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Beegenue

B HacTogImmMx peKoMeHIauuAaX IIPUMEHACTCA CIIEAVIONasa CTpyKTypa. I peboBaHUA HACTOSIINX PEKO-
MEHJALIMU 110 CTaHAApTU3alMU K MH(pOpMAIMU M3TOTOBUTEIIS M3JIOXKEHBI B pa3aeiie 4. JlonmomHuTe IbHAa
nH@opMaLd IIpUBeJAcHA B IIpioKeHUIx A, B u C.

Kparkil 1iepedyeHb IIPUMEHEHHDBIX TOKYMEHTOB, OTHOCIIIUXCA K MHEMOPMALIUM U3TOTOBUTEIISA, CO-
IIPOBOXKAAIOIIEN MEAUIIMHCKINE U3AEIIN (BKIOYAd MApKUPOBAHUE), IIPUBEIACH B IIPIUIOKEHUN A. 11pnito-
KeHna B 1 C 1 yno0cTBa I10JIb30BaHMA BOCIIPOU3BOAAT COOTBETCTBYIOMMM TeKCT JdupexTuB 90/385/EDC
n 93/42/EDC, mMemMX OTHOLIEHUE K aKTWBHBIM MMIDIAHTUPYEMbBIM MEIVMLIMHCKMAM M3IEJIMAM M K
MEIVLVHCKNM U3IEINIM COOTBETCTBEHHO. PexoMmeHnamu rprtokeHnt B u C, obecriednBaronime 10CTU-
KEHUE COOTBETCTBUA TPEOOBAHUAM YKA3aHHBIX IIPWIOXKEHUN, IIPUBEACHBI B IIOMOIIbL U3TOTOBUTEIISM.

JI1se obsieT4eHUA I110JIL30BAaHUI B IIpWwiIoXeHUAX B u C mHopMalusg IIpeacTaBjIeHa B BUIE ABYX
KOJIOHOK. llepBasg KOJOHKA AOCIOBHO BOCIPOU3BOAWUT TPEeOOBAHUI K HMHEPOPMALIUU, W3JIOXKECHHLIE B
npwioxeHuun 1 dupextu EDC u xacarwinueca MEeIULIMHCKUX U3AeIUN. BTopasg KoJIoHKa COACPXKUT, THE
3TO HEOOXOAUMO, JOIIOJIHUTEIBHBIC PEKOMEHAAIINY JIJIA U3TOTOBUTEIIEN B OTHOLLIEHU Y TOr'O, KAKUM 06pa30oM
MOZKHO JOCTUYb COOTBETCTBUA YACTHBIM MH(POPMAIIMOHHBIM TpeOboBaHUAM AUpPEeKTUB. BTN pEKOMEHAALIUN
HE pPacCMATPUBAIOTCA KaK 00sA3aTelIbHbIE WIN KaK €IUHCTBEHHO BO3MOXHBIE CIIOCODLI JOCTVKEHUMI
COOTBETCTBUY TPEOOBAHUAM YKa3aHHOU IUpPEeKTUBBI, HOIIYCKAIOTCA AJIbTEPHATUBHDBIEC METO/IbL.

i1t TOTO, 4TOOBI YIIPOCTUTDL IIPEACTABICHUE MH(PpOPMALIUY U COKPATUTH KOJIUYECTBO IIEPEBOJOB HA
MHOTHUE A3BIKM, HEOOXOAVMO UCIIOIb30BaTh COOTBETCTBYIOINIE CUMBOJIDL.
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PEKOMEHIAINIMUU NTO CTAHITAPTHUI3AIUMU

O6mue TpeboBanysa K uHpOpMALMH U3TOTOBUTEIIS,
CONPOBOXKIAIIEH MeIUIIMHCKNE HU3Ie/ U

Information supplied by the manufacturer with medical devices

Hata eeenenua 2004—01—01

1 O0aacTp npuMeHeHu

Hacrosiue pexoMeHAalMM yCTaHABIUBAIOT TPeOOBAHUS K NHPOPMALIMU U3TOTOBUTEIA, COIIPOBOXK-
TarolIel MEANIIMHCKNE U3IEIINA PA3IMUYHBIX KATETOPUI, KaK TOTO TPEOYIOT COOTBETCTBYIOIINE I NPEeKTUBEI
EDC. Hacrogmue pexoMeHIAllMM HE OroBapMBAlOT, HAa KAKOM MMEHHO S3bIKE HOJIKHA IIPUBOANTHCA
11ogooHasa nHpopMauurs. A3bIK IIpeacTaBiIeHNS MH(pOpMAllN BbIOUPACTCA U3TOTOBUTEIIEM B 3aBUCUMOCTU
OT CUTYallUMU.

[Hesnbro HACTOAIMX PEKOMEHAALINI ABIACTCS paCIIMPEeHUE CIIeLIMaIbHBIX TpeboBaHU dupexTtus EODC
Ha MEJIULIMHCKIME U3AEINS C YIYETOM PEKOMEHAYEMBIX CPEICTB, C IIOMOIIBIO KOTOPBIX 3TU TPEOOBAHUA MOTYT
OBITH COOMIOAEHDBL. BHeApeHME ATUX CPEACTB U3TOTOBUTEIIEM II03BOJIUT CO34aTh OCHOBY JUISI O0ECIICUEHUA
COOTBETCTBUSA HEOOXOIUMBIM TPEOOBAHUAM B OTHOILIECHUU MHPOPpMAI, COIIPOBOXKIAIOIIEN MEAUITUHCKUE
N3ICIINAL.

2 HopMaTuBHbBIE CCBLIKH

B HacTosmmnx peKoMeHAaluaxX UCIIOJIb30BAaHbI CChbUIKM Ha CICAYIOIINE CTAHAAPTHI:

['OCT 8.417—2002 1l ocymapcTtBeHHAas cUCTeMa O0ECIIEUEHU €INHCTBA U3MEPEeHUU. EAMHUIIBI BEJIMYUH

['OCT 30324.0—95 (MBK 601-1—88)/TOCT P 50267.0—92 (MBK 601-1—88) Ms3menust MeaUIMH-
cKkue anekrpuueckue. HYactp 1. O0mue tpedboBaHUS 0€3011aCHOCTU

[OCT P UCO 15223—2002 MemuunHckue mn3aeianst. CUMBOJIBL, IIPUMEHIAEMbIE IIPY MapKUPOBAHUU
Ha MEIULIMHCKUX MU3ICINAX, 3TUKETKAX U B COIIPOBOAUTEIILHON JOKYMEHTALINN

['OCT P 51536—99 (MCO 13485—96) Cucremsbl xkauectBa. Usznemsa mequumnackue. CrieninalbHbIE
tpedboBaHua 1o npuMeHeHuio 'OCT P T1CO 9001—96

3 Onpenenenus

B HacTOAMMX peKOMEHIALMAX IIPUMEHSIOTCA CIICAYIOLINE TEPMUHBL C COOTBETCTBYIOIIMMMU OIIPEIE -
JIEHUSAMU:

3.1 maprusa, rpynna: OIpeacIeHHOE KOJINMYECTBO UCXOAHOTO Marepuajia, YIIakOBOYHOIO Marepuala
VI U3IACIINI, ITOJIYYEHHOE C IIOMOIIBK OJHOTO TEXHOJIOTUYECKOTO IIpolecca MM paaa TEXHOJIOIMYECKUX
[IPOLIECCOB.

3.2 KoJd mapTaM, HOMEP Ipynmbl, HOMEP mapTuM, Koja rpynmbl: Ocobad KoMOMHauMa 13 nu(gp 1/Mim
OYyKB, KOTOpad TOYHO MACHTU(PUIIUPYET IIapTUIO.

[Ipumeudanue — JlaHHOE olIpelcicHUE B OTHOIICHWN ITapTUA WIA HOMepa IPYIIIBI HpUBOAUTCSI B «OCHOB-

HBIX IMIpaBWIaxX JUII MEAMIIMHCKUX M3aemi B EBponerickoM CoobimectBe. ToMm IV. PykKoBoACTBO 1O HaureXaleu
OpraHu3aluy IIPOMU3BOICTBA MSIUIIMHCKAX U3ICIIAN».

3.3 un(popManMa U3rOTOBUTEIA, CONPOBOXKAAIINAA MeAMIUHCKME u3nema: MudopMalilmoHHbBIE MaTe-
pHaIbI, IIPUBEACHHBIE B PYKOIIMCHOM, IIe4aTHOU WM rpadpudeckoin popmMme:

a) Ha MEIULIMHCKUX U3ICINAX, Ha 000U X Tape WIM VIIAKOBKE VI

0) COIPOBOXKIAWIINE MEIUIIMHCKUE W3IEANI, OTHOCAIIMECS K MACHTUPUKALIUU, TEXHUUYECKOMY

U3nanve opuuuaabHoe
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OIIMCAHUIO U IIPMMEHEHUIO MEOAMIMHCKNX M3ACINU, 3a HNCKIIUYEHUEM OTTPY30YHOU MOKYMEHTAMU U
COIIYTCTBVIOIIMX PEKIIAMHBIX MAaTEPUAIOB.

[logobHass nHpOpMALIMA BKIIIOYAET ITOAPOOHDBIEC CBEIACHUS, IIPUBEACHHDBIE HA 3TUKETKE, U JaHHBDIEC,
colepXallecss B PYKOBOACTBE 110 3KCIUIyaTallu. PYKOBOJACTBO 110 3KCIUIYaTALlMM MOXKET OBbITH BKIIIOUEHO
B 3TUKETKY.

3.4 mepunuHckue n3geama (msnemmda): l11pubGopsrl, araparbl, THCTPYMEHTHI, YCTPOMCTBA, KOMIUIEKTHI,
KOMIUIEKCBI, CUCTEMBI C IIPOTPAaMMHBIMU CPEACTBAMI, O0OOpPYLIOBAHUE, IIPUCIIOCOBIICHUS, IIEPEBA30YHDBIE U
[IIOBHBIE CPEACTBA, CTOMATOJOTMYECKUE MaTepHaIbl, HAOOPLI PEAarcHTOB, KOHTPOJIbHBIE MaTepUAIbl U
CTaHIApPTHBIE 00pa3libl, U3ACIINI U3 IIOJIUMEPHBIX, PE3MHOBBIX 1 MHBIX MAaTEPUAIOB, KOTOPBIE IIPUMEHAIOT
B MEAMLIMHCKUX LIEJIX 110 OTACJIBHOCTY WIM B COUYETAHUM MEXIY COOOM M KOTOPBIE IIpeAHA3HAYECHDI JUIA:

- IpO(PWIAKTUKM, OTUATHOCTUKY, JICYECHUA 3a00JICBAHUM, IIPOBEACHUS MEIULIMHCKUX IIPOLIEAYP, UC-
CJIEHOBAHUM MEIUILIMHCKOIO XapaKTepa, 3aMEeHbI WX MOAM(pUKAIINY YyacTel TKAHEH, OpraHOB U OpraHU3Ma
YeJI0OBEKA, BOCCTAHOBICHUS WIM KOMIIEHCAIIMU HAPYIIEHHBIX WJIN YIPAYE€HHBIX (PU3NOJIOTUIECCKUX (PYHK-
1IN, KOHTPOJISI HaJl 3a4aTUEM;

- BO3IAECVCTBU HA OpPTraHM3M YeJIOBEKA TaKMM 0Opa3oM, YTOOBI NX (PYHKLIMOHAJIBHOE HA3HAUYECHUE HE
PEAJIN30BAJIIOCH IIYTEM XUMMYECKOIro, (papMaKOJIOIMYECKOr0, UMMYHOJIOIMYECKOI0 I METAaDOJINYECKOTO
B3anMoieicTBUN ¢ oprann3sMoM destoBeka (I'OCT P 51536).

[ Ilpumedanue — a"nHoe oupejicacHUue 1IpuBeacHO B JdupektuBe | 1], Kacaromeincss MeIUITMHCKX U3ICIN.
Crarbdg 1, naparpad 2 (a).

4 TpeOoBanus K HH(POPMAIIMM W3rOTOBHUTEJISI, CONMPOBOXKAAIOIIEH MEIUIMHCKHE H3/1e/IH

B OTHOIIIEHMM CTAaHOAPTOB HEIIOCPEIACTBEHHO HA M3ACINI MOXET BO3HUKHYTH HEOOXOIUMOCTL B
JICIIOJIB30BAHUY AOIIOJIHUTEIILHOM MH(popManu. CTaHAapThI, OPUEHTUPOBAHHDBIE HA 00JIACTh IIPUMEHEHUA
JTAHHBIX U3, MOI'YT TaKzKe O0YCIIaBINBAThL HEOOXOANUMOCTD HAIMYUY OOIIOJIHUTEIBHOU MH(pOpMALINH,
HarpuMmep 1 OCT 30324.0 — m11 MEAUIIMHCKOTO 3JIEKTPUUECKOTO O0OPYIOBAHUA.

[IpuMmegaH e — JAUpeKTUBBI, KACAKOIHCCI MEIUITMHCKAX U3/ICIAUI, OTOBApPUBAIOT IIPABOBBIC TPeOOBAHUS K
MH(POPpMALIMA U3TOTOBUTESI, COIIPOBOXAANOINET MEIUITMHCKUEC NU3ACIMsI. DT TPSOOBAHMSI JOCJTIOBHO BOCIIPOU3BEACHBI
B IPUJOXCHUM B JUIT aKTUBHBIX MUMIUTAHTUPYEMBIX U3¢ U B NpwioXeHUU C — TSI MESAUIIMHCKUX W3JICIAI.
Hajurexxaree BHUMaHUC CIEAYET VACSITh PeKOMEHIAIUAM, U3JIOKCHHBIM B 3TUX IIPWIOKCHUSX.

4.1 TpeOGoBanusa

4.1.1 Nudopmaiinga M3roToBUTEII, COIIPOBOXIAIONIAT MEIVIIMHCKUE M3IETIUS W IIpeIHa3HadYeHHAA
T HEIIOCPEACTBEHHOTO BU3YAJILHOIO pPAcIIO3HABAHUA, AODKHA OBIThL pasbopurBa IIPU OCBENIEHWM,
IIPUOIN3UTEIILHO PaBHOM 215 JIK UTa YesoBeKa ¢ HOPMAJILHBIM 3peHNEM U IIPU HEOOXOIMMOCTH CKOPPEK-
TUPOBAHHOM Ha PACCTOSHNE, KOTOPOE VUUTHIBAET CIIeIN(PUKY 1 Ta0apUTHEI MEAUTIMHCKNX U3IEIU.

[IlpumMmedgaHuda

1 IlpencrapiaeHHAaI MTHQOPMAIIA JOJKHA OBITH ITIOHSITHA ITOTCHIIMAIbHOMY OIB30BATEIIO U /MW APYTUM JIAIIAM,
€CJI 3TO HEOOXOAUMO.

2 Ecim Ha KOHTEVHEpE WIN U3ACIINA HET JOCTATOYHOTO MECTA, TO COOTBETCTBYIONIAT MHPOPMAITUS MOXET OBITH
[IpUBEICHA HAa BKJIAJBIIIC, COIIPOBOJIUTECIBHOM IOKYMCHTE WJIM HA CHCAVIOIIEM CJI0C¢ YVIIAKOBKHW, B 3aBUCHMOCTHA OT
[IPpUMCHEHUSI.

Pacrio3zHaBaHue OIIpeAEICHHBIX MAapKUPOBOK Ha MaJOrabapUTHBIX WIN CIIELIUAJIN3UPOBAHHBIX M3/IE-
JINSIX MOXET ITOTPeOOBATh IIPUMEHEHUA HE BU3YAJILHBIX, a4, HAIIPUMED, SJIEKTPOHHBIX METOIOB.

4.1.2 JIroOble CUMBOJIBI, IIPUMEHAEMbIE B MH(POPMALIMU U3TOTOBUTEIIS, COITPOBOKAAIOIEN MEAUIIH--
CKUE M3AEIINA, TOJDKHDI:

a) COOTBETCTBOBATbL CHMBOJIAM, IIPUBEACHHBIM B TapMOHU3UPOBAHHDBIX CTaHAAPTAX, WIN

0) B Tex 0o0JaCTAX, TIe TAPMOHU3MPOBAHHDBIE CTAHAAPTHL OTCYTCTBYIOT, OBITh OOBSACHEHBI B COOTBET-
CTBUU C UX 3HAYCHUEM B MHQPOPMALIMU U3TOTOBUTEIA, COIIPOBOXIAIOIIEN NAaHHDBIE W3ICIIN.

[IpumMmedganue — llpumepamuu rapMoHuU3nupoBaHHBIX cTaHaapToB gBisgoTcsI 1OCT P MCO 15223 n
['OCT 30324.0.

4.1.3 JIroOble maueHTU(PUKAIMOHHBIE LIBETA, MCIIOIb3YEMbIE B MH(POPMALIMU M3TOTOBUTEIIA, COIIPO-
BOXIAIOIIEN MEAUITMHCKIIE U3ACIINA, TOJKHBI:

a) COOTBETCTBOBATb WIACHTU(PUKALIMOHHBIM 1LIBETaM, OTOBOPEHHBIM B COOTBETCTBYIOIINX FAPMOHU 3 -
POBAHHBIX CTAHAAPTAX, HAIIpUMED IJIA MEAMIMHCKNX ra30BbIX 0AJUIOHOB — HJOKYMEHT |2| mim

b) OBITH OIIMCAHBI B COOTBETCTBUU € UX 3HAYECHUEM B MH(PpOpMaII U3rOTOBUTEIA, COIIPOBOXIAIOIIEN
MEIVLWHCKINE U3ACIINA B CIydae, KOrjla rapMOHU3UPOBAHHBIE CTAHAAPTBHI OTCYTCTBYIOT.

2
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[IpumegaHnne — CchUIKa Ha CTAaHIAPT, pacIIPOCTPaAHSIIONININCS HA 1IBETOBOEC KOAUPOBAHUE — JJOKYMCSHT |2],
[IpUBEACHA B IIPUIIOXCHUN A.

4.1.4 Nuadopmauinsga U3roTOBUTEIA AOJKHA OBLITH IIPEACTABIEHA B TAKOM BUIE, KOTOPBIN MCKIIHOYAIT
ObI €€ HEOJHO3HAYHOE TOJIKOBAHUE.

[IpuMedanue — MuadopManus U3roTOBUTEI, COIIPOBOXIAIONIAS MEIUITMHCKUEC U3ACIUS, HE JIOJDKHA OBITH
JTaHa B TaKOM BHJIC, YTOOBI €€ MOXHO OBLIO CIYTATh C JIPYIroi CYIIECCTBECHHON MH(pOpMAIIHCI.

4.1.5 JIrobble eAMHULIBI BEJIUMYMH CIIEAYET BbIpaXaTrb B €IUMHMIIAX MeXIyHapoaHon cucreMbsl CH,
npuBeceHHBIX B 1 OCT 8.417.

[IlpuMedaHuU A
1 Cnenyer obparuth BHUMaHKe Ha dupektuBy |3] (CM. mpunoxeHue A), a TakKKe TOKYMEHT |4], rae maHEbI
JIOTIOJTHUTEJIBHBIC PEKOMCHIAIINMA B OTHOIIICHUM IIPUMEHCHUS SANHUIT MEXXIYHapoAHOU cucteMbl CHA.

2 Tp66OBElHH6 HACTOMAIICTO IIYHKTAd HC MUCKIIHOYACT HOIIOJIHUTCIBHOI'O IIPUMCHCHUA JIPYIMX CAWMHUWIL BCINYUH,
HOIIYCKACMDbIX I'dpMOHU3NPOBAHHBIMIM CTAHIAPTAMIL.

4.1.6 Nudopmannda, xacawiasgca 6e30I1aCHOTO IIPUMEHEHNI MEeOIUIIMHCKWX M3IETU, MOXKET OBITD
IIPUBEIEHA HEITOCPEACTBEHHO Ha M3IECIMAX 1/WIN Ha YIIAKOBKE KaXJI0r0o U3AEINA WIN, TIE 3TO HEOOXOIM -
MO, — HA TOProBOM VyIIaKOBKE. EcCiM MHAMBUAyaJIbHAS YIIAKOBKA MU3HACIINN SABIIETCA HEIIPAKTUYHOM, TO
COOTBETCTBYIOIYIO MH(POPMAIIO IIPUBOAIAT BO BKIIAABIIIIE, IIPUJIATA€MOM K JTaHHBIM U3ACIIIM.

4.1.7 PYHKIIMOHAJIBPHOE Ha3HAUYEHUE CPEACTB VIIPABJICHUS, IIPeIHA3HAUYECHHBIX LIS II0Jb30BaATEIM,
JIOJIKHO OBITH CTPOI'O0 OTOBOPEHO.

4.1.8 JIroboM CbeMHDBINM KOMIIOHEHT, IIPEAYCMOTPEHHBIN M3TOTOBUTEIIEM JUIA OTAECIIBHOTO OT UCXOIHBIX
U3ICIINN TIPUMEHEHUI, MIACHTUPUILIUPYETCI ¢ IIOMOILBLIO COOCTBEHHOIO KOAA IIAPTUU WIU C ITOMOIIbBIO
JIPYIUX COOTBETCTBYIOLIUX CPEIACTB.

4.1.9 Anpec U3roToBUTEIII CIEAYET IIPUBOJAUTL B JTOCTATOYHO IIOJIHOM BHUAE, YTOOLI ¢ HUM MOXKHO
ObLIO YCTAHOBUTHL KOHTAKT.

[IpuMedanue — MuadpopManus 0 cieNMUaIbHBIX 3aKOHOAATEIIBHBIX TPECOOBAHUSX, PACIIPOCTPAHIIOIIIMXCS HA

MEIUIIMHCKUE NU3AEINI, UMIIOPTUPYEMBIE B EBporieiickoe CooOIIIEeCTBO, IIPUBEACHA B IYHKTE 13.3, IepeuyncicHue a),
rprtokeHus: C.

4.1.10 JIrobag nara moirkHa O6bITH BeIpaxeHa B popMare YYYY — MM — DD (rox — Mecdanl — IeHDb)
W YYYY — MM (rog — Mecdir), i YYYY (o) B COOTBETCTBUU € JOKYMEHTOM |3].

IIpumeuanue — Berdoop (popmara onpeaeadgeTcs TpeOOBAHUSIMU COOTBETCTRYIONIEN dupekTuBhl (JMpeKTHUB)
1 cuemprIeCcKOr CYIIHOCTbIO U3ACIINUMN.
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[ 1]
2]
3]

4]
5]

[6]
7]
5]
191

[10]

ITPUJTOXKEHHUE A*
(CIIpPaBOYHOL )

buomorpadgpus

93/42/EDC dupexktnBa EBponeiickoro CoobrrecTBa 0 MeIuIIMHCKUX n3aennsax. CoseT EBpornelickoro CooorIiie-
CTBa

EH 1089-3 TpaHcuopradenbHbIe ra3oBble 0a/ioHbl. MiaeHTndukanusa 6autoHoB. Hacts 3. LIBeToBOE KOAMPpOBA-
HUC

80/181/EBC [dupektnBa EBpornciickoro Coo0l1ecTBa 1o COMMKCHUIO 3aKOHOB CTPAH-WICHOB IIO ¢IMHUIIAM
n3MmepeHuda. Coser EBponerickoro CoodiiecTna

MCO 1000:1992 Enmnunel CHU 1 peKOMEHIAIIMA 11O IIPUMEHCHUI KPATHBIX U HEKOTOPBIX APYIrUX ¢IUHUIL

EH 28601/ CO 8601:1991 DaemeHTHI JaHHBIX U popMaThl odMeHa. OoMeH nHdopMmarueit. IlpencrapiaeHue gar
1 BpeMCHHU

90/385/EDC HupektnBa EBpomneiickoro CoobiecTBa 0 COMMXKCHUIO 3aKOHOB CTPaH-YWICHOB IO aKTWBHBIM
MMILUTAHTUPYEMbBIM MEIUIIMHCKAM U3neausiM. CoBeT EBponeiickoro CoodlecTBa

EH 556:1994 Crepunmmzaiiisi MeIUITMHCKIX n3neauii. TpeboBaHUSI K MEANIIMHCKUM W3ACTUSIM, MAPKUPYEMBIM
Kak «CTepUIbHbBIC»

EH 20780/(MCO 780:1985) YnakoBka. MapKupOBOYHbIC CUMBOJBI AJISI HAJICKAIIETO OOpaIllcHMSI ¢ TOBaApaMu
89/618/EBpatom dupexktnBa Espormeiickoro Coo0rectBa 1o MTHPOPMUAPOBAHUIO IIUPOKON OOIIECTBEHHOCTU B
OTHOIIICHUM UPUHITUS MEP 110 OXPaHE 3I0POBbS U MEP, KOTOPBIC CICAYET IIPCAIPUHMAMATD B CIIy4aec BO3SHUKHO-
BCHUS paauoaorndeckoi onacHoctu. Coser EBpornenickoro CoobiecTBa

HMCO 7000:1989 O6o03HauecHUS YCIOBHBIEC IpadpuuecKkre, HAaHOCUMBbIC Ha obopynoBaHue. llepedeHb U CBOHAA
TabauIa

*MexyHapoaHbie U eBporerckue craHaaptel — B0 BHUMKHW T'occrangapra Poccuu
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[TPUJTOXKEHHUE B
(PEKOMEHIIYEMOC )

TpeOGoBanMa U peKOMEHIANMH I AKTUBHBLIX MMILIAHTUPYEMbIX MEeTUIUHCKUX W3He/IHiM

Taoaxuma B.1

TpeOoBaHMa K HHPOPMAIIUH, IIPUBCICHHBIE B IIPHUIOXKCHUN 1
Hupexktussl 90/385/EDC, oTHOCAIEHCA K AKTHBHBIM
UMILIAHTUPYEMBIM MECIUIITMHCKUM W3CITUAM

PexoMeHIaniuu

11 Hznenns n B ciaydae HEOOXOIUMOCT UX COCTaBHBIC
JACTHU JOJDKHBI OBbITHh MICHTH(P NI POBAHBI, YTO TO3BOJIIIO
Obl NIPUHUMATL JIOOBICE HEOOXOAMMBIEC MEPHI IIOCJIE
OOHapyXcHUS IOTCHIMAIbHOTO PHUCKA, CBI3aHHOIO C
NTAHHBIMU U3IEIUSIMA 1 UX COCTABHBIMHU YaCTIMMU

Takasgs wuaeHTUPUKALIUS, 9TO  HEOOXOIMMO,

O0JICTYUT BO3BpAaT

CCJIN

12 Ha nsnenms nookeH ObITH HAHECEH KO, ¢ HOMOIIBIO
KOTOPOTO MOXHO OJJHO3HAYHO WIACHTUPUIIUPOBATH >TU
M3 1 UX U3rOTOBUTENY (B YACTHOCTH, THIl U3JICIINY U
roJl €ro W3roTORJIECHUS), MHOJDKHA OBITh OOcclieueHa

1

[IpuMepoM CpeficTBa, ¢ MMOMOIIBI0 KOTOPOTO 3TOT KO
MOXKET OBITh CUMTAH 0€3 XUPYPIrUUCCKOTO BMEIIATENIbCTBA,
MOTYT CIYXWUTh PagUOHEIIPOHUIAEMBIE CHUMBOJBI Ha
M3IEIUIX C JOIIOJIHUTEIIbHOW TeaeMeTprue (MIn 0e3 Hee),

BOSMOXKXHOCTD CUHUTDLIBAHIIA HAHHOI'O KO/1d 0c3 Hp@I;YCMOTpeHHOﬁ I 9THUX HSZ[@JIHfI C LHCIADbK 1TOJIVHCHIMA
IIPUMCHCHUA XVUPYPIUUCCKOI'O BMCIIATCHbCTBA HOITOJIHUTCJIBHBIX JdHHbBIX 110 HI[@HTH(I)HKE[HHH
13 Ecmm U3JCIINA WIN HMUX aKCeCCydpbl HMCHT KOZI[E[ N3HCINA 1TOIICKAT ()6(3.]1}7}1(1/13E:lHIfIIOj TO HAIIHO-

PYKOBOJCTBA IIO SKCIUIyaTallMMd W3/ WIW VKa3aHBbI
[mapaMeTpbl SKCIUIyaTallid WIA PperyJIupoBaHUSI 3THUX
M3 ¢ TIOMOIIBIO BU3YAJIBHOM CUCTEMBI, TO IIOJ00HASI

HaJIbHbIC PYKOBOJICTBA MOI'YT TPeOOBAaTh, YTOOBI MHPOPMA -
s, U3I0XKeHHad B paszaenax 13, 14 u 15 opuiroxeHusa 1
Hupexktusbl [6], ObpI1a IIpeacTaBIeHa HA HAITMOHAIHLHOM

nHMOpMAaIS J0KHA OBITh IOHSITHA IIOJAb30BATEIIO U, |SI3bIKe (SI3BIKAX) TOM MIM MHOI cTpaHbl (Jupextuna [6],
CCJIN ATO HCOOXOMMMO, IMAITUCHTY cratbgd 4, mnaparpad 4). HMuapopmanusga g0/DKHA OBITH
paccMOTpeHa B QopMme, JOCTYIIHOU Ul HalueHTa, HUpH
3TOM KOIIMS JOKYMEHTa JIOJDKHA XPaHUTHCI VYV Bpaua,

[IPOBOISINEIO UMILIAHTAIIAIO
14 Bce wum3penmda JO0DKHBI MMETh  pasdoopumByro| KpoMe Koja, YKa3aHHOTO B OCHOBHBIX TpeOOBAHUSIX

HECTUPACMYI0 HIKECIICAVIOYI0 MTHPOPMAIIUIO, a I BTO
HEOOXO0AUMO, B (popMe OOIICITPUHITHIX CUMBOJIOB:

14.1 Ha crepuiIbHOM yIIaKOBKE:
- METO/I CTCPUIIN3alUU

- THAWWKAIA, JOIIYCKAIOIIdA, YHYTO 3Td VYIIdAKOBKA

MQO2KET PACCMATPHUBATLCA KdK TdKOBAA

- HAUMCHOBAHHNC M a/IpCC U3TOTOBUTCIIA

- OlIMCAHIC HSI[@JII/Iﬁ

BBIIICIIPUBEACHHOTO IIYHKTA 12 ipuitoxkeHus 1 JAupexkTu-
BEI [6], COOCTBEHHO HA W3ACIUIX HE pacloiaracTcs
HUKakagd japyragd mHpopmanmda. (Cm. 4.1.2 HacTodgmero
CTaHIapTa)

OTHOCUTCI K METOAY CTEpWIN3alliy, UCIIOJIb3YEMOMY
M3rOTOBATEIIEM. MOXET MCIOIB30BAThCS COOTBECTCTBYIO-
il cumBodl, yKazaHHbeI B [ OCT P UCO 15223, B s3TOM
clIlydac HET HEOOXOAMMOCTH JOIOJHUTEIBHO WCIOJb-
30BaTh CMMBOJI, O003HAYAKOIINUNA CTCPIbHOCTD.

CaMo 110 cehe CIIOBO <«CTSPWIBHO» HE SIBISIETCS
CUMBOJIOM UM Tpedyer nepeBomaa. CHUMBOI BTERILE ,,
npuBeaeHHbII B [T'OCT P MHUCO 15223, He Tpedyer
repeBoia. Eci ucronb3yeTcss CMMBOJI, HEOOXOIMMOCTD B
CJIOBE «CTCPWIBHO» OTIIAIACT.

HaumMmeHOBaHME WX TOProBOe¢ HAMMEHOBAHUE U ajipec,
C IIOMOIIBIO KOTOPBIX MOKHO ObLJIO OBI CBI3aThCS C M3TOTO -
BUTeIIEM. [1OTHBIN TOYTOBBIN ajipeC HE SIBIISICTCSI 00S13aTCIIb-
HBIM IIpYW VCJIOBUH, YTO IIO VKA3aHHOMY aJpecy MOXKHO
CBSI3aThCSI C M3TOTOBUTEIIEM, HAIIpUMEDP, 11O €r0 HAUMEHO -
BAHWIO WJIW TOPTOBOMY HAUMEHOBAHUIO, IIOYTOBOMY KOV
1 CTpaHE.

B oTHOmEHUNM MHOIMX WM3ACIUA KX HWACHTUYHOCTD
JIOJKHA OBITh COBEPIICHHO OYCBUAHOW UL IIpeAIIoarac-
MOTO TIOJb30BarTesl. HeyrnakoBaHHBIC H3JICIUS WIA TE
W3JICIINS, KOTOPBhIC CHAOKEHBI TOJbKO KOHTCHHEpPAMU TS
TPAHCIIOPTUPOBAHUS WJIN XpaHCHUSI, MOTYT He TpcOOBATH
TIOTIOJTHUTEIIbHON WacHTU(pUKaA. [Ipo3pauHas yriakoBKa
MOXKET CHU3UTD TPeOOBaHMS K JICTAIBHOMY OIIMCAHUIO. B OT-
HOIIICHWY 00JIce CIIOXKHBIX U3MCINN UICHTUYHOCTD U3CIIHST

S
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Ilpodoancenue madbauuyor B. 1

TpeboBaHUA K HHPOPMAIIUH, IIPUBCIACHHBIE B IIPHIOXKCHUH 1
Hupextupsl 90/385/EDC, oTHocAmENCI K AKTUBHBIM
UMIUIAHTUPYEMBIM MEAHUITMHCKUM WU3/ICIIUAM

PexoMeHmaiiymu

- CCJIA U3ACINA TIPpEAHAZHAYCHDI /U KIMHNUYCCKUX
I/ICCJI@I[OB«:":lHI'II'jIj CJIOBd. «MCKUITKOYUTCIIDHO HJIA KIIMHHA-
HCCKHUX HCCJI@Z[OBE[HI/Iﬁ>>

- CCJIINU U3ACTIUA HM3INOTOBJICHBI H4A 3d4Kd3, CJIIOBA.
«HM3I'OTOBJICHHOC H4d 3dKd3 WU3/ACINC»

- 3AABJICHUC, UYTO HMIUIAHTUPYCMDbBIC
HaxXo14TCAd B CTCPUWIbHOM COCTOAHUU

N3HCIA

- MCCHIL U 1'O/I N3I'OTOBJIICHUA

- YKA3aHNUC BpPCMCHHDIX OfpaHquHIfIﬁ B IHCJHAX
0e3011acHOTrO NUMIUTAHTUPOBAHU A HSI[@JII/Iﬁ

14.2 Ha toproBoil yrakoBKe:

- HAUMCHOBAHHNC M a/IpCC U3TOTOBUTCIIA

- OlIMCAHIC HSI[@JII/Iﬁ

- HA3HAYUCHNC HBI[@JII/Iﬁ

- XdPAaKTCPUCTHUKHA 110 3KCIIYATAIIUN HSZ[@JIHfI

- YVCIIOBUS  TPaAHCHOPTUPOBAHUI U XPaHCHU
N3ICIIUNA

MOXET OBITh IIOKAa3aHa Ha caMWUX M3ACIUSIX WIM Ha
VIIAKOBKE, I B MH(POpMAIIUUA U3TOTOBUTEISI, B 3aBUCH -
MOCTHA OT TOrO, 4YTO 0oJIee 1eJIecoodpasHo. KpomMe Toro,
MOKET BOSHUKHYTH HEOOXOIMMOCTDh COCTABICHUS IICPCUYHS
COJIEP>XMMOT0O U €ro KOJIWYECTBA.

B HammMoHaTBHBIX SI3BIKOBEIX Bepcusax Hdupektunnl 6]
[IePEBOJL CJIOB TAKXKE 1a€TCS B KaBbIUKAaX.

B HammMoOHATBHBIX SI3BIKOBEIX Bepcusax upekTunnl [6]
[ICPEBO CJIOB TAKXKE NacTCd B KaBbIUKAX.

CumBoa| STERILE| pencrasnen B IT'OCT P UCO 15223
1 He TpeOyeT repeBojia. Ecim Mcrionbp3yeTcsl yKa3aHHBIN
CUMBOJI, TO B VHOOTPCOJICHUHN CJIOBA «CTCPUJIHLHBIN» HET
HEOOXOAUMOCTH, TOTIa HIPUMECHUMO  OIIPeACICHUC
«CTCPUJIbHBINY, IIPUBECIACHHOE B IYHKTE 3.4 1okymeHTa |7].

CUMBOJI IS <«JIATHI [IPUBEIACH B
I'OCT P UCO 15223.

CUMBO JUTSI WICHTU(PHUKAIIAU «UCIIOJIB30BATh 10» IPU-
BeneH B [ OCT P MCO 15223. OH BKIHOYAET IOCICIHUN
MECSIl, B TE€UYECHUE KOTOPOr0 WU3ACIUSI MOIYT OBITH
MMILUIAHTUPOBAHBL.

Topropast yITakoOBKa MOXET TAKXKE §
JUTSI XpaHCHWS.

HaumenoBanue nnm TOProBOC HAMMCHOBAHNMC 1 4d/IPEC,
C IIOMOIIIbK) KOTOPOIro MOXHO OBLUTIO OBI CBS3aThCHd C
n3roropureaeM. Hammume moaHOro modroBoro a/[pcCa HCE
SIBIISIETCS 003aTeIbHBIM I[IpU YCJIOBHMH, UTO II0 YKA3dH-
HOMY aJIpECy MOXKHO CBA3ATHCA C U3I'OTOBUTCIIEM, HAIIPpH-
MEP, 11O Cro HANMCHOBAHN IO MJIN TOProBOMY
HAUMCHOBAHHWIO, 1TOYTOBOMY KOJIY U CTPAHC.

B OTHOIIEHMM MHOTUX WH3ACINA HUX WICHTUYHOCTH
JIOJDKHA OBITh OYSBUIHOM JUTSI IIOTSHIIMAJIBHOI'O MOJIb30Ba-
tensd. HeyrnakoBaHHBIC U3 WA TC U3ACANSI, KOTOPHIC
CHAOXCHBI TOJIBKO KOHTEMHEpaMU JUIS IIEPEBO3KUW WA
XpaHCHUSI, MOTYT HE TPeOOBATH JOIIOTHUTCIBHON NJICHTHU -
pukarmu. IIpospadHasgs yHakKoBKa MOXET CHHU3UTH
TpeOOBAHUE K ACTAJIbHOMY OIIMCaHWIO. B oTHoIeHUn
0oJIee CIIOKHBIX WU3IACIN WICHTUYHOCTD M3JCIU MOXKET
OBITh IIOKA3aHa HAa CAaMUX U3ICINIX WIN HAa YIIAKOBKE, WA
B UTH(POPpMAaIIM U3TOTOBUTEIS, B 3aBUCUMOCTH OT TOTO, UTO
0oJIee 1erecoodpasHo. KpomMe TOro, MOXeT BO3HUKHYTH
HEOOXOIMMOCTh B COCTABICHUU TICPeUHS COACPKUMOIO U
ero KOJIM4eCTBA.

JlanHast uH@OpMAas MOXET IIPUBOIUTHCS B COKpa-
[MICHHOM (POopMe IIPpHU VCIOBUH, YTO ACTAJIBHOE OIMCAHUC
UMeeTCsT B HMH@OpMalUU U3roToBUTEASI. EciM 3TO HE
OYCBU/IHO M3 OIMCAHUI H3JCIUUN, IIPpHU HEOOXOIUMOCTHU
JIOJIKHA OBITHh BKIIIOYECHA JOTIOJIHUTEIbHAS NHPOPMAIU 1
COOTBETCTBYIOIIC XAPAKTCPUCTUKM C IICABIO IIOJHOU
MACHTU(PUKAIIUN WU3ICIIN.

N3TI'OTOBJICHUA»

BJIATBCH YHElKOBKOﬁ

HeobxonmMocTh HOpUBEACHUSI OCO00M UMHOpOpMaLIINA
OOYCJIOBJICHA TOJBKO HEOOBIYHOCTHIO TpPeOOBAHUI K
VCJIOBUSIM XpaHCHUSI U ITOTPY3KU-Pa3TPy3KA U X OTIINYU-
€M OT TE€X, C KOTOPBIMHU OOBIYHO CTAJIKMBACTCS ITOTCHIIM -
aJIbHBIN 3aKa3uuk. MHapOopManmsa Takke JOJDKHA ITPHUBO-
IIUTHCSI B TOM CJy4ae, €CIU YCJIOBUS XpaHCHUS WIHA
[MOTPY3KU-PaA3TrPY3KU SIBJSTIOTCS KPUTIYCCKUMU TS O€3011aC-
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TpeboBaHUA K HHPOPMAIIUH, IIPUBCIACHHBIE B IIPHIOXKCHUH 1
Hupextusnl 90/385/EDC, oTHOCAIENCA K AaKTUBHBIM
UMILIAHTUPYEMBIM MECIUITMHCKUM WU3CIUAM

PexoMeHmaniuu

HOM W HalexXaller »KCIUlyaTaluy un3aeanu. lakum
o0pasoM, JOJDKHO OBITh IIPUHATO, YTO WUM3IACIUY, HE
UMEKOIIUEC CHEIMAIbHOM MApPKUPOBKU, [JOJDKHBI OBITH
3aMIUINCHBL OT BO3ACUCTBUYI SKCTPEMAIBHBIX TEMIIEPATVYP,
[IOTOOHBIX VCIOBUM W 3IEKTPOMATHUTHOIO W3IYUCHUA.
OIHaKO €CiId MpearojgaraeTcsd XpaHeHUE U3JICINNA B OCO-
OOM AMAarasoHe 3HAUYCHHUUN OTHOCUTEIBHOMN BIAXKHOCTHU U
TeMIICPATYPhI, TO 3TO JOJDKHO OBITh VKA3aHO CIICIIMAIBHO.

OO01eIpU3HAHHBIE MEXIVHAPOIHbIE CHUMBOJIBL MOTLYT
HMCIIOJIB30BAThCA B Cydae HCOOXOAUMOCTH B PYKOBOICTBE
10 XpaHECHUWI, IIOTPY3Ke-pas3rpy3ke U TPaHCIOPTUPOBA-
HUIO, a TakKXKe B IIPCAVIPEKICHUIX OO0 OIIaCHOCTU
(cM. mokymeHT |3]). o Tex 1mop, moKa HE OTOBOPEHBEI
OCOOBIC YCIOBUYI, XPAHCHUC U3IACINN OCVYIICCTBISCTCSI B
COOTBETCTBUM C JICHUCTBYIOIIUMU HOpPMaMU

15 Ilpm cObITEe HA PBIHKE BCE MU3ACIUS NJOJKHBI UMETH
PYKOBOJICTBO IO SKCIUIYATAIIH, BKIIIOYAKOIICE CIACAVIOIINC
JTAaHHBIC

- TpeboBaHuda 110 14.1 m 14.2, 3a UCKIIOUYECHUEM
CpOKa TOAHOCTU U MeCsIla U roJa U3rOTOBICHUS

- pabodne XapaKTepUCTUKU,
pasznere 2 Jdupektusnl [6], u ommcaHue
HEXXEIIATCIbHBIX ITOOOYHBIX YPPEKTOR

OTOBOPCHHBIC B
00OBIX

- THQOpManio, IIO3BOJIIIOIIYI0O Bpady BBIOpaTh
COOTBETCTBYIOIIMC M3ACIINSI, HECOOXOIMMOS IIPOrpaM-
MHO¢E O0€eCIIeUCHUE U aKceccyaphl

- TH(OpMAaIIIO, HIPCIACTABISIIONIVIO CODOM PYKO-
BOJICTBO IIO 3KCIUTyaTalliy, KOTOpas IO3BOJISICT Bpady
U, €CIIA BTO IeIaeco00pa3Ho, HAalMeHTY IIPaBUJIBHO
[IPUMCHSTh M3AeJIUsI, NX aKceccyapbl U IIPOTPaMMHOC
O0CCIICUCHUE, KpOME TOTO, MHPOPMAIIUIO B OTHOIIIC-
HUM XapakTepa, O00JacTU IIPUMCHCHUS, IICPUOIOB
VIPaBJSIIOIIETO BO3ICHICTBUAS M UCIBITAHWUI, a B CJIy4ac
HECOOXOJMMOCTH, MEP IO TEXHUYCCKOMY OOCIIYXKMU-
BaHUIO

- THPOPMALIUIO, ITO3BOJIMIONIVIO, €CJIU 3TO HEODXO-
IUMO, UCKIIIOUUTDH OIIPEeIeICHHbBIE PUCKN, CBIA3aHHBIC C
UMIUTAHTAIIAC U3

- “H(gOpMAallMIO, KacaloIyICcsI PUCKOB BO3HUKHO -
BEHWSI B3AMHBIX IIOMEX, KOT/Ia U3IeIUSI IIPUMEHSIOTCS
[IPU CHEIUAIBHBIX UCCACAOBAHUIX WIN IIPHU JICUHCHUH

OHU BKIIIOYAIOT: UACHTU(PUKALTA IO U3TOTOBUTEIS, UIICH -
TRPUKAIINIO U3ACIUNI, CIIOBO «CTCPWIBHBIN», BO3MOXHOCTE
OIHOPA30BOr0 HUCIIOJIb30BAHUS, VKAa3aHWE Ha W3S,
M3TOTOBJICHHbBIE HA 3aKa3 WIN IIpeaIHA3HAUCHHDBIE TOIBKO
U KIIMHUYCCKOTO HCCIACIOBAHUS, B 3aBUCUMOCTH OT
TOTO, 4YTO ©O0Jiee 1EeJIeCcOo00pa3HO, PYKOBOICTBO IIO
XpaHCHUIO U IIOTPY3KE-pa3rpy3Ke; JIIOObIC HIPeIyHpesKie -
HUS, PYKOBOJCTBO IIO AKCIUIVATAIIMMA W OrPAHUYCHUS IO
SKcItyaraiuu. JlaHHag uHPOpMaAIlUg MOXET OBITh
[IpCICTAaBICHA B BUJIC CUMBOJIOB.

DTO OTHOCHUTCS K XapaKTepUCTHUKaM, IIPEACTABICHHBIM
B IIPWJIOKCHUH 1, 1 K OCHOBOIIOJAramoIIeMy TpeOOBAHAIO
paszmaena 2 dupekTussl [6].

[IpuBomsITCS MIOOBIC CIEIUANBbHBIC PYKOBOICTBA IIO
SKCIUTyaTalluy,  JIO0ble  TIPSAVIIPESXKICHUS — W/WIN
npenocrepekeHuss. MaroroBurenpb onpeacasicT TUIL U
VPOBCHBh TpeOyeMOli wWH(OpMAlMA, NIpUHUMASI BO
BHUMAHWEC TakKue (PakKTOpbl, KakK MpeAriogaracMblc
TCXHUYCCKUC 3HAHUS U KBATWU(PUKAIASI MOTCHIIMAIHBHOTO
[MOJB30BATEISsI, JIIOObIE  HOBBICE WIW  HE3HAKOMBIC
rmapamMeTpbl I PEXXUMBI SKCIUIyaTalliu, KOTOPBIC MOTYT
OBITHh HE OYCBUAHBI. MOTYT UCIIOIB30BATHCS IIPU3HAHHBIC
MESKIVHAPOIHBIC CMBOJIBL.
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TpeboBaHuAa K MH(pOPpMAIIMH, IIPUBCIACHHDBIE B IIPUIOKEHUN |
Hupextunsl 90/385/EDC, oTHOCAIIEHCS K AKTUBHBIM
UMILTAHTUPYEMBIM MEITUIIMHCKUM H3JICIIUAM

PexoMeHTammm

- HEOOXOAUMBIC MHCTPYKIIMM Ha CIy4ail ITOBPEXK-
JICHUSI CTEPWJIBHOM VIIAKOBKU H, €CJIU DTO IEJIECO-
00pa3Ho, JCTAJIbHOEC OIUCAHUE COOTBETCTBYIOIINX
METOZIOB IIOBTOPHOI CTepUIIM3allin

- YKA3dHHWC, CCJIM 3TO H@H@COOGI)E[BHO? HTO HU3JICJINH
MOL'VT IIPUMCHATHCA IMOBTOPHO TOJIBKO B TOM CJIYUACL,
KOr'lda OHM BHOBbD IIPHUBC/ICHDBLI B UCIIPABHOC COCTOMAHIC
HOA OTBCTCTBCHHOCTDL M3I'OTOBUTCIA U B COOTBCTCTBUNA
C OCHOBHbLIMHU TpeﬁoBaHHEZMH.

PyKOBOACTBO IO 3KCIUIyaTalliyd, KpOME TOTrO, JTOJDKHO
COJICpXaTh ITOJPOOHBIC CBCACHUS, IIO3BOJLIOIINC Bpady
IaTh HWHCTPYKIIMU UAIlMCHTY 10 TIOBOAY PAa3IUYHBIX
[IPOTUBOIIOKA3aHU M W HPUHITHAS MEP IIPEIOCTOPOXKHOCTH.

DTU HOI[IJO6HBI@ CBCJICHUSA, B HACTHOCTH, BKIKOYAIOT.

- JAHHDIC, ITO3BOJIAOIIMINEC YCTAHOBUTD CPOK CJIY}KGBI
NCTOUYHHMKA SHCPI'HA,

- MEPBI IIPSIOCTOPOXKHOCTH, IIPCIIIPUHAMACMBIC B
TOM CJIy4ae, €CIM B XapaKTepUCTHUKaAX W3AeIINU
AMCIOTCS N3MCHCHUS

- MEpPBI IIPEIOCTOPOXHOCTHA, IIPECAIIPUHIMACMBIC B
IIOCTATOYHO IIPEACKA3VEeMbBIX OKPVKAIOIAX YCIOBUSIX
— IIpY BO3ICUCTBUA MArHUTHBIX IIOJICH, P BHEIITHUX
MEKTPUICCKX BO3ICUCTBUSX, UIpU BO3ICHCTBUU
JICKTPOCTATUYICCKOTO  pa3psiaa, JaBIcHUS  WIH
M3MCHCHUS NABJICHUS, VCKOPESHUN U T. II.;

- COOTBETCTBYIOIIYIO WHMPOPMAIINIO, KAaCAIOIIYVIOCS
TeX MEAUITMHCKUX U3/ICINN, KOTOPBIMHU JOJDKHO YIIPAaB-
JITh (MW KOTOPBIC AOJDKHBI BBOAWTH) pPacCMaTpH-
BacMO¢E M3AeIINC

MaroroBuTenb MOXET VyKazarb, YTO H3JACIASI HE
SIBIISIIOTCSL CTEPWJIBHBIMUA YW HE HOJDKHBI MCIOJIb30BATHC,
eCJIM OOHApyXeHO, YTO X CTepUIbHAS YIIAKOBKA BCKPHITA
IV IIOBPEXIICHA.

Ecai HeT HEOOXOIMMOCTA B HWHCTPYKTUPOBAHUN

IHAlMCHTA,
BKJIHKOHATD.

TO VKa3aHHYI0 UWH@OPMAIIMID MOXHO HE
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ITPAJTOXKEHHUE C
(PEKOMEHIIYEMOC )

TpebGoBanusa ¥ peKoOMeHIAIINM I MeTUIIUHCKUX U3e/IHii

Taoaxuma C.1

TpeboBaHua K HHPOPMAIIUH, IIPUBCIACHHBIE B IIPHIOXKCHUH 1
Hupextupsl 93/42/EDC, oTHOCAIIEHCS K MEAUITMHCKUM
U3JICTNIM

PexoMeHmaniyuu

O0nrasg 4acThb

8.7 YIakoBKM 1/WIA 3TUKETKA U3ACINN JOJCKHBI YETKO
pa3rpaHUYUBaATh WJICHTUYHBIC WIW IIOJOOHBIC W31CIIHS,
peaanu3yeMble B CTCPWIBHOM W HECTCPWIBHOM COCTOSIHUNA

B CcoOTBeTCTBMM ¢ HACTOSIIMMHU PECKOMCEHIAITUSIMA
CTCPpWIbHBIC M3ACIUSI WUIACHTUMPUIIUPYIOTCSI KAaK TAaKOBBIC
npearouTuTeapbHo ¢ nomoiabwy cuMbBoaa STERILE |,
npusBeacHHoro B I'OCT P MCO 15223, wim cioBa,
VCTAHABJINBAIOIIETO 3TO COCTOSIHUE. CTepUIIbHBIC U31CIS
JIOJDKHBI UMETh BUAMMYI0 MAPKUPOBKY C IIOMOIIBIO
cumBoiia |STERILE IIpuMeHsIeTCa  OIIpeaciIicHUE
CTCPWJIBHOCTU, IIpUBEIACHHOS B HMOKyMeHTEe [7]. B Tex
cJIy4asx, KOTAa B HAJIMYUM UMCIOTCS KaK CTCPWIbHBIC, TaAK
M1 HECTCPUIIbHBIC BEPCHUM OJHOTO M TOrO XE& H3JICIUM,
BBIIIVIIICHHOTO OJIHVUM M TEM XE€ H3TOTOBUTEIEM B
AHAJIOTUYHONM VIIAKOBKE, U KOI'ZIa HECTEPUWIIbHBIC U3JICIUS
OIIINOOYHO MOXKHO IIPUHATH 34 CTePUJIbHBIC, HEOOXOINMO,
UCXOMSI U3 COoOoOpaxkeHUM ©O€30IIaCHOCTU IAallMeHTA,
[IPCAVCMOTPETh BUIUMOEC OOO3HAYCHUE HECTCPUIHBHOCTH.
CXOJICTBO MOXET BO3HUKHYTH KaK Ha ATHUKETKAX CaMUX
M3JICIMN, TaK U Ha UX YIIaKOBKE

9.1 Ecotm  naHHBIE U3ACAUS HOpeaHA3HAYCHBL JUIS
[IPUMCHCHUS B COYCTAHUM C APYIUMU W3JICIUSIMHA WA
O0OpYIOBAHUEM, TO BCSI 3Ta KOMOMWHAIIWS, BKIIOYas
CUCTEMY COCIWMHCHUS, JOJDKHA OBITh OC30IIaCHOM, W
0€30IIaCHOCTh HE [JOJ/DKHA VXVAIIATh YCTAHOBJICHHBIC
XapakTepuCcTUKU wu3aeanii. JlioOble OrpaHUYCHUS IIO
[IPUMEHCHUIO JOJDKHBI OBITH IIPUBEICHBL HA TUKETKE WA
B PYKOBOJICTBE 110 3KCIUIyaTalliu

10.3 M3mepeHUus, BBIIIOJIHIECMBIC ¢ ITIOMOIIBIO U3JICINA,
AMCIOIIUX WU3SMCPUTCIABHYIO (PYHKIIUKO, IODKHBI OBITH
BBIPAXKEHBI B  Y3aKOHCHHBIX  CAMHUIIAX  BCJIUYUH,

COOTBCTCTBYIOLIMX TIOJIOXKCHNMAM HOKYMCHTA [4]

CM. TpeboBaHud 4.1.5 HaACTOSANMIMX PEKOMCHIAIUNA

11.4.1 PykKOoBOJACTBO IO HSKCIUIyaTallud  U3JICJIUI,
ACIIYCKAKIINX W3JIVICHUE, JOJDKHO COACpXaTh IIOAPOO-
HYI0O HWHQOpMAIIMI0 B OTHOIICHWHW XapakTepa 3STOro
M3JIYUYCHUS, CPEACTB 3aIUTHI ITalUEHTa U IOJIb30BaTEISI U
CIIOCO00B, UCKIIIOYAKIINX HEIIPaBWIbHOE IPUMEHECHUE U
VCTPaHSIOMINUX PUCKU, BO3HUKAIOIIME IIPU VCTAaHOBKE

HM3nyuyeHrne He OTrpaHUYMBACTCSI MOHU3HUPVIOINIAM
n3ayucHueM. Hpyrue npuMepbl M3IYICHUUN BKIIIOYAIOT
TCIUIOBOC M JIa3¢pHOE M3NAYYCHHUI (CM. TaKKe JOKYMCHT

191)

12.9 HaszHadeHue cpeaCcTB yIUpaBICHUS U MHIUKATOPOB
JIOJKHO OBITHh YeTKO YKA3aHO Ha U3ICIINSX.

B Tex caydasx, Korma MU3jneaust coaepXaT pyKOBOJICTBO
[0 BKCIIyaTallii JUO0  OTOOpaXawT  IIapaMeTpbl
SKCIUTYATalliy WIA PETYIUPOBKU C IIOMOINBIO BU3YAJIbHOU
CUCTEMBI, ITOJ00HAsT NHMOPMAIIUS JIOJDKHA OBITH ITOHSITHA
[IOJIB30BATCIIO W, TAE 3TO HEOOXOIUMO, IMallucHTY

JIaHHOE TIOJIOXKCHUE PpaclpoCTpaHsIeTCI TOJBKO Ha
pEryJINpPyEeMBbIC TTOJIb30BATEIEM CPEICTBA VIIPABICHUS

13 Uadopmanusga wM3TrOTOBUTE,
MEAUITUTHCKIAC U3ICIUS

COIIPOBOXKIAIOIIIAd

13.1 Ko BceM wm3meausIM JIOJDKHA  IpUIaraThbes
MHPOpMAaLMsI, HeoOXoauMass JUII KX  0€30IIaCHOU
SKCIUIyaTalluid W WICHTUPUKAIIMA  WU3TOTOBUTEIS,

[IpUHUMAd BO BHUMAHUE OIIBIT U 3HAHUY I[TOTCHIIUAIbHBIX
[IOJIb30BaTEIECH.

JIrobyro mHPOpMaAMIO CICAYET HIPUBOAUTH TaKUM
00pa3oM, 4YTOOBI OHa ObUIA IMOHSITHA IMOTCHIIMAJIbHOMY
[1OJIH30BATEIO /WA TIallACHTY.
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Dra MHPOpMaAIlMs BKIHOYACT IIOIPOOHOCTU, IIPUBOIU-
MbIE€ HAa 5STHUKETKE, W JaHHbIC, COACPXKAIlUecs B
PYKOBOJICTBE 110 SKCIUIVATAIAN.

Kormaa 3to npaktnyHo 1 1eaecoodpa3Ho, nHpopManusi,
HeOOXoauMasl JUISL SKCIUTyaTalluyd W3JACIWN, JOJDKHA
[IPUBOAUTHCSI COOCTBEHHO HA M3ICIMSIX W/WIN YIIAKOBKE

KaXJI0M eIMHUIBL OOOpYyAOBaHUSI WM, TAE€ 3TO
[IeeCO00pa3HO, HAa TOBApPHOUW VIIaKOBKE.

Ecam mHouBUAyajdbHas yIAKOBKA KaXIOW ¢AWHUIIGI
O0OPYIOBAHUS HE SBISCTCS IPAaKTUYHON, WHOOPMAIIUIO
ClIeAyeT IPUBOJUTH BO BKJIAQJBIIIE, IIPpWIAracMoM K
N3ICTUSIM.

PykKoBOACTBO 1O BKCIUIyaTalluyd  JODKHO — OBITH
BKJIIOYCHO B VIIAKOBKY KaXIoro wusaecavs. B Buae
UCKITIOYCHMS T10J00HOE PYKOBOJACTBO HE TpeOyeTCs IS
n3nennii kmacca 1 wamm ximacca 1l, eciom MX MOXHO
UCIIOJAB30BaTh 0€301IaCHBIM 00pa3oM 0€3 I10J100HOr0
PYKOBO/JICTBA

13.2 B caygagx, rie 5TO IEeJIeco00pa3HO, JaHHas
MHQOpMAIIUSI MOXET IIPUBOIUTHCSI B POpPME CUMBOJIOB.
JIr00bIe MCIIOIB3yeMbIEe CMMBOJIBI WX WIACHTU(MPUKAIINOH -
HbIC IIBETA JTOJDKHBI COOTBETCTBOBATH TapMOHU3UPOBAH-
HbIM CcTaHgapraM. B o0Omactax, Triae cTraHmapTbl HE
CYIIICCTBYIOT, CUMBOJIBI U 1IBETA JTOJDKHBI OBITH OIIMCAHBI B
TOKYMECHTAINH, IIpUIaracMon K U3JICIUSIM

13.3 Ha stukerke 10/DKHA OBITH IIPUBEICHA CIICAVIONAsT
MHPOPMALIUSL:

a) HAaMMEHOBAHME WM TOPrOBOE HAUMEHOBAHUE U
ajgipec usrorosutrexd. JAmad m3aeIni, UMIIOPTUPYEMBIX B
EBporneickoe CooOI1ecTBO, YYUTHIBASI HUX pacIipocTpa-
HeHUe B Coo0IIecTBe, 3TUKETKA U BHEIIHIS VIIaKOBKA,
I PYKOBOJICTBO IO 3KCIUIYaTAllMU JIOJKHBL COJACPKaATh
NOTIOJIHUTEJIbHO HAMMEHOBAHUE U aapec JINIA, KOTOpoe
HECET OTBECTCTBEHHOCTh B COOTBETCTBHUU CO crarbe 14.2
JdupexktuBol |1], 1100 HIOJTHOMOYHOIO IIPEICTABUTCIIS
M3TOTOBUTEIS, VyupexXiaeHHOro B CoolimecTBe, MO0
AMIIOpTEpa, yupeXiaeHHOro B CooliiecTBe (B 3aBUCH-
MOCTH OT TOr'O, YTO 00JIee 11eIeCO00Pa3HO)
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J1 1t KOMILICKCHOTO 000PpYIOBaHUS [IPOCTOC
PYKOBOJICTBO II0 IIPOBEPKE M SKCIUIyaTalluyd W3JCIUN B
ABapUIMHBIX CIIYYASIX MOXET OBIThH ITOJIC3HBIM JOIIOJIHCHHAEM
K PYKOBOJCTBY IO 3KCIUTyaTalluNA

BKI1aabIn MOXET IIPeACTaBISITh COO0OM PYKOBOIACTBO IO
SKCIUTyaTalnuu. Korma pykKoBOIACTBO II0 SKCIUIyaTalluy
IpeAIyCMOTPEHO B BHAE BKIAABIINIA, TO YHUCIO TaKHUX
BKIIQABIIIIEN B VIIAKOBKE OIIPEIcTIcTCd HU3TOTOBUTEIIEM,
IPpUHUMAIOIIMM BO BHUMAHUE VCIOBUI IIPUMCHCHUA
U3CITAN.

MHorue u3nenursi, B YaCTHOCTU aKTUBHBIC W3ICIUSI, U
MHOTIVE¢ HeaKTUBHBIC U3AeiIN Kiacca I He mMeroT apyrou
VIIAKOBKH, KpOM€ KOHTEUHEpOB JUISI INepeBo3KU. [lpm
OTCYTCTBMH HaJIeXKAaIlel YIIAKOBKU JIH00asI MHQOpMALIIL
B cCJydac HEOOXOAUMOCTHM [JOJDKHA IIPHUBOIUTHCSI Ha
[IPUHAUICKHOCTSIX, B COIIPOBOAUTEIBHON JTOKYMCHTALIA
WY IpY MapKUPOBAHUHW JTAHHBIX U3ICIIN.

B oTHnenpHBIX Ciy4dasix HENPaKTUYHO W HEXKEIATCIbHO
[MOMEIATh PYKOBOACTBO II0 SKCIIyaTallid BHYTpHU
CTCPWIBHOM VIIAKOBKU, KOTOPYIO HCOOXOAMMO BCKPBITH
JUTSI O3HAKOMJICHUS C HUM

JIOKyMeHTaled MOXET SIBISITbCS HSTHKETKA W/WIN
PYKOBOACTBO 110 3KcIuryaranuu. CMm. tpeboranud 4.1.3b)
HACTOSIINX PCKOMEH AU

B HanmMoHaIbHBIX PYKOBOIACTBAX I1I0 SKCIUIyaTallNA
MOXKET TpeOOBATHCS, YTOOBI MHPOPMALIUS, COACPIKAIIAICS
B mryHKTax 13.3 m 13.6 mpunoxedust 1 dupextussl [1],
[IPUBOIMUIACH HA UX HAIIMOHAJIBHOM SI3BIKE (S3bIKAX) WIN
Ha IpyroM 43bIKe cTpaH EBponeiickoro CooOi1iecTna,
KOrga W30eaud MJOCTUTar0T KOHEYHOTO II0JIb30BaTENd,
HE3aBUCUMO OT TOTO, IIp¢IHa3HA4YeHbl OHU IS
[IpoPeCCUOHAIIBHOTO I MHOTO [IPUMCHCHU S
(cMm. dupexktuBy |1], craresa 4, naparpad 4). lIpumMeHeHue
CHMBOJIOB, KOTOPBIC COOTBETCTBYIOT TApMOHU3UPOBAHHBIM
CTaHAapTaM, IIO3BOJUAT VCTPAHUTh HCOOXOIUMOCTH
[ICPEBOAA OIIPECIACICHHON YacTU NHMPOpMAallUU

[1oHBINA TTOYTOBBIA ajjpeC MOXHO HE YKa3bIBaTh, ¢CIH
ajpeC M3TOTOBUTEIS WM, B CIydac MMIIOPTAa U3IACIUN B
Coo01ecTBo, ajapec OTBETCTBESHHOIO JIAIA, IIOJIHO-
MOYHOI'O IIPEJICTABUTSISI WIW HUMIOPTEpa ITOCTATOYHO
MMOAPOOCH T OCYIIICCTBICHUAS CBI3U, HAIIpUMEP MMCIOT-
Cd HaAWMCHOBAHHWC WJIM TOPrOBOC HaMMCHOBaHUC,
[MIOYTOBBIU KOJ M CTpaHa.

B cTpaHe, rine wm3menusa NOpoNarOTCs, UISI WICHTHU-
(pUKAIIM M3TOTOBUTCISI MOXET OBITh JOCTATOYHO €TI0
TOProBOM MapKu WJIW JIOTOTHUIIA
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b) moApoOOHBIE JIaHHKIE, OO0Y3aTENBbHBIE I IIOJIH30-
BaTEJIS C LIEJABI0 UACHTU(PUKAITUYN U3ICTUN U COICPKUMOTO
VIIaKOBKU

¢) rae 3to neaecoodbpasHo — c1oBo «CTEPHUIIbHO»

d) roe 3TO0 1EeIecoodpasHO — KOA HapTHUH, CTOSNIMN
riepen ci1oBoM «11IAPTWU», unu cepuiiHbII HOMEP

¢) TIe 3TO LEAeCO00pa3HO — JaTa, 10 KOTOPOHM MOXHO
0€30IIaCHO AKCIUIYATUPOBATh U3IACINS, BKIIOYAKOIAS TOJ
1 MECSIT

f) rjac S5T0 H@H@COOGP&SHO — YKA3dHHUC, HTO HW3AC/INA
I[IPEAHA3HAYUCHDI I Pa30BOTIO IIPUMCHCHM A

g) CCJIN MUSHCINA ABJIAKOTCH USI'OTOBJICHHBIMIKM HdA 3dKd3
— CJIOBd «HM3I'OTOBJICHHOC Hd 3dKd3 U3/ICIIHC»

h) CCIIN M3ACIUA TIPCAHA3HAYUCHDBI I KIIMHNYCCKMX
HCCH@HOB&HHﬁ — CJI10Bd <«HUCKIIIOHUTCIbHO U KIHWMHKW-
HCCKHMX HCCJI@Z[OBE[HHﬁ»

1) JII0OBIEe CIICIIMAJILHBIC YCIOBHUS XpaHCHUS W/WIN
[IOTPY3KU-pas3rpy3Ku

B OTHOIIEHMM MHOTHUX WH3ACIUN UX WICHTUYHOCTH
SIBIBICTCS JOCTAaTOYHO OYCBUIHON UIS IIPEAIIOIaracMoro
rnoap3oBaread. HeynakoBaHHBIC W3S WIW WU3ICIN,
[IpeJHa3HAYCHHBIC TOJIBKO UTSI MEPEBO3KM WM XpaHCHUS
B KOHTEHMHEpax, MOTYT HE TpeOOBaTh JIOINOJHUTEIBHOU
nacHTUPUKaAIu. IIpo3padyHast yrrakoBKa MOXET CHU3UTH
TpeOOBAHUS K JCTAJIBHOMY OIIMCAHUIO. B OTHOIIIEHUN
0oJIce CIIOKHBIX MU3ACIN X WIACHTUYHOCTHD MOXET OBITH
OTOOpaXeHa Ha CaMOM WM3IcJIMU, Ha VIIAKOBKE WIMA B
COIIPOBOJIUTCABHONM JOKYMCHTAIlMA, B 3aBUCUMOCTH OT
TOTO, 4YTO OoJjiee IejiecoodpasHo. Moxer  ObBITH
[1SICCOO0OPA3HBIM COCTABICHUE IIEPEUHS COICPKUMOTO U
yKa3aHUe ero KOJIU4YeCcTBa.

CII0OBO «CTEpUJIBHO» CaMO II0 cebe He SBISIETCH
CUMBOJIOM, U B CBSI3M € STUM MOXET BO3HHMKHYTH
HeoOxomuMocTh B ero mepesoge. Cumson STERILE],
npuBeiaeHHbII B 1OCT P MUCO 15223, He Tpedyer
nepeBoaa. Eciam  UcCOAb3yeTcsl CHUMBOJ, TO  HET
HEOOXOIMMOCTA IIPUBOIUTH CIOBO «CTCPUIbHBINY». 31ECh
[IPUMEHSIETCSI OIpEeICHNE «CTESPIIbHBIN», VKA3aHHOE B
nyHkre 3.4 gokymeHra |7]. CumBoa STERILE| noocken
ObITh BUJIUMBIM. B TeX ciydasx, Koraa TOJIbKO OTACIbHBIC
JACTU U3JCIUS TOJDKHBI OBITh CTCPUIBHBIMU, 3TO YCIOBUEC
JIOJDKHO OBITH OrOBOpPEeHO, Hamnpumep: <«CrepuiibHas
MATACTPaIb JUIS XKUAKOCTH».

CIIOBO «IIapTUsI» CaMO 110 ¢ce0¢e HE SIBIILECTCSI CUMBOJIIOM,
M1 MOXET BO3HUKHVTH HEOOXOIUMOCTH B €ro IIepeBOJIL.
Cumsoli |LOT |, npuBenenuslii B 1 OCT P MCO 15223, He
TpeOyeT IiepeBojia. Eciim MCIOJIb3yeTCI CUMBOJ, TO HET
HEOOXOIMMOCTH IIPUBOJIUTH CJIIOBO.

CHIMBOII LOT MOJKET
WACHTU(MPUKALIUA KOJOB HapTUU, a CHUMBOJI
MACHTU(PUKALIUN CEPUMHOTO HOMEpA.

MCIIOJIb30BATHCH
SN

TUIS
— JIJId

CHUMBOJ UTS UACHTU(PUKAIIMU IaThl «ACIIOJIb30BATH 10»
npuBoautca B 1OCT P HUCO 15223. OH ykKa3bIBacT
[MOCHCIHUIM MECSIl, B TEYCHUEC KOTOPOTO H3JICIUSI MOTYT
[IPUMECHSIThCSI. Ecam HeT HeOOXOAMMOCTH B HPUBCICHUU
JIaThl <«MCIIOJB30BATh JI0O», IEJIeCOO0Opa3HO VyKasaThb JIaTy
M3TOTOBJICHUS € IOMOIIBK CHUMBOJA, IIPUBCACHHOIO B
[OCT P UCO 15223, nnu paty crepuian3anvuy B popMme
YYYY — MM. Ilocneaasass MOXeT OBITH BBEICHA B HOMEP

naptuu, Hanpumep, | LOT| 1991 — 07 — 1234.

CumBon 1o gokymeHty |[10] I BeIpakeHUS
«3aIIpeT Ha IMOBTOPHOC IIPUMEHCHUES» BOCIIPOU3BOIUTCS B

[OCT P UCO 15223.

B HanmmoHanbHBIX S3BIKOBBIX Bepcusx dupektunsl |1}
[ICPEBOIBI CJIOB TAK XK€ JAl0TCS B KaBbIYKAX.

B HanmoHaIbHBIX I3BIKOBBIX Bepcusx dupektunsl |1}
[ICPEBO/IbL CJIOB TAK XK€ JA0TC B KaBbIYKAX.

HeoOxoauMocCcTh MNpUBEACHUSI OCO00M UMHOPOpMaLNA
OOVCIIOBJICHA TOJIBKO HEOOBIUHBIMM TpPeOOBAHUSIMU K
VCIOBUSM XpaHCHUS U IOTPY3KU-Pa3TPy3KU, OTIMIHBIMA
OT TeX, € KOTOPbIMH  OOBIMHO  CTAJIKMBAacTCSI
[MOTCHIIWAJIBHBIA IIOJb30BaTeab. WMHpopManusgs Takke
JIOJDKHA IIPUBOJIATHCS B TOM Caydac, KOIIa VCJIOBUS
XpaHCHUS SBISIIOTCS KPUTWYCCKUMHK IS O€30IIaCHOUN M
HaIexXXallel 3KCcIUIyaTalimyy u3neanii. TakmMm oopas3om,

11




P 50.1.043—2003

Ilpodoancenue madauuvr C.1

TpeOoBaHua K MHPOPMAIIUK, IIPUBCIACHHBIE B IIPHUIOXKCHUN 1
Hupextupsl 93/42/EDC, oTHOCAIIEHCS K MEAUITMHCKUM
U3ICTHAM

PexoMmeHnmaniym

_]) JI0OBIC CIICIIMAJIBbHbLIC PYKOBO/ICTBA 110 3KCIUTYATAITNNA

k) nmro0bple  IIpUHSTHIE 1 /W

IIPEIOCTOPOKHOCTHU

IpeAYIPEKICHAS

1) roJ M3roTOBICHUS IS aKTUBHBIX UMIIIAHTUPYEMBbBIX
M3/ICJINA, WHBIX YeM OlOBOPEHHBIC B IIEPEUUCICHUU €).
DTU JaHHbBIC MOI'YT OBbITh BKJIHOUCHBI B HOMEP HapTUU WA
CCpUUHBINT HOMED

m) raec 3To IIpUMCHNUMO — MCTO/I CTCPUIIN3Aall

13.4 Ecnu npeaHasHaYeHUE U3JICIUN JUIS IIOJIb30BaTEIISI
HE SIBISICTCS OYECBUIHBIM, M3TOTOBUTEIDL JOJDKECH SICHO
M3JIOXKUTh €ro Ha DHSTUKETKE W B PYKOBOJCTBE IIO
AKCIUTIYaTaluun

13.5 Tam, rTIae »TO ILEaeCcOO0OpPa3sHO M IIPAKTUYHO,
M3JICINSI 1 Ch€MHBIC KOMIIOHCHTBI JOJDKHBI ObITH UICHTH -
(UL POBaHbBI 110 BO3MOXKHOCTA B HAMMCHOBAHWSIX HapPTUU
C IICJBI0 ITPOBECICHUS BCEX ICUCTBUM, HCOOXOAMMBIX JUIS
OOHAapVYXEeHUSI JTI000TO MOTSHIIUAJIBHOIO pHUCKa, CO31aBac-
MOT'O JAHHBIMUY U3ACIUSIMUA U CheMHbBbIMU KOMIIOHECHTAMN

13.6 Tam, Thme 3TO 11€MeCOOOpa3HO, PYKOBOJICTBA IO
SKCIUIYaTallu OOJDKHBI COZEPXKaTh CICAVIOIINE YaCTHBIC
CBCJICHUS:

12

JIOJDKHO OBITh IIPUHSITO, YTO WU3IACHUSI, HE WMCIOIIHUC
CIICIMATBbHOM MapKUPOBKM, JTOJDKHBI OBITH 3aIIANICHBI OT
BO3JICICTBUS SKCTPEMAJIBbHBIX TeMIIEpaTyp, IOTOIHBIX
VCJIOBUU U 3JCKTPOMAarHuTHOIrO n3nyudcHus. OnmHaKko eciu
[IpeaArioaaracTcs XpaHecHUe U3¢ B 0COO0OM Aualla30He
3HAYCHUM OTHOCHUTCIBHON BIAXHOCTHA W TEMIICPATYPBhI, TO
3TO NOJDKHO OBITH CIICIIUAIbHO VKa3aHo. OOIIerpu3HaH-
HbIC MCIKIVHAPOJIHBIC CUMBOJBI MOTYT IIPUMCHSITHCS B
CcIyd4ac HEOOXOIMMOCTH B PVYKOBOICTBAX IO XpPaHCHMUIO,
[IOIPY3KE-pas3rpy3Ke, TPaHCIIOPTUPOBAHUIO, a TaKXe B
[IpeAyIPEXKACHUIX 00 OHAacHOCTHU (CM. JOKYMEHT |[8]).
Ecam 3T0O HE OTOBOPCHO 0C000, TO IIPSAIIOIATrarOTCs
HOPMAaJbHBIC VCIIOBUS XpaHCHUST U3ICINIA.

H3roroBuTenb oOHIpelacasicT COASPXaHUEC W YPOBCHD
TpeOoyeMol MH(popMali, IIpUHUMAasT BO BHUMAHUE TaKUC
(pakTOPBI, KaK IIpeAIIoIaracMblii YPOBEHb TCXHUYCCKON U
KJIMHUYECCKOM IOJTOTOBKH U KBAMUPUKAIIAK ITOTCHIM-
AJIbHOTO IIOJb30BaTEIs (IIOJAb30BATEIICH), a TAKKE JTIOObIC
HOBBIC WJIW HEU3BECTHBIC KOHCTPYKTUBHBIC OCOOCHHOCTHU
I HCOOBIUHBIN PeKUM padOThI, KOTOPBIC HE SIBIISTFOTCSI
OYCBUJHBIMU. le »BTO 1EIeco00pasHO, MOTYVT OBITh
MCIIOJIb30BAHbI IIPU3HAHHBIC MEXIVHAPOIHbIE CUMBOJIBL.

B CJIYHAC H@OﬁXOI;HMOCTIfI OTO OTHOCHUTCA K PUCKAM,
KOTOPbIC MOLYT OBITh HE3HAKOMBI [IPpCAIIOIaraCMOomMy
I[TOJIb30BATCIIO U KOTOPDLIC HC ABJIAOTCH OUHCBUIAHDBIMUA. Fﬂe
IT0 L[@JI@CO061)«?:13H0j MOLYT IIPHUMCHATHBCA I1IPU3HAHHDBIC
MCEXK/IYHAPOIHBIC CUMBOJIDI.

Ecay marta «ACIIOAB30BATh 10» HE IIPUBOIUTCS, TO IO/l
M3TOTOBICHU S JOJDKEH OBITH IIPeACTaBIeH B PpopMe YYYY,
COIIPOBOXIIAEMOM  CHUMBOJIOM  J1aTbl  M3rOTOBJIICHU,
nnpuBeaeHHOU B ['OCT P MCO 15223, niim OH MOXET OBITH
BBEIACH B HOMEP NApPTUU U Pacllo3HaH, Kak B IpUMeEpE

LOT| 1991 — 1234 nnu B cepUHOM HOMEpE, HAIIpUMEP:

SN 1991 — 1234.

OTHOCUTCSI K METOAY CTECPUIN3allUA, IIPUMEHSICMOMY
N3TOTOBUTEIEeM. MoxXeT OBITh WHCIIOAB30BAH COOTBET-
creyromut  cuMBOJI  |(STERILE, 1npuBencHHbBII B
[OCT P MCO 15223, Torma otmamacT HeOOXOAUMOCTD
NOTIOJIHUTEIBHOTO [IPUMCHCHUS CHUMBOJIA TUIS
0003HAYCHUS CTCPUIbHOCTA

B oTHONICeHMM MHOTUX H3ACIAN UX HIpcIHA3HAYCHUC
SIBJISIETCSI OYEBUIHBIM TS TOJAb30BaTeasl. HeyrmakoBaHHbIe
WU3ICIIUST WA W3JICHUS, IIpeJHa3HAUYCHHbBIC TOJBKO JUIS
[IePeBO3KM WA XpaHECHUSI B KOHTEHMHEpax, MOTYT HE
TpeOOBaTh  HMIACHTU(PUKAIINM HUX  IIpeIHa3HadYcHUS.

[Ipo3paduHast ynmakKoBKa MOXET CHHU3UTH TpeOOBaHUSI K
OIIMCAHUIO

[logobHag maeHTUPUKALIMG OyaeT O0JIerdaTh BO3BparT
n3gean. Cm. Takke TpedoBaHus 4.1.8 HacTOSIUX
pPEKOMEHIAIINN

HanumoHapHBIE PYKOBOICTBA IO 3KCILUIyaTallU MOTYT
TpeOOBATh HAIMYWSI WHPOPMAIMNA, OTHOCIIIECUCSI K
rmoarryHkTaM 13.3 m 13.6 mpmimoxeHus 1, Ha cBoeM
HAIlMOHAJIbHOM $3bIKE (SI3bIKaX), KOIAAa U3ACIANE JOXOINUT
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TpedoBaHua K HHPOPMAITUH, IIPUBCIACHHBIE B IIPHIOXKCHUN 1
Hupextupsl 93/42/EDC, oTHOCAIIEHCS K MEAUITMHCKUM
U3JICTHAM

PexoMeHmaniyuu

a) JaHHBIE, OTHOCAdIMecd K MmoaAnyHkry 13.3, 3a

NCKITIoUeHneM d) u ¢)

b) XapakTepuCTUKH, PACCMOTPEHHBLIE B pasaeiae 3
HdupektuBbl |[1], ¥ ar00BIe HeXelaTeabHBIC ITOOOYHBIC
3PPEKThHI

C) €CJIM WU3ACANS I BBIIIOJIHCHUS CBOCTO HA3HAYCHU S
JIOJDKHBI OBITh YCTAHOBICHBI € TOAKIIOUYCHUCM K JIPYTAM
MEIUITMHCKAM HU3ACIIUSIM WA 000PYI0OBAHUIO, HCOOXOIM -
MO HMETH JIOCTATOYHO IOAPOOHBIC XapPaKTCPUCTUKU TS
[IPaBUJIBHOW WICHTU(PUKAIINNA U3 WIN O00PYIOBa-

HUS C 1B CO3MaHUs 0e30IIaCHOM KOMOMHAIIUN

d) Bca wuH@OpManus, HEOOXOAMMAd I IIPOBEPKU,
ObUIM M JaHHbIC H3JCINS YCTAHOBJICHBI HaICKalllM
0o0pazoM M MOIYT JIM OHU IIPaBUWIbHO U ©O€30I1aCHO
SKCIUIYAaTUPOBATHCSI, a4 TakKKe JaHHbIC O XapakTepe U
JaCcTOTEC TEXHUYCCKOTO OOCIYXMBAHUS W KaJIuOpOBKE,
HEOOXOIVMBIX JUISI TapaHTHUXA TOr'O, 4TO MU3JCIUSI BO BCEX
BPEMCHHBIX peXnUMax QPVHKIIMOHUPVIOT ©O€30IIaCHO U
HaUIesKalyum oopa3om

€) TIE 3TO IEICCOO0PaA3HO — MH(OpMALILI, ITO3BOJISIO-
masg wn30exXaThb OIPECIACICHHBIX PUCKOB B CBI3U C
UMILUTAHTAITAC U3ICIIUA

f) mapopManms, KacarwIasicsd PpHUCKOB B3aMMHBIX
[IOMEX, CBSI3aHHBIX € HaJIAYWEM H3ICIU BO BpeMs
CIICIIAIBHBIX UCCICIOBAHAN WM B IIPOLIECCE JTCUCHUS

JI0 TIOAB30BaTEIsI, HE3aBUCUMO OT TOTO, IIpeIHA3HAYACTCSI
JIX OHO JUTS ITpO(dre CCHOHAIBHOTO I MHOI'O IIPUMCHECHUS
(Jdupexktura [1], crarega 4, naparpad 4). llpumeHeHune
CHMBOJIOB, KOTOPBIE COOTBETCTBYIOT FAPMOHU3UPOBAHHBIM
CTaHAapTaM, VYCTpaHUT  HEOOXOAUMOCTHL  IIepeBOA
OIIPEICICHHON YacT NH(PpOpMaLnn

HckimroueHne d) (koa naptun) u €) (UCIIOAb30BaTh J10)
He gBIIgeTCs ncHepnbpiBaonmM. B moanyakre 13.6 deTKo
VKA3aHO, 4YTO WH@OpMalIUd, OTHOCIINAICI K IIOH-
IIVHKTY 13.3, JO/DKHA OPUBOAUTHCS TOIABKO TaM, «I[IE 3TO
LejecoodbpazHo».  HenenecoobpazHO U HEBO3MOXHO
BKJTIOYATh, HAIIPUMEP, AaTy M3roToBaeHud [cM. 13.3 1)] B
PYKOBOJICTBO II0 AKCIUIVATAlliM, KOIIa OHA YXE€ MUMCCTCS
Ha 3TUKeTKe. CM. TpeOOBAHUS, IIPUBCIACHHBIC B HACTOS -
meM npuioxeHu B 13.3 a), b), ¢), 1), g), h), 1), 1), k).

Moryr nMeTh POpPMY CCBUIKM Ha COOTBETCTBYIOIIUAN
ONYOJIMKOBAHHBIN CTAHIAPT, KOTOPBIA YCTAHABIMBACT 3TU
XapaKTCPUCTAKMN.

CrenmanbHasgs nHpopMalus oyiaeT HeoOXoaMMa TOJIbKO
B OTHOIIICHUM METOJ0B COCAMHCHUS WIN Pa3HOBUIHO-
CTCI/TUIIOB OOOPYIOBAHUS, K KOTOPOMY WH3JICIMS MOTYT
OBITH IIOACOCAVMHCHBI HAUICKAIIIUM 00pa3oM, Ha TOT CJIV-
yaii, ¢CJIU BBIIICYKa3aHHASI MHPOPMAaIIUI MOXET OKa3aThCS
HE3HAKOMOM ¥ HEOYECBUIHOU JUISI IIPEAIoJaracMoro
[1OJIB30BaTEJISl.

JoCTaTOUHBIN 00BEM XapaKTepUCTUK (HAIIpUMEpP, COC-
JIMHEHWS) MOXET OBITh IIPEAYCMOTPEH IIYTEM YKa3aHWs
COOTBETCTBUS OIPEACICHHOMY ONYOIMKOBAHHOMY CTaH-
IapTy, KOTOPBIA VCTAHABIMBACT IIOJOOHDBIC XapaKTCPUCTHUKMU.

JlaHHOE€ TpeboBaHUE PaCIPOCTPAHICTCS TOJIBKO Ha
[IPOBEPKY IIOJIB30BATEIEM MOHTAXKAa WIM Ha OaHHBIE O
XapaKTepe U 4acTOTE IIPOBCACHNS TEXHNUECKOTO OOCTYKI -
BaHUI U KaJIUOPOBKU, a HE Ha (PAKTUUCCKU CVIIECTBYIO-
mue HSransl padoTel. MuHpopManusg 1[I0 MOHTAXy HE
[MOJUICKUT BKIIIOYECHUI B PYKOBOJCTBA IO 3KCILIyaTallliu,
[IpeAHA3HAYCHHbBIC [UIS IIO0JIb30BATE/IsI, XOTd II0J00HAaMI
MHPOpMAIUS TOJDKHA IIPEAOCTABILITHCS OTIACIbHO, €CIIU
OHa HE SBIISICTCS OYCBUIHOM M HE IIPCALOIIaracTCs, 4TO
MOHTAaX OVICT BBIIIOJIHITHCS W3rOTOBUTEICM WIA €ro
ar¢HTOM.

JIAaHHBI  IIYHKT  pacHpoOCTpaHSICTCI TOJbKO  Ha
PYKOBOJACTBA II0 DBKCIUIyaTallud  HUMIUIQAHTHAPYEMBIX
M3JICIU U UMEET OTHOIICHUE TOJBKO K PHUCKaM, KOTOPBIC
ABIISIIOTCS  «OIIPEACICHHBIMU» (TO €CTh M3BECTHBIMU WU
[IPOTHO3UPYEMBIMHU) B OTJIMYME OT «HCOIPEIACICHHBIX» (TO
€CTh HEW3BECTHBIX W/WIM HEBEPOSTHBIX). JlaHHOC
TpeOOBaHUEC PACHPOCTPAHSICTCSI CKOpee HA TaKUE PUCKU,
KOTOpPbIC BO3HHMKAKIOT B HIPOIECCe MUMILUIAHTAILIMA, 4eM Ha
PUCKW, BO3HUKAIOIIME IIOCIEC TOTO, KaK M3ACIUS ObLINA
nMILIaHTUpoBaHbl. UHMOpMans He TpedyeTcsa B ciIydac
OUEBUIHBIX WIN TPUBUAIBHBIX PpUCKOB. Kak B 13.3)) n
13.3K), HO/DKHBI OBITH IIPEIOCTABICHBI JIIOOBIE CIEIH-
aJIbHbIC PYKOBOJCTBA IIO 3KCIUIyaTalliH, JHOOBIC IIPEIy-
[IPEKJICHUS U/WIN PEKOMEHIYEMbBIC MEPBI IPEIOCTOPOK -
HOCTH. Moryr ©OBITh HCHOJBb30BAHBL IIPU3HAHHBIC

MCEXK/IIVHAPOIAHBIC CHMMBOJIDBI.
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TpeboBaHuAa K MH(pOpMAIIMH, IIPUBECIACHHDBIE B IIPUIOKEHUN |
Hupextusnl 93/42/EDC, oTHOCAIIEHCS K MEAUITMHCKUM
U3JICITUAM

PexoMeHmanmm

g) HEOOXOAMMBIC VYKA3aHWSI B CJIy4ac IOBPEXKICHU
CTCPWIBHOU VIIAKOBKU U, T¢ 3TO IEeIAeCOO0Pa3HO, ICTAb-
HOC OIMCAaHWE COOTBETCTBYIOIIUX METOJOB ITOBTOPHOM
CTCpWIn3alluu

h) ecam wm3genms UpeAHA3HAYECHBI I I[IOBTOPHOIO
[IpUMECHEHUS, UHMOPMALIA O COOTBETCTBYIOIINX IIPOLILC-
Cax, HO3BOJILIOIIMX TaKOE IPUMEHEHNE, BKIIIOYAd OUHUCTKY,
Ne3NHPEKIINIO, VIIAKOBKY U, TI€ 3TO HEOOXOIUMO, CIIOCOOD
[IOBTOPHOM CTEpUIN3allUM U3ICANNA, a TakKXKe IH0ObIe
OrpaHUYCHUS,  Kacarwolguecsd  KOJIWYECTBA  CIVYacB
[IOBTOPHOTO IPUMCHCHUSL.

B Tex ciayuadgax, Koraa WuU3ACAUd ITOCTABISMIOTCI C
TpeOOBAHUEM MX CTCpUIIM3allMU leped IIPUMCHCHHEM,
VKAa3aHW B OTHOIIIEHNUN YACTKN U CTSPWIN3AIIUNA JOJDKHDI
ObITh TAKMMM, YTOOBI, €CJIM YEeTKO WM CICA0BaTh, TO
MIAaHHOE W3IACIUEe MOXKET IOJIHOCTBIO COOTBETCTBOBATH
TpeOoBaHUAM pasacna 1 dupexktussl | 1]

1) HaHHBIC, OTHOCAIIMNECI K 00N TOIMOJIHUTEIBHOM
00paboTKe WM OOpaIllCHUIO C U3ACIUSIMUA, B KOTOPHIX OHU
HYKIAIOTCI IIepel IPUMEHECHUEM (HAIIpUMEP, CTCPUIIM-
3alis, OKOHYATeIbHAd cOoOpKa U T. 11.)

j) UL M30EINHA, UCITYCKAIOIX U3JIVICHNES B MEIUTINH -
CKUX IICJIX, — JaHHBIC IO XapakKTepy, TUILY, UHTCHCHUB-
HOCTHU U PacHpCICICHAIO 3TOTO U3IYICHUS.

PYKOBOI[CTBE[ IO 3KCIUIYATAIIUN HOJI2KHDBI TAdK2KE BKIIH)-
HaTb JdHHDBIC, 1TO3BOIAKIINUC MCIWUIITMHCKOMY IICPCOHAY
UHCTPYKTHUPOBATL 1TIAITACHTOB OTHOCHUTCIBbHO JIFOOBIX
HpOTHBOHOKElBaHHfI 151 CO6JIIOI[@HI/IH JIFDOBIX MEP HIPCHOCTO-
POXKHOCTHA. B HACTHOCTHU, 3THU JddHHDBIC JTOJI2KHDI BKIHOYATb.

k) Mepbl HOpelOCTOPOXHOCTH, INPECAIIPUHAMACMBIC B
cJIydac U3MCHCHUSI XapaKTePUCTUK N31CIUN

1) Mepbl NIPEIOCTOPOXKHOCTH, IIPCAIIPUHAMACMBIC B
OTHOIIICHMU BO3JICUCTBUSI JOCTAaTOYHO IIPEACKA3YVEMBIX
VCJIIOBHUI OKPVYKaloIIel cpelibl, HAIIpUMEP MAarHUTHBIX I10-
JICH, BHEIITHUX 3JICKTPUUCCKUX (PAKTOPOB, BICKTPOCTATH-
JeCKUX Pas3psioB, JaBICHUS WIW W3MCHCHUN TaBICHUS,
YCKOPEHUS, ICTOYHUKOB TSPMAIBHOTO BOCIUIAMCHCHUS 1 T. /1.

m) aJcKBAaTHYI0 HHQPOPMAIHI OTHOCHUTCIBHO ME/IN-
[IMHCKUX W3, UL BBCJICHUS KOTOPBIX IIPSAHA3HA-
YeHO JIaHHOC M3A¢eiIe, BKIIIOYas JIIOObIe OrpaHUYCHUS B
BBEIOOPE BBOJIVMBIX BEIIICCTB

n) MEPbl HNPEIOCTOPOXHOCTH, HIPCAIIPUMHUMACMBIC B
OTHOIICHUH JTIOOBIX CIICIIMAIbHBIX 1 HCOOBIMHBIX PUCKOB,
CBSI3aHHBIX C pa3MEIIcHUEM W3/

0) MEIUIIMHCKUE BENICCTBA, BKIKOYEHHBIC B U3JICINY B
Ka4eCTBE MX HCOTBEMJIEMOM YacTU B COOTBETCTBUU C
roapasaciaom 7.4 JlupeKTuBsl |1]

p) CTEEHb TOYHOCTH, YCTAHOBIECHHYIO JUIS U3ACIUN C
M3MEPUTEIBHON (PYHKIMEH

JlaHHOEe TpeOOBaHUE PacHpPOCTPaHSICTCS TOJBKO Ha
W3JICIINS, IIpeIHa3HAaYCHHbIC U3TOTOBUTEIICM JUISI TIOBTOP-
HOro HIpuUMecHeHHsI. OHO HE OTHOCHUTCSI K M3ICIUSIM,
KOTOPBIC IIOJb30BATEJb PCIINUT IIOBTOPHO IIPUMCHUTH
BOIIPEKU PeKOMEHIaIM U3TOTOBUTEISI, HAIIpUMEDP, K TEeM
U3JICAUSIM, KOTOPBIC IIPOMApPKUPOBAHBI KaK <«OIHO-
Pa30BBICY.

JlaHHOE TpeObOoBaHUE PaCIIPOCTPAHSICTCI TOJBKO Ha TE
caydan, Koraa U3Jeas NN UX XapaKTEePUCTUKNA HEOOXO0-
MO U3MCHUTH KaKUM-TO 00pa3oM Iepel IPUMCHCHUEM,
HaIIpUMEP, HOCPEACTBOM CTSPMIIM3aliii, OKOHYATCIbHOMN
cOOpKU U T. 1. OHO He TpedyeT NOAPOOHON MHPOPMALIUU
O CIIOCODE OOpallleHU ¢ U3ACIUIMU, €CJIU ATOT CIOCOO
SIBJISICTCSI OYCBUIHBIM IIPU OObIYHOM HPHUMEHCHUN 1 /W
VXOJ€ 3a U3ACIIMSIMH, HAIpUMEP HET HYXIBI PEKOMCH-
JIOBAaTh, YTO «CTCPWIbHBIC» U3CIINS CICIVEeT BRBIHUMATDh U3
VIIAKOBKHU C COOJIIOJCHUCM CTCPUIIBHOCTH.

[ToHsiTME <«M3MyUYEHUES» HE OTPAHMYMBACTCI HMOHU3H-
PYIOIIMM U3aydeHueM. Jpyrue ImpuMepbl U3IYICHUN
BKITIOYAIOT TSILIOBOE M Ja3epHoe maiydeHUus. CM. Takxke
TOKYMeHT [9].

Ecnyn HeT HEOOXOMMMOCTU B TOM, YTOOBI JOBECTU 3TY
MHPOPMAITHUIO IO CBSIACHMS MallMcHTa, TO OHA HE JIOJDKHA
OBITHh BKJIIOUEHA.

HomxkHbI OBITh yKazaHbl MX INN (MeXayHapOIHbIE
HEIIaTeHTOBAHHBIC HAMMEHOBAHM ) 1501051 Ipyrue
[MIUPOKOUCIIONb3YEMbIC HAMMCHOBAHWSL.

I[Ipumedanue — Hacrosgiee npuioxXeHne 0XBaTh
MMEHYEMBIC 31e¢Ch U Jlajee KaK MSIUIIMHCKUEC U3, Ha KOTOPBIC pacupocTpaHdgeTcsa acrictBue JAupeKTusBsl [1].

B3dCT TC dKTHMBHbLIC 1 HCAKTHMBHbBIC ME/IVMITUHCKIKCE M3/1C/A,
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ITPAJTOXEHHUE ZA
(PEKOMEHIIYEMOC )

IIYHKTBI HACTOAIIMX PEKOMEHIANMM, KACAIMUeca OCHOBHBIX TPEOOBAHMI U APYIUX MOJIOKEHHA
JnpexkTusnl 90/385/EDC, oTHOCAmENHCS K AKTHBHBIM UMILIAHTAPYEMbIM MEIMIIMHCKUM H3/1€/TUAM

Erponenickuit crangapr EH 1041—1998 6bU1 HOATOTOBAEH B COOTBETCTBUU ¢ MaHIATOM, BbLIAHHBIM EBpolieii-
ckon kKomuccuen 1o cragaaprusanmun (CEH) m EBponeinckon acconmarmenn ¢BobogHon toproeau (EFTA); ol
[MOATBEpXKIacT OCHOBHBIC TpeboBaHug dupekTunnl 90/385/EDC.

ITPEAYIIPEXKAEHWUE — Apyrue tpedboBanudg u apyrue AupeKTtuBbl EDC MOTyT ObITh HPUMECHUMBI K U3ICIUIM,
[IOIIAIA0IINM B cPepy ACHUCTBUA TaHHBIX PCKOMEHIAIIUMN.

Hukecaeayroniye NyHKTHI HACTOSIIUX peKOMEHIAIIUN, pacCMOTpPEeHHbBIE B TabmIe ZA. 1, KaK pa3 HoJATBEPKIIa0T
TpeboBaHus Jdupexktusnl 90/385/EBC.
COOTBETCTBUE YKA3aHHBIM ITYHKTAM HACTOSIIUX PEKOMCHIAIIUN CIYKUT OJHUM M3 CPEJICTB IIOJITBEPKICHUS

OCHOBHbBIX CIIEIIUAIBHBIX TPECOOBAHUN COOTBETCTBVIONICH AMPEeKTUBLLI U CBI3aHHBIX ¢ Hell MHCTpYKIIMU EFTA.

Tadonuma ZA.1 — CoOoTBeTCTBUE IIYHKTOB HACTOSIIUX PeKOMEHAAIUA U ITYHKTOB JdupeKTuBhl 90/385/EOBC

[IyHKTBI OCHOBHBIX TpeOoBaHUM nmpwioxeHuda 1 Jdupextunsl (90/385/EDC),

HYHKTI)I HACTOAIIINX pGKOMeH,I[a]_[Hf’I y
OTHOCAIICUCHA K dKTHBHbBIM MMIUVIAHTHPYCMbBIM MCAMIIMHCKHMM H3AC/INAM

Bce IyHKTBHI HACTOSIMX PeKOMEHIAITUN 11; 12; 13; 14; 14.1; 14.2; 15

ITPUJTOXEHUE ZB
(PEKOMEHIIYEMOE )

IIYHKTBI HACTOSAIIMX PEKOMEHIANUM, KACAIMuecsa OCHOBHLIX TPEeOOBAHMI U JAPYTUX MOJIOKEHHIA
JupexkTussl 93/42/EDC, oTHOCAIMENHCA K MEJUIMHCKNM H31€IUAM

Esponierickuil ctangapr EH 1041—1998 6p01 IOATOTOBIEH B COOTBETCTBUM ¢ MaHIaTOM, BbLIAHHBIM EBporieii-
cKor Komuccuen 1o cragjgaprusanun (CEH) u EBponeickon acconmanenn ¢BobogHonn toproenu (EFTA); ol
ITOATBEPKIAacT OCHOBHBIE TpeboBaHUs JdupeKTuBel 93/42/EDC.

ITPEAYIIPEXJEHWE — dpyrue tpedoBanus u apyrue dupektuBol EDC MOTyT ObITH IPUMEHUMBI K U3ICITUIM,
[IOIIAIAI0IIUM B cPepy ACHUCTBUS TaHHBIX PCKOMEHIAIIAMN.

Hwuxeciie nyroniye MyHKThI HACTOSIIUX PEKOMEHIAIIUNA, pacCMOTpeHHBbIC B Tabuie ZB.1, Kak pa3 HoaATBepXIaroT
TpeboBaHusL JdupekruBsl 93/42/EBC.

COOTBETCTBUEC VKA3aHHBIM IIYHKTAM HACTOSINMWX PECKOMECHIAIIMUN CIIYKUT OJHUM M3 CPEACTB IOJATBEPIKICHUS
OCHOBHbBIX CIEIIUAIBHBIX TPCOOBAHUN COOTBETCTBYIONICH AMPEKTUBLI U CBI3AaHHBIX ¢ Hel MHCTpYKIIMUA EFTA.

Tadonunma ZB.1 — CooTBeTcTBME NYHKTOB HACTOMIIMNX peKOMEHAAIINA 1 IIYHKTOB JAupeKTuBhL 93/42/EDC

[IyHKTBI OCHOBHBIX TpcOOBaHMH IIpwiIokeHUA 1 JdupekTusnsl (93/42/EDC),

HYHKTI)I HACTOAIIINX pGKOMGHI[ﬂHHf’I .
OTHOCAIICHUCH K MC/JAMWUITMHCKHWUM U3IACITHUAM

Bce MyHKTBHI HACTOSIIUX PCKOMEH 1A 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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