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3asiBa Npo 3aCTOCyBaHHA NpaBUNa NPUAHATTA PilUEHHS NPO BiANOBIAHICTL

Bubip npaBuna NpuiHATTS pilleHHs NPo BIANOBIAHICTL (Hagani: NPaBUNO NPUAHATTS pilLEHHS)
BinOyBaETbCs Nepes NposeeHHAM BUNPOBYBaHHA Mif Yac aHanisyBaHHA 3aMOBMEHHS | YaromKeH-
HS 0T i3 3aMOBHWMKOM. ANroputM BuGOpY 6asyeTbcs Ha Briok-cxemi npaBuna NPUAHATTS pilweH-
HA (ILAC-G8:09/2019 «HacTaHoBa LioA0 NpaBun NpUiHATTS PilUeHHs Ta BMCHOBKIB LLIOAO BiAMO-
BiIHOCTi», p.6) | nonsArae B HACTynHOMy.

Bunagok 1: Ans 3amMoBHWKa HEMae HeoBXiAHOCTi y BUCHOBKY NpoO BIANOBIAHICTE — B Takomy
pasi JlabopaTtopia Buaae cepTudikaT aHasisy 4Yn 3BiT Npo BUMNPOBYBAHHS, B AKWX 3a3HAYAETHCH
OTPUMaHWI pe3ynbTaT BUMIPHOBAHHA | HEBU3HAYEHICTb.

Bunagok 2: 3amMoBHWKY HeOBXiAHO Bka3dysaTu BMCHOBOK MPO BiAMOBIAHICTL | HA 06'ekTW BU-
NpoByBaHHA MOLUMPIOIOTLCA NEBHI 3aKOHOAABYI UM PETYNATOPHI NpaBuna.

Ho uporo Bunagky HanexuTb, B Neply Yepry, NpoBeAeHHA BUNPoByBaHb MikapcbKux 3aco-
OiB, Ha AKi NOLIMPIOETLCA 3aranbHe NPaBUNO BCTAHOBMEHHS MeX AOMYCKy B cneuvdikalisx dap-
MakonenHmx MoHorpadi i, BiANOBIAHO, y BCIl iHLWIN HOPMATWBHIN OOKYMEHTaL|l CTOCOBHO 3abes-
NeYEeHHA Ta KOHTPOSIO AKOCTI Mikapcbkux 3acobis. 3rigHo iHgopmaLii, BkaszaHoi B EBponeiichkiit
cdapmakonei (Ph.Eur., General Notice, Test and Assays, Limits), Ta, signosigHo, ®Y (1.4 MOHO-
FPA®II, BwnpoGyBaHHﬂ Ta KinbkicHe Bu3Ha4eHHs, Mexi) BkasaHo, WO «3asHayeHi Mexi (2paHuui
donycxy (Limits) rpyHmytlomsca Ha pesysismamax, 00epx)aHux y pamkax 3euyqaliHol aHanmimuyHol
Npakmuku; y HUX yxe epaxoeaHo 3eudalHi aHanmuyHi noxubku, donycmumull po3kud npu eupob-
HUYmei U npuaomyeaHHi, a Maxkox roaipweHHsi SIKOCmi 6 npoyeci 3bepizaHHa y mexax, sKi 8sa-
XKarombesi npulHamHumu. pu eusHaveHHi 8idnogidHocmi npodykmy eumozam MoHozpadghii 0o 3a-
3Ha4YeHuUx mMex He Maromes dodasamucs 6ydL-siki dodamkoei onycKu».

Taknm YuHoM, npu BUNpoGyBaHHI Nikapcbkux 3acobis JlaGopaTopis 3acTocoBye 3aranbHo-
NpuiiHATe hapmakoneiHe NpaBuno MPOCMo20 NpuUlHAMMSA pilleHHs (Bianosigae abo He Bigno-
BIAA€E), KONV [0 BCTAHOBNEHUX MEX A0MNYCKY HisiKi 3aXUCHi iHTepBanv He 3acTOCOBYIOTLCS.

B ubomy BUNajaKy, AKWO OTPUMaHWiA pesynbTaT BUNpoByBaHHA BKNaOacTbCsH B MEXi cneum-
thikauii/HopmaTBHOI AoKyMeHTaUii, 3rigHO AKoi NpoBoAMNOCL BUNPoBYBaHHS, TO4 BiH «Bignosigae
BUMOram»; SKWO OTPUMAaHWIA pesynbTaT BUXOAWUTb 3a BCTAHOBMEHI MeXi AoNycky — TOAi BiH «He
BiZNnoBigae ByMoramy.

Buriaaok 3: 3amMoBHWKY HeoOXifHO BKasyBaTu BUCHOBOK NPO BiANOBIAHICT | ANs 06 eKTiB BU-
npobyBaHHA 3aCTOCOBYOTLCA CTaHAAPTW, WO MICTATb NPOLEC MPUMHATTS PilleHHA Npo Bignosig-
HicTb. B ubomy Bunapaky Jlabopatopis 3acTocoBye TOW NPOLIEC NPUAHATTA PILLEHHS, KW 3a3Hade-
HO B LiX cTaHgapTax.

Bunagok 4: 3amoBHWKY HEOOXi4HO BKa3yBaTW BUCHOBOK MNP0 BiAMNOBIAHICTb, ane Ang ob'ekTis
BUNpoDyBaHHA B cTaHAapTax He MICTUTbCSA iHopMaLyii MPO NPOUEC NPUAHATTS PILUEHHS, a TakoX
He iCHye Hi 3aKOHOAaBUVX YW PErynsTopHUX NPaBuUI WOAO AaHOro Npasuna.

B ubomy BUNaaky MOXINUBI ABa BapiaHTW:

1) 3amoBHWK BU3Ha4ae NpaBuo NPUAHATTA pilLeHH:, sike 6 HalKkpalle BPaxoByBano pusukm xmt-
HOro NPUAHATTS Ta XMOHOro HeNpPUAHATTS pe3ynbTaTy aHanisy, JlabopaTopia B cepTudikaTi aHani-
3y 3asdadvac, Wo AaHe Npasunio NPURHATTA PiLLEHHS BKa3aHO 3aMOBHUKOM;

2) 3a BiACyTHOCTI BUGOPY 3aMOBHMKOM NpaBuna NpUtHATTS pileHHs JlaBopaTtopia Hagae pesyns-
TaT aHaniay i HeBU3Ha4YeHiCTb BUMIPIOBaHHS 6e3 BUCHOBKY Npo BiANOBIAHICT.

1-01-SOP/S-4.4-02/D1, pen. 02 BBOANTLCS B Ail0 3] 26" 04. wz;



