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MpeaucnoBue

Lienu v npyHumnbl ctaHgapTrsaLuum B Poccuiickon ®eaepavumm yctaHoBneHbl PenepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TeXHUYECKOM PerynnpoBaHnmny», a NpaBuna NPUMEHEHNA HaLMOHANbHbIX
ctanaaptoB Poccuiickon ®enepauym — FOCT P 1.0—2004 «CraHpgapTtusauma B Poccuiickorn ®epepaumn.
OcHOBHbIE MNONOXEHNA»

CeeaeHus 0 cTaHaapTe

1 PASPABOTAH denepanbHbiM rocyiapCTBEHHBIM yupexxaeHneM «Bcepoccninckuii Hay4Ho-uccneno-
BaTENbCKMI M UCTILITATENbHbIN MHCTUTYT MEAULIMHCKON TEXHUKNY» (PTY «BHUWMUMT »)

2 BHECEH TexHuueckuM KOMUTETOM Mo cTaHAapTusaumm TK 422 «OueHka 6Monorny4eckoro aencTemns
MeAUNLMHCKMX n3aenmm»

3 YTBEPXIEH U BBEAEH B AENCTBWE MMpukasom denepanbHOro areHTCTBa No TEXHUYECKOMY
perynmpoBaHuio u MeTposnormm ot 26 oktabpsa 2007 r. Ne 281-ct

4 BBEJEH BINEPBLIE

Unghopmayusi 06 usMeHeHUsIX K HacmosiweMy cmaHoapmy nybrnukyemcsi 8 exe2o0HoO uzdasaeMoMm
UHGbopMayUOHHOM yKa3amersie «HauyuoHasnbHble cmaHAapmbi», @ MeKCcm U3MEeHeHUl U nonpasok — 6 exemMe-
CS1YHO U30asaeMbiX UHGhOpMaUUOHHbIX yKa3amerisix « HayuoHanbHbie cmaHO0apmbi» . B ciiyyae nepecmompa
(3aMeHbl) unu ommMeHbl HacmMosiwe20 cmaHdapma coomeemcmeayloujee yeedomieHue 6ydem onybnukoeaHo
8 eXeMecsHHO u30asaeMoM UHhopMayUoOHHOM ykaszamene « HayuoHanbHbie cmaHdapmel». Coomeemcmey-
rowjast uHghopMayusi, yeeOoMIeHUe U MEeKCMbl pa3Mewalommcesi makxe 6 UHghopMayuoHHoU cucmeme obuwe2o
nosnb308aHust — Ha oghuyuansHoM calime ®edepanbHO20 a2eHMCMea Mo MEeXHUYECKOMY pe2yfiupo8aHuio u
memposoeuu 8 cemu ViHmepHem

© CranpapTtnHdgopm, 2007

Hacroawmii ctaHaapT He MOXET GbiTb MOMHOCTBLIO MW YaCTUHHO BOCNPOMU3BEAEH, TMPaXNMPOBaH U pac-
NPOCTPaHeH B KauecTBe OhnLManbHOTO usaaHna 6es paspeleHns deaepanbHOro areHTCTBa No TEXHUYECKo-
MY PErYNMPOBAHMIO U METPOMOTMU



FOCT P 52770—2007

CoaepxaHue

1 O6NAacTb NPUMEHEHNA M PACTIPOCTPAHEHNS . . . . . o o v oo v e e e e e e e e e e e e s 1
2 HOPMATUMBHDBIE COBIMTKM . . . o v v v v v vt e e e e e e e e e e e e e et e e e 1
3 TEePMUHBIMONPEAEMEHUS . . . . . . o i it i e e e e et e e et e e 2
4 OBWME MOMOMKEHMS . . . . o o ot vt et e e e e e 2
5 TpeboBaHWA K CAHUTAPHO-XMMNYECKUM M TOKCUKONOTMYECKUM UCTIBITAHUAM . . . . . . . . . . . . . o o 3

5.1 CaHMTAPHO-XUMMYECKME NCTIBITAHMS . . . . o o v o i v vt it e et e e e e e e e e e 3

5.2 TOKCUKOMOMMHECKME UCTIBITAHMS . . . . . . o v o o v et e e e e e e e e e et e e e e e e e 6
6 OdopmneHne pe3ynbTaTOB UCTIBITAHUMI . . . . . . v v v v vt e it e e e e e e e e e 10
7 O603Ha4eHne COOTBETCTBMSA HACTORALLUEMY CTAHABPTY . « « & . o v o v v v e e e e e e e s 10
MpunoxeHve A (06s3aTenbHOE) YCNOBUSA MPUMOTOBREHUS BLITSIKEK. . . . . . . . o v v v oo 11
MpunoxeHne B (obssatenbHoe) MeToanka NPUrOTOBNEHNS BLITSKKM C UCMONb3OBAHNMEM CTeHaa . . . . . 17

Bubnuorpadma. . . . . ..., 18



rOCT P 52770—2007

HAUWOHANbHBIN CTAHQAPT POCCUNMCKOHW OSGEREPALMUMU

U3nENnAa MEAULIMHCKUE

Tpe6oBaHna 6esonacHoCTM.
MeTOAbI CaHMTAPHO-XUMUNYECKUX U TOKCUKONOrN4eCKUXx UCNbITaHUMN

Medical products. Safety requirements.
Methods of sanitation-chemical and toxicological tests

NaraBBegeHuna — 2008—07—01

1 O6nacTb NPUMEHEHUA U pacnpPoCTPaHEeHUsA

HacToswumii cTaHaapT pacnpocTPaHAeTCa Ha MeANUMHCKUE N3AENUa N YCTaHaBNUBaeT OGLLMI NOPAAOK
NPOBEAEHUS CAHNTAPHO-XMMUYECKNX U TOKCMKOMOTMYECKNX UCTILITaHNI € Lerbio obecneyeHmns 6e3onacHocTH
VX NPUMEHEHNS.

2 HopmatuBHbIe CCbhINKKn

B HacTosileM cTaHaapTe UCNONb30BaHbl HOPMATMBHBIE CCbINKU HA crneayiolme HaLMOoHanNbHbIe CTaH-
fDapThbl:

FOCT P NCO 10993-1—99 OueHka 1 nccnenoBaHus

FOCT P NCO 10993-4—99 WccnepoBaHwe nspenuii, B3anMoaenCTBYIOWMX C KPOBbLIO

FOCT P UCO 10993-5—99 KccnenoBaHne Ha LMTOTOKCUYHOCTb: METOAbI «in Vitro»

FOCT P UCO 10993-6—99 lMccneaoBaHne MECTHOroO AeNCTBUS MOCAE UMNNAHTALMN

FOCT P NCO 10993-7—99 OcTaTouHOE KONNYECTBO OKMCH TUINEHA NOCNe CTEPUNN3aLmm

FOCT P NCO 10993-9—99 OCHOBHbIE NPUHLUMMBI MAEHTUMNKALMM U KONUHECTBEHHOTO onpeaene-
HWSA NOTEHUManNbHbIX NPOAYKTOB AECTPYKLMU

rOCT P UCO 10993-10—99 MccnenoBaHue pasapaxaioLero u ceHCMbnnmanpyowero AeMcTens

rOCT P NCO 10993-11—99 NcenenoBaHne o6LLETOKCMYECKOTO AENCTBISA

FOCT P UCO 10993-12—99 NpuroToenexune npob n ctaHaapTHble 06pasLbl

FOCT P NCO 10993-13—99 MaeHTUdpMKaLMA 1 KONUYeCTBEHHOE OnpeaeneHne NPOAYKTOB AECTPYK-
LK1 NONUMEPHbIX MeAULMHCKNX U3aenuin

FOCT P NCO 10993-14—2001 NaeHTnDMKaLMS 1 KONMYECTBEHHOE OnpefeneHne NPoayKTOB AECT-
PYKLMM KEPaMUKM

FOCT P NCO 10993-15—2001 UaeHTnbKKaLma n KoNMYECTBEHHOE onpefeneHne NPOAYKTOB AecT-
PYKUWX METANNOB N CNNaBoB

FOCT P UCO 10993-16—99 MopenupoBaHne 1 nccneqoBaHMe TOKCUKOKMHETMKM NPOAYKTOB AEeC-
TPYKLMM 1 BbIMbIBaHUS

FOCT P UCO 14971—99 TMpvMeHeHne aHann3a pucka K MeAMLMHCKUM N3nennam

FOCT P 50855—96 KoHTelrHepbl ANSA KPOBU U ee KOMMNOHEHTOB. TpeboBaHna xummuyeckomn n Guonoru-
Yeckon 6e30NacHOCTV U MeTOAb! UCTIbITAHNIA

FOCT P 51148—98 TpebosaHus k obpa3uam 1 OOKyMeHTaLumW, NPpeacTaBnNAeMbiM Ha TOKCUKONOTu-
yeckme, CAaHUTapPHO-XMMMYECKUE UCNbITAHWS, UCTbITaHNS Ha CTEPUNBHOCTL M MMPOFEHHOCTb

FOCT P 51830—2001 OueHka GMONOrM4eCcKoro AencTBUA MEANLIMHCKUX CTOMATONOMMYECKMX maTe-
pManoB v n3genun

FOCT 25375—82 Mertopabl, CpeiCcTBa Y PeXUMbI CTEPUNU3ALINMN N Ae3NHDEKLIMN N3AENNIA MEANLIMHCKO-
ro HasHayeHus. TepMuUHbI M oNpeaeneHns

U3pnaHue odmumansHoe
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M p 1 meyaHu e — MNpyu NONbL30BaHMU HACTOALWWUM CTaHAAPTOM LienecoobpasHo NposepuTb ASNCTBUE CChINOY-
HbIX CTaHAApPTOB B MHPOPMALMOHHO cucTeMe o6Luero nonb3oBaHMA — Ha oULManbLHOM CaiTe HaUMOHanNbLHOro opraHa
Poccuiickoin depepauumn no cTaHAapTU3aLUK B ceTh HTepHET nnmn No exeroaHo usgaBaeMomMy UHOPpMaLMOHHOMY yKa-
3aTenio «HaumuoHanbHble cTaHaapTbI», KOTOPLI ONyGNMKoBaH NO COCTOAHMIO Ha 1 AHBapA TekyLwero roaa, U no CooTBeT-
CTBYIOLLMM eXeMeCSYHO n3faBaeMbIM UHOPMaLIMOHHBIM yKasaTenaMm, ony6nuKoBaHHLIM B Tekywwem roay. Ecnu cebinoy-
HbI CTaHAAPT 3aMeHeH (M3MeHeH), TO MPY NONb30BaHUW HACTOALMM CTaHAAPTOM CneAyeT pyKOBOACTBOBaTHLCA 3aMeHsII0-
WM (M3MEHEHHBbIM) cTaHaapToM. Ecnn ccbinoyHblit cTaHaapT oTMeHeH 6e3 3amMeHbl, TO NONOXEeHNe, B KOTOPOM aHa
CCblInKa Ha Hero, NPUHUMAETCS B YaCTW, He 3aTparuBaloLLEei 3Ty CChINKY.

3 TepmuHbI U onpeaeneHus

B HacrosileM craHpapte npumeHeHbl Tepmmubl no FTOCT P UCO 10993-1, TOCT P 50855,
rOCT P 51148, TOCT P 51830, FOCT P UCO 14971, a Take cneayiowime TEPMUHbI C COOTBETCTBYIOLLIMMU
onpeneneHnaMu:

3.1 meanumnckoe usgenme: Jiobon npubop, annapar, yCTPOMCTBO, NpucnocobneHue, marepuan,
WCNONb3yeMoe U30NMPOBAHHO UMW B KOMBMHALMM (C NeKapcTBEHHbLIMU CpeacTBamMm, NporpaMMHbIM oGecneve-
HWEM U T. A1.), KOHTAKTUPYIOLLEE HENOCPEACTBEHHO UM ONOCPEA0BAHHO C OPraHN3MOM YENoBEKa, KOTOPOE He
ABnaeTcs ) apMakonormieckmm, UMMyHONOrMYECKUM NN MeTabonnyeckum cpeacTBOM, HO MOXKET ObITb Tako-
BbIMW JONOMHEHO, U NpeAHa3Ha4YeHHOe ANA CeayloLwwmX Lenen:

- AWarHoCTUKW, NPOUNakTUKN, NeYeHnA Unn obnerdyeHns 6onesHu;

- KOMMeHCcaLumn U 3aMeHbl NOBPEXAEHHBIX OPraHoB, NX PYHKUMN N HU3NYeckmx He[OCTaTKOB;

- nccnenoBaHns (U3nonormMYeckMx NPoLLeCccoB OpPraHn3ma;

- KOHTpauenuumuT. Aa.

3.2 caHMTapHO-XMMMYECKHE UCNbITaHNA: VICNbITaHWUA, NPOBOANMBIE C LIENbIo OnpeaeneHns cymmap-
HOFO KONMMYECTBA PasnnYHbIX XMMUYECKNX COeANHEHWIN, MUTPUPYIOLLNX B BLITSXKKY U3 MEAULIMHCKUX U3AENWIA N
MaTepuanoB UCKYCCTBEHHOTO U €CTECTBEHHOTO NPOUCXOXAEHWA, C NOMOLLbLIO MHTErPanbHbIX NoKa3aTenen, a
TaKke MHAMBUAYANbHbIX MOTEHUMNANbHO ONACHLIX COeANHEHNUM (COCTAaBNAIOLLNX NONMMMEPHbLIX KOMMO3ULMIA,
TEXHONOrNYECcKUX byHKUMOHaNbHLIX A06aBOK, CPeACTB NPeACTEePUNU3ALMOHHON OUYUCTKN, Ae3nHbULUMPYIO-
LMX U CTEPUMMUBYIOLLNX areHTOB, NPUMECEN B Cbipbe, KOMMOHEHTOB CNNABOB, CTEKMNA, KEPaMUKM U T. A.).

3.3 Tokcukonornveckue ucnbiTaHuA: cnbiTaHns, NPOBOANMBIE C LeNbIO BbIABMEHWA NOTEHLMNANBHO
0OMNacHOro BO3AeMCTBUS MEOULIMHCKNX U3AENUM Ha OPraHnaM, BkNioYaiowme B ceba oLeHKy reMonuTMYeckom
aKTMBHOCTM, LIMTOTOKCMHYECKOTO, pa3apaxaloLLero, CEHCMbnnManpylowero, o6LLeToKCUHECKOro, MyTareHHOro
1 opyrmx 3 heKToB.

4 O6wue nonoxeHus

4.1 OueHka 6e30MacHOCTV MeAMLIMHCKMX M3AENUIA BKNIOYaET B C€65 CaHUTaPHO-XMMNYECKNE U TOKCUKO-
nornyeckme UCNbITaHKs, a Takke UCMLITAHUA Ha CTEPUINbHOCTL M MUPOreHHOCTb ANA COOTBETCTBYIOLLEN FPYNIbl
n3genun.

4.2 Mporpammy CaHUTapPHO-XMMUYECKNX Y TOKCMKONOMMYECKMX UCMbITaHWI pa3pabaTbiBaloT M OKYMEH-
TanbHO 0hOPMNAIOT CNELMANUCTLI, UMELoLLME ONbIT paboThbl B 06nacT OLeHKN 6e30NacHOCTU MEAVLIMHCKUX
naaenuvin. Nporpammy COCTaBNAIOT C y4€TOM HazHa4YeHNA N3aenus, CTENEHN KOHTaKTa €ro C OPraHM3MOoM, Nono-
XMTENbHbIX N OTPULLATENBHLIX CBONCTB MaTepuanos, U3 KOTOPbIX OHO U3rOTOBMEHO, COBPEMEHHBIX METOAOB
nccneaoBaHnsa, a Takke HpopMaLIMm M3 NUTEPaTYPHbIX UCTOYHMKOB O NPUMEHSIEMbIX MaTepuanax, ux peuen-
TYPHOM cocTaBe, cnocobax NpeacTepunnaaLnoHHON OYUCTKN, AEe3NMHEKLNN 1 CTepUNN3aLmnu.

4.3 Mporpamma MCrbITaHUI MeQULMHCKMX M3Aenuii AOMKHa COOTBETCTBOBATL TPeOOBaHNAM HaCTOS-
wero craHgapta, NOCT P WUCO 10993-1, TOCT P MUCO 10993-4 —IOCT P WNCO 10993-7,
FOCT P UNCO 10993-9 — TOCT P CO 10993-16, a Takxe HOPMaTUBHbIX JOKYMEHTOB U3rOTOBUTENS HA KOH-
KpeTHble n3aenus.

4.4 CaHMTapHO-XMMNYECKUM MU TOKCUMKOMOTM4ECKMM UCMNbITaHMAM noaBepraT 06pasibl MeAUNLIMHCKUX
n3genvi, npoluealine COOTBETCTBYHIOLLYIO CaHUTAPHYI0 06paboTKy (ae3nHgeKUMIo, NPEeacTEPUNN3aLNOHHYIO
O4MCTKY W CTEpUnU3aumio), ecnu TakoBas npeaycMOTpeHa, W MpeacTaBneHHble B COOTBETCTBUM C
FOCT P 51148.

4.5 MeanumHckme n3nenus 0gHOKPaTHOro NPUMEHEHWS, BbiNyckaeMble B CTEpUNbHOM BMAE, NoaBepra-
I0TCA MCMbITAHUAM Ha CTEPUINBHOCTL B cooTBeTCTBUM ¢ FTOCT 25375 1 [1].

4.6 MeauumHckne n3genus, KOHTaKTUpYoLLMeE C CUCTEMON KpOBOOOpaLLIEHWS, KPOBbLIO U €€ NpenapaTta-
MW, a TakKe BellleCTBaMM AN BHYTPMCOCYANCTOro BBEAEHWA NOANEXAT UCMbITAHWSIM HA MUPOTEHHOCTb B COOT-
BetcTBun ¢ FOCT P 50855.

2
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5 TpGGOBaHMﬂ K CAHUTAPHO-XUMUYECKUM U TOKCUKONMOrM4eCKUM UCNbITaHUAM

5.1 CaHuTapHO-XxMMHYECKMEe UCMbITaHUA

5.1.1 MpurotoBneHue BbITAXEK U3 U3genuin

Bce paboTbi N0 NpUroTOBNEHWIO BBITSXKEK U3 M3AeNUii BLINONHAKT ¢ cobnoaeHneM TpeboBaHnin acenTu-
KW. BbITSXKKM rOTOBAT B COOTBETCTBUM C YCNOBUAMY MOZENMPOBaHUA, NpUBeAEHHbIMW B MpUNoxeHnsax An b.

B creknsHHbIN cocyn ¢ NpUTEPTON NPOGKON, 3aN0oNHEHHbIN MOAENbHOM cpeao Heo6xoanMon TeMnepa-
TYpbl, TOMELLAIOT n3yyaemoe u3genmve Tak, 4Tobbl ero NOBepPXHOCTb CO BCEX CTOPOH OMbIBanach XMAKOCTbIO.
B kayecTBE KOHTPONBLHOIO PacTBOPAa UCNONb3YIOT COOTBETCTBYIOLWLYIO MOAENLHYIO Cpeay, MOMELLEHHYIO B aHa-
NOMMYHBIN COCyA, KOTOPbIN BLIAEPXKMBAIOT B TEX Xe ycnosusXx. Mocne oxnaxaeHns 4O KOMHaTHON TeMnepary-
Pbl BbITAXKKM U KOHTPOMbHLIA PaCcTBOP WCNONL3YIOT ANA CAHUTAPHO-XMMNYECKUX U TOKCMKONOMMUYECKUX
MCNbITaHUN.

5.1.2 CaHuTapHO-XMMHMYECKHNe noKasaTenmn

3Ha4eHUA CAHUTAPHO-XMMMYECKNX NOKa3aTenen A0MXHLI COOTBETCTBOBATbL NpMBeAeHHbLIM BTabnuue 1.

Tab6nunya 1— HanmeHoBaHUA U AONYCTUMBIE 3HAYEHUA CAHUTAPHO-XUMUYECKUX NoKasaTenei aAns MeLMHCKUX U3-
Aenvi ¢ y4eToM NpUpoasLl MaTepuana

HaumeHoBaHm1e rpynnbi y Donyctumoe
- KOHTponupyembiii nokasaTens MeToa UCMbITaHus
nokasarteneun 3HavYeHue
1 O6wue nokasatenu Ans
nu3nenuin M3 NONUMEPHbIX Ma-
Tepuanos BoccraHoBUTENbHBIE  NpU-
mecn, mn 0,02H pactBopa
Na,S,03 1,00 Mo FOCT P 50855
N3meHeHne 3HaqeHus pH +1,00 To xe
YnoTpacduonetosoe norno-
weHne, ea. O.MN. B ananasoHe
ANUH BOSH, HM:
oT 220 po 360 Bkntou. 0,300 »
» 230 » 360 » 0,200" »
» 250 » 320 » 0,100% »
KoHueHTpauna meTannos,
Mr/n:
- Gapuit 0,100% Mo rOCT P CO 10993-9, [2]
- Meab 1,000 To xe
- CBUHeL, 0,030 »
- ONoBO 1,00 »
- XpoM 0,100 »
- KagMuin 0,001 »
- )Xeneso 0,300 »
- LMHK 1,000 »
2 [ononHutenbHble MoKa- KoHueHTpauua aHanMsupye-
3aTenn ANA M3Aenuili U3 pas- | MOro CoeanHeHUs, Mr/n: Mo [2]
NUYHBIX MONUMEPHBLIX MaTe-
puanos:
- MONM3TUNEH, NONUNPOMNK-
NeH W apyrue martepuansl Ha
OCHOBe nonvoneduHoB - popmanbaerna 0,100 Mo [3]—{5]
- aueTanbaerua 0,200 Mo [6]
- aueToH 0,100 Mo FOCT P NCO 10993-13, [7]
- CAUPTBI:
METMUNOBbLIN 0,200 To xe
NponuUNoBbLI 0,100 Mo MOCT P UCO 10993-13
M30MpOonMUNoBLIN 0,100 To xe
- MONMCTUpPON M CONOnuU-
Mepbl Ha OCHOBE CcTUpona - cTMpon 0,010 Mo MOCT P UCO 10993-13, [8]
- METUINOBGLIN CNNPT 0,200 Mo MOCT P UCO 10993-13, [7]
- chopmanbaerva 0,100 Mo [3]—5]
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HaumeHosaHue rpynnsi 3 NonycTumoe
HokaaaTeneil KoHTponupyemelil nokasaTerns aHaueHue MeToa ucnbiTaHus
- NONUBUHUNXNOPUA BUHMNXNOpUA 0,010 Mo MOCT P NCO 10993-13
aueTanbaerng 0,200 Mo [6]
aueToH 0,100 Mo FOCT P NCO 10993-13, [7]
- CNNpPTHL:
METUNOBbI 0,200 Mo MOCT P UCO 10993-13, [7]
nponmnoBbIi 0,100 Mo rOCT P MCO 10993-13
M30NpPONMNOBLIN 0,100 To xe
AvoKTUNTanaT 2,000 »
10 mMr/100 mn" Mo MOCT P 50855
- MONUOPraHOCKIOKCaH (cu-
NKOH) - chopmansaerua 0,100 Mo [3]—[5]
- aueTtanbaerna 0,200 Mo [6]
- theHon 0,050 Mo FOCT P CO 10993-13
- METUNOBBIV CNUPT 0,200 Mo MOCT P NCO 10993-13, [7]
- nonuakpunaTbl - MeTunakpunar 0,020 Mo [9]
- MeTUnNMeTakpunat 0,250 Mo MOCT P NCO 10993-13, [9]
- 6yTunakpunar 0,010 Mo MOCT P NCO 10993-13
- aKpUNoOHUTPUN 0,020 To xe
- nonMamugpl:
KanpoH (nonuamug 6, nonu-
kanpoamva) - gKanponakram 0,500 »
- 6eH3on 0,010 »
- theHon 0,050 »
HelnoH (monvamug 66, no-
nurekcameTuneHagunamma) - rekcameTuneHanaMmnH 0,010 Mo [10]
- METUNOBbIN CNMPT 0,200 Mo FOCT P NCO 10993-13, [7]
nonuakpunamug - akpunamma 0,010 Mo FOCT P UCO 10993-13
- nonnypeTaH.l - 3TUNEHNUKONb 1,000 Mo [11]
- aueTanbaerng 0,200 Mo [6]
- bopmanbaerma, 0,100 Mo [3]—5]
- aueToH 0,100 Mo MOCT P UCO 10993-13, [7]
- CNPTBI:
MeTWIIOBbIiA 0,200 Mo FOCT P NCO 10993-13, [7]
NponNUnoBbIN 0,100 Mo FOCT P NCO 10993-13
M30NpPONUIOBLIA 0,100 To xe
- nonukapGoHat - tbeHoON 0,050 »
- AudbeHunonnponax 0,010 Mo [12]
- dpToponnact (dTopo-
nnact-3, ¢roponnact-4, Ted-
NOH) - dhopmanbaervg 0,100 Mo [3]—{5]
- 3MOKCUAHBbIE CMONbI - ANUXNOPTUAPUH 0,100 Mo FOCT P UCO 10993-13
- AMChEeHUMNoNNponaH 0,010 Mo [12]
- chopmanbaerma 0,100 Mo [3]—1{5]
- cheHoN 0,050 Mo FOCT P UCO 10993-13
- Luennionosa - hopmanbaervp 0,100 Mo [3]—1{5]
- aTUnaueTaTt 0,100 Mo [13]
- aueToH 0,100 Mo FOCT P NCO 10993-13, [7]
- 6uonoruyeckue TKaHW - (hopmanbgema 0,100 Mo [3]—1{5]
- aueTtanbaerma 0,200 Mo [6]
- aleToH 0,100 Mo MOCT P UCO 10993-13, [7]
- CNUpTBI:
METUNOBbLIN 0,200 To xe
NponNunoBbLI 0,100 Mo FOCT P NCO 10993-13
M30NponNUNoBbIN 0,100 To xe
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HaumeHosaHue rpynnei . Donyctumoe
HoKasaTeneit KoHTponupyemelii nokasaTernb aHAYEHUE MeTog uUcnbITaHns
- PE3uHbI, NaTeKChbI Mo [14]
- LMHK 1,000 Mo rOCT P NCO 10993-13, [15]
- aKpPUNOHMTPUN 0,050 Mo FOCT P UCO 10993-13
- arnpgon-2 (2,2-meTuneH-
6uc(4-meTnn-6-tTpeT-6yTnn-the-
Hon) 2,000 To xe
- arngon-40 (2,4,6-Tpnc-
-(3,5-an-TpeT-6yTnn-4-okcu-6eH-
31n)-Me3nTUneH 1,000 Mo [14]
- nsonpeH 0,01 Mo [14]
- Tuypam [] (TeTpameTUnTUy- 0,05
pamancynshua) 0,52 Mo FOCT P NCO 10993-13
0,6
- Typam E (teTpastuntny- 0,05
pamaucynbdua) 0,5 Mo [14]
- Typam 3¢ (anatunaunde-
HUNTUYpamancynbma) 1,00 Mo FOCT P NCO 10993-13
- ummMar (aMmeTunauTuoKap- 0,05%
GamaT LHKa) 0,6% Mo [14]
- 3TUNLUMMAT (AUSTUNAUTUO- 0,05
kapBamaT LMHKa) 0,5 Mo FOCT P UCO 10993-13
- AnbeHnnryaHnanH 0,15
0,5% To xe
-anbTakc (2,2-gnbeHstna-
sonaucynbhua) 04 »
- KanTakc (2-mepkantobeHs-
Trason) 04 »
- cynbteramua L, (umkno-
rekcun-2-6eH3Tnasoncynbgen- 04 »
amug)
-HeosoH [1 (HadTam-2,-
B-theHunHacbTMNAMUH) 0,2 »
3 O?Luwﬁ nokasaTens Ans N3meHeHne 3HaueHns pH +1,00 Mo FOCT P 50855
u3genvii U3 MeTannoe, cnna-
BOB, CTekna, kepamuku
4 [ononHutenbHble MOKa- KoHueHTpaums, mr/n: Mo FOCT P NCO 10993-9
3aTenuv AnNs u3penvin us Metan-
NOB 1 CNNaBoB - XpoMm 0,100 Mo [2], [15]—(17]
- HUKENb 0,100 To xe
- mMeab 1,000 »
- LIUHK 1,000 »
- MonubaeH 0,250 »
- ko6anbT 0,100 »
- TUTaH 0,100 »
- anOMUHWN 0,500 »
- MapraHeL, 0,100 »
- BaHaauN 0,100 »
- BONbgpam 0,050 »
- Xeneso 0,300 »
5 [dononHuTtenbHble noka- KoHueHTpaums, mr/n: Mo MOCT P UCO 10993-9
3aTenu AnA usgenui u3 ctekna
1 KepaMuKm - MbILLIbSK 0,050 Mo [2], [15] —[17]
- CBUHeL, 0,030 To xe
- KagMui 0,001 »
- cepebpo 0,050 »
- onoso 2,000 »
- pTYTb 0,005 »
- 6op 0,500 »
- anoMUHUIR 0,500 »




rocCT P 52770—2007

OxoHyaHue mabnuus! 1

HaumeHoBaHuWe rpynnbl . Oonyctumoe
hokasaTeneii KoHTponupyemelii nokasatesnb aHaveHme MeTog ucneiTaHus
5 [OononHuTenbHble noka- KoHueHTpauus, mr/n:
3aTenu Ansa uaaenuii ns ctekna
W KepaMUKK - LIMHK 1,000 Mo [2], [15]{17]
- TUTaH 0,100 To xe
- XpoMm 0,100 »
- Meab 1,000 »
- MapraHeL, 0,100 »
- CBUHeL, 0,030 »
- KaaMun 0,001 »
- kobanbT 0,100 »
6 Crepunusytowme areHTsl - OKWCb 3TUNeHa 2,0q) Mo MOCT P UCO 10993-7, 13
5,00
- chopmanbaerna 0,100 Mo [3]—5]
7 PactBoputenu Ans ckne-
MBaHUA AeTane U y3noB W3-
Aenui - LMKNOreKCaHoH 2,50 Mo FOCT P NCO 10993-13
- TeTparnapodypaH 20,00 To xe
- aueToH 0,100 Mo FOCT P NCO 10993-13, [7]

") B cnydae KOHTEHEPOB ANA KPOBY 1 € KOMMOHEHTOB.
2 NNA yCTPONCTB KOMMNEKTHBIX 3KCHY3NOHHBIX, MHDY3NOHHBIX U TPAHCCDY3VNOHHBIX OAHOKPATHOMO NPUMEHEHNS!.
) [INA N3AENNI, KOHTaKTUPYIOLLMX C KPOBLIO.
Ons yKynopo4HbiX MpoBoK U YCTPOWCTB KOMMIEKTHBIX 3KC(Y3UOHHBIX, MHEY3NOHHBIX U TPaHCHY3UOHHBIX
OHOKPaTHOro NPUMEHEHUs.
% NN U3nenuil, KOHTAKTUPYIOLLNX C KOXEiA.
Onsa ocTanbHbIX N3genuii.
" [NA WNpULIEB MHBEKLIMOHHBIX OHOKPATHOTO NMPUMEHEHMS.

MpumevyaHuns

1 Ecnm ans maTepuanoB v usgenuini ¢ GuonorMyeckn akTueHbiMu Ao6askamu (nekapcTBeHHblEe npenaparthl,
aHTUCeNTUKM K Ap.) nokasaTenn u3MeHeHust 3HaveHus pH, copepxaHue BOCCTAHOBUTENbLHBIX MpUMECEN, 3HaYeHne
ONTUYECKOW NNOTHOCTU NPEBLILLAKT AONYCTUMbIE, TO UX COOTBETCTBUE TpeboBaHuam Ge3onacHOCTU NpMHUMaeTcs No
pesynbTatam TOKCUKONOrMYEeCKNX NCMbITaHNNA.

2 [HonyckaeTca UCMONb3OBaHWE APYrMX METOAUK OonpeaeneHns UHAUBUAYANbHBLIX XUMUYECKUX COeAUHEHUI C
MUHMManNbHOM onNpeaensaeMoi KOHUEHTpauuen, He npeBbilLaloLen A0NYCTUMBIX 3HAaYEHUN.

3 Ans meanuMHCKUX uspenuii, 0COGEHHOCTU UCMBITaHWUI KOTOPLIX HAa COOTBETCTBUE TpeboBaHuam 6esonacHoCcTn
npuBEeAEHbI B COOTBETCTBYIOLLMX HOPMATUBHBIX AOKYMEHTaX (TEXHUYECKUX YCNOBUAX, hapMakonenHbIX CTaTbsx, CTaH-
AapTax Ha MHAMBMAYarnbHble 3AENUA UNW rPYNMbl U3AENUIA) N He OroBOpeHbI B Tabnuue 1, ucnoitaHns Heobxoaumo
npoBOaUTL C y4eTOM TpeboBaHUA, N3NOXKEHHBIX B 3TUX AOKYMEHTaX.

5.2 ToxcuKonorumyeckume ucnbiTaHUA
TOKCUKONOrMYECKMe NoKa3aTeNM OLLEHKM MEAULMHCKUX N3aennii NpyBeaeHsl B Tabnuue 2.



Tabnuua 2 — ToKCUKONOMMYECKME MOKa3aTENN OLEHKW U3AENWii U MaTepuanos MEeAULIMHCKOrO HasHauyeHus

Bupa koHTakTa

HaumeHoBaHWe MeauLuHCKoro uspenus

MpOAONKUTENLHOCTL KOHTaKTa
C OpraHu3mMom

TOKCUKONOMMYECKUIA NoKasaTenb
OLIEHKN MEMLIMHCKOTO u3nenus

MeToa ucnuiTaHui

C HenoBpexpaeH-
HOW KOXen

JaTunku 1 sanekTpoabl annapaTos 1 npu-
60poB, BHELLHWE N KOCMETUYECKNE NPoTesbl,
CMOTPOBbIE U XUpYprudeckme nepyaTku, npe-
3epBaTMBbl, XEHCKUE TUrMeHnYeckne Mpok-
nagkv, nossAskw, GUHTLI, NnacTeipy (hukeun-
pyloLUME M KOMMPECCUOHHbIE), GonbHUYHOE
6enbe, ogexaa ANA MeAMLMHCKOro nepco-
Hana, NMH3bI M oNpaBbl ANSA O4KOB, CNYXOBble
annaparTbl, KpMonakeTbl, rpenk1 1 ap.

KpaTkoBpeMeHHbIA (Me-
Hee 24 v.)

LiutoTokcuueckoe, pasa-
paxatollee aencTemne

OnuTenbHbiv (0T 24 4 oo
30 cyT)

LiuToTokcuueckoe, pasa-
paxatowee, ceHcubunusmn-
pyloLliee pencrtene

MocTosHHbI (Gonee
30 cyT)

LiuToTokcudyeckoe, pasa-
paxatowee, ceHcUbunNnaun-
pyloLlee pencTene

Mo MOCT P NCO 10993-1,
FOCT P UCO 10993-5,
FOCT P UCO 10993-10, [18]

C HenospexaeH-
Hol cnuaucToi o6o-
NOuKON

KOHTaKTHble NWH3bI, CTOMaTOoNorn4eckme
mMaTepuansl U usgenus (nNoMGUPOBOYHbIE,
6asncHble, cnenoYHble MaTepuansl, 3y6Hble
npoTesbl), kKaTeTepbl, 30HAbI, ByUM (3HAOTpa-
XeanbHble, yponornyeckne, NHTpaearmHans-
Hble, racTpPoO3HTeponornieckne u ap.), Aeta-
NN 3HAOCKONOB, MEAULIMHCKNE MHCTPYMEHTDI,
AeTanun KNCNOpOAHO-AbIXaTeNbHON N HAapKO3-
HO-AbIXaTenbHOW annapaTtypbl, AaTyYnkn U
3NeKTPoAbl pasnuyHbIX annapaTtos, npubo-
pPOB, MOHMTOPOB, >XEHCKWe rUrMeHnyeckne
TaMMoHbl, COCKM AETCKWE MOMOYHble M Myc-
ThILKK W Ap.

KpaTkoBpemMeHHbIN (Me-
Hee 24 v)

LiuToTokcuyeckoe, pas-
ApaxaroLlee, ceHenbnnusmn-
pyloLlee pencTene

AnuTenbHbI (0T 24 4 A0
30 cyT)

LiuToTokcudeckoe, pas-
Apaxarolee, ceHcubunuau-
pywollee pencTeue, octpas
unu cybxpoHundeckaa TOK-
CUYHOCTb

MocTosHHbIN (Gonee
30 cyT)

LiuToTokcuyeckoe, pas-
Apaxarolee, ceHcubunuaun-
pyloulee aeicteue, ocTpas
nnn cybxpoHudeckass TOk-
CUYHOCTb

Mo FOCT P UCO 10993-1,
rOCT P UCO 10993-5,
FOCT P UCO 10993-10, [18]

C noBpexaeHHo
KOXeln U CNM3NCTbIMK
oBonoukamm

Mepess3ouHble MaTepuansl CTepUnbHbIE
ANSA NEYEHNs paH U OXKOros PasnUYHO 3Tn-
onorum, NnepeBsa3oYHbIe MaTepuansl ¢ 6uono-
rMyeckn aKTMBHLIMW BewecTeamu, Guoaerpa-
AVpYIOLLME NepeBA30YHble MaTepuanbl ¢
6uonornyeckn  aKkTUBHLIMKU  BeLeCTBaMK,
XUpyprudeckme U CMOTPOBble nNepyaTku,
XUpYpPrMyeckme MHCTPYMEHTHI U Ap.

KpatkoBpemeHHbIn (Me-
Hee 24 v)

LiutoTokcuueckoe, pas-
Apaxatolee, ceHcubunuan-
pyoulee nencteme

AnutenbHei (0T 24 4 Ao
30 cyT)

LiutoTokcuuyeckoe, pas-
Apaxarollee, ceHcudbunusu-
pyoulee nencTeme

MNocTosHHbIN (Gonee
30 cyT)

LiutoTokcuueckoe, pas-
Apaxarollee, ceHcubunusu-
pyloulee aeincteue, ocTpas
unn cybxpoHuyeckas Tok-
CUYHOCTb, UMMMAHTALUOH-
HbIA TECT UNU pasapaxaio-
wee AencTBME NpU BHYTPU-
KO>XHOM BBeAeHUN

Mo MOCT P NCO 10993-1,
FOCT P UCO 10993-4,
FOCT P UCO 10993-5,
rOCT P UCO 10993-10,
FOCT P UCO 10993-11, [18]
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MpodomkeHue mabnuysi 2

Bua KOoHTakTa

HaumeHoBaHWe MeaULMHCKOro usgenusa

MpoaomKUTENEHOCTL KOHTaKTa
C OpraHusmMom

ToKCUKONOrMYECKUi NokasaTenb
OUEeHKU MeguUUHCKOro uagenus

MeToa UcnbiTaHuin

C kpoBbto, npena-
patamMu KpoBu U Be-
WecTBaMu Ans BHYT-
pucocyaucToro Bee-
AeHus

Wnpuubl,  yCTpOCTBa  KOMMNEKTHbIE
3KC(PY3MOHHbIE, WHMY3NOHHBIE, TpaHcdy-
3MOHHbIE; KOHTENHEepbl 1 eMKOCTU ANS KPOBY,
KpoBe3aMeHUTenein N NHMY3NOHHBIX pacTBo-
poB; TPYOKN MEAULIMHCKME; KaHIONW, BHYTpU-
COCYAUCTbIE KaTeTepbl U ANEKTPoAbl; kap-
ANOCTUMYNATOPbI, OKCUreHaTopbl, Ananusa-
TOpbl U MPUHAONEXHOCTU K HUM; remMo- u
MMMYHOCOPGEHTbI 1 Aap.

KpaTkoBpemeHHbIn (Me-
Hee 24 v)

LjutoTokcuyeckoe, pas-
Apaxaiollee, ceHcudbunuan-
pylowee aeicteue; octpas
TOKCUYHOCTb, remMocoBMeC-
TUMOCTb

OnuTenbHbil (0T 24 4 po
30 cyT)

LiuToTokcuueckoe, pas-
Apaxaiollee, ceHcubunnan-
pylowee aeicteue, ocTpas
unnu cybxpoHudeckaa Tok-
CUYHOCTb, reMOCOBMECTU-
MOCTb

MocTosHHbI (Gonee
30 cyT)

LiuToTokcnuueckoe, pas-
Apaxaiollee, ceHcubunuan-
pylollee penctsue, octpas
unu cybxpoHudeckas TOk-
CMYHOCTb, FEeMOCOBMECTU-
MOCTb

Mo FOCT P UCO 10993-1,
FOCT P UCO 109934,
FOCT P UCO 10993-5,
rOCT P UCO 10993-10,
FOCT P UCO 10993-11, [18]

C  BHyTpeHHeit
cpepon u  TKaHAMMK
opraHusma

MMnnaHTUpyeMble usaenus oproneau-
YeCKOro HasHaueHusi (MNacTUHbI ANst 0CTeo-
CUHTE3a, LIMUNBKK, CANLBI, CBA3KW, KOCTHbIE
LUeMeHTbl 1 Ap. npucnocobnexHns); UMMnaH-
TUpyeMble Kapauo- U HEepPBHO-MbLLEYHbIE
CTUMYNATOPbI;  PasnUuHble  UMMNaHTUpye-
Mble AaTUMKN 1 YCTPOMCTBA ANS MOCTOAHHOM
[03UPYEMOro BBEAEHNS NeKapCTBEHHbLIX Be-
LLECTB; 3HAONPOTE3b! (FPYAHON Xenesbl, rop-
TaHW, CyCTaBOB, KNanaHoB cepAaLa, CocyaoB
M T.A4.); cToMaTonorMyeckne WUMMNAHTaTbI;
HeMpOXMpYprieckme N CocyamncTble KNUNCh;
WHTPaOKyNsipHble NUH3bI 1 Ap.

KpaTkoBpemeHHbIh (Me-
Hee 24 )

LintoTokcuueckoe, pas-
Apaxatollee, ceHemdbunman-
pylllee AencTBUe; ocTpas
TOKCUYHOCTb, FeMOCOBMEC-
TUMOCTb

OnuTenbHbIl (0T 24 4 fo
30 cyT)

LiuToTokcuueckoe, pas-
ApaxatoLee, ceHenbnnnam-
pylolee aencTeue, ocTpas
n  cybGxpoHudeckass  TOK-
CUYHOCTb, FEMOCOBMECTU-
MOCTb, MMMNAHTaLWUOHHBINA
TecT

MocTosHHbIN (Donee
30 cyT)

LiuToTokcuueckoe, pas-
Apaxatoulee, ceHemdbunman-
pylolee aencTeue, ocTpas
M cyOXpoHmdeckass  TOK-
CUYHOCTD, remMocoBmecTun-
MOCTb, WMMNAHTaALMOHHBLIN
TecT

Mo FOCT P UCO 10993-1,
FOCT P 1CO 109934,
FOCT P 1CO 109935,
FOCT P 1CO 10993-10,
FOCT P 1CO 10993-11, [18]
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OxoHvaHue mabnuubi 2

Bug koHTakTa

HaumeHoBaHue MeaULIMHCKOro usaenus

MpoacmKUTENBHOCTL KOHTaKTa
C OpraHM3mMom

Tokcukonornyeckuin nokasatens
OLEeHKN MeJULIMHCKOro n3genuna

MeTopa, ucnuiTaHuin

C nekapcTBeH-
HbIMW BeLleCTBaMN

Tapa, ynakoBka W yKynopka nekapcTBeH-
HbIX CPEACTB, hapmavesTuyeckoe o6opyao-
BaHuWe, copoupyroLLMe, UNBLTPYIOLLME U pas-
AENUTENbHbIE MaTepuansl U 3aenus U ap.

KpaTkoBpemeHHbI (Me-
Hee 24 v)

LiuToTokcuueckoe, pas-
ApaxaroLee, ceHcubunnau-
pylollee AelicTeue, ocTpas

TOKCWYHOCTb, FEMOCOBMEC-
TUMOCTb
OnutenbHblid (0T 24 v LinToTokcuueckoe, pas-

Ao 30 cyT)

Apaxatollee, ceHcUbunnsmn-
pylolwiee peicteue, octpas

TOKCMYHOCTb, reMocoBMecC-
TUMOCTb
MocTosiHHbIN (Gonee LiutoTokcuuyeckoe, pas-

30 cyT)

Apaxaiollee, ceHcUbUnn3n-
pyowwee aencTeue, octTpas u
cybxpoHudeckas TOKCUY-
HOCTb, FeMOCOBMECTUMOCTb

Mo FOCT P UCO 10993-1,
FOCT P CO 10993-4,
FOCT P UCO 10993-5,
FOCT P UCO 10993-10,
FOCT P UCO 10993-11, [18]

OnocpenoBaHHbIN
KOHTakT C OpraHus-
MOM

KucnopogHo- M Hapko3HO-AbIxaTenbHas
annapatypa, kopryca WM AeTann MeauuuH-
CKUX MpuBOpoB U annapaTos, KOBE3bl ANd
HOBOPOXAEHHBIX, KUCNOPOAHblE MOAYLIKUA W
nanaTku, Kamepbl Ana runepGapuyeckoi
oKcureHauum u ap.

KpaTkoBpeMeHHbii (me-
Hee 24 )

Pasgpaxaiowiee n ceH-
cubunusunpyiollee aencrene

AnutenbHebild (oT 24 4
o 30 cyT)

LiuToTokcuueckoe, pas-
Apaxaiwluee U ceHcudbunu-
3upyioLliee AencTene

MocTosiHHbIN (Gonee
30 cyT)

LiuToTokcuueckoe, pas-
Apaxaiolee n ceHcubunmn-
3upyioLlee aeincTene, ocTpas
M CcyOXpoHMYeckas TOKCUY-
HOCTb

Mo FOCT P UCO 10993-1,
FOCT P UCO 10993-4,
FOCT P UCO 10993-5,
rOCT P UCO 10993-10,
FOCT P UCO 10993-11, [18]

MpumeyvyaHne— MeToabl uccneposaHuii, NpuBeaeHHble B Tabnuue, pekoMeHAylTC Ans pa3paboTkn MporpaMmbl OLIEHKU MEAULMHCKMX U3Aenuin
onpeaeneHHon kateropun. OaHako cneayeT yuYUTLIBATbL, HTO HE BCE OHW NPUMEHUMBI B KaXA0M KOHKPETHOM crnyuae. [pu oLeHke HeKOTOpbIX n3aenui HeobxoanMbl
AOMONHUTENbHbIE UCCNEAOBaHUs, He yKasaHHble B Tabnuue, Takue, Kak usydeHMe XpPOHMUECKOW TOKCMHYHOCTW, MYTareHHoOro, roHaAoTPOMHOro, KaHLEePOreHHoro,
3MBPMOTOKCUHECKOTO, UMMYHOTOKCUUECKOTO AECTBUA U T. A.
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rOoCT P 52770—2007

6 OdopmneHue pe3ynLTaToOB UCNBLITAHUN

6.1 Mo pes3ynbTaTtamMm ucn bITAHNIN OTEYECTBEHHbIX N 3apy6e>|<H bIX MEOAULIMHCKNX Msp,enmﬁ, npeanonarae-
MbIX ANA rocynapCTBeHHoﬁ perncTpauun, O(bOpMJ'IFllOT TOKCUKONOrn4yeckoe 3aknoveHmne.

6.2 PesynbTaTbl UCMLITAHUIA MEOMLMHCKMX U3AENUI OTEYECTBEHHOTO M 3apybexxHOro NponsBoacTBa,
NPOBOANMBIX C LENbIo cepTndmKaLnm, ohopMnaoT NPOTOKONOM UCMbITaHUI NN naeHTUMKaLNN.

7 O603Ha4YeHUEe COOTBETCTBUS HAaCTOALEMY CTaHAAPTY

Ona 0603Ha4YeHns COOTBETCTBUS TPEGOBaHMI NPOBEAEHUS CAHUTAPHO-XUMUYECKUX N TOKCUKONOrnyec-
KMX UCTbITAHWIA MEOVULIMHCKUX N3NNI HACTOSALLEMY CTaHAAPTY AOMKHA MPUMEHATLCA cneayioLlas opmynu-
poeka: «CootBeTtctBYeT TOCT P 52770—2007».
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MpunoxexHune A
(obasaTenbHoe)

Ycnosua NMPUroToBeHNsA BbITAXEK

Tab6nuuya A.1— Ycnosua NpUroToBNEeHNA BOAHBIX BbITAXEK ANA Pa3nNUUHbIX rpynn u3aenuin u3 NoONUMEepPHLIX MaTepuanos

HaumeHoBaHue
rpynns u3penuin

HaumeHoBaHue nspenus

Yenosue npuroToBneHUA BuITSKKU

SN

MV

NV

Mpumevanune

1 W3nenua ans eHyT-
peHHero npoTesnposa-
Hus

KnanaHbl cepaua, nepukapabl, ONOpHble Konb-
ua, KapAaMo- U HEPBHO-MbILLIEYHbIE CTUMYNATOPLI;
NpoTe3bl KPOBEHOCHBLIX COCYAI0B, rPYAHOI Xene-
3bl, FOPTaHK, AIMYKa, PanNoNpoTesbl; UMMNAHTATHI
ANSA 4EnoCTHO-NNLIEBON XMPYPrn, NPoTe3bl MAr-
KX TKaHeW, UMMNaHTUpyemble AaT4MKu W yCT-
poicTBa ANA NOCTOAHHOrO AO3MPYEMOro BBefe-
HUS NEKaPCTBEHHBIX BELECTB

1/500

KoOCTHbIE LieMeHTHI, UMnNNaHTupyemMble renu

M/500

M — makcumanb-
Hasa pasoBas Aosa

BHyTpuMaTOYHblE KOHTpaLEeNTWBbI, KonbLa

1/50

2 WNs3penusa, KOHTak-
TUpylLMe C  KPOBbIO,
npenapatamMm u3 KpoBM,
BellecTBaMn Ans BHYT-
pucocyaucToro  BBepe-
HUs

YcTpoicTBa KOMMNEKTHble  3KCHY3NOHHbIE,
MHJAY3NOHHBIE N TPaHCHY3NOHHbIE

3/250

0,08

Mo npunoxeHuio b

AnnapaTtbl K ycTpoicTBa ANA 3amelleHuns
PYHKLIMI OpraHoB U CUCTEM OpraHu3ma: annaparThbl
MCKYCCTBEHHOTO KpoBOOGpaLleHWsl, UCKYCCTBEH-
HOM MOYKM, ANA remocopbuMn B KOMMNeKTe ¢
mMaructpansmm unm 6e3 HUX U UX DYHKLMO-
HanbHble 3neMeHThbI (BonokHa, MeMGpaHbl U remo-
copbeHTbl). KomnnekTsl MarucTpanei K nepevnc-
NeHHbIM annapaTtam

1/500

0,08

Mo npunoxexuto b

LUnpULbI MHBbEKLMOHHLIE OAHOKPATHOro Npu-
MeHeHUs

1N

3anonHaAT  Yepes
urny HoMMHanbHbIM
o6bemom

2002—0LL2S d 10041



-
N

lpodomkeHue mabnuub! A. 1

HaumeHoBaHue
rpynnsl u3genuia

HanmeHoBaHWe uspenus

Ycnosue NPUrOoTOBIEHUA BbITAXKA

SV

MV

NV

T

MpumevaHue

3 W3penus, KOHTak-
TMpyKOLME C  KPOBbIO,
npenapatamMm U3 KpoBM,
BellecTBaMn Anst BHYT-
pucocyaucToro  BBefe-
HUA

KoHTeliHepbl Ans KpoBW, NpenapaTtos U3 Kpo-
BW, KpoBe3ameHuTenen u WHMY3NOHHBIX pacT-
BOPOB:

500 mn

300 mn

1/100
1/50

Mo MOCT P 50855

KaTeTepbl BHYTPUCOCYAUCTbIE, TPYBKM Meau-
LMHCKWE ANs nepenveaHns KpoBu, NpenapaTtos 13
KPOBU, KpoBe3ameHUTenNen 1 UHAPY3NOHHBIX pacT-
BOPOB

1/250

Mpo6kn ANsA yKynopuBaHWsA COCYAOB C KPOBbHO,
npenapatoB W3 KPOBW, KpoBe3ameHuTenen wu
WHY3NOHHBIX PacTBOPOB

1/2

120 £ 1

0,02

ABTOKNaBUpPOBaHWE
(P=1atm)

4 llloBHble maTepua-
nbl

Xupyprudeckue HUTU

37+1

OTHolleHWe ANWHBI
HUTK (CM) K oObemy
ANCTUNNUPOBAHHOW
soapl (mn) 0,4/1

5 lMepeBA30o4yHbIE
cpeacTea

I'IepeBﬂaquble cpeacTBa, KOHTakTupyrwuwime ¢
nOBpe)K,quHOVI KOXe n cnuanctbiMM obonou-
KaMu:

- MPOTUBOOXKOroBble NOBA3KW, reMmoctaTuye-
CKune paccacbiBarowinecd n ap., eBatHo-Mapnesblie
cpeacTea (candeTkn, GUHTLI, NepeBsA30YHbIE Na-
KeTbl), NefiKkonnacTbIpu

- Kneu, COpﬁeHTbI, remocTtaTn4eckmne NOpPOLLKN

1,6/1

M/250

M — makcumanbs-
Hasa pasoBad aosa

MepeBA3oYHbIE CPeacTBa, KOHTaKTUpYOLWNE C
HenoBpPEXXAEHHON KOXEN:

- NOBA3KW, NNEHKN, OUHTDI, anacTblpyn, rurne-
Hn4eckune Can(*)eTKl/I

- BaTa
- runcoeble BUHTLI

11

1/5

1/500

37 +£1
37 +£1

Fenu ansa Y3W

5/100

37 +1

0,08
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lpodomxeHue mabnuub! A. 1

Ycnosue NpUroToBNEHUs BLITSHKKN

HaumeHoBaHune H
rpynnb! M3JJ,eJ'IMIZ anMeHoBaHUue nsgenna anMe‘-IaHI/Ie
SNV MV N/V T T
6 Cromartonornyec- Basucel MpoTe3oB, KOPOHKW, MNOMOUPOBOY-
Kue matepuansl Hble W cnenodvHble maTtepuansl, npotesbl 3y6os,
UMMNNaHTaThl 1 Ap. — — — — — Mo FOCT P 51830
7 Wspenusa ans od- WHTpaokynspHble N KOHTaKTHbIE NNH3bI — — 1/0,3 37 +1 1 —
Tanbmonornm
Fenu ana o TansMoxnpyprum — M/0,3 — 37+1 1 M — makcumans-
Hasa pasoBas Ao3a
OukoBble NUH3bI ANSA KOPPEKLUM 3peHns 11 — — 37 1 1 —
OukoBble onpasbl — — 3/500 37 +1 1 —
MpoTesbl rnasHble — — 1/50 37 +1 1 —
8 MepuumuHckue WH- KaTeTepbl, 30HAbI, ApeHaxu, Byxun pasnuyHbIX
CTPYMEHTbI, YCTPONCTBA, | TUMOB, KMM3MEHHbIE HAKOHEYHUKN — — 1/250 37 1 1 —
annapaThbl
MHekonormyeckne NHCTPYMEHTI:
- 3epkana — — 1/500 37 +1 0,08 —
- wnatenu — — 1/100 37 1 —
Jatunkn, snekTpoabl U Ap. YCTPOWCTBA, KOH-
TakTUpYIoLLMeE C KoXeRn — — 1/250 37+1 0,08 —
Kamepbl HeoHaTanbHbIX MHKYGaTOpOB 11 — — 37 +1 1 ®parmMeHTbl  U3ae-
NUA  nomMeLawT B
repMeTUYHYI0 CTek-
NAHHYID ~ eMKOCTb
ANA aHanu3a BO3-
AyLiHon dasbl
WHransTopsl — — 1N 37 +1 1 3anonHsaT  HOMU-
HanbHbIM 06 beMom
ABTOHOMHbIE XenyAo4HO-KULLIEYHbIE 3NEKTPO-
CTUMYRSTOPbI — — 1/100 37 +1 1 —
CnyxoBble annapartbl — — 1/50 37+1 1 —
KpunonakeThbl — — 1/250 37+1 0,08 —
Mwukpocdepbl AN NPOTUBOOXKOTOBbLIX KpOBa-
Ten Tuna « KNMHUTPOH» — 0,11 — 37 +1 3 —

0..2S d 1001
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OkoHyaHue mabnuybi A.1

HaumeHosaHune
rpynnbl u3aenunia

HaumeHoBaHue usgenua

Ycnosue NpUroToBNEeHUs! BLITSHKKA

Mpumevaxue

SN MV NNV T T

9 BonbHu4HOE Benbe, MoctenbHoe Genbe, opexaa MeaUUMHCKOro
crneuoaexaa MeavuuH- | NepcoHana, noaknaaHble KkneeHkn, nedebHoe
CKOro nepcoHana Genbe (4ynkn, Hocku, ronbgbl, TPyChl, NOACa,

6aHaaxm) 1M — — 37+1 1 —
PeHTreHo3awmTHele nspenusa (daptyku, Ha-
rpyaHuKN, nepyaTkun, Haxunbl) 1/10 — — 371 0,08 —
10 CaHutapHo-rm- JKeHckne rurneHuqeckme Npoknaaku, NoArys-
rmeHm4eckue nsgenus HWKW, NENeHKN 1M — — 37+1 1 —
Mamnepcobl ANs AeTei u B3POCNbIX — — 1N 37+1 1 V cooTBeTCTBYET
B0AOMNOrMOLWEHMNIO
uspenus
"'MHekonornyeckme TaMnoHsbl, nNpesepeaTmebl — — 1/50 37+1 1 —
MepyaTtkn XUpypruyeckie, CMOTpoBble — — 1/500 37+1 1 —
CnpuHLOBKM, KPYXKn ScMapxa — — 1N 37+1 0,08 3anonHAT  HOMM-
HanbHbIM 06BLEMOM
[JeTckune ByTbINOYKN, MONOKOOTCOCHI — — 1w 37+1 1 3anonHAwT  HOMU-
HanbHbIM 06BLEeMOM
Moue- 1 kanonpMeMHUKKU, NOAKNaAHLIE CyaHa,
rpenku, nysbipy Ans nbaa 1/5 — — 37+1 0,08 —
[eTckne cocku, COCKU-MYCThILLKA 1 — — 37+1 1 —

11 Wspenua ana Ha- 3Kk30npoTe3bl rPyAHOIW kenesbl, u3genus
PYXHOrO  NpOTe3npoBa- | NpoTesHo-opToneauyeckue u nonydabpukaTbl K
HUA HUM 1/2 — — 37+1 1 —

12 Tapa u ynakoska EmMkoCTM AnNs  XpaHeHusa NeKapCTBEeHHbIX 3anonHAT Ho-
ANA  MEeAUUMHCKUX U | CpeacTs 1N — — 37+1 1 MUHaNbHLIM  00be-
TleKkapCTBEHHbIX CPeaAcTB MOM

MaTepMaﬂbl And ynakoBKW nNeKapCTBEHHbIX

cpeacTs 11 — — 37+1 1 —
MaTepManbl Ana ynakoBku MeAULUMHCKUX U3-

aenuvn 1/10 — — 371 0,08 —

MpuMmeyvaHuns

1 B HacTosei Tabnuue ucnonb3yloT cneaywiime obo3HayveHus: M — macca, r; S — NoBEpXHOCTD, cm?; N — konuuecTso nsnenmii, wr.; T — Temnepartypa, °C;
T — NPOAOITKUTENBHOCTL IKCTPaKLMK, CyT; V — 06bem AUCTUNINMPOBaHHOMN BOAbI, MAN.
2 [ns usnenuii, n3roToBNEHHLIX U3 HECKONBbKUX MaTepuanoBs, OTNMYAIOLMXCS YCNOBUAMMN NPUrOTOBIIEHNS BLITSKEK, OAHOBPEMEHHO rOTOBAT HECKOMNLKO BBITSHKEK
C y4eTOM HasHauyeHUs u3aenuii U NpUpoAbl MaTepuarnos.

3 B kauecTBe AONONHMTENBHBLIX A0MYCKaeTCA UCMONb30BaTh MoAenbHble cpeabl, pekomeHaosaHHsie TOCT P MCO 10993-12.
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Ta6nuua A.2 — YCnosus NPUroTOBNEHUS BLITSDKEK ANSA Pa3nUYHLIX rPYNN n3nenuii U3 MeTanrnos, CrnasoB, KEPaMuKK 1 CTekna

HaumeHoBaHue rpynnbi

Ycnosue npuroToBAEHUA BbITSKEK

. HaumeHoBaHue uspenus CootHoweHue S, M, N,V MpumevaHue
unsgenun
MopentHas cpeaa T T
SNV MV NNV
1 Uspenusa ans KapavoctumynsiTopbl, usaenus ans
BHYTPEHHEro NpoTe- | opToneaun (NNacTuHbl ANsi OCTEOCUH-
31poBaHna Tesa, cnuubl U Ap. npucrnocobnexus),
npoTe3bl CycTaBoB, BHyTpucocyauctble | 0,9 %-Hbii pacTBOp
CTEHTHI XNOPUCTOro HaTpus — — 1/500 37+1 14 —
Hevipoxupypmyeckue u cocyauc- | 0,9 %-Hbiih pacTBop
Thie KNUNCbl, CKO6kK clumBatoLwme XNOPUCTOro HaTpus — — 1/50 37 +1 14 —
2 lllosHble MaTe- Urnbl atpaBmatuyeckue 6e3 Hutein | 0,9 %-Holih pacTeop
puansi XNOPUCTOro HaTpus — — 15 37+1 0,08 —
MeTtannuueckue HUTH 0,9 %-HbIlA pacTeop OTHOwWeHne ANUHLI
XNOPUCTOro HaTPUA — — — 37+1 14 HUTK (CM) K obbemy
MOAEnbHOW cpensbl
(mn) — 0,4/1
3 Cromatonoru- KopoHku, WTndThl, MMNNaHTaThl
yeckne Matepuansbl | AN BOCCTAHOBUTENbLHON XUpYyprm nu-
uawu ap. — — — — — — Mo MOCT P 51830
4 Martepuansl n OukoBble onpaBbl, O4KOBble NMUH3bI | AucTunnuposaHHas — — 3/500 37+1 1 —
usnenus ans  od- BOAa
TanbMonorMm
MasHble nuneTkn AnctunnuposaHHas — — 1N 37+1 1 3anonHalT HOMM-
BoAa HanbHbIM 06 beMOM
Xupypruyeckue, rmHekonormdeckue
N Ap. UHCTPYMEHTbI: 0,9 %-HbIln pacTBOpP
-MHOrOKpPaTHOro NPUMEHEHUs! XNOPUCTOro HaTpuUA — — 1/150 37+1 1
-OAHOKPaTHOro NpUMeHeHns —_ —_ 1/150 37+1 0,08 —
5 MeauuuHckue Jatunkm, anektpoabl, kKoHTakTnpyto- | 0,9 %-HbIlh pacTeop
MHCTPYMEHTbI, YCT- | LWMe C KOXKEN, CIM3NCTLIMU MOKPOBAMN | XNOPUCTOrO HATPUA — — 1/150 37+1 0,08 —
povicTa, annapaTbl .
ABTOHOMHble  enypgouHo-kuweu- | 0,9 %-HbliA pacTBOp
Hble ANEeKTPOCTUMYNATOPLI XNOPUCTOro HaTpus — — 1/100 37+1 1 —
LUnpuubl MeanLMHCKME MHBEKLUMOH- | dMcTUNNMpOBaHHanA 3anonHsaIT  HOMU-
Hbleé MHOFOKpPaTHOro NpUMeHeHNs BOAa — — 1NV 3711 1 HanbHbIM 06 bEeMOM
NHbekunoHHble wurnbl, ckapudu- | 0,9 %-Hbli pacTBop
KaTopbl XMOPUCTOro HaTpust — — 1/5 37+1 0,08 —

0L.2S d 1001
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OkKoH4aHue mabnuup! A.2

HaumeHoBaHue rpynnb
nspenuin

HaumeHoBaHue nsgenus

Ycnosue NPUroTOBNEHUA BbITAXEK

CooTHoweHue S, M, N, V

MpuMeyaxue

MopaenbHas cpeaa T
SV MV NNV
6 CreknsHHas Tapa AnA nekapcTBeHHbIX CPeacTs, | AuctunnuposaHHas 3anonHaT HoMK-
Tapa ANA NeKapcT- | KOHTaKTUPYIOLMX C BHYTPEHHUMW Cpe- | BoAaa HanbHbIM 06BEMOM
BEHHbIX CPeACTB AaMn OpraHusmMa, a TaKke nekapcT-
BEHHbIX CPEACTB HapYXHOro npume-
HeHusA — — 1w 37 +1
JlabopatopHasa nocyaa Ana knu- | [iuctunnuposaHHast 3anonHaT HoMK-
HUKO-OMOXMMUYECKUX U UMMYHONOMU- | BOoAA HanbHbIM 06BEMOM
YecKknx nccnenoBaHuin — — 1w 37 +1

MpumevaHns

1 B HacToswwel Tabnuue ncnonb3ytoT cneayrolime obosHaqdenns: M — Macca, r; S — noBepxHOCTb, cm% N — konmuecTso uspgenmii, wr; T — Temnepatypa, °C;

T — NPOAOMKUTENBHOCTb SKCTPAKLMK, CYT; V — 06 beM OUCTUMNNMPOBAHHON BOADI, MN.

2 [Ins n3penuii, N3roToBNEHHbIX U3 HECKONBKUX MaTepuanos, OTNIMYAIOLLMXCA YCNOBUSIMU NPUrOTOBNEHUS BITSKEK, OAHOBPEMEHHO FOTOBAT HECKONBKO BLITSKEK
C YYeTOM HasHa4YeHna usnenuin u NpMpoasl MaTepuanos.
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MNpunoxexnune b
(o6na3arenbHoe)

MeToauxa NpUroToBNeHNA BLITAXKN C UCMOSNb30BaHUEM CTeHAa

b.1 HaszHa4yeHue cTeHAaa

CTteHp npeaHasHaveH ANns NpUroToBNEHUS BbITKEK, KOTOPbIE UCMONb3YIOTCS NPY CAHUTAPHO-XUMUHECKNX N TOKCU-
KONOrMYECKMX UCMbITAHUAX MEAULMHCKUX USAENNIA: YCTPONCTB KOMNMEKTHBLIX IKCEY3UOHHBIX, MH(PY3UOHHBIX U TpaHCcdy-
3MOHHbIX, annapaToB U YCTPOWCTB ANs 3amelleHUa hyHKUMIA OpraHoB M CUCTEM OpraHu3aMa (annapaToB UCKYCCTBEHHOTO
KpoBOOGpaLLEHNSA, UCKYCCTBEHHOM NOYKM, annapaTos Ans remocopbLmm B KOMNNeKTe ¢ MarucTpansiMm unn 6e3 HUX n nx
PYHKLMOHaNbHBIX 3N1EMEHTOB — BOMOKOH, MemMBpaH n remocop6eHTOB), a Takke Maructpanei kK nepeHucneHHbIM anna-
paTtam.

B.2 OnucaHue cTeHaa

dyHKLMOHaNbHaA cxema CTeHAa AoMKHA COOTBETCTBOBATL NpUBEAeHHO Ha pucyHke b.1.

O —
Vi ¥

1 — UcnbITyemoe n3penue (Npu UCTILITaHUN IKCHYIUOHHBIX, UHDY3UOHHDIX M TPAHCDY3MOHHBIX YCTPOCTB NOCNEeA0BaTENbHO COeANHS-

I0TCS TPU M3Aenns); 2 — CTEKNSIHHAA eMKOCTb, 3anosiHeHHas 500 Ma AUCTMNNMPOBaHHON BoAbI ANs BCEX BUAOB U3aenuii (ans akcedy-

3UOHHBIX, UH(Y3UOHHBIX U TPaHCEY3UOHHBIX YCTpoicTB — 250 Mn, ans okcureHatopos — 1000 mMn); 3 — TepmocTat, noaaepxusaio-

LKA TeMNepaTypy AUCTUNNMUPOBAHHOMN BOAbI B UCTILITATENBHOM KOHTYpe (37 + 1) °C; 4 — nepuctanbTUyeckuit HaCcoC, NOAKNIOYEHHBIR

K UCMbITATeNbHOMY KOHTYPY Yepe3 CUITMKOHOBYIO TPY6GKY MUHUMANBHO BO3MOXHON ANUHBLI U 06eCnevnBaloLLmin LIMPKYNALUWIO AUCTUNNN-

pOBaHHOI BOAbI B KOHTYPE CO CKOPOCTLIO NoToKa 1 Nf4 AN 3KCHY3UOHHBIX, UHDYIUOHHBIX U TPAHCHDY3UOHHBIX YCTPOICTB, ANA OCTanb-
HbIX M3Ael1lﬂ|7l CKOPOCTb NOTOKa yka3aHa B UHCTPYKUWUK NO NPUMEHEHUIO u3penus

PucyHok B.1 — CTeHa AN NpUroToBREHUA BHITSHKKN

B.3 MpurorosneHne BbITSHKKN

Yepes 3aMKHYTHIN KOHTYP B peXXUME PeLIMPKyNALMU B TeYeHNe 2 4 C YKasaHHOM CKOPOCTLIO NOTOKA NPONYCKaloT COOT-
BeTCTBYIOWMNI 06beM AUCTMNNUPOBAHHOMN BoAbI Npy TemnepaType (37 + 1) °C. Yepes 2 v, He Hapylwan repMeTUHHOCTU
KOHTYpa, n3enekatoT konby n3 TepMocTarta, oOXnaxaaroT 40 KOMHaTHON TemnepaTtypsl. B nepsyio ovepenb HenocpeacTseH-
HO U3 KOHTYpa NPoBoAAT 0T60p NPo6 AN xpomaTorpadnyeckoro onpeaeneHns 3TUNEHOKCMAA, LIMKNOrekcaHoHa u TeTpa-
rmapodypaHa nyTeM nNpokomna Mrnom Wwnpuua nonumepHoi Tpybin ycTpoiictea. OCTanbHyO YacTb BLITAXKM CNUBAIOT B
CTEKNAHHYI0 @MKOCTb CO LUNUEOM.

B Ka4eCcTBe KOHTPONBLHOrO PacTBOPa UCMONbL3YIOT COOTBETCTBYIOWNI 06beM AUCTUNNNMPOBAHHON BOALI, NPONYLIEH-
HOW Yepes 3aMKHYTBIN KOHTYP B TEX ke yCnoBusix, Ho 6e3 npucoeanHeHns nspenuii.
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