npouecce aKcnayaraymm MeauLUHCKOro Usgenuns (ecnn meauLMHCKoe
n3genve co3faet OnacHbIN UM NOTEHLUMabHO ONAaCHbIA YPOBEHb
N31yYEHUSA MPU UCNONb30BAHUMN MO HA3HAYEHUID);

9) NHpopmaLmsa 0 CTepUIbHOM COCTOSAHUN MeLULMHCKOI0 13genus,
MeTO/e ero CTepuansaLnm n o NopsakKe A4enCTBUI B Criyyae HapyLLeHUs
CTepU/IbHOM YNakoBKK (ECIM MeLWULUHCKOe U3fenne nocTaBnseTcs B
CTepW/IbHOM BUAE) WU, eCU MESULMHCKOE U3[eNne nocTasnseTcs
HeCTepUIbHbIM, YKa3aH1e Ha He06XO0AMMOCTb ero cTepununsaLuy nepes
NCMONb30BaAHNEM;

10) WHhopmauma ans naeHTuhmuKauum MegnunHCKUX n3genmnii ¢
Lenblo nony4veHns 6esonacHoli KOM6UHaumm n (Mnm) nHpopmaymio 06
N3BECTHbIX OrPaHUYEHUAX NO COBMECTHOMY MPUMEHEHUIO MENLMHCKNX
n3gennii No HasHavyeHuto (418 MeLULMHCKUX U3LENUNA,
npefHasHavyeHHbIX 415 NPUMEHEHMWSA MO Ha3HAYEHUIO B KOMOUHaLMK C
APYTUMU MEAULUHCKUMU U3LENNAMM, BKIOYAA MeAULUHCKNE U3Lenus
ANA AMarHOCTUKK in vitro);

11)  WHpopmauus o Mepax NpeAoCcTOPOXHOCTH, NPeANPUHUMAEMbIX B
Cnyuyae:
a) HEMCNpPaBHOCTM MeANLMHCKOrOo n3aenus, cbos B ero pa6ote Unu

OTKNOHEHWI B ()YHKLMOHNPOBAHMM, KOTOPbIE MOTYT BANUATL Ha
6e30MacHOCTb MEAULMHCKOTO N3AENUs, B TOM YMC/e ONpeaensiemMmbix no
BHELLHWM MpPU3HaKam;

6) BO34ENCTBUS HA PYHKLNOHMPOBaHNE MEANLUHCKOTO nU3aenus
BHELHMX (PaKTOPOB, CBA3AHHbLIX C MPUMEHEHNEM MEANLUHCKOrO U3LeNnuns
B KOMOWHALUKN C APYTUMWU MESULUHCKUMUN U3Lennsamm n (unwm)
obopyaoBaHuneM, UK Taknx NpeacKasyeMbiX akToOpoB, KakK BHELIHMWE
3N1EKTPOMArHUTHbIE MONS, 3NEKTPOCTATUUECKME pa3psbl, N3NyUeHne
(3NeKTpOMarHUTHOE, NOHU3MPYIOLLLIEe, NHOE), aTMOC(epHOe AaBfeHue U
ero nepenagbl, BNaXXHOCTb 1 TemnepaTtypa BO3AyXa;

B) PUCKa 3NEKTPOMArHUTHbIX MOMEX, CO3A4aBaeMbIX MEANLNHCKAM
n3jenvem Ansa 4pyrux MeanuMHCKUX usgennii, 060pyf0BaHNs U CpescTB
CBSI31 MpW NPOBEAEHUN N OLEHKE Pe3ynbTaTOB ANArHOCTUKW, TeYEHNS
WAV NPY ero NPUMEHEHUN MO Ha3HayYeHWo (Hanpumep,
3N1eKTPOMArHMUTHOE U3NyYeHne MeAULMHCKOTO N3Lenns, oKasblBatoLee
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thopmanuH HistoSafe®»
He UCMOoMb3YHTCH
NOBTOPHO

MW «He3abytepeHHbll
thopmanuH HistoSafe®»
He UMEIOT 1 He

NCNOMb3YIT U3NYYeHNe.

«He3abytepeHHbI
thopmanuH
HistoSafe®» B
BapuaHTax UCMONHEHNS
He ABNSAOTCA
CTEPUNbHbIMU
MeANLNHCKUMU
N3aennamu.
HeobxoanMmocTu B
cTepunm3aumm Het

MW «He3abyhepeHHbli
thopmanuH HistoSafe®»
ncnonbsyetcs 6e3
KOMOGUHaLnu ¢ gpyrumm
MeANLNHCKUMK
n3genuamu

MepeyncneHHble
CBOMCTBA OTCYTCTBYIOT
B laHHOM Me[ULNHCKOM
nsgenuu
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BRITHASHME Ha Jpyroe 000pYAOBAHHE);

12) Onucamme KanuGPaTOpPOB H KOHTPONBHLIX MATEPHANIOB; MM «Hezabydepennnnt
13)  Hudopmauus o NpOCAXKKBACMOCTH SHAYCHHH, 3NAHABIX JULY tdopmamun HistoSafe®»
KamGpaTopoB KN KOHTPOABHRIX MAaTEPHAIOB, KOTOpad 06ecnednBacTCs |He CONCPKAT B CBOSM
TIOCPEICTBOM AOCTYIHEIX pehePEHTHBIX METOMKK (METONOB) H3MEPEHHA | COCTABE KANHOpATOpOB
H (HH) 3TAIOHOB; M KOHTPONBHBIX
MAaTepHanoB
14)  PacueTH H HHTCPNPETANHHA PE3Y/bTATOB TECTHPOBAHKS H, IPH MH «Hesabydepernsii
geolxoauMocTH, HHPOPMALIHIO O HenecoobpasHOCTH TPOBSACHAN dopmaman HistoSafe®»
NOATBEPRAAIOMMX TECTOB; HC ABNAIOTCA
15) XapakrepucTuku aHamaTAbeckol spdexrnsaoCTH: AHAITATAYCCKAM WJIH
YYBCTBHTELHOCTS, CEIHPHIROCTD, PABUNBHOCTS, IOBTOPAEMOCTS, JMATHOCTHYECKHM

BOCIIPOH3BOAMMOCTB, peZiel 06Hapy)eHHns (ACTEKIHK) B AHANa30H
H3MEpeHHA, BKIouas HEGOpMANHIO O BAMAHHH H3BECTHRIX
aaTepdEePeHTOB, 06 OrpaHHIeHHAX METO/a H HCNOJIB30BAHHK HOCTYIHBIX
- pe)ePCHTHEIX MATEPHANIOB H METO/IOB aHAIIM34;

16) XapakrepucrkH KnHHYeckol 3¢ PeKTHBHOCTH:
JHArHOCTAYECKAS TyBCTBATCIBHOCTS B AMACHOCTHICCKAN
crenn¢rHYHOCTD;

17)  Buonormueckuit pedepeHTHRI HHTCPBA) MPHMCHEHHS
MeIHIHHCKOTO N3/,

18)  Hudopmanmus o6 nuTepdHEepHPYIONHMX BEUICCTRAX.

HaloOpoM PearenTos, &
ABTSOTCH
BCTIOMOTATEBHEIM
CPEACTBOM B
JIMATHOCTHKE, B CBA3Y C
4eM Ha HX paboty
HHTepdepHpYIOmHUE

BEIECTBa BO3AcHCTBHA
HE OKA3LIBAIOT.
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