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I0XXHO-POCCUVICKAS TTAPJIAMEHTCKASI ACCOM

PEIIIEHUE

19 cenTsadps 2025 roja r. Bonrorpan Ne 48

06 obpamenmnn IOxmo-Poccriickoii [TapnamernTckoit Accommanuw k IIpencenaremo
TlocynapcrBennoit [Jlymmi ®epmepamsEoro Cobpamma Poccmiickoii ®enepamum
Bonogmry B.B. m 3amectmremro Ilpencemarens IlpaBmrenmscTBa Poccmiickoi
Qenepamu  'omaxoBoiik T.A. 0 HeoOXOZEMOCTH  COBEpPIIEHCTBOBAHHS
3aKOHONATENBCTBA B 4YacTH o0ecmedeHHsS TIpaklaH COCNHATH3APOBAHHEIME
OpoAykTamMd JiedeOHOro nmTaHWA (BHeceHO 3akoHojarensHbiM —CoOpaHuem
PocTtoBckoii 001acTh)

XLIT Kongeperuus FOxuno-Poccuiickoit [lapnamenrtckoit  Accouuanuu

PEIIAJIA:

1. [Ipunates obpamenue Fxuo-Poccuiickoit Ilapiamentckoi Acconuanun
K [Ipeacenaremo ['ocynapcrennoii Jlymsr @ejepansuoro Cobpanus Poccuiickoii
O®enepanuu Bonoguny B.B. u 3amecrutremo [lpencenarens IlpaBurtennctBa
Poccuiickoit @enepanuu |'ommuxoBoit T.A. 0 HEOOX0IMMOCTH COBEPIIICHCTBOBAHHUS
3aKOHOJATE/IbCTBA B 4HacTH oOecredeHusi TpaXKJaH ChelraTu3upOBaHHbIMH
NPOAYKTaMH JIeueOHOTO NMUTaHUS ([IpUIaraeTcs).

2. Hampasute HacTosllee pewieHue Ilpencemaremto [ocynapcTBeHHO#
HAymer  @epepansHoro Cobpanusi Poccubickoit @enepammm Bomonuny B.B.
u 3amecturemo Ilpencenarenst IlpaButenscrtBa Poccwuiickoii MDemepaimu
T'onmukoBoit T.A.

Ipencenarens FKOxuo-Poccuiickoii
[TapmamenTckoli Acconmanuu A.N. brouwkuH



IIpunoxxenue

k pemenuro XLII Kondepeniuu
FOxxuHo0-Poccuiickoi
[TapnamenTckoil Acconpaiuu

or 19.09.2025 Ne 48

OBPAIIEHUE
IOxHo-Poccuniickoii  Ilapnamenrckoii  Accoumanmum kK Ilpencemaresio
T'ocynapcrBennoii Jlymbr @enepanbnoro Codopanusi Poccmiickoin ®enepaumnu
Bononuny B.B. u 3amecturemo Ilpencenarens IlpaBurenbcrBa Poccuiickoit
Denepaunun ToamkoBoit T.A. 0 HeoOX0OIMMOCTH COBEPHICHCTBOBAHUSA
3aKOHOAATEJILCTBA B YACTH O0ecrmeYeHHMsl IPAKIAH CHEHUATU3UPOBAHHBIMU
NMPOAYKTAMH JIe4e0OHOI0 MUTAHUS

YBaxkaembiii BsauecnaB Buktoposuy!
VYBaxxaemas TarbsiHa AnekceeBHa!

ObecnieueHre MPOAYKTaMHU  CIEHHAIM3UPOBAHHOIO JIEYEOHOTO IMUTAHMS
NAlMEHTOB C XPOHUYECKUMU M >KU3HEYI'POXKAIOLUIMMH 3a00JI€BaHUSIMU  SBIISETCS
aKTyaJIbHOU TOCYIapCTBEHHOM 3a/1a4€H.

JleueOHOE TMUTaHUE 4YACTO SBISETCS O0S3aTENbHBIM METOAOM KOMITJIEKCHOU
Tepanuy, Ha (QOHE KOTOPOro MPUMEHSIOTCS Jpyrue JieueOHble Ipernaparsbl.
Bo MHOrux ciyyasx crneuudaau3upoBaHHOE JieueOHOE NMUTAHUE YCUIIUBACT EHCTBUE
pa3IuYHBIX BUJOB TEpANUU, NPEAYNPEXIas OCIOKHEHHS W MPOTrPECCUPOBAHUE
Ooone3Hu. MHorma cneuualu3upoBaHHOE Jie4eOHOE MHUTaHUE MOXKET ObITh
€IMHCTBEHHbIM METOJIOM JIeUEHHUs (HApuMep, MPHU HACIEACTBEHHBIX HAPYIICHHSX
YCBOECHUSI OTHENbHBIX MHILEBBIX BEIIECTB) WM OAHUM M3 OCHOBHBIX METO/OB
JedeHus (Harpumep, npu 3a00JIeBaHUSX OPraHOB MUIIEBAPEHHUS, MOYEK, CaXapHOM
nuadeTe U 0)KUPEHUN).

OTnenbHBIM KaTeropusiM Tpak/laH CHEUaIU3UpPOBAHHOE JieueOHOE MHUTAHHE
npenocrasisierca OecruiatHo. Hampumep, neTsM-MHBaIuWgaM, a TakxkKe TpaxiaHam,
CTpaJaronuM 3a00JIeBaHUSIMU, BKJIIOYEHHBIMH B IE€PEUYEHb IKU3HEYTPOKAIOUINX
U XpPOHUYECKHUX MPOTPECCUPYIOMUX peakux (ophaHHBIX) 3a00eBaHUM, MPUBOIALIINX
K COKpALIEHUIO MTPOJOKUTENBHOCTH KU3HHU UIIM UHBAJIUIHOCTH.

3aKynka CHEeUaTN3UPOBAHHBIX IPOAYKTOB Je4eOHOTro MUTaHUS
OCYILIECTBIISIETCS. OpraHaMH TOCYJIapCTBEHHOM BiacTu cyOBbekToB Poccuiickoi
®enepaunu B cepe oxpaHbl 310pOBbs B COOTBETCTBUU ¢ DenepalbHBIM 3aKOHOM
or 5 ampens 2013 roma Ne 44-®3 "O KOHTpakTHOW cuCTeME B cdepe 3aKyIloK
TOBapoOB, padoOT, yciayr s OOecledeHUs TOCYJapCTBEHHBIX W MYHHUIIMITAJIBHBIX

HYX1'".



B cuity nognyskra "r" myHkra 1 yactu 1 crateu 33 ykazanHoro @eaepanbHOIo
3aKOHA JIONYCKAEeTCS HCIIOIb30BAaHUE B ONMCAHUM OOBEKTa 3aKYNKH YKa3aHUs
Ha TOBapHbI 3HAK B CJIy4ae OCYIIECTBICHUSA 3aKyNKW MEIWIMHCKUX W3ICIUH,
CIEHHATA3UPOBAHHBIX IPOJIYKTOB J1e4e0HOTOo MATAHUS, HE0O0XOJIUMBIX
JUIsT HAa3HAUCHUS TMAlUMUEHTy [0 MEIUIMHCKUM TIOKa3aHUsIM (MHIUBUIyaJIbHAS
HEMEePEHOCUMOCTh, MO0 KU3HEHHBIM T[IOKAa3aHUSIM) 110 pEHICHUI0 BpadycOHOU
KOMHCCHH, KOTOpoe (UKCUpYeTCS B MEIUIMHCKOM JOKyMEHTAllMKd IMalleHTa
U KypHaje BpaueOHOM komuccuu. llepeueHb yKazaHHBIX MEAUIIMHCKUX W3JEIHM,
CHEeUaTN3UPOBAHHBIX IPOAYKTOB 7e4e0HOTrOo MATaHUSA U NOPAJIOK
ero opmupoBanus yrBepxaatorcs [IpaBurensctBom Poccuiickoit deneparui.

Takum 00pa3oM, IpU NPOBEIECHUHN 3aKYNKH CIEUUATU3UPOBAHHBIX MPOIYKTOB
Je4e0HOTO MUTaHUA KOHKYPEHTHBIM crocobom 170:¢ 3aKyIKa
0 KOHKPETHOMY TOPrOBOMY HAuMMEHOBAaHUIO (TOProBOMY 3HAKy) BO3MOXKHA
TOJIKO TI0 TEPEYHIO, YTBEpKIAECHHOMY (QenepainbHbiM [IpaButensctBoM. B mHOM
Ke ciaydae, Jake IpHU HaIMYUU Ha3HAYeHHs BpaueOHOW KOMHUCCHUM, 3aKyIKa
CHELIMAIM3UPOBAHHBIX ~ MPOAYKTOB  JIeYeOHOTrO0  MHUTAaHUA 1O  TOPrOBOMY
HAaUMEHOBAaHHIO (TOProBOMY 3HAaKy) MOXKET OCYILECTBISATHCS TOJIBKO CO CIOBAMHU
"W SKBUBAJICHT".

COOTBETCTBYIOIINN NIEPEUEHb MEAUIIMHCKUX U3EIUN U CIIEUAIN3UPOBAHHBIX
OPOAYKTOB JIEYEOHOr0 MMTAaHUA YTBEPXKAECH pacnopsokeHueMm [IpaButenbcTsa
Poccuiickoit ®epepanun ot 17 suBaps 2024 r1oma Ne 40-p. Mexnay
TEM [JI0 HACTOSILEr0 BpPEMEHM B HEr0 HE BKIIOYEH HHU OAWH HIPOAYKT
CHEUATN3UPOBAHHOTO JI€Y€OHOr0 MUTAHMS.

Kpome Ttoro, B coorBerctBuM co crareeid 80 DenepanbHOrO 3aKOHA
or 21 nosopst 2011 roga No 323-®3 "OO6 ocHOBax OXpaHbl 3J0pPOBbsSI I'pakaaH
B Poccuiickoii ®epepaumu" rapaHTuu OecIUIaTHOM 3aMEHbl B cllydae
WHIUBUYaIbHOM  HEMEPEHOCUMOCTH  YCTAHOBJIEHBI TOJBKO B  OTHOILIEHUU
JIEKAPCTBEHHBIX IMPENaparoB M MEIUUMHCKUX U3JEIMA M HE YCTaHOBJIECHBI
B OTHOIIIEHUU CHELMATU3UPOBAHHOTO JIEY€OHOTO TUTAHMUSL.

VYuuThIBas U3JI0XKEHHOE, B LEJISIX CBOEBPEMEHHOrO OOecleueHusl MpaBa
OTACNBHBIX KaTeropuil rpakJaH Ha OecIUlaTHOE CHEelUalU3HpOBaHHOE JeyeOHOe
nutanue FOxuo-Poccuiickas [lapnamentckas Acconanus npeajiaraeT pacCMOTPETh
BO3MOYKHOCTh BHECEHHUSI U3MEHEHUW B MOANMyHKT "r" myHkra 1 dactu 1 crareum 33
denepanpHOro 3akoHa "O KOHTPAKTHOW cUcTeMe B cepe 3aKymoK TOBapoOB, padoT,
yCIIyr Juisi 00ecnedyeHHs] TOCYJapCTBEHHBIX M MYHHUIMIAIBHBIX HYXZ', U3J0KUB
JAHHBIN MOAMYHKT B CIEAYIOIIEH peaakiuu:

"I') OCYIIECTBJIEHHUE 3aKYNKH MEIULMUHCKUX HW3JEIHM, CrelrualTn3upOBaHHbIX
OPOAYKTOB JIEYEOHOTO TMTAHUS, HEOOXOAMMBIX [l HA3HAUCHUS MALUEHTY
M0 MEJIUIIMHCKUM TMOKa3aHUsIM (MHIUBUYaJIbHASI HENIEPEHOCUMOCTb, 110 KU3HEHHBIM
MOKa3aHWsIM) 10 PpEIIEHUI0 BpaueOHONM KOMHUCCUH, KOTOpoe€ (UKCHUpyeTcs
B MEIMIIMHCKOM JOKYMEHTAIMH MMallMeHTa U )KypHaJjie BpaueOHOIi KoMuccuu;".
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Taxxe mpennaraeTcsi BHECTH n3MeHeHue B ctathio 80 denepanbHOro 3akoHa
"OO0 ocHOBax OXpaHbl 310pOBbs rpaxaaH B Poccuiickoit @eaepanu” U yCTaHOBUTH
BO3MOXKHOCTh O€CIUIATHOW 3aMEHBbI TPOMYKTOB CIEIHAIM3UPOBAHHOTO JIE4eOHOTO
UTaHKS B CITydae UX WHANBUIYIbHON HETIEPEHOCHUMOCTH.

JlaHHbIE W3MEHEHUS TO3BOJSAT OCYIIECTBISATH 3aKylKy HMMEHHO TOTO
CICIUATTM3UPOBAHHOTO  JICUEOHOTO  TUTaHMS, KOTOpOE IO  MEIUIIMHCKUM
MOKa3aHUsAM Ha3HadaeT BpadcOHash KOMHCCHS, a TaKKe OIEPaTHBHO pearupoBarh
Ha CUTYaIlNH, CBSI3aHHBIC C HEOOXOIUMOCTHIO 3aMEHBI TAKOTO IMUTaHUSI.
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