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1 HammeHoBaHue MegNLUMHCKOI0o n3genmsa

HacTtoswas MHCTPYKLUMA pacnpoCcTpaHsaeTcs Ha MeAWUMHCKOoe m3genue “Pactsop
3031Ha BOJHO-CNMUPTOBON KOHLEHTPUPOBaHHbLIN” no TY 21.20.23-072-89079081-2022
(panee - wu3genue wnuM PacTBOp 303MHA BOAHO-CMUPTOBOM KOHLEHTPUPOBAHHLIN) B

BapnaHTax NCMOTHEHWNS, YKa3aHHbIX B Tabnuue 1
Ne BapuaHT MCNONHEHUSA ApPTUKY”N

1 PacTBOp 303MHa BOAHO-CNUPTOBOI KOHLEHTPMPOBaHHbIA, 250 Mn HK-EK-A250

2  PacTBOp 3031Ha BOAHO-CMMPTOBON KOHLEHTPUPOBaHHbIA, 500 Mn HK-EK-A500

2 HasHauyeHMe MegUUMHCKOIo n3gennsa

KOHUEHTPMPOBaHHbIN pacTBOP 303UHA, NpeHa3HavYeHHbI (Nocne passefeHns) ans
MCNONb30BaHUA B COYeTaHUW C APYTMMU pacTBopaMmu/kKpacuTtenamu, gns OKpawluBaHUS
BHYTPU-/BHEK/IETOYHbIX 3/1eMEHTOB - 303MHOMUNbHbIX CTPYKTYp B
610NOrnYecKOM/KIMHUYECKOM 006pasLie YesioBeka C Lie/ibio Noc/efytoLLein Bu3yannsaynmm
ANA ANAarHOCTUKMK in vitro.

2.1 Tvin aHanu3npyemoro obpasua

OKpalwmBaHWO noasepraroTcs 6MOMOrMvyecKue/KNnMHUYeckne obpasubl YenoBeKa,
B TOM 4uC/ie TUCTONOrNYEeCKNin maTepuan (cpesbl, NONyYeHHbIe C NapauUHOBbLIX 610KOB
n ap.), UAMTONOrnyeckmii martepman (cpesbl, NONYYEHHbIE C KNeTOYHbIX 6n0koB {cell-
6/10K0B) 1 ap.).

2.2 Pe3ynbTaT OKpacku obpasua

ALpa cMHWE WU CUHe-(UOJeTOBbIe™, LuTONIa3mMa u Apyrue 303UHOMUIbHbIE

CTPYKTYpPbl - pO30BbI€.
*MMpy NpUMeHeHUN OKPaCKN reMaTOKCUINH-303UH.

2.3 DYHKLUMNOHaNbHOE Ha3HayYeHne MegULIMHCKOT 0 13aenmns

BcrnomorartenbHoe CpeacTBO AN AMarHOCTUKM in vitro.

2.4 Cneuuduyeckasa naTosiorus, COCTOsAHME WU (akKTop pucka, A
obHapy>XeHuA, onpegeneHns Unu gudpdepeHyuMpoBaHUA KOTOPOro rnpegHasHayeHo
nsgenve

M3pnenve ncnonb3yeTcd Kak BCnomorare/sibHOe CPefACTBO B AMArHOCTUKe in Vitro
nccnefoBaHWW, He  NpefHasHay4eHO AN  0OHapyXeHusa,  onpedeneHns UM
AndpepeHUMpoBaHUSA NATONOMNIA, COCTOAHUI 1K (HaKTOPOB pUCKa.

2.5 O6nacTb NPUMEHEHNA MeAULMHCKOIO U3aenns

MpoteccnoHanbHOe NPUMeHeHNe B KNTMHWYECKOM NabopaToOpHO ANarHOCTUKE.

2.6 HomeHKnaTypHaa knaccugpukaymsa MeguumHCKoro nigenms

Bug n3gennsa B COOTBETCTBUN C HOMEHKNATYPHOW Knaccuukaumnein meauumHCKNX
nsgenuii - 227380 S03uH Y pacteop B/,

Knacc noTeHUManbHOro pucka nMNPUMEHEHUS W34enMsa B COOTBETCTBUMU C
HOMEHKNATYPHOW Knaccudmkaumein meguumHCKMX n3gennin - knacc 1

2.7 MoTeHUManbHbI NOTPebUTENDb

N3pgenne npepgHasHayeHoO Ans NPoOgeccroHanbHOro WUCMoNb30BaHUSA U [AOMXKHO
NMPUMEHATLCA  KBa/IMPULMPOBAHHBLIM  MEPCOHaNOM, TakMM KakK Bpay KIUHUYECKOW
nabopaTopHOM ANArHOCTUKK, MeANULMHCKWIA, 1abopaTopHbIA TEXHUK U MHOI CrieunanucT,
MMetoLmii 6a3oBoe 06pasoBaHMe MEANLMHCKOTO UM 6MONOTMYECKOro Npotnnas He HMXKe
CpeAHero crewnanbHOro v NpoLweawmnii npeaBapuTe/ibHoe 06yyeHme.
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2.8 TlokasaHuA K NPpUMEHEHWIO

[Moka3zaHMeM K MNpPUMeHeHU0 WN3genma ABNSeTCA Heob6XOAMMOCTb MOJyYeHUs
MH(opMaLUN OTHOCUTENIBHO MOP(OIOrMYECKOro CTPOEHUSA TKaHU WK opraHa. M3penue
npegHasHayeHO ANs8  WUCMOMb30BaHUA Ha  aHalIUTUYeCcKOM 3Tane uccnefoBaHuUS
KNIMHWUYECKOro mMaTepuana B KayeCcTBe BCMOMOraTe/ibHOro cpeacrtea ANd AMarHOCTUMKM in
vitro. Pe3ynbTaTbl UCCNELOBaHWNIA C NPUMEHEHUEM U3LENNA He ABNAKTCA eAUHCTBEHHbLIM
OCHOBaHWEM A4 MOCTAHOBKMW ANArHo3a.

3 MpuHUMN AeNCTBUA MEAULLMHCKOIO N3enns

N3penve COLepXUT KWUCMOTHBLIA KpacuTenb (303WH), KOTOPbIA HeceneKTUBHO
B3aMMOJeNCTBYeT ¢ 6Genkamu, okpawmBas 303MHO(U/IbHbIE CTPYKTYpPbl B pasiMyHble
OTTEHKWN PO30BOro LBeTa.

OkKpalwmBaHne 303MHOM B COYeTaHWN C FeMaTOKCUIMHOM (OKpalluBaHue agep u
APYTux 6a30()nnbHbIX CTPYKTYpP) ABMASeTCA Haubosiee 4acTO UCMOSIb3yeMbIM METOLOM
OKpalnBaHUA B KIMHNYeCKOW 1abopaTtopHoi guarHocTmken

M3genne nomoraet mMeguMUMHCKOMY Cheuuannucty OpUMeHTMpOBaTbCA B obpasue u
Nnyylle BM3yann3umpoBaTb CTPYKTYpPbl MPU MWUKPOCKOMWUYECKUX WUCCNELO0BaHUAX, MO
CPaBHEHWIO C HAbNIO4EeHNEM HEOKPALLEHHbIX CTPYKTYP, UMELWMUX OTHOCUTENTbHO HU3KUIA
KOHTPACT NoJ, CBETOBbIM MUKPOCKOMOM.

4 OCHOBHbIe XapaKTepPUCTUKMN

He ABNAeTCA CTEPUNBLHLIM n He Tpebyer cTepunusayun.
XapakTepucTukM un3fenna ykasaHol B Tabnuue 2. XapaKTepuctukum un3fenus
pacnpocTpaHAKTCA Ha BCe BapUaHTbl UCNONHEHNS.

Tab6nmya 2. OnncaHme xapakTepucTuk

Xi HavmeHoBaHWe nokasatensi/ nsgenus MokasaTesin HoOpMbI

I PU3NKO-XMMUYECKUE XapaKTEPUCTUKN

1 BHewHM BUY

11 PacTBOp 3031Ha BOAHO-CNMPTOBOI KOHLEHTPUPOBaHHbIA YKnAKoCTb

2 LBet

2.1 PacTBOp 3031Ha BOLHO-CMMPTOBON KOHLIEHTPUPOBAHHbIA TeMHbIl KpacHO-0paHXXeBbIl
3 Ocagok

3.1 PacTBOp 303UHa BOLHO-CNUPTOBON KOHLEHTPUPOBaHHbIA OTCYTCTBYET

4 OnTuyeckasi N1I0THOCTb pacTBopa, He MeHee

4.1 PacTBOp 3031Ha BOAHO-CMMPTOBOI KOHLUEHTPUpOoBaHHbIA 0,450 (XTax = 526-534 Hm; 1:4000;
M30MPONMOBbLIA CAMPT)

N AHanutmnyeckne PyHKLNOHANbHbIE XapaKTePUCTUKM

5 Okpacka o6pasua

5.1 PacTBOp 3031Ha BOAHO-CMMPTOBOIN KOHLEHTPUPOBAHHBIA Hapa CUHME UK CUHE-(PMONETOBbIE™,
uuMTonnasma v Apyrve 303MHOMUbHbIE
CTPYKTYPbI - PO30BbIe.

6 BocnpoussognmocTb, %, He MeHee

6.1 PacTBOp 303MHa BOAHO-CMUPTOBOM KOHLEHTPUPOBaHHBIA 95

*Tpy NPUMEHEHMN OKPACKM reMaTOKCUMNH-303VH.

O61bem pacTBOpa B pas/IMyHbIX BapMaHTax UCNONMHEHUS NpeAcTaB/ieHbl B Tabnuue 3.
MonoXnTeNnbHble OTKNOHEHNSA 06bEMOB He HOPMUPYHOTCS.

S.Kim Suvama, Christopher Layton, John D.Bancroft. Bancroft's Theory and Practice of Histological Techniques. Elsevier
Limited, 2019, c. 126
4
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Tabnnua 3. O6bem pacTBopa
Ne BapuaHT UCMOJSIHEHUA O6bem pacTBopa, He MeHee
1 PacTBOp 3031Ha BOJHO-CNMPTOBOI KOHLUEHTPUPOBaHHbIA, 250 mn 240 mn
2 PacTBOp 303MHa BOAHO-CNUPTOBOM KOHUEHTPMUPOBaHHbIN, 500 mMn 485 mn

5 KOMNNEKTHOCTb

B KoMNneKT nocTaBKu BXOAUT.

— PacTBOp 303MHa BOAHO-CNMPTOBOM  KOHLEHTPUPOBAHHbLIA B KOJMYECTBE,
onpeagendaemMomM 3akKa3om I'IOTpe6I/ITeI'IFI;
— WHCTpYKUMA NO NPUMEHEHNIO.

Konus MnacrnopTa Ka4yecTBa CEPUN NOCTaBAAETCA OTAENbHO, NPU H906X0,£|,I/IMOCTI/I, B
6yMa)KHOM nian 3NEKTPOHHOM BUAE.

MHCTpYKUMS HAa GYMaXXHOM HOCUTeNle MOXET ObiTb 3aMeHeHa WHCTPYKUMEW Ha
3NEKTPOHHOM HOCUTENle 1 pasMeLleHa Ha calTe npom3soanTens (agpec canWta npuBeaeH
Ha 3TUKETKe).

JonyckaeTcA nNpefoCTaBNATb  OAHY WHCTPYKUMUIO MO  MPUMEHEHUID, ecnu
NOCTaBNAETCA HECKONbKO U3AeNNA 0AHOMY 3aKa3uMKy Mo Of4HOMY ajpecy.

[MpumeyaHue: KpaTKaa MHCTPYKLUA N0 NPUMEHEHUIO pasMeLLaeTca Ha 3TUKETKe.

6 CocTaB
CocTaB 1 cofiep>kaHue akTUBHOIO MHIpefMeHTa U3fenns ykasaHol B Tabnuue 4.
Tabnuua 4. CocTaB nu3genus

HanmeHoBaHWe MegNLMHCKOIO CocTaB 1 cogepXaHne aKkTUBHOIO MHIpefeHTa nsgenms
n3genuns
PacTBOp 3031MHa BOAHO-CMMPTOBOW BOofa, wu3onponaHos, 303uH H (4,25+/-0,20%), K1cnoTa
KOHLIEHTP1POBaHHBbI yKCycHas

7 MNepeyeHb MaTepmanoB U crieynasnbHbIX MaTepmanoB, KOTOPble TPEOYOT

ANA NpoBefleHNA TECTUPOBAHUA, HO He Coflep)KaTCcA B KOMMJIEKTe NOCTaBKW N3genns

7.1 PeareHTbl

Bopa guctpwnuposaHHad no NOCT 58144-2018 nnn fenoHM30BaHHasA, KCUION: C
MaccoBOM [0/1eil OCHOBHOrO BewecTBa He MeHee 99%, Hanpumep, "OpToKcwunon
HeTAHON’, BbiCLWIMIA copT No TY 38.101254-72", cMHTETUYECKAA HEBOAHAA MOHTMpYOLLas
cpefa, pacTtBop rematokcunmHa Maviepa gnd in vitro  AnMarHOCTUKW,  CnupT
M30NPONUNOBLIA abcontoTupoBaHHbli nNo FOCT 9805-84 wunn cnupT  3TUOBbINA
TexHnyecknin no FOCT P 55878-2013. [onyckaeTcsa WCNOMb30BaHWE peareHToB C
aHafIorMYHbIMWN XapaKTePUCTUKAMMU.

7.2 O6opypoBaHue

CBeTOBOM MUKpPOCKOM 06uero HasHayeHns co 100-KpaTHbIM YBe/IMYEHMWEM,
Tanmep. [onyckaeTcs ncnonb3oBaHue obopypoBaHus C aHaNornyHbIMU
XapaKTepUCTUKaMN.

7.3 BcnomoraTtenbHble MaTepuasbl

EMKOCTM NS OKpalWBaHUS U NPOMbIBaHWs, CTeKla MOKPOBHble AN
MUKpONpenapaToB NH060ro NpomssoauTens. JonyckaeTcs UCNob30BaHWe MaTeprnanos ¢
aHa/IOrMYHbIMMW XapaKTePUCTUKAMU.
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8 CBefieHNsA AN NAeHTUPUKaLNU MeQULMHCKUX U3LENVIA C LeNblo NoyYeHUs
6e3onacHo KoMOUHaUMKM W WHDopMaunss 06 W3BECTHbIX OrFpPaHUYEHUAX Mo
COBMECTHOMY UCMO0/1b30BaHNIO MeAULMHCKUX U3[eNnii

W3genve npefHasHayeHO And  WUCNONb30BaHMA B COYETaHUM C  ApyrumMu
pacTBopamu/Kpacutenamm 4na in vitro AnarHOCTUKMW.

N3penne npumeHseTca B TEXHOMOTMW PYYHOW M aBTOMAaTM3UPOBAHHON OKpPacKu
COrNacHO WMHCTPYKUWUWM MO 3KchayaTauuu, NpefocTaBieHHON MOCTaBLMKOM CUCTEMbI U
yKa3aHHbIM B Hell TPe60BaHMAMN K XapaKTepuCTUKaM MCNosb3yeMblX peareHToB.

9 HCTpYKUMA MO MPUMEHEHUIO

B3saTue, o6paboTKa 1 XpaHeHUe obpasua AO/HKHO MPOU3BOAUTLCSA B COOTBETCTBUU
c lMNpukasom MwuHUCTepcTBa 34paBooxpaHeHns PP ot 24 mapta 2016 r. N 1794 "O
MpaBunax npoBefeHUs NaToN0ro-aHaTOMUYECKUX UCCNef0BaHUA" W NOKaSbHbIMU
HOPMaTMBHbIMW akTamu nabopartopun. Ona uccnefoBaHua He AOMYCKaKTCA npenaparsbl
CO 3HAUYUTE/IbHbIMU MeXaHWYeCKUMU MNOBPEXAEHUAMU, BO3HUKWMMW B MpoLecce
MOATrOTOBKM 610NOrnYeckKoro marepuvana.
HayuHble 1 nuTepaTypHble faHHble 06 UHTepMepUpPYOLW KX BellecTBax, KOTOpble MOryT
MOBMMATL Ha pe3y/ibTaT UCCNeL0BAHUSA, OTCYTCTBYIOT.

PaboTbl C n3genmeM NpPomn3BOAAT TOILKO B YCN0BUAX labopaTtopun.

Pacxop n3genna coctaBnseT:

- 250 Mn He meHee, Yem Ha 1250 npenapaTtos;
- 500 mn He meHee, yem Ha 2500 npenapaToB.

Becb npouecc okpalwmBaHua npeacTaBnseT cob60oi nocnefoBaTesibHOe MOrpyXeHve
npenapaTtoB Ha MNpegMeTHbIX CTeKnax B EeMKOCTM [A/1I1 OKPackKum W MpOMbIBaHUA C
COOTBETCTBYHOLWMMMN peareHTaMnU Ha ONpefeneHHbIA NPOMEXYTOK BpeMeHu. [
KOHTPONS Haf COo6/M0JEeHMEM BPEMEHW OKpallMBaHMA W MPOMbIBAHWUA PEKOMEHAYETCH
MCNonb30BaTh TalMep.

Mpn MCMNONb30BaHUN CUCTEM aBTOMATMUYECKOr0 OKpaliMBaHMUA, MOXanyincra,
cnepyinTe MHCTPYKUMAM MO aKcnayaTaumu, NpesocTaBfieHHbIMM NOCTaBLLMKOM CUCTEMbI.

KOHTpoNb KayecTBa OKpaLUEHHbIX MNpenapaToB OCYLECTBAAETCA BU3Yya/lbHO C
MCNoNb30BaHMEM CBETOBOI0 MMUKPOCKOMA.

MpeaBapuTenbHass MNOAFOTOBKAa:  KOHUEHTpaT 303MHa  BOAHO-CMUPTOBOWA
pa3baBuTb 25% pacTBOPOM WM30MponaHosia B COOTHoWeHUn 1:5-1:12 B 3aBUCMMOCTU OT
YKenaemon NpPoAO0/IHKUTENIbHOCTU U UHTEHCUBHOCTU OKPACKMU.

OKpalumBaHne NPOBOAAT B COOTBETCTBUM C UHCTPYKLUNEN:

1) enapaMHUPOBaHHbIN Cpe3 rmapaTupoBaTth 40 AUCTUNINPOBAHHOW BOAbL*

2) NMomMecTUTb cpe3 B reMaTOKCU/INH, OCTaBUTb Ha 5-25 MUH.

3) MopacuHmBaTbL Cpe3 nNoj NPOTOYHOMN BOLONPOBOAHOM BOAON, B TevyeHne 1-5 MuH
(oo xxenaemoro oTTeHKa).N

4) MMomecTnTb cpe3 B paboumii pacTBop 303MHA (KOHUEHTpaT pa3baBuTb B
cooTHoweHun 1:5-1:12 25% 3taHonom unu 25% wn3onponaHonoM* B 3aBUCUMOCTU OT
YKenaemon npoAo/HKNTENbHOCTU U UHTEHCUBHOCTIN OKPacku), octaBuTb Ha 0,5-5 MuH.

5) BbICTPO Aernapatmposartb B abCOMOTMPOBaHHbIX cnupTax (5-10 c).A

6) MpocBeTNNTb, 3aKIKUNTL."*

PesynbTaTbl OKpacku: aapa CUMHWE N CUHEe-(PUONeTOBbIE, LLUTONNa3Ma u gpyrue
903MHO(UNbHBIE CTPYKTYPbl PO30BbLIE.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



I><p>

OcTopoxHO!
*MpurotosneHne 25% wusonponaHona: cmewatb 30 ma Boabl M 70 MmN

nsonponaHona. [lonyckaetcsa ucnonb3oBaHue 25% pactsopa 3TUI0BOro cnupTa.
MpumeyaHnsa:

AenapatHM3aLMi0 U rnapataumio NPoBOASAT NO NPOTOKOAaM, NPUHATLIM B KOHKPETHOM

nabopatopuu, NN NCNoNb3ya CNeYHOL Y0 CXeMy:

- MOMECTUTb Cpe3 NocneoBaTe/lbHO B TPU EMKOCTM C KCU/0/I0M, OCTaBUTb B KaXKA0W
Ha 5-10 MWH;

- TOMECTUTb Cpe3 mnociefoBaTe/lbHO B TPU €MKOCTU C M30MPONUI0BbLIM CMUPTOM,
OCTaBUTb B KaXKA0i Ha 2-3 MUH;

- MPOMbITb Cpe3 B AUCTUNIMPOBAHHOM BOAE NYyTEM NOrPY>XXeHUSA B EMKOCTb - 0 ABYX
CMeH no 3-5 MUH.

AT1oMeCTUTb Cpe3 B EMKOCTb C MPOTOYHOM BOAONPOBOAHON BOAOMN.

A omecTuTb cpe3 nocnepgoBaTe/lbHO B TPU E€MKOCTW C M30MPOMUIOBbLIM CANPTOM,

OCTaBMTb B KaXaouh Ha 5-10 c.

* [1pocBeT/ieHWe W 3aK/IOYeHWe MPOBOAAT MO MPOTOKO/aM, MPUHATLIM B KOHKPETHOM

nabopatopuun, UM UCMonb3ya CNefytoLLyto CXemy:

- MOMECTUTb Cpe3 NocneoBaTe/lbHO B TP EMKOCTU C KCU/I0/10M, OCTaBUTb B KaXKA0M
Ha 2-5 MUH.

- HaHecTM 1-2 Kannum MOHTUPYHOLWEN cpedbl Ha NpeaMeTHOe CTEK/0, PaBHOMEPHO
pacnpegennTb N NOKPbITb MOKPOBHbLIM CTEK/IOM
OrpaHunyeHua metoaa:

1 WN3penve okpawlvBaeT TOMbKO LUTOMa3My U Lpyrue 303MHOUIbHbIE CTPYKTYPbI.

2. Ha npenapate moryT 6biTb 06Hapy>KeHbl TO/IbKO Te KNETOUYHbIE CTPYKTYpPbl, KOTOpble
HaxXo4ATCA B KOHKPETHOM O6MO/IOrMYECKOM MaTepuane u xapakTepHbl 415 aHHOTO Tuna
TKaHW 1 opraHa.

3. N3penue He npefHasHayeHo  And 06Hapy>xeHus, onpefeneHns nnu
A depeHUMpoBaHMA NaToNOrMKU, COCTOAHMUA UK (haKTopa pucka. M3genne nomoraet
TO/IbKO BM3yaNn3npoBaTb CTPYKTYPbl NPNU MUKPOCKOMUYECKUX UccneqoBaHUAX.

10 YcnoBusa xpaHeHUA U TPaHCMOPTUPOBKN

Cpok rogHocTu: 24 mecsaua.

Temnepatypa xpaHeHua: ot +5 °C go +25 °C.

Mo ncTeyeHUn cpoka rogqHOCTN N3[eNMe He MOANEXUT NCNONb30BaHUIO.

XpaHuUTb n3fenme B NIOTHO 3aKPbITON YNakoBKe, B BEHTUINPYEMbIX NOMELLEHUSAX,
B YC/I0BMAX, UCK/OYAOLWMX AeNCTBUA arpeccuBHbIX cped, Bnarvn. bepeyb 0T MCTOYHMKOB
BOCM/IaMEHEHMA, Harpesa, WCKpP, OTKPbLITOro orH4. [lpu XpaHeHun [onyckaeTcs
nAeopmaums ynakoBku, He NPUBOLALLAA K MOTEPE repMeTUUYHOCTU. Mpn XpaHEHUN MOXKET
OKpaLlMBaTb YNaKOBKY.

BCKpbITYIO YMNakKoBKY WCMO/b30BaTb A0 OKOHYaHWA CpoKa rOAHOCTU npu
COBNIOEHNN YCNOBUIA XPaHEHNS.

TpaHcnopTUpOBKa U34eNNdA OCYLLEeCTBNSAETCA BCEMWU BUAaMM KPbITOro TpaHcnopTa
B COOTBETCTBUW C MNpaBunaMy MepeBO3KM rpy30B, AENCTBYHOLWMMM Ha [JaHHOM Buie
TpaHcnopTa. TemnepaTypa TpaHCNOPTUPOBKK: OT +2 °C o +30 °C, npu Temnepatypax
Bblle +25°C - A0 TPeX CYTOK.

[Mpn TpaHCNOPTUPOBKE, OCYLLLECTB/IEHUN NMOTPY3KU N BbITPY3KN NU3AENUA LOMXKHbI
ObITb NPUHATLI Mepbl, NpPefoXpaHALWMe YNakoBKY OT MeXaHUYeCKUX NOBPEeXAeHWUi,
BO34eNCTBNA aTMOCKEPHbIX 0CaAKOB, FOPHOUYMX MaTepmnanos U KUCNOT.
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Mpn cob6nfeHnn YCNOBUI  XpaHeHUs, 3KcnayaTauum u TPaHCNOPTMPOBKMU,

n3genne octaeTcs cTabunbHbIM 40 UCTEYEHUSA CPOKA FOAHOCTU, YKa3aHHOTO Ha BHELUHEN
3TUKETKe.
He ucnonb3yiTe nsgenve ¢ UCTEKWINM CPOKOM FOAHOCTW, MPU HapyLIEHWUMN LLeIOCTHOCTU
YyNakoBKKW, NPy HapyLUeHUN KOHTPO/A BCKPbITUA. B cnyyae OTK/IOHEHWS BHELUHEro BMaa
n3jenus OT HOPMasbHOro MpoBepbTe (YHKLMOHWPOBAHME W3LEeNNsa Ha 3aBefoMo
npurogHom obpasue buomarepuana.

B cnydyae HapyweHWs UeNOCTHOCTM YMaKOBKW YTUAU3UPYWTE W3fenve B
COOTBETCTBUU C pasgenom 14 “YTtunusaumna’.

11 NHdopmauns ansa nonb3oBaTtesiei

Mpu cobnogeHnn TpebOBaHWUA WHCTPYKUUM BO3HWKHOBEHME HeXenaTe/bHbIX
COObITUIA ManoBEPOSATHO.

[ns cobniogeHns TpeboBaHMin 6€30MacHOCTM HEOBXOANUM MHCTPYKTaX nepcoHana
W BbINOJIHEHWE COOTBETCTBYIOLLMX 0653aTENbHbIX MHCTPYKLUNIA N0 TEXHUKE 6e30MacHOCTH
N TEXHOMOTNYECKMX MPOLLeCCOB.

OnucaHne rpapuyecknx CMMBOJIOB, MPUMEHAEMbIX MPU MAapPKUPOBKe uU3Lenns
npeacTaBneHo B NpUNoXeHun A.

OnucaHme KoAOB npefynpeautenbHon  MapkupoBkn (H-  wn  P-thpasel),
NPUMEHSAEMbIX MPU MaPKNUPOBKE U3aenns, NpeLcTas/ieHO B NpUIoxeHun b.

11.1 O606weHHas nHpopmauma o 6e3onacHoOCTn

M3genve npefHasHayeHo Ansa npogecCMoHanbHOro NpUMeHeHus.,

OnacHOCTb M3fenusa onpefenseTcs KOHLUeHTpauuven cofepxxawmxca B cocTaBe
KOMMOHEHTOB.

N3gnenve cogepXXnUT n3onponaHon B KOHUEHTpauUumn okono 43%, KOTOPbIiA B YACTOM
BUAE OTHOCUTCA K JIErKOBOCMN/IaMEHAKLWUMCA TOprYMM Xuakoctam cornacHo FOCT
12.1.044-89 (MNCO 4589-84), Temnepatypa BcnblwKkM 12 °C, TemnepaTypa
camoBocn/iaMmeHeHna 455 °C; OTHOCUTCA K 3-MYy Knaccy O0nacHOCTW, TMpefesibHo
ponyctmmas KoHueHTpauus (MAK) napos M30nponunoBoro cnupra B Bo3gyxe pabouyein
30Hbl - 10 mr/m™. Tpu paboTte ¢ u3genvem cnegyeT cobnogaTb HeE06X04MMble Mepbl
NPejoCTOPOXHOCTU, TaK Kak MNPy KOHTaKTe C rfazaMyv U KOXXEel MOXET BbI3blBaTb
pasgpaxeHue. lpyn nosTopAlOLWEMCA, AONTOBPEMEHHOM uAM npesbiwatrowem MAK B
paboyeil 30He MOXET BbI3blBaTb COH/IMBOCTb W TONOBOKPYXXeHue. [apbl 06pasytoT C
BO34YXOM B3pblBOOMNacHble cMecu. Bce paboTbl cnefyet NPoBOAUTL BLAIN OT OFHS.

B cnyyae noxapa “cnonb3oBaTb OrHETYLWUTENN NopoLKoBbie ABC.

Mpwu cobntogeHnmn TpeboBaHWUA MHCTPYKLUM MO MPUMEHEHUIO U HEOBXOANMbBIX MEP
NPefoCTOPOXHOCTM  M3denne XMMUYECKM YCTONYMBO, BO3HWKHOBEHME HapyLUEHWUN
(hYHKLMOHMPOBaHUSA MaNoOBEPOSATHO U He OKa3blBaeT BPeAHOr0 BO34ENCTBUA HA OpPraHu3m
Ye/ioBeKa.

Mpu paboTe C u3genvem Heob6XOAMMO MPUMEHATb WMHAWBMAYaNbHble CpeAcTBa
3aWwnTbl  (MepyaTtky, cneuogexia, CpefAcTsa 3aWMThl rfa3 u nuua) B COOTBETCTBUM C
TUNOBbLIMK OTpac/ieBbIMW NpaBuiamMu, YTBEPXAEHHbIMU B YCTaHOB/IEHHOM MNOpAAKe, U
cobnogatb  HeobxogmMmble Mepbl  NPeAOCTOPOXHOCTU. [Mpu  UCMONb30BaHUM MO
Ha3HaYeHU0 1 COBNOAEHUN Mep MPefOCTOPOXKHOCTU KOHTaKT C OpraHMu3MOM YesioBeka
MCKNtoYeH. Mocne paboTbl TWATeNIbHO BbIMbITh PYKMW.

Ha pabounx mectax [AO/MKHbI ObITb 06ecneyvyeHbl AOMNYCTUMble MapaMeTpbl
MUKPOK/IMMATa COr/laCHO SIOKa/ibHbIM HOPMaTUBHbLIM aKTaM.
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[Ansa  paboTbl C um3gennMeM WUCNONb3YHOTCA BCMOMOraTe/lbHble roptoyne U
NerkoBoCNIaMeHAIOLLMECA BellecTBa: KCUI0, CNMPT U30NPONMI0BLIN.

Bce paboTbl AOMXKHBI NPOBOAUTLCA B NMPOBETPMBAEMbIX NMOMELLEHUAX (KPAaTHOCTb
obmeHa Bo3gyxa —He MeHee 8) C MCMO/Ib30BAaHUEM MPUTOYHO-BLITAXXHON BEHTUNALMMN,
6epeyb OT UICTOYHWUKOB BOCM/IAaMEHEHWSA, HArpeBa, UCKP, OTKPLITOro OrHd, cornacHo FOCT
12.1.004-91 wnu unHOro cTaHgapTa MO MOXapHOMW 6e30MacHOCTM TEXHONOTrNYECKUX
NMPoLLeccoB, NPUHATOIO B rocyfapcraee. He KypuTh.

[ns cobniogeHns TpeboBaHMIA 6e30MacHOCTU HEOBXOAMM MHCTPYKTaX nepcoHana
B cooTBeTcTBMM ¢ TOCT 12.0.004-2015 v BbINO/HEHME COOTBETCTBYHOLWNX 0653aTENbHbIX
WHCTPYKLMIA MO TEXHUKe 6€30MacHOCTM U TEXHOIOMMYECKNX MPOL,ECcCoB.

Mpn npumeHeHUn mn3genua K pabotam AONycKakwTCAa nuua, Aocturwiune 18 ner,
npoweaLwie Me4OoCMOTP B COOTBETCTBUY C LeCTBYHOLLMM 3aKOHOAATE/IbCTBOM.

B nomeLeHnAX fOMKHO 6bITb 06€CrevYeH0 Hanmume KUNSYEeHOW BOAbl U anTeuku ¢
MeAnKaMeHTaMn AN18 OKasaHusA nepBoin MeauLMHCKOW NOMOLLM.

Tpe6oBaHMA K MOMELWEHUAM PEryiupyoTcs  AeNCTBYHOWUMU  NI0KaSbHbIM
3aKoHOaTe/IbCTBOM 7 HOpPMaTUBHbLIMU aKTaMmu.
Bce MCNo/ib30BaHHbIe 04HOpas3oBble marepuanbl noasepratb 0bpaboTke
Ae3NHPULMPYIOWUMY  CpefcTBaMM C MOCNefyolwen yTunmnsaunen B COOTBETCTBUM
c pasgenom 14 “YTunnusayma”.

11.2 Mepbl NPefoCTOPOXKHOCTU MPU UCNOb30BAHUN U34eNINA N0 HasHaYEeHUIo

PaboTa ¢ n3genmem Ao/mHKHa NPOBOAUTLCA B BbITSXKHOM LKAy Npu AencTBytoLLen
BEHTUNALUN, BAANM OT OTKPbLITOrO OrHA. He fonycKaeTca MCMNo/b30BaTb uU3genune c
NCTEKLINM CPOKOM FOLHOCTU, MPU HATMUYNKN MOBPEXAEHNIA NEPBUYHOM YMaKOBKMN.

Bo Bpemsi nposefeHWs uUCCNefOBaHWn C MCMNONIb30BaHWMEM WU3[eNus cnepyet
Monb30BaTbCA CpeacTBaMu UHAMBUAYaNbHON 3awmTbl (CU3): nepyaTkamu, CrneLofexon,
CpefcTBamM 3aliUThbl r1a3 v nLa, Tak Kak obpasubl Guomarepuana ot YesnoBeka cnesyet
paccmatpuBaTb KakK MOTEHLMaNbHO WH(ULUPOBAHHbIE, CMOCOOHbIE AINTENIbHOE BpeMms
coXpaHATb U nepepasatb BWY, Bupyc renatuta B wnm nwoboro gpyroro Bos3byamtens
NH(EKLMN.

[na coBMeCcTHOW paboTbl C M3aennemM MOryT UCNOMb30BaThCS BELLECTBA, peareHTbl
n 060pyAoOBaHME UMEKOLMEe WMHOW Kfacc omacHocTu. Ana obecneveHuns 6e30nacHOCTU
paboyero npouecca cnefyetr pyKoBOACTBOBaTbLCA /10Ka/IbHbIMW HOPMaTUBHLIMW aKTamu
M aKcnnyaTauyMOHHOW AOKYMEHTaLMeN.

11.3 lNepeyeHb PUCKOB, NAEHTUPULMPOBAHHbIX B NPOLecce aHan3a pucka

B npouecce aHanuM3a pPUCKOB NpeaBapuTeNibHbIA  aHann3  BbIABUA  PUCKMU,
Tpebyrow e MepoONpPUATAIA MO CHUXXEHNIO YPOBHA pUCKa 40 NPUEMIEMOro, B CBA3M C YEM
NPUMeHeHbl NpoLleaypbl 3Tana no ynpasneHUo pUCKamu.

B xope peanusaumm mep MO YMEHbLUEHWIO Bpefa W BepPOATHOCTU puUcKa Ans
U34enns, 0OCTaTOUHbIA PUCK CHIDKEH 40 MPUem/IemMoro.

Taknum 006pa3om, BO3MOXHblE PUCKU ONA WU3[ENUA ABNAKOTCA AOMYCTUMbIMU:
NPenMyLLecTs Ans nauveHtTa U MegMLUHCKOro paboTHMKA 60/blle, YeM BO3MOXHbIX
onacHocTe.

11.4 Mepbl Mo 3awWnTe OKpYyXKatoLlen cpelbl

Ha ocHoBaHMM 3aKoHOogaTenbCcTBa P® 06 oxpaHe OKpyXXawllein cpeabl,
PeKOMeHAYyeTCA He fonycKaTb nonajaHus BellecTBa W ero YnakoBKW B OKpYyXXawlLlyto
cpepy. He fonyckaiTe nonagaHus nU3genns B KaHanmsaumio.
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Mocne ncrnonb3oBaHUa M3genua obpasubl cnefyeT paccMaTpuBaTh KakK MOTEHUManbHO
NH(OMLMPOBaHHbIE, CNOCOOHbIE ANINTE/IbHOE BPeMsA COXPaHATbL U nepefdaBatb BAY, Bupyc
renatuta B nnm no6oro gpyroro so3byantens nHgekymumn. Obpasybl U UCNOMb30BaHHbIE
B MCCNeL0BaHUAX U3LeNnNs JOMKHbI YTUAN3NPOBATLCA B COOTBETCTBUN C AEWCTBYHOLWMMU
NOKa/ibHbIM ~ 3aKOHOAATeNbCTBOM M HOPMATMBHLIMW  aKTaMW B OTHOLLEHUU
3NUOEMNONOTNYECKN OnacHbIX 0TX0AoB B cooTBeTcTBUM € CaHlluH 2.1.3684-21.
Xngkue otxogbl (3arpsisHeHHas Bofa, 06pasyroLLasca nocsie NPoOMbIBKM 060py0BaHNS)
[O/DKHbI ObITb CO6paHbl B cneyunasbHO npefHasHayeHHble eMKOCTU M CBOEBPEMEHHO
BbIBE3eHbl B MeCTa 3aX0POHEHNS.

11.5 NHhopmaymsa o BpeagHOM BO3AeCTBUN

WNH(popmaumsa o BpegHOM BO3AeACTBUN MU3[enna npeacTaBsieHa B Tabnuue 5.

Twun BO3aelicTBMA MHhopmauma
PasgpaxeHue rnas Mpy nonagaHnn B rnasa BbI3bIBAET BbIPaXKEHHOE pasgpaXkeHne

Bo3pelicTBne Ha opraHbl MOXeT Bbi3blBaThb COHJIMBOCTb W TOMIOBOKPY)XEHME MPU TMOBTOPSIOLLEMCS,
AbIXaHUs [0NrOBPEMEHHOM MM npeBblillatolem MAK B paboyeit 30He

11.6 NHpopmaymsa 06 o6cToATeNbCTBAX, MPU KOTOPbIX NOMb30BaTe b J0NXKe|
NPOKOHCY/IbTUPOBATLCA C MEAULUHCKUM CMNeLManmcTom

Mpu cnydaiHOM nonagaHUM W3Lenns B IKeNYAOYHO-KULIEYHbIA TpakT, Ha
CMIN3UCTYI0 060/104KY rN1a3 HeMeLIeEHHO 06paTuTeCh K Bpady.

Mepbl MepBO NOMOLLM:
MPU COHANBOCTU U/USIN TONOBOKPYXXEHUMN - CBEXMIA BO3AYX, MOKOMW, NP HEOOXOAUMOCTH
06paTUTLCA K Bpauy;
NPy pasgpaxxeHnn KOXK - MPOMbITb BOAOW, NPU HEO6XOAUMOCTMN 06paTUTLCA K Bpayy;
Npu nonagaHum B rnasa - NPOMbITb BOAOW Y HEMeA/IEHHO 06paTUTbLCA K Bpady;
MpW NpornaTbiBaHUK - 06PaTUTLCA K Bpayy.

12 Bo3mo)KHble NpobsieMbl Npu paboTe ¢ U3[4e/IMEM U CNOCOObI UX YCTPaHEHU

NHTepnpeTayma pe3ynbTaToB OKpalMBaHWUA MPOBOAUTCS KBaIMPULMPOBAHHbLIM
MepcoHanoM C UCMOMb30BaHWEM CBETOBOro MUKpockona. Mpu nonyvyeHnn pesynbTaTos,
He COOTBETCTBYIOLLMX HOPME: MOBTOPHO MPOBECTM OKpalLUMBaHME COFNacHO MHCTPYKLUUN,
MPOBECTM OKpallMBaHMEe KOHTPOJIbHOro o6pasua, 3aBeJOMO MUMEKLLEr0 OKpallnBaeMble
CTPYKTYpbl. BO3MOXHbIe npobiembl Npu paboTe C U3L4e/MeM 1 CNOCOObI UX YCTPaHeHUS
yKasaHbl B Tabnuue 6.

OnwucaHne Npo6/emMbl B03MOXHasi NpuUUMNHA U peLleHmne
HeogHopoaHoe OKpalLVBaHve HenonHas aenapaduHuzaLms.
o6pasua Heo6xo41Mo NpoBECTV NOBTOPHYHO NpoLeaypyY AenapaduHu3aLmm

C MOBTOPHbIM OKPaLLINBAHUEM.
MpenapaT nMeeT 61efHbI OTTEHOK YBENNUNUTL BPEMS OKPacKu

3arpssHeHns KpacaLLmMx pacTBOPOB  PeKOMeHAYETCA CBOEBPEMEHHO MEHSITb KpacsLLyme pacTBOpbI.

Cnuwkom TeMHad uuTonnasma WKM36bITOYHOE BPEMS IKCMO3MLMMW, YMEHbLUWUTL BPeMS 3KCMO3NLMMN.

Apyrvie 303MHOMUIIbHBIE 3/1EMEHTbI  HapylleHWe  COOTHOLWUEHWS MNpW  NPUrOTOB/EHUM  paboyero
pacTeBopa 303uHa. [J06aBnTb CIvpPT.

Cnviwikom cBeT/as uuTONMasMa W HegocTaTOuHOe — BPeMs  3KCMO3UUMKM,  YBENUUWTb  BPeEMS
ApYrvie 303UHOMU/bHBIE 3/IEMEHTbI  3KCMO3WLMK. HapyllieHne COOTHOLLEHWE TMpU  MPUFOTOBMEHWUN
paboyero pacTBopa 303MHa. [06aBnUTb KOHLIEHTpaTA.
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OnucaHue Npo6nembl Bo3M0oXHaa npunynHa u peLleHumne
O6pasel, 3arpasHeH, umeeT He 1L.KoHTamumHauus pacTBOpoB. PekoMeHAyeTcs  CBOEBPEMEHHO
CBOMCTBEHHbIE BK/THOUEHWS MEHATb PacTBOPbI.

2. 3arpsisHeH1e NpeaMeTHOrO CTeKa B NPoLLecce MaHUMy LA
Bce paboTbl NPOBOAUTDL B NepyaTKax, NpeAMeTHble CTEKNA CreayeT
6paTb TONMbKO 3a TOPLIEBbIE MOBEPXHOCTM.
BusyanbHo BuaeH (DPOHT KpacuTens Mpu MOrpy>kHOM MeTofe €MKOCTU HeAoCTaTO4YHO Harno/HeHsbI
W/ rpagueHT, o6pasel, OKpalleH pacTBopamMyt  peareHToB. CneauTb 3a  YPOBHEM  KpacsLLWX
He MOJTHOCTbtO pacTBOPOB.
B eMKOCTU [1151 OKpaLLIMBaHMSA Hayan Bbinapuncs pacTBOpUTENb B KpacuTene: 3aMeHUTb Ha HOBbIN, ecn
BbIAENATCA  KpacuTeNb B BWAE KPAaCUTESb He MCTIOMb3YETCs, AepXKaTb 3aKPbITbIM.
MNEHKN UK ocafika
CnvnaHve CTeKOn B MNpOLECCe VIcronb3yiiTe CTaHAapTM30BaHHblE EMKOCTW [/ OKpaluMBaHWs,
OKpaLUMBaHUS WK MPOMbIBAHUS  MOAAEPXKMBAIOLLMX CTEK/A B BEPTUKA/IbHOM MOMOXEHUN
MpumeyaHue: BHUMaHKe! Ha npenapate MOryT GbiTb 06HapPYXeHbl TOMbKO Te KNETOUHbIE CTPYKTYpbI,
BELLECTBA W MMUKPOOPraHW3Mbl, KOTOPble HAaXOAATCS B KOHKPETHOM GMONOrMYeckKoM MaTepuane u
XapaKTepHbl N5t AaHHOTO TMMa TKaHU 1 opraHa

B C/lyyae M3MeHeHUs aHaIMTUYECKUX PYHKLNOHANbHbLIX XapaKTePUCTUK U3Lenns
n/nnu Npu NoflyyeHUM NOBTOPHOIO HeyLOBNETBOPUTENLHOIO pe3ynbTarta 06paTUTech 3a
KoHcynbTayuen 8. OO0 "buoButpym"”, P®, 199106, CaHkT-leTepbypr, bonbwoin np.
B.O., 4. 68, nut. A, Ten./thakc +7 (812) 305-06-06.

13 PekomMeHaLnM B OTHOLIEHUM NpoLefyp KOHTPO/A KayecTBa

KOHTpONb KayecTBa OKpaLUEHHbIX MpenapaToB OCYLLECTBAAETCA BU3YyalbHO C
ncnonb3oBaHMEM  MWKpockorna. Pe3ynbTaT  OKpackuW  [O/DKEH  COOTBETCTBOBaTb
yKazaHHOMY B Tabnuue 4. OKpawunBaHUe WUCNONb3yeMbiM 00bEMOM W3LeNnus, AO/HKHO
NPOM3BOAUTLCA [0 MOMEHTa 3aMeTHOro YyxXyAleHWs Ka4vecTBa OKpallMBaHUS WK
3arpsasHeHns 6uomatepuanamu. Mpu yxyglweHUn KavyecTsa OKpawMBaHUa NU3Lenvem Unm
3arpsA3HeHna eMKOCTU C U3gennem buomartepuanamm cnegyert npoBOAUTL MOJSTHYHO 3aMeHy
n3penns.

Bocnpon3soanumocTb pe3ynibTatoB B O4HOM UCC/efloBaHUN MOXEeT ObITb NMPOBEpPeHa
NyTeM OKpallMBaHMA HECKONbKUX CPe30B OAHON N TOW K& TKaHW COrnacHO HacTosLen
MHCTPYKUMn. HeobxogmMmo cob1t0aTh OANHAKOBOE BpeMs OKpallMBaHMA 1 MPOMbIBAHUSA
Ana Bcex cpe3oB. O6pasLbl 4O/MKHBI 3aBEA0MO COAePXaTb CTPYKTYpPbI, ANA BU3yannsaumm
KOTOPbIX MCMNONb3YHT u3genue. He ponyckawTcs npenapatbl CO 3HaYUTENbHbIMU
MeXaHUYeCKUMU MOBPEXAEHUAMUN, HAPYLUEHUAMN MOPPONOrNYECKOro CTPOEHUSA TKaHW,
6onbWMMKN  My3blpbKaMy  BO3AyXa, Kanasmu BOAbl W APYTMMM  MOCTOPOHHUMM
BK/IIOYEHUAMUN NN fedheKTamu.

Bocnpon3BoanMOCTb OKpallMBaHUA C MPUMeHeHUEM U3enns Oblia OLeHeHa nyTem
OKpawvBaHusa 20 cpe3oB OA4HOW ¥ TOW Xe TKaHW. [Bafuatb n3 20 06pa3yoB oKpacuauch
corfacHo Hopwme. bBblna nofyyeHa OAMHAKOBas WHTEHCUBHOCTb OKpallMBaHUA BCeX
06pasLos.

14 YTnnmnsayuns

B cootBetcTBUM ¢ CaHlnH 2.1.3684-21 nocne ucnonb30BaHUA U3gennsa n gpyrue
mMaTepuanbl JO/MKHbI 6bITb YTUAN3NPOBAHbI KaK 3NUAEMUOIOTMYECKM ONacHble O0TX04bl
knacca b.

HeBCKpbITble n3genns, npulieiwine B HErogHOCTb, B TOM 4YMUC/ie C UCTEKLUIUM
CPOKOM rofHOCTU, a TaKXKe BCKPbITbIE M HENCNONb30BaHHbIE NPU UCCeL0BaHUAX U3LENNA
[LO/MKHbBI 6bITb YTUNN3UPOBaHbI KaK TOKCUKOJ/IOTMYECKMN OMacHbIe OTXO/4bI.
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N3penna cnepfyet  yHUUTOXaTb C  co6atofeHMeM Mep 6e3onacHoCcTM U
fle3aKTuBaLun, B COOTBETCTBUUN C MPUHATLIMU NOKabHLIMW NpaBuiaMn 1 3aKoHamu.

15 flononHnTenbHaa MHpopmaymsa

CBefleHVs, Haxofsdwmecs B [aHHOW WHCTPYKLWUWU, OCHOBAHbl Ha [aHHbIX,
MMEILWMNXCa Ha MOMEeHT pa3paboTku nocnefHein pefakumn. Tllonb3oBaTenb 0653aH
y6eamTbCA B MOSIHOTE U COOTBETCTBMW WHMOPMALMWU ANA WUCMOMb30BaHUA U3LENns no
Ha3HaYeHuI0.

B cBA3sM ¢ Tem, 4TO WUCMONb30BaHWe U3[ENINSA  He MPOUCXOAUT Moj
HenocpeCcTBEHHbIM HabnoaeHeM nponssoanTens, nonb3oBaTenb 00653aH
PYKOBOACTBOBATLCA 3aKOHamu M AeWCTBYHOLMMM NONOXKEHUSMWU MO BOMPOCAM TUIUEHbI
M 6e30NacHOCTU MpU WUCNONb30BAHMW WU3L4eNUA MO Ha3HaYeHU0, MOL COOGCTBEHHYIO
OTBETCTBEHHOCTb. [1pou3BoguTens He HeceT OTBETCTBEHHOCTW 3a WCMO/b30BaHUe
n3gennsa He NO Ha3HaAYEHUIO.

16 MpownsBoaMTENb N €ro YNnosIHOMOYEHHbI NpeaCcTaBUTENb

Mpounssogutens: OO0 «3JprollpogakwH» P®, 199106, CaHkT-lNeTepbypr,
LLknnepcknin npotok, A. 14, kop. 39, nut. H TeneoH: +7 (812) 305 0606,
info@biovitrum.ru, www.biovitrum.ru.

Mo BonpocamM npeTeH3nin obpawartbesi: OO0 "BuoButpym", PP, 199106, CaHKT-
Metepbypr, bonbwon np. B.O., a. 68, nut. A, Ten./takc +7 (812) 305-06-06

17 NapaHTNA KayecTBa

MpeanpusaTMe-n3roToBUTENb rapaHTUPYeT COOTBETCTBUE U3Aenns TpeboBaHMAM
TEXHUYECKUX YCNOBUIA Npu COBGNOAEHWUU YC/IOBUIA TPAHCMOPTUPOBKK, XPaHEHUA W
MPUMEHEHWNSA, YCTAHOB/IEHHbIX HACTOAWMMU TEXHUYECKUMU YCNOBUAMUN N MHCTPYKLMEN
No NPUMEHEHNIO B TeYEHMEe BCEro CpoKa rofHocTu.

N3rotoBuTenb He HeceT OTBETCTBEHHOCTb B C/yyae MpUMeHeHus usgenns 6e3
cobnogeHns TpeboBaHui NHCTPYKL MY no NPUMEHEHUIO.

N3rotoBuTeNb He HeceT OTBETCTBEHHOCTb 328 BO3MOXXHbIMA MPAMOW, KOCBEHHbIN,
C/lyYaiiHbIl yuep6 nnm pacxofbl, BO3HMKalOLWMe B CBA3M C UCMONb30BaHWEM U3LeNns npu
HapyLeHUW YCNOBUIA XPaHeHUs, TPAHCMOPTUPOBKM U MNPUMEHEHUSA, MPU HapyLUeHMM
LeNOCTHOCTY YNaKoBKN.

CpoK rogHocTu wusgenuna - 24 mecaua CO AHA NPUEMKU OTLENOM KOHTPONS
kKayectBa (OKK) npeanpusaTuUa-n3roToBUTENS COracHO WHGopmMauun, ykKasaHHON B
nacropTe KayecTBa Ha CEpUI0 MU3Lenns.
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OcTopoxHo!

MpunoxeHne A. Fpadnyeckme CUMBOSIbI, UCNOMb3YeMble AN MapKUPOBKM
MeAULMHCKOro 1U3aenms

No I"pathnyeckoe HanmeHoBaHwve 1 onmcaHne CMMBONa
n/n n306pakeHne
cvMBoOna
Mpeaen TemnepaTypsl.

YKa3blBaeT rpaHuubl TeMmrnepaTypHOro AuanasoHa, B Mpejenax
KOTOPOro MeAVUMHCKOe W3Jene MOXeT ObiTb npuMeHeHO 6e3
yulep6a ero 6e3onacHoCTH
Vicnonb3osats 0.
YKa3blBaeT faty, Moc/ie WUCTeYeHWUsi KOTOPOW U3Lenvie He [O/MKHO
MPUMEHSATLCA UMW UCMO/b30BATLCA
JlaTta n3rotoeneHums.

ro YKasblBaeT faTy, Korjia 6b110 M3roToBNeHO MEAULIMHCKOE M3aenme
. W3roToBuTeb.
H I YKasblBaeT M3roTOBUTENS MEANLIMHCKOTO U3feNns
Koga naptum
LOT YKa3blBaeT KOof MapTum, KOTOPbIM M3rOTOBUTE/Nb MAEHTU(MLPOBA

napTuIo n3genua
Homep no katasory

REE Yka3blBaeT HOMep MeAMLMHCKOTO U3AeNs Mo KaTanory
WN3rOTOBUTENS, C MOMOLLbIO KOTOPOTO M3AE/MNE MOXET BbiTb
NAEeHTUPULMPOBAHO
MeauLIMHCKOE N3Aenue AN AMarHOCTUKM LU Vitro

VD YKa3bIBaeT, UTO MeAULIMHCKOE U3eNne SBASETCA U3aenneM s

[INarHoCTUKK in vitro
O6paTUTeCh K MHCTPYKLMM NO NPUMEHEHNIO
YKa3blBaeT Ha HEOOX0AMMOCTb A5 N0/b30BaTeN 03HAKOMUTLCA C

VHCTPYKLWel Mo NpUMEHEH0

BEPX.
\\ YKa3bIBaeT NpaBu/IbHOE BEPTUKA/IbHOE MOJOXKEHNE Tpy3a

10. bepeuyb OT Bnarun
YKa3blBaeT, YTO MeANLMHCKOE M3fenve HeobXoAMMO 3aWwmaTh oT
BO3/eNCTBMS Barun
W, 3HaK onacHocTK “BocknuuatenbHbIi 3HaK”
YKa3blBaeT Ha BeLLecTBa Wn n3genins, KoTopble MOryT 6biTb BpeaHbI
ANA 300PpOBbA YEN0BEKa
12 3Hak onacHocTtu “Inama”
YKa3blBaeT Ha 1erkoBOCMNIAMEHAOLWMECS XUOKOCTU, T.e. >XXUAKOCTU,
TemnepaTypa BCrbILWKN KOTOPbIX He 60/1ee 61°C B 3aKpbITOM TUr/ie

[MpumeyaHue:

MycToli pom6. [daHHbI 3HaK He OTHOCUTCS K KaKOMY-/1MB0 3HaKy OMacHOCTK, U He ABNSETCS
CYMBO/IOM OMACHOCTW.
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OcTOopOoOXHO!

MpunoxeHne b. TllepedyeHb H wn P-gpas, wncnonb3yemblx [N MapKUPOBKU
MeAULVMHCKOro nu3genus

Kopg thpasbl PacLumndpoBka (hpasbl

MepeyeHb H-pas

H226 BocnnameHstowaaca Xunakocts. Mapbl 06pas3ytoT ¢ BO34YXOM B3pblBOOMACHbIE
cmecu

H319 [Mpwn nonagaHnK B rnasa BbI3bIBAET BbIPXKEHHOE pa3fpaxkeHne

H336 MOXXeT BbI3BaTb COH/IMBOCTb U FO/I0BOKPY>KEHME.

MepeyeHb P-hpas

P210 bepeyb OT UCTOYHMKOB OrHA. He KypuTb
P280 cnonb3osatb ClIA3
P304+P340 Mpwv BAbIXaHUK: CBEXNiA BO3AYX, NOKOW

P305+P351+P338 [Mpu nonagaHunu B rnasa; OCTOPOXHO NPOMbITh Na3a BOJOW B TEYEHME HECKObKUX
MUHYT. CHATb KOHTaKTHbIE NINH3bI

P403+P233 XpaHWTb B XOPOLLO BEHTUIMPYEMOM MECTe B M/IOTHO 3aKPbITOW YNaKOBKe
P370+P378 Mpn noXape TYLWNUTb OrHeTyLLnTeIeM nopoLukosbiMm ABC
P501 YTnnunsnposatb Mo npasunam 06 onacHbIX 0TX04ax

14
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OCTOpOXHO!

MpunoxeHue B. lNepeyeHb NPUMEHAEMbIX HaLlMOHa/IbHbIX CTaHAAPTOB

O603HayeHne JOKyMeHTa HaumeHoBaHMe JOKYMeHTa

MOCT 31508-2012 M3genms  meauumHckue.  Knaccuduvkaums B 3aBMCUMMOCTM  OT
MOTEeHLMAaNbHOTO O1CKa NpumeHeHus. O6Lme TpeboBaHNS

MOCT 31340-2013 MpeaynpeautenbHas MapKMpoOBKa XUMMWMYECKOM npoaykumn. Obuime
TpeboBaHUA

FOCT 180 14971-2011 V3pgenna  meguunHckme.  TlpuUMEHEHME  MeHe[XXMeHTa pucka K
MEeANLIMHCKUM M3aeNnsam

OCT P 51088-2013 MeamumHecKue n3genna Ansa AUarHOCTUKU WMH BUTPO. PeareHTbl, Habopsbl

peareHToB, TECT-CUCTEMbl, KOHTPO/SIbHble MaTepuasbl, MuTaTesbHble
cpefbl. TpeboBaHWA K U3AENMAM U NOALEPXKMBAIOLLEN AOKYMeHTaL UM

MOCT 12.1.004-91 Cuctema cTaHagapToB 6e3onacHOCTM Tpyaa. [MoxapHas 6e30MacHOCTb.
O6Lpe TpeboBaHMS

MOCTP 18113-2-2015 MeanumHCKMe un3genna A8 AUArHoCTUKM in vitro.  VIH(opmauums,
npefocTasngemMas U3rotosutesieM (Mapkuposka). YacTb 2. PeareHTbl And
[MAarHoCcTUKM in vitro 4ns npog)ecCCUOHaIbHOI0 NMPUMEHEHNS.

FOCT 12.1.044-89 (MNC6Cuctema crtaHfaptoB 6e3onacHoCTM Tpyda. [10XapoB3pbIBOOMACHOCTb

4589-84) BELLECTB M MaTepuanoB. HomeHKnaTypa nokasaTeneid M MeTodbl WX
ornpeAeneHuns
CaHlluH 2.1.3684-21 CaHunTapHO-3NNAEMMNONOrNYECKne TpeboBaHUs K cofepXXaHuto

TEPPUTOPUIA TOPOACKUX W CEeNbCKUX MOCENEHNA, K BOAHbIM OObeKTam,
NMUTLEBOW BOAE W MUTLEBOMY BOAOCHAOXEHUIO, aTMOCHEPHOMY BO3LYXY,
noysBaM, >KWIbIM MOMELLEHUAM, 3KCryaTtaumm  MpOU3BOLCTBEHHbIX,
O6LLECTBEHHbIX MOMELLEHWI, OpraHu3aumMn 1 MNpPoBeLEHWNIO CaHWUTapHO-
NPOTUBO3NUAEMUYECKMX (MPONNAKTUHECKMX) MEPONPUATIIA

FOCT PUCO 15223-1-2020 N3genuna megmumHckme. CUMBOSIbI, NPUMEHSiEMble MNPV MapK1POBaHNM Ha
MEAVLUMHCKUX — U3L4ennsax, 3TUKeTKaXx W B COMPOBOAUTE/bHON
AOKYyMeHTaumu. Yactb 1. OCHOBHble TpeboBaHWs

MOCT 58144-2018 Bopga amuctunnmpoBaHHasa. TexHUYecKue ycnoBus

TY 38.101254-72 OpTokcunon HedTsHo (¢ V3meHeHuamn 1-7)

FOCT 9805-84 CnupT 130NPONUIOBLINA. TEXHUYECKNE YCNOBUSA

FOCTP 55878-2013 CnupT  3TUNOBbIA  TEXHWYECKUA  TUAPONMMU3HBIA  PEKTUPMKOBAHHBIA.
TexHMYecKune ycnosus

Mprka3 Nel79H Mprka3z MuHKUCTepCTBa 3apaBooXpaHeHns Poccuiickoin degepaumm O

MpaBunax NpoBeAeHNs NaTonoro-aHaTOMUYECKUX UCCNeaoBaHNiA" oT 24
mapTa 2016 T.

Mpunka3 NedH Mpukaz MuHMcTepcTBa 34paBooXpaHeHns Poccuitckol defepauum oT 6
noHa 2012 r.
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