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Mpeaucnosue

Llenn, ocHOBHblE NPUHLMMbI 1 NOPAAOK NPOBeAeHNs paboT Mo MeXrocyfapCTBEHHON CTaHAapTu3aLumum
yctaHosneHsl FOCT 1.0—92 «MexrocygapctseHHasa cuctema craHgaptusaumm. OCHOBHbIE MOIOXEHUA» U
[OCT 1.2—2009 «MexrocygapcTBeHHas cuctema ctaHgapTnsaunn. CtaHaapTbl MeXrocyAapCTBEHHbIE, Npa-

BUA 1 peKoMeHJauMmn No MeXrocysapCcTBeHHON cTaHgapTu3auun. MNMpaevna paspaboTku, NPUHATUSA, NpuMe-
HeHUs. 06HOBMEHNS U OTMEHbI»

CBejeHusi o cTaHgapTe

1 NMOATOTOBJ/IEH depepanbHbiM rocyfapCTBEHHbIM YHUTApHBIM NpeanpusaTneM «Bcepoccuiickuii
Hay4YHO-UccnefoBaTeNbCkUii  UHCTUTYT — cTaHgapTv3aumm 1 cepTudukauum B MalMHOCTPOEHUU»
(BHUMHMALL)

2 BHECEH ®epgepanbHbiM areHTCTBOM MO TEXHMYECKOMY perynupoBaHuto u metponorum (FoccrtaH-
AapT)

3 MPUHAT MexrocygapcTBeHHbIM COBETOM MO CTaHAapTusauuu, MeTposiorum n ceptudukanmm (npo-
Tokon oT 5 gekabps 2003 r. Ne24)

3a npuHATUE NPOrosIoCoBasIu:

KpaTtkoe HaumeHoBaHWe CTpaHbl Kog cTpaHbl CokpalleHHOe HauMeHOBaHWe HauMOHa/IbHOro opraHa
no MK <MCO 3166)004-97 no MK <ICO 3166)004-97 no ctaHgapTusauun
ApmeHus AM MUH3KOHOMUKN Pecny6nuku ApMmeHns
Benapycb BY FocctaHgapt Pecnyb6nukn benapychb
KazaxcTaH Kz FocctaHpapTt Pecny6nuku KasaxctaH
Kuprususa KG KbipreisctaHgapT
Mongosa MD Monposa-CtaHgapTt
Poccusa RU Pocctangapt
TapxukucraH T TapxukctanpapTt
TypKMEHI/ICTaH ™ I’naaroccnyxﬁa «TypkmeHCTaH,qaanapu »
4 Mpukasom degepasnbHOro areHTCTBa N0 TEXHUYECKOMY PeryimpoBaHnio 1 MeTposorum ot 29 Hoabps

2012 1. No 1311-cT MeXrocyaapCTBeHHbI cTaHaapT FOCT 31214—2003 BBeAEH BAENCTBUE B KAYECTBE HaLU-
OHanbHOro ctaHgapTa Poccuiickoli degepaunn ¢ 1aHBapsa 2015 .

5 CraHpapT noArotoBsieH Ha 0cHOBe npumeHeHna TOCT P 51148— 98

6 BBEJEH BINEPBbIE

MHdopmauns 06 n3MeHeHnsax K HacTosileMy cTaHgapTy nybnvkyeTcs B €XerogHo nsgaBaemom
MHdopMaLnoOHHOMYKa3aTene «HauvoHanbHble CTaHAapThi», @ TEKCT U3MEHEHNA MMONPaBOK — B eXeme-
CAYHO M3AaBaeMblx MHPOPMALMOHHbIX yKasaTensax «HaunoHanbHble cTaHAapTbi». B cnyyas nepecmoTpa
(3aMeHbl) UM 0T MeHbI HACTOALLLEr0 CTaHAapTa CooTBEeTCTBYLee yBejoMeHne 6yjeT ony6MKoBaHo
B eXXeMeCsYHO 134aBaBXiOM MH(POPMaLMOHHOM ykasaTene «HaunoHanbHble cTaHgapThi». COOTBETCTBY-
owan nHpopmaums, yseoMaeHme n TekCT bl pasMeLlaln T s Takke B UH(POpMaLoHHON cucTeme obLero
nonb3oBaHWsA — Ha ouumanbHOM caiiTe PegepasbHOro areHTCTBa N0 TEXHUYECKOMY PerynpoBaHuio n
mMeTposiorun B ceTn NHTepHeT

©CTtaHgapTuHdopm, 2014

B Poccuiickoii ®efiepanym HacTosILLmMii CTaHAAPT HE MOXET 6bIThb MOTHOCTbLIO UM YACTUYHO BOCMPOU3BE-

AEH. TUpaXunpoBaH N pacnpocTpaHeH B Ka4ecTBe OQI)VILI,VIaI'IbHOFO n3paHmna 6e3 paspelleHna degepanbHOrO
areHTcTBa no TexHn4yeckomy perynimpoBaHuio U MeTposiormm
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M E X T OCVY 4APGC CTUBEHHUbB 1 C TAHOAPT

N3LENNA MEAULIMHCKUE

Tpe603ava K o6pa3u,a|\/| n ooKyMmeHTauun, npeacrtaBaideMblM Ha TOKCUKONOTrnyeckune,
CaHUTaApPHO-XUMUYEeCKNne ncnbiTaHua, UCNblTaHNA Ha CTEPUNBHOCTb U NMUPOTeHHOCTb

Medicaldevices. Requirements for samples and documentation presented for toxicological tests, sanitary and chemical
analyses, tests for sterility and pyrogenlcity

fata eBegeHna — 2015— 01—01

1 O6nactb NpUMeEHeHUs

HacTosawwuii ctaHpapT ycTaHasmBaeT TpeboBaHNA K AOKyMeHTauum nobpasuam MeanLMHCKUX n3genuni
(MaTepuanam), npescTaBAsAeMbIM OpraHM3auusiMnU U YUPEXAEeHUAMU Ha TOKCUKOSIOTMYeckne, caHuTapHo-
XMMUYeCcKne NCNbITaHUS, UCNbITAHUS HA CTEPUIBHOCTb M NMPOreHHOCTb (fasiee — UCMbITaHUS).

WcnblTaHnam nognexar:

- MaTtepuasibl 0Te4eCTBEHHOr0 1 3apy6exHoro Npon3BoACTBa, npesnonaraemMble K NpYMeHeHWo B Meu-
LMHCKNX n3gennax (Ha atane, npejLlwecTsylollemM pa3paboTke n3genus):

- BHOBb pa3paboTaHHble Unx Brnepsble NocTaBnsemsle B POCCuio MeguunHCKkue n3genus, B TOM yucne
N3roTOB/IEHHbIE N3 MaTepuanoB, NPUMEHAEMbIX paHee B aHaNOTMYHbIX UN APYTUX MEANLUHCKUX U3AENNAX:

- MeAuUMHCKUe U3[enus, Bowelne B HOMEHKIaTypy Npoaykuun, nognexatiein o6ssaTenbHon ceptu-
dukaumn.

2 OnpepeneHus

B HacTosLWeM cTaHAapTe NPUMEHSIOT CieAyoLLe TePMUHbI C COOTBETCTBYHOLMMU ONpeAeNeHUAMN.

MeguuunHckne unsgenus — nwoboli npubop, annapaT, YCTPOWCTBO, npucnocobneHue, matepuan,
1CNosib3yeMble U30/IMPOBAHHO IGO0 B KOMGUHaL MK (CleKapCTBEHHbIMU CpeACcTBaMU, NporpaMMHbIM o6ecne-
YeHMEM U T. f.). KOHTaKTMpyloLme HenocpeACcTBEHHO MM ONOCPEA0BaHHO C OPraHN3MOM YesloBeka v npef-
Ha3HayeHHble A1 NPUMEHEHUs B MeQULMHCKMX uenax. MeguunHckue nsfenvs BKIYalT Takxe MoHATMe
n3genuii n MatepuanoB CTOMAaTO/IOTMYECKOr0 Ha3HaUYeHUs.

NMpumeuanune — MNog maTepuanammn 8 HacTosleM cTaHJapTe NOHUMAIOT NO/IMMEPHbIE, KEpaMnyeckue, Tek-
CTU/bHbIe MaTepuanbl, a Takke MeTanfbl U CNNaBbl; CTEKNO; MaTepuanbl U3 6MONOTNYECKNX TKaHE, Pe3nHbl, NaTekcsl,
6ymaru, kpacuTesnu, naku, aManu, Kneum u ap.. KOTopbie NPUMEHAIOT A5 U3TOTOBMEHNA MeAULUHCKNX N3ennii.

ToKCUKONOrnyeckme NCnbITaAaHUA* — UCNbITAHWS, MPOBOAUMbIE C Lie/1bt0 BbIIB/IEHWA BPELHOI0, TOKCH-
yeckoro AelicTBUS MaTepmasnoB U U3genuii Ha opraHnam, 06yCNOBAEHHOTO XMMUYECKAM (DAKTOPOM.

CaHnUTapHO-XUMUYecKkne NCNbiTaAHUS — WCMbITAHUS, NPOBOAVMbIE C Lie/blo ONpeAesieHuns C MOMOLLb0
MHTErpasibHbIX NokasaTesieil CyMMapHOro KOIMYeCTBa MUrPUPYIOLLUX U3 N3aennii 1 MaTepuanoB XMMUYECKUX
coeAvHeHNi, a Takke UHAVBUAYaAIbHBIX NOTEHLMAIbHO ONACHbLIX XMMUYECKUX areHToB. CaHUTapHO-Xxummnyec-
Kne NCMbITaHUA ABNAIOTCSA COCTABHOW YaCTbi0 TOKCUKOIOTMYECKUX UCTIbITAHWIA.

McnbiTaHUA Ha CTEPUIBHOCTL — NPOBEPKA OTCYTCTBUSA XN3HECNOCOOHbIX MUKPOGOB B CTEPUNIN30BAH-
HbIX MeANLMHCKNX N3AENMUAX.

McnbiTaHUA HA MMPOTeHHOCTb — NPOBEPKA OTCYTCTBUSA B MEANLMHCKUX U3LENUSIX NPOAYKTOB MeTabo-
NM3Ma MUKPOGOB, BbI3blBAOLLMX Y YE/TOBEKA NOBLILIEHUE TEMNEPATYPbI TENa.

* B TOM yncne ucnbiTaHUA Ha reMOCOBMECTUMOCTb — BbisIB/IeHNE OTpULLAaTENbHbIX Guonornyecknx apekTos npu
KOHTaKTe nsgenusa c kposbto (1].

N3paHne opuynanbHoe



FOCT 31214—2003

3 O6uWue NoNoxXeHUs 06 opraHn3aLnm NCNbITAHUA MeLULUHCKUX U3Lennin
(maTepuanos)

3.1 VicnbiTaHna nsgenuin (MaTepnanos) OCyLeCTBAAIOT CNeLManncTbl, MMelLe cneumanbHyo nogro-
TOBKY 1 OMbIT B0O6/1ACTWN CAHUTAPHO-XMMUYECKO, TOKCUKOIOTMYECKOW 1 6MONOTMYECKO OLLeHOK MeNLNHCKNX
n3nenuii, cnocobHble NPUHUMATL PELLEHNs C YY4eTOM AOCTOMHCTB M HEAOCTATKOB Pas3/IMyHbIX MaTepuasnos,
COBPEMEHHbIX METOA0B UccnefoBaHui, nHpopmauuu, NoAyYEeHHON U3 NUTepaTypbl U NpeaLecTBYOWero
onbITa.

3.2 Mporpammy ucnbITaHWn MegULMHCKMX n3aenuii (MaTepranos) COCTaBNAT CneunanucTbl, NpoBo-
AAlne ucnblTaHysa; nporpamma onpefenseTcs XxapakTepom W NpoAo/KUTENbHOCTBIO KOHTaKTa W3Aenus ¢
OpraHM3mMoM YesioBeka, XMMUYeCcKoli NpMpoLoi MaTepuanos, TEXHOOTel U3roTOBEHNA U3AENWIA, CMOCOGOM
cTepunusauuu nsgenus [2.3].

KaTteropun meanuMHCKUX n3genuii, onpefensemMble XxapakTepom 1 NPoA0/HKNTENIbHOCTbIO UX KOHTaKTa ¢
OpraHnM3mMomMm YesioBeka, NpuBeeHbl B MPUNOXEHUN A.

3.3 UcnbiTaHns NpoBOAAT B COOTBETCTBUMN C TPeOOBAHUSAMUN MEXAYHaPOAHbIX CTaHAapTOB 1 CTaHaap-
TOB rocyfapcTB, YNOMsAHYTbIX B NPeANCN0BMM, KaK NpOoroanocoBasLUmne 3a NPUHATUE HACTOSILWEero Mexrocygap-
CTBEHHOrO CTaHAapTa, a Takke Apyrnx HopMaTUBHbIX 4OKYMeHTOoB [1,2,3].

3.4 B cnyyae U3MeHeHVs matepuasioB U3genns, TEXHONOrMU U3roToBeHWs, MeTofa cTepuansaunu,
yNnakoBKW, HA3HAYEHUS N34eNna Heo6X0AMMO NPOBeAEHNE MOBTOPHbIX UCMbITAHWIA.

4 Tpe6oBaHusl KAOKyMeHTaLumn 1 obpasuam, npeacTaB/isieMbiM HA UCMbITAHUS

[na npoBefeHnsA UCMbITAHWA MeAULMHCKNX N34eNnii 4OMKHbI 6biTb NPeACcTaBeHbI:

- conpoBoAnTesibHOE NNCbMO C MHhopmaLmeli 06 n3genuu;

- [OKyMeHTauus,

- obpasupbl usgenus.

[na nposefeHns UcnbITaHUA MEeANLMHCKUX U3[ennii HOCTPaHHOIo Npou3BoAcCTBa MHMOpMaLnio 06
n3genun v 4oKymeHTalmio NpeacTaBnsAoT Ha PYCCKOM A3bIKe.

4.1 [ns npoBefeHUs UCMbITaHW n3aenns, BHOBb paspaboTaHHOro B Poccum unun Bnepsble nocTaBnse-
Moro B Poccuio, NpefcTas/iaioT CeAy oLy MHopMaL Mo U OKYMeHTaLIo.

4.1.1 [na npoBefeHus UcnbITaHuii n3genus, BHOBb paspaboTaHHoro B Poccum, npeactaBnsioT:

- HaumeHoBaHue U3fenus;

- HaumeHOoBaHue npegnpuaTUSA-paspaboTunka u NPeAnpUATUA — U3rOTOBUTENA N3LENNS;

- HasHaueHve 1 061acTb NPUMEHEHNA N3[ENNA C yKasaHMeM xapakrtepa U MakCMMasibHOW NpoAoKu-
Te/IbHOCTW KOHTaKTa C OpraHn3MoMm YyesioBeka (eCniv n3genmne CNoxHoe, xapakrep KoHTakTa Jo/mKeH ObITb yKa-
3aH ANA Kax ol geTanu, y3nay;

- nepeyeHbeTanei, y3nos, BXOAALMX B COCTAB U3eNns, matepnasios, 3 KOTOPbIX OHN N3rOTOB/IEHLI, C
yKka3aHnem HopMaTUBHbIX JOKYMeHTOB (fanee — H/l)Ha maTepuansi;

- hapmakoneliHyto CTaTbio UK ee KONWI0 Ha TeKapCTBEHHbIe f,06aBKM B C/lyYae NPUMEHEHUS NX B cocTa-
Be U3genvs;

- MeTopA cTepunan3aunm unm aesvHg ek cykasaHnem pexrmMoB (B COOTBETCTBUU C AeiicTBytow e HA);

- cBefeHus 06 ynakoBke matepuana, n3fenua: HauMeHoBaH1e ynakoBOYHbIX Matepnanos. HJ Ha HuX;

- WHCTPYKLUMIO (MPOEKT MHCTPYKLUW) NO NPUMEHEHWI0 MeANLMHCKOTO N3AeNns;

- WHCTPYKLMIO NO NPUroTOBNIEHNIO MaTeprasioB TUNa nacra-nacra, nacta-XxuaKkocThb;

- cepTudpuKaTt U3roTOBUTENA HA MeTaslflbl, CN/1aBbl, KepaMuKy B Criydae Ux NpuMeHeHus.

4.1.2 [ns npoBefeHns UCNbITaHNA 34eNns MHOCTPAHHOTO NPOM3BOACTBA, BNepBble BBO3MOro B Poc-
CuUI0. NpefcTaBNAIoT:

- HavMeHoBaHve hpMbl 1 CTPAHbI-U3rOTOBUTENS;

- HaMmeHOBaHMWe opraHv3auuu, npeAcTaBAsAOW e usgenve Ha UCNbITaHuUs;

- MHopMaunio NA0KYMEeHTaLM o No nepeyHto 4.1.1.

4.2 Kpome faHHbIX, NpuBeeHHbIX B 4.1, B 3aBMCMMOCTH OT MaTtepuana, npMMeHEeHHOro A1 U3rotossie-
HUA 13gennsa uav npegnosiaraeMoro K npMMeHeHuo B MeAULMHCKUX U3aenvax, NnpeacTaBnsaioT cnefyoLyto
NHOPMAaLMIO U OKYMEHTALMIO:

- KpaTKoe onucaHue TeXHOMOrMM U3roTOBNEHUA n3genns (maTeprana) ¢ ykasaHmem TeXHOMOrMYecKnx
[06aBOoK, UX KONIMYECTB 1 TeMNepaTypHbIX PeXrnMoB nepepaboTku (Mpy HeEO06Xo0AMMOCTH);

- XMMUYeckuii cocTas (peuenTypa, XMMuyeckne hopMy bl MHIPELUEHTOB, UX KO/IMYecTBa B peLenType
HJ, Ha HUX) AN5 HOBbIX MaTepuasios:

2
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- XapakTepucTuka XMMUYecKknx 1 hn3nKo-XMMMYeCcKnx CBOWCTB Mmatepuranos (cnocob nonyyeHus, mose-
KynsipHas mMacca, Hasimuyme peakuMoHHOCNOCO6OHbIX rpynn, NA0THOCTb, PACTBOPUMOCTb U AP.) B Cyvae npej-
CTaB/IEHUSA HOBbIX MaTepuanos.

4.3 [ns npoBefeHUs UCMbITAHWUI MeSULMHCKMX U3AeNNiA, Noanexallmx 06a3aTebHO cepTudukaumm,
npeacTaBNAnT cAefyoLLyo MHHOPMaLMIO U JOKYMEHTALIO:

- HaumeHoBaHue usgenusa (Matepvana);

- HavMeHOBaHWe opraHu3aumu, NpeacTaBnsaioLLeli u3genme Ha ucnbiTaHns (fanee — 3asBUTeNb);

- HauMeHoBaHue cTpaHbl, (PUPMbI, OpraHn3aLun — U3roTOBUTENA U3eNus;

- HA Hawunsgenve (TOCT n ap.) Npy NpeacTaBAeHUN n3gennii rocysapcTts, YyNOMSHYThIX B NPeANC/IOBUN,
KakK MporonocoBaBlUMe 3a NPUHATME HACTOALLEro MeXrocyfapcTBeHHoro ctaHgaprta. MNpu Heob6xoAMMoCTu
opraHusauus, npefcTasnaoLLan n3genne Ha ucnbiTaHns, 4Oo/MKHA No 3anpocy opraHnsaunm, NposoasLLeli ToK-
CUKONOrMYecKne UcnblTaHus, NpeAcTaBuTb U APYTry0 MHDopMaLMo, HE06X0AMMYIO A1 UX MTPOBEAEHNS.

44 TpeboBaHusa kobpasuam

4.4.1 OG6pas3subl n3genuii npeacTaBNSAOT HAa UCNbITAHUS B KOIMYECTBE, ykazaHHOM BTabnuue b.1 npuno-
xeHunsa b. 3genuvs, He BoweALumne B ykasaHHY0 Tabnuuy, npeAcTassioT Ha UCNbITaHUS B KONNYeCTBe, corna-
COBaHHOM C OpraHu3saumeii. NpoBoAALLEN NCnblTaHns.

4.4.2 O6pa3subl NpescTaBaloT B BUAE roTOBOr0 K NPUMEHEHWI0 N3eNns, ynakoBaHHble CITUKETKOW, Ha
KOTOPOWi A0/KHbI 6bITb yKa3aHbl HAVMEHOBaHVe U3fenns, HaumeHoBaHve opraHn3aunn-u3roTosuTens, gara
N3roTOBMEHNS.

4.4.3 O6pa3sLbl U3aenmnii oAHOKPaTHOrO NPYMEHEHNS, BblNyCKaeMble B CTEPUNIbLHOM BuAe, NpeacTaBns-
10T Ha UCMbITAHUA B yNakoBaHHOM BUfe, TOTOBOM K NPUMEHEHUN0. Ha aTuKeTKe, KpOMe BblLLeNnepeyncrieHHoro,
[O/MXHbI 6bIThb YKa3aHbl MeTOA naata ctepununsanmm nsgenus.

4.4.4 O6pa3sLbl n3aenunii nocne NpoBeAeHNs UCNbITaHii He BO3BpaLLaroT.

5 OdhopmneHne pe3ynbTaToB UCNbITAHWA

5.1 HaocHoBaHWM NPOBEAEHHbIX UCNbITAHWI U AKCNEPTU3bl AOKYMeHTauny opopMaSIOT 3ak/IoyeHmne o
TOKCUKO/IOTMYECKNX, CAaHUTAPHO-XUMUYECKUX UCMbITAHUAX, WUCMbITAHUSAX Ha MUPOreHHOCTb, CTEPUSIbHOCTb
(nanee — 3ak/t04eHUE) AN NPOTOKO/T NCMbITAHUIA MeAULUHCKUX N34enuii (MaTteprnasnos), ycTaHaBANBaLL X
MX XUMUYECKYI0 1 Bronornyeckyto 6e3onacHocTb (ganee — nNpoToKos).

5.2 Mo pe3ynbTaTam UCMbITAHWI HOBOTO MaTepuasia Uny onbITHOro o6pasua BHOBb paspaboTaHHOro
n3genusa, atakke n3gennsa HoOCTpaHHOro NPoM3BOACTBA, NpejnosiaraeMoro K peructpaumm B MuHsgpase Poc-
cun. 0QOpMASAIOT 3akoyeHne. Popma 3akIyeHns npuseaeHa B NpuaoXeHnn B.

5.2.1 B 3akno4eHun ykasbiBalT pe3ysbTaTbl MPOBeAEHHbIX UCMbITAHWUI WM 3KCNEepPTU3bl, OTMeYalT
Hasmume nnmn oTCYTCTBME TOKCUYECKUX CBOMCTB, CTEPUIBHOCTM, MMPOTEHHOCTM U Ap.

YunTbiBas pesynbTatbl UCNbITaHWI, BblAAOT PEKOMEHAALMIO O BO3MOXHOCTY MPUMEHEHUS U3LeNus B
MeguunHe.

5.2.2 3aknwouyeHue HanpaBnsAT B opraHM3aLmio, NnpeacTasuBLUYIO n3genne (Matepuan) Ha ucnbiTaHms
(nanee — 3anBuTEND).

5.2.3 B3ak/04eHNM N0 Tpe6oBaHUIO 3asiBUTENSA PELENTYPHbI/ COCTaB MaTepuana AonyckaeTcs He yka-
3bIBaTh. B 3TOM cnyvae peuentype npucsavsaroT WnNdp.

5.2.4 3asButento obecneunBaloT KOHpUAEHLMATBHOCTb MHGDOPMAL MK, COCTaBNSAIOLLEN KOMMEPYECKYIO
TanHy.

5.2.5 [nqa paga n3genuii KpaTKOBPEMEHHOTO KOHTaKTa C OpraHM3MOM YesioBeka JonyckaeTcs ohopMm-
NATb 3aK/1l0YEHME NO 3KCNepTn3e B COOTBETCTBUN € TpebosBaHnem HJ; no pesynbTatam paHee npoBefeHHbIX
TOKCUKOJIOTMYECKMNX UCMbITAHUIA: HA OCHOBAHWMW CBeAEeHMIA 0 TOKCUYHOCTN MaTepuasos.

5.2.6 MNpu HE06XOAMMOCTU MOXET 6bITb BblgaHa Konus 3aknyeHns. Konuio 3akioyeHnsa nMeeT npaso
3anpocuTb TOJIbKO pa3paboTumK MeguLMHCKOro U3aenns Ha CoO6CTBEHHYI0 pa3paboTky.

5.3 Mo pesynbTaTam MCMbITAHWI CEPUIAHO BbINyCKaeMbIX n3aenuii (B TOM Yice MHOCTPaHHOro Npoun3-
BOACTBA) 0hOpMASAIOT NPOTOKO UCNbITaHUIA. POpPMa NPOTOKOA UCNbITAHUIA NpUBEAEHA B NPUIOXeHUN I.

5.3.1 [MpoTOKON MUCMbITAHWI HAaNPaBASAT 3aABUTESHO.
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MpunoxeHune A
(cnpaBouHOeE)

KaTteropun meaunLMHCKUX M3aenuii

Al MeguuunHckue n3gennsa no BUAY KOHTaKTa C OpraHn3MoM YenoBeka nogpasfensatoT Ha HeCcKobKo rpynn. N3ae-
NINSA. KOHTaKTUpYyOLWMe HENOCPEACTBEHHO UM ONOCPELOBAHHO.

C BHYTpeHHel cpeaoli opraHusma;
C KPOBbIO M NUMAOiA;

C paHeBOii NOBEPXHOCTHLHO;

CO CNM3NCcTbIMKU 060/104KaMM;

C KOXei.

A.2 MeguuyunHckne nsgenns B 3aBUCUMOCTUN OT A/INTE/IbHOCTN KOHTaKTa CopraHM3MOoM YesioBeka nogpasfensioT Ha;

134eNns, NOCTOSIHHO (MOXMU3HEHHO) UNU ANINTENbHO (60/1€e CYTOK) KOHTAKTUPYHOLLME C OPraHn3MoMm;
U34enuns, KPaTKOBPEMEHHO KOHTAKTUPYHOLWME C OPTaHM3MOM YesioBeka (40 CYTOK).

A.3 OCHOBHble KaTeropum MeuULUHCKUX n3gennii (oanee — uspenuii), nognexatine TOKCUKOOTMYECKUM UCNbITA-

HNAM. B

3aBNUCUMOCTM OT BUAA U ANNTENBHOCTU KOHTakTa C OpraHn3mom.

A.3.1 WN3genus, NOCTOAHHO AN ANUTENbHO KOHTAKTUPYIOLLME C BHYTPEHHE CpeAoii opraHusma;

NpoTe3bl KDOBEHOCHbIX COCYA0B, KnanaHbl cepaua, NpoTe3bl pa3/INiHbIX BHYTPEHHMUX OpPraHoB U maTtepuansl ona

nnacTukn TKaHel nT. n.;

CTOMATO/IOrMYECKMEe UMNIaHTaThbl, MaTepuasbl A58 NAOM6GUPOBAHNSA KOPHEBbIX KAaHa/0B;

o TaNbMONOTMYECKME UMMIAHTATDI;

3HA0NPOTE3bl OPTONEAMUECKOr0 Ha3HAYEHUS;

mMamma-uganionpoTessl.

nsnenvs (Matepuansl) 415 COEAUHEHNS U CKIEMBAHUSA TKAHel opraHnaMa (W T Thl, NIEHKW, KNesuue KOMno3un-

LMU. KOCTHbIE LEMEHTbI 1 4p.);

maTtepuanbl Ans 3M60113aLun cocyoB;
n3genus Ans nevyebHbIX MaHUNYNAUUiA (MMNNAHTUPYeMble KaTeTepbl, AaTYNKK, CTUMYASATOPbI BHYTPEHHUX Opra-

HOB. KOHTPaLENTNBbI);

CUCTeMbl ApeHnpoBaHunA;
npo4yve nsgenunsa.

A.3.2 N3genns, KpAaTKOBPEMEHHO KOHTAKTUPYOL e C BHYTPEHHEN Cpeoii opraHusma;

KaTeTepbl, 30HAbI;

cncTeMbl ApEHNPOBaHNS;

[aTUnKN 1 3N1eKTPOAbl ANA AMATHOCTUYECKONW U TepaneBTUYeCKoii annapaTypsl;
XNPYpruyeckne MHCTPYMeHTbl Pa3fIyHOro HasHauyeHus.

npoune usgenns.

A 3.3 WN3genus, ANUTENIbHO KOHTAKTUPYIOLWMNE C KPOBbIO UMM Oii:

KOHTeliHepbl N eMKOCTU AN XPAHEHUS KPOBU, ee KOMMNOHEHTOB, CYXUX W XUAKNX KpOBE3aMeHUTenei;
AvannsaTopbl; OKCUreHaTopbl; MarucTpanu NS 4uann3aTopos, OKCUTeHaTopoB, remoaunanusa, numgoanannsa;
reMo- " UMMYHOCOP6EHTbI, TMME OCOPGEHTHI.

npoune usgenns.

A 3.3.1 W3pgenus onocpefoBaHHOIO KOHTaKTa:

ycTpoicTBa ANS NONYYEHNA aNnuPOreHHOl BoAbl 4Ns pAaCTBOPOB 1eKAPCTBEHHbIX NPenaparTos.
yCTpOiCTBa A1 OYNCTKM IeKapCTBEHHbIX NpenapaToB (MOHOOGMEHHbIE, (DUNLTPOBAsbHbIE):
Tapa, ynakoska, yKyrnopka fiekapCTBeHHbIX CPeCTB.

npoyvie usgenus.

A.3.4 WN3genus, KpaTKOBPEMEHHO KOHTAKTUPYIOLME C KPOBbIO U UMD OiA:

ycTpoiicTBa B3STUSI KDOBU, YCTPOACTBA AN NEPENNBAHUA KPOBU U PACTBOPOB;
WNPULbl NHBEKLUOHHbIE;

ycTpoiicTBa Ans hunbTpaynm KpoBK 1 ee Npenaparos;

KaTeTepbl COCYAUCTbIE, OKMIOAEPbI;

npounB N3aenus.

A.3.5 3genusa, ANMTeNbHO KOHTaKTUPYOLMe C paHEBO NOBEPXHOCTLIO;

LWOBHbIN XUPYpruyecknini matepuan (HATU XUpypruyeckme, KeTryT);
nepeBsi304Hble, NTPOTUBOOXOTOBbIE, APEHAXHbIE, BMUTbIBAOLW e MaTepranbl;
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- cOp6eHTbl AN IeYeHNA paH, NPOTUBOOXOTOBbIe KpoBaTu TUNa «KNNHUTPOH*;

- npouve usgenus.

A.3.5.1 M3genua onocpefoBaHHOIO KOHTaKTa Yepe3 1ekapCTBEHHbIe Cpe/CcTBa:

- Tapa, ynakoBKa, yKynopka fieKapCTBEeHHbI* CPEeACTB;

- MaTtepwvansl, UICNONb3yeMble ANA NONYYEHUA NeKapCTBEHHbIX NpenapaToB (TMAPOrenn, OCHOBbLI Maseil, NIeHoK,
pacTBOpPOB, MUKPOKANCYbl);

- npouune usgenuvs.

A.3.6 MN3penus, KpaTKOBPEMEHHO KOHTAKTUPYLMEe C paHEeBO NOBEPXHOCTbIO.

- TEeKCTU/bHbIE U NIEHOYHblE N34eNUs, NPUMEHAEMble NpyU onepaTWBHbIX BMellaTe/ibCTBaX W OKa3aHWu nepBoW
nomouiu;

- nepyaTku Xupypruyeckue;

- npouve usgenus.

A.3.6.1 WV3penusa onocpefoBaHHOIO KOHTaKTa Yepes f1ekapCTBEHHbIE cpeacTBa:

- Tapa, ynakoBka, yKynopka /ekapCTBEHHbIX CPEACTB;

- MaTtepwuansl, UCNOMb3yeMble ANA NONYYEHUA NEeKapCTBEHHbIX NpenapaToB (TMAPOrenn, OCHOBbLI Maseil, NNeHoK,
pacTBOpPOB, MUKPOKAMCY/b).

A.3.7 N3penus, ANUTENbHO KOHTAKTUPYIOLWME CO CAINBUCTLIMU 060104KaMU:

- cTomartoniornyeckne matepuansl (6asucel, 3y6bl, KOPOHKM, NTOMGMPOBOYHbIE MaTepuans.l, LeMeHTbl ANns ukca-
LUN HECHEMHbIX NPOTE30B, MOBA3KMW, NACTbl, NEHKN ANA CAN3UCTON pTa).

- KOHTaKTHble JINH3bI;

- BHyTpMBarMHasbHble n3genus;

- JeTcKne CocKu;

- npouve usgenus.

N3penvns onocpe0BaHHOTO KOHTaKTa Yepes ilekapCTBEHHble CPeACTBa;

- Tapa, ynakoBKa, yKynopka nekapCcTBeHHbIX CPEACTB;

- Martepuansl, UICNONb3yeMble ANA NONYYEHUA NeKapCTBEHHbIX NpenapaToB (TMAPOrenn, OCHOBbLI Maseil, NIeHoK,
pacTBOpPOB, MUKPOKANCYbl);

- annapatypa An8 CTUMYNALUN fbIXaHNA.

A.3.8 M3penuna, KpaTKOBPEMEHHO KOHTaKTUpyoLwme co CAn3ncTbiMm 060104kamu

- TMHeKos0rnyeckune, yposaormyeckne, CToMaTosiornyeckne MHCTPYMEHThI:

- M3genva gns optoneauu;

- npesepBaTuBbI;

- nepyaTku CMOTPOBbIE:
HapKo3HO-AblXaTeNbHaa annapartypa;
- BHYTPUKMLIEYHbIEe NHCTPYMEHTbI U YCTPOACTBA.
aHAOTpaxeasbHble 30HAbI;
3HA0CKOMbI;
- cTomMaTonoruyeckme matepuanbl (CenoYHble. MOAENMPOBOYHbIE);
NOATY3HUKW, NENEHKN;

- npouve usgenus.

A.3.9 W3penusa, 4AMTEeNbHO KOHTaKTUpYlOLWMe ¢ Koxeli (HenoBpeXAeHHO’):

- m3genus ansa pukcaunun, nMmobunnsaunum TkaHeid n opraHoB (NaacTbipy, NAEHKW, NepeBA30YHble MaTepuansl,
3nacTuyHble 6GUHTBI 1 Ap.):

- M3Aenus ANs HapyXXHoOro NnpoTe3npoBaHus (KopceTsl, TMb3bl NPOTE30B, NPOTE3bl);

- 60NbHUYHOE Genbe;

ogexpaa Ana MefuLUHCKOro nepcoHana.
nepyaTku AuarHoCTUYECKNe, aHaToMu4eckne, HanaabyHUKK;
- MOYe- 1 KanonpueMHUKN.
371eKTPO/ibl MOHUTOPOB;
OYKOBbl€ OMpaBhbl;
- Knuncel.6pacnertsbl.
A.3.9.1 WN3penus onocpefoBaHHOrO KOHTaKTa Yepes iekapcTBEHHble cpefcTBa
- Marepuasnbl, UICNOMb3yeMble A1 NONYYEHUA NeKapCTBEHHbIX NpenapatoB (TMAPOrenn, OCHOBbLI Maseil, NAeHoK,
pacTBOpOB).
A.3.10 WN3penus, KpaTKOBPEMEHHO KOHTaKTUPYlOLW e ¢ Koxel (HeENOBPeXAEHHOW):
- W3JeNUA NNYHONA TUrneHbl (TMrneHnyeckne nakeTsbl, Bata, rpenkn).
- 3NEeKTPOAbl, faTUnKu;
nacTbl 31EKTPOAHbIE;
npouue nsgenus.
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MpunoxeHne b
(o6a3atenbHoe)

dopma 1 KoNMyecTBO NpeacTaBaseMblXx 06pasL 0B MeANLNHCKNX N3AeNnin, maTeprnanos

Ta6nunua b1

HavnmeHoBaHune n3penua,martepuana

1 W3penua, NOCTOAHHO wan gnv-
TeNbHO KOHTAKTUpYyOLiNe C BHYTPEH-
Hell cpefoii opraHusma

1.1 MmMmnnaHTUpyemble  uU3genunsa
(kpome usgenuii Ans cepaeyvHo-cocy-
AUCTON XUpyprum n odpTanbMoXupyp-
rmn)

1.2 W3penusa agns cepfeyvyHo-cocy-
ANCTON XnMpyprum.

- WNCKYCCTBEHHble cocyfbl (CUHTe-
Tnueckne n 6uonoruyeckue)

- Matepuanbsl ANA NNacTUKW TKa-
Hell cepaua

- NpoTe3bl KNanaHoB cepaua

- UMNAAHTUPYEeMbIl 3neKkTpokap-
ANOCTUMYNATOP

- MMNNaHTUpyemble CTUMYNATOPbI
BHYTPEHHUX OpPraHoBs

1.3 Ctomartoniormyeckme marepu-
anbl NS NAoM6MPOBaHUA KOPHEBbIX
KaHanos

1.4 W3penua pgna odgTtanbmono-
mu:

WHTPaOKYyNApHbIE NTNH3bI
BHyTpUrnasHble /INH3bI
CKI'IepOI'IﬂaCTVI'-IeCKVIM MaTtepunan
aHTUurnaykomMaTto3Hble ApeHaxXn

KonuuecTso v chopma npeacTaBneHus o6pasyos Ans UCMbITAHNS

MaTtepuan

CymMmmapHoe KONW4YecTBO MaTtepuana ro
aHponpoTe3a, Heo6xoAaumoe ANs npoBeje-
HUA CaHUTAPHO-XMMMWUYECKUX U TOKCMKONOTU-
YeCcKWX WCMbITAHWIA, paccyuTbiBalT, Kak
yKasaHo HUuxe:

ro - ro, + ro2-
roe  ro, — macca MmaTtepuana B Buge
UWAUHAPOB WAN NAACTUHOK pas-
Mepom 3 x3 cM. 5*5 cM. Heo6-
xoAumas Ans caHUTapHO-XUMMU-
YeCcKNX UCNRLTaHWi, T;
2 5,

— MaKkCcuMManbHbI pacxon maTtepu-
ana aHgonpoTe3a A/ OAHOr0
nauueHTa, r;

ro2— macca matepuana B BuAe Lu-
NVUHAPOB wAnM Tabnetok c 3a-
KPYTNeHHbIMU KpasiMu.HEe06X0-
AUMas ANA TOKCUKOMOTNYecKnx
ncnbiTaHui, r;

rne M

o, * 8 ;-
2 70
rae 0.3 — macca nabopaTtopHOro >XWBOTHO-
ro. Kr.

M — makcumanbHblii pacxos matepua-
na aHgonpoTesa ANA OAHOrO
nayveHTa, r.

70 — cpefHAA Macca Tena yesioBeka, Kr

CymmapHas niowagb He meHee 500 cm2
CymmapHas nnouwagb He meHee 500 cm2

CymmapHas nnouwagb He meHee 500 cm2
CymmapHas nnowagb He meHee 500 cm2

CymmapHas nnouwagb He meHee 500 cm2

Macca He meHee 120 r

Mo cornacoBaHnio C 3aKas3uynkom
Mo cornacoBaHuio € 3aKka3vynkom
Mo cornacosaHuio C 3aKa3unkom
Mo cornacoBaHnio C 3aKa3uynkom

V3penue

5 wr.

3 wr.
3 wr.

3 wr.

1 ynakoBka
(He meHee 120 1)

He meHee 30 wr.
He meHee 10 wr.
He meHee 40 wr.
He meHee 30 wr.

Mpumeua-
Hue



MpopgonxeHne Tabnuubl b. 1

HaumeHoBaHne usgenus, matepvana

1.5 N3pgenua ana KoHTpauenuuu:
- BHYTpUMAaTOYHblE cnupann

1.6 WN3genua ana coefuHeHUs 1
ckienBaHus TkaHell opraHusma.

- KOCTHble LLleMeHTbl

- K/leeBble KOMMNO3nLun

- martepuansl AN NNacTukM Tka-
Heil

- CKOOGKM K climBalwouwum annapa-
Tam

1.7 Mamma- n annoaHgonpoTe-
3bl U Apyrue

1.8 U3penus pna nevyeGHbIX Ma-
HUNYNAYNIA:

- MMNNaHTUpyeMble KaTteTepbl

2 WN3penua (maTepuansl), kpart-
KOBPEMEHHO KOHTaKTUpPYyloLWmne ¢ BHyT-
peHHel cpepfoii opraHusma

2.1 KaTteTepbl BCex BUAOB, 30H[bI.
6YXW, APEHAXMN, WYHTbl, HAKOHEYHWNKN

2.2 [aTtyuku, anektpoabl ANna Au-
arHoCTMYeCKoW ©n TepaneBTUYECKOW
annapaTtypbl

2.3 Xupypruyeckme WHCTPYMEHTbI
passIMYHOro HasHa4yeHus

3 W3gennsa (matepuansl), ANW-
TeNbHO KOHTaKTUpYyloLW e C KPOBbio 1
numdoi

3.1 KoHTeliHepbl M emKocTu Ans
XpaHeHUs KPOBYW, ee KOMMNOHEHTOB, Cy-
XWX N XKUAKUX KpoBe3aMeHuTenei

3.2 OkcureHaTopbl, guanvsaTopsbl
C KPOBOMNPOBOAALWMMU MarucTpansiMmm

3.3 Cop6eHTbl (reMo- 1 MMMYHO-
cop6eHTbl, NMMdocopbeHTHI)

3.4 YcTpoiicTBa Ana nonyvyeHus
anuporeHHoii BoAbl ANS pacTBOPOB
neKapcTBeHHbIX NpenapaToB

3.5 Martepuansl A9 O4YUCTKU ne-
KapCTBEHHbIX npenapaTtoB (MOHOOG6-
MeHHble, (PMNbTpOBabHbIE)

3.6 Tapa, ynakoBka sieKkapCTBeH-
HbIX CPeACcTB:

- npo6ku

- eMKOCTH
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KonuuecTso v hopma npefcTaBieHnst 06pasLoB A NCMbITaHNS

MaTtepuan

B BuAe NpoBOMOKM, UAylleil Ha U3roToB-
neHve nsgenunit, ANNHON 5 m

CymmapHas

CymmapHas

CymmapHas

CymmapHas

CymmapHas

nnowagb

nnowagb

nnowagb

nnowass

nnowagb

meHee 500 cm2

meHee 500 cm2

MeHee 500 cm2

MeHee 500 cm2

MmeHee 500 cm2

CymmapHas nnowagb He meHee 400 cm2

CymmapHas nnouwagb He meHee 500 cm2

Konunuectso,

Heo6xoammMoe AnNsa Tpex-
KPaTHOTo NpUMeHeHNs

CymmapHas nnowagb He meHee 500 cm2

CymmapHasa nnouwagb He meHee 500 cm2

200—250r

CymmapHas nnowaab He

MeHee 500 cm2

W3penve

He meHee 25 wr.

5 ynakoBok
5 ynakoBok

He meHee 5 wr.

He meHee 10 wrT.

He menee 15 wT.

1 KoMnneKkT

5 wr.

15 wT. +
+ 04 -dn. rge
N — konuyecTtBO
n3penunii B nap-
TN, WT.

3—8 wr.

He meHee
10 KONTOHOK

Mpume-
yaHve

KoH-
TeliHe-
pbl
[ONX-
Hbl
6bITb
3anon-
HEHbl
Aunc-
™mnnu-
poBaH-
HOW
BOA Ol
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MpoaomxkeHne Tabauubl 6.1

HavmMeHoBaHve n3genus, marepuana

4 WN3penunsa (matepuansl), KpaTt-
KOBPEMEHHO KOHTakTupytlowmne ¢
KPOBbIO M numdoii

4.1 YcTpoiicTBa 3KCY3UOHHbIE,
TpaHC(yY3MOHHbre U NHAY3NOHHbIE:

- ycTpoiicTBa B3ATUA KPOBMU

- ycTpoiicTBa ANs nepenuBaHus
KPOBW M TeKapCTBEHHbIX PacTBOPOB

- ycTpoiicTBa ANs BNMBAHWA pac-
TBOPOB

4.2 Maructpanu
wue
4.3 Wnpuybi:

- WNpWLUbl WHBEKLWOHHbIE MHOTO-
pasoBoro NpUMeHeHns

KPOBONPOBOAS-

- WNPULbl MHbEKLUOHHbIe OAHO-
KpaTHOr0O NpPUMEHEHWsA, CTepunnso-
BaHHble ra3oBbIM CNOCO60OM

- WNpULbl WHbEKLWOHHbIE OfHO-
KPaTHOTO MNPUMEHEHUSI, CTEPUIN30-
BaHHblE pajuaLoHHbIM CNOCOGOM

4.4 MewmbpaHbl ana dunbTpayum
KPOBM 1 ee npenapaToB

4.5 Kartetepsbl
Knogepsbl

cocyaucTble, OK-

5 W3penua (matepuansl), pnu-
Te/IbHO KOHTaKTMpyluine ¢ paHeBoi
NoBEPXHOCTbI0

5.1 LWOBHbIAN Xupypruyeckuii ma-
Tepuan (HUTK Xxupypruyeckue, KeTryT)

5.2 lMepeBA304YHbIE, MPOTUBOOXO-
roBble. [peHaxHble, BMUTbiBawLWNe
matepuarnbl

5.3 Cop6eHTbl AN NeYeHns paH:
- TKaHeBble
- NOPOLIKOBbIE

5.4 TpoTuBONpoO/siEeXHEBbIE  KPO-
BaTu TMna «KAUHUTPOH»

5.5 MoArysHukn,
KnagHas kneeHka

neneHkn, noAa-

5.6 Tapa, ynakoska, yKynopka ne-
KapCTBEHHbIX CPEACTB

KonnyecTtBo 1 ¢hopma npeAcTaBieHNst 06pasLOoB A8 UCTbITaHNS

Marepuan

CymmapHasa nnowagb He meHee 500 cm2
CymmapHas nnouwagb He meHee 500 cm2

CymmapHas nnouwagb He meHee 500 cm2

CymmapHas nnowagb He meHee 500 cm2

CymmapHas nnowagb He meHee 500 cm2

CymmapHasa nnowagb He meHee 500 cm2

CymmapHas gnnHa He MmeHee 8 m

CymmapHas naowaab He meHee 500 cm2

CymmapHas naowagb He meHee 500 cm2
10 mn
1 kr cthep

CymmapHas nnowafb He meHee 500 cm2

CwMm. 3.6 HacToswen Tabnnybl

n3penve

He meHee 25 wrT.
He meHee 25 wr.

He meHee 25 wrT.

He meHee 10 wrT.

Konunyectso
ob6bpasuoB N pac-
cunTbiBalOT no

rne 450 — ob6bem
BbITSXKU, HEOGXO-
AUMbIA Ans npoBe-
[eHNA TOKCUKONO-
TMYECKUX U CaHu-
TapHO-XNMUNYECKNX
ncnbiTannid, cm3.
V — HOMUHaNb-
Hbli 06bEM OfHO-
ro wnpuua, cm3

475 wr.

450 wr.

He meHee 10 wrT.

He menee 15 wr.

Mo cornacosa-
HUIO C 3aKa34ynKoMm

Mo cornacoBa-
HUIO C 3aKa34ynkoMm

Mo cornacosa-
HUIO C 3aKa34ynKoMm

Mpuma-
vanva



MpopgonxeHne Tabnuubl b. 1

HaumeHoBaHne usgenus, matepvana

5.7 Martepuansl, UCNONb3yeMble
ONA NONYyYEeHUsi NeKapCTBEHHbIX npe-
naparvos:

- Tmaporenu, oCHOBbI Masei

- NeKapcTBEHHbIE M/EeHKU, MUKPO-
Kancynsl npenapaTos

6 Wspgenua (matepuansl), kpart-
KOBPEMEHHO KOHTakTupylouwue c pa-
HEBOW MOBEPXHOCTbLIO

6.1 TeKCTWU/IbHble UK MJIeHOYHblE
MaTtepuanbl, NpUMeHAeMble NMpu one-
paTMBHbIX BMelwaTenbcTBax W ANA
okasaHua nepBoil nomoLyn

6.2 CtomaTtoniornyeckme neve6-

Hble NMOBA3KU

6.3 lMepyaTkn xupypruyeckume

6.4 WN3penua onocpefoBaHHOrO
KOHTaKTa Yepes3 1ekapCTBEHHbIE cpea-
cTBa:

- Tapa, ynakoBka, yKynopka nekap-
CTBEHHbIX CpefCcTB

- NNeHkn

6.5 Martepuansbl, wucnonb3yemble
ONA NONyYeHUs NeKapCTBEHHbIX npe-
napaTos:

- ruaporenu, OCHOBbI Maseii, nne-
HOK, pacTBOPOB, MUKPOKaNcy bl

7 W3pgenus (matepuansl), AOU-
TeNbHO KOHTaKTUpylolWwme co camsuc-
TbiIMK 060104KaMu

7.1 Ctomartonornyeckne matepu-
anbl:
- 6asuncHble

- 3yObl, KOPOHKN 3yBHble
ajAresuBbl, repMeTukn

nNoM6MpPoBOYHbIE

nogknagku k 6asucam

3alNTHbIE Nakn

~

.2 N3penua pns odranbmono-
mu:

KOHTaKTHbl€ /TNH3bI

~

.3 BHyTpuBarnHasibHble n3ge-
nva.

- pnadparmbl

- Konmaukm

- TaMMNOHbI

7.4 [eTckue cocku
7.5 Annapatypa gna ctumynauuu
AblXaHus
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KonuuecTso v hopma npefcTaBieHnst 06pasLoB A NCMbITaHNS

Mpume-
YaHu.c
MaTtepuan W3penune
50T
CymmapHas nnowafb He meHee 500 cm2 —
CymmapHas nnowafb He meHee 500 cm2 Konunyectso
eanHUL  usgenus
CyMMapHoOi nno-
waablo He MeHee
500 cm2
20-kpaTmoe konmyecTBo o6pa3uo., npesa- Konuuectso
Ha3Ha4YeHHbIX ANA OQHOTO MauMeHTa Ha Kypc  efuHuUL,  u3jenus

neveHuns no corsiacoBaHunio
C 3aKa3ynkom
15 nap
Cwm. 3.6 HacTosiwe Tabnumubl
CymmapHas nsouwagb He meHee 500 cm2 _
50 r 1A cymmapHas njaowaib He MeHee
500 cm2
Macca He meHee 250 1 1ynakoBka
(He meHee 250 )
— 32 wr.
Macca He meHee 40 1 1ynakoBka
(He meHee 40 1)
Macca He meHee 12571 1ynakoBka
(He meHee 1257T)
Macca He meHee 250 r 1 ynakoska
(He meHee 250 1)
Macca He meHee 30 1 1ynakoBka

(He meHee 30T)

30 wr.

He meHee 25 wT.
He meHee 25 wr.
He meHee 60 wrT.

CymmapHas nnowanb He meHee 500 cm2
CymmapHas nnowajb He meHee 500 cm2
CymmapHas nnouwagb He meHee 500 cm2

— He meHee 25 wT. —
CymmapHas nnouwagb He meHee 500 cm2 3 wrT. —
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MpopomkeHne Tabauubl £.1

HanmeHoBaHve nsaenwii, matepvana

7.6 Twnep6apuyeckne CUCTEMBI.

HeoHaTa/lbHble WHKy6aTopbl

8 WN3penunsa (matepuansl), KkpaTt-
KOBPEMEHHO  KOHTaKTMpyluime co
CAN3NCTbIMM 060/104KaMM

8.1 VIHCTPYMEHTHI yponoruyec-
Kne. rTMHeKosornyeckune, CToMaTtosiorun-
yeckne

8.2 BHYTPUNONOCTHbIE NHCTPY-
MeHTbl 1 ycTpoiicTBa (aHfoTpaxeasb-
Hble 30H/Abl, 3HA0CKOMbI)

8.3 Hapko3Ho-gbixaTenbHasa an-
naparypa

8.4 PasHble usgenus.

- CNPUHLLOBKK

KPYXKn Scmapxa

- mu3genua ansa oprtonenun
MHranaTopsbl

- CnenoyYHble maTepuasnbl

- npesepBaTuBbI
CeKC-CTUMYNATOPbI

nep4yaTtku CMOTpOBbIE

10

KonnuecTso 1 dhopma NpeacTasneHnst 06pasyoB As UCTbITaHNS

Martepuan

MaTtepuanbl, KOHTaKTUpyloLW e C BO3AYL-
HOW cpe/loli 1 KOXHBLIMU MOKPOBaMM YenoBeka
cymMMapHoi nnowagbio He meHee 500 cm2

Bua npeacTaBneHus o6pasLoB coriaco-
BbIBAETCS CO cneynanuctTamu, npoBoASALLUMK
ncnbITaHns

CymmapHas nnowajb He meHee 500 cm2

Macca 250 r

W3penve

doTorpachus

n3genuda, onwuca-
HUe y3n0B cucTe-
Mbl. BosaywHas
CMeCb U3 CUCTEMBI
B Konunyectee 20 n
N BO3AYX WIN KWC-
nopog AN KOH-
Tpona — 20 n (8
«KWCNOpPOAHOW
nogyLke»)

5 wr.

5 wT.

1 npubop ¢
TeXHWYEeCcKum onu-
caHuem. Mogaynu
HenocpeacTBeH-
HOro u onocpepo-
BAHHOTO KOHTakTa
C OpraHn3Mom:

- Mackum,
AyX0BO[bl —
no 3 WT. KaxAabli

- AblxaTenb-
Has cmecb, npo-
wepawas yepes
annapat.— 20 n
(B «KucnopogHoi
nojyuke»)

- BO3AyWHan
cMeCb UAuM Kncno-
poa B KauyecTse
KoHTponsa — 20 n
(8 «KMcnopopgHoi
nojyuke»)

BO3-

5 wr.
2 wr.
2 wr.

1 ynakoBka
(He meHee 250 1)
He meHee 25 wr.
Konnyectso egu-
HUL n3genuns no
cornacosaHuio ¢

3aKa3ynkom
He menee 15 nap

Mpume-
vaume
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OkoHuyaHue Tabnuuybl 6.1

KonnuecTBo 1 dhopma npeacTaBneHnsi 06pas3LoB A/l UCNbITaHus

Mpumeus
HavmeHoBaHWe usgenus, marepvana e
MaTtepuan 3penve
9 W3pgenus (maTtepuansl), AAU-
TeNbHO KOHTaKTUpylwWwmne ¢ Henos-
pexaeHHoW Koxel
9.1 WN3genus (martepuansl) ANA CymmapHasa nnouwanb He meHee 500 cm2 KonnuectBo
dukcaumm, ummobunmsaunn TkaHe n eaonHuY,  un3genus
opraHoB(naacTblpu.NaeHKn, nepess- no cornacoBaHuio
304Hble MaTepuanbl, 6UHTbI NNaCTUH- C 3aKa3umkom
Hble)
9.2 WN3penus ans HapyXHOro npo- Mpwu
TesnpoBaHusa: Heob-
- KOpceTbl, IMb3bl NPOTE30B, NPO- CymmapHas nnowagb He meHee 500 cm2 1 unspenue xoau-
Tesbl U Ap. MOCTHN
oT-
nenb-
Hble
Komno-
HEHTbI
peuen-
Typbl
9.3 PasHble usgenusa:
- nepuartku AnarHocTuyeckume. — 15 nap —
aHaToMuuyeckune
- HanalbYHUKK — 20 wr.
- OYKOBbIE€ JINH3bI CymmapHas nnowagb He meHee 500 cm2 5 nnH3
- O4YKOBble onpasbl — 10 wr.
- 60/NbHMYHOE Genbe CymMmapHas nnowanb He meHee 500 cm2 1 KomMnnekT
- oAexpaa Ana megnepcoHana CymmapHas nnowagb He meHee 500 cm2 1 Komnnekr
- MOATY3HUKKN, MENeHKN CymmapHaa nnouaab He meHee 500 cm2 10 wr.
- Xupypruuyeckoe 6enbe CymmapHas nnowagb He meHee 500 cm2 10 wr.
- MOYe- N KanonpuemHuKku CymmapHas nnowagb He meHee 500 cm2 10 wr.
9.4 Mpouue wusgenua (maTtepua-
nbl):
- MaTpaubl, ne4yebHble ogesana CymmapHas nnouwaab He meHee 500 cm2 1 wr.
- CNyxoBble annapartbl CymmapHasa nnowasb He meHee 500 cm2 5 wr.
- MOKPbITUS MeAULMHCKOW mebe- CymmapHasa nnowagb He meHee 500 cm2 —
nun. obopyposaHna
- Kpacku, naku, amanu 8 BMAe nnacTUHOK M3 maTepuana usge- doTo-
NMA C HaHeCeHHbIM Ha o06e CTOpPOHbI Mo- rpa-
KpbITUEM CyMMapHOli nnowagbio He MeHee dua
300 cmM2. Pasmep nnacTtuHKu He G6Gonee nsge-
3 x10cm nma
10 W3penus (maTepwuansl), kpat-
KOBPEMEHHO KOHTaKTUpylLl e c He-
NOBPEXAEHHOW KOXelk:
- nacTbl 3/1eKTPOAHbIE 50r —
- TPENKu, XryTbl CymmapHas nnowagb He meHee 500 cm2 3 wrT.
- TUTUEeHWYecKne naketbl CymmapHas nnowanb He MeHee 500 cm2 20 wr.
- ycTpoiicTBa, npubopsbl AnarHoc- CymmapHasa nnowagb He meHee 500 cm2 1 komnnexT
Tuyeckne. nevebHble [aTyUKKU, 3NeK-
TpOAbl 1 Ap.
- Maccaxepsbl, annaukaTopsl CymmapHas naowagb He MeHee 500 cm2 1 komnnexT
annapara
- peHTreHosalwuTHble n3genus CymmapHas niouwanb He meHee 500 cm2 1 n3genune
MpumeyaHune — BoBcex cnyyasnx, rae ykasbiBaeTcs npeActaBieHne o6pasyos 1 B BUje matepuana, u B Buge

n3genus, oopma npeacTaBfeHNsa cOrnacoBbiBaeTCsa C 3aKa3unkoM.

1
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MpunoxeHune B
(pekomeHpgyemoe)

dopma 3aknyeHns

YTBEPXOAIO
PyKoBOAMTENb OpraHnsaunm,
npoBOAsiLLEN UCMbITAHUS

« » 201 r.

3AK/TIOYEHUE
0 TOKCUKO/IOTUYECKUX, CAHUTAPHO-XUMUYECKNX UCTBITAHUAX, UCTbITAHUAX HA MUPOrOHHOCTb,
ctepunbHoCTb Ns....oT 201 .

HaumeHoBaHue nsgenusa (Matepuana).

mMapKa Unu ycnoBHbIii wWudp nsgenus (Matepuana), o6osHaverune HJ

HasHaueHune nsgenusa unn matepuana:

Bug KoHTakTacopraHmsMom.

MpuynHa ncnbliTaHnii:

MN3genve (Matepuan) npeAcTaB/ieHO HA UCTbITAHUSA

HanMmeHoBaHue

opraHunsauuvun 3aasutens
McnbiTaHuANpoaegeHbl HaOCHOeaHuun

HanmeHoBaHue.

HOMep, AaTa JoKyMeHTa
McnbiTaHMA npoBefeHbl B COOTBETCTBUMN C (yKa3bIBa}0T HOMepa U HanMeHOoBaHUA cTaHAapToB N APYTMX HOPMATUBHbIX

AOKYMEHTOB).

B.1 HaumeHOBaHUS NMPUMEHSEMbIX MaTepuanos, HoMmep HA Ha HUX UNM peuLenTypHbI cocTas, CNOCO6 CTepunnsaunm

n3penna:

B.2 KpaTkoe u3noxeHue pesynbTaToB UCMbITAHWI

B.2.1 Pe3ynbTaTbl CAHUTAPHO-XUMUYECKUXNCbITAHWIA:

12
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8.2.2 Pe3ynbTaTbl TOKCUKONOTUYECKUX NCTIbITAHWUIA:

B.2.3 CTepuibHOCTL:
B.2.4 MuporeHHoOCTb:

B.3 BbIBOAbI N0 pe3ynbTaTam UCNbITAHU:

3aknwuyeHune:

HauMmeHOBaHWe n3genna nan matepunana

ans

HauwmeHoBaHWe n3genna nnun matepuana

PEKOMEHAYETCH K npMMeHeH1to No Ha3Ha4yeHuto no nokasartesnto

TOKCUYHOCTMH. CTepUNbHOCTH. NMNPOreHHoCTn
M CNONHNUTENN UCNbITAHWIA:
[ONMXKHOCTb NUYHas Nnognuch pacwundgposka nognucu

PykoBoaunTenb nogpasgeneHns, NpoBoAALLEr0o TOKCUKOIOTMYeCcKne ncnbiTaHna n nccnefoBaHns matepnanos u nsgenunii
MeAUUWNHCKOTo Ha3HauYeHunsa

nuyHas nognucek pacwudgposka nognucu

13
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MpunoxeHune I

(pekomeHnpyemoe)

®opma npoTokona

WcnbiTaTenbHaa na6opatopusi

agpec

Nnet 1
Bcero nuctos.

MonHomouunsa ot FocctaHgapTa Poccun

YTBEPXAAIO
ATTecTar akkpeautayuu PykoBogMTENb MCAbITATENLHOM
W Ne: na6opatopuu
« » 201 r

MPOTOKON
TOKCUKONOTNYECKUX. CAHUTAPHO-XUMUYECKUX UCMbITAHUN. NCNBbITAHUA HA CTEPUBHOCTb.
MUPOFEHHOCTb MEAUUWHCKUX W3AENUA (MATEPWANOB). YCTAHAB/IMBAIO W UX UX XUMUYECKYIO U
BEVONIOTNYECKYO BE3OMACHOCTb
N»ot 201 r.

HanmeHoBaHue nsgenusa (matepuana):

HAHawusgenne:

o603HaueHne HA
Mapknuposka Han3genuu:

M3rotoButensb:

AfpecM3rotoBuTens:

3aaBuTeNb:

AxToT60paoc6pasyos:

McnbiTaHUs npoBefeHbl B COOTBETCTBUM C (yKa3blBalOT HOMEpPA M HaMMEHOBAHWUA CTaHAAPTOB W APYTNX HOPMATUBHbIX

AOKYMEHTOB).

YcnoBus NpoBeAeHUs UCTbITaHWi (TemnepaTtypa BO3AyXa, OTHOCUTEIbHASA BIAXHOCTbL, aTMOC(EPHOE faB/eHne anome-

weHun NenbiTaTenbHoli nabopatopun)

r1 NMPOBEPSAEMbIE MOKA3ATENN UMUCMNO/Nb3YEMbIE CPEACTBA UCMbITAHURA
HavnmeHoBaHue nokasaresns
CaHuTapHO-XMMUYeckue:
Tokcukonornyeckue:

CTepunbHOCTb
MuporeHHocTb

14
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r.2 PE3Y/IbTATbl UCMbITAHWNIA
HaumeHoBaHne nokasarens Honyctumoe 3HaueHne Pe3ynbTarbl UCMbITaHWi BbiBoAb!

CaHuTapHo-xuMunyeckmne:
Tokcukonornyeckue:

CTepuibHOCTb

MuporeHHocTb

SAKNOYEHNE

HanmMeHoBaHne n3pgenva

. TOKCWYHO.... CTEPU/IbHO. ... MTUPOTeHHO;... 06/1ajaeT MecTHoOpasjpaxarwlum U CEHCUGUNN3UPYIOLW UM AeACTBUEM. ...
CcoOTBeTCTBYeT Tpe6OBaHNAM HOPMATUBHbIX JOKYMEHTOB.

VicnonHuUTenun ncnblTaHuni:
AO/DKHOCTb NN4Hasa nognnucb pacwmndposka nognucu

OTBeTCTBEHHbIE 3a UCNbITAHUSA;

[LONKHOCTh NMYHas NoANuChL paclmposka nognucu

15
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MpunoxeHune [
(MHdopmMaLunoHHOE)

Buénunorpacusa

[1J C60pHMK MeToANYEeCKNX pekoMmeHAauunii no oueHke 6MocoamecTUMbIX CBOWCTB WCKYCCTBEHHbIX MaTtepuanos,
KOHTaKTUPYHLWNX ¢ KpoBblo, MockBa. 1991 r.

J2] C60pPHUKPYKOBOAALWNX METOANYECKUX MATEPMNANOB MO TOKCUKONOTO-TUTMEHNYECKUM UCCNef0BaHUAM NONMMeEp-
HbIX MaTepunanoB U M34enNnii Ha X OCHOBE MeANLMHCKOrO Ha3HavyeHns. Mocksa. 1987 1.

(3) MeToguyeckne ykasaHusi N0 CAHUTAPHO-TUTMEHNYECKO OL,eHKEe PE3VHOBbLIX U NAaTEKCHbIX N34eNnit MeANLUHCKO-
ro HasHavyeHus. Mockea. 1988 r.
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