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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOAIrOTOBJIEH 3akpbITbiM akunoHepHbiM obwecteom « MEAUTECT» Ha ocHOBe ayTEHTUYHOTO ne-
peBoda Ha PYCCKUN A3LIK AOKYMeHTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHu4vecknm komuteTomMm no ctaHaaptusaumm TK 436 «YnpaBneHne ka4ecTBOM MeaULINH-
CKNX n3gennum»

3 YTBEP>XAEH W BBEAEH B AEUNCTBWE [MMpukasom deaepansHOro areHTcTBa no TeXHNYecKomy
perynupoBaHuio 1 metponorin ot 15 uoHa 2011 r. Ne 127-cT

4 HacTtosawunn ctaHaapT aBndeTcd MoandpnuUMpoBaHHbIM NO OTHOLLEHUIO K MeXayHapoaHOMY AOKYMEH-
Ty Leneson rpynnel no rnobanbHou rapmoHusauun (Global Harmonization Task Force — GHTF)
GHTF/SG1/N011:2008 «CBOAHBIN KOMMNMEKT TEXHUYECKON AOKYMEHTaLUUM ANst AeMOHCTPaL U COOTBETCTBUA
CYLLeCTBEHHbLIM NpUHLKMNamM obecneveHUsa 6e30nacHOCTA U OCHOBHBIX PYHKLIMOHANbHLIX XapaKkTepUCTUK Me-
angmHekux usgenuin» (GHTF/SG1/N011:2008 «Summary technical documentation for demonstrating
conformity to the essential principles of safety and performance of medical devices») nytem nsmeHeHust 000-
3Ha4YeHWW KNnaccoB puUcka MedULUMHCKUX N3adennin, KoTopble BblaeneHbl B TEKCTE KYPCUBOM.

[Tpy NpUMeHeHUN HACTOALLEro cTaHaapTa pekoMmeHayeTcd UCNob30BaTbk BMECTO CChITOYHBIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHanbHble cTaHgapTel Poccuinckon ®egepauumn, ceegeHna o
KOTOPbLIX NpMBedeHbl B ACNONHUATENBHOM npunoXeHun A

5 BBEOEH BI'NEPBbIE

VIHgbopMauus ob UMEeHeHUSIX K HacmosuwemMy cmaHoapmy nybrnukyemecs 8 eXe200H0 u3tasaeMoM UH-
opMaylIOHHOM yKalzamerne «HalyuoHarbHbie cmaHoapmsel», a meKkcm U3MeHeHUU U rornpasoKk — 8 exemMe-
CSYHO U30asaeMbiX UHpOpMayUOHHbLIX yKalamernsax «HauuoHabHbie cmaHoapmbl». B cny4dae riepecmompa
(3aMeHbl) Unu ommMeHbl Hacmosuw,e2o cmaHoapma coomeemcemesyroujee yseoomreHue byoem onybriukoeaHo
8 eXXeMEeCSYHO u3oasaeMoM UHpOPpMallUOHHOM yKa3zamerne «HaluuoHanbHbie cmaHOapmabi». Coomeemcemay-
rouast UHgbopmMmauus, yeeooMiieHue U meKkcmal pazMeuaromcess makxe 8 UHgbopmMayluoHHoU cucmeme obujea2o
ronb308aHUs — Ha oguyuanbHoOM calime PedepallbHo20 azeHmemaea 1o mexHU4eCcKoMy peaynupoeaHuro U
Memporsnoauu 8 cemu ViHmepHem

© CtaHgaptuHdopm, 2011

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

HokymeHT « CBOOHLIN KOMNNEKT TEXHUYECKOWN AOKYMeHTauU M ANd 4eMOHCTpaLUn COOTBETCTBUSA CYLLECT-
BEHHbIM NMpuHUMNamM obecnedeHns 6e3onacHOCTU U OCHOBHLIX (PYHKUMOHAMBHBLIX XapaKTepUCcTUK MeauLmH-
CKUX n3genuin» paspabotaH Lleneson rpynnon no rnodansHon rapmonusauum (GHTF) — nobpoBOnbHBIM
COODLLIECTBOM, COCTOSILLIMM U3 NpeaAcTaBUTeNnen perynmpyrowmx opraHos MeguuuHCKOWU NPpOMbILLNIEHHOCTM.

HacTosauwmy ctaHgapT paspaboTaH Angd conmxkeHUst pasnnuuHbIX perynmpyroLwmx CUCTEM B pasHbIX CTpa-
Hax. HacToawmmn ctaHgapT npeaHasHadeH ans perynmpyowmx opraHoB M OpraHoB Mo oLeHKe COOTBETCTBUSA U
npu3BaH obecnevunTb SKOHOMMYECKU LenecoodbpasHbln U pe3ynbTaTUBHLIN NOAXo4 K yrpaBneHuo MmeanumnH-
CKUMUN n3genmamn. Hactoawmm ctaHaapT COAepXUT pekoMeHaalnn No cocTaBy U cogepKaHuio CBOAHOMO KOM-
nnekTa TeXHU4YeCKon AOKYMEHTaLUKU, NOMOoTratoLero U3roTOBUTENIO NpeAcTaBUTb B PEryIMPYHOWMNA opraH nnm
opraH no oueHKe COOTBETCTBUSA AOKYMEHTUPOBaHHLIE cBMAeTeNbCTBa TOro, YTo MeauUMHCKoe n3genne cooT-
BETCTBYET CYLLEeCTBEHHbLIM NMpuUHUKUNam obecnevyeHUsa 6e30nacHOCTUA U OCHOBHBLIX PYHKLUMOHANBbHBIX XapaKTe-
PUCTUK MeAULMHCKNX n3gennn. icnonb3oBaHMe CBOOHOIrO KOMMNeKTa TeXHYECKON AOKYMEeHTauU M NO3BONAeT
M3TOTOBUTENIO U KOHTPONUPYIOLWLEMY opraHy cokpallaTb (PMHaHCOBbIE 3aTpaThl, YCTPaHATL TOProBble bapbe-
pbl U obneryaTb AOCTYN K MeOAULUMHCKUM N3aennam B MexayHapoaHoM maclutabe.

MexayHapoaHbln JOKYMEHT noarotoBrieH uccnegosartensckon rpynnon 1 (SG1) Lenesou rpynnel no
rnobanbHon rapmoHmsaunm (GHTF). KommeHTapun nnm Bonpockl 0 NPUMEHeHNU HaCcTosLWero 40KYMeHTa chne-
ayeT HanpaenAaTb Ha Kadeapy SG1, noapobHOCTU N3nNoXeHbl Ha Beb-canTe www.ghtf.org.

IV
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HAUMWOHANBbHBINW CTAHOAPT POCCUUCKOWN PEOEPALUMN

CBOOHbIN KOMMNEKT TEXHUYECKOU OOKYMEHTALUU
anAaA JEMOHCTPALUUA COOTBETCTBUA
CYWECTBEHHbBIM NPUHUUINAM OBECITIEHMEHUA BESOINACHOCTUA U OCHOBHbIX
OYHKLUMUOHANBbHbIX XAPAKTEPUCTUK MEOULUMHCKUX U3OENUNA

summary technical documentation for demonstrating conformity to the essential principles
of safety and performance of medical devices

Ilata BBeaeHna — 2012—03—01

1 Ob6nacTb NpUMeHeHus

1.1 Ob6ocHOBaHUue

N3rotoBUTENL MEQULMHCKUX N3OeNUA AoMmKeH NoAroTOBUTbL TeXHUYECKYo AOKYMEeHTaL Mo Ha CBOU 1U3de-
nna n noaaepXuBarth ee B pabovyeM COCTOAHUN, a TakKe obecnevnBaTb CBOEBPEMEHHbLIN AOCTYMN K AaHHOW TEX-
HAYECKON OOKYMeHTauuu, AeMOHCTPUPYIoLWLEN, Kak ObiNno paspaboTaHo, CNpoekTUpOBAHO W U3FOTOBMEHO
MeanuuHCcKoe nsgenue. laHHasa TexHuveckasa AoKyMmeHTauusa, obblvHO ynipaBnsdemMas CUCTEMON MEeHEeO)KMEHTA
KadecTBa U3rOTOBUTENS, YacTo SIBNSAETCH OOLLIMPHOW U AENUTCH HA YaCcTU, KOTOPbLIE MOTYT HaXOoAUTLCA, Hanpu-
MEpP, B Pa3HbIX CTPYKTYPHLIX noapasgeneHnax Unm Ha pasHbiX NPoU3BOACTBEHHbLIX NMoLLAaAKax.

CneayeTt OTMEeTUTb, UTO KaK ANg perynupyroLLero opraHa unm opraHa rno oLeHke COOTBETCTBUA, TaK U ANS
perynupyembix otpacnen npoMbIlWIeHHOCTN yAODHO, ecnu ANSA BbINMONMHEHNA YCTaHOBNEHHbIX AeUCTBUN MO
OoL,eHKe COOTBETCTBUSA BMECTO MNOJIHOU TeEXHUYECKON AOKYMEeHTaLUUM UCNOoNb3yeTCa CBOAHLIN KOMMIMEKT TeXHU-
yeckon AoKyMeHTauun (danee — ceogHbIM komnnekT, CK) Ha paccmaTpuBaemoe nsgenue. CBoaHbI KOMNNIEKT
OOMKeH ObITb NOArOTOBMEH B YCTAHOBEHHOW PETYNUPYICLLIMMU TpeboBaHUSAMN CYMMaPHOW UM COKpaLLIEHHOW
dbopme, co cTeneHbIo geTanusaLnn, 4oCTaTOMHOMN ANS PerynupyroLlLero opraHa Unm opraHa no oUgHKe cooTBe-
TCTBUA. JOKYMEHTHI, coaepKalmnecs B JaHHOM KOMMNEKTe, AOMMKHbI ObITb YaCTbHo MOMHOWU TEXHUYECKOW O0KY-
MeHTaLUWKn, XpaHALLeUCa Y U3roTOBUTENA U NO3BONAIOLWLEN eMYy AEMOHCTPUPOBAaThL, YTO MeguunHckoe nsagenve,
K KOTOPOMY OTHOCUTCH AaHHAasa TeXHUYecKas AOKYMeHTaLUs, COOTBETCTBYET CYLLUECTBEHHBLIM NpUHLMNam cbec-
neyeHnst ©Oe30nacHOCTM U OCHOBHBIX  (PYHKUWMOHANBHbLIX XapakTepUCTUK MEeAULMHCKUX  U3aenunin
(FOCT P NCO/TO 16142).

Hannumne CBOOHOIO KOMMMNEKTa NOMOraeT YMeHbLWNTb pasnuins B TPeDOBaAHUAX K AOKYMEHTALLUN, UMEIO-
LMecsl B pasHbIX HOPUCONKLMAX, COKpallasa Takum obpa3oM bUHAHCOBLIE 3aTpaTtbl HA AOCTUXKEHUE COOTBET-
CTBUSA perynupyrowmm TpedboBaHUAM K nomorast nauueHtam nonyydnTb AOCTYM K HOBBLIM TEXHOMOMMAM W
MEeToAUKaM neyeHuns.

1.2 Uenb

HacTodawum ctaHaapT npeagHasHadeH anst obecnevyeHnsa pykosoacTsa MHGQOPMaLMOHHBIM HAMNOMTHEHMEM
CBOAHOIO KOMMNMNEKTa, KOTOpPbIN HeobxoamMmo cobpaTtb U NpeaoCcTaBUTb B PErYNUPYICLLUA OpraH Unn opraH no
OLleHKe COOTBETCTBUSA ANA npeanpoaa)KHOoro aHanmsa U UCnonb3oBaHUA Ha nocnenpoiakHoU cTagum ¢ TeEM,
YTOObI OLIEHUTH COOTBETCTBUE pacCMaTpPUBAEMOro MeAULIMHCKOro N3aenust CyLLeCTBEHHBIM NpUHLMNam obec-
nevyeHns 6e3onacHOCTU U OCHOBHBLIX (PYHKLMOHAMNBHBLIX XapakTepUCTUK MeaULIMHCKUX n3aenvn (qanee — cy-
LiecTBeHHbIe npuHUmMnel, CI1).

1.3 O6nacTb NpUMeHeHUs

HacTodawmn ctaHgapT NpMMeHUM KO BCEM U3aennamM, noanagaroLlmm nog onpegenedne « MeguumMHckoe
n3genue», yctaHoBNeHHOE B HOpMaTUBHO-NPAaBOBLIX AOKyMeHTaXx (Hanpumep, B FTOCT P UCO 14155-1), 3a Uc-
KMoYeHnemM MeauLMHCKUX usaenni Ang anarHocTu4ecknx nccneaoBaHnn in vitro npob, NonyyYeHHbIX U3 Tena
YyerioBeka.

U3pgaHne odbvumanbHoe
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2 HopMaTnBHbIE CCbINKMU

B HacTodalemM cTaHgapTe UCNOMb30BaHbl HOPMaTUBHLIE CChINKW Ha cneaytolne ctaHaapThl:

[OCT P NCO 14155-1—2008 Pykoso0cmeo r1o rnpo8eo0eHUI0 KITUHUYECKUX UcrbimaHull MeCUUUHCKUX
uzoenuu. Yacme 1. Obuwue mpebogaHuUs

[OCT P NNCO 15223—2002 MeouyuHckue usoenud. CumMeorsibl, MpUuMeHsaIeMble rpu MapKupoeaHUU Ha
MEeOUUUHCKUX U30enusix, amuKkemxsax U e corpogodumeribHoU COKyMeHmauuu

FOCT PUCO/TO 16142—2008 U30enuss meduuyuHckue. Pykoeoocmeo o ebibopy cmaHOapmos, roo-
oepxxusarowux saxxHeuwiue rnpuHyuUrnei obecneyeHuss besonacHocmu U 3KcrnyamaylUuoOHHbIX Xxapakmepucmuk
MEOCUUUHCKUX U30euu

[OCT P NCO/M3K 17050-1—2009 OueHka coomeemcmesus. [leknapayus nocmasujlika o coomeem-
cmeuu. Yacme 1. Obuiue mpebosaHus

[OCT P 51609—2000 U3denus meoduuuHckue. Knaccuchukayusd e 3asucuMocmu om riomeHuyuarnbHo20
pucka rpumeHeHus. Obujue mpebogaHus

[1pumeyaHue—[lpu nonb3ogaHuu HacMoAWUM cmaHlapmom yernecoobpasHo riposepums elicmaue cebi-
JI0OYHBIX cmaHoapmoa 8 UHbopMayUuoHHOU cucmeme obuwea20 rnonb3oe8aHus — Ha ocbuyuanbHom catime @edeparibHO20
azeHmemea rno MexHU4eCcKoMy peaynuposaHur U Memposoauu 8 cemu VIHMepHem urnu rio exeeo0H0 u3dasaeMomy LH-
cbopmayuoHHOMY yKkazamerro «HayuonarnsHbie cmaHlapmsasi», Komopbit ortybnukosaH rio CoOCMOodaHUK0 Ha 1 aH8aps meky-
ujeao 200a, U rio coomeemcmaeayruwiUM exXxeMeCcAaqYHo u3dagaeMbiM UHPOPMaUUOHHBIM yKkasamernam, orybnuko8aHHbIM 8
mekylem 200y. Ecrnu cebinoyHbili cmaHoapm 3aMeHeH (U3MEHEH), Mo rpu rions308aHUU HACMOFWLM crmaHOapmomM crie-
dyem pyKosodcmeogambCs 3aMeHSIoWUM (U3MEHEHHbIM) craHf0apmomM. Ecnu cebinoyHbitl crmaHdapm ommeHeH bes 3a-
MEHbI, MO [10I0XKEHUE, 8 KOMOPOM 0aHa CChIflKa Ha Hea0, MNpUMEHSEemcCcs 8 Yacmu, He 3ampaausarouell amy CChIfKy.

3 TepMUHbI N onpegeneHus

B HacTosLleM cTaHgapTe NpUMeHeHbl cneayoLe TepMnUHbI C COOTBETCTBYIOLWMMI onpeaeneHNaMin:

3.1 cTaHpapT, noggepXuBawLWnn cylecTBeHHblIe NpUHLMNbLI (recognised standard): CtaHgapr,
obecnevnBaloWMN NPE3YMNLMIO COOTBETCTBUSA KOHKPETHBLIM CYLLECTBEHHBLIM NpUHUMNAM obecrneveHnsa bes-
OMacCHOCTU U OCHOBHBLIX PYHKLMOHANBHBLIX XapakTepucTuk meanunHecknx nsgenun (FOCT P UCO/TO 16142).

3.2 TexHu4veckaa aokymeHTauua (technical documentation). [JokymMeHTUpOBaHHbLIE CBUAETENLCTRA,
OOLIYHO aBnAoWMEeCs BbIXOAOM CUCTEMbl MeHe)KMeHTa KadecTBa, AeMOHCTPUPYOLWMe COOTBETCTBME U3e-
NNA CyLLeCTBEHHbIM NpUHLKMNaM obecnedyeHns 6e30nacHOCTU U OCHOBHBLIX (PYHKLMOHANBbHbIX XapaKTepucTuk

MeanunHeckmnx nsgenun (FOCT P M1CO/TO 16142).

4 MogroToBKa U UCNoONb30BaHMe CBOOHOINO KOMMNMEKTa

4.1 lNoarotoBKa

N3rotoBUTENN MEeAULMHCKUX M3aenni OO/MKHbI AeMOHCTPUPOBAaTbL COOTBETCTBME AdaHHbIX U34eNnn Ccy-
LLIeCTBEHHBLIM NPpUHUMNAM obecnevyeHns 6e30nacHOCTU M OCHOBHBLIX (PYHKLUMOHANBHBIX XapakTePUCTUK Meaun-
IMHCKUX U3genun nocpedCcTBOM NOANOTOBKU U XpaHeHUa TeXHUYeCKOU AOKyMeHTaLuK, nokasbiBatolen, Kak
Kakgoe MmeauunMHckoe nagenuve obino paspadboTaHo, CNIPOeKTUPOBAHO U M3rOTOBMEHO, N codepKallen onunca-
HAA N OO BACHEHUA, HeObXoAUMbIE ANA NOHUMaHWUA NPEeayCMOTPEHHOro U3roToOBUTENEM NPUMEHEHNS OaHHOIo
MEONLMHCKOTro U3aenuns, nprusBaHHoOro obecnevnsaTb yKazaHHOE COOTBETCTBUE. [aHHYI0 TEXHUYECKYIO AOKY-
MEHTaL o OOHOBMSAIOT NO Mepe HeobXoAMMOCTI ANS TOro, YToDbI OTPa3UTb TEKYLLMN cTaTyC, cneundukaumm u
KOH(pUTrypaumo MmeauUMHCKOro nsgenus.

B uensax oueHKN COOTBETCTBUSA UIrOTOBUTENL POPMUPYET CBOAHLIN KOMMMEKT TEXHNYECKOW AOKYMEHTa-
LA U3 UMEoLLIENCA NMONMHON TEXHUYECKON AOKYMEHTaLWUM Ha MeauLMHCKoe nusaenune, obecrnevnBas TeM caMmbiM
ONs perynupyroLero opraHa/opraHa rno oLeHke COOTBETCTBUS CBUAETENLCTBA TOro, YTO paccMaTpmBaeMoe Me-
OVULIMHCKOE n3aenne COOTBETCTBYET CyLeCTBEeHHbIM npuHumnam. CBoAHLIN KOMMMEKT oTpa)kaeT cTaTyc Meau-
LMHCKOIo um3gennad B KOHKPETHbIM MOMEHT BpeMeHW (Hanpumep, Ha npeanpogaHou cragum npu
PACCMOTPEHNN AOKYMEHTaLWUN UMnn, no TpeboBaHMIO perynupyrowero opraHa, ans nocnenpoaaXKHblx Lenen);
ero noarotaBnMeatoT Ansl OLeHUBAHUA COOTBETCTBUA perynmpylomm TpedosaHumsMm. Ha pucyHkax 1 1 2 noka-
3aH MHopMaLMOHHBIA NOTOK, Ha4YMHasA C NOMHOWU TEXHUYECKOU AOKYMEHTaUUn 1 3akaH4yMBas CBOAHLIM KOM-
NNeKTOM.

2



[OCT P 54329—2011

CBOOHBIN KOMMNNEKT pekoMeHAOyeTCHA NOoAroTaBnMBaTh Ha A3blke, TPebyeMOoM Perynmpylolmm opra-
HOM/OPraHoOM MO OLUEHKE COOTBETCTBUSI.

[NMybnHa 1 cTeneHb getanusaunn nHgopmauunn, cogepkalenca B CBOOAHOM KOMMIEKTE, 3aBUCHT OT:

- Knaccuukayumm paccMmaTpmBaemMoro MeanumMHCKoro M3genms;

- CNIOKHOCTW paccMaTpuBaeMoro MmeguumMHCKoOro N3genuns;

- UMeeT N AaHHOoe MeAUUMHCKOoe 13aenmne HOBYHO TeXHONOMUI;

- OTNNYaeTcs N1 NPUMEHEHUEe TOTOBOMO MeaULMHCKOro unsgenns oT nepBoHadYanbHOrc NPUMEHEHUS,
npeaycCMOTPEHHOro U3roTOBUTENEM;

- ABNSAETCA N1 MeanUMHCKoe nsaene HOBbIM AN U3roTOBUTENS;

- accoumnpyeTtca N AaHHbIA TUN MEAULUMHCKOTO U3aenua co 3HaunTenbHbIM YMCTIOM HEDNaronpUATHLIX
(HexkenartenbHbIX) cOBbITUIA, BKOYast OLLUUOKM MPUMEHEHUS;

- BKJTIOMaEeT Na MeauunuHckoe nsgenne HoBble MW NoTeHLUManbHO onacHble Matepuansl;

- 3aTparvBaeT N1 AaHHbIA TUN MeOQULMHCKOro n3gennsa KOHKpeTHbIe npobremMbl B 0bnactu 3gpaBooxpa-
HEeHWNS.

CBOAHbIA KOMMMEKT AOMMKEH coaepXaTb CyYMMapHyo nHpopmMaumio No BelbpaHHbBIM TeMmam, Noapob-
HYIO MHpOpMaL U0 MO HEKOTOPLIM cneyuanbHbIM TeMaM (NpUBeaeHHbIM HUXe) N Tabnuuy COOTBETCTBUA
MeAULMNHCKOro n3genng cyLlecTBeHHbIM npuHUMnam obecnevyeHust 6€30nacHOCTU M OCHOBHbBLIX PYHKLMO-
HanbHbIX XapakTepucTuUK MeanuLuHCKMUX nsgennin (aanee — tabnuua cCooTBETCTBUA CYLLECTBEHHbLIM MPUH-
uunam). laHHasa uHopMaunus MOXET BKNYaTb B €ebs, Hanpumep, KpaTkoe onucaHue AOKYMEHTOB,
NTOroOBYIO WMHOPpMaLUo, NpoaHanM3NPOBaAHHYIO BbICLWLKAM PYKOBOACTBOM, WMWK, KOoraa LenecoobpasHo,
MMeloLLMeCcd B HanNn4nMm ynpaesnsaemMbele JOKYMeHThI, AoCcTaTouHble ANnd nepegadym oCHOBHOU MHpopMaLun U
NO3BONSACLME NPOBEPSAIOLIEMY NULY NOHATL CYThb Bonpoca. Tabnuua CoOOTBETCTBUS CYLLECTBEHHbLIM NPUH-
Lunam paspaboTaHa Kak YacTb TEXHUYECKON AOKYMEHTaLWUN U3TOTOBUTENA U AOKHA ObITh AOKYMEHTOM,
yrpaBfseMblM CUCTEMOWN MEeHeQ)KMEeHTa KavyecTBa U3roTOBUTENSA. DTO NO3BONSET 0becnevnTb KpaTKmun 0b-
30p CyWleCcTBEHHbIX MPUHLWNOB M MAEHTUDULIMPOBATL Te U3 HUX, KOTOPLIE MPUMEHUMbBI K pacCMaTpUBaEMO-
MYy MeaWUWUHCKOMY WU3Oenuto, BblOpaTb MeTod AeMOHCTpauWMnM COOTBETCTBUA MeaUUMHCKOTro Mn3aenus
Ka)XaoOMYy OTHOCSILLLEMYCH K HEMY CYLLIECTBEHHOMY MPUHLNNY N 0BECNEeUnNTb CChINKY Ha AOKYMEHTHI, noaaep-
XNBaAKLWMEe KOHKPETHBIU CYLWeCTBEHHLIX NpuHUMN. HecMOTp4da Ha To, YTO Ha noaaepXuparuime JoKYMEHTHI
pekoMeHayeTcsi UMeTb CChIJIKM B Tabnuue CoOOTBETCTBUA CYLLECTBEHHLIM NPUHLMNAM, TONbKO HEKOTOPLIE
N3 3TUX OOKYMEHTOB creayeT BKNoYaTh B CBOAHbLIN KOMMNEKT. YNOMSIHYThI€ CChINIKWU Ha nogaepKusatoLme
OOKYMeHTbl obner4yaloT BbINOMHEHUE 3aMPOCOB OT Perynumpyrollero opraHa/opraHa no oueHKe COOTBET-
CTBUSA, obecne4vnBad nonyvyeHne gononHUTENLHON MHopMaLnn.

4.2 Ucnonb3oBaHUe CBOAHOIro KOMMNMeKTa Ha npeanpoaaxXHon cTagun

Ha npeanpogakHoM cTtagun CBOAHLIA KOMMNMEKT NOAroTaBNMBAalOT U NepefarT B pPerynupyownm
opraH/opraH no oLeHKe COOTBETCTBUS AN MeAULUHCKUX n3gennin knacco 26 1 3. ng MegnunuHCKnX nsgenunia
kKnaccoB 1 N 2a CBOAHLIN KOMMNMEKT NOAroTaBMMBAOT U NepeaaroT TOMNbKO Mo TpedOBaAHUIO perynupyroLllero
opraHa/opraHa no oLeHke COOTBETCTBUSA (CM. PUCYHOK 1).

[TpumevaHnus

1 Insa megnumnHcKmnx nagenum knaccoB 1 v 2a, korga cBOAHbIM KOMMNNEKT NOAroTaBnmBaoT no TpeboBaHnio, N3roTo-
BUTENb AOIMKEH ObITb roTOB cobpaTth 1 Nnepeaartb CBOAHLIM KOMIMIEKT B NEPNO BPEMEHW, YKA3aHHbIN PErYNNPYIIOLWLNM Opra-
HOM/OpPraHom Mno oueHKe cooTBETCTBUSA. [JaHHbIN nepnog MOXeT DbiTb O4YEHb KOPOTKUM.

2 Konuu nepegaHHOro CBOAHOro KOMNMEKTa AOMKHbI XPaHUTLCS U3roTOBUTENEM ANs OyayLmnX CCbIMOK.
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CBOOHbIA KOMMNEKT TEXHUMECKOWN
AokymeHtauuu (CK)

TexHU4YecKas LOKYMEHTaLMS I
(AOKYMEHTbI, YrpaBnsieMble, Hanpumep, |
CUCTEMOU MEHEKMEHTA KayecTsa) |

|

|
|
[okyMeHTauus |
|
|

OnucaHue nsgenus [loKyMEeHTaums ObLlee onucaHue U nNnepeveHb

M crneunduKaums Ha Hero, OCHOBHBbIX XapaKTepPUCTUK
BKJ1IOMaAd BapWaHTbI

N akceccyapbl
JOKyMeHTauus

KomMnnekT MmapKnpoBOK

1 nepeveHb A3bIKOBbIX
Mapkuposka BapUaHTOB

[MogrotoBka CK
ansa nagenui knaccos Tu 2
no TpeboBaHuIo
[TonHasa nHopMauus W NpefocTaBneHue ero

O NpoeKTupoBaHUW . ﬂj{l": aHa“:Ea .
1 N3rOTOBMNEHUU perynvipylotiinm opra

KpaTtkoe nanoxxeHue
TEXHU4YEeCKOU AOKYMEHTaL UM
NO NPOEKTUPOBAHUIO
N U3FOTOBMEHUID

[Moarotoeka CK
ana nigenun knaccos 3 U 4
U NpenocTaeneHue ero
Ans aHanuaa
B perynupyowmn opraH

. | Tabnuua cooTBETCTBUA
dann MeHeKMEHTa PUCKA | cn
Naaernsd |

| JOKyMeHTauus

| K
MOnHAs NOKVMEHTALWS paTkoe uanoxexue
onras AokymeH1all I uccneaoBaHU No Bepudukalmn
no sepudpunKkaumm U sanugaummn | [JokyMeHTaLlus I M BanNMaaLUn
| |
KnuHunyeckue | | OT4eT 0 KNMMHNYECKOM
cBupeTenbCcTBa [okymeHTaLuA OLleHVMBaHUM
|

PucyHok 1 — Vicnonb3oBaHne CBOAHOINO KOMMIEKTA Ha NpeanpogaXHou ctagum

Tabnuua cooTBETCTBUSA
CYLLECTBEHHbIM NPUHLIMNAaM

CootBeTCcTBYIOLLME

CylieCrtBeHHbie NMpuHUWunbl
U OOKa3arelibCTBa COOTBETCTBUA

KpaTkoe nanoxeHue aHanusa
1 YNPAaBMEHUs PUCKOM

4.3 Ucnonb3oBaHue CBOAHOIro KOMNMeKTa Ha nocrnenpoaaXxHou ctagun

Ha nocnenpoaa)xHon ctaann perynmpyroLLnMia oprad/opraH no oLeHKe CoOOTBETCTBUA MOXKET 3aTpeboBaTh
CBOAHbIN KOMMNMEKT Ha paccMaTpuBaemMoe MeauuuHckoe usagenue nndo Ansg nccnegoBaHusg COOTBETCTBUA Me-
OMUMHCKOro usgenusa knacca 7 unn 2a, nnbo A4na nccrneaoBaHns Npoao KaLLeroca CoOoTBeTCTBUSA MeanLMH-
cKOro mnagenus knacca 26 unm 3 (cMm. pucyHok 2). CBoAHbIN KOMMNEKT OBbIMHO HE MCNONb3YHT B LEnsx
nocnenpoga)Horo ncecrnegoBaHna HebnaronpuATHLIX (HexenaTenbHbIX) cobbiTu NMbo Ana coobLLeHna NH-
dhopmauun, cogepxkallenca B nocnenpoaakHbiX perncTpaunmoHHbIX 3anucsax, Nnbo ansg coodblleHns AaHHbIX
MccnegoBaHMiA, B KOTOPLIX UCMOMNb30BaHbl pasnndHble BUAbI MHdopMauun.

[TpumevaHuns

1 M3rotoButenb AoMmKeH ObiTb roTOB cobpaTh 1 nepegaTb CBOAHbLIM KOMMIIEKT B NEPUOA BPEMEHWN, YKA3AHHbLIN PEry-
NMUPYICLLMM OPraHoM/OpraHom no OUeHKe COOTBETCTBUSA. [JaHHbIM Nepno MOXET DblTb OYEHb KOPOTKUM.

2 Konum nepeaaHHoro CBOAHONro KOMMMEKTa A0MKHbI XPaHUTLCH U3roToOBUTENEM AN ByayLwmX CCbINnok.



TexHu4yeckasa 4OKyMeHTauusa
(AOKyMEHTbI, ynpaBnsiemMble, HanpuMep,
CUCTEMOU MeHeDKMEHTa KavyecTBa)

OnucaHue nagenus
1 cneundpukauunsi Ha Hero,
BKIMOYasa BapUaHThbl

1 akceccyapbl

[TonHas nHdopmaLus
O NPOEeKTUpPOBaHUW

U M3roToBJI1ICHNAU

CoOTBETCTBYIOLLME

CylweCTBeHHbIE NMPUHLIUINDbI
N A0Ka3daTtelibCTBa COOTBEeTCTBUA
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CBoaHbIA KOMMINEKT TeXHUYEeCKOn
aokymeHTauum (CK)

| |
| |
| [1oKyMeHTaLus |
| |
| |

ObLlee onucaHne U NnepeveHb
OCHOBHbIX XapaKTepUCTUK

HoKkyMmeHTauusA

JokymeHTauun

KoMnnekT MapKupoBOK
N nepevyeHb A3bIKOBbLIX
BapuaHTOB

Kpatkoe nanoxeHue
TEXHUYECKON AOKYMEHTaLUN
NO NPOEKTUPOBAHUID
N UFOTOBMNEHMIO

[Mogrotoska CK
no TpeboBaHuio
1 npegocTaBneHue ero
Ons aHanuaa

B perynupyowmy opraH

Tabnuuya cooTBETCTBUSA
CyLLleCTBEHHbIM NPUHLIUNAM

. | Tabnvua coorseTcTBus /|
dann MeHegXxMeHTa pucka | cn KpaTkoe U3nioXxeHue aHanuaa
n3genuva | | N ynpaBneHnA pUCKOM
| JOKyMeHTauus |
Kpatkoe uanoxeHuwe
lonHas AoKyMeHTauus | | nccnegosaHun No BepudmkaLmm
no Bepudmnkalmm 1 sanuaaumn | NokymeHTauun | 1 BaNMOaLmm
| |
KnuHuyeckue | | OTyeT O KNMUHUYECKOM
cBuaeTenbLCTBa ,D,OI(YMeHTaLI,MFI oueHUMBaHnU
|
e e e ————————————————— - !_ ___________________ -1

PucyHok 2 — Vicnonb3oBaHne CBOAHOINO KOMIMIMEKTA HA NOCMENPOAaKHON CTagun

4.4 Ucnonb3oBaHne CBOAHOrro KOMMMeKTa Ana coobueHua o6 NaMeHeHUsaXx B perynupyrowmmn
opraH/opraH no oueHKe COOTBeTCTBUA

Ecnn anga BHeceHUa M3aMeHeHuUsl B MeguLnHCKoe nsgenme Heobxoammo npeagBaputensHoe oaodbpeHune
pPerynupyroLLerc opraHa, To aAng ero nony4YeHnst MOXXHO UCNoNb3oBaTb CBOAHBLIA KOMMNNEKT. Ans aTtux ueneun oy-
OeT noaroToBeH oTaenbHbIM PYKOBOAALLMA AOKYMEHT.

5 OnucaHve MegULMHCKOro nusaenus n ero TeXHMYeCKMX XxapakTepucTuK,
BKINOYasd BapuaHTbl U NPUHAANEXHOCTW

5.1 OnucaHue MegULUUHCKOIro nusaenus
CBOAHBIN KOMMINEKT AOIMKeH coaepXaTh crneayoLlyo MHopMauunio, onickiBaoLWLyo MeauLMHCKoe U3-

nenuve:

a) obLllee onuca
D) NpegycmoTpe

Hne, BKNoYas npeaycMoTpeHHoe NpMMeHeHne MeguLMHCKOro Usaernus;
HHBIX NOSIb30BaTeNIen N 3aboNeBaHns, KOTOPbIE MOXHO ANarHOCTUPOBAaTb N NeYnTb ¢

MOMOLLbIO paccMaTpMBaeMoro MeanuLIMHCKOro U3agenuns, a Takke apyriue dakropbl, Hanpumep, Kputepmnn oToo-
pa NaLNeHTOB;

C) NMpPUH

d) Knacc pucka Wu
FOCT P 51609 npuHuunam

IMNbl AENCTBUA Mean

IMHCKOrO U3aenus;

pPUMeHUMbIe  KnaccudpukaunMoHHbIe TnpaBuna cornacHo YCTaHOBMEHHBIM B
KnaccudpunkauMi MmeauumMHCKUX N3genum;

e) obbAcHeHne HOBbIX CBOMCTB N XapakTepucTUK MeanLNHCKOro n3aenns;
f) onuncaHue npuHagneXxHocTen, Apyrux MeanUMHCKNX U3OeNMA N U3enuin, He ABNALLNXCA MeauL|nH-
CKUMU, HO NpeayCMOTPEHHbIX /18 UCMOMb30BaHNA B KOMOUHALMM ¢ paccMaTpyuBaeMblM MeAULIMHCKAM n3ae-

nMemMm:;

g) onncaHune UM NOonNHbIN NepeveHb pasfMYHbIX BO3MOXHbIX KOHpUIypauin/BaprnaHToOB paccMaTpuBae-
MOro MeanLMHCKOro 13agenus;
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h) obulee onucaHne OCHOBHBLIX (PYHKLMOHANbHbLIX 3NEeMEHTOB, Hanpumep, Yactenl U KOMMNOHEHTOB
(BKNtovaa nporpammHoe obecneveHue npu ero Hannm4dnun), ux QopmMynmupoBKU, CoCTaB, PYHKLIMOHalNbHbIE BO3-
MOXHOCTW. pn HeOBXOAUMOCTN MOXET NMPUCYTCTBOBATL UMMKOCTPATUBHBIA MaTepuan (Hanpumep, auarpam-
Mbl, dooTorpadom M PUCYHKU), YETKO OAEMOHCTPUPYHOLMAA OCHOBHbLIE YaCTU/KOMMOHEHTbI MeAULIUMHCKOro
N3gennusa 1 BkNovarowmmn B ceds NoACHUTENbHbIE HAANUCKU, AOCTaTOYHbIE ANS NOHUMaHUS PUCYHKOB U gMar-
PaMM;

1) onucaHue MaTepuanoB, BXOAALNX B COCTaB OCHOBHBLIX (PYHKLUMOHATBHLIX 3N1IEMEHTOB, a TakKe MaTe-
pUanoB, BCTynawwWmMX B HENOCPeACTBEHHbIA U OnocpenoBaHHbIM KOHTAKT C TeNoM YenoBeKa, Hanpumep,
MPW 3KCTpakopnopansHOU LUPKYNALNMN DUONMOrMYEeCKUX XXUOKOCTEN.

5.2 TexHU4YecKoe onucaHvue MeaULLIMHCKOro nsaenus

CBOAHbIN KOMMMEKT A0IMKEH cogepXXaTb NepevyeHb OCHOBHbIX XapakTepPUCTUK, pasMepoB 1 aKcnyaTaLu-
OHHbIX CBOWCTB MeAMNLIMHCKOro U3aenus, ero BapuaHToB U NpUHaaneXXHocTen (BXxoaawmx B 061actb NnpuMeHe-
HUA CBOOHOrMO KOMMIIEKTa), KOTOPbIA, Kak npaBuno, MMeeTcsl B TEeXHWYECKOM ONMUcaHunm MeauLMHCKOro
n3genus, 4OCTYNHOM KOHEeYHOMY Nonb3oBaTento, HanpumMep, B bpolutopax, katanorax u T. n.

5.3 Ccbinka Ha nogo6Hble 1 Npeablayline BapuaHTbl MeQULMHCKOro u3genus

B cny4yae HeobxoanMMocTn AeMOHCTPaLUmM COOTBETCTBUSA CYLLECTBEHHbIM NPUHLMMNAaM U NpeacTaBneHns
oOLWMX cBeJeHWNN CBOAHbINA KOMMNMNEKT AOIKEH coaepXaTb KpaTKoe onmcaHue:
a) npeablayLwmMX NOKONEHN paccMaTpUBaemMoro MeauLuHCKOro n3aenns, ecnn TakoBble CyLecTBOBa-

nn;
b) NoaoBHBIX MEOULMHCKUX N3OENNN, UMEIOLLIMXCA Ha perMoHanbHbIX U MEeXayHapOoaHbIX PbIHKaX.

6 MapKkupoBKa

Kak npaBuno, CBOAHLIA KOMMMEKT AOIMKEeH codepXaTb Habop BCcexX MapKUPOBOK, OTHOCSILLIMXCH K pac-
cMaTpuBaeMomMy MeauLIMHCKOMY U3Aennto, U nepeYveHb A3bIKOBbIX BApMaHTOB ANs1 CTPaH, B KOTOPLIX ByAeT pe-
annsoBaHo aaHHoe MeguuuHckoe usgenue (FOCT P CO 15223). NIHdopmaumsa no MapkMpoBaHUIO A0IKHA
BKHOYATh B ceba:

- MAPKUPOBKN Ha MeOULIMHCKOM 13genin 1 ero ynakoBke;

- MHCTPYKLWUM NO NPUMEHEHUIC MeANLIMHCKOTO N3OENNS;

- peKkilaMHble MaTepuan.l.

Habop MapKUMpoBOK OOIMKEH ObITb Ha sI3blKke, TpebyeMoM perynupyrolMMm opraHom UnM opraHom no
OUeHKe COOTBETCTBUA.

7 UHdopmMaumsa no NpoeKTUpoOBaHUIO N NPON3BOACTBY

7.1 TlpoekTupoBaHue Me4AULUHCKOro nsgenua

CBOJHbIA KOMMNIIEKT ACIKEH codepXaTb MHAOPpMaLNIo, NO3BONALYH KOHTPOMPYIOLLIEMY LY NOMY-
yaTb obLlee npeacTaBieHne ob OCHOBHLIX CTaaUaX NMPOEKTUPOBaHUA paccMaTpyUBaeMoro MeanLMHCKOro U3-
aenua. MNpn 3ToM gaHHYyo MHDOpMaLMIO HeMb3sA UCMNoNb3oBaTb BMecTo bonee noapobHon nHdopmaluu,
KoTopas TpebyeTcsa Ana ayamTa cUcTeMbl MeHeDKMeHTa KadecTBa U Ansa Apyron 4esaTenbHOCTU Mo OLeHKe
COOTBETCTBMA. YnomMsaHyTasa nddpopmauma MoxeT ObiTb NnpeacTasneHa B Buae 61oK-cxeMbl.

7.2 lNpouszBoacTBeHHbIe NpoLlecchl

CBOHbIM KOMMNJIEKT ACIKEH coaepXaTb MHAOoOPMaLMIo, NO3BONAOLYHO KOHTPOMPYIOLLIEMY LY NONY-
YyaTb obLlee npeacTaBeHne 0 NPON3BOACTBEHHbLIX Npoueccax. [pn 3ToM gaHHy MHdoOPMaLINIO HEeMNb3s UC-
nonb3oBaTb BMecTo Oonee noapobHon wHdopmauun, kotopasa TpebyeTca Ana ayauta CUCTEMBI
MeHeKMeHTa KadyecTBa Unun Ana Apyron 4eaTenbHOCTU Mo OLeHKe COOTBETCTBUA. YNoMsaHyTasa nHpopmMaums
MOeT ObITb npeAcTaBfieHa B Buae BIOK-CXeMbl NMpoLeccoB, Jatowen, Hanpumep, obllee npeacrtaBneHue o
NPoOU3BOACTBE, cOOpKe, BCex 3aKMYMUTEnbHbIX UCMbITAHUAX MeAULUUHCKOro nsaenusa n ob okoHYaTenbHOM
yrNakoBKe roTOBOro MeanLMHCKOro n3genus.

7.3 llpounsBoacTBeHHbIE NNOLWagKn

[1na BUOOB AeATEeNnbHOCTU, ONUCAHHBIX B 7.1 1 7.2, CBOAHBIA KOMMIEKT A0JTKEH MAeHTUdDULMPOBAaTbL Mpo-
M3BOACTBEHHbIE MAoLaaKkM, Ha KOTOPLIX 3TW BUAbI AeATEeNbHOCTU ObINX BbiNONMHeHbl. Ecnn Ang AaHHbIX No-
LWagoK nMmetotca cepTudukaTbl CUCTEMBbI MEHEKMEHTa KadecTBa UM paBHOLIEHHbIE JOKYMEHTbI, TO OHU
[OOJDKHbI ObITb MPUNOXEHbI K CBOAHOMY KOMINEKTY.

6
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8 Tabnunua cooTBeTCTBUA CYLLECTBEHHbLIM NMPpUHUMNAM

CBOAOHLIN KOMMNMEKT OO0MMKEeH BKMwYaTb B cebd Tabnuuy COOTBETCTBUA CYLLECTBEHHBLIM MPUHLMNAM,
onpeaensoLyio:

a) cylwlecTBeHHble NPUHLMNGI;

D) NPUMEHUM N KaXKabIW CYLLECTBEHHbIN NPUHLIKANM K paccMaTpuBaeMoOMy MeaULIMHCKOMY U3OENUIo U
EeCNnn HET, TO NMoYEMY;

c) MmeTof(bl), Ucnonbayemblii(ble) ANg AeMOHCTPaL COOTBETCTBUSI pacCMaTPUBAEMOro MeAULIMHCKOrO
n3gennga Kaxxaomy npuMeHMMoMy CyLLeCTBEHHOMY NPUHLMAMNY:;

d) ccCbINKy Ha NpuMeHdaeMbln(blie) MmeToa(bl) (HanpumMmep, cTaHaapT);

e) TouHOe HauMMeHOoBaHue AoKyMeHTa(oB), obecnevnBatollero{Mx) CBMAETENbCTBO COOTBETCTBUA KaXK-
OOMY NPUMEHAEMOMY MeToay.

[na gemMoHCcTpaLumMmn COOTBETCTBUA MOXKHO UCNONb30BaTbh OAWH UMK HECKOMbBbKO cneayrlwmnX MeToa0B:

a) COOTBETCTBMe MeTodaMm, nogaepXMBaroLlinM CyLLleCTBEHHbIe NMPUHLUNGLI, UMK APYrMM cTaHaapTaMm;

b) cooTBeTCTBME OOLENPUHATEIM B NPOMbILLNIEHHOCTM METOAaM UCMLITAHWUN;

C) COOTBETCTBME MeToAaM UCMbITaHUN, NPUHATBIM B AaHHOW opraHusaLun;

d) oueHMBaHME OOKMUHUYECKUX U KMUHUYECKUX AaHHbIX (CBNOETENbCTB):;

e) cpaBHeHue ¢ NogobHBIM MeAULUUHCKUM N3OENNUEM, YXKE BbINYLIEHHLIM B NPOAAXY.

Tabnuua cooTBETCTBUA CYLLECTBEHHBIM MPUHLUMNAM AOMMKHA BKNoYaTh B ceDsl NepekpecTHbIe CChINKA
Ha Kaxkgoe CBUAETENbCTBO COOTBETCTBUSA Kak B NONTHOWU TEXHUYECKOW AOKYMEHTaL NN, HaxoasWwenca y U3roTto-
BUTENS, TaKk N B CBOOAHOM KOMMJIEKTe.

Obpasel, Tabnunubl COOTBETCTBUA CYLLIECTBEHHBLIM NPUHLMNAM NpUBeAeH B NPUNOXeHUN A.

9 OCHOBHbIE pe3ynbTaThbl aHanM3a v ynpaBneHUa PUCKOM

CBOOHbIN KOMMNEKT AOITKEH coaepXaTh KpaTKU NepeYeHb PUCKOB, MAEHTUDULMPOBAHHBIX B NpoLiecce
aHanunsa pucka, n onmcaHune crocoboB ynpasneHnsa AaHHbIMU pUCKaMN B LLENAX CHWXKEHUS X 40 AONYCTUMOro
ypoBHSA. [Mpeano4TuUTenbHO, YToObl AaHHbINA aHanmn3 pUCKoB Obl1 OCHOBAaH Ha cTaHAapTax, NoAAepKUBaOLLINX
CYLLEeCTBEHHbIE MPUHLMUMBI, U ABMANCA YacTbio NflaHa MeHeMKMeHTa pUCcKa N3rotToBUTenNs.

10 JeATenbHOCTL NO Bepupukaumm n Banngauumm

10.1 O6wWwmne nonoxeHusn

CBOAHLIN KOMMNMEKT ACIMKEH coaepXaTb AOKYMEHThI No Bepudpukaunm n sanuaaumn. INpu atom cteneHb
aetanusaumm MoXeT BbITb pasnuyHon (cm. 4.1).

Kak npaBuno, B CBOAHOM KOMMNNEKTe AOMKHbI ObITh KpaTKO U3NOXeHbl pe3ynbTaThl Bepugmkauim 1 Ba-
nuaaunm, npednpUHATLIX ANg AeMoHCTpaunmM COOTBETCTBUA NPUMEHUMbIM CYLLIECTBEHHBIM MPUHLKUMNAaM, CO-
aepxawiume:

a) pesynbTaTbl TEXHUYECKUX UCMBbITAHWUN;

b) peaynbTaThl NAaboOpPaTOPHLIX UCMLITAHWUIA;

C) pesynbTaThl UCMbITAHUA B YCIIOBUAX, UMUTUPYIOLLNX SKCNNyaTauMOHHbIE;

d) pesynbTaTbl UCNbLITAHUUA Ha XUBOTHLIX ANA AeMOHCTpPaLUMN TEXHUYECKON NMPUMEHUMOCTU U AoKa3a-
TeNnbCTBa NPaBUNbHOCTU KOHLENLWUKA rOTOBOrC MeaULIMHCKOro N3aenus;

e) BCe onybnunkoBaHHble UCTOYHUKM KacaTenbHO paccMaTpuBaeMoro MeauuuHCKOro usaenna unm no-
AOOHBLIX MeaAULUNHCKAX U3aenni.

NHpopmaunsa o Bepudunkaumm n BanugauMm MOXeT TakKe BKIoYaTh B cebs:

a) Aeknapauuo/cBMOeTeNbCTBO COOTBETCTBUA CTaHAapTy(am), noaaepxuesatollemMmy(Mm) CyLleCcTBEeH-
Hble MPUHLMMNBI, U KpaTKOe U3NOXeHWUe AaHHbIX, eClNN B YNOMAHYTOM(bIX) cTaHAapTe(ax) He yCTaHOBMNEHbI KpU-
Tepun NPUEMKMU;

b) Aeknapauuio/CBUAETENbCTBO COOTBETCTBUA ONyONMKOBaAHHOMY(bIM) cTaHOapTy(am), KOTOPbIA He
ObIN opULManbHO NPUHAT, C 0BOCHOBaHWEM ero (UX) NPUMEHEHUS, N KpaTKoe N3NoXKeHNe gaHHbIX, eCNA B YNo-
MAHYTOM(bIX) cTaHAapTe(ax) He YCTaHOBNEHblI KpUTepn NpUeMKN,;

C) AeKknapauuo/CBMaeTensLCTBO COOTBETCTBUA NnpodeccuoHanbHOMY(bIM) pyKOBOACTBY(aM), NPOU3BO-
OCTBEHHOMY(bIM) MeToay(am) unu metoay(am), UCNonb3yemMbiM B opraHmsaumm, ¢ 0bocHOBaHMEM UX MPUMEHE-
HAA, OnNUcaHMeM AdaHHbIX MeTOAOB U KpaTKoW UHPOpMaLMen coO CTeneHbi AeTtanunsaunun, no3BONArLWen
OLEeHUTb ee AOCTaTOYHOCTb;
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d) o630p onydnMKoBaHHbLIX NCTOYHUKOB KacaTenbHO paccMaTpMBaEMOro MeaULMHCKOro n3gennsa nnu
NoJ0OHLIX MeaUUNHCKAX U3aennii.

Kpome Toro, ecrim npUMeHMo K paccMaTpuMBaeMOMY MEAULMHCKOMY N34eNnt0, CBOAHBIA KOMMMEKT A0/S1-
XEeH coaepaTb NoapobHyto nHdopmMaLuuto o:

a) b1onormyeckon COBMeCTUMOCTU;

b) nekapCcTBEHHbLIX CpeAcTBaX, BXOAALWMX B COCTAB paccMaTpPUBaAEMOrc MeanuMHCKOro U3aenust, BKITHO-
yasa MHMpopMaLno 0 COBMECTUMOCTU AAaHHOIrO MeaUUMHCKOro n3genusl ¢ JaHHbIMU NeKapCTBEHHbIMU cpe-
OCTBaAMMU;

c) buonornyeckon 6e3onacHOCTU MeAULIMHCKUX N3OENUA, BKITIOYaOLWKMX B cebsl KNeTKN, TKaHU UM nX
MPON3BOAHbLIE, B3SITLIE Y YENOBEKA UMM XKUBOTHbBIX;

d) MeTodax cTepunusauuun;
e) BepuduKkauun 1 Banugalnm nporpaMmmMmHoro obecnevyeHus;
f) nccnengoBaHUSIX Ha XXUBOTHBIX, 0becnevynBaoLlL X npsiMble CBUAETENLCTBA DE30MacHOCTU, N OCHOB-

HbIX (PYHKLMOHAIbHBIX XapaKTepucTukax paccMaTpMBaeMoro MeamuMHCKOro usgenunsl, ocobeHHo ecnn He
MPOBOAUIIUCH KITUHUYECKNE UCMBbITAHUA JaHHOMo MeAULMHCKOro U3aenms;

d) KIMHUYECKNX AaHHBbIX.

CBOAHbIN KOMMNEKT AOIMKEH coaepXaTtb noapodbHyto nHdopmaLuio o nnaHe NcnblTaHU, NPOTOKONbI UC-
MbITaHWUIA UK UCCNegoBaHUA B MOSTHOM oObeMe, MeTo4bl aHanM3a rnoflydeHHbIX JaHHbIX B AOMNONHEHNE K pesto-
MUPYIOLWMM MU K pesynbTaTtaMm ucnbiTaHW. Ecnu He Obinn npoBegeHbl HOBble UCMbITAHUA, TO CBOAHbLIN
KOMMNNEKT OOIKEH BKIoYaTh B ceba 0O6oCHOBaHME pelueHus o NpoBeAeHUN Uy HenpoBeaeHUN UCTbITaHUA
(HanpumMep, UcnbiTaHMe ONONOrMYecKon COBMECTUMOCTU WAEHTUYHbLIX MaTepuarnoB ObINo NpoBeAeHO MNpu
BKIHOYEHUN AaHHbIX MaTepuarnos B NpeablayLuUyo, BBeAeHHYIO B obpalleHne Bepcuto paccMmaTpmMBaemMoro Me-
ONUMHCKoro usgenua). laHHoe obocHoBaHMEe MOXeT ObiTb BKITHOYEHO B TabnuMLy COOTBETCTBUSA CYLLECTBEH-
HbIM NPUHLMNAM.

10.2 buonornyeckaa coBMeCTUMOCTbL

CBOAHbINA KOMMNNEKT JOJTKEH coaepKaTb NepeveHb BcexX MaTepmarnoB, HaxoaaWwmxcsa B HenocpeacTBEH-
HOM UM ONoCcpeJOBaHHOM KOHTaKTe ¢ NaLMeHTOM Unu nonb3oBatenemM. Ecnun ang toro, 4Tobbl oXapakTrepunso-
BaTb uamdeckne, XMMUYECKUe, TOKCUKOMormdeckme u Ouonormdeckne xapakTepucTukiu martepuana,
HeobXoanUMo NMPoBECTU UCTIbITaHUA BUONOrMYecKon COBMECTUMOCTU, TO B CBOAHLIA KOMMIEKT cneayeT BKITHo-
YnNTb NoAPOOHYI0 MHPOPMaLKMIO O NMPOoBeAEHHbIX UCMBITAHUSAX, MPUMEHEHHbIX CTaHAapTax, MPOTOKoaxX UCTbI-
TaHWW, aHanM3 AaHHbIX U KpaTKoe U3noXeHune pesynbTaToB UcnbiTaHuA. McnbiTaHna cneayeT NpoBOAUTb Ha
obpasLax roToBoro, NPoCcTepPUNM30BaHHOro (eCnn nocTaBnaeTca cTepuribHbIM) MeANLIMHCKOro n3genus.

10.3 JlekapcTBeHHbLIe cpeAcTBa

Ecnun meanumHcKkoe nsgenune BkoYaeT B cebs nekapcTBeHHoe(ble) cpeacTBo(a), TO CBOAHLIN KOMMMEKT
OOJDKEH coaepXaTtb NogpobHyo nHpopmMaumio o NnpuMeHssemMomM(bIX) nekapcTBeHHOM(bIX) cpeacTBe(ax), ero
(MX) NOEHTUYHOCTU U UCTOYHUKE(aX), NPUYNHE ero (MX) BKNIOYEHUsS B MeauLUMHCKoe nsgenue, 6e3onacHoCTy
NPUMEHEHUA U MexaHUu3Me BO3aencTBUd Npu NpegycMoTPEHHOM NMPUMEHEHUN.

10.4 Buonorndyeckas 6e3onacHoOCTb

CBOAHLIN KOMMNMEKT OCIPKEH codepXaTb nepedveHb BceX MaTepuanoB XXUBOTHOMO UMW YeMOBEYECKOro
NPOUCXOXAEHUSA, UCMONb30BaHHbLIX B paccMaTpMBaeMoM MeguunMHCKoM nsgenun. CBoaHbIA KOMMNEKT A0MKeH
coaepXaTb NoapobHyo UHpOpMaLUe 00 3TUX MaTepuanax, OTHOCSLLYHOCS K BbIOOpY UCTOUYHMKOB/OOHOPOB,
B3SAITUIO NPob, obpaboTKke, XpaHeHUo, UccneaoBaHUio U 0bpaLlleHUIo ¢ TKaHAMW, KNeTKaMn 1 BellecTBaMn
XMUBOTHOTO UM YeNOBEYECKOro NPOUCXOXKOEHUS.

B cBOOHLIN KOMMMNEKT cnegyeT BKNOYaTh pe3ynbTaThl Banugauuy npouecca, Noarsepxaarowme Hanu-
yme NPOM3BOACTBEHHLIX NpoLeayp, MUHUMUINPYIOLWNX B1Uonormyeckne puckn, B HaCTHOCTM B OTHOLLIEHUN BU-
PYCOB M OpYyrux Bo3byautenen donesHeun.

Taikke cnegyeT BKOYaTb MOMHOE ONMUcaHUe CUCTeMbl XpaHeHUs 3anuceun, No3BOoNsLlen ocyllie-
CTBNATb NPOCNEXNBAEMOCTb OT MICTOYHMKOB MaTepuanoB 40 roTOBOro0 MeaunuUmMHCKOro nsgenus.

10.5 Ctepunuszauyun

B Tex cnyyasx, korga paccmaTpuBaemoe MeaULNHCKoe n3aenne noctaBnaeTcsa CTepUbHbIM, CBOAHbIN
KOMIMMNEKT AOIMKEH codepXxaTb nogpobHyto nHdopMaLnio 0 NepBoHavyanbHoOM Bannaaummn npoLecca cTepun-
3aLnK, BKOYas UCTbITaHUA Ha BUOMTOrMYEecKyo Harpysky, Hannmdume nNMPoreHHbIX BeLWecTB, Hannm4mne ocTaTou-
HOro KonM4ecTBa CTEPUNN3YIOLLEro BelllecTBa (eCcnv NpUMEHNMO) 1 BanuaaLnio npoLecca ynakoBbIBaHUA.
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Kak npasuno, noapobHasa nHdopmauua o BanuaaLum AoiKHa BKIToYaTbh B ceda NpUMeHeHHbIn MeToj,
OOCTUTHYTBLIA ypoBeHb obecneyeHust CTepUnbHOCTWU, NMPUMEHEHHbIe CTaHAapThl, MPOTOKON CTepunM3aLnu,
pa3paboTaHHbIN B COOTBETCTBUM C JaHHBIMW CTaHAapTaMn, U KpaTKoe U3NoXKeHWe NoNyYeHHbIX pe3ynbTaToB.

Heobxogumo Takke obecnedyntb CBUAETENbCTBO MPOACIKALWEroca cratyca Banuaauuy npolecca
cTepununsaunun. Kak npasuno, npu aTomM crnegyeT NpUHAMAaTh Mepbl UK Nony4vatb CBMAETENbCTBO MOBTOPHOMN
BanMaaLnmM NPoLLeccoB ynakoBbIBAHUA N CTEpUNN3aLINN.

10.6 Bepudukauma v sanugauma nporpaMmmMHoro obecnevyeHus

CBOAHbLIA KOMMNEKT AOSBKEH coaepXaTb MHopMaLUto o npoLecce NpoekTUpoBaHUS N pa3padboTKU Npo-
rpaMMHOro obecneveHnst 1 CBMAESTENLCTBO Banugaunm nporpaMmMHoOro obecnevyeHuns, UCrnonb3yemMoro B roto-
BOM MeauuuHckoMm usgenun. [aHHaa wuHdopmaunsa obbIMHO BKIOYaAeT B cebs KpaTkoe WU3oXeHue
pe3ynbTaToB BCEN AedATeNbLHOCTU No Bepudpumkaunn, sanmgaun U pe3ynbTaTtoB UCNbITaHUA, BbINONMHEHHbIX
Kak B opraHusauun-msrotoBuTene, Tak 1 B MoaenmpyemMoun Unmn peanbHOU oKpyKaroLllen nonb3oBaTens cpeje
00 3aKNYUTENbHOMo BbiNMycKa MedUUUHCKOro usgenud. [laHHaa unHdpopMaumna OobkHa Takke BKIo4YaTb B
cebs BCce nMmetroLmecst KoHdurypauum annapaTHbIX cpeacTB U, koraa npuMeHUMo, onepaumoHHble CUCTEMB,
MOEHTUMPULMPOBAHHLIE B MapKUPOBKE.

10.7 UccneaoBaHUs1 Ha XXUBOTHbIX

Ecnun ana obecnevyeHnss cCOOTBETCTBUSA CYLLIECTBEHHbBIM NPpUHLMNAaM ObInn NpeanpPUHATLI UccrieAoBaHNs
Ha >XMBOTHBIX, TO CBOAHbIM KOMMIIEKT AOJTKEH coaepKaTb nogpobHyto nHdopmaLno ob 3TX nccneaoBaHUNAX.

B cBOgHOM KOMMNEKTe AOIMKHbI ObITb ONKUCaHbl Lienn AaHHbIX UccneaoBaHUn, MeToA0Nor1sa, pesynbTa-
Thl, aHANKU3 1 3aKJTI0YEHNS, a TaKkke COOTBETCTBME NpUHLUUNamM Hagnexawen nabopatopHon npaktukn. Cneay-
eT Takke onucaTb 060CHOBaHME (M orpaHnYeHnsa) Bbibopa KOHKPETHOrO 3KCNepUMEHTaNbHOIO XXMBOTHOTO.

10.8 KnuHun4yeckoe cBUAeTENbCTBO

CBOAHbLIA KOMMEKT OOMMKeH codepXaTb KIMHUYeCKoe CBMAETENbCTBO, AEMOHCTPUpPYIoLLee COOTBET-
CTBME paccMaTpMBaeMoro MeauLMHCKOro n3genmnst IpUMeHUMbIM CyLLECTBEHHBLIM NpUHUMNaM. [JaHHOe KNUHU-
4yeckoe CBWUOETENbCTBO AO0MKHO OblTb OQOPMIIEHO TaK, Kak OonuMcaHo B OT4eTe O KITMHUYECKUX
ncnelTaHusax/mcenenoBaHusax (FOCT P UCO 14155-1).

11 PopmaTt CBOAHOro KoOMNnekKTa

HecmoTp4a Ha TO, YTO HACTOALWKMA CTaHaapT He COAePXUT KOHKPEeTHLIX pekoMmeHaaunn no popmMaTty CBoa-
HOro KOMMNeKTa, U3roTOBUTENAM U KOHTRONMUPYIOWKMM opraHamM pekomeHayeTcd BKMoYaTb B CBOAHLIA KOM-
NNeKT 3fIeMeHThl, ONUcaHHble B HACTOALWEM cTaHgapTe (onucaHme MeaulnMHCKOro nsgenua, cneundpukanuio
Ha MeauuuHckoe nsgenve n 1. a).

12 Neknapauuna COOTBETCTBUA

[leknapauns cOOTBETCTBUA HE ABNSIETCHA COCTaBHOW YacTbto CcBOAHOMo KoMmnnekrta. OaHako oHa MOXET
ObITb NPUCOEANHEHA K CBOAHOMY KOMMMEKTY B KAYeCTBEe NMPUnoXXeHust nocne oLueHUBaHust CoOoTBETCTBUS. Co-
aepxaHue geknapauun cootsetcTus npuseaeHo B fOCT P UCO/M3K 17050-1.



[OCT P 54329—2011

[MpnnoxeHve A
(cnpaBo4HoOe)

Tabnuua cooTBeTCTBUA CYLLECTBEHHLIM NMPUHLUNAaM

Tabnuua cooTBETCTBUS CYLLECTBEHHBIM NPUHLMNAM MOXET ObITb MCNOMb30BaHa PErynupyloLwmMMmn opraHamm, opra-
HaMW MO OLUEHKE COOTBETCTBUSA N U3FOTOBUTENSMU; OHA MO3BONSET ObICTPO MOHATb, KAK U3rOTOBUTENb AEMOHCTPUPYET CO-
OTBETCTBUE KOHKPETHOIO MEeAULMHCKOro U3genus CyweCcTBEHHbIM NprUHUMnam obecneveHns 6€e30nacHOCTU N OCHOBHBbIX
dYHKUMOHANbHbIX XapakTepUCTUK MeANLUHCKUX n3genun. Tabnuua COOTBETCTBUS CYLLECTBEHHbBIM MPUHLUUNAM MO3BONAET
TaKXe Nnerko ngeHTndpnunpoBatb JOKYMEHTLI U AaHHble, HEOBX0AMMBbIE B LENSX OLUEHKN COOTBETCTBUS.

CoaepxaHue Tabnuubl COOTBETCTBUSA CYLLECTBEHHbBIM MPUHLMIMAM MEHSIETCH B 3aBUCUMOCTU OT KOHKPETHOIO Meau-
LMHCKOro nagenus. Insa cCnoXxHbiX MeanumMHCKUX nagennm tabnuua dyaert cogepatb 60MbLLOE YNCIO CCbINTOK Ha CTaHaap-
Tbl, MPOTOKOSbI UCMbITAHUW U ApYyrme AOKYMeHThl. B Takmx cnydvasx tabnuua coOOTBETCTBUSA CYLWLECTBEHHBIM MPUHUMINAM
MOXET DObITb OYeHb ANMMHHOW. O4YeHb NPOCTbIE MEAULUMHCKNE U3aenns byayt UMeTb MeHee OB LWNPHbIE TabNULUbl COOTBET-
CTBUS CYLLECTBEHHBIM NPUHLUMUMAM, T. K. MHOTME CYLLLECTBEHHbIE NPUHUMINBLI HE ByayT BocTpeboBaHbl. B 3TnX cny4asx B Tab-
NnLUbl COOTBETCTBUSI MOXKET ObITb BKITIOHMEHO MUHMUMAaNbHOE YNCIO NOoAAEPXKUBAIOLLMX CCbINOK.

Huxe npuBeaeH pekomeHayemMbin popmaT Tabnnubl COOTBETCTBUS CYLWECTBEHHBIM NpuUHUMNam. logrotoBka tab-
NUbl C UCMNOJNIb30OBaAHWEM OAHHOIO popmara nonesHa as aHanmaa CooTBETCTBUA MEANLMHCKOIO N3aens CYyLLECTBEHHbIM
npuHuunam. [locnegoBartenbHOE MPUMEHEHNE OAHHOro dhopmMmara nogaepXMBaeT rapMoOHU3aUnIo Mexgy pasrnuyHbIMK
IOPUCONKLUNSMMN.

Tabnuuy coOOTBETCTBUA CYLLECTBEHHbIM NPUHLMNAM 3aMONTHAIT Cneayrowmm obpasom.

a) VpeHtndmkaumsa meanumHCcKoro n3genus

MarotoButenb OOMKEH NOEHTUPUUNPOBATL MEAVULMHCKOE n3genvue n, ecriv NpMMeHnMo, pasfinvHble KOHQUrypa-
Lnn/BapnaHTbl, OXBaTblBAEMblIE TABNMUUEN COOTBETCTBUS CYLLLECTBEHHbLIM MPUHLUMNAM.

b) MNpUMeHMMOCTb BHECEHHOIO B Tabnnuy COOTBETCTBUS CYLLECTBEHHOINO MEeTOAa K MEAULMHCKOMY U3OENNIO

[TpMEeHNM NN BHECEHHBIW B Tabnuuy CYWECTBEHHLIW MPUHLUUN K paccMaTpBaemMoMy MeAULUNHCKOMY U3OENNIO.
OTBET MOXET ObITb NMNOO NONOXUTENbHLIM, MNOO oTpUuaTenbHbIM. ECNM OTBET oTpUuarTenbHbIN, TO B cTONOUE, 03arnas-
neHHom «MeTtoa, npyuMmeHsiemMmbiv ANs AeMOHCTPaLUuM COOTBETCTBUA», AOIMKHO ObITb N3NOXEHO KpaTkoe 060CHOBaHME.

lpumep — [ns meduyuHCcKoO20 u3denusi, He eK/IoYarwWe20 8 cebst buosro2uvyecKue seujecmeaa, omsem Ha
cywecmeeHHbIU npunyun 5.8.2 6ydem ompuyamenbHbiM, a 8 cmonbuye, o3aznaseneHHoMm «Memood, npumMeHsie-
MblU 0151 0eMOHCcCMpayuu coomsemcemaeausi», 6ydem u3snoxero criedyrwujee obocrHogarHue: «MeduyuHckKkoe uide-
J1ue He sknryvYaem 8 cebst buonoz2uvyeckKkue seuwecmasa.

c) MeTtoa, npumeHsemMbIn ans AeMOHCTPaUMN COOTBETCTBUSA

B aaHHom ctonbue M3roToBUTENb OOMKEH YCTAHOBUTL MeToA(bl), BbiIOpaHHbIU(bIE) ANs AEMOHCTPALNN COOTBET-
CTBUS. cTaHaapT(bl), nogaepxmBarowmmn{(ne) cylweCTBEHHbIE MPUHLUNNLI, METOA(bl) NCTMBITAHUW, NPUMEHSAEMBIN(bIE) B NPO-
MbILLNEHHOCTU UKW B AAHHOW OpraHn3auunn; cpaBHUTENbHOE(ble) nccnegoBanne(nst) unu apyron(ne) npuMeHeHHbIn(ble)
meToa(bl).

d) Ccbinka Ha meToa

YcTaHOBMB METOA B Npeablaywem ctonbue, B AaHHOM CTONbUE N3roToBUTENb AOIMKEH MPUBECTU HAMMEHOBAHUE U
CCbINKY Ha ctaHaapT(bl), nogaepXxvBarowmn{mne) CyLeCTBEHHbIE NMPUHLWNLI, METOA(bl) UCNbITAHMWA, NPUMEHAEMbIN(bIE) B
NPOMbILLNEHHOCTU UNW B AAHHOW OpraHn3agnmn, cpaBHUTENbHOE(bIE) nccrnegoBaHmne(ns) unu gpyron Metoq, NPUMeEHeEHHbIN
ONns1 AeMOHCTpauum CoOTBETCTBUA. [nsa cTaHgapToB chneayeTr NpuBecTU gaTty u, nNpu HeobxogmmocTtu, pasaen(bl) wu
NYHKT(bl), AEMOHCTPUPYIOLLNE COOTBETCTBME KOHKPETHOMY CYLLECTBEHHOMY MPUHLMNY.

e) Ccbinka Ha nogTeepXXgarowme JOKyMEHThI

HaHHbin cTonbel gormkeH cogepaTtb CCbINKY HA aKTUYECKYIO TEXHUYECKYIO AOKYMEHTAUWUIO, AEMOHCTPUPYIOLWLYIO
COOTBETCTBUE CYWECTBEHHbIM MNMPUHUMNAM, T. €. cepTUdnKaTbl, NPOTOKOI1bl NCTMbITAHUN, NPOTOKONbI BANMgaunmn, aHanumTmn-
YeCcKne OTYEThI UK apyrme QOKYMEHThI, NOSBUBLLUNECAH B pe3ynbTaTe NpUMEHEHNA KOHKPETHOIO MeTo4a AEMOHCTPaUUn Co-
OTBETCTBUA, @ TaKKe HA MEeCTOHaxXoXAeHne JaHHbIX JOKYMEHTOB B CBOAHOM KOMIMIIEKTE.

[Tpumedanune—IllpuBeaeHHas HMXKe Tabnuuya npeaHasHaveHa ToNnbKo Ans cnpaBoYHbiX Lenen. CywecTBEH-
Hbl€ NPUHUMWNbI, NepevYncnerHble B nepsom ctonbue, B3aTel 3 FTOCT P UCO/TO 16142.
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MeanunHckoe uznenue:

CyleCTBEHHbIW NPUHLKXN

[TpyumeHnm nu
K MEOAULUHCKOMY
N3Nenunio

MeTon,
NpUMEHSAEMbIU ONA
OeMOHCTpaLnu
COOTBETCTBUSA

Ccbhinka Ha
MeTO/

CcbInka Ha noa-
TBEpXOarLwmne
NOKYMEHTh

1 Obwune TpeboBaHUS

1.1 MegvumnHckne wmnagenusa (panee — nsagenus)
OOIKHbI ObITb CNPOEKTUPOBAHLI U U3TOTOBIEHbI TakK,
4TOObI NPU NCNONMBb3OBAHUN UX MO HA3HAYEHUIO B HA/-
neXxawmx ycrosusix n (Npm HEOBXo0gMMOCTH) C NPUMe-
HEHUEM TEXHUYECKUX 3HaHWW, OnbiTa, 0bpasoBaHus
NN NOArOTOBKM NOTEHUMANbHbLIX NONIb30BATENEN OHU
He noAaBeprann pUCcKy KNMHUYECKne ycrnoBus nnm be-
30NAaCHOCTb MauneHToB NMbo H6e30nacHoOCTb U 3A0-
pOBbE MONMb30BaTENen wnNu Apyrux nuud; nwobble
PUCKU, CBSA3aHHbIE C UX NPUMEHEHUEM, OOIMKHbI ObITb
OONYCTUMBIMWU N MEHBLUUMU, YEM MPUHOCKMMAA MO-
Nb3a NauneHTy, a TakKe COOTBETCTBOBATb BbICOKOMY
YPOBHIO 3aLLUMTLI 340p0OBbSA U 0becneveHuss beaonac-
HOCTU

1.2 PelweHns, MNpUHATbIE W3rOTOBUTENEM TMPU
NPOEKTUPOBaHUN U paspaboTke nagenumn, JOMKHbl CO-
OTBETCTBOBAaTb MpuHUMNam 6e30nacHOCTU C y4EeTOM
COBPEMEHHOIO COCTOAHUSA HAYKU U TEXHUKMN.

UTobbl BbiBpaTth Hambonee npaBuibHblE peLle-
HUA, N3rOTOBUTESNb B CIIeAYIOWEM NOPALKE OOJTKEH:

- AEHTUOUUMPOBATE OMNACHOCTU U COMNYTCTBYIO-
LLIE UM PUCKWU, CBA3AHHbIE C NPeayCMOTPEHHbBIM MPU-
MEHEHNEM WU MPOrHO3UPYEMbIM HEMPABUITBHbLIM
NCNONb30BaHNEM MEANLUMNHCKOro N3Oernus;

- NCKIMoYaTh UMK YMEHbLUATb, HACKOMbKO 3TO BO3-
MOXHO, PUCKM (0BecneveHne be3onacHOCTU n3genvs
Ha aTanax NPOEKTUPOBAHUS U pa3paboTkn);

- IPUHUMaTb, MO BO3MOXHOCTU, COOTBETCTBYIO-
Lne 3auTHble Mepbl, BKIoYas, rage Heobxoammo,
cpabaTtbiBaHWE TPEBOXHOW CUrHanusayumm B Cliyvae
HEBO3MOXHOCTU UCKITIOYEHNS PUCKOB;

- UHOOPMUPOBAaTL NONb3oBaTeNnenm 06 ocTaTou-
HbIX PUCKaX, BO3HUKAIOLWMX MPU HaANMM4Ynn HeJocTaT-
KOB B NpeAnpuHATBLIX cnocobax 3almThl

1.3 N3genna gomxHbel PYHKUMOHNPOBATL B COOT-
BETCTBMM CO CBOMM Ha3Ha4YeHUEM U ObiTb CNPOEKTU-
POBaHbI, W3rOTOBMNEHbI W YNakoBaHbl TakK, 4TOOLI
BbIMONHATL O4HY NN HECKONBbKO PYHKUMN U3 0pnumn-
anbHO YTBEPXAEHHON 06N1ACTU NPUMEHEHNSA KOHKPET-
HOro MeaANLUMHCKOro N3aenuns

1.4 TexHn4yeckne n aKkcnnyataunoHHbIE XapaKre-
PUCTUKN MEeONUMHCKUX W3Oenun, ONUCaHHble B
1.1—1.3 HacToswen Tabnuubl, HE AOIKHbI OKAa3bl-
BaTb BpeaHOe BO3JEeNCTBME HACTOMNbKO, YTODbLI Noa-
Bepratb PUCKY KIMHUYECKME YCIMOBUSA, a TaKke
6e30nacHOCTb NaUWMEHTOB U APYIrnX NUL B TEYEHUE
CpoKa crnyXbbl N3genus, ykazaHHOro N3roToBUTENEM,
ecnn mn3genue HaxoauTcs B HOpMalbHbIX YCIOBUSIX
aKcnnyartaumm v nogaepmBaeTcs B paboyem cocTos-
HUM Hagnexawmm obpazom U B COOTBETCTBUU C
MHCTPYKUUAMN N3FOTOBUTENSA
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OkonyaHue mabnuubi A. 1

MeauyunHckoe nsgenue:

MeTon,
[TpymeHum nu . Ccbinka Ha nofa-
y npumeHsaembin ansa | Cebinka Ha
CyleCTBEHHbIU NPUHLAM K MEOULIMHCKOMY TBEpXxaarlLlue
OeMOHCTpauuu MeTon
N3OENUIo OOKYMEHThI
COOTBETCTBUA

1.5 N3genusa gonxXHbl ObiTb CNPOEKTUPOBAHbI, U3-
OTOBMEHbI U YNAKOBaHb! TaK, YTODbI X TEXHUYECKNE
N 3KCNNyaTaynoOHHbIE XapaKTEPUCTUKU MPU UCTMONb30-
BaHWN MO HA3HAYEHWIO HE UCTbITLIBANW BPEOHOIo BO3-
OENCTBUS MPU  TPAHCMOPTUPOBAHUM U XPaHEHUW,
OCYLECTBNAEMbIMU B COOTBETCTBUN C MHCTPYKUNAMMA
N C y4eTOM MHPOPMaLNN N3TOTOBUTEINS

1.6 [lpyn OYHKUMOHMPOBAHUN B COOTBETCTBUN C
Ha3Ha4YeHWeM MNorb3a OT NPUMEHEHUA MEeANLMHCKOIO
N3genusa OoImKHa NpeBbilaTh Bped OT HEXenaTernb-
HbIX NODOYHbIX 3PP EKTOR

2 TpeboBaHUS K NPOEKTUPOBAHUIO U paspaboTke

2.1 Xummnyeckue, bunandveckue n bnonormyeckmne
CBOUCTBA

2.1.1 Napgenua gonxHbl ObiTb CNPOEKTUPOBAHbI U
N3roTOBIEHbI TaK, YTOObLI 0becnevnBaTb TEXHUHECKUE
N SKCNNyaTauNOHHbIE XAapPaKTEPUCTUKN B COOTBET-
CTBUM C pasgenom 1 Hactoswen tabnuubl. Ocoboe
BHUMAHWE creayert yaensTh:

- BbIBOPpY MCNonb3yemblX matepuanos, 0CODEHHO
NX TOKCUYHOCTU U, NPU HEODXOANMOCTN, BOCNINAMEHS-
eMOCTW;

- COBMECTUMOCTU WUCMOSIb3yEMbIX MaTEPUANoB C
BMONorM4YeckKMMmM TKaHSMKU, KNneTKaMmn u Ou3nonorm-
YECKUMWN XUOKOCTAMWU OpPraHm3ama C y4yeToM Mnpea-
YCMOTPEHHOIo NPUMEHEHUA N3JENNS;

- BbIDOPY UCNONb3yEMbIX MaTepUanoB ¢ y4eToMm,
Npun HEOBXOANMOCTU, X TBEPAOCTU, N3HOCA N YCTa-
NOCTHOW MPOYHOCTW

2.1.2 N3pgenua aonxHobl BblTb CNPOEKTUPOBAaHbI,
N3roTOBIEHbLI U YNAaKOBaHbI TaK, YTOOLI CBECTU K MUHMU-
MYMY PUCK, KOTOPbIN MOXET BbiTb NMPUYUHEH 3arpsa-
HAKWUMMA BEeWwecTBaMmn U NPOYUMM OTXOJaMMW
NPOU3BOACTBA NULUAM, 3aHATbIM TPAHCNOPTUPOBAHW-
eM, XpaHeHNeM 1N IKcnnyaraunen n3genuin B npouec-
ce NeYeHnst C y4eTOM NX Ha3Ha4YeHwus.

Ocoboe BHUMaHNE crneayert yaenstb bnonornyec-
KUM TKaHSIM, KOTOPblE NOABEPrartTcs Kakomy-nmbo
BO3AEUCTBUIC, A TAKKe ANUTENBHOCTU N YAaCTOTE 3TO-
ro BO34eNCTBuUs

A T1.A.
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Mpnoxenve OA

(cnpaBo4HoOe€)

CBeaeHNA 0 COOTBETCTBUMU CCbINMOYHbLIX HALUMOHANbHbIX CTAHAAPTOB
MeXAYHapoAHbIM CTaHA4apTaM, UCNONIb30BaHHbIM B Ka4ecTBe CChINMOYHbIX
B NPUMEHEeHHOM MeXAYyHapoAHOM AOKYMEHTe

Tabnuwua HOA.1

OBo3HavYeHNne CChITOYHOro
HALWMOHAaNbBHOro cTaHaapTa

CTteneHb
COOTBETCTBUSA

OB603Ha4YeHne U HaMMEHOBaHUE CCbINMOYHOTO MEXAYHAPOOHOrO
cTaHaapTa

[OCT P NCO 14155-1—2008

IDT

NCO 14155-1.2003 «PykoBoacTtBo No NpoBeaeHUIO KINMHU-
YECKUX UCMbITAHUN MeaAUUMHCKUX migenun. Yacte 1. Obwume
TpeboBaHUAY

[OCT P NCO 15223—2002

NCO 15223:2000 «MegnumHckne wu3genuns. CumBOIbI,
NPUMEHSEMbBIE NPU MAPKUPOBaAHUN HA MEAULIMHCKNX U3OENUSIX,
3TUKETKaAX N B COMPOBOANTENBHOW AOKYMEHTaLNN»

GHTF/SG1/N43:2005 «MapkupoBka mMeguUMHCKUX Un3ae-
NMn»

[OCT P NCO/TO 16142—2008

NMCO/TO 16142:20060 «N3genuva meguumHckne. PyYKOBO-
ACTBO MO BbIDOPY CTAHAAPTOB, MNOAAEPKUBAICLWNX BAXHEULLNE
npuHUMNbl obecneveHnst 6e30nNacHOCTN U 3KCNNyaTauMOHHbIX
XapakTepUCTUK MEANLIMHCKUX N3OENNN»

GHTF/SG1/N41:2005 «CyuwecTBEHHbIE NPUHLUIMBLI 0becne-
YeHUs BE30MNACHOCTU U SKCNNyaTaUWUOHHbIX XapakTEPUCTUK Me-
ANUMHCKUX N3aennm»

[OCT P MCO/MOK 17050-1—2009

NCO/MOK 17050-1:2004 «OueHka cooTBeTCcTBUA. [lekna-
pauus noctaswmka o cooTBeTcTBUK. Hactb 1. Obwme TpeboBa-
HUA»

GHTF/SG1/N40:2006 «[lpnHumnbl oueHKN COOTBETCTBUS
MEONUMHCKUX U3Oennmy»

[OCT P 51609—2000

NEQ

Hunpektnea 93/42/EEC o1 14 nioHa 1993 r. «O megnunHCKNX
n3genuax», npunoxenme 9 « Kputepmmn knaccnpukaumm»

GHTF/SG1/N15:2006 «[lpnHumnbl kKnaccudukaumm meam-
LWHCKUX N3aernnmn»

BETCTBUA CTaHOAPTOB.

- IDT — naeHTM4YHbIE CTAHOAPTHI;
- NEQ — He3kBMBaneHTHblE CTAHOAPThI.

[TpumeyaHune—B HacToswen Tabnuue Ncnonb3oBaHbl Creaylowme yernoBHble 0603HAYEHNS CTENEHN COOT-
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