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Mpeancnosne

Lenu 1 npuHuunel cTaHaapTusauun B Poccuiickon degepalim yctaHosneHsl ®egepanbHbIM 3aKOHOM
oT 27 nekabps 2002 r. Ne 184-P3 «O TeXHNYECKOM PErynMpoBaHUn», a npasuna NpUMMeHeHUs HalMoHabHbIX
ctangapToB Poccuiickoin degepaumm — FOCT P 1.0—2004 «CtaHgapTusaums B Poccuiickon deaepaunn.
OcHOBHbIE NOMOXEHNSA»

CBepeHus o ctaHgapTe

1 NMOArOTOBIEH 3akpbITeiM akunoHepHbIM o6wectBoMm « MEAUTECT» Ha ocHOBe ayTeHTUYHOrO ne-
peBoda Ha PyCCKUM A3bIK JOKYMEHTa, YKasaHHOro B NyHKTe 4

2 BHECEH TexHu4eckMm KoMUTETOM Mo cTaHaapTusaumm TK 436 «YnpasneHue kauecTBOM MeanLNH-
CKUX U3genniny

3 YTBEPXXOEH W BBEJEH B AEWCTBWE Mpukasom deaeparnsHoro areHTCTBa No TeXHUYECKOMY
perynuposaHuio u metponorum ot 15 noHst 2011 r. Ne 127-ct

4 HacTtosiwuid cTaHgapT SABNsieTCA MOANMDULMPOBAHHBLIM MO OTHOLLEHUIO K MEXAyHapoaHOMY AOKYMEeH-
Ty Uenesoi rpynnbl no rnobanbHoi rapmoHusauun (Global Harmonization Task Force — GHTF)
GHTF/SG1/N011:2008 «CBoAHbIN KOMMNIEKT TEXHUYECKON AOKYMEHTaLWN ANs AEMOHCTPaLMU COOTBETCTBUA
CyLLeCTBEHHbIM NpuHLUMNamM obecneyeHnst 6€30MacHOCTU U OCHOBHBIX (PYHKLUMOHAMBHBIX XapakTepucTuk Me-
auunHeknx  msgenuniny  (GHTF/SG1/N011:2008 «Summary technical documentation for demonstrating
conformity to the essential principles of safety and performance of medical devices») nyteM nameHeHuns o6o-
3HaYeHWIA KNaccoB pyUcka MEAULMHCKUX U3AENNIA, KOTOPLIE BblAENeHbl B TEKCTE KYPCUBOM.

Mpu nprMeHeHNU HacTosALLIero cTaHaapTa pekoMeHayeTCs UCNoMNb3oBaTh BMECTO CChINIOYHbIX MexayHa-
pOAHBIX CTaH4aPTOB COOTBETCTBYIOLME UM HaLoHanbHbIe cTargapTel Poccuiickoin ®egepaunn, ceeaeHusa o
KOTOPbLIX NpUBEAEHbI B 4OMONHUTENBHOM NpunoxeHun JA

5 BBE[AEH BINEPBbLIE

UHpopmatus 06 usmeHeHUsIX K Hacmosiwemy cmaHOapmy rybrukyemcsi 8 exe200H0 u30agaeMoM UH-
gopMalyUoHHOM yKkazamerie «HayuoHabHble cmaHOapmbl», @ MEKCM UMEHeHUU U rornpasoK — 8 exeme-
CsIYHO u30asaeMbix UHOPMaUUOHHbIX yKazamensax «HauuoHansHele cmaHOapmei». B cnydae nepecmompa
(3aMeHbi) unu ommMeHsi Hacmosiueao cmaHdapma coomeemcemsyroujee ysedomiieHue 6ydem ornybriukosaHo
8 eXXeMecsIYHO uszdasaeMoM UHpOpMaUUOHHOM yKasamerne «HauyuoHarnbHble cmaHOapmbly». Coomeemcmey-
rowast uHgbopMauusi, yeeOomirieHue U MeKCmbl pasmMelaromest makxe 8 UHGhopmMalUuoHHOU cucmeme obujezo
onb308aHUs — Ha oghuyuansHoM calime @edepanbHo20 azeHmemea o MexHUYeCKoOMy peayupos8aHuio u
Mempornoauu 8 cemu YlhmepHem

© CraHngapTtuHdopm, 2011

HacTosiwuii cTaHaapT He MoXeT BbiTh MOMHOCTbLI0 UMK YACTUMHO BOCMPOU3BEAEH, TUPaXNPOBaH 1 pac-
MpocTpaHeH B KayecTBe oduLmMansHoro nsaaHnsa 6es paspelueHs deneparnsHOro areHTCTBa Mo TeXHUYECKo-
My perynmpoBaHuio U MeTposiorim
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BBegeHue

[okymeHT « CBOAHbIA KOMMAEKT TEXHNYECKON AOKYMEHTaLMn Ans AeMOHCTpaLun COOTBETCTBUSA CYLLIeCT-
BEHHbIM NpuHUMnam obecneveHns 6e30MaCHOCTN N OCHOBHBIX (DYHKLMOHAMbHBIX XapaKTepucTuK MeauLuuH-
CKUX u3genuid» paspaboTaH Llenesoit rpynnoi no rnobanbHoi rapmoHusaumm (GHTF) — go6poBonbHbIM
co0bLEeCcTBOM, COCTOSILLIUM U3 NpeAcTaBUTENen perynmpyowmx opraHoB MeAULUHCKON NPOMBILLNEHHOCTW.

HacTosawuit ctaHaapT paspa6otaH Ansa conukeHUs pasnuuHbIX perynupyoLmx CUCTEM B pasHbiX CTpa-
Hax. HacTosmi cTangapT npeaHasHayeH Ans perynmpylowwmx opraHoB U OpraHoB Mo OLeHKe COOTBETCTBUA U
npu3BaH obecneunTb 3KOHOMUHECKU LieriecoobpasHblil U pe3ynbTaTUBHBIA NOAXOA K YNPaBAeHUo MeauUmnH-
CcKUMU nsgenuamn. Hactoawuin ctaHgapT coaepXUT pekoMmeHAaLmMm Mo cocTasy U coep>kaHuio CBOAHOO KOM-
nnekTa TeXHUYECKon AoKyMeHTaLun, MOMOraloLLero U3roToBUTENo NpeacTaBUTb B Perynupyowmnin oprad unu
opraH no oLeHKe COOTBETCTBUSI AOKYMEHTUPOBaHHbLIE CBUAETENLCTBA TOro, YTO MEeAULUHCKOE U3genve cooT-
BETCTBYET CyLLEeCTBEHHbIM MpuHuMnam obecneyeHnsi 6e30nacHOCTU U OCHOBHBIX (PYHKLMOHAIbHBIX XapaKTe-
PUCTUK MEAULIMHCKUX U3aenuin. Micnonb3oBaHWe CBOAHOMO KOMINIIeKTa TEXHUYECKOW AOKYMEHTaLMN No3BonsieT
N3roTOBUTESIO U KOHTPOMUPYIOLLEMY OpraHy cokpallaTte chMHaHCOBbIE 3aTpaThl, YCTPaHATL Toprosble 6apbe-
pbl 1 o6neryatb 4OCTYN K MEAULUHCKUM U34eNNAM B MeXayHapogHoOM MacluTabe.

MexayHapoaHbIA JOKYMEHT nMoAroToBneH uccnegoBaTenbckoi rpynnoin 1 (SG1) Lienesoi rpynnbl no
rno6anbHoi rapmoHusauumn (GHTF). KommeHTapum nnm Bonpockl 0 NpUMeHEHUN HacTosILLero AoKyMeHTa cre-
AyeT HanpaenATb Ha kadeapy SG1, noapobHocTu UsnoxeHel Ha Beb-cante www.ghtf.org.
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HALULUWOHANbHBLIA CTAHOAPT POCCUUCKOWU ®PEOEPALUMU

CBOOHbIN KOMNMNEKT TEXHUWYECKOW AOKYMEHTALIUU
AnAa AEMOHCTPALUU COOTBETCTBUA
CYWECTBEHHbIM NMPUHLIUNAM OBECIMNEYEHUA BE3OMNACHOCTU U OCHOBHbIX
®YHKLMOHATNbHBIX XAPAKTEPUCTUK MEOULIMHCKUX U3OENUIA

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

DNara BBegeHns — 2012—03—01

1 O6nactb NpUMeHeHuA

1.1 O6ocHoBaHue

MarotoBuTeNb MEaULMHCKUX N30ENnA A0MKEH NOATOTOBUTL TEXHUYECKYI0 AOKYMEHTaLMIo Ha CBOU Usae-
s 1 nogaepKueaTh ee B paboveM cocTosHUK, a Takke obecneunBaTb CBOEBPEMEHHBIN AOCTYN K AAHHON TeX-
HUYECKOW AOKYMEHTaLuWu, AEeMOHCTpUpylowen, kak 6bino paspaboTaHo, CNPOeKTUPOBaHO U U3rOTOBMIEHO
mMeauLmHckoe nsgenve. flaHHaa TexHudeckasa 4oKyMeHTauums, o6bIYHO ynpaBnseman cUcTEMON MeHeMKMEHTa
KayecTBa WU3roTOBUTENS, YacTo SABMNSIETCSA OOLWMPHOW 1 AENUTCA Ha YacTu, KOTOPbIe MOTYT HaXoAUTLCA, Hanpu-
Mep, B pasHbIX CTPYKTYPHbIX nogpasgeneHnsix unn Ha pasHblX NPOoU3BOACTBEHHbLIX NNowwaaKax.

Cneayet 0TMETUTb, YTO KaK Ansi perynmpyroLLEero opraHa unmn opraHa no oLueHke COOTBETCTBUA, Tak U ANs
perynMpyembix otpacrei NpoMbIWIEHHOCT YA06HO, ecni ANs BLIMOMHEHUS1 YCTAHOBMEHHbLIX ASACTBUIA MO
OLeHKe COOTBETCTBUS BMECTO MOSTHOM TEXHUYECKON JOKYMEHTaLNU UCNOMb3YETCS CBOAHBIA KOMIMITEKT TEXHU-
Yeckon okyMeHTauun (qanee — ceogHbl komnnekT, CK) Ha paccmaTprBaemoe usgenve. CBOAHLIA KOMMMEKT
AomkeH OblTb MOArOTOBEH B YCTAHOBIIEHHOW PErynnpyoLwmMMn TpeGoBaHsIMN CyMMapHOR Un cokpalleHHOW
dopme, co cTeneHblo AeTanv3auum, 4OCTaTOuHON ANS PerynupyoLLero opraHa iy opraHa rno oLeHKe cCooTBe-
TCTBUSA. [JOKYMEHTHI, cogepkalliMecs B JaHHOM KOMMIIEKTE, AOIKHbI ObITb YacTblo MOMHOW TEXHUYECKON A0KY-
MeHTaunW, XpaHsILWencs ¥ U3roTOBUTENS 1 NMO3BOMSOLLEN eMy JEMOHCTPUPOBATL, YTO MeaULMHCKOe u3adenve,
K KOTOPOMY OTHOCUTCS flaHHas TeXHUYeCKas 4OKYMEHTaLIMs, COOTBETCTBYET CyLLECTBEHHBIM MPpUHLMNam obec-
neyeHnss 6e30MacHOCTM W OCHOBHBIX  (PYHKLMOHAMBHEIX — XapakKTepUCTUK  MEeQULMHCKUX — U3aenuia
(FOCT P UCO/TO 16142).

Hanuyue cBOAHOrO KOMMMEKTa MOMOraeT yMeHbLUUTL pasnuyns B TpeBoBaHMUsIX K JOKYMEHTaLum, nMeto-
Lnecs B pasHbIX OPUCONKLMAX, COKpallas Takum obpasoM hrHaHCOBbIE 3aTpaThl HA OOCTMXKEHNE COOTBET-
CTBUSI perynupylomMm TpeboBaHnamM M nomoras naumeHTam nomfyvuTb AOCTYM K HOBbIM TEXHOMOMMAM U
MeToauKam rievyeHus.

1.2 Uenb

Hacroawuii cTaHgapT npegHasHadveH Anst obecneveHnst pykosoacTsa MHPOPMAaLMOHHBIM HaMoNHEHNEM
CBOAHOrO KOMMJeKTa, KOTOpPbIA HeobxoanMo cobpaTb 1 NPeAoCTaBUTbL B PErysIMPYIOLLMIA OpraH UK opraH no
OLieHKe COOTBETCTBMA AnA NpeanpoaaskHoro aHanmsa 1 Ucnofb3oBaHUA Ha NocnenpoaakHON cTagun ¢ Tem,
YyTOBbl OLIEHUTL COOTBETCTBUE pACCMaTPMBAEMOro MeaULMHCKOro U3aenis CyLecTBeHHbIM NpuHLmMnamM obec-
nevyeHust 6e30nacHOCTU 1 OCHOBHBIX (OYHKLMOHANBbHBIX XapakTepUCTUK MEeANLMHCKAX M3aenuin (qanee — cy-
LecTBeHHbIe npuHumnel, CM).

1.3 O6nacTb npuMeHeHUA
HacTroawmin ctaHgapT NPUMEHUM KO BCEM U3fennsaM, NognagatoLm nog onpeaeneHue «MeauUmHcKoe
nsagenuvey, ycTaHoBeHHOe B HOpMaTUBHO-MPaBOBbIX AokyMeHTax (Hanpumep, B FTOCT P CO 14155-1), 3a uc-

KMioYeHneM MeaNLMHCKNX U3aenuid Ans AUarHocTUYecKUX NccneaoBaHuii in vitro npoB, NonyYeHHbIX U3 Tena
yeroseka.

W3panve odmumnansHoe
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2 HopmaTuBHbIe CCbINKN

B HacTosiemM cTaHgapTe UCNonb3oBaHbl HOPMaTUBHbIE CChIMKM Ha CrieayroLmne cTaHaapThl:

FOCT P ICO 14155-1—2008 Pykog8oOcmeo 1o npo8edeHUro KINUHUYECKUX UCTIbIMaHull MeOUUUHCKUX
usdenuti. Yacme 1. Obujue mpebosaHusi

FOCT P MICO 15223—2002 MeduyuHckue usdenusi. CuM8O bi, NpUMEHSIEMbIE MPU MapKUpo8aHUU Ha
MeOUYUHCKUX U30erusiX, amuKemKax U 8 cornpoeodumeribHoll OoKyMeHmauuu

F'OCT P UICO/TO 16142—2008 M3denusi MeOuyuHcKue. Pykosodcmeo o ebibopy cmaHdapmos, nod-
Oepxxusaroujux saxHelwue npUHYUnel obecriedyeHuss 6e30nacHoCMu U 3KCITyamauuOHHbIX Xapakmepucmuk
MeduuuHCKux usdenutl

FOCT P MCO/M3K 17050-1—2009 OueHka coomeemcmaus. [Jeknapauusi nocmasuyuka o coomsem-
cmeuu. Yacme 1. Obwue mpebosaHusi

FOCT P 51609—2000 U3denust meduuuHckue. Knaccughukayusi 8 3agUcuMocmu om riomeHyuansHo20
pucka npumereHust. Obujue mpebosaHus

ITp uwmeyaH ue— lNpu nons3osanuu Hacmoswum cmaHdapmom yenecoobpasHo rposepums Oelicmeue ccoi-
I0YHBIX cmaHBapmos 8 UHGhOpMAaULOHHOU cucmeme obueeo nonb308aHus — Ha oghuyuansHom calime ®edeparnbHo20
azeHmcemea o MexHU4eCcKoMy peayrnupo8aHuro U Memposnozuu 8 cemu VIHmepHem unu rio exe200H0 u30a8aeMOMy UH-
popmayuoHHOMY yKkazamento «HayuoHansHbeie cmaHdapmei», Komopbill orybnukoeaH 1o COCMOsiHUK Ha 1 iH8apsi MeKy-
weeao 200a, U 10 COOM8eMCMEYIOUWUM eXeMeCAYHO u30asaemMbiM UHHOPMAUUOHHBIM yKa3amerisiM, orybruKkosaHHbIM 6
mekywem 200y. Ecnu ccoinoyHbili cmaHOapm 3aMeHeH (USMEeHeH), Mo Mpu rofb308aHUU HACMOAWUM cmaHOapmomM crie-
Oyem pykogodcmeo8ambCsl 3aMEHSIIOWUM (U3MeHeHHbIM) cmaHdapmom. Ecniu cebinoyHbill cmaH0apm ommereH 6e3 3a-
MeHbI, MO 1010)KeHUe, 8 KOIMOoPOoM 0aHa CCbifka Ha He20, MPUMEeHSIemcs 8 Yacmu, He 3ampazusarowell 3my CChIKY.

3 TepmMmuHbI M onpegeneHus

B HacTosieM cTaHgapTe NpUMeHeHbl crneaytoume TepMUHbIE C COOTBETCTBYIOLLIMMA ONpeaeneHUsIMu:

3.1 craHpapT, noaaepXKUBaKLWUA cyllecTBeHHble NpuHUMNbI (recognised standard): CtaHgapr,
obecnevmBaloLLMiA MPE3YMMLUI0 COOTBETCTBUS KOHKPETHLIM CYLLECTBEHHBIM NPUHLMNAM obecneveHus 6es-
OMNacHOCTN Y OCHOBHBIX (PYHKLMOHASBbHBIX XapaKTepucTuk meguunHcknx nsgenun (FOCT P UCO/TO 16142).

3.2 TexHuyeckan pokymeHtauusa (technical documentation): [JokymeHTUpoBaHHbIE CBUAETENbCTBA,
06bI4HO ABNAOLLMECS BLIXOAOM CUCTEMbl MEHEPKMEHTa Ka4ecTBa, AEMOHCTPUPYIOLIME COOTBETCTBUE U3ae-
NUs cyLLecTBEHHbIM NpUHUMNaM obecnedyeHus 6e30NacHOCTU U OCHOBHBIX (PYHKLMOHAMBHBIX XapakTepucTuk
MeauumHekux usgenuin (FOCT P UCO/TO 16142).

4 TMopgroToBKa U UCNonb30oBaHMe CBOAHOro KOMNMeKTa

4.1 MoparoTtoBka

M3rotoBUTENM MeaULMHCKUX U3Aenuin AOMKHbI AEMOHCTPUPOBaTL COOTBETCTBUE AaHHLIX U3Aenuid cy-
LeCTBEHHbIM NpuHLMnamM obecnevyeHuss 6e30MacHOCTU N OCHOBHBLIX (OYHKLMOHASBHBIX XapakTepucTuk meau-
LMHCKMUX 130enuii NocpefcTBOM MOArOTOBKN U XPaHEHUs TEXHUYECKON AOKYMeHTaLMu1, NokasbiBatoLen, Kak
Kaxkgoe MeauumHckoe usgenue beino paspabotaHo, CNPOeKTUPOBaHO W U3FOTOBIIEHO, U coaepKalLen onuca-
HUA 1 0BBACHEHUS!, HeobXxoaMMble AN NOHUMAaHWUS NPeAYCMOTPEHHOMO U3rOTOBUTENEM NMPUMeHeHUs AaHHOTo
MEAULMHCKOro n3aenus, npussaHHoro obecneunsarb ykazaHHoe COOTBETCTBME. [laHHYI0 TEXHUYECKYIO JAOKY-
MeHTaLuo 0BHOBNSIOT No Mepe HeoGXoAUMOCTU ANS TOTO, YTOBLI OTPa3UTb TEKYLLMIA CTaTyc, cneluduKkaLmmn n
KOHUrypaL o MeamumMHCKOro N3aenus.

B uensx oLeHKn COOTBETCTBUSI N3roTOBUTEND hOPMUPYET CBOAHBIA KOMMMEKT TeXHUYECKON AoKyMeHTa-
LW 13 UMEIOLLIeCSA NOTHON TEXHUYECKON JOKYMEeHTauuM Ha MeauuuMHCKoe u3aenue, obecneumsas TemM caMbiM
ANs perynupyoLlero opraHa/opraHa rno oLeHKke CooTBETCTBUA CBUAETENLCTBA TOro, YTO paccMaTpMBaeMoe Me-
ANLMHCKOe U3fenne COOTBETCTBYET CYLLEeCTBEHHbLIM MpuHLMNaM. CBOAHLIN KOMMIEKT oTpaXaeT cTatyc Mean-
UMHCKOTO W3AEnnsi B KOHKPETHbIA MOMEHT BpeMeHu (Harmpumep, Ha MpeanpofaKHOW cTaavuu Mpu
paccMOTPeHNW AoKyMeHTaumun unu, no TpeboBaHnio perynupyoLLero opraHa, ans nocnenpoaaxHbIx Lenemn);
ero nogroTaBNMBaloT AN OLEeHUBaHUSA COOTBETCTBUS perynupyownm TpebosaHusam. Ha pucyHkax 1 1 2 noka-
3aH UHDOPMALIMOHHBIA MOTOK, HAYMHAA C NMOMHON TEXHUYECKOW AOKYMEHTaLMN U 3aKaHYMBasi CBOAHBIM KOM-
NNekToM.

2
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CBoAHBLIA KOMMNEKT pekoMeHayeTcsi MoArotaBnuMBaTh Ha cA3blke, TpebyeMoMm perynupyriolimM opra-
HOM/OpraHoMm Mo OLEeHKe COOTBETCTBUSI.

My6uHa 1 cTeneHb AeTanuMsauvm HOpPMaLMn, cogepXallencs B CBOAHOM KOMMNMEKTe, 3aBUCAT OT:

- knaccudmkaunm paccmaTpuBaemoro MeguLMHCKoro n3genus;

- CMOXHOCTWN paccMaTpyMBaeMoro MeAuLMHCKOro u3aenus;

- UMeeT N1 AaHHOoe MeAULIMHCKOe n3aenue HOBYIO TEXHOMOTUIO;

- OTNIYaeTCA NU NPUMEHEeHUe roTOBOro MEAULIMHCKOro U3Aenus oT MepBOoHavaribHOro NpUMeHeHus!,
npeaycMOTPEHHOTO U3rOTOBUTENEM;

- AIBNsieTCA N MeaULIMHCKOe n3fenue HOBbIM ATl U3TOTOBUTENS;

- accoummpyeTcsl N AaHHbIA TUM MEAULUHCKOTO U3Aenna co 3HaYUTerbHbIM YACIIOM HeBnaronpUATHBLIX
(HexenaTtenbHbIX) COBLITUIA, BKIOYas OLUMBKU NPUMEHEHUS;

- BKITIOYAeT N MeaULMHCKOE U3Aenue HOBbIe UMK NoTeHUManbHo onacHele Matepuansi;

- 3aTparuBaeT N1 AaHHbIA TUM MeAULIMHCKOTO N3fenusa KOHKPEeTHble npobnemsl B obnactu 3gpaBooxpa-
HEeHus.

CBOAHLIN KOMMNEKT AOIDKEH coaepXaTh CYMMapHyo MHdopmMauuio no BulbpaHHbIM Temam, noapo6b-
HYI0 UH(POPMaLMIO MO HEKOTOPLIM cneunanbHbIM TeMam (NpUBeaeHHbIM HUKe) U Tabnuiy CooTBETCTBUSE
MEeANLMHCKOTO U3AENUA CylecTBEHHbIM NpuHLMNamMm obecnevyeHnsa 6e30nacHOCTU U OCHOBHBIX (byHKLMO-
HanbHbIX XapaKTepucTuK MeanLMHCKUX u3aenuin (aanee — Tabnuua cooTBETCTBUSA CYLLECTBEHHBLIM MPUH-
uunam). faHHas uHdopMaunss MOXeT BkoyaTb B cebsi, HanpuMep, KpaTkoe onucaHWe AOKYMEHTOB,
UTOroByl0 MHGOPMAaLMIO, NpoaHaNU3MPOBaHHYO BbICWUMM PYKOBOACTBOM, UMW, Korga LenecoobpasHo,
uMetoLnecs B Hann4Mu ynpasnsemble JOKYMeHTbl, 4oCTaTouHble ANA nepefavn 0CHOBHOMW UHGopMaLumn U
NO3BOMSIOLME NPOBEPSAIOLLEMY JIULYY NOHATbL CYTb Bonpoca. Tabnuua cooTBETCTBUS CYLECTBEHHBLIM MPUH-
uunam paspaboTaHa Kak 4YacTb TEXHUYECKOW AOKYMEeHTauuu U3roTOBUTENSA U AOMMKHA ObiTb JOKYMEHTOM,
ynpaBnsieMbIM CUCTEMON MeHeXKMeHTa KavyecTBa U3rotoButena. 3To No3sonsieT obecneunTb KpaTkui 06-
30p CYLLECTBEHHbIX MPUHLIUMOB U MASHTUULNPOBATL Te U3 HUX, KOTOPbIE NPUMEHUMbI K paccMaTpuBaeMo-
MY MeAWUMHCKOMY u3genuio, BbibpaTb MeTod AEeMOHCTpauun COOTBETCTBUS MEeAULMHCKOrO u3fenus
KaXX[OMY OTHOCSILLLEMYCS K HEMY CYLLEeCTBEHHOMY NPUHLUUMY 1 06ecneyunTb CChifky Ha AOKYMEHTLI, noaaep-
XVBatoLL e KOHKPETHbIN CyLLIeCTBEHHbIA MPUHLMN. HecMoTps Ha To, YTO Ha NoagaepXuBaoLwne AOKYMEHTHI
pekoMeHOyeTCs MMEeTb CCbINIKM B Tabnuue cooTBETCTBUA CyLLECTBEHHBIM NPUHLMNAM, TOMbKO HEKOTOpLIE
13 3TUX JOKYMEHTOB criegyeT BKovaTh B CBOAHbIN KOMMMEKT. YNOMSAHYTbIE CChINKU Ha noaaep>xusatowme
AOKYMeHTbl obnerdatoT BbINOMHEHWE 3anpocoB OT perynupytollero opraHa/opraHa no oueHKe COOoTBeT-
cTBUs, obecrneynBasn nony4eHme 4onNonHUTENbHOM HopMaLnK.

4.2 Ucnonb3oBaHWe CBOAHOro KOMMNIIeKTa Ha NpeAnpoAaXHOM cTaguun

Ha npegnpogaxHoii cTaguM CBOAHLIA KOMMMEKT MOAroTaBMMBAOT U nepedatT B Perynvpyrowuii
opraH/opraH no oLeHKe COOTBETCTBUS ANF MeaULMHCKUX U3aenuid KnaccoB 26 1 3. [Ansa MeauuMHCKUX nsaenui
knaccoB 1 U 2a cBOAHBLIA KOMMMEKT NOAroTaBMMBAOT M NepeaatoT TOMNbKO No TPeBGOoBaHWUIo perynupyoLero
opraHa/opraHa no oLeHKe COOTBETCTBMS (CM. PUCYHOK 1).

MpumevyaHwns

1 [nst MmeguuUMHCKMX nagenui knaccoB 7 u 2a, korga CBOAHbLIN KOMIMIEKT NOAroTaBNMBAIOT Mo TpeboBaHuio, N3roto-
BUTEMNb AOMKeH GbITb roToB cobpaTh 1 NepeaaTth CBOAHBIN KOMINIMEKT B Nepuo BpeMeHW, YkasaHHbIl perynvpyowmm opra-
HOM/OpPraHoM Mo OLeHKe COOTBETCTBUS. [aHHbI Nepuom MOXeT ObiTb OUEHb KOPOTKUM.

2 Konuu nepegaHHOro CBOOHONO KOMMNEKTa AOIKHbI XPaHUTBCS M3roToBUTENEM Ans ByAyLWwmX CChIMOK.
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TexHuyeckasn JOKyMeHTaLmA CBOAHbIA KOMMMNEKT TEXHUYECKON

r
I |
(3OKyMeHTbI, ynpaBnsiemMblie, HanpuMep, I [lokymeHTauus I nokymeHtauum (CK)
CUCTEMON MEHe/DKMEeHTa KavecTsa) | |
I |

OnucaHue napenus O6Luee onucaHue U nepedeHb
OKyMeHTauua
1 cneunduKaums Ha Hero, fokym - OCHOBHbIX XapaKTepuCTuK
BKJIOYas BapUaHTbI
1 aKkceccyaphl
JokymeHTauus
I KomMnnekT Mapkupoeok
1 NepeyveHb A3bIKOBbIX
Mapkuposka | ps:puamoa
TloaroToska CK
Il ans GO w2 I KpaTkoe nanoxeHue
no TpeGoBaHumio *
MonHas uHcopmavus W NpefocTaBrneHue ero I TEXHUYECKON AOKyMeHTauuu
O NMPOEKTUPOBAHUK 8 pe #::p%ﬂ:gaopmH I no NPoeKTUPoBaHUIo
W M3TOTORNMEHWU I 1 U3rOTOEMNeHuio
MoagroroBka CK I
CooTeeTcTRYyOILME AnA uanenui kaccos 3 n 4 | Ta6nuua cooTBeTCTBUA
CYLLLECTBEHHbIE MPUHLMMBI " "%"Lﬂfﬁ;‘;‘* ero | CYLUECTBEHHBIM MPUHLMNAM
¥ foKa3aTeNbCTBa COOTBETCTBUA B perynupyloLLuii opraH |

Tabnuua coorBetcTeusi

cn Kpatkoe uanoxeHue aHanusa

¥ yNpaBneHus pUCKoMm

daitn MeHeKMEHTa pucka

nanenusi \
[~~~

HokymeHTauusn

I Kpatkoe nanoxeHue

uceneaosaHui No eepudukaum
[okyMeHTauums I ¥ BanuaaLWN
KnuHuueckue I OT4YEeT O KNNHNYECKOM

cBMeTensCTBa ™~ [lokymeHTaums I OLeHNBaHUN
|

PucyHok 1 — Mcnonb3oBaHne CBOAHOTO KOMNNEKTa Ha NPeanpoaaxHon ctagun

MonHas aokymeHTauus
no BepuuKaumMm u Banuaaumn

4.3 Ucnonb3zoBaHue CBOAHOro KOMNEKTa Ha NOCNEeNnpPoAaXHON CTagumn

Ha nocnenpogaxHoi cTaguy perynmpyoLwmia opraH/opraH no oLeHke cCooTBETCTBUA MOXeT 3aTpeboBaTb
CBOJHbINA KOMMMEKT Ha paccMmaTpuBaemMoe MeguuUHckoe uzgenue nubo Ana uccneaoBaHUs COOTBETCTBUSA Me-
anunHckore nsgenus knacca 1 unu 2a, nubo gna uccnegoBaHus! NPOACIDKaOLLIErocsl COOTBETCTBUSA MeAULINH-
cKoro usgenusa knacca 26 unum 3 (cMm. pucyHok 2). CBOAHBLIA KOMMNNEKT 0BbIMHO He MCNOoMb3YT B Lensx
nocrenpogaxHoro nccnegoBaHusa HeGnaronpuUATHBIX (HexxenaTternbHbIX) cobbITUIA NMMOO AN cooBLEHMS! UH-
chopmaLmm, cogepkallencs B nocnenpogaxHblX perncTpauuoHHbIX 3anucax, nubo ana coobuleHns aaHHbIX
ncecrnegoBaHnin, B KOTOPLIX UCMOSb30BaHbI pa3nuyHble BUabl MHopmaumn.

MpumevaHnns

1 Warotoeutens gomxkeH 6b1Tb roToB cob6path 1 NnepegaTtb CBOAHbLIN KOMNNEKT B NEPUOA BPEMEHW, YKa3aHHbIN pery-
NVPYIOLLMM OPraHOM/OpraHoM No oueHKe COoTBETCTBUA. [laHHbI nepuoa MOXeT GblTb 04EHb KOPOTKUM.

2 Konun nepegaHHOro CBOAHOIrO KOMNNEKTa AOMKHbI XPaHUTLCA N3rOTOBUTENEM Arst ByAyLmX CCbINOK.
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r———— - - = r—-—--"""—"r """ =
TexHnyeckasa AOKYMEHTauus I CBoAHbINA KOMMNIEKT TEXHUYECKON
(aokyMeHTbI, ynpasrnsiemble, Harnpumep, | AokymeHTauum (CK)
|
|

[okyMeHTauus

| CUCTEeMON MeHeXXMeHTa KavecTBa)
I

| OnucaHue nagenvs
U cneunduKaLms Ha Hero,
BKMIOYAs BapUaHThl
U aKceccyapb!

O6Lee onucaHue U nepeyeHb

HokymeHTauums
OCHOBHbIX XapaKTepUCTUK

HokymeHTauus

|

|

|

I

I

I

|

|

|

|

Komnnekr MapkupoBok |
U nepeyeHb A3bIKOBbIX |
BapuaHToB I
|

I

I

|

|

|

|

|

I

I

|

|

MapkupoBka

Kpatkoe nanoxeHue
TeXHUYECKOW [OKYMEHTaLUN
No NPOEKTUPOBaHUIO
M U3roTOBMEHUIO

I |
I |
MonHas wHcbopmaumsn | MoaroToska CK I
0 NpoeKTUpOBaHUMN | no Tpe6oBaHuio |
N N3roTOBINeHUU | WU npegocTraeneHue ero |
| Ons aHanuaa I

I |

I |

I |

| |

B perynupyoLLuii opraH

CooteetcTByIOLLME
CYLLECTBEHHBIE MPUHLMNBI
M foKasaTenbcTBa COOTBETCTBUSA

Tabnuua cooTBeTCTBUA
CYLWEeCTBEHHbIM NPUHLMNAM

N Ta6nuua cooTBeTCTBUA
daiin MmeHemKMeHTa pucka

nagenwvs

KpaTkoe uanoxeHue aHanusa
1 YNpaBrieHUs PUCKOM

HokymeHTauus

KpaTkoe nanoxeHue
[ MonHas aokymeHTaums | I MCCIenoBaHui no BepucbrKkaLmum I
no BepuduKaLum u sanuaauum | HokymeHTauus | Y Banuaauum

| I
KnuHuyeckue OTYeT O KIMMHNYECKOM

| |
cBuaeTenbLcTea HokymeHTauums OLieHuBaHUn |
| | |

L S ——— S S —— |

PucyHok 2 — Vcnonb3oBaHne CBOAHOIO KOMMNEKTa Ha NOCMENPOAKHON CTaaum

4.4 Ucnonb3oBaHMe CBOAHOro KOMMMeKTa ANA cooblleHus 06 U3MeHeHUsAX B perynupyiowui
opraH/opraH no oueHke COOTBETCTBUSA

Ecnun ansa BHeCeHNs N3MeHeHus1 B MeauLMHCKoe uaaenue Heobxoaumo npeasaputensHoe ogobpeHue
PErynupyoLLIero opraqa, To A ero nony4yeHnst MOXXHO UCMonb30BaTh CBOAHbIA KoMNNeKT. s oTux uenei 6y-
[eT NoAroToBMNeH oTAerbHbIN PYKOBOASALLNA AOKYMEHT.

5 OnucaHue MeaULMHCKOro U3saenus u ero TeXHMYeCKux XapPaKTepUCTUK,
BKno4ad BapuaHTbl U NPUHaANeXXHOCTHU

5.1 OnucaHue MegULMHCKOro U3aenua

CBOAHbIA KOMMMAEKT OOSMKEH cofepXaTb cneaytolyo MHopMaLmio, OnuChIBatoLLy0 MeanLNHCKoe N3-
nenwve:

a) obliee onucaHune, BKMOYast MpeaycMOTPEHHOE MPUMEHEHNe MeANLIMHCKOrO U3aenns;

b) npedycMoTpeHHbIX Nonb3oBaTeNen U 3aboneBaHnsl, KOTopble MOXHO AMArHOCTUPOBATL U NeYUTb C
MOMOLLIbIO paccMaTpuBaeMoro MeauLLIMHCKOro n3aenusl, a Takke apyrue aktopbl, HanpuMep, KpuTepun oToo-
pa nauueHToB;

C) NPUHUUNBI JENCTBUA MeAULMHCKOrO N3aenus;

d) knacc pucka M NpUMeHUMble KrnaccuukaumoHHble MpaBuna COorfacHO YCTaHOBMEHHbIM B
FOCT P 51609 npuHunnam knaccudpmkaumm MmeguumMHCKUX N3genunin;

e) obObsiCHeHMEe HOBLIX CBOWCTB M XapaKTepUCTUK MeAULIMHCKOro U3aenus;

f) onncaHue npnHagnexHocTen, Apyrux MeaULMHCKUX U3AeNnia U U3gennin, He ABASIOWNXCA MeanLNH-
CKUMW, HO MpPedyCMOTPEHHBIX ANS UCNOMNb30BaHUS B KOMOMHaALMM ¢ paccmMaTpuBaeMbiM MeaULUMHCKAM 13ae-
nmewm;

g) onuMcaHue U NosHbIv NepeyeHb PasnuiHbIX BO3MOXHbBIX KOHGUIypaunin/BapuaHToB paccmMaTpuBae-
MOro MeaULIMHCKOro n3aenus;
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h) oBliee onucaHMe OCHOBHBLIX (PYHKLMOHAMLHLIX 3MeMeHTOB, HarnpuMep, YacTeil U KOMMOHEHTOB
(Bkntovast nporpammHoe obecrnedeHne Npu ero Hanuuumn), x PopPMyIMPOBKA, COCTaB, (PYHKLMOHAmNbHbIE BO3-
MOXHOCTM. [MpK HEOBXOAMMOCT MOXET MPUCYTCTBOBATb UNMKOCTPaTUBHBIA MaTepuan (Hanpumep, aguarpam-
Mbl, doTorpach M PUCYHKU), YeTKO AEMOHCTPUPYHOLLMA OCHOBHbIE YACTW/KOMMOHEHTHI MELULMHCKOro
n3genusi n BKIoHawLWmiA B ce6s NosicCHUTENbHBIE HaANMCK, AOCTaTOYHbIe AN NOHUMAaHUA PUCYHKOB W avar-
pamm;

i) onvcaHWe MaTepuanos, BXOAALLMX B COCTaB OCHOBHbIX (hYHKLMOHATIbHEIX 31IEMEeHTOB, a Taloke MaTte-
p1anos, BCTyNawLWnX B HEMNOCPeACTBEHHbIN UMK ONOCPedoBaHHbIM KOHTAKT C TenoM YefioBeka, Hanpumep,
Mpu 3KCTpakopnopansHON LMPKYNALMM BUONOrMYecKMX XUaKocTeil.

5.2 TexHU4YecKoe onucaHue MeAULUHCKOro Uaaenus

CBOAHBI KOMMNIEKT OOMKEH coaepkaTh NepeveHb OCHOBHBIX XapaKTepuUCTUK, pasMepoB U aKCrnyaTauu-
OHHbIX CBOWCTB MEANLIMHCKOTO U3AENNS, ero BapMaHToB M NPUMHaANeXHocTe (BXxoaawmx 8 06nacTb npuMeHe-
HMA CBOOHOrO KOMMIekTa), KOTOPbIA, Kak MpaBuio, UMeeTcs B TeXHUYECKOM ONUCaHUM MeauLMHCKOro
“sgenusi, AOCTYMHOM KOHEYHOMY MoMb3oBaTento, HanpuMep, B Gpolutopax, kaTanorax u T. n.

5.3 Ccbinka Ha nogo6Hble U NpeablayLline BapuaHTbl MeOULMHCKOTO U3penus

B cnyyae Heo6XxoaMMOCTU AEMOHCTPaLMM COOTBETCTBMUA CYLLECTBEHHbIM NPUHLMNAM 1 NPpeacTaBneHns
o6LUMX CBEAEHWI CBOAHBIN KOMMNMEKT JOMKEH COAepXKaTb KpaTkoe onucaHue:

a) npeaplayLMX NoKoNeHNiA paccMaTpMBagMoro MeanLIMHCKOro M3aennsl, ecnn Takosble CyLLecTBoBa-
n;

b) noaoBHBIX MegULMHCKAX N3AENUA, UMEIOLLMXCS Ha PervoHarnbHbIX U MexayHapoaHbIX pbiHKax.

6 MapkupoBka

Kak npasuro, cBOAHbLIA KOMMMEKT A0MKeH cofgepxaTb Habop BCEX MapKUpPOBOK, OTHOCALLMXCA K pac-
cMaTpuBaeMoMy MeaULMHCKOMY U3AENUIo, U NepeYveHb A3bIKOBLIX BapuaHTOB AJIA CTPaH, B KOTOpbIX ByaeT pe-
anusoBaHo gaHHoe MeauunHekoe nsgenue (FTOCT P UCO 15223). UHopmaumns no MapKMpoBaHuio AoMKHa
BKIoYaTh B cebs:

- MapKUPOBKM Ha MeNLMHCKOM U3LEernun U ero ynakoBke;

- MHCTPYKLUMU MO MPUMEHEHNIO MeAULIMHCKOro U3genus;

- peknamHble Matepuansol.

Habop MapkumpoBoK AomkeH BbiTb Ha s3blke, TPebyeMoM perynupyolmMM opraHoM Un opraHoM no
OLleHKe COOTBETCTBUS.

7 UHdopmauusi No npoeKTUPOBaHWUIO U NPOM3BOACTBY

7.1 TMpoekTupoBaHue MeAULUHCKOTo usgenus

CBOAHbLIN KOMMMEKT AOIMKEH coaepXKaTb MHpopMaLIMIO, MO3BOMAIOLLYIO KOHTPONMMPYOLLEMY NnLy nomny-
YyaTb oblee nNpeacTasneHne 06 OCHOBHBIX CTaAuUsIX NMPOEKTMPOBaHWUA paccMaTpUBaeMoro MeaULMHCKOIO 13-
genus. MNpu 3ToM daHHyl0 MHMOPMaLUIo Henb3sa 1cnonb3oBaTb BMecTo 6onee nogpobHoi uHdopmavmu,
koTopasi TpebyeTcs AN ayauTa CUCTEMbl MEHEKMEHTA KavyecTBa UN A8 APYroi AeATeNbHOCTA Mo oLeHKe
COOTBETCTBUA. YNOMsHyTas nHcpopmMauua MoxeT BblTb NpeacTasneHa B Buae 6oKk-CxeMbl.

7.2 MpousBoacTBeHHbIe NpoLecchl

CBOAHBIN KOMMMEKT AOIKEH coaepXaTb UHpopMaLIMIO, MO3BOMAIOLLYIO KOHTPONMMPYOLLEMY NnLy nomny-
yaTb obLee nNpedcTaBneHne o NPOU3BOACTBEHHbIX Npoleccax. [Mpu 3TomM AaHHy MHDOPMAaLIUIO Heb3s UC-
nonb3oBatb BMecTo 6onee nogpobHon wuHdopmauun, kotopass TpebyeTca Ana ayadTa CUCTEMBI
MeHeXXMeHTa KayecTBa Unn Ansa Apyron AeaTensHOCTU Mo OLeHKe CoOOTBETCTBUSA. YNOMsIHYTas uHcopmauus
MoxeT ObITb NpeAcTaBneHa B Buae 6nok-cxembl NPOLECCOB, AaOLWeN, HanpuMep, obluee npeacTaBneHne o
npousBoacTBe, cbopke, BCEX 3aKMOUUTENbHBLIX UCMBITAHNAX MEAULMHCKOrO n3aenus u o6 okoHYaTenbHon
yrnakoBKe roTOBOTO MeAMLIMHCKOTO U3Oenus.

7.3 MpousBoacTBeHHbIE NNOLWA[KN

[ns BUOOB AEATENbHOCTU, OMNCAaHHBIX B 7.1 1 7.2, CBOAHBIA KOMMMEKT AOMMKEH MAEHTUhULMPOBaTL NPo-
M3BOACTBEHHbIE MMOLWAAKWN, Ha KOTOPbIX 3TW BUALI AeATeNbHOCTN Bbinv BbiNonHeHbl. Ecnn Ang AaHHbIX nno-
LWafdoK MMetoTes cepTudukaTtel CUCTEMBI MEHEDKMEHTa KavyecTBa UM paBHOLEHHbIE JOKYMEHTbI, TO OHU
JOIDKHBI BbITh NPUMOXEHBI K CBOAHOMY KOMMIIEKTY.

6
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8 Tabnuua cooTBeTCTBUSA CYLLECTBEHHbIM NPUHLMNAM

CBoAaHbIA KOMNNEKT AOMKeH BKMoyaTb B cebsi Tabnuuy COOTBETCTBUSI CYLLECTBEHHLIM MpUHLMNAaMm,
onpeaenaLLyLo:

a) cywecTBeHHbIe NPUHLMMbI;

b) npumeHUM NK kaxAabIA CyLEeCTBEHHBIA MPUHLIMI K paccMaTpuBaeMoMy MeauUUMHCKOMY U3genuio v
€Cnun HeT, TO Nnoyemy;

c) MeToA(bl), UCNONb3yeMbli(ble) AMnst AeMOHCTPaLIMN COOTBETCTBUS pacCMaTpmMBaemMoro MeauULMHCKOro
n3genua kaxaomy npUMeHUMOMyY CyLLLleCTBEHHOMY MPUHLMNY;

d) ccbinky Ha NpUMeHsieMblin(ble) MeTod(bl) (Hanpumep, cTaHaapT);

e) ToyHoe HauMeHoBaHue AoKyMeHTa(oB), obecneunBatowero(Ux) CBUAETENLCTBO COOTBETCTBUA KaX-
AOMY NPUMEHAEMOMY MeTOoAaY.

Ans geMoHcTpaunn cOOTBETCTBUSI MOXKHO UCTOMNb30BaTb OAMH UMW HECKOIbKO CReayowmx MeToaoBs:

a) cooTBeTCTBME MeToAaM, NoAAEPKUBAIOLUM CYLLIECTBEHHbIE NPUHLMMbI, UNW APYTUM CTaHdapTaM;

b) cooTBeTCTBUE O6WENPUHATLIM B MPOMBILLIIEHHOCTU METOAaM UCTILITAHUIA;

C) COOTBETCTBUE MeToAaM UCTbITaHWI, NPUHATBIM B JaHHOW opraHusauumu;

d) oueHnBaHWe AOCKNNHUYECKMX U KITMHUYECKMX AaHHbIX (CBUAETENbCTB);

e) cpaBHeHue ¢ NOAOBHBEIM MeAULIMHCKUM U3AeSNTMEM, YKe BbiMyLUEHHbIM B NPOAAXY.

Tabnuua cooTBETCTBUSA CYLLECTBEHHLIM MPUHLIMIAM JOSPKHA BKMovaTh B ce6a nepekpecTHbe CCbiKM
Ha KaxJoe cBUAEeTeNbCTBO COOTBETCTBUS Kak B MOSTHON TEXHUYECKON AOKYMEHTaunn, Haxogawencs y usroto-
BUTENs, Tak U B CBOAHOM KOMMIeKTe.

O6paseL, Tabnuubl COOTBETCTBUS CYLLIECTBEHHBIM NPUHLMMAM NpUBEAEH B NPUNOXeHUU A,

9 OCHOBHbI€e pe3ynbTaTbl aHanM3a v ynpaBrneHUsa puckom

CBOAHBIA KOMMNEKT JOMKEH cofiepXaTb KpaTKUi nepevyeHb pUCKOB, NASHTUMDULMPOBAHHLIX B Npouecce
aHanuaa pucka, n onmcaHune cnocoboB ynpasJieHua 4aHHbIMU PUCKaMW B LieNAX CHWXXeHUA ux 4o 4onyCcTtumoro
YPOBHA. MpegnoyTuUTenbHO, YTOOLI AaHHbIA aHanuMs pUcCKkoB 6bIn ocHOBaH Ha CTaHgapTax, nogaepXxunuearowmx
CylleCTBEeHHbI€ NMPUHLUMDBI, N ABNANCA HYacTbio NNaHa MeHePKMeHTa pUucka U3rotoBUTENA.

10 [deAatenbHOCTb NO BepuuKauum u Banvaauum

10.1 O6wme nonoxeHus

CBOAHbIN KOMNIEKT OOMKEH CoAepKaTb 4OKYMEHTbI Mo Bepudukaumm v sanuaauuun. MNpu aTom cTeneHb
AeTanusauum MoxeT BbiTb pasnnyHom (cM. 4.1).

Kak npasuno, B CBOAHOM KOMMMEKTe A0SKHbI BbiTh KpaTKo U3MOoXKeHbl pe3ynbTaTel Bepudukaumm u Ba-
nmaauun, npeanpuHATLIX Ana 4eMOHCTPaUnM cooTBETCTBUS NMPUMEHUMBIM CYLLECTBEHHbIM MPUHLMNAM, Co-
aepxalume:

a) pesynbTaTbl TEXHUYECKUX UCTILITAHWA;

b) pesynbTaThl NabopaTOPHbLIX UCMBITaHWIA;

C) pesynbTaTtbl UCMbITAHUA B YCIOBUSIX, IMUTUPYIOLLMX SKCMTyaTaLNOHHbIE;

d) pesynbTaTbl UCMLITAHNA HA XUBOTHBIX ANl ASMOHCTPaLMN TEXHUYECKOA NPUMEHUMOCTN U AoKasa-
TenbCTBa NPaBUNbHOCTU KOHLENLWUU roTOBOro MeguLMHCKOro N3genus;

e) Bce onybnukoBaHHblE UCTOYHWKM KacaTellbHO paccMaTpuBaeMoro MeauLUUHCKOro Usaenna unum no-
[0BHBIX MeAULIMHCKUX U3AEnniA.

WHpopmaums o BepudmkaLnmn U BanMaaLmum MoxeT Takke BKoYaTh B cebs:

a) Aeknapauuo/cBMAETENbCTBO COOTBETCTBUA CTaHaapTy(am), NoaaepxuBatolLleMy(MM) CyLlecTBeH-
Hble MPUHLUMMNBI, U KpaTKOe U3NOXeHWE JaHHbIX, eCN B YNOMSHYTOM(bIX) CTaHAapTe(ax) He yCTaHOBMNEHbl Kpu-
Tepun NPUEMKU;

b) neknapauuio/cBUAETENLCTBO COOTBETCTBUA OMyOGNMKOBaHHOMY(bIM) CTaHdapTy(am), KOTOPbIA He
6611 oprLManbHO NPUHAT, ¢ 060CHOBAHNEM ero (UX) NPUMEHEHUS, 1 KPATKOE U3NOXKEHWUE AaHHbIX, eCrn B yno-
MAHYTOM(bIX) CTaHAapTe(ax) He YCTaHOBMEHbl KPUTEPUU MPUEMKU;

C) AeknapaLuio/CBMAETENbCTBO COOTBETCTBUS NpodheccuoHansHOMY(bIM) PYKOBOACTBY(aM), NponsBo-
ACTBEHHOMY(bIM) MeTody(am) unun Metogy(am), MCNonsL3yeMbiM B opraHusaunm, ¢ 060cHOBaHNeM UX npuMeHe-
HUSA, onucaHMeM [daHHbIX MeTOAOB W KpaTkon MHdopMauuen co cTeneHbio AeTanvsauun, NosBonsoLein
OLEHUTL ee J0CTaTOYHOCTD;
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d) 0630p onybnMKoBaHHbLIX UCTOYHUKOB KacaTeribHO paccMaTpuBaeMoro MeauUMHCKOro M3genust unm
NoaobHbLIX MEAULIMHCKUX U3AESTNA.

Kpome Toro, ecnv npuMeHUMo K paccMaTpusaeMoMy MeAULIMHCKOMY U3ennio, CBOAHBIA KOMMIEKT A0S-
XeH cogepxaTb noapobHyo uHdopmaLmio o:

a) 61onorMyeckon COBMEeCTUMMOCTH;

b) nexkapcTBeHHbIX cpeacTBax, BXOASILLUX B COCTAB paccMaTpUBaeMoro MeauLMHCKOro N3nenus, BKIo-
yaa uHdopMaLMio 0 COBMECTUMOCTU AaHHOrO MEAULIMHCKOrO M3enua ¢ AaHHBIMW NeKapcTBEHHBIMK cpe-
acTeamu;

c) 6uonornyeckor GesonacHOCTU MeOULMHCKUX M3AENUA, BKNOYaoWmMX B ce6sa KNeTKX, TKaHW Unnu ux
Npou3BoaHbIe, B3ATbIE Y YerioBeKa UMNn XMBOTHBIX;

d) MeTogax ctepunusauuu;

e) BepudMKaLMM 1 Banuaauum NporpammHoro obecneveHus;

f) MccnenoBaHMAX Ha XUBOTHBIX, ob6ecneynBalonMX NpsamMble cBuaeTeNnscTBa 6e30MacHOCTU, U OCHOB-
HbIX (OYHKLMOHAIBHBIX XapakTepucTukax paccMaTpuBaeMoro MeauuMHCKOro nsgenus, ocobeHHo ecnu He
NPOBOAMUIMUCE KIMHUYECKNE UCTIBITAHUA A@aHHOrO MeAULUHCKOTO U3aenus;

g) KIMHUYECKUX AaHHbIX.

CBOAHbIN KOMMNEKT AOIMKeH cogepkaTb NoApobHyto HdopmaLuio o NnaHe UCTbITaHWI, MPOTOKOSbI UC-
NbITaHUN UK NCCneoBaHNniA B NOMHOM 06beme, MeToAbl aHanu3a NofyYeHHbIX AaHHbIX B AONONHEHNE K pe3io-
MUPYIOLLMM U K pesynbTaTaMm ucnblTaHuA. Ecnu He 6binu nposeaeHbl HOBble UCMBLITAHUA, TO CBOAHLIN
KOMMIeKT JOJKeH BklovaTh B cebsi obocHoBaHWe pelueHns o NpoBeAeHU Uin HenpoBeaeHNN UCNbITaHNA
(Hanpumep, UcnbiTaHne BUOOrMYECKON COBMECTUMOCTU WAEHTUYHBIX MaTepuanos 6bino nNposedeHo Npu
BK/IOYEHNM daHHBIX MaTepuarnos B NpeabiayLuyto, BBeAeHHYH B obpalleHue Bepcuto paccmaTpuBaemMoro me-
avumnHckoro nagenus). JaHHoe obocHoBaHWE MOXeT GbiTb BKOYEHO B TabnuLy COOTBETCTBUA CYLLUECTBEH-
HbIM MpUHLMNaM.

10.2 Buonorunyeckas cCOBMeCTUMOCTb

CBoaHbI KOMMNMEKT AOMMKEH COAePXaTb NepeyeHb BCeX MaTepuanos, HaXoaaLWMXCa B HENOCPeACTBEH-
HOM WNnW onocpegoBaHHOM KOHTaKTe ¢ nauMeHToM unn nonb3osatenem. Ecnv ans Toro, 4tobbl oxapakrepuso-
BaTb busndeckne, XuUMUYEckMe, TOKCUKOSOrMyeckne U Ouonormyeckne XapakTepucTuku martepuana,
HeoBXxoaMMOo NPOBECTU UCTbITaHUA BUONOrMYECKON COBMECTUMOCTM, TO B CBOAHBIA KOMMNEKT criegyeT BKIHo-
YnTb NoapobHyto nHpopmaLmio 0 NPoBeAeHHbIX UCNbITaHUAX, MPUMEHEHHbIX CTaHAapTax, NPOTOKOMax UCTbI-
TaHWRA, aHanua AaHHbIX U KpaTkoe U3MoXKeHWe pesynbTaToB UCMbITaHWA. McnbiTaHus cnegyeT NpoBOANTL Ha
obpasLax roToBoro, NPOCTEPUIIM3OBAHHOTO (ECNN NOCTaBMSIeTCA CTEPUNbHLIM) MEOULIUHCKOrO Usgenus.

10.3 INekapcTBeHHble cpeacTBa

Ecnu MmeaunumHckoe nsgenuve BkovaeT B cebs nekapcrBeHHoe(bie) cpeAcTBo(a), TO CBOAHBIA KOMNNEKT
OOMKeH cogepxaTtb noapobHyo nHopMmaumio o npUuMeHsieMoM(bIX) NeKapcTBEHHOM(bIX) cpeacTee(ax), ero
(MX) MOGHTUYHOCTU U UCTOYHMKe(ax), MpPUYMHE ero (UX) BKIOYEeHUsl B MeauLUMHekoe usgenue, 6e3onacHocTu
NPUMEHeHUs1 U MexaHu3me BO3AeNCTBUS Npu NpefycMOTPEHHOM MPUMEHEHUN.

10.4 Buonoru4yeckana 6esonacHocTb

CBOAHbIﬁ KOMNNEKT AOJbKeH coAepXXaTb rnepevyeHb BCeX MaTepuarioB XXMBOTHOIoO Unn 4enoBe4vyeckoro
NPOUCXOXKAEHUA, NCNOMb30BaHHLIX B pacCcMaTpUBaeMOM MeAULIMHCKOM usaenun. CBOAHBIN KOMNNEKT A0MKEH
coaepxatb noapobHyo MHbopMaLmio 06 3TUX MaTepuanax, OTHOCSLLYOCS K BLIGOPY UCTOYHUKOB/AOHOPOB,
B3ATUIO NPo6, 06paboTke, XpaHeHUIo, UCCNeoBaHUIO U ObpallleHUI0 ¢ TKaHAMMU, KNeTKkaMu U BelluecTBaMmun
XWUBOTHOIO UMW YENOBEYECKOTO NPOUCXOKAEHUS.

B cBOAHbLIA KOMMMEKT cnegyeT BKIloUaTh pesynbTaThl BanMgauum npolecca, noatTeepxaatowne Hanu-
Yue NPon3BOACTBEHHbIX npoueayp, MUHAMU3UPYIOLWKUX 6uonornyeckue pUCKK, B YaCTHOCTU B OTHOLWIEHWUN BU-
pycoB u Apyrux so3byautenei 6onesHen.

Tawke cnefyeT BKMOYaTb MOMHOE OMUCaHWE CUCTEMbl XpaHeHUsl 3anncen, Mo3BoNAlolWen ocylle-
CTBNATL NPOCIEXUBAEMOCTb OT UCTOYHUKOB MaTepuasnos A0 roTOBOro MeAULIMHCKOro Usaenua.

10.5 Crepunusauusn

B tex cnydasdx, korga paccMmartpusaemoe MeuUMHCKoe usaenue noctasnaeTcA CTepunbHbIM, CBOOHbLIN
KOMMNNEKT AOJDKEeH coaepXaTb ﬂO,EI,pO6Hle UHMOpMaLnIo O nepBOHaqaanoﬁ Banuaaunn npouecca Ctepunun-
3auun, BKno4Yasa ncnbiTaHUA Ha 6I/IOJ'IOFI/NeCKyIO Harpysky, Hanudiume nMporeHHbIX BeWecCTB, Hanu4mne octaTou-
HOro konun4yectBa CTepuUnusytoLllero Bellectsa (ech I'IpMMeHMMO) 1 Banugauuio npouecca ynakosblBaHUA.

8
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Kak npasuno, nogpobHas uHdopmaumsa o Banuaaumm AorpkHa BKoYaTh B cebs NpUMeHeHHbIN MeTop,
[OCTUTHYTBIA ypoBEeHb obecneyeHUa CTepUIbHOCTW, NPUMEHeHHbIe CTaHAapThl, MPOTOKCN CTepunn3aumnmn,
pa3paboTaHHbIN B COOTBETCTBUMU C AaHHBIMU CTaHAapTaMu, U KPaTKOE U3TNOXKeHWe MoMyYeHHbIX Pe3ynbTaTos.

Heobxoaumo Taioke obecneunTb cBUAETENLCTBO Mpodorikalollerocsl ctatyca Banuauum npouecca
ctepunusauun. Kak npasuno, npu 3ToM criegyeTt NpuHMMaTb MepbI UK Nosly4aTb CBUAETENLCTBO NOBTOPHOM
Banuaaunn NpoLeccoB yrnakoBbIBaHUS U CTEpUNU3aLnn.

10.6 Bepudukauua u Banuaauus nporpaMmMmHoro o6ecneuyeHust

CBoaHbIN KOMNNEKT AOMKEH coaepXaTb MHOPMaLMIo 0 NpoLecce NPOEKTUPOBaHUS 1 pa3paboTkM Npo-
rpaMmHoro obecneyeHns U cBUAETENLCTBO BanuaaLum NnporpaMMHoOro obecnedyeHusi, UcnosibayemMoro B roTo-
BOM MeauunHcKkoM usgenuu. [aHHass uHdopmaumsa obbiMHO BKIoyaeT B cebsi KpaTkoe W3rnoXeHue
pe3ynbTaToB BCEW AEATENbLHOCTU Mo Bepudukauun, Banuaauum u pesynbTaTtoB UCNbITAHUA, BbINOMHEHHbIX
Kak B opraHu3auMu-usrotoBuTene, Tak U B MoAeNMpyeMon Unu peanbHOW OKpy>KaloLen nonb3oBartens cpede
A0 3aKNIOYUTENBHOIO BbIMycka MeauuuHckoro nsgenust. [laHHas MHopMaumst ofbkHa Takke BKIloYaTbh B
ceba Bce MMeroLmecs KoHUrypaumm annapaTHeIX cpeCcTB U, Koraa NpUMEHUMO, onepaumoHHbIe CUCTEMBI,
naeHTUpULMpPOBaHHbIE B MapKUpPOBKe.

10.7 UccnenoBaHUA Ha XXUBOTHBLIX

Ecnu ansa obecnevyeHnsi COOTBETCTBUA CYLLUECTBEHHLIM MPUHLMNAM Gbiny NpeanpuUHATLI UccneaoBaHna
Ha >KMBOTHBIX, TO CBOAHBIA KOMMNNEKT AOMKeH coaepkaTb NoapobHyto nHdopMauumio 06 3Tux nccneaosaHunsAX.

B cBogHOM KoMnNnekTe A0MKHbI 6bITb ONUCaHbI Lleny AaHHBIX UCCReAoBaHUA, MeToAoNoMs, pesynbsTa-
Thl, aHaNN3 1 3aKII0YEHNs, a Talke COOTBETCTBUE NPpUHLUMNAaM Haanexalen nabopaTtopHon npaktnku. Cneay-
eT Takke onucaTtb 060cHOBaHUE (M orpaHUYeHUs) BbIGopa KOHKPETHOrO 3KCNEPUMEHTaNbHOrO XXUBOTHOTO.

10.8 KnuHuyeckoe cBUAETENLCTBO

CBoaHbIN KOMMIEKT AOMKeH codepXaTb KIMHMYEeCKOe CBUAETENbCTBO, AeMOHCTpUpYIoLee COOTBET-
CTBMWE paccmaTpuBaemMoro MeavumnHCKoro Usgenus NpMMeHUMbIM CyLLeCTBEHHBIM NpUHUMNam. flaHHoe KNnHu-
Yyeckoe CBWUAETENbCTBO AOMKHO ObiTb OdOpMIIEHO Tak, Kak OnMcaHo B OTYeTe O  KIMHUYEeCKUX
nenbiTanusax/mccnegosaHusx (FOCT P MCO 14155-1).

11 ®dopmaTt cBOAHOro KOMNMeKTa

HecmoTpsi Ha To, 4TO HaCTOSALMIA CTaHAAPT He COAEPKUT KOHKPETHBLIX pekoMeHaaLnii no opMary ceoa-
HOrO KOMMIIEKTa, U3rOTOBUTENAM W KOHTPOMMPYIOLMM OpraHaM PeKkoMeHAyeTcsl BKMoYaTb B CBOAHLIA KOM-
MMeKT 3neMeHTbI, ONUCaHHbIE B HACTOSLLIEM cTaHAapTe (onucaHne MeauLMHCKOro U3aenus, cnelndukaumio
Ha MeauLMHCKoe u3aenve U T. a).

12 [leknapaums COOTBETCTBUA

[eknapaumns COOTBETCTBUA He SABMSAETCA COCTaBHOM YaCTbio CBOAHOrO kommnnekra, OgHako oHa MoXeT
BbITb NpUcOeanHEeHa K CBOAHOMY KOMMIEKTY B Ka4ecTBe NPUIoKeHUs nocne oLeHnBaHns cooTBeTcTUs. Co-
AepXaHve aeknapauum cooTBeTcTBUsA npusegeHo B FOCT P UCO/M3K 17050-1.
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MpunoxeHue A
(cnpaBouHoe)

Tabnuua cooTBeTCTBUA CyweCTBeHHbIM NpUHLUNaM

Tabnvua cooTBETCTBUS CYLLECTBEHHBIM MPUHLMINAM MOXET ObiTb UCMONb30BaHa PEryrnupyroLwmmMm opraHamm, opra-
HaMW MO OLEHKE COOTBETCTBUS U 3rOTOBUTENSIMU; OHA NO3BONSeT GbICTPO NOHAATb, KaK U3rOTOBUTENb AEMOHCTPUPYET CO-
OTBETCTBME KOHKPETHOIO MEOULIMHCKOTO U3AENusl CyLeCTBEHHbIM NpUHUMnam obecneveHust 6e30nNacHOCTN N OCHOBHbIX
(PYHKLMOHATBHBIX XapakTepUcTUK MeOULMHCKUX nagenuii. Tabnuua cooTBeTCTBMS CyLLLECTBEHHbLIM NPUHLMNAM NO3BONAET
Takxke nerko naeHTMUUMpPoBaTh OKYMEHTbI U AaHHbIE, HEO6X0aUMbIe B LeNnsiX OLLEHKM COOTBETCTBUS.

CopepxaHue Tabnuubl COOTBETCTBUS CYLLLECTBEHHBIM NPUHLMNAM MEHSAEeTCS B 3aBUCMMOCTN OT KOHKPETHOIo Meau-
LIMHCKOTO nagenusi. [ins cnoXxHbIX MeaUUMHCKMX n3genuin Tabnuua 6yaet cogepxatb 6onbLLOe YACNO CCLINOK Ha CTaHaap-
Tbl, NPOTOKOMbI UCTILITAHWIA W Apyrve AOKyMEeHTbl. B Takux cny4asix Tabnvua coOOTBETCTBUSI CYLLECTBEHHbLIM NPUHLMIIAM
MoOXeT 6bITb OYeHb ANMHHON. OuYeHb NPOCTbie MegULMHCKUE u3genus byayT nMeTb meHee o6LmnpHble Tabnuubl cooTBeT-
CTBUS CYLLECTBEHHbIM MPUHLMNAM, T. K. MHOIUE CYLLLeCTBEHHbIE NPUHLUMNLI He 6yayT BocTpeboBaHkl. B aTux cnyyasx B Tab-
TNULIbI COOTBETCTBUSI MOXET ObITh BKIMIOYEHO MUHUMANbHOE YUCNO NOAAEPKUBAIOLLUX CChINOK.

Huxe npuBegeH pekomeHAyeMbl popmaTt Tabnuubl COOTBETCTBUA CyWeCTBEHHBIM NpuHUunam. Noagrotoeka Tab-
NWLbI C UCMONb30BaHWEM AaHHOro hopmara nonesHa Arns aHanmsa CooTBeTCTBUSI MEANLIMHCKOTO U3AENUs CyLLLECTBEHHbIM
npvHumnawm. MocnegoBartenbHoe NpUMEHEHWE AaHHOro chopMmaTta nogaepKMBaeT rapMOHM3ALMIO MEXAY Pa3fMYHbIMU
IOPUCONKLMSIMMN.

Tabnuuy cooTBETCTBUS CyLW,EeCTBEHHbIM NPUHLMNAM 3anorHAIT cneayowym obpasom.

a) VaeHTndmkaums MeamuMHCKOro U3genus

MarotoBuTenb OOMKeH naeHTMunpoBaTe MEAMLMHCKOE U3aenue 1, eCriv NpMMEHMMO, Pa3ruyHble KoHdurypa-
uun/BapuaHTbl, OXBaTbiBaeMble Tabnyue COOTBETCTBUS CYLLLECTBEHHbIM NPUHLMINAM.

b) MpumeHnmocTb BHECEHHOrO B Tabnuuy COOTBETCTBUS CYLLECTBEHHOIO METOAA K MeAULIMHCKOMY U3AENnuio

MpVYMeHMM N BHECEHHbIM B Tabnvuy CyWeCTBEHHbIN MPUHLUMN K paccMaTpuBaeMoMy MeaWLMHCKOMY U3AENuIo.
OTBeT MoxeT ObiTb NMMBO NONOXUTENBHBIM, NGO OTpuLaTensHbIM. ECnn oTBeT oTpuuartenbHbIl, TO B cTonbue, o3arnas-
neHHoM «MeToz, NpMMeHsieMbIi ANnsi eMOHCTPaLMM COOTBETCTBUSAY, AOIIKHO GbiTh M3NOXEHO KpaTkoe 060CHOBaHWE.

TMpumep — [Ona meduyurckozo u3denus, He exovarouw,ez2o0 8 cebsi buonozuvdeckue seujecmsea, omeem Ha
cyujecmeeHHbil npuHyun 5.8.2 6ydem ompuyamesibHbIM, a 8 cmoJsibye, o3aznasneHHoM «Memod, npumensie-
MbIl Onsa deMoOHcmpayuu coomaemcmausi», 6ydem u3noxeHo cnedyrouiee ob6ocHosaHue: «Meduyurnckoe uzde-
Jlue He eK/Iro4aem 8 cebst buosoz2uyeckue seujecmsear.

¢) MeToga, npuMeHsieMbIi Anst EMOHCTpauuM COOTBETCTBUSA

B gaHHom cronbue U3roToBUTENb OOIKEH YCTAHOBWTb METOA(bI), BbiOpaHHbIf(bie) ANA AeMOHCTPaUun COOTBET-
CTBUS: CTaHAapT(bl), NOAASPKUBAIOWMIA(ME) CYLLECTBEHHbIE MPVUHLMIbI; MeTOA(bl) UCTBITAHUIA, MPUMEHAEMbIN(bIE) B NPO-
MbILLNEHHOCTM UNWU B AaHHOW OpraHM3auun; cpaBHuMTenbHOe(ble) nccrnegoBanne(us) unu gpyrovi(me) npuMeHeHHbI(bIe)
meTog(bl).

d) Ccbinka Ha meTog,

YCTaHOBVB MeToA B Npeablgylem ctonbue, B JaHHOM ¢TonbLe N3roToBuTernb AOMKEH NPUBECT HAMMEHOBAaHWE U
CCbINKY Ha cTaHaapT(bl), NoaaepXuBatLLMi(Me) cylwecTBeHHbIE NMPUHLMMLI, MeToA(bl) CNBITAHUIA, NPUMEHSIEMbIV(ble) B
MPOMbILLIIEHHOCTV UMK B aHHON OpraHu3auum, cpaBHUTENbHOE(ble) UCCNeaoBaHNe(Us ) Unu Apyrov MeToa, NPUMeHEHHbIV
ANs OeMOHCTpauun cooTBeTCTBUs. [ns cTaHJapToB criedyeT MpuMBeCTU AaTy u, npu HeobxogumocTu, pasgen(bl) u
NYHKT(bl), AEMOHCTPUPYIOWNE COOTBETCTBUE KOHKPETHOMY CYLLI@CTBEHHOMY NPUHLMMY.

e) Ccbinka Ha noaTeepXaaroLume JOKYMEHTbI

HanHbIn cTonbel AoMKeH cogepkaTtb CCbIMKY Ha hakTUHECKyH0 TEXHUYECKYO AOKYMEHTaLUMIo, e MOHCTPUPYIOLLYIO
COOTBETCTBWE CYLL,ECTBEHHBIM NPUHLMMAM, T. €. CepTUdUKaThl, NPOTOKOMbI UCMbITAHWIA, NPOTOKOMNbI Banugauuv, aHanvmTu-
YecKre OTHEThI UNW Apyrue AOKYMEHTbI, TOSIBUBLLMECS B pe3ylibTaTe NPYMeHeHNs KOHKPETHOTo MeToda AeMOHCTpaLum co-
OTBETCTBUS, @ TakKe Ha MECTOHaXOXAeHUe AaHHbIX JOKYMEHTOB B CBOJHOM KOMMIEKTe.

MpwumeyaHune—prvBegeHHas Hwxe Tabnuua npegHasHayYeHa Tonbko Ans cnpasoYHbIX uenei. CylecTBeH-
Hble MPUHLMIMBI, NepeYncrieHHble B NepeBoM cTonbue, B3aTsl M3 FOCT P UCO/TO 16142.

10



Tab6nuuya A.1—Tabnvua cOOTBETCTBUS CYLLECTBEHHLIM NMPUHLMNAM

rOCT P 54329—2011

MeauuuHckoe nsgenve:

CyLLeCTBEHHbIN NMPUHLWN

MNpumeHum nu
K MeAULIUHCKOMY
usgenuio

Mertop,
NpUMeHsieMbIA Anst
AeMOHCTpaLuu
COOTBETCTBUS

Cchbinka Ha
meToz

Ccbinka Ha noa-
TBEpXAawLwme
DOKYMEHTbI

1 Obwwme TpeboBaHun

1.1 MeguumHckne usgenus (ganee — muagenusi)
DOMKHbI GbITb CNPOEKTUPOBAHBLI U U3TOTOBIEHBI TaK,
4TOObI NPY UCNONB30BaHUN MX NO HA3HAYEHWUIO B Hag-
nexawmx ycnosusx n (Npyu Heo6xoaMMocTn) ¢ Nnpume-
HEHWEeM TEeXHUYEeCKUX 3HaHWK, onbiTa, obpa3oBaHusA
WY NOAroTOBKM NOTEHLUMAnNbHLIX NoSib3oBaTenemn oHn
He noaeeprany PUcKy KIMHUYeCKne ycrioBusi unm be-
30NacHOCTL nauueHToB NGO 6e3onacHoOCTb U 370-
poBbe nonb3oBarteneil Wnu Apyrvx nuy; niobbie
PUCKW, CBAA3AHHbIE C X NPUMEHEHWEM, IOIDKHbI ObITb
[ONYCTUMBIMU M MEHBLUMMK, YEM MPUHOCUMAsT Mo-
nb3a nauneHTy, a Takke COOTBETCTBOBATb BbICOKOMY
YPOBHIO 3aWmThl 300poBbs U 0becneveHust 6esonac-
HOCTH

1.2 PeweHusi, NpVHATbIE W3TOTOBUTENEM TNpU
NPOEKTUPOBaHWU 1 pa3paboTke n3aenum, AOMKHbI CO-
OTBETCTBOBaTb NpuHUMNam 6e3onacHocTu ¢ y4yeTom
COBPEMEHHOIO COCTOSIHUSI HAYKU N TEXHUKW.

UTo6bl BbIGpaTh Haubonee npaBwibHbie pelue-
HWs1, U3rOTOBMTEIb B CrieayioLLeM Nopsiake JOIKEH:

- AGHTUMDULMPOBATL OMAacHOCTU U COMYTCTBYIO-
LMe UM PUCKU, CBSI3AHHBIE C MPEAYCMOTPEHHbIM NpW-
MEHEHUWEM WNM MNPOrHO3MPYEMbIM HEemnpaBUIlbHbIM
MCMONb30BaHNEM MEANLMHCKOrO nagenusi;

- NCKIIOYaTh UMK YMEHbLUATb, HACKOMbKO 3TO BO3-
MOXHO, pucky (obecrneveHne 6e3onacHoOCTM nagenus
Ha aTanax NPoeKTUpPOBaHWA 1 pa3paboTkn);

- NPUHUMAaTb, NO BO3MOXHOCTW, COOTBETCTBYIO-
Wme 3awuTHble Mepbl, BKMoYas, rge Heobxogumo,
cpabaTbiBaHWe TPEBOXHOW CUrHanusauum B cryyae
HEBO3MOXHOCTU UCKIIOHMEHNS PUCKOB;

- UHChOpMUMpPOBaTL Nonb3oBaTtenenn o6 ocraTou-
HbIX PUCKaX, BOZHUKAIOLWMX MPW HanMumm HegocTaT-
KOB B MPeAnpUHATBLIX cnocobax 3alumTsl

1.3 Wagenws gomkHel YHKLUMOHMPOBATL B COOT-
BETCTBMM CO CBOMM HasHa4eHMeMm U ObiTb CNPOeKTU-
pOBaHbl, W3roTOBNEHbl W YMNakoBaHbl Tak, 4TOObI
BbIMOSMHATE OAHY UINN HECKONBKO DYHKUUIA 13 ohuum-
anbHO YTBEPXAEHHON 061acTy NPUMEHEHNS! KOHKPET-
HOro MeAULMHCKOro naaenus

1.4 TexHw4eckue 1 3KcnnyaTauMOHHbIE XapakTe-
PUCTUKM  MEOUUMHCKUX WU3JEenui, OMUCaHHble B
1.1—1.3 HacTosiwer Tabnuubl, He AOXHbI OKa3bl-
BaTb BpeaHOEe BO3AEWCTBUE HACTOMbKO, YTOGLI Noa-
BepraTb PWCKY KIMHUYECKME YCIOBMS, a TakKke
6e30nacHOCTb NaUWeHTOB U ApYrMX MWL B TeYeHue
Cpoka CJ'Iy)K6bI n3genuvs, yKasaHHOro n3rotoBuTernem,
ecnu usgenue HaxoauTcsi B HOpMarbHbIX YCIOBUSIX
3K0nnyaTa|.|,vw| nnogaepXxuBaeTcAa B pa60qu COCTOS-
HUM Hagnexawum obpa3om M B COOTBETCTBUM C
MHCTPYKLUUSIMU N3TOTOBUTENS
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Oxkonyarue mabnuupi A. 1

MeavuuHckoe nsaenue:

CyLLecTBEHHbIN NpUHLMN

MpumMeHum nu
K MeAWNLIMHCKOMY
usgenuio

MeTtopn,
NpUMeHsieMbIA ANns
AeMOHCTpauumm
COOTBETCTBUSA

Cchblinka Ha
meTton

Cchbinka Ha nog-
TBEepXxgatoLwme
OOKYMEHTBI

1.5 Wapgenus AomxHbl 6bITb CNPOEKTUPOBaHbI, U3-
rOTOBMNEHbI U YNaKoBaHbl TaK, YTOObl X TEXHUYECKNE
M SKCMNyaTauuoHHbIE XapakTepUCTUKU NPU NCMOMb30-
BaHVM MO Ha3Ha4€HWIO He UCTbITbIBaNy BPEAHOIO BO3-
OEeNCTBUST NPV TPAHCMOPTUPOBAHUM W XPaHEHWM,
OCYLLECTBMSIEMbIMU B COOTBETCTBUM C MHCTPYKLMSIMU
M C y4eTOM MHpOopMaLmmn U3roToBuTens

1.6 MNpn dOyHKUMOHMPOBaHMM B COOTBETCTBUM C
Ha3Ha4YeHWEM Nofb3a OT NPUMEHEHUS MEANLIMHCKOTO
n3genvsi AomnxHa npeebllwaTh Bpeg OT HexenaTesnb-
HbIX NOBOYHbIX 3hhekToB

2 TpeboBaHWs K NPOEKTUPOBaHUIO U pa3paboTke

2.1 Xumunueckne, dumamdeckne n Guonornveckue
CBOWCTBA

2.1.1 Vagenusi 40MXHbl ObITb CAPOEKTUPOBAHbI U
M3roTOBIIEHbI TakK, YTOOLI 06ecneYrBaTb TEXHNYECKUE
M 9KCMNyaTauMOHHbIE XapaKTepUCTUKU B COOTBET-
cTBUM ¢ pasgenom 1 HacTosiwelr Tabnuubl. Ocoboe
BHVMMaHWe crneayeT yaensitb:

- BbIGOPY UCMONB3yeMbIX MaTepranos, 0COGEHHO
MX TOKCUYHOCTU U, MPU HEOBXOAUMOCTK, BOCMIIaMeHs-
€eMOCTH;

- COBMECTUMOCTM MCMONb3yeEMbIX MaTepuarsnoB C
BUoNorMyeckMMn TKaHsAMU, KrneTkamm u uanornoru-
YECKUMM KMOKOCTAMM OpraHMama C yyYeTom npea-
YCMOTPEHHOTO NPUMEHEHNS U3AENus;

- BbIGOPY MCMonb3yemblX MaTepuarosB € y4eToM,
npy HeobxoaMMOCTU, NX TBEPAOCTU, U3HOCA U yCTa-
NOCTHOW NPOYHOCTYU

2.1.2 Wagenust gonxHbl GbiTb CMNPOEKTUPOBAaHbI,
N3roTOBIEHbI M YNAaKOBaHbl TaK, YTOObI CBECTU K MUHU-
MYMY PUCK, KOTOPbIN MOXET OblTb NPUYMHEH 3arpsia-
HARWWMKU  BewecTBaMn " npoyYnMmn  oTxXogamun
Npon3BOACTBA NULAM, 3aHsITbIM TPaHCNOPTUPOBAHW-
€M, XpaHeHWeM U1 3KcnnyaTaumen nagenui B npowec-
Ce NeYeHUs1 C y4eTOM UX HasHa4YeHwsl.

Oco60oe BHUMaHWe criegyeT yaensats buonornyec-
KM TKaHsIM, KOTOpble MOABEPrarwTcs KakoMmy-nmbo
BO3JENCTBUIO, a TaKKe ANMUTENbHOCTU U YacToTe 3TOo-
ro BO34encTBust

n T1. 4.
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Mpnnoxenne OA

(cnpaBo4Hoe)

CBefleHMA 0 COOTBETCTBUN CChINTOYHbIX HALMOHaNbHbIX cTaHgapToB
MeXxayHapoaHbIM CTaHAapTamM, MICNONMb30BaHHBIM B KaveCTBe CCbhbINTOYHbIX
B NPUMEeHeHHOM MeXOAyHapoOAHOM OOKYyMeHTe

Tabnwuwua OA1

0O603Ha4YeHUe CChINOYHOTO
HaLMOHANBHOIo cTaHaapTa

CrteneHb
COOTBETCTBUSA

O603HaYEHNE YU HAMMEHOBAHWUE CCbITOHMHOTO MEXYHAPOAHOTO
cTaHaapTa

MOCT P NCO 14155-1—2008

IDT

MCO 14155-1:2003 «PykoBOACTBO MO NPOBEAEHWVIO KITMHW-
YECKUX WCMbITAHUI MeaUUMHCKUX uagenui. Yacts 1. O6Gwme
TpeboBaHus»

MOCT P NCO 15223—2002

IDT

NCO 15223:2000 «MeauuuHckne wmagenusi. CUMBONGI,
NpUMeHsIEMbIe NPV MapKMPOBaHUU Ha MEAULMHCKUX U3OENUSIX,
3TMKETKaXxX U B COMPOBOAUTENBHON JOKYMEHTaUuny

GHTF/SG1/N43:2005 «MapknpoBka MeguuMHCKMX u3ge-
NNiA»

MOCT P NCO/TO 16142—2008

IDT

MCO/TO 16142:2006 «W3genua meguuuHckme. PykoBo-
OCTBO Mo BbIOOPY CTAHAAPTOB, NOAAEPKUBAIOLLNX BaXKHENLLNE
npvHUMnel obecneyeHusi 6€30MaCHOCTU U 3KCTIyaTauNOHHbIX
XapakTepUCTUK MEANLMHCKUX U3OEnuii»

GHTF/SG1/N41:2005 «CyuiecTBeHHble NpUHUMNLI obecne-
YeHUs1 6e30NacHOCTM U SKCMINyaTaLUUOHHBIX XapaKTepPUCTUK Me-
OVNLUMHCKMX U3genum»

MOCT P NCO/M3K 17050-1—2009

IDT

MCO/M3K 17050-1:2004 «OueHka cooTBeTcTBUs. [dekna-
pauusi noctTaBwuka o cooTBeTcTBMM. Yactb 1. O6wme TpeboBa-
HUSI»

GHTF/SG1/N40:2006 «[pvHUMNbl OLEHKM COOTBETCTBUSA
MEeANLMHCKUX N30ENNN»

MOCT P 51609—2000

NEQ

HOupektnea 93/42/EEC o1 14 nioHs 1993 1. « O MeanuUUNHCKNX
n3genusix», npunoxernne 9 «Kpntepmm knaccudmkaumm»

GHTF/SG1/N15:2006 «[MpuHumnel knaccndmkaumm megu-
LUMHCKUX n3aenumn»

BETCTBUS CTaHAaPTOB:
- IDT — naeHTu4YHble CTaHAapThI;

- NEQ — He3kBMBaneHTHble CTaHAAPTHI.

MpwumedaHune— B HacToswWwel Tabnuue UCNoNb30BaHbl Creaytolme YCroBHble 0603HauYeHUsl CTENEHN COOT-
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