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Mpeancnosue

Llenn n npuHumnel ctaHgapTm3aumn B Poccuiickoih ®egepaunn ycTaHoBNeHbl PefepasibHbIM 3aKOHOM
0T 27 gekabps 2002 r. Ne 184-93 «O TEXHUYECKOM perynnpoBaHumn», a npasnna npuMeHeHNs HaunoHanbHbIX
cTaHgapToB Poccuiickoli ®epepaunm — FOCT P 1.0—2004 «CrtaHgapTusauusa B Poccuiickoli ®eaepaumu.
OCHOBHbIE MONOXEHNA»

CBefioHVA 0 cTaHfapTe

1 NMOANOTOB/EH 3akpbiTbiM akyMoHepHbIM 06wecTtBoMm «MEJVUTECT» Ha OCHOBE ayTeHTUYHOro ne-
peBoja Ha pyccKuli A3blK OKYMEHTA, YKa3aHHOro B NyHKTe 4

2 BHECEH TexHuyeckum komuTeToM no ctaHgaptusaumm TK 436 «YnpasneHve kauecTBOM MeauLUH-
CKMX U30ennin»

3 YTBEP)XAEH W BBEAEH B LI,EVICTBVIE Mpukasom PepfepasibHOrO areHTCTBa Nno TeXHUYeCcKoMy
perynmposaHuio n metponornn ot 15 uoHa 2011 r. Ne 127-ct

4 HacToawuii cTaHaapT ABNAeTC MOANMULMPOBAHHBIM MO OTHOLIEHWUIO K MeXAYHapOAHOMY AOKYMEH-
Ty LUeneBoii rpynnbl no rno6anbHoli rapmoHusauymmn (Global Harmonization Task Force — GHTF)
GHTF/SG1/N011:2008 «CBOAHbIA KOMMIEKT TEXHNUYECKON AOKYMEHTAUUN ANST AEMOHCTPALMM COOTBETCTBUSA
CyLLLeCTBEHHbIM MpUHUMNamM obecrnevyeHns 6€30MacHOCTU N OCHOBHbIX (DYHKLMOHA/IbHBIX XapakTepucTuk me-
ANunHCekux umsgemminy  (GHTF/SG1/N011:2008 «Summary technical documentation for demonstrating
conformity to the essential principles of safety and performance of medical devices») nytem nsameHeHus 060-
3HaYeHW KNaccoB pucka MegULMHCKUX U3fennii, KoTopble BblAeNeHbl B TEKCTE KyPCUBOM.

Mpn NpyMeHeHNn HacToALWEero cTaHAapTa pekoMeHAyeTCa NCM0/Ib30BaTh BMECTO CChIJIOYHbIX MeXyHa-
POAHbIX CTaHAapPTOB COOTBETCTBYIOLLME UM HALMOHabHble CTaHAapTbl Poccuiickoli ®egepaunm, cBegeHus o
KOTOpPbIX NpVBEAEHbI B AOMONHUTE/ILHOM NpUIoXeHun JA

5 BBEJEH BIMNEPBbIE

MHopmaLmsi 06 M3MEHEHUAX K HACT oS eMy CTaHAap Ty Ny6nkyeTCsl B €XerofHo u3aaBaeMoM WH-
¢hopMaLMoOHHOM yKa3aTene «HaunoHasbHble CTaH4apThi», & TeKCT U3MEHEHWIi U MONpPaBoOK — B eXeMe-
CSAUHO U3aBaeMbIX MHPOPMALMOHHbIX YKasaTeNsx «HaumoHanbHble cTaHgapThi». B ciyyae nepecmoTpa
(3aMeHbl) MM 0TMEHbI HACTOSALLEr0 CTaHAapTa CoOOTBETCTBYLLee yBefoMeHne 6yaeT ony6/MKOBaHO
B ©XXEMECSYHO M34aBaeMoM UH(DOPMaLMOHHOM yYKasaTene «HaunoHabHble CTaHgapThi». COOTBeTCTBY-
loLLas MHGopMaLLMs, YBeLOM/IeHNE N TEKCT bl pa3mMeLLaln T csl Takxke B MH(OPMaLMOHHO cucTeme o6Lero
nofib30BaHUsi — Ha ohuLMansHOM caliTe deflepaslbHOMO areHTCTBa N0 TEeXHUYECKOMY PErYIMPOBAHUIO 1
MeTposioruv B ceTu HTepHeT

© CrtaHgapTuHdopm. 2011

HacToswuin cTaHAapT He MOXET GbITb MOMHOCTbLIO UM YACTUYHO BOCNPOU3BEAEH, TUPXXMPOBaH U pac-
MPOCTPaHEH B kayecTBe OhMLIMANbHOMO U3fanns 6e3 paspelleHuss defepasibHOro areHTCTBa No TeEXHNYEeCKo-
My perysiMpoBaHuio U METPOosIoriun
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BeeneHve

JlokymeHT «CBOAHBIVi KOMNNEKT TEXHNYECKON AOKYMEHTaL N 4718 AeMOHCTpaLmM COOTBETCTBUSA CyLecT-
BEHHbIM NpUHUMNam obecrneyeHnss 6e30NacHOCTU U OCHOBHbIX (PYHKLMOHASIbHbIX XapakTepucTnk megnumnH-
CKUX u3genuii» paspaboTaH Llenesoit rpynnoii no rno6anbHoit rapMmoHusauun (GHTF) — 0o6poBO/bHbLIM
CO06LLEeCTBOM, COCTOALMM U3 NpeAcTaBnTeNein perynnpyowmx opraHos MegnuLMHCKOV NPOMbILLIIEHHOCTH.

Hactoswwmii ctTaHgapT pa3paboTaH Ana cONMKeHNs pasnyHbIX PeryMpyroLwmnx cCMCTEM B pasHbIX cTpa-
Hax. HacToawmii ctaHfapT npefHasHayYeH ANa perympytoLMx opraHoB 1 OpPraHoB Mo OLLeHKe COOTBETCTBUSA U
npu3BaH o6ecneynTb IKOHOMUYECKN Lies1ecoobpasHblil U pe3ynbTaTuBHbIN NOAX0A K YyNpaBieHnio MeanLuH-
CKAMU M3aenuamu. HacTosilmin cTaHAapT COAEePXMT PeKOMeHAALMN MO COCTaBy U COAEPXKAHUIO CBOAHOMO KOM-
naeKkTa TeXHUYECKOW JOKYMeHTaLuy, NOMOoraloLLero n3roToBUTeNo NpeacTaBuTb B PEryIMPYIOLLWi opraH nnm
opraH o oLeHKe COOTBETCTBUA [OKYMEHTUPOBaHHbIE CBUAETENIbCTBA TOr0, YTO MEAULMHCKOe n3fenme cooT-
BETCTBYET CYLLECTBEHHbIM MpUHLMNaM obecneyeHns 6€30NacHOCTM N OCHOBHbIX DYHKLMOHAIbHbIX XapakTe-
PUCTUK MeANLMHCKUX n3genunii. icnonb3oBaHne CBOAHOIO KOMMIEKTa TEXHNYECKOM foKyMeHTaLMmn Nno3sBonseT
M3roTOBUTESIO U KOHTPONMPYIOLLEMY OpraHy cokpaliaTb puHaHCOBbIe 3aTpaThl, yCTPaHATb TOProBble 6apbe-
pbl 1 o6neryatb 4OCTYN K MEAULMHCKMM U3LENUSAM B MEXAyHapoAHOM MacluTabe.

MexayHapoaHblli [OKYMEHT MOATOTOBMEH UccnefoBaTensckoi rpynnoii 1 (SG1) Llenesoit rpynnbl no
rno6asnbHoi rapmoHusaummn (GHTF). KoMMeHTapum nam Bonpochl O NPYMEHeHN HaCcTOSLLLEro lOKyMeHTa crie-
AyeT HanpaBnsaTb Ha Kadheapy SG1. nogpo6GHOCTM U3NI0XEHBI Ha Beb-caiite www.ghtf.org.
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(GHTF/SG1/N011:2008)

HAUMOHANBbHBIN CTAHOAPT POCCWUWCKOW OEOLEPALUNWN

CBO/JHbIA KOMMEKT TEXHUYECKOW JOKYMEHTALINN
AnAa AEMOHCTPALNW COOTBETCTBUA
CYWECTBEHHbIM MPNHLUWMNAM OBECMNEYEHNA BE3OMNACHOCTU N OCHOBHbIX
OYHKUNOHANBHbBIX XAPAKTEPUCTUK MEANLMHCKNX U3LENNIA

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

[ata Beegenns — 2012—03—01

1 O6nacTb NPUMEHEHUS

1.1 O6ocHoBaHue

M3rotoBUTENb MEAULIMHCKNX U3AENNIA AO/MKEH NOATOTOBUTL TEXHUYECKYHO AOKYMEHTALMI0 Ha CBOU n3ae-
A 1 NogaepXnBath ee B paboyeM COCTOAHUN, a Takke obecneumBaTb CBOEBPEMEHHbIN AOCTYN K JaHHON Tex-
HMYECKO AOKyMEHTaLMKM, AEeMOHCTPUpYIOLLEi, Kak Obl10 pas3paboTaHo, CNPOEKTUPOBAHO W U3roTOB/IEHO
MeanuMHCKoe n3genve. laHHas TexHmyeckas AoKyMeHTauus, 06bIYHO ynpaBnsemMas CMCTEMOW MeHeLKMeHTa
KauecTBa M3roToBUTENS, YacTO ABNAETCA OOLUMPHOW 1 A/IMTCA Ha YacTW, KOTOPbIE MOTYT HaXOAWUTLCS, Hanpu-
Mep. B pasHbIX CTPYKTYPHBIX NoApasfenieHnax UM Ha pasHbiX NPou3BOLCTBEHHbIX NaoLaakax.

CnieflyeT OTMETUTb, YTO KakK A1 pery/ivpyoLero opraHa uim opraHa no oLeHke COOTBETCTBUA, Tak U AN
perynvpyembix oTpacfeli NpoMbIWAIEHHOCTH YA06HO, ecnun ANS BbIMO/IHEHUSA YCTAHOBMEHHbIX AEeACTBUI MO
OLleHKe COOTBETCTBMSA BMECTO NOJIHON TEXHWYECKOWN AOKYMEHTaLUNN NCNOMb3YeTCs CBOAHbIN KOMMNMEKT TEXHU-
YyecKoli AoKyMeHTaumm (fanee — cBOAHbIN KomnnekT. CK) Ha paccmaTpusaemoe usgenune. CBOAHbIA KOMMNNEKT
[O/KeH BbITb NOArOTOB/IEH B YCTAHOB/IEHHOW PerynnpyrowmyMm Tpe6oBaHusMN CyMMapHOA Wn coKpaLleHHO
dopme, Co cTeneHblo geTanmsaunm, 4OCTaToOYHOW 419 Peryimpytowero opraHa nav opraHa rno oleHke cooTee-
TCTBYA. [JOKyMEHTbI, coAepxaliecs B JaHHOM KOMMNIEKTe, A0/MKHbl 6bITb YACTbIO NOIHON TEXHNYECKON [OKY-
MEeHTaLuUN, XpaHaLLeica y N3roToBUTeNs 1 No3BONSAIOLWEN eMy AeMOHCTPUPOBATb, YTO MeMLMHCKOe n3genve,
K KOTOPOMY OTHOCUTCS flaHHas TeXHNYecKas JOoKyMeHTaL s, COOTBETCTBYET CyLLeCTBEHHbIM NpuHLMnam obec-
neyeHuss 6e30NacHOCTM U OCHOBHbIX  (DYHKLUMOHANIbHbLIX — XapaKTepUCTUK  MeAULMHCKUX  n3genuii
(TOCTPUCO/TO 16142).

Hanuune cBogHOro KOMMNIEKTa MOMOraeT YMeHbLUNTb pasnnuuns B Tpe60BaHUAX K JOKYMEHTauum, umeto-
LMecs B pasHbIX OPUCAUKUMAX, COKpaLlas Takum o06pasom (hrHaHCOBbIE 3aTpaTtbl Ha AOCTUXEHUE COOTBET-
CTBUSI perynupyrowmnm TpeboBaHNAaM W nomoras nauuveHtam nosyyuTb AOCTYN K HOBbIM TEXHOIOTUAM U
MeToAMKaM NeyeHns.

1.2 Uenb

HacTosiwwmii ctaHfapT npegHasHadeH ansa obecneyeHnst pykoBoACTBa MHPOPMAaLVOHHBIM HANO/THEHEM
CBOJIHOTO KOMM/EKTa, KOTOPbI He06X0AMMO CObpaTh N NPeAoCTaBUTb B PEry/IMPYIOWUIA OpraH Uam opraH no
OLEeHKe COOTBETCTBMA 415 NPeAnpoAakKHOro aHannsa 1 UCNo/b30BaHUSA Ha MOCNEeNnpPoaxHoW cTagmmu ¢ Tewm,
4TOObI OLEHNTbL COOTBETCTBME PACCMATPVMBAEMOro MEULMHCKOrO N3eNns CyLLeCcTBEHHbIM NpuHLunam obec-
neyeHnsa 6e30NacHOCTN N OCHOBHbIX (DYHKLMOHA/bHbIX XapakTepucTuk MeauLnMHCKUX n3genuii (qanee — cy-
LlecTBeHHbIe NpuHUunbI, CIM).

1.3 O6nacTtb NpUMeHeHuns

HacToswwmit ctaHgapT NpyMeHNM KO BCeM MU3fenusmM, nognajatoLiumM nog onpejeneHme «MeguLmHckoe
nsgenue», yctaHoB/IeHHOE B HOPMaTUBHO-NPaBOBbLIX JOKyMeHTax (Hanpumep, B TOCTPUCO 14155-1), 3a nc-
K/OUYEHNEM MELMULMHCKMX U3LeNniA ANa ANarHOCTUYECKNX UCCNeAoBaHuli in vitro Npo6, NonyyYeHHbIX U3 Tena
yesioBeka.

N3paHue ouunanbHoe
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2 HopmaTuBHBbIE CCbIIKU

B HacTosLeM cTaHAapTe UCnosib30BaHbl HOPMaTUBHbIE CCbINIKM Ha cnefyowue cTaHaapTbl:

FOCT P CO 14155-1—2008 PykoBOACTBO MO NPOBEAEHNI0 KIMHUYECKUX UCMbITaHNA MeAULMHCKINX
usgenuii. YacTb 1 O6wme TpeboBaHus

FOCT P NCO 15223—2002 MepguumHckue nsgenvs. CUMBOIbI, NPUMEHSAEMbIE NPU MapKNPOBaHUY Ha
MeANLMHCKUX N3AeNnsX, 3 TUKeTKax U B CONPOBOANTe/IbHON AOKYMeHTauum

FOCT P NCOI/TO 16142—2008 W3penus meguumHckne. PykoBoACTBO NO BbIGOPY CTaHAapTOB, Noj-
LePXMBAIOLLMX BaXHeLLMe NPUHLMNbLI 06ecneyeHns 6€30MacHOCTU U 3KCNya T auMOHHbIX Xapak TepucT vk
MeLMULUMHCKNX N3aenuii

FOCT P NCO/M3K 17050-1—2009 OueHka cooTBenoTBuA. [Jeknapauns nocTaslinKa O COOTBET-
cTBun. YacTb 1 O6wme TpeboBaHus

FOCTP 51609—2000 W3genusa meguumHckme. Knaccudgukaumsa B 3aBUCUMOCT M OT NOTEHLNabLHOro
pucka npumeHeHuns. O6Lre TpebosaHus

MpumeyvyaHune — Mpu NONb30BAHUN HACTOALWMNM CTaHA4apTOM LenecoobpasHo NpoBepuTh AelicTBUE CChl-
JIOYHbIX CTaHAAPTOB B MH(POPMALNOHHOW cucTeEMe 06l Eero Nonb3oBaHWs — Ha ouuuansHoMm caliTe defgepansbHOro
areHTCcTBa N0 TexXHN4YeCKoOMy perysimposaH1Mio 1 MeTpoNornm B ceTu V|HTepHeT nnn no exerogHo nsgaBaeMomMmy NH-
opmMauMoHHOMYyKasaTento «HauuoHanbHble CTaHAapThi», KOTOPbLIN 0ONYy6AMKOBAH NO COCTOAHUIO HA 1sSiHBaps Teky-
wero roga, n no COOTBETCTBYHOLWNM eXeMECAYHO n3gaBaemMmbim VIH(*)OpMaLI,VIOHHbIM yKasaTenam, OI'Iy6ﬂVIKOBaHHbIM B
Tekyuem rogy. Ecnun cCbiNOYHbIA CTaHAapT 3aMeHeH (I/I3MeHeH), TONpun NONb30BaHUN HaACcTOAWMM CTaHaapTOM cne-

fyeT pyKOBOACTBOBATHLCA 3aMeHAWNM (M3MEHEHHbIM) CTaHAapT oM. Ecnu cCcbiNoYHbIN cTaHfgapT OTMeHeH 6e3 3a-
MeHbl. TO NON0XEeHUe, B KOTOPOM JaHa CCblJIka Ha Hero, MPMMeHAeTCA B YacTU, He 3aTparvBalLL el 3Ty CCbiNKy.

3 TepMuUHbI 1 onpeaeneHns

B HacTosLem cTaHAapTe NpUMeHeHb! creaytoLive TePMUHbI C COOTBETCTBYIOLLMMM OnpeaeneHnamu:

3.1 crtaHpapT, nogaepXxuBarWwnii cywecTBeHHble NnpuHuunebl (recognised standard): CraHaapT,
obecneyvBaoLLnii NPe3yMNLUMNI0 COOTBETCTBMSA KOHKPETHbIM CYLLLECTBEHHbLIM NpVHLUMNam obecneveHns 6es-
0NacHOCTY 1 OCHOBHbIX PYHKLMOHANbHbIX XapakTepucTuk MeguumHekux nsgenuii (FTOCTP NCO/TO 16142).

3.2 TexHunuyeckas gokymeHTauus (technical documentation): [oKymeHTUpPOBaHHblE CBUAETENLCTBA,
06bI4YHO ABNSIOWMECH BbIXOLOM CUCTEMbl MEHEMKMEHTa KayecTBa, AeMOHCTPUPYIoLLMe COOTBETCTBME U3ge-
A CyLLLeCTBEHHbIM MpUHLUMNamM obecneyeHns 6e30NacHOCTU M OCHOBHbIX (DYHKLMOHAIbHBIX XapakTepucTuk
meguumHcknx nsgenuii (FOCT P UCO/TO 16142).

4 TloarotoBKa M MCNOJSIb30BaHME CBOAHOIO KOMIJIEKTa

4.1 TMoparotosKa

M3roToBUTENN MEAULMHCKUX U3LENNIA AOMKHBI AEMOHCTPUPOBATL COOTBETCTBUE AaHHbIX U3LENuii Cy-
LECTBEHHbIM NPUHLUMNAM o6ecneyeHnst 6e30MacHOCTU Y OCHOBHBIX (DYHKLMOHA/IbHBIX XapakTepuUCTUK Meau-
LIMHCKMX U3aennii nocpeacTBOM MOAFOTOBKMA U XpaHEHUA TEXHUYECKOoW AO0KYMeHTauuu, nokasbiBaloLien, Kkak
Kaxzoe MeAnUMHCKoe n3fenne 66110 pa3paboTaHo, CPOEKTVPOBAHO 1 U3rOTOB/IEHO, U cofepXalleil onuca-
HUSI 1 0GBSACHEHNS!, HEOBXOAMMbIE AN1S1 MOHUMaHWUSA NPeAYyCMOTPEHHOTO U3rOTOBUTENIEM MPUMEHEHNS AAHHOTO
MeAMLMHCKOro U3Aenus, Npu3BaHHOro o6ecneunBaTb ykasaHHOE COOTBETCTBUE. [aHHYH TEXHUYECKYH [OKY-
MeHTaLuo 06HOB/AT MO Mepe Heo6X0AMMOCTM A5 TOro, YTOObI OTPa3UTb TEKYLLUIA cTaTyc, cneyudmkauum u
KOHGMrypaumio MeguLMHCKOTo N3genus.

B LeNsX OLEHKN COOTBETCTBUA U3rOTOBUTENb (DOPMUPYET CBOAHBIA KOMMMIEKT TEXHUYECKON [OKYMEHTA-
LMK 13 UMetoLLelicst NONHO TEXHUYECKO OKYMeHTaLUM Ha MenLMHCKoe n3aenve, o6ecneynsas TEM cambim
4NA perynupyioLLero opraHa/opraHa no oLeHke COOTBETCTBUS CBMAETENLCTBA TOr0, YTO paccmaTpuBaemoe me-
AVUVHCKOE n3genve COOTBETCTBYET CYLLECTBEHHbIM NpuHUuMnam. CBOAHbIN KOMMIEKT OTpaxaeT craTyc Meau-
LUMHCKOTO W34ENNsi B KOHKPETHbIi MOMEHT BpeMeHu (Hanpumep, Ha NPeAnpOAaXKHON cTagum npu
paccMOTPEHWUMU AOKYMEHTALMMW WK, MO TPEGOBAHMIO PerysimpyioLLero opraHa, 4151 NoCNENPOAaXHbLIX LEenei);
€ro NoAroTaBNBAKT A/151 OLEHVBaHWSI COOTBETCTBUSA PeryMpyloLLiMM Tpe6oBaHusm. Ha pucyHkax 1 v 2 noka-
3aH MH(POPMALMOHHBI NMOTOK, HAUMHAS C MOJSIHON TEXHUYECKOl LOKYMEHTaLUW 1 3aKkaHuYMBasi CBOAHbIM KOM-
MAEKTOM.

2
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CBOAHbIi KOMNEKT peKkoMeHAyeTCs MNOAroTaB/MBaTb Ha fA3blke, TpebyeMoM perynvpyloLwmm opra-
HOM/OpraHom no oLueHKe COOTBETCTBUS.

Fny6vHa 1 cTeneHb feTanusaummn nHdopmalum, cogepxalleincs B CBOAHOM KOMMNEKTe, 3aBUCAT OT:

- knaccudmkaumy paccmaTtpuBaemoro MeguLnHCKOro n3genuvs;

- C/IOXHOCTU paccMaTpuBaeMoro MenLUnHCKOro U3aenus;

- UMeeT /M faHHOoe MeJMLUMHCKOE U3eNine HOBYIO TEXHOOTUIO;

-0TNIN4aeTCA I NMPUMEHEHUEe rOTOBOTO0 MEAWULMHCKOTO U3Aenusi OT NepBOHaYa/lbHOro MNpUMeHeHus,
npeaycMOTPEHHOTO U3roToBUTENEM;

- ABMIAETCA I MeAULMHCKOE U3fiesine HOBbIM /18 U3rOTOBUTESS;

- accouumpyeTca v AaHHbIV TUN MEAULMHCKOTO M3AEeNNs CO 3HAUMTENIbHbIM YC/TIOM HE6NaronpuATHbLIX
(HexenaTenbHbIX) COOLITUIA, BKIOYASA OLUNMOKN NPUMEHEHWS;

- BK/IIOYAET /I MeAVNLMHCKOE U3JeNMe HOBbIe UK MOTeHLMaIbHO OnacHble MaTepuassbl;

- 3aTparuBaeT NN AaHHbI TN MeAWNLMHCKOTO U3Aenns KOHKpPeTHble Npo6aemMbl B 061acTu 3gpaBooxpa-
HeHus.

CBOJHbIi KOMNNEKT [O/MKEH CoAepXaTb CyMMapHy UHOpMaL Mo No Bbi6paHHbIM TemMaM, Noapob-
Hyl0 MHhOpMaLmMio N0 HEKOTOPbLIM creunanbHbiM Temam (MPUBEAEHHbIM HMXE) 1 Tabnuuy cooTBETCTBUSA
MeANLMHCKOrO M3fenus CylecTBEHHbIM NpuHUMNam obecnevyeHnss 6e30MacHOCTU M OCHOBHbIX QDYHKLMO-
HaNbHbIX XapakTepUCTUK MeanLUHCKUX n3gennii (ganee — Tabnmua coOTBETCTBUS CYLLECTBEHHbLIM NPUH-
uunam). flaHHas uHgopmauus MoOXeT BK/IYaTb B cebs, Hanpumep, KpaTtkoe onucaHue [OKYMEHTOB,
UTOTOBYI WHOPMaLMI0, NPOaHaNn3MpOBaHHY0 BbICWUMM PYKOBOACTBOM, WM. Korga LenecoobpasHo,
MMelLMnecs B HaMM4Ynm ynpasnseMble JOKYMEHTbI, JOCTAaTOUYHbIE AN Nepejayy OCHOBHOW UHopmaylmmn 1
Nno3BoIA0LLNE NPOBEPAIOLWEMY NLY NOHATb CYyTb Bonpoca. Tabnumua cCOOTBETCTBUA CYLLLECTBEHHbBIM NMPUH-
uunam paspaboTaHa Kak 4acTb TEXHUYECKOW AOKYMEHTaLun U3rotToBUTeNns 1 AosHkHa 6biTb JOKYMEHTOM,
yrnpas/isiemMbiM CUCTEMON MeHepKMeHTa KayecTBa U3rotosnTens. OTo0 No3BosseT obecneynTb KpaTkuii 06-
30p CYLL,ECTBEHHbIX MPUHLUMNOB U NAEHTURULMPOBATL TE U3 HUX. KOTOPbIE MPUMEHMMbI K paccMaTpuBaemo-
My MeAULUHCKOMY U3fAenunto, BblIOpaTb MeTof AeMOHCTpauuum COOTBETCTBUS MEeAULMHCKOro u3fenus
KaX[loMy OTHOCALLEMYCS K HEMY CyLLeCTBEHHOMY NPUHLMNY M 06eCcneynTb CCbISIKY Ha flOKYyMEHTbI, noaaep-
XMBaloLWmne KOHKPETHbIW CyLeCTBEHHbIA NPUHLMN. HecmMoTpsa Ha TO. YTO Ha NoAAepXMBatOLLNE AOKYMEHTbI
pekoMeHAyeTCa UMeTb CCbIfIKM B Tabnuue COOTBETCTBUA CYLECTBEHHbIM NPUHLMNAM, TO/IbKO HEKOTOPbIe
13 3TUX AOKYMEHTOB CfieAyeT BKOUYaTb B CBOAHbIV KOMNMAEKT. YNOMSAHYTbIE CCbI/IKU Ha NogaepxusatroLme
[OKYyMeHTbl 06n1eryatoT BbINO/IHEHWE 3anpoCcoB OT perynupytoLero opraHa/opraHa no OLeHKe COOTBeT-
CTBMA. o6ecneunBas NosyvyeHne AONOMHUTEbHON nHdopmauun.

4.2 Wcnonb3oBaHWe CBOAHOMO KOMMJEKTa Ha NpeAnpoAaxHoi ctagun

Ha npepanpopaxHoli cTagun CBOAHbIM KOMMIEKT MOAroTaBAMBalOT M NepejatT B PerynupyoLLni
opraH/opraH rno oLeHKe COOTBETCTBUA A1 MEANLMHCKNX U3AeNnii knaccoB 26 1 3. AN MeANLUHCKUX U3aenuii
KknaccoB 11 2a CBOAHbIN KOMMAEKT NOAroTaBMMBAIOT M NMepejaloT TONbKO No TpebGoBaHWMIo perynvpytoLiero
opraHa/opraHa no oueHke COOTBETCTBUA (CM. PUCYHOK 1).

MpumevaHwunsn

1 Ans MeAULUHCKNX n3gennii knaccos 1u 2a. Korga CBOAHbI KOMNIEKT NOAroTaBANBaOT N0 Tpe6oBaHMNIO, N3roTo-
BUTENb [0/XEH GblTb TOTOB COGpPaTh ¥ NepeAaTb CBOAHbI KOMNIEKT B NEPUOA BPEMEHU, yKa3aHHbIi peryampyowmum opra-
HOM/OpPraHoMm no oueHKe COOTBETCTBUA. [laHHbIi Nepnoj MoXeT 6biTb OUEHb KOPOTKUM.

2 Konuu nepefaHHOro CBOAHOIO KOMMNEKTa [OJ/DKHbI XPAHUTbLCA U3roTOBUTENEM ANA 6YAYLNX CCbINOK.
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PucyHok 1— Mcnonb3oBaHue CBOAHOIO KOMMAEKTa Ha NpeAnpoAaxHoW ctaguu

4.3 Vcnonb3oBaHve CBOAHOIO KOMMJ/EKTa Ha nocnenpo,qa)KHon ctaguu

Ha nocnenpogaxHoli cTagnn perynvpyoLLmii opraH/opraH no oueHke COOTBETCTBMA MOXeT 3aTpe6oBaTb
CBOJHbI KOMMNIEKT HA paccMaTpuBaeMoe MeauLMHCKoe n3genue nn6o Ana uccnefoBaHns COOTBETCTBUS Me-
AVILMHCKOro n3genus knacca 1unm 2a. nnbo Ans uccnefoBaHnsa NPOAO/KAOLLLErocs COOTBETCTBUSA MeANLMH-
cKoro m3genua knacca 26 wnn 3 (CM. pUCyHOK 2). CBOAHbIA KOMMEKT 06bIYHO He UCMOMb3YT B LEnsx
nocnenpoaxHoro uccneoBaHnst HebnaronpuATHbIX (HeXenaTesbHbIX) COObITUI G0 AR COOBLLEHUS WH-
dopmauun. cogepxaleiica B NOCeNpoAaxXHbIX PErMCTPaLMOHHBIX 3anncax, M6o ANA coo6LLEeHNa AaHHbIX
nccrnefoBaHniA, B KOTOPbIX UCMOMb30BaHbl Pa3/inyHble BUAbI MHGOPMaLun.

MpumevyaHuns

1 WN3roToBUTENb JO/XEH GbITb FOTOB COGPaATh U NepefaTb CBOAHbI KOMN/IEKT B NepNOJ BPeMeHW, yKka3aHHbIi pery-
NVpPYOLWMM OpraHoM/opraHom Mo oLeHke COOTBETCTBUSA. [JaHHbIl Nepnos MOXeT GblTb O4EHb KOPOTKUM.

2 Konuu nepefaHHOro CBOAHOr0 KOMM/IEKTa JO/KHbI XPaHUTLCA N3roToBUTENEeM ANA GyAyLIUX CCbIMOK.
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PucyHok 2 — Mcnonb3oBaHne CBOAHOrO KOMMNAeKTa Ha NocnenpofaxHoi craguu

4.4 Vcnonb3oBaHUe CBOJHOrO KOMMJEKTa A/ COO6WEeHUss 06 U3MEHEHUAX B perynupyroLunii

opraH/opraH no oLeHKe COOTBETCTBHUS

Ecnv pnsi BHECEHVSI N3MEHEHUSI B MEAULIMHCKOE U3fenne Heo6X0oAMMO NpeaBapuTesibHoe 0j06peHne
perynupyoLLero opraHa, To 4/1s ero nosiyuYeHunsi MOXHO UCMo/b30BaTh CBOAHbIA KOMMNEKT. A5 aTux ueneii 6y-
[leT NoAroTOB/MEH OTAEe bHbIN PYKOBOASALMIA [JOKYMEHT.

5 OnucaHne MeANLNHCKOrO U3aesnst U ero TEXHUUYECKUX XapaKTepPUCTUK,
BK/1HOYasi BapuaHTbl 1 MPUHaAIEXHOCTH

51 OnucaHne MeAULMHCKOTO n3genusa

CBOJHbI KOMNIEKT AO/HKEH cofepXaTb CeAyLLy0 MHOPMaLMIO, ONUCHIBAIOLLYIO MeAULIMHCKOe 13-
jenve:

a) obuiee onucaHve, BKNOYasa NpeAyCcMOTPEHHOE NpUMeHeHne MeguLMHCKOro U3aenus:

b) NpefycMOTpEeHHbIX Nonb3oBartesieil n 3aboneBaHns, KOTOPbIE MOXHO ANArHOCTMPOBaTb U 1eYnTb C
NOMOLLbIO paccMaTpvBaeMoro MeguLMHCKOro U3fenns, a Takke gpyrue akropbl, Hanpuvep, kputepuu ot6o-
pa nauueHTos;

C) NPVHUMMbI 4eACTBUA MEeLULMHCKOTO U3fenus;

d) knacc pucka ¥ MpUMEHMMble KiaccudUKaLMOHHbIE MpaBuia COrNacHO YCTAHOB/IEHHbIM B
FOCT P 51609 npuHumMnam knaccudmkaymm MeanLmHCKUX N3aenuii;

e) 06bSACHEHWE HOBbIX CBONCTB 1 XapakTepucTUK MeAnLMHCKOro n3aenus;

0 onucaHvie NPYHAANEXHOCTENR, APYIMX MeAULIMHCKUX U3genuii n nsfenuii, He ABNALWMUXCA MegULINH-
CKUMW, HO NPeayCMOTPEHHBIX A1 UCNONb30BaHNA B KOMOUHaUUM C paccMaTpuBaeMbiM MeAULUHCKUM U3je-
nvewm;

[1) onucaHue U NosHbIV NepeyeHb pasINyHbIX BO3MOXHbIX KOHbUrypaumit/sapmaHTos paccMmaTpusae-
MOro MeauLnHCKOro n3genus;
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h) obwee onucaHne OCHOBHbIX (DYHKLMOHAsNbHbLIX 3/1EMEHTOB, Hanpumep, 4acTeli U KOMMOHEHTOB
(BKNtOYan nporpamMmHoe obecneyeHmne npu ero Haamuum), nx QOPMysIMPOBKK, CoCTas, PYHKLMOHANbHbIE BO3-
MOXHOCTW. pn HEOBXOAMMOCTY MOXET MPUCYTCTBOBATbL WIIIOCTPATUBHbIA MaTepuan (Hanpumep, guarpam-
Mbl, dhoTorpacmv U PUCYHKM), YETKO AEMOHCTPUPYIOLNIA OCHOBHble 4acTW/KOMIOHEHTbI MELMULMHCKOro
n3nennsa n BKIYaLWni B ceba NOACHUTE bHbIE HAAMUCK, AOCTaTOUYHbIE AN MOHUMaHUA PUCYHKOB M fuar-
pamm:

i) onucaHue maTepmanos, BXOAALMNX B COCTAB OCHOBHbIX (DYHKLMOHA/bHBIX 3/1IEMEHTOB, a TaKkke Mare-
pvanos. BCTynatwLyX B HEMOCPEeACTBEHHbIA WM ONOCPeAOBaHHbIA KOHTaKT C Te/IoM YesioBeka, Hanpumep,
npu 3KCTpakopnopasibHOl LMPKyNsiLumM 61M0I0rMYecKnX XuakocTei.

5.2 TexHu4yeckoe onucaHne meguLUHCKOro nsgenus

CBO/HbI KOMNIEKT [O/KEH COLEPXaTb NepeyeHb OCHOBHbIX XapaKTepUCTUK, pa3MepoB 1 aKcnayaTauu-
OHHbIX CBOWCTB MEAULIMHCKOTO U34euUsi, ero BapuaHToB U NpUHaANeXHoCTel (BXoAALWMX B 061aCTb NpUMeHe-
HWSA CBOAHOIO KOMMEKTa), KOTOPbIA, Kak MNpasBwio, MMEeTCA B TEXHUYECKOM OMUCaHUW MeLULMHCKOro
n3genus, LOCTYNHOM KOHEYHOMY MoJfib30BaTesnto, Hanpumep, B 6poluopax, katanorax u T. n.

5.3 Ccblnika Ha NoAo06HbIE 1 NpeAblaywne BapuaHTbl MeAULMHCKOTO n3genus

B cnyyae Heo6xoAMMOCTM AeMOHCTPaLMM COOTBETCTBUSA CYLLLECTBEHHbIM NPUHLUMNaM 1 npegcTaBneHuns
06LLMX CBEAEHNI CBOAHBI KOMMNEKT [O/MKEH codepXaTb KpaTkoe onucaHue.

a) npegbligyLinx NOKOSEeHN paccMaTpnuBaeMoro MeguUVHCKOro U3fenus, ecny TakoBble CyLecTBOBa-
nw:

b) MOAOGHbLIX MEANLIMMCXUX U3AENNIA, UMEIOLLMXCA HA PErMOHANbHBIX Y MEeXAYHAPOAHbIX PbIHKaX.

6 MapkupoBka

Kak npasusio, CBOAHbIA KOMMNEKT JO/KEH cofepxaTb Habop BCEX MapKMpOBOK, OTHOCALMXCA K pac-
cMaTpuBaemMomy MeULMHCKOMY U3fennto, U nepeyveHb A3bIKOBbIX BAPUAHTOB A/18 CTPaH, B KOTOPbIX 6yaeT pe-
annM3oBaHo gaHHoe MeauunHekoe nsgenne (FOCT P NCO 15223). NHdopmauma no MapkMpoBaHMio fO/IXHA
BK/tOYaTb B Ce6S:

- MapKMPOBKN Ha MeAULIMHCKOM U3AEeNNn U ero yrnakoBke;

- UHCTPYKLUUW NO NPUMEHEHNI0 MeAULMHCKOTO U3aenus;

- pek/iaMHble MaTepuasbl.

Habop mMapknpoBOK A0/mKeH 6biTb Ha sA3blke, TpebyeMOM peryavpyloLinM OpraHoMm WauW OpraHoM no
OL|EHKEe COOTBETCTBUA.

7 NHdopmauma no NpoekTMpoBaHMIoO 1 NPOU3BOACTBY

7.1 TlpoeKTupoBaHue MOAULUHCKOTO n3genua

CBOAHbI KOMMIEKT AO/MKEH coAepXaTb MHOpMaLuio, NO3BO/IAIOLLYI0 KOHTPOIMPYOLWEMY ULy nosy-
yaTb 06Llee npeacTaB/ieHne 06 OCHOBHbIX CTaAMsAX NPOEKTMPOBAHNS pacCcMaTpuBaeMoro MeanLnHCKOro ns-
penuvs. Tpu 3TOM AaHHYK MHOpMaUnio Henb3si UCNofib3oBaTb BMecTo 6osiee nofpobHoit uHdopmauuu,
KoTopas TpebyeTcs AN ayamMTa CUCTEMbl MEHeMKMEHTA KayecTBa Wan 415 APYroi AeATEeNbHOCTU N0 OLeHke
COOTBETCTBUA. YNOMSHyTass UHpopMaLnss MoOXeT 6bITb NpeacTaBneHa B Buae 6/710K-CXeMbI.

7.2 TIpon3BOACTBEHHbIE NPOLECCHI

CBOAHbI KOMMIEKT AO/HKEH COAEPXKATb MHChOPMaLUO, NMO3BOJIALLYI0 KOHTPOSIMPYOLWEMY NnLy Nony-
yaTb obLlee npeAcTassieHVe O NMPOU3BOACTBEHHbIX npoLueccax. Mpy aTOM AaHHY UHOpMaLno HeNb3sa nc-
nonb3oBatb BMecTo 6osiee noApo6HOM WHgopmauuu, KoTopas TpebyeTca ANnsa ayauTa  CUCTEMbI
MeHe[)XMeHTa KayecTBa Uau A4J1s Apyroi AesaTeNbHOCTY MO OLeHKE COOTBETCTBUA. YNOMSAHYTan nHdopmauns
MOXeT 6bITb NpeAcTaBneHa B Buae 6/10k-CXeMbl NPOLECCOB, Aalolleli, HanpuMmep, o6liee npeacTaBieHne o
npou3BoACTBe, cO0pKe, BCEX 3aKMUMTENbHbIX UCAbITAHUAX MEAULMHCKOrO 13Aesmsa n 06 oKoH4aTeslbHOM
ynakoBke roToBoro MeguLMHCKOro u3aenus.

7.3 Tpon3BOACTBEHHbIE NOLWAAKN

[ns BUaoB feAaTenbHOCTH, OnUcaHHbIX B 7.1 1 7.2. CBOAHbIV KOMMIEKT JO/MKEH NAEHTU(ULMPOBATL NPO-
N3BOACTBEHHbIE NOLWAAKN, Ha KOTOPbIX 3TN BUAbI AeATEe/IbHOCTU OblN BbINOJSIHEHbI. ECY ANA faHHbIX Nio-
Wagok nMerTcs cepTudmkaTbl CUCTEMbI MEHEMKMEHTA KayecTBa WM PaBHOLLEHHble AOKYMEHTbl, TO OHU
O0/KHBI 6bITb MPUIOXEHbI K CBOAHOMY KOMM/IEKTY.

6
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8 TaG/Mua COOTBETCTBMSA CYLLECTBEHHBLIM MPUHLMNAM

CBOJHbII KOMMNEKT [O/MKEH BKIOYaTb B ceba Tabnuuy COOTBETCTBUSA CYLLECTBEHHbIM MPUHLMNAM,
onpeaensioLyto:

a) CyLecTBEHHble MPUHLUWNbI:

b) MPUMEHUM NN KaXAbli CyLEeCTBEHHbIA NPUHLMN K paccMaTpMBaeMOMy MeLULMHCKOMY W3Aennto 1
€C/IN HeT, TO noyemy:

c) meToA(bl), NCNoNb3yeMmblii(ble) 418 AeMOHCTPAL MU COOTBETCTBUSA paccMaTpMBaemMoro MeauLMHCKOro
n3genusa Kaxgomy npvMeHMMOMY CYLLECTBEHHOMY NPUHLMNY:

d) ccbinky Ha npumBHsieMbIli(biB) MeToA(bl) (HaNpUmMep, cTaHAapT):

€) TOYyHOe HaMMeHOBaHue fokymeHTa(oB). ob6ecneymBaroLlero(Ux) CBUAETENbCTBO COOTBETCTBUS KaXkK-
[OMY NpYMeHSeMoOMYy MeTogay.

[ns gemMoHcTpaumm cooTBETCTBUS MOXHO MCNO/b30BaTh OfWH UM HECKOJIbKO CeAyroWwmnx MeTo40B:

a) cooTBeTCTBME MeToAaM, NoAAePXUBAIOLMM CYLLLEeCTBEHHbIE NPUHLMMBI, UK APYTUM CTaHhapTam;

b) COOTBETCTBME OOLLENPUHATLIM B NPOMBbILLIEHHOCTU METOAAM WCTbITaHWIA:

C) COOTBETCTBME MeTOoAam WCMNbITaHWi, NPUHATLIM B A@HHO opraHusaumu;

d) oueHnBaHWe JOKNVHUYECKNX U KITUHUYECKNX faHHbIX (CBUAETeNbCTB):

€) cpaBHeHue ¢ NoA0OHbIM MeAULNHCKUM U3AeNNeM, YXXe BbIMyLeHHbIM B NPOAAXY.

Tabnvua CoOTBETCTBMA CyLLECTBEHHbIM MPUHLUMNAM A0/MKHA BKOYaTh B ceba nepekpecTHble CCbIKN
Ha kax/joe CB1AeTeNbCTBO COOTBETCTBUS Kak B MOJTHON TEXHUYECKON AOKyMEHTaL N, HaXxoAsLWencs y n3roto-
BUTENSA, Tak U B CBOAHOM KOMM/IEKTe.

O6pasel, TabnuLbl COOTBETCTBUSA CYLLECTBEHHbIM NPUHLMNAM NPUBELEH B NPUAOXEHUN A.

9 OCHOBHble pe3y/ibTaTbl aHa/IM3a U YNpaB/ieHUss PUCKOM

CBO/HbI KOMNEKT JO/MKEH COAepXaTb KpaTkuil nepeyeHb PUCKOB, MAEHTUMULMPOBaHHBIX B NpoLiecce
aHanusa pucka, 1 onucaHue cnoco6oB ynpaBieHUs AaHHbIMU PUCKaMU B LLENSIX CHMKEHUS WX [0 A0MNYCTUMOTO
YPOBHS. MpeanouTUTesIbHo, YTo6bl AaHHbIA aHa/IM3 PUCKOB Gbl/T OCHOBAH Ha CTaHAapTax, NoAAepPXUBaKOLLIMX
CyLleCTBeHHble MPUHLWMbI, U AB/S/ICA YaCTblo NiaHa MEeHeMKMEHTA PUCKA U3TOTOBUTENS.

10 [desATeNbHOCTb MO BepudmKaumm U Banvaauum

10.1 O6wume nonoxeHuns

CBO/HbI KOMNAEKT AO/MKEH COAEPXaTb AOKYMEHTbI N0 Bepudmkal v 1 Banugauun. Mpu aTom cTeneHb
AeTanusauuy MoxeT ObITb pasnnyHon (cm. 4.1).

Kak npaBuno, B CBOAHOM KOMMJIEKTE JO/MKHbI OblTh KPATKO U3/I0XKEHbI pesynbTaTbl Bepudukaumm n sa-
nvgauun, NpeanpuHATLIX AN AeMOHCTpauuy COOTBETCTBUA MPUMEHUMbIM CYLLEeCTBEHHbIM MpUHLMNAaM, co-
depxaiive:

a) pesynbTaTbl TEXHUYECKUX UCMbITAHWIA;

b) pes3ynbTaTbl NabopaToOpPHbIX UCMbITAHWIA:

C) pe3ynbTaTbl UCNbITAHWUI B YCIOBUAX, UMUTUPYIOLUX IKCMNyaTaLNOHHbIE!

d) pesynbTaTbl UCMbITAHUIA HA XWBOTHbLIX A4/19 AEMOHCTPALMN TEXHNYECKON NPUMEHNMOCTM 1 foKa3a-
TenbCTBa NPaBUIbHOCTU KOHLEMNLMM rOTOBOrO MEeAULMHCKOTO U3Aenns:

e) Bce ony6/MKoBaHHbIe UCTOYHMKM KacaTe/lbHO paccMaTpMBaemMoro MeAuLMHCKOro u3aenus wam no-
[OOHbIX MEAULMHCKNX U3OeNniA.

WHopmauns o Bepudmkalmm n sanugaunm MoXeT Takke BKoYaTb B cebs:

a) Jeknapauuio/cBuaeTenbCcTBO COOTBETCTBUA cTaHAapTy(am). noggepxusatoiemy(Mm) CyLecTBeH-
Hble MPUHLMMbI, ¥ KPaTKOe N3M10XEHNE faHHbIX, eCNN B YNOMAHYTOM(bIX) CTaHAapTe(ax) He ycTaHOBMEHbI KpK-
Tepuy NpUemKkm:

b) Aeknapauuio/cBUAETEIbCTBO COOTBETCTBUSI 0NyG/MKOBAHHOMY(bIM) cTaHaapTy(am). KOTopblli He
6b111 0hMLMaNBHO NPUHAT, C 060CHOBaHVEM ero (MX) MPUMEHEHNSA, N KpaTKoe N310XEeHNe AaHHbIX, eC/n B yno-
MAHYTOM”) cTaHAapTe(ax) He yCTaHOB/IEHbI KPUTEPUU NPUEMKN,

C) Aeknapauuio/cBuAeTeNnbLCTBO COOTBETCTBUA NpodeccnoHasibHOMY(bIM) PYKOBOACTBYEM), NPOU3BO-
actBeHHoMy(bIM) MeToAy(am) unu Mmetoay(am). UCMob3yeMbIiM B OpraHnsaLum, ¢ 060CHOBaHUEM KX NPUMeEHe-
HMA, ONMCaHWeM [aHHbIX MeTOAO0B W KpaTkoi MHdopmauueli co CTeneHbio AeTanusauuun, nos3sonsiwoLien
OLEeHNTb ee A0CTaTOYHOCTb;
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d) 0630p 0ny6/IMKOBAHHbLIX UCTOYHMKOB KacaTe/lbHO paccMaTpuBaeMoro MeauuUMHCKOro usgenvsa unm
NoAo06HbIX MeAULMHCKNX N34enuii.

Kpome Toro, ecnn npMMEHMMO K paccmaTtprBaeMomy MeAnLMHCKOMY U3eNnto, CBOAHbIA KOMNAEKT J0/1-
XeH coepxaTb Nogpo6Hyto MHhopMauuio o:

a) 6uonornyeckoli COBMECTUMOCTY;

b) NeKapCcTBEHHbIX CPeACTBaXx, BXOAALWMX B COCTAB pacCMaTpMBaeMOro MeauLMHCKOro U3enusi, BKKO-
Yyasi MH(OpMaLMI0O 0O COBMECTUMOCTM AAHHOI0 MEAMWLMHCKOTO U3AEeNUst C AaHHbIMU NeKapCTBEHHbIMU cpe-
AcTBaMU;

c) 6uonormyeckoin 6€30NacHOCTU MEeLULMHCKNX U3AENNIA, BKIHOYAOWMX B CeOSt KNEeTKU, TKaHW UIn ux
npou3BOAHbIE, B3ATbIE Y Ye/IOBEKA U/IN XKNBOTHBIX;

d) meTogax ctepunusauuu;

e) Bepudukaumn 1 Baimaauum NnporpaMMHoOro o6ecneyeHus;

f) uccnepoBaHMAX Ha XMBOTHbIX, 06GECMEUNBAIOLLMX NPSIMble CBUAETENbCTBA 6€30MacHOCTH, U OCHOB-
HbIX (hYHKLMOHA/bHbIX XapakTepucTUKax paccmaTpyBaemMoro MeamLMHCKOro u3gennsi, 0CO6eHHO ecnu He
NPOBOAW/IUCH K/TMHAYECKNE UCTbITAHUSA AHHOTO MeANLMHCKOro n3aenus;

) KNIMHNYECKMX AaHHbIX.

CBO/Hbli1 KOMNNEKT JOMMKEH COAepPXaTb NOAPOGHY0 MHPOPMAaLMIO O Ns1aHe UCNbITaHWA, MPOTOKO/IbI UC-
NbITAHW UK CCNefoBaHNiA B NOSTHOM 06bEME, MeTOAb! aHann3a NoslyYeHHbIX AaHHbIX BAOMNOIHEHVE K pe3to-
MUPYIOLWUM U K pesynbTatam WCnbiTaHuii. Ecnn He Gblnyv NpoBefeHbl HOBble WUCMbITAHUA, TO CBOAHbINA
KOMNIEKT AO/IKEH BKIOYaTb B ce6s1 060CHOBaHVE PELUeHWst 0 NPOBEAEHUN VUM HENPOBEAEHWUN UCMbITAHWI
(Hanpvmep, ucnbiTaHWe GUOSIOTNYECKO COBMECTUMOCTM WAEHTUYHBIX MaTepuanoB Obl/1I0 NMPOBEAEHO Npu
BK/IIOUYEHMM AaHHbIX MaTepuasnioB B NpeablayLlyto, BBeEeHHY0 B o6palleHne Bepcuto paccMaTpMBaemMoro mMme-
AVLMHCKOTO u3genust). JlaHHoe 060CHOBaHME MOXET ObITb BKIHOYEHO B Tab/MLy COOTBETCTBUSI CYLLECTBEH-
HbIM NPUHLMNaM.

10.2 buonornyeckass COBMeCTUMOCTb

CBO/HbIl KOMMIEKT AO/KEH COAEepXaTb NepeyeHb BCeX MaTepnasioB, HaXo4ALWMXCSA B HENOCPEeLCTBEH-
HOM WM ONoCcpef,0BaHHOM KOHTaKTe C nauueHToM Waun nonb3osartenem. Ecnv gns Toro, 4ytobbl oxapakrepuso-
BaTb om3nyeckne, XumMuYeckme, TOKCUKOMOrmyeckme u 6Guonornyeckne xapakTepucTvku Matepuana,
HeobXxo4MMO NPOBECTU UCNbITAHUA B1ONOrMYECKO COBMECTUMOCTH, TO B CBOAHBIA KOMMJIEKT criegyeT BK/0-
YUTb NOLPOOGHYI MHOPMALMIO O NPOBEAEHHBIX UCMbITAHUAX, MPUMEHEHHbIX CTaHAapTax, NPOTOKoAax UCMbl-
TaHWiA, aHanM3 faHHbIX N KpaTKoe U3M0XeHWe pesynbTatoB UChbiTaHui. cnbiTaHusa cnefyeT NpoBOAUTL Ha
obpasuax rotoBoro, NPOCTEPUIN30BAHHOIO (EC/IN NOCTABAAETCA CTEPUIbHBIM) MEANLMHCKOTO U3genus.

10.3 JlekapcTBeHHble cpefcTBa

Ecnun meanumHckoe n3genve BkIovaeT B cebs nekapcTBeHHoe(ble) CpeacTBo(a), TO CBOAHBIA KOMMNAEKT
[O/KEH cofepxaTb NnogpobHyo nHopmaunio o npumeHsemMom(biX) nekapcTBeHHOM(bIX) cpeacTBe(ax), ero
(MX) MAEHTUYHOCTU U ncTounmnke(ax), NpuumMHe ero (UX) BKIOYEHUS B MeaULMHCKoe u3genve, 6e3o0nacHoCTn
NPUMEHEHUS N MeXaHW3Me BO34eliCTBUA NPy NpesyCMOTPEHHOM MPYMEHEHUN.

10.4 Buonornyeckass 6e30nacHoOCTb

CBOAHbI KOMNEKT AO/IXEH COAEpPXaTb NepeyeHb BCEX MaTepuasnoB XWBOTHOTO WM YeNOBEYECKOTo
MPOUCXOXAEHUA, CMOJIb30BAHHbIX B paCCMaTprBaeMoM MeAULIMHCKOM n3genun. CBOAHbIN KOMMIEKT AO/DKEH
cofepxaTb NoApo6HY0 MHhopMaLmMio 06 3TUX MaTepuanax, OTHOCALLYIOCS K BbIGOPY UCTOYHWUKOB/AOHOPOB,
B3ATWIO NP06, 06paboTKe, XPaHEHWIO, UCCeA0BaHNI0 U 06paLLEeHNI0 C TKaHAMU, KIeTkaMu W BellecTBamu
XXMBOTHOTO W Y4E/10BEYECKOTO MPOUCXOXAEHNS.

B cBOAHbIVi KOMNIEKT CeayeT BKAYaTb pe3ynbTaThl BaiMaaummn npouecca, NoATBEPXatoLLmMe Hanu-
uMe NPOV3BOLCTBEHHbIX NPOLEAYP, MUHUMU3NPYIOLLKUX GUOOTMYECKAE PUCKU, B YACTHOCTU B OTHOLLIEHUN BU-
pycoB 1 Apyrux Bo3byauTeneli 6onesHei.

Takke cnefyeT BkIo4aTb MOMHOE ONMCaHWe CUCTEMbl XPaHEHUs 3anuceli, MO3BOMALLEl ocylie-
CTBASITb NPOCNEXMBAEMOCTb OT UCTOYHUKOB MaTEPUAOB 0 FOTOBOIO MEANLMHCKOTO U3aenus.

10.5 Crepunusauus

B Tex cnyuyasx, korga paccmaTprBaemMoe MeguLyHCKOe u3aenve nocTaBsieTcs CTePUIbHBIM, CBOAHbIN
KOMMNEKT AO/MKEH COAEpXaTb NoApo6HY0 MHopMaLMio 0 NepBoHaYanbLHOM BanMaaLMmy npouecca cTepuun-
3auuu. BK/OYasA UCTIbITaHWSI HA GMOIOTMYECKY0 HArpysKy, Ha/lMume NUPOreHHbIX BELLEeCTB, HasMyme ocTaTou-
HOrO KO/IMUEeCTBa CTEPUIU3YIOLLErO BellecTsa (ec/iM NPUMEHUMO) Y Ba/IMAALMI0 NPoLecca ynakoBbIBaHUs.
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Kak npasuno, nogpo6Hasa nHgopmauus o Banugauuy o/HKHa BKAYaTb B Ce6A NPUMEHEHHbI MeTog,
JOCTUTHYTBIA ypoBeHb obecrneyeHns CTepubHOCTU, NPVMEHEeHHble CTaHAapTbl, MPOTOKOA CTepunsauuu,
pa3paboTaHHbI B COOTBETCTBUN C JAHHBIMW CTaHAAPTaMU, Y KPaTKOe N3/10XKEHNE NOJTyYEHHbIX Pe3y/ibTaToB.

Heobxoanmo Takxe obecneunTb CBUAETENLCTBO NPOAO/HKAlLWEroca cratyca Banugauuv npouecca
cTepunusauun. Kak npasuio, npy aTOM cregyeTt NpMHUMaTb Mepbl UK Noyyatb CBUAETENIbCTBO NOBTOPHON
Ba/IMAaLuum NpoLeccoB ynakoBbIBaHUS 1 CTEPUIM3ALUN.

10.6 Bepudmkauusa n Banmgaums nporpamMmHoro obecneyeHus

CBO/HbI KOMNAEKT AO/MKEH COAEPXaTb MHChOPMALMIO O NpoLecce NPOEKTMPOBaHNA 1 pa3paboTkun npo-
rpaMMHOro obecrneyeHmsa 1 CBUAETENLCTBO BavaaLMm nporpaMMHOro obecneyeHns, Cnosib3yemoro B roto-
BOM MeAWUMHCKOM wu3genun. [laHHas wuHgopmauns 06bI4HO BkIYaeT B ceba kpaTkoe W3NoxXeHune
pe3ynbTaToB BCEW AeATeNbHOCTY NO Bepudmkauuv, Baimgauum U pesynbTaTtoB UCMbITaHUMA, BbINOMHEHHbIX
Kak B opraHv3auun-n3rotosutene, Tak 1 B Mogennpyemoi unm peanbHOR oKpyxatoLLei nonb3osaTtens cpeje
[0 3aK/MYNTENIbHOrO BbiNyCcka MeAuUMHCKOro m3genus. [laHHas vHopMauna fo/KHa Takke BKIYaTb B
cebsa Bce MMetowwmecs KoHdurypauumn annaparHbiX CpeacTs 1, Korga npuMeHNMo, onepaumoHHble CUCTEMSI,
NAEHTUMULMPOBaHHbIE B MapKMPOBKe.

10.7 NccnepoBaHUA Ha XXUBOTHbLIX

Ecnu gna o6ecneyeHns COOTBETCTBUS CYLLECTBEHHbIM NpuHUMNaM 6blav NPeanpuHATLI NcCneoBaHns
Ha >XMBOTHbIX, TO CBOAHbIA KOMNMIEKT AO/DKEH COAEPXaTb NOAPOOHYI0 MHopMaLMio 06 3TUX NCCef0BaHNAX.

B cBOAHOM KOMM/IEKTE AO/MKHbI GbITb ONMCaHbI LLeNn faHHbIX UccnefoBaHnii, MeToA0N0rUs, pesynbra-
Tbl. @aHAUIU3 U 3aK/THOYEHUS, @ TakkKe COOTBETCTBME NPUHLUMNam Haanexatiein nabopaTtopHoii npakTuku. Cneay-
eT Takke onucaTb 060cHOBaHue {1 orpaHM4yeHuns) BbIbopa KOHKPETHOTO 3KCNEePVMEHTaIbHOTO XNBOTHOTO.

10.8 KnuHu4yeckoe cBnaeTenbCcTBO

CBOAHbI KOMMNAEKT AO/MKEH COAEpXaTb KNNHWYECKOe CBUAETENbCTBO, AEMOHCTPUPYIOLLEE COOTBET-
CTBME paccMaTprMBaeMoro MeguLMHCKOro n3genns NpUMeHUMbIM CyLLLeCTBEHHbIM NpuHUMnam. laHHoe KnHu-
yeckoe CBUAETENbCTBO [O/MKHO OblTb OMOPM/IEHO Tak. Kak OnuMcaHo B OT4YeTe O KIUHUYECKUX
ncnbitTaHusax/imccnegosanusax (TOCT P NCO 14155-1).

11 dopmar cBOAHOrO KOMIJIeKTa

HecmoTps Ha To, UTO HACTOALLMIA CTaHAAPT He COAEPXKUT KOHKPETHBLIX pEKOMeHAaL Wi no dhopmaTy cBo-
HOTrO KOMMJIEKTA, U3TOTOBUTE/SIM W KOHTPOJIMPYIOLWMM OpraHam peKoMeHAyeTCsl BK/loYaTb B CBOAHbIA KOM-
NEKT 3/IEMEHTbI, ONUCAHHbIE B HACTOsILLEM CTaHAapTe (onMcaHue MeAMLMHCKOTO u3genusi, cneyudukaumio
Ha MefULVHCKOe n3fenue v T. o).

12 [eknapayms cCOOTBETCTBUA

[eknapayms cooTBETCTBUSA He SIBMSIETCA COCTABHOW YacTbio CBOAHOrO kKoMmnsaekra. OgHako oHa MOXeT
6bITb NPUCOEAMHEHA K CBOAHOMY KOMIJIEKTY B KAUYECTBE NPU/IOXKEHMUSA NOC/IE OLEeHMBaHUSA cooTBeTCTBUSA. COo-
JepxaHue geknapauuun cooTsetcTBus npusegeHo B FTOCT P MCO/M3K 17050-1.
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Mpunoxexnune A
(cnpaBo4yHoe)

Tabnuua coOTBETCTBUS CYL,ECTBEHHbIM MPUHLMNAM

Ta6nuuya CooTBETCTBUSA CYLLECTBEHHBIM NPUHLMNAM MOXET 6biTb UCMOMb30BAHA PEry/IMPYOLWUMI OpraHamMu, opra-
Hamun No oueHKe COOTBETCTBUA W U3FOTOBUTE/ISIMU; OHA NO3BO/ISET GbICTPO MOHATH, Kak M3roTOBUTE/b AEMOHCTPUPYET CO-
OTBETCTBME KOHKPETHOTO MEAMLMHCKOTO M3AeNNs CywecTBEHHbIM NpMUHUKMNAM o6ecneyeHns 6€30NacHOCT U OCHOBHbIX
PYHKLNOHANbHBIX XapakTepucTUK Me UL NHCKUX n3aenuii. Tabnuua COoTBETCTBUSA CYLWECTBEHHbIM NPUHLMNAM NO3BONSET
TakxKe Nerko naeHTUUUNpoBaTh JOKYMEHTbI U AaHHble, HEOGXOANMbIE B LieNAAX OLEHKM COOTBETCTBUS.

CopaepxaHue TabnnLbl COOTBETCTBUSA CYLWECTBEHHbIM NPUHLMNAM MEHSAETCS B 3aBUCUMOCTN OT KOHKPETHOTO Meau-
LMHCKOTO n3genus. INs CNOXHbIX MEANLUHCKNX U3aenuit Tabnnua 6yAeT cogepxaTtb 60/bll0e YUCIO CChITIOK HA CTaHAap-
Tbl. MPOTOKO/IbI UCMbITAHWIA W ApyTUe [OKYMeHTbl. B Takux cnyuvasix Tabauua COOTBETCTBMS CYL|ECTBEHHbIM MPUHLANAM
MOXET GbITb O4YeHb ASINHHOI. OUYeHb NPOCTbie MeAULUHCKNE U3fenns ByayT UMeTb MeHee 06LWUPHbIE TabULbl COOTBET-
CTBUS CYLLECTBEHHbIM NPUHLMNAM, I. K. MHOTUE CYLLLeCTBEHHbIE NPUHLUMNLI He 6YAYT BocTpe6oBaHbl. B aTux cnyyasix B 1ab-
NNLbI COOTBETCTBUSA MOXET GblTb BK/TIOYEHO MUHMMAsIbHOE YUC/IO0 NOAAEPXKNBAIOLUX CChIOK.

Huxe npueefeH pekomeHAgyeMmblii popmaT TabnnLbl COOTBETCTBUSA CYLECTBEHHbIM NpuHuMnam. Mogrotoska Ta6-
NNLbI C UCNO/Ib30BAHMEM JaHHOTO chopmaTta nosiesHa Ans aHannmaa COOTBETCTBUA MEAULWNHCKOTO N3 enns CyLeCTBEHHbIM
npuHumMnam. MocnegosartesibHOe NPUMeHeHWe AAHHOro hopmarta MoAAEepXVWBAET rapMOHU3ALMI0 MeXAy PasnyHbIMu
O PUCANKLUAMMA.

Tab6nuyy COOTBETCTBMSA CYL|ECTBEHHbIM MPUHLMUNAM 3aNOMHAKT ClefylWnmM 06pasoMm.

a) WpeHTudwmKaums MeauLNHCKOro n3genus

M3roToBUTENb [O/IKEH UAEHTUMDULMPOBATE MEAULMHCKOE U3Aenne U. eciu NPUMEHUMO, passiMyHble KOHdurypa-
uun/BapuaHTbl. OXBaTbiBaeMble Ta6nnLeil COOTBETCTBUSA CYLLECTBEHHbIM MPUHLMUNAM.

b) MPYMEHMMOCTb BHECEHHOTO B Tab/iMLy COOTBETCTBUSA CYLW€CTBEHHOIO MeToAa K MEAULVHCKOMY M3[ennto

MPUMEHUM NN BHECEHHbIN B TabnuLy CyWECTBEHHbI NPUHLWN K paccMaTpuBaemMoMy MeAULUHCKOMY W3AEeNnio.
OTBeT MOXeT 6biTb NM60 NONOKNUTENbHbBIM, NM60 OTpMULaTeNbHbIM. ECIM OTBET OTpULaTeNbHbINA, TO B CTON6LE, 03ariaBs-
NIeHHOM «MeToA, NpUMeHsieMblil AN AeMOHCTPaLNM COOTBETCTBUS», A0/KHO 6bITh U3/TIOXEHO KpaTkoe 060CHOBaHME.

Mpumep — AN MEAVMUMUHCKOTO N3AENNS, HE BKIOYAKLWero B ce6s 6Mosornyeckne BewecTea, OTBeT Ha
cyu,ecTBeHHbIV npuHyun 5.8.2 6yaeT oTpuuaTeNbHbIM, @ B cCTO0N6Ue, 03arnaBfeHHoM ssMeTog, NpuMeHsie-
Mbll AN AeMOHCT pauum cCoOoTBeTCTBUA*, 6yLeT M3N0XeHO crejywuiee o6ocHoBaHWe: sMenyMHCKoe usge-
Nne He BK/loyaeT B ceba GMONOrMYecKue BelecTBa».

c) MeTop, NnpUMeEHSAEMbI ANSA feMOHCTpauMn COOTBETCTBUA

B gaHHOM cTOon6ue M3roToBUTE/b [JO/IXEH YCTAHOBUTb MeToA(bl). BblGpaHHbIii(bie) AnA AeMOHCTpaunu cooTBeT-
CcTBMA: cTaHfapT(bl). nogaepxuBatWwnii(ne) cywecTBeHHble NPUHLMNbLI, MeToA(bl) UCNbITAHWIA, NPpUMeHAeMblii(ble) B Npo-
MbIW/TEHHOCTN WU B fAaHHOW opraHusauun: cpaBHUTeNbHoe(ble) nccnepgoBanune(Ms) navm gpyroin(ue) NnpuMeHeHHblli(ble)
meTop(bl).

d) Ccblnika Ha meToj

YcTaHOBUB MeTOA B npeabiagywiem ctonbue, B JaHHOM cTon6ue U3roToBUTENb A0/KEH NPUBECTU HAUMEHOBaHUE U
CCbINKY Ha cTaHgapT(bl). noagaepXxuBawWwmnii(ne) cywecTBEHHbIE MPUHLUNBLI, MeTOA(bl) UCNbITAHWIA, NPpUMeHsieMblii(ble) B
NPOMbILWIEHHOCTW UMW B faHHOW opraHn3aunu, cpasHuTenbHoe(ble) nccnegosanune (Ma) unu 4pyroit MeTos, NPUMEHEHHbI
AN AeMOoHcTpauuu cooTBeTcTBMA. [lNA cTaHAapToB crneAyeT NpuBeECTU faTty W. Npu HeobxoaumocTu, pasgen(s) n
NYHKT(bl), AEMOHCTPUPYIOLWNE COOTBETCTBME KOHKPETHOMY CYLLECTBEHHOMY NMPUHLMNY.

e) Ccbliika Ha noATeepxAanlimne AOKYMEHThbI

[laHHbI cTonGewl, AO/MKEH COAEPXaTb CCbINIKY Ha (hakTUYECKYy TEeXHUYECKYI JOKyMeHTaLuuio, 4EMOHCTPUPYOLLYIO
COOTBETCTBME CyW,eCTBEHHbIM NPUHLMUNAM, T. €. cepTuukaTbl, NPOTOKOMbI UCMbITAHUI, NPOTOKONLI Bannaaunmn, aHanutu-
Yeckume oTYeTbl NN APYTUe OKYMEHTbI, NOSABUBLUMECS B pe3ybTaTe NPUMEHEHUA KOHKPETHOTO MeToAa feMOoHCTpaLymu co-
OTBETCTBUA. @ TakXe Ha MeCTOHaxoXAeHne faHHbIX OKYMEHTOB B CBOAHOM KOMMIeKTe.

MpumeyaHnne — MpusegeHHan HUKe Tabauua npegHasHayeHa TOMbKO 418 CNPaBOYHbIX Leneil. CyuecTBeH-
Hble NPUHLUUMbLI, NepeyYuncsieHHbie B nepsom ctonbue, B3aTel u3 FOCT P MCO/TO 16142.
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Tab6nuya A 1—Tabnuua cCoOTBETCTBUA CYLWECTBEHHbLIM NPUHLUNAM

MeauumHcKoe n3genve.

MpumeHum nun Meron,

CyLLeCTBEHHbIV NPUHLMN K MeANLMHCKOMY

n3gennio
COOTBETCTBUA

1 O6wwne TpeboBaHUA

1.1 MegauuuHckue unsgenua (ganee — usgenuns)
LOSKHbI GbITb CNPOEKTUPOBAHbI M U3TOTOBMEHbI Tak.
4YTO6blI NPM MCNONB30BAHUN UX MO HA3HAYEHWIO B HAfA-
nexauimx ycnosuax n (npn Heob6xogumMocTun) c npume-
HEHMEM TEexXHW4Yeckux 3HaHuii, onbiTa, o6pasoBaHusA
WN NOATOTOBKN MOTEHUMANbHbLIX NONIb30BATENEN OHU
He nogBepranu pucky KNMHU4Yeckue ycnosus unu Ge-
30NacHOCTb NauueHToB Nn6o 6e30MacHOCTb U 3A40-
poBbe nonb3oBaTenein unu  gpyrux nuu; nobboie
pUCKU, CBA3AHHbIE C UX MPUMEHEHUEM, AO/KHbI 6bITh
A0NYCTUMBIMW U MEHbWMUMW, YEM NpuUHOCUMAs Mno-
Nb3a nayneHTy, a Takke COOTBETCTBOBATb BbICOKOMY
YPOBHIO 3aWMTbl 340p0OBbS M 06ecneveHus 6esonac-
HOCTU

1.2 PeweHna, nNpuWHATbIE U3rOTOBUTENEM Npu
NpoeKTUPOoBaHUN U pa3paboTke U3gennid, LONXKHbI CO-
0TBETCTBOBATb NpMHUMNAM 6e30MacHOCTU C y4eToM
COBPEMEHHOT0 COCTOAHUSA HayKu N TEXHUKU.

YT106bl BbIGpaThb Hambonee npasBu/ibHble pelle-
HWUA. N3rOTOBUTENb B CAEAYIOLWEM NOPAAKEe AO/DKEH:

- UAEHTUMULNPOBATL OMACHOCTM U CONYTCTBYIO-
LMe UM pUCKW, CBA3AHHbIE C NPefyCMOTPEHHbIM Npu-
MEHEHWeM WKW NPOrHO3MPYEMbIM HenpaBWU/IbHbIM
1MCNoNb30BaHUEM MeJULUHCKOTO N3aenns;

- UCKMYaTb UM YMEHbLATb, HACKO/IbKO 3TO BO3-
MOXHO. puckn (o6ecnevenne 6e3onacHocTu nsaenus
Ha aTanax NPoeKTUPOBaHUA U pa3paboTku).

- NPYHMMAaTb, NO BO3MOXHOCTW, COOTBETCTBYHO-
e 3alUTHbie Mepbl, BkIl4as, rge Heo6xogumo,
cpabaTtbiBaHWe TPEBOXHOI curHanuMsauuu B criydyae
HEBO3MOXHOCTW NCK/IOYEHNA PUCKOB;

- nHhopmupoBaTb nonb3oBaTeneli o6 ocrtaToy-
HbIX pUCKax, BO3HMKAKOLWMUX NPU HaANU4UM HepgocTat-
KOB B NpeAnpuHATLIX cnoco6ax 3aluTbl

1.3 W3penus Ao/mkHblI PYHKLMOHMPOBATb B COOT-
BETCTBUM CO CBOMM Ha3HAYeHWEM U GblTb CNPOEKTHU-
poBaHbl. M3rOTOBJIEHbl W YynakoBaHbl Tak. YTOObI
BbINOMHATb OAHY WIN HECKOIbKO PyHKLWIA N3 odhmum-
anbHO yTBEPXAEHHOW 06n1acTy NPUMEHEHUSA KOHKPeT-
HOr0 MEeAULMHCKOTO u3genuns

1.4 TexHuyeckue un akcnayaTalMOHHbIe XapakTe-
PUCTUKM  MEAULWNHCKNX W3Aenuid, onucaHHble B
1.1—1.3 HacTosiweli Tabnuubl, He AOMXHbI OKa3bl-
BaTb BpefHOe BO3jeiliCTBME HACTONbKO, 4TOGbI noj-
Bepratb PUCKY K/IMHUYECKME YCNOoBUA, a Takke
6e30MacHOCTb NaLMeHTOB W APYrUX NuL B TevyeHue
cpoka CNnyx6bl M3fenunsa, ykasaHHOro usroTosutenem,
ecnu m3genne Haxo4uUTCA B HOPMasbHbIX YCN0BUAX
aKcnayaTauum u noggepxusaeTca B paboyem cocTos-
HUM Hapnexawmum o6pasom W B COOTBETCTBUU C
VNHCTPYKUMAMU M3rOTOBUTENSA

npumensiemblii g Cebinka Ha

ZLeMOHCTpaLmn MeToa

FOCT P 54329—2011

Ccbinka Ha noa-
TBEPXAAOLLME
[OKYMEHTbI
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OKOHuYaHue Tabnuubl A.1

MegaunuuHckoe nagenve:

CyLLeCTBEHHbIV NPUHLMN

1.5 M3genns foMKHbI 6bITb CNPOEKTUPOBAHDI, U3-
roTOB/MEHbl U yNnakoBaHbl Tak. 4UTOGbI UX TEXHUYECKue
1 3KcnayaTaluoHHble XapakTepUCcTUKN NpU NCNoNb30-
BaHWMW N0 HA3HAYEHUIO He NCNbITbIBANN BPEAHOT0O BO3-
AelcTBUA NpU  TPaHCNOPTUPOBAHUM W XPaHeHWW,
OCyLWecTBNAEMbIMU B COOTBETCTBUU C UHCTPYKLUAMMN
M C y4eToM UH(OpMaLUyM M3roToBuTENS

1.6 Mpn yHKUMOHMPOBAHUN B COOTBETCTBUM C
HazHa4YeHWeM Mnosib3a OT NPUMEHEHUS MeANLUHCKOro
n3fenua AoNXHa npesblllaTh Bpej OT Hexenatesb-
HbIX MOBGOYHbIX 3P heKTOB

2 Tpe60oBaHWsA K NPOEKTUPOBAHWIO U pa3paboTke

2.1 Xumwnyeckue, pusnyeckme n 6uonormyeckne
csolicTBa

2.1.1 WN3penus AO/KHbI GbliTb CNPOEKTUPOBAHbBI U
M3roTOB/IEHbI TaK. YUTOGbI 06ecneunBaTh TEXHUYECKME
N 3KCnnyaTauWoOHHble XapakTepucTuku B COOTBET-
cTBUM € pa3genom 1 Hactosuwel Tabnuuybl. Ocoboe
BHUMaHue cneayeT yaenstb:

- BbIGOPY MCNONb3yeMblX MaTepnanos, 0CO6eHHO
X TOKCMYHOCTW U, NP HEOGXOA4MMOCTU, BOCNIAMEHSI-
emMocTu;

- COBMECTUMOCTW WCMNONb3YyeMblX MaTepuanos ¢
6MONOTMYECKUMWN TKAHAMU, KNeTkaMu n usnonorun-
YeCKUMMN XMAKOCTAMM OpraHusMa c yvyeTtom npeg-
YCMOTPEHHOro NpUMeHeHUs n3aenus;

- BbIGOPY MCNOMb3yeMbiX MaTtepuanosB C yyeToM,
npuM Heo6XoAUMMOCTHW, UX TBEPAOCTU, N3HOCA W ycTa-
NIOCTHOW NPOYHOCTH

2.1.2 N3pgenna [JOMXKHbI 6GbiTb CNPOEKTUPOBAHbI,
N3roTOB/EHbl N yNakoBaHbl Tak. YTOGbl CBECTU K MUHU-
MyMY pPUCK, KOTOPbIA MOXeT 6biTb MPUYMHEH 3arpsas-
HAOWWUMU  BelecTBaMn U MPOYUMU  OTXOAaMu
nNpou3BOACTBA NULLAM, 3aHATbIM TPAHCNOPTUPOBAaHU-
eM, XpaHeHneM U akcnnyaTtauuein nsgenwnii B npouec-
ce /leYeHNs C yH4eTOM WX Has3HauvyeHus.

Oco6oe BHUMaHWe cneayeT yaenaTb 6unonorunyec-
KAM TKaHAM, KOTOpble MNOABEeprawnTcs Kakomy-nn6o
BO3/eiiCTBUIO, @ TakKe ANNTENbHOCTN U YacToTe 3To-
ro Bo3gencraus

n . 4.
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Mpunoxexnne OA
(cnpaBoy4HOE)

CBefleHnsA 0 COOTBETCTBUM CCbISTOYHbIX HALMOHA/IbHbIX CTaH4APTOB
MeXAayHapoaHbIM CTaHA4apTamMm, UCNONb30BaHHbLIM B Ka4eCTBe CCbI/TOYHbIX
B NPUMEHEHHOM MeXAYHapOoaAHOM OOKYMeHTe

Tab6nuuya [JA1

O603Ha4YeHne CCbII0YHOro CreneHb O603HaYeHne U HaMMEHOBAHWE CCbITOYHOrO MEXAYHAPOAHOro
HaLMOHaNbHOro cTaHgapTa COOTBETCTBUA cTaHgapTa
FOCT P NCO 14155-1—2008 0T NCO 14155-1:2003 «PyKoBOACTBO NO NPOBEAEHUIO KITNHW-
YBCKMX WUCMNbITAHUA MeauuuHCcKux usgenunin. Yacte 1. Obuiue
Tpe6oBaHua*
FOCT P NCO 15223—2002 oT NCO 15223:2000 «MepuuyunHckne wusgenua. CUMBOIbI,

npuMeHsAeMble NpU MapKNupoBaHUM HA MeULUHCKUX U3AeNnax,
3TUKETKax U a conpoBOAUTENBHOI AOKYMEHTALNN»

GHTF/SG1/N43:200S «MapkupoBka MeAULUHCKMX wusge-
nnii»

FOCT P NCONMIO 16142—2008 0T NCO/TO 16142:2006 «W3penusa mepuuyuHckue. PyKoOBO-
[ICTBO MO BbIGOPY CTaHAapPTOB, NOAAEPXMUBAOLLNX BaxHellLne
npuHUKUNBL o6ecneyeHnss 6e30NacHOCTU U IKCMyaTaLMOHHbIX
xapaKkTepucTuk MeAULNHCKUX n3fenmnin*

GHTF/SG1/N41:2005 «CyuiecTBeHHble NPpUHLMNbLI 06ecne-
YeHna 6e30MacHOCTW U 3KCNyaTaluMOHHbIX XapakTepUCTuK me-
AVLUHCKNX n3gennit»

rOCT P NICO/M3K 17050-1—2009 0T MCO/M3K 17050-1:2004 «OueHka cooTeeTcTBUA. [lekna-
pauus nocTasuiMKka o cooTBeTCcTBUK. YacTb 1. O6wue Tpe6oBa-
HUA»

GHTF/SG1/N40:2006 «lMpuHUUNLI OLEHKN COOTBETCTBUSA
MeAULUHCKUX U3fennii»

FOCT P 51609—2000 NEO AvpekTtnsa 93/42/EEC ot 14 nioHa 1993 r. «O MeanLUHCKUX
n3genunax», npunoxeHue 9 «Kputepun knaccudukaynm»
GHTF/SG1/N 15:2006 «MpuHuunbl knaccudukaumm mepu-
LMHCKNX n3aennin»

MpumeyaHune — BHacToAweh Tabnvye ncnonbL3oBaHbl cneaytollne ycaoBHble 0603HAYEHNA CTEMEHU COOT-
BETCTBUSA CTaHAAPTOB:

- FOT — nAeHTUYHblIe CTaHfapThl;

- NEO — HeakBMBaNeHTHble CTaHA4apThl.

13



FOCT P 54329—2011

YOK 616-7:658.562:006.354 OKC 11.040.01 P20 OKIT 94 4000
KntoueBble cnoBa: CBOAHbIV KOMMIEKT TEXHUYECKOM AOKYMEHTaLUW, AEMOHCTPALUS COOTBETCTBUSA, CYLLECT-

BEHHbIe NnpuHUunebl, obecneyeHne 6e30MacHOCTU, OCHOBHbIE beHKLlI/IOHaI'IbeIe XapakTepucTtnuku, megnunH-
Ckoe unspenune
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