[IPEVIIPEXXJIEHUE
O IMPEKPAIIIEHUU JEVCTBUH (BE3AENCTBUS),
KOTOPBIE COJIEPXKAT ITPU3HAKU HAPYIIEHUS AHTUMOHOIIOJIbHOI'O
3AKOHOJIATEJILCTBA

B cBsi3u ¢ Hanuunem B aeicTBusx (06e3neiicTBur) MuHucTEpCTBa 3/IpaBOOXPAHEHHUS
Poccuiickoit denepannu (MecTo HaxoxiaeHus: PaxmaHoBckui mep., 1. 3/25, . Mocksa,
127994), BbIpa3suBHIUXCS B CO3MaHUU JTUCKPUMUHAIIMOHHBIX YCIIOBHM, TPH KOTOPHIX
XO3SMCTBYIOIINE CYyOBEKTHI (TOCTABIIUKUA JUATHOCTUYECKUX CPEACTB JUIsl BBISIBICHUS JIHII,
WHOUIIMPOBAHHBIX BHUpPYyCaMU HMMMYHOAC(UIIUTA 4YEJOBEKa), TOCTAaBJICHbl B HEPABHOE
MOJIO)KEHWE T0 CPAaBHEHHWIO C JIPYTUMHU XO3SUCTBYIOIIUMHU CyOBEKTaMH, IIyTeM
YCTAHOBJICHUSI B MO3UIHSIX 3, 4, 5 GOPMBI 3asiBKH Ha TTOCTaBKY JTUATHOCTHYECKUX CPENICTB
JUISL  BBISIBJICHUS W MOHHTOPHHTA JIEYCHHUS JUI, WHQUIMPOBAHHBIX BHUpPYyCaMU
UMMYyHoOJe(bHUIIMTa YEIOBEKa, CONIacHO npuiokeHuto Ne 3 k npukasy Munzapasa Poccun
ot 05.04.2013 Ne 197n «O0 yTtBepxaeHuH (HOpM 3a1BOK HA MOCTABKY JUAarHOCTUYECKUX
CPEIICTB U AaHTMBUPYCHBIX MPENaparoB, MPEAyCMOTPEHHBIX IEPEUHEM 3aKyIaeMBbIX 3a CUET
OIOIDKETHBIX AaCCUTHOBaHUU (enepanbHOro OopKeTa JAUArHOCTUYECKUX CPEICTB st
BBISBJICHUSS W MOHUTOpPHHTA  JICUCHHS  JIMl, HWHQUIMPOBAHHBIX  BUpycaMu
uMMyHoneduirTa yenoBeka u renatutoB B u C, a Takke aHTUBUPYCHBIX MpenapaToB s
npOoUIIAKTUKY U JICYCHHs yKa3aHHbIX Jui (nanee — [Ipukas Ne 197H), nuMnepaTuBHOTO
NpEANUCAaHUs JI JUL, B OTHOLICHWM KOTOpbIXx MuH3npaB Poccuum B COOTBETCTBHM C
nyHKToM 2 moctaHoBienus IIpaButenbctBa Poccuiickoit ®enepauun ot 27.12.2012
Ne 1438 «O ¢unancoBoM oOecrneuyeHUr 3aKyloK JUArHOCTHYECKUX CPEICTB U
AHTUBUPYCHBIX TpEenaparoB s NMpO(UIAKTUKH, BBISIBICHUS, MOHHUTOPUHTA JICUCHUS U
JICUCHUS JIUII, THPUITUPOBAHHBIX BUPYyCaMU UMMYHOIE(PHUIMTa YeIOBEKa U TenaTuToB B u
C, a Taxke 0 peanuzaluy MeponpusThil no npodpunakruke BUY-unpekuun u renaruton
B u C» ocymectBiser 3aKylnKd JMATHOCTUYECKHX CPEACTB JUISl BBISBICHUS JIMII,
WH(PUIIMPOBAHHBIX BUPyCaMH UMMYHOJIe(PUIIMTa YEIOBEKa, MOJaBaTh 3asiBKM HA MOCTABKY
BUY-1uarHoCTUKYMOB: TECT-CUCTEM JIJIsl BBISIBJICHUSI JIMIl, WH(OUIIMPOBAHHBIX BUPYCOM
uMMmyHoneuirra yenoeka (MMMyHHBIN ONOT (Te€CT-CHCTEMBI, HA0OpPHI peareHTOB) AJis
onpeaeneHus crnekrpa anturen k BUY, BUY-1, BUY-2 ¢ ykazaHueM npuHLMIIA METOAA
(peKOMOMHAHTHBIN, JM3aTHBIA), YTO TPUBOJUT BIOCIEACTBUM K (OPMUPOBAHUIO
NOTPEOHOCTH U 3aKYIKE TECT-CHCTEM B 3aBUCUMOCTH OT MPUHIIUIIOB METO/A, MPU3HAKOB
HapyILICHUS] aHTUMOHOIIOJIBHOTO 3aKOHO/IATENbCTBA, MPEyCMOTPEHHBIX IIYHKTOM &8 4acTH
1 crarbu 15 ®@enepanbHoro 3akoHa ot 26.07.2006 Ne 135-D3 «O 3amute KOHKYPEHLIHN,
®AC Poccun Ha ocHoBaHUM cTathk 39' MenepanbHoro 3akona or 26.07.2006 Ne 135-@3
«O 3ammTe KOHKYPEHLUHW» MPENYNPEXIACT 0 HEOOXOAUMOCTH MPEKPAIEHUsT YKa3aHHBIX
nevictBuil (0e3neiictBusi) myteM BHeceHus:i B Ilpuka3z Ne 197H u3MeHeHMil, a UMEHHO
UCKITIOUEHUS U3 no3uluid 3, 4, 5 popmbl 3asiBKM HA MOCTABKY JTUArHOCTHYECKUX CPEICTB
JUIS.  BBISIBJIEHWS W MOHUTOPUHIa JICUEHUs] JUI, WHQUIMPOBAHHBIX BUpYycaMu
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UMMYHOAehUIITA YeloBeKka, coracHo npuioxeHnuto Ne 3 k [lpukazy Ne 197H ykazanus
Ha IPUHIMI MeToAa (PEKOMOMHAHTHBIH, TM3aTHBIN).

VYkazaHHbBIC IEWCTBUS HEOOXOIMMO COBEPIIUTE B cpok 110 01.11.2016.

O BBIMOJTHEHUU TIPEIyNpekaeHusT Heooxonumo cooonuTh B PAC Poccun B Teuenue
TpeX JAHEH CO JIHS OKOHYaHUS CPOKA, YCTAHOBIEHHOTO JJISl €r0 BBIITOJIHEHUSI.

N.1I0. AprembeB
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