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r. Tupacnons

O6 yrBepxaenuu [lopsiaka IbroTHOrO WK OecIIaTHOrO o0ecreYeHust
OTHENbHBIX KaTteropuil rpaxaan [Ipunnectposckoit Monnasckoit PeciyOnuku
JEKApCTBEHHBIMU CPEJCTBAMM JIJISI MEUIIMHCKOTO TPUMEHEHUS

B coorBercTtBUM co cTatheit 76-6 Kouctutymmm IlpumHecTpoBckoit
Monnasckoii  PecnyOnuku, KoHcTturynnoHHsiM —3akoHOM  [IpugHecTpoBckoit
Momnnasckoii Pecrryomuku ot 30 HOs10pst 2011 roma Ne 224-K3-V «O IlpaButenscTBe
[MpumaecTpoBckoit Mommasckoit Pecnyomuku» (CA3  11-48), moamyHKTOM €)
cratbu 4-1 3akona IlpumuaectpoBckoit MonmaBckoir Pecrybnmuku ot 25 sHBaps
2005 roma Ne 526-3-111 «O dapmaneBTrueckoi aesTeabHOCTH B IpumHecTpoBcKoi
Monnasckoit Peciyonmke» (CA3 05-5), B memsix yTBEp>KIACHHS TOPSIKA JIBIOTHOTO
uiau OecIyiaTHOro OOeCleueHUs JIEKAaPCTBEHHBIMH CPEACTBAMH ISl MEIUIIMHCKOTO
MPUMEHEHHST OTHAENbHBIX KaTeropuil rpaxnan IIpupHecTtpoBckoit MonmaBckon
PecnyOnuku IIpaBurensctBo [IpuanectpoBckoit MonaaBckoit PecriyOnvku
NMOCTAaHOBIAECT:

1. VrBepauts [lopsmaok JbroTHOTO WK OECIIIATHOTO 00eCTICYEHUS OTIASIbHBIX
kateropuit rpaxnan [IpugnectpoBckoit MonnaBckoit PecriyOnuku gekapcTBEHHBIMU
CpeACcTBaMHU Il  MEIMIIMHCKOrO  NpuUMeHeHus  corjacHo  [IpunokeHuto
K [locTaHoBnEeHNUIO.

2. Hacrosimee [locTanoBieHre BCTyHaeT B CHITY CO JHS, CIEAYIOIMIETO 33 THEM
o(pUIIMaTBEHOTO OMYOJIMKOBAHMUS.

IMPEACEIATEJIb ITPABUY A.PO3EHBEPT



[MPUJIOXXEHUE

K Ilocranosnenuro [IpaBurenscrBa
[IpunaecTpoBckoit MonagaBckou
PecnyOnuku

ot 8 uromst 2024 roma Ne 313

TIOPSIJIOK
JBFOTHOTO WM O€CIIaTHOTO 00ECIeUeHUsl OTAEIbHBIX KaTeTOpUil TpaXKIaH
[TpuanectpoBckoit Monnasckoit PecryOnuku
JIEKapCTBEHHBIMHU CPEICTBAMH JIJISI METULIMHCKOTO IPUMEHECHUS

1. Hactostmumii [Topsimox ycTaHaBIuMBaeT mpaBuiia JIbIOTHOTO WM OECIUIATHOTO
oOecrieueHUs] OTACNIBbHBIX KaTeropui rpaxnaad llpunHectpoBckoir MonmaBckoit
PecnyOnuku JiekapCTBEHHBIMU CPEACTBAMU 111 MEAUIIMHCKOTO TPUMEHEHUS.

2. JlekapCTBEHHBIC CPEICTBa I MEAMIIMHCKOTO TMPUMEHEHHsI, Ha3HAYaeMbIC
JeYaluM  BpauoM M BBINKHCHIBAEMBIE  OTJEIBHBIM  KaTEropusiM  TrpaxiaaH
[TpuanectpoBckoit MonaaBckoil PecryOnunku, Moib3yIOMKUMCS MPaBOM JIBIOTHOTO
Win 0ecruraTHOTO o0ecTeueH s, MPUOOPETAIOTCS 32 CUET CPEJCTB PECITYOITMKAHCKOTO
Oro/KeTa M OTIYCKAIOTCS MO pelenTy Bpaya B OT/AENEC anTeKu IO OTIYCKY
MEJIMKaMEHTOB JIJIs1 IbTOTHOM KaTeropuu Ipak/iaH, PyHKIUOHUPYIOIIEM B CTPYKTYpE
rOCYJapCTBEHHBIX JIEUEOHO-TPOPUIAKTUUECKUX YUPEXKIACHUHN, MOJIBEIOMCTBEHHbBIX
UCIIOTHUTEIBHOMY OpraHny TOCyJapCTBEHHOM BJIACTH, B BEIECHUU KOTOPOTO
HAXOJIATCS BOIPOCHI 3/IpaBOOXpaHeHus (1ajee — OT/IeN alTeKu).

3. Ilepeuenpb oTnenpHBIX KaTeropuii rpaxaad [IpuaHecTpoBckoir MommaBckoit
PecnyOnuku, TMOIB3YIOMIMXCS MPAaBOM JIBIOTHOTO HIJIM O€CIUIaTHOTO OOecCIeueHUs
JICKApCTBEHHBIMH CPEJICTBAMH JIJISI METUITMHCKOTO IPUMEHEHUs (1ajiee — MaIrueHThl),
ycraHoBieH [Ipukazom MuHucrepcTtBa 31apaBooxpaHeHus lIpuaHecTpoBckoi
Monnasckoii PecnyOnmuku uw MuHucTepcTBA NO COLUMAIBHOW 3alluTe U TPYIY
[IpunaectpoBckoit MomnmaBckoit Pecnyonmukm ot 5 mapra 2009 roma Ne 116
«O0 ytBepxaeHun IlepeuHss rpynm HaceleHUs, NpPU aMOyJIaTOPHOM JIEUYECHUU
KOTOPBIX  MPEAYCMOTPEHBbl  JMOThI MO  JIEKAPCTBEHHOMY  00OECIEUYEHUIO,
MPOTE3UPOBAHUIO M OOECIEUYCHUIO CPEICTBAMH MEIMIIMHCKOM peaduIuTaIINH,
u Ilepeuns 3aboneBaHuil, mpu amMOyJIaTOPHOM JICYEHUU KOTOPBIX JIEKAPCTBEHHBIE
CpeACTBA MW WU3JENUA MEAMIIMHCKOTO HA3HAYEHHUS OTIYCKAIOTCS OECIIaTHO»
(peructpanmonubiid Ne 4783 ot 1 anpens 2009 roma) (CA3 09-14).

4. OTnyck JEKapCTBEHHBIX CPEACTB M1 MEAMIIMHCKOTO MNPUMEHEHUS
OecIIaTHO WJIM TIPH TPEAOCTaBICHHH JbroT (ajgee — JICKapCTBEHHBIC CPEICTBA)
OCYILIECTBJISIETCSL MO penentaM, opOpMIIEHHBIM Ha pPEUENTypHOM OJaHKe Mo (opme
Ne  148-1ly, yrtBepxkacHHoi IIpumkasom  MuHHCTEpCTBA  3APaBOOXPAHEHUS
[TpunaectpoBckoit MonmaBckoir Pecryommku ot 13 wmrons 2014 roma Ne 286
«O06  yrBepxkaeHuu  IlomoxkeHuss O  MOPSAJKE  BBIMUCHIBAHUSA  PEIENTOB
Ha JICKapCTBEHHbIC TpenapaThl U [lonoxkeHus 0 MOpsJKe PO3HUYHOW peah3aluu
JICKApPCTBEHHBIX TMpermapaToB IO penenty Bpada» (peructparuonubii Ne 6890
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or 12 aBrycra 2014 roma) (CA3 14-33), u Ha pernentypHoM OjlaHKe 10 (opme,
yTBepknenHoi [Ipunoxkennem Ne 6 k Ilpukazy MwuHucTepcTBa 37paBOOXPAHCHHUS
[IpugaectpoBckoit MonmaBckoit Pecnyomukm ot 12 suBaps 2006 roma Ne 20
«O0 yTBepKJACHUU MOJOKEHUN, PETJTaMEHTUPYIOIINX TOPSIOK XpaHEHUs, y4deTa,
MPOMUCHIBAHUS U OTIYCKAa HAPKOTHUYECKUX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX
cpenctB» (peructparmonnbiit Ne 3506 ot 22 mapra 2006 rona) (CA3 06-13).

5. Ilpu oTmycke JIeKapCTBEHHBIX CPEACTB MPOBEPSAIOTCS MAPKUPOBKA, YIIAKOBKA
U CpPOK TOAHOCTH, HAJIMYME HUHCTPYKIMH 1O TPUMEHEHHI0O Ha OJHOM
u3 opunmanbHbIX 1361koB [IpuanecTpoBckoit Monaasckoit PecriyOonuku.

6. BrmmceiBaHWE peNENnTOB Ha IOJTyYEHHUE JICKAPCTBEHHBIX CPENICTB
OCylIeCTBIsSIETCSE B cooTBeTCTBUM ¢ IIpukazom MwuHuUCTEpCTBA 3ApaBOOXpaHEHUS
[TpunaectpoBckoit MonmaBckoir Pecnyommku ot 13 wmrons 2014 roma Ne 286
«O06  yrBepxkaeHuu  llomoxxkeHuss O  MOpSAJKE  BBIMUCHIBAHUSA  PEIENTOB
Ha JICKapCTBEHHbIC TpenapaThl U [lonoxkeHus 0 Mops/Ke PO3HUYHOW pealn3aluu
JICKapCTBEHHBIX MpemnapaToB MO perenty Bpada» (permcrparionHbrii Ne 6890
ot 12 aBrycra 2014 rona) (CA3 14-33).

/. OOmiee KOJMYECTBO OTMYCKAEMbIX JIEKAPCTBEHHBIX CPEJCTB JOJKHO
COOTBETCTBOBATH KOJIMYECTBY, BEIMTMCAHHOMY B PELICTITE, C YUETOM JO3UPOBKHU.

B cnyyae He0OXOaUMOCTH HApPYIIEHUS OPUTHMHAJIBLHOM 3aBOJACKON YMAaKOBKH,
32 UCKITIOYCHUEM KOHTYPHOH SYeWKOBOH (OJMCTEPHON) N KOHTYPHOU O€3bAICHKOBOM
YOAKOBOK, NPU OTIYCKE JIEKAPCTBEHHOTO CpPEACTBA pa3peliaeTcs HapylliaTh
OpUTHMHAJIBHYIO 3aBOJICKYIO YIAKOBKY W MPOU3BOAUTH OTIIYCK JIEKAPCTBEHHOTO
CpE/ACTBa B KOJIMUECTBE, BHITUCAHHOM B PEIICMTE.

8. Pa3pemaeTcst HapyIieHHe 3aBOJICKON BTOPUYHON YIAKOBKH JIEKAPCTBEHHBIX
CPEACTB MpPU HUX OTIYCKE B IEPBUYHOW 3aBOJICKOM YIAKOBKE B cllydae, €cld
MEepBUYHASL 3aBOJICKasi YMAKOBKA OOECMEUMBAET COXPAHHOCTh JIEKAPCTBEHHOIO
CpeICTBa.

9. B cayuae OTCYTCTBHUSI yKa3aHHOW B pEIENTE TO3UPOBKU JIEKAPCTBEHHOTO
cpeacTtBa (apMalleBTUYECKUI paOOTHUK MMEET MPaBoO MPOU3BECTH €ro 3aMEHYy WHOU
J03MPOBKOM JAHHOTO JIEKAPCTBEHHOT'O CPEJCTBA (B CIIy4asiX, €CJIH 3TO BO3MOXHO).
[Ipu sTOM O0O0IIEE KOJUYECTBO OTIIYCKA€MOI'O JIEKAPCTBEHHOTO CPEACTBA JOJKHO
COOTBETCTBOBAThH BBIMHCAHHOMY B PELENTEe KOJUYECTBY C YYETOM JIO3HUPOBKHU
U JIEKapCTBEHHOU (OPMBI.

10. Ilpon3BOAUTH 3aMEHY HAPKOTUYECKUX CPEJICTB U TICUXOTPOITHBIX BEIIECTB,
BBINIMUCAHHBIX B PELIEIITE, 3aMPEIIACTCH.

11. B cnywae OTCYyTCTBUSI B OTJAEJE€ alTeKd HAa MOMEHT OOpallleHUs
HAaUMEHOBAHUS  JIEKAPCTBEHHOT'O  CPEACTBA,  BBIMMCAHHOTO B  pEIENTe,
(bapMalieBTHYECKHI paOOTHUK UMEET MPABO MO COrIACOBAHUIO C BPauOM MPOU3BECTU
€ro 3aMeHy JpyruM TOPrOBbIM HAUMEHOBAHUEM JAaHHOTO MEXKIyHApOIHOIO
HEMAaTEeHTOBAaHHOTO HAMMEHOBAHMS JIEKapCTBEHHOro cpeactBa. Ha obopore peuenta
HEOOXOJUMO yKa3aTh HAMMEHOBAaHUE OTMYIIEHHOTO JIEKAPCTBEHHOTO CPEJICTBA,
MOCTAaBUTH MOJIKUCH U AATy OTIIyCKa.

12. Tlpu oTmycke JEKapCTBEHHBIX CPEACTB (hapManeBTHUECKUM PaOOTHUKOM
B peIenTe 00s3aTeIbHO YKA3hIBAOTCS:
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a) KOJHMYECTBO PCaIM30BaHHBIX YIAKOBOK, TaOJETOK (Karcyl, Jpaxke, aMITysl
U TaK Jiajiee) U uX o0mas CTOMMOCTb;

0) nara oTIycKa ¥ MOANMKUCH PapMaIeBTHIECKOro pabOTHHKA.

13. B cmywae ecnu perenT Ha JIEKQpCTBEHHOE CPEACTBO BBINMMCAH B J103€,
MPEBBIIIAIONICH BBICHIYIO Pa30BYI0 103y, ¢apMaleBTHYECKU pabOTHUK 00s3aH
MIPOU3BECTHU OTITYCK ATOTO JICKAPCTBEHHOT'O CPEJICTBA U3 pacyeTa MOJOBUHBI BHICIICH
pa3oBoii 103bl. B 3TOM ciiydae Ha 000pOTHOU CTOPOHE pellenTa yKa3biBaeTcs Huppoi
M TPOMUCHI0  KOJMYECTBO  JIGKAPCTBEHHOTO  CPEJCTBA,  OTIYCKAaeMoro
(hapmareBTH4eCKUM pabOTHUKOM.

14. Otnyck HapKOTHYECKUX JIEKAPCTBEHHBIX CPEJCTB OCYIIECTBISCTCS
B OTJIEJI€ allTeKH, PACIOI0KEHHOM B Mpejiesiax aAMUHUCTPATUBHO-TEPPUTOPUATBLHBIX
€IUHUIl, Ha TEPPUTOPUM KOTOPHIX HAXOJATCS TOCYIJApPCTBEHHbIC JIeUEOHO-
NpoPUIAKTUUECKUE YUPEKACHUS, BpAUl KOTOPHIX BBIUCAIIA PELEHT HA UX JTbIOTHOE
niu OecriaTHOE MOJIyYeHUe, U K TEPPUTOPUH OOCTYKUBAHUS KOTOPOU MPUKPETICHBI
yYKa3aHHbIE MMallUeHTHI.

15. Otaen anTexku, OCYLIECTBISIIONIANA MAaIlMEHTaM OTIYCK HAapKOTHUYECKUX
CPEACTB U JICKAPCTBEHHBIX CPEACTB, MOICKAMMUX MPEAMETHO-KOIUYECTBEHHOMY
y4eTy MO pelnentaM, JI0/HKEH OBITh obOecredueH oOpas3laMM OTTHCKOB TEYaTew,
noAnucer Bpaueu, paboTaMKUX B TOCYJapCTBEHHBIX JIeY€OHO-TPOPUIAKTUUECKUX
YUPEKJCHUSIX U BBIMUCHIBAIOIINX 3TH JIEKAPCTBEHHbBIE CPEICTBA.

16. PemenT Ha neKapCTBEHHBIC CPEACTBA, BBIMHCAHHBIA Ha PEUENTYPHOM
onmanke ¢opmber Ne 148-1/y, mocne oTHycka JEKapCTBEHHOTO CPEICTBA IMOJJICIKUT
XpaHCHHIO B OoTAeIe anTeku 1 (0JIuH) roJ1 co JHS OKOHYAHHS CPOKa €ro JIeHCTBUS.

17. PeuenTt Ha JeKapCTBEHHbIE CPEACTBA, BBIIMMCAHHBIM Ha CHEIUATBHOM
pelenTypHOM OJIaHKE, MOJICKUT XPAHCHHUIO B OTIENe anTeku 5 (IATh) JET CO JHSA
OKOHYaHUs CPOKa €ro JACHCTBHUSL.

18. B ciydae, korma perienT OCTaeTcs B OTACNC anTeKkd, (papMareBTUICCKUAN
pabOTHUK, OCYIIECTBISIOMINI OTMYCK JIEKAPCTBEHHBIX CPENICTB, JOJKEH MOAPOOHO
OOBSICHUTH CIOCO0 M yKa3aHUs Bpaya MO UX NMPUMEHEHUIO, YKa3aHHbIC B pELENTe,
U TIepernucaTh UX Ha YIAaKOBKY JIEKAPCTBEHHOI'O CPEJICTBA.

19. Tlpm oTmycke JEKapCTBEHHBIX CPEIACTB pPaOOTHUK OTAeNa amnTeKu
uHpOopMHpYET O MpaBWIaX MpUeMa JEKAPCTBEHHOTO CPEJCTB. pEXUME MpHUeEMa,
pa30BO W CYTOYHOM J03€, criocode mprema (C y4eToM mpueMa IMHIY | TakK Jajiee),
MpaBWJiax XpaHEHUsT M Tak Jajiee, oOpamaeT BHUMaHHE Ha HEOOXOJUMOCTD
03HAKOMUThCA ¢ HHGOpMAIMEl 10 TPUMEHEHUIO JIEKAPCTBEHHOI'O CPEJICTBA.



