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1 HaumeHoBaHWe MeANLVHCKOro 13genvs

HacTosLlas NHCTPYKLUUA pacnpoCcTpaHsaeTca Ha MeAuUMHCKOe u3fenve “PacTsop
303nHa” no TY 21.20.23-070-89079081-2022 B BapuaHTax WUCMOMHEHWS, YKa3aHHbIX B
Tabnuue 1(ganee - mnsgenve i PactBop 303M1HA).

Ne BapuaHTbl UCMOMHEHUS ApTUKYn

1 PacTBOp 3031Ha BOAHbIIA, 250 M1 HK-EV-A250
2 PacTBOp 3031Ha BOAHbI, 500 M/ HK-EV-A500
3 PacTtBOp 3031Ha BOAHbIN, 1/ HK-EV-ALO1
4 PacTBOp 303MHa CrMpToBOM, 250 Mn HK-ES-B250
5 PactBop 3031Ha cnnpToBoi, 500 M HK-ES-B500
6 PacTBOp 3031Ha CNUPTOBOW, 1N HK-ES-BLO1

2 HasHayeHMe MegMLMHCKOro U3genms

PacTBOp 303vHa, NpeAHasHayYeHHbIA 415 UCMO/b30BAHNA B COYETAHUU C APYTUMU
pacTBopaMu/KpacuTensaMun, A18 OKpawnBaHWA BHYTPU-/BHEK/IETOUHbLIX 3/1EMEHTOB -
3031HO(NBHBIX CTPYKTYP B GMOM0rMYECKOM/KNMHNYECKOM 06pasLe YenoBeka C Liefbto
nocneayoLlen Bu3yanunsauumn ans AuarHoCcTuKK in Vitro.

2.1 Tvin aHanu3npyemoro obpasua

OKpalLmBaHUIO MoABeprarTcs Gronornyeckne/KNMHNYeCKne obpasibl YenoBeka,
B TOM YMC/ie TUCTO/IOTNYECKMA MaTepran (Cpesbl, MoyyYeHHble ¢ napauHOBLIX 6/10KOB
N Ap.), UATONOrMYEeCKnin MaTepuan (Cpesbl, MOSyYeHHble C KieTouHblX 6n0koB {cell-
6710K0B) 1 ap.).

2.2 Pe3ynbTaT OKpacku obpasua

Afpa CUHVWE WKW CUMHe-(PUOMETOBbIE™, LMTOMMNasMa U Apyrve 303UMHO(UIbHbIE

CTPYKTYpbl PO30BbIE.
*npl/l MPUMEHEHNN OKPACKN TeMaTOKCUTNH-303U1H.

2.3 PYHKUMOHa/IbHOE Ha3HayYeHe MeguLMHCKOro N3fenmsa

BcrnomoratenibHOe CpeAcTBO A1 AMAarHOCTUKK in Vitro.

2.4 Creundgmyeckasa nartosiorns, COCTOAHME WM (PaKTop pucKa, A1
06Hapy)eHus, onpeaeneHna unm anpdepeHuMpoBaHUsa KOTOPOro npeaHasHaveHo
n3penve

3genve ncnonb3yeTca Kak BCroOMorarte/isHoe CPeAcTBO B AMArHOCTMKe in vitro
UCCNeLOBaHWn, He  MpefHasHayeHO And  OOHapy)XXeHWs,  ONpefeneHus  Uau
andgdepeHUMpoBaHns NaToNornii, COCTOAHWUIA UK (HaKTOPOB PUCKA.

2.5 Obnactb NPUMEHEHNSA MEAULIMHCKOIO U3aenns

MpodeccroHabHOe NPYMEHEHNE B KIIMHUYECKOI 1a60paTOPHON AMarHoCTUKe.

2.6 HomeHknatypHas kiaccnpmkaums MeguumnMHCKOro ngenus

Bug n3genus B COOTBETCTBUM C HOMEHKNATYPHOWN Knaccugmkaumein MegnunHCKNX
nspenuin - 227380 303uH Y pacteop B/,

Knacc noTeHUMaNbHOrO puUCKa MNPUMEHEHUS W3[4eNvus B COOTBETCTBUM C
HOMEHK/IaTyPHOW Knaccugmkaumen MeanUMHCKNX U3aenuia - knacc 1

2.7 TloTeHUMa/IbHbIN NOTPebUTeNb

N3genve npegHa3HauyeHO ANS MPOKECCHOHANIbHOrO MCMOMb30BaHWUS U AO/MKHO
MPUMEHATLCA  KBa/IM(ULIMPOBAHHLIM  NMEPCOHANOM, TakUM Kak Bpay  KAMHWUYECKOI
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nabopaTopHOM AMarHOCTUKK, MeAULUHCKIIA, NabopaTOPHBbIA TEXHWUK Y UHOW CreLaInCT,
MMeroLLMIA 6a30Boe 06pazoBaHe MeANLUHCKOro UM 61UON0rnMYecKoro NPOnIsS He HUXKe
CpefHero crneunansHOro v NpoLweawniA npeasapuTesibHoe 00yYeHme.

2.8 TlMoka3aHnA K MPUMEHEHUIO

MokasaHMeM K MpuUMeHeHU0 W3penus sBNsSeTcs Heo6XOAMMOCTb  MOMyYeHUs
MHAOPMaLMKN OTHOCUTENBHO MOP(ONOrNYECKOro CTPOEHMS TKaHWU UK opraHa. Maaenuve
npegHasHayeHO [/11  WUCMOMb30BaHUS Ha aHaIUTUYECKOM 3Tare  WCCnefoBaHUS
KNMHWUYeCKOro mMaTepuana B KauecTBe BCMIOMOraTeNlbHOr0O cpeacTBa Ans AnarHOCTUKK in
vitro. Pe3ynbTaTbl UCCNEA0BAHMIA C MPUMEHEHUEM U3AENNS HEe ABNAKOTCS eJUHCTBEHHbIM
OCHOBAaHWVEM /111 NOCTAHOBKW IMarHosa.

3 MpuHUMN LencTBUA MeAULVHCKOTO N3aenus

N3penne  cOLEpXWUT  KUCNOTHBbIA  KpacuTeNb,  KOTOPbIA ~ HecerieKTUBHO
B3aMOJENCTBYeT C  Oefkamu,  OKpawmBas  303MHOPWNbHbIE  CTPYKTYpbl B
O1OM0rMYecKOM/KNMHUYECKOM 006pasLie TKaHeN Ye/loBeKa B pas/inyHble OTTEHKN PO30BOI0
LiBeTa.

OKpalLnBaHMe 303MHOM B COYETaHUWM C reMaToKCUIMHOM (OKpaluvBaHue afep u
OpYyrnx 6a30(uibHbIX CTPYKTYP) ABMSETCA Hambonee 4acTo WUCMOMb3yeMbIM METOLOM
OKpaLLnBaHus B KTMHWUYECKOM nabopaTopHoi AVarHocTuKe™.

303UH CnupPTOBOW, B OT/IMYME OT BOAHOrO, OKpAaLUMBAET MaTepuan 3amMeTHO
ObiICTpee ¥ Apye, a Onarogaps 60nee KOPOTKOW [fervgparauum  marepuana,
MPOAO/DKNTENBHOCTD NpOTOKO/a OKpacKu MeHbLLE.

3penve nomoraet mMeamLMHCKOMY CreumanmicTy OpueHTUpoBaThCA B 0bpasue v
nyyule BU3ya/IM3MpoBaTb CTPYKTYPbl NPU MUKPOCKOMUYECKMX WCCNeLoBaHUAX, MO
CpaBHEHWIO C HAbNIOLEHNEM HEOKPALLEHHbIX CTPYKTYP, UMEIOLLMX OTHOCUTENTbHO HU3KUIA
KOHTPACT MOof CBETOBbIM MUKPOCKOIMOM.

4 OCHOBHbIe XapaKTepUCTUKN

He ABNAeTCA CTEPU/IbHBIM 7 He TpebyeT cTepunsaymu.

XapakTepuCTUKN U3Lenns ykasaHbl B Tabnuue 2. XapakTepuctuku u3genus
~ PacrpocTpaHsAoTCA Ha BCE BapyaHTbl UCMOHEHWS COOTBETCTBEHHO.
© Tabnuua 2. OnncaHne xapakTepucTnK

M HanmeHoBaHune nokasatens/ lMokasaTenn HOPMbl
MEeLULMHCKOro n3genuns

1 P N3NKO-XMMUUECKME XapaKTEPUCTUKMN

1 BHewHnii Bug

11 PacTBOp 303MHa BOAHbI Xungkoctb

12  PacTBOp 303MHa CNMPTOBOW Xngkoctb

2 LiBet

21  PacTBOp 903MHa BOAHbIA KpacHo-opaH>XeBblii

2.2  PacTBop 303MHa CNUPTOBOA OpaH>XeBblil LIBET C XXENTO-3e/1eHON PyopecLeHLNeN
5 Ocapnok

31 PacTBop 303MHa BOAHbI OTcyTCcTBYET

* S.Kim Suvama, Christopher Layton, John D.Bancroft. Bancroft's Theory and Practice of Histological Techniques.
Elsevier Limited, 2019, c. 126
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HanmeHoBaHuMe nokasaTens/ NMoka3saTenn HOpMbI
MeEANLUMHCKOIo n3saennd

PacTBOp 303MHa CNUPTOBOIA OTcyTcTBYeT

OnTunyeckasa NAoOTHOCTb

pacTtBopa, 0>H, He MeHee

PacTBOp 3031Ha BOHbI 0,380 (Annax = 514-524 Hm; 1:200; BOAA)

PacTBOp 3031Ha cNupTOBON 0,500 (A.tax = 526-534 Hm; 1:1000; n30NpoNnIOBbIA CANPT)

AHannTnyeckne QyHKLNOHaIbHbIE XapaKTePUCTUKN
Okpacka obpasua

PacTBop 3031Ha BOAHbIN ALpa cuHWe UnNn cuHe-HNoNeToBbIE™, LMTOMMa3Ma U apyrue
PacTBOp 3031Ha CNUPTOBOW 303VHOUNbHbIE CTPYKTYPbI - PO30BbIE
BocnpoussognumocTtb, %, He

MeHee

PacTBOp 303UHa BOAHbIV 95

PacTBOp 3031Ha CNMPTOBOVA 95

*T1pn NPpUMEHEHUN OKPACKU reMaTOKCUINH-303MH.

O6bem pacTBOpa B pa3/IMYHbIX BapnaHTax UCMONHEHUA NpeacTaB/1EH B Ta6n|/|u,e 3.

MoNoXUTeNbHbIE OTKNOHEHNS 06BEMOB He HOPMUPYHOTCS.

Ne

o g b W N R

BapuaHT ncnonHeHums O6beM pacTBOpa, He MeHee
PacTBOp 303MHa BOAHbIW, 250 MA1 240 mn
PacTBOp 303MHa BOAHbIN, 500 mn 485 mn
PacTBOp 903MHa BOAHbIN, 11 980 mn
PacTBop 303MHa CNMpPTOBOW, 250 Mn 240 mn
PacTBOp 3031Ha cnupTOoBOiA, 500 Mn 485 mn
PacTBOp 303MHa CNUPTOBOW, 11 980 mn

5 KoMNMIeKTHOCTb

B KOMMMeKT NocTaBKy BXOAWNT:

—  PacTBOp 303MHa COOTBETCTBYIOLLIEr0 BapuaHTa MCMONHEHNSI B KOJIMYECTBE,
onpefensieMoM 3aKa3oM noTpebuTens;

—  VIHCTpyKUMA NO NPUMEHEHWNIO.

Konusi nacnoprta KayecTBa Cepumn NoCcTaBNAETCS OTAENbHO, NPU HEOOX0ANUMOCTH, B

6yMa)KHOM W1 3NEKTPOHHOM BUAE.

NHCTp3ucums Ha GYyMaXKHOM HOCWTeNne MOXKET OblTb 3aMeHeHa WHCTPYKLUMel Ha

3N1eKTPOHHOM HOCWTESIE M pa3MeLLieHa Ha caiTe npov3soauTens (afpec cavTa npuBeneH
Ha 3TUKETKe).

[lonyckaeTcsi NpeaocTaBnsiTb  OAHY WHCTPYKUMIO MO MPUMEHEHWIO,  €C/U

MOCTaB/ISIETCA HECKO/bKO M3[eNnii 0JHOMY 3aKa3umKy Nno ofHOMY afipecy.

[MpumeyaHue: KpaTKasa MHCTPYKLUMA NO NPUMEHEHMIO Pa3MELLAETCA Ha STUKETKE.
6 CocTaB

CocTaB u cofeprKaHne akTUBHOIo MHrpeaneHTa n3genma yKasaHbl B Ta6n|/|u,e 4.

Tabnmua 4. CocTaB nsgenuns
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HaumeHoBaHue MeguunHckoro CocTaB M coaep)KaHue akTUBHOTO UHTpeAMeHTa U3aenus

n3genuns

PacTBOp 3031Ha BOAHBbIN BOa, KOHCepPBaHT (popManvH TEXHUYECKUIA), 3pUTPO3UH
(0,10%+/-0,02%), 303uH H (0,10%+/-0,02%)

PacTBOp 3031Ha CNUPTOBOA BOAa, nsonponaHon, 303nH H (1,10%+/-0,20%), Kucnota ykcycHas

7 MNepedyeHb MaTepuasnioB U crielnasibHbIX MaTepuasioB, KOTopble TpebytoTcA
[J15 NPOBEAEHNSA TECTUPOBAHWA, HO He CofiepXXaTcsa B KOMIMJ/IEKTE NOCTaBKU U3LeNS

7.1 PeareHTbl

(OTOBbLIM PacTBOP remaTtoKCu/IMHa Nob0oro MpPon3BOAMTENS, KCUI0N C MAcCOBOM
[0neli OCHOBHOrO BeLllecTBa He MeHee 99%, Hanpumep, "OpTOKCUION HETSHOM, BbICLLUNIA
copt no TY 38.101254-72, cnupT 130NpOonNmnIoBbIin abcontoTupoBaHHblin no FTOCT 9805-
84, CMHTeTUYeCcKad HeBOAHAA MOHTMpPYHOLWAA cpeaa, Boaa aAuctunnmposaHHaa no NOCT
58144-2018 wnmM penoHuM3oBaHHad. JlonyCKaeTcA WMCMNOMb30BaHME peareHToB C
aHa/TIOrMYHbLIMW XapaKTEPUCTUKAMMU,

7.2 O6opypoBaHue

CBeTOBOW MMKPOCKON 00Llero HasHadeHusi co 100-KpaTHbIM  YBeIMYEHWEM,
Taimep.  [lonyckaetcs  WCNONb3oBaHME  06opyfoBaHMS  C  aHa/IOrMYHbIMM
XapaKTepucTUKamm.

7.3 BcnomoraTesibHble MmaTtepuanbl

CTekNAHHbIE NN NOIMMEPHbIe EMKOCTU 151 OKPACKM M NPOMbIBaHWSA, MOKPOBHbIE
CTEKNa 4N MUKPOMpenapaTos 1t06oro npoussoautens. [onyckaeTtcs MCMosib30BaHue
MaTepuaIoB C aHaIOrMYHbIMU XapaKTepUCTUKaMU,

8 CBefileHNA aNA NAeHTUPUKaLMN MeANLNHCKUX U3LENNIA C LENbO NONyYeHUs
6e3onacHoOM KOMOWHaUMM W WHDOpPMauMsi 006 W3BECTHbIX OrpaHUYeHUsIX o
COBMECTHOMY WMCMO/Ib30BaHNIO MeLULIMHCKUX U3LeNNiA

3penve npefHasHayeHO AN UCMOMb30BaHWA B COYETAHMM C  Apyrumu
pacTBopamu/KpacuTenamm gnsa in vitro gnarHOCTUKM,

N3genve MOXET MPUMEHATLCA B TEXHOMOMMM PYYHON W aBTOMATM3VPOBAHHOM
OKpacKM COrlaCHO MHCTPYKUMM MO 3KCnyatauun, MpefoCTaB/IeHHOM MOCTaBLLMKOM
CACTEMbl W YKa3aHHbIM B Heli TpebOBaHWAMM K XapaKTepuCTUKaM UCMOJb3yeMbIX
peareHToB.

9 VIHCTPYKLMA MO NPUMEHEHNIO

B3atune, 06paboTka 1 XpaHeHne obpasua 4OMHKHO MPOM3BOANTLCA B COOTBETCTBU
¢ lNpukaszom MwuHUCTepcTBa 34paBooxpaHeHua PP ot 24 mapta 2016 r. N 179H "O
MpaBunax npoBeAeHWsT MaTon0ro-aHaTOMUYECKUX  UCCNeAoBaHUA" U NIOKaIbHbIMM
HOPMaTMBHbLIMW akTamu nabopaTtopun.

Ona  uccnefoBaHMs  He  JONYCKAaKOTCA  npenapaTbl  CO  3HAYUTENIbHbIMU
MeXaHWYeCK/MM  MNOBPEXAEHUSAMKW,  BO3HMKLUIMMW B MNpoOLecce  MOArOTOBKU
BMONOrMYecKoro Martepuana.

PaboTbl ¢ V13aenneM NpoucxXofaT TONbKO B YCIOBUAX flabopaTopuu.

HayuHble 1 nuTepaTypHble AaHHble 06 UHTEP(epUPYIOLLMX BeLlecTBax, KOTopble
MoryT MoBNNATb Ha pesynbTart nccnefoBaHus, OTCYTCTBYIOT.

N3genve He TpebyeT  JOMOSMHWTENIbHOW  MOArOTOBKA K MPUMEHEHMIO.

Pacxof n3genua coctasngeT 1auTtp Ha He meHee 1000 npenapaTos.
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Pacxof n3genvsa coctaBnseT:

- 250 mn He meHee, 4yeM Ha 250 npenapaTos;
- 500 mn He meHee, 4yem Ha 500 npenapaTos;
- 11 He meHee, Yem Ha 1000 npenapaTos.

Becb npouecc okpaluvBaHus nNpeAcTaBnseT cobol nocnefoBaTe/lbHOe NorpyXeHve
npenapatoB Ha NPEAMETHbLIX CTEKNaX B EMKOCTW [O/19 OKpPacku W MPOMbIBaHUA C
COOTBETCTBYIOLUMMIN peareHTamy Ha OMnpefeseHHbI  NPOMEXYTOK BpeMeHu. [ns
KOHTpPONS Haf COGMOAEHMEM BPEMEHM OKpALLUMBAHWA M NPOMbIBAHUA PEKOMEHYEeTCS
MCNONbL30BaTh Talmep.

Mpn K1CMonb3oBaHWM CUCTEM aBTOMATUYECKOrO OKpaluMBaHWUs, MNOXayuhcTa,
CrefynTe MHCTPYKLMAM MO 3KCMyaTaumm, npegocTaB/ieHHbIMU MOCTaBLUMKOM CUCTEMBI.

KOHTpO/Ib KayecTBa OKpalleHHbIX MPenapaTtoB OCYLLECTBSETCA BU3Ya/lbHO C
1CMosb30BaHMEM CBETOBOIO MUKPOCKONA.

OKpawvBaHne NPOBOAAT B COOTBETCTBUW C MHCTPYKUMEN, NPUBEAEHHOW B
Tabnnue 5. HanmearoT [OCTATOYHOE KOMMYECTBO W3LeNVs ANA MOSMIHOMO MOrpyXeHus
npenapaToB B pacTBop.

HavmeHoBaHVe WHCTpyKUUA
MeAULIMHCKOIO
n3penns

PacTBop 303nHa 1) [lenapaMHMPOBaHHbI Cpe3 rMapaTupoBaTh 40 AUCTUNIMPOBAHHOM
BOAHbIN BOAbI"
2) MNoMecTnTb Cpe3 B pacTBOP reMaTOKCU/IMHA, OCTaBUTb Ha 5-25
MUHYT (B COOTBETCTBUM C UHCTPYKLMENR).
3) MoacvHMBaTthb cpe3 B MPOTOYHOIN BOAe B TedeHne 1-5 MUHYT (4o
YKenaemoro oTTeHka)."
4) PacTBOPOM 303MHa OKpalLMBaTh B Te4eHue 1-7 MUHYT (40
YKe/laeMOi UHTEHCUBHOCTY OKPacKW).
5) MpoMbITb Cpe3 B AMCTUINMPOBAHHOW BOJE.
6) derngpatvposarb, NPOCBET/INTL, 3aKMHOUNTL.
Pe3ynbTart oKpacKu; aipa CMHWe U CUHe-PUOoNeToBbIe.
LinTonnasma v gpyrvie 303MHO(UIbHbIE CTPYKTYPbI PO30BbIE.
PacTBop 303Ha 1) [lenapaHMpPOBaHHbIN Cpe3 rmapaTmpoBaTb 40 AUCTUNMPOBAHHOW
CMMPTOBOM BOAbL.*
2) NomecTnTb Cpe3 B pacTBOP reMaTOKCU/INHA, OCTaBUTL Ha 5-25
MUHYT (B COOTBETCTBUM C UHCTPYKLMENR).
3) MoacnHMBaTbL Cpe3 B MPOTOYHON BOAE B TeueHme 1-5 MUHYT (0
YKenaemoro OTTeHka).”
4) PacTBOpPOM 3031Ha OKpaLumBaTthb B Te4eHUn 1-5 MUHYT (g0
YKe/laeMOi NHTEHCUBHOCTM OKPACKW).
5) BbICTpO AernapaTnpoBaTh B abCOMOTUPOBaHHbIX cnnpTax (5-10 ).
6) MpoceeTNnNTb, 3aKIHOYNTL.N
Pe3ynbTart oKpacku: fapa CUHWE Uin cuHe-(pnoneToBbIe.
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HanmeHoBaHne WHCTpyKLUNSA
MeAULIMHCKOIO
n3penns

uuTonnasma v Apyrve 303MHOpUIbHbIE CTPYKTYPbI PO30BbIe
MpumeyaHuna:
*  [JenapauHu3aumio M rugparaumio NpoBOAAT MO MPOTOKOMaM, MPUHATLIM B
KOHKPETHOI 1abopaTopuii, Un UCMOSb3yS CMEAYHOLLYHO CXEMY:
- MOMECTUTb Cpe3 Noc/efoBaTe/IbHO B TPU EMKOCTU C KCWU/I0/IOM, OCTaBUTb B K&X0M
Ha 5-10 MuH;
- MOMeCTUTb Cpe3 MocfiefoBaTe/lbHO B TPU €MKOCTM C M30MPOMNUIOoBLIM CMIPTOM,
OCTaBUTb B K&X/0W Ha 2-3 MUH;
- MPOMbITb Cpe3 B AUCTUNIMPOBAHHON BOAE MYTEM MOrPYXXeHMst B eMKOCTb - [0 ABYX
CMeH no 3-5 MUH.
AT1OMeCTUTb CPe3 B EMKOCTb f/151 MPOMbIBaHMSA C NPOTOYHOW BOAONPOBOAHOM BOLOM.
A lenapamHu3aumio 1 rmaparauuio NpoBOAAT Mo NPOTOKONAaM, MPUHATLIM B KOHKPETHOW
NnabopaTopuu, UAn UCMonb3ys CReayHOLLYH0 CXeMY:
- MOMeCTUTb Cpe3 Moc/efoBaTe/lbHO B TPU eMKOCTU C M30MPOMWIOBbIM CNUPTOM,
OCTaBWUTb B K&X0W Ha 2-5 MUH.
- MOMeCTUTb Cpe3 Mocnef0BaTe/lbHO B TPU EMKOCTU C KCU/0MOM, OCTaBUTb B K&XK0M
Ha 2-5 MUH.
HaHecTV 1-2 Kanaym MOHTUPYIOLLE cpefbl Ha NMpeAMETHOEe CTEK/0, paBHOMEPHO
pacnpefenunTb Y NOKPbITb MOKPOBHBIM CTEK/IOM.
* [MomecTUTb Cpe3 MnocnefoBaTe/lsHO B TPU €MKOCTU C M30MPOMWIOBOro CrvpToM,
OCTaBUTb B Kaxaoi Ha 5-10 c.
®IpocBeT/IeHNE M 3aK/OYeHWE MPOBOAAT MO NPOTOKO/AaM, MPUHATLIM B KOHKPETHOM
nabopaTopun, UM UCNONb3YS CRELYHOLLYIO CXEMY:
- MOMeCTUTb Cpe3 Noc/iefoBaTe/lbHO B TPU EMKOCTM C KCU/OMOM, OCTaBUTb B K&XKA0M
Ha 2-5 MWH.
- HaHecTu 1-2 kanjm MOHTUPYIOLLEN cpefbl HA MPeAMETHOEe CTEKN0, paBHOMEPHO
pacnpefennTb U NOKPbITb MOKPOBHBIM CTEK/IOM.

OrpaHnyeHus MeToja:

1 N3penve okpaluMBaeT TOMbKO UWUTOMAa3My W Apyrue 303MHO(PU/IbHBIE
CTPYKTYpbI.

2. Ha npenapaTte MoryT ObITb 06HapY»eHbl TOMIbKO Te KNeTOYHble CTPYKTYpbI,
KOTOpble HAxXOAATCH B KOHKPETHOM OWO/IOrMYECKOM MaTtepuasie U XapakTepHbl A/
[lAHHOr 0 T1MNa TKaHW 1 opraHa.

3. N3genve He npegHasHayeHO [N  OOHapYXKEHWs, ONpeaeneHvus  unu
AnddepeHUMpPOBaHNA NaToMOrMK, COCTOAHUA WM (DakTopa pucka. M3genve nomoraet
TO/MbKO BU3Ya/IN3MpPOoBaTh CTPYKTYPbI NP MUKPOCKOMNYECKUX UCCNeA0BaHUAX.

10 YcnoBusa XpaHeHUsA 1 TPaHCMOPTUPOBKUA

CpoK rogHocTtu: 24 mecsaua.
Temnepatypa XpaHeHus: oT +5 °C go +25 °C.
Mo ncTeyeHUn Cpoka rofHOCTU U3LeNNE He NOLNEXNT UCMOb30BaHUIO.
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XpaHuTte n3aenve B NA0THO 3aKPbITOW YNaKOBKe, B BEHTUIMPYEMbIX MOMELLEHUSIX,
B YC/IOBUSAX, MCKNIOYAIOLLMX AENCTBUA arpecCuBHbIX cpef, Bnarn. pu XxpaHeHun nsgenve
B BapuaHTe 1UcnonHeHust “PacTBOp 303MHA CNMPTOBOIN ” MOXET OKpalLMBaTb YNakoBKY,
bepeyb OT UCTOUYHMKOB BOCIM/IAMEHEHWS, HAarpeBa, UCKP, OTKPLITOrO OrHS.

BCKpbITYHO YMakoBKY WCMO/Mb30BaTh [0 OKOHYaHWA CpOKa rOAHOCTM Mpu
COGMOAEHNN YCNOBUIA XPaHEHUS.

TpaHCnopTUPOBKa N34eNns OCYLLECTBAETCA BCEMU BUAAMW KPbITOrO TpaHcnopTa
B COOTBETCTBMM C MpaBWiaMu MepeBO3KM TPy30B, AENCTBYHOLMMM Ha [aHHOM BUAe
TpaHcnopTa. TemnepaTypa TPaHCNOPTMPOBKN: OT +2°C o +25°C.

Mpy TpaHCMOPTUPOBKE, OCYLLLECTB/IEHNI NOTPY3KM N BbIFPY3KN U34S OO/MKHbI
ObITb MPUHATHI Mepbl, MPefoXPaHAOLIME YMAKOBKY OT MeXaHWYeCKUX MOBPEeXAeHWN,
BO3eCTBUA aTMOCHEPHbIX 0CaAKOB, FOPHUMX MaTepuasioB U K1C/OT.

Mpy co6MOAeHUN  YCNOBUIA  XpaHeHUs, 3KChayaTauum W TPaHCNOPTUPOBKMK,
n3fenve oCTaeTcs CTabubHbIM 40 UCTEYEHNS CPOKa rOAHOCTM, YKa3aHHOr0 Ha BHELLHeM
ITUKETKE.

He wucnonb3yiTe usgenne C WUCTEKIWMM CPOKOM TOAHOCTW, MPU  HapyLUEHUN
LIeNOCTHOCTN YMaKOBKW, MPU HapyLleHUW KOHTPONA BCKPbITUA. B cnydyae OTK/IOHEHUA
BHELLHero Buaa u3sfgennsa oT HOPMasibHOro MnpoBepbTe (PYHKLUMOHMPOBaHME WU3OENUs Ha
3aBefjOMO NpUrogHoM obpasue bromarepuana.

B cnyyae HapyleHus UENOCTHOCTW YMaKOBKWU YTUAU3UPYATE un3[enve B
COOTBETCTBUM C pa3genom 14 “YTnnnsauma”.

11 WNHpopmayms onsa nosb3osartesen

Mpn cobnogeHnn TpeboBaHMI WHCTPYKUUW BO3HWMKHOBEHME HeXenaTesbHbIX
COObITUIA Ma/IOBEPOSTHO.

[na cobnofeHns TpeboBaHMn 6e30MacHOCTM HEOOXOAMM MHCTPYKTaX MepcoHana
W BbINO/IHEHME COOTBETCTBYIOLMX 06513aTe/IbHbIX MHCTPYKLMIA MO TEXHUKE 6e30MacHOCTY
M TEXHO/IOTMYECKMNX MPOLeCCOB.

OnucaHve rpauyecknx CHUMBOJIOB, MPUMEHSEMbIX MNP MapPKMPOBKE W3LeNuns
NpeLCTaBNeHo B NMPUIOXKeHUN A.

]‘“ OnucaHve KOAOB npeaynpeauTensHoin  mapkuposkn (H-  n P-thpasbl),

PYMEHAEMbIX MPU MapPKUPOBKe N3Aenna, NpeacTasieHo B NPUIoXKeHum b.

11.1 O606LeHHasa nH(opmauusa o 6e30rnacHoOCTU

N3penve npegHasHayeHO [Ans MPOKMECCUMOHaNIbHOMO MpUMeHeHns. OnacHOCTb
U30ennsa onpeLensieTca KOHUEHTpaUMen cogepatmxcst B coctaBe KOMMOHEHTOB.

PacTBop 3031Ha CNPTOBOI COAEPXUT M30NPOMNaHO/ B KOHLIEHTPaLU 0KONo 44%,
aBnaowmiica roptounm cornacHo MOCT 12.1.044-89 (NCO 4589-84). M3onponaHon -
OTHOCUTCA K JIErKOBOCM/IAMEHAILINMCS XUAKOCTAM, TemnepaTtypa Benbiwku 12°C,
Temneparypa camoBocnnameHeHus 455 °C. MNapbl 06pa3ytoT € BO34YyXOM B3PbIBOOMAaCHbIE
cMecu. M3onponaHon B YACTOM BUfe MO CTeMNeHn BO3AENCTBMSA Ha OpraHM3M OTHOCUTCA
K BellectBam 3-ro Knacca onacHoctu (cornacHo MOCT 12.1.005-88), npepgenbHO
aonyctumas KoHueHTpauus (MAK) napos B Bo3ayxe paboyeir 30Hb! - 10 mMr/m™,

B cnydyae noxapa MCNonb3oBaTb — OTHETYLWIMTENW  nopolukosble  ABC.

Takum 06pa3om, OMacHOCTb PacTBOp 303MHA CNMPTOBO  OMNpeaenseTcs
KOHLIEHTpaLMel 130nponaHona, cojepykallerocs B coctaBe. Npu pabote ¢ u3genvem
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crnefyet cobnogare Heobxoaumble Mepbl MPeLOCTOPOXHOCTM, TaK KakK MpU KOHTaKTe ¢
rnasamn MOXEeT BbI3biBaTb pasgpaxkeHue. Mpn NOBTOPAKOLLEMCH, LOTOBPEMEHHOM U/
npesbiwatowem MAK B paboyeit 30He MOXKET BbI3blBaTb COH/IMBOCTb M FO/IOBOKPYXKEHME.

PacTBoOp 3031Ha BOAHbIA COAEPXUT MPenMyLLECTBEHHO Boay (6onee 99%) n He
COAEPXUT OMNacHbIX BELLEeCTB B KOHLEHTpaUMAX, NpeBbiLaroWmx npegensbHole. [Mpu
HaIM4yMM YyBCTBUTENbHOCTU K KOMIMOHEHTaM W3[eNns BO3MOXHO pasgpaxkeHue npu
nonafaHnn Ha Koxy.

Mpy cobnogeHnn TpeboBaHNIA MHCTPYKLMM MO NMPUMEHEHUIO 1 HEOOXOANMBIX Mep
NPesoCTOPOXKHOCTM  U3AeNne XMMWUYECKM YCTOWUMBO, BO3HWKHOBEHME HapyLUeHWiA
(hYHKLMOHMPOBAHNA MafIoBEPOATHO 1 He OKa3blBaeT BPeAHOro BO3AENCTBUA HA OpPraHn3m
YenoBeKa.

Mpy pabote C u3genveM HEO6XOAMMO MPUMEHATb WHAMBUAYa/bHbIE CPefcTBa
3awmnTel  (MepyaTku, Cneuoaexkaa, CpeAcTsa 3awuTbl ras U nmua) B COOTBETCTBUN C
TUNOBLIMW OTPAC/EBLIMU MpaBuiaMu, YTBEPXAEHHbIMW B YCTAHOB/IEHHOM MOpPsAKe, U
cobnofate HeobXxoAuMble Mepbl  MPeAOCTOPOXKHOCTM. [py  MCMONb30BaHUU MO
Ha3Ha4YeHMI0O 1 COBMOAEHUN Mep MPeLOCTOPOXKHOCTU KOHTAKT C OPraH1M3mMoM 4YenoBeKa
NCK/KOYeH. ocne paboThbl TWaTe/lbHO BbIMbITb PYKM.

Ha paboumx mectax [O/MKHbI OblTb 06ecrneyeHbl AOMYCTUMbIE MNapaMeTpbl
MWKPOK/IMMaTa COr/lacHO /I0Ka/IbHbIM HOPMATUBHBIM aKTam.

Ana  paboTbl C wu34enveM  UCMO/Mb3YHTCA  BCMOMOraTe/ibHble roproune U
NerkoBOCMIaMEHSAIOLLMECA BeLLecTBa: KCWO0/, CMPT M30NPOMn/IOBbIN.

Bce paboTbl AO/MKHBI MPOBOAMTLCA B MPOBETPUBAEMbIX MOMELLEHUAX (KPATHOCTb
obMeHa BO3fyxa - He MeHee 8) C MCMO/b30BaHWEM MPUTOYHO-BLITSXKHON BEHTUIALUM,
6epeyb OT MCTOYHMKOB BOCM/TAMEHEHWSA, Harpeea, UCKP, OTKPbITOro OrHs, cornacHo FOCT
12.1.004-91 wnnM uWHOro cTaHAapTa Mo MNOXapHON 6e30MacHOCTU TEXHONIOMMUYECKMX
MPOLLeCCoB, MPUHATOrO B rocyaapcree. He Kyputb.

[ns cobnogeHuns Tpe6osaHMn 6e30MacHOCTU HEO6XO0AMM UHCTPYKTaX NnepcoHana
B cooTBeTCTBMM C TOCT 12.0.004-2015 1 BbINO/IHEHME COOTBETCTBYHOLLMX 0653aTE/bHbIX
MHCTPYKUMIA NO TeXHUKe 6e30MacHOCTM N TEXHOMOMMYeCKMX MPOLECCOB.

Mpn nNpuMeHeHWW m3genns K paboTam LOMNycKatoTca nuua, gocturiumve 18 ner,
npoLuesLive MeocMoTP B COOTBETCTBUM C Ae/CTBYHOLLMM 3aKOHOLATEIbCTBOM.

B nomeLyeHnAX fJO/MKHO ObITb 06eCneveHo Haimumne KMNSYeHon Bodbl U anTeyuku ¢
MeAVKaMeHTaMu /19 OKa3aHWs NepBoi MeAULUHCKOWM MOMOLLN.

TpeboBaHNA K TMOMELLEHMSAM  PeryampyroTcs  LenCTBYHOWMMUA  TOKa/TbHbIM
3aKOHOLaTe/IbCTBOM M HOPMATUBHLIMM aKTamu.

Bce wucnonb3oBaHHble  OfHOpa3oBble  Martepuanbl  nofsepratb  06paboTKe
AEe3NHDULUMPYIOWUMIA  CPeAcTBaMM € MOC/eAytoLWled yTuamnsaumenn B COOTBETCTBUU
c pasgenom 14 “Ytunusauymna”.

11.2 Mepbl NPefOCTOPOXXHOCTM NPU UCMO/1b30BaHNU U3AENA M0 HasHaYeHUIO

PaboTa ¢ n3genvem Lo/KHa NPOBOAMTLCA B BbITSHKHOM LUKady Npw AenCTBYyOLLEei
BEHTUNALMW, BO&IN OT OTKPbLITOrO OrHA. He JonyckaeTtca MCMNonb30BaTbh W3fenve ¢
MCTEKLLIMM CPOKOM FO4HOCTM, NPY HAJIMYUI MOBPEXAEHWNIA NEPBUYHONM YMAKOBKM.

Bo Bpemsi npoBefeHWs WCCMeAOBaHUA C WCMOMb30BaHWEM W3AeNns cnegyet
M0Nb30BaTbCA CPeCTBaMU MHAMBMUAYaIbHOM 3awnThl (CA3): nepyaTkamu, CneLoexaon,
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CpeAcTBaMK 3alLMThl F1a3 M iMua, Tak Kak 0bpasupbl buoMaTtepuana oOT YenoBeka crefyet

paccmaTpvBaTh Kak MOTeHUMaIbHO MH(IMUMPOBAHHbIE, CMOCO6HbIE ANTE/IbHOE BPEMS

COXpaHATb 1 nepepasatb BUY, Bupyc renatuta B uam nroboro apyroro Bo3dyautens

NHEKLMN.

[ns cOBMeCTHOI paboThbl C M3Ae/IMeM MOTYT UCMO/b30BaTbCA BELLECTBA, peareHTbl
1 0bopyaoBaHMe MMEKLLME MHOM Knacc onacHocTW. [ns obecneyeHmsi 6e30MacHOCTM
paboyero npouecca crefyeT pyKoBOACTBOBATLCA JIOK&/IbHbIMU HOPMATMBHBLIMU aKTamu
W 3KCNyaTaLMOHHOW AOKYMEHTaLMEN.

11.3 NepeyeHb PUCKOB, NAEHTUNLMPOBAHHbBIX B NPOLIECCe aHa/IM3a pUCKa

B npouecce aHanM3a PUCKOB MpefBapuUTeNlbHbIA - aHanM3  BbISIBUN  PUCKM,
TpebytoLie MePONPUATUIA MO CHKEHMIO YPOBHSA PUCKa A0 MPUEMIEMOrO, B CBA3M C YeM
MPUMEeHEeHbI NPOLeAYpbI 3Tana no yrnpas/eHUo PUCKaMK.

B Xxoge peanmsaumyv Mep MO YMeHbLUEHWIO Bpefa W BepOATHOCTW pUCKa A/1F
N30eNNS, OCTATOUHbIN PUCK CHKEH 40 NPUEM/IEMOTO.

Taknm 06pa3oM, BO3MOXHbIE PUCKM AN1F U3LeNWA ABMAAKOTCA A0NMYCTUMBIMU:
MPerMyLLecTs 414 naumeHTa U MeAMUMHCKOro paboTHUKAa 60/blue, YeM BO3MOXHbIX
OnacHoCTef.

11.4 Mepbl Mo 3aLMTe OKPYXKatoLLen cpeapl

Ha ocHoBaHMM 3akoHofaTenbcTBa PP 06 oOxpaHe OKpy)Katowein cpegsbl,
PEKOMEHAYETCA He [0NyCKaTb MonajaHus BeLLecTBa U ero YnakoBKW B OKPYXKAKOLLYHO
cpegy.

He LonycKainTe nonagaHus n3genms B KaHanm3auuio.

Mocne wncnonb3oBaHWA  U3denvMs  ob6pasubl  CnefyeT paccMaTpvBaTbh — Kak
MOTEHUMA/IBHO WH(UUMPOBAHHbLIE, CMOCOGHbIE A/NTENbHOE BPEMS COXPaHATb WU
nepegasate BWY, Bupyc renatnta B wvnm noboro gpyroro Bo3oyauTens MHMEKLUMN.
O6pasubl M MCMOMb30BaHHbIE B UCCNEA0BAHUAX M3AENNA LO/MKHbI YTUIM3MPOBATLCA B
COOTBETCTBMM C [AEACTBYIOLUMMUN NOKa/IbHbIM 3aKOHOAATEe/lbCTBOM W HOPMAaTUBHbLIMU
aKTaMn B OTHOLUEHWM OMONIOTMYECKM OMacHbIX OTXOA0B B cooTBeTCTBMM C CaHluH
2.1.3684-21.

Xngkve otxofdbl (3arpsA3HeHHas BOAa, 06pasyrollancs Mnocne  MPOMbIBKY

1o6opy,q05ava) [O/MKHbI 6bITb COBpaHbl B CreuManibHO MpegHa3HavYeHHble eMKOCTU Y

CBOEBPEMEHHO BbIBE3eHbl B MeCTa 3aX0POHEHMS.

11.5 NHdopmaums o BpegHOM BO3LENCTBUM

VH(hopmaums o BpeJHOM BO3AENCTBUN N3LeNNA NpefcTaB/ieHa B Tabnuue 6.
Tabnmua 6. MHgopmaums o BO3AenNCTBUN
Tun Bo3gelicTBus  WMHpopmaymns
PasgpaxeHue rna3  PacTBOp 303vHA CNMPTOBOIA: BbipaXeHHOE pasfpaXkeHne npy nonagaHumn B rnasa.

PaCTBop 303MHa BO,D,HbII‘/JIZ BO3MOXXHO pasgpaXXeHne npun nonagaHnn B rnasa (I'Ipl/l
Hann4ymn 4yBCTBUTENBHOCTUN K KOMMOHEHTaM VIS,EI,eJ'IVIFI).

BosgeiicTBre napoB PacTBOp 3031HA CMUPTOBON: MOXET Bbi3biBaTb COHMMBOCTb U FOIOBOKPYXXEHWE
(npw noBTOpAIOLEMCA, fLONTOBPEMEHHOM Mau npesblwatowem MAK B paboyeit
30He).

11.6 NIHhopmauma 06 06CToATENIbCTBAX, NPU KOTOPbIX M0/1b30BaTe b JO/MKEH
NMPOKOHCY/IbTUPOBATLCA C MEAULVHCKAM CMEeLMaIMCTOM
Mepbl NepBoi MOMOLLY:

12
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



OcTopoXHo!

- Mpn COHVBOCTU u/unn roNoBOKPYXEHUU - CBEXWA BO3AQyX, MOKOW, Npw
HEeO6X0AMMOCTIN 06paTUTLCA K Bpayy;

- Npn NonagaHnm Ha KoXKy - MPOMbITb BOAOK, NPY HEOOXOANUMOCTI 06PaTUTLCS K
Bpauy;

- Npy nonajaHun B rnasa - NPoOMbITb BOAOW U HEMeAIEHHO 06paTuTbCA K Bpayy;

- NPV NpornaTbiBaHUM - HEMEJ/TIEHHO 06paTUTbLCA K Bpauyy.

12 B03MOXXHble NpobsieMbl Mpu paboTe C U34e/IMEM U CNOCO6bI X YCTPaHeHNS

WHTepnpeTaums pesynbTaTOB OKpallMBaHWA MPOBOAUTCH KBaIMPULMPOBAHHbLIM
MepcoHasIoM C MUCNO/b30BaHNEM CBETOBOr0 MUKpPOcKona. IMpu nonyyeHUn pesynbTaTos,
HE COOTBETCTBYIOLNX HOPME: MOBTOPHO MPOBECTUN OKpPalunBaHWE COrTaCHO MHCTPYKLUWHN,
MPOBECTM OKpaLUMBaHWE KOHTPONbHOro obpasua, 3aBeoMO MUMEIOLEro OoKpalluvBaeMble
CTPYKTYpbl. BO3MOXHbIe NMpobnemMbl Mpu paboTe C M34eNMeM K CNOCobbl NX YCTpaHeHNS
yKasaHbl B Tabnmue 7.

OnwucaHue Npo6emMbl Bo3aMoXXHas npuumnHa 1 peLleHne
HeokpalleHHble UAK HegocTaToyHo 1. HenonHas genapaduHusayms.
OKpallleHHbIe yYacTK/ napaguHoBOro Heo6Xxo4MMo NPOBECTV MOBTOPHYIO MpoLeaypy
cpesa LenapauHM3aL M ¢ NOBTOPHLIM OKpallMBaHWEM.

2. YpOoBeHb cnupTa B eMKOCTU 4/18 AenapaHu3anum Huxe
YPOBHA KCWM0/1a B eMKOCTY 1 NPOMbIBAHUA, WX CTEKNA
CnvnaKTCcs B pacTBopuTENe.
CBOEBpPeEMEHHO MeHATH AenapaiuHUpPYOLLMe XNLKOCTH,
CNeAauTb 338 YPOBHEM peareHToB B eMKOCTAX 411
OKpaLInBaHUA/MPOMbIBAHMA W TLLATENIbHO NPOMbIBATL CTEK/a
MeX Ay aTanaMum OKpacku.

HenonHoe okpallvBaHue npenapata HefocTaTOYHO HaMONHEHbl EMKOCTU A1 OKpaLlUBaHWUA.
[l06aBNTb peareHTbl B EMKOCTH.

MpenapaT nmeeT 61eAHbIV PO30BaTbI YBENNYUTb BPEMSA OKPACKU

WK XKEeNToBaTbll OTTEHOK

O6LWWnit POH MHTEHCUBHO KpacHbI,  COKpaTUTb BPEMs OKPacku Wauv, eciiv npenapat nepekpalleH He

A4pa BblAenaTCA He pe3Ko, BCA CWJIbHO - AONOJTHUTENIbHO NMPOMbITb B HECKO/IbKUX EMKOCTAX C
KapTuHa CTPOeHUs HeveTKas 4ncToW BOAOM
HeokpalueHHble nnun cnabo 1. Ecnun ypoBeHb cnnpTa B EMKOCTU AN NPOMbIBAHUA HUXKeE

OKpalleHHble 061acTV Ha nMpenapate  ypOBHS Kcuniona:
2. Ecnun cTekna cnunaroTcs B pacTBOpUTENE.
CBOEBPEMEHHO MEHATL AenapaHUpPYOLLLMe XNLKOCTH,
CNefnTb 3a YPOBHEM peareHToB B EMKOCTAX A1 MPOMbIBAHUA U
TLATENbHO MPOMbIBATL CTEKNA MEXAY 3Tanamm OKpacKu.
3arpssHeHns KpacauwimMx pacTsopoB PeKoMeHyeTcs CBOEBPEMEHHO MEHATH Kpacsllue pacTBopbl.
CnvnaHue CTeKoN B npouecce Mcnonb3yiiTe cTaHfapTM30BaHHbIe EMKOCTW, MOAAEPXMUBaAtOLLME
OKpalmBaHUA U1 NpoMbIBaHUS CTeK/a B BEPTUKA/bHOM MOMIOXEHUN (CrieymanbHble gepxarenu
WM KOP3WHbI 415 NpeAMEeTHbIX CTeKON)
MpumeyaHue: BHumaHme! Ha npenapaTte MoOryT 6biTb 06HapY>XeHbl TO/IbKO Te K/eTOUYHbIE CTPYKTYPS!,
BeLLecTBa UM MUKPOOPraHn3Mbl, KOTOPble HAXOAATCA B KOHKPETHOM 6MO0/I0rMyecKoM Martepuane u
XapakTepHbl 415 4AHHOTO TUMNa TKaHW U opraHa

B cnyyae n3MeHeHWUs aHaIMTUYECKMX (DYHKLMOHANIbHBIX XapaKTepPUCTUK U3aenns
WV Npy NoslyYeHU MOBTOPHOIO HEYL0BNEeTBOPUTE/ILHOIO pesy/bTara obpaTtuTech 3a
KoHcybTauuend B: OO0 "BuoButpym”, P®, 199106, CaHkT-IeTepbypr, BonbLuon np.
B.O., a. 68, nut. A, Ten./dakc +7 (812) 305-06-06.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



14.

OcTopoxHo!

13 PekomeH[auuu B OTHOLLIEHUM MpoLeayp KOHTPOA KayecTBa

KOHTpo/ib KayecTBa OKpaLLEHHbIX MpenapaToB OCYLUECTBMSETCA BU3YyaslbHO C
MCNONb30BAHMEM  MWKPOCKOMA.  Pe3ynbTaT  OKpackym  [O/KeH  COOTBETCTBOBATH
yKaszaHHOMY B Tabnuue 4. OKpaluvBaHWe WUCMOo/b3yeMbIM OOLEMOM W3AENNs, AO/MKHO
MPOM3BOAMTLCA [0 MOMEHTA 3aMETHOro YXY[LIEHUSA KayecTBa OKpalluBaHud Wan
3arpsAsHeHns Guomatepuanamu. MNpu yxyaLweHn KayecTsa OKpaLLUVMBaHNA U3LeNnem nam
3arpsA3HeHNs eMKOCTU C U3fenneM briomarepvanamu crefyeT NPoBOANTL NMOJHYHO 3aMeHY
U3nenus.

Bocnpon3sBoanMocTb pe3yibTaToB B O4HOM UCCNeL0BaHMN MOXET ObITb MPOBEpeHa
MyTEM OKpallMBaHWs HECKOJSIbKUX CPe30B OAHON N TOW >Ke TKaHW COrflaCHO HacTOosLLEeN
NHCTPYKLMKN. Heobxoammo cob/ioaath 04MHAKOBOE BPeMS OKpaLUMBaHUA U NPOMbIBAHNSA
AN BCex cpe3oB. O6pasLbl 4O/MKHbI 3aBE4OMO COfepXKaTb CTPYKTYPbI, 4715 BU3yanun3aumm
KOTOpbIX WCMONb3YIOT u3fenve. He fonyckawTca mnpenaparbl CO 3HAYUTENbHLIMM
MEXaHWYECKMMUN MOBPEXAEHNSAMN, HapyLUeHUAMN MOPQOIOrMYeCcKOro CTPOEHUSA TKaHW,
OO/bLUMMKU  My3blpbKaMK  BO34yXa, Kaniamui BOAbl M APYTUMW  MOCTOPOHHUMM
BK/IFOUEHUAMMN UK [edheKTamMu.

Bocnpon3soanMocTb OKpaLLvBaHUA C NPUMEHEHNEM M3aenns Oblna OLeHeHa nyTem
OKpawmBaHusa 20 cpe30B 0AHOM M TOW Xe TKaHW. [Aaguatb 13 20 06pa3LoB OKpacuINCh
corflacHo Hopme. bBbina nosnyyeHa OAMHAKOBAsA WMHTEHCUMBHOCTb OKpalUMBaHWA BCeX
06pasL|oB.

14 YTnnmnsauyma

B cooteetcTBMM ¢ CaHlnH 2.1.3684-21 nocne ncnonb3oBaHUA U3fenusa nu gpyrue
MaTtepuasbl JO/MKHbI OblTb YTUU3MPOBaHbI Kak 3MnAeMUOIONMYECKN OMacHble OTXOAbI
Knacca b.

HeBCKpbITble M3L4enns, npullefline B HErogHoOCTb, B TOM YUC/E C WUCTEKLUMM
CPOKOM FOAHOCTU, a TaKXXe BCKPbITbIe Y HENCMOb30BaHHbIE MPY UCCef0BaHNAX N3Lenns
LO/MKHbBI BbITh YTUNN3NPOBaHbI KaK TOKCUKO/TIOTUYECKM OMacHbIE OTXOAb!.

N3genva  crneflyeT  yHUYTOXAaTb C  cOGMtOAeHMEM  Mep  6e30MmacHOCTM U
[ie3aKT1BaLMK, B COOTBETCTBUUN C MPUHATLIMU NIOKA/IbHLIMU MpaBUiamMmmn 1 3aKOHaMW.

15 AononHnTeNnbHas MHpopMauns

CBefeHMs, Haxogawmecs B [aHHOW WHCTPYKUMKM, OCHOBaHbl Ha [aHHbIX,
VMEIOLLMXCA Ha MOMEHT pa3paboTKu nocregHein pegakumu. [Monb3osartesnib 00s3aH
ybeanTbCa B MOSTHOTE WU COOTBETCTBMM MH(OPMaLUN 418 UCNONb30BaHWUA W3Lenns Mo
Ha3HaYeHuIo.

B cBA3M C Tem, 4TO WCMO/b30BaHME U3LeNUA  He MPOMCXOAUT  MOoA
HernocpeACcTBEHHbIM Hab/IloAeHVEM Npou3BOAMUTeNS, nosb3oBatesib  06s3aH
PYKOBOACTBOBATLCA 3aKOHaMU W AeACTBYHOLLMMW MONOXEHUAMM MO BOMPOCaM MrueHbl
M 6e30MacHOCTX MpPU WCMONb30BAHUM U3L4eNMs MO Ha3HayeHWto, Nof COOCTBEHHYHO
OTBETCTBEHHOCTb. [1pon3BOAMTENlb HE HeCceT OTBETCTBEHHOCTW 3a WCMO0/b30BaHWe
N3LeNNs He NO Ha3HaYeHUIO.

16 MponsBoanTenb 1 ero ynosIHOMOYEHHbI NpeacTaBUTESb

Mpoussogutens: OO0 «3prollpogakwH» Pd, 199106, CaHkT-IeTepbypr,
LLIknnepcknin  npoTok, A. 14, kop. 39, nut. H TenedoH: +7 (812) 305 0606,
info@biovitrum.ru, www.biovitrum.ru.
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Mo Bonpocam npeTeH3nid obpalatbcs: OO0 "buoButpym”, P®, 199106, CaHKT-
MeTepbypr, bonbwoit np. B.O., a. 68, nuT. A, Ten./dakc +7 (812) 305-06"06.

17 TapaHTVA KayecTBa

MpesnpuATUe-U3roTOBUTENb TapaHTUPYeT COOTBETCTBME W3LeNns TpeboBaHWAM
TEXHUYECKMX YCMOBUA Mpu COBGMOLEHUN YCMOBUIA TPAHCMOPTUMPOBKK, XPaHeHUs U
MPUMEHEHNS, YCTAHOB/IEHHbIX HACTOALLMMMN TEXHUYECKMMMW YCNIOBUAMU U UHCTPYKLMEN

Mo NPUMEHEHUIO B TeyeHve BCEro CpoKa rOAHOCTW.
3rotoBuTeNlb He HeCeT OTBETCTBEHHOCTb B C/lyyae MPUMEHEeHWs unsgenns 6e3
cobnogeHuns Tpe6oBaHWI NHCTPYKLMM no MPUMEHEHNIO.

N3rotoBuTENlb HE HECET OTBETCTBEHHOCTb 3a BO3MOXXHbIA NPAMOW, KOCBEHHbINA,
CNyYaiiHbI yLIep6 Unm pacxofbl, BOHMKaIOLLME B CBA3N C UCMO/b30BaHEM N3OS NpU
HapYLLUEHUWN YCMOBUIA XPaHeHMsi, TPAHCMOPTMPOBKM U MPUMEHEHMUS, MPX HapyLLEeHUN
LIeNOCTHOCTM YNaKOBKMW.

CpOoK rogHoCcTV n3aenns - 24 mecsla co AHsS NPUEMKN 0TAeI0M KOHTPOS KavecTBa
(OKK) npeanpuaTnsa-n3rotoBUTens COrnacHoO WMHMopMaumy, yKasaHHOW B nacnopTe
Ka4yecTBa Ha CEeputo M3aenus.
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MpunoxeHne A. 'pagryeckme CUMBO/IbI, UCMOMb3yeMble A1 MAPKUPOBKM
MeANLNHCKOro U3aenns

Ne I"pachnyeckoe HavmeHoBaHMWe ¥ onuncaHne CMMBONA
n/n 1N306pakeHne CMMBOA
1 Mpegen TemnepaTypbl.

YKa3blBaeT rpaHuLbl TeMMepaTypHOro AuanasoHa, B npefenax KoToporo
MeAMLUMHCKOE u3[eNiMe MOXeT ObiTb NpuMeHeHO 6e3 yulepba ero
6e3onacHoOCTU

Vicnonb3osats 0.

YKasblBaeT faTy, MNocfie WUCTeYeHUs KOTOPOW U3heNiMe He [O/MKHO
NPUMEHATLCA UM UCMO/b30BATHCH

M3rotoBuTESb.
YKa3bIBaeT U3roTOBUTENS MEAMLIMHCKOIO M3aenuns

Jata n3rotosneHus.
YKasblBaeT AaTy, Korga 6bI/10 N3rOTOB/IEHO MeANLNHCKOE n3aenne
I

Kog naptum

YKasblBaeT Kof NapTum, KOTOPbIM U3rOTOBUTENb NAEHTUDULMPOBA
napTuio n3genus
Homep no karasnory

YKasblBaeT HOMep MeAULMHCKOrO U34eNNA NO KaTanory U3rotoBuTeNs, ¢
MOMOLLbKO KOTOPOrO M3AeNNe MOXET ObITb MAEHTU(HULMPOBAHO
MeauLMHCKOe nu3aenue Ans AnarHoCcTUKK in Vitro

YKas3blBaeT, YTO MeSULIMHCKOE U3LeNne ABNAETCA U3AeNVEM ANs
ANarHOCTUKK in vitro

O6paTnTeCh K MHCTPYKLMW MO NPUMEHEHMIO

I YKasblBaeT Ha H606XO,U,I/IMOCTb ANA nonb3oBaresida 03HAaKOMUTLCA C

VIHCTPYKLMEV N0 NPUMEHEHUIO
BEPX.
Yka3blBaeT NpaBuIbHOE BEPTUKANIbHOE MOIOXKEHME TPpy3a

10 bepeyb OT Bnaru
YKa3bIBaeT, UT0 MeANLMHCKOe 13fene HeobXo4UMO 3alumiLaTb OT
BO3/€eNCTBUA Barun

u 3HaK onacHOCTY “BockinuaTenbHbIi 3HaK”
YKa3blBaeT Ha BeLlecTBa WAv W3Aenns, KOTopble MOryT ObiTb BpefHbl 415
3[l0pOBbS YesioBeKa

12 3Hak onacHocTu “I'nama”
YKa3blBaeT Ha /EerkoBOCMN/IAMEHSIOLLMECH >KUAKOCTU, T.e. >KWAKOCTH,
TemnepaTypa BCMbILLIKM KOTOPbIX He 60/ee 61°C B 3aKpbITOM TUr e

[MprmeyaHue:

MycToil pom6. [aHHbI 3HaK He OTHOCUTCS K KaKOMY-M60 3HaKy 0nacHOCTK, U
He SIBNSIETCSA CMBO/IOM OMacHOCTW.
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MNpunoxeHue b. MNMepedeHb H 1 P-thpas, NCnonb3yeMbix 4715 MapPKUPOBKU
MeAMLUHCKOIo n3aenmsa

Kog hpasbl PacLumngpoBKa gpasbl

[MepeyeHb H-thpas

H226 BocnnameHsowasnca XnakocTb. [lapbl 06pa3ytoT € BO3AYXOM
B3pbIBOOMAaCHbIe CMecu

H319 Mpy nonagaHnn B rnasa Bbi3bIBAET BbIPaXKEHHOE pasgpaXkeHne

H336 MOXXeT BbI3BaTb COH/IMBOCTL U FO/IOBOKPY>KEHME

MepeyeHb P-thpa3

P210 bepeyb OT UICTOYHMKOB OrHA. He KypuTb
P280 cnonb3osatb CU3
P304+P340 Mpw BAbIXaHUW: CBEXWiA BO3AYX, MOKOM

P305+P351+P338 Tpn nonagaHun B rnasa: OCTOPOXHO MPOMbITL r/1a3a BOAOW B
TeUYeHNe HeCKObKMUX MUHYT. CHATb KOHTaKTHbIE JINH3bI

P370+P378 [Mpun NoXape TyLNTb C OTHETYLLMUTENEM MOPOLLKOBLIM ABC

P403+P233 XpaHUTb B XOPOLLO BEHTWUAMPYEMOM MeCTe B MJIOTHO 3aKPbITOM
repMeTUYHOIN YrakoBKe

P501 YTnnnsunposaTtb Mo npasniam 06 onacHbIX 0TX04ax
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MpunoxeHue B. INepeyeHb NPUMEHSAEMbIX HaLMOHa/IbHbLIX CTaH4apToB
O603HaveHne JOKyMeHTa HaumeHoBaHWe JOKYMeHTa

MOCT 31508-2012
MOCT 31340-2013
FOCT 180 14971-2011

MOCT P 51088-2013

FOCTP 18113-2-2015

FOCT 12.1.044-89 (UCO

4589-84)

MOCT 12.1.007-76

CaHllnH 2.1.3684-21

FOCTP UCO 15223-1-
2020

FOCT 58144-2018
TY 38.101254-72
FOCT 9805-84
Mpuka3 Ne179H

Mpukas Ne4H

WN3pgenna  meguumHckue.  Knaccugumkaums B 3aBUCUMMOCTM  OT
MOTeHLUMaNbHOro prcka npumeHeHus. Obuwme TpeboBaHmA
MpegynpeanTenbHas MapKMPOBKa XMMMUYECKON npoayKuun, Obuime
rpe6oBaHmns

N3pennsa meguumnHckne. NMpuMeHeHne MeHegKMeHTa pucka K
MeANLNHCKUM N3LeNNsiM

MefgvuMHCKME U3aenna ANa GUarHoCTUKW UH BUTPO. PeareHTbl, Habopbl
peareHTOoB, TECT-CUCTEMbI, KOHTPO/IbHblEe MaTepuanbl, NUTaTeNbHbIE
cpeabl. TpeboBaHMA K U3LeNUaAM U NOLAEPXKMNBAIOLLEA LOKYMEHTAL NN
MeauunHckue n3genns ana AUarHocTukK in vitro. Mugopmaums,
npegocTasnseMas n3roToButenem (Mapknposka). YacTb 2. PeareHTbl Anis
ANArHOCTMKM in Vitro gns npogeccnoHasbHOro NPUMEHEHNS.

Cuctema cTaHgapToB 6e3omacHOCTM TpyAaa. [10XKapoB3pblBOONACHOCTb
BeLWecTB W MartepuanoB. HomeHknaTypa nokasatefnel U MeToAbl WX
onpeaeneHns

Cuctema cTaHgapToB 6e3onacHocTM Tpyaa. BpegHble BewecTsa.
Knaccuukauus n obuine TpeboBaHusa 6e30NacHOCTH
CaHuTapHO-3NNAEeMMoNornyeckme TpeboBaHuA K cCofepXXaHunto
reppuToOpuUn TOPOACKUX N CENbCKUX MOCeNIeHNin, K BOAHbIM 06bekTam,
NUTLEBON BOAE M NUTbEBOMY BOLOCHAGXEHMIO, aTMOCHEPHOMY BO3LYXY,
noyBaM, >KWAbIM MOMeLeHUs M, 3Kcnayatauum npon3BOACTBEHHbIX,
06LLEeCTBEHHbIX MOMELLEHWIA, OpraHM3aLMmM W NPOBEAEHUI0 CaHUTapHO-
NPOTMBO3NMAEMUNYECKMX (MPOPUNAKTUYECKNX) MEPONPUATUIA

N3genna megnumnHckmne. CUMBO/bI, NPUMEHAEMbIE NP MapKMPOBaHUN Ha
MEAULUMHCKUX  M3Lenusax, I3TUKeTKaXx WM B COMPOBOAWUTENbHOWA
noKyMeHTaumu. Yactb 1. OCHOBHblIe TpeboBaHUS

Boga guctunnupoBaHHas. TexHU4eckune ycnosus

OpToKcunon HehTAHON (c MIameHeHusmmn 1-7)

CnupT M30NPONMNOBLIA. TeXHUYECKNE YCI0BUSA

Mprka3z MuHUCcTepcTBa 34paBooxpaHeHuns Poccuinicko degepaymu "O
MpaBunax npoBeAeHMs NaToN0ro-aHaTOMUYECKMUX UCCef0BaHnin" ot 24
mapTa 2016 .

Mprka3 MuHUCTEPCTBa 34paBooXpaHeHnst Poccuitickoii deaepaymm oT 6
uoHsa 2012 r.
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