I1asa 5. MOPSIIOK OBECIIEYEHUS TPAKJIAH JIEKAPCTBEHHBIMHA
MPENAPATAMM, MEJIUIIHHCKUMHU U3JIEJINUSIMU,
BKJIIOYEHHBIMH B YTBEPKJIEHHbBI TPABUTEJIbCTBOM
POCCHUHCKOH ®EJEPAIIMU NEPEYEHH MEJUITMHCKHX
U3JIEJIUA, UMIIJIAHTUPYEMBIX B OPTAHU3M YEJIOBEKA,
JEYEBHBIM IUTAHUEM, B TOM YHUCJIE
CHEIIMAJIM3UPOBAHHBIMU ITPOJIYKTAMM JIEYEBHOI'O
NMAUTAHUSL, IO HASBHAYEHHWIO BPAYA . 3A HCKJIIOUEHUEM
JEYEBHOI'O IUTAHWUS, B TOM YHCJIE CHEIIUAJIN3UNPOBAHHBIX
MPOJAYKTOB JIEYEBHOI'O TUTAHUSI, 11O ’KEJIAHUIO
MMAIIMEHTA), A TAK)KE JOHOPCKOM KPOBBIO U EE
KOMIIOHEHTAMM 1O . MEJJUIIMHCKHUM ITOKA3AHUSIM B
COOTBETCTBUH CO CTAHJIAPTAMMU MEJUIIMHCKOM ITOMOIIHU
C YYETOM BHJIOB, YCJIOBUH U ®OPM OKA3AHUSA
MEJALIUHCKOHU MOMOIIHA

Ha3naueHne 1 BBINMCHIBaHKE JIEKAPCTBEHHBIX MPENAPATOB OCYIIECTBISIETCS B
NOPSJIKE, YCTAHOBJIEHHOM (hellepalibHbIM OpPraHOM HCIIOJHUTENIBHONW BIIACTH,
OCYHIECTBJISIIOIIMM (PYHKIIMU IO BBIPAOOTKE W pealu3aluy TOCYJapCTBEHHOM
MOJINTUKU U HOPMATUBHO-TIPABOBOMY PETYJIMPOBAHMIO B cepe 3/IpaBOOXpaHEHUS,
METUIMHCKUMHU pPA0OTHUKAMU MEJIUIIMHCKUX OpraHu3alliii, BKJIIOYEHHBIX B
NepeuYeHb MEIUIIMHCKUX opraHu3anuid ' (000COOJEHHBIX MOApa3aesieHul),
YYaCTBYIOIIKX B peann3anuu [I[porpaMmel cOraacHO IPUIOKEHHUIO 1.

IIpu oxazanuum B pamkax IIporpammbel NEPBUYHOW MEIMKO-CAaHUTAPHOU
MOMOIIM B aMOYJIaTOPHBIX YCIOBUSX B CIy4asiX TUIMMYHOTO T€UEHHUS 3a00JIeBaHUS
NAlMEHTa HCXOJd M3 TSKECTH M XapakTepa 3a00JeBaHUs B COOTBETCTBUM C
YTBEPKJACHHBIMU B YCTAHOBJICHHOM IOPSJIKE CTAHAAPTAMH MEIULIMHCKON MTOMOIIN
METUIUHCKUM paOOTHUKOM OCYILECTBIISIETCS:

Ha3HAYEHUE U BBIMUCHIBAHME HEOOXOAUMBIX JIEKAPCTBEHHBIX MPEMapaToB,
MEIUIMHCKUX W3JENUN, a TaKKe CIEeLHATM3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO
MATaHUA JJIs1 JETCU-UHBAIMAOB, OTIEJIBHBIM KATETOPUSIM TPaKAaH, UMEIOIIUM
IIPAaBO Ha MOJyYEHUE COLMAIBHON YCIYTH, IPEAYCMOTPEHHOU ITyHKTOM | 4dactu 1
ctatbu 6.2 @epepanbHOro 3akoHa oT 17 wtonsa 1999 roma Ne 178-@3 «O
rOCy1apCTBEHHOM COLHUAIBHOM ITOMOIIW», B COOTBETCTBUU C YTBEPKICHHBIMU
IIpaBurenscTtBOM. Poccniickoit denepauy nepeyHsaMu JICKAPCTBEHHBIX MPETapaToB
A MCIUIHUHCKOIO IIPUMCHCHHA, B TOM YHCIIC JICKAPCTBCHHLIX IIPCIIapaToB JIA
MCIUIVHCKOTO MPHUMCHCHHWA, HA3HAYaCMbIX II0 PCIICHUIO Bpa'-IC6HI>IX KOMHCCHH
MCIUIVHCKHUX OpraHUu3aln, MCAUIUWHCKUX H3JACINH, CIICHUAIIN3UPOBAHHBIX ITPOJAYKTOB
Je4eOHOro MUTAHUS M JeTEeH-UHBAIUIOB, OT/ICIbHBIM KaTeTOPUSIM T'paxaaH, UMEIOLUM
MpaBo HA MOJIyYEHUE rOCyIapCTBEHHOM COIMaIbHOM MOMOIIH B BUJI€ HA00pa COLIMAIbHBIX
yeayr;

Ha3HA4YCHHUC nu BBIIIMCBIBAHUEC JICKApCTBCHHBIX mpemmapaToB rpaxxjiaHam,
CTpaJaoImUM TeMO(QUINeld, MYKOBHCUHI030M, THIIO(PHU3APHBIM HAHU3MOM, OOJIE3HBIO
['ome, 310KaYeCTBEHHBIMH HOBOOOpa30BaHUAMH JTUMQOUIHONH, KPOBETBOPHOU U
POACTBCHHBIX WM TKaHeﬁ, pacCCAHHBIM CKJICPO30M, TCMOJIIMTUKO- YPEMHUYCCKHUM
CUHAPOMOM, IOHOICCKHUM apTPpUTOM C CUCTCMHBIM Ha4aJIOM, MYKOITIOJIUCaXaprua030M |, 1



u VI TunoB, ammacTUYecKoW aHeMHeW HEYTOYHEHHOW, HACIEACTBEHHBIM JIe(UIIMTOM
daktopoB Il (pubpunorena), VII (mabunsnoro), X (Ctroapra-Ilpayapa), rpaxmanam
nocjie TPAHCIUIAHTAIIMM OpPraHoB W (WJIM) TKaHEW, B COOTBETCTBUU C TIEpEYHEM
[EHTPAIN30BAaHHO 3aKyMaeMbIX B YCTAHOBICHHOM TOpsJKe (eaepalbHbIM OpraHoM
WCTIOJTHUTEIHLHOM BJIACTH, OCYIIECTBISIOMUM (PYHKIMU IO BbIPAaOOTKE M peaau3aiuu
rOCy/IapCTBEHHOW TMOJMTUKM WU HOPMATHBHO-TIPABOBOMY pEryJupOBaHUIO B cdepe
3/IpaBOOXPAaHEHUs, 32 CUET CPEJICTB (PeiepaibHOro Or0/KeTa JIEKapCTBEHHBIX MPEnapaTos,
yTBepxkaaemeiM [IpaBurensctBoM Poccniickon @enepannu.

[Ipu BBIMUCHIBAHUU JIEKAPCTBEHHBIX MPENapaToB AJisi MEIUIIMHCKOTO MPUMEHEHHUS,
MEUIIUHCKUX U3JIeTUH, CIEeIHAIU3UPOBAHHBIX MPOAYKTOB JICYEOHOTO NHUTAHUS B
MEIUIIMHCKON OpraHu3aIiu TpaXaaHUHY MPEeA0CTaBIseTCsS HHPOPMAIIHS O TOM, B KAaKUX
anTEYHBIX OPraHU3alUAX UX MOYKHO MOIYYUTb.

Otmyck JIEKapCTBEHHBIX penaparos, METUIIUHCKUX 171631 (17078
CTIICUATTM3UPOBAHHBIX MPOIYKTOB JIEUEOHOTO MHUTAHUS OCYIIECTBISETCS B aNTEYHBIX
OpraHu3alusix, ¢ KOTOPBIMA B TEKYIIEM TOAY YIOJIHOMOYEHHBIM JIOTUCTUYECKUM
ONEepaTopoM MO pe3yibTaTaM TOProB  3aK/IIOYEHbl JOTOBOPHl Ha  OKa3aHUE
cooTBeTcTBYIONMX yciayr. C naHHo# mHpOpMalei MOKHO O3HAKOMUTHCA Y JICHaIlero
Bpaua (¢enpamepa) auO0 Ha MHPOPMAIMOHHOM CTEHAE [UIsl MALMEHTOB IO MECTY
BBITIMCKY JIBTOTHBIX PEIENITOB MEIUIIMHCKUX OpraHU3aIfi.

[Ipu okazanuu B pamkax [Iporpammel nepBUYHON MEAMKO-CAHUTAPHON MOMOIIH B
YCIIOBUSIX JTHEBHOT'O CTAI[MOHApA M B HEOTJIOKHOU (popme, crieruain3upoBaHHON, B TOM
yyciie ' BBICOKOTEXHOJOTUYHOM, MEAUIIMHCKOW MOMOIIM, CKOPOM, B TOM YHCIIE CKOPOU
CIEIMATU3UPOBAHHON, METUIIMHCKOMN MOMOILH, MAJJTMATUBHON MEIULIMHCKOW ITOMOIIY B
CTallMOHAPHBIX YCIOBUSIX, B YCIOBUAX JHEBHOTO CTAIMOHAPA U TIPH MOCEIICHUIX HA JOMY
OCYIIECTBIISIETCS ~ OOeCleYeHre TpakJaH JIGKAPCTBEHHBIMU  IpemapataMu IS
MEIUIIMHCKOTO MPUMEHEHHUS, BKIIOUEHHBIMH B IEPEYCHb >KU3HEHHO HEOOXOIUMBIX U
BAKHEHIIMX JICKAPCTBEHHBIX MpPenapaToB B COOTBETCTBUU ¢ DenepalibHbIM 3aKOHOM OT 12
anpens 2010 roga Ne 61-®3 «O6 o6paiiieHnu JIEKapCTBEHHBIX CPENICTBY, PACOPSKEHUEM
[TpaButenbctBa Poccuiickoii ®@enepanuu ot 12 oxTsabps 2019 roma Ne 2406-p, u
MEIUIUHCKUMU U3JIeNIUAMH, BKIIOYEHHBIMU B yTBepxkAeHHbIM [IpaBuTenscTBoM
Poccuiickoit * ®dexepauuu nepeyeHb MEAUUMHCKUX HW3ICIUN, WMIUIAHTUPYEMBIX B
OpraHu3M 4YeJIOBEKa.

[Ipu oxa3aHMK MEAUIIMHCKOW IIOMOIIM B . pamKax [IporpaMmsl B Ci1ydasiX TAIIMYHOTO
TedeHusI O0JIe3HN HAa3HAUEHHUE JICKAPCTBEHHBIX MPEMAapaTOB OCYIIECTBISIETCS UCXOMAS W3
TSOKECTH M XapakTepa 3a0071eBaHus COTIIACHO YTBEPKJICHHBIM B YCTAHOBIICHHOM TIOPSIIKE
CTaHIApTaM MEIUIIMHCKON TOMOIIIH.

Ha3znauenue u nmpuMeHeHHE JIEKaPCTBEHHBIX MPENapaToB U CHEIUATU3UPOBAHHBIX
MPOJAYKTOB JIEUEOHOTO TIMTAHWS, HE BXOMAINIMX B COOTBETCTBYIOIIUN CTaHAApT
MEJUIIMHCKON MOMOIIHY, JOMYCKAIOTCAd B CIlydae HalW4yusi MEIUIMHCKUX TOKa3aHUH
(MHAMBUYAIbHOW HEMEPEHOCUMOCTH, MO KU3HEHHBIM I[IOKA3aHUSIM) [0 PELICHUIO
BpaueOHOM kKoMuccuu. PeimeHune BpaueOHONW KOMUCCHHM (DUKCHPYETCS B METUIIMHCKUX
JIOKYMEHTax MalyreHTa 1 )KypHajie BpaueOHONH KOMUCCHUU, UCTIOJIB3YETCSl OTBETCTBEHHBIMU
JULAMU MEIULIMHCKUX OpraHu3alui IpU OCYLIECTBICHUHN 3aKYIOK.

Kommiekranusi JIeKapCTBEHHBIMU *TIpeniapaTaMd U MEIULMUHCKUMU HU3JETUSIMU
VKJIAIKA BBIC3JHOM OpuUragsl CKOpPOW MEAMIIMHCKONW TIOMOIIM OCYIIECTBIACTCS B



COOTBETCTBUU C TPEOOBAHUAMH, YTBEPKIECHHBIMU MUHUCTEPCTBOM 3IPABOOXPAHECHHUS
Poccutickoit ®enepanuu. OcHaieHre oTaAeNeHus (KaOMHETa) HEOTI0KHOW METUIIMHCKON
MIOMOIIIM JIEKAPCTBEHHBIMU INpenaparam, H3ACIUSIMA MEIULIHUHCKOTO Ha3HA4YCHUS
OCYIIECTBIISIETCS] B COOTBETCTBUHU C 3aKOHOAATEIHCTBOM B c(hepe OXpaHbl 310POBbSI.

OOGecrnieueHre JOHOPCKOM KPOBBIO U (MJIM) €€ KOMIIOHEHTAMU OCYIIECTBISETCS B
cooTtBeTcTBUU ¢ [IpaBunamu ocymiecTBiieHrs 6€3B03ME3/IHOM Mepeiadn JOHOPCKOI KpOBU
U (W) ee KOMIIOHEHTOB OPTaHU3aIUsIMU, BXOSIIMMU B CITYKO0Y KPOBH, YTBEPKICHHBIMU
nocrtanoBieHueM lIpasurenscTBa . Poccuiickorn @enepaunu ot 12 anpens 2013 roma Ne
332, c mpuka3oM MUHUCTEPCTBA 3/ipaBooxpaneHus pkyrckoit obsnactu ot 15 mapta 2013
ronaa Ne 35-mmp «O nopsiike odecriedeHus: JOHOPCKOM KPOBBIO U (UJTK) €€ KOMIIOHEHTaMU
JUIsl KIIMHAYECKOTO HCIIOJBb30BAHMS NPU OKAa3aHUU MEIUIMHCKON MOMOIIM B paMKax
peanu3anyu MporpaMMbl rOCy/TapCTBEHHBIX FapaHTUI OKa3aHus rpaxaaHaM Pocculickoit
®denepannu OecTIaTHOW METUIIMHCKON TTOMOIIIN.

[Ipu oxazaHUM MEIUITMHCKON MOMOIIY B YCIOBHUSIX KPYTIOCYTOYHOTO CTAIlMOHApa U
YCIIOBUSIX . JTHEBHOTO CTalMoHapa Oojiee YeThIpeX 4YacoB MAIMEHTHI OOECICUMBAIOTCS
Je4eOHBIM THTAHHEM B COOTBETCTBHM C 3aKOHOJATEIHCTBOM. B 1e4eOHOM NUTaHUU
pelycMaTpUBAIOTCS HOPMBI HAOOpPOB, YCTaHOBIICGHHBIE TMpUKa3aMd MMHHCTEPCTBA
3apaBooxpanenusa Poccuiickont deneparum.

IIpn oxa3anuum B pamkax [Iporpammel nepBUYHON MEAMKO-CAHUTAPHOM ITOMOIIM B
amMOyJIaTOPHBIX YCJIOBHSX MPH JICYCHUH TPaXKIaH ¢ HOBOM KOPOHABUPYCHOW MH]EKIue
(COVID-19) ocymecTBiasieTcss Ha3HAaYEHHWE W BBHINMCBIBAHHE  HEOOXOJMMBIX
JIEKApCTBEHHBIX MpenapaToB Ha JIbTOTHBIX YCJIOBHSIX Ha OCHOBAHUM CXEMBI JICUCHHUS, .
OTpE/ICICHHON BPEMEHHBIMU METOAUYECKUMH pekomeHaarusmu  «[Ipodunaktuka,
JIMAarHOCTHKA W JieueHue HOBOM kopoHaBupycHO# nHdpeknuu (COVID-19)» (akryampHOR
BepcHell), yTBepKIeHHBIMA MUHUCTEPCTBOM 31paBooxpaHeHus Poccuiickoit ®eneparum,
HCXOJIS U3 TSHKECTH 3a00JIEBaHMS 3a CUET CPEACTB eIepaIbHOTO U 00JIACTHOTO OI0JKETA.



