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Mpeancnoeue

1 NOAIOTOBJIEH Accounauuver cnelnanucToB U opraHu3auun nabopatopHon cnyxbel «®enepayuns
nabopatopHoi MeauuuHel» (Accoumnauusa «OJTIM») n GegepanbHbIM rOCYOapCTREHHBIM BHOMKETHBIM YUpeX-
aeHnem «Bcepoccuicknid Hay4YHO-UCCreqoBaTEeNbCKUA U UCNbITATENBHLIN UHCTUTYT MEAULIMHCKON TEXHWUKUA»
PepepanbHon cnyxbbl Mo Hag3opy B cdepe sapaBooxpaHeHus (PreY «BHUWUMT» PocagpaBHagsopa) Ha
ocHoBe coBCTBEHHOrO NepeBoaa Ha PYCCKUI A3bIK aHIMOsA3bIYHON BEPCUM CTaH4apTa, YKazaHHOro B NyHKTe 4

2 BHECEH TexHuueckum komutetoM no ctangaptusauun TK 380 «KnuHuueckue nabopatopHble wc-
CcnefoBaHUsa U OUarHocTUYeckue TECT-CUCTEMbI UH BUTPO»

3 YTBEPX/JEH W BBEAEH B AEVWCTBWE Mpukasom PefeparnsHoOro areHTcTea no TEXHUYECKOMY pe-
ryrnupoBaHuio u metpornornu ot 23 maa 2024 r. Ne 650-ct

4 HacTtoawumin cTaHaapT MOEHTUYeH MexayHapogHomy ctaHgapty VMCO 18113-4:2022 «MegwnuuHckmne
n3genus ons OuardocTuku in vitro. IHdopmauus, npenoctaBneHHas U3rotoButenem (Mapkupoeka). Yacts 4.
PeareHTbl ona AMarHOCTUKM in Vvifro ans caMmocTosTenbHOro ucnons3oBaHusay (ISO 18113-4:2022 «In vitro
diagnostic medical devices — Information supplied by the manufacturer (labelling) — Part 4: In vitro diagnostic
reagents for self-testing», IDT).

MexayHapogHbI cTaHgapT paspabotaH TexHudeckum komuTtetom TK 212 «KnuHudeckme nabopatop-
Hble MCCMNeNOBaHUSA W OUArHOCTUYECKUE TECT-CUCTEMEI in vitro» MexoyHapoaHoW opraHu3auum no crtaHgap-
Tnzauum (MCO).

[Mpw NpUMEHEeHWU HACTOALLEro CTaHA4apTa PEKOMEHAYETCSA UCMNOMNL30BaTh BMECTO CChINOYHLIX MEXAYHa-
pOOHbLIX CTaHAAPTOB COOTBETCTBYHOLLME UM HaLMOHANbHLIE M MEXTOCYAapCTBEHHbIe CTAHAaPTbI, CBEAEHUS O
KOTOPbIX MpUBEAEeHb! B AOMNONHUTENBHOM NpunoxeHun OA

5 BBAMEH I'OCT P UCO 18113-4—2015

lNpasuna npumeHeHUss Hacmosaweao cmaHdapma ycmaHoseHbl 8 cmambe 26 @edepanbHOz0 3aKoHa
om 29 uwoHA 2015 2. Ne 162-03 «O cmaHdapmu3sauyuu e Pocculickol ®@edepayuu». MHgopmayus ob us-
MeHEeHUSX K HacmosilemMy cmaHdapmy rnybrnukyemcs 6 exe200HOM (M0 COCMOSHUK Ha 1 aHeaps mekyuie2o
eo0a) uHghopmayUoOHHOM ykazamene «HayuoHansHbie cmaHlapmbi», a oguyuanbHbIl MeKcm U3MeHeHUl
U rnonpasok — 8 eXeMecsYyHoOM UHOPMAayLOHHOM ykazamene «HayuoHnansHbie cmaHdapmel». B cnyvae
rnepecMompa (3amMeHbl) Uu OMMeHbl Hacmosauweao cmaHdapma coomeemcemeyrouee ysedomieHue bydem
onybnukosaHo 8 bnuxaluwieM 6biNyCcKe eXeMecsyYHo20 UHGOPMayuoHHO20 ykasamerns «HauyuoHanbHble
cmaHOapmsi». Coomsemcemayoujas UHgopmayus, yeedoMIeHUe U MeKCmbl pa3Mewalomcs makxe 8 UH-
ghopmayuoHHoU cucmeme obLezo nonk3oeaHus — Ha oguuuanbHoM calime @edepansHo20 azeHmcomea rno
MEexXHUYECKOMY peaynupoeaHuro U Memponoauu & cemu MHmepHem (www.rst.gov.ru)

© 1S0, 2022
© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuzayuny», 2024

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO MMM YACTUYHO BOCMNpPOU3BEOEH, TUPaXXMNPOBaAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OC*)MLI,MBJ'II:HOFO n3naHua bes pa3peleHunsa <De,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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CopepxaHue

1 OBNACTE MPUMBHBHMIA : « & & 5 + & & o soamramm s s o & & § 6 & 6 ammmian & § 5 o § 5 § & S o d o 8 & ¥ 8 8 O e s s s s 6 v s 1
2 HOPMATUBHBIE CCBITTKM. . . . o o o et e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 1
3 TEPMUHBI WONPEIBIMEHMI . & . . oo cwriain e o 6 v & o & o e & % % % 8 4 % v o Sl &5 & % 8 4 o o 4 S8aom s o v s oo 1
4 OBLWKME MOMOMKEHMEI . .« o o e e e e e e e e e e e e e e e e e e e e e e e e e 2
5 NHdopmauwms, npegcrtaBneHHasa Ha 3TUKETKE BHELLHETO KOHTEeNHepa (YNakKkoBKM) . . . .. ..ot n .. 2
6 WHdopmauua, npeacTaBneHHas Ha 3TUKETKE BHYTPEHHEN YMAKOBKM . . . . . .. ... ..ottt 4
7 CopepaHve MHCTPYKLMW MO MPUMEHEHMED . « « . oo ottt it it i e i e e e e e e e e e e 6

Mpunoxenne OA (cnpaBovHoe) CBedeHns O COOTBETCTBUM CCbINIOYHBIX MEXOYHAaPOA4HbBIX CTaHAapTOB
HaLMOHAanbHbLIM M MEXIOCYOAPCTBEHHBLIM CTAHAAPTAM . . . vttt et e e e e e 10
BUBIIMOTPAMIMA . . o . 11
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BBepeHue

MaroToBuTENN peareHToB AnA guarHocTuku in vitro (WB[) npepoctaenawT nonb3oeatensamM uHdopMa-
LMo, obecneymBatoLLyo BesonacHoe CNoNb3oBaHUE U AOCTUXKEHWE OXMOAEMbIX (PYHKLUOHANBHBLIX XapakTe-
PUCTUK MeOULWHCKUX U3aenui. TUM n ypoBeHb AeTanusauuun 3aBUcUT OT NpeanonaraemMoro NCnonb3oBaHusa 1
HOPMAaTUBHbIX MPaBOBbIX aKTOB KOHKPETHOW CTPaHbl.

MexayHapogHbI hopyM perynstopoB meauuuHckux uagenuin (IMDRF) cnocobetByeT pasBuTuio cu-
CTEM peryrupoBaHus MefWLUMHCKUX M3genuin Ha rmobansHoM ypoBHe. YCTpaHeHue pasnuuuin Mexay pery-
NATOPHLIMWU KPUCOUKLMSAMIW MOXeT obecneunTb nauveHTam Gonee paHHWA LOCTYN K HOBbIM TEXHOIMOIMMAM
W MeTofdaM nedeHus. Hactoawmin ctaHgapTt npeactaBnsgeT cobor OCHOBY ANSA rapMoHM3auuMmM TpeboBaHui K
MapKMpoBke peareHToB VB[ Ans caMOCTOATENbHOMO UCMOMNb30BaHWUS (CaMOTECTUPOBaHNUS).

B HacTosleM cTaHOapTe npuBefeHa UHpopMaLus, NnpeaocTaensemMas U3aroToBUTenemM, ¢ peareHTamMu
WBL, kannubpatopamMu U KOHTPOMNBHBIMK MaTepuanamMmu, NnpeaHasHa4YeHHbIMIY N8 camoTecTupoBaHus. Hacrto-
AWMA cTaHgapT npegHasHadeH ana npumeHeHus coeMmectHo ¢ MCO 18113-1, koTopblil cogep:kut obline
TpeboBaHuA K MHhoOpMaLUK, NPeaoCcTaBNSeMOn N3roTOBUTENEM, U 0B Me TpeboBaHNS K MapKUPOBKE.

HacTosimin ctaHgapT npegHasHadeH ans nogaepku OCHOBHLIX TpeBoBaHWIA K MApKMPOBKE NapTHEPOB
IMDRF [8], a Tawke Opyrux cTpaH, KOTOPLIE YXKe MPUHAMNW UMW MNaHUPYKT NMPUHATL NpasBuna MapKupoBKK
MeOuUWHCKUX nagenui ans MBL.

[nsa peareHToB, KanMOpaTOPOB WM/MIM KOHTPOMNbHBLIX MaTepuarnoB, KOTOpble NpegHasHadveHsl 4ns VB v
WCMOMb3yHTCA B KAYECTBE aHANUTUYECKOW CUCTEMbI C U3OENMEM TOTO XE U3rOTOBUTENS, HACTOALWLMIA CTaHaapT
HeobxoaumMo NnpuMeHaTs coBmecTHo ¢ MCO 18113-1 n MCO 18113-5.

v
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

MeguumnHcKWe n3genusa ansa guarHocTuku in vitro
MH®OPMALUUA, NPEOOCTABNEHHAA W3ArOTOBUTENEM (MAPKUPOBKA)

YacTtb 4

PeareHTbl ANA AWarHOCTUKMU in vitro ons caMmocTOATENLHONO UCNOMbL30BaHUA

In vitro diagnostic medical devices. Information supplied by the manufacturer (labelling). Part 4. In vitro diagnostic
reagents for self-testing

Oara eBegeHna — 2025—01—01

1 ObnacTb NnpUMeHeHusA

HacTosawwi ctaHgapT yctaHaenveaeT TpeboBaHua K MHOpMauuu, npegocTaBNeHHON U3roToBUTENem
peareHToB, KanMbpaTopoB 1 KOHTPOINbHbLIX Marepuanos AnA guarHoctuku in vitro (MB[) ona camocToATenb-
HOTO MCMNOMB30BaHWSA (CaMOTECTUPOBaHUSA).

HacToAawumin ctangapT Takke MOXeT ObiTb MPUMEHUM B OTHOLLUEHWW MPUHAANEXKHOCTEN K MEAULNHCKAM
n3nenusam.

HacTtoswmin ctaHgapT NpyUMeHWM K 3TUKETKaM ANA BHELHMX W BHYTPEHHWX YNakOBOK, a Taioke K WH-
CTPYKUMAM MO NPUMEHEHMIO.

HacTtoswmi ctaHO4apT He pacnpocTPaHAeTCa:

a) Ha obopynoeaHue MB[;

b) pearenTsl aona VB[ ons npodeccroHansHoro Cnonb3oBaHns.

2 HopmaTuBHbIE CChINKK

B HacToswwem cTaHgapTe MCNonb30BaHbl HOPMATUBHLIE CChIMNKKM HA CMeaylolWne cTaHoapThl [Ans gatu-
POBaHHbIX CCbINOK MPUMEHSKT TONbKO YKa3aHHOE M3aHWe CChINMOYHOro cTaHgapTta, ANA HedaTMpPOBaHHbIX —
nocriegHee uagaHue (BKIOYaa BCE U3MEHeHNs)]:

ISO 14971, Medical devices — Application of risk management to medical devices (/3genua meguumH-
ckue. NpuMeHeHne MeHeOXMEeHTa prcka K MegULUHCKAM U3AENUsm)

ISO 15223-1, Medical devices — Symbols to be used with information to be supplied by the manufacturer —
Part 1: General requirements (M3genus meguunHckme. CUMBOMbI, NMPUMEHsIEMble AR pasMeLleHns MHoop-
MauuK, KOTopas AoMmKHa NpefocTaBnsTbea narotoutenem. Yacte 1. OcHoBHbIE TpeboBaHuns)

ISO 18113-1, In vitro diagnostic medical devices — Information supplied by the manufacturer (labelling) —
Part 1: Terms, definitions and general requirements (MeguuuHcke nagenvsa ana AMarHoCTUKK in vitro. Mndop-
Mavusa, NnpegocTaBNeHHasa U3roToBUTenem (MapkupoBka). Yacts 1. TepMuHbl, onpegenenus u obuve Tpebo-
BaHMA)

3 TepmuHbI 1 onpegeneHns

B HacTofwem cTaHgapTe npuMeHeHbl TepMuHbl no MCO 18113-1.

MapaHune ochbuumnansHoe
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TepmuHonornyeckmne 6asbl gaHHbIx MCO 1 M3K gocTynHbl Mo cnegywowmMMm MHTepHeT-agpecam:
- nnatdopma oHnanH-npocmoTpa NCO no agpecy: hitp://www.iso.org/obp;
- Onektponeaua M3K no agpecy: http://www.electropedia.org/.

4 Oowme NonoxeHnnA

4.1 OcHoBHble TpeboBaHuA

B HacToAwWweM cTaHgapTe npuMmeHeHbl TpeboBaHus, ycTaHoBneHHble B MCO 18113-1. TpeboBaHus no
MCMNOoMNb30BaHWUIO CUMBONOB NpueedeHbl B MCO 15223-1.

Ctanpaptbl MCO, Hanpumep, MCO 15197 n MCO 17593, ans cneunanmn3npoBaHHbIX MeauLWUHCKUX 13-
genvia B[ moryT Takke cogepxatb TpeboBaHus K MHopMaL MK, NpeaocTaBneHHON 3roTOBUTENEM.

4.2 WgeHTUdMKaLMA KOMNOHEHTOB Habopa

Mpn ncnonb3oBaHUK HaESopa peareHTOB KaxObld KOMMOHEHT Ha BCEX 3TUKETKax U B WHCTPYKUKMUAX MO
NMPUMEeHEHNIKD O0ITKEeH ObITb WAEHTUPUUNPOBAH OOMHAKOBbLIM HanMeHOBaHWEM, 6yKBEHHbIM OGOSHEHEHMBM,
HOMEpPOM, CUMBOSIOM, LIBETOM MK rpadiMyecknm 3HaKkoM.

MpumevyaHune — YHukanbHbld nogeHTudmkaTop yctporctea (UDI) He Tpebyetcsa HenocpedCTBEHHO Ha 3TUKET-
Ke KOMNOHEeHTOB Habopa, ecrnn TOMbKO KOMMOHEHT He ABMNAETCH CaMOCTOSATENbHbBIM U3denveMm.

4.3 NpegcraBneHMe MHCTPYKUUA NO NPUMEHEHWIO

4.3.1 VHCTpyKLMUKN NO NMPUMEHEHWIO OOMKHBI ObITb HANWCaHbI AOCTYMHBLIM A3bIKOM, MOHATHLIM AN Npu-
MeHeHus HenpodeccHoHanbHbIM MOMbL30BaTeENEeM W NpU HeobXoOMMOCTU, COMPOBOXOAATLCA PUCYHKAMU ©
avarpammMmamu.

[ns HeKoTOpbLIX U3AENUA MOXEeT NoTpeboBaTbCA OTAENbHAA MHCTPYKLUMA ANA NpUMEHeHUs npodeccuo-
HanbHbLIMW NOMb30BATENAMN — MEAULMUHCKUMW paboTHUKaMMU.

4.3.2 MNpepocTaeneHHas MHoOpMauuMsa AomkHa OblTe 4OCTATOYHOM ONs TOro, YTobbl NO3BOMUTL HEMPO-
dheccnoHanbHOMY nonb3oBaTento 6e3zonacHo M TOYHO MpUMeHWUTb peareHT VB[, oueHWUTb pe3ynbraTbl gua-
FHOCTUYECKUX UCCNeaoBaHui in vitro, 1 NpeanpuHSATbL Nocrneayline encTBUA W/nnu pekoMmeHaaLmm.

MpumeyaHne — PekomeHgauuu 30paBOOXpaHEHUs Mo paspaboTke UHCTPYKLUMW NO NPUMEHEHUKD ANS Meau-
LIMHCKMX W3OENUid, NPUMEHSAEMBIX B JOMALLIHWX YCIOBUAX, NPUBEAEHEI B [9].

5 MHdopmauuna, npeacTaBneHHasa Ha 3TUKETKE BHELWHEro KoOHTenHepa
(ynakoBku)

5.1 UHdopmaumna o6 nsrotoButene

JOmKHbI ObITb YKa3aHbl HaMMeHOBaHWe 1 anpec M3roToBUTEnNA. Agpec YKa3blBaeT Ha MeCTOHaxoxaeHue
W3roToBUTENA, HAanNpumMep, ynuuy, HoMmep goma, ropoa, MOYTOBLIN MHOEKC, CTpaHy. MozkeT BbiTb YKa3aH COKpa-
LLeHHbIA BapuaHT agpeca npu yCnoeuK, 4T0 MOMHLIN agpec BKMIOYEH B WMHCTPYKLUKWKO NO NPUMEHEHWIO.

Ecnuv oT UMeHn narotoBuTens B CTpaHe.I'I-OpMC,D,MKLLHM )D,eﬂCTByET yI'IOJ'IHOMO‘-IEHHbIﬂ npegcraBuTens, cne-
ayeT y4ecTb TpeﬁOBaHMH perynupyrLiero opraHa, MMerLllero COOTBeTCTBYLW Y PUCONKLUWIO, Kacalwueca
Hann4ymna Ha aTUKeTKe agpeca ynonHoOMO4YeHHOro npegcrasutens.

5.2 NgenTudmkaumsa peareHta UBL

5.2.1 HammeHoBaHue pearedta B[

[omxHo BbITh YkasaHo HaMMeHOBaHWe UNu Toproeas mapka peareHTta VIB[. HaumeHoBaHne peareHTa
OOIMKHO OQHO3HAYHO MOEHTUULMPOBATL €r0 OT OAPYrUX U3AENWUNA.

Heobxogumo ykasaTb OOMOMHUTENbHbIe CpeacTBa MAeHTUMKaLMK, ecnn HaMMeHOBaHWe peareHTa
WB/[ He no3BonaeT 04HO3Ha4YHO ero naeHTnuMuMpoBaThb.

Tpumep — KamanoxHeIli HoOMep, moeapHkbIli HoMep.
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5.2.2 Kog/HomMmep naptuu

JomxeH BbITh yKkasaH kog/HoOMep napTun.

Kon/Homep napTuu, yKkazaHHbIA HA BHELLHEN yNakoBKe, A0MKeH obecneynBaTh NPOCNeXnBaeMocTb npe-
[0CTaBMeHHbIX M3rOTOBUTENEM KOOOB/HOMEPOB NapTUK KaXO0oro KOMNOHeHTa, Bxogsuiero B Habop.

5.2.3 YHUKanbHbIX uaeHTudukatop yctpouctea (UDI)

CrnepnyeT yunThIBaTb, YTO, ecnu Ha peareHT VB[ pacnpocTpaHsiloTCs NpaBuna yHUKansHowm uaeHtudu-
Kauuv MeauuMHCKOro U3denus, yCTaHOBIEeHHbIe PerynupyowmnmM opraHoM, TO Ha BHELLHEN 3TUKEeTKe OOMKeH
ObiTb ykasaH UDI, sBkmoyas Hocutens UDI (HocuTenb, MCNOMNb3yeMblid ANS aBTOMaTUYeCcKon MoeHTUdKaymm
n cbopa gaHHbix B chbopmate «AIDC») 1 ero nHTepnpeTauMio B Nerko BOCNPUHUMaeMoM opMare YTeHus
(HRI).

Ecnu Hocutenu AIDC otnuyatotcsa oT Hocutens UDI v aBnaTcs 4acTbio MapKUPOBKU MeOULMHCKOro
n3genus, HocuTene UDI gomkeH ObiTe Nerko naeHTUULnpyemMbiM.

YHWKanbHbIA ngeHTudukaTop yctporctea (UDI) gomkeH BKMOYaTe Kak naeHTudmkatop wsgenusa UDI
(UDI-DI), Tak n ngeHtudpumkatop marotosutens UDI (UDI-PI); npn aTom cnefyeT y4nTbiBaTb WCKOYEHMS,
npegycMOTPEHHLIE HOPMATUBHbLIMUW MPaBOBLIMW aKkTaMu.

Ona pearedta MBL UDI-P| gomxeH BkMOYaTh Kak MUHUMYM KOA/HOMEpP NapTUM U CPOK FTOOHOCTH.

Ha aTukeTke nzgenus MoxeT ObiTh yKazaHa Aarta ero U3roTOBMEeHUS He C LieNbi KOHTPONS CPOKa rogHo-
CTW, B 3TOM crny4yae nHcopmauuio He BkntodatoT B UDI-PI; npu atom cnegyet yuuTbiBaTh 0cobbie TpeboraHuMs,
npegycMOTPEHHbIE HOPMATUBHLIMUW NMPaBOBLIMW aKTaMU.

Ecnu cywecTByloT orpaHvdeHns, 3aTpyaHaoLWKMe ucnonb3oBaHne Ha atukeTke kak AIDC, Tak n HRI,
npegnoyTeHue, Kak npaeuso, otgatoT hopmaty AIDC, 3a uckniodeHnem cny4daes, korga HRI Sonee nogxoout
nosb3oBaTento.

Hocutens UDI gomkeH BbiTh yoobouMTaeMblM Npy NPUMEHEHUN, B YCNOBUSAX XPAHEHUSA WU B TEYEHME
BCero cpoka rogHoctu peareHta VMBL. MHcopmaumsa o cneundurkaumMsax CUMMBOMOR WTPUXOBOrO Koga npuee-
pgeHa B MCO/M3K 15415.

HauwnoHaneHble U/unu pernoHanbHble HOPMAaTUBHEIE MPABOBbLIE aKTbl MOMYT COAEpXaTb TpeboBaHUa K
YHUKaNbHOMY MOEHTUUKATOPY MEOVLMHCKOIO U3Oenus.

Mpumeuvanne 1 — CogepxaHne, dopmat 1 pasmep UDI onpegensatotcsa ynonHoMoYeHHsIM OpraHom, npeao-
ctaensembim UDI.

Mpumeuvanne 2 — Tekct HRI otnuuaeTca ot TekcTa, yxKe HAHECEHHOTO Ha 3TUKETKY, U ABMSETCA MHTepnpeTa-
uMen gaHHbIX UNnu nHdopMaumum, sakognpoeaHHbelix Ha UDI-HocuTene.

5.3 Cogepxumoe

JomkHo BbITh yKa3aHO HETTO-KONMUYECTBO COAEPXKMMOTO, BbIPaXEeHHOe B edWMHMLAX Macchl, obbema,
obbema nocfie BOCCTaHOBMEHWA, YACNOBOM 3HAYEHWMM WUIM MX COMETaHWM WKW OPYrUX eAuHWLax, KoTopble
TOYHO OTPaKatT COAEepPXKMMOoe.

5.4 NpMeHeHWe NO Ha3HaAYeHU

Ecnn npegnonaraemoe narotosutenem rnpuMeHeHme no HadHa4eHWK He yKa3aHOo B HanMeHOBaHWUK pe-
dareHrta MB,D,, TO O0IKHa BblTb HaHeceHa Haanuncb, coaepxXallaa KpaTkoe yKa3aHue O npegnonaraemMom Uc-
Nnonb30BaHWKU, UNn MHqDOpMaLI,I/iFI B UHCTPYKUWK MO NPUMEHEHUKO C NPUMEHEHWEM TEPMUHOB, NOHATHbIX HEMNMPO-
CDE.‘CCI/IOHEJ'II:HDMY Nnonb3oBaTernto.

lpumep — Tecm Ana onpedeneHus 6epeMeHHOCMU.
Tot chakT, 4To peareHT VB[l npegHasHa4eH gons camoTecTUPOBaHWUA, OOMKeH BObiTk 4eTKo 0603Ha4YeH.

M punmevyaHune — B HEKOTOPbIX CTPaHaxX KOMMNETEeHTHbIE OpraHbl BNact MOryT yCTaHaBnMBaTb TpBﬁOBaHMH K
cogepXXaHunw Mchopmauwm O npegnonaraemMom MCnorb30BaHWA.

5.5 NMpumeHeHMe anNAa AMarHOCTUKM in vitro

Ha sTukeTke gomkHa ObITk YkasaHa MHOpMaLMs O NpuMeHeHnn peareHTa VB[ ¢ npumeHeHWem Tep-
MWHOB, NMOHATHLIX HENpogeccroHanbHOMY NONbL30BaTerto.

TMpumep — He dnst npuMeHeHUs1 6HymMpb.
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5.6 YcnoBuAa xpaHeHuA n obpaweHun

Ycnosua XpaHeHuAa u, npu HeobxognmMocTw, yCrnoBuA oﬁpau.gen-m;i, Heobxogumble Ans nogoepxaHumA
cTabunbHOCTA K paGOTOCI’IOCOGHOCTVI peareHToB, KaﬂMﬁpaTOpOB M KOHTPOIbHBIX MarepranoB B HEBCKPLITOM
COCTOAHWK, OOIMKHbI ObITb npegcraeneHsl B popme, ,D,OCTyI'IHOF’I ANA HeNpogeccnoHanbHOro NoSib3oBaTens.

Mpumep 1— Om 2 °C do 8 °C unu 2 °C....8 °C nubo zpachuyeckuii cumeosn; munyc 18 °C unu Huxe nubo
2pacpuyeckuli cumeon.

,D,Oﬂ}KHbI BbiTb YKa3aHbl Apyrue ycrnoBuA, KOTOpPbIe BIUAKT Ha cTabuneHOCTL peareHTos, KaﬂVIGpaTOpOB
W KOHTPOJbHbIX Martepuanos.

Mpumep 2 — MNapamempbl o0ceeWeHUs], 8/1aXHOCMb 8030yXa (Hanpumep, XpaHuimb 8 NPox/1adHOM CYyXoM
mMecme).

JomKkHbl ObITb YKa3aHbl nwobbie Apyrue ycnoeuA, KOTOpPble BIUAKT Ha 06pau_|,eHMe n XpaHeHue peareH-
TOB, KBJ'IM6paTOpOB M KOHTPOJTbHBIX Matepuanos.

Tpumep 3 — Xpynkuti, He mpsacmu.

5.7 CpoKk rogHOCTH

[omxeH BbITb yKasaH CPOK rofHOCTM, OCHOBaHHLINA Ha YCIOBWAX, YKa3aHHbIX B MHCTPYKLUMSAX N0 XpaHe-
HUHO.

Cpok rogHoCTW OomxeH ObiTb NpeacTaBneH B copmarte, C KOTOPbIM 3HAKOM HenpogecCUoHanbHbIN
nonb3oBaTens.

lMpumep — ®opmamer 2007—05—01, 2007 — Mai-01, Maa 01, 2007.

Ecnun YKa3aH TOnbKO rog n mMmecdl, 310 03Ha4aeT, 4TO CPOK rogHOCTW MCTeKaeT B nocrneaHun geHb YKa-
3aHHOro Mmecdua.

Ha aTtukeTke BHelLHeRn YyNakoBKW OOIKHa BbITb YKa3aHa camMas paHHAA gaTta uctevyeHmna cpoka rogHoCTu
KOMMNOHEeHTAa.

HaunoHaneHble n/mnm pernoHarnkbHble HOPMaTUBHbIE aKThl MOTYT COAEPXKATb Tpe6OBaHViFI K NopAOKY Ha-
HeCeHWA CpOKa rogHOCTH.

5.8 NpeaynpexaeHusa U Mepbl NPESOCTOPOXHOCTHU

Ecnu peareHT MBJJ paccMaTtpuBaloT Kak OnacHbIN, BHELHAS yNnakoBKa OOMXHa coOepXaTb 3TUKETKY C
COOTBETCTBYHOLLMM o0603Ha4YeHneM onacHoCTuU (HMKTOTPEMMOﬁ). npeﬂyﬂpe)l{,D,EHMﬂ, cBegeHnsa ob onacHoCTU U
Mepbl NPeAoCTOPOXHOCTU TakXKe OOIMKHbI ObITb BKNIOYEHBI B MapKMUPOBKY. Ecnu MecTa Ha 3TUKEeTKe HapyXHOro
KOHTEMHEpa HeLOoCTaTO4HO, OOSHKHa OblTb HaHeceHa NUKTOrpamMma OnacHoCTW, a nosfiHas MHGopMaums 06
OnacHOCTK OO0IMKHa ObITb npueegeHa B MHCTPYKUKWKW MO NMPUMEHEHUIO.

Hpumep — Xumuvyeckas u 6uonozuyveckas onacHocmu.

HaunoHanbHble n/unm pPernoHanbHble HOPMaTWUBHbBIE NMPaBOBbLIE aKTbl MOIYT COAEPXKATb TDE6OBaHI/IFI K
cnocobam npenoctaBneHnsA MHCDODMELIMI/‘I unuv npegynpexaanlmnx CUMBONOB ONA KOHKPETHbIX onacHocTen.

Ecnv mMecTo Ha 3TUKETKE HEe MO3BOSMISET BKIHOHMWUTL TEKCT pacr.uuqbposlm CMMBOJIOB OMacHOCTU, TO UH-
CbOpMEILI,MF[ O coaepxXaHnn CMMBOITOB O0JTXXHA BbITk BKMOYEHA B WHCTPYKUWHO NO NMPUMEHEHUHD.

6 MHdopmauusna, npeacTaBneHHas Ha 3TUKETKe BHYTPEHHEeWN YNaKoBKU

6.1 O6wmMe nonoxeHus

6.1.1 EAMHMYHan ynakoBKa

Ecnu BHyTpeHHAS ynakoeka peareHta VB[ ABnseTca Takke BHELLHEN YyNAKOBKOW, MpUMeHSOT Tpebora-
HWS, yKalaHHble B pasgene 5.

6.1.2 3TUKeTKa manoro pasmepa

Ecnu pasmep STUKETKM BHYTPEHHEN yNakoBKW HeJoCcTaToqeH A4S Toro, YTobbl NMOMEeCcTUTb BCH MHMOp-
MaLlMio, YKasaHHyl0 B HacToflem pasfgerne, TO CBeAeHUs OTHOCWUTeNbHO cocTaea BellecTBa (6.4), npume-
HeHWs ANA guarHocTuKK in vitro (6.5) 1 ycnoBuid xpaHeHus v obpaweHus (6.6) MoryT ObiTe COKpaLleHbl UK
WCKIHYEHBI.

4
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HauwnoHanbHbIe n/vnu pernoHarnbHble HOpPMAaTUBHbIE aKTbl MOTYT COOEPXKAaTb Tp96OBaHMFI K cnocobam
npegocTtaeneHusA I/'IHCbOpMaLI,MM Ha 3TUKeTKe Manoro pasmepa.

6.2 UHdbopmanuusa o6 nsarotoeutene

MaroToBuTENb OOMKEH BbITb M,EI,EHTMCI)HLIVIDOBE!H. ﬂ,OCTaTO‘-IHO nprneecTtk HaMnMeHoBaHME N3roToBUTENA
nnn Cb]/IpMEHHC}e HanMeHOBaHWe, Uik noroTun.

6.3 UpenTudmkauna pearedta UB[

6.3.1 HaumeHoBaHue peareHTa UB[l unuv ero KoMnoHeHTa

HaumeHoBaHue gomkHo obecneunBaTth Hagnexallyo naeHTUMUKaLUID peareHTa Unm KoOMNoHeHTa Arns
B[ ansa nonb3oBaTtens.

6.3.2 Kog/Homep napTuu, HoMep noTa

HomkeH BbITh ykasaH kog/HoMep napTuun, HoMep noTa.

6.3.3 YHMKanbHbIi ngeHTucpukaTop ycrtporictea (UDI)

CnegyeT yuuThiBaTh TpebOBaHMA perynvpyroLLero opraHa K Hanuyumw naeHTudukaropa nagenusa UDI.
Mpwn Hanuumm ykasaHHoro TpeboeaHuA, kog UDI| HaHocAT B cooTBeTCTBMM C MpaBunamu, NpuBedeHHbIMU
B 9.2.3.

BoamoxHo, 4to UDI Ha aTMKeTKe BHYTPeHHeN ynakoBkn He BydeTt coenagate ¢ UDI Ha aTuKeTKe BHeLW-
Hew ynakoBku. TpeboBanus k UDI onpenensaiTca ynonHOMOYEHHBIM OPraHOM W COOTBETCTBYIOT HaLMOHAlb-
HbIM W/UIN perMoHanbHbBIM HOPMaTUBHBIM NPABOBLIM aKTam.

6.4 Cogepxumoe

HornxHo ObITb YKa3aHo coaepxnmoe Konmn4ecTea peareHta WBL, ecnu He YKa3aHOo MHoe.

lpumep — Macca, o6bem u/unu 4yucno uccrnedogaHull.

6.5 NpumeHeHne gna UB

HomxHo BbiTk ykasaHo npuMmeHeHue pearedTa VB[ ncnonkays TepMUHONOrui0, NOHATHYIO Henpodeccu-
OHanbHOMY NOMb30BaTENHo.

Mpumep — TonbKo ONs Hapy)XXHO20 NPUMEHEHUS.

6.6 YcnoBus xpaHeHuAa U obpalleHun

LomkHbI ObITb YKa3aHbl YCIOBWA XpaHeHUA B HEBCKPbITOW ynakoBke, Heobxogumble Ans noggepxaHuA
cTabuneHOCTH peareHTosB, KaﬂMGpaTODOB W KOHTPOIBHbIX MaTephanosB.

HomkHbl BbITb npueegeHbl gpyrue ycnosusa, Bnudaollne Ha Oﬁan_I,EHMe WUnn XpaHeHune peareHToB, Ka-
ﬂMGDaTODOB N KOHTPOSbHbIX MaTeEpPUAarioB, €Crv OHW OTNWYAKTCH OT NPpUBEAEHHbIX Ha BHELLHEN YNakoBKe.

lMpumep — Xpynkud.

6.7 Cpok rogHoOCTH

CpoK roaHoCTW, yKasaHHbIA B MHCTPYKLMAX MO XpPaHeHU, A0MKkeH BbiTh BblpaXKeH B COOTBETCTBUM C
TpeboBaHusamMu 5.7.

6.8 NpeaynpexaeHna U mepbl NPeAOCTOPOKHOCTH

Ecnu peareHt VB[] paccmaTtpuBaloT Kak onacHbIW, TO 3TUKETKa BHYTPEHHEeW YNakoBKWM AOMKHa cogep-
}aTb CMMBOI C COOTBETCTBYHLIWMM 0003Ha4YeHWEM onacHOCTU (MUMKTorpamMmmon). MNpenynpexaeHus, CBeaeHUs
06 onacHOCTU ¥ Mepbl NPEAOCTOPOXKHOCTM TaKkKe AOMKHblI DbiTh BKMYEHBI B MApKMpoBKy. Ecnv mecTa Ha
3TUKETKE KOHTelHepa HeJoCcTaToyHo, TO A0MKHA ObiTh HaHeceHa NUKTorpaMmMa onacHOCTK, a NnornHas MHdop-
Mauua 06 onacHOCTU JAOMKHaA ObITh MpUBEAEHA B MHCTPYKLKUKU MO MPUMEHEHUHO.

lpumep — Xumu4veckasa u 6uonozuyveckas onacHocmu.

HauunoHansHble u/unu pernoHarnbHble HOPDMaTWBHbIE MPABOBble aKTbl MOTYT COOEpPXaTb TpesoBaHMﬂ K
cnocobam npegocTaBneHns NHopMaunum unm npeanynpexgawnwmmMm cCMMmBonam Ond KOHKPEeTHbIX OMacHOCTEN.
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7 CopepkaHue MHCTPYKLMWN NO NPUMEHEHUIO

7.1 Nudbopmauma ob narotosurene

B MHCTPYKLWUM MO NPUMEHEHMWI0 HEOBXOOMMO YKa3aTk HAUMEHOBaHWE U3TOTOBUTENS UMK er0 (PMPMEHHOE
HaWMeHOoBaHWe UMK NOroTWM, a TakKe aApec U3roToBUTens. Apec M3roToBMTEnNs A0MKeH coaepXatb MHAOop-
MaLuo, OTHOCALLYIOCS K (hU3NYECKOMY MECTOMOMOXKEHWIO U3rOTOBUTENS, TaKyk Kak ynuua/npocnekT, HoMep/
Oom/aTax, ropod, oGnacTe/pervoH, NoYTOBbIA MHAEKE, CTpaHa. A Takke Homep TenedoHa U/Mnu Homep dak-
ca, u/vnv agpec Beb-cailTa UNN agpec aNeKTPOHHOW NOYThI ANS NOMYyYeHUs) TEXHUYECKOW MOMOLLN.

Ecnu OT MMEeHW U3roTOBUTENS B CTpaHe/topUCAUKLMM OeACTBYEeT YyNONHOMOYEHHLIW NPeacTaBUTeNb, crne-
AyeT y4ecTb TpeGoBaHUs perynupyoLlero opraHa, MMeLLLEro COOTBETCTBYHOLLYIO OPUCAMKLIMIO, Kacalowwmecs
HanWuKua Ha STUKETKe agpeca YNoNHOMOYEeHHOro NpeacTaBuTens.

7.2 WpenTudmkauma peareHta UB[

B MHCTpPYKUMM MO NpUMEHEeHUo HeoBXoOAMMO yKasaTb HaMMeHOBaHWe WNv TOPTOBYID MapKy peareHTa
WBA.

Ecnu HauMeHoBaHWe He NO3BONsAeT OAHO3HAYHO UAeHTUdUUUPoBaTh peareHT MBI, To A0MKHbI BbITb
npeaocTaeneHbl AONOMNHUTeNbHbIE cnocobbl MAeHTUMUKaLUK,

Mpumep — KamanoxHseiid HoMep, kod moeapa.

7.3 NpuMeHeHWe NO Ha3HAYeHUKD

MpUMeHeHUe Mo HAa3HAYEHWI0 OOMKHO BbiTh NOAPOBHO onucaHo, BKYasa, Npyu HeobXoaMMOCTH, U3Me-
pPSeMylo BenUYMHY, TUM NepBuYHoOn Npobbl, obpasua, Luenesyo ayauTopuio, (DYHKUMOHAaT, UCMoNb3ys TepMu-
HOMOTUIO, MOHATHYI ANs HenpodeccMoHanbLHOro NonbL3oBaTens.

JomkHbl 66T ONUCaHbl NPEUMYLLECTBA U OrpaHUYeHuss MeguuMHckoro nagenvs VB B OTHOLUEHWUM
npeanonaraeMoro UCMnonbL30BaHusa, rae aTo Heobxoanmo.

WHbopmaumsa, npeacTaBneHHas B MHCTPYKUUK, AOMKHa ObiTe 4OCTATOMHOM ANsA Toro, YTo6bl NO3BONUTL
NonbL30BaTento NOHATL MEAMLUMHCKMIA KOHTEKCT 1 OCYLLECTBUTL NPaBUbHYI0 MHTEPMNPEeTaLnio pesynsTaTos.

Mpumep — CamomecmupoegaHue xoecmepuHa, npuzodHoe Onsa o6HapyXeHUs NoebluIeHUsT Xonecmepu-
Ha, HO He 0511 €20 MOHUMOPUH2a.

ToT chakT, uTo peareHT VB[ npegHasHavyeH Ans caMOTeCTUPOBAHUSA, OOMKEH BbiTb YETKO yKa3saH.

7.4 MpuHUKMNBbI MeToga UCCregoBaHuA

MpuHUUN MeToda UccrnenoBaHWs AoMKeH 6biTb KpaTKo onucaH B hopMe, NOHATHOW HenpodeccMoHansb-
HOMY Monb3oBaTento, YTobbl NPeaoCcTaBUTbL eMy HEOBXOAMMYK OCHOBHYK MHGOPMaLWIO, B COCTAB KOTOPOW
B OCHOBHOM BXOAAT nNogpobHble CBedeHUs O Npoleaype UcCneqoBaHus, B TOM YMCre O NMOArOTOBKe peareH-
TOB, B3ATUIO W/MNW NOATrOTOBKE NepBMYHON Npobbl, o6pasua, a Tawke MHOPMAaLMa O TOM, Kak NpPOBOAUTb
nccrnefoBaHMe M MHTepnpeTMpoBaTh pesynetathl. JomnkeH ObiTe ykasaH TMN nepeuyHoOi npobbl, obpasua,
Heo6xoaMMOIA(ro) aAns NpoBeAeHUs UCcCNeaoBaHus (Hanpumep, criloHa, KpoBb, Mo4a).

KoHKpeTHble cBedeHNst MOryT BbITb MCKNKOYEHbBI, €CNK APYroi MHDOoPMaL MK, NPeaoCTaBNAEeMOon Npouna-
BOAMUTENEM, JOCTAaTOYHO, YTOObI NMOMb30BaTeNlb MOT UCMONbL30BaTh U3ZeNne U MOHUMAaTh MNONyYeHHbIE pesyrb-
TaThl.

7.5 MpocnexnBaeMocTb 3HAa4YEHUN, MPUCBOEHHbIX KanMGpaTopam U KOHTPOMNbHLIM MaTepuanam
AN KOHTPOMA NpaBMNbLHOCTHM N3MepeHUit

HomxHa BbITe onucaHa MeTponorMyeckas NPOCNexXnBaeMocTs 3HaYeHUI, NPUCBOEHHLIX kKanvbpaTopam
N KOHTPOMbHLIM MaTepuanam Ans KOHTPOns NpaBUibHOCTU U3MEPEHUIA, BKNoYas MaeHTUUKaL U NpumMmeHu-
MbIX CTaHAapTHbIX 06pasLoB U/Unu pedepeHTHLIX MeTOAWK U3MEepPeHHUS.

HomxHa ObITe NpegocTaBneHa MHOPMaLMs 0 MakCUManbHOW Bapuauuy Mexay napTusMu kanmbparo-
POB M KOHTPOINLHLIX MaTepuanoB (ycTaHaBnNMBaeTCs U3roTOBUTENEM) B COOTBETCTBUM C METOLOMNOrMen npu-
NUCbIBaHUS KanuOpOBOYHbLIX 3Ha4YEHWUI M3rOTOBUTENEM KOHTPOMBHOMY Martepuany 1 kanubpaTopy KOHEeYHOro
nonb3oBaTens. 3T0 MOXHO NOHMMAaTL, Kak NpeAoCcTaBMNeHne 3Ha4eHusl, KOTopoe CBA3LIBaeT Habop NepBUYHbIX
cTaHO4apTHbIX 06pasLUoB ¢ KanMbpaTopoM U KOHTPOIbHBEIMU MaTepuanamMy KOHEYHOro Nonb3osartens.

6
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MoryT 6bITb YKa3aHbl 3Ha4YeHWe BeNMYMHbI, 3Ha4eHue HeonpeaeneHHoCcTu, nonyyYeHHoe anga kanubparo-
pa Monb30BaTens W/WMNM KOHTPOIbHbIX Martepranos Nonb3oBaTtens, a TakKe YPOBeHb MOrpeLlHOCTH, CBA3aH-
HbliA C TEXHOMOTMYECKMM NMPOLLECCOM, KOTOPbIE MOXHO OXWUOATS.

WMaroToBuTens MOXeT ykasaTk HeonpeaeneHHOCTL Kak AManasoH 3Ha4YeHWid, B npegenax KoToporo Ha-
XOOMUTCA UCTUHHOE 3HaYeHue ¢ 3aJaHHbLIM YPOBHEM AOCTOBEPHOCTM; 3TO MOXET ObiTb BbipaKeHo, Hanpumep,
kak: o7 9,8 XX/YY go 10,2 XX/YY, unu kak 10,0 XX/YY z 0,2 XX/YY, unu kak 10,0 XX/YY % 2 %, ¢ goctoBep-
HocTbio AA %.

B nononHenue kK nHdopMaunn, ykasaHHoM B MHCTPYKLMU MO NMPUMEHEHUIO, M3rOTOBUTENb MOXET YKa3aTb
[ONOMHUTENBHYI0 MHOpMaLMIo, NPpeaoCcTaBmB Apyrve AOKYMEHTbI, B TOM YUCIe Mo 3anpocy nonsL3oBaTerns.

Mpumeuvanne 1 — MCO 17511 onuckiBaeT NpOCNEXUMBAEMOCTE 3HAYEHUI, NpUNMcaHHbIX kanubpaTtopaM u
KOHTPOMbHBEIM Marepuanam M8 KOHTPONSA MpPaBuMbHOCTKM, K CTaHAapTHBIM obpasuam n/unu pedepeHTHbBIM MEeTOANKaM
n3mepeHui Bonee BLICOKOTO NopsaxKa.

MpumedaHue 2— KOHTPOMbHLIA MaTepuarn BKOYaOT TONBKO B TOM CMyyae, ecrv ero UCnornb3yT Ans npo-
BEPKWU NPaBWUNBEHOCTW U3MEPEHWI, B TO BPEMS KakK KOHTPOSbHBIE MaTepyansl NPeUM3NOHHOCT U KOHTPOMBHBIE Matepua-
nbl, AN KOTOPbIX MHTEPBanbl 3Ha4eHWI NPUCBaNBaIOT ONH KaXK40ro MeTo4a/M3roToBUTENS, HEe pacCMaTpUBaloT, U ANs HUX
MCO 17511 He npuMeHsieTCs.

,D,OJ'I)KHbI BbITb npenocTtaeneHbl CCbINKM Ha COOTBETCTBYKLYH Hay4dHYH nnTepartypy wnu Opyryw 0o-
CTYNMHYK OOKYMEHTaUUMo no pedpeHTHON MEeTOANKE M3MEPEHUs Unn KOHTPONLHOMY MaTtepuany.

HauuoHanbHble n/unu pernoHanbHble HOPMATUBHbIE NMPAaBOBbIEe aKTbl MOTYT COLOEpPXaTb TDESOBEHVIFI K
MeTPONOrMYeCcKon NpoCneXxnBaeMocT 3Ha4YEHUN.

7.6 KoMnoHeHTbI

[omkeH BbiTb NPMBEOEH NepeqeHb BCeX NPegoCcTaBMNeHHbIX KOMMNOHEeHTOB/MaTepuanos, BKMoYas aaH-
Hble O Npupode, Yuche, KONMUUYECTBE, KOHUEHTPaLUWUU UMK COOepXKaHUM KOMNOHEHTOB, YYacTBYOLWUX B peak-
L.

lIpumep 1 — AHmumena.

HomkHa ObITb npyvesedeHa nHgopMaLms, KacarLasacs OPYTMX KOMNOHEHTOB, KOTOPbIE MOTYT BIIMATL Ha
METOAWKY UccrnenoBaHUA.

Mpumep 2 — Bydhep.

7.7 JononHuTensHoe HeobxoauMoe o6opyaoBaHUe W/UNKU MaTepuansl

HomkHo 66T NepeuYncneHo cneuunansHoe obopynoBaHue, HeobBXxoguMoe Ans NpaBUNbHOTO BbIMOMHEe-
HWA CCrnefoBaHnaA 1M Be3onacHoro NPUMeHeHsa U3genns, Ho He NPeaoCcTaBNAeMoe N3roToOBUTENeM.

JomkHa 6bITh NpegocTasneHa nHgopmaumsa, Heobxoaumas Ang Toro, 4Tobbl NO3BONUTE MAEHTUDULIK-
poOBaTh W MNOAKMKYNTL CneymansHoe obopyaoBaHue.

Mpumep 1 — Ycmpoiicmeo dns omcyema epemMeHu, abcopbupyrowjull Mamepuas, cmepuslbHas unu Yu-
cmasi mkaHb, Heob6xodumas 0ns mozo, Ymobbi 3aKpPbIMbL MEecmo yKosa.

Bce aTansl, HEOﬁXO,EI,VIMbIE Ana npurotToeneHmA peaFEHTa(OB), AOJTKHBI ObITb MOHATHBI HE.‘I'IpOCpeCCMO-
HanbHOMY MONb30BaTelo 1M O0MOJTHEHDbI YepTeXaMn Un1 pucyHKamu, npu HEOGXO,EI,VIMOCTM.

Mpumep 2 — CmewugaHue, dogedeHue o KOMHamHoI meMnepamypbi, 0CMamoYyHo JiU Hanu4us KpaHa ¢
XxnopupogaHHol eodoll unu Hem.

7.8 XpaHeHue U CPOK rOOQHOCTHK nocrne nepBoro BCKPbITUA YNaKOBKHA

JomkHbl ObITb NPUBEAEHBI YCNOBUSA XPAHEHWSA M CPOK FOAHOCTM MOCME NEePBOr0 BCKPLITUSA BHYTPEHHENR
yMakoBKW, eCN OHW OTNUYAKTCH OT YCNOBUA XPaHEHWS U CPOKa rOAHOCTW, YKa3aHHbIX Ha MapKUpOBKe pea-
reHta NBM.

Mpy HeoBXOAMMOCTW AOMKHbI ObiTh NPUBEAEHbL! YCINOBKUS XpaHeHUs U CTabunbHOCTL pabodmnx pacTBo-
pOB peareHToB, KanMbpaToOpoOB U KOHTPOMLHLIX MaTepPUanos.
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7.9 MNpeaynpexaeHua U Mepbl NPESOCTOPOXHOCTHU

WHdopmaumio NpegocTaBnsatoT B BUAE NPeaynpeXxaeHnia, Mep NnpeaoCTOPOXKHOCTY W/Mnu mep, KoTopble
HeobxoOMMo NpeanpUHATL!

- NpY HEWCNpPaBHOCTU WU3OENUA UNU yXyOLleHUU KadecTBa, O YeM CBUAETENLCTBYT M3MEHEHUS ero
BHELLHEro B1aa, KoTopble MOryT MOBNUATL HA NMPOU3BOAUTENLHOCTD;

- B OTHOLLUEHWM BO3OENCTBUA HA peareHT(bl) MPOrHO3UPYEMbIX BHELUHWX BO3AEWCTBUA WNU YCIOBWIA
OKpyaloLen cpefbl, HanpuMep, MarHUTHbIX MOMer, BHEeLUHWX 3NeKTPUYEeCKUX 1 3NeKTPOMarHUTHbLIX BO3aen-
CTBMI, 3MeKTpoCcTaTUYeCcKoro paspsaaa, uanyyeHus, CBA3aHHOIO ¢ AMAarHOCTUYECKUMMUW UNK TepaneBTUYECKUMMU
npouefypamMmu, AaBneHus, BNaXKHOCTU UMW TeMnepaTypbl.

Ecnu peareHT VIB[l cunTtaeTcst onacHbIM, MHCTPYKLUKU NO MPUMEHEHUIO OOIMKHbLI BKIOYATE Npeaynpex-
OeHne o6 onacHOCTY UMM CUMBOI(bl) COOTBETCTBYHOLLEN ONACHOCTU.

HomxHa bbiTe NpegocTaBneHa MHhopmMaLunua, No3BoONA0LWLAaa NONbL3I0OBATENO CHU3WUTL PUCKN, CBA3AHHLIE
C XpaHeHueM, NnpuMeHeHneM Unn ytunuaaunen pearexta VB[,

lpumep — Xumuyeckas u 6uosnozudecKkasl onacHocmu.

HauwoHanbHble W/UNU perroHanbHble HOPMaTUBHbBIE NMPABOBLIE AKThbl MOFYT codepXaTk TpebGoBaHus K
cnocobam npefocTaBneHWs MHpOopMaLUU N NpefynpexaatoLMx CMMBONOB ANA KOHKPETHLIX ONacHOCTeN.
MpumeHsoT TpeboBaHua MCO 14971, oTHocALWMeCs K MHGopMaL M1 No 6e3onacHocTHU.

MpumevaHne 1 — MHdopmauuio, KOTopas No3BONAET NONL30BATENAM CHU3UTE PUCK NPUMEHEHWUA MEQVLMH-
CKOro M3genus, Has3blBaloT «MHgopMaunen no besonacHoctu» (cMm. MCO 14971).

WHbopmaums, npegocTaBneHHas uaroToeuteneM, JomkHa cogepxaTh npedynpexaeHuns, ecrnin peareHT
VB[ comepXuT BellecTsa YenoBe4eckoro, MUKpOGHOro U XUMBOTHOFO NMPOUCXOXOEHUS, KOTOpbIe NpeacTas-
NAT PUCK UHDULUPOBaHUA.

Takxke OomkHa BblTe NpeAocTaBneHa uHopMauus o 6esonacHom obpallieHun ¢ onacHbLIMU MaTepua-
naMu U UX yTUNU3aumu.

Ecnu pearenT VB[] npenHasHadeH Ans oQHOKPaTHOMO UCMOMb30BaHNs, TO AOMKHA ObITk NpeacTaeneHa
MHhopMaLUvs, cofepiallias CoOOTBEeTCTBYIOLee npeaynpexaeHe (CM. NpuMeHeH1e Mo HasHavyeHuHo).

MpumMmeyaHue 2 — B HEKOTOpbIX CTpaHax KOMMETEHTHbIE OpraHbl BflacTk MOTyT YCcTaHaBnMBaTh TpeboBaHuA
K COOepaHuio npedynpexaeHuin 1 Mep NpegocTOpPOXHOCTU W/UNM HEOBXOOVUMBIX MEp WU OrpaHUYEHUIA B OTHOLLEHWA UC-
nonb3oBaHusa nsgenunda. Hanpumep, B EBponenckom cotose (EC) MHCTPYKLUMK N0 NPpUMEHEeHU0 codepxaT TpeboBaHKe ob
MHOpPMMPOBaHUM MONb30BATENEM U3TOTOBUTENSA M KOMMNETEHTHOMO OpraHa rocyaapcTBa-yneHa, B KOTOPOM MNonb30oBaTerns
W/MNK NaLKMeHT NPOXWBAET O N0OOM Cepbe3HOM MPOUCLLECTBMK, MPOM30LLEALLEM C U3OENMEM.

7.10 B3aTtne, o6paboTKka U XpaHeHUe NepBUYHbIX Npo6, o6pasuos

HomxHa BbITb yKasaHa ucnonb3yemas nepsuyHas npoba, obpasel v ocobrie ycnosusa ee (ero) B3aTus,
W/MMW YCTIOBWS XpaHeHWS.

JomkHbl 6bITe MPUBEAEHbI CNeLMansHble UHCTPYKLKMW MO NMOATOTOBKE NauueHTa nepefn npoBefeHuem
npoueaypbl B3ATUS NepBUYHOM Npobkl, obpasua.

7.11 MeToauka npoBefeHUs UccrneqoBaHus

HOomkHo 6bITe NpeacTasneHo nonHoe nogpo6bHoe onucaHue MeTOAMKU UCCneaoBaHus.

MeTtoauka nccnenoBaHua OorkHa codepkaTth Bce cTaguu, Heobxogumble ONA NoAroToBKW Npobbl, Bbi-
NonHeHus nccnegoBaHus U NoNyYeHusa peaynesrara.

Mpu Heo6XoOMMOCTH, METOOMKA MCCMNEedoBaHWs OOIMKHA CodepXaTb Auarpammbl, YepTexin u/unu pu-
CYHKM.

7.12 MeToguka KOHTpONA Ka4vecTBa

HomxHa 6bITb NpeaocTaBneHa qocTaTodHasa uHdopmaumsa o paboTe peareHTta VMBI v cpeactsa nposep-
KW TOTO, 4TO OH paboTaeT B COOTBETCTBUM CO crieumdrkaLnamu,

7.13 O6paboTKa pe3ynLTaToB McCcnefoBaHUNA

,D,OJ'E}KHbI BbITb npuBeeHbl MHCTPYKUMKW O TOM, KakK cnefyet y4UTbiBaTb Pe3ylibTaThl NCCNegOoBaHNA.
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PeayanaTbl OOIMKHbI BbITb BblpaxeHbl N NnpecTaBlieHbl TAKMM 06pa30M, 4TOObI OHM BbINW NOHATHLI He-
FIpOCDECCVIOHaJ'II:HOMy nonb3oBaTento.

Ecnu MeTtoguka vccrnegoBaHus nogpasymMmeBaeT nonyyvYeHue nornoXuTerbHbIX UKW OTpULaTElNbHbIX pe-
3ynbraTtoB, OHW OOJTKHbI BbITh YETKO onpegeneHbl.

Ecnu metoguka n3MepeHunsa Tp86y9T MHTEpNpeTaunn «BU3yalbHbIX» Pe3ynbratoB, OOIMKHO ObITh npu-
BeJeHO 4eTKOe OnnucaHue Kputepues NpefcrtaBlieHnda Uik BOCNpouseseeHna BO3MOXHbBIX Pe3ynbTaToB.

Mpumep — LjeemHas mabnuya KonopuMempuYyecKux peaxkyud.

7.14 UnTepnpetauua pe3ynbraTtoB

ﬂ,OJ'I)KHO BbITb 0OBLACHEHO 3HAYEeHne nony4yeHHOro peaynbrata NccnegjoBaHuUA.

HDHBO,EI,HT pekoMmeHgaumnn o OEeNCTBMAX npy NonoXxuTtenbHOM, OTpUUaTenbHOM WKW HeonpegeneHHoOM
pesyrnbrate € y4eTOM BO3MOXHOCTUW MONy4YeHWA HEBEPHbIX PE3YINbTaToOB (J'IO}KHOI'IOJ'IO)KMTEJ'II:HI:[X U NOXXHO-
oTpuvuarterbHbIX pe3ynbtatoB U C y4eTOM Ol'paHM‘-IEEHI/Iﬁ npouenypsbl VICCHE,E[OBaHMF!). [omxHa BbITb npepno-
CTaBneHa MHqJOpMaLlMFl 06 n3BecTHbIX CbaKTOan, KOTOpPbIe MOTYT NOBINMUATbL Ha pe3ynbrat nccrnegoBaHvA, Ta-
KWMX KaK BO3pacT, nor, MeHCTPyaun4d, VIHCIDEKLI,MH, CbVISVI‘-IECKVIE ynpaxHeHWd, ronogaHne, Aneta urn nekapcrea.

MHCbOpMaLIVIFI OOIMKHa BKNMK4YaTh 3asaBreHue, npeanucbiBarollee norb3oBatenio He NpUuHMMaTthb HWKa-
KX DELIJEHME;I, MMernLwnx MmeguuymnMHCKoe 3Ha4yeHune, Ges npe,u,sapMTeanoﬁ KOHCynbTauun ¢ ne4awmm BpaqdomMm.
Ecnun pesyrnbraTbl UCCNEOOBaHUA UCNOMb3YHOT OANA MOHUTOPWHIA paHee OWarHoOCTUPOBaHHOIO 3aboneBaHus
N COCTOAHWNA, B Mchopmau,mn AOJIKHO ObITb YKa3aHoO, 4TO nNauueHTy criegyeTt agantupoBatk nNevYeHue 105b-
KO B TOM Cny4ae, eCnn OH npowen anAa atoro CooTBeTCTBYHLWYH NOATOTOBKY.

Mpumep — UHghopMayus OMHOCUMeNLHO Mo20, 8 KaKol cmeneHu ompuyamenbHbill pe3yasmam UCKITo-
Jaem Usu He UCKITIYaem 803MOXHOCMb UH(UYUpoeaHus onpedeneHHbIM MUKPOOP2aHU3MOM.

7.15 ®yHKUMOHAaNbHbIE XapaKTePUCTUKHN

7.15.1 06w me nonoxeHus

HomkHbl B6bITh OnMcaHbl OYHKLMOHANbHbIE XapakTEPUCTUKWA, OTHOCSLUWMECH K npegnonaraemomy Wnc-
NoNb30BaHWUK, NOHATHbIE ANA HenpodeCcCcMoHaneLHOro NoNL30BaTens.

7.15.2 UHTepBan namepeHus

[na KonnyecTBeHHbIX METOAWK MCCNeaoBaHWMA OOMKeH ObiTb NPUBEAEH WHTepBan KOHLUEeHTpauui, B
npegenax KoToporo PyHKUMOHanbHbIe XapakTepucTukn peareHta VIB BanngupoBaHsl.

Mpumep — Om 5 do 500 Mmmonk/n.

7.16 Buonornyeckme pedepeHTHbIe UHTEPBanbI

Mpwn HeobxoguMocCTH, Bronornyeckme pedepeHTHbIe NHTepBanbl LOMKHbI ObITb npueegeHbl Takum Crio-
cobom, KOTOPbIA NOHATEH HeI'IpOCbeCCVIOHaJ'IbHOMy nonb3oBarernto.

EavHuubl namepeHus pedepeHTHOro MHTepBana OOMKHbLl COOTBETCTBOBATL eANHMULAM, nmcnonb3yemMmbimMm
OnNA npeacrtaerneHna pe3ynbratoB NCCheloBaHKMA.

MpumeyaHue — WMHdopmauma, oTHOCAWAACHA K onucaHuio Buonornyeckux pedepeHTHbIX MHTEPBANoB, nNpu-
BegeHa B [2], [7], [8], [10] — [14].

Takxe MOTyT ObITb npueegeHbl COOTBETCTBYHLLME 3HAYEeHWNA OnA NPpUHATUA MeJULNHCKUX DELLIEHVIFL

7.17 OrpaHu4YeHUA MEeTOAMKN UcCcneaoBaHuA

HormkHbI ObITb OMUCaHbI orpaHu4eHMAa MeTogukmn NccrneoBaHWUA, BKINKOYad cnegyrLulee!

a) M3BECTHbIE KITMHNYEeCKX 3Ha4YMble I/IHTEpd)epMpy}OUJ,VIe BellecTBa;

b) nccnegoBaHume 06p83LI,OB, HEeCOOTBETCTBYHLUX TDEGOBBHMHM 1 noTeHUuWanbHble NocCneacTeBuA 3toro,
€CINU N3BECTHHLI;

C) dhakTopbl K obcToATensCTBAa, KOTOpbIE MOTYT BJIMATL Ha pe3yrnbraTt, BMeCcTe C npegynpexageHuamm,
KOTOpPbIE MO3BONAT NPedoTBPaTUTL NoNnyyYeHne HeBEpHOTO pe3ynbraTa.

Mpumep — MonodaHue unu npuem neKapcma.

MpumeHsaoT TpebosaHua NCO 14971 oTHocuTeNbHO MHOpMau MK no GesonacHocTH.
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MpumevaHne — MHdopmaumnio, KOTopas NO3BONAET MOMb30OBATENAM CHU3UTb PUCK MCMOMB30BaHNA MEQULIMH-
CKOro M3genus, HasblBaloT MHbopmauuen no besonacHocTu (cm. MCO 14971).

7.18 CcbINKKM HA UCTOYHUKU
[omxHbl BbITh NPMBEOEHbI CCLINKN HA COOTBETCTBY LYK Hay4YHY nuteparypy.

Mpumep — Buonozuveckue pehepeHmMHbIe UHMepearnsl.

7.19 YnpaBneHue AOoKyMeHTauunen

LomXHbl BbITh YKa3aHbl jaTa BblMyCKa Ui HOMEpP nocrnegHen pegakumnm WHCTPYKUWW NO NPUMEHEHKMIO, a
TaKKe ee noeHTMUKaLMOHHBIA HoMep. Ecnun MHCTPYKUWMA Obina nepecmMoTpeHa, 1o Tpe6yeTc;| npepgocraene-
HWe MHopMaLMK O BHECEHHBIX M3MEHEHUNAX.

Mpunoxenue OA
(cnpaBo4Hoe)

CBE,D,EHHH O COOTBETCTBUM CCbINOYHbLIX MeXAYHAPOAHDbIX CTaHOAPTOB HAUNOHAJNIbHbLIM
U MeXrocygapcTtBeHHbIM CTaHOapTam

Tabnuuya JA1

O6o3HaveHne
CChINOYHOIo CreneHb Obo3HavyeHWe ¥ HaMMEHOBaHME COOTBETCTBYIOLLIErO HaLMOHaNLHOro,
MexXayHapogHoro COOTBETCTBUA MeXrocynapcTBeHHOro ctaHgaprta
cTaHgapTa
ISO 14971 IDT MOCT ISO 14971—2021 «WM3penua meguunHckue. lpuMeHeHne MeHen-
XMeHTa pucKa K MeAWLUHCKUM n3genuam»
ISO 15223-1 IDT FOCT P NCO 15223-1—2023 «N3pgenua megnumHckme. CMMBOSLIL, NpUume-
HAeMbIE NS nepega4uv MHPOpPMaLMK1, NPpeaoCcTaBNAEMON N3rOTOBUTENEM.
YacTtb 1. OcHOBHbIe TpeboBaHMA»
ISO 18113-1 IDT FOCT P MCO 18113-1—2024 «MeauunHckne nagenus Ans AnarHoCTUKK
in vitro. WHdopmaums, npegoctaBneHHas M3roToBUMTENEM (MapKMpOBKa).
Yactb 1. TepMuHbl, onpegeneHus 1 obune TpeboeaHusa»

MpumevaHue — B HacToAwen Tabnuue UCNOMNBL30BaHO Crieaylollee ycrioBHoe 0003Ha4YeHWe CTEneHu CooT-
BETCTBMA CTaHOAPTOB:
- IDT — naoeHTUYHbIe CTaHaapThl.
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