K Bompocy 0 KITMHUYECKHX UCTIBITAHUSX METUITMHCKUX U3ACTUI TS in Vitro JMarHOCTUKH
Ha cerogusminuii eHb CyIIECTBYIOT ABa JOKYMEHTA, JeiicTByromux B PO:

1) Benennsrtii B aeiicrue 1 mapra 2012 r. poccuiickuii crannaptr FOCT P EH 13612-2010
"Ouenka QYHKIIMOHATBHBIX XapaKTePUCTUK MEAUIIUHCKUX M3/ACIHIA ISl TUATHOCTUKHY in vitro",
uAeHTHYEH eBponeiickomy ctanmaapty EN 13612:2002

"Performance evaluation of in vitro diagnostic medical devices".

Ou4eBUAHO, UTO NMpaBUiIbHEe ObLTO ObI HA3BATh CTAHIAPT
"Ouenka 3¢ HEeKTHBHOCTH MEIUIIMHCKHUX U3SIIUN JJIS in Vitro THarHOCTHKH".

2) lMocranoBaeHue ot 27 nexadpst 2012 r. Ne 1416 06 yrBepkaeann [IpaBuin rocyapcTBEHHOW PETUCTPAIMA MEANITMHCKIX
U3/eJIHi, B KOTOPOM HCIIOJIB3YIOTCSI CIIEAYIOIIHE TOHSITHS:

"KIMHUYCCKHIE UCTIBITaHUA" - pa3pabOTaHHOE U 3aIUTAHUPOBAHHOE CUCTEMATHYCCKOE UCCIICIOBAHKE, IPEAIPUHATOE, B TOM
YHCIIe C YyYaCTUEM YEJIOBEKA B KAYECTBE CYOBEKTa JIJIs OIICHKH 0€30MacHOCTH U 3(h(HEKTUBHOCTH MEIUIIMHCKOTO U3JICITHUS;
"3((heKTUBHOCTE MEIMIIUHCKOTO U3ACIHS" - COBOKYITHOCTh CBOMCTB M XapPaKTEPUCTUK MEIUIIMHCKOTO H3ICIHS,
00eCIIeYnBAIOIINX JOCTIDKCHHE TSNk MpeIHa3HAYCHSI, YCTAHOBJICHHBIX MPOU3BOIUTEIIEM U OJTBEPKICHHOTO MPAKTHKON
KIMHHYECKOTO TIPUMCHEHUSL.

Crnenyetr OTMETHTh, YTO 3T TEPMUHEI B [IpaBHiIax 0JMHAKOBBI KaK I MEITUIIMHCKUX U3ICINMN, TaK U IS
MEIULMHCKUX U3AENINHI I 1n Vitro JTMarHOCTHKH.

ITockonbKy B JAHHOM CIIy4ae HAC HHTEPECYeT MMEHHO TO, YTO KAacaeTcs MEIUIMHCKUX W3EIUi IS in Vitro TMarHoCTHKH,
TIOTIBITAEMCS pa300paThCsi BHUMATENbHEE, YTO CKPBHIBACTCS IO TEpMUHAMU "KIMHUYEecKUe HcTbITanus" 1 "3 pexTHBHOCTD
MEINITMTHCKOTO M31enus".

JletanbHbIH oTBET MaeT PuHANBHAS BepcHs nokyMmeHTa [{eneBoii rpynmoii o riodansHoi rapmonusanuu (GHTF) "Clinical
Evidence for IVD Medical Devices — Key Definitions and Concepts" - "Kinunndyeckue qaHHbIe MEIUIUHCKUX H3ICTHNA IS in

vitro quarnoctuku — KitroueBsie onpeneneHust v noHATHs" ot 2 Hos0ps 2012 rona.

Bot BEIIIHCKA B3 3TOT0O JOKYMCHTA C IEPEBOJOM Ha pYCCKI/Iﬁ SA3BIK. ﬂOnyCKCUO, umo K nepeeody mozym Oblmb 3aMeHUanUsl.

4.4 Performance of an IVD medical device

D} PeKTUBHOCTH METUIIMHCKOTO H3IENIUS IS in Vitro JUarHOCTHKH

Definition: The ability of an [IVD medical device
to achieve its intended use as claimed by the
manufacturer. The performance of an [IVD
medical device consists of the analytical and,
where applicable, the clinical performance
supporting the intended use of the IVD medical
device.

Onpedenenue: CIoCOOHOCTh MEIUIIMHCKOTO M3JICIHS AJIS in Vitro
JIMATHOCTHKY JTOCTHXKCHUS [IEJIeH TpeHA3HAYCHUS, YCTAHOBICHHBIX
npousBoguTenaeM. IHHEKTUBHOCTh MEIUIIMHCKOTO U3ISNUS IS in
Vitro AMarHOCTHKH COCTOMT M3 aHAJUTHUYECKOIL U, Ilie ITO
NPUMEHUMO, KIIMHHYECKOH 2P PEKTUBHOCTH B MOIEPIKAHIN
npeana3zHadenue [VD MenuuuHCKOTO yCTpOKCTBA.

4.4.2 Clinical Performance of an IVD medical
device

Kimmangeckast 3¢ heKTHBHOCTh MEIUITMHCKOTO U3ACIUS IS in Vitro
JIMarHOCTUKH

Definition.: The ability of an IVD medical device
to yield results that are correlated with a
particular clinical condition/physiological state in
accordance with target population and intended
user.

Onpeoenenue: CiocoOHOCTb MEAWIIMHCKOTO U3MIEIHS IS in Vitro
JIUArHOCTHKY aBaTh PE3y/IbTAThI, KOTOPBIC CBSI3aHBI C KOHKPETHBIM
KIMHIYCCKUM yCIIOBUEM / (PU3HOIOTUUCCKUAM COCTOSTHHEM B
COOTBETCTBUH C IICTICBON MOMYJISAIMEH U MPeIoIaracMbIM
[10JIb30BaTEJIEM.

Explanation: The demonstration of clinical
performance supports the intended use of the
IVD medical device. Clinical performance
demonstrates that the IVD medical device,
depending on its test purpose, identifies an
individual’s current or future state or evaluates
changes in an individual’s state. Clinical
performance may include expected values,
diagnostic sensitivity and diagnostic specificity
based on the known clinical/physiological state
of the individual, and negative and positive
predictive values based on the prevalence of the
disease.

Clinical performance data can be derived from
multiple sources such as clinical performance
studies, literature, or experience gained by
routine diagnostic testing.

Obvscnenue: JleMOHCTpanys KIIMHUYECKOH 3(p(hEeKTHBHOCTH CITY>KUT
HOJIEPIKKOH MpeAIoIaraeMoro HCHoIb30BaHUsI MEIUIIMHCKOTO
u3eNns Ui in vitro qtuarsoctuku. Kinuanueckas 3 exTHBHOCT
HOKa3bIBaeT, Kak MEAHUIIMHCKOE U3JIeIHe VIS in Vitro THarHOCTUKH, B
3aBHCHMOCTH OT CBOCH 1IN TECTHPOBAHMA, HACHTUQUIHPYET
COCTOSIHHS HBIHEIIIHee MM Oy yIee YeIOBeKa HIIH OL[eHHBACT
M3MEHEHHs COCTOSIHUS HHAUBUIyyMa. KitmHnueckas

3 GEeKTUBHOCTH MOKET BKIIOUATh B ce0s OJKHacMble 3HAUCHHSI,
JIHarHOCTHYECKYIO YyBCTBUTENBHOCT U THATHOCTHYECKYIO
crenu(pUIHOCTh Ha OCHOBE U3BECTHBIX KIIMHHUYECKUX U
(PU3HOJIOTHYECKHUX COCTOSIHUIN YelIOBEKa, HETaTUBHBIE U MIO3UTHBHEIC
pe3ysbTaThl NPOTHO3UPYEMBIX 3HAUCHHUS HA OCHOBE
pacrpocTpaHeHHOCTH 3a0oieBanus. JJaHHbBIE O KITMHUYECKOH

3¢ PEKTUBHOCTH MOTYT OBITH MOYYEHBI U3 PA3IHYHBIX HCTOYHUKOB,
TaKMX KaK UCCIIEJOBAaHMS KIMHUYECKOH 3 dekTHBHOCTH,
JUTEepaTypHbIE JaHHBIE WIIH OIIBIT, HAKOIUICHHBIH B IpolLiecce
PYTUHHON JHAarHOCTHKH.

NOTE: This term is sometimes referred to as
clinical validity but clinical performance is the
recommended term.

Ipumeyanue: DTOT TEPMUH HHOT/IA HA3BIBAIOT KIIMHUYECKAs
HPUTOTHOCTh, HO PEKOMEH/1yeMbIM TEPMUHOM SIBJISICTCS
KIMHUYecKast 9QpPeKTUBHOCTD.




4.5 Clinical Performance Study

HccnenoBanus KIMMHAYECKOH 3P PEeKTHBHOCTH

Definition: A study undertaken to establish or
confirm the clinical performance of an IVD
medical device.

Onpeoenenue: VccnenoBanue, NpOBEAESHHOE ISl YCTaHOBJICHHS
WY TIOTBEP>KACHHS KIMHUYECKOH 3(EKTUBHOCTH
MEJIMIMHCKOTO W3EJHs ISl in Vitro IMarHOCTHKH.

Explanation: The purpose of a clinical performance
study is to establish or confirm aspects of IVD
medical device performance which cannot be
determined by analytical performance studies,
literature and/or previous experience gained by

Ob6vscnenue: 1enplo uccnenoBanus KIMHNIECKON 3 (PEKTHBHOCTH
SBJISIETCS YCTAHOBIICHNUE WM TIOATBEP)KICHUE TE ACIIEKTHI
3(h(HEeKTUBHOCTH MEAUIIMHCKOTO U3ACIHS IS in Vitro
JIMarHOCTHKH, KOTOPbIE HEBO3MOXHO OINPEICTUTh
UCCIICJIOBAaHUSME aHAJTUTHYECKUX XapaKTEPUCTHUK, TUTEPATYPHBIX

routine diagnostic testing. This information is used
to demonstrate compliance with the relevant
Essential Principles with respect to clinical
performance.

Clinical performance studies include those
conducted for the purpose of gaining market
approval, as well as those conducted following
market approval.

For further information, refer to GHTF/SG5/N8
Clinical evidence for IVD medical devices —
Clinical Performance Studies for In Vitro
Diagnostic Medical Devices.

JAHHBIX H/HJIH IPEIBIIYIIEro OMbITa, HAKOIUICHHOTO B IMPOIIECCE
PYTHHHOM TUArHOCTHKHU. DTa HHOOPMAIIHS UCIIOIB3YETCS IS
JIEMOHCTPAIMU COOJTIOICHUS COOTBETCTBYIOIIMX OCHOBHBIX
MPUHITUIIOB B OTHOIICHUH KIIMHHYCCKON 3P PEKTHBHOCTH.
HUccnenoBanus KIMHUYECKOH S3(PPEKTUBHOCTH BKITIOUAIOT
UCCIIeIOBaHMUS, MPOBOJAUMBIE C IIENBIO TIONyYSHHUS 000peH s Ha
PBIHKE, @ TAK)KE MCCIICIOBAHHSI, TIPOBOIMUMBIE TTIOCIIE 0J00pEHNUS HA
PBIHKE.

Jlyist oy deH st AOTOHUTEILHON HHPOPMAIIUU CMOTPUTE
GHTF/SG5/N8 "Knunuueckue oanuvie MeOUYUHCKUX U30eAUll 0I5
in vitro ouaenocmuku — Hcciedo8anust KIUHUYecKou
aghghexmusrocmu MeOUYUHCKUX uz0enutl Oas in Vitro
ouacnocmuxu”

NOTE: This term is synonymous with ‘clinical
trial” and ‘clinical study’.

Ipumeyanue: DTOT TEPMUH SIBJISIETCS CHHOHUMOM "KIIMHUYECKUX
HCIBITAaHNHA" ¥ "KIMHAYECKUX UCCIEIOBAHUA"

Takum 00pazom, MPUMEHUTEITHHO K METUITUHCKAM U3JEIHSAM JUIS in Vitro THarHOCTUKU MIPaBHIIbHEE TOBOPUTH HE O

KINHUYCCKHX WCTIBITAHUAX, a 00 HUCCICOOBAHUAX KINHAICCKOU BQIQQIQCKTHBHOCTI/I, U He 00 3!12!126KTI/IBHOCTI/I MCOMIOHUHCKOI'O

n3genusd, a 00 3GGHEeKTUBHOCTY MEAUIIMHCKOIO M3IEIHs JUIS in Vitro JMarHoCTUKH.

BOHpOC O IPOBCACHUHU TaK HA3bIBAEMbIX KIIMHUYCCKUX UCIIBITAHUAX HAJ10 pCIIATh B COOTBETCTBUU C PEKOMCHAALIUAMU GHTF.

[Ipou3BoAUTETN MEIUIIMHCKUX U3ICITUI JOJDKHBI OBITh OCBEIOMIICHEI O TPEX PYKOBOASIIUX JOKYMEHTAX 110 KIMHUYECKAM
CBUJICTENILCTBAM JUIS U3JICIUH in Vitro IUArHOCTUKY, MPEI0KEeHHBIX [[eneBoli rpynmoii mo riodanbHOM rapMOHU3AIIH
(GHTF). OTn 1OKyMEHTBI OXBATHIBAIOT TEPMUH, OTNIPEIEIISAIONINE HAyIHYI0 000CHOBAaHHOCTb, OIICHKY 3 ()EKTHBHOCTH U
JI0Ka3aTesbCTBa KIMHNYeCKOo# 3 dexTuBHOCTH. JKenaTeabHo, YTOGBI ITH IOKYMEHTHI ObLIH NepeBeleHbl Ha PYCCKHii
SI3bIK.

JIoKyMEHTHI Ha aHTJIMHCKOM SI3BIKE TOCTYIHBI Ha caiite International Medical Device Regulators Forum mo cnexyromum
CCBUIKaM:

GHTF/SG5/N6:2012 Clinical Evidence for IVD Medical Devices — Key Definitions and Concepts
http://www.imdrf.org/docs/ghtf/final/sg5/technical-docs/ghtf-sg5-n6-2012-clinical-evidence-ivd-medical-devices-

121102.pdf

GHTF/SG5/N7:2012 Clinical Evidence for IVD medical devices — Scientific Validity Determination and Performance
Evaluation
http.//www.imdrf.org/docs/ghtf/final/sg5/technical-docs/ghtf-sg5-n7-2012-scientific-validity-determination-evaluation-

121102.pdf

GHTF/SG5/N8:2012 Clinical evidence for IVD medical devices — Clinical Performance Studies for In Vitro Diagnostic
Medical Devices
http.//www.imdrf.org/docs/chtf/final/sg5/technical-docs/ghtf-sg5-n8-2012-clinical-performance-studies-ivd-medical-
devices-121102.pdf

7 depans 2013 r.
OnmyOJIMKOBaHO Ha caiite http://clinlab.ru/lVD.pdf




