"O BHeCeHUH U3MEeHEeHHUH B
denepaibHBIN 3aK0H «00
OOpalIeHuH JIeKaPCTBEHHBIX
cpeacTB»"

Crartbsaa 1

Braectu B ®emepanbHbii 3akK0H oT 12 anpens 2010 roga Ne 61-03 «0O6
oOpallleHuH JIeKapCTBEeHHHIX cpeacTB» (CoOpaHue 3aKOHOAaTEIbCTBA
Poccuiickou ®epepanuu, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188;
2022, Ne 43, ct. 7268; 2024, Ne 6, cT. 764) cnenyouyue u3aMeHeHUs: 1)
4acThb 2 CTaTbu 9 OOIIOIHUTE IIYHKTOM D CJIeNyIOIero ComepKaHus:
«5) cobofeHre TPeaqyCMOTPEHHBIX — CTaThel 55? HaCTOSIIero
denepanbHOr0 3aKOHA TPeOOBAHUM K IMIPOBEIEHNIO 9KCIIEPUMEHTA I10
OCYILIECTBJIEHUIO PO3HUYHON TOPTOBJIN JIEKAPCTBEHHBIMU
npenapatamu AB. MON 2 100088 69481 3 2 gnsg MeouIIMHCKOI O
MIPUMEHEHUS C UCIIOJIb30BAaHUEM IMEePEOBUKHBIX alITEYHBIX ITYHKTOB.»;
2) DOTONIHUTE CTaTheu 557 cremyloiiero cogepxauusd: «CtaTtesa 557.
[TopsimOK OCYyLIECTBIIEHUS PO3HUYHOU TOPTOBJIX JIEKapPCTBEHHBIMU
ImpernapaTaMu OIS MEOUIIMHCKOTO IIPUMEHEHUS C UCII0JIb30BaHUEM
IepeaBUKHBIX allTeYHBIX MYHKTOB 1.B nepuop ¢ 1 cenTsabps 2026
roga mo 1 ceHTsa0ps 2029 roma mpegycMaTpuBaeTCs IIPOBEIEHUE
9KCIEepPUMEHTA 10 OCYILIEeCTBJIEHNIO PO3HUYHOU TOPTOBINA
JIeKapCTBEHHBLIMHU IIperapaTaMu OJId MEOUIIMHCKOTO IPUMEHEHUS C
HUCIIONTb30BaHMEM IepeABUKHBIX allTEYHBIX ITYHKTOB (Oajee B
HaCTOSIIel CTaThbe - SKCIIEPUMEHT).

2. Bkmouenue cyobekToB Poccuiickoit ®emepaliuu B 9KCIIEPUMEHT U
HUCKJIIOUEHME VX U3 IKCIIEPUMEHTAa OCYLIECTBISAIOTCS 110
pacnopsizkenuto [IpaButenbcTtBa Poccuiickon ®emepanuu Ha
OCHOBaAHHUU XOAaTalCTBa BHICIIETO JOJI2KHOCTHOTO JIKIla CyObeKTa
Poccutickou ®enepanyu. BKiIroueHre allTEeYHBIX OpraHu3anui B
9KCIIEPUMEHT U MCKII0OYEHUE X U3 9KCIEePUMEHTa OCYyUIeCTBIISIOTCS
10 PEeIIeHNI0 YIIOJTHOMOYEHHOT0 UCIIOJITHUTEJILHOIO OpraHa cyObeKTa
Poccutickoit ®Pepgepaliid Ha OCHOBAHUU 3asIBIEHUS allTEYHOU
OpTaHU3alluU O BKJIIOUYEHUU B S9KCIIEPUMEHT U 3asBJIEHUS allTeYHOU
opraHu3anuu 00 UCKIIOYEHUN U3 SKCIIEPUMEHTA, TTOTaHHBIX B
YIIOJITHOMOYEHHBIN UCIIOJTHUTENIBbHBIN opral cyObeKkTa Poccuiickoi
denmepauuy, U 110 pe3yabTaTaM O0TOOpa alTEeYHOU OpraHU3alyu OJId
y4acTus B 3KCIIEPUMEHTE, IIPOBEIEHHOT0 CYyObeKTOM Poccuiickoiu
Qenepalluu B YCTAHOBJIIEHHOM UM Iopsngke. 3.B pamkax
9KCIIEPUMEHTAa €r0 Y4aCTHUKM BIIpaBe OCYIIECTBISATH POSHUYHYIO
TOPTOBJIIO JIEKAPCTBEHHBIMHU IIpernapaTaMu OIS MEOUIIMHCKOTO
IIPUMEHEHUS C UCIIOJIb30BaHUEM IIEPEIBUKHEIX alITEYHEIX IIYHKTOB
(3a UCKITIIOYEHUEM JIEKapPCTBEHHBIX IIpelapaToB, CoOOepKallinux



HapKOTHUYECKHNE CPEeACTBa, IICUXOTPOITHLIE BEIleCTBa U UX
IIPEKYPCOPEHI, JIEKapCTBEHHEBIX ITPenapaToB, CogepKaliux
CUJIbHOOEUCTBYIOIINE BEIIECTBA, JIEKapCTBEHHBIX ITPEapaTos,
BKJIIOUEHHBIX B IIEpeYeHb JIEKAPCTBEHHBIX CPENCTB IS
MEOULIMHCKOTO IPUMEHEHU s, IToAJIeKallux IpeaMeTHO-
KOJINYEeCTBEHHOMY y4eTy, IpeqyCMOTPEHHLIU YacTeio 1 ctaTteu 58!
HacTtosmero ®emepanabHOT0 3aKOHa, paguodapManeBTUYECKUX
JIeKapCTBEHHBIX ITPenapaToB, UMMYHOOMOJIOTUYECKUX JTI€KapPCTBEHHBIX
ITperapaToB, JIeKaPCTBEHHBIX IIPernapaToB, O KOTOPHIX B
COOTBETCTBUH C MHCTPYKIMEN 10 IPUMEHEHUIO JIeKapCTBEHHOT 0
Ipernapara yCTaHOBJIEH TeMIIepaTypPHBIM PEeXUM XpaHeHusa Huxe 15
rpanycos llenbcus, CIMPTOCOOEPKAIINX JI€eKapPCTBEHHBIX IperapaToB
c 00bEeMHOM [I0IE€M STUIIOBOTO CITMUPTA CBHIIIE 25 IMPOLIEHTOB U
JIeKapCTBEHHBIX IPEeNapaToB, U3TOTOBJIEHHBIX allTeYHBIMU
OpraHu3alusIMU) B CEJIbCKUX HAaCEeJIEHHBIX ITYHKTaX, B KOTOPHIX
OTCYTCTBYIOT aiTeYHbIE OpPraHU3aluy, UHOANBUOYyaJIbHbIE
NpeOnpuHUMATENIN, UMeIoIlre TUIeH31I0 4 Ha (papMalleBTUYEeCKYIO
OesiTebHOCTh, MEOQUIIMHCKHWE OpraHu3alliy, UMeorie JTUIeH3UI0 Ha
(papMmalieBTUYECKYIO AEATENBHOCTD, U UX 000CO0JIEHHBIE
nogpa3aeneHus. [lercTBUe MOJI0OKEHUM HACTOMINEN CTaThy He
pacupoCTpaHsAeTCs Ha JIeKapCTBEHHEIE IIpenapaThl 41
MEeOUITMHCKOTO IPUMEHEeHUsI, OTIIyCKaeMble OeCIIJIaTHO UJIN CO
CKU[KOM IrpaxkgaHaM, UMeIOIIUM ITpaBo Ha obecredyeHue
JIeKapCTBEHHBIMU IIperapaTaMu 3a CYET CPeACTB OI0OKETHBIX
accurHoBaHuu emepanbHOro 60gXKeTa U 0I04KETOB CYOHLEKTOB
Poccunickou ®epgepanuu

4. Po3HUYHAas TOPTrOBIIS T€EKAPCTBEHHLIMHU MperapaTaMyu OJIis
MEOUILIMHCKOTO IIPUMEHEHUS C UCIIOIb30BaHNEM MIEePEaBUKHBIX
allTeYHBIX IIYHKTOB OCYIIECTBJISIETCSA allTEYHLIMHU OpraHu3alusaMu (3a
HCKII0OYEeHNEM UHOWBUAYAIBHBIX IIPEeAIPUHUMATENEN), UMEIOIIUMU
pa3pellleHre Ha OCYIIeCTBIEHUE PO3HUYHON TOPTOBJIN
JIeKapCTBEHHBIMU ITpenapaTaMu OJIs1 MEAUIIMHCKOTO IPUMEHEHUS C
HCIIOJIb30BaHUEM II€PEeOBUKHBIX allTeYHBIX IIYHKTOB, BEIJaHHOE
demepanbHBIM OPTraHOM MCHOIHUTEIBHOU BIAaCTU, OCYHIECTBIISIONIUM
(GyHKIIMM IO KOHTPOJIIO ¥ HaA30py B chepe 3TpaBOOXpaHEHUs, a
TaKXe JIMIeH3UI0 Ha (papMalleBTUUYECKYIO AesITeIbHOCTh C YKa3aHueM
BBITIOJTHSIEMBIX Pab0T (OKa3bkIBAaEMBIX YCIIYT) IO PO3HUYHOU TOPTrOBIIE
JIeKapCTBEHHBIMHU IIperapaTaMu OJid MEOUIIMHCKOTO IPUMEHEHUSI,
XpaHEHUIO U IepeBO3Ke JIeKapCTBEHHEIX IIPeapaToB OJIsd
MEOUIIMHCKOTO 5 IIPUMEHEHUS U BIafeloNIuMMU TaKOU JTUIIeH31eu He
MeHee Tpex JIET, IPU Halu4duu

5. [log mepeOBUKHBIM allTEYHBIM ITYHKTOM B IE€JISIX HACTOSIIIEN
CTaTh¥ IIOHUMAETCSI CTPYKTYPHOE MoAgpa3aeieHrue alTeuYHOl —
opraHu3aluiu, 6 OCYILIECTBIISIONee POSHUYHYIO TOPTOBJIIO
JIeKapCTBEHHLIMU IIpellapaTaMy AJ1s1 MEOUIIMHCKOT 0 IPUMEHEeHUS BHE
CTallMOHAapPHOT'0 TOPTOBOr0 OOBEKTA C UCIIOJIb30BAHUEM
M30JINPOBAHHOTO MOMYJIS Ha MIaT®opMe aBTOTPAHCIIOPTHOTO
CpencTBa C OTHeJIbHOU KaOuHOM BoguTes. Takue MOOYIb U
aBTOTPAHCIIOPTHOE CPELCTBO [OJIKHEI TPUHAJIeXXaTh allTeYHON
OopraHM3alliy Ha IIpaBe COOCTBEHHOCTH UJIM Ha MHOM 3aKOHHOM



OCHOBaHWM, IIpefycMaTpUBaIOIEeM IIpaBo BIafJeHUs U IIPaBo
nonb30BaHUA. [lepegBUKHOU allTeYHBIU IIYHKT KOMIIJIEKTYETCS
ob6opymoBaHuEM, KOTOPOE MOJIXKHO NPUHAAJIeXXaTh allTeYHOM
OopraHu3alluy Ha IIpaBe COOCTBEHHOCTH UJIM Ha MHOM 3aKOHHOM
OCHOBaHMM, IpeyCMaTpPHUBaIOIIEM IIPaBO BIaJeHUs U IIpaBo
ITOJIb30BaHMUSI, ¥ KOTOPOe HeoOXOOUMO IS MoOaepPKaHusd aBTOHOMHOM
PabOoTHI MEPEIBUKHOIO AlITEYHOT'0 IIYHKTAa U 00ecIieueHus
BO3MO2KHOCTH TE€XHOJIOTUYECKOTO IPUCOEOUHEHUS KIJIEKTPUUIECKUM
ceTsIM, a TaKXkKe 000pyJoBaHUEM, KOTOPOEe IIpegHa3HavYeHo OJis
PO3HUYHOMU TOPTOBJIM I€EKapPCTBEHHLEIMHU MIpellapaTaMu Oiis
MEOUIIMHCKOI'O IIPUMEHEHUS U UX XPaHEeHUSI B COOTBETCTBUU C
IIpaBUJIaMU XpaHEHUS JIEKapCTBEHHBIX CPEACTB, YTBEPXKAEHHLIMU B
COOTBETCTBUU C HacTosaimuM PeneparbHbEIM 3aKOHOM

6. YuacTHUKaMu 3KCIIepUMeHTa — SABJISAIOTCS YIIOJTHOMOYEHHBIU
denmepanbHBIM OpraH UCIOIHUTEIBPHON BIIACTH, YIIOJTHOMOYEHHBIE
HUCIOJIHUTEJIbHBIE OpraHbl Cy0ObeKTOB Poccutickont demepanuuu u
alTe4yHble OpraHu3alvy (3a UCKIII0OUEeHUEM HHONBUAYaIbHBIX
MIpeAIrpuHuMaTesnei), 7 COOTBETCTBYIONINE TPeOOBaHUSIM,
YCTAQHOBJIEHHBIM 4aCThIO 4 HACTOSAIIEN CTaTbU

7. IlonoxkeHue 0 IOpsAOKe MPOBEOEHUS SKCIIEPUMEHTa, B TOM YHCIIe
TMOPSIOK M KPUTEPUU BKIIOUeHUs cyObekTa Poccutickoit ®emepamuu
B 9KCIIEPUMEHT U UCKJIIOYEHHUS €ro U3 3KCIIepuMeHTa, MOPSIa0K
OCYILIECTBJIEHUS PO3HUYHON TOPTOBIM JIEKaPCTBEHHBIMU
npenapaTamMu Ojisi MEOUIIMHCKOTO IIPUMEHEHUS C UCIIOJIb30BaHUEM
MMepPeOBUKHBIX alITEYHBIX IYHKTOB U IIpaBUJjia BhJa4yd pa3pelleHus
Ha OCYILeCTBJIEHUE PO3HUYHOU — TOPIOBJIU JIEKaPCTBEHHBIMU
npemnapaTtaMu AJid MEOUIIMHCKOTO IPUMEHEHHUS C UCIIOJIb30BaHUEM
mepeaBUKHBIX alITEeYHBIX IYHKTOB, yTBepKaaeTcsd [IpaBUTETLCTBOM
Poccutickou ®egepanuu

8. YrionmHoMouYeHHBIN pemepanbHBIN OpraH UCIIOIHUTEIbHOU BIaCTU

9. YII0oTHOMO4Y€EHHBIN MCIIOJITHUTENbHBIN opral cyObeKTa Poccuiickon
Oepepanuu

10. AuTeuyHble opraHu3alliy BIIpaBe OTKa3aThCsa OT y4acCTHUs B
9KCIEepUMEHTE, HAallpaBUB B YIIOJTHOMOYEHHBIM UCIIOTHUTEIbHBIN
opraH cyowrekTa Poccuiickoit ®egepalinu 3asBiIeHUe 0 IpeKpalleHuu
OCYILIECTBJIEHUS PO3HUYHOU TOPTOBJIX JIEKaPCTBEHHBIMU
npemnapaTtaMu OJIs MEOUIIMHCKOTO IPUMEHEHHS C UCIIOJIb30BaHUEM
MMePEeOBUKHBIX allITEYHBIX ITYyHKTOB

11. XpaHeHue 1eKapCTBEHHBIX IIPernapaToB OJId MEeOUIIMHCKOT O
IPUMEHEHUS B IEPEOBUXKHOM allTEYHOM IIYHKTE OCYILEeCTBIIsIeTCSa 9 B
COOTBETCTBHUU C IIpaBUIIaMU XpPaHEHUS JIEKapPCTBEHHBIX CPEOCTB,
YTBEPXKOEHHLIMH B COOTBETCTBUHU C HacToAmuM PegepaibHbIM
3aKOHOM

12. I[IpoBepeHNe NOTPY30YHO-PA3TrPy30YHEIX PAOOT B IEPEABUIKHOM
allTEeYHOM IIYHKTE OCYIIEeCTBJISIETCS C 00eCriedeHUueM 3alUTh
JIeKapCTBEHHHIX ITpenapaToB OJ11 MEQUIIMHCKOTO IIPUMEHEHUS OT



BO3IENCTBUSA aTMOC(EPHEIX 0CagKOB, HU3KUX U BEICOKUX TEMIIEpPaTyp.
13.3a HapyuieHus 3aKoHOmaTenbCcTBa Poccurickou ®epepanuy,
COBEPIIIEHHEIE B X0[le ITPOBEeAEHNS 3KCIIEPUMEHTA, €Tr0 YYaCTHUKU
HECYT OTBETCTBEHHOCTh, YCTaHOBJIIEHHYIO — 3aKOHOATEJIbCTBOM
Poccutickou ®egepanuu

14. KoHTPOJIb 3a HUCIIOTHEeHHeM TpeOOBaHUM, CBSI3aHHBIX C
MMPOBeeHNEM 3KCIIEPUMEHTAa, OCYIIECTBASETCSA dpeepaalbHbIM
OpPraHOM HCIOJTHUTEIbHOM BIAaCTH, OCYIIECTBIISIOINM QYHKIIUU 10
KOHTPOJIIO ¥ HAaA30py B chepe 3apaBOOXpPaHEHUSI, B IOPSAOKE,
ycTaHOBIeHHOM DepaepanbHbBIM 3aKOHOM OT 31 utonsg 2020 roma Ne
248-®3 «O rocygmapCTBEHHOM KOHTPOJIie (Haa30pe) 1 MyHUIIUIAaIbHOM
KOHTpoie B Poccuiickou ®emepanmum».»

4. paOOTHHUKA, KOTOPHIM 3aKJIIOYHII C allITeYHOM OpraHu3anuen
TPYHOOBOU OOTOBOP, OEATEILHOCTh KOTOPOTO HEIOCPEACTBEHHO
CBsI3aHa C PO3HUYHOM TOPTOBJIEN JIeKapCTBEHHBIMU IIpernapaTaMu O
MEOULIMHCKOTO IIPUMEHEHUS C UCIIOIb30BaHUEM MEePEaBUKHBIX
allTeYHBIX IIYHKTOB U XpaHEeHNEM JIeKapCTBEHHLIX IIPENapaToB oI
MEOUIIMHCKOTO IIPUMEHEHUS U KOTOPBIM UMEET BRICIIIEE UM CpeOgHee
dapmalieBTHYECKOE 00pa30BaHue, aTakkKe cepTudUKaT CclieluaanucTa
WUJIYM IPOUOEHHYI0 aKKpeOuTalluio ClieluainucTa

4. 31eKTPOHHOM CUCTEMEI IJIaTeXeu U (1JIK) MOOUJILHBIX MJIaTEeXKHBIX
TEePMUHAJIOB, ITPedHa3HaYeHHEIX OJIsI ITPOBEIeHUs 3JIEKTPOHHBIX
IJIaTexkel, BTOM 4HCJie C IIOMOIIbI0 0AaHKOBCKHUX KapT,
HEMOCPEOCTBEHHO B MeCTEe OKa3aHHUs yCIyTU

4. BO3MOXKHOCTHY BHECEHUS UH(POPMAILIUX O ITPOAAaHHBIX
JIeKapCTBEHHBIX IIpenapaTax O MeJUIIMHCKOTO IIPUMEHEHUS B
CHCTEMY MOHUTOPHHTA OBUKEHUS JI€KaPCTBEHHLIX IIPEIlapaToB I
MEOUIIMHCKOTO IPUMEHEHHUS B ITOPSAAKE, IPEeOyCMOTPEHHOM 4YacCThio 7
cTaThu 67 HacTosuero ®emepanbHOTO 3aKOHA

8. OCYILIECTBIIAET METOONYECKOE COIIPOBOXIOEHNE SKCIIEPUMEHTaAQ,
BKIIIOYad METOOHUYEeCKO€ COIIPOBOZXKIOEHHNE NeATEJTIbHOCTH allITEYHBIX
OpFaHH3aHHﬂ, Y49aCTBYIOIIIUX B 3KCIIEPUMEHTE

8. nmpencrasnset B [IpaBuTenbcTBo Poccutickon demeparuu
ITpeaBapPUTEIILHEIN (B IIEPUOI IIPOBeOeHUsI 9KCIIepUMEeHTa, HO He
IMO3Hee YeM 3a [ABa Mecslla 0 UCTeYEeHUSI CPOKa IIPOBEIeHUST
9KCIIePUMEHTA) ¥ UTOTOBBIM (II0 OKOHYAHUY 9KCIIEPUMEHTAa, HO He
IMo3gHee YeM Yyepe3 [Ba Mecsilla II0Cjie UCTeUYeHUsI CPOKa MIPOBEeIeHU s
9KCIEPUMEHTA) OOKJIadbl O pe3yIbTaTaX IIPOBedeHUsI 9KCIIePUMEHTA
U ITPEIJIOKEHUsI 0 BHECEHUY U3MEHEeHUN B 3aKOHOIATEILCTBO 00
oOpallleHuM JTIeKapPCTBEHHBIX CPEOCTB

9. BIIpaBe YCTaHOBUTH OCOOEHHOCTHU MMPOBEAEHUS 9KCIIEpUMEHTA

9. IIPOBOOUT B YCTAHOBJIEHHOM UM IIOPSAOKE OT60p AIITEYHBIX
OpFaHH3aHHﬁ OJIsd Y9aCTHUA B 3KCIIEPHUMEHTE, a TaK2XKe YTBEP2XKIOaAeT
IIepe4deHb alITEYHEBIX OpFaHH3aI_II/Ifl, BKIIIOYEHHEIX B SKCIIEPHUMEHT



9. yTBepKOgaeT MapUIPYThl ClIeoBaHusI U I'paduku paboTH
TepeaBUKHBIX allTEYHBIX ITYHKTOB

9. OCYIITECTBIIA€T MOHUTOPHUHI ITPOBEOEHUSA IKCIIEPUMEHTa U
IIpencTaBlideT ero pe3yJIbTaThl B YHOHHOMO‘-IeHHbel (be)IepaHbeIﬂ
Oopran UCIOJIHUTENIbHOM BJIaCTU

Crarbsa 2

1. HacTosimuit ®emepanbHbBIM 3aKOH BCTYNaeT B Cuily ¢ 1 ceHTa0ps
2026 roga. 10 2. ITomoxxeHus IIyHKTa 5 4aCTu 2 CTaThu 9 U cTaThi
55?7 ®emepanbHOro 3akoHa oT 12 ampens 2010 roma Ne 61-®3 «0O06
oOpallleHUM JTeKapCTBEHHBIX CPEACTB» IPUMEHAIOTCS 00 1 cCeHTI0ps
2029 ropa

3. HopmaTuBHEIE TPpaBOBEIE aKThl Poccuiickou ®emepaiuu,
yCTaHaBJIMBamIlue — 00si3aTelbHble — TPeOOBaHUS U —
HallpaBJIEeHHbIE Ha peasii3alliio IOJI0OXKEeHUMN MYHKTa 5 4YacTu 2 CTaTbu
9 u ctathu 55? ®epmepanbHOro 3akoHa oT 12 anpens 2010 roga Ne 61-
®3 «O6 obpaleHun 1eKapCTBEHHBIX CPECTB», BCTYIAIOT B CUITY B
CPOKH, YyCTAHOBIIE€HHBIE YKa3aHHBIMU HOPMATHUBHLIMU ITPAaBOBEIMU
aktamu. B.Ilytun Ne 125-03
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