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MpeaucnoBue

1 NOArOTOBEH OTKpbITbIM aKUMOHEPHBLIM 06LecTBOM « TKC-onTUKa» COBMECTHO C paboyeri rpynnon
MK 7 «OdbTanbmornoruyeckas ontuka u npubopbi» Texuuueckoro komutera TK 296 «OnTuka u ontuyeckune
npubopskI» Ha OCHOBE COBCTBEHHOTO ayTEHTUYHOTO NEPEBOAA HA PYCCKUI A3bIK MEXAYHAPOAHOro CTaHAAapTa,
YKa3aHHOro B NyHKTe 4

2 BHECEH YnpaBneHnem TexXHU4eCcKoro perysimpoBaHua U ctaHaaprusaumm denepanbHOro areHTcrea
Mo TEXHUYECKOMY PEryfIMpPOBaHUIO U METPOMOTUK

3 YTBEP>KOEH W BBEAEH B JEVCTBWE Mpukasom denepanbHOro areHTCTea No TEXHUYECKOMY pe-
rynupoBaHuto u metponorumn ot 7 maa 2013 r. Ne 72-cr

4 Hacrosimii ctaHaapT uaeHTu4eH mexayHapoaHomy ctanaapty UCO 14534:2011«Odpranbmonoru-
yeckasi onTuka. KOHTaKTHbIE NMMH3bI U CPEACTBA yX0AA 3@ KOHTAKTHbIMKU NMH3amu. O6wme Tpeboeanusy (ISO
14534:2011 «Ophthalmic optics — Contact lenses and contact lens care products — Fundamental require-
ments»).

Mpu npyUMeHeHUN HaCTOALWErO CTaHAAPTA PEKOMEHAYETCA UCNONb30BaTb BMECTO CChINOYHbIX MEXAYHa-
POAHBIX CTaHAAPTOB COOTBETCTBYIOLLME UM HaUMOHanbHbIE cTaHaapTbl Poccuickon degepauum, ceegeHus o
KOTOPbIX NpuBeAEeHbI B AOMOSHUTENBLHOM NPUNoXxeHun JA

5 BBEJEH BMNEPBbIE

lpasuna npumeHeHus Hacmosiwe2o cmaHdapma ycmaxoeneHbl 6 FOCT P 1.0—2012 (pa3den 8). Uk-
opmayuss 06 UsMeHeHUsX K Hacmosawemy cmaHO0apmy rnybnukyemcs 8 exe200HoM (o cocmosHuKo Ha 1
AHeaps mekyuiez2o 2o00a) UHhOpPMaUUOHHOM yKasamerse «HayuoHanbHbie cmaHlapmbl», a oguyuanbHbill
mekcm u3MeHeHull U ornpasoK — 8 EXXEeMeCSYHOM UHhOPMaUUOHHOM yKasamere «HayuoHarnbHbie cmaH-
Oapmbi». B criyyae nepecmompa (3aMeHbi) Ui OMMeHbl Hacmosuwiezo cmaHdoapma coomeemcimeayiouiee
yeedomneHue 6ydem onybnuxkoeaHo & bnuxaliuiem ebirycKe UHGOPMayUOHHO20 yka3amensa «HayuoHarnb-
Hble cmaHO0apmbi». Coomeememeyrowjas uUHgopmayus, yeedoMneHUe U mekcmbl pasmelyalomces makxe 6
UHhOpMaLUOHHOU cucmeme obLee0 nonb30eaHuss — Ha ochuyuanbHoM calime ®edepanbHO20 azeHmemea
10 MEeXHUYECKOMY peayrnuposaHulo U Memporsoauu 6 cemu inmepHem (gost.ru)

© CraHgaptuHdopm, 2014

Hacrosiuuii cTaHaapT He MOXKET BbITb NMOSIHOCTLIO UK YACTUYHO BOCNPOU3BEAEH, TUPAXKUPOBAH U pac-
NPOCTPaHeH B Ka4eCTBe 0pULManbHOTO n3aaHus 6e3 paspeluenus denepansHOro areHTCTBa M0 TEXHUYECKO-
MY PErynmpoBaHuUIO 1 METPOSIOTMM
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BBeneHue

MexayHapoaHas opraHusauums no crasaaprusauum (MCO) npeacrasnsiet coboi BceMupHoe obbeanHe-
HWEe HaLMOHaNbHbLIX OpraHn3auui No craHaapTusauum (kommteToB —uneHos NCO). PazpaboTka mexayHapoa-
HbIX CTaHA,apTOB OOBLINHO OCyLecTBnAeTCA TexHuyeckumm komutetammu NCO. Kaxkablii KOMUTET-UNEH MOXET
npMHUMaTh yyactue B pabote nioboro TexHMueckoro KoMUTeTa No MHTEpECyioLeMy ero Bonpocy. Mpasutens-
CTBEHHBIE N HEMPaBUTENLCTBEHHBLIE MEXAYHAPOAHbIE OpraHu3auun, cotTpyaHuyaowme ¢ MCO, Take NpuHu-
MaltoT y4acTue B aton pabote. UCO TecHo coTpyaHuyaet ¢ MexayHapoaHOM 9MEeKTPOTEXHMYECKOH KOMUCCUEN
(M3K) no Bcem BONpocaMm CTaHAAPTU3ALMM B ANEKTPOTEXHUKE.

MexxagyHapoaHble cTaHgapThbl COCTaBMAIOTCA MO NpaBunaM, yCTaHOBMEHHbIM B dupekTusax WCO/MO3K,
4yacTb 2.

OcCHOBHOI 3agayei TexHN4eckux KOMUTETOB sIBNsieTcs pa3paboTka MexayHapoaHbix ctaHaapTos. MNpo-
€KTbl MEeXAYHAPOAHbIX CTaHAapTOB, NPUHATbIE TEXHUYECKUMM KOMUTETAMM, HANPABASIIOTCA HA rONI0COBaHME
komuTeTaM-uneHam. OnybnmMkoBaHNe B KAYECTBE MEXAYHAPOAHOro ctanaapra Tpebyet ogobpeHus He meHee
75 % ronocoBaBLUMX KOMUTETOB-YNEHOB.

B HacrosLlee BpeMsa KOHTAKTHBIE NIMH3bI U CPEACTBA YX0A4a 3@ HUMU HOPMUPOBAHDLI NO-Pa3HOMY B pas-
NUYHBIX cTpaHax. [aHHbIli MexayHapoaHbIi ctaHaapt Obin 3akasaH CEN Esponeiickoin Komuceuein n 6bin
nepBoHavansHo paspaboraH coBmecTHomn paboueri rpynnoil MCO/CEN ¢ uenbio obecneveHns rmodanbHomn
rapmoHusaumun. Ero nepebiMm usganvem 6bin craHgapt MCO 14534:1997. He UCKMIOYEHO, YTO B HEKOTOPbLIX
cTpaHax 3a npegenamu EBponeiickoro Cotoza MOryT okaszaTtbCsi HeoGxoaumMbIMu apyrue TpebosaHusa. OaHako,
BbIPAXXaeTCsl HAAeXaa, YTO NPUHATME HbIHELIHEro TPETLEro U3AaHUA AaHHOTO MEeXyHapOoAHOro craHaapra
OyneT ewle OAHWUM LIAroM K rapMOHU3aLMM U B3aMMHOMY MPU3HAHUIO CTAHAAPTOB.
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HAUMOHANBLHBIA CTAHAAPT POCCUNCKOWN SGEAEPALUUNMN

onTuka opranbmonoruvyeckan
KOHTAKTHBIE JINH3bl N CPEACTBA YXOOA 3A KOHTAKTHbIMA INH3AMU

OO6wwue TpedboBaHuA

Ophthalmic optics. Contact lenses and contact lens care products. Fundamental requirements

Dara BBegeHna — 2015—01—01

1 O6nacTtb NPUMEHEHUA

Hacroswuit ctaHgapt ycraHaBnmBaeT TpeboBaHus 6e30nacHOCTU U BKCMNyaTaumoHHble TpeGoBaHus Kk
KOHTaKTHbIM NUH3aM, CpeaCcTBaM yxofa 3a HUMU U APYrUM NPUHAANEXKHOCTAM KOHTAKTHbIX JIMH3.

Hacrosiuit ctaHgapT He HOpMUPYET BOMPOCHI 3MeKTPO6e30nacHOCTU U SNEKTPOMArHUTHOW COBMECTHU-
MOCTU, KOTOPbIE MOTYT BO3HUKHYTb NPU SKCMnyaTauum anekTpoobopyaoBaHMs B CBA3U C KOHTAKTHbLIMMW INUH3a-
MW UNW CPEACTBAMM yX0Aa 38 HUMM.

2 HopmaTuBHbIe CCbISTKN

B HacTOsILLEM CTaHAapTe MCNONb30BaHbl HOPMATUBHBIE CChISIKM HA CREAYIOLLME MEXAYHAPOAHbIE CTaH-
JapTel:

NCO 10993-1 Buonornyeckas oueHka MeauuMHCKMX uaaenuin. Yactb 1. OueHka u ucnbiTaHue B Cu-
creme ynpasneHus puckamu (ISO 10993-1, Biological evaluation of medical devices — Part 1: Evaluation and
testing within a risk management process)

MCO 11978 OnTuka u onrtudeckme npubopbl. KOHTAKTHbIE MMH3bI U CPEACTBA yxoAa 3a HUMu. MHdop-
mauus, npegocraensiemas usroropurenem (ISO 11978, Ophthalmic optics — Contact lenses and contact lens
care products — Information supplied by the manufacturer)

MCO 11980 Ontuka odranbmonorndeckas. KOHTakTHbIE NUH3bLI U CPEACTBA yXx0Aa 3a HUMKU. YKasaHuA
no KnuHu4yeckum ucnoitabusam (ISO 11980, Ophthalmic optics — Contact lenses and contact lens care products
— Guidance for clinical investigations)

MNCO 11986 Ontuka ocdbranbmonornyeckasn. KOHTakTHbIE NMUMH3bLI U CPEACTBa yxoaa 3a Humu. Pykosoa-
CTBO MO onpeaerneHuio BnuTbiBalowen cnocobHoctu (ISO 11986, Ophthalmic optics — Contact lenses and
contact lens care products — Determination of preservative uptake and release)

MNCO 11987 Ontuka ocdranbmonornyeckasn. KoHTakTHble nuH3bl. OnpeaeneHne cpoka CKnaackoro xpa-
HeHus (ISO 11987, Ophthalmic optics — Contact lenses — Determination of shelf-life)

MCO 13212 Ontuka odtanbmonoruyeckasi. Cpeacrea yxoaa 3a KOHTaKTHbIMU fMH3aMKU. Yka3aHus no
onpeaeneHunio cpoka cknaackoro xpaHeHus (ISO 13212, Ophthalmic optics — Contact lens care products —
Guidelines for determination of shelf-life)

MCO 14155 KnuHuyeckne uccneaoBaHus MeAULIMHCKMX MPpUOOPOB U annapaTos npeaHasHavYeHHbIX Ans
nauueHToB. [loGpokadecTBeHHas KnuHu4Yeckas npaktuka (ISO 14155, Clinical investigation of medical devices
for human subjects — Good clinical practice)

MCO 14729:2001. NameHeHue 1:2010 OnTuka opranbmonornyeckas. Cpeacrea yxoaa 3a KOHTaKTHbIMU
nuHsamu. MukpoBuonoruyeckue TpeboBaHMS U METOAbI UCTIbITAHUIA MaTepuanos, a Takke TMIUEeHNYECKNi
peXum 0GpalleHUs C KOHTAKTHbIMU NuH3amu (ISO 14729:2001/Amd.1:2010, Ophthalmic optics — Contact lens

W3naHue ocbmumansHoe
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care products — Microbiological requirements and test methods for products and regimens for hygienic man-
agement of contact lenses — Amendment 1)

NCO 14730 Ontuka ocpransmonoruyeckas. Cpeacrea yxoaa 3a KOHTaKTHbIMU nuH3amu. OnpeaeneHne
ahbhekTUBHOCTU NpeaoxXpaHeHUsi OT MUKPOOOB U onpeaeneHne cpoka yrunusauum (ISO 14730, Ophthalmic
optics. Contact lens care products. Antimicrobial preservative efficacy testing and guidance on determining
discard date)

NCO 14971 Nspenusa meamumHckue. NMpuMeHeHne ynpasneHnsa puckaMn K MeAMLIMHCKMM npubopam v
annapatam (ISO 14971, Medical devices — Application of risk management to medical devices)

NCO 15223-1 WUspenua meauumHckue. padpmyeckne CUMBONLI ANA NPUMEHEHUS HA STUKETKax
MEAULUMHCKMX WHCTPYMEHTOB, UX 3TUKETUpPOBAHWE WU npegocrasnsemas uHdopmaums. Yactb 1. Obwme
TpeboBanua (ISO 15223-1, Medical devices — Symbols to be used with medical device labels, labelling and
information to be supplied — Part 1: General requirements)

NCO 18369-1 OnTuka odranbmonornyeckasn. KoHtaktHble nuH3bl. Yacte 1. Cnosapb, cuctema knac-
cucpukaumm m pekomeHaauum no yCcrtaHoOBMNEHUIO TpeboBaHui k atuketuposaHuio (ISO 18369-1, Ophthalmic
optics — Contact lenses — Part 1: Vocabulary, classification system and recommendations for labelling speci-
fications)

NCO 18369-2 Ontuka odpranbmonorndeckas. KoHtakTHble nuH3bI. Yactb 2. fonyckn (ISO 18369-2,
Ophthalmic optics — Contact lenses — Part 2: Tolerances)

NCO 22442 (Bce uactn) MeguumHckaa annapartypa C UCNOMb30BaHUEM XXMBOTHbIX TKaHeW U UX
npoussogHbix (ISO 22442 (all parts), Medical devices utilizing animal tissues and their derivatives)

3 TepMuHbI M onpeaeneHus
B Hacroswem ctaHgapre npumeHeHbl TepMuHbl no MCO 18369-1.
4 Be3onacHOCTb U 3KCMJlyaTalUOHHbIe CBOMCTBA

4.1 MNMpeaycMOTPEHHOE NPUMEHEHUE KOHTAKTHOW NWUH3bI, CPEACTB yX04a 3a HEl unu Apyrux npuHag-
NEXHOCTEN ANA KOHTAKTHBIX IMH3 A0JPKHO ObiTb JOKYMEHTUPOBAHO.

4.2 3KcnnyataunoHHbIe CBOWCTBA AOIMKHbI ObITb NPOAEMOHCTPUPOBAHLI OLIEHKON UMEIOLENCAa H(op-
MauuM U UCTOPUEN MPUMEHEHUA Ha nauueHTax, npyu HeobxoaMMOCTU HapAdy C AOKMTMHUYECKUMU W KIMHK-
YeCKUMM ucnbiTaHuaMU. MNpu oueHke 6e30NacHOCTU U BKCNyaTaLMOHHBIX CBOMCTB AOMKHO ObiTb NPUHATO B
pPaccMOTPEHME KaXa0e U3 Creayolmnx Nepedncrnernnii, a peLueHns 40HKHbI ObiTb JOKYMEHTUPOBAHbI:

a) PyHKUMOHANbHbIE XapaKTEPUCTUKU, NPEAYCMOTPEHHOE NPUMEHEHUE U YCIOBUSA UCMONb30BaHUS;

b) cneuynduyeckne TpeboBaAHUSA K XKECTKMM KOHTaAKTHbLIM JIMH3AM U TMAPOrefieBbiM KOHTAKTHLIM NMH3aM
no NCO 18369-2;

C) MUKPOBUONIOrMYECKNE XapakTEPUCTUKKU, B TOM Yncrie BUonormyeckas Harpyska, CTEPUNbHOCTb, Ae-
3UHAEKLMA KOHTAKTHbIX NIUH3 U AENCTBUA NO NnpegoxpaHeHuto (cM. pasgen 10).

d) Guonoruyeckas COBMECTUMOCTb, B TOM YWUCME SKCTparupyemMble BeLUeCTBa, LUTOTOKCUYHOCTb, pas-
ApaxkeHue, ceHcnbunmaaums, ocTaTku CTEPUIIMBYIOLLIMX areHToB U NPOAYKTbI Aerpajgauun — AOMKHbI NpuMe-
HATLCA COOTBETCTBYIOWME TpebosaHusa no MCO 10993-1;

€) KnuHn4yeckas oueHka (cm. pasgen 8);

f) PusmMko-xummyeckas CoBMeCTUMOCTb (B TOM YMCNeE BNUTLIBAHUE M BbICBOBOXAEHUE NPEeaoXpaHsio-
LLMX areHTOB) MeXAY KOHTAKTHLIMU NMH3aMU U CPEeACTBaMK YXOAA 38 HUMWU UMK APYTUMU MPUHAANEXHOCTAMM
KOHTaKTHbIX NIUH3, Kak ycTaHoBneHo B NCO 11986;

g) cTabunbHOCTb, B TOM YMCIIE CPOK NPEeANPOAAXKHOIO XpaHeHUs U Aara yTunusauuu (cm. pasgen 12);

h) apyrve Buabl NpeayCMOTPEHHOTO MPUMEHEHUs1, Hanpumep, onpeaeneHne 3PPEeKTUBHOCTU YUCTKU
UNN KOHTPONbHO-U3MepUTENbHbIE hYHKUUK;

MpumevaHune —Merogbl UCnbITaHUA — CM. pasgen 2 n Gubnuorpacuio.

4.3 lNpun OTCYTCTBMM NMOAXOASALLEr0 CTaHAapTa U3roToBUTENb AOSMKEH NMPOAEMOHCTPUPOBATL COOTBET-
CTBUE u3aenusi 00bSBNEHHbIM NapaMeTpam ¢ MOMOLLIbIO HAAEXKHBIX HAYYHbIX PE3yNbTaToB NatopaToOPHbIX UK
KITMHUYECKUX UCCEOBAHUNA.

MpumMmedaHue —MNroToBUTENSIM KOHTAKTHBIX JIUH3 U CPEACTB YXOAa 32 HUMN CNERYET HaNOMHUTL O TpeGoBaHm-
SIX MPOCNEXUBAEMOCTU B TOM CMbICIe, Kak 06 3TOM YNOMsIHYTO B CTaHgapTax no ynpasneHWio Ka4ecTBOM.
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5 OueHka puckoB

5.1 dopmanbHyi0 OLIEHKY PUCKOB CreayeT NpOoBOAUTbL AN KAKAOW KOHCTPYKUMM KOHTAKTHbIX FUH3,
CPEeACTB yx04a 3a HUMMU U APYrUX MPUHAATNEXHOCTEN K KOHTAKTHbIM NMH3aMm. OLeHKa PUCKOB AOIDKHA OCy-
LLECTBNATLCA MO NPU3HAHHOW MeToAuKe. Pe3ynbrar oueHKU PUCKOB ANt BCEX acnekToB 6€30nacHOCTU, IKC-
NNyaTaLUMOHHbIX CBOMCTB M STUKETUPOBAHUSI AOMKEH ObiTb AOKYMEHTUpOoBaH. Mpumensaior NCO 14971.

5.2 OLeHKy pUCKOB CrieayeT npoBepsTh:

a) perynsipHo;

b) kaxabli pas, Koraa usaenue Unu TEXHOMNOIMA ero U3roTOBNEHUA NpeTepneBaeT U3MEHeHue;

C) K&Xblil pa3, Korga NpeTepneBaeT M3BMEHEHUE YyNaKoBKa MU 3TUKETUPOBAHNUE;

d) kaxxabli pa3s, Koraa M3roToBUTENIO CTAaHOBUTCS U3BECTHON HOBaA UHpOpMaUmnA, OTHOCALLAACA K AEny.

6 KoHcTpyKumns

KoHcTpyKkumst AorbkHa ObiTb JOKyMEHTUPOBaHA, 060CHOBaHA U NPOBEPeHa Ans Toro, YTo6bl NPOAEMOH-
CTPMPOBAaTh AOCTKEHWE HEOBXOAUMBIX IKCIIYaTaLMOHHBLIX CBOWCTB U GEe30nacHOCTM NPU UCMOMNb30BAHUM
U3aenus NpeaycMOTPEHHbIM 06pasoMm.

7 Marepumanbl

71 MaTepwanbl, NPUMEHAEMbIE ANA U3roTOBIIEHUA UNKU BO BpemMa NPOU3BOACTBA KOHTAKTHbLIX JIMH3,
CpeACTB yX0Aa 3a HUMU U APYTUX NPUHAATEXHOCTEN K KOHTAKTHbIM MIMH3aM, CrielyeT BbIOMpaTb C y4€TOM UX
CBOWCTB, HEOOX0AMMbIX ANnsi obecneyeHusi TpeboBaHuii 6e30NacHOCTU, IKCMIyaTaUMOHHBIX XapaKTepUCTUK,
TexHonoruu, cnocoba obpaLeHnsi 1 COBMECTUMOCTU C APYTUMU Marepuanamu, ¢ KOTOPbIMA OHU MOTYT BOMTHU
B KOHTaKT.

7.2 Ha matepuansbl XXMBOTHOIO NPOUCXOXAEeHUs1 pacnpocrpaHsieTca MCO 22442 (Bce yactu).

7.3 O6ocHOBaHUe BbIGOpA KOHKPETHBLIX MaTepuanoB AOIMKHO ObITb JOKYMEHTUPOBAHO.

8 KnnHuyeckasn oueHkKa

BesonacHOCTb W/unu sKcnnyaTaLuuoHHbIE CBOMCTBA M3AENUS B aCNEKTe NPUMEHEHUS NPeayCMOTPEHHBIM
06pa3oM AOIMKHbI ObITb OLEHEHb! KIIMHUYECKN OAHUM UMM HECKONbKUMU U3 CReayioWmXx MeTOA0B:

a) U3ydeHne COOTBETCTBYIOLLEW Hay4yHOW NUTEpaTypbl, OTHOCAWEWCA K NPeayCMOTPEHHOMY NpUMEHe-
HUIO M 9KCNNyaTauuOHHbIM CBOWCTBAM M3AENUS U UCTIONb30BAHHBIM METOLMKAM OLIEHKM;

b) onbIT, NONyYEHHbI B X0A€ NPeablayLero UCrnonb30BaHuUs;

C) KITMHUYECKOE UCCReaoBaHune,

Bcakoe knuHW4eckoe mccnegoBaHue AOMXKHO YAOBMETBOPATL NpUHUMNAM A06poKayeCTBEHHON KIMHU-
YecKOoW npakTuku, npuseaeHHbIMu B MICO 14155 n UCO 11980.

9 TexHOnoOrus

[ns obecneveHus Ka4yecTBa U3aenusa TEXHONOMMYECKUe NpPoLecChbl AOMKHbI OblTb JOKYMEHTUPOBAHbI U
KOHTponupyembl. M3gennsa aomkHbl yAOBNETBOPATL TPeGOBAHUAM K KAQYECTBY, YCTAHOBINEHHBIM B KOHCTPYK-
TOPCKON JOKYMEHTALMKU UMK B TEXHUYECKMX YCIOBUAX Ha u3genus. JomkHbl ObiTh BblAEPKaHbl OnpeaeneH-
HbIE YPOBHU XUMUYECKUX, PUNYECKNX N BUONOrMHECKUX NapaMeTpoB, 0COBEHHO B OTHOLLEHUU MUKPOBUOMO-
FMYECKMX UNKU TBEPAbIX AUCNEPCHBIX 3arpsasHUTENEN, CNOCOOHBIX OTpULUATENLHO NOBNUATL HA 6E30NacHOCTb
Bpava unm naumeHTa, a Takke Ha YHKLMOHASIbHYIO 6€30MacHOCTb U HAAEXKHOCTb N3 enus.

MpuMeyvaHune — PykoBOACTBO NO yNpaBneHUto Ka4ecTBOM cM. B Gubnuorpadum.
10 Mukpobuonoruyeckme Tpe6oBaHuA

10.1 KOHTaKTHbI€ NIUH3bI

10.1.1 JIuH3bl, nocTaBNsAieMble CTEPUITBHBIMU
Msrkue KOHTaKTHbIE NIMH3bI CregyeT NOCTaBNATb CTEPUIIbHBIMU. YPOBEHb 0BecneyeHns CTEPUIILHOCTH
(YOC) nomxkeH coctaensTh He Gonee 107,
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NnH3bI, MApKUPOBAHHbLIE KaK CTEPUNbHbIE, AOMKHbI ObITb CTEPUNN30BaHBLI 040GPEHHLIM CNOCOGOM. Ypo-
BeHb 06ecneyeHnst CTEPUIILHOCTH U CNOCOG CTEpUNM3aLmnm A0MkHbI GbiTb JOKYMEHTUPOBAHSI.

NuH3bl, NocTaBnsieMble CTEPUNBbHLIMK, AOMKHbI ObITb YNAkoBaHLI TakKMM 06pa3oM, 4ToObLl OHM OCTaBa-
NUCb CTEPUNBHBLIMU B HOPMASbHBIX YCROBUSAX XPAHEHUS], TPAHCMNOPTMPOBaHMA U 06paLLeHNs A0 TeX Nop, noka
GapbepHas cucTeMa CTepunbLHOCTU He ByAEeT BCKPLITA MK NOBPeXaeHa.

Mpunmeyanune—[JaHHoe TpeboBaHWe pacNPOCTPaAHASTCSA Ha NINH3bI, NOCTABMSIEMbIE CTEPUILHLIMU, NOSTOMY
NPUMeHSAETCS HOBbIA TEpMUH «BapbepHas cucTema CTepUbHOCTUY No [54] BMECTO NpeXHero TepMUHa «NepBUYHast yna-
KoBKa».

10.1.2 INnH3bI, NOCTaBMAEMbIE HE CTEPUIbHBIMK

JInH3bl, nocTaBNsAeMble He CTEPUIbHBLIMM, AOSHKHbI ObITb M3rOTOBMEHbI N YNAKOBaHbI MO TEXHONOIMU, OT-
HOCUTENMbHO KOTOPOM A0Ka3aHO BO3HUKHOBEHME 3a BPEMS NPeanpoaa)xHOro cpoka XxpaHeHusi Guonoruyeckom
Harpy3sku B cpegHem He Bonee 100 KOE (konoHueobpasyiowmx eauHuL) Ha NUH3y.

MpumedaHue —PykoBogcTBO Mo METOAaM UCMbITaHWIA, BKIKoYas oLeHKy Guonorieckoii Harpysku Ha MeguLMH-
ckue usgenus, npuseaeHo B [35].

10.1.3 AnarHocTuyeckue fH3bl
M3roToBuTenn AMarHOCTUYECKUX KOHTAKTHbIX TMH3 MHOTOPa30BOro UCMOMNb30BaHUSA AOIDKHLI NPEAOCTaB-
NATb UHCTPYKUMKU MO 6e30nacHOMY yxoay 38 HUMKU Mexay NPUMEHEHUAMMU.

MpumedaHue — PyKOBOACTBO MO MrMeHUH4ecKoMy OBpalLeHUio C AUarHOCTUHECKUMU KOHTAKTHBIMU NIUH3aMK
MHOropasoBOro UCMonbL30BaHUs NpueeseHo B [6].

10.2 Cpeactea yxona 3a KOHTaKTHbIMU FIMH3aMK

10.2.1 Cpeacrea yxoaa 3a KOHTaKTHbIMW NIMH3aMK, NOCTaBnsieMble B KPYNHON hacoske (BMECTUMO-
CTbl0O He MeHee 250 mn), AOMkKHbl GbITb M3rOTOBMEHbI U YNAKOBaHbI MO TAKOW TEXHOMOIMU, OTHOCUTENbLHO
KOTOPOI A0Ka3aHO BO3HWKHOBEHME 3a BPeMs NPEeAnpOAaKHOr0 CpoKa XpaHEeHUs GUONOrMYECKON Harpysku B
cpeaHem He 6onee 100 KOE/r (ecnu He 060CHOBAHO MHOE), U NPU 3TOM OTCYTCTBYIOT Crneayilowmne NaToreHHble
MUKPOObI: Staphylococcus aureus, Pseudomonas aeruginosa w Escherichia coli.

10.2.2 XXuakue cpeacTBa yxoaa 3a KOHTAKTHbIMWM NUH3AMKU crnieayeT nocTaBnsATb NUbO OKOHYaTENbHO
crepunbHbimmn (YOC He 6Gonee 10'6), nn6o o6paboTaHHbIMK acenTu4Yecku B xoae 0a0BPEHHOrO U OKYMEHTH-
pOBaHHOIO npouecca.

MpumedaHue —PykoBogcTBO NO acenTUYECKON YKyrnopke npuseaeHo B [37].

10.2.3 PactBopbl Ans yX04a 3a KOHTAKTHLIMU SIMH3aMM1, pacCYUTaHHbIE HA HEOAHOKpPATHOE NPUMEHe-
HWE, JOMXHbI BbITb 3aKOHCEPBUPOBaHbI B COOTBETCTBUM ¢ MCO 14730 Ha npoTskeHUU BCEro 0603HA4EHHOI0
CpoKa XpaHeHus BNAOTb A0 AATbl yTUAU3ALMK.

10.2.4 Cpeacrea yxo4a 3a KOHTAKTHbIMU NUH3aMU, NPeAHa3HaAYEHHbIE ANA UX Ae3uHpEeKUun, AOMKHbI
obnapgatb aHTMGakTepuanbHbiM AeicTBUEM B cOOTBETCTBUU C MCO 14729 Ha npoTsKeHUM 0603HAYEHHOro
CpoKa xpaHeHus.

MpumevaHune —Ha cpescrBa Ae3srHEKLMN KOHTAKTHBIX NWH3 [47] 1 [48] He pacnpocTpaHaloTeS.

10.3 ipyrue npuHaanexHoCTU KOHTAKTHbIX FIUH3

Marepuansl, MapkMpOBaHHbIE Kak CTEPUIbHbIE, AOIDKHBI ObITb CTEPUNN30BaHbLI 0A40OPEHHBIM METOAOM.
YpoBeHb 06ecneyeHns CTEPUNbLHOCTM U METOA CTEPUNU3ALIMU AOMKHBI ObITb AOKYMEHTUPOBAHBI (CM. 10.2.2).

11 YnakoBka

11.1 YnakoBKa KOHTaKTHbIX NIUH3, CPEACTB YX0/a 32 HUMU M APYTUX NPUHAANEXHOCTEN KOHTAKTHLIX SIMH3
AomkHa OblTb TakoW, YTOObI OHA 3aLymLiana u3genusi OT BO3MOXHbLIX NOBPEXAEHUN U HE BNUsNa oTpuLiaTesnb-
HO Ha ux yHKUMKU, GE30NaCHOCTb UMM SKCNIyaTaLMOHHbIE CBOWCTBA B HOPMASIbHLIX YCIMOBUSIX XPAHEHUS,
TPaHCMOPTUPOBAHUA U MaHUNYNMpoBaHua (CM. pasgen 5).

11.2 YnakoBka usaenuit, MapkMpoBaHHbIX Kak CTEPUIIbHbIE, OJDKHA NOAAEPHUBATL NX CTEPUNBLHOCTL B
HOPMaribHbIX YCIOBUAX XPAHEHUSA, TPAHCNOPTUPOBAHMA U MAaHUNYNUPOBAHUA A0 MOMEHTa BCKPLITUS UMK NO-
BpeXaeHusi 6apbepHOI CUCTEMBI CTEPUNBHOCTU, MO0 10 MOMEHTA UCTEYEHUA CPOKa rOHOCTH.
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11.3 YnakoBka usaenuii, He MapkKMpPOBAHHbIX KaK CTEpUIibHbIE, AOMKHA NOAAEPIMBATL UX YUCTOTY B
HOPManbHbIX YCNOBUSIX XPaHEHUS!, TPAHCMOPTUPOBAHUSA U MAHMMYNUPOBAHUS A0 MOMEHTA NPUMEHEHNA NGO
B npeaenax o603Ha4YeHHOro cpoka NpeanpoAaXHOro XxpaHeHus.

11.4 YnakoBka BCEX U3aenui, MapKMpPOBaHHbIX KaK CTEPUITbHBIE, U BCEX CPEACTB YyX0A4a 3a KOHTaKTHbIMU
INIMH3aMK B KPYMHOW (hacoBKe AOIMKHA ObITb HEBOCCTAHABNMBAEMON. YNIAKOBKU U/MMN STUKETKU aHANOMMYHBIX
UMK NOXOXUX U3ZENNIA, peanu3yemble Kak CTEPUIbHbIE, TAK U Kak HE CTEPUITbHbIE, 4O0MKHbI ObITb PA3NIMYHBIMU.

12 Cpok npeanpoaaXHoOro XxpaHeHus U gara ytunmsauum

12.1 Cpok nNpeanpoAaXKHOrO XpPaHEHUSA KOHTAKTHbIX MIMH3 U CPEACTB yXxo4a 3a HUMMW JOSDKEH ObITb yCTa-
HOBIEH Ha OCHOBAHUW UCMbITAHWUM, AEMOHCTPUPYIOLLIMX, YTO KQXA0€ U3ienue B HEBCKPLITON YNakoBKe NPoaos-
XaET yAOBMNETBOPATbL BCEM TEXHUHECKUM TPEDOOBAHUSIM NPU YCIOBUSAX XPaHEHUS!, yCTaHOBNEHHbIX UCO 11987
ANA KOHTaKTHbIX NMMH3 n CO 13212 ana cpeacTs yxoAa 3a HUMK.

12.2 XXuagkue cpeacrea yxoaa 3a KOHTaKTHbIMM NIMH3aMM, YNaKkoOBaHHbIE B MHOTOA030BYI0 Tapy, A0SDKHbI
ObITb:

a) 3aKkoHcepBupoBaHbl B cooteetcTaun ¢ MCO 14730 unu

b) ynakoBaHbl B Tapy, kKOTOpas yCTpO€Ha U MapkupoBaHa Takum 06pasom, YtoObl CBECTU K MUHUMYMY
PUCK NOBPEXAEHUSA rMas B pe3ynbrare 3arpsasHeHus B NpoLecce UCNosib3oBaHusA. JOmkHbl ObITb y4TEHbl BMe-
CTUMOCTb U pasmepbl Tapbl, MaKCUMarnbHbIA CPOK UCMONb30BAaHUA NOCHE BCKPbITUS Tapbl U HAHECEHUE Ha
3TUKETKY chneuuanbHbIX npeaynpeautenbHbiX HAAMUCEN|, KOTopble nomoranu Obl CBECTU K MMHUMYMY PUCK
NOBPEXAEHUSA rNa3 B pe3ynbrare 3arpsasHeHus.

12.3 XXugkue cpeacrsa yxoaa 3a KOHTAKTHbIMU JIMH3aMU, KOTOPbIE HEAOCTAaTOMHO 3aKOHCEPBUPOBAaHbI,
JOMKHbI BbITh YNakOBaHbl B 0AHOA030BYIO Tapy MO0 B MHOTOA030BYIO Tapy, YAOBINETBOPSIOLLYIO TpeboBaHu-
aM 12.2, nepeuncrneHue b).

12.4 [ata yTunusaumm KOHTaKTHLIX IMH3 U CPEACTB yX0Aa 3a HUMK JOMKHA ObITb YCTAHOBNEHA HA OC-
HOBaHUU AOKYMEHTamNbLHOro NOATBEPXKAEHUSA.

MpumMmeyvaHune—BWNCO 14730 npuseseHbl TpeboBaHUs, PyKOBOACTBO M MeTOAbLI UCTIbITAHWIA ANs onpeaene-
HUS 3P hEeKTUBHOCTM KOHCEPBaLMU CPEACTB YX0A4a 3@ KOHTAKTHbIMM NIMH3AMU U AaThl UX YTUNU3aLK.

13 3TUKeTUpOBaHUE U nHpopmauua, NnpeaocTaBnaeMan U3roToBUTENeM

13.1 OGwue TpeGoBaHuA

OTUKETUPOBAHME KOHTAKTHbIX NMMH3 M CPEACTB yX04a 38 HUMM JOSHKHO COOTBETCTBOBATL TPeGOBaHUAM
nNCO 11978.

13.2 TpeGoBaHMUA K AONONHUTENLHOW UH(POPMALIMKA O KOHTAKTHBIX FIMH3aX

13.2.1 Ona nuH3, nocTaBnseMbiX He CTepPUNbHbIMKU, UHOPMaLUSA, NpeaocTaBnsaemMas U3roToBUTENEM,
JOIKHA BKIMIOYaTb COOTBETCTBYIOLLME MHCTPYKLUMK, HAaNPUMEp, NPOTUBOMOKAa3aHUs, NpeaynpexaeHus U Mepsbl
NPeaoCTOPOXHOCTH, a Takxke Mobyio Apyrytlo MHGopmMauuio, Heobxoaumyto ana 6e3onacHoOro NpUMEHeEHUs
KOHTaKTHbIX JIMH3 U CPEACTB yX04a 3a HUMMU.

13.2.2 ECnn M3roTOBUTENb 3aABMSET, YTO KOHTAKTHYIO MUH3Y CneayeT 3aMeHsiTb Yepes onpeaeneHHble
NPOMEXYTKU BPEMEHM, 3TN UHTEPBAIbI AOMKHbI ObITh YKa3aHbl B MHpOpMaLMK, NpeaoCTaBnsAeMOn U3roTOBU-
Tenem.

13.2.3 Ecnu U3rotoBuTENb NOCTaBNSIET Habopbl NPOBHBIX KOHTAKTHBLIX JINH3, AOMKEH ObITh yKa3aH crno-
cob yxoaa 3a HUMU. Ecnu CyLLEECTBYIOT OrpaHUYeHuMsi MO BPEMEHW WUINN YMCIY CEaHCOB UCMONb30BAHUST 3TUX
INH3, OHU JOMKHbI BbITb OrOBOPEHBI.

13.3 TpeGoBaHUA K AONONHUTENbBLHOW UH(POPMaLIUU O CPeACTBaX YXO0Aa 32 KOHTAKTHLIMMU
NuH3amMun

13.3.1 Marepuanbl, OKOHYaTenbLHO crepunu3oBaHHble Ao YOC He Gonee 10", pomkHbl GbiTb
3TUKETMPOBAHbI KaK CTepuUnbHble ¢ ucnons3osaHuem cumeona STERILE, ycraHosnenHoro NCO 15223-1; cm.
TaKxke [7]. Matepuansbl, 06paboTaHHble acenTuieckun, AOIMKHbI ObITb STUKETUPOBAaHbI KaK CTepUbHbIE CUMBO-
nom STERILE A no UCO 15223-1 nmm [7].
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13.3.2 [ina KOHCEPBUPOBAHHbIX CPEACTB, PACCUMTAHHbIX H8 MHOTOPa3oBOe UCMONb30BaHWe, STUKETKA U
MHCTPYKUMA MO UCNONb30BaHUIO AOMKHbI COAEPKATb NMYHKT, COOOLUAOLWMIA NOTPebuTento HanbonbLLMIA CPOK
UCMOMb30BaHNUA MOCIE BCKPLITUS CPEACTBA, MO UCTEYEHUU KOTOPOro CPeACTBO AOIMKHO ObiTh YTUNU3MPOBAHO
B COOTBETCTBUU C MHCTPYKLIMAMU U3TOTOBUTENS.

13.3.3 [Je3nHduuympyowme cpeacrsa ANA KOHTAKTHLIX MWH3, OoTBeYarowme TpeboBaHUsIM «CamMOCTOs-
TenbHbIX» (CM. MICO 14729, nogpasaen 5.1), MOryT GbiTb 3TMKETUPOBAHbLI KaK «Ae3UHULMPYIOLLME pPacTBO-
pbl» UMY «CPeACcTBa ANSA KOHTAKTHLIX NUH3Y». NHMopMaumsa 06 UCKMIOYEeHUN OTAENbHLIX CTaauin obpalleHus
(Hanpumep, «He TepeTby») AOMKHA COAEPKaTbCA Ha STUKETKE YMAKOBKU TOMbKO B TOM Clyyae, Koraa pacnucaHbl
BCe aTanbl 06paLleHns C TIMH30M.

13.3.4 CpeactBa Ae3nH@EKUMM KOHTAKTHbIX INMH3, He oTBevawowwme TpebosaHuam UNCO 14729,
noapasgen 5.1, (NepBuWYHbIN KpuTepui), HO oTBevarowmue TpedosaHuam WNCO 14729, noapasgen 5.2,
(BTOPUYHBIN KpuTepuin) n MCO 14729, nogpasgen 5.3, (PEXXMMHbIA KPUTEPUIA), AOIMKHbI ObITb 3TUKETUPOBAHbI
KaK «KOMMNOHEHTbI CUCTEMBIY». STUKETUPOBAHME JOIMKHO YETKO OroBapmMBaTb BCe MeponpuaTusl, HeoOxoaumble
ansa obecneyeHns yxoaa 3a KaXkgon NUH30M B Lensix 6e3onacHocTu nonb3oBarens. Hu oanH oTaenbHbIA KOM-
MOHEHT B Npeaenax CUCTeMbl He MOXET ObiTb 0603HAYEH Kak «4e3MHMULMPYIOLLMIA pacTBOP» UNKU «CPEACTBO
Ae3nHPEKUUN KOHTAKTHBIX JIMH3Y.

13.3.5 M3rotoBuTENb KOHTAKTHBIX JIMH3 AOIMKEH MPUBECTU PEKOMEHAALUMMN MO BbIOOPY, NPUMEHEHUIO U
YyTUAN3aLmn KOHTEWHEPOB OT KOHTAKTHbIX MMH3.
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Mpunoxenune AA
(cnpaBouHoe)

CBeeHUA 0 COOTBETCTBUM CCLITOYHbIX MEXAYHAPOAHLIX CTAHAAPTOB HaUMOHANbLHLIM CTaHAApPTaM

Tabnuuya JA1

Poccumnckon Pegepauumn

OBosraueHme cobirnouHoro Crenens O6o3HaueHWe U HaUMeHOBaHWe COOTBETCTBYHOLLENO HALMOHamNBHOM CTaHAapTa

MeXyHapoAHOro cTaHgapTa | COOTBETCTBUA

NCO 10993-1:2003 MOCT I1SO 10993-1-2011 «M3genua meguumnHckme. OueHka Guonormyeckoro

IDT LelcTBMA MeauUMHCKMX usgenuin. Yacte 1. OueHKa U nccnegoBaHue»

NCO 11978;2000 - *

MCO 11980 FOCT P 55041-2012 (MCO 11980:2009) «OnTuKa odpTansmonorndeckas.

MOD JIMH3bI KOHTaKTHbIE U cpefcTBa yXofa 3a HUMWU. PYKOBOACTBO MO KNUHUYe-
CKWM WUCNBITaHUAM»

NCO 11986:2010 - *

NCO 11987:97 - *

NCcO13212:2011 - *

MCO 14155-1:2003 DT FOCT P NCO 14155-1-2008 «PykoBogcTBO No NPOBEAEHMNIO KITUHNYECKUX
UcnblTaHWin MeguLMHCKUX usgenuin. Yactb 1. O6wme TpeboBaHns»

NCO 14729:2001 FOCT P NCO 14729-2010 «OnTuka odTanemororndeckas. CpefcTaa yxona

IDT 3a KOHTaKTHLIMU NuH3amu. Mukpobuonorudeckue TpeboBaHUs U MeToabl UC-
NbiTaHUiA. CXeMbl MTMrMeHn4Yeckoin 0BpaboTKN KOHTAKTHEIX MUH3»
NCO 14730:2000 FOCT P 55040-2012 (MCO 14730:2000) «OnTuKa odTanbmonoruyeckas.
MOD CpeacTBa yxo4a 3a KOHTaKTHeIMU NH3amu. MeTog ucnbitaHus addekTs-
HOCTU aHTUBaKTepUanbHBIX KOHCEPBAHTOB U PYKOBOACTBO NO onpefeneHunio
cpoka yTunusauumy

NCO 14971:2007 DT FOCT ISO 14971-2011 «M3genua meguuuHckue. NpumMeHeHne MeHeaXXMeH-
Ta pucka K MeguLMHCKUM U3gennam»

NCO 15223-1-2007 OCT P NCO 15223-1-2010 «AN3genuna meguunHckue. CUMBOSLI, NpUMeEHsie-

IDT Mble NPU MapKUpoBaHUWN Ha MeAULIMHCKUX M3AENUsIX, STUKETKaX U B CONpPOBO-
LWUTenbHON flokyMeHTaumun. YacTe 1. o6ume TpeboBaHUs»
NCO 18369-1:2006 FOCT P 53941-2010 (MCO 18369-1:2000) «OdraneMoriornyeckas onTuka.
MOD KoHTakTHble NUH3LL. YacTe 1. TepMuHbl, onpegeneHus u bykBeHHble 0603Ha-
YeHUA»

NCO 18369-2:2006 - *

NCO 22442-1:2007 DT FOCT P NCO 22442-1-2011 «3penuns megumuuHckne, Ucrnonb3ylowue TKaHu
¥ UX NPOU3BOLHbIE XKMUBOTHOMO Nponcxoxaerus. Yactb 1. MeHegXMeHT
pucka»

NCO 22442-2:2007 DT FOCT P NCO 22442-2—2011 «N3penuns megmuuHckne, UCNonb3ayoLmne TKaHu
¥ X NPOU3BOLHbIE XMBOTHOMO Npoucxoxaerus. Yactb 2. KoHTponbs ot6opa,
cbopa 1 06paboTku.»

NCO 22442-3:2007 FOCT P NCO 22442-2—2011 «N3penuns megmuuHCcKne, UCNonb3ayoLmne TKaHu

IDT U X NPOU3BOLHbIE XKMBOTHOIO Npoucxoxaerus. Yactb 3. Banugaumsa yHuu-

TOXEHUA N(Mnu) fe3akTMBaLm BUPYCOB U areHTOB MH(EKLUMOHHO ryGyaToi
sHUedanonatumn»

NCO 22442-4:2007

*

* COOTBETCTBYIOLWMIA HALWOHamNbHLIA CTaHAAPT OTCYTCTBYET. [10 €ro yTBEpXAEeHUA PEKOMEHIYETCA UCMONb30BaTb
nepeBoj Ha PYyCCKWUI A3bIK JaHHOMo MexayHapodHoro ctaHgapTa. [epeBod AaHHOMO MeXAyHapogHOro ctaHgapTa Ha-
xoautes B PefepansHOM UHGDOPMALNOHHOM POHAE TEXHUYECKUX PErNaMeHTOB W CTaHA4apToB.

MpuMmedaHune— B HacToAWel Tabnuue ncnonb3oBaHel cregytolme yernoBHele 0603Ha4YeHUA CTeNeHN cooT-
BETCTBUS CTaHA4apTOB:

- IDT— naeHTUYHbIE CTaH4apThl;

- MOD — moaudmLnpoBaHHbIe CTaHAapThI.
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Bubnuorpadcpua

YnpaeneHue KayecTBOM

[11 WCO 9001 Cuctembl ynpaBneHus kadectBoM. TpeboBaHusi

[2] WNCO 9004 YnpaeneHue Ha bniaro HenpepbIBHOTO ycrnexa opraHusauuu. Moaxod K ynpaBneHuto kayecTBoM

[3] WNCO 13485 Napenua meguumHckne. CUCTEMbI YNpaBneHUs Kav4ecTBOM. TpeboBaHUS K LeneBoMy perynupoBaHuio

[4] WNCO/TO 14969 Wspenua mepuuuHckue. CuCTEMbl YNpaBfieHUS KavyecTBOM. PyKOBOACTBO MO MPUMEHEHUD
ISO 13485:2003

[5] CraHpgapT no obecnedeHuto kayecTBa Npu NpoussofcTBe nekapcts, BALJoB, KOCMETUKM U MEAULIMHCKUX U3JENWiA,
ceHTabpb 2004 ., MNpuka3s Ne 136 MuHucTepcTBa 34paBoOXpaHeHUs Tpyaa U couuanbHoro obecrnedveHns SNoHUm

TepMuHonorus, aTMKETUpOBaHue, MHGopMaLus

[6] WCO/TC 19979 OdranbMonornyeckas ontuka. KoHtakTHble NUH3LL. MrneHn4Hoe obpalleHne ¢ AuarHocTUHecKUMn
KOHTaKTHLIMU JIMH3aMU MHOrOPa30BOro UCNOSb30BaHUA

[71 EH 980 INpacduyeckme cumBonbl A5 NPUMEHEHNS] B STUKETUPOBaHUN MEANLMHCKUX U3genuit

[8] EH 1041 Nudopmauums, npegocTasnseMasi UsroToBUTeNeM BMeCTe ¢ MeAULMHCKUM usgenuem

[9] AopbiHouHoe usBeLleHue (510[k]) PykoBoasiLLmiA OKYMEHT MO KOHTaKTHLIM NTMH3aM NOBCeAHEBHOro HoweHus, Mepe-
cMoTpeHo B Mae 1994 . AMUHUCTpaLUs Mo KOHTPOITIO 3a NpoayKTamu NuTaHuA n nekapcteamun CLUA, LieHTp oxpaHbl
3/10pOBbSl OT BO3ENCTBUA U3AENUA U paanaLuu

[10] AopbtHouHoe usBelyeHue (510[k]) PykoBoasiumii JOKYMEHT No cpeAcTBaM yxoAa 3a KOHTaKTHbIMU nMH3amn, 1 mas
1997 r. ABMUHUCTpALMA MO KOHTPOIIO 3a NpoAyKraMu nutaHua u nekapctsamn CLUA, LieHTp oxpaHbl 340poBbs OT
BO34EeWCTBUS U3 ENUil U paguauumm

[11] PykoBofcTBO NO COCTABMNEHMIO MUCBMEHHBLIX UHCTPYKLMIA ANA Hagnexallero uCnonb3oBaHNA KOHTAKTHBIX NIUH3, MMe-
pecMoTpeHo 27 aHBapsa 1995 1., AnoHckan AccoLpaLnsi KOHTaKTHBIX NIUH3, ANoHWA

Buonornyeckas oueHka

[12] NCO 9394 OnTuka u onTu4eckne npubopbl. KOHTaKTHLIE NMUH3LI M CpefcTBa yxoaa 3a HuMKU. Onpeaenexune Guonoru-
YeCKON COBMECTUMOCTU KOHTaKTHBIX JIMH3 YCTAHOBKOW Ha Imasa Kponuka

[13] NCO 10993-3 Buonoruyeckan oLieHKka MeauLMHCKUX uagenuii. YacTe 3. UcnbiTaHUA Ha reHOTOKCUHYHOCTb, KaHLepo-
FEHHOCTb U TOKCUYHOCTb, BIUAIOLLYIO Ha penpoiyKTUBHOCTL

[14] NCO 10993-5 Buonoruyeckas oueHka MeAULUMHCKNX n3genuii. YacTb 5. VcnbiTaHWsA Ha UUTOTOKCUYHOCTb in Vitro

[15] NCO 10993-10 Buonoruyeckas oLeHKka MeguumHekux usgenuin. Yacte 10. Mpobbl Ha pasgpaxeHne u ceHcubunusa-
LIMIO KOXM

[16] NCO 10993-12 Buonoruyeckas oLeHka MeAULMHCKMX n3genuid. Yacte 12. Mogrotoska Npo6 WU 3TanoHHbIX MaTepua-
nos

dusnyeckue xapakTepucTUKm

[17] NCO 12864 OdranbMonorndeckas onTuka. KoHTakTHble NMH3bl. OnpefeneHne cBeTopacceaHus

[18] NCO 18369-3 OdpTanbmonoruyeckasn onTuka. KoHTakTHble nuH3bl. YacTb 3. MeToabl UcnbiTaHnii

[19] NCO 18369-4 OdpranbmMonornyeckas onTuka. KoHTakTHble NuH3bL. YacTb 4. DU3NKO-XMMUYECKNe XapaKTepUCTUKU
MaTepuanoB KOHTaKTHbIX FTUH3

Xumn4eckue xapakTepucTukm

[20] NCO 10993-9 Buonoruyeckas oLeHka MegULMHCKUX nsgenuin. Yactb 9. CTpyKTypa naeHTudunkaumm n ksaHTuguka-
LM NoTeHUManbHBIX NPOAYKTOB pasnoXeHUs

Mukpobuonornieckne xapakTepucTuku

[21] NCO 11135-1 CTepunusauua MeguLMHCKUX nsgenuii. Okeng stunena. Yacte 1. TpebosaHus k paspaboTke, Banuaa-
LMK 1 TeKyLLeMY KOHTPOFIO NpoLiecca CTepunnaan MeguUMHCKUX n3genuii

[22] NCO 11137-1 CTepunusauua meguuUMHCKOW npoaykumn. ObnydeHue. Yactb 1. TpebGoBaHua Kk paspaboTtke, Banuaa-
LMK U1 TeKyLLeMy KOHTPOSIO Npoliecca CTepUnn3aLmn MeguUMHCKUX n3genuii

[23] NCO 11137-2 CTepunusauma MeguLMHCKON npoaykumun. ObnydeHue. HacTb 2. YcTaHoBNEHNE CTepUNu3yIoLLe 403kl

[24] NCO 11137-3 CTepunusauus MeguuMHCKon npoaykuum. ObnydyeHue. YacTb 3. PykoBOACTBO MO BOnpocam Ao3nme-
Tpuu

[25] NCO 11138-1 CTepunusauust MefULMHCKOA NpoayKuun. Buonorudeckne nngukatopel. Yacts 1. O6wme TpeboBaHUA

[26] NCO 11138-2 CTepunuaaLumsa MefULMHCKOW NpoayKumn. Buonornyeckue nHaukatopbl. YacTs 2. buornorudeckue nH-
AWKaTopbl AN METOJO0B CTEPUNU3aLMN OKCUAOM STUNEHa

[27] NCO 11138-3 CTepunuaalmsa MeguLMHCKOW NpoayKuun. Buonormyeckue nHgukatopsl. Yacts 3. buonorndeckue nH-
JAuWKaTophbl ANsi METOZ0B CTepUnM3aLnm napom

[28] NCO 11138-4 CTepununaaumsa MefuLMHCKOW Npoaykumn. Buonormyeckue nigukatopsl. Yacts 4. buonorndeckue nH-
JAVKaTopbl ANt METOZOB CTEPUIIM3aLIN CYXUM XapoMm

[29] NCO 11138-5 Crepunuaalma MefuLMHCKON NpoAyKUMK. Bruonornyeckue nHaukatopel. Yactb 5. Bruonoruyeckue uH-
AVKaTophbl AN METOA0B HU3KOTeMMepaTypHOW cTepunu3anum napoM U popManbaerniom

[30] NCO/TC 11139 CTepunusauus MeguumHcKkoin npoaykuumn. Crnosapb
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[31] NCO 11140-1 CTepunumsauma MEAULMHCKOR NpoayKuMK. XuMudeckne nHgukatopsl. Yacts 1. O6wue TpeboBaHus

[32] NCO 11140-3 CTepunusayuns MegULMHCKON NpoAyKUMn. XuMmuyeckne nHankartopsl. Yacte 3. CUCTEMbI UHAWMKATOPOB
Knacca 2 Ans UcnelTaHns Ha naponpoHuLaeMocTb No meToay bosn-uka

[33] NCO 11140-4 CTepunuaauus MefULMHCKOK NPoAyKUMKU. XuMudeckue nHaukatopbl. Yacte 4. MHgMKaTophbl knacca 2
Kak ansrepHaThBa UCMbITaHUIo Ana oBHapyXeHWsa naponpoHuLaemoctu no metoay bosun-nka

[34] NCO 11140-5 CTepunuaauus meguLUHCKOK NpogyKumn. XuMmudeckue nHgukatopbl. Yacte 5. MHguKkaTophbl knacca 2
AN UCMBITaHWUA Ha 3 deKTUBHOCTL yaaneHnsa Boaayxa no metoay bosu-[uka

[35] NCO 11737-1 CTepunuaauus meguUMHcKUx usgenuin. Mukpobuonorudeckne metoabl. Yactb 1. OueHKka nonynayuu
MUKPOOPraHM3MOB Ha NPoAyKTax

[36] NCO 11737-2 CTepunusauus MeanLMHCKUX nsgennii. Mukpobuonorudeckne metoabl. Yacts 2. cnbiTaHUA Ha cTe-
PUNBHOCTL, NPOBOAUMbBIE NMPW (OOPMYNMPOBAHUM, OLIEHKE 1 NOALEPXaHUK NpoLiecca cTepunmaauum

[37] NCO 13408-1 AcenTudeckas obpaboTka MeguLMHCKMX nagenuii. Yacts 1. Obuyne TpeboBaHuA

[38] NCO 13408-2 AcenTudeckas o6paboTka MegULIMHCKMX n3genuii. YacTe 2. dunsrpayus

[39] MCO 13408-3 AcenTuyeckas obpaboTka MeauLUMHCKMX n3genuii. Yacte 3. Nlnodpunusauyumsa

[40] NCO 13408-4 AcenTudeckas obpaboTka MeANLMHCKUX U3fenunii. YacTb 4. TEXHONOrMM 04UCTKU Ha MecTe

[41] NCO 13408-5 AcenTuyeckas obpaboTka MeauUMHCKMX n3genuii. Yacte 5. CTepunusaumsa Ha mecte

[42] NCO 13408-6 AcenTudeckas obpaboTka MegULMHCKUX u3genunii. YacTs 6. CucTemMbl n3onaTopos

[43] NCO 17665-1 CTepunuaaums MeguLMHCKUX U3aenuii. BnaxHblii xap. YacTte 1. TpebGoBaHus k paszpaboTke, oLEeHKe 1
TeKyLLeMy KOHTPOIO npoLecca cTepunnsaumm MeguLMHCKUX npubopos

[44] NCO 18472 Ctepunusauns MeauLUMHCKAX U3genuid. buonornyeckue n XuMuYeckne MHAMKaTopbl. cnbitaTtensHoe
obopygoBaHue

[45] EH 556-1 CTepunuaaunsa MeguumuHCKoi NpoayKumu. TpebosaHusa K MeguLMHCKOW NPoAYKLMKU, 0603Ha4aeMoin CnosoM
«CTEPUITbHO». YacTtb 1. TpeboBaHUsA K OKOHYaTENbHO CTEPUIN30BaAHHBEIM MEAVLIMHCKUM U3LENUAM

[46] EH 556-2 CTepunusaunsa MeguuuHckoi npoayKumu. TpeboaHunsa K MegLMHCKOW NPOAYKLMKU, 0603Ha4aeMoi CNoBoM
«CTEPUITbHO». YacTb 2. TpeboBaHusA k acenTudecku obpaboTaHHbIM MEAULIMHCKMM M3AENUAM

[47] EH 1040 XuMunyeckue AesnHpULMpyroLWMe CpefcTBa M aHTUCENTMKN. KonuyecTBEHHOe UCTbITaHUe CyCneH3nin Ans
OLIEHKM OCHOBHOro GakTepuuuaHoro AeWCTBUA XUMUYECKUX Ae3NHULMPYIOLLMX CPEACTB U aHTUcenTUKos. MeTos
ucnblTaHusa 1 TpeboBaHus (dasa 1)

[48] EH 1275 XuMundeckue Ae3snHdULMPYIOLLWE CPefcTBa M aHTUCENTUKN. KonuyecTBeHHOe UCTbITaHUe CycneH3nin Ans
OLEHKM OCHOBHOMO (hYHFMLWAHOrO UM OCHOBHOTO MPOTUBOAPOXCKEBOrO AENCTBUA XUMUYECKUX Ae3NHPULIMPYIOLLIUX
cpefcTB M aHTUcenTukoB. MeTod ncnbiTaHus U TpeboBaHus (dasa 1)

[49] EBponeiickan dpapmakones, BTopoe u3gaHue, onybnukoBaHHoe nof pykoBofcTBoM EBponeiickoro Coseta, AO
Maisonneuve, CeHT-PydhduH, OpaHums

[60] AnoHckas dapmakones

[61] USP XXIV, ®apmakones CoefMHeHHbIX LLITaToB, ABafUaTh TpeTbe NEPECMOTPEHHOE U3gaHne, dapmakoneiHas KoH-
BeHUus CoeguHeHHbIx LUTaTos, Poksune, Mapunens 20852, CLUA

AHanus puckoB U KNIMHMYECKas OLEeHKa

[52] OcHoBHble NpUHUMNEI OLEHKM Guonorudeckoii 6e3onacHoOCTU, NPUMEHEHUE KOTOpLIX HeobxognMo npu noaade 3a-
SIBOK Ha Npou3BOACTBO (MMMOPT) MEAULMHCKMX NpubopoBs K annapartos, ¢gespans 2003 r, N3sewenne Ne 0213001
(NekapcTBEHHLIN NPOrHo3) MUHUCTepPCTBa 3 paBOOXPaHEHWS TPyAa U coumanbHoro obecnedeHna AnoHun

[53] YkasaHus no 40GPOBOSBHON KMUHUYECKOR OLEHKE CTaHLaPTHBIX KOHTAKTHBIX NUH3, ceHTAbpb 2009 r, (cnyxebHoe
coobLeHune), AnoHus

YnakoBka

[54] NCO 11607-1 YnakoBKa OKOHYaTENbHO CTEPUITM3OBaHHLIX MegULMHCKUX U3genuit. YacTb 1. TpeboBaHus k MaTepua-
nam, 6apbepHbIM cUCTEMaM CTEPUNBHOCTU U CUCTEMAM YMaKoBKM

[55] NCO 11607-2 YnakoBKa OKOHYaTENBHO CTEPUNN3OBAHHBLIX MEAULMHCKUX u3genuii. YacTb 2. TpeboBaHMA K oueHke
npoLeccoB (hopMUPOBaHUs, repMeTU3aLmu u cbopku

[56] EH 868-2 YnakoBka oKOHYaTeNLHO CTEPUN3OBAHHEIX MEAULMHCKIUX n3genuii. YacTte 2. CTepunnsauynoHHas obept-
ka. TpeGoBaHWA U METOALI UCTbITAHUIA

[57] EH 868-3 YnakoBka OKOHYATENBHO CTEPUIIM30BAHHBIX MEAMLUMHCKUX u3genuii. Yacte 3. Bymara, npumeHsemas gna
U3roTOBMNEHUst ByMaXHbIX MELLKOB (CTaHAapTU3oBaHHbIX EH 868-4) n ans usrotoBneHusi koHBepToB U 606UH (cTaH-
AapTusoBaHHelXx EH 868-5). TpeboBaHWsA U MeTOAbI UCMbITaHUA

[58] EH 868-4 YnakoBka oKOHYaTENbHO CTEPUNU3OBAHHBIX MeAULMHCKUX n3genuid. Yacte 4. BymaxHble Meluku. Tpebo-
BaHWA U METOAbI UCNbITaHU

[59] EH 868-5 YnakoBKka OKOHYATENBHO CTEPUITM30BAHHbBIX MEAULMHCKUX U3gennid. YacTe 5. KoHCTpyKUMSA repMeTusmnpy-
eMbIX KOHBEPTOB M 606WH U3 Bymaru Unm CUHTETUYECKO NeHkn. TpeGoBaHWs U METOALI UCTIbITaHUIA

[60] EH 868-6 YnakoBKa OKOH4YaTeNbHO CTEPUITU30BAHHBIX MeAULIMHCKUX u3genuii. YacTs 6. bBymara ana HU3Kkotemnepa-
TYPHBIX NMPOLECccoB cTepunuaaLumn. TpeboBaHUs U METOAbI UCTILITAHUIA

[61] EH 868-7 YnakoBKa OKOHYaTENbHO CTEPUNU30BAHHBLIX MEAULMHCKUX n3aenuit. YacTb 7. Bymara ¢ KieikuM nokpbITh-
€M [N HU3KoTeMMepaTypHbIX NPoLieccoB cTepunnsaumn. TpeboBaHua n METOAbLI UCMbITaHWIA
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[62]

(3]

[64]

[65]

[66]

671

(e8]

10

EH 868-8 YnakoBka OKOHYaTENbHO CTEPUITU3OBaAHHBIX MEAULMHCKUX U3fenuii. YacTb 8. CTepunusalmoHHble KOH-
TelHepbl MHOTOKpaTHOro NPUMEHeHNA A1A NapoBbIX CTepunn3aTopos, oTBevatowux EH 285. TpeboBaHua u metopbl
ncnbliTaHui

CoBMecTUMOCTb

NCO 11981 Odbranbmornorndeckas ontuka. KoHTakTHble NMUH3LI U MaTepuansl ANs yxoaa 3a HuMu. Onpegenexune
¢pmsunyeckoit COBMECTMMOCTU KOHTAKTHBIX JIMH3 C MaTepuanamu Ans yxofa 3a HUMM

CtabunbHOCTL

MCO 11985 Odpranbmonoruyeckas ontuka. KoHtakTHble NuH3bl. CTapeHune nog geictsmeMm YO u Bugmmoro usnyde-
Husa (Metog in vitro)

Mpoune AOKYMEHTbI

PykoBoAcTBO Mo Npon3BoACTBEHHON (MMMOPTHO) NPUEMKE KOHTaKTHBLIX NUH3, NePeCMOTPeHo B Mae 1996, AnoHckan
accoumaLus KOHTaKTHBIX JTUH3, AnoHKs

CraHaapTbl Ha KOHTaKTHBIE FIMH3bI A5 KOPpPeKLum 3peHus, okTsibpb 2001 1., U3BeweHne Ne 349 MuHucTepcTBa 3apa-
BOOXPaHeHWs TpyAa U coLuansHoro obecneveHns SinoHum

MepecmoTpeHHOE n3aHne HOPM NpPUeMKU KOHTaKTHBIX NMH3, anpenb 2009 r., M3seweHne Ne 0428008 (gomkHOCTHOE
Ha3Ha4yeHue) MuHuUcTepcTBa 37, paBooXpaHeHns Tpyaa u coluansHoro obecneyeHnsa AnoHum

HobpoBonbHble cTaHAapTh 6e30nMacHOCT MaTepuanos Mo yXo4y 3@ KOHTaKTHLIMU NMH3aMK, ceHTA6pb 2000 r, AnoH-
cKasi accoLMaLmsi KOHTaKTHBIX JIMH3
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