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1. HanMenosanue MeAHIHACKOr0 H3Je/THS
«[lmuxositt popmannn HistoSafe®» BrmyckaeTcs B cleAyIOIMX BAPAAHTAX
HCTIOTTHEHHAN:

1 | Lusxossii ¢popmammn HistoSafe® munk - 11,2,51,3,84,51, 100,200

2 | Uuskosnst popmamn HistoSafe® BS -1 1, 2,51, 3,8 1,51, 100,20 n

2, IIpon3BoaETE]D H €10 YHONHOMOUCHHLIH NPEeACTABETENDL

IMpouzsoaurens (NpeANpPHATHC-H3NOTOBHTENS) MEAMIMHECKoro mizemaa: OOmecrso ¢
Orpanmgennoft OmsercreernoCTHIO «Iprollposaxmm» (000 «Iprollponaxme») roprmrIecKuit
anpec/daxTaveckuii agpec: PP, 199106, Cauxr-llerepbypr, llixunepckuit mporok, zoM 14,
xopmyc 39, narepa H. ren/daxc: +7 (812) 305-06-06.

Opraum3andd, YHONHOMOYCHHAN JyIA NpHEMAa peKnaMalnii, KacalomMXCS KavecTea:

O6mecrso ¢ Orpauvennolf Orsercreensoctsio (000 «buoBatpym»), PO, 199106, Casxr-
Terepbypr, Bonsmoti mp. B.O., A. 68, muT. A., Ten./daxc: +7 (812) 305-06-06, info@biovitrum.ru.

3. Ha3BavenEne MeHOHHECKOr0 H3AC/IHA H NPHAIEN AelicTBAS

Hasznauenme

«lauxoenft ¢popmamar HistoSafe®» mpennaszHadeH Ad HCMONL30OBAHHA B KAYECTBE
¢ukcatTopa npr 06paGoTke GHOMOrHMECKEX TRAHEH WIH KIHRHYCCKAX 00pasnos,

IoTeRunaNbHBIN NoTPebHTE D

«I{uaxoBeit dopmaman HistoSafe®» B BapHanTaxX MCIONHCHHA NpeJHAZHAYCHH A
HCIIONB30BAHEA B YYPEXACHHIX METALHMHEI H 3APABOOXPAHEHHAS B 1a60paTOPHAX CICAYIOMIErO
IpotHIA: [HCTONOTHYECKOro/IaTONOr0AHATOMHYECKOr0/maToMOopdonoraIeckoro/Mopgonorn-
9eCcKOTo; IS KMMHNYecKoi B 1abopaTopHOit NHATHOCTHKH.

Memmmuuckne maems «[luaxopeii ¢opmanun HistoSafe®» npemmasgavens mis
npodecCHOHANEHOTO HCNO/B30BAHMA H ACDKHE GHITH NMPEMCHEHH CHEMHANbHO 00ydeHHBIM
KBaNH(HIMPOBAHHENM IEPCOHAIOM, TAKHM KaK Bpad KAHHHIECKo! nabopaTopHoil AMArHOCTHKH,
MeAHIHACKHL, NaGopaTopHLI TEXHWK M MHOM creunamicT, uMeomuM 6aszoBoe oGpasosanue
MEIMLAHCKOrO WM GEONOrnIecKoro npoduis He HIKe CPeIHETo CICHANbHOr0 M Npome N
npeABapHTENbHOE 00ydeHue,

KpaTuocTs NpEMeHeHHS H TeXHHYeckoe obcayxnpanue

«[luuropsili popMamun HistoSafe®» npeanasHaved it OAHOKPATHOrO MPHMEHCHAA
He NOMISKHUT TEXHAYESCKOMY O0CITY:KHBAHHIO.

Hpasnun AelicreAg/MeTOAR

Ouxcanas obecneuupacT CTACHIHIALMIO TKAHEBRIX CTPYKTYP H HX YIUIOTHCHHC,
NpeKpalaeT ayTONH3, CTaGUIM3NpYeT NOKANAIAMIO CTPYKTYP. JIng NOCTHXEHMA ITOH IeMH

3
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BO3MOXHH PANTHIHME MCTOAB. B WaCTHOCTH, XMMAYECKHN METOA NpH NOMOIME anbacrngos. K
310ii rpynne orHocsTes MU «{unkoBsit popmame HistoSafe®»,

INpusnun ¢ukcaMy OpH NOMOIIA IHHKOBLIX (POPMATHHOB, HMCIOMIHX ANBACTEAHYIO
rpYNOy OCHOBAH HA HX BRICOKOH xumudeckold n Gnonoruueckoif aKTHBHOCTH H CIIOCOOGHOCTH K
dopMHPOBAHHIO NEPEKPECTHRIX CITHBOK MEXKAY NPOTCHHAMH M HYKJICHHOBEIMH KHCIIOTaMH, 8
TaKKe MEXAY HYKIEHHOBEIMH KHCIOTaMH H NPOTCHHAMH,

OcroBolf nponykra spngercs QopManHR — pacTeop dopManbieruza B Boje. B
DPACYTCTBHH BOAN (opManpiaerun obpareMo o0pasyeT MeETHJICHITIMKONE (METAHAMOM).
MeTHNEATTIAKONE pearHpyeT ¢ HecKONbkHMH GoxoBRIMM nemaMu GenxoB u  oOpasyer
peaknuoHHO cmoco0Heic ruapoxcaMermneHoebie rpymnel (-CH2-OH).  ®opmmposanme
THAPOKCHMETHICHOBRIX GOKOBRIX Iemeil sBiserca ocHOBHOH # Hambosee xapaxrepsoft
peaxumelf s dopmamHHOBHX Puxcaropos. HenocpencTeerne ¢opMEPOBAHHES NEPEKPECTHBIX
MOCTHKOB {(METHJICHOBLIX MOCTHKOB) 3aHHMACT HCIHAUMTCILHOC BpeMA B ofmeM Iponecce
duxcanun GnomMareprana, BrmeonucaHHbit npouecce TPHBOANT K OCTAHOBKE OHOXMMHYECKHX
MpPOLIECCOB pacnala B TKaHAX ¥ YIUIOTHEHUIO puxcupyemoro Guomarepaana. Llunx marnGupyer
npoucce o0pa3’oBaHAS METHICHOBHX MOCTHKOB, NMO3BONAS (POPMATBACTHAY NPOHMKATH Ha

Gonpmyio rayGuHY TKaHW B OTIHIHE OT HeHTpanbHBIX (OPMANHHOB, NO3BONACT COXPAHATH
fenxn accoHMpOBaHHRIC ¢ McMOpaRaMA,

4. OyEKNHOHANLAOE HAIHAYICHAE

Memauencknx wagemi «[urkopeit popmaman HistoSafe®» coctont B ofecnevenun
NpCAHATHTHICCKOH CTAANY NaTOMOPhONOrHICCKOro aHama3a GHoncHiHoro (ONepaloRHOro) H
ayTONCKHHONO MarepHana, BRNIONHAEMBX B Xoje kmmHMYeckol naGopaTropHO# AMArHOCTHKH
Pa3HYHBIX NATONOTHI 4YenoBeka. SIBASETCA YHHBEPCANBHBIM (HKCATOPOM AL BCCX BHAOB
TKaHelf: JNMTeNMANbHAA, HEPBHA{, MEINEYHAA, COSOHHMTENbHad. MeZHMUMHCKWE H3ACIMS
«{anxoseit popwammu HistoSafe®» B BapranTax HCHONHEHHA ARINIOTCS BCMIOMOTATCILHEIME

CPEeACTBAMH B AUATHOCTHKE in vitro (1.5 Mpuxasa M3 P@ ot 19.01.2017 Ne 11=).

s. Ienenoii auaaAT

He npuMenuMO N8 AAHHONO METHITHHCKOI'O H3ACTHA.

6. Crnennduieckoe paccTpolicTo, COCTORRRE HIIH GAKTOP PHCKAR, Aad
ofuapyxenng, onpencicHus BAE JE¢GPepeHIHPOBAHKS KOTOPOr0 NPEIHAIRATCHO
MEIHIHEECKOS HIIe/He

Hcnone3yloTea A OPOBERCHHA IATONIONOAHATOMHYCCKHX HCCICAOBAHME Ui

BLISBICHHS NATOJMOIHYECKAX HIMCHEHHH B TKAHAX 9eNIOBEeKA. J[ BEIABIICHHA OHKOJOTHYECKHX
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3aGoneBannii, A3BeHHON 00/Ie3HN ¥ APYTEX NATOJNOIHH, CBS3aHHEIX C U3MEHEHHEM MOpGgooran
ofpasna TKaHH.

7. Tan asssmsapyemoro ofpasua
QuxcalMy NOABEPraloTCA TKAHH YeNoBeKa: OHoncuiHNI 1 ayTroncuiHbM MarepHan, B
TOM 9HCJIE ONEPAHOHHEL MATCPHAI PAIATHEIX PA3MEPOB.

8. Obaacrs npumeHeHAS MEABIWHCKOTO0 H31CANS

IpodeccHonansHOe NPHMCHSHHE B KIMHAYCCKOM nafopaTopHOlf AMAarHOCTHKE B
CreNHATHIHPOBAHABIX Ja0OpaTOPHAX MATONOrOAHATOMHYECKHX M NATOMOPONOrH"4eCKHX
OTHENEHHM y4pexNeHHN MCZMIUMHH H  3ApABOOXPAHCHMA crleayomero npoduna:
THCTONIOTHYECKOro/MaToNor0aBaATOMIYeCKOro/naroMopponormaeckoro/  MOpGoONOrHIecKoro;
Ans KTAHEYecKol H 1aGopaTopHOM AHATHOCTHKH in vitro.

Hcnomsayerca ana py4yHo#f MOATOTOBKH OHONOTHYECKHX TKaHEH MAM KIMHMYECKHX
obpasuoB.

9. Puckn npaMeHenus MEAUNHECKOr0 H3/[e/1H, IPOTHRONOKA3AHNY,
oXHAaEMbI¢ H Dpeackasyembie nobounsie 3@ PeKTh, CREIAHARIE ¢ BPHMERCHHEM
MEAHNHEACKOro H3AeMHS N0 HASHAMECHHI)

TToTeHUHANLHEI PHCK TNPUMEHEHHS MeAMIMHCKHX wigenul lluskosedi dopManne
HistoSafe® — xmacc 1 (TOCT 31508-2012, Ilpuxas MmuHHCTEpcTBA 3APABOOXPAHCHHS
Poccuiickolt Qencpanus ot 6 mona 2012 r. N 4H).

He znonyckaerca HCHONB3OBATH NPOAYKIMIO ¢ HCTEKIMEM CPOXOM TOAHOCTH, IIpH
HATHIHH TIOBPEXACHHH NCPBAMHON YIaKOBKH ¢ YTPaTO# repMEeTHIHOCTH, IPH H3MCHEHHH 1{BETA
pacTBopa.

B mponecce aHamH3a PACKOB OLUTM HACHTHOHIHPOBAHE! PHCKH, YKa3aHHEC B TaGmHue
[lepeaens pHCKOB.

B npolecce MEHE[KMEHTa PHCKA MNpeNBapUTeNbHLIN aHaMM3 HE BRIBHI DHCKOB,
TpeOSyI0MMX MepONpHATHY N0 CHEXCHHIO YPOBHS PHCKA N0 MPHEMJICMOTO, B CBA3H C YeM
paboyas rpymnna 110 MEHEKMEHTY PHCKa He IPHMCHANA MPONEAYPH N0 YNPABICHHIO PHCKAMH.

Takum 06pa3zoM, BOIMOXKHEIC PHCKH s maenns «[lnaxosnnt dopmamin HistoSafe® no
TY 21.20.23-007-89079081-2017 B BapHaHTAX MCIONHCHHA» SRIMIOTCH NPHEMIIEMEIMH:
NpeHMYIISCTB UM MAUMEHTAa H MemummHckoro paGoramka Oonbine, deM BOSMOXHBIX
onacHoOCTeH.
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Tabnuua: lNepeuens puckos

Husunnpyiomue |Onacuan Bpen Bepoat |Crenenns | Ouenxa
coluiTue CHTYAUNS HOCTL  |Bpeas JAONYCTHMOCTH
Cnyvalinoe Dopmanun MoOXeT BLI3BATH 3Y1, NErKy0 Huwsxan |Cpemina [ HomycTumMo
ONpOKHAMBAHHE | PA3NMBACTCR HA runepemuto. Moxer
NPOAYKUMH B X04¢ | HSAPIERNYI0 | cnocolCTBOBATS PAIBHTHIO
HCTOAMIOBAHUA | NOBEPXHOCTD KOXH | OHKONOTHWIECKOro 3abonenasis.
Cnynaitnoe Popuaniy IpA BAEIXAHKE MOXET BW3BATH Hinxan |Cpemmina [ JomycTiMo
ONPOKMALIBAHKE | pANHBACTCA Ha CResoTeueHN e, NepilieHne B ropae.
NPOAYKLMH B XORE | NOBEPXHOCTS Moxer cnocofcTe08aTs PAIBHTINO
WCTIOML30BaHMS | palouero crona | oHKOROrMuECKOr0 3alonenanus,
Cayqaitioe Qopmanin TIpw BARIXAHHK MONET BM3BAT Husxas |Cpensan | Homyctimo
MPONKTHE NPH PAITHBALTCA HA CREI0TEUCHIE, NePIICHRE B NOpNe.
TpaKcniopTHposke | Gonburyio Moxer cnocoScTBOBATE PAIBHTHIO
MOBEPXHOCTD. OHKONOIHIECKOro 3abonenanns.
Cryaaitsoe Kanuctpa ¢ Mouer sL1388TH NOBpERACHNHE Husxan [Hisxan | Homycramo
nagcHKe dopManHroM KOHETHOCTH: Ymnb
KAHWCTPM Ha NAAACT HA HOTY.
KORETHOCTS
Cayqatinnit Bripeneune napos |ITpy pAMXaHHH MOXET BLIIBATS Hwxas |Cpeanas |Homyctumo
HATpEB OTKPHTOR | POPMANEACTIIA B | CAEIOTEYEHNE, NEPIICHHE B IOpAe.
eMKOCTH C OKPYRAIOULYIO Moxer cnocoScTBOBATH PA3BHTHIO
$opmanuHaMu cpeny OHXOJIOTHUECKOTO 3a6anesaHnN
10, TpeloBanas Kk NoMeMEHNAM

Ipon3soacTecHARIC paboThl AOMKHLI MPOBORHTECA B NMPOBETPHBACMBLIX [TOMEIICHHAX,
HJTH B IOMCINCHRAX, 060pYA0BAHHBIX MPHTOYHO-BHTAXHOH BerTHAammeil no 'OCT 12.4.021-75

u CI1 60.13330.2016. Kpataocts 0OMeHa Bo3AyXa - He MeHee 8.

TpeGosanns 6e30NaCHOCTH K MPOM3BO/ICTBEHHBIM ITPOLICCCAM AOJDKHE COOTBETCTBOBATDH
CIl 2.2.2.1327-03, I'OCT 12.1.008-76, 'OCT 12.3.002-2014 u «llepeumno obs3aTenbHLIX
HHCTpYXuu#i nmo TexHHxe Ge30NMacHOCTH, NPOMBIUICHHOK CAHATADHM H NPOTHBONOXapPHOH

6e3onacHOCTHY.

PaGoune Mecta nosnkin 6uiTs oSopynosans no 'OCT 12.2.032-78 u 'OCT 12.2.033-78.
TpeGoBanHA K KOHTPOMO COCTOSHUA BO3AyXa paGouelt 30um - no 'OCT 12.1.016-79 »

T'OCT 12.1.014-84; opranusauus xourpons - no CIT 1.1.1058-01.

TMeproauuHOCTS KOHTpONS - cornacHo P 2.2.2006-05 u CIT 1.1.2193-07.

B NpoH3BOACTBCHHMX NOMEIMCHUAX NODKHO OHTL ofecmeucHo HANAUME KUILTICHOH

BOABI U aNITEYKH ¢ MCAHKAMCHTAMH A OKA3AHHAA nepnoﬁ MEIMIHWHCKOM OMOLIN,
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11. TeXHHYSCKHE XAPAKTEPECTHKE MEAHIIHHCKOI0 H3AC/IHSA

CocTab MeAEIHHCKAX H3aeARH

HanMmenosanne MSTHONECKOr0 H3ACANS

Coaepxane OCHOBHLIX BeIeCTB, %

YXCYCHOKHCIEIN LHHK (3-6%)

Iuuxonstit popmansn HistoSafe® upnx dpopmamun (12%-15%), poaa (84-89%), xnopucral
uMEK (2-2,5%), ykcycnas kucnora (0,07-0,15%)
Iunxopsiit dopmannn HistoSafe® BS dopmamun (14%-16%), Bona (78-83%),

XApaKTePHCTHKE METNIHHCKAX H3gennl

Konnerrpars HistoSafe® nomkun cooreercTBoBaTh TabNune 3, npr HOPMANLHBIX
KmmMaTaveckax yenosuax no FOCT 16504-81 - +15-+25°C.

OpranonenTHYeCKHE, GPHINKO-XHMHYCCKAC H (PYHKIHOHATHHBIC XaPAKTePHCTHKH

NeNe | Hanmenopanne meaununckoro m3aennsn / | loxasatenn nopmut MeToan
nn | noxaaTeas KOHTpOIS
(oyaxr TY)
1 Buenmnit sua 5.1.
1.1 LinnxoBsit popmammn HistoSafe® umnx GecupeTHas nNpo3pavHas 5.1
KHIAKOCTD
1.2 Hemxossiit popmanun HistoSafe® BS GecupeTHAR Npo3pavHas S.1.
KHIAKOCTD
2 Conepxanne ¢opmanbacruza, % (Mace./06.) 5.2.
2.1 Linnxossiit popmamn HistoSafe® unnx 4,5-5,5 5.2.
2.2 Iunxopsilt dopmaman HistoSafe® BS 5,5-6,5 5.2.
3 pH pearenra 5.3.
31 Uunxoeuidt dopmaman HistoSafe® mmnk 3,1-3,6 5.3.
3.2 Ilunxobri popmanut HistoSafe® B5 5,6-6,5 5.3.
4 DuKcaluns MaTeprana 54,
4.1 unxoseii dpopmanun HistoSafe® munk Slapa B 203uRO(HNABHEIE 54.
CTPYKTYPH PasiHYHMEI, He
COZIEPXHT NPU3HAKOB ByTOJIH3A
42 Isnkorsit dopmanus HistoSafe® BS Snpa ¥ 3038HOPANBHBIE 54.
CTPYKTYDH Pas/iH4uMBl, HE
COZICPAUT OPH3HAKOB AYTONH3A

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




12. MoAroToBKa K NPUMEHEHMIO N0 Ha3HAYeHUIO, 3KCnayaTauum MeguUUHCKOro
n3nenns
LinHkoBbIA  dhopmasmH - HistoSafe® He TpebyeT [AOMNONHUTENIbHOW MOAFOTOBKM K

MPUMEHEHNIO MO Ha3HaYeHUIO.
13. OnucaHve NpUMEHeHUA MeLULMHCKOI0 U3AensA, onnucaHne peareHToB

MNopsafoK NpoBeaeHNA npoLeaypsbl

Mpoueaypa NpUMEHEHNs MeaULMHCKOro nsgenvs «LinHkoBbili hopmannH HistoSafe®»
OfVHaKoBa A1 NH6Oro BapmaHTa NCMOSHEHUS.

BHMMaHWe: COOTHOLLEHME TKaHb/ukcaTop He MeHee 1:20. ®dukcauumio NPoBOAUTL NpPU
KOMHaTHOI TemnepaType. MakcumanbHas fonycTumas TonwmHa obpasya 1 cm. Mpu TonwmHe
06pa3LoB MeHee 3 MM - Bpems (hMKcauuy LO/MKHO COCTaBNATb He MeHee 5 4, Npu TO/LMHe
o6bpasyos 3 MM 1 6onee - Bpemsa (mkcaumm ot 12 go 48 u. lMpy 3arpAsHeHWM (opmannHa
KPOBbIO M APYTrMMU (DU3NO0TOMMHECKUMM YXXNAKOCTAMU, (PUKCATOP HEOOXOAMMO 3aMEHUTD.

OnucaHne metoga: MomecTUTb GMONOrMYECKNA MaTepyan B (PUKCUPYIOLWNIA pacTBOP Ha
5-48 4 B 3aBMCMMOCTI OT pa3mepa 06pasLa.

Mocne pa6oTbl HEOGXOANMO 3aKPbITb EMKOCTb MIOTHO KPbILLKOA.

OnwucaHue peareHTa
Pacxof MefUUMHCKMX n3genuin «LJMHKoBbIA thopmanvH HistoSafe®» 3aBUCUT TObKO OT

pa3mepa (ukcupyemoro matepumana- coctaensieT 20-50 mn Ha 1 e (hMKCMPYeMOR TKaHM.

14, Matepuanbl, KOTOpble TPebyoTcsa Ans paboTbl C MEAULMHCKUM WU3AE/TUEM -
«LinHKoBbIN hopmanmH HistoSafe®», HO He cofepXXaTcsi B KOMM/IEKTE NOCTaBKMN
MeANLMHCKOIo 13genns

EMKOCTb M3 NONUMEPHOrO MaTtepuana WAM CTekna noaxoasulero obbema Ans

NpoBeAeHNs (rKcaLum MaTepmana.

15.  XapakTepuUCTUKM CTabUIbHOCTU MEAULIMHCKOTO U3AENNS ANS AUarHOCTUKM
in vitro (ycnoBusi XpaHeHUst MeAMLMHCKOIO M3eNunsl, TPAHCMOPTMPOBKM 1 3KCMTyaTalmu,

CPOK rofiHOCTM MOC/Ee BCKPbITUS NEPBUYHOM YNAaKOBKW), rapaHTM NPOM3BOANTENS

YcnoBusa xpaHeHus
CpokK rogHocTtu: 24 mecaua.
He 3amopaxuBatb!

Mo wncTeyeHMO cpoka rogHocTM LInHKOBLI (opmanuH HistoSafe® He nognexar

MCnoJib30BaHUIO.
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Liunkosnit popmanke HistoSafe® XpaHAT B 3aKPHITHIX BEHTHAMPYEMBIX MOMEINCHHAX
npa TeMneparype ot +5°C mo +25°C u orHocHTenbHOHM BnaxHocTH 40 - 80% B ycnoBHax,

HCK/NIOUAIOIMX ACHCTBEE ArPECCHBHEIX CPEH, CONHETHEIX JIydel H BIArH.

Cpok roguocTH 110C/1e BCKPHITHSE NEPBHYIHOMH YIIAKOBKH

Cpox rosHOCTH moOChHe BCKPHITHE - 24 Mecaua npH cOOMONEHHH yCnoBHMH: mnocne
BCKPHITHA YNAkoBKH MegnuuHckue Higenus Llunxosnie ¢gopmamuuml HistoSafe® nommanl
XPAHHTBCS BANH OT MCTOMHHKOB Harpesa npH Temmeparype ot +5°C mo +25°C, B mnorHO
yKynopeHHoit Tape (GyTuinke).

YceaoBas TPRHCTIOPTRPOBKH H IKCILTYATAIHH

TpaHCIOPTHPOBAHKHE H XPAHCHAE MPOAYKIHH OCYIISCTBIAETCA B COOTBETCTBHH ¢ M. 12
I'OCT P 51088-2013 npu Temmeparype ot +5°C mo +25°C. 3amopakuBaHHe He JOMYCKACTCA.
OG6mue TpeGoBanns X TPAHCIIOPTHPOBaHHIO H Xpareruio - no F'OCT P 51088-2013.

TparcnopTHpoBaHHe NPOAYKIMH OCYMECTRIACTCA BCCMH BHAAMH KPHITOTO TPAHCIIOPTa B
COOTBETCTBHH C NPABUNAMH TNICPSBO3KH IPY30B, ACHCTBYIOMMMHE Ha JAHHOM BHJIE TPAHCIIOPTA.

[pu TPaHCIOPTHPOBAHUH, OCYMECTRICHUH NOIPY3KH H BRIPY3KH NPOAYKIHMH AOJDKHE!
OBITH MPHHATH MCPH, NPCIOXPARMIOMAE TApY OT MEXaHHYECKHX NMOBPEKACHHIM, BO3ACHCTBHA
aT™MochepHBEIX OCATKOB, NOPIOUNX MATCPHAIOB H KHCJIOT.

Mpu nOrpy3ouHO-pasTpy3ovHHX pafoTax AGDKHAN BRMONHATECE HOpMH TOCT
12.3.009-76.

IapanTHs KavecTBa

IIpeANpUATHC-H3TOTOBHTENb TApaHTHPYET COOTBCTCTBHE MCAHLHHCKOTO H3ACHHA -
«{uuxonsitt popmamuu HistoSafe®» - TpeGoBaHMAM TEXHHUCCKHX YCAOBHY NpH COOMOACHUE
yCNoBHM TpPAHCIIOPTHPOBRHHA, XDaHCHHS M NPHUMEHEHHS, YCTARHOBJICHHBHIX HACTORUUME
TEXHHYECKAMH YCNIOBAAMH H HHCTPYKIMCH N0 IPHMCHCHHIO B TCHCRUE BCErO CPOKA T'OAHOCTH.

16. HudopMmauns 06 ycaosmax, HeolxonuMuix Anm cbopa, obpaborxm w
NOArOTOBKH 06pasnos, ASHALE N0 CTACKALHOCTH AHANMIAPYEMLIX 06painos

TemnepaTypa XpaHCHHS M TPAHCHOPTHPOBKH AHANMIHPYEMBIX obpasios: +5 - +25 °C,
CraGunbHOCT aHANH3HPYeMbIX 0OpasiioB ONpenenieTCs IUIAHAPYeMON X HCNOML3OBAHHIO

NOC/NC NPUMEHEHHA R3ACIHA MCTOMHKONA.

He ponyckaerca 3aMopakuBaHHe SHOMATEpHana, KaK B (PHKCHPYIOUIEM PacTsope, Tak H
BHE €To.

Jins ocymecTsicHHS $EKCAIMM NpH NOMOIM MEAHUHHCKOTO H3nenMa — «L{MAKoBRIH
dopmanun HistoSafe®» - makcuManbaas ToNmuHa GMONCHEHOIO WIN ayTONCHIHOIO MaTepHana
obpasua He 10/DKHa NpeBEINATH | M, COOTHOLICHHE rKcaTop/Tkanb He MeHee 20:1 mo o6vemy.
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A. Basrue:

- Guoncuiivoro MarcpHana NMPOBOAMT BPaY-KNHHMLMCT (nMpukas MunucTepcTBa
3apasooxpaenns Poccun Nel79 H, n. 9 or 24 mapra 2016 r. «O nmpaBunax NpoBeficHHS
NATOIOTOAHATOMHYECKHX MCCIICROBARMIY);

- B3STHE ayTONCUHHOrO Marepuasa NPOBOAMT Bpav-NATONOrOAHATOM (TPHKA3
MzuncrepcTsa 3apasooxpatenns Pocecuu Ne354 H, ni. 19.5, n.24 ot 6 mona 2013 r. "O nopsazake
NpOBEACHHUA NATONOTORHATOMHYECKHX BCKPHITHIA").

B. Bupesky ayroncuitHoro W OGuoncuiiHoro Marepuana (WpR HEOOXOZHMOCTH)
TNPOBO/MT Bpay-NATONOrOAHATOM; 00BEM BHIPEIKH ONpEENseT BPaY-NAaTONOrOAHATOM (IpHKa3
MunuctepcTsa 3apasooxpatens Poccuu Nel79 H, n. 16.2 ot 24 mapra 2016 r. «O npasmnax
NPOBEACHHMA NATONOTOAHATOMHYCCKHX HCCNIENOBaHMIY);

Ilpn BeIpe3ke MaTepHana HCOOXOAMMO NMPEAOTBPAINATH €r0 BOIMOXKHBEI MEXAHHYCCKHE
NOBPEXACHAA TAKME KaX CHABJICHHE NHUHLCTOM, pA3MOMKEHHe NPH BEIPE3KE TYNHIM
HHCTPYMCHTOM H 1.1, MaTepHan He A0/MKeH HMETD NPH3HAKH NOPUH (THHEHHS).

BroMaTepHan He A0XEH XPaHATLCA BHE (PHKCHPYIOMICTO PacTBOpa.

17. Hadopmauns ans norpebutenci MEARNHHCKOrO H3ZCAHS 0 MEPAx
NPeaoCTOPOXKHOCTH, HPEANPHHHMACMLIX B cTy4ae HeofXoaEMOCTH, & TAKINKE 0 MEpAX,
NpeANPHEHHMACMBIX B OTHOIICHRN NOTEHNEAILHO BHPCKIHORHOI0 MATEPHAIS,
cOePMAMErocs B MEAHUMHCKOM H3ACTNH /119 AHATHOCTHKA in vitro

IpH HCHONL30BAHKK IO HA3HAYECHHIO H COOMIONCHAR Mep MPEIOCTOPOXHOCTH (XanaT H
omuopasoprie nepuarke no CIT 1.3.2322-08, CIT 1.3.3118-13, CII 3.1.2485-09 u MV 287-113)
KOHTAKT ¢ OPTAHH3MOM Ye/IOBEKa HCKILIOYEH.

Ha pa6ox MecTax Ha NPOH3BOACTBE AODKHE OLITL obecneeHb NOMyCTRMbIE
napameTpsl MuKpoxiaMara o CanlTuH 2.2.4.548-96:

TeMmeparypa Bosnyxa: 17-23°C (B X0NoAHEIA IEPHOA TOZR);

18-27°C (8 Tennuiit neproA roaa);

BIIAKHOCTD Bo3ayxa 15-75%.

Ipr BaMMYHE pECKA Pa3GPHISTHBAHHA PCArCHTA HCIO/BL30BATS JIMIEBOH MHATOX HIR
OYKH J/IA 3AIKTH INas3.

«1{nuKoestlt popmMamin HistoSafe®» He coziepxar noTeHIHANAO RHGEKIHONHEI
MaTepnal.

B ofummx caydasx paGora B nabopaTopau N0DKHA MpoBOAATHCA ¢ cobmonernem CTI
1.3.2322-08 - CI1 «Besonacnocts paborl ¢ MukpoopragusmaMy III-IV rpymn naroreHHocTH
(onacuocTH) # BO3GYMTENIME NApAATAPHEIX HEGeKIMiL».
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Takke npv pabote B 1abopaTtopun U HEMOCPELCTBEHHO C U3AENNEM CleayeT:

- cobnogatb TpebosaHus FOCT P 52905-2007 «Jlabopatopun MeaMUMHCKME.
TpeboBaHusi ~ 6€30MacHOCTU», a Takke  CadluH  2.1.3.2630-10 "CaHuTapHo-
3NVAEMUONOTMYECKNe TPebOoBaHWA K  OpraHu3auusM, OCYLLECTBAAIOWMM  MeSULMHCKYHO
fesaTenbHOCTL" (C M3MeHeHmsMK Ha 10 nioHs 2016 roga);

- Ha/leBaTb 3alUMTHYIO OLEXAY W HEMEeL/IeHHO MeHSATb ee B Cllyyae 3arps3HeHus
(FTOCT P 52905-2007 n.12.1; CanlNunH 2.1.3.2630-10 n. 10.16.5);

- A1 UCKNIOYEHNS KOHTaKTa C KOXei HeobXOAMMO WUCMo/b30BaTh OAHOPA30BbIe
nepyaTkn (CaHlMnH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1);

- Npy HaIMUYMKN pUCKa PasbpbI3rMBaHNs peareHTOB MCMO/Ib30BaTh SINLEBON LLMTOK
NN 04KN ana 3awmTbl rnas (CanllvH 2.1.3.2630-10 n. 12.4.7; TOCT P 52905-2007 n.12.1).

CnepyeT u3beraTb nonajaHus Ha KOXY, pasvMBaHWsA, WHTEHCUMBHOIO BAbIXaHWA WU
ClyyaiHOro 3arnatbllaHus usgenus. B cnydvae nonafaHWs Ha KOXYy WM B rnasa CMbITb
OONbLUMM KOMMYECTBOM BOAbl. MMpu ciyyaiHOM MonafaHun KpacoK B YKenyLOUHO-KULLEUHbIN
TPaKT cnefyeT BbiNUTb 1-2 CTakaHa KUMNAYeHOW BOAbI C aKTUBMPOBaHHbLIM Yr/ieM U HeMeA1eHHO
obpatuTbCA K Bpady. lMpu monafaHuy Ha KOXY WAW CM3UCTYK0 060/104KY rna3 - 06WUIbHO
NMPOMbIBaTb BOZAOW C MbI/IOM B TeveHue 10-15 MUHYT.

Mpu KoHTaKTe ¢ bruomaTepmanom Heo6xoAMmo cob/oAaTh Mepbl NPeLOoCTOPOXHOCTU. Bo
Bpems paboTbl crieflyeT Nob30BaTbCA NepyaTkaMun 1 crewmanbHon nabopaTopHON 0aeXaom, Tak
Kak 00pasubl 6uomatepmana cnefyeT pacCMaTpvBaTb Kak MOTEHUUaIbHO WHMULMPOBAHHbIE,
CNOCO6HbIE A4MTeNbHOE BPEMS COXPaHsATb M Nepefasatb BUY, Bupyc renatuta B vnm no6oro

ApYroro Bo30yauTens NHeKLM.

18. [MoBTOPHOE MCMOIb30BaHMe MeAULMHCKOr0 U3aenmsa
«LlmMHKoBbIN thopmannH HistoSafe®» B BapuaHTax WCMOMHEHUS SBASKOTCA U3AENUAMU
OAHOKPaTHOro MNPUMMEHEHMA B TeyeHWe CpokKa roAHOCTW. [locne WCNonbL30BaHUA W Moc/e

OKOHYaHNA CPOKa rogHOCTU NOJNEXUT YTUIN3aLnn CornacHo NPUHATbIM HOPMaM 1 npasuiam.

19.  OrpaHn4eHuns], CBA3aHHbIe C NPO60iA, KOTOPble MOrYT MOBANSTb Ha
pe3ynbTaT uccnesoBaHms

«LnHkoBbIA hopmanuH HistoSafe®» npuMeHsieTcs Ans 06paboTKM TKaHel udenoBeka.
KayecTBO pe3y/bTata HanpsMyto 3aBUCUT OT COG/HOAEHUSA NPaBW HACTOALLEN MHCTPYKLNN.

«LInHkoBbI (hopmanimH HistoSafe®» B BapuaHTax WCMONHEHWUS MCMO/b3YeTCA TO/MbKO
AN15 6GUONCUIAHOIO MK ayTOMNCUIAHOMO MaTepuana u He NpeAHa3HaueH Ans NPUMEHEHNS Ha TKaHW

XUMBOIo nayuneHTa Unm opraHoB An4a TpaHcniaaHTauun.
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20. O6CTOATENbCTBA, NPV KOTOPbIX MNOTPEBUTENb [O/MKEH

NPOKOHCYNbTMPOBATLCA C MeANLNHCKUM PaboTHNUKOM

OGCTOATENbCTBA, MPU  KOTOPbIX  OMbITHLIA  COTPYAHWK  N1aGOpaToOpUM  AO/KEH
MPOKOHCY/IbTUPOBATLCS C MEAULMHCKAM PaBOTHUKOM OTCYTCTBYHOT, «LMHKOBbLIA (hopmanvH

HistoSafe®» He BAMSET HEMOCPEACTBEHHO Ha MOCTAHOBKY A1arHo3a nalyeHTam.

21. WHdopmaums o nepecMoTpe aKCrnlyaTaunoHHOM SJOKYMeHTaumm

HacTosLLaa NHCTPYKLKMA COCTaB/IEHA BrePBbIe.

[ata yTBepXeHns yKaszaHa Ha TUTY/IbHOM JINCTE HACTOALLEA NHCTPYKLMN.

[MepecmMoOTp WMHCTPYKLUMX NPOBOAMTCA Ha MPOM3BOACTBE EXErogHo npu OTCYTCTBUM
M3MEHEHWI, a TaKXXe [OMOMHUTENbHO N0 Mepe HEOOXOAMMOCTU BHECEHUS U3MEHEHWIA (COrNacHo
FOCT ISO 13485-2017). B cny4ae BHECEHUA U3MEHEHWIA B 3KCMNyaTalMOHHYO JOKYMEHTaL MO
VHULMMPYETCA COOTBETCTBYIOLLASA NpoLieaypa MH(POPMUPOBaHUA 06 3TOM YMOSIHOMOYEHHOTO
opraHa (Poc3gpaBHaas3opa) 1 nocne 3Toro 06 M3MeHeHUsX WHOPMUPYHOTCA Monb3osaTenun. B
clyyae OTCYTCTBMA W3MEHEHWA [elicTBMe [aHHOW BepcMM [OKYMeHTa MpOA/eBaeTcs

aBTOMaTU4ecKn 6e3 yBeOM/IEHNI 06 3TOM NO/b30BaTENEN N YNOTHOMOYEHHbIX OPraHoB.

22. Mepb! NPefoCTOPOXKHOCTU B OTHOLLEHMM 6€30MacHO yTunmnsaumm
MeAMLMHCKOI0 13genns, NPUHaAIeXXHOCTEN U pacXoAHbIX MaTepuasioB

HeBocTpe6oBaHHblE MeAMUMHCKME un3aenns «LMHKOBbIN ¢opmannH HistoSafe®» B
HEBCKPbITbIX (D/1AKOHAX OTHOCATCA K MeAMLIMHCKMM 0TXofam knacca I

BbiBLME B YNOTPe6neHMN MeanLMHCKME n3aenns «LInHKoBbIA hopmanH HistoSafe®»
ABNAOTCA MeLNLUNHCKUMK 0TX04aMK Knacca b.

YHNUYTOXKATb  Heucrnosib3oBaHHble MNPU  WUCCNefOBaHUAX  MeAULUHCKUE — u3fenns
«LlMHKoBbIA (hopmanuH HistoSafe®» © gpyrne peaktuBbl cnegyet B cootBeTcTBun ¢ CI
2.1.7.1386-03 1 CaHlMuvH 2.1.7.2790-10 kak oTxoAbl Knacca b; ykazaHus K pabotam no
Ae3nHheKLMn obopyaoBaHns 1 nomeleHni - no OCT 42-21-2-85 n MY 287-113.

Heuncnonb3oBaHHbIE peareHTbl, peareHTbl C WCTEeKLWMM CPOKOM TFOAHOCTU, a TaKxe
NCNONb30BaHHbIE peareHThbl cnefyet yaanatb B cootBeTcTBuNn ¢ FOCT P 51088-2013.

Bvonornuecknin - martepuan nocne  paboTbl  YTUAM3UPYHOT B COOTBETCTBUMM C
Tpe6oBaHuaMM  CaHlunH 2.1.7.2790 «CaHUTapHO-3MMAEMUONOrMYecKme TpeboBaHNUA K
00paLLeHNIO C MEAULUHCKAMUN OTXOAaMU».

Mopsiaok aenctenid B cooteeTcTBUM ¢ N. 13 FTOCT P 51088-2013:

1) N3penns, npuwelive B HEMPUrogHOCTb, B TOM YMC/ie B CBA3M C UCTEYEHMEM CPOKa
rOLHOCTU, MOA/EXaT YyTUIU3aLnK.

2) Wspenns, npuLleallne B HEroAHOCTb, C UCTEKLUMM CPOKOM FOAHOCTW, SBASHOLLMECS
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NOANEKAMH FIIA HE3aKOHHBIMH KOIMAMH W3ACHHI, 3apernCTpHpOBaHHHIX B Poccmiickol
®enepaunn, a Takke Higenmg, obHapyxeHHbe H KOHPHCKOBAHHEE TAMOXCHHEIMA OpraHAMM
Poccnriickoit Peaepaimin NpR MX BBO3e Ha TeppHTOopHic Poccmilickolt denepaumm, moxmexar
YHUYTOKERHIO HJIH YTHIH3ANUH,

3) Vumuroxenwe MMM  OCYHIECTBAACTCH  OpraHM3alMAMH, HMEIOIMHMH
COOTBETCTBYIOLIYIO JHIICH3HIO, Ha CHEMMANGHO O0OpYAOBAHHBIX IUIOMANKAX, NQATOHAX H B
NOMEIICHHAX B COOTBCICTBHE C TpeOOBaHMAMH, IPEAYCMOTPCHHLIMHA CYINECTBYIOIMHNMHA
GeneparsHEMA 33KOHaMH, H ¢ cobmoacHHeM o0g3aTenbHBIX TpeGoBaRME DO oOXpaHe
OKpYyXalolme# cpeasl.

4) HaroToBHTENIB, NOCTABIIHKH, NPOJABIAL, HMOOPTEPH MOTYT OCYINECTBISTH
YHHYTOXKCHHC H3JcNMii, NOTEPABIIHX CBOH NOTPCOHTENBCKHE CBOMCTBA MM ¢ HMCTCKITHM
CPOKOM TOIJHOCTH, IIPH HCMOJB30BAHMH MCTOROB, COTJBCOBAHHEIX C TCPPHTOPHAIBHHIMH
OpraHaMH, OTBETCTBEHHEIMH 38 CARHTAPHO-3MHACMHONOTHYCCKOe 6narononyue HacelleHus.

5) Wanemus Bo BHemEHEH YnakoBKe ¢ HaNWYMeM NpeyNpPEeAWTS/LHLIX 3HAKOB 00
OMACHOCTH CACAYST YHHUTOXATh ¢ coOmoAenneM COOTBETCTBYIOIMMX Mep Oe3omacHOCTH H
JC3aKTHBANMH.

6) Xuaxue KOMIOHEHTH (pEArcHTH, PCAKTHBH]) YHHYTOXAIOTCA pa3AABIHBAHHEM
BHYTpCHHEH YNAKOBKH ¢ NOCACAYIOIEM passeicaneM bonoi 1:100, cimeoM pacTeopa B
KaHATHIANHIO H BHBO3OM OCTATKA YIIAKOBOK KaK NPOH3BOACTBCHHBIN HIM OhTOBOH Mycop.
Teepasie KOMIOHSHTH NOMICKAT ApOONCHHIO, NOCNEAYIOMEMY pasBefieHHio Boiof B
cooTHowenun 1:100, cIMBOM pacTBOpa B MPOMALIIUICHHYIO KAHANHIAIAIO W BHBO30M OCTATKOB
YNaKOBOK Kak NpPOH3BOACTBEHHOro HmH OnroBoro Mycopa. KommomeRnTw —mH3genufi,
HEpacTBOPHMHIC B BOJIC, YHHYTOXAIOT ITyTeM CKMTaHHA.

7) Uagenusa, coaepxamuye NOTCHIHANBHO ONACHEIC MATEPHANEL, NMEpel YHHYTOXCHHEM
AOIKHEI ObITh 00e33apaxeHRt B COOTBETCTBHH ¢ MACHCTBYIOLIHM 33KOHOAATENBCTBOM
Poccuitcxoit Genepauun.

8) TexmHdeckue mpuCnocol/ieHHA, NPHHANICKHOCTH, BXOAMIIHE B KOMIUICKTAIMIO
H3fenMs, TOMICKAT MCXaHHYECKOMY paspymeHHIO ¢  BRIBO30OM  OCTRTKOB  KakK
TPOU3BOACTBEHHOTO HWITH GEITOBOTO MYCOPa HITH CXKHTAHHIO,

9) Ilepcoran, OCYNIECTBANIONIHEY YHEYTOKEHHE HIAEMHN, AOIKECH co0moxarh Npasnia
6e30MacHOCTH MPOBEACHHA TOTO WIH HHOI'O CIoco6a YHHUTOKEHHS.

Hindexunonnas H1H MEKPoSHAR ONACHOCTL MEARITHACKOr0 H3IEAHR

«llgrxoBnit ¢opmanuH HistoSafe®» B BapmaHTaX HMCHONHEHWS HC CORCPXKHT
NOTEHLMATBEO HEPEKIHOHHBI MATCPHAL
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IKOJOrHIECKAN ONACHOCTD MEANIHHCKOTO H3/1¢/IHS, CBUIAHHAS ¢ NOTCHIHAILHO
ODACHBLIMH MATEPHAJIAMH H BEINECCTBAMH

Ilunxorsie ¢opmanane HistoSafe® otnocaTcs k BemecTsaM 3 Kacca OMAcHOCTH B
coorsercTeun ¢ 'OCT 12.1.007-76 - ymepeHHO-OIACHHIC.

TOKCHIHOCTE: peareHTOB ONpeAcieTcA CBONCTBAMH KOMIIOHCHTOB BXONMIIHX B COCTaB
TeXHUYeckoro gopMamna:

dopManbaerng; npeaenbae aonycTiMas korueHRTpanns (ILJIK) B osnyxe pabouelt 30HK
- 0,5 Mr/M3, knace onacHoctd 2 (B cootsercTsHH ¢ I'OCT 12.1.007-76. Uppurant. TokcuvieH.
Ilpn KOHTAaKTe C KOXel BLIBKIBACT AICPrHUCCKYK peaknmio. IIpeamonaraerca, dro namBOS
BEIIECTBO BRIBKIBAET PCHETHYECKHE AeeKTh. MoxkeT BRISHBATL pakoBeie 3abonesannd. Moxer
OTPHLATENIBHO NOBIASTH Ha CMIOCOGHOCTE K AETOPOXKICHUIO WIH Ha HepoauBIIeroca pebenxa.

Mermnoseilf cNMpT: METAHOA WO CTCMEHH BO3ACHCTBAN Ha OpraHMIM 4ellOBEKa
OTHOCHTCA K YMEPEHHO OmacHeIM pemecrBaM (3-# knacc omacmoctd mo 'OCT 12.1.007-76).
Tpememsno momyctuMas komuentpamms (IIIK) B Boamyxe paGouedt somm - 15 mriv’
(MakcHMATEHAS pa3oBas), S MT/M° (CpeaHss CMEHHAN).

PHIEIECKAT ONACHOCTH METHIHHECKOT0 H3AE AR

«Lluaxossii ¢popmammn HistoSafe®» ne aanserca ropiovch KAaKOCTEIO.

CpencTBa NOXAPOTYIICHHA NPH BO3TOPAHHH NONMMEPHOH YNAKOBKH: DAacHbUIEHHAL
BOJA, NIeHa, KOIIMa, TecoK, achecTopoe oaesno.

3naHMA H NOMELICHHS JODKHH OHTh OCHANGHH YCTAHOBKAMH ABTOMATHYECKOrO
TIOXapOTYIICHAA EIH MOXApHOH CHrHanM3alMeli B COOTBETCTBHH C OTPACNCBBIMH MEPCIHAMH
3MaHAN H OOMEHICHHN, nNoalexkammX oOOOpYZOBAHHIO ABTOMATHUCCKHMMH CpEACTBAMH
NOXKAPOTYIIEHHS M ABTOMATHYECKOH HOKAPHOH CHrHanm3amueH, COrNacOBAHAEIMA ¢ [NaBHEIM
yNpaBIcHEEM NOXAPHOH OXpaHK MHHHECTEpPCTBa Ype3BhMaliHsIx cuTyanuit Poccun u [Nocerpoem
Poccun.

- TpefoBaHus BIPLHIBOGE30NACHOCTH:

TpeGopanus k oGopymosanHio - no dencpalbHHIM HODMAM H IpaBuinaM B obnacTd
npoMulmncEHot  GesomachoctH — «OOmme ~— mpasana  B3pHBOGCIOMACHOCTH — ANA
B3PHBONIOKAPOONACHEX XAMHYECKHX, HedTexuMuueckmx H  HedrenepepabaTHBalOmEX
NPOH3BOACTBY,

- TpeGoBanKA panMaliHoHBO# GesomacHOCTH.

He nmprMenrumMo.
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23-

HenpumennMile K IKCILTyaTaunonHol aoxymenranun Ha «I{anxosnili

$opmanun HistoSafe®» Tpeboanns lpaxasa M3 P® ot 19 aupapa 2017 r. Ve 11n

ITynxm Ipuxasa Ne 11n

Obocnoeanue
HENDUMEHUMOCMY

1) Onucanne NPHHALICKHOCTEH, MCANIMHCKHX H3NCNHHA HIH
n3jennit, He ABIMOMIMXCA MCAHIHHCKHAMHA, HO IIPEYCMOTPEHHBIX
IUIA UCTIONE30BAHHA B KOMOHHAIIAH ¢ MEAHIIMHCKEN H3AeAHeM (TPH
HaNUYHH);

2) Hndopmaws 0 HANTHYHY B MEAULIHHCKOM H3JACITHH
JICKapCTBCHHOTO CPEACTBA A MEANIIHHCKOrO NPHMCHCHH,
MATCPHAIOB XHBOTHOTO H (HIH) YEI0BEYECKOI0O MPOHCXOXKICHUS;

«Lnnkonsiit dopnanun
HistoSafe®» He nmeer
NpHHALIEXKHOCTEH U
HC COACPAKHT B CBOEM
COCTABC JICKAPCTBCH-
HEIC CPCACTBA V1A
MEJMIAHCKOTO
npHMeHeHHR, MaTepHan
XHBOTHOIO H (HIH)
YeJ0BeecKoro
NPOHCXOXACHHAA.

3) TpeGoBaHHA K NOATOTOBKE HIH KBATU(HUKAIIHH JILL,
OCYLIECTRIAIONIHX YCTAHOBKY (MOHTAX) MEARLHHCKOrO H3/ICIAA
(DpB HANAYHA);

4) HUndopmanng o nopaaxe YCTAHOBKH, MOHTaX2, HACTPOHKH,
KaaHGpoBxE U HHbI AeCTBRAX, HEOOXONHMEIX JUIA BBOAA
MEIHIIHHCKOTO H3/IeNHA B IKCIAYATALRIO;

5) Hndopmamms 11s NpoBEpKH NPaBHALHOCTH YCTAHOBKH
(MONTAXA) MCANIIMAECKOrO HIALIHA H ero ToToBHOCTH Kk GesonacHoli
paboTe IKCILUTYaTaIlHH;

a) COZCpXaHHe H NEPHOAMIHOCTL TEXHAIECKOrO
ofcinyuBaHug, BKTIOYAA OMHCTKY H Ae3HHGbEKIHIO MCMIMHCKOrO
H3CNHR;

6) TiepedcHb NPEAOCTABIEHHBIX NPOHIBOJMTEAEM
(M3roTOBUTENEM) MEAMIHHCKOTO H3/ICHA CBCACHHI, KmoucH,
naponel JocTyna, mporpamMm, HeoGX0AUMBIX IS MOHTAXA,
HANAKH, SKCIUTYATAIAH H TEXHHYECKOTO 00CTy KUBaHHS
MERIHHCKOTO H3ZEIINN;

B) nepedeHb PaCXOAHNX MATEPHANOB (KOMIOHEHTOB,
PCArcHTOB), 8 TAKAKE NPOLCAYPY HX NPHMEHCHHUSI H 3aMCHH;

r) Heob6Xx0MmMOCTh XanHGpoBKH LA obecneyeHHA Hapnexamel
u GesonacHo# paboThl MEARIMHCKOTO H3CAHS B TCUCHAE CPOKA €r0
ciryxObl;

o) MCTOAL CHIKEHUS PHCKOB, CBE3aHHBIX ¢ YCTaHOBKOH,
KxamuGpoBKol HAH TeXHUUECKHM 06CTyXHBAHHEM MEIHLEHCKOIO
H3ZICITHAAM,

¢) nuGopManNIo 0 MOHTAXE, HANAAKE, HacTpolixe, kanuGpoBke U
HHBIM Je#icTBHAM, HeoOXOAMMBIM VIS BBOJAA MCAMLIHHCKOINO H3MCNHR
B 3KCIUTYATAMIO H €10 NPaBHIBHOM SKCIUTyarauy (NPHMCHCHNS);
%) HHDOPMAIMIO O NEpedHe OCHOBHBIX XAPAKTEPHCTHXK IO
SKCILTYaTAlH (MPUMCHCHHIO) MEARLIMHCKOTO H3AC/IHA, YCIOBHAM
TPAHCTIOPTHPOBKH K XpaHeHus (HanpHMep, TeMNEPATYpa B
BIAKHOCTB BO3JyXa, OCBEWICHHE B HHHIC XapaKTCPHCTHKH);

3) NepeUCHb NPUMEHAEMBIX TIPOU3BOAHTENEM (M3TOTOBUTE/ICM)
MEMIIMHCKOrO H3AeIHS HALMOHANBHLIX CTAHIAPTOB

«lluaxoBwit dopMaie
HistoSafe®» ne

TpebyeT yCTaHOBKH

6) Hndopmanms o nopaake o6paGoTKn MEAHIHHCKOTO HIACTHA

«[maxoBui hopManun
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A4 €10 NOBTOPHOI0 UCIONbL3DBAHHA, BKIMIOYAS OYHCTKY,

HistoSafe®» ne

JC3HH(CKIAIO, YIAKOBKY ¥ IIPH HEOOXORHMOCTH METO/] NOBTOPHOM | HCIONB3yeTCH

CTePHIIH3AIMH (eC/IH MEAHIHHCKOS HIACIHE MPEAHAYHAYCHO NS MOBTOPHO

MHOIOPa30BOro HCMONE30BAHHA), 4 TAKKS KPHTCPHH HEIPATOAHOCTH

MEJMIOHACKONO H31CTHS VIS IPHMCHCHHAA;

[)) Hndopmamus o HeoOxomuMoit 06paboTke MEAHITAACKOTO

H3AENHA AnA nenelt ero NOBTOPHOTO NPHMEHEHHS N0 HASHAYCHHIO,

BKJTIOYAd OMCTKY, AC3HH(EKLIMIO, YIIAKOBKY H IIPH HEOOXOQHMOCTH

METOA NOBTOPHON CTEpANH3ALUE (€C/TH MEHITUHCKOE H3ICHE

NpeJHASHAYEHO AL MHOTOPA30BOTO NPHMCHEHHA 110 HA3HAUCRHIO);

8) Hndopmauus o npupoze, THIE, & TaKKe (IPH «1luaxoBsiit dopManny

HeoOX0oMMOCcTH) 00 HHTCHCHBHOCTH H pacnpeneiicHHE uanydeHus | HistoSafe®» ne umeer

(3neKTPOMArHHTHOE, HOHH3NUPYIOMES, HHOE) MEAHIIHHCKOTO H3AEANS | H HE UCTIONB3YeT

H cnocofax 3amuTH noTpeduTeneii B TPETHHX JIHI OT H3YHCHHE,

HENPEAHAMEPCHHOIO A3IYNCHNA B IPOMECCe DKCILTyaTaluy

MeTHIHHCKOTO H3/E/HN (SCIH MeAHIHHCKOS HIJE/HE COINACT

ONacHBIH YWIH NOTCHUHANBHO ONAacHbI# YPOBCHD HINYHICHHA IPH

HCITOJIE30BAHMH 110 HA3HAYCHHIO);

9) HudopmMaipas 0 CTEPRILHOM COCTOSHHH MEAHIHHCKONO «IluaxoBsii GopMamn

H37IeNH, METOAC eT0 CTEpHIM3AIIAY M 0 nopAaxke Ackcrsuit B caygae | HistoSafe®» B apuan-

HAPYIICHHA CTCPUIIBHON YIIAaKOBKH (eC MEANIHUHCKOE H3ACTHE TaX UCTIONIHCHAL HE

TNIOCTABIACTCA B CTSPHILHOM BHJIE) WM, CTH MEARUHHCKOE H3ICNHS | SBISIOTCH CTEPAID-

TII0CTABNACTCA HCCTEPRILHEIM, YKAZAHHE Ha HCOOXOAHMOCTE €10 HEIMH MCAHIHHCKHMHA

CTEPHIH3AMAH Nepe HCTIONE30BAHHEM; H3ACTHAMH.
HeobGxonumocTn B
CTEPHIH3AIHAH HET

10)  Undopmauus ans uaeHTHGHRANAN MeIROAACKAX H3aen# ¢ | «L{nAxoBEii dpopMamin

NebIo noTyIerans GesonacHod koMGanawan u (unu) nudopmamno | HistoSafe®» nenoms-

00 H3BECTHHIX OTPAHHYCHHIX N0 COBMECTHOMY NPUMCHCHHIO ayercs 6e3 xkoMOHHa-

MCAMLITHCKHEX H3Jiemuil 10 HasHA4ECHRIO (AN MCAHIMHCKAX 1HH ¢ APYTEMH

H3ACIHN, IpeAHA3HAYCHHBIX [ MPHMCHCHHA IO HASHAYCHHIO B MCIRINHCKAMHA

KOMOHHEALNY C APYTEMH MENHALIHHCKEMA H3ACHSIMH, BKIIOYat H3JIC/HAMEI

MEJIAIMHCKHE H3ACIHS V1Y IMArHOCTHKH in Vitro);

11) Hndopmaims o mMepax MPEACCTOPOKHOCTH, INepeuncnenuue

IpeINPAHEMACMEIX B ClTydae: ¢BOHCTBA OTCYTCTBYIOT

a) HEHCIPABHOCTH MEHIMHCKOIO H3Aciu, ¢Gos B ero pabore | B JaHEOM

¥JTH OTKJIOHCHHH B QYHKIIHOHAPOBAHMH, KOTOPRIC MOTYT BAHATD HA | MCAHIIHHCKOM H3ACIHH

6¢30NaCHOCTH MEAMIMHCKONO H3AEAHS, B TOM THCIIE ONPEACIACMEIX
NC BHEIITHHM NPH3HAKAM;

6) Bo3acHCTBHS Ha QYHKIHOHHPOBaEYE MEHITMHCKOTO H3/ACIHSA
BHCIIHHEX GAKTOPOB, CBA3AHHLIX ¢ IPHMEHCHHEM MCMIMHCKOrO
H3ACIHA B XOMOHMHAIAH ¢ JPYTHMHA MEAHITHHCKUME H3ACIIHAMH H
() o6OPYHOBAKEEM, WK TAKHX NPEACKa3yeMbIX HaKTopoB, Kak
BHCIIHHE NCKTPOMArHHTHEIC NOJIA, ICKTPOCTATHIECKHE PaspAIEL,
u3nydende (NEeXTPOMArENTHOE, HORH3HDYIOIIEe, HHOE),
atMochepHOe JaRNeHNe H ero Nepenannl, BIAKHOCTh ¥ TeMIEPaTypa
BO3/yXA;

B) PACKS 3MEKTPOMATHUTHLIX IOMEX, CO3AABACMBIX MEHITMHCKHM
H3ACIHEM VIS APYTHX MEAHIMHCKUX H3AcHil, 060pynoBaHas H
CPEACTB CBA3H IPH IPOBCACHAH U OLEHKE PE3Y/bTATOB
ARAFHOCTHKA, JICUeHHS HIIH NPY €10 NPHMCHEHHH O HA3HAUCHHIO
(HAIPHMED, 3ACKTPOMATHHTHOE HANYYeHHE MEARTMHCKOTO H3ICHY,
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OKa3sIBAIOICE BIMSHAE Ha Apyroe ofopyaoBanue);

12)  Onucanue xanuGpaTopoB H KOHTPONLHHIX MATEPHANOB; «{uBKxoBmit dopmanun

13) Hnadopmanus o mpocHeKHBAEMOCTH 3HaYeHRIH, 3aIaHHBIX HistoSafe®» ne

ans xanubpaTopoB MITH KOHTPOJILHEIX MATEPHANOB, KOTOpas COICPIHT B CBOEM

ofecncuHBacTCA MOCPEACTBOM AOCTYNIHEIX PSPCPEHTHRIX METOARK | cocTaBe KanubGpaTopop

(MeTonOB) H3IMCPCHHS H (UIH) ITANIOHOB; H KOHTPORbHHIX
MATCpPHANOB

14)  PacueTn! M ARTEpHpETAlNA PE3YNALTATOB TCCTHPOBAHHI H, «[{uaxoBzil popMarH

npu HeobxomumMocTH, HEGOPMALMIO O 11eNeco0bPasHOCTH HistoSafe®» ne

MPOBEACHAN NOATEEPRKAAIOIINX TECTOB; ABJIRETCH

15)  XapaxrepHcTHKH aHanuTHYCCKOH ddexTHBHOCTH: ARATHTHICCKAM KN

YYBCTBHTCALHOCTS, CHICLH(ATHOCTE, MPABANBHOCTE, JHATHOCTHICCKAM

NOBTOPAEMOCTD, BOCIIPOR3BONHEMOCTD, NIpeaen oOHapyKeHns HabopOM peareHToB, a

(ZCeTCKNME) H AUMANA30H H3IMEPEHHs, BKMovad HHGOpMaLHIO 0 ABIAIOTCH

BIIHSHHHE H3BECTHHX HHTEpdepeHToB, 00 OrpaHYeHHAX METORA H BCIOMOTATE/IHHBIM

HCTIOML30BAHAH AOCTYNHEIX pedepeHTHHIX MATEPHAJIOB H METOAOB | CPCACTBOM B

AHANH3A; AWMarHOCTHKE, B CBS3H

16) XapakrepHCTHKH KIHHHYCCKOH 3P peKTHBHOCTH: 9eM Ha ux paborty

JHArHOCTHYECKAA YyBCTBHTENbHOCTD H AMArHOCTHYUCCKAS HHETepdEpApYIOmMEE

cHEeLHGHIHOCTD; BEICCTBa BO3elicTBHA

17)  Buonornueckuil ped)cpeHTHRIN HATCPBAA NPAMCHCHAS HE OKa3bIBAIOT.

MCOHIHHCKOTO HIACIHIN;

18) Undopmaims 06 uHTEpHEPHPYIOMHEX BEINECTBAX.
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