Iopsaaok odecneyeHUs rPaKIaH JEKAPCTBEHHBIMHU
npenapaTaMu, a TaKke MeJIMIIMHCKUMH U31eJTUsIMH,
BKJIIOYECHHBIMU B yTBep:kaaembii [IpaButebcTBOM
Poccuiickou @eaepanuu nepevyeHb MEAUIMHCKUX U3ACTUM,
HMILIAHTHPYEMbIX B OPraHU3M 4YeJI0BEeKAa, JJeUueOHbIM
NUTAHHUEM, B TOM YMCJIe CIEMUATIN3MPOBAHHBIMU
NMPOAYKTAMM Jie4eOHOI0 MATAHMSA, 110 HA3HAYEHHMIO Bpaya, a
TaKKe JTOHOPCKON KPOBBIO M €€ KOMIIOHEHTAMH 110
MEeJIULIUHCKHUM IMOKA3AaHUAM B COOTBETCTBHH CO
CTAaHJAAPTAMHU MEIMIIMHCKOM MOMOIIM C Y4€TOM BHI0B,
yCcJa0BMH ¥ (GOPM OKA3aHUS MeIUIMHCKON MMOMOIIIH, 3a
HCKJIKYeHUEM JIe4eOHOr0 MUTAHUS, B TOM YMCJIe
CHEeMATU3UPOBAHHBIX MPOAYKTOB JICYEOHOI0 MUTAHUS (110
JKeJIAHUIO MALIHEHTA).

OobecrnieueHue JEKapCTBEHHBIMU MperapaTaMy U MEIULMHCKUMU U3JEIUSIMHU JUISI
JICYEHUs B CTAlMOHAPHBIX YCIOBUAX, B TOM YUCIIE IIPU OKa3aHUHU
CIICLIMAJIM3UPOBAHHOM, CKOPOW U MaJUIMATUBHOM MTOMOIIH, & TAKKE JTHEBHBIX
CTal[MOHApaX OCYIIECTBIISIETCS OECIUIATHO 3a CYET CPEJCTB 00s13aTENBHOTO
MEIUIUHCKOTO CTPAXOBAHMS U COOTBETCTBYIOLIUX OIO/I)KETOB B COOTBETCTBUHU C
NEPEYHEM KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX MPENapaTos,
yTBepxkaaeMbIM [IpaButenscTBoM Poccuiickont denepannn, U B COOTBETCTBUH C
MEpEeYHEM MEIUIIMHCKUX U3IETUM.

ObecnedeHune JIeKapCTBEHHBIMU TTpenapaTaMu MPU OKa3aHUH CKOPOi, B TOM YHUCIIE
CKOPOM CIENUATU3UPOBAHHON, MEIUIIMHCKON MMOMOIIY B SKCTPEHHOW WJIN
HEOTJIOXKHOU (popMe BHE MEUITMHCKON OpraHU3aIlNH, a TAKXKe B aMOyJIaTOPHBIX
YCIIOBUSIX OCYIIIECTBIISIETCS OECIIIaTHO 3a CUET CPENICTB 0053aTETLHOTO
MEUITUHCKOTO CTPAXOBAHMS  COOTBETCTBYIONTUX OFO/IKETOB B COOTBETCTBHUU C
MEePEYHEM KU3HEHHO HEOOXOMMBIX U BAKHEHIITNX JIEKAPCTBEHHBIX MPENapaTos,
yTBepxkaaeMbIM [IpaBurensctBoM Poccutickon @enepanuu, 1 B COOTBETCTBUH C
MEPEYHEM MEIUIIMHCKUX U3ICITUMN.

I[To pemenuto BpaueOHOM KOMUCCHU MAIIMEHTaM MPU OKa3aHUU UM MEIUITUHCKOMN
TOMOIIM B CTAIlMOHAPHBIX YCIOBUAX, B TOM YHCJIE IPU OKA3AHUU
CIIEUAIM3UPOBAHHON, CKOPOU U MAJUIMATUBHOW MTOMOILIH, & TAKXKE B JTHEBHBIX
CTallMOHapax, MOTYT OBbITh HA3HAYCHBI JIEKAPCTBEHHBIE ITpenapaThl, HE
BKJIIOYEHHBIE B MlepeYeHb >KM3HEHHO HEOOXOIMMBIX U BaKHEUIITUX
JIEKapCTBEHHBIX MPENapaToB JNOO OTCYTCTBYIONINE B CTAHIAPTE OKA3AHMS
MEIUIMHCKOW IMMOMOILH, B CIIy4asiX UX 3aMEHbI U3-3a UHIUBUYaTbHOU
HETIEPEHOCHUMOCTH, MO KU3HEHHBIM MTOKA3aHUIM.
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[Tpu okazaHUM METUITMHCKOW ITOMOIIIH B CTAIIMOHAPHBIX U aMOYJIaTOPHBIX
YCJIOBUSIX Ha3HAUCHUE W BHIITUCHIBAaHUE JICKAPCTBEHHBIX MPEMapaToB
OCYIIECTBIISIETCS B COOTBETCTBUHU ¢ MPUKA30M MHUHUCTEPCTBA 3APaBOOXPaHEHUS
Poccuiickoit @eneparuu ot 20 nexadbps 2012 roga Ne 11751 "O6 yrBepxkaeHUN
MOPsAKa Ha3HAYEHUS W BBIITUCHIBAHUS JICKAPCTBEHHBIX IIPENapaToB, a Takxke Gopm
pelenTypHbIX OJJAHKOB Ha JICKapCTBEHHBIC MpernapaThl, MOpsaaKka oopMIIeHUS
yKa3aHHBIX OJIAHKOB, WX y4eTa U XpaHeHus "

[Tpu oka3aHuu MEPBUUHON METUKO-CAaHUTAPHOM MOMOIIN B aMOyJIaTOPHBIX
YCIIOBUSIX JUIsl MPOBEAEHUS BO BpeEMsl aMOYJIATOPHOIO PUEMa MEIULUHCKHUX
MaHUITYJISIIUHI, ONlepauil ¥ THArHOCTUYECKUX HCCIIEOBAHUI OCYIIECTBIISIETCS
OecmiaTHOE 00ecIIeYeHUE JIEKapCTBEHHBIMHU MpEnapaTaMu B COOTBETCTBHUH C
NEPEYHEM JKU3HEHHO HEOOXOANUMBIX U BaXKHEHIINX JIEKaPCTBEHHBIX MPENapaToB U
B COOTBETCTBUU C IlepeYHEeM MEIUIMHCKUX U3JIETUN.

IIpu oka3zaHuM NIJIAaHOBOW MEPBUYHOM MEUKO-CAHUTAPHOW MTOMOIIH B
aMOYJIaTOPHBIX YCIOBUSX OCYIIECTBIISICTCS JIGKAPCTBEHHOE 00ECIICUeHNE IpaXKaaH,
MMEIINX MPAaBO Ha MOJYYEHUE COOTBETCTBYIOIINX MEP COLUAIBHOU MOAAEPHKKH,
YCTaHOBJIEHHBIX 3aKOHOIATENbCTBOM Poccuiickont denepannmu.

DenepanbHbIM 3aKOHOM OT 17 utonsg 1999 roga Ne 178-®3 "O rocygapcTBeHHOM
COILIMAJIbHOM TTOMOIIK" OTpe/IeNIeHbl KATErOpUH TpaxKaaH, UMEIOIINX MPaBo Ha
MOJIyYeHHE TOCYIapCTBEHHOM COIMAIbHOMN TTOMOIIU 32 CYET CPEJICTB
dbenepanpHOro OrO/KETA B BUJIE HA0Opa COLMANIBHBIX YCIIYT, B TOM YHUCJIE Ha
oOecrieueHre B COOTBETCTBUH CO CTaHAAPTAMH MEIUIIMHCKOMN TIOMOIITH TI0
peuenTam Bpaua ((enpaiiepa) JeKapcTBEHHBIMU MperapaTaMu.

[lepeueHb eKapCTBEHHBIX MPeNapaToB, B TOM YKCIIC epeYeHb JIEKapCTBEHHBIX
npenapaToB, Ha3HAYaEMbIX 110 PEIICHUIO BpauyeOHOM KOMUCCHU JIeueOHO-
NpoPUIAKTUYECKUX YUPEKICHUM, 00eCIieueHre KOTOPBIMU OCYIIECTBISETCS B
COOTBETCTBHH CO CTAHAAPTAMHU MEAUIIMHCKON MOMOIIIH 110 PELENTaM Bpada
(benpammepa) mpu OKa3aHUM JTOMOTHUTEILHON OCCIIIIaTHON MEIUITMHCKON TTOMOIIH
OTJEJIbHBIM KaTETOPUSIM TPAXK]IaH, UMEIOIIUM MPABO HA MOJyYEHUE
roCy1apCTBEHHOM COLMAIIBHOM MMOMOIIIH,

yTBEpKJicH pacnopsi:kenueM [IpaButenbctBa PO ot 12 oktsa6ps 2019 roma Ne
2406-p "OO0 yTBepKIeHNUHU TIEPEUHS KU3HEHHO HEOOXOAMMBIX U BAKHEHTITHX
JeKapcTBEHHbIX npenapaToB Ha 2020 roj, nepeyHs JICKapCTBEHHBIX MPENapaToB
JUIS MEJTUIIMHCKOTO PUMEHEHHS, B TOM YHCJIe JICKapCTBEHHBIX MPENapaToB JJIs
MEJIUIIMHCKOTO MPUMEHEHHSI, HA3HaYaeMbIX 10 PEIICHHUIO BpaueOHbIX KOMUCCHMA
MEJIMIIMHCKUX OpPTaHU3alliM, EPEeUHs JICKAPCTBEHHBIX MPENapaToB,
npeaHa3HAaYeHHBIX JJIs1 00ecTiedeHus JUIl, OOJIbHBIX TeMOpUITUEH,
MYKOBHCLIUI030M, TUNIO(U3apHBIM HAHU3MOM, OoJie3HbI0 [ o1e, a Takxke
MUHHUMAJIbHOTO aCCOPTUMEHTA JIEKAPCTBEHHBIX MPENapaToB, HEOOXOIUMBIX IS
OKa3aHUs MEIUIIMHCKON moMoIu"”

OO0ecnieueHre rpaxkJiad 3aperuCTPUPOBAHHBIMU B YCTAHOBJIEHHOM NOPSJIKE HA
tepputopun Poccuiickont denepannu JIEKapCTBEHHBIMU IpeniapaTaMu JUis
Je4eHMs 3a00JIEBaHMI, BKIIOYEHHBIX B IEPEUYECHB )KU3HEYTPOKAIOIINX U
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XPOHUYECKHUX TIPOTPECCUPYIONTUX peakux (ophaHHbIX) 3a001eBaHUH,
MIPUBOSTIMX K COKPAIICHUIO TPOIODKATEIHHOCTH KU3HU TPKIAHIHA UITH €T0
WHBAJHMIHOCTH, OCYIIECTBIISIETCS 3a CUET CpeaCTB OromKkeTa YeueHckoi
PecnyOnuku.

ObecniedeHue eTel-uHBATUIOB CICIMATU3UPOBAHHBIMU MTPOTYKTaMHU JIEYEOHOTO
MATAHUS OCYILIECTBIISIETCS B COOTBETCTBUHU C IPUKA30M MuHucTepcTBa
3IpaBOOXPAHEHUS U COLUAIIBHOTO pa3BuThs Poccuiickoit @enepanuu ot 9 sHBaps
2007 roga N 1 "O0 yTBep:kJI€HUH TIEPEUHS U3/ICTUA MEIUIIMTHCKOTO HA3HAUYCHUS U
CHEIUATN3UPOBAHHBIX TIPOYKTOB JICUSOHOTO MUTAHUS IS TS -UHBAIIUIOB,
OTITyCKaeMBIX 10 perentaM Bpaua ((enpamiepa) npu OKazaHUH JOTOTHUTEIbHON
OecriaTHON MEIUIIMHCKON TOMOIIM OTJEIBLHBIM KaTErOpysaM TpaKJiaH, UMEIOIUM
MPaBO Ha MOJYyYEHUE FOCYAAPCTBEHHOM COLMATbHON

oMo', NpUKa3oM MHUHUCTEPCTBA 3APABOOXPAHEHUS U COLIMAIIBHOTO Pa3BUTHS
Poccuiickoit @enepanuu ot 29 nexabps 2004 roga N 328 "O06 yTBepkaeHUH
NopsiJiKa MpeIoCTaBICHUS Habopa COLUATBHBIX YCIYT OTACIbHBIM KaTErOPHsIM
rpaxaan" u mpukazomM MunucrtepcTsa 3apaBooxpanenust PO ot 11 urona 2017 r.
N 4031 "O06 yTBepKACHUH MPABUII OTITYCKAa JIEKAPCTBEHHBIX MPENapaToB s
MEUIIMHCKOTO MPUMEHEHHS, B TOM YHCIIE UMMYHOOUOTOTHYECKUX
JIEKApCTBEHHBIX NPENapaToB, ANTEYHBIMU OPTraHU3aALUSIMU, UHANBU1YaIbHBIMU
MPEANPUHUMATEIISIMUA, UMEIOIIUMHU JTUIEH3UIO Ha (apMaIeBTUYECKYIO
NEITEIHLHOCTD" .

MenuuuHCKHre ¥ UHBbIE OpraHu3aIuu 00€CIeYMBAOTCS JOHOPCKOM KPOBBIO U (MITH)
€€ KOMIIOHEHTaMH Ha OCHOBAHUU JIOTOBOPa C MEIMIIMHCKON OpraHu3aluei
roCy1apCTBEHHON CHCTEMBI 3JPAaBOOXPAHEHHUS], OCYIIIECTBIISIIOIIECH 3aTOTOBKY U
XpaHeHHe TOHOPCKOM KPOBU U (WUJTK) €€ KOMIIOHEHTOB, B TOM YHCJIE C
MCIIOJIb30BaHUEM MOOUJIBHBIX KOMILIEKCOB 3arOTOBKU KPOBU U €€ KOMIIOHEHTOB, U
VMMEIOLIEH JTULIEH3NUI0 HA MEAULIMHCKYIO JEATEIBHOCTh C YKa3aHUEM 3arOTOBKU U
XpaHEHHsI TOHOPCKOM KpOBU U (WJIH) €€ KOMIIOHEHTOB B KaU€CTBE COCTABIISIONINX
qJacTel JIMIEH3UPYEMOTO BUJIA ACSITEIBHOCTH, O€3BO3ME3THO.

ObecniedeHne MalueHTOB JOHOPCKON KPOBBIO U €€ KOMITOHEHTaMU
OCYIIIECTBIISIETCSI B COOTBETCTBUU C NPUKA30M MUHUCTEPCTBA 37paBOOXPAHCHHUSI
Poccuiickoit @eaepanuu ot 25 HOs1O6pst 2002 romxa N 363 "O6 yTBepkaeHUH
HNHCTpyKIIMU 110 NPUMEHEHUIO KOMIIOHEHTOB KPOBU'.
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