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Beeneune

B HacTOSIIIMX peKOMEHIALMAX IIPUMEHAETCS CIEAYIOMAs CTPYKTypa. TpeboBaHUS HACTOAIINX PEKO-
MEHOALMIT 110 CTAHAAPTU3ALMM K MH(OPMALMM M3TOTOBUTENS M3JIOXKEHHBI B pasaeie 4. JomojHuTebHas
nHbOopMaIma IIpUBeIcHa B IpwiIoxXeHUax A, B u C.

Kparkwit iepedeHb IPUMEHEHHBIX TOKYMEHTOB, OTHOCSIIVMXCS K WH(OPMAIUKA NU3TOTOBUTENA, CO-
TIPOBOXIAIOWICH MEAULIMHCKUE M3eIMA (BKII0Yas MapKIUpOBaHWeE), IIpUBeaeH B IpwioxeHuu A. [Iputo-
xkeHusd B u C g ynobcTBa oIb30BaHMS BOCIPOU3BOAIT cOOTBeTCTBYIONIMI TeKCeT Jlupektus 90/385/EDC
u 93/42/EDC, MMEIMX OTHOLICHUWE K aKTUBHBIM HMIUIAHTUPYEMBIM METMIIMHCKAM MU3OEIMAM M K
MEIVIIMHCKUM M3AEINSM COOTBETCTBEHHO. PexomeHmaliu npwioxenuii B u C, obecrniedrpaoliye J0CTH-
KEHUE COOTBETCTBUS TPEOOBAHMAM YKA3AHHBIX IIPWIOKEHWI, IIPUBEICHEI B IIOMOIIL N3TOTOBUTEISIM.

1 obnerdyeHus: monb3oBaHus B NpwiokxeH X B m C undopManms IIpejcTaBiieHa B BUAE ABYX
xormoHoX. IlepBas KOJMOHKa HOCJIOBHO BOCIIPOM3BOOUT TpeGoBaHMS K MHGOPMAIMM, HM3IOXEHHBIE B
npuroxeHuu 1 JupextuB EDC u Kacaronmecsa MeIMIMHCKNX M3aeanid. Bropast KOJIOHKA COAEPXKUT, TIe
5TO HEOOXOIMMO, JOIIOIHUTEIBHBIE PEKOMEHIAIVN U N3TOTOBUTENIEH B OTHOIIEHUH TOTO, KAKUM 00pa3oM
MOKHO JIOCTUYb COOTBETCTBUSA YACTHBIM MH(GPOPMAITMOHHHIM TpeboBaHMsIM JIUpeKTHB. DTH peKOMEHIAIINI
HE paccMaTpuBaloOTCA KaK O0O43aTeNbHBIE WM KAK €IMHCTBEHHO BO3MOXHBIE CIIOCOOBI JIOCTHXKCHUS
COOTBETCTBUS TPeOOBAHUSAM YKa3aHHOM JUPEKTUBEI, JOIYCKAIOTCA albTEPHATUBHEIE METOIBL.

g Toro, 9ToGEl YIIPOCTUTh IIpeACTaBleHre MHGOOPMALIMK M COKPATUTH KOJIUYECTBO IIEPEBOIOB HA
MHOTHE A3BIKMA, HEOOXOAMMO UCITOIb30BaTh COOTBETCTBYIOIINE CHUMBOJILL.
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PEKOMEHIDAIDI NN I o CTAHIAPTHUH3AID NN

O0mue TpedoBanuA K MH(POPMANMH U3TOTOBUTES,
COMPOBOXKIAOIEH MEIUIUHCKIE U3/IETHsA

Information supplied by the manufacturer with medical devices

Jara sBenenns 2004—01—01

1 ObaacTh npumMeHeHnst

Hacrosuiue pekoMeHIAIMKM YCTAHABIMBAOT TPpeOGOBaHUA K MH(POPMAIIMKY U3TOTOBUTENIS, COIIPOBOXK-
JAIOTIE MEMUIIMHCKIUE M3IETUS Pa3IMYHbBIX KATETOPUil, KAK TOTO TPEOYIOT COOTBETCTRYOIINE JIUPeKTUBEI
EBC. Hacrogmuye pekOMEHIAIMM HE OrOBApUBAIOT, HA KAKOM WMEHHO S3BIKE JOJDKHA ITPUBOIUTHCS
riogo6Has nHbopMaiua. SA3bIK nIpeacTaBieHUs UHGOPMAIIUY BEIOMPAETCS U3TOTOBUTEIEM B 3aBUCUMOCTH
OT CUTYalluu.

Ienpio HACTOAIINX pEKOMEHAALINH ABIIIETCS pPACIIMPEeHNe CIeINaTbHBIX TpeboBanuit Jupextus EBDC
Ha MEIUIIMHCKUE UBMEIHS C YYETOM PEKOMEHIYEMBIX CPEICTB, C IIOMOIIBIO KOTOPBIX 3TU TPEGOBAHUS MOTYT
GBITH COGIIOACHBI. BHEApEHNE ATUX CPEICTB U3TOTOBUTENIEM IIO3BOJIUT CO3/IAaTh OCHOBY IUIS OOECIICUCHUS
COOTBETCTBUA HEOOXOIMMBIM TPeOOBAHUAM B OTHOIIIEHUM MHGOPMALIMY, COITPOBOXIAIOIIEH METUIIMHCKIE
M3IEITH.

2 HopmaTuBHbIE CCBUIKH

B HacTOAIIMX PEKOMEHIALIMIX MCIIOIB30BAHBI CCHUIKM HA CIICAYIOIINE CTAHIAPTHL:

T'OCT 8.417—2002 TocymapcTBeHHas cucTeMa obecIIeeHIsI eAMHCTBA U3MepeHII. EMMHNIIBT BeTMdH

I'OCT 30324.0—95 (MBK 601-1—88)/T'OCT P 50267.0—92 (MBK 601-1—88) M3memust MeaMIIIH-
ckue anekrpudeckue. Yacts 1. O6mue TpeGoBaHUI 6€30IaCHOCTU

T'OCT P UCO 15223—2002 Memununckue nzgeansa. CUMBOJIBLI, IPUMeHAEMBIE TIPYU MapKUPOBAHIN
Ha MEIUIIMHCKUX M3IEINAX, TUKETKAX K B COIPOBOMUTEILHON TOKYMEHTALIMN

TOCT P 51536—99 (MCO 13485—96) Cucremsr kauectsa. Mamemms menunuHckue. ClielaabHbIe
TpeboBanus 1o npuMmerenuio 'OCT P UCO 9001—96

3 Onpenenenns

B HacTosmmux peKoMeHIAlMIX IPUMEHSIIOTCS CIIEAYIONIe TEPMUHBI ¢ COOTBETCTBYIOIIMMU OIIPE/Ie-
JICHUSAMMU:

3.1 maprus, rpynma: OIIpefeseHHOEe KOJIMYECTBO MCXOMHOTO Mareprajia, YIIaKOBOYHOIO MaTepuaia
WIN UBLEIHN, IIOIYYCHHOE ¢ IIOMOIIBI OJHOTO TEXHOJIOIMYECKOTO IIpolecca WM PAda TEXHOJIOTHIECKIX
TIIPOLIECCOB.

3.2 Kon mapTuW, HOMep IPYyINbi, HOMEP MAPTHH, Ko rpymmbl: Ocobast KoMOMHAIM U3 TP W/WIn
OyKB, KOTOpas TOUYHO MACHTUGULINPYET IapTUIO.

IIpumMmedanue — JlaHHOE ONpele/leHAE B OTHOLIEHUY APTUY WIM HOMEPA TPYIIIBL IPUBOIUTCS B «OCHOB-
HBIX IIpaBWIAX JUIS MeAUIMHCKNX u3nennii B EBpomneiickom Coobecte. Tom IV. PykoBojicTBO Mo Hajyiexariei
OpraHU3aIuy IPOU3BOICTBA MEIUIIMHCKIX MU3IEIII».

3.3 undopmanus U3roTOBUTEIA, CONPOBOKIAIMAA MeTUIIMACKUE u3nemusa: MHdopmalimoHHbIE MaTe-
puabl, IPUBEIEHHBIE B PYKOIIMCHOM, ITIe4aTHON Mian rpadudeckoil popme:

a) Ha MEIUIIMHCKUX M3IEIUSIX, Ha MoOONM UX Tape MM YIIaKOBKE WU

0) COIIPOBOXIAIONINE MEOUITMHCKUE M3IENINA, OTHOCAIIUECS K MASHTU(MUKAIIMM, TEXHUIECKOMY

W3panne opunmaisaoe
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ONMCAHUIO ¥ TIPUMEHEHWIO MEIUIIMHCKUX U3IOeIU, 3a HCKIIOUEHWEM OTIPY30UHON MOKYMEHTAIINU U
COITYTCTBYIOIINX PEKIAMHEIX MaTePHAIOB.

Ilogo6Has wHGOPMALUA BKIIOYAET TTOOPOOHBIE CBEICHUSA, IIPUBEICHHBIC HA 3TUKETKE, W TaHHEIE,
conepKaIuMecs B PYKOBOACTBE II0 KCIUTyaTallnid. PYKOBOICTBO 110 SKCILTyaTalluK MOXKET OBITh BKJIIOUEHO
B 3TUKETKY.

3.4 menunuHckue uzgemsa (usnemms): IIpuGopsl, anmapaTsl, THCTPYMEHTEI, YCTPOMCTBA, KOMIUIEKTHI,
KOMTUTEKCHI, CUCTEMBI ¢ IIPOrPAMMHEBIMU CPEICTBAMIU, 000PYIOBaHUE, IIPUCIIOCOOIEHNS, TIEPEBI30UHBIE 1
IIIOBHBIE CPEICTBA, CTOMATOJIOIMYECKUE MaTepHabl, HAOOPHl peareHTOB, KOHTPOJIbHBIE MaTepUajIbl U
CTaHTAPTHBIE 00PA3IILI, U3OEIUS M3 TOTUMEPHBIX, PE3MHOBBIX M MHBIX MaTepHajIOB, KOTOPbIE ITPUMEHSIOT
B MEIUITMHCKUX 1IeJIAX II0 OTHEIBHOCTY WK B COYETAHUY MEXIY cO0O0il M KOTOphIe MpeaIHa3HAYEHBI [UIA:

- TpodWIAKTAKM, TUATHOCTUKY, JIeUeHUs 3a00JIeBaHMI, ITPOBEACHU MEIULIMHCKUX IIPOLIEAYp, MC-
CIeTOBaHUIT METUITMHCKOTO XapaKTepa, 3aMEHBI WIX MOIUMUKALINY YacTell TKaHell, OpraHOB U OpraHu3Ma
YEITOBEKA, BOCCTAHOBIECHUSA WIM KOMIIEHCAIINY HAPYIICHHBIX WIM YTPauyeHHBIX (PU3MOIOIrMYECKNX (PYHK-
L1, KOHTPOJII HaO 3a4aTueM,

- BO3AEUCTBUS HA OPTaHM3M YeIOBeKa TaKUM 00pa3oM, YTOOHl X (YHKLIMOHAIbHOE Ha3HAUEHUE HE
peanu30Baoch MyTeM XMMHUYECKOTo, (hapMaKoIoTHYecKOro, MMMYHOIOTHMYECKOTO WM MeTaboIuIecKOoro
B3amMonelicTBHil ¢ opranuaMoM denoseka ('OCT P 51536).

IIpumeuanue — JaHHoe omnpejiesicHIe NpuBeaeHo B HdupekTuBe [1], Kacatomeiics MeIUIIMHCKIAX W3ICTIH.
Crarps 1, maparpad 2 (a).

4 TpeGoBanusi K HH(POPMALMH U3TOTOBUTEISA, CONMPOBOXKAAIOMIECH METHIMHCKHE H3AEHS

B orHOmeHMM cTaHOAPTOB HEIIOCPEACTBEHHO HAa M3AEINA MOXET BO3HMKHYTh HEOOXOMMMOCTE B
UCIIOJIb30BAHUM JOITONMHUTEIbHON nHpopMaumu. CTaHIapTH, OPUEHTHPOBAHHEIE HA 061aCTh IIPUMEHEHUS
JAHHBIX U3AEIIUI, MOTYT TaKKe 00yCIaBINBaTh HEOOXOAUMOCTb HAIMYMA TOIIOHUTENLHOM MHbOopMAaITHy,
Hanpumep 'OCT 30324.0 — 11 MEAMITUHCKOTO 3JIEKTPUYECKOTO 000pYIOBAHMSL.

IIpuMedaHnue — JupeKTUBHI, Kacawolecs MeAULIMHCKIX U3, OTOBapUBAIOT TIPABOBEIE TPEOOBAHMS K
nHGOPMATTIT U3TOTOBUTENS, COTIPOBOXIAIONICH MEIUITMHCKHE U3ASIHS. DTH TPpeOOBAHMS JOCIOBHO BOCIPOM3BEICHbI
B IIPWIOXEHUN B I aKTUBHBIX MMIUTAHTHPYEMBIX W3ICIWA W B TpunoxeHun C — IId MeIUIUHCKUX WU3IETHIMA.
Hamrexaniee BHIMaHIE CIEIYeT YICTIITh PEKOMECHIAIMAM, U3TOXCHHBIM B 3THX MPUITOXEHUIX.

4.1 TpeboBanus

4.1.1 HbopMaLysa U3TOTOBUTEIS, COMPOBOXMAIONIAA MeAUIIMHCKIE U3AETUSI U MpeJHasHadYeHHAS
IUIL HEIIOCPEICTBEHHOIO BU3YAILHOTO pPacIiO3HABaHMA, MOTKHA OBITH pa3bopuyuBa IIPM OCBEIIEHUM,
IpUOIM3UTETEHO paBHOM 215 JIK 114 9emoBeKa ¢ HOPMAIBHBIM 3peHUEM U IIPU HEOGXOMUMOCTH CKOPPEK-
THUPOBAaHHOM Ha PACCTOSHUE, KOTOPOE YIUTHIBACT CIEIM(PIKY U rabapuThl MeTUIIMHCKUX U3V,

IIpumevaHus

1 TIpencraBmeHHass THGOPMAITUS JOIKHA OBITH TIOHSITHA TIOTCHIIMAIBHOMY I10JIb30BATENI0 U/ IIH APYTHM JIUIaM,
€CII 3TO HEOOXOIMMO.

2 Eciyn Ha KOHTeMHepe WIN N3AeINH HET TIOCTATOTHOTO MECTA, TO COOTBETCTRYIONIA MH(OPMAIH MOXET OBITH
TIpMBeAeHAa Ha BKIABIIIE, COIIPOBOANTEIHFHOM JOKYMECHTE WM Ha CIeOYIOIEM CIIO€ VIIAKOBKH, B 3aBUCHUMOCTHA OT
TIPUMCHCHIS.

PacrmiosHaBaHUE OmIpeaeeHHBIX MAPKIPOBOK HA MaIOraGapUTHBIX WK CIIELUAIN3MPOBAHHDBIX U3/e-
JIUSX MOXET ITOTpeOOoBaTh IIPUMEHEHNA He BU3YAIBHBIX, 4, HAIIPUMED, JIEKTPOHHBIX METONOB.

4.1.2 JI1o6Bie CUMBOJIEL, IIpUMEHAEMBIe B HH(POPMAITMY U3TOTOBUTENS, COIIPOBOXAAIOIIER METULINH-
CKUe M3MeTUS, TOJDKHEL:

a) COOTBETCTBOBATH CUMBOJIAM, IIPUBEICHHLIM B TAPMOHU3UPOBAHHBIX CTAHIAPTAX, VUIH

6) B Tex 00JaCTAX, IIE TApMOHM3NPOBAHHEIE CTAHIAPTHI OTCYTCTBYIOT, OBITH OOBICHEHEL B COOTBET-
CTBUM € VX 3HAYCHUEM B MHPOPMAITUK U3TOTOBUTEIS, COIIPOBOXAAIOIIEH JTAHHEBIE MU3IEIIVS.

IIpumedanue — [IpuMepamMmn TapMOHM3MPOBAHHEBIX cTaHAapToB spismorcs 'OCT P UCO 15223 u
T'OCT 30324.0.

4.1.3 JIro6nie MneHTUGUKAIIMOHHBIE I[BETA, MCIIOIb3YEMbIE B MHOOPMAIMKA HU3TOTOBUTEINS, COIPO-
BOXIAIOIIEH MEIVIIMHCKIE U3IE/INS, TOJIKHBL:

a) COOTBETCTBOBATH MAEHTU(VKAIIMOHHBIM IIBETAM, OTOBOPEHHEIM B COOTBETCTBYIOIMX TAPMOHM3N-
POBAaHHBIX CTAHIAPTAX, HAIIPUMED I MEIUIIMHCKUX Ta30BBIX 0aJUIOHOB — HOKYMEHT [2] wiu

b) OBITH OIIMCAHEI B COOTBETCTBUY € UX 3HAUEHUEM B UHGOPMAIIUU U3TOTOBUTEIS, COIIPOBOXIAIOIIEHA
MEIVLIMHCKNE M3IEIUA B CIydae, KOraa TapMOHU3MPOBAHHEIE CTAHIAPTHI OTCYTCTBYIOT.

2
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IIpuMmeuanune— CchUIKa Ha CTAaHAAPT, PACIIPOCTPAHSIONIAICS HA IBETOBOE KOIMPOBAHNE — HOKYMEHT [2],
TIpUBEICHA B IPIIOKCHUN A.

4.1.4 NUHbopmalusa U3rOTOBUTES HOJDKHA OBLITH IIPEACTABIeHA B TAKOM BMJIE, KOTOPHIM MCKIIOUAI
OBl €€ HEOTHO3HAYHOE TOJIKOBAHUE.

IIpumeuanue — Muadopmariisg U3rOTOBUTEIS, COIIPOBOXIAIONIAS MEAUIIMHCKIE U3/IC/INSI, HE TOJXKHA OBITh
JlaHa B TaKOM BHE, YTOOBI €6 MOXHO ObLIO CIIYTaTh C APYro#l CyIecTBeHHON nHdopMaIieii.

4.1.5 JIo6bie eTMHUIBI BEIMYMH CjeIyeT BhIpaxXaTb B e€OUHUIAX MeXmyHapomHo# cucteMbl CH,
npusegeHHbX B TOCT 8.417.

IIpuMmevaHus

1 Crenyer obpatuth BHUMaHue Ha Jupektuny [3] (cM. mprioxeHue A), a TaKke JOKYMEHT [4], Toe maHbI
JTOTIONTHUTEILHEIC PEKOMEHIAINK B OTHOIICHUH TIPUMECHECHIS SAMHUIL MeXXIyHapoaHo cructemsr CH.

2 TpeGoBaHMe HACTOSIIETO IIYHKTA HE MCKIIOYACT MOIIOJIHWUTE/IBHOTO IIPUMEHEHUS JPYTUX CIMHUIT BETHMYLH,
JTOTTyCKAeMBIX TAPMOHU3UPOBAHHBIMY CTaHIAPTAMIL.

4.1.6 Muadopmaimsa, Kacaouascs 6e30IacHOT0 IPUMEHEHN MEIUIIMHCKIX U3IEIINA, MOXET GbITh
NIpVBEIEHA HEIIOCPEACTBEHHO HA M3IENNSX 1/MIN Ha YIIAKOBKE KaXIOTO M3IEIUS WM, TIe 3TO HEOOXOMuU-
MO, — Ha TOPTOBOM ymakoBKe. Ecimym MHAVMBHIyaTbHAs YIIAKOBKA M3OEIUM SABIICTCI HEIIPAKTUYHOM, TO
COOTBETCTBYIOIIYIO MHDOPMAIIUIO IIPUBOIAT BO BKIIANLIIIE, IIPMIaraéMOM K JAHHBIM HM3IETHIM.

4.1.7 ®OyuHKIMOHATILHOE Ha3HAYeHWE CPEACTB YIIPABICHH, IIpeTHA3HAYCHHBIX UIA II0JL30BaTelsd,
JMOJDKHO OBITB CTPOTO OTOBOPEHO.

4.1.8 JI1060% CHeMHBIM KOMITOHEHT, TIPEIYCMOTPEHHBI U3TOTOBUTEIEM JUTA OTIEIHHOTO OT MCXOMHBIX
W3O TIpUMEHEHUs, UIeHTUQUIINPYeTCa ¢ IIOMOIIBI0 COOCTBEHHOIO KOAa IAPTUH M ¢ IIOMOIIEBIO
IPYTHX COOTBETCTBYIOIIUX CPEICTB.

4.1.9 Amgpec M3rOTOBUTEIA CIECAyeT IIPUBOAWUTL B JOCTATOYHO ITOTHOM BUAE, 9TOOBI ¢ HIM MOXHO
OBIJIO YCTAHOBUTEH KOHTAKT.

IIpuMmedanue — MudopManud o CrieIUaNBHEBIX 3aKOHOAATENBHBIX TPEOOBAHUAX, PACIIPOCTPAHSIONINXCA Ha

MCIUITMHCKIE N3Neaus, UMIIopTupyeMble B EBponeiickoe CoobniecTBo, IpuBeicHa B IyHKTe 13.3, IepedncieHue a),
npmwioxerns C.

4.1.10 JIo6as gaTa mookHa GBITE BeIpaxeHa B opMare YYYY — MM — DD (rom — Mecs1l — JIEHb)
wiz YYYY — MM (rog — Mecsn), Wik YYYY (o) B COOTBETCTBUU ¢ JOKYMEHTOM [5].

IIpumeuanue — Borbop dhopmara ompesensieTcss TpebOBAHUSIMA COOTBETCTRYOIIEH JupekTUBH (JIUpeKTHR)
U CIeU(MHUIECKON CYITHOCTHIO UBICTIH.
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(1]
(2]
(3]

[4]
(5]

(6]
(7]
(8]
191

[10]

[MPUITOXEHHUE A*
(cripaBOUHOE)

Bubmmorpadus

93/42/EBC Hupextua EBporeitckoro Coobmectsa o meqununckux usnenusx. Coset Esporneiickoro Coobie-
cTBa

EH 1089-3 TpancnoprabenpHble ra3oBsie 6ayutoHbl. UneHtndukarus 6awioHos. Yacts 3. [IBeToBOE KOIMpOBaA-
HUe

80/181/EDC dupextuBa Eppormeiickoro CoolliectBa M0 COMMKEHAI0 3aKOHOB CTPAH-WICHOB II0 €IWHUIIAM
u3mepenusi. Coer EBpomnetickoro Coobimectna

HCO 1000:1992 Egununet CU 1 peKOMeHIAIMHI 110 IPUMEHEHUI0 KPATHBIX U HEKOTOPBIX APYTHX €IUHUIL

EH 28601/MCO 8601:1991 DreMeHTsI faHHBIX 1 (PpopMarsl oOMeHa. O6MeH nHbopManueii. [TpencraBieHue 1ar
U BpeMEHU

90/385/EDC HupextuBa Espomneiickoro CoobImecTBa M0 COMIKEHWIO 3aKOHOB CTPAH-WIEHOB 110 AKTUBHBIM
UMIDUTAHTHAPYEMBIM MeIUIMHCKUM u3nemusM. Coset EBporneiickoro CoobectBa

EH 556:1994 Crepunusariisi MeqUIUHCKUX usaenuit. TpeGoBaHUS K MEIUIIMHCKUM H3IETUAM, MAPKAPYEMBIM
Kak «CrepuIbHBIE»

EH 20780/(MICO 780:1985) YmakoBka. MapKrpOBOYHBIE CUMBOIIBL JUIST HAIEXAIIETO OOpAIECHNS ¢ TOBAPAMU
89/618/EBparom [upekrtusa Esporneiickoro Coobmiectsa 110 MHGOPMUPOBAHUIO LIUPOKON OBIIECTBEHHOCTY B
OTHOIIIEHUY TIPUHSTUS MEP TI0 OXpaHe 370POBbSI 1 MeP, KOTOPbIE CICAYET IPEAIPUHIMATE B CIy4ae BO3ZHUKHO-
BeHUsT paguonormdeckoii ormacHoct. Coser Epporneiickoro CoodimecTna

HCO 7000:1989 OGosHaueHUs YCIOBHBIE rpaduuecKrie, HAHOCUMBIC Ha oGopynoBaHue. [lepeueHb M CBOAHAS
Tabauna

*MexnyHaponHble n esporneiickue craHnaptel — Bo BHUMKU Toccrannapra Poccun
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IMPAJIIOXEHHUE B
(peKOMeHIyeMoe)

TpeGoBanus 1 peKOMEHAAUNM /I AKTHBHBIX WMILIAHTHPYEMBIX MEAWINMHCKHMX M3/l

Ta6ruma B.1

TpeboBaHusa K WHGOPMAITUY, TIPUBEICHHbIC B IIPUIOKEHUY 1
Hupextussl 90/385/EDC, OTHOCSILENCS K dKTHBHBIM
MMITIAHTUPYEMBIM MEIUITMHCKUM U3ICTUIM

PexoMeHmammu

11 Wspenus u B ciIydae HEOOXOAMMOCTH WX COCTABHBIE
YACTH JIOJDKHBI OBITh UACHTUGUITPOBAHBI, YTO ITO3BOJIIO
OBl [IpUHUMATh JIOOBIE HEOOXOAUMBIE MeEphI IIOCIIE
OOHapyXeHUSI IIOTCHIIMAIBHOTO PHCKA, CBSI3aHHOTO C
JAHHBIMU UBIEIUSIMU M X COCTABHBIMU YACTSIMU

Taxkass wuaeHTHDUKALNA,
00JIeETYUT BO3BpAT

€CIIn  3TO HCOGXOI[I/IMO,

12 Ha uzpenust 0ooKeH OBITH HAHECEH KO/, C TIOMOTIIBIO
KOTOPOr0 MOXHO OJHO3HAUHO WACHTU(UIIMPOBATH 3TU
MU3IENNS 1 UX U3TOTOBUTENS (B YACTHOCTH, T U3ACINUS 1
TOI €ro WM3rOTOBJICHUS); MAOJDKHA OBITh obeclieueHa
BO3MOXHOCTh  CUMTBHIBAHUSI  JAHHOTO  Koma  ©Oe3
IPUMEHEHUS XUPYPTUIECKOTO BMETIIATEIHCTBA

[Ipumepom cpencTBa, ¢ MOMOIIBIO KOTOPOTO 3TOT KOJI
MOXeT OBITh CYUTAH 0€3 XUPYpPruuecKoro BMeNaTeIbCTBA,
MOTYT CIyXUTh paIlOHENPOHUIIaeMble CHUMBOJBI Ha
U3AENIUAX C NOTIOIHUTENbHOM TeleMeTpueit (nnu 6e3 Hee),
MIPEYCMOTPEHHON TS 3TUX U3AETUI € LeIbI0 TIOIYyICHUS
JIOTIOJTHUTEIBHBIX TAHHBIX MO UACHTUDUKAIIMIA

13 Ecmm wusmenust wWIM  MX  aKceccyapbl  MMEIOT
PYKOBOJICTBA 10 SKCIUIyaTallud W3ASTAN WIN YKa3aHbI
ImapaMeTpbl SKCILTyaTallid WIN PeryIMpOBAHUS 3THX
U3IENIUN C TIOMOIIBIO BU3YaTIbHON CUCTEMBI, TO ITOIO0HAS
nHpOpMaIMI J0JKHA OBITh IIOHSTHA IIOJIH30BATEIIO W,
€CJIM BTO HEOOXOAUMO, ITAIIUCHTY

Korga nsnenust mommexar oOCIy:XMBAHUIO, TO HAIIHO-
HaJIBHBIC PYKOBOACTBA MOTYT TPeOOBaTh, YTOOBI HHGOpMAa-
s, U3JIOKEeHHAs B pasaenax 13, 14 u 15 npunoxenus 1
HupektuBbl [6], 6bLIa IpeaCTABIeHA HA HAIIMOHAIHLHOM
sI3bIKe (sI3bIKaX) ToM Wiau WHoil ctpaHsl (dupekrtuBa [6],
crated 4, naparpad 4). HUHdopMaiuss JoDKHa OBITh
paccMoTpeHa B ¢hopMe, MOCTYIHOM U MallieHTa, Mpu
5TOM KOIWS JOKYMEHTa HO/KHA XpaHWUThCS Yy Bpaua,
TIPOBOJISIIIEr0 MMILTAHTAIIIIO

14 Bce wu3genuss [JODKHBI UMMETh pasbOpUMBYIO
HECTUPAEMYI0 HIXECICIYIONUIY0 MHGOPMAIINIO, a TIe 3TO
Heo0xoauMo, B hopMe OBIIEIIPUHSTHIX CUMBOJIOB:

14.1 Ha crepunabHOi yIIakoBKe:
- METOJI CTCPILIA3AIIAN

- MHWKAIAS, JIONyCcKalomas, 4YTO 3Ta YIIaKOBKa

MOXET pacCMaTpUBATHhCA KAaK TaKOBas1

- HAUMEHOBAHHUC M aJIpc€C U3TOTOBUTCIA

- OMIMCaHHe U3NCIAA

KpoMe koma, yKasaHHOTO B OCHOBHBIX TPEOOBaHMSIX
BBIILIETIPUBCACHHOrO NyHKTA 12 tipuioxenust 1 JAupekT-
BBl [6], cOOCTBEHHO Ha H3JEIUSX HE pPacIoiaraercs
HuKakass apyras mHbpopMarmsa. (Cm. 4.1.2 HacTosmero
CTaH/IApPTA)

OTHOCHUTCSI K METOAY CTCpWIN3AIlAM, HCIOIb3yCMOMY
M3rOTOBUTENEM. MOXeET MCIOIB30BAThCS COOTBETCTBYIO-
i cuMBoi, ykazanHbeli B TOCT P MCO 15223, B sTOM
cllydae HET HEOOXOJUMOCTH JIOIONMHHUTCIBHO HCIIONb-
30BaTh CUMBOJI, O0O3HAYAIONIHAI CTCPIILHOCTD.

Camo 1o cebe CIIOBO <«CTEpPHILHO» HE SBISICTCS
CUMBOJIOM U TpeOyeT mnepesoma. CHMBOI ,
npuBeaenHsrii 8 'OCT P HMCO 15223, He tpebyer
nepeBoga. Ecim ncnons3yeTcst CHMBOJ, HECOOXOAUMOCTD B
CJIOBE «CTCPUIBHO» OTIIAIACT.

HauMenoBaHue WIM TOProBoe HAMMEHOBAHUE U aJipec,
€ ITOMOITBIO KOTOPBIX MOXHO ObLITO ObI CBSI3aThCS C U3TOTO-
BuTeneM. I1omHbIi TOYTOBEINA afipec He SIBIISIETCS 00SI3aTeb-
HBIM IIpU YCIOBMH, YTO IIO0 YKA3aHHOMY ajpecy MOXHO
CBS3aThCSA C M3TOTOBUTEIEM, HAIIpUMEP, 11O €ro HaMMcHO -
BaHMIO WIX TOPrOBOMY HaMMEHOBAHMIO, TIOUYTOBOMY KOIY
1 CTpaHe.

B orHOomIeHMM MHOTUX W3IeNHii HUX WICHTHIHOCTD
JIOJDKHA OBITH COBEPIIEHHO OYEBHIHOM AJIS Ipeoarae-
MOTO moib3oBare/d. HeymakoBaHHBIE W3IeTUS WIH Te
U3IEINsI, KOTOpble CHAOXeHBI TOMBKO KOHTeHepaMu IS
TPAaHCIIOPTUPOBAHUS WIN XpaHeHHUsI, MOTYT He TpeGOBaTh
JOTIONMHUTENBHON HaeHTHdMKamKu. TTpo3payHas yriakoBKa
MOXeT CHU3HTH TPeOGOBAHIA K AETATBHOMY ONKCaHMIO. B oT-
HOILIEHUH GoJree CIOKHBIX U3AETHiI MICHTUYHOCTD U30e/ s

5
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IIpodoascernue mabauye: B. 1

TpeGoBaHuA K MHGOPMAIIMH, IIPUBEACHHbIC B IPUIOXKCHUH 1
Hupextunnl 90/385/EDC, oTHOCAILEHCT K aKTHBHBIM
VMIDIAHTHPYEMBIM METUITHHCKUM H3IEIUIM

PexoMmennmaum

- €CJIN U3ncnnd NNpeaHa3HauYCHbI I KITMHIYCCKUX
I/ICCJIG,Z[OBaHI/Iﬁ, CJIOBA: «MCKIKYUTCIBHO I KINMHU-
JeCKUX UCCISTOBAHUN»

- €ClIn U3OCIIMA M3TOTOBJICHBI Ha 3aKal3, CJIOBa:
«MA3rOTOBJICHHOC Ha 3aKa3 M3OCTIMC»

- 3agBJICHUE, YTO HMILUIAHTUPYEMBIE
HAXOJISITCS B CTCPIJIBHOM COCTOSIHUU

n3acins

= MECIL X IO N3rOTOBICHUS

- YKa3aHNe BPEMEHHBIX OTPaHUYCHUI
6€30IIaCHOTO MMILIAHTUPOBAHUS U3/IeIIHIA

B IIETAX

14.2 Ha TOproBoii ymmakoBKe:

- HAUMEHOBAHUE U aapeC U3rOTOBUTEIIS

- OIIMCaHUE U3IEINN

- HasHA4YCHUE U3IEIUi

- XapaKTepUCTUKY 10 AKCILTyaTalluy M3Ie/IMi

- YCIIOBUSI  TPAHCIIOPTUPOBAHUS U XpaHEHUS
n3Ie Ui

MOXeT OBITh TI0KAa3aHa Ha CaMUX H3OSNIMAX WIA Ha
YIIaKOBKe, WIN B MHGOPMAIIIU U3TOTOBUTENS, B 3aBUCH-
MOCTU OT TOTO, 4TO Oosee menecoobpasHo. KpoMe Toro,
MOXET BOSHUKHYTh HEOOXOAMMOCTD COCTABIEHUS ITEPSIHS
COMEPKUIMOTO U €r0 KOJIMIESCTRA.

B HanMOHANBHBIX SI3BIKOBBIX BepcHsx JAMpeKTuBbI [6]
IIEpEeBO], CIOB TAaKXKe JAcTCs B KABBIYKAX.

B HanMOHANBHBIX SI3BIKOBBIX Bepcusax JAupeKTuBbl [6]
IIEPEBOA CJIOB TAKXKE JAaCTCsI B KaBBIUKaX.

Cumpon STERILE| npexcrasnen 8 TOCT P UCO 15223
u He Tpebyer nepeBoma. Ecim uconb3yeTcs yKa3aHHBIA
CHMBOJI, TO B YHOTPEONICHUH CIOBA «CTEPUIIbHBIM» HET
HEOOXOAMMOCTH, TOTHAa IIPUMEHHMO  OIIpelie/icHIC
«CTEPUIbHBIIN» , IPUBEICHHOE B IIYHKTe 3.4 moKyMeHTa [7].

CuMmBon 11 «IaThl HM3TOTOBJIEHHS» TIPUBEAEH B
I'OCT P UCO 15223.

CuMBoI UL HACHTA(MHUKALINA «MCITONB30BATh 10» MPU-
BeaeH B 'OCT P MCO 15223. OH BKIIOYAET MOCIETHUANA
MECSI], B TEUYCHUE KOTOPOrO HU3AEAUS MOTYT OBITh
UMIUTAaHTUPOBAHBL.

ToproBast YIIAKOBKA MOXET TakKe SIBIATHCS YIIAKOBKOI
TSI XpaHEHUS.

HanmeHoBaHUE MM TOPrOBOE HAaMEHOBAHUE U afipec,
C TIOMOINBI0 KOTOPOrO MOXHO OBUIO OBI CBSI3aThCS €
MU3roToBUTENeM. Hamuune MOJIHOro MOYTOBOTO ajipeca He
SIBJISIETCST OOSI3aTEIBHBIM IIPW YCIOBHH, YTO II0 YKA3aH-
HOMY aIpeCy MOXHO CBSI3aThCsI C M3TOTOBUTEIICM, HAIIPH-
Mep, TII0 €ro HaUMEHOBAaHHI0 WIA  TOPrOBOMY
HAMEHOBAHUIO, TIOUTOBOMY KOy M CTpaHe.

B oOTHOWIEHMM MHOTUX W3ACINIA HMX HMIACHTHIHOCTD
JIOJDKHA OBITh OYEBUIHOIM IS IIOTEHIIMATHEHOTO IMOIb30Ba-
Temst. HeylmakoBaHHBIE U3ICIUS WIN T¢ U3ICINSL, KOTOPHIC
CHaOXeHBI TOJIBKO KOHTCHHEpaMM IS [IEPECBO3KH WA
XpaHEeHUsI, MOTYT He TpeOOBaTh JOIIOTHUTEILHON MICHTH-
¢dukamuu. IIpo3paynass VyHIakKOBKa MOXET CHHU3WTH
TpeOOBaHME K AETAIBHOMY OIIMCAHWIO. B oTHOIIEHNNI
fojiee CIOXHBIX U3ACAUN MACHTUYHOCTD M3ACIIMIA MOXET
OBITH ITOKA3aHa Ha CaMUX M3IEIUSIX WK HA YIIAKOBKE, WIH
B MHGOPMAITAY U3TOTOBUTEIIS, B 3aBUCHMOCTH OT TOTO, UTO
6oee 1eaecoodbpasHo. Kpome Toro, Moxer BOSHUKHYTH
HEOOXOIMMOCTb B COCTABIEHUM IIEPEUHS COMEPKUMOTO U
€ro KOJIMYeCTBA.

HanHass mHGOpMAIUS MOXET IIPUBOINTBCS B COKpa-
IIEHHOW GopMe IIpU YCIOBUHU, UTO JCTANBHOC OIMCAHIEC
uMeeTcss B MHGpOpPMAIMKM M3TOTOBUTENS. Eciu 3T0 He
OYEBUIHO M3 OIMUCAHWS W3ICINHA, NMpH HEOOXOAMMOCTH
JIOJDXHA OBITH BKIIIOUEHA JOIOIHUTEIbHAS MHPOPMAIIISI 1
COOTBETCTBYIOIINE XapaKTePHUCTUKI C IENbI0 IIOTHOM
NICHTADUKAITAN U3ICIHA.

HeobxoguMocTs mpuBeAeHus o0coboil MHGOpMAIIN
00yCIOBICHA TOJIBKO HEOOBIYHOCTBIO TpebOoBaHMM K
YCIOBHSIM XpaHEeHUS W TTOTPY3KU-Pa3rpy3Ku U X OTIUYM -
€M OT TeX, ¢ KOTOPBIMU OOBIYHO CTANKUBACTCS ITOTCHITN-
albHBI 3aKka3unk. MHGOpManms TakKe JTODKHA IIPUBO-
IUTBCSI B TOM CJlIy4ae, €CIM YCJIOBUS XpaHEHUS WIN
MIOTPY3KU-Pasrpy3KH SIBISTIOTCS KPUTITICCKIMU JI7TST 6e3011ac-
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TpebGoBaHug K MHGOPMAIIMM, IIPUBCIACHHBIC B IIPHUIOXCHUH 1
Hupextussl 90/385/EDC, oTHOCAIIEHCS K AKTUBHBIM
HUMIUIAHTHPYEMBIM METUITMHCKUAM U3INETHSIM

PexoMeHmaumu

HOU W HajUexamed 3KCIUTyaTauuyd wu3gemdidi. Takum
00pa3oM, JOJDKHO OBITh IIPUHATO, YTO W3IEIHS, He
UMEIOIKAE CHENUAATBHOA MapKUPOBKH, MOIXHBI OBITH
3aIAINIEHBI OT BO3NEUCTBHAST SKCTPEMATBHBIX TEMIICPATYD,
HOTOJHBIX YCIIOBUA W 3JEKTPOMArHUTHOTO M3IyYeHUS.
OnHako ecii IpearoaaraeTces XxpaHeHe U3Ieanii B 0co-
60M JuaIra3oHe 3HAYCHWIA OTHOCUTEIBHOM BIIAXXHOCTH U
TEMIEPATYPHL, TO 3TO JOJDKHO OBITh YKa3aHO CIEIHAIBHO.

OO61menpu3HaHHbIE MEXJIYHAPOIHbIe CHUMBOJBI MOLYT
HUCTIONB30BAThCS B CIyIac HEOOXOMUMOCTH B PYKOBOJCTBE
10 XpAaHEHUIO, IOrpy3Ke-pas3rpy3ke U TpaHCIIOPTHPOBa-
HUI0O, a TakXe B MOPeAyIpeXIeHUsIX 00 ONacHOCTH
(cM. moxkymeHT [8]). Mo Tex mop, mokKa He OTOBOPEHBI
0COOBIe YCIIOBMSI, XpaHCHUE WM3IIETHI OCYIUECTBISIETCS B
COOTBETCTBHU C JICHCTBYIOIMUMHA HOPMaMM

15 Ilpu cObITe Ha PBIHKE BCE M3JICIUS JIOJKHBI IMETh
PYKOBOJICTBO TI0 SKCIUTYyaTAITMN, BKITIOUYAOIIEe CIEAYIONIIE
JaHHBIE:

- TpeboBaHus o 14.1 u 14.2, 3a UCKIIOYCHUEM
CpOKa TOJHOCTU W MECSIa 1 TOAa M3TOTOBICHUS

- paboure XapakTepUCTUKYU, OTOBOPEHHBIE B
pasmere 2 dupekTuBbl [6], ¥ OIUCaHWE IOGBIX
HEXEIATEIbHBIX IT000YHBIX 3D PEKTOB

- nHMOPMALIMIO, [IO3BONIONIYI0 Bpady BBIOpATh
COOTBETCTBYIOINME WM3IECIUSI, HEOOXOAUMOE IPOTpaM-
MHO€E O0eCIIeYeHre U aKCeccyaphl

- THOPMAITHIO, IIPEJICTARISIONIYI0O CO0OI pyKO-
BOJICTBO 10 3KCIUTyaTalliid, KOTOpasi MO3BOJIAET Bpady
M, €CIM 3TO IeJecoo0pasHo, MAllMeHTy MPaBUIBHO
NIPUMCEHSITh U3JICIIAS, MX aKCeccyapbl U IIPOrpaMMHOE
obecreucHe; KpoMe Toro, MHGopMalliio B OTHOILC-
HUMA XapakTepa, OOJacTH IIPUMCHEHUS, I1epUOJOB
YIIPaABJIIIONIETO BO3ICACTBHAS M MCIIBITAHUI, a B CJIydae
HEOOXOIMMOCTH, MEp II0 TEXHHICCKOMY OOCTYXM-
BaHWIO

- THPOPMAITHIO, TIO3BOJISIIONIYIO, €CIH 3TO HEOOXO-
JAUMO, UCKITIOYUTD OIIPCACICHHDBIC pPUCKI, CBA3aHHBIC C
MMIDUIAHTAIe n3aeia

- HHAOPMAIIHIO, KACAIOIIYIOCS PUCKOB BO3HUKHO-
BCHUS B3aMMHBIX ITOMEX, KOTJIAa U3/ICTNS IPUMEHSIOTCS
MIPA CIICHMATBHBIX HCCICTOBAHMSIX WIN NPU JICUCHIHA

OHU BKITIOYAIOT: UACHTADUKAIAIO U3TOTOBUTEIIS, HIACH-
THGhUKAITAIO U3ISTHA, CIIOBO «CTECPUIbHBIN», BO3MOXHOCTh
OIHOPA30BOTO WCIIONB30BAHWA, YKa3aHWE Ha W3IeIus,
M3TOTOBJICHHBIC HA 3aKA3 WM TpeHa3HAYeHHbIE TOJBKO
I KIIAHAYECKOTO HCCIEOBAHUS, B 3aBHCHMOCTH OT
TOro, 4YTO OoJee IeIecoodpa3sHo; pPYKOBOACTBO IIO
XPaHECHUIO W MOTPy3Ke-pasrpy3Ke; J0Obie Mpeaynpexie-
HUS, PYKOBOICTBO I10 3KCIUIyaTallid U OTPaHUYEHUA IO
skcrtyatanud. JdaHHasga WHQOpManuss MOXeT OBITh
MpeACTaBIeHa B BUAE CHUMBOJIOB.

BTO0 OTHOCUTCS K XapaKTePUCTHKAM, IIPEICTABICHHBIM
B IIPWIOXEHHH 1, U K OCHOBOIIONAralIIeMy TpeGOBaHUIO
pasnmena 2 JupekTuBsl [6].

[MpuBomsitcst MOObIe CIEHMANbHbIE PYKOBOJACTBA II0
SKCIUTyaTalluK,  JIIOOble  MpenympexiaeHus  u/wm
npenocTepexeHnsd. V3roToBUTENb ONpeAeIseT THII H
ypoBeHb TpebyeMoii uHbOpMallMM, MpPUHUMAs BO
BHHMaHMe Takue (AKTOpbl, KaK IIpeaIoJaracMbic
TEXHUYECKHAE 3HAHWS U KBATU(MUKALIUS TOTEHIINATBHOIO
[OJIB30BaTeIsL, JIIOOblEe  HOBBIE WIM  HE3HAKOMBIC
mmapaMeTpbl I PEXUMBI 3KCIDTyaTallii, KOTOPBIE MOTYT
6BITh HE OYEBUIHBI. MOTYT MCIOIB30BaThCs NMPHU3HAHHBIE
MEXITYHAPOIHBIE CIMBOJIBI.
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Oxonuanue mabauyw: B.1

TpebGoBanus x uHGOPMAITMY, TPUBEICHHBIE B IPHIOKCHUH 1
Hupexrusst 90/385/EDC, oTHOCAILIENCS K aKTHBHBIM
MMIUIAHTHPYEMBIM MEAUIMHCKUM H3IETUAM

PexomeHnpamuu

- HeOOXOIMMBIE WHCTPYKIIMM HA CIydail I1OBpeX-
JMEHUSL CTEPIIBHOM YIIAKOBKH M, €CIU 3TO IEIeCo-
00pa3HO, [OETalIbHOE OIMCAaHWE COOTBETCTBYIOIINX
METOOB IIOBTOPHOI CTepUIN3aIIIN

- yKa3aHUe, eCI 3TO I1eIeco00pasHo, UTO U3ICIUSL
MOTYT IIPUMEHSITHCSI IOBTOPHO TOIBKO B TOM CIIydae,
KOTZa OHM BHOBB IIPUBEACHBI B UCIIPABHOC COCTOSTHUC
TIOJT OTBETCTBEHHOCTH M3TOTOBUTEIST M B COOTBETCTBUAN
C OCHOBHBIMU TPpeOOBAHUSIMU.

PyKoBOACTBO 1O 3KCIUTyaTallii, KpOME TOTO, TOJDKHO
COepXAaThb ITOAPOOHBIC CBEACHUS, ITO3BOJSIONINE Bpady
IaTh WHCTPYKIIMHW IIAIIUCHTY II0 IIOBOAY PpPa3TMIHBIX
MIPOTUBOIIOKA3AHNH 1 TIPUHITUS MEP IIPEIOCTOPOKHOCTH.

Ot HOI[pOﬁHI)Ie CBCACHUA, B YaCTHOCTU, BKITIOYAIOT!

- TaHHBIC, TIO3BOJISIIOIIIE YCTAHOBUTH CPOK CITYKOBI
HMCTOYHUKA SHEPTUM,

- MEpBI TIPETOCTOPOKHOCTH, TIPEAIIPUHIMACMEIC B
TOM CJIydae, CCIM B XapaKTePUCTUKAX MW3ICIUi
UMEIOTCS U3MEHCHUSI;

- MEPBI IIPEIOCTOPOXHOCTH, IIPEAIPUHIMAEMBIC B
JIOCTATOYHO IIPEICKA3YEMBIX OKPYXKAIOIIUX YCIOBUSIX
— IIpH BO3IEHCTBIM MArHUTHBIX I10JICH, [IPY BHEIITHUX
SICKTPUYECKIX BO3ACHCTBUAX, NpPH BO3ICHCTBUM
BIEKTPOCTATUUECKOTO  pa3psiia, JaBIeHWUS  WIA
M3MEHEHUS JIaBICHNUST, YCKOPSHUH U T. I.;

- COOTBETCTBYIOIIYI0O HHGMOPMAIIUIO, KACAIOIIYICs
TEX MCTAIIMHCKAX U3EMNi1, KOTOPBIMU JOJDKHO YIIPaB-
JGTh (ATA KOTOpBIE NOJDKHBI BBOAWTH) paccMaTpu-
BacMo¢ M3JICIMC

WsroToBuTens MOXET yKas3aTh, 4YTO W3ACANSI HE
SIBJISTIOTCSI CTEPWIBHBIMU U HE JOJDKHBI HUCIIONb30BATHC,
€c/ OOHAPYKEHO, UTO MX CTEPUIIbHASL YIIAKOBKA BCKPBITA
WIN TIOBPEXICHA.

Ecim Her HEOOXOOUMOCTH B MHCTPYKTHPOBAHUM
nalueHTa, TO YKa3aHHYH0 MHOGOPMAlUI0 MOXHO He
BKJTIOYATE.
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I[TPUIIOXEHUE C
(PEKOMEHTyeMOE)

TpeGoBaHua ¥ peKOMEHIAIMH /Il MEIUIMHCKHX H3/Ie/IHii

Taonuma C.1

TpeGoBanuda K nHGoOpManuy, IPUBEICHHbIE B MPUIOXeHUHU 1
Hupextussl 93/42/EDC, oTHOCALIEHCS K MEQULIMHCKUM
MITETNUAM

PexoMeHmamu

Oo6mas JacTb

8.7 YnakoBKH 1/WJIA 3TUKETKU W30S JOJDKHBI YETKO
pPA3TpaHWYMBATG WACHTWIHBIE WIIM TOJOOHBIE WU3JeNTus,
peanusyeMble B CTEPIWIBHOM W HECTEPUIBHOM COCTOSTHUU

B COOTBETCTBUM ¢ HACTOSAIMMMM PCKOMEHIAIIMSIMU
CTEpWIbHBIE W3NETUS WICHTU(DUIIMPYIOTCS KAK TAKOBBIE
MIPEIIOYTUTEIBHO C TOMOIINBI0 CHUMBOJIA ,
npusegeHHoro B 'OCT P MCO 15223, umu cjoBa,
yCTaHABIMBAIOILETO 3TO cocTosHKEe. CTepUIbHbIe U3NEUs
JOJCKHBI MMETh BHMJIHMMYIO MapKHPOBKY € TIOMOIIBIO
CHMBOJIA . TlpuMeHsieTcs  OIpeeleHUe
CTepUIbHOCTH, MpUBeAcHHOe B JOKyMeHTe [7]. B Tex
CJIy4asix, KOTa B HAJTMYWKM UMEIOTCSA KaK CTepIIbHbIE, TaK
U HECTepWJIbHBIE BEPCHM OJHOTO W TOTO € W3IeNIUs,
BBINYIIEHHOTO OJHWM M TeM K€ H3rOTOBUTEIEM B
AHAJIOTMYHOI YIaKOBKe, W KOTIa HeCTepUIbHbBIC U3ICTHS
OIIMGOYHO MOXHO IPUHSTH 3a CTePUIIbHBIC, HEOOXOANMO,
Hcxomd U3 CooOpaxeHHit 06e30MAaCHOCTH IIALIMEHTa,
MPeayCMOTPETh BUANMOE O0O3HAYEHME HECTePUIbHOCTH.
Cx0ICTBO MOXeT BO3HMKHYTh KaK Ha 3THKeTKaX CaMUX
M3MIeNIUIA, TAK U HAa UX YIIAKOBKE

9.1 Ecitm paHHBIE W3JEAUs] [PSAHA3HAYCHBI IS
NpUMEHEHUSI B COYETAHWU C JAPYTMMHM H3AeTUSMU WA
obopydoBaHUEM, TO BCS 3Ta KOMOWHAIUS, BKIIIOYas
CHCTEMY COCIUHCHWS, JOKHA OBITh Oe30macHoOii, H
0€30MaCHOCTh HE [OJDKHA YXYAIIATh YCTAHOBJICHHBIE
XapaKTepUCTUKN wu3fenuii. JIroOble OrpaHUYEHUSI [10
IIPUMEHCHUIO TOJDKHBI OBITh IPUBEICHBI Ha 3TUKETKE WU
B PYKOBOJCTBE IO SKCIUTyaTalllr

10.3 H3mepeHus1, BBIIOIHSIECMBIE C IIOMOIIBIO U3IETUIM,
UMEIOIIUX M3MECPUTECIBHYIO (YHKITAIO, IODKHBI OBITH

CM. TpeGoBaHUs 4.1.5 HACTOSIINX peKOMEHAAIN It

BBIDAXKCHBI B  Y3aKOHCHHBIX  €IWHUIIAX  BEIWYMH,
COOTBETCTBYIOIINX TIOIOXEHUSIM JTOKyMeHTa [4]
11.4.1 PykoBoicTBO TIO0 SKCIUTyaTaluy u3neauii,| MWM3mydyeHme He OrpaHUYMBAETCS HOHM3UPYIOIIUM

HCITyCKAIOIINX M3IYYCHUE, NODKHO CONEpXaTh ITOapol-
Hylo uHGOPMALIMIO B OTHONICHHWM XapakKTepa 3TOro
M3IYYeHUs, CPEICTB 3all[UTHL [IaIIMeHTa U TI0Ih30BaTENs 1
CII0CO00B, UCKIMIOYAIOIINX HEIPAaBIWIBHOE IPUMEHEHNE 1
YCTPaHSIONINX PUCKY, BOSHUKAIOIINE IIPY YCTAHOBKE

u3nydeHueM. Jlpyrue IIpuMepbl U3MYy4eHWH BKIIOYAIOT
TEIUIOBOE U Ja3epHOE U3MYyUeHUS (CM. TAKXKE JIOKYMEHT

B

12.9 HasznaueHne Cpe/ICTB YIIPABICHUS U UHINKATOPOB
JIOJDKHO OBITH USTKO YKa3aHO Ha M3IETUSX.

B Tex ciyuasx, Korma mM3neaus COAEPKAT PYKOBOACTBO
M0 S9KCIDIyatanmuu aubo  oToOpakalT [apaMeTphl
SKCITTyaTaIliy I PEryIUPOBKI € IIOMOIIBI0 BU3YaIbHON
CHUCTEMBI, TOJ00HAsT MHGOPMAIIUS TODKHA OBITh ITOHITHA
TIOIB30BATENII0 U, INIC 3TO HCOOXOAMMO, MAIUCHTY

JlaHHOe TMIOJOXEHUE PAacCIpOCTPaHSICTCS TOJIBKO Ha
peryaupyeMble II0Ib30BaTEIeM CPEICTBA YIIPaBICHIS

13 WUnadopmanusi M3rOTOBUTENIS,
MEIUITMHCKIE N3

COIIPpOBOXKOaronias

13.1 Ko BceM wu3mennsM [TODKHA IIpWIArarbest
uHGopManus, HeoOxomuMmasl IS UX 6e30IacHOi
SKCIUIyaTalluy W WICHTUGUKAIIUMM — M3TOTOBUTES,

TIPUHUMAsT BO BHUMAHKE OIIBIT ¥ 3HAHWS ITIOTCHIIAAIBHBIX
TIOJIb30BATEIICIH.

Jiobyro umHbOpMaNmoo ciaeayeT IPUBOAUTL TAKUM
obpa3oM, 4YTOOBI OHa ObLIa IIOHSITHA IIOTEHLUAIBLHOMY
IIOTH30BATEII0 W/WIN TAIIMCHTY.
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Dra uHGoOpMaIUsI BKIIOYACT TOAPOOHOCTH, IIPUBOIU-
MBIE Ha OTHUKETKe, W JaHHble, COIepXaluecs B
PYKOBOJICTBE TIO SKCILTyaTAITHAU.

Korma 3710 IpakTHIHO 1 11e1ec000pa3Ho, MHGOpMAIs,
HeoOXoamMasl JUISL SKCIUIyaTallud W3NEIUid, JIO0DKHA
IIPUBOIUTHCSI COOCTBEHHO HA WM3IENMSIX M/WIH YIIAKOBKE
KaXIOW eIMHUIBI ODOpPYIOBAHWS WU, [LOE 5TO
1IeJIecO00Pa3Ho, Ha TOBAPHOU YIIAKOBKE.

Ecmm wHamBmayanbHas yHIaKOBKA KaXJIOW eIMHUITHI
00OpyIOBaHUST HE SBISCTCS MPaKTUIHOLN, MHOOPMAIIIIO
clelyeT TIPUBOIWTH BO BKJIAJBINE, IIPUIaracMoM K

N3OCINAM.
PyKOBO,Z[CTBO 10 SKCILIyaTallnum1 JOJDKHO OBITH
BKIIOUCHO B VYIIAKOBKY KaXJaoro uM3ACINA. B BUIC

UCKITIOUEHNST TTOJOOHOE PYKOBOJICTBO HE TpeOyeTCs I
m3genuii kimacca I wim kmacca II, ecnmm mMxX MOXHO
WUCIIOJB30BaTh 0€30IaCHBEIM 00pasoM ©0€3 M[oJ00HOro
PYKOBOJIICTBA

13.2 B caywasix, roe BTO IleiecooOpa3sHO, JaHHas
“HQOPMAIIASA MOXKET TPUBOAUTHCS B opMe CHUMBOJIOB.
JIto0Oble MCTIoNb3yeMble CHMBOJIB M UACHTH(MOUKAIINOH-
HbIE I[BeTa JOJDKHBI COOTBETCTBOBAaTh APMOHU3MPOBAH-
HBIM cTaHzaprtaM. B o6nacTsax, roe CTaHAapThl He
CyIECTBYIOT, CUMBOJIBL U 11BETA JOJDKHBI OBITH ONMCAHBI B
JIOKYMEHTAIIU U, TIPUIaraeMoii K U3MeIusam

13.3 Ha sTuKeTKe q0/DKHA ObITh IIPHUBEACHA CIIeIYIOIIast
uHGOpMaLIN:

a) HAMMCHOBAaHWC WM TOProBoe HAHMEHOBaHUE U
anpec w3roroBurens. JUrd u3genuii, UMIOPTAPYCMBIX B
EBponeiickoe CooO0ImecTBO, YYUTBIBasI UX PacIpocTpa-
HeHre B CoollIecTBe, 3TUKETKA UM BHEILIHAS YIIaKOBKa,
WA PYKOBOJICTBO IO 3KCIUTYaTAllMH JOJDKHBI CONCPXKATH
JIOTIOJIHUTENFHO HAWMMEHOBAHWE M afpec JHMa, KOTOpoe
HECET OTBETCTBEHHOCTb B COOTBETCTBUU CO cTaTbeid 14.2
HupexktuBsr [1], 1160 ITOTHOMOYHOTO IIPEACTABUATEIS
HU3rOTOBUATEINS, YyupexiaeHHoro B CoofmiecTBe, 1160
uMmnoprepa, yapexnenHoro B CoobriecTBe (B 3aBUCHU-
MOCTH OT TOTO, 4TO oJee 1eIeco00pasHo)

10

s KOMILTIEKCHOTO Oo0OpYyIOBaHUS  IIPOCTOE
PYKOBOJZICTBO II0 IIPOBEPKE M BKCIUIyaTAlU M3AEIUN B
aBapUITHBIX CIIyJasX MOXET GBITH ITOJIC3HBIM JOTIOMTHEHIIEM
K PYKOBOJICTBY II0 3KCILTyaTALINN

BxiagsIn MOXeT IpecTaBIsITh CO00 PYKOBOJICTBO II0
sKciuryatanuu. Korma pykKoOBOJICTBO MO  BKCIUIyaTaIlUMN
IpPeIyCMOTPEHO B BUWAEC BKIAIBIIIA, TO YHCIO TaKUX
BKJIQIBIINICH B YIAKOBKE OIPEACISICTCS M3TOTOBUTEIEM,
MIPUHUMAIOIINM BO BHUMAHWE YCJIOBUS IIpUMEHEHUS
U3JICANN.

MHorue uznenusi, B YaCTHOCTA AKTUBHBIE U3MENNS, U
MHOTHE HEeaKTHUBHBIC M3MeIMs Kinacca | He mMeroT apyroit
YIIAKOBKW, KpOM€ KOHTEWHEpOB I TepeBo3ku. Ilpu
OTCYTCTBUM HAJUIeXAaIlel yakoBKu nobast nHhOpMAaIius
B CJIy4ae HEOOXOIMMOCTH [JOJDKHA IIPUBOAUTBC Ha
MPUHAIEKHOCTSIX, B COIPOBOAUTEIBHON JOKYMEHTAITUN
WY IIPY MapKAPOBAHUU JTAHHBIX U3IETIN.

B OTmeIbHBIX CIyYasx HEMPaKTMYHO W HEXKEIATCIHHO
[IOMEIIAaTh PYKOBOJACTBO II0 OKCIUIyaTAIMd BHYTPH
CTEPIJIHbHON YITAKOBKHM, KOTOPYI0 HCOOXOOUMO BCKPBITH
JIUIST O3HAKOMJICHISE C HUM

JIOKyMeHTaLleli MOXeT SBJIATbCS STUKETKA H/WIN
PYKOBOJICTBO 110 3KcILTyaTanun. CM. TpeboBanus 4.1.3b)
HACTOSINUX PEKOMEHIAIUI

B HanWOHANBHBIX PYKOBOACTBAX IO 3KCILIyaTAIlHA
MOXET TpeOOBaThesL, YTOOBI MHMOPMAITHS, COACPKAIIASICST
B nynkrax 13.3 m 13.6 upumoxenns 1 Jupekrussr [1],
TIPUBOIMIIACH HA WX HAITMOHAIHGHOM SI3BIKC (S3BIKAX) WA
Ha japyroMm si3eike crpaH Epporeiickoro Coobmiectsa,
KOTJIa W3JCIUA JOCTUTAIOT KOHCTHOTO IIONIH30BATEIIS,
HC3aBUCHAMO OT TOTO, MNPCOHA3HAUCHBI OHM UL
npodeCCHOHATBHOTO WA HHOTO MPUMEHCHUS
(cM. dupexktuBy [1], crarbs 4, naparpad 4). IlpumeHeHne
CUMBOJIOB, KOTOPBIE COOTBETCTBYIOT TAPMOHU3NPOBAHHBIM
CTaHjapTaM, [O3BOJMT YCTPaHWUTh HEOOXOJIUMOCTD
nepeBoa OolpeeIcHHON JacTh nHGOpMaIn

[TomHerA TOYTOBEIA aJijpec MOXHO HE YKa3bIBaTh, €CIU
ajpec U3rOTOBUTEINSI WIK, B CIy4ae UMIIOpTa U3JEIUA B
CoobmiecTBo, ajpec OTBETCTBEHHOTO JIMIA, ITOJHO-
MOYHOrO IPEACTABUATENS WM HMIIOPTEpa IOCTATOYHO
TIOAPOOEH JUTSL OCYIIECTBICHUS CBSI3W, HAIPUMEP UMEIOT-
Csl HAaMMEHOBAaHME WIA TOProBoe HAUMEHOBAHUE,
TIOYTOBBIA KOJ| M CTPaHa.

B crpaHe, rge usgenus IIPOJAIOTCS, [UIS WAEHTU-
UKaIMM W3TOTOBUTENSI MOXKET OBITH JOCTATOYHO €TO
TOPTOBOII MapKM MU JIOTOTHUIIA
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b) nmonpoGHBIE JaHHBIE, OOS3aTENbHBIE IS II0JIB30-
BaTeJI C 1IETBI0 MICHTHGhUKAIINT U3ACINM 1 COTEPKIMOTO
YIIAaKOBKU

¢) rme 7o 1erecoobpasHo — cmoBo «CTEPUIIBHO»

d) rme sr0 1IETECO00pPASHO — KO IApTHH, CTOSIIUN
nepen cinoBoM «ITAPTUS», win cepuiiHBIN HOMED

€) [Jie ATO 1eIeco00pasHo — JaTa, 10 KOTOPOil MOXHO
0e30I1aCHO SKCIUIyaTUPOBaTh M3IENMsI, BKIHOYAIOIAsI ToJI
1 MECSIT

f) rac 3To uenecoo6pa31-[o — YKa3aHHu¢, 4TO H3OCITUA
Ip¢IHa3HAYCHBI 1JI1 pa3soBOro NMPpUMECHCHUA

g) €CJIN UBACINA SABJIAOTCA U3TOTOBJICHHBIMH Ha 3aKa3
— CJIOBA «HM3rOTOBJICHHOC HA 3aKa3 U3JCINC»

h) €CIIN MU3OCIIUA TNPECAHA3HAYCHBI JJIA KIMHNYCCKUX
HUCCIENOBaHUI — CJIOBA <«MCKIIOYUTEIBHO UIA KIIMHU-
YEeCKUX UCCIIeNOBAHUI»

i) moOble creluanbHble YCIOBUS XpaHEHWUS W/UId
MOTPY3KM-pas3rpy3Ku

B oTHOIIEHWM MHOTHUX H3OEIUN UX WICHTUYHOCTH
SIBJISIETCSL TOCTATOYHO OYEBUIHOMN ST IIPEIIIONAracMoTo
ToNIb30BaTeNIst. HeyrmakoBaHHBIE MBOETUS WIM W3IETINS,
TIpeTHa3HAYCHHBIE TOIBKO U [IEPEBO3KY WM XpaHEHUS
B KOHTellHepax, MOTYT He TpeOOBaTh IOIOIHUTEILHOM
ugeHTndukaimu. [Ipo3padHas ymakoBKa MOXET CHUZUTH
TpeGOBaHUS K JCTATHBHOMY OIIMCAHWNIO. B OTHOIICHUM
0oJIee CIIOXHBIX M3MEMUM UX MISHTUYHOCTh MOXKET OBITh
OTOOparkeHa Ha CaMOM UBIEIMM, Ha YIIAaKOBKE WWIM B
COTIPOBOIUTEILHON JTOKYMEHTAIIUM, B 3aBUCHMOCTU OT
Toro, 4rto Oojee IenecoobpasHo. MoxeT OBITH
11e1eco00pasHbIM COCTABICHUE IIEPEUHS COMEPKUMOTO U
yKa3aHWe €ro KOJIMIeCTBA.

CIIOBO «CTepIJIBHO» C€aMoO II0 cebe He SBIAETCS
CHMBOJIOM, M B CBSI3M C 3TUM MOXET BO3HUKHYTH
HeOOXOMMOCTh B €ro TiepeBoe. CUMBOI ,
npusenaeHHeit B 'OCT P HMCO 15223, He Tpebyer
nepeBoja. Ecim  ucmoms3yeTcs  CHUMBOMI, TO — HeET
HEOOXOIMMOCTH IIPUBOJNUTE CIOBO «CTEPUIBHBIN». 31ech
TIPUMEHSICTCS OTIPEIEIEHUE «CTEPIIBbHEIN», YKa3aHHOE B
nyHkre 3.4 gokymeHta [7]. CumBon m JIOJDKEH
OBITh BIINMBIM. B Tex ciydasx, Korna TOJIbKO OTHETbHBIE
YACTU U3JEIUS JIOJDKHBL ObITh CTEPUIBHBIMU, 3TO YCIOBHE

JIOJDKHO OBITh  OTOBOPEHO, HampuMep: «CTrepuibHas
MArUCTpainb AT XUIKOCTH».

CnoBo «I1apTUA» CaMoO IO ce0e He IBIIIeTCS CHMBOJIOM,
1 MOXKCT BO3HUKHYTHb HeOﬁXO,ZlI/IMOCTI) B €ro I€peBOJEL.
CumBox|LOT|, upusenennsii 8 TOCT P UCO 15223, ne
TpeOyeT mepeBoyia. Ecim MCHONB3yeTCsI CUMBOJ, TO HET
HCOGXOI[I/IMOCTI/I IIPUBOJIUTH CIIOBO.

CumMmBoa LOT MOXET HCIIONB30BaThC  JUTST
HAeHTUDUKAIMA KOJOB IIApTHM, 4 CHMBOI — g
HIEHTU(PUKALIMA CEpUITHOTO HOMEpa.

CuMBOI 1151 MACHTU(DUKAIANA JaThl «<MCIOIB30BaTh 10>
npuBoautrcsi B I'OCT P UCO 15223. Ou ykasbIBaeT
MOCJIEAHUIT MECSIIl, B TCUCHUE KOTOPOTO H3JCIHUSI MOTYT
NpUMeHATbCS. Ecim HeT HeoOXOMUMMOCTH B IPHUBEICHUU
JaThl «MCIOJIB30BaTh HO», IEIeCOO0pa3sHO yKasaTh Jary
M3TOTOBJIEHUSI C IIOMOIINBI0 CHUMBOJA, HPHUBEICHHOIO B
I'OCT P UCO 15223, wim gaty creprauzanui B Gopme
YYYY — MM. Tlocnequstss MOXeT OBITh BBEIICHA B HOMEP
naptuu, Harpumep,|LOT| 1991 — 07 — 1234.

CumBonl 1o jgokymenty [10] Juig BeIpaXeHUsS
«3amnpeT Ha MOBTOPHOE IIPUMEHCHKE» BOCIIPOU3BOUTCS B
I'OCT P UCO 15223.

B HalMOHANBHBIX SI3BIKOBBIX Bepchsx JInpeKTuBsl [1]
MepeBOJIbI CJIOB TAK X€ JIAIOTCSA B KABBIUKAX.

B HaluoHanbHBIX S3BIKOBBIX BepcHsax JupekTuBsl [1]
TEepEeBOABI CIOB TaK X€ JAI0TCS B KAaBBIUKAaX.

Heob6xonumMocTs TpuBeAcHUS 0c0o00i MHMOpMAII
O0yCJIOBJIEHA TONBKO HEOOBMHBIMH TpcOOBAHUAMHU K
YCIOBUSM XPAaHCHWSI W TIOTPY3KH -pa3rpy3Kd, OTIMIHBIMEI
oT TE€X, C KOTOpbLIMHA OOBIMHO CTAIKHABACTC
MMOTEHIIUAJIbHBIA MOIb30BaTe/lb. HMHGMOpManms Takxe
JIOJDKHA TIPUBOAUTECS B TOM CJIydae, KOIJA YCIOBHS
XpaHEHUS SABJIOTCA KPUTHICCKUMH UL Oe30macHOM M
HaJjIexXallle skcIuryatanun u3aenauii. Takum o6pasowm,

11
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j) moOble crienMaTbHble PYKOBOICTBA 10 SKCILTyaTaIliK

k) mooOble  TIpUHSITBIE
TIPeAOCTOPOKHOCTH

OpeAyIpeXaeHusS  W/Win

1) rom M3TOTOBIICHUS [UISI AKTUBHBIX MMILIAHTUPYEMBIX
W3JeNNN, UHBIX YeM OTOBOPCHHBIC B IICPEUYUCIEHUHU €).
OTH DaHHBIE MOTYT OBITh BKIIOYCHBI B HOMEP ITapTHH WIH
CEpUITHBIIT HOMED

m) rae 3TO IIPUMCHUMO — METOA CTCPAIIN3alI1

13.4 Ecnu npegHasHaYeHUe U3NCIIHIA IS [TOIH30BATES
He ABISAETCS OYECBUAHBIM, H3TOTOBHUTEIDL IOJDKEH SICHO
H3JIOXUTh €ro Ha OSTUKETKE HW B PYKOBOJCTBE IIO
3KCIUTyaTall 1

13.5 Tam, rae >TO LedecOOOpasHO U IPAKTUYHO,
U3JIeNHS U ChbeMHbIe KOMITOHEHTHI JIOJDKHBI GBITh HASHTH-
bUIHPOBaHBI TI0 BO3MOXHOCTH B HAMMEHOBAHUSX MAPTU
C 1IebI0 MPOBECHUS BCEX MEUCTBHI, HEOOXOMUMBIX IS
OOHapyXeHU J1I060r0 MOTEHLUAIBHOTO PUCKa, CO3/IaBae-
MOTO JaHHBIMHU U3JETUSMU U CheMHBIMA KOMITOHEHTAMU

13.6 Tam, rme 3TO mLeaecooGpa3HO, PYKOBOACTBA IIO
SKCIUTyaTallil JOJDKHBI COJEPKAThH CIEAYIOIINE YacTHEIE
CBeJIEHMS:

12

JIOTDKHO OBITh IIPHHATO, YTO W3IACIHUSI, HE KMEIOIIUe
CHELUAIIbHOY MapKUPOBKU, NODKHBI OBITh 3alIUIIEHBI OT
BO3JICHICTBUASL BKCTPEMAIBHBIX TeMIIEpaTyp, IIOTOIHBIX
YCJIOBUY U 3J€KTPOMATHUTHOTO U3iydeHUI. OTHAKO €CIu
[IPENIIONAraeTCsl XpaHEHNE U3NEIN B 0COOOM AMaIna3oHe
3HAYEHUN OTHOCUTEIBHON BIAXHOCTU 1 TEMIIEpaTyphl, TO
3TO JOJDKHO OBITh CIEIIMATBHO YKazaHo. OOIIerpu3HaH-
HBIE MEXJYHAPOIHBIE CUMBOJBI MOTYT IIPUMEHSTHCI B
cilydyae HEeOOXOOMMOCTH B PYKOBOJACTBAX IIO XPaHEHWUIO,
OTPY3Ke-pasrpy3Ke, TPAHCIOPTUPOBAHUIO, a TaKXKe B
IPEIYNPEeXICHUSIX 00 OomacHOCTH (CM. IOKyMeHT [8]).
Ecim 3T0 HE OroBOpeHO 0c000, TO IIPEIIIOIArarTCs
HOPMAaJIbHbIE YCIOBUSI XpaHESHUS M3ICIIIA.

NsrotoButens ompenensieT COAEPXAaHHEC U YPOBEHD
TpebyeMoil nHGOPMAIIUY, IPUHUMAS BO BHIMAaHUC TaKIe
¢akTOpHI, KaK MpeAIIoaraeMblii YpOBEHb TEXHUICCKOM 1
KJIMHUYECKON TIOATOTOBKY M KBAIMGMWKAIIIO ITOTCHIIHM-
aTBbHOTO TIOIB30BaTENS (IIOIB30BATENEL), a TaKXKe JTH0OBIC
HOBBIE WJIN HEU3BECTHEIE KOHCTPYKTHUBHBIC OCOOCHHOCTH
I HeOOBIYHBIN peXUM paboThl, KOTOpPBIE HE SIBISIOTCS
oueBUAHBIMU. [He 3TO IemecoobpasHo, MOTYT OBITh
HUCTIONBb30BAHBI IPU3HAHHEIE MEXIYHAPOIHEIC CIMBOJIEL.

B cinydae HeoOXOOMMOCTH 3TO OTHOCHUTCS K pHCKaM,
KOTOpbIE MOTYT OBITH HE3HAKOMBI IIPEAIIONAracMOMY
[IOJIE30BATENIO ¥ KOTOPEIE HE SIBMISIOTCS OUeBUAHBIMMI. I e
3TO I1e1ecOo00pasHO, MOTYT IMPUMEHSTbCA HPU3HAHHEIC
MEXTYHapOIHBIE CUMBOJIBL.

Ecmu gaTta «Mcmiomb30Barh J0» HE MPUBOAUTCS, TO TOM
H3TOTOBJICHUS JIOJDKEH OBITh IIpeicTaBicH B hopMe YYYY,
COIPOBOXIAEMOl  CHMBOJIOM  JIaTBl ~ M3TOTOBJICHHS,
npuseaeHHo B TOCT P UCO 15223, win OH MOXET OBITh
BBCJICH B HOMCP IAPTHUH W PacIio3HaH, KaK B IIpUMepe
@ 1991 — 1234 w1 B cepuitHOM HOMEpeE, HAIIpUMeEp:
[SN[1991 — 1234.

OTHOCHUTCS K MCTOAY CTCPIIM3AIi, IIPUMCHSICMOMY
M3roToBUTEaEM. MOXET OBITh HMCIIONB30BAH COOTBET-
creytomuii  cumBonl  |STERILE|, npuBcacHHBIA B
I'OCT P UCO 15223, Torna oTmajgaer HEOOXOIMMOCTH

JOIIOTHUTCIIBHOTO IIPUMCHCHUS CHMBOJIA JULA
0003HAYCHUS CTCPUWIBHOCTHA

B oTHOmICHMM MHOTMX W3NICIWIA WX IIpeIHA3HAUYCHUC
SIBIISICTCST OYCBHHBIM TSI oMb3oBartensa. HeymakoBaHHbIe
W3ICHUS WIM H3ACHUS, IIPeIHA3HAYCHHBIC TOJNBKO IS
IICPCBO3KMA WIM XpaHCHWS B KOHTCHHEpax, MOILYT HE
TpebOBaTh  HMACHTH(MWKAIIMMA WX  IIpcAHA3HAYCHUS.
[IpospauHast ymmakoBKa MOXET CHHU3UTh TPcOOBaHUS K
OIMCaHWIO

ITonobHas maeHTHUKaANMI OyAeT O6IerdaTh BO3BpPaT
m3nemmii. CM. Takxe TpeOoBaHust 4.1.8 Hacrosmmx
pEeKOMEHAAIMIA

HanmoHasHBIC pYKOBOACTBA IIO SKCIUIyaTallUd MOTYT
TpeboBarh HamMuusg WHGOPMAIUKN, OTHOCSHIEHCI K
noanyskraM 13.3 u 13.6 npuroxenust 1, Ha CBoeM
HAITHOHATBFHOM $I3BIKC (SI3BIKaX), KOrIa M3Aeare JOXOIUT
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a) JaHHBIC, OTHOCSIIUECS K TMOAOYHKTY 13.3,
ucKmodeHueM d) 1 €)

3a

b) XapakTepHCTMKW, PacCMOTpPEHHBIE B pasmene 3
JdupexktuBsl [1], u mobble HeXelaTeIbHbIE ITOOOYHBIE
3¢ GeKTH

C) ecly U3IEIUs IS BBITIOTHEHUS CBOETO Ha3HAYCHUST
JIOJKHBL OBITh YCTAHOBJICHBI ¢ IIOIKTIOUEHUEM K JIPYTAM
METUIMHCKUM U3ISIUSIM WK 000PYIOBaHUIO, HEOOXOM -
MO MMETH JOCTaTOYHO ITOAPOOHBIE XapaKTEPUCTUKU JULST
TIPaBWIbHON MIeHTUDUKAIIMY M3ACIUN MIu obopyaoBa-
HUS C 1IN0 CO3MaHusA 0€30IIacHOM KOMOMHAINT

d) Bcsi wHbOpMarmsi, HeoOXomuMasi TSI TIPOBEPKH,
OBLUIM JIM [OaHHBIE U3IEIUS YCTAHOBIECHBI HAIEXXAIIM
o6pa3oM M MOTYT JM OHU MPaBWIBHO W ©0e30IacHO
SKCILUTyaTUpPOBAThCsI, a TaKXe JIAHHBICE O XapakTepe |
YACTOTE TEXHUYECKOTO OOCIYyKMBAHUS U KaluGpoBKe,
HeOOXOAVMEIX ISl TAPaHTUM TOTO, YTO W3JEIUS BO BCeX
BpEMEHHBIX peXuUMaxXx QYHKIMOHUPYIOT O€30IacHO U
HaIeXalyuM obpasoM

€) IIe 3TO lieaeco00pasHo — HHGOPMAaIKs, TIO3BOISIO-
masi u3bexaTh OIpEeNeIeHHBIX PHUCKOB B CBA3U C
UMILIaHTaIIue ! U3Aeaunii

f) nadopmanms, Kacaromascsi PHUCKOB B3aUMHBIX
IIOMEX, CBSI3AHHBIX C HaIW4YWEeM U30eIUi BO Bpems
CITeIMATTFHBIX UCCITEIOBAHUN I B TIPOIIECCE JICUEHNUS

JIO TIONB30BATEISI, HE3ABUCUMO OT TOTO, IIPEIHA3HAYAETCS
JIA OHO JUTS TPO(eCCUOHATBPHOTO I MHOTO IIPUMEHCHMSI
(dupektuBa [1], crarbsg 4, maparpad 4). IlpumeHeHUE
CHMBOJIOB, KOTOPBIC COOTBETCTBYIOT FAPMOHM3UPOBAHHBIM
CTaHjapTaM, YCTPAaHUT HEOOXOAUMOCTh  IIepeBOIa
OIIpe/IeICHHOM JacT MHGOpMaIIHK

Hcxmouenne d) (xkon naptuu) u e) (MCIONB30BATH JI0)
HE SIBJISICTCS. MCYepHbIBalolM. B moanyHkre 13.6 4erko
yKa3zaHO, 4YTO WH(oOpMaIusg, OTHOCAMIAsICA K IIOJ-
nyHKTy 13.3, 10JDKHA MIPUBOAUTHCS TOIBKO TaM, «IIE 3TO
nenxecoodbpasHo». HelenecooO6pasHO U HEBO3MOXHO
BKITIOYATH, HAIIPUMEP, AATy M3roToBieHUs [cMm. 13.3 1)] B
PYKOBOJICTBO IO 3KCIUTyaTallll, KOIZa OHAa yXe¢ MMCEETCS
Ha 9TuKeTke. CM. TpeGOBaHUS, MIPUBEACHHbBIE B HACTOS-
eM HpuwioxeHun B 13.3 a), b), ¢), ), g), h), 1), j), k).

Moryr uMmeth GOpMY CCBUIKH Ha COOTBETCTBYIOIIUIA
OITyOJIMKOBAaHHBINA CTAHAAPT, KOTOPBIi YCTAHABINBAET STH
XapakTepUCTUKU.

CroermanbHas nHbopMalysa 0yaeT HeoOXoIMa TOJIbKO
B OTHOIICHWHA METOAOB COCOWHEHMS WM Pa3HOBUIHO-
CTCii/TUIIOB O0OPYNOBAHUSA, K KOTOPOMY M3IETHS MOTYT
OBITh TIOJICOCIUHEHBI HAMIeXKAIMM 06pa3oM, Ha TOT CITy-
Yaii, eciIv BhINIeyKa3aHHASI HHPOPMAIIIs MOXET 0Ka3aThCs
HE3HAKOMOH W HEOYEeBHIHOW I MpeAroaaraeMoro
OJIB30BATEIISL.

HocraTouHblii 00beM XapaKTepUCTUK (HAIpUMep, coe-
JIMHEHUS) MOXET OBITh IIpeAyCMOTpPEeH IMyTeM YyKa3aHUs
COOTBETCTBHSL OIIPEJICIICHHOMY OIYOIMKOBAHHOMY CTAH-
JIapTy, KOTOPBI YCTAaHABIMBACT ITOIOOHBIC XapaKTePUCTHUKN.

JlaHHOE¢ TpeOOBaHME PACIIPOCTPAHSICTCS TONBKO Ha
MIPOBEPKY IIOIH30BATEICM MOHTAXA WIA HAa JAaHHBIC O
XapaKTepe W YaCTOTE IMPOBEACHUS TEXHUICCKOTO O0CITy X1~
BaHUSI M KaIUOpOBKM, a He Ha (PaKTUICCKH CYIIECTBYIO-
mue sTansl pabotel. MHbopManmsa 10 MOHTaxXy He
TIOUTCKUT BKIOYCHUIO B PYKOBOJICTBA IO 9KCILTyaTaIlHH,
NpeAHA3HAUCHHBIC JUIS IIOJNB30BaTeNst, XOTA MOJ0GHAs
nHGOpMaIA JTODKHA HPCIOCTARIATHCS OTAENBHO, €C
OHA HE SIBISICTCS OUYCBUIHOW M HE IPEIIoNaraeTcs, 4ro
MOHTaX OY/IeT BBITIONMHITHCS W3TOTOBUTENEM WWIH €ro
arcHTOM.

JIaHHBIA TIYHKT pacOpocTpaHAeTCS TOJBKO Ha
PYKOBOJCTBAa IO O9KCIUIyaTalldd  WMILIAHTUPYEMBIX
U3ACIAA M AIMCCT OTHOIICHIC TOJMBKO K pUCKaM, KOTOPBIe
SIBIISTIOTCSL  «OIPENEICHHBIMIA» (TO €CTh M3BECTHBIMU MU
TIPOTHO3HAPYCMBIMH) B OTIMIHAC OT «HEOTPEIETIeHHBIX» (TO
©CTh HEW3BCCTHBIX W/WIH HEBepOATHBIX). JlaHHOe
TpeGOBaHMEe PacIpoOCTPaHsICTCI CKOpee Ha TaKHe PHUCKH,
KOTOpBIC BO3HHKAIOT B IIPOIlcCCe MMIUIAHTAIINU, YeM Ha
PUCKH, BOSHUKAKOIMUC IIOCIHC TOIO, KaK H3ACIHA OBLITH
nMIUIaHTIpoBaHbl. MHpopMals He TpeOyeTcs B Ciydae
OYEBUIHBIX WA TPUBHATHLHBIX puckoB. Kak B 13.3j) u
13.3k), mMOJKHBI OBITH IIPEOCTABIECHBI JIIOOBIE CIIELM-
aTbHBIC PYKOBOJICTBA IO SKCIUTyaTalluM, JIIOOBIE Ipemy-
MPEXICHUS U/ WIM PEKOMCHIYEMbIEe MepPHI IPEIOCTOPOXK-
HOocTH. Moryr OBITh MCIOJAB30BAaHBI IIPU3HAHHBIE
MCEXTYHAPOJIHBIC CUMBOJIDBL.
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Ilpodoancenue mabauys C.1

TpedoBanusa k nHpOpMAK, NPUBEACHHBIE B IpWIOXeHUH 1
Hdupexrussl 93/42/EDC, oTHOCAIIEHCS K MEAMITMHCKIM
HU3OCITUAM

PexoMeHmamu

£) HEeOoOXOJIMMBIEC YKA3aHUS B ClIyd4ae IOBpeXIeHUs
CTEPWIHHOM YIIAKOBKH U, TIE 3TO 1eIeCO00pa3Ho, IeTallb-
HOE OIIMCAHWE COOTBETCTBYIOIINX METOAOB ITOBTOPHOIA
CTCPIIH3AIINHI

h) ecimm u3nmenust npeaHasHaYeHbl IS MMOBTOPHOTO
pUMeHEeHUS, THGOPMAITAS O COOTBETCTBYIOIIUX IpolLiec-
cax, HO3BOJSIIONIMX TAKOE IIPUMEHEHHE, BKIIOYAsT OYMCTKY,
JAe3uHGEKINIO, YIIAKOBKY U, TJe 3TO HeO0OX0AUMO, CIIoco0
MOBTOPHOW CTEepWIM3alliAd W3Ienii, a Takxke JoObie
OrpaHWYCHUS, Kacaloluecs  KOJIWYeCcTBa  CIy4aeB
MOBTOPHOTO IIPUMEHEHUS.

B Tex caywasx, Korma Wu3AeAUS TOCTaBISIOTCS C
TpeOOBAaHWEM KX CTCPWIA3AIMU Meped HpUMEHEHHEM,
YKA3aHWUS B OTHONICHUW YACTKU U CTePUIU3AIIUY JOJDKHBI
OBITh TAKWMH, YTOOBI, €CIM YCTKO KM CJIeJ0BaTh, TO
JIAHHOE W3[eINe MOXET MONHOCTHI0 COOTBETCTBOBATh
TpeGoBaHUAM pasnena 1 Jupexrussl [1]

1) JDaHHBIE, OTHOCSIUECS K JMOOONH MOMOMHUTETBHON
06paboTKe WIN OOPAIICHUIO C U3JICTASIMHA, B KOTOPBIX OHH
HYXIAIOTCSL IIepell IpUMEHEHUEM (HalpuMep, CTepUIn-
3a1sI, OKOHYATe/IbHAS cOOpKa | T. 11.)

J) JUIS M3MIeNIAi, UCITYCKAIOIIMX U3Iy4eHUE B METALINH-
CKUX IIeSIX, — JaHHbIC IO XapakTepy, THUITY, HHTCHCUB-
HOCTH W pacHpeeICHIIO STOr0 U3TydeHHUS.

PykoBoacTBa 10 3KCIUTyaTalldd JOJDKHBI TakKe BKIIIO-
YaTh JAHHBIC, TO3BOJSIONAE MEAUIIMHCKOMY MepCOHATY
MHCTPYKTUPOBAaTh IIAIACHTOB OTHOCHUTEIBLHO JIOOBIX
IIPOTUBOIIOKA3aHWI 1 CODIIONEHUS JTIOOBIX Mep ITPeIOCTO-
POXHOCTH. B wacTHOCTH, 3TH AaHHBIE JOJDKHBI BKJIIOYATh:

k) Mepsl TOpenoCTOPOXHOCTH, NpeANIpUHUMAaeMble B
ciTyJae U3MCHEHUS XapaKTepUCTUK U3AETUi

1) Mepbl IIPeNOCTOPOXHOCTU, IPEAIIPUHAMAEMBIE B
OTHOINCHWM BO3ICHCTBUSA JOCTATOYHO IIpeAcKa3yeMbIX
YCIIOBHI OKPYXAIONICi cpeibl, HAIIPUMeP MarHUTHBIX I1O-
JIeH, BHEIMHUX 3ICKTPIICCKAX (DaKTOPOB, 3JMEKTPOCTATH-
YECKUX PaspsiioB, JAaBICHUS WIH U3MEHEHU HaBICHUS,
YCKOPCHHSI, ICTOYHUKOB TCPMATbHOTO BOCIUTAMEHEHUSA 1 T.1.

m) afcKBaTHY0 HWHOOpPMALIMI0 OTHOCHUTEIBHO MEOH-
NUHCKUX HU3JCIWNA, JUISI BBEJICHUS KOTOPBIX IpeaHa3Ha-
YeHO JAHHOE U3JeNre, BKIoYas N0Oble OrpaHUYeHUs B
BBIOOpPE BBOJIMMBIX BEICCTB

n) Mepbl IIPEAOCTOPOXHOCTH, NPEANPHUHUMAaeMble B
OTHOINICHWM JTIOOBIX CIICIUATbHBIX 1 HEOOBYHBIX PHCKOB,
CBA3aHHLIX ¢ pasMCIIICHUCM I/I3,Z[€JII/II71

0) MCIUIMHCKWE BEIeCTBA, BKIIIOUEHHBIC B U3CIUS B
KaYeCTBC HMX HCOTHCMIICMOM YacTH B COOTBETCTBHM C
nonpaszyienom 7.4 JlupexTunsl [1]

pP) CTCICHb TOTHOCTH, YCTAHOBICHHYIO IS U3IEIUHA C
U3MEPUTENHLHON (PYHKITUEH

JlaHHO€ TpeOOBaHME PACHPOCTPAHSICTCS TONBKO Ha
HU3AeTUA, IPeIHA3HAYCHHBIC U3TOTOBUTEICM JUISL IOBTOP-
Horo ImpuMmeHcHHs. OHO HE OTHOCHTCS K W3ICIHSIM,
KOTOpbIE I[1OJb30BATEIb PEIIUT IIOBTOPHO IIPUMCHUTH
BOIPEKH PEeKOMCHAAIMN M3TOTOBHUTENS, HAIPUMEP, K TCM
U30eTUSIM, KOTOPBIC IIPOMAPKUPOBAHBI KaK «OJHO-
Pa30BbBIe».

JlaHHOe TpeGOBaHME PaCIPOCTPAHSIETCS TOJBKO Ha Te
cllydyal, KOrJa W3JeIns Ui UX XapaKTepUCTUKHA HeoOX0-
JUMO M3MEHUTh KAKM-TO 00pa3oM Iepel IpUMeHeHHEM,
HaIlpUMep, MOCPEICTBOM CTePWIN3alK, OKOHYATEe TbHOM
cOopku U T. A. OHO He TpebyeT noapoOHoI MHbOpMaITUKI
0 crocofe oOpallieHUsI ¢ WU3ACMUSIMH, €CId TOT CIOCo0
SIBIISIETCST OYEBUIHBIM MPH OOBIYHOM NPUMEHECHUN W /W
yxole 3a H3ISNMUSIMM, HAlpUMEp HET HYXIBl PeKOMEH-
JIOBaTh, YTO «CTePWIbHbBIE» U3IEINSA CAeAyeT BEIHUMATh 13
VIIAKOBKHU € COOIOIEHHEM CTEPUITIBHOCTH.

ITousTe «M3TydeHWE» HE OTPAHWYIHBAECTCS HOHH3U-
pyoimuM u3nydcHueM. Jlpyrume npuMepbl H3TydeHUit
BKITIOYAIOT TEILUIOBOE M JNa3epHoOe m3mydeHus. CM. Takxke
JoKyMmeHT [9].

Ecim HeT HEOOXOAUMOCTH B TOM, YTOOBI JOBECTH 3TY
MHOOPMAIIHMIO IO CBEACHMS MMAIleHTa, TO OHA He JOJDKHA
OBITH BKIIIOYCHA.

Jomxunsl ObITh yKa3zaHbl ux INN (MexmyHapoaHble
HETaTCHTOBAHHEIE HAMMCHOBAaHWS)  WIM  JApyrue
HIIHPOKOUCIIONb3yeMble HANMEHOBAHM .

IIpuMeqanue — Hacrosdiuee NpuaoKeHNe OXBATHIBAET T€ AKTUBHBIC M HEAKTUBHBIC MEIUITMHCKUE U3NENHS,
MMEHYEMEBIE 31eCh U Janee KaK MeIUIIMHCKIE U30eNs, Ha KOTOphle pacipocTpaHsiercs neiictsue JupexTuBsl [1].
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MMPUITOXEHUWE ZA
(pexoMeHTyeMoe)

IIyHKTBI HACTOSIIMX PeKOMEHIAIMIA, KACAIOMUEeCH OCHOBHBIX TPeOOBAHMIA M IPYIHX MOJIOKEHHit
Juperusni 90/385/EDC, oTHOCAmElHCA K AKTHBHBIM HMILIAHTHPYEMBIM MeTHIUHCKAM H3IeTHIM

Erponeiickuii crangapt EH 1041—1998 Obl1 110oATOTOBICH B COOTBETCTBUU ¢ MaHIATOM, BEITaHHEIM EBpomeii-
ckoit kommccuein mo cranjpapruzanuu (CEH) un Epporeiickoit acconmarmeit cBobomHoit Toprosimu (EFTA); on
TIOATBEPXAaeT OCHOBHBIC TpeboBaHmst Aupextrrel 90/385/EDC.

IIPEAYIIPEXJIEHWE — [dpyrue tpebosanus u aApyrue JdupektuBsl EDC MOTYT G6BITh HPUMEHIMBI K U3ICTHSIM,
TIOTIaAaIKM B chepy AeHCTBUS JaHHBIX peKOMEHIAIIMIMA.

Hriokecnemyronie TyHKTH HACTOSIIUX PEKOMEHIAIII, pacCMOTpeHHBIe B Tabmuiie ZA. 1, KakK pa3 MOATBEPXKIAI0T
Tpebopanus dupektunsl 90/385/EDC.

CoOOTBeTCTBIC YKa3aHHBIM ITYHKTAM HACTOSIINX PEKOMEHOAIMI CIYKAT OTHUM M3 CPEICTB ITOATBEPIKACHUS
OCHOBHBIX CIIeIIATBHEIX TpeOOBaHI COOTBETCTBYIONMEH JMpeKTUBBI U CBSI3aHHBIX ¢ Hell nHcTpyKiuii EFTA.

Taoauima ZA.1 — CoOoTBETCTBHEC IYHKTOB HACTOSAIINX peKOMeHAaui n myHkToB JupektuBsl 90/385/EDC

[TyHKTBI OCHOBHBIX TpeOoBanuii mpwioxenus 1 Jupekrusnb (90/385/EDC),

[TyHKTB HACTOAIIMX PEKOMCHIAITHI .
OTHOCSIIIIEHCA K aKTUBHBIM MMIUIAHTHPYEMBIM METMITMHCKUM M3ICITHIM

Bce nyHKTBI HacTOAIMIMX peKOMeHIAIIII 11; 12; 13; 14; 14.1; 14.2; 15

MMPUITOXEHUWE ZB
(pexoMeHTyeMoe)

IIyHKTBI HACTOSINMX PEeKOMEHIAIMIA, KACAIOMUECH OCHOBHBIX TPeOOBAHMIA M IPYTHX MOJIOKEeHHit
JuperuBnl 93/42/EDC, oTHOCAmEHCS K MEAUITUHCKAM U31€TUAM

Erponeiickuii crangapt EH 1041—1998 Obl1 11oATOTOBICH B COOTBETCTBUN ¢ MaHIATOM, BEITaHHEIM EBpomeii-
ckoit kommccuein mo cranjpapruzanuu (CEH) un Epporeiickoil acconmarmeit cBobomHoit Toprovimu (EFTA); on
MIOATBEPKAaeT OCHOBHBIC TpeboBaHms Aupexturer 93/42/EDC.

IIPEAYIIPEXJIEHWE — [dpyrue tpebosanus u apyrue JdupektuBsl EDC MOTYT O6BITh IPIMEHIMBI K U3ICTHSIM,
TIOTIaAa0IKNM B chepy AeHCTRUS JaHHBIX peKOMEH AT,

Hriokecnemyrornie TyHKTH HACTOSIIINX PEKOMEHIAITNI, pacCMOTpeHHBIe B Tabauiie ZB.1, Kak pa3 MOATBEpXKIAI0T
Tpebomanus dupektunsl 93/42/EDC.

CoOOTBeTCTBIC YKa3aHHBIM ITYHKTAM HACTOSIINX PEKOMEHIAIWMI CIYKAT OTHUM M3 CPEICTB ITOATBEPIKICHUS
OCHOBHBIX CIIeIIANbHEIX TPeOOBaHI COOTBETCTBYIONMEH JIMpeKTUBBI U CBSI3aHHBIX ¢ Hell mHcTpyKiuii EFTA.

Taoauma ZB.1 — CooTBeTCTBUE IYHKTOB HACTOSIINX PeKOMEHAAIMN 1 IyHKTOB Jdupexktnnsr 93/42/EDC

[TyHKTBI OCHOBHBIX TpeOoBaHmit TipwinoxeHus 1 JIupexkrussl (93/42/EDC),

[TyHKTB HACTOAIIMX PEKOMECHIAITHI .
OTHOCAIIEHCA K METUITMHCKUM M3ICITHUIM

Bce IIyHKTBI HACTOSIIIUX PEKOMEHIAIIMI 8.7:9.1; 10.3; 11.4.1; 12.9; 13; 13.1; 13.2; 13.3; 13.4; 13.5; 13.6
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