MHUHUCTEPCTBO 3IPABOOXPAHEHUS
IIPUMOPCKOTI' O KPAS

IIPUKA3

14.05.2026 r. BnaguBocTok Ne 18/111)/329

O B3auMo/elicTBHM NPH NOCTYIUIEHHH HCKOBBIX 3asiBJICHHI B MHHHCTEPCTBO
3npasooxpaHeHus IIpumMopckoro kpasi M B KpaeBble rocyapcTBeHHbIE
MEeIUIHHCKHE OPTaHH3ALHMH 110 BOIPOCAM JIbIOTHOI'0 JIEKAPCTBEHHOI0

oecrie4eHHs] H MOHHTOPHHTA HCIOJIHEHHSl PEIeHHs CYAa N0 00ecedeHnIo
IPa’kaH JIeKapCTBeHHLIMH NpenapaTaMu, MeIHIUHCKHMH U3IeIUAMHA 1
CHeNHATH3HPOBAHHBIMH NPOAYKTAMH J1e4e6HOr0 MHTAHUS HA TEPPHTOPHH

IIpumopckoro kpas

B memix ocymectsierus >QdeKTHBHOM M NpPaBOBOH EATENBHOCTH IpH

NOCTYIUICHHH MCKOBBIX 3asfBJIEHHH I10 BOIIpOCaM JIBI'OTHOI'O JICKapCTBEHHOI'O

obecrieuenns Ha TeppuTOpuH IIPHMOPCKOro Kpas M MCHONHEHHS PElIeHHs CyJa I0

obecrnieyeHnIo rpaXxaaH JICKapCTBCHHBIMHU nnpenaparaMu, MCOIULMHCKUMHU U3ACIUIMHU

U CIICIHATTM3UPOBAaHHBIMY IIPOAYKTaAMH J1€4e0HOro MUTaHUA

ITPUKA3BIBAIO:

1. YTBepauTs:

1.1. PernamMeHT B3aMMOZIEHCTBHS IpPU MOCTYIUICHHH WCKOBBIX 3asBJICHMH B

MUHHCTEPCTBO 31paBooXpaHeHus [IpuMOpCcKoro kpas U B KpaeBble roCcy1apCTBEHHBIE

MCIMIMHCKHE OpPraHU3alMuy 10 BOIIPOCAM JILIOTHOI'O JICKApCTBCHHOI'O obecreuyeHus

Ha Teppuropuu IIpumopckoro kpasi.

1.2. PernaMeHT MOHHTOPHHIa UCIIOJHEHHs PEIIEHHS CYya IO 00eCIeYeH IO

TpaxxaaH JICKAPCTBCHHBIMHU IIperaparaMi, MCANIIMHCKUMHU HU3ICIINAMUA

CIICOIHATA3NPOBAHHBIMHU IIPOAYKTAMH 1e4e0HOr0 IIUTaHHUS.

u

1.3. ®opmy oruera 06 06GeCHeUYEeHHOCTH M NOTPEOHOCTH B MeIUKAMEHTAax

3asBUTENA (B3BICKATEIA).




2. Bemymemy KOHCYNbTaHTY YIpaBleHHA IPOEKTHOM JAESTENBHOCTH
KunenkoBoit A.FO. ob6ecneunts cobGmonenune MEpPOIIPHATHH, CBS3aHHEIX C
OQHUMANbHBIM  ONMyONMKOBAHMEM HACTOANIETO  IPHKA3a, IIPENYCMOTPEHHBIX
Hocranosnenuem I'y6epraropa Ilpumopckoro kpas ot 20.04.2020 Ne 43-mr «OG6
obecriedeHMH O(GUUHMAILHOIO OIYGIHKOBAaHHS 3aKOHOB ITpumopckoro  kpas,
IpaBoBEIX akToB ['yGepHaropa IIpumopckoro kpas, ITpaBurenscrsa IIpumopckoro
Kpasi, OpraHoB HCIIOJIHUTEIbHOH Bi1acTH IIpuMopckoro kpasy».

3. KoHTposb 32 HCIIOJIHEHHEM HACTOSIIETO IIpHKa3a OCTABJISAIO 32 COOOM.

Mpunuctp E.IO. lllecronanos




VTBEPX/IEH
IIPpUKa3oM MHHHCTCpCTBa

3APpaBOOXpPaHECHUS HpI/IMO CKOI'0 Kpas
or 14052026 1, 18/mp/32

PernamenT B3anMozeicTBIs ipu MOCTYIIEHHH
MCKOBBIX 325BJICHHH B MHHHCTEPCTBO 3/IpaBOOXpaHeHus IIpumopckoro
Kpas ¥ B KPa€BBIC rOCyJapCTBEHHBIE MEANLUHCKHE OPTaHU3ALHH 10
BOIPOCaM JILI'OTHOTO JIEKAPCTBEHHOI'O 00ECIIEYEeHH)sI HA TEPPUTOPHH
IIpumopckoro kpas

1. Hacrosmmii pernameHT pa3paGoTaH B COOTBETCTBHH C DenepanbHEIM
3aKkoHOM oT 17 mromst 1999 roma Ne 178-®3 «O rocynapcTBEHHOM CONMATBHON
nomoum», IlocranoBnenuem IlpaButenscrtBa Poccuiickoit ®enepauun ot 30 urons
1994 roma Ne 890 «O rocymapcTBeHHOI NOJIEPKKE pPa3BUTHA MEIULMHCKOM
IPOMBIIICHHOCTH ¥ YIYYIICHHH OOECHeYeHHs HACeNeHUs M  YUpeKICHHil
3[IpaBOOXPAaHCHUA JICKAPCTBEHHBIMH CPEACTBAMH M M3ACIUAMH MEIUIMHECKOTO
HasHA4ICHWD), pacrnopsokeHueM IlpasurensctBa Poccumiickoit ®emepamuu ot 31
nexabps 2018 roxa Ne 3053-p <O6 yrBepxaeHuu NE€PEeYHs MEIULUHCKUX H3/IEIIHH,
MMIUIAaHTHPYEMbIX B OPraHH3M Y€NIOBEKa NPH OKAa3aHUH MEIUIMHCKOH IOMOINM B
paMKax IporpaMmsl roCy1apCTBEHHBIX FapaHTHH OECILIATHOTO OKa3aHHsA IPaXKJaHaM
MEJMLUMHCKOH ITOMOIIH, & TAKXKe NEPETHs MEAUUMHCKAX H3/IENH, OTIIYCKAEMBIX IO
PelielTaM Ha MCOUUMHCKME H3JENHs IPH MPENOCTaBICHHH HA60pa COLHAIBHBIX
yenyr>, pacnopsbkeHueM IlpasurensctBa Poccuiickoit ®enepanun ot 11 nexabps
2023 ropa Ne 3551-p <OG6 yTBepKaeHHM NEpPeYHs CHeLHATU3UPOBAHHBIX IIPOYKTOB
J1e4e0HOr0 NMUTAHUA IS A€TeH-HHBAIMIOB>, 3aKOHAMH IIpumopckoro kpas ot 08
anpenst 2011 roga Ne 750-K3 «O 3mpaBooxpaHeHnn B ITpumopckoM kpae», ot 20
aHBaps 1999 roma Ne 32-K3 «O nekapcTBeHHOM 0OGecHeYeHHH Ha TEPPUTOPUH
IIpumopckoro kpas», mpukasamu MuHHCTEpCTBa 3npaBooOXpaHeHus Poccuiickoi
Qenepanuu or 24 HosOps 2021 roma Ne 1094w «O6 yrBepxaennu Ilopsaka
HA3HAYCHHs JICKapCTBEHHBIX MpemnapaTtoB, (OopM peunentypHsIX O6IaHKOB Ha
JICKapCTBEHHBIE Npenapartkl, [Topsiaka opopmnenns ykasaHHBIX 671aHKOB, HX ydeTa
XpaHeHHd, (OpM ONAHKOB PEIENTOB, COAEPXKAIMMX HA3HAYCHHE HAPKOTHYECKHX
CPeACTB HIM IICHXOTPONHBIX BellecTB, I[lopsnka uX H3roTOBICHUs, pacnpeIeIeHus,
PETHCTpalliy, y4€Ta U XpaHeHu, a Taxke [IpaBun opopminenus GraHKOB penenTos,
B TOM 4HCIIe B HOpME 3IEKTPOHHBIX JOKYMEHTOB», oT 07 Mapta 2025 roxa Ne 100m
«00 yrBepxnenuu IIpaBui OTITyCKa JIEKAPCTBEHHBIX IPENAPATOB IS MEIUIIMHCKOTO
IIPUMEHEHHA anTeYHBIMH OpraHU3alHAMH, HHIUBUAYIbHBIMH
IpEANPUHUMATEIISIMH, HIMEIOIIUMHU JIULICH3HUIO Ha OCYILIECTBIICHHE
(hapMaueBTHYECKOH JNEATENbHOCTH, MEIUIMHCKMMH OpraHH3aLMsAMH, HMEIOIUMH
JHICH3WIO HAa OCYIIECTBICHHE (apMalleBTHYECKOW JEATEIBHOCTH, H HX
000COGIEHHBIMU TOJPA3/ICICHUsMH, DPACTIONOKEHHBIMA B CEIBCKHX HACETCHHBIX
NyHKTaX, B KOTOPBIX OTCYTCTBYIOT aNT€YHblE OpraHM3amuy, IIpaBwi oOTImycka
HAapKOTHYECKUX CPEICTB M IICHXOTPOIHBIX BEIIECTB, 3apETHMCTPUPOBAHHBIX B
Ka4eCTBe JICKADCTBEHHBIX IPEMaparoB JUIi  MEQUIMHCKOrO  IPUMEHEHHS,
JIEKapCTBEHHBIX MPENapaToB JUIi MEAMIMHCKOTO IPUMEHEHHs, COJepKaluX




HapKOTHYECKUE CPENICTBA M NICHXOTPOIHBIE BEIIECTBa, IIopsaka oTmycka rpaxiaHam
ANTeYHBIMA OPraHU3alMAMH MMMYHOOHOJIOTHIECKUX JIEKAPCTBEHHBIX MPENapaToB
ML MMMYHONIPOQMIAKTHKW», MpPHKAa30M  MHHHCTEPCTBA  3/PaBOOXPAHEHHS
IIpumopckoro kpas or 04 mapra 2026 roma Ne 18/mp/162 «O6 YTBEPXKIECHUU
PETIIaMEHTa B3aNMOACHCTBHUSA YYaCTHHKOB JIBIOTHOIO JIEKAPCTBEHHOI'O 00eCHeYeH s
HaceleHUs Ha TepPUTOpHH IIpUMOpCKOro Kkpas JIEKapCTBEHHBIMH MpemapaTaMy,
MEIUUMHCKUMH H3ICIHAMH M CICUMAIM3MPOBAHHBIMH IPOAYKTAMH JIe4eGHOTo
ITUTaHH.

2. Hacrosmmii PermameHT ompenenser IOpANOK  B3aMMOLEHCTBHS
YYaCTHHKOB IO JIBIOTHOMY JIEKADCTBEHHOMY OO0ECIIEYEHHIO HEOOXOIMMBIMHU
JICKapCTBEHHBIMU TPENIapaTaMH TPaXKAaH, BKIKYEHHBIX B DelepalbHBIA peructp
my (ganee - OHJIC) u nmekapcTBEeHHOMY 06€CTIEUeHHIO IPaXKIAH 3a CYET CpeICTB
KpaeBoro Oromkera (manee - PJIO).

3. MunucrepctBo  31paBooXpaHeHus IIpumopckoro kpas (mamee -
MunucrepcTBo):

3.1. Tlpn mOCTYmIEHMM WCKOBOTO 3asBIEHHS MO BOHNPOCAM JIBTOTHOIO
JIEKapCTBEHHOr0 O0ecreYenus Ha TeppuTOpuH IIPHMOPCKOTO Kpas MHHHCTPOM
3apaBooxpaHeHus IIpumopckoro kpas (mamee - MuHHCTP) JHOO JIHIIOM,
MCTIOJHAIOIMM €ro OO0sf3aHHOCTH, B CHCTEME SJIEKTPOHHOIO IOKyMEHT00G60poTa
OTIHCBIBACTCA  3aMECTHTENI0 MHHHCTPa - HAYalbHHKY OTZena (hapMako-
OKOHOMMYECKOrO aHAJIM3a M JICKapCTBEHHOro obecredeHus MMUHHCTEPCTBa,
OCYWIECTBILIOIIEMY  OpraHu3anuio  (GapMaleBTHYECKOM  [JEATENBHOCTH |
JIEKAPCTBEHHOTO  O0ECNEYeHUs, peaN3alMi0 MEepPEeNaHHBIX MOJHOMOYHH IO
JBFOTHOMY JIEKaPCTBEHHOMY 00€CIIEYEHHIO.

3.2. 3amecruTeneM = MHHHCTPA,  OCYLUECTBJIIONIMM  OPraHH3AIHIO
(hapManeBTHIECKOH NEATEIBHOCTH H JIEKAPCTBEHHOTO OOECTICUEHHS, PealH3alyio
NEPEAaHHBIX IIOJTHOMOYHM II0 JIBIOTHOMY JIEKAPCTBEHHOMY OOECIIEYEHHIO, He
NO3JHEEe CHCAYIOWEro pabo4ero OHA KMCKOBOE 3asBIEHHE HaIpaBiIsdeTcs Ha
HCIIONHEHHE B YaCTH IIPEICTABICHHSA MHTEPecOB MHUHHCTEPCTBA B CyAe B
YyOpaBICHHE IPaBOBOIO M  OPraHU3alMOHHO-METONHYECKOro  obOecnedeHus
MunncrepeTa mo kommereHuud. B ciyyae, eciii B HCKOBOM 3asBIICHHH HMEIOTCS
TpeOOBaHKsA 10 0OECIICYSHHIO MEJUKAMEHTAMH T10 TOPrOBEIM HANMEHOBAHHAM JHGO
II0 MEIWKaMEHTaM, HE BXOJAIIMM B IEPEeYeHb J>KU3HEHHO HEOOXOOMMBIX U
BaXHEWIINX JIEKapCTBEHHBIX mpenapatoB (manee - JXBHJIII), B 3aBHCHMOCTH OT
BO3pacTa B YbHX HMHTEPECAxX IOAAET 3asABUTENb, HAIIPABIIIET MCKOBOE 3asBIICHHE B
OT/ZIeIBl OpraHU3ALKH MEAUIMHCKON IIOMOLIH B3pOCIOMY HACEJICHHIO YIIPABICHHUS 10
OpraHu3auMyd pabOTHl IEPBHYHOTO 3BeHa MHUHHCTEPCTBA M OPraHM3aLHH
MEIMLUMHCKOH IOMOINY JKCHIIMHAM H JeTAM YIpaBI€HHA [0 OpraHHU3alyu
CIIeUHATM3HPOBAHHOM MEAULIMHCKOM TOMOoImK MUHHCTEPCTBA.

3.3. Ormen (apmMako->KOHOMHYECKOrO aHaIM3a M  JIEKAPCTBEHHOTO
obecrieyeHuss MHUHHCTEPCTBAa, OTBETCTBEHHBIM 3a JIBFOTHOE JIEKAPCTBEHHOE
obecrieyeHre, B Te4eHHEe 3 pabOYMX [HEW 3ampalldBacT y MEIHIMHCKOM
OpraHM3aLKH 10 MECTY MPUKPEIUICHHUS 3asiBUTEN HHPopMaIuio 06 00ecreYeHHOCTH
¥ MOTPEeOHOCTH B MEIUKAaMEHTaX, a TaKXKe OPraHM30BBIBAET IIE€pepaclpeselicHue
MEJUKAMEHTOB IPM MX HAIUMYUM C YIOJIHOMOYEHHOH (hapManeBTHIECKOH
OpPraHHM3allUH U aNTEYHBIX OpPraHW3alMi, OCYIECTBISIONIMX OTITYCK JIEKApCTBEHHBIX




IpenapaToB, MEIUIMHCKUX H3MIENHH, CNeNHaT3UPOBAHHBIX MPOIYKTOB neqe6HOro
nuTanus o aerotasM penentam o OHJIC u PJIO.

3.4. Ilpum TOCTYIUIGHHM MHCKOBOTO 3asBICHHA B OTACT OpraHM3aluu
MEIMLHCKON IIOMOIIM B3POCIIOMY HACEJIEHHIO YIIPABICHHs 110 OpraHH3alluy paboTs!
IIEpPBUYHOrO 3BeHa MMHHCTEPCTBA WM OTAEN OpraHH3aliH MEAMIHHCKONW ITOMOIH
JEHIIMHAM M JeTAM YIOpaBlI€HHsA 10 OpraHM3alyu CIEeNHATU3UPOBAHHOM
MeIMIUHCKOH 1moMomu MuHnucTepcTBa (B 3aBHCHMOCTH OT BO3pacTa [allieHTa) B
TedeHue 3 pabouUMX JHEH 3aNpalIMBacT B MEJULMHCKOH OpraHM3alMK 3aKIIOHCHHE
BpayeGHON KOMUCCHM O Ha3HAYEHHUH MEIMKAMEHTOB IO TOProBOMy HaMMEHOBAHUIO
WIA [0 Ha3HAYCHUI0 MEIWKAMEHTOB, HE€ BXOIAIIMX B IICPCUCHD XBHIIIL, s
IPOBEACHHS aHATIH3a 000CHOBAHHOCTH PEIICHUA 3acelaHui BpaueOHBIX KOMUCCHH.

3.5. CTpyKTypHBIe OTAeNsl MHHUCTEPCTBA, IPUHUMABIINE Y9aCTHE B cbope
JOKyMEHTOB TI0 MCKOBOMY 3asBIICHHMIO, B TEYCHHE 5 KaJCHIApHBIX OHEeH co OHA
pETHCTpaliil MCKOBOTO 3asBICHHA, BCIO HMMEIONIYIOCs MHPOPMALHIO CITyKeOHOH
3aIMCKOi HAIIPaBJIAIOT B YIIPaBIEHUE MIPABOBOrO ¥ OPraHM3alOHHO-METOUIECKOTO
obecrieueHrss MHUHHCTEPCTBA UL COCTaBJICHMS OT3bIBA Ha HCKOBOC 3asiBICHHEC M
y4acTHs B CyJeOHBIX 3aCEIaHUAX.

4. MeMIUHCKas OpraHu3alus:

4.1. Tlpy TNOCTYIUICHMHM HMCKOBOTO 3asBICHHA MO BONpOCaM JIBIOTHOTO
JIeKapCTBEHHOro obecredeHns Ha TeppuTopud IIpmMoOpckoro xpas HE IO3JHEE
ClIeAyIomero pabo4ero AHsI MMCEMEHHO yBeAOMIIeT MUHHCTEPCTBO O MOCTYIHBIIEM
FICKOBOM 3asIBJICHUH C IIPUIIOKEHUEM JOKYMEHTOB 10 HCKOBOMY 3a5BJICHHIO, & TAKKC
npegocTapisier HHGOpMAIMIo 006 00eCIeveHHOCTH X IOTPEOHOCTH 3asBUTENA B
MeIUKaMEHTaX COrVIAaCHO IIPHUIIOKEHHUIO K HACTOALIEMY IIPUKa3y.

4.2. OpranHusyer obecreueHHE 3asABHTEIA MEIMKAMEHTaMH{ IIpH HATMYMM B
IIyHKTE OTITYCKa anTeYHON OPraHU3aluH 110 OHJIIT u PJIO.

4.3. TIpu nonyyeHny MHGOpMaKK 00 OTCYTCTBHM MEAMKaMCHTOB Ha CKIIa/
YIIOJHOMOYEHHON (papMaleBTHYECKO OPTraHU3alluy ¥ B IYHKTaX OTITyCKa allTeIHbIX
OpraHHM3aIMil OpraHu3yeT B TeueHue 3 pabodmx IHEH B COOTBETCTBUH C HACTOSIIUM
DEraMeHTOM W B COOTBETCTBMHM C TNPHKA30M MHMHHMCTEPCTBA 3[paBOOXpaHCHMA
IIpumopckoro kpas oT 04 mapra 2026 rona Ne 18/mp/162 «O6 yTBEpKACHUH
peraMeHTa B3auMOJEHCTBHs yYaCTHUKOB JIbFOTHOTO JICKapCTBEHHOI'O obecriedeHus
HaceneHus Ha Teppuropuy IIpEMOpCKOro Kpas JIEKapCTBCHHBIMH IpEllapaTaMH,
MEIMUMHCKAMH H3IeIHAMH M CIELHATM3HPOBAHHBEIMA MPOXYKTaMU neye6HOro
IUTAHUA

KOHCYJIBTALHUIO Y MPOQMIBHOrO CreHaINCTa MEIUIMHCKON OpraHu3aly, B
TOM YHCIIE TeJIEMEIULIUHCKYIO;

KOHCYNBTAllMI0 y TIJABHOrO BHEIITaTHOTO CrCLHAINCTa MuHHCTEPCTBA
(nanee - 'BC) 1o cOOTBETCTBYIOIEMY poQuIIIo;

NPUHATHE DEIUEHHs O 3aMeHe MEJMKAMCHTOB Ha aHAIIOTMTHLIC B pamKax
(apMaKoIOrH4ecKOi IPyIIBl U 10 KOZaM AHATOMO-TEPAIIEBTUIECKOH-XUMAUIECKOH
KIacCHU(UKAIMK, MEPeCMOTP CXEMBI IICUCHHd, TAKTHKM BECHIA MAIUEHTa,
oTpeIeN B UIs aMOyJIaTOPHOTO JISICHHUSA MEAMKaMCHT, BKJIIOYEHHBIN B 3aiBKY,

TOCITUTAIU3AIUIO ManyeHTa " obecrnieueHue B YCIIOBHSAX
JHEBHOT'O/KPYTJIOCYTOYHOI'0 CTAallHOHApa NP HATHIUH IIOKa3aHWM;
obecrnieueHHE MeJIUKaMEeHTaMHt npu OKa3aHHH amMOyJIaTOpPHO-

[IOJUKJIMHAYECKOM ITOMOIIM 3a CYET APYTrUX HCTOYHHUKOB (anchnposaHpm.




4.4, Hanpapnser OOBACHEHHA M BO3DAXCHHSA HA MCKOBBIC 3ajBJICHHA B
yIOpaBneHMe IIPaBOBOTO M  OPraHH3aIlMOHHO-METOJMYECKOro  0OecIeqeHus
MHUHHCTEpCTBA VISl COTVIACOBAHKS [IO3HLIMH 110 JIENy B TeYeHHE 3 paboduX JHEH.

4.5. OOGecrnieunBaeT fABKY IOpHCTa, JIEYAllEr0 Bpavya WIKM 3aBEAYIOLIETO
IOMKIMHUKOM Ha CyeOHBIE 3acejaHus 110 ey, IPH HEOOXOAUMOCTH NPHBIICICHHE
Ha cy/ieOHbIe 3acefanus B KadecTBe cnenuanucros I'BC.

5. Otpmen  (apMako-5KOHOMHYECKOrO aHauM3a U JICKApCTBEHHOIO
obecrieueHnss MMHHUCTEPCTBA OCYILECTBIAET KOHKYPCHBIE IIPOLEAYPHl H IO
pe3y/ibTaTaM KOHKYPCHBIX MEPONPHATHH 3aK/II0YaeT rOCyJapCTBEHHBIC KOHTPAKTHI C
no6eauTeIsIMA KOHKYPCOB (QYKIIMOHOB) Ha IIOCTAaBKy MEAUKaMEHTOB.

6. 'BC 1o 3ampocy MeIUIMHCKOH OpraHu3alyy OPraHu3yloT KOHCYJIBTAlUIO
3asABHUTEIA, B TOM YHCIIE TEIEMEIUIIMHCKYIO.




YTBEPXJIEH
IIPUKa30M MUHHCTEPCTBA

3ApaBOOXpaHEHHS HpnMo[icxoro ast
or 14.05.2026 jn, 8/mp/329

PernamenT MonuTOpHHTra HCONHEHHS pemeHus cyaa
IO 00ECTIeYeHHIO IpaXKIaH JIEKapCTBEHHBIMH IIpeIapaTaMy,
MEIMIHHCKIMU H3/IETHAMH M CIIeLHAIH3UPOBAHHBIMU IIPOAYKTaMHU
J1e4e0HOr0 MUTAHUS

1. Hacrostmmii Pernament MOHHTOPHHIA HCIOJHEHHS DPELICHHS Cyda IIo
00ECIIEYEHHIO TPaXKIaH JIeKAPCTBEHHBIMH IIpenapaTtamMy, MEIUUUHCKAMH U3HETHIMU
H CHCIHAINSUPOBAHHBIMHM IIPOAYKTAMH JI€4eOGHOrO MHUTAHMS (manee — Pernament)
Pa3paboTaH B HENAX OCYIIECTBICHHS B3aMMOLCHCTRHS 1 HH(POPMaIHOHHOr0 06MeHa
B paMKaXx MOHHMTODHHTA HCIOJIHEHHS DEUIeHHA Cyla MO0 0OecrieYeHHo XHUTeNeH
IIpuMopckoro kpast nekapcTBeHHBIME IIperiapaTaMi, MEOULUHCKUMH HU3NEIHIMA W
CIICMATM3UPOBAHHBIMH MIPOAYKTAMH JI€Y€0HOr0 IMHTAHMUS.

2. Hacroammit Permament ONpPEHCIACT IOpPANOK B3aUMOIEHCTBUS
YIaCTHUKOB IO JIBrOTHOMY IIEKAPCTBEHHOMY OGecIedeH o HEOO0XOUMBIMH
JICKapCTBCHHBIMH NIPENapaTaMH I'PaXkIaH, BKIIOYEHHEIX B DenepanbHbIA perucTp
miy (manee - OHJIC) u JICKapCTBEHHOMY OO€CIEYEeHHIO TPaXKaaH 3a CYeT CpeacTB
Kpaesoro 6romkera (zaiee - PJIO).

3. PernameHT paspaboTaH B COOTBETCTBHH C DenepanbHEIM 3aKOHOM OT 17
monst 1999 roga Ne 178-®3 «O TOCYyZapCTBEHHOH COLMANBHOW MOMOMIIM,
Hocranosnenuem ITpaBurenscra Poccuiickoii ®eneparun ot 30 urons 1994 roga Ne
890 «O rocymapcrBennoi HOIEPIKKE PasBUTHA MEAMUMHCKON MPOMBIIUIEHHOCTH H
YIy4IICHUH  oOeclieYeHHs HaceleHHi Wu YIPEXICHUHA  31paBOOXpaHEHUS
JICKApCTBCHHBIMU ~ CPEACTBAMH M M3JENMAMH  MEIUIMHCKOrO Ha3HaYeHU»,
Pacnopsuxernem Ipaeurensctsa Poccuiickoi Denepamuu ot 31 mexabps 2018 romga
Ne 3053-p <O6 yrBepxnennn TICPEYHA MEIUUMHCKHX H3IENHH, HMIUIAHTHPYEMBIX B
OPTaHM3M YCJIOBEKAa NPH OKa3aHHM MEIMUMHCKOM MOMOIIH B paMKax mnporpamMMsl
TOCYapCTBEHHBIX TIapaHTHH O0ECIUIaTHOTO OKa3aHUs IrpaKaaHaM MEOUIMHCKO
TTOMOIIH, & TaKKe NEePEeYHA MEAMUMHCKHX M3ENHid, OTIYCKAEMBIX 110 peuentaMm Ha
MCIMIMHCKHE H3JENTUd IPH INPENOCTABIEHHH HAbOpa COMHANbHBIX yciyr>,
Pacnopsuxennem Ipasurensctsa Poccuiickoii Oenepauun ot 11 gexabps 2023 roxa
Ne 3551-p <OG6 yrBepxnenun IICPCIHSA CICUHATTM3UPOBAHHBIX IIPOAYKTOB JIEYEOHOr0
IIMTaHUA U AE€TEH-UHBAIMAOB>, 3aKOHAMU IIpumopckoro kpas ot 08 ampens 2011
rona Ne 750-K3 «O 3mpaBooxpaneHuu B IIpumopckom kpae», ot 20 sHBaps 1999
rona Ne 32-K3 «O 1nekapcTBEHHOM OGECIIeYeHHH Ha Tepputopun IIpumopckoro
Kpasi», mpnkasaMu MuHHCTEpCTBA 31paBoOXpaHeHus POCCHICKOl Qenepauun ot 24
HOs6ps 2021 roma Ne 10948 «O6 yrBepxaeHun Ilopsinka Ha3zHadeHus
JICKapCTBCHHBIX IIPENapaToB, (OPM pPELENTYpHBIX OIAHKOB Ha JIEKapCTBEHHEIE
npenaparel, Ilopsinka ogpopmiuenus ykaszanmsx ONaHkoB, WX ydYeTa W XpaHeHHs,
¢opm 6rmankoB penenTos, CONCPKAIMX HA3HAYECHHE HAPKOTHYECKHUX CPEACTB HIIH
TICUXOTPONHBIX BeIeCTB, [Topsmka ux usroropnenus, pacnpenelieHys, perucTpamnum,
yHeTa ¥ XpaHeHus, a Taoke IIpaBun opopmitenns 6nankoB pewentos, B ToM ducie B
¢opme snexTpoHHBIX AOKyMeHTOB», OT 07 wmapra 2025 roma Ne 100 «O6




yrBepxKaAeHuu [IpaBmy1 OTIycKa JIEKAPCTBEHHBIX IPENapaToB A1 MEOULIMHCKOIO
MIPUMEHEHHS anTeYHBIMU OpraHU3alMsIMH, WH/IUBUIYJIbHBIMU
IpeANPUHUMATEISIMH, HUMEIOLIIMHI JULCH3UIO Ha OCYILIECTBIICHHE
(dapMaLeBTHUECKON AEATENbHOCTH, MEAMLUHCKAMH OpraHU3alUsAMH, HMEIOILUMH
JULEH3UI0 Ha OCYyIIEeCTBICHHE (DapMalleBTUYECKOH OEATENBbHOCTH, H HX
000CO0IEHHBIMH ITOAPA3AEICHUSAMH, PAacCIOJOXKEHHBIMH B CEIbCKUX HAaCEIECHHBIX
IYHKTaX, B KOTOPBIX OTCYTCTBYIOT aNT€4Hble opraHusanuu, I[IpaBun ormycka
HapKOTHYECKHX CpEACTB M IICUXOTPONHBIX BEIIECTB, 3apPETUCTPUPOBAHHBIX B
KayeCcTBE JICKAPCTBEHHBIX IIPEMapaTOB UIA  MEOUIUMHCKOTO IPHUMEHEHHH,
JIEKAapCTBEHHBIX IpEeNapaToB Ui MEAWLMHCKOrO IPHUMEHEHHUd, COJAEpXKallux
HapKOTHYECKHE CPEACTBA U IICUXOTPOIHEIE BemecTBa, [lopsaka oTmycka rpaxaaHaM
anTe4YHbIMH OpPraHU3AlMSIMH HMMYHOOHOJIOTMYECKHX JIEKapCTBEHHBIX IpEnapaToB
Ui HAMMYHONIPOQMJIAKTHKK», MPHUKa30M MHHHCTEPCTBA  3[paBOOXPAHEHUA
ITpumopckoro kpas or 04 mapra 2026 roma Ne 18/mp/162 «O6 yTBepxaeHHH
periiaMeHTa B3auMOJIECHCTBUA YYaCTHHKOB JIBITOTHOTO JIEKAPCTBEHHOr0 obOecredeHus
HaceleHWss Ha TeppuTopuHM IIpHMOpCcKOro Kkpas JIeKapCTBEHHBIMH IIpelapaTaMH,
MEIUIMHCKAMU M3AENHAMH ¥ CHEIMAIM3UPOBAaHHBIMM IIPOAYKTaMH Jie4eOHOro
IIUTAHUA).

4. MunucrepcTtBo 3apaBooxpaHeHus IIpumopckoro kpas (mamee -
MunuCTEpCTBO):

4.1. Ilpu nocrymneHuH CyneOHOrO pelmeHHs, BCTYNUBIIETO B 3aKOHHYIO
CHJIy, MCIIOJHUTEJIBHOrO0 JIUCTAa (OIpeneneHus O BO30YKICHHHM HCIOJIHHUTEIBLHOIO
IIPOM3BOACTBA), CoAeprKamero TpeboBaHusA 00eCIeYeHUs IpakaaH JIeKapCTBEHHBIMU
npenapataMy, MEOULUHCKUMU H3ICIUAMU M CHELUAIU3UPOBAHHBIMH IIPOAYKTaMHU
neyebHOro mnuraHus Ha Teppuropuu IIpumopckoro kpas (mamee - cyneGHoe
IIOCTAHOBJICHHE, HCIIOJHUTEIbHBIM JOKYMEHT) MHHHCTPOM 3[paBOOXPAHEHUS
ITpumopckoro kpas (manee - MHHHCTP) /MO0 JHUIOM, HCHOJHSAIONIMM €ro
0053aHHOCTH, B CHCTEME D3JIEKTPOHHOTO JOKYMEHTOOOOpPOTa OTHHCHIBAETCS
3aMECTHTEII0 MUHUCTPA - HAYaJIbHUKY OTAeNa (GapMaKko-3KOHOMHYECKOI0 aHAIN3a U
JIeKapCTBEHHOro obecrnedyeHuss MHHHMCTEPCTBa, OCYLIECTBIISIOIIEMY OpraHHU3aIUI0
(bapMaleBTHYECKOH NEATENIPHOCTH M JIEKApCTBEHHOrO OOECIEYCHHUs, peaau3aLHIo
HepeAaHHbIX ITOJIHOMOYHUH 110 JIBTOTHOMY JIEKAPCTBEHHOMY 00€CIIeYeHHIO.

4.2. 3aMecTUTeNIeM  MHHHUCTpa, OCYIIECTBILIOIIMM  OPraHU3ALMIO
(dapMaLeBTHYECKOH HEATEBHOCTH M JICKApCTBEHHOTO O00eCneYeHus, pealn3alio
IEePeJaHHBIX IOJHOMOYHMHA 10 JIBFOTHOMY JIEKapCTBEHHOMY OO€CIe4eHHIo,
NOCTYNHBIIKE CyAeOHBIE IOCTAHOBICHHUS, HCIIOJHUTEIbHBIE JOKYMEHTHI HE IO3HEE
CIEIYIOmEro pabodero IHSA HAIPaBIAIOTCA Ha HCIIOJHEHHE B 4acTH obecredeHus
B3aUMOJEHCTBUSA C OpraHaMH NPUHYAUTEIHHOTO HMCIIOJHEHHUS M IPHHATHSA MEp IO
Pa3bCHEHHIO, IPHOCTAHOBICHHIO, MPEKPALICHUI0 HCIOIHEHUS  CyAeOHBIX
IIOCTAHOBJICHHII B YIpaBJICHHE IIPaBOBOIO M OPraHU3alMOHHO-METONHYECKOIrO
obecnieuennss MuHHICTEpCTBA.

43. Ortmen ($apMako-3KOHOMHYECKOIr0 aHaliM3a M JICKapCTBCHHOIO
obecieyeHnss MUHHCTEPCTBA, OTBETCTBEHHBIM 3a JIBIOTHOE JIEKAPCTBEHHOE
obecnieuenmue:

43.1. B Teuenme 3 paboumx [JHEH 3ampamiMBaeT y MEIUIMHCKOM
OpraHM3alid [0 MeCTy IpHUKpeIUIeHHs B3bIcKaTend HHQopMamuo 00
00€eCIIeYeHHOCTH JIEKAPCTBEHHBIMHM IpenapaTaMd, MEIUUUHCKUMH H3JCIHAMH U




CICMAIN3MPOBAHHBIMA TPOAYKTAMH JI€4e0HOr0 IMTaHUAM M IIOTPEOHOCTH B
JIEKapCTBEHHBIX IpernapaTax, MEAUIUHCKUX M3JEIHAX M CIEeHHaIM3MPOBaHHEIX
NPOAYKTaX JiedeOHOro mwurTaHus (Jajee TakKe MEOUKAaMEHTHI), a TaKke
OpPraHM30BBIBA€T IIEPEPACIpEleIeHHe MEAUKAMEHTOB IIPM MX HAJIMYHH C
YIIOJIHOMOYEHHON (hapMaleBTUYECKON OpraHu3allM¥ M anTeYHBIX OpraHM3alui,
OCYIIECTBJIIOMIMX OTIYCK JIEKAPCTBEHHBIX IIPENAapaToOB, MEAMLUHCKUX H3/EIHH,
CIEUHATHN3UPOBAaHHBIX MPOAYKTOB JIEY€OHOrO NMUTAHMS IO JBIOTHBIM PELENTaM II0
OHIJIC u PJIO.

432. Ilpu HeoOXODMMOCTH HampaBiIsieT oOOpamieHHMEe MHUHHCTPY O
OOIOJTHUTENIHOM NOTPeOHOCTH B OO/DKETHBIX ACCHTHOBAHUAX C IPUIOKEHHEM
pacyeToB.

4.3.3. IIpu He0OXOAMMOCTH U HAJIMYNHM (PUHAHCOBBIX CPEICTB OCYIIECTBIIIET
KOHKYPCHBIE NPOLEAYPHl U IO pe3yabTaTaM KOHKYPCHBIX MEPONPHUATHH 3aKII0YaeT
rOCYIapCTBEHHBIE KOHTPAKTHI C OOEAUTEISIMUA KOHKYPCOB (ayKIIMOHOB) Ha IIOCTAaBKY
JICKapCTBEHHBIX IMPENapaToB, MEOUIMHCKUX M3HCIUA M CHEUAIU3UPOBAHHBIX
IPOIYKTOB JIE4eOHOrO MUTAHUS.

4.3.4. TlpenocraBiser MHGOpMANMIO, KAaCAIOUIYIOCA HCIIOIHEHHS CyNeOHBIX
IIOCTAHOBJICHMH W MCIIOJIHUTENBHBIX JOKYMEHTOB, II0 3alpocaM YIpaBJICHHUS
IIPaBOBOT'O M OpraHU3alIMOHHO-METOANYECKOro obecnieueHrss MUHUCTEPCTBA.

5. YnpaBneHue nMpaBoBOro U OpraHU3alMOHHO-METOAMYECKOro 00ecneYeHus
MuHucrepcTBa:

5.1. CoBMECTHO C MEOULIMHCKOW OpraHu3alMedl IpH HEOOXOOMMOCTH
UHULUHPYET Pa3bsCHEHHE, IPUOCTAHOBIIEHHUE, IPEKPALICHUE UCIIOHEHUS CyIeOHBIX
IIOCTaHOBJICHUH.

5.2. Hanpapnser uHGopManuio 00 UCIIOJHEHUH CyAeOHBIX IOCTAHOBICHUN U
UCIIOJIHUTENbHBIX  JOKYMEHTOB II0  3alpocaM OpraHOB  INPHHYAMUTEIBLHOIO
HCTIOTHEHUA.

6. MeguuuHCKas opraHu3anus:

6.1. B TeyeHun 3 KaJCHIApHBIX [JHEH IPEAOCTaBIAET B MHHHCTEPCTBO
3apaBooxpaHeHus IIpumopckoro kpas uHpopmamuio 00 00eCe4eHHOCTH |
NOTpeOHOCTH B3BICKATEJNs B MEAMKAMEHTaX.

6.2. OpraHu30BBIBAaCT BBHINKUCKY pELENTa Ha JIEKAPCTBEHHBIE IIPENaparsl,
MEIMLMHCKIE M3IeUSA U CIeNHAIN3MPOBaHHBIE NMPOMYKTHI J1I€4eOHOro NMUTaHMsA Ha
PEryJISIPHOM OCHOBE COIVIACHO MOTPeOHOCTH (BHE 3aBUCHMOCTH OT (pakTa BBIJAYH) H
obecrieyeHre B3BICKATEN MEOUKAMEHTaMH IpH HAIMYMHM B IIYHKTE OTIIyCKa
arrreyHo# opranusanuu no OHJIIT u PJIO.

6.3. ITpu nony4enun uHGop™Manuy 06 OTCYTCTBHM MEAMKAMEHTOB Ha CKIIa/le
YIIOJIHOMOYEHHOH (papMalieBTUYECKON OpraHW3alluy U B IIyHKTaX OTITyCKa alTeYHBIX
OpraHM3alu:

OpraHu3yeT KOHCYJBTAUHIO Yy NPO(GHIBHOrO CIEHHAINCTa MEIUIUHCKON
OpraHu3alliy, B TOM YHCIIE TEIEMEIULUHCKYIO,

OpraHM3yeT KOHCYJbTAallMI0 Yy TJIaBHOIO BHEIUTAaTHOIO CIEHIHAIKCTa
MHHHCTEPCTBA 31apaBooxpaHeHmss I[Ipumopckoro kpas (manee - I'BC) mo
COOTBETCTBYIOIIEMY MPODIIIIO B TEYCHUH 7 KaJICHAAPHBIX JTHEMH;

OpraHu3yeT pelIeHHe BOMpOoca IO 3aMEHe JIEKapCTBEHHOro Iperapara Ha
aHAJIOTHYHBIE JIEKAPCTBEHHbIE MpenapaTsl B paMKax (papMaKoJIOrM4ecKod IPyIIbl |




0 KOJaM aHAaTOMO-TepPaleBTHYECKO-XMMHYECKOH KIACCHPHUKAIMK, MEPECMOTP
CXEMBI JICYEHHUS, TAKTUKH BEJICHUS ITalUEHTA,;

OpraHu3yeT TIOCIUTAIM3ALMI0 B3BICKATENsd M OOECIeYeHHe B YCIOBHAX
JHEBHOI0/KPYTJIIOCYTOYHOT'O CTAallHOHApa,;

6.4. IIpu n3MEHEHNHN TAKTHKHM JICYCHHS WM CMEPTH B3BICKATeNA B TedeHun 30
AHeH obpaiaercs B Cya1 Ul H3MEHEHHs [OPAIKA HCIIOJHEHHS CyIe0HOr0 peleHns,
B CIy4ae, €CIM JAODKHHKOM II0 MHCIOJHHUTEIbHOMY [HOKYMEHTY SBISAETCA
MunncrepcTBo, HanpapiasieT HHPOPMAUMIO 00 M3MEHEHHM TAKTHKH JICYEHHS WA
CMEpTH B3BICKATeIA B YNPABICHHE NIPABOBOIO M OPraHH3alMOHHO-METOAUYECKOTrO
obecrieyeHnss MUHHCTEPCTBA B TedeHHE 5 pabodnx JHEH.

6.5. IlpemocraBiseT B ympaBleHHE MPAaBOBOrO H OPraHH3ALMOHHO-
MeToanYecKoro obecrnedeHus MuHucrepctBa MHpOpManuio 06 00ECIIeYeHHOCTH H
NOTPeOHOCTH B3BICKATEN B JIEKAPCTBEHHBIX IIpeNapaTax, MEIUIMHCKAX M3AEIUIX U
CICHMATM3UPOBAHHBIX NPOLYKTaX JIeYeOHOro IHUTAHUS COIVIACHO IPHIOKEHHIO K
HaCTOAIIEMy INPHKa3y €XEMECSYHO, B CPOK J0 5 4YMCIa Mecsla CIEeAYIOLIEro 3a
OTYCTHBIM, a TaKKe IO 3alpOCaM YNpaBIE€HHA INPAaBOBOTO M OPraHM3aI[MOHHO-
MeToamIeckoro obecrieyeHus MHHHUCTEPCTBA B CPOK, YKa3aHHBIH B 3apOCE.

7. AnreyHas OpraHu3alMs OpraHM3yeT B IyHKTaX OTICKAa BBIAAYY
MEIMKaMEHTOB  B3BICKaTe/sIM [0 INpPEABABICHHBIM JIGIOTHBIM  pPELENTaM,
BBINMCAaHHBIM Bpayamu (penbamepamu) MEIULMHCKOM OpraHU3alINH,
NPHUKPEIVIEHHOM K HEH B ycTaHOBICHHOM mopsake o OHJIIT u PJIO.

8. I'BC o 3ampocy MeIMIMHCKON OpraHU3aliy OPraHu3yI0T KOHCY/IBTALHMIO
B3BICKATEIIA, B TOM YHCJIE TEIEMEAULMHCKYIO.

9. 3amecrurens MMHHCTPa MHUHHCTEPCTBA, KyPHPYIOIIMH  BOIPOCHI
(pMHAHCOBO-XO3AHCTBEHHON  JEATENBHOCTH, (OPMHpYET INpeIIOKEHHS Ha
paccMOTpeHne OIO/DKETHOH KOMHCCHH 10 I€pEepacIpenecHUI0  OIOMKETHBIX
aCCHTHOBaHMM COITIACHO MyHKTY 4.3.2 HacTosmiero Pernamenra.




VTBEPXJIEHA
ITPUKa30M MHHHCTEPCTBA

3apaBooxpaHenus [Ipumopckoro kpas
or _14.05.2026 Ne 18/mp/329

®opma
Caoanas Tabimna 06 06ecrieueHHOCTH U MOTPEOHOCTH
B MEMKaMEHTaX 3asBUTENS (B3bICKATENIN)

HAMMEHOBAaHNE MEOULIMHCKON OpraHusanyuu

®HUO nanuenra, roq poXKACHUS

Haumenosanue | ITorpe6H | ITotpe |[lara Beimucku|  [lara Komugecr | Jlo xakoro
JIEKapCTBEHHOTIO | OCTh Ha |OHOCTH |  penenTa BBIJAYH BO 3aKphITa
npenapara/Meu | Mecsl | Ha rox (otmycka) | BEIJaHHBI | TOTPEOHOCTE
IIUHCKHX x JIII/MU | mo xaxpoun
u3aenui JlaTe BbIIa4y
PyxoBoaurens MO

(moamuce)




