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06 ymeepaicoenuu no.1oiiceHuss 0 nopaore
obecnevenus AUy,  uMelOUUX  Mecmo
Jcumeabcmea 60 Biacwmupcroit obaacmu,
AEKAGPCMEEHHBIMU  npenapamau, e
3apeucmpuposanHblMU  Ha  MEPPUMOPUY
Poccuiickoii Pedepayuu

B cootBeTcTBUM ¢ DenepanbHbM 3akoHOM oT 12 anpens 2010 roaa Ne 61-03
«0O06 oOpalleHMM JIeKapCTBEHHbIX CcpeacTB», defepanbHbiM  3aKOHOM  OT
21 Hosbpa 2011 roma Ne 323-P3 «O6 ocHOBaX OXpaHBI 3A0POBbA TIPaXAaH B
Poccuiickoit @enepauun», nocranopneHueM [1pasurensctsa Poccuiickoii ®enepanyu
or 01 urons 2021 rona Ne 853 «O6 yTtBepwienuu [IpaBun BBO3a JeKapCTBEHHbIX
CPE/ICTB 11 MEAHUMHCKOro npumeneHus B Poccuiickyto @eaepaurio v npusHaHWu
YTPaTHUBIIMMH CHIIY HEKOTOPbIX aKTOB H OTAECJIBHBIX MOJOXEHHH HEKOTOPBIX aKTOB
[IpaBuTenbcTBa Poccuiickoit Qenepauunmny, TIPHKA30M Munucrtepctsa
3IpaBOOXPAHEHHS W CoUManbHOro pa3sutusa Poccuitickoit ®eaepaunu or 09.08.2005
Ne 494 «O nopsake NpUMEHEHHS JIEKAPCTBEHHbBIX CPEACTB Y GOJIBHBIX 110 XKHM3HEHHBIM
mokasaHuaM», 3akonom Brnagumupckoit odnactu ot 02 oxta6psa 2007 roga Ne 120-073
«0O couHanpHOH MOAAEpPKKE U COLMATBHOM OOCITYXKUBAHHM OTHENbHBIX KaTeropuii
rpaxxaad  Bo  Bnamumupckod — obnactu», noctaHoBineHuem [ 'yBephartopa
Brnaaumupcko#t obnactu ot 15 depans 2012 roga Ne 147 «O Mepax couuanbHOM
NMOJICPXKKH OTAENbHBIX KAaTErOPHH HACE/ICHUs NPU OKa3aHHH MEAMUMHCKOH TOMOILIH
M JIEKapCTBEHHOM oOfecriedeHHH», Ha OCHOBaHMH MocTaHoBieHus I[IpaBHurenbcTBa
Bragumupckoi obnactu ot 28 nexabpa 2023 roga Ne 1011 «O6 yTBepxaeHUH
IHonoxenus © MuHHCTEpeTBe  37jpaBoOXpaHeHus BuaguMupckoil  obnactu»
NpHKa3blBalo:

l.  VYtBepauts IlonoxeHHe o nopanke obecreyeHUs fnll, UMEIOIIMX MECTO
KUTeNbCTBA BO Brnaammupckol 001acTH, J€KapCTBEHHBIMM MNpENaparamM, He
3apErUCTPUPOBAHHBIMH  Ha TeppHTOpHH Poccuiickoit  Denepaiimi, cornacHo
[punoxenwuro.

2. PyxoBoauTensM MeIMUMHCKHX OpraHM3aIlMi FOCYAapCTBEHHOM CHCTEMbI
3[4paBooxpaHeHHs Brnaaumupckoil obnactu obecneuuTs BhinosiHeHMe logoxenus,
YTBEPKAEHHOIO MYHKTOM | HacTosiuiero npukasa.

3.  HayanbHukam oTaena JIEKAPCTBEHHOTO obecneueHus u
(papMalleBTHUECKOH AeATEeNbHOCTH, OT/AE)A JICTCTBA U POIOBCIIOMOXKEHHUS M OT/AeNa



OpraHM3auMyd  MEIMUMHCKOM  noMolM  MuHHCTepcTBA  3/paBOOXpPAaHEHHSA
Brnagumupckoii obnacru:

3.1. omnpeaenuTh DOMKHOCTHOE JULO OTAeNa, OTBETCTBEHHOE 32 BbINOJIHEHHE
MEPOIIPUATHUHA 10  pPacCMOTPEHUIO  KOMIUJIEKTa  JOKYMEHTOB  Jjisi  BBO3a
He3aperMCcTpHpOBaHHOIO Ha TeppuTopuu Poccuiickoit Penepauuy JekapcTBEHHOIO
npenapara;

3.2. obDecne4yuTb KOHTPOJb 32 CBOEBPEMEHHBIM W  KayeCTBEHHBIM
paccMOTPEHUEM JTOKYMEHTOB.

4. HavaneHuky oOwero otaena MHUHUCTEpCTBa  3ApaBOOXpaHEHHS
BnaauMupckoit obnact 00ecneyuTh:

4.1. o3HakomieHHe ¢ [lonokeHHMeM TroOCyJapCTBEHHbIX IPaXJAAHCKHUX
caysxxawux MuHUCTepcTRa 31paBooxpaneHus BaanuMupcekoii obnactu;

4.2. pasmeuicHue [lonoxeHus Ha oduuUHaibHOM caiTe MuHHCTEpCTBa
3/1paBOOXPAHEHUS] Bnaaumupckoit obnactu B WHPOPMALIMOHHO-
TeJeKOMMYHHKALNOHHOM ceTH «HTepHeT»;

5. KoHTponb 3a HCNIONHEHHEM HACTOALIErO NpHKa3a OCTABJISIO 3a COOOM.

6. Hacroswui npukas BCTynaeT B CWIY 4Ye€pe3 JLECATb JHEH CO JHA ero
O(QHUMANBLHOIO ONyOJIHKOBaHUS.

MunucTp




[Ipunoxenue
K npukasy MUHHCTEpPCTBA 3/1paBOOXPAHEHHS
Biianumupckoi odnactu

or 25.06.2024 Nel2-u

MNOJOXEHHUE

0 nopsAaKe obecneyeHus! JIML, HMEIOIIHX MECTO JKHTEILCTBA
B0 BiaguMupckoii 00/1acTH, IeKAPCTBEHHBIMH NpeNapaTaMH, He
3aperHcTPHPOBAHHBIMH HA TeppuTOpHH Poccuiickoil ®exepanuu

L. O01mue moJ1okeHus

1.1. Hacrosmee Ilonoxenue ompenenser NOpAzoK B3aUMOAEHCTBHS IPH
oDeclieueHHH  NIEKapCTBEHHBIMU  IIpenapataMu, HE  3aperHCTPUPOBAHHBIMH
B Poccuiickoit ®denepainu, 1id OKa3aHUs MEOUIMHCKON TMOMOIIM M0 KM3HEHHBIM
NOKAa3aHUAM KOHKPETHOI'O MallUeHTa,

1.2, Tlonoxenne paspaGotaHo Ha ocHOBaHuu (DefepajibHOrO 3aKOHA
or 12 anpens 2010 roma Ne 61-03 «O6 obpalieHud JeKapCTBEHHBIX CpPEICTBY,
[Toctanosnenus INpasutensctBa Poccniickoit @emepanuu ot 01.06.2021 Ne 853 « Q6
YTBEPXKACHHHU TPaBUJI BBO3a JICKAPCTBEHHBIX CPEACTB AIA  MEAMIMHCKOTO
npuMeHeHust B Poccuiickylo ®efepaldio U IIPU3HAHMH YTPATHBIIMMH CHIY
HEKOTOPBIX aKTOB M OTACIBHBIX NPHIIOKCHUN HEKOTOPHIX aKToB [IpaBurenscTBa
Poccuiickoi dDenepanuny, I [pukaza MuHHCTEPCTRA 3APABOOXPAHEHHS U COLHATBHOTO
pasButus Poccuiickol ®enepanun ot 09.08.2005 Ne 494 «O nmopsiaxe NpUMeHEHHUsE
JIEKAPCTBEHHBIX CPEACTB Y OONBHEBIX M0 JKH3HEHHBIM IIOKa3aHUAMY.

1.3. ObecrniedeHue aHI, UMEIOUIMX MECTO >KHTEILCTBA BO BnapumMupckoii
00JIACTH, JIEKAPCTBEHHBIMU NPETIAPAaTaMHU, He 3aPErHCTPUPOBAHHBIMK Ha TEPPUTOPHH
Poccuiickoit  ®enepalliy, OCYIIECTRJISETCA B COOTBETCTBUM C  HACTOALIHUM
[TonoxeHHEM.

1.4. Tlpaso Ha oOecreuenne J€KApPCTBEHHBIMH  MpeNapaTaMy, He
3apeTUCTPHPOBaHHBIMU  Ha  Tepputopud  Poccuiickoit  ®emepaumu  (nanee -
IICKapCTBEHHBIE  TPEHApaTel), MMEIOT TpaxJaHe Poccuiickoit  ®Dexeparuu,
38pETUCTPUPOBAHHEIE N0 MECTY JKMTENbCTBA BO Bragumupckoil obmactu (nanee -
rpaxkaane).

Mecto  KuTeNbCTBAa TIpaXAaH YCTAHABNMBAETCS [0 NAHHbIM OPraHOB
PETHCTPALIMOHHOTIO YUeTa.

1.5. Tpaxnane obecneuMBarOTCA JIEKAPCTBEHHBIMH  MpENapaTaMd 0
KM3HEHHBIM [10K433HUSM, IIPUM HAJMYUM DPEICHHUS KOHCHIHYMa QejepanbHol
CICLUATU3HPOBAHHON MEJHUMHCKON OpPraHHM3allMi O HA3HAYEHWH JIEKapCTBEHHOI'O
npenapara ¥ pelIeHHMs BpaueOHOW KOMMCCHM MEJUIMHCKOH — OpraHu3alliu
FOCY/apCTBEHHOH CHCTEMBbI 31paBoOXpaHeHMs: Bragumupckoil obnactu (manee -
MeIULUHCKAs OPTaHU3aIus ).



II. Ilopspoxk opranusannu odecnedeHns He3aperucTPHPOBaHHbLIMHU HA
TeppuTopuu Pocceniickoii Menepannu JieKapcTBEeHHbLIMH lIpeHapaTamMH

1.6. MeauuMHCKUE OpraHU3alMU 110 MECTY JKMTEIbCTBA MAllUEHTA B Cly4ae
TIEPBUYHOTO BHISBIIEHUS HHANBUAYAEHOTO IPUMEHEHUS 110 )KU3HEHHBIM NTOKa3aHUAM
JIeKapCTBEHHOTO MperapaTa, He 3aperuCTPUPOBAHHOIC Ha TeppUTOpUM Poccuiickoit
Penepaunu, B TedeHue 3 paboyux OHEW ¢ [aThl NPEAOCTABIICHHUS TPaXIAHHHOM
pelleHuss  KOHCWIuyMa  (QeAepalbHON  CHCHMAIM3HPOBAHHON — MEIMIIHHCKOH
OPTaHU3aIUKA O HA3HAYEHUH JIEKapCTBEHHOT'O TIpernapara pOpMHUPYIOT IOKYMEHThI JLJIA
MpPOBECHUA TMAUHUCHTY 3aceiaHus BpaueOHOH KOMHCCHH TIOCYAapCTBEHHOTO
OIOKETHOTO YUPEXIeHUS 31paBooXpaHcHus Branumupckoi obmactu «ObnactHas
JIeTcKas KiauHudeckas Oonbuuiiay (manee - ['bY3 BO «OJIKb») - nna aereit u
rOCy/IAPCTBEHHOTO OI0[KETHOTO YHUPEXIAEHHA 3ApaBOOXPaHEHHUd BiraguMHpCKoM
obnactu «ObnactHas xinHnueckas OosbHHUIEAY (Hanee - [BY3 BO «OKb») - ans
B3POCIIBIX [TAIIMEHTOB, C IEeNbI0 IIOATOTOBKM [POTOKONA, MOATBEPKAAIOIICTO
00OCHOBAHHOCTh Ha3HA4YeHHS He3aperucTpupoBaHHOro B Poccuiickoit Pejepalvu
JICKapCTBEHHOTO TpenapaTa, €ro 103UpoBKH, JIMTENLHOCTH Kypca.

1.7.  HdoxymenTsl, Hanpasisemsie 8 [ BY3 BO «OJiKb» wmu ['6Y3 BO «OKb»,
1T POBEJICH M. KOHCHWIIMYMa Bpadel BKIIIOYaloT:

1.8. moapo6HYIO BBIMHUCKY U3 MCTOPHH 3a00/1eBaHHs;

1.9. 3axioueHue  KOHCHJIMyMa Bpauell  (edepallbHOro  YYpeKACHHS,
B KOTOPOM OKa3blBaeTCcs MEAMUUHCKAs IIOMOLIL KOHKPETHOMY TMalMeHTy,
MOANHCAHHOE TJIABHBIM BpadoM (JMPEKTOPOM) HIIH JIMIIOM, HCIIOJIHAIOUIAM ero
00f3aHHOCTH, O  Ha3H4A4YEHWWM OTOMY  TAUMEHTY  HE3aperucTpHPOBaHHOTO
JIGKAPCTBEHHOTO Tperapara [7s OKa3zaHud €My MEIHIMHCKOM [OMOIIK IO
KU3HEHHBIM IIOKa3aHUAM M HEOOXOAUMOCTH €ro BB03a, C OIHCAaHHECM CXEMBbI
NpUMeHeHMsl IIPErapara, PaCueToM ero rofoBokH NoTpeOHOCTH;

1.10. cormacue Ha 00pabOTKyY NEPCOHAIBHBIX JaHHBIX;

1.11. nobpososibHOE WHGOPMUPOBAHHOE COrJlacHe, KOTOpoe B TOM YHCIE
BKJIIOYAeT B ce0sl cornacMe Ha IIPOBEAEHHME 3acefaHds BpaueOHOH KOMHMCCHH
koncunuyMma Bpadeit [BY3 BO «OJIKb» wmn I'bY3 BO «OKb», nndopmanuro
0 IHpolLeAype BBO3a He3aperucTpHpoBaHHOro B Poccuiickoit  ®Pezepanuu
JICKapPCTBEHHOIO IIPENapara;

1.12. konuwo macnopra {CBHAETENHCTBA O POKIECHHH) TALMCHTA, KOTOPOMY
Ha3zHaueH He3apernCTPUPOBAaHHBIN 1eKapCTBEHHBIH Mpenapar;

1.13. KOIMIO macmnopTa 3aKOHHOTO IIPEACTABUTEN.

1.14. Bpauebnas xomuccus ['BY3 BO «OJKb» uma I'bY3 BO «OKb» Ha
OCHOBAHMH [IPEJOCTABIEHHBIX JOKYMEHTOB U3 MEMLIMHCKOM OpraHu3alHu 1o MeCTy
JKUTENLCTBA OUHO, 3a0UHO MJIM TOCPEICTBOM TeNEMEAMIIMHCKOH KOHCYJbTallUH
NPYMHUAMAET pellleHHe 00 OOOCHOBAHHOCTH Ha3HA4YCHWA HE3apErHCTPUPOBAHHOTO
B Poccuiickoi ®eliepallii TeKapcTBEHHOTO IIPEMapara ¢ OIMCaHueM CXEMBI JICHCHH,
hOpMBI BbIMYCKa, AO3MPOBKM M PacdyeToM TOJ0BOH NMOTPEOHOCTHM Iperapara Wiu
HeoGOCHOBAHHOCTH HAa3HAUCHUS He3aperncTpupoBaHHOro B Poccuiickoit Penepannu
JIEKapCTBEHHOIO Ipenapara.



1.15. B cpok He nosanee | padoyero AHSA C JaThl NPOBEJAEHHs 3acedaHHs
BpauebHast komuccus ['bY3 BO «OJKb» umu I'bBY3 BO «OKb» oGecneuuBaer
0oQOpMJIEHHE NPOTOKONA 3acelaHMst BpaycOHONW KOMHCCHH, COAEPKALIEr0 CXeMy
JeYeHHs, ¢ yKa3aHueM (QOpMbl BbINIycKa, TO3UPOBKH, NOTPEOHOCTH HA KYPC NEUEHUs]
b0  yka3biBaeT 00OCHOBaHME OTKAa3a B Ha3HAUeHHH HE3aperdCTPUPOBAHHOIO
B Poccuiickol @enepalivi IEKapCTBEHHOIO Npenapara.

1.16. Cneuunanuctsl 'bY3 BO «OAKb» unu I'BY3 BO «OKB» obecnieyuBaior
HE3aMeUTUTENIbHOE  MHQOPMHUPOBAaHHE MEJMIMHCKOH OpraHM3aliiM 10 MECTy
KHUTENBCTBA NAUUEHTA O IPHHATOM PCILICHUM BpaueOHOH KOMUCCHH.

1.17. He menee uem 3a uweThlpe Mecsila O AaThl 3aBEpIUEHMS NPHEMa
MMEIOLIerocsl y MnalMeHTa HesaperncrpupoBaHHoro B Poccuiickoit ®epepanuu
JICKapCTBEHHOI'O Npernapara MEIHLMHCKHE OPraHM3allii MO MECTY €ro KUTeNbCTBa
O(OPMIAIOT JOKYMEHTBI B IOPSIKE, ONPE/IC/ICHHOM IMyHKTaMu 1.6. -1.16. HacTosero
IlonoxeHus.

1.18. Ilpu nomyd4eHMH WHPOPMAINMH O MPHHATOM pEIUEHHH BpaueGHOI
KOMHCCHH 00 060CHOBAaHHOCTH Ha3HAYEHHsl He3aperuCTPUpOBaHHOro B Poccuiickoii
deaepallii JIEKAPCTBEHHOIO Mpenapata CHELMaIUCT MEIMUMHCKON OpraHu3aumu
FOCYAApPCTBCHHOH CHCTeMBI 3/ipaBoOXpaHeHUs Bnamumupckoit obnacti no mecry
KUTEIbCTBA NAalUCHTA:

3ar10/IHAeT (GOPMY Ha BBO3 He3aperucTprpoBaHHOro B Poccuiickoit Menepannu
JCKapCTBEHHOTO  Mpenapara,  YTBCPKAEHHYIO  MpHKazoM  MUHHCTepcTRa
31paBooxpaHeHus Poccuiickoi @enepaunn ot 25.08.2021 Ne 880n «O6 yTBepsKieHHH
AZMHHUCTPAaTHBHOTO pernaMeHTa MuHHCTEpCTBa 3paBooXpaHeHus PoccHiickoil
®enepaili Mo NPEAOCTABICHHUIO MOCYIaPCTBEHHON YCIYTH 0 BblAAYe 3aKIHOUEHMI
(paspelnTeNbHBIX JIOKYMEHTOB) Ha BBO3 B Pocchiickylo (esiepaiimio KOHKpeTHOI
MapTHH  3apErHCTPUPOBAHHBIX M (M/JHM) HE3aperMCTPHPOBAHHBIX JIEKAPCTBEHHBIX
CPEe/CTB, TNPEAHA3HAYCHHBIX MUIA TPOBEAEHUA KIMHHYECKMX HCCIIed0BaAHMI
TICKApCTBEHHBIX ~ MpENapaToB, KOHKPETHOM NApTHH  He3aperHCTPUPOBAHHBIX
JICKAPCTBEHHBIX CPEIACTB U TPOBEJCHUA 3KCIEPTHU3bl JIEKAPCTBEHHBIX CPE/CTB
B LIEJIAX PETUCTPALHH H 3KCIIEPTH3bI IEKAPCTBEHHBIX CPEICTB, NPeAHA3HAYEHHbIX
oOpallieHHsi Ha OOLEM pbIHKE JEKapCTBEHHbIX CPEACTB B pamkax Espasuiickoro
OKOHOMHYECKOro cowo3a ¥ (uiau) Poccmitickoli  ®emepaumu, ocymecTBiICHUS
FOCyZlapCTBEHHOW  DPETHCTPALMH  JICKAPCTBEHHBIX  MPENapaTroB,  BKIKOYEHUS
(bapmauesTHuecKoif cyGcTaHIHMH B .roCy/apcTBEHHBIH  peecTp JI€KapCTBEHHbIX
CPEACTB, KOHKPETHOH NMapTHH HE3aperuCTPUPOBAHHAIX JIEKAPCTBEHHBIX CPEACTB JUIS
OKa3aHHs ME/IMIIMHCKOH TIOMOIIM MO J>KM3HEHHBIM MOKA3aHUAM KOHKPETHOTO
NALMEeHTa JIM00 OKa3aHU MEAMUMHCKON NOMOIUM OrpPaHMYEHHOMY KOHTHHIEHTY
MAUHEHTOB ¢ pefikod U (uin) 0cobo TsHxKeNoH matonorueit», B 4acTu notpeGHOCTH
B IEKAPCTBEHHOM Npenapare. '

MOATOTABJIMBACT KOMITJIEKT /IOKYMEHTOR:

1) ¢opmy Ha BBO3 He3aperHcTpHpoBaHHOro B PoccuiicKoii Qenepaunn
JICKapCTBCHHOTO  Mpenapara,  yTBEPKIEHHYK — OpPHKa3oM  MuHMCTepcTBa
3ApaBooxpaneHusi Poccuiickoit Menepaumn ot 25.08.2021 Ne 880, MOANUCAHHY IO
YHOJTHOMOYEHHBIM JODKHOCTHBIM JTMLIOM MEIULIMHCKOM OpraHU3aluu;



2) 3aKitOoUYeHHE KOHCHIMyMa Bpaudel (QenepalibHOrO y4pexJIeHHs, B KOTOPOM
0Ka3bIBaeTCs MEJULMHCKAs TOMOIIb KOHKPETHOMY ITAlIHEHTY, NOANTMCAHHOE [TIaBHBIM
BPauoM (JIMPEKTOPOM) MIIM JTMLIOM, UCTIOIHSIOWKM ero 00s3aHHOCTH, O Ha3HaYeHHH
ITOMY NALKEHTY He3aperdCTPUPOBAHHOIO JIEKapCTBEHHOrO Ipenaparta AJA OKa3aHus
€My MEJIMIIMHCKON MOMOIIH 10 *KU3HEHHBIM TOKa3aHUSIM H HEOOXOIMMOCTH €ro BBO3a,
C OMKCaHUEeM CXeMbl IPUMEHEHHUs npenapaTa, pacieToM ero roqoBoH MOTPeOHOCTH;

3) nporokon 3acenanust BpaueOHol xomuccun I'BY3 BO «OJKb» wumm
I'bY3 BO «OKb», comepxamuii cxeMmy JeuyeHHs, ¢ yKazaHUeM (OpPMbl BbIITyCKa,
JIO3UPOBKH, NOTPEOHOCTH Ha KYpPC JIeUEHHUS;

4) cornacue Ha 00pabOTKY MepCcOHATbHbBIX JIAHHBIX;

5) 106poBOILHOE HHPOPMHUPOBAHHOE COTNAcHe, coAepallee HHhopMalHIo 0
O3HaKOMJIEHHH TalWeHTa (3aKOHHOIO MpeACTaBUTENIA) O TpoleAype BBO3a
He3aperucTpupoBantoro B Poccuiickoit Penepaiuy NeKapcTBEHHOro npenapara, ob
MCIIOJB30BaHUM JIEKAPCTBEHHOrO Mpenapara: oxunaemblit a¢dext, Oe3omacHOCTb,
BO3MOXHbBIC PUCKH, TOOOYHBIE 3D PEKTHI;

6) KOIMHIO MNacrnopra (CBHIETEIBLCTBA O POXKIAEHHH) MNALHUEHTa, KOTOPOMY
Ha3HAYeH He3aperucTpUpOBaHHbIN JIEKapCTBEHHBIH Mpenapar,

7) KONUIO NacnopTa 3aKOHHOIO NIpejIcTaBUTE NS,

8) mnorpebHocTb B (MHAHCHPOBAHHH  PACXOAOB  HA  3aKYMNKY
HE3apErHCTPUPOBAHHOTO Ha TeppuTopuu Poccuiickoi Penepalny JiekapcTBEHHOrO
npenapara.

HAMpPAaB/IAeT MOATOTOBICHHBIH KOMIUIEKT JOKYMEHTOB C COMPOBOANTE/IBHBIM
MHCbLMOM B MMHHMCTEPCTBO  3/paBooxpaHeHdss  Biagumupckoih  obnactu
O PacCMOTPEHHH M COrJIaCOBaHHWM BBO3a HE3apEeTrHCTPHPOBAHHOIO Ha TEPPUTOPHH
Poccuiickoil QPegepaunu JeKapcTBEHHOIO npenapara.

HanpagsneHue M0KyMeHTOB B MHMHHUCTEPCTBO OCYLUECTBIAETCS B TEUYCHHE
3 pabGouuX AHEH ¢ JaThl MOTYUYSHHS MEIULHHCKON OPraHH3allH N0 MECTY XKHUTETBCTBa
MaLMeHTa O NMPUHATOM pelueHnd BpadeOHo# komuccun 1'BY3 BO «OJIKb» nnu
I'BY3 BO «OKb».

He MeHnee deM 3a TpM MECslia JO JaThl 3aBeplUCHMs TNpHEMA, HUMECIOLIErocs
y HaudeHTa HesaperucTpupoBaHHoro B Poccuiickoit Pexepaunu JieKapCTBEHHOIO
nmpernapata JOKyMedThl W (opMa Ha BBO3 He3aperHcTpMpoBaHHOTO B PoccuiickoH
defepauMy  JIEKapCTBEHHONO  Nperapara  HampaBasoTcs  MHUHHCTEPCTRO
31paBoOXpaHeHusi BraguMupckoi obmacTu.

1.19. Otmaen  nekapcTeeHHOoro  obecriedeHuss W (apMalUCBTHYCCKOH
IesTeIbHOCTH MHHHMCTEPCTRA 3APpaBOOX paHeHUA BiiagaMMUpCKO# obiacTH:

1) cornacyer B TedyeHHe 3 pabo4Mx AHEH C IaTbl IIOCTYTUICHHA KOMIUIEKTA
JOKYMEHTOB B MUHHCTEPCTBO € OTBETCTBEHHBIM CIIELIMATIHCTOM OTJIE]Ia OPraHH3aluu
MEAHIMHCKON MOMOIIM MK OTAE]a JETCTBa M POAOBCNOMOXKEHHss MHUHHCTEpPCTBa
31paBOOXpaHeHHst  BiagMMHpcKoit  00nacTH  NMPEeJCTaBIeHHBIH  ME/IMIIMHCKOH
opraHu3aluedl  KOMIUIGKT ~JAOKYMEHTOB #  ¢opMy 3asBICHMA Ha  BBO3
He3aperucTpupoBaHHoro B Poccuiickoi Mexepaliii jiekapCTBEHHOIO NpEnapaTa;

2) odopmisieT B TeueHHe 5 pabounx AHEH C AaThl MOCTYIUICHMS KOMILIEKTa
JNOKYMEHTOB B MHHHCTEPCTBO MHCBMO B MEJMUMHCKYIHO  OpPraHH3alHio



0 cOoNIacoBaHUM MM 00 OTKa3e B COIJJaCOBAHWM IMIPE/ACTABICHHOIO KOMILIEKTa
JOKYMEHTOB W (DOpMy 3asBIE€HHA Ha BBO3 HE3apErHMCTPUPOBAHHOrO B Poccuiickoi
degepali JIEKapCTBEHHOTO Mpenapara;

3) B ciyuae BBIABJEHUS JOMOJHUTENBHON NOTPEOHOCTH B (PMHAHCHPOBAHHH
pacxXooB MEAHMIMHCKOM OpraHM3allMd Ha [OCTaBKYy HE3aperMCTPUPOBAHHOIO
JIEKAPCTBEHHOTO [IPeTapaTa HampapiacT B (PHHAHCOBO-YKOHOMHMHECKYIO ciy x0y
MHUHHCTEPCTBA  3paBOOXpaHeHus Bragumupckoi obnacTv  MHQOpMaUM©O Ui
IIPUHATHS MEP;

4) KOHCYNbTHPYET MEJUUMHCKHE OPraHU3aldd, IPAKAAH MO MOPSJIKY BBO3A
He3aperuCTPUPOBAHHBIX JIEKAPCTBECHHBIX IIPenaparos.

1.20. MenHIIMHCKHE OpraHu3alvy.

1) mpu moaydyeHHMM coryacoBaHMs ~MuHMCTEpPCTBa  30PaBOOXPAHEHHUS
BraauMmupckod o0nacTd Ha BBO3  HE3aperdcTPUPOBAHHOIO Ha  TEPPHTOPHH
Poccuiickoit ®emepal( TEKapCTBEHHOTO Tpenapara HanpasisgeT B MUHHCTEPCTBO
3npaBooxpadeHus Poccniickoii Pefepauuy B 3IEKTPOHHOM BHAEC C MCTIOJIB30BAHUEM
EAMHOTO TopTaja TOCYyJApCTBEHHBIX YCIYT 3asBI€HHMs O BbITaue 3aK/IOHCHMs
(paspeluTeILHOTO JOKYMEHTA) Ha BBO3 M JIOKYMEHTOB, IPEYCMOTPCHHAIX [TYHKTOM
17 AIMMHMCTPaTHMBHOTO perijameHTa (IpHka3 MuHHUCTepCTBA 3/7paBOOXPAHEHHA
Poccuitckoii Mesepanny ot 25.08.2021 Ne 880wn),

2) NPOBOAMT OPraHMW3AUMOHHbBIE MEPONPUITHA MO 3aKyNKe H 0DecIeueHuro
rpaklaH JeKapCTBEHHBIMU MpenapataMi ¢ oGOPMICHHEM PACIUCKH B MOTYUYCHHH
JIEKapCTBEHHOTO ITpenapara.

Pacmucka 3anoiHseTcs B [IPOM3BOJLHON (pOpMe Ha KaxKbli JIEKapCTBEHHBIM
mpenapaT OTAeNbHO B 2 ak3eMmumsipax. OIUMH M3 9K3EMIUISIPOB  OCTacTCs
B MEJIMI[HHCKOM OpraHu3alyy, BTOPOU BBIAAETCA ITPak/aHHUHY;

3) obecrieunBaeT MpeAMETHO-KOIMYECTBEHHBIN y4eT He3aperuCTpUpOBAaHHOTO
NEKapCTBEHHOrO Tpernapara KOHKPETHOMY IALMEHTY, KOTOPOMY IO JXKH3HCHHBIM
[OKAa3aHUsAM HEe3apernCTPUPOBAHHBINA JIEKAPCTBEHHBIN IpernapaT Obll BBE3eH Ha
TeppuTopuio Poccuiickoit Menepanuy, B coorBeTcTBHU ¢ IlonokenneM o nopsake
IPUMEHEHHUS JIEKAPCTBEHHBIX CpPEACTB y OOJbHBIX [0 KM3HEHHBIM ITOKA3AHUAM,
yTBEPXkACHHBIM IIpHKazoM Munsapascoupa3sutist Poccuu ot (9.08.2005 Ne 494,

4)  OCyWECTBIAIOT  MOHMTOPUHI  3ddekTuBHOCTH,  Oe30macHOCTH,
HEMEPEHOCUMOCTH  JIEKapCTBEHHOIO  Mpernapata M B CIy4Yac  BBIABJICHUS
He3(QPEKTUBHOCTH WM PA3BUTHS HEXeTaTeNbHbIX PEakLHHi IPUHUMAKOT peuieHre 00
W3MEHEHHH peXHMa BBeJAeHHS Wi 00 OTMEHe  He3aperncTpUpOBaHHOIO
JeKapCTBEHHOTO [Ipenapara.

5) uHpOpMHpYeET rpa)kaaH o0 HCIOJB30BAHMM JIEKAPCTBEHHOIO Ipernapara:
OXKH1aeMbli 3P PexT, 6€30MacHOCTh, BO3MOXKHBIC PHCKH, TOO0UYHBIC 3 (PEeKThI;

6) obecrieyHBaeT UCMOIb30BaHKE (TPU CTALIMOHAPHOM JIEYEHUH), BbIAAUY (MIpH
amMOyIaTOPHOM JIEYEHHH ) JICKAPCTBEHHOTO IIpenapaTta B COOTBETCTBHH C HHCTPYKLHEH
110 MPUMEHEHHIO, YTBEP)KIEHHOH KOMIaHHEH-TTPOU3BOAUTENIEM;

1.21. OTBETCTBEHHOCThb 3a 000OCHOBAHHOCTD, dPHEKTHBHOCTE H 0€30MaCHOCTh
HA3HAYEHHOIO JICKAPCTBEHHOIO IIpernapara HeceT pPYyKOBOAUTENb MEeIULHHCKOM
OpraHHu3aIfy.



1.22. ExekBapTajlbHO 10 5 dYHCIA MeECsNa, CIEAYIOIIEro 3a OTYETHBIM,
MEIULMHCKUE OpPraHu3allii HaNpapiIslOT B MUHHUCTEPCTBO 3/paBOOXpPAaHCHUS
Brnagumupckoit o6iacTu  peecTp TIpaxkZaH, OOECHEeYeHHBIX JIeKapCTBEHHBIMH
rpernapaTamMi HapacTalolMM UTOrOM, C YKa3aHHMEM HAMMEHOBAaHUS MEIMLUHCKOM
opraHuzani, (amMuwiik, HWMEHH, OT4YeCTBa TpaXHaHWHA, JaThl BBIJAYH
JIEKapCTBEHHOI'O mpenapara, AMardHo3a, HauMEeHOBaHUsA JIEKapCTBEHHOrO Ipenapara,
JIO3UPOBKHA W KOJIMYECTBA BBIJAHHOI'O JIEKAPCTBEHHOI'O Mpenapara ¢ coOMoAcHUEM
TpeOoBaHuit 3aKkoHOAAaTeNbCTBA Poccuiickoii @Dexepanyin B cdepax 3alllMThI
MEPCOHANBHBIX NaHHBIX M BpaueOHOM TallHbl B OT/JEN JIEKapCTBEHHOTO 00ecleueHus
U (hapMaleBTHUECKON 1eATEeIbHOCTH.




