ITPABHUJIA BBIIIMCKU JIEKAPCTBEHHBIX ITPEITAPATOB I'PA’KJIAHAM,
NMEIOIHUX ITPABO HA BECIIVIATHOE IHHOJIYYEHHUE JIEKAPCTBEHHBIX
ITPEITAPATOB

IIpaBuiia Ha3HAYEHUS U BBIIIUMCKU JIEKAPCTBEHHBIX IPENAPATOB IPaXk1aHaM ,MMEIOIIUX IIPaBO Ha
OecriaTHOE MOJTyYeHHUE JIEKAPCTBEHHBIX MPENapaToB PErIaMEHTUPYETCSI CIAEAYIOUIMHI
MpUKa3aMu:

1) [Ipuka3 Munzapasa Poccun ot 24.11.2021 N 10941 "OG6 ytBepxknenuu [lopsaka HazHaYCHUS
JIEKapCTBEHHBIX MPENaparoB, (hOpM pelenTypHbIX OJIAHKOB Ha JIEKapCTBEHHBIE MIPENapaThl,

[Mopsiaka opopmieHHs yKa3aHHBIX OJaHKOB, UX yueTa U XpaHeHus, popM OJaHKOB PEIIETITOB,
CoJIep KallluX Ha3HAUYE€HUE HAPKOTUYECKUX CPE/ICTB MM IICUXOTPOIHBIX BeliecTs, [lopsaka ux
U3TOTOBJICHUS, pacpe/iesieHus, perucTpaluy, yueTa u XpaHeHus, a Takxke [IpaBun opopmuenus
OJIaHKOB PELIENTOB, B TOM YHUCIIE B (DOpME AIIEKTPOHHBIX JOKYMEHTOB" (3aperucTpupoBaHo B
Munrocte Poccun 30.11.2021 N66124)

2) [Toctanornenue [IpaButensctBa PO ot 30 urons 1994 . N 890 "O rocynapcTBeHHOM
HOJICPKKE Pa3BUTHUS MEAMLIMHCKON MPOMBIIUIEHHOCTH U YITy4IICHUH 00eCeYeHUs] HaCEeIeHHS
U YUPSKICHUN 3APaBOOXPAHEHUS JICKAPCTBEHHBIMH CPECTBAMU M U3/ICTUSIMH MEAULIMHCKOTO
Ha3zHaueHus"

3) [Mpuka3 Munsapasa Pb ot 18.06.2019 N 1079-J1 "O6 yrBepxnenun Permamenra
B3aUMOJICHCTBUS YIACTHUKOB PeajH3aiiy POTrpaMM JIbFTOTHOTO JICKAPCTBEHHOTO 00ECTICUCHHUS

Ha Teppuropun PecriyOnuku bamkoprocran" (3apeructpuposano B ['ockomioctunnu Pb
13.08.2019 N 13401)

[IpaBo Ha3HA4aTh JEKAPCTBEHHBIE MPEMapaThl rpakIaHaM, UMEIOIINM MPaBoO Ha OECIIaTHOE
MOJIy4eHHE JIEKAPCTBEHHBIX MPETapaToOB WX MOJIyYSHHUE JIEKAPCTBEHHBIX MIPENapaToB CO
CKHJIKOM, MMEIOT:

& MEIUIIMHCKUE paOOTHUKHU, paboTalome B MEIUITMHCKON OpraHU3aliK 110 COBMECTUTEILCTBY
(B mpeznenax cBoed KOMIETEHIINN)

& MEIMIIMHCKHE PAOOTHUKHU CTAIIMOHAPHBIX OPTraHU3aIUi COUATBHOTO OOCITY)KHUBAHUS TIPU
HaJUYHH JIMICH3UU Ha OCYIIECTBICHUE MEIUITMHCKOMN NEeSITEIbHOCTH, TTPETyCMaTPUBAIOIICH
BBITIOJTHEHHE PA0OT I 0 OKA3aHUIO EPBUYHON MEIUKO-CAHUTAPHON TTOMOIIN B aMOYIaTOPHBIX
YCIIOBHSIX

& METUITMHCKUE pAaOOTHUKY MEIUITMHCKUX OpPraHu3aIiii, OKa3bIBAIOIIUX TICPBUYHYIO
MEIMKO-CAHUTAPHYIO ITOMOIITh, IOIBEIOMCTBEHHBIX (heiepaTbHBIM OPraHaM UCTIOTHUTEILHOM
BJIACTH WJIM OpPTaHaM MCIIOJTHUTEIBHOU BIIacTH cyOhekToB Poccuiickoit deneparu;

& VHIMBHUIyaTbHBIC IPEANPUHNMATEIH, OCYIIECTRISIONINE METUIIMHCKYIO ICSITEIBHOCTD U
BKJIFOUCHHBIE B PEECTP MEAUIIMHCKUX OPraHU3alMi, OCYIIECTBISIIOUIUX IEATeIbHOCTD B
chepe 00s3aTEIBHOTO MEIUITUHCKOTO CTPAXOBaHHMSI.

Hasnauenue jnexkapcTBEHHBIX IPENapaToB OCYIIECTBISAETCS MEAUIIMHCKUM

pabOTHUKOM:

7 [10 MEXIYHApOJHOMY HEMAaTEHTOBAHHOMY HaMEHOBAHUIO

< [IpU €r0 OTCYTCTBUU - TPYNIUPOBOYHOMY HIIA XUMUYECKOMY HaUMEHOBAHUIO

< B ClIy4ae OTCYTCTBUS MEXIYHAPOIHOIO HEMATEHTOBAHHOIO HAUMEHOBAHUS U
IPyHIHPOBOYHOTO MIIM XMMHUYECKOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpemnapara
HeKapCTBeHHLIfI npenapar Ha3Ha4acTCsa MCAUIIUHCKUM pa6OTHI/IKOM 10 TOProBOMYy
HAaUMEHOBAHHUIO

- IIpHU HAJTWNYHUU MCOUIUHCKUX OKa3aHuu (I/IH)II/IBI/I}lyaJ'IBHaH HEMICPCHOCHUMOCTD, I10
KU3HEHHBIM MTOKAa3aHUSAM) 110 PEIICHUIO BpaueOHOI KOMUCCHH MEIUIIMHCKON OpraHu3aluu
OCYUIECTBIIIETCA Ha3HaYeHUE U O(popMIIeHHEe Ha3HAYCHUS JIEKAPCTBEHHBIX MPEnapaToB, HE
BXOAAIUX B CTAHAAPTHI MGI[I/II.[HHCKOﬁ IIOMOIIIH, paBpaGOTaHHBIC B COOTBCTCTBUHU C TYHKTOM
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KJIMHUYECKOI peKoMeHJaluel, 1100 1Mo ToproBsIM HauMeHoBaHUsAM. Perienue BpaueOHOM
KOMHUCCHU METUIIMHCKONW OpraHu3aliy (PUKCUPYeTCsl B MEJUIIMHCKON TOKyMEHTalluN
NalyeHTa U B )KypHase BpadeOHONH KOMHCCHU.

Ha3naueHue ekapCTBEHHBIX MPENaparoB MO PEICHUIO BpauyeOHOM KOMUCCHUU TIPU OKa3aHUHU
MEPBUYHON MEANKO-CAaHUTAPHOW MOMOIIH, NAJIJTMATUBHON MEANIIMHCKOW MTOMOIIH B
amMOyJIaTOPHBIX YCIOBUSAX MPOU3BOJUTCA B CIIydasx:

- OTHOBPEMEHHOI'0 Ha3HAYE€HUs OJJHOMY MALIUEHTY ISATU U 0oJiee JIEKapCTBEHHBIX MIPENapaToB
B TEUEHUE OJHMX CYTOK WJIM CBBILIE I€CSITH HAUMEHOBAHUN B TEUEHUE TPUILATU JHEH;

- Ha3HAueHMs JICKapCTBEHHBIX IpenapaToB PU HETUIIMYHOM T€YEHUU 3a00/1eBaHMsl, HATMYUU
OCJIOKHEHUH OCHOBHOTO 3a00JI€BaHuUs U (WJIM) COMYTCTBYIOIIMX 3a00JI€BaHUH, IPH HA3HAUYCHUH
JIEKapCTBEHHBIX MPENapaToB, 0COOEHHOCTH B3aUMOJEHCTBUSA U COBMECTUMOCTH KOTOPBIX
COIVIACHO MHCTPYKIMSIM O UX MIPUMEHEHHIO MTPUBOJIAT K CHHKEHUIO Y3PPEKTUBHOCTH U
0€30I1aCHOCTH JICYEHH NAllMEeHTa U (MJIM) CO3/1a0T MOTEHIUAIbHYIO OMIACHOCTb IS )KU3HU
U 3710pOBbsI MALIUEHTA;

- IEPBUYHOIO HA3HAYEHUS NALMEHTy HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB ciiuckos 11 u I1I [Tepeuns (B ciyyae NpUHATUS PyKOBOAUTEIEM METUIIMHCKON
OpraHM3alMK PEIeHNs 0 HEOOXOIMMOCTH COITIACOBAHUSI HA3HAUEHUS TAKUX JIEKAPCTBEHHBIX
npenapaToB ¢ BpauyeOHOW KOMUCCHEH ).

MenunHcKUM paboTHHKAM 3amperiaeTcs 0hOpMIISITh PEIETTHI:

- IPY OTCYTCTBUH y TTAIMEHTA METUIIMHCKUX MOKa3aHUN

- Ha HE3apPETUCTPUPOBAHHBIE JIEKAPCTBEHHBIE ITPENApaThl

- Ha JIEKapCTBEHHBIE MTPENapaThl, KOTOPbIE B COOTBETCTBUH C HMHCTPYKIHMEN IO MEAUITUHCKOMY
MIPUMEHEHUIO NIPEAHA3HAYEHBI U1l TPUMEHEHUS TOJIBKO B MEJULIMHCKUX OPTaHU3ALUAX

- Ha HAPKOTUYECKHUE CPEACTBA U NMCUXOTPOITHBIE BENIECTBA, BHeCEHHbIE B cCOK II [Tepeuns,
3apPETUCTPUPOBAHHBIE B KQUECTBE JIEKAPCTBEHHBIX IPENAPATOB, B UEISAX IPUMEHEHUS IS
JIe4eHUs HAPKOMaHHH.

ITpu okazaHnM NEPBUYHON MEINKO-CAHUTAPHOM MTOMOIIY Ha3HAYCHUE METUIIMHCKUM
pabOTHUKOM Ha OCHOBE KIIMHUYECKUX PEKOMEHIAINA U C Y4ETOM CTaHJapPTOB MEIUITUHCKON
TTOMOIIIX JIEKAPCTBEHHBIX MPENaparoB, OTITYCKAEMBIX O€CIUIaTHO, TPakIaHaM, UMEIOIIUX MPaBO
Ha o0ecrieueHue JIeKapCTBEHHBIMU TIperaparaMu 3a CYeT CPECTB OFOPKETHBIX aCCUTHOBAHHIMA
(dhenepanpHOTO OIOMKETA U OIOKETOB CYObeKTOB Poccuiickoit Depepannn, OCyImeCcTBISIETCS Ha
peuenTypHbix O61ankax: 1) Ne148-1/y-04(i)

Cpok neiicTBus peLenToB:

1) No148-1/y-04(:) -30 mHel, uCKITOYEHUE:

a) HAPKOTUYECKHE U IICUXOTPOITIHBIE JIeKapcTBeHHbIe npenaparsl (Nel48-1/y-04(im) +148-1/y-88;
Ne148-1/y-04(;1) +107/y-HII cpok neiictBus 15 nueit)

0) rpakaHaM, CTpalalolIMM XPOHUYECKUMHU 3a001€BaHUSAMU, TPEOYIOIIMMU JATUTEIBHOTO
KypCOBOTIO JIeUeHUs], pelenT JeicTBUTeNeH B TeueHue 90 nqHeit co aHs oopMIIeHUS

JUist TeueHust XpOHMUYECKUX 3a001eBaHU YKa3aHHBIM KaTerOpUsIM T'pakaH JeKapCTBEHHBIE
npenaparsl ¢ 0pOPMIICHHEM PEIENTOB Ha OyMa)KHOM HOCHTEJE WA PELEnTOB B opme
3JIEKTPOHHOI'0 JOKYMEHTa MOT'YT Ha3Ha4yaThCsl Ha Kypc jedeHus 10 180 nxeit.

[IpaBuna obecneuenust MO nexkapcTBEHHBIMH IMIpenapaTaMy corllacHO npukaza Munsapasa Pb
ot 18.06.2019 N 1079-/1: noTpeOHOCTH B JIEKapCTBEHHBIX Mperaparax yTBEep:KIaeTCs
pykoBogutenem MO, 3a 4 Mecsua (He nmo3aHee 1 ceHTA0ps) 10 Hauaa IIaHOBOIO MepHoJia
Hanpasisercss B M3 Pb nocpeactsom cuctemsl PMUAC Pb MO npu nu3amMeHeHuu noTpeOHOCTH B
JIIT mnsa OHJIILPJIO no ucteuenuu cpoka, yCTaHOBIEHHOTO PENIAMEHTOM, YTBEPKICHHBIM
npukazoM M3 Pb Nel1079-/] ot 18.06.2019 1., umeet npaBo obpamenust B M3 Pb ¢ ykazanuem:

% puuuH u3meHeHus B JIII ¢ npunokeHneM NOATBEPKAAIOIINX T0KYMEHTOB



% [IpUHATHIX HAa ypoBHE MO Mep 10 OKa3aHUIO TpakJaHUHY MEIUIIMHCKOMN MOMOIIH (B TOM
YHCIIe 3a CUET APYTHX UCTOYHUKOB (DUHAHCHPOBAHUS )
# PacuetoB u3mMeHeHus norpedbnoctu B JIII B konudyecTBe ynmakoBOK

PyxoBoaurens MO He no3nHee 20 kaleHIapHBIX qHEH ¢ qatel oopamienus B M3 Pb nipu
HEBO3MOXXHOCTH Tiepepacmpenenenus neooxoaumoro JII1, He BkiroueHHOTO B 3as1BKY 110 MO niun
HEOOXOIMMOTr0 CBEpX 3asiBICHHOM norpedHocTH 1o MO, B npuKpersieHHslid K JIY myHKT
orirycka AO, HE3aMEeIIMTENBHO penacT BOIPOC OKa3aHUs MEIULIUHCKON TOMOIIY IPAKIAHUHY
IyTEM:

% 3amens! JIIT ,onpenenus mia amOynatopHoro jedenus JII1, BKIIOUeHHBIH B 3asBKY

# Oo6ecneuenue JIII npu okazanun AIIII 3a cueT Apyrux UCTOUHUKOB (PMHAHCUPOBAHUS

# HanpasneHueM nanueHTa Ha TOCIUTAIN3aluIo B ctamoHapHele MO, THEBHBIE CTallnOHAPEI
BCEX THUIIOB JJIsl OKa3aHUs OECIUIaTHOM MEAMLIMHCKON TOMOIIHN



