JleiicTBytorias penakius (03 W3MEHEHHH U JOTIOJTHEHU)

ITPABUTEJIbCTBO
[NPUAHECTPOBKOU MOJIZABCKOMH PECITYBJIMKHA

IHOCTAHOBJIEHUE
8 uromns 2024 rona No 313

06 yrBepxaenuu [lopsiaka IbroTHOr0O WK OECIUIaTHOTO 00ecTieYeHust
OTZIENbHBIX KaTteropuil rpaxaan [Ipunnectposckoit Mongasckoit PeciyOnuku
JEKApCTBEHHBIMU CPEJCTBAMM JJISI MEUIIMHCKOTO TPUMEHEHUS

B cootBerctBuM co crateeir 76-6 Koncturymuu [IpumHecTpoBCkoit
Mongasckoii PecnyOnuku, KoOHCTUTYUMOHHBIM 3akoHOM [IpuiHecTpoBCKOM
Monnasckoit PecnyOmuku ot 30 wHosiOps 2011 roma Ne 224-K3-V  «O
[TpaButenscTBe IlpumHecTpoBckoit Momnmackoit Pecrmyomuku» (CA3 11-48),
MOJITYHKTOM ¢€) ctaThu 4-1 3akona [IpunHectpoBckoii MosnaBckoi PecryOmuku ot
25 smBaps 2005 roma Ne 526-3-1l1 «O dapmareBTHYeCKON ACSITEIHPHOCTA B
[MpumaecTpoBckoit Monnasckoit Pecniyomuke» (CA3 05-5), B mensx yTBepikIecHUS
MOPsiAKA JIbIOTHOTO UK OECIUIATHOTO 00ECTIeUeHHS JIEKAPCTBEHHBIMU CPEICTBAMU
JUISL  MEIUIMHCKOTO  TPUMEHEHMsS]  OTACNbHBIX  KaTEeropul  TpaxkjaaH
[MpuanectpoBckoit MonaaBckoit Pecniyonuku IlpaButensctBo IlpuanectpoBckoit
Momnnasckoii Pecniyonuku
NOCTAaHOBIAECT:

1. VrBepauts Ilopsimok nbroTHOro wiM OeCIIATHOrO oObOecreYeHus
OTHENbHbIX KaTeropuid rpaxnan IlpunnectpoBckoit MonaaBckoit PecmyOnuku
JIEKapCTBEHHBIMH  CPEACTBAMHU IS MEJIHUIMHCKOTO MPUMEHEHHS COTJIACHO
[Tpunoxenuto k [locranoBneHuUIO.

2. Hacrosmee IloctanoBneHue BCTymaeT B CHITy CO JHS, CICAYIOMIETO 3a
THEM O(UIIMATBHOTO OMyOJIMKOBAHUS.

ITPEACEHATEJIb ITPABUTEJIbCTBA A.PO3EHBEPT



[MPUJIOXXEHUE

K [TocranoBneHuo
[IpaBurenbcTBa
[TpunuecTpoBckoit MonagaBckou

PecniyOnuku
ot 8 utonst 2024 roma Ne 313

TIOPSIJIOK
JBFOTHOTO WM O€CIIaTHOTO 00ECIeUeHUs OTAEIbHBIX KaTeTOpHUil TpaXK1aH
[Tpuanectposckoit Monnasckoil PecryOnuku
JIEKapCTBEHHBIMHU CPEICTBAMH JIJISI MEULIMHCKOTO IPUMEHECHUS

1. Hacrosmuii Ilopsmok ycTaHaBiAMBaeT MpaBuia JIBTOTHOTO — WIIU
OecruiaTHOrO OO€eCIeUeHHs] OTHENbHBIX KaTeropuil rpaxnan IlpuanecTpoBckoit
MonnaBckoit PecnyOnuku JeKapCTBEHHBIMH CPEACTBAMHU JUISI MEIUIIMHCKOTO
MIPUMEHEHHUS.

2. JlekapCTBEHHBIEC CPEACTBA IS MEIUIIMHCKOTO TPUMEHEHH S, Ha3HAYaeMbIe
JeyaluM BpauyoM U BBIINUCHIBAEMbIC OT/ACIBbHBIM  KATETOPUSIM  TpakJaH
[TpuanectpoBckoit MonaaBckoit PecnyOnuku, moab3yrOMMMCS TPaBOM JIbITOTHOTO
WM OecIuilaTHOTO  OOECIieueHHs, TMPUOOpPETAlTCS 3a  CYET  CPEJICTB
pecyOIMKaHCKOTO O0KETa U OTIYCKAIOTCSl MO PELENTY Bpaya B OT/ENIE alTeKu
Mo  OTHYyCKYy  MEIMKAaMEHTOB I  JIbFOTHOM  KaTeropum  TpaxkJaH,
(YHKIIMOHUPYIOIIEM B CTPYKTYPE FOCYIapCTBEHHBIX JIeueOHO-TPOPUIAKTHUECKUX
YUPEKICHUM, MOABEJOMCTBEHHBIX HCIOJHUTEIBHOMY OpraHy TOCyAapCTBEHHOMU
BJIACTH, B BEJCHHH KOTOPOT'O HAXOJIATCS BOIIPOCHI 3/IpaBOOXpaHeHUs (J1aee — OTIael
arTeKH).

3. Ilepeuenp oTnenpHBIX KaTeropuid rpaxknaaH [IpumHecTpoBCKOM
MonnaBckoir PeciyOiauku, MOJIb3YIOMIMXCS NPAaBOM JIbIOTHOTO WM OECIIaTHOTO
oOecrieueHus] JIEKAPCTBEHHBIMU CPEJICTBAMU [UJII MEAUIMHCKOTO MPUMEHEHUs
(manee — mamMeHTHI), ycTaHoBJlieH [Ipukazom MuUHHCTEpCTBA 3IPaBOOXPAHCHHS
[TpuanectpoBckoit Monnasckoit PecnyOnuku 1 MuHHCTEpCTBA MO COIMATIBLHOMN
sammte B Tpyay IlpumaHecTpoBckoir MongaBckoit Pecnyomuku or 5 mapra 2009
roga Ne 116 «O6 yrtBepxknenuun llepeuns rpynm HaceleHHs, IpH aMOyJIaTOPHOM
JICYEHUU KOTOPBIX MPEIyCMOTPEHBI JIIOTHI IO JIEKAPCTBEHHOMY OOECIICUEHHUIO,
MPOTE3UPOBAHUI0O M OOECIEYEHUIO CPEICTBAMU MEIMIIMHCKOW peadwInTaIluH,
u Ilepeuns 3a0oneBanuii, mpu amMOyJIaTOPHOM JICUEHUH KOTOPBIX JIEKAPCTBEHHBIE
CpeACTBA W WU3JAEIUS MEAUIMHCKOTO Ha3HAYEHUs OTIYCKAlTCS OeCIIaTHO»
(peructpanmonubiid Ne 4783 ot 1 anpens 2009 roma) (CA3 09-14).

4. OTnyck JEKapCTBEHHBIX CPEICTB MJISI MEIUIMUHCKOTO MPUMEHEHUs
OecIIaTHO WJIM IMPH MPEJIOCTABICHUU JIBIOT (lajee — JCKapCTBEHHBIC CPEIICTBA)
OCYIIECTBIISIETCS 10 penentaM, opOpMIICHHBIM Ha PeleNTypHOM OJaHKe 1o (opme
Ne  148-1/y, yrBepxkaennoit Ilpukazom MuUHHCTEPCTBA  3APAaBOOXPAHCHUS
[TpumgaectpoBckoit MonmaBckoit PecmyOmuku ot 13 wmrors 2014 roma Neo 286



«O6 ytBepxacHuM [lomokeHWUsT O TIOPSAAKE  BBIMHCHIBAHHUS — PEICTITOB
Ha JICKapCTBEHHBIC MpernapaThl U [10J0KeHHs 0 MOPSAKE POSHUIHON pean3aIiuu
JICKApCTBEHHBIX MpEMapaToB IO perenty Bpada» (peructpanuoHHbii Ne 6890
or 12 arrycra 2014 roga) (CA3 14-33), u Ha penenTypHoM OjaHke 1o (opme,
yTBepknenHoi [Ipunoxernem Ne 6 k [Ipukasy MunmcTepcTBa 31paBOOXpaHEHUS
[TpunaectpoBckoit MomnmaBckoit PecryOonmku ot 12 saBaps 2006 roma Ne 20
«O0 yTBEepXICHUU TOJIOKEHUH, PETIAMEHTHPYIONMUX MOPSIOK XpAaHCHUS, ydeTa,
MPOIMUCHIBAHUS W OTIMYCKAa HAPKOTHYCCKUX W TICHXOTPOITHBIX JIEKAPCTBEHHBIX
cpencts» (peructparmonnbiit Ne 3506 ot 22 mapra 2006 rona) (CA3 06-13).

5. Ilpu oTmycke JEeKapCTBEHHBIX CPEICTB MPOBEPSIOTCS MapKUPOBKA,
yIaKoOBKa W CPOK TOAHOCTH, HAIMYUE WHCTPYKIMH TIO TPUMECHEHUIO HA OJHOM
u3 opunmansHbIX a361koB [IpuanecTpoBckoit Monaasckoil PecriyOnuku.

6. BrImuchiBaHWE peENENTOB Ha TIOJYYCHHE JIEKAPCTBEHHBIX CPEACTB
OCYIIECTBIISIETCS B cOOTBeTCTBUU ¢ [Ipmkazom MuHHCTEpCTBA 3MpaBOOXPAHCHUS
[TpunaaectpoBckoit MomnmaBckoit PecmyOmuku ot 13 wmrors 2014 roma Ne 286
«O6 ytBepxacHun [lomokeHWUss O TIOPSAJAKE  BBIMHCHIBAHHUS — PEICTITOB
Ha JICKapCTBEHHBIC MpernapaThl U [1070KeHHs 0 MOPSAKE POSHUIHON pean3aIiuu
JICKapCTBEHHBIX TpEnapaTtoB IO perenty Bpada» (permcrparonHbiidi Ne 6890
ot 12 aBrycra 2014 rona) (CA3 14-33).

7. OOmee KOJMMYECTBO OTIMYCKAEMBIX JIEKAPCTBEHHBIX CPEJCTB JIOJDKHO
COOTBETCTBOBATH KOJWYECTBY, BBIMMHCAHHOMY B PEIICTITE, C YIETOM JO3UPOBKH.

B ciyyae He0OX0IMMOCTH HapYIIEHUSI OPUTUHAIBHOW 3aBOJICKOM YITaKOBKH,
32  WCKJIIOYCHHWEM KOHTYPHOW sYeKoBOH  (OMUCTEpHO#) ¥ KOHTYpPHOU
0€3bTUCHKOBOI YIAaKOBOK, MPHU OTITYCKE JIGKAPCTBEHHOTO CPEICTBA pasperiacTcs
HapylaTh OpPWTHHAJIBHYIO 3aBOJICKYI0 VIAKOBKY W TIPOU3BOJIUTH OTITYCK
JIEKapCTBEHHOTO CPEJICTBA B KOJIMYECTBE, BHITUCAHHOM B PEIICTITE.

8. Paspemaercs  HapymieHWe ~ 3aBOJICKOM  BTOPUYHOW  YIMAKOBKH
JIEKapCTBEHHBIX CPEJICTB MPU MX OTIHYCKE B MEPBUYHON 3aBOJCKON YIaKOBKE B
clly4ae, €ClIM TIepBHYHAS 3aBOJICKAash YIMAaKOBKa O0OECIEUMBAECT COXPaHHOCTH
JIEKapCTBEHHOTO CPE/ICTBA.

9. B ciydae oTcyTCTBHS YKa3aHHOUM B PEIENTe TO3UPOBKU JICKAPCTBEHHOTO
cpenctBa ¢papMareBTHIeCKUd paOOTHUK UMEET IIPABO MPOU3BECTH €T0 3aMEHYy WHOM
JO3MPOBKOM JTAHHOTO JICKAPCTBEHHOTO CpecTBa (B CIIy4asiX, €CJIM 3TO BO3MOIKHO).
[Tpu sTOM 0OIIIEEe KOJIMYECTBO OTIYCKAEMOTO JICKAPCTBEHHOTO CPEACTBA JIOJIKHO
COOTBETCTBOBATh BBIIMMCAHHOMY B pEIENTe KOJIMYECTBY C YYETOM JIO3UPOBKH
U JIEKapCTBEHHOU ()OPMBI.

10. Tlpow3BoauTh 3aMeHy HAPKOTHUYECKHX CPEACTB M TICUXOTPOITHBIX
BEII[ECTB, BEIMUCAHHBIX B PEIENITE, 3aMPEIIacTCsl.

11. B cmywyae OTCYyTCTBHUSI B OTJEJ€ alnTeKd HAa MOMEHT oOOpamieHus
HAUMEHOBAaHUS  JIEKAPCTBEHHOTO  CPEJCTBA,  BBIMMCAHHOTO B  PEIENTe,
dbapmaneBTUYeCKuli pabOTHUK WMEET TMpaBO II0 COTVIACOBAHHWIO C BpadoM
MPOU3BECTH €ro 3aMeHy JPYI'MM TOPTOBbIM HAWMEHOBAaHHUEM JaHHOTO
MEXIYHApOIHOTO HEMAaTCeHTOBAHHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO CPEJCTBA.
Ha ob6opore pementa HE0OXOIMMO yKa3aTh HAaWMEHOBAHHE OTITYIICHHOTO
JIEKapCTBEHHOTO CPEJICTBA, MIOCTABUTH MOAMNKUCH U 1aTy OTITYCKA.



12. Tlpu oTIrycKe JEeKapCTBEHHBIX CPEJICTB (hapMarleBTUICCKUM PAOOTHUKOM
B pelenTe 00s3aTesIbHO YKa3bIBAKOTCS:

a) KOJIMYECTBO PEATM30BaHHBIX YITAKOBOK, TA0JIETOK (KaICy, qpaxe, aMITyIl
U TaK Jiajiee) U uX o0mas CTOMMOCTb;

0) nara oTIycKa M MOANMKUCH PapMaIeBTHIECKOro padOTHHKA.

13. B cmydae eciam penent Ha JICKAPCTBEHHOE CPEACTBO BBINMHCAH B J03€,
MPEBBIIAIONICH BBICIIYIO Pa3OBYIO 1103y, (hapmarieBTUUecKuil pabOTHUK OOs3aH
MPOU3BECTU OTIYCK 3TOr0 JIEKAPCTBEHHOTO CpPEACTBA U3 pacyeTa IOJIOBUHBI
BBICIIIEH pa30oBOM J03bl. B 3TOoM ciydae Ha 0OOpOTHOM CTOpPOHE perenTa
yKa3bpIBaeTCd IU(pOH U MPONUCHIO KOJIMYECTBO JIEKAPCTBEHHOTO CPEJICTBA,
OTIyCKaeMoro (gapmMaleBTUYECKUM paOOTHUKOM.

14. OTnyck HapKOTHYECKHX JIEKAPCTBEHHBIX CPEACTB OCYIIECTBISIETCS
B  OTHAEJIe AamnTeKH, pacloJOKEHHOM B  TMpeAenax  aAMUHUCTPATHUBHO-
TEPPUTOPUATIBHBIX €UHUIL, HA TEPPUTOPHUHN KOTOPHIX HAXOJATCS TOCYJAPCTBEHHbBIC
ne4eOHO-MPO(QUIAKTUYECKUE YUPEKICHUSI, Bpaud KOTOPBIX BBIMHUCAINA PELENT Ha
UX JIbIOTHOE UJK OECIUIATHOE MOTYUYEHUE, U K TEPPUTOPUHU OOCTYKUBAHUSI KOTOPOH
MPUKPEIUICHBI YKa3aHHbIE MAIlUEeHTHI.

15. Otaen anTeku, OCYIIECTBISIONIMI MalMEHTaM OTIIYCK HApKOTUYECKUX
CPEACTB U JIEKAPCTBEHHBIX CPEACTB, MOMJICKAIIUX MPEIMETHO-KOJIMUYECTBEHHOMY
y4eTy IO perentaMm, I0KeH ObITh oOecreueH oOpas3liaMy OTTHCKOB IledaTei,
noAmnucel Bpaue, paboTarouux B rocyJapCTBEHHBIX JIeUeOHO-MPOPUITAKTUIECKUX
YUPEKJCHUSIX U BBIMUCHIBAIOIINX 3TH JIEKAPCTBEHHbBIE CPEICTBA.

16. Pement Ha nekapCTBEHHBIC CPENICTBA, BBIMMMCAHHBIN Ha PEIEITYPHOM
onmanke (opmbr Ne 148-1/y, mociie oTmycka JIGKapCTBEHHOTO CPEACTBA TOJICIKUT
XpaHEeHHIO B oT1eIe anTeku 1 (oIuH) roJ1 co JHS OKOHYaHHS CPOKa €ro JICHCTBUS.

17. Peuent Ha JIeKapCTBEHHBIE CPEJICTBA, BBHIMUCAHHBIA HA CHEUUATBHOM
peLenTypHOM OJIaHKE, TIOJUIC)KUT XPAaHCHHUIO B OTJIENIC anTeku 5 (MATh) JIET CO JHS
OKOHYaHUs CPOKa €ro JACHCTBHUSL.

18. B cmydae, korja pernenT ocTaeTcs B OTAeNe anTekd, papMareBTHICCKU
pPabOTHUK, OCYIIECTBISIONINI OTIYCK JEKAPCTBEHHBIX CPEACTB, TOJKEH MOAPOOHO
O0OBSICHUTH CIOCOO M yKa3aHUsl Bpaya MO UX MPUMEHEHUIO, YKa3aHHbIE B pEIEeNTe,
U TIepernucaTh UX Ha YIAaKOBKY JIEKAPCTBEHHOI'O CPEJICTBA.

19. Tlpu oTmycke JEKapCTBEHHBIX CPEACTB pPaOOTHUK OTHAENa anTeKu
nHpOpMHpYET O IpaBUjaX MpUeMa JEKAapCTBEHHOI'O CPEACTB. PEXKUME IMpHUEMA,
pa30BOI U CYTOYHOM J103€, crocode mpreMa (¢ ydeToM IpreMa IMUIIH | Tak Jaliee),
MpaBWJiax XpaHEHWs W Tak jajee, oOpaljaeT BHHMaHUE Ha HEOOXOJUMOCTH
03HAKOMUThCA ¢ HHPOpMAIMEl 110 TPUMEHEHUIO JIEKAPCTBEHHOI'O CPEJICTBA.



