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Mpeaucnosune

1 NOATOTOBJ/IEH O6uecTBOM C OrpaHW4YeHHON oTBeTCcTBeHHocTbio «MEAWTECT» Ha oOcHOBe
CO6CTBEHHOr0 ayTEHTUYHOTO NEPEBOAA Ha PYCCKUiA A3bIK MEXAYHAPOLHOTO JOKYMEHTA, YKa3aHHOT0 B NyHKTe4

2 BHECEH TexHnyeckum KOoMuUTeTOM Mo cTaHgapTusaumm TK 436 «YnpaBrieHne KkayecTBOM MeANLUH-
CKUX n3genuiis»

3 YTBEPX/EH /I BBEJIEH BEVCTBVE Mpukasom ®efepansHOro areHTCTBa N0 TEXHUYECKOMY pery-
NUpoBaHuio n meTposiorum ot 17 mapta 2016 r. N? 158-ct

4 HacToswmii cTaHfapT AeHTUYEH MeXayHapoaHOMY IoKyMeHTY LieneBoli rpynnbl no rno6ansHoi rap-
MoHu3aumm (Global Harmonization Task Force, GHTF) GHTF/SGiyN063:2011 «CBOAHbIA KOMMIEKT TEXHU-
YeCcKoi JOKYMeHTaLun Ans 4eMOHCTpaL M cCOOTBETCTBUA 06LLMM NpuHUMnam obecneyeHns 6e3onacHoOCTy 1
OCHOBHbIX (DYHKLMOHA/bHbIX XapakTepucTuk MeAWLMHCKUX W3AeNnuid  ANS  AWarHoCTUKM in  vitro»
(GHTF/SG1/N063:2011 «Summary Technical Documentation (STED) for demonstrating conformity to the
essential principles of safety and performance of in vitro diagnostic medical devices»).

Mpy NPYMEHeHNN HaCTOoSLLLero CTaHAapTa peKoMeHAyeTCA MCNOb30BaTb BMECTO CCbIIOYHBIX MeXAyHa-
POAHbIX CTaHAapTOB COOTBETCTBYIOLME UM HaLMOHaIbHble CTaHAapTbl Poccuiickoih degepaunm, ceefeHmns o
KOTOpPbIX NPUBELEHbI B LONOHUTENIbHOM NPUAoXeHun A

5 BBE/JEH BMNEPBbIE

MpaBuna nNnpuUMeHeHUa HacTOsALWero craHgapTa ycTaHoBneHsl B FTOCT P 1.0—2012 (pa3gen 8).
WNHdopmaymsa 06 n3amMeHeHnsAX K HacTosAWeMy cTaHgap Ty Ny6MKyeTCs B eXerofgHom (Mo COCTOSHUIO Ha
1aHBaps TekyLwero roga) MHOOpPMaLVOHHOM ykasaTene «HaunoHanbHble CTaHAapTbi», a ouLnanbHbIi
TEeKCT U3MEHEHMWI 1 NONPaBOK — B €XeMeCAYHOM MHDOPMaLMOHHOM yKasaTene «HaunoHanbHble CTaH-
fapTbi». Bcnyyae nepecmoTpa (3aMeHbl) MM 0T MeHbIHACT OfALLero cTaHfapTacooTBe TCTBYyOLWeeyBe-
fomneHne 6yfeT ony61vMKOBaHO B G6/MKailieM BbliNycke eXemMeCA4YHOro MHOPMaLMOHHOrO ykasaTens
«HaumnoHanbHble cTaHgapThi». COOTBeTCTBYWLWas tHopMaums, ysefoMIeHne n TeKCT bl pasMeLlanT-
€A TakKxe B MHhopMaLMOHHON cucTeme 06LLero nofb3oBaHusa — Ha oduLansHoM caiiTe ®efepanbHOro
areHTCcTBano TeXHNYeCKOMY perynnmpoBaHunio » MeTposiornn B ceTu IHTepHeT (www.gost.ru)
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BeBegeHve

HacTosawuii ctaHaapT paspaboTaH 45 Lenein conmkeHnsa pasinyHbiX PeryimpyoLnx CUCTEM B PasHbIX
cTpaHax. OH npefHasHavyeH AN peryanpyoLmx opraHoB 1 OpraHoB Mo OLeHKe COOTBETCTBUA U Npu3BaH obec-
neynTb IKOHOMMNYECKM LieslecoobpasHblil U pe3ynbTaTUBHBIA NOAXOA K PEryIMPOBaHNI0 MEeAVLUHCKUMUN n3ae-
NNAMK 415 AUArHOCTUKM in vitro. HacToawWwmin cTaHgapT COAEPXUT peKoMeHAaLmMm No cocTaBy M CoAepXaHuio
CBO/ZIHOTO KOMMNIEKTA TEXHUYECKON [JOKYMEHTaL K, NoMoratoLme n3roToBnTeNio NpeaocTaBuTb B peryImpyio-
LMV OpraH uav opraH rno oL eHke COOTBETCTBUS JOKYMEHTVPOBaHHbIE CBUAETENbCTBA TOr0, YTO €ro MegnLnH-
CKoe usgenue na ANarHoCTUKM in vitro COOTBETCTBYET 06LMUM NpuHUmMnam obecnevyeHnss 6e30macHoOCTU U
OCHOBHbIX (DYHKLMOHAIbHbIXXapakTepUCTUKMe ANLIMHCKNX N3aennii ANa AMarHocTuku in vitro. icnonb3osaxne
CBO/HOr0 KOMMeKTa TEXHNYECKON AOKYMEHTaL MM NO3BOMSET U3rOTOBUTETIO U PErYNUPYIOLWEeMy OpraHy cokpa-
waTtb hrHaHCOBbIE 3aTpaThl, yCTPAHATL TOProBble 6apbepbl v obneryaTb 4OCTYN K MEAULMHCKAM N3LeNnsaM B
MeXJyHapoAHOM macluTabe.

Kaxablli n3roToBUTENb MEAULMHCKUX U3AENNIA [O/MKEH NOATOTOBUTL TEXHUYECKYHD AOKYMEHTaLuo Ha
CBOM U3fenvsa u nogaepxmsaTb ee B paboyeM COCTOAHUM, a Takke obecrneunBaTb CBOEBPEMEHHbIA JOCTYM K
[aHHOI TeXHUYeCcKoW AOKYMeHTaL M, AEMOHCTPUpPYOLW e, Kak 6b110 pa3paboTaHo, CNPOeKTMPOBaHO 1 U3ro-
TOB/IEHO MeAWLMHCKOe u3fjenue ANS AUarHoCTWKW in vitro. [laHHas TexHuyeckas AOoKyMeHTauusi, 06bl4HO
ynpaefsiemas cuctemor meHeaxmeHTa kavectsa (CMK) n3rotoutens, 4acto ABNAETCA OOLINPHONA, N MOXET
cofiepxaTb CCbIJIKM HA YaCTW, KOTOPble MOTYT HAXOAUTLCA B Pa3HbIX MecTax. [JokyMeHTauua nognexuT nepe-
CMOTPY A5 BK/TIOYEHUS KaknX-Nnbo N3MeHeHW, BHOCUMbIX B TEHEHWNE XXU3HEHHOTO LyKNa MefULMHCKNX n3ae-
NWiA ANS ANarHocTUKK in vitro B paMmkax cTaHAapTHOro npumeHeHns CMK nsrotosutens.

3T0 BbIFOAHO A8 06e1X CTOPOH: Kak A5 PerynupytoLero opraHa uiv opraHa no oLueHke cooTBeTCTBUSA,
TakK WU perysimpyemoi otpacnu, ecnv 4na BbINOSIHEHNSA YCTaHOB/IEHHbIX NpoLeayp No OLeHKe COOTBEeTCTBUSA
MCNob3yeTcs NOAMHOXECTBO NOHON TEXHNYECKOW fOKYMEHTaLUN — CBOHbIA KOMNIEKT TEXHNYECKON [OKY-
MeHTauun (fanee — CBOAHbIA KOMM/IEKT) HA paccMaTpuBaemoe n3genue. 3TOT CBOAHbIV KOMMIEKT AO/KEH
6bITb MOATOTOB/EH B YCTAHOBIEHHON perynupyoLwmmMmm TpeboBaHnaMU CyMMapHOA Um cokpaLLeHHon chopme,
CO CTeneHbto AeTam3aummn, 4OCTaTOYHON ANA perynupyroLwero opraHa uay opraHa no oueHke cOOTBETCTBUS.
JlokymeHTbl, cofiepxalluecs B CBOAHOM KOMMNIEKTEe, AO/DKHbI 6bITb YACTbIO NOIHOW TEXHNUYECKOW AOKYMeHTa-
LMK, XpaHsaLLeica y 3roToBuUTeNs 1Nno3BonsioLLeii eMy ,EMOHCTPMPOBATb, YTO MEANLMHCKOE U3aenme, KKkoTo-
poOMy OTHOCUTCA AAHHAsA TeXHWYeckas AOKYyMeHTauus, COoOTBeTCTByeT 06WMM npuHuMnam obecnevyeHus
6€30MacHOCTU N OCHOBHbIX (PYHKLMOHANbHbIX XapakTePUCTUK MeANLMHCKUX U3Aennii 4na AUarHoCTUKK in Vitro
(cm.GHTF/SG1/N41:2005).

Hanunune cBOAHOro KOMMIEKTa TEXHUYECKON AOKYMEHTaLM NoMoraeT yMeHbLINTb pasnunyunsa s Tpebosa-
HUAX KAOKYMEHTaLMN. UMEoLMeCs B PasHbIX OPUCAMKLMAX, COKpaLlas Takum o6pa3om omHaHCcoBbIe 3aTpaThbl
HaA0CTMXEHME COOTBETCTBUA PEryIMpyIoLL MM Tpe6oBaHUSAM 1M MOMOras nauyeHTam noayynTb AOCTYN KHOBbIM
TEXHOMOTUAM N METOAMKAM NTEYEHNS.
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HAUVWOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PELEPALNMN

CBOZHbI KOMM/IEKT TEXHUYECKOI [OKYMEHTALMM 4151 4EMOHCTPAL MM COOTBETCTBUS
06WMM NpuHUMnam o6ecneyvyeHns 6e30NacHOCTU U OCHOBHbIX (DYHKLMOHA/IbHBIX XapakTepucTuK
MeANLMHCKUX U3AeNunii ANa AUarHoCTUKM in vitro

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

Nata BBegeHna — 2017—03—01

1 O6nacTb NpUMEHEHUS

HacTosawuii ctaHgapT npeacTasnseT cob0i pykoBOACTBO 415 MHPOPMALMOHHOTO HANO/THEHUSI CBOAHO-
ro KOMMNeKTa TeXHNYECKOW fOKYMeHTaLuy, KOTopbIi He06X0ANMO cobpaTh N NPeAoCTaBUTb B PEry/INPYIOLLNT
opraH Wau opraH no oLeHke CoOTBETCTBUSA A8 NPeAnpPoAaXHOro aHasim3sa u Ncrnosib30BaHus Ha nocaenpoax-
HOI cTagun, ¢ TeM. 4ToObl OLEHNTbL COOTBETCTBME paccMaTpuMBaemoro u3genus Ans AUarHoCTUKK in vitro
o6wum npuHymnam obecneyerHmns 6e30NacHOCTY Y OCHOBHbIX PYHKLIMOHA/IbHBIX XapaKTePUCTUK MeANLMHCKUX
n3aennii ons AMarHoCcTrKy in vitro.

HacTosAwwuii ctaHAapT NPUMEHNM K MEANLUHCKUM U3AeNNAM 418 ANarHOCTUKM in Vitro.

2 HopmaTuBHBbIE CChIKN

GHTF/SG1/N044:2008 Ponb CcTaH4apToB B OUEHKE COOTBETCTBUSA  MEAWLMHCKAX — M34esnuni
(GHTF/SG1/N044:2008 Role of standards in the assessmentof medical devices)

GHTF/SG1/N45:2007 TMMpuHumMnbl knaccudukauum MeguunHCKUX M3genuii Ans AWarHocTuKM in vitro
(GHTF/SG1/N45:2007 Principles of in vitro diagnostic medical devices classification)

GHTF/SG1/N29:2005 VHopMaLMOHHbIA [OKYMEHT, cogepxalwuii onpegeneHne «MeauuuHckoe
nsgenve» (GHTF/SG1/N29:2005Information document concerning the definition ofthe term «medical device»)

GHTF/SG1/N46:2007 MpUHLMMbI OLEHKN COOTBETCTBMA MEAWULMHCKUX WU3AENUA ANS AUArHOCTUKM in
vitro (GHTF/SG1/N46:2007 Principles of conformity assessment for in vitro diagnostic medical devices)

GHTF/SG1/N41:2005 O6Lwue npuHumMnbl o6ecneyeHnss 6e30MacHOCTU U OCHOBHbIX (DYHKLMOHAIbHbIX
XapakTepucTuk meanumnHckux nsgemuini (GHTF/SG1/N41:2005 Essential principles of safety and performance
of medical devices)

GHTF/SG1/N43:2005 MapkunpoBka MmegunumnHcknx ndgenuini (GHTF/SG1/N43:2005 Labelling for medical
devices)

3 TepMUHbI M ONpeaeneHns

B HacTosWwem cTaHgapTe NPMMEHEHbI CneayoLiie TEPMUHbI C COOTBETCTBYOLWMMU ONpeseeHnsaMu.

3.1 npwusHaHHbIN cTaHaapT (recognised standard): CTtaHaapT, o6ecneunBaroLmii Npe3yMnLymio cooT-
BETCTBUSA KOHKPETHbIM 06LWMUM NpuHUmMnam obecneyeHns 6e30NacHOCTY Y OCHOBHbIX PYHKLIMOHA/IbHbIX Xapak-
TEPUCTUK MEANLIMHCKUX N3LENNNA.

3.2 TexHuyeckas AokKymeHTauus (technical documentation): [OKymeHTUpOBaHHblE CBMAETE/LCTBA,
06bIYHO ABMAIOLWMECH BbIXOLOM CUCTEMbI MEHE)KMEHTA KauecTBa, AEMOHCTPMPYOLLMe COOTBETCTBUE U3je-
nvsa obwmM nprHLmMnam obecneyeHns 6e30nacHOCTN M OCHOBHbIX (DYHKLNOHAbHbIX XapakTepuCcTUK MegnLnH-
CKMX n3aenui.

N3paHne opuymnansHoe
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4 TloAroToBKa M UCMNOIb30BaHWE CBOAHOrO KOMM/IEKTa TEXHNYECKO
[OKyMeHTaumm

4.1 TlogroTtoBka

MN3roToBuUTENN MEAULMHCKUX U3Aenuit AN AUMArHOCTMKM in Vitro AO/KHbI AeMOHCTPMpOBaTbh COOTBE-
TCTBME [AaHHbIX U3aennii 06WuM npuHuMnam obecneyeHnsi 6€30MacHOCT M OCHOBHbIX (DYHKLMOHA/IbHbIX
XapakTepucTuk MeanLUUHCKUX n3genuii (ganee — obLWwmum NpyvHUmMnam) nocpeAcTBOM NOArOTOBKU U XpaHeH!s
TEXHUYECKOM JOKYMEHTaUNMN, AEMOHCTPUPYIOLLEN, KaK KaxXA0e MeANLNHCKOE n3genune gs 4MarHocTrkm in vitro
6b1710 pa3paboTaHo, CNPOEKTVPOBAHO U M3rOTOB/IEHO, NCOAEPXALLE ONMcaHNsA OB BACHEHUS, HEO6X0ANMbIe
ANA NOHUMaHUA HaMepeHUn N3roToBMTENA B OTHOLLIEHNW Takoro COOTBETCTBUSA. [JaHHYI0 TEXHUYECKYIO JOKY-
MeHTaLM0 06GHOBASOT N0 Mepe He06X0AMMOCTH, /1A TOTO YTO6bI OTPA3WTL TEKYLMIA cTaTyc, cneundukanm n
KOHdurypauuio nsgenusa ana AuarHoCTukK in vitro.

B Lensx oLueHKn COOTBETCTBUA M3rOTOBUTE b (DOPMUPYET CBOAHbIA KOMMIEKT TEXHNYECKOW fOKyMEHTa-
L1 N3 MMetoLLeicst NOMHOM TeXHNYEeCKOW AOKYyMeHTaL MM Ha u3genne, obecneynsasi Tem caMbIM A5 perynnpy-
IOLLero opraHa WAM opraHa Mo OLeHke COOTBETCTBMA CBUAETeNbCTBA TOro, YTO paccMmaTpuBaemoe
MeAMLMHCKOe n3aenve ans AMarHocTyKuY in vitro COOTBETCTBYET 06WUM NpuHUMnamM. CBOAHbIA KOMNIEKT Tex-
HMYeCcKol JoKyMeHTauuy oTpaxaeT cTaTyc MeAULUHCKOTO U3genvsa ans AUarHoCTUKK in Vitro B KOHKPETHBbI
MOMEHT BpemMeHu (Hanpumep, Ha NpeanpoAaxHo cTafumn Npu paccMOTPEHUN AOKYMeHTauumn nnn. no Tpebo-
BaHWIO perynupyoLLero opraHa, Ans nocnenpojaxHbix Lenei), ero noarotaBamBaloT 419 OLeHNBaHus cooT-
BETCTBMA perynvpyrowum tpebosaHnam. Ha pucyHkax 1 n 2 nokasaH UHMOPMAaLMOHHBIA NOTOK, OT NOJIHOM
TEXHUYECKOW [OKYyMEHTALMM K CBOAHOMY KOMM/IEKTY TEXHUYECKON [LOKYMEHTaL M.

CBOAHbIVi KOMNNEKT pekoMeHAyeTCcs MOAroTaBAMBaThb Ha fA3blke, TpebyeMoM perynupyloLwyM opra-
HoM/opraviom no oLeHKe COOTBETCTBUS.

Fny6uHa u cTeneHb AeTanusauum MHhopmalun, cogepxalleiica B CBOLHOM KOMMIEKTE TEXHUYECKO
[OKyMeHTauum, 3aBUCAT OT:

- knaccudpmkaumy paccmaTpruBaemoro u3genus;

- C/IOXXHOCTM paccMaTp1MBaemoro nsgenus,

a TakKke OT TOro:

- UMeeT /M JaHHOE M3enne HOBYH TEXHOI0TUI0 (MPY 3TOM NoJ, HOBOM TEXHO0TMElV NOHUMAIOT Kak 0TCy-
TCTBWeE Ha pbIHKE paHee n3aenunii AN AnarHoCTUKM N Vitro 4na Toroxe aHaauTa. Tak U NpUMMeHeHne HOBOW aHa-
NINTUYECKOWN TEXHONOMUN ANA N3BECTHOIO aHaNnTa);

- OT/IMYaeTCANNNPUMEHEHWE TOTOBOMO U3AeNNA OT NepBoHaYasibHOro NPYMEeHeHNs, NpegyCcMOTPEHHOIO
N3roToBuTENEM;

- ABMAAETCH N U3fesime HOBbIM A8 U3rOTOBUTENS;

- accoumupyeTcs N AaHHbIA TN U34eNns Co 3HaUUTE IbHbIM YNCNIOM HebnaronpuaTHbIX (Hexenarenb-
HbIX) COObITUIA, BK/THOYASA OLIMGKN NPUMEHEHNS;

- BK/IOYAET /M n3genune HoBble WM NOTEHLMAaNbHO OnacHble matepuarnsl;

- 3aTparnBaeT /i faHHbI TUN N34ensa KOHKPeTHbIe NPo6aeMbl B 061aCTH 34paBOOXPaHEHUS.

CBOZHbIVi KOMMMEKT TEXHUYECKON AOKyMeHTauuu [O/DKEH COAepXaTb CYMMapHyl WHGOopmauuio no
BblIOpaHHbIM TEMaM, NoAPOOHYI0 MHOPMALIMIO NO HEKOTOPbLIM CreuuanbHbiM ToMaM (MPUBEAEHHBIM HUXE) 1
Tabnuuy cooTBETCTBMA 06LMM NpUHUMNam. JlaHHas nHopmauus MOXeT BKItoYaTh B ce6s, HanpuMep, kpaTkoe
onvcaHve AOKYMEHTOB, UTOrOBYI0 MHOPMaL Mo, NPOaHaNn3MPOBaHHYI0 BbICLUMM PYKOBOACTBOM, WAW. KOrga
LienecoobpasHo, MMeKLMecs B HaIMUYMK ynpasnsieMble OKYMEHTbI, fOCTaTOUYHbIe 418 nepejayn OCHOBHOM
NHg OpMaLLK Y NO3BONAIOLLME NPOBEPAIOLLLEMY /TNLY MOHATL CyTh Bonpoca. Tabnmua cooTBeTCTBUSA 06LLUM NPK-
HuMnam paspaboTaHa Kak 4acTb TEXHUYECKOI [OKYMEHTaLMN U3rOTOBUTENA W [O/MKHA ABNATLCA JOKYMEHTOM,
ynpasfigeMblM CUCTEMON MeHe)KMeHTa kayecTBa U3rotoeuTtesns. 3To N03BoAsET o6ecneunTtb KpaTkuii 0630p
06LMX NPUHLMNOB N UAEHTUMULMPOBATL T€ U3 HUX. KOTOPble MPUMEHUMbI K paccMaTtpuBaemMomMy U3fenuio,
BblGpaTb METOA AEMOHCTPALMI COOTBETCTBUA U3AENUA KBXKAOMY OTHOCALLEMYCA K HEMY 06LLEeMY NPUHLMAY 1
ykasaTtb CCbI/IKY Ha [JOKYMEHTbI, MOAAEPXMBAIOLLVIE KOHKPETHBIV 06 NPUHLMA. HECMOTPA Ha TO. YTO Ha NoA-
AepxusaloLLne OKYMeHTbl PEKOMEHAYETCA MMETb CCbI/IKM B Ta6/1LLE COOTBETCTBUA O6LLMM NPUHLMNAM, TOSIbKO
HeKOTOpble U3 3TUX JOKYMEHTOB CrieAyeT BK1I0YaTk B CBOAHBIA KOMNIEKT TEXHNYECKON AOKyMeHTaUun. Ynoms-
HYTble CCbI/IKW Ha NoAAepXuBatoLLe AOKYMEHTbl 06/1eryatoT BbINO/IHEHME 3anpoCcoB OT perynnpytoLLero opra-
Ha/opraHa no oLeHke COOTBETCTBYUSA, obecneynsas nonyyeHne fonoNHNTeNbHOK nHhopmaLuu.

4.2 Vcnonb3oBaHWe CBOAHOIO KOMMJIEKTA TEXHUYECKON AOKYMEHTALUN Ha NPeANPOLaXKHON
cTaguu (80 BbiNyCcKa B obpalleHune)

Ha npegnpoAaxHoii cTaauWu CBOAHbIA KOMMIEKT MOATOTAB/AMBAKT W NEpPeaarT B PeryvpyoLwnii
opraH/opraH no oLeHke COOTBETCTBUSA A/19 U3Aenuii AN ANarHocTuky in vitro knaccos C v D. Ana nsgenuii ans
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AMArHOCTUKM in Vitro KNaccos A B CBOAHbIN KOMMIEKT NOArOTABIMBAIOT U NEPEAAloT TO/LKO N0 TPe6oBaHNo
perynvpytoLLero opraHa/opraHa no oLeHKke COOTBETCTBUA (CM. PUCYHOK 1).

MpumevaHwunsn

1 Anawnspenuit knaccos A n B. korga cBOAHbI KOMNAEKT NOATOTABAMBAKT N0 TPe60BaHWNIO, U3TOTOBUTENb JO/IKEH
6bITb rOTOB CO6paTh MNepefaTbh CBOAHbI KOMNIEKT B Nepnoj BpeMeHHW, yka3aHHblii perympyoumum opraHom/opraHom no
OLEeHKe COOTBETCTBUA. [laHHbI Nepnoj MOXeT 6biTb O4eHb KOPOTKUM.

2 Konuu nepefaHHOro CBOAHOr0 KOMNAeKTa AO/KHbI XPaHUTLCS N3roToBUTENEM ANs 6YAYLLUX CCbINOK.

PucyHok 1 — Mcnonb3oBaHne CBOAHOTO KOMMJIEKTa Ha NpenpofaxHoii cTaan

4.3 Vcnonb3oBaHWe CBOAHOIO KOMMEKTA TEXHNYECKOW JOKYMeHTaL MK Ha NOC/1enpoaXHOM

cTaguu (nocne BbiNycka B 0bpalleHne)

Ha nocnenpogaxHoii cTagvnmn perynnpyioLLmii opraH opraH nooLemMke COOTBETCTBUS MOXeT 3aTpe6oBaTb
CBO/HbI/i KOMNNEKT TEXHNYECKOW OKYyMEHTALMM Ha paccmaTpuBaemMoe usgenve nm6o 415 OLEeHKN COOTBeT-
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CTBMSA MeAWLMHCKOr0o N3aenus Ana AUarHocTuky in vitro knacca A unu B. nn6o ana noaTBepXAeHNSA OLEHKN
COOTBETCTBMA MEAULUHCKOIO 34eNnsa AN AMarHoCTMKN in vitro knacca Cunuv D (cM. pucyHok 2). CBOAHbIV KOM-
NAeKT 06bIYHO He NCMOMb3YIOT B LeNIAX NOCNENPOAAXHOIo uccnefoBaHus HebnaronpusaTHeiX (HexenaTenb-
HbIX) COGLITWIA, ANA cooblieHna WHopMauuKn, cogepxalielics B MNMOCNENPOAAXKHbLIX PEerncTpaLMoHHbIX
3anuncsx, 6o Ana coo6LEeHUs AaHHbIX UCCNefoBaHWiA, B KOTOPbIX WCMO/b30BaHbl pas3/iMyHble BUAbI
nHdopmaLmu.

MpumevaHnwnsa

1 N3roTtoBuTenb AO0NXeH 6bITb TOTOB COﬁpaTb nnepepatb CBO,quIVI KOMNJIEKT B Nepnoa BpemMeHu, yKa3aHHbII7’I pery-
nvpywowmnm opraHom/opraHOM no oueHKe COOTBETCTBUA. ,ﬂ,aHHbIV] nepunon Mmoxet 6bITb OYEHb KOPOTKUM.

2 Konuu nepefnaHHOro CBOAHOIO KOMNJiekTa AOJ/KHbI XpaHUTbCA N3rotoBsuTesniemMm Ansa 6y,quLLI/IX CCbINOK.

PUCYHOK 2 — Mcnonb3oBaHue CBOAHOIO KOMM/IEKTa Ha NOCNEenpoAaxHoii cTtagun

4.4 Vcnonb3oBaHVe CBOAHOrO KOMM/IeKTa TeXHUUYECKOW OoKYMeHTauum /st CoobLeHus
06 U3MEHEHWSIX B perynpyoLLmii opraH/opraH no oLeHke COOTBeTCTBUSA
ECNn ANs BHECEHWSI U3MEHEHUs B MeAWLMHCKOe u3aenve Heo6xoAuMo npeABapuTensHoe ogo6peHue

perynvpylouiero opraHa, To A5l nosydyeHusi 4aHHOr0 0A06PEHNS MOXHO MCMO/b30BaTh CBOAHbIA KOMMIEKT
TeXHUYEecKol JokyMeHTaLuu. [1ns aTux ueneii 6yaeT NoAroTOBNEH OTAE/bHbIA PYyKOBOAALLUI [LOKYMEHT.
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5 OnucaHue nagenns n ero TeEXHNYECKNX XapakTepPUCTUK, BK/IKOHAA BapuaHThbl
(KoHurypaummn) n npuHaaIexHocTn

5.1 OnwucaHwne nsgenus

CBOJHbI KOMNIEKT TEXHNUYECKOW AOKYMEHTaLUN AO/MKEH cofiepxaTb CneyoLlyo HgopmaLmio, onu-
CblBaIOLLYO U3genuve:

a) npeaycMOTpeHHOe NpUMeHeHue u3genns, Bkyas:

- 4yTO OBHapyXnBaeTcs;

- OCHOBHas hyHKLMS (HaNpUMep, CKPUHWUHT, MOHUTOPUHT, ANArHoCcTMKa Uan NOMOLLb B ANArHOCTKE);

- cneundmnyeckoe 3abonesaHne, COCToAHNE uan hakTopbl pyUcKa, KOTOpble npegnonaraeTcs o6Hapy-
XWUTb. onpegenuts unn gnddepeHumpoBatb;

- ABNIAETCA NN N3aenne aBToMaTU3MPOBaHHbIM;

- ABNIAETCA NN pe3ynbTaTt KONIMYECTBEHHbIM U KAYECTBEHHbIM,;

- Tpebyemblii BUA obpasua (Hanpumep, CbIBOPOTKA, Naa3ma, LienbHas KpoBb, TKaHW nocne éuoncuu,
mMoua);

- uccnegyemas nonynaums;

b) NpeAyCMOTPEHHbI Nonb3oBaTe b (HENOArOTOBNEHHbI NALMEHT UK NpogeccuoHan);

C) NPVHUMNbI AeCcTBUA N3genus unm Haéopa ANs AUarHoCTUKK in Vitro;

d) knaccnoTeHunanbHOro pucka n npyuMeHsiemMoe KnaccmdgukaLMoHHOEe NpaBn/Io COr1acHo yCTaHOB/EH-
HbIM NPYHLMNaM Knaccudmkalmm MeguLMHCKNX 3genunii ana AnarHoCTUKK in vitro:

€) onucaHue cocTaBHbIX YacTel n3genus (Hanpumep, peareHToB, KOHTPO/IbHbIX MPO6 U KaNM6PaTopPOB)
W. ecny NPUMEHUMO, OMNMCaHWe aKTUBHbIX COCTaBANLWMX COOTBETCTBYIOLLMNX YacTel (Takmx Kak aHTuTena,
aHTUreHbl, NpefLecTBEeHHUKN HYKNENHOBbIX KUCMOT);

n. eCNv NPUMEHNMO;

0 onucaHmne Konnekumm o6pasLoB 1 TPAHCMOPTHBLIX MaTepnanos, NPeAyCMOTPEHHbIX 418 U3AeNNs, Uu
onvcaHune cneundmvKaymnin, pekoMeHAyeMbIX K UICNO/Ib30BaHMIO;

4) Ans npubopos c aBToMaTUyecknm oT60pom Npo6: onucaHne COOTBETCTBYOLMX XapakTepucTuK npo6
1AM TUNOB NPooG;

h) pna npo6 ans asTomMaTMyeckorooTbopa: onmcaHme COOTBETCTBYOLLUX XapakTepncTuk npuéopos nnm
TMNOB NPUBOPOB:

i) onucaHne Kakoro-nM6o MporpamMmmHOro obecnevyeHus NCNOb3yeMOro C U3gennem Ana 4UarHoCTUKM
in vitro:

j) onucaHue wnu ncyepnbiBaLWUA NnepevyeHb KOHGUrypaumit/BapmaHToB u3genua AAs AUarHOCTUKK
in vitro, KOTOPbIE BbIMYCKATCA Ha PbIHOK;

k) onucaHve npuHagnexHocTel, Apyrux MeanLMHCKUX n3aennii Ana ANarHoCTUKK in Vvitro nnsgenuii, He
ABNAIOLWMNXCA MeAULMHCKUMU, HO NPeAyCMOTPEHHbIX A1 UCNO/b30BaHNA B KOMOUHALMM C paccMaTpMBaeMbIM
nsgenviem gnsa guarHocTuky in vitro.

5.2 Ccblfika Ha NOA06GHbIE U NpeablayLine BapuaHTbl U34e NS, a TakKe UCTOPUIO n3genus
5.2.1 W3genvie Ans AUarHoCTUKM in Vitro elle He BbiMyLeHO Ha PbIHOK

B cnyyaB HE06X04MMOCTH AEMOHCTPALMY COOTBETCTBUS O6LLMM NPUHLMNAM U NPeACTaBIEHUs 06LLMX
CBeAeHUli CBOAHbIV KOMNEKT fOMKEH COAEPXKATH KPATKOE ONUCaHUE:!

a) npepablayLiMX NOKOEHWA paccMaTpMBaeMoro U3aenus, eciy TakoBble CyLLeCTBOBaY;

b) NOJOGHbIX N34ENNIA, UMEIOLLMXCS HA PETMOHAMBbHBIX Y MEXAYHAPOAHbIX PbIHKAX.

5.2.2 W3genve Ans AUarHoCTUKM in Vitro BbiNyLEeHO Ha PbIHOK B KaKoili-nn6o cTpaHe

JaHHasi MHhopMaL st MOXeT BK/t0UaTh CBOAKY OTYETOB M0 HE61aronpusTHbIM COObITUSM B OTHOLLEHWM
6e30NacHOCTY U DYHKLMOHAIbHBIX XapakTepucTUK 4aHHOTO U3AeNns 4151 ANArHOCTUKM in Vitro BCOOTHOLUEHUN
C KONIMYECTBOM U3AeNNiA, BbINYLLEHHbIX Ha PbIHOK.

CepTudhukaThbl, MOJSIyYEHHbIE OT BHELLHUX OpraHu3auuii, a Takke JOKYMEHTbI, NoATBepXAatoLne cooT-
BETCTBME 06LMM NPUHLMNAM, MOTYT 6bIThb MPUIOXKEHbI K CBOAHOMY KOMM/IEKTY.

6 Tabsimua cooTBETCTBUSA OOLLMM NpUHUMNAaM

CBO/JHbI KOMMNIEKT TEeXHUYECKOW [OKYMEHTauun LO/MKEH BKAYaTb B cebs Tabnuuy COOTBETCTBUA
06LLMM NpUHUMNam, onpeaensioLLyo:
a) obuwue npuHUMNLI;
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b) MPUMEHUM SN KaXAblii OBLMIA MPUHLMN K paccMaTpmBaeMoMy U3AENNI0 NS AMAarHOCTUKY in vitro, n
€C/IN HET, TO NoYemy:

c) metopa(bl), NCNONb3ayeMbIi(ble) AN AEMOHCTPaLUM COOTBETCTBUS pacCMaTPMBAEMOro U3fenmns Kax-
[OMY NPUMEHVMOMY 06LLEMY NPUHLUNY;

d) ccbinika Ha TOYHOE HaMMeHoBaHWe AOoKYMeHTa(0B) 13 cOCTaBa TEXHUYECKO foKyMeHTauum, obecne-
ymBamoLLero(Mx) CBUAETENLCTBO COOTBETCTBMUS KaXA0MY NMPUMEHSIEMOMY METOAY.

[ns nemMmoHcTpauumn cooTBETCTBUS MOXHO MCNOMb30BaTb OAMH WU HECKOJIbKO CNeayrLMX METOA0B!

a) COOTBETCTBME NPU3HAHHBLIM WV NHBIM CTaHAapTaMm;

b) COOTBETCTBUE OGLLENPUHSTLIM B NPOMbILLIEHHOCTY METO4AM UCTbITAHWUA;

C) COOTBETCTBME MEeToAam UCMbITaHWIA, MPUHATLIM B flaHHOW opraHusaumm, Kotopble GbiNn BaNMaMpoBa-
Hbl U BEpPUMLMPOBaHbI;

d) cpaBHEeHWe c MegUUUHCKUM U34eNneM AN AMarHOCTMKN in Vitro, yXe AOCTYNMHOM Ha pbIHKE.

Tabnuuya cooTBETCTBUA 06WMUM NPUHLMNAM A0SKHA BKIOYATb B Ce6s1 NepekpecTHble CCbINIKM HAa MecTo-
HaxoX/JeHne KaxAoro cBUAEeTeNbCTBA COOTBETCTBUSA KakK B NOSIHON TEXHUYECKON AOKyMEHTaLNN, HaxoasLLel-
CA'Y N3rOTOBUTESIA, TaK 1 B CBOAHOM KOMM/IEKTE TEXHUYECKOM fOKYMEHTALMN.

O6pasel, TabnLbl COOTBETCTBUS 06LLMM NPUHLMNAM NPUBELEH B NPUIOXEHNN A.

7 OCHOBHble pe3ynbTarbl aHa/In3a 1 yrpaB/1I€HNA PNCKOM

CBOJHbIIi KOMMMEKT TEXHUYECKOW [OKYMEHTaLMN [OKEH cofepXaTb KpaTkuii nepeyeHb pUckoB, U eH-
TUMLMPOBAHHBIX B NPOLLECCE aHANM3a PUCKa, 1 onucaHue cnoco6oB ynpasieHns JaHHbIMU PUCKaMK B Liensx
CHUXEHWS UX [0 [OMNYCTUMOTO YPOBHS. MpeanouTuTensHo, YTo6bl AaHHbIi aHaIM3 pUCKoB Gbil OCHOBAH Ha
NPU3HAHHbIX CTaHAAPTAaX W AB/SACA YACTbIO N1aHa MEHeAXMEHTA pUCKa U3roTOBUTENS.

AHHOTaLWsA MO puUCKaM [0J/IXHA BK/IOUATb BO3MOXHbIE OMACHOCTMW, XapakTepHble AN MeAULMHCKOro
U34enus ansi AUarHOCTUKM in Vitro, Takme Kak puck nosiyHeHns TOXHOMOTOXUTEbHBIX W TOXHOOTPULATENbHBIX
pe3ynbTaToB, KOCBEHHbIE PUCKU, KOTOPbIE CBSI3aHbl C ONACHOCTAMM B KOHTEKCTe NpUMeHeHUs MeAULUHCKOTo
U34enus ans AUarHocTUKY in vitro, HanprUmep, HECTaBUIBHOCTL ero XapakTepUCTUK, KOTOPOe MOXeT NPUBECTH
K OWMGOYHbIM pe3y/nibTataM, WM ONacHOCTM A/S MOo/b30BaTesisi, HanpuMep npu paboTe C peareHTamu,
cofepxXallyMu MH(EKLMOHHbIE areHTbl.

PesynbTaThl aHanM3a prcka JOo/KHbI MPeACTaBIATL 3ak/l0UYEHNEe, CBUAETENbCTBYIOLLEE O TOM, YTO BCE
0CTaTOUHbIE PUCKM ABAAIOTCSA MPUEMIEMBIMU MO CPABHEHMIO C NOJb30MA.

OG6bIYHO ANS U3aenuii 4ns AUarHocTrkY in vitro knacca D TpebyeTcs feTanbHblii OTUET.

8 VHdopmauus no NpoekTUPOBaHUIO 1 MPOU3BOACTBY

8.1 lpoekTupoBaHue n3genus

CBOAHbIVi KOMMNIEKT TEXHWYECKOWN AOKyMEeHTauun LOSIKEeH codepxaTtb MHopMaLvio, NO3BOMSAIOLLYI0
KOHTpONMpYytoLwemy nuly noayunts obliee npeacTtaBnieHne 06 OCHOBHbIX CTaANAX NPOEKTUPOBaHNA paccmar-
puBaemoro n3genuns Ansa guarHocTukm in vitro.

WNHdopmMaumsa AomKHa BKIOYATb ONncaHne BaXHeNLnX KOMNOHEHTOB aHanm3a, Takmx kak aHTutena,
aHTUreHbl, hepMeHTbl, 1 NpanmMepoB HYKNEWHOBLIX KUCMOT, NPeAyCMOTPEHHbIX W PeKOMEHA0BaHHbIX A5
MCNONb30BaHWA C MeAULMHCKUM n3gennem Ans8 AMarHocTvku in vitro.

[na npn6opoB nHopmaL s AO/MKHA BKIOYATL ONCaHNe OCHOBHbIX NOACUCTEM, aHa/IMTUYECKOWR TEXHO-
norun (HanpyumMep, NPUHUUNOB paboTbl, MEXAHU3MOB YNpaBeHNs), cneunanbHbIX KOMMNbIOTEPHbIX annapaTHbIX
N MPOrpaMMHbIX YacTel.

[ins npnbopos 1 nporpamMmmHoro obecneyveHns TpebyeTcs 0630p CUCTEMBI B LIESIOM, BK/TIOYAS apXUTEKTY-
py, KoTopas 06bI4YHO NpeAcTaBNsAeT cob0li fuarpammy ¢ B3avMOCBA3SIMU MEX /Y OCHOBHbIMU (DYHKLMOHANbHbI-
MV MOAYNAMW B NPOrpaMMHOM ob6ecrnedyeHunn, BKI0Yas BbIBOAbI HA annapaTHyo 4acTb U nepefadvy AaHHbIX,
Hanpumep, Nno ceTu.

[na otaenbHoOro nporpaMMHoro obecneyeHmns TpebyeTcs onucaHne MeToA010rMN MHTepnpeTaummn faH-
HbIX (T. €. @/ITOPUTMbI).

[Lna n3genuin, npegHasHayeHHbIX 415 CAMOTECTUPOBAHUS, NMPOEKT AO/MKEH BKOYATL ONUCaHne acnek-
TOB KOHCTPYKLMK, KOTOPbIE AenatT ee NPUroAgHoN AN HeKBaIMGMLMPOBAHHOIO Nob30BaTeNs.

O6bIYHO 415 U34eNunii AN AruarHocTukm in vitro knacca O TpebyeTcs npefcTaBneHne NnogpobHoi cneym-
dvkaLmn matepmanos.

Mpy 3TOM faHHY0 MHOPMaLMI0 HeNb3sA NCMNO/b30BaTb BMECTO 6051ee NoApobHOW nHdopmalum, KoTo-
pas TpebyeTcs AN ayAmTa CUCTEMbI MEHE)KMEHTA KayecTBa Un 418 APYroli feAaTesIbHOCTU NO OLLeHKe CO0T-
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BETCTBMA. ECNM NpPOEKTUPOBAHWE MPOBOAWNIOCH HECKONLKUMU MOAPA3AENEeHUAMU, TO AO/KHO 6bITh
onpeaeneHo KOHTPONUPYHOLLEe NoapasaesneHue.

8.2 lMponssoacTBeHHbIe NpoLueccehbl

Tonbko Ans knacca D cBOAHbI KOMNIEKT TEXHUYECKO AOKYMEHTaLUN AO/HKEH CcoAepXaTb NHGopMa-
LMI0. NO3BOJISIOLLYI0 MHCNEKTUPYOLWEMY nLy NonyunThb o6lee npeacTaB/ieHne 0 NPoM3BOACTBEHHbIX NPO-
ueccax. MNpu 3TOM faHHY0 MHOPMAaLMI0 Hesb3s MCNOJ/Ib30BaTb BMECTO 60/1e0 NoApo6HON nHdopmalmm,
KoTopasi TpebyeTcs ANs ayauTa CUCTEMbl MEHEeL)KMEHTA KavecTBa Unv 419 4pYroli AesaTesIbHOCTY No OLeHKe
COOTBETCTBMSA. YNOMSIHyTas UHopMaumst MoOXeT ObITb NpescTaBneHa B Buae 6/10K-cCxemMbl NPOLECCOB, fato-
Leil. Hanpumep obLyee NpefcTaBfeHMe 0 NPOU3BOACTBE, CO0PKE, BCEX 3aK/THOUUTENBHbIX UCMbITAHUAX U3ae-
nms 1 06 OKOHYaTEeNbHOI yrnakoBke roTOBOrO M3Aenus ANs AUArHOCTUKKM in vitro. [laHHas 4yacTb A0SKHA
BK/1O4ATb MHPOpMAaLMIO MO BbIXOAHOMY Y MeXonepaLoHHOMY KOHTPOJIH0 KayecTBa Npoaykuum (Hanpumep, no
nporpamMmme KOHTPO/IS KauecTBa U3roToBUTENS).

8.3 lponsBoaCTBEHHbIE NAOLWaAKN

[ns BUOOB AeATENbHOCTW, ONUCAaHHbLIX B 8.2, CBOAHbI KOMMIEKT TeXHUYECKO [OKyMeHTaLun fo/MKeH
UAEeHTUULMPOBATL NPOU3BOACTBEHHbIE MOWAAKA, HA KOTOPbIX 3TV BUAbI AEATENBHOCTY GbINN BbINOMHEHbI
(3TO He BK/OYaeT N/IOLLAAKM NOCTABLLUKOB UCXOAHbLIX MaTepUasioB, a TOLKO N/IOLLAAKN, BOB/IEUEHHbIE B KpU-
TUYeckMe MpPou3BOACTBEHHbIE MPOLECCHl). Ecny ANs AaHHbIX NOWAaA0K UMelTCs cepTUuKaTbl CUCTEMBI
MEHeXXMEHTa KauyecTBa WM PaBHOLEHHbIE [OKYMEHTbl, TO OHU [O/KHbI 6blTb MPUAOXKEHbI K CBOAHOMY
KOMMEeKTY TeXHUYECKOli AoKyMeHTaLuu.

9 [eATenbHOCTb Mo BepudmKaLumn 1 Bannaaumm

CBOJHbII KOMNIEKT TEXHNYECKOW AOKYMEHTaUNN LO/MKEH COAEpXaTb A4OKYMEHTbl N0 Bepudmkaumm un
Banugauuu. Mpy 3TOM cTeneHb AeTannsauuy MoXeT ObiTb Pas/IMYyHOW B 3aBUCMMOCTM OT Knaccudukawmm
n3genuna v npounx xapakrepuctuk nsgenus (cm. 4.1).

Kak npaBwno, B CBOAHOM KOMM/IEKTE AO/IKHbI ObiTb KPATKO M3/0XEeHbl pe3ynbTaTbl eATeNIbHOCTH Mo
BepuchvKaL M 1 Banugaummn, kotopas npeanpuHaTa ANsS AEMOHCTPaLUY COOTBETCTBUS NPUMEHUMbIM O6LLMM
npuHumnam. Npu Heo6xoANMOCTH Takas MHGOPMaL s MOXeT ObITb B3ATa U3 TMTEPATYPHbLIX NCTOYHUKOB.

1 KpaTkoe usnoxeHuve (pestome) MHpopmaLmmn BCBOAHOM KOMMNIEKTE [0/KHO cofepxaTtb Bcebe focTa-
TOYHO HEOo6Xx0AMMOW UHcopMaL MK, YTOObI MO3BOMUTL Perynupyloemy opraHy/opraHy no oueHke cooTBeT-
CTBUWSA OLIEHNTb ee JOCTOBEPHOCTL. MNpeacTasigeMas nHgopmalms fo/KHa coepxaTb KpaTkoe onnucaHue:

a) npoTokKona uccnefoBaHns:

b) pe3ynbTaToB UCCNef0BaHNs;

C) 3ak/oyeHne nccnefoBaHus.

Takxe Takas MHopMaLuns MOXeT BKoYaTb:

a) geknapauuvio/cBnaeTenbCTBO COOTBETCTBUS MpU3HaHHOMY(bIM) cTaHZapTy(am) u kpaTkoe nsnoxe-
HVe AaHHbIX, eCNK B yNOMAHYTOM(bIX) CTaHAapTe(ax) He yCTaHOBNEHbI KpUTEPUU NPUEMKN;

b) Aeknapauuio/cBNAETENLCTBO COOTBETCTBMA OMNy6/MKoBaHHOMY(bIM) cTaHAapTy(am), KOTOpbli He
6b11 0hMLManbHO Npu3HaH, c 060CHOBaHMeM ero (MX) NPYMEHEHNS U KpaTKOe N3/10XKEeHUe AaHHbIX, eCv B yno-
MAHYTOM(bIX) CTaHAapTe(ax) He yCTaHOB/IeHbl KpUTEPUN NPUEMKY;

C) Aeknapauuio/cBMAETEeNbLCTBO COOTBETCTBMA npodheccrmoHaibHOMY(bIM) PyKOBOACTBY(am). Mpor3Boa-
cTBeHHOMY(bIM) MeToAy(am) nnu metogy(am). UCNOSb3YEMbIM B OpraHusaLum, ¢ 060CHOBaHNEM UX MPUMeEHe-
HWA, onMcaHneM AaHHbIX METOA0B U KpaTKol MHhopmaLmeii co cTeneHbio AeTanusaumm, no3BonstoLw e ote-
HUTb ee f0CTaTOYHOCTb;

d) 0630p onNy6MKOBaHHbIX NCTOYHUKOB KacaTe/lbHO paccMaTpuBaeMoro n3genna v nogobHbIX nae-
A,

2 MoppobHas nHopmaLms foMxKHa BKIoYaTb B cebs:

a) MOJHbIA NPOTOKON UCCNEeA0BaHNS;

b) MeToAaHann3a nosly4yeHHbIX JaHHbIX:

C) NOJHbIN OTYET 06 MccnefoBaHuy;

d) 3aknyeHne 06 nccnegoBaHum.

B cnyyae cyuectsoBaHns NpM3HaHHOMO cTaHgapTa, cofepxallero npoToKoa U MeTof, aHanunsa faHHblX,
[AaHHy0 MHopMaLMIo 0MYyCKaeTCA He BK10YaTb, 3aMEHMB CCbI/IKO HA COOTBETCTBME NPU3HAHHOMY CTaHAap-
Ty. Tem He MeHee, cnegyeT NpefocTaBUTb KpaTkoe onMcaHmne NonyYeHHbIX pe3yibTaToB v BbIBOAOB.

ONA KNVMHMYECKNX XapaKTePUCTUK (SBNSIOWMXCA HYacTblo KAMHWYECKUX AoKasaTenbCTB) noapobHas
nHhopmaums 06bIYHO BKIOYAET NHAMBUAYASIbHbIE TOUKM N3MEPEHUS («Cbipble» AaHHble) ana knacca O meam-
LIMHCKUX U3Aennit ANS 4MarHoCTUKu in Vitro.
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EcnnTpebyeTcs, KpaTkoe U3NI0XeHNe HenocpeACcTBEHHbIX Pe3y/1bTaToB M3MEPEHU C COOTBETCTBYHOLL M-
MV KPUTEPUSAMU OSDKHBI ObITb NPefoCTaB/IeHbl, & HE TO/IbKO 3aK/TUeHNs TUNna «CoOTBOTCTBYEeT/He COOTBET-
CTBYyeT».

9.1 AHanuTMYeckue xapakTepucTuku

YTBEpPXAEHNA 1 ONUCaHNA HUXKeCeAyloLWmnxX YyacTell OTHOCATCA KO BCEM MEeAULMHCKAM U3fenvam ans
ANAarHocTukm in vitro. NMpuMeHNMoCTb TpeboBaHWii oTAnYaeTcs Mexay npubopamu 1 Habopamy peareHToB, U
camu peareHTbl MOTyT O6bITb NpeAHa3HaYeHbl 4719 KOMYECTBEHHOTO, MONYKO/IMYECTBENHOTO UM KAYECTBEHHO-
ro aHanmsa. MoaToMy NPUMEHNMOCTb HIKECeAYIOLLMX YacTel MOXeT ObITb OrpaHnyeHa Aas NosaykomyecT-
BEHHbIX M KRYECTBEHHbIX aHaNn30B. Hmxe, rae npuMeHMMOo, AaHbl KOMMEHTapuy B OTHOLLEHUN NPUGOPOB UNn
KauyeCTBEHHbIX aHa/IM30B.

9.1.1 Bupg obpasua

B 3T0li YacTV onNncbIBaOT pasfiMuHble BUAbI 06pa3LLoB, KOTOPLIE MOTYT GbiTh MCMOMIb30BaHbLI. OnucaHne
LO/MKHO BK/IIOYATh TPeGOBaHNA K CTAbUIbHOCTH W YC/TOBUAM XPaHEHNS W. KakK NMPaBuio, MPUMEHNMO KO BCEM
cuctemam v tunam aHanunsa. CTabunbHOCTb BKIOYAET XpaHeHNe U. rae NpUMEHNMO, YC/T0BUS TPAHCNOPTUPOB-
KU. XpaHeHWe BKNOYaET Takne napaMeTpsbl, Kak MPOAO/MKUTENbHOCTb, TEMNEPATYPHbIE OrPaHUYEHNS U YACIO
LIVK/I0B 3aMOPO3KNY pasmMopaxunBaHus.

JaHHas yacTb JO/MKHA Takke BKIOUYATb KPATKYH MHAOPMALMI0 N0 KaXA0W MaTpuLe U aHTUKoarynsty,
€C/IM NPUMEHNMO, BK/IlOYas onucaHne MeToANKN U3MEPEHNS AN1A CPABHEHUS N OLLEHKV TOYHOCTW U3MEPEHWIA.
370 BK/IIOYAET UHhopMaL Mo 0 Buae uccnegyemoro obpasua, konmyectse o6pasLoB, AnanasoHe BbIGOPKY
06pasLoB UK aHaM3mpyemble LeneBblie KOHLEHTpaLMK, pacyeTsl U cTaTUCTUYECKe MeTOAbl, pe3ynbTaTthl 1
3akto4eHus.

Kak npasuno, ans MegULMHCKUX U34enuii AN AUarHocTukm in vitro knacca O npefocTaBnsieTcsi noapo6-
Has nHdopmaums.

9.1.2 ®yHKUMOHAbHbIE aHANIMTUYECKNE XapaKTepUCTUKN

9.1.2.1 TlorpewHoCTb N3MepPeHUs
B 370l YacTu 4O/MKHBI 6bITb ONMUCaHbI 4OCTOBEPHOCTb M TOYHOCTb UCC/EeA0BaHWA.

NMpumeuvaHne — O6WNIA TEPMUH NOTPELIHOCTN UCMNO/b3YETCS B HACTOsALEE BPEMS U NS LOCTOBEPHOCTU, U
[AN18 TOYHOCTK, B TO BPEMS Kak paHee OH NCNO/b30BasiCA TOMbKO 415 NpejAcTaB/ieHns JOCTOBEPHOCTH.

[ocToBepHOCTb U3MEPEHUA, Ha KOTOPYIO OKa3biBaKT B/IUSHWE CUCTEMATUYECKNE NOrPEeLHOCTH, 06bIYHO
BblpaXKaeTcsl B NOCTOSAHHOM CABUre, B TO BPeMSsi Kak TOYHOCTb, Ha KOTOPYIO B/IMSAIOT C/lyYaliHble NOrpeLIHocTy,
06bIYHO BblpaXaeTcs B CTaHAAPTHOM OTK/TOHEHUN.

MorpelwHoCcTb onpeaenseTcs coueTaHMeM CUCTEMATUYECKUX 1 CTyYaiiHbIX pe3ybTaToB, KOTOpble BMeC-
Te BHOCAT BKNaf B 06LLYH NOrpeLlHOCTb U3MEPEHMS.

a) [locToBEpPHOCTb M3MEPEHNIA

B 3Toi YacTn Ao/mKHa 6bITb NpeAocTaBNeHa MHopMauus No 40CTOBEPHOCTU U3MEPUTE/IbHON Npoueay-
pbl U CBOAKA AeTa/IN3MPOBAHHbIX AaHHbIX, MO3BOSAOLLNX OLLEHUTb KOPPEKTHOCTb BblGPaHHbIX METO/10B OLLEHKM
[OCTOBEPHOCTU. XapakTepucTmka fOCTOBEPHOCTN MPUMEHSAETCS KakK K KOJIMYECTBEHHbIM, TaK U K KaueCTBeH-
HbIM UCCNeA0BaHMAM NPU CTaHAAPTHOM WK pehepeHTHOM MeTofe uccrieoBaHus.

Kak npaBwio, Ans MegUUUHCKUX M3Aenuii ANns AuarHocTukm in vitro knaccoB C n D npegoctaBnseTcs
AeTanbHas nHdopmMauus.

b) TOYHOCTb M3MepeHuii

B 37Ol YacTu 4O/IKHbI 6bITh ONMCaHbI MOBTOPSEMOCTb U BOCNPOU3BOAUMOCTb UCC/eA0BaHWA.

1 lMoBTOpPAEMOCTL
B 3Toi YacTu f0/MKHbI 6bITh PACCMOTPEHbI OLEHKN U MHGhopMaLusi M0 MOBTOPAEMOCTHY pe3yibTaToB
npu nocnefoBaTtesbHbIX UCCief0BaHnaX 06pa3uoB. [JlaHHble N0 NOBTOPSAEMOCTH NOJyYatoT 4/19 KOHKPeT-

Horo o6opyAoBaHus 1 Habopa peareHToB.

Kak npaBuno, 4na MeauLMHCKUX 3aenuii 4ns AnarHocTukm in vitro knaccos C u D npefocTtaBnseT-
ca geTanbHas uHdopmaums.

MpumeyvyaHune 1— Takue uccnepgosaHusa BKAKOYAKT UCNOb30BaHue o6pa3u,os, KOTOpble nNpencTtaBnAawT
BeCb Ananas3oH BO3MOXHbIX KOHueHTpaqMVI aHanuntos (M3MepﬂeMle I'IapaMeTpOB), KakK 3adB/1IeHO N3roToBUTENIEM.
MpumevyaHune 2— Ecnvmuncnonb3lyeTcsa NPU3HaHHbIN CTaH4apT, TO BMEeCTe CO CBOAKOM faHHbIX U 3aK/04YeHN-
eM [0/XHbl 6bITb NpefocTaBneHbl geknapayns/ceptTudnkart COOTBETCTBUS NPU3HAHHOMY CTaHAapTy.
2 Bocnpou3BoauMOCTb
B aTy yacTb fo/kHa 6bITb BK/IIOYEHA OLLEeHKa BOCNPOU3BOAMMOCTU U MHhopMaLus no nccnenosa-
HUSAM, UCNOJb3yeMbIM A9 NPOBEAEHUS TAKON OLeHKM B COOTBETCTBYIOLLMX CyYasXx, BapuabenbHoCTb B
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pesynbTartax Mexay AHAMU uccnefoBaHuii, pexuma paboTbl, MecTa uccnefosaHvs, cepun (naptun),

onepaTtopos nnpubopos. Takas BapnabesibHOCTb TAKXKE XapakTepmnsyeTcs Kak npomexyTouHas (BHyTpu-

nabopartopHas) npeun3noHHOCTb (Intermediate precision). JaHHble N0 BOCNPOM3BOANUMOCTY MOJyHaoT

AN NpMbopoB B cCOYETaHUMN C COOTBETCTBYIOLLNM aHaUTU30M.-

Kak npasnno, gna MeguLUMHCKUX n3gennii Ans AnarHocTuky in vitro knaccos Cv D npegoctaBnseTcsa nog-
po6Hasa nHdopmayms.

NMpumeuaHue 1— Takne UccnefoBaHUS BKIOYAKT UCNOMb30BaHWe 06pa3L OB, KOTOpble NMPeacTaBAsanT
BECb Mana3oH BO3MOXHbIX KOHLEHTpaUNi aHanuToB (M3MepseMblX BENIMUYNH), Kak 3asB/I€HO N3TOTOBUTENEM.

MpumeuvaHune 2— ECAMUCNONbL3YETCA NPU3HAHHbIN CTAHAAPT, TO BMECTE CO CBOAKOM AaHHbIX U 3aKM0UYEHN-
eM 0/XHbl 6bITb NPeAOoCTaBNEHbl feknapaumns/cepTudrkaT COOTBETCTBUSA NPU3HAHHOMY CTaHAAPTY.

9.1.2.2 AHanuntuyeckasn 4yBCTBUTENLHOCTb

B aTOM YacTn fOMKHbI ObITb PACCMOTPEHbI OLLEHKM M MHhOpMaLus No MeToay nccnefoBaHunin u pesynbta-
Tam. [1o/mKHO 6bITb BK/IIOYEHO ONMcaHne Br1a0B 06pas3LoBs 1 X NOAroToBKa, BKIOYas MaTpuLbl, YpOBHU aHaun-
TOB (M3MepseMblX BE/IMYMH) 1N TO. KakK 3TU yPOBHM 3afaloTca. Yncno noBTOPOB, UCCneAyeMbliX AN KaxAom
KOHLLeHTpauuu, Takxe AO/MKHO 6bITb yKa3aHo Hapsady € onucaHneM BblYMCAEHUIA, MCNONb3YeMbIX A5 onpege-
NleHns YyBCTBUTENLHOCTM aHanu3a. Hanpumep:

a) uMcno cTaHAapTHbIX OTKIOHEHWI CBbIlle cpedHero 3HaveHuns ans obpasua 6es aHanuta (M3mepse-
Moli BENIMUMHOIA), Kak NpaBuio, HasblBaKT «NpeAenomM Xos1ocToi npo6ei» (limitof blank. LoB);

b) camas HM3Kkas KOHUEeHTpauusa, oTiM4YMmas oT Hy N\ NPY UCNONb30BaHMM 06pasL 0B, CoAepXalluX aHa-
nuT (M3MepsieMyIo BETMUMHY), Kak NpaBuio, Ha3biBaloT «npefenom o6HapyxeHus» (limit of detection. LoD);

C) HaMMEeHbLUYH KOHLLEHTPaLMio, NPW KOTOPOW BbIMOTHAOTCA KPUTEPUM TOYHOCTU WM TN AOCTOBEPHOCTY,
KaK npaBusio, HasblBaloT «MNpefenom KonnyecTseHHoro onpegenenusa» (limit of quantification, LoQ).

Kak npaBuno, gna MeguuUnHCKMX U3fenuin Ans guarHocTukm in vitro knaccos CnO npepocTasnseTcs
feTanbHas nHopmaLms.

9.1.2.3 AHanuTuyeckas cneymdunyHoCcTb

B aTOli YacTn fO/MKHbI GbITb ONMUCaHbI UCC/IEA0BAHNSA B OTHOWEHUMN NHTEPdIEepeHL MM (TOMeX) U nepekpec-
THbIX peakLuii Npu yCTaHOB/IEHNN aHATUTUYECKOW cneundUuYHOCTN, onpeaensemoii kak CnocCoObHOCTb aHaImn-
TWYEeCKo npoueaypbl OnpeAennTb WAU U3MEPWUTb TONMbKO 3afaHHblii aHanuT (M3MepsemMylo BesIMyuHy,
Mi03epag) B NpUCYTCTBUM APYruX BellecTB/peareHToB B obpasLe.

CnepyeT npefocTaBnTb MHOPMaLMIO NO OLeHKe BO3MOXHON MHTepepeHyMn n nepekpecTHbIX peak-
unii Mexay BellecTBamu/peareHTamy B aHanuse. ViHpopmaums Ao/mkHa npegycmaTpuBaTth TUMN Cy6CTaH-
Luun/BelecTs U UCMbITbIBAEMYIO KOHUEHTpauuio, Bug o6pasua, TeCcTUpyemylo KOHUeHTpauuio aHanuta
(M3mepseMoil BesiMunHbI) 1 pesynbTathl.

WHTepdepupyloLine n nepekpecTHo pearvpylolne cybctaHuun/seliectsa MoryT CyLLLEeCTBEHHO pasn-
4yaTbCA B 3aBMCMMOCTUN OT BMAa aHasm3a v ero UCMOMHEHNs, MOTyT NPOUCXOANTb OT BHELUHUX N BHYTPEHHUX
MUCTOYHMKOBTTAKMX Kak:

a) BellecTBa, MICNOMb3yeMble NpU eveHnun nauneHTa (Hanpumep, neKkapcTBeHHbIe CpeAcTBa, aHTUKoa-
TYNAHTBI U T. 1.);

b) BewlecTBa, ynotpebsieHHble nauMeHToMm (Hanpumep, 6e3pelenTypHble NekapcTBEHHbIE CPeacTBa,
anKorosib, BUTaMWHbI, NULLEBbIE NPOAYKTbI U T. M.);

C) BellecTBa, fob6aBnssemMble BO BpeMsi NOArOTOBKM obpasua (Hanpumep, KOHCepBaHThbl, CTabuansaro-
pbl);

d) BewecTBa, BCTpeyatLmecs B KOHKPETHbIX Buax 06pasLos (Hanpumep, reMorno6uH, imnuasl, bunu-
pyo6uH. 6enku);

€) aHanuTbl CO CXOXel CTPYKTYypoil (HanpumMep, Npekypcopbl, MeTabonuTbl) UK KNMHUYECKNEe COCTOS -
HMS. HE OTHOCSALLMECH K UCCIef0BaHuNio, KOTOPbIe A0/MKHbI flaBaTh OTPULLATE bHbIN pe3ynbTar, Ho AatoT NoJo-
XUTENbHbIA pesynbTar, Tak kak UMUTUPYIOT YCN0BUA NCCnefoBaHus (Hanpumep, Npy Ncnosb3oBaHMn Habopa
Ana onpegeneHvsa renatuta A. obpasew, ABNSETCA oTpuLaTe/IbHbIM N0 renaTuTty A, HO NOJIOXUTENbHBIM MO
renatuty B).

Kak npaBuno, nHTepdepeHLoHHbIE NCCNef0BaHNs BKIOYalOT B ceba fob6aBneHne noTeHunanbHoro
NHTepepupyloLLero selecTsa B o6pasel, 1 onpegeneHvie 1t060ro OTKIOHEHNA OT NapamMeTpoB UCMbITaHNA
OTHOCUTE/IbHO KOHTPO/ILHOr0 06pasLa, kK KOTOPoOMy UHTEpPdepupyloLLee BeLLecTBO He 6b110 fo6aBneHo..

Kak npasunno, 4na MeguLMHCKUX n3aenunii AN AnarHocTukm in vitro knaccos CnO npegocTaBnseTcs nog-
po6Hasa nHdopmaums.

9.1.2.4 MeTponoruyeckas NpocnexnBaeMocTb Ka/iMbpaTopoB N KOHTPO/IbHLIX MaTepnanoB

I'ae npumeHumo, cnegyeTt 0606WNTL NHGOPMALMIO MO METPOSIOTMYECKOR NPOCEXNBAeMOCTH 3Have-
HWIA. 3aaHHbIX KaNMbpaTopoM, 1 NPaBUIbLHOCTb KOHTPO/IbHLIX MaTtepuasnos. 3Ta MHopMaLMsa BKIOYAET B

9
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cebs, HanpuMep MeToAbl U KpUTEPUM NPUEMKM 418 MEeTPONOrMYECKol NPOC/eXnBaeMoCcTy K pedhepeHc maTe-
prnanam n/unu pegepeHc MeToAnKam M3MepeHuii U onucaHne NPUCBOEHHbIX 3HAYEHUIA 1 X Banngauum.

TOYHOCTb KOHTPOJIbHbLIX MaTepPUasioB, UCNO/b3YEMbIX MPW YCTAHOB/IEHUN BOCMPON3BOAUMOCTN METOAN-
KN n3MepeHus, He TpebyeT OLEeHKN MeTpPOsIOrMYecKoi MPoCeXmBaeMocTn K pedepeHc matepuany w/unm
pechepeHc meToay.

Kak npaBuno, ans MmeanuMHCKUX U3gennin Ans AnarHocTukm in vitro knacca D npefgocTtasnseTcs nogpo6-
Has nHdopmaums.

9.1.2.5 AHanus guanasoHa U3MepeHuii

B 3Ty yacTb JO/KHO ObITb BK/IIOYEHO KPaTKOE U3/10XKEHVEe NcCnefoBaHnii, KoTopble onpegenstoT gnana-
30H U3MepeHUii (MNHeliHbIE U HENMHEHbIE CUCTEMbI U3MEPEHWIT), BKNOYan npesen obHapyxeHus n uHdopma-
L0 O TOM. KaK OHW 6bl/in ycTaHOB/EHbl. JTa MHOpMaLmMsa AO/HKHA BKIYaTb onucaHue BUAO0B 06pasLoB,
KonnyecTsa 06pasLoB, KOJIMYECTBO NOBTOPOB UM KX NOArOTOBKY, BK/OUYas MHOpMaLuio o matepvane, coaep-
XalleM aHanuT, ypoBHU aHanuTa (M3mMepsiemMoli BeNMUMHbI) U TOTO, Kak 3T YPOBHMW Obln ycTaHOBEHbI. Ecin
npMMeHnmo, cnepyeT A06aBUTb ONucaHre CBEPXA030BOro adpdpekra «cnonsaHns» (Xyk-aekT) n gaHHble,
noATBepXAarnLle ymeHblUeHne NocnecTBuiA faHHoro adhdpekTa (Hanpumep, passeeHue).

KaknpaBwno, 4N MmeanuuHCKNX 3Aenunii AN AnarHocTuku in vitro knaccos C n OnpegoctasBnseTca nog-
pobHas nHcopmauus.

9.1.2.6 OnpegeneHne aHanusa cut-off (norpaHMYHbIX 3HAYEHWIA, TOUKN OTCEUKN)

B aTOli 4acT [0MKHbI 6bITb ONKUCaHbl CBOAHbIE JaHHble B OTHOLWEHUN UCCNef0BaHNi aHaIMTUYeCcKon
npoLeaypsl, BKIOYas MeToAbl N0 ONpeeeHNo OrpaHNYeHin No ANArHoCTuKe, B TOM Yyucne:

a) uccnepoBaHHasa nonynauua (aemorpadmyeckme acnekTbl/NPUHLMNLI 0T6Opa/KpUTEPUN BKTIOYEHNSA 1
NCK/TIOYEHNA/ YNCo nccnefyembix):

b) MeToAbl UM CNOCo6bl nAeHTUdNKaLun o6pasLoBs 1

C) cTatucTuyeckue mMeTofpl, Hanpumep napameTpuyeckas yHkuus knaccudukatopa (ROC) gns rexHe-
pauuun pe3ynbTatoBs U. eC/IM NPUMEHNUMO, OnpeesieHne CepbiX U COMHUTESTbHbIX 30H.

Kak npaBuno, 4ns MeaunuuHCKUX u3fenuii 4na guarHoctukuy in vitro knaccos C n D npefocTtaBnsercs
AeTanbHas nHopmayms.

9.2 KnnHu4Yeckue xapakTtepucTtunku

Ecnv npyumeHumo, CBOAHbIVI KOMNMEKT A0/TXEeH coaepXaTb AaHHble N0 KTMHUYECKNM XapaKTepucTtukam
nsgenna ona onarHoCTuku in vitro. 9Tn AaHHbI€ NO KTMHNYECKNM XapaKTepUCcTukam ABNAKTCA HaCTbio KNHN-
YeCKnx cenaeTenibCTe, AEMOHCTPUPYHOLWKMX COOTBETCTBMNE U3fgenna ana AnarHoCTUKN in vitro NPpUMEeHNMbIM
npuHynnam o6ecneyeHnss 6€30NacHOCTV 1 OCHOBHbIX qﬁ)yHKLl,VIOHa]'IbeIX XapakTepucTuk.

MprumMmeuyaHne — AHanuTUYeCKME XapaKTEPUCTUKN N KIMHUYECKUE XapaKTePUCTUKN ABAAIOTCS YacTAMU Ku-
HUYecKknx cBuaeTenbcTB. Bonee geTanbHble peKOMeHAaLUNN BOTHOLWEHUN 3TUX YacTell CBOAHOIO KOMNaeKkTa 6yayT npej-
cTaB/feHbl BOTAE/bHOM PYKOBOACTBE, pa3paboTaHHOM COBMeCTHO ¢ SG5 GHTF.

9.3 CTabuibHOCTH (3a UCK/TH0YEHMEM CTabUIbHOCTM 06pasLoB)

BaToii uacTu gonmxHa 6bITb NpeacTaBneHa MHopMaL s BOTHOLWEHNI YCTAHOB/IEHHOTO CPOKA rOAHOCTY,
“ccnefoBaHus No cTabunbHOCTU NOCe BCKPbITUs/pasBeseHns (MPOLOMKUTENIbHOCTY NPUMEHEHUS U UCCe-
[l0BaH1s, 0COGEHHOCTM TPAHCMNOPTUPOBAHNS).

9.3.1 YcTaHOB/IEHHbIi CPOK FOA4HOCTU

B aToli yacTu flo/mkHa 6bITb NpeAcTasneHa MHpopMaLysa nNo NCcrieJloOBaHNAM B OTHOLLEHWUU CTabuibHOC-
TV “3genus, NoATBepxjawlas YCTaHOBMEHHbIA CPOK FOAHOCTW. MCnblTaHWsa AO0/MKHbI ObiTb BbIMOMHEHbI B
OTHOLUEHWUW, N0 MeHbLUel Mepe, TPeX pas3INyHbIX NapTU, N3roTOB/IEHHBIX B YC/TOBUAX, SKBUBAEHTHbIX CEPUIi-
HOMY NPOV3BOACTBY (faHHble NapTUUN He 0653aTeNIbHO A0/KHbI ObIThb BbINYLLEHbI APYT 38 PYrOM). YCKOPEHHbIe
UCNbITAHWA WM 3KCTPANONMpPOBaHHbIe AaHHbIe N0 pe3ynbTatam B peaslbHOM BPEMEHU MOTYT 6bITb NPUHATHI
AN YyCTAaHOBNEHUSA NepBOHAYasIbHOTO CPOKa rOAHOCTW, HO AO/KHbI ObiTb MOAKPENIEHbl UCCeA0BaHNAMMN
CTabuNbHOCTM B peasibHOM BPEMEHMU.

Kak npaBwno, 4na meanuuHCKUX u3genuii 4na guarHocTuku in vitro knaccos C v D npefocTtasnsetcs
AeTanbHas uHpopmauums.

Takas getanbHas nHopmaumsa 4o/HkHa onucbiBaTh:

a) oTueT 06 uccnefoBaHK (BkNOYaa NpoLefypy UCMbITaHWi, YUCNO0 NapTUi, KPUTEPUN OLLEHKN U Bpe-
MEHHbIE UHTEPBasIbl NCMbITAHWIA);

b) KOrfa yCKOpeHHble NCMbITaHWsA YNpexaaloT NccneoBaHns B peasibHOM BpeMeHun, Heob6xoaumo faTb
onucaHne MeTofo0B A/151 YCKOPEHHbIX UCMbITAHWIA;

C) 3ak/loyeHune N yCTaHOB/EHHbI CPOK FOAHOCTHU.
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MpumeyaHune — OKOHYATeNbHble AaHHble MO CPOKY FOAHOCTUN AONycKaeTca NOATBEPXAaTb B peasbHOM Bpe-
MEHU AN OAHOW napTtuu, B cnyyae ecnun npeaBapuTefnibHble AaHHble MO YCKOPEHHbIM UCNbITAHNA NNAK 3KCTpanonayun
pe3ynbTaToB Obl/IN CPABHUMbI A1 BCEX UCMbITAHHbIX I'IapTVII\/'I.

9.3.2 CtabunabHOCTb NOE/I0 BCKPbITUSA

B aT0in YacTn fonxHa 6bITb NpeAcTaBneHa MHpopMauna no uccnefoBaHWAaM CTabubHOCTU nocne
BCKPbITUSA YNakoBKM ANA O4HOW NapTuu, OTpaxatolum hakTuyeckoe pyTUHHOE WCNO/Ib30BaHUe W3penus
(peanbHOE nnu cmoAenMpoBaHHoe). [laHHble nccnefoBaHnss MOryT BKIlOYaTb UCCefjloBaHNe CTabuIbHOCTH
OTKPbITbIX PN1IAKOHOB W/MNKN. ANA aBTOMAaTU3MPOBAaHHbIX NPUBGOPOB, CTabUIbHOCTbL Ha 6OPTY Noc/e YCTaHOBKM
h1akoHOB B Npubop.-

B cnyyae aBToMaTM3npOBaHHbIX MPUOOPOB, €CN CTabUNbHOCTL KaIMBPOBKN 3asB/ieHa, AO/MKHbI ObiTb
npefocTas/ieHbl COOTBETCTBYOLME AaHHbIe.

Takue faHHble MOryT BK/IOYaTh:

a) oTyeT 06 UccnefoBaHUM (BKIOYAA NPOTOKO/, KPUTEPUM NPUEMKN Y BPEMEHHbIE NHTEPBasibl UCMbITa-
HWiA);

b) 3ak/0ueHVe 1 3asaBIeHHbIi CPOK CTabW/IbHOCTY NOCNE BCKPbITUS.

KaknpaBuno, 4ns MeguuMHCKUX n3genunin Ans aguarHocTukm in vitro knaccos Cu D npegoctaBnseTcs nog-
po6Has nHpopmaLms.

9.3.3 CTabubHOCTb NpPU TpaHCNOPTUPOBAHUN

B aToii yacTu fomkHa 6bITb NpeAcTaBneHa nHopmauua no nccnefoBaHnam cTabunbHOCTY NpU TpaHc-
NopTUPOBaHUN ANA OAHON NAapTUK, YTOObI OLLEHUTbL YCTONYMBOCTb MPOAYKLMMN K OXKMAAEMbIM YC/IOBUAM TPAHC-
NOPTUPOBKN.

WccnepoBaHna no TpaHCNOPTUPOBKE MOTYT 6biTb NPOBEAEHbI B peasnbHbIX W/WAN CMOLEeNNPOBaHHbIX
YCNOBUAX U [O/MKHbI BKNOYATb BapuabesbHble YC0B/A TPAHCMOPTUPOBKMN, Takne Kak MakcumasnbHasa nywi
MUHMMabHaa Temneparypa.

[JaHHasn nHhopmauua fomkHa onncbiBaTh.

a) oTueT 06 nccnegoBaHUM (BKIKOYAS NPOTOKO/, KpUTEPUM NPUEMKN);

b) MeTof, NCNOoMb3yeMblli ANA UMUTALMN YCOBUIA;

C) 3aK/luYeHne v peKoMeHAyeMble YCI0BUA TPaHCMOPTUPOBKU.

Kak npaBuno, s MeguLMHCKUX n3genuii Ans AnarHocTuky in vitro knaccos Cu D npegocTtaBnseTcsa nog-
po6Hasa nHpopmaLms.

9.4 BepwudukaLus u Banuaauna nporpaMMHoro o6ecneyeHus

CBO/HbI KOMNNEKT TEXHUYECKOW [OKYMEHTaL N [O/MKEH COAepXaTb AokazaTeNbCTBa BavaaLmm npo-
rpaMMHOro o6ecneyeHns, UCMONb3yeMOro B roTOBOM m3genuu. flaHHaa nHdopmauus 06bIYHO BKIOYaET B
cebs KpaTKoe U3NoXeHne pe3ynbTaToB BCell AeATeNbHOCTY No Bepudmkauum, Banmgaumm u pesynbtaToB
UCMbITaHWi, BbINO/THEHHbIX KaK BOPraHn3aumn-n3roToButene, Tak i B MogempyemMoii nnmn peasibHoi OKpyxato-
el nonb3oBaTens cpege A0 OKOHYaTesbHOM BEpcuMU nporpammHoro obecneyexus. laHHas nHgopmauus
[OMKHa Takxke BKNoYaTh B ce65 BCe MMeloLwmecs KoHuMrypaLmum annapartHbiX CpeAcTB U. Korga npuMeHnmo,
onepaunoHHble CUCTEMbI, MAEHTUMULMPOBAHHbIE B MapKNPOBKeE.

Kak npaBuno, Ans MeguUMHCKUX U3Aenunii Ana auarHocTrku in vitro knacca D npegocTtaBnsieTcs nogpoo6-
Has nHpopmauums.

10 MapkumpoBkKa

Kak npaBuio, CBOAHbIA KOMMNAEKT JO/MKEH codepxaTb Habop BCeX MapkMpOBOK, OTHOCALLMXCS K pac-
cMatpuMBaeMoMy U3Aenuio AN8 ANarHOCTUKM in Vitro, U nepeyeHb A3blKOBbIX BAPMAHTOB /15 CTPaH, B KOTOPbIX
6yaeTt peannsoBaHo gaHHoe usgenune (cM. GHTF/SG1/N43:2005). NHdopmauusa no MapkMpoBaHUIo AO/MHKHA
BK/OYATb B Ce61:

- MapKUPOBKWU/3TUKETKN Ha U3AENNN ANA AUATHOCTUKM in Vitro ¥ Ha BHYTPEHHIOH 1 BHELLHIO YNakoBKK),

- VUHCTPYKLMM NO NPYMEHEHUI0 N3AeNns.

Habop MapKnpoBOK fO/MKEH ObITb Ha A3bIKe, TPeOyeMOM peryMpyoLL M OpraHoM UM OpraHoM o OLeH-
Ke COOTBETCTBUSA.

[ns BKIOYEHNA B CBOAHbIV KOMMNIEKT MapKMpOBKa [O/MKHA COAepXKaTb BCIO MHAOPMAL IO, KaK yCTaHOB-
JIEHO N3rOTOBUTENEM, HO NPU 3TOM He 0653aTefIbHO A0/KHA 6bITb NpecTaB/ieHa B OKOHYaTeIbHOM (pacneya-
TaHHOM) Tunorpad)ckom chopmare.
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11 dopmat CBOAHOr0 KOMIMEKTa TEXHNYECKOW AOKYMEHTaLNMN

HecmoTps Ha TO, YTO HACTOALLMI CTAHAAPT HE COAEPXKUT KOHKPETHBIX pekoMeHAauunii no hopmaTty cBos-
HOFO KOMMJ/IEKTA, M3TOTOBUTESISIM U MHCTIEKTUPYIOLL MM TMLLIAM XenaTeslbHO, YTO6bl CBOAHbIA KOMMEKT BKOYas
B Ce651 3/IEMEHTbI, ONUCaHHbIE B HACTOSILLLEM CTaHAApTe (ONMcaHne U3Aenusi, NnepeyeHb 06LLMX NPUHLMMIOB U

T.40).
12 [eknapauusi 0 COOTBETCTBUA
,U,EKnapaLl,VIFI 0 COOTBETCTBMM He SIBNSAETCSA COCTABHOW YacTbio CBOAHOIO KOMNekKTa TeXHU4ecKom AO0KYy-

MeHTauunn. OgHaKo oHa MOXET ObITb NPUIOXKEHA K CBOAHOMY KOMM/IEKTY NOC/E 3aBepLUEeHUs NpoLecca OLEeHKN
cooTBeTCcTBUA. CofepxaHue geknapauum o cootTseTcTBun npusegeHo B GHTF/SG1/N46:2007.

12
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MpunoxeHue A
(cnpaBouHoe)

Tabnuua cooTBETCTBMA 06LWMM NpUHLMNam

Tabnuua cooTBETCTBMA O6WMUM NPUHLMUNAM MOXET 6bITb UCNOIb30BaHA PETYINPYIOWUMMU OpraHamu, opraHamMmu no
OLeHKe COOTBETCTBUS W U3rOTOBUTENISIMU, OHA NO3BO/ISAAET GbICTPO MOHATL, K&K N3rOTOBUTE/Nb EMOHCTPUPYeT COOTBeT-
CTBME KOHKPETHOro n3genns o6wum npuHyunam. Tabnuua no3BoNsAET TAKXKE 1Erko MAeHTUMULMPOBaTb JOKYMEHTbI N AaH-
Hble. Heo6XxoAnMbIe A1 OLeHKN COOTBETCTBUSA.

CopepxaHue Tabnnubl COOTBETCTBUA MEHAETCA B 3aBUCUMOCTY OT KOHKPETHOTO U3fenna. Ina CNoXHbIX usgenni
Takas Tabnuua, kKak npaBuno, 6yaeT cogepxaTtb 60blWOE KONMNYECTBO CCbIZIOK HA CTAHAAPTbI, MPOTOKO/bl UCMbITAHUNA 1
Apyrue AoKyMeHTbl. B Takux cnyvyasx Tabnvuya COOTBETCTBUA 06WUM NPUHLMUNAM MOXET BbiTbOYEHb ANIMHHON. OYeHb Npo-
CTble N34enns, BEPOATHO, 6yayT uMeTb 60/1ee KOpoTKne Tabnunubl, Tak Kak MHOTMe 06l Me NPUHLKUNbI He 6yAyT NPUMEHUMbI
K Takum nsgenmam. B atux cnydaax B Tabinibl COOTBETCTBUSA MOXET 6biTh BK/TIOYEHO MUHUMA/IbHOE KO/INYeCcTBO noaaep-
XUBA LW NX CCbITOK.

Hwuxe npusefeH pekomeHayemblii hopmart. MoarotToska Tabnulbl ¢ MCNONb30BaHNEM [JaHHOro hopmarta nosesHa
ANA aHanu3a cooTBeTCTBUA n3genns obwum npuHyunam. NocnenosaTenbHoe NpUMeHeHMe AaHHOro dhopmara nogaep-
XUBaAeT rapMoHM3aLnio MeXay pasfiMyHbIMyu CUCTEMAMMN PerynpoBaHna u3fenuin na aAnarHocTuku in vitro.

Kak 3anonHATL Tabnuy COOTBETCTBUA:

a) naeHTudurkaumsa ngenua NS AUarHocTuky /n vitro.

MN3roToBuTENb AO/KEH MAEHTUD NLUUPOBATL U3Aenne ANa AUarHoCTUKN /N1 Vitro n. eCM NPUMEHUMO, Pa3/IMYHbI€ KOH-
durypaumn/eapmaHTbl. 0XBaTbiBaemble Tabnunueli COOTBETCTBUSA:

b) MPUMEHUMOCTb TabnnLbl COOTBETCTBUSA K U3AENUNI0.

MpUMEHNM Nn BHECEHHbIN B Tabnnuy o6Wnii NPUHLMN K paccMaTpuBaemMoMy U3Lennio AN ANarHoCcTuky in vitro?
OTBeT MOXeT 6bITb NMG0 NONOXNTENbHBLIM, TMG0 OTPULAaTENbHbLIM. EC 0OTBET OTpULLATENbHbI, TO B rpade, o3arnaBneH-
HOW «MeToa, NpUMeHsieMblii ANA AEMOHCTPaLUN COOTBETCTBUA», LONKHO GblTb N3/I0XKEHO KpaTkoe 060CHOBaHWe Henpu-
MeHeHus.

C) MeToA, NPUMEHSAEMbI AN EMOHCTPaLUN COOTBETCTBUA.

B paaHHOI rpache M3roToBUTENbA0IKEH YCTAHOBUTL MeTO/(bl), BbiGpaHHbIli(ble)aNnsa feMoHCTpayn CooTBeTCTBUSA,
Hanpumep NpusHaHHbIi(ble) cTaHgapT(bl). MeToA(bl) UCNbITAHUA, NPUMEHSAEeMblli(ble) B MPOMbILWIEHHOCTU WX B LlaHHOW
opraHusauuu, cpaBHuTenbHoe(ble) uccnegoBanHne(Usa) uam apyroii(ne) npuMmeHeHHblli(bie)meTog(bl);

d) ccbinka Ha meTog.

YcTaHOBMB MeToA B npeabiayuieil rpae, BAaHHON rpade N3roToBUTENbA0/IKEH NPUBECTN HAUMEHOBAHWE U CCbIN-
KyHa npusHaHHblli(ble)cTangapT(bl). MeToA(bl)UCNbITAHUNA, NPUMEHAEMbIA(ble)B NPOMbIWIEHHOCT NN BAAHHOWOPTraHu-
3ayuun.cpaBHuTenbHoe(ble)uccnepoBaHne(Ua) UNN 4pyroi MeTos, NPUMEHEHHbI N5 JeMOHCTpaynn cooTBeTcTBUA. Ans
cTaHfapToB cnefyeT NpuBecTu AaTy WU. Npu Heo6xoanmocTu, pasgen(bl) U NYHKT(bl). AEMOHCTPUpPYlOLW e COOTBETCTBUE
KOHKPeTHOMY 06l emMy NpuHLMUNY:

e) ccblnka Ha NoATBEpPXAanLUne JOKYMEHTbI.

[aHHas rpadha AonxHa cofepxaTb CCbiIKY Ha (PakTUYEeCKyl0 TEeXHUYEeCKYl AOKYMEeHTaLuul, AEMOHCTPUPYIOLL YO
cooTBeTCTBME 06W MM NpUHLMNam, cepTudmnKaTbl, NPOTOKONbI NCMbITAHUIA, NPOTOKObI BANUAaLNN, aHanuTNYeckne otye-
Thl UM APYTVe AOKYMEHTbI, NOABUBLUMECH B pe3y/ibTaTe NPUMEHEeHNA KOHKPeTHOro MeTofa AeMOHCTpaL M CooTBETCTBUS,
a TaKkxe Ha MeCTOHaxoXJeHune faHHbIX JOKYMEHTOB.

NMpumeuyaHune — MNpuBeaeHHas HMUXe Tabnuua npegHasHayeHa TONbKO AN UMK CTPATUBHBIX Leneii. O6wue
NPUHLUNBI, NepeYyncneHHblie B nepsoii rpade, B3aThl 3 GHTF/SG1/N41-.2005.

Ta6nuya Al — Tabnuua cooTBETCTBUA 06WMM NpUHUMNAM

N3penune:
MeTog, npumeHsie- Ccblnka Ha
Mpumeriam MblIii ANst AEMOH Ccbinka noareepxnaa-
O6LWwit NpuHUMN nm K n3ge- AnA A
J cTpauuu Ha MeTon tolne Aoky-
’ COOTBETCTBUA MEHTbI

1 O6wune Tpeb6oBaHuA

A.l1 MepguuuHckue ns3genns fonxHbl 6biTb CNPOEKTUPO-
BaHbl U U3rOTOB/MIEHbI TaK. YTOGbLI NPV UCMOMb30BAHUN UX NO
HasHauYeHWo B Hagnexawux ycnosuax u (npu Heobxonm-
MOCTW) C NPUMEHEHUEM TEXHUYECKNX 3HAHWiA, onbiTa, o6pa-
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MpogomxkeHne Tabauubl A. 1

N3penwne:

O6wWwuii npuHLMN

30BaHUA UM NOATOTOBKM NOTEHLMANbHbIX NONb30BaTENEN
OHW He noaBepranu pUckKy KAMHU4Yeckne ycnosus nnm 6eso-
NacHOCTb NauueHToB NM60 6€30MacHOCTb U 340POBbE MO-
nb3oBatenei uau Apyrux nuy; nio6bie PUCKK, CBA3aHHble C
X MPUMEHEeHNEeM, AO/KHbI 6bITb 4ONYCTUMBIMU U MEHbLUN-
MW. 4eM NpuUHOCUMasi Nosb3a NauueHTy, a Takke cooTBe-
TCTBOBATb BbICOKOMY YPOBHIO 3alWuUTbl 340POBbA ¥
ob6ecneyeHns 6es3onacHocTun

A.2 PelleHus, NpUHATbIE U3roTOBUTENIEM MPU NPOEKTUPO-
BaHUM n pas3paboTke usgenunii, AOMKHbI COOTBETCTBOBATb
npuHymnnam 6e30nacHoOCTN C y4eTOM COBPEMEHHOr0 COCTOS-
HUA HayKn U TEXHUKU.

UTo6bl BbIGpaTh Hanbonee nNpaBu/ibHble pelleHns, N3roTo-
BUTENb B C/leAyloleM nopsiike AOMKeH:

- NAeHTUdULMPOBATb ONACHOCTM U CONYTCTByOLUIME UM
pPUCKU, CBSAAI3aHHbIE C NPEAYCMOTPEHHbIM NPUMEHEHUEM UK
NPOrHO3npyemMbiM HenpaBWIbHbIM UCMONb30BaHNEM Meaun-
LMHCKOTO n3genns:

- UCKMYaTb UM YMeHbLIaTb, HACKO/IbKO BO3MOXHO, PUCKM
(o6ecneyeHne 6e30NacHOCTM U3[ENUA Ha aTanax NPoekTu-
poBaHusa n paspaboTku);

- NPUHMMATb, N0 BO3MOXHOCTW, COOTBETCTBYIOLME 3aLUT-
Hble Mepbl, BkOuas, rAe Heo6xoAMMo, cpabaTbiBaHue
TPEBOXHOI CUrHanusauun B clyyae HEeBO3IMOXHOCTU WcC-
KNIOYEHUS PUCKOB;

- MH(hopmMupoBaTb Nosb30oBaTesNell 06 0CTaTOUYHbIX pUCKax,
BO3HUKAIOLWMUX NPU HANUYUN HELOCTATKOB B NMPEANPUHATBLIX
cnocobax 3almnTbl

A.3 M3genna AomKHblI (PYHKUMOHMPOBATL B COOTBETCTBUU
CO CBOUM Ha3HayeHueM 1 6blTb CNPOEKTUPOBAHbI, U3TOTOB-
NeHbl U ynakoBaHbl Tak, 4TO6bl BbINOMHATL O4HY WNWN He-
CKONMbKO PYHKLUI M3 ohuLmManbHO yTBEPXAEHHO o6nacTu
NPUMEHEHNs1 KOHKPETHOTO MEAULUHCKOTO U3genus

A.4 TexHuuyeckue U 3KCNayaTaluWOHHble XapakTepucTUKu
MeLULNHCKUX U3aennii, onncaHHble B A.1—A.3 HacTosiw el
Tabnnubl, He 4OMXHbI OKa3biBaTb BpeAHOe Bo3aelicTBUE Ha-
CTONbKO. YTOGbI NOABEPraTh PUCKY KNUHUYECKUE YCNOBUS, a
Takke 6e30NacHOCTb MaLUMeHTOB W APYrUX NuL B TeuyeHue
cpoka cnyx6bl U3gennsa, ykasaHHOro W3roToBuTenem, ecnu
n3fenve HaxoauMTCs B HOPMasbHbIX YCNOBUAX akcnnyarta-
UM 1 nopnepxueaeTcs B paboyem COCTOSAHUM Hagnexa-
wumM o6pasoMm U a COOTBETCTBUM C WHCTPYKLUAMMU
n3rotoBuTens

A.5 Vi3genns fOMIXHbI 6biTb CMPOEKTUPOBAHbI, N3rOTOBME-
Hbl M ynakoBaHbl Tak, 4TO6bl WX TEXHWYECKNe W IKcniyaTa-
LUVOHHbIE  XapaKTepUCTUKM  NpuM  WUCMOMb30BaHUM MO
Ha3HAYEHUI0 HE UCMbITbIBANN BPELHOro BO3AEWCTBUSA Npu
TPAHCNOPTUPOBAHUM U XPaHEHNU, OCYLLECTBSEMbIMU B CO-
OTBETCTBUM C UHCTPYKUMUAMM W C y4ETOM UHOPMALUM U3r0-
ToBUTENSA

A.6 Mpu PYHKLMOHUPOBAHMM B COOTBETCTBUMN C HA3HAYEHN-

€M No/b3a OT NPUMEHEHUA MEAUNLNHCKOTO n3fenna fosKHa
npeBbilWaTbh Bpea OT HeXenaTe/lbHbIX no60YHbIX ahhekToB
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MpumeHum nm K
n3genuio?

MeToga, npumerse-
MbIM A1 IEMOH-
cTpaumm
COOTBETCTBUA

Ccbl/nika Ha
Ccbinika  NoATBEPXKAA-
Ha MeTof,  towme AoKy-
MEHTBI



OkoHyaHue TabnuuybliA.l
N3penune:

MeTtog, npumeHsie-
MpUMeHUM N1 Mblii AN AEMOH-
K U3genuio? cTpauum
COOTBETCTBUSA

OO6LWWA NprHLUMN

2 TpeboBaHuA K NPOEKTUpPOBaHUO 1 paspaboTke

A.7 Xunmunuyeckue, husnyeckne n 6uonoruyeckme cpoiictea
A.7.1 WN3pgenuna fonkHbl 6bITb CIPOEKTUPOBAHbLI U U3TOTOB-
NeHbl Tak. YTo6bl o6ecneynBaTb TEXHUYECKME W IKCnayaTa-
LMOHHbIE XapaKTepuUcTUKM B COOTBETCTBUU C pasgenom 1
HacToswel Tabnuybl. Ocoboe BHUMaHWe cneayeT yAenaTh:
- BbIGOPY MCNOMb3yeMbiX MaTepuanoB, OCOGEHHO WX TOK-
CWYHOCTU W. NPU HEO6XOAMMOCTHN, BOCNIAMEHAEMOCTH;

- COBMECTUMOCTU MCMNOJIb3yEeMbIX MaTepuasos ¢ 6M0N0TK-
yeckMMM  TKaHAMW, KneTkamu 1 DU3NONOTUYECKUMM
XNAKOCTAMU OpraHnmama ¢ yueTom npegHasHauyeHHoro npu-
MeHeHUs n3genus;

- BbIGOPY MCNOMb3yeMbIX MaTepuanosB C y4eToM, Npu Heo6-
XOAUMOCTU. UX TBEPAOCTU, W3HOCA W YCTaNIOCTHOW
NPOYHOCTK

A.7.2 N3penna ponxHbl 6bITb CNPOEKTUPOBAaHbI, U3rOTOB-
NIeHbl 1 ynakoBaHbl Tak. YTO6bl CBECTU K MUHUMYMY PUCK, KO-
TOpbIi mMoxeT 6bITb npuyYnHeH 3arpAsHALLWUMN
BelecTBaMy U NPOYNMM OTXO4aMMU MPOU3BOACTBA NMLaM,
3aHATBIM TPAHCNOPTMPOBAHWEM, XPAaHEHUEM U 3kcnayaTa-
uneli nspgenunii B npouecce ne4yeHNa ¢ y4eToM MX HasHauye-
HUSA.

Oco6oe BHWMaHuWe cnepyeT yaenatb 6GuonorMyeckum
TKaHAM, KOTOpble noABeprawTcA Kakomy-nmbo BO3faei-
CTBMIO. a TaKke ANUTEeNbHOCTU U 4YacToTe 3TOro BO3feit-
cTBUA

FOCT P 56894—2016

Ccblinka

Ccbinka  Ha noaTBepX-
Ha MeTo, Jalolive [OKy-

MEHTbI
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Mpunoxexnune JA
(cnpaBoyHOe)

CBe,EI'EHI/IH O COOTBETCTBUN CCbIZTOYHbIX MeXAyHapoaAHbIX AOKYMEHTOB HaUuMOHa/IbHbIM CTaHAapTamMm
Poccuiickoit ®epepauunmn

Tab6nunye [AL

O603HayYeHne U HauMeHoBaHNe CoOTBeT-

O603HAUEHNE CCbINIOYHOTO MEX/AYHAPOAHOTO fOKyMeHTa  CTeneHb COOTBETCTBUS
CTBYIOLLETO HALMOHAMLHOTO CTaHAapTa

GHTF/SG1/N04 4:2008 -
GHTF/SG1/N45:2007 —

GHTF/SG1/N292005 —
GHTF/SG1/N46:2007 —
GHTF/SG1/N41:2005 —
GHTF/SG1/N43:200S -

* COOTBETCTBYIOLWMNIA HALMOHANMbBHbIA CTaHAAapT OTCYTCTBYeT. [lo ero yTBepXAeHUss peKoMeHAyeTcs UCMo/b30BaTh
nepeBoj Ha PycCKuii S3blk AAHHOTO MEX/AYHapOAHOro AOKyMeHTa.
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nuAa gns AnarHocTUKM in vitro
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