I[TPABUTEJILCTBO HMAHO-HEIIKOFO ABTOHOMHOI'O OKPYT A
INOCTAHOBJIEHUE

20 mapra 2014 . Ne 193-T1
r. Canexapn

O nopsiake u ycnosusix npegocrasienus FAPAHTHH N0 JIEKAPCTBEHHOMY
o0ecreYeHnI0 OTAeIbHBIX KATeropHii HACe/IeHus] NpH JIeYeHH U
B aMOYJIATOPHBIX YCJIOBHSIX

B memax peanusaunum FOCYAApCTBEHHOW  moauTUKU  SIMano-Hewrerkoro
ABTOHOMHOI'0 OKpYyTa B C()epe OXpaHbI 30POBbS U COIMATBLHOMN TMOJJIEPIKKU OTIETbHBIX
rpyni Hacenenus fImano-HeHenkoro aBToHOMHOTO OKpyra B 00J1aCTH JI€KapCTBEHHOTO
obecIieueHnst, pyKOBOACTBYSCH cTaThéi 39 3akoma JImano-Henenkoro aBToHOMHOTO
okpyra ot 10 suBapst 2007 roga Ne 12-3A0 «O 3apaBooxpaHeHnu B Smano-Henenxom
dBTOHOMHOM  OKpyre», llpaButensctBo SIManmo-HeHenkoro aBTOHOMHOLO OKpyra
MOCTAHOBJAAET:

1. Y1Bepauts npuitaraemoe Ionoxenue o [IOPSIIKE U YCIIOBUSIX IIPEIOCTABICHUS
FapaHTHH [0 JIEKAPCTBEHHOMY OGECIeHYeHHIO OTIeIbHBIX KaTeropuil HaceleHus Mpu
JIEYEHUU B aMOyTaTOPHBIX yCIIOBHSIX.

2. IlpusHats yTpaTUBIIAME CHIY:

nocraHosnenue IlpaButensctBa  SIMano-HeHenkoro aBTOHOMHOIO OKpyra
oT 24 wmosabps 2011 roma Ne 848-IT «O6 OpraHm3anuu o0ecrieyeHus JIbIOTHBIX
KaTeropui TpakJaH JeKapCTBEHHBIMU TIperapaTamMy, MeIUIUHCKAMH U3JEIIUSIMUA U
CPEACTBAMU  TMATHOCTHKH, NPUMCHAEMBIMH [pH  aMOYJIaTODHOM JIeYeHWH W
OTIIyCKaeMbIMH I10 PELENTaM Bpadei GecriaTHoy;

nocranosinenue IlpaButensctBa  SImano-Hemenkoro aBTOHOMHOMO OKpyra
ot 27 nexabps 2012 roma No 1170-I1 «O BHeCeHHH H3MeHEHHS B IIPUIIOKEHHUE K
Tosoxenuto o mopsiake u ycrnoBusx NPEOCTABIICHUS JILIOTHOI'O JIEKAPCTBEHHOTO
00ECIIeYeH s OTHEBHBIX KATErOPUH HACEJCHMUS SImano-Henenkoro aBTOHOMHOTO
OKpyTa IIpX JICYEHUN B aMOyJIaTOPHBIX YCIOBUSIX;

nocranosnaeHue IlpasurensctBa  SImano-HeHenkoro aBToHOMHOIO OKpyra
or 12 HosOps 2013 roma Ne 913-IT1 «O BHECEHHH H3MEHEHMI B IIOCTaHOBJICHHE
IIpaBurenscta SImano-Henenkoro aBToHOMHOrO okpyra ot 24 Hosibpst 2011 ropga
Ne 848-TT».



3. KOHTpOSIb 32  HCIO/IHEHWEM HACTOSIETO MOCTAHOBICHHS  BO3MOKUTL
Ha 3amectutess ['ybepHaTopa SImano-HeHenkoro aBToHOMHOTO okpyra byukosy T.B.
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YTBEPXIEHO

nocraHoByieHneM [IpaBurenscTBa
Smano-Henenkoro aBTOHOMHOI0 OKpyra
oT 20 mapra 2014 roga Ne 193-I1

INOJIO)KEHUE
O MOPsAZIKE U YCIIOBUSIX MMPEIOCTABIEH s FAPAHTUH 10 JIEKAPCTBEHHOMY
obecIeueHHIO OTAENBHBIX KATeropuil Hace IeH s TP JICYeHIH
B aMOyJIaTOPHBIX YCIOBHSIX

I. O6mue noJtoskenust

I.1. Hacrosiiee [lonoxenue onpenersieT HOPSAOK M YCIOBHs MPELOCTABIEHUS
FapaHTHH M0 JIeKAPCTBEHHOMY O00€CTeYeHHIO OTIEIBHBIX KaTeropuil HaceleHHs [pu
JIeYCHUH B aMOyYJIaTOPHBIX YCIOBHSX HA TeppuTopru SImano-HeHerkoro aBTOHOMHOTO
OKpyTa (faiee — aBTOHOMHBIN OKPYT) 38 CYET CPEeJCTB OKPYIKHOTO GIOIKETA.

1.2. Hacrosmee ITonosxeHue He pacnpocTpaHseTcs Ha:

- OecrulaTHoe  ofecrieyeHue  JMI,  HAXOMAIMIMXCA O] JUCIIaHCEPHBIM
HaOIIOZIEHNEM B CBA3M C TyOepKyié3oMm, u GONBHBIX TYGepKyIE30M JIEKapCTBEHHBIMHU
IperapataMi Uil MEJULHUHCKOrO IPUMEHEHUs [UIL JIedeHUs TyOepKkylnésa B
aMOYJIaTOPHBIX  yCIIOBUSAX B TOCYHAPCTBEHHBIX —YUPEKICHHUSIX 3IpaBOOXPaHEHUS
aBTOHOMHOTI'O OKPYTa;

- becrmatHoe obecreveHne JIeKapCTBEHHBIMU MperapaTaMu JUls MeIHIHHCKOTO
npuMeHeHusa it jedeHuss BUY-unpexkumn B amMOynaropHBIX — YCIOBHAX B
FOCYTAPCTBEHHBIX YUPEKICHHUSIX 3[PABOOXPAHEHHS] ABTOHOMHOTO OKPYTa;

- OecriatHoe obGecreveHne JTeKapCTBEHHBIMU TPerapaTaMi Ul MeUIHHCKOTO
[PUMEHEHUA JIML, HaxOSIIUXCA I0J JUCHAHCEPHBIM HaOIIOJeHHEM B CBSI3U C
[CUXUHYCCKUMH M HAPKOJOIMYECKUMH pAacCTPOMCTBAMH, U OOJIbHBIX, CTPaJaIOLIUX
ICUXUICCKUMH M HAPKOJOTMYCCKUMH PACCTPONCTBAMH, B aMOYJIATOPHBLIX YCIOBHAX B
FOCYIapCTBEHHBIX YUPEKACHUAX 31PABOOXPAHEHHUsI aBTOHOMHOIO OKPYTa.

I.3. TapanTtiu 1o  1eKapcTBEHHOMY O0ECIEUEHMIO OTAENBHBIX KATeropHii
HaCCJICHUsl [IpU JIeYeHUH B aMOYJIaTOPHBIX YCIOBHSIX (nasee — JBrOTHOE
JICKapCTBEHHOE  oOecredeHwne)  3akiliovyaloTcss B OeclulaTHOM — 00ecreyeHHn
JICKApCTBEHHBIMH IPEIapaTaMu, MEIMIUHCKAMU U3ACTHIMHU U CIIELUATU3UPOBAHHBIMH
MPOIYKTaMH JIeHYeOHOTO MUTAHUs OTAENbHBIX KATeropuii rpaXkiaH | JIHL, CTPaIaloLiX
OTIC/IbHBIMHU KaTeropusiMu 3a00/1€BaHUiM, B COOTBETCTBUHM C IpHitoxkeHusamMu NoNe 1, 2
3akoHy aBrOHOMHOro okpyra ot 10 smBaps 2007 roma Ne 12-3A0
«O 3ppaBooxpanenun B SImano-HeHelkom aBTOHOMHOM okpyre» (jganee — 3akoH
Ne 12-3A0).

1.4. JIeroTHOE  seKapcTBeHHOe —oObecIiedeHne MPEeOCTABIsETCS 110  MeCTy
KUTENBCTBA rpaxkiaHam Poccuiickoit ®Denepaluy, MPOXKUBAIOUIMM HAa TEPPUTOPHUH
aBTOHOMHOT'O OKpyTa.
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YClIoBreM, NMpH HAMYUKA KOTOPOTO OCYIIECTBISETCS GecriaTHOe oGecreuerye
[TAMEHTOB  JICKAPCTBEHHBIMHM  MpelaparaMH, MEAMLUHCKUMH  U3JeIUSIMU U
CHCHHMATM3MPOBAHHBIMU MPOMYKTAMH JICYEOHOr0 MUTAHUS, SIBIISETCA HATMYME IIpaBa Ha
JIbFOTHOE JIEKAPCTBEHHOE 00ecreyeHne B COOTBETCTBUH C YCTAHOBIEHHBIME 3aKOHOM
Ne 12-3A0 nepeyHsMy OTHEIBHBIX KATErOpHil MpaX/Ian 1 KaTeropui 3abosesanui, npu
aMOyJIaTOPHOM JIeYEHHH KOTOPBIX JIEKAPCTBEHHBIE [perapaTtel, MEAUIIUHCKHE U3IeTUs
1 CTICHHATM3MPOBAHHBIC MPOIYKTBI JIEYCOHOrO MUTAHHUS OTITYCKAIOTCA TI0 peLerTam
Bpaueil OecruiaTHo.

1.5. 1lpy  Hamuuum y rpaxkmaH mpasa Ha IPEIOCTABIECHNUE  JIbIOTHOTO
JICKAPCTBEHHOT0  00ECHEYEHHUs] 10 HECKOJILKUM  3a00JIeBAHUSIM IPEIOCTAaBIISIFOTCS
MMEIOIIMECS JIbIOTHI 110 KaXkI0MY 3a00JI€BaHHIO.

1.6. PetlenTol  Ha  JleKapCTBeHHBIE TIperaparthl, MeIMIIMHCKHE W3IEIUsl |
CHCIMAIM3UPOBAHHbBIE TIPOJAYKTBI JIEUEOHOrO MMHUTAHUSA BBINUCBHIBAIOTCA OTHEIbHBIM
KaTeropusiM IPaXJIaH B COOTBETCTBHM C [I€PEYHEM JIEKAPCTBEHHBIX MPEIApaToB,
MEIMIMHCKAX M3IEIMd W CHCHHAIM3UPOBAHHBIX [IPOJIYKTOB Te4eGHOrO [UTAHU,
IPUMCHSIEMBIX TIPH JICYCHHH B aMOYJIaTOPHBIX YCIOBUSX OTIENbHBIX KaTeropun
FpaKiaf M OTIYCKAaCMBIX [0 pELENTaM Bpadyed OecmyiaTHO (Hanee — MepedeHs),
MPEYCMOTPEHHBIM ~ TeppuTopuanbHOif MPOrpaMMoil  rocyaapcTBEHHBIX rapaHTHH
OECILIATHOIO OKA3aHUs IPaKIaHaAM MEIUIIMHCKON MOMOILIH.

1.7. Hann4une y rpaiaHuHA, MMERONIEro MPaBO Ha JLFOTHOE JIEKapCTBEHHOE
obecrieyeHne B COOTBETCTBUM C MPHIOKEHUsIMU NoNo I, 2 x 3axkony Ne 12-3A0, npasa
Ha JIBrOTHOE JIEKapCTBEHHOE oO0ecreYeHue B COOTBETCTBUM C HOPMATHBHBIME
MpaBOBbIMU aKkTaMu Poccuiickolt Denepannu He ABISETCS OCHOBAHMEM JUIS OTKA3a B
JIbTOTHOM JIEKAPCTBEHHOM O0€CIIEYEHNH 3a CUET CPEICTB OKPYIKHOIO BIOJIKETA.

1.8. Ilpx OTCYTCTBHM B anTeYHBIX OPraHM3ALKAX HA MOMEHT oOpallleHust K Bpayuy
HEOOXOIUMBIX JIEKapCTBEHHBIX [IperapaTos, MEIULIMHCKUX U3JIeJINH,
CICIHATU3UPOBAHHBIX MPOAYKTOB JICYEOHOTO IHUTAHMS, NPHOOpPETaeMBIX 3a CYer
CyOBeHLWMH, MeperaBaeMbIXx W3 (elepanbHOro GloIKeTa, rpakJaHe, BKIIIOYEHHBIE B
DezepalbHbIA  pPErucTp ML, WMEIOMHUX MPaBO Ha HOJly4eHHE T[OCYIapCTBEHHOMN
COLMANTbHOM TIOMOIIM, M HEe OTKa3aBLIMECH OT IOMYYeHHs CONUANBHOIN YCIIYTH,
00eCreYnBaIOTCs JIeKapCTBEHHBIMH TIPeITapaTaMi, Me NI IMHCKIMH U3JEIHUSAMH, a TaKKe
CIHCHHAIN3MPOBAHHBIMKI  IPOAYKTAMM  JIEYeOHOr0 MHUTAHMSL, IPeayCMOTPEHHBIMH
TeppuropuanbHoit mporpamMMoii rocymapcTBEHHBIX rapaHTUi OeCIUIaTHOrO OKa3aHWs
rpaxkaHaM MEAMLIMHCKOH MTOMOIIY 3a CUET CPE/ICTB OKPYIKHOIO BIO/IKETA.

1.9. I'naBHBIM pacrnopsiauTenem CpeICTB OKPYXKHOTO OroKera,
IPEAYCMOTPEHHBIX Ha JbrOTHOE JICKAPCTBEHHOE 0OeceYeHne rpax/IaH B COOTBETCTBHN
C HaCTOAIIMM MOCTAHOBIICHUEM, SABIISICTCS YIIOJHOMOYEHHBIH HCIIOIHUTEBHbIH Oprax
FOCYIapCTBEHHOM BJIACTH aBTOHOMHOTO OKpYTa B chepe 37paBoOXpaHeHHs.

1.10. Opranusanmio nbroTHOro NIeKapcTBEHHOro obecreueHus: Ha TEPPUTOPUH
ABTOHOMHOI'O  OKpyra, BEICHHMs PErucTpa JIbFOTHBIX KATErOpHMH TPaKIaH, 4 TaKKe
OCYMIECTBIICHNE KOHTPOJIA 3a II€JICBBIM PACXOIOBAHUEM CPEJICTB OKPYKHOTO OIOKETa
Ha  JILFOTHOC  JIEKQpCTBEHHOE  OOeCreueHre  OCYIIECTBIAET  YIIOMHOMOYEHHBIH
HCTIOJHUTEIILHBIH  Opraf roCy1apCTBEHHOH BIIACTH aBTOHOMHOIO OKDPYra B cepe
30paBOOXPaHEHHUSI.



I1. ITopsitok u ycaosust npegocrasienns
FAPAaHTHH M0 JIEKAPCTBEHHOMY 0GecredeHn o

2.1.3a  mpenocraBieHMeM — HeOGXOIHMbIX JIEKAPCTBEHHBIX  Iperaparos,
MEIMIUHCKUX  M3NEMUH U CHCUMATH3UPOBAHHBIX MPOLYKTOB NeYeGHOrO MHTAHIS
rpakaaHe o0pamaroTcss B ydpexiaeHus 3/(paBOOXPAHEHHs] aBTOHOMHOIO OKpyTa,
OKA3bIBAIOLIHE NEPBUIHYIO MEMKO-CAHUTAPHYIO TIOMOIIIb.

2.2. Tlpu obpamenun B COOTBETCTBYIOIIEE YYPEKIEHHE 3IpABOOXPAHEHHS
TPAXKIaHNH MPEACTABIACT KOIMHU CIIEAYIOMINX JOKYMEHTOB:

- [aCTOPT MO0 HHOM T0KYMEHT, y10CTOBEPSIOLIMIA JTAYHOCTE;

- AOKYMCHT, B COOTBETCTBUH C KOTOPBIM MMEETCS BO3MOKHOCTb YCTAHOBICHHS
(MOATBEPXKIEHNS) MecTa KHTeNbCTBA [PaXITaHWHA HA TEPPUTOPUM ABTOHOMHOTO
OKpYTd, [/I€ OH NPOXHMBAET HA OCHOBAHHSAX, IPELYCMOTPEHHBIX 3aKOHONATEILCTBOM
Poccuiickoii ®enepanum.

2.3. YUpexIeHus: 3paBOOXPAHEHUS aBTOHOMHOLO OKpyra camMoCTOSTEIbHO
3alpalliiBalOT B COOTBETCTBYIOLIMX OPraHaX B MOPSIIKE MEKBEIOMCTBEHHOLO
B3aUMOJIEHCTBUSL B COOTBETCTBHU C DenepanbupiM 3akoHOM oT 27 mions 2010 roxa
Ne 210-03 «O6 opranuzaimu [IPEIOCTABICHUA IOCYIaPCTBEHHBIX U MYHUIUIIATBHbIX
YCIYD) CIACAYIOINE JOKYMEHTHI (CBEIEHUS ):

- CHIpaBKa opraHa CoLUMabHOU 3alUThl HACEICHHUS, IOATBEPIKAAIONIAS OTHECEH e
CEMBH K KaTETOPUHM MHOTOACTHOM (IUIs JIHLI, yKa3aHHBIX B ITyHKTE | npuitoxenust Ne |
3akony Ne 12-3A0);

- CBCNICHHUA O BbIIA4€ yIOCTOBEPeHHMsS BeTepana Benukoit OredecTBeHHOMN BOMHEL
HIH YIOCTOBEPEHHUS O IpaBe Ha JILFOTY (JUIs JIUL, YKa3aHHBIX B MYHKTE 5 MPUIOKEHUST
Ne 1 x 3axony Ne 12-3A0);

- ClpaBKa O peadWINTAlUU WM CBHIETENbCTBO O [paBe Ha JbrOTHl JUIA
peabUINTUPOBAHHBIX JIUIT (IJIs1 JIUIL, YKa3aHHBIX B IyHKTe 6 npuioxkenus Ne 1 k 3akony
Ne 12-3A0);

- ClIpaBKa O MPU3HAHUH JIMIIA, IOCTPALABIIETO OT ITOIUTHYECKUX penpeccuit (s
JIAL, YKa3aHHBIX B [TyHKTe 7 mpuimoxenns N 1 k 3akomy No 12-3A0);

- CBCIICHHA O BBIJA4e ICHCHOHHOTO YIOCTOBEPEHHS U CIlpaBKa oOprana
COLMANLHOK 3aIUUTHI HACEIECHHUS 110 MECTY JKUTEJIbCTBA, IMOATBEPKAAIONIAs] OTHECEHHE
K Kareropuu MallOMMyIIed CeMbHM MM MAIOMMYIIEro OJHHOKO IIPOXKUBAIOIIIErO
FpKIaHMHA (IIS JTULL, YKA3aHHBIX B IyHKTE 8 npunoxerust No 1 k 3akony Ne 12-3A0).

I'paxpane npu nepsuunom mnpueme B YIPEKICHNE 3/paBOOXPAHEHHS BIIpaBe
HpCICTABATL  TOKYMEHTbI, yKazaHHble B a03alax BTOPOM — [IECTOM HACTOSIIErO
MyHKTa, 10 COOCTBEHHON UHUIHATHBE.

2.4. JIONONHUTEILHO MPH MEPBUYHOM [PUEME B YUPEKIEHHUE 3APABOOXPAHEHHUS
HPEABABIIOTCA M IPENOCTABNAIOTCS KOMHH CIEYIONHX J0OKYMEHTOR, OTIpeACIISIOIINX
[IpaBO Ha JILI'OTHOE JIEKAPCTBEHHOE 0bOecreueHue:

2.4.1. qst MU, yKasaHHBIX B TyHKTe 4 npuitoxeHust Ne | k 3akony Ne 12-3A0:

- ClIpaBKa  OpraHa MECTHOTO CaMOYINPABIICHHUs, [OATBEPIKAAIOMIAs BeICHHe
TMHaMIL M3 1qHCIIa KOPEHHBIX MalOYMCIEHHBIX HaponoB CeBepa M MHBIME JTHIAME
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KOI€BOro HJIM  MOJyKOYEBOro o0pasa JKM3HM M OCYIIECTBICHHE MMH BHIOB
TPAIMIIMOHHOH XO35IHCTBEHHOMN IETEIbHOCTH HA TEPPUTOPUU ABTOHOMHOTO OKpyTa,

2.4.2. nyist 11, yKA3aHHBIX B nyskre 1.8 Hacrosuiero [Togoxenus:

- MacCHopT IHO0 WHOH JOKYMEHT, YI0CTOBEPAIONU JINYHOCTS;

- IOKYMEHT, B COOTBETCTBMH C KOTOPBIM HMEETCS BO3MOXXHOCTH YCTAHOBJIEHHUS
(TOATBEpXK/EHUs) MecTa JKHTENbCTBA IPAXKIAHUHA HA TEPPUTOPUA  ABTOHOMHOIO
OKpyra, I'lc OH MPOXKUBACT HA OCHOBAHMSX, MPEIyCMOTPEHHBIX 3aKOHOMIATEIbCTBOM
Poccniickoit denepannu;

- CTIPAaBKa,  BbINAHHAS — TEPPUTOPHANBHBIM — opraHoM [lencuonnoro  (¢omza
Poccuiickoit ®eneparmu, moarsepskaomast IpaBO Ha IMoJIydyeHue Habopa ColMaabHbIX
YCIIYT B HaCTH JIEKAPCTBEHHOI'O 00eCeyeHus.

2.5. JIuua, ykaszauusle B myHkrax 1, 4, 8 npuitoxxenust Ne 1 k 3akony Ne 12-3A0,
npu  oOpallleHuH B  yYpeKIeHUs 3APaBOOXPAHEHHS] aBTOHOMHOTO OKpyra 3a
IPE/IOCTaBIEHUEM HEOOXOUMBIX JIEKAPCTBEHHBIX MPENAPATOB, MeIUIIHHCKIX U3IEIINH,
CHCHHATM3UPOBAHHBIX TMPOAYKTOB JIEYEOHOrO IMUTAHUS OOS3aHBI COOOIIUTH Bpavy
(pempaimepy), OCYyLIECTBISIOMEMY —BBITHCHIBAHNE pELEenToB, O BO3HUKHOBEHUHU
00CTOATENBCTB, BICKYIIUX MPEKPAIIEHHE JIbIOTHOTO JICKApCTBEHHOr0 00€eCeYeHus.

CroumocTs JIEKapPCTBEHHBIX [IpernapaTos, MEIUIUHCKUX U3JIeJINH,
CHCHUATN3UPOBAHHBIX  NPOAYKTOB  JIEYEOHOTO MUTAHWS, U3IUIIHE  BBIJAHHBIX
TPaXAaHUHY I10 €T0 BUHE, BO3BPAIIAETCS UM B JT0XO/ OKPYIKHOTO GrOIKETA.

B ciy4ae otkasa oT 106poBosbHOTO Bo3Bpara yKa3aHHbIE CPeJCTBa UCTPeOyIOTCS
B Cy/1IeOHOM TOpsiJIKE B COOTBETCTBUH C 3aKOHOAATENBCTBOM POCCHICKOl Denepanmu.

2.6.Ilpu  oOpaleHWy  rpakIaHUHA, HWMEIOLIETo IIpaBO  Ha  JIBIOTHOE
JIEKapCTBEHHOE oO0ecreyeHne, B COOTBETCTBYIOIIEE YUPEKACHHUE 3IpaBOOXpPAHEHUS
Bpad ((espamiep) 1Mo pesyibraTaMm oCMOTpa IPpU HATMYUUA MEIUIUHCKUX [TOKA3aHUH
BBIITUCBIBACT  PELCHT 10 yCTAHOBJCHHOH (opMe Ha JIeKapCTBEHHBIE IPENapaThl,
MEIUIMHCKHAE W3AC/IHS, CIEeUUANIN3UPOBAHHbIE IMPOAYKTHl JIEYeOHOr0 INHUTAHUS B
COOTBETCTBHM ¢ TeppUTOpHATIBbHOW  MpOrpaMMoi FOCYJapCTBEHHBIX TapaHTHA
OecraTHOro oKasaHus pakIaHaM MeIULUHCKOM [IOMOIIIM, B TOM YHCJIE C MepeuHeM
JICKapCTBECHHDIX  [IPETIapaToB, HA3HAYACMbIX [0 PEILICHHUIO BpadyeOHOH KOMHCCHM
YUPEXKICHUS 3]paBOOXPaHEHH.

Haswauenwe wu BbimMchiBanue pererntos  Ha JICKApCTBEHHBIE  IIperapaTsl,
MCIMIMHCKAC  HM3/CTHA M  CICLUATM3UPOBAHHBIE MPOAYKTHI JIeUeGHOTO MUTAHUS
IPOM3BOMUTCA B COOTBETCTBMHU C NpUKa3aMu (eepaibHOro opraHa MCIOTHHTENbHOM
BJIACTH, OCYIIECTBIIAIOUIECrO (YHKIMHU 10 BBIPAOOTKE M pean3aiuu roCy1apCTBEHHOM
MOJIUTHKH M HOPMaTHBHO-NPAaBOBOMY PETryJIMPOBAHHIO B c(epe 31paBoOXpaHEHHS.

2.7. Ydpexnenue 31paBoOXpaHeHus IPeCTaBIIseT rpakaanam “UHQopmaiuio oo
arnTeKax (anTeuHbIX ITyHKTAaX), OCYIIECTBISIOMIX OTITYCK JIEKAPCTBEHHBIX MPENaparos,
MEIUIMHCKUX M3JC/IUA M CHENUaTU3UPOBAHHBIX MPOAYKTOB JIeYeOHOr0 MUTAHMS Ha
JBIOTHBIX YCIIOBHSX.

2.8.B cmaydyae BpeMeHHOro OTCYTCTBMSL ~ JIEKAPCTBEHHBIX  Iperaparos,
ME/IMIMHCKIX  H3IENUH M CHeLUAIM3UPOBAHHBIX IPOAYKTOB JIe4eGHOIO [HTAHMS,
HEOOXOMMMBIX TPaXKaHUHY, anTeka (arreyHbIii MyHKT) opraHusyeT B TedeHue 10
pabo4ux JHeH ¢ JaThl 0OpaIeHUs ero OTCPOUYEHHOE 00CTy)KHBaHHWE WK OCYLIECTBIISET



OTIYCK aHAJIOTMYHOTO JIEKAPCTBEHHOTO IIpernapara, IpelyCMOTPEHHOTO epedyHeM,
B3aME€H BBINMCAHHOTO MM MHOTO JIEKAPCTBEHHOTO IIperapaTa 110 BHOBb BBIIHCAHHOMY
perenry.

2.9. OcHoBaHMAMHU [JII OTKa3a B JIbIOTHOM JIEKAPCTBEHHOM O0ecCreueHuu
SIBJISTFOTCSL:

2.9.1. uckmoyenne 3a00J€BaHUS MM KATETOPUM TPAKAAH U3 nepeyHen
OTAENBHBIX KAaTerOpHH TIpaXIaH W Kareropuil 3abojeBaHMi, Npu amOylIaTOPHOM
JIEYCHUH  KOTOPBLIX  JIEKAPCTBEHHBIE IMperapaThl, MEIMIMHCKUE  U3AETUs |
CHENMATH3UPOBAHHBIE MPOAYKTHI JIe4eOHOro IMHUTAHUSI OTIIYCKAIOTCS [0 peLenTam
Bpauei OecruiaTHo;

2.9.2. HenpesicTaBienye MO0 TPEJCTABICHHE HEJOCTOBEPHBIX JOKYMEHTOB,
YKa3aHHBIX B MyHKTax 2.3, 2.4 nactosuero [lonoskeHus!, MOATBEPKIAIOMINX IpaBo Ha
JBIOTHOE JIeKapCTBEHHOE o0ecIeueHne.

2.10. JIumo, oOcCyIIECTBISIONIEE HA3HAYEHUE W BBIMUCLIBAHUE peuenToB Ha
JIEKapCTBEHHBIE MPETAPAThl, MEUIIMHCKUE U3EINS U CHICIUATU3UPOBAHHBIE TPOLYKTEI
ne4e0HOro NMUTaHUS, YCTHO BO BpeMs MpuéMa MalMeHTa YBEIOMIIIET ero 00 OTKasze B
JIbIOTHOM JIEKADCTBEHHOM O0ECTIeYeHHH C YKa3aHUEM OCHOBAHMUS [UIS OTKA3A4.

2.11. Pemenne 06 oTKa3e B IbIOTHOM JIEKAPCTBEHHOM 00ECTICYEHHU MOXKET OBITh
00KaJOBaHO  BBIIMIECTOSINEMY MOJDKHOCTHOMY JIMIy JHOO B Cydl B TMOpsIKe,
NpeyCMOTPEHHOM 3aKoHOoAaTeNIbecTBOM Poccuiickoit Menepanmy.

2.12. IlepeveHp  yupeXJeHHI  3IpaBOOXPAHEHMS  ABTOHOMHOIO OKpyra,
CHIENUAIIUCTBI KOTOPBIX UMEIOT IIPAaBO BBIIUCHIBAHUS PELIENITOB MPaKIaHaM, HMEIOIIUM
IpaBO Ha JIBFOTHOE JICKAPCTBEHHOE O0OecledyeHne 3a CYeT CPeACTB OKPYKHOIO
Oro[uKeTa, M TepedyeHb IyHKTOB OTIyCKa, HMEIOIINX [IPaBO ITPOU3BOIUTH OTITYCK
JIEKapCTBEHHBIX ~ IIPENapaToB, MEIUIMHCKAX H3ICTMH U CIeNHATH3MPOBAHHBIX
IPOLYKTOB JI€YeOHOr0 MUTAHKSA, @ TAK)Ke CUCTEMa HYMEpAI[MU PeleNTypHBIX OIaHKOB
UL TIOJyYeHHUSl  JIEKAPCTBEHHBIX  MPENapaToB, MEAULIMHCKAX  M3JCIHUNA, U
CIEUUAIM3UPOBAHHBIX ITPOAYKTOB JIe4eOHOr0 IHUTaHUS, OTIIYCKAeMBIX OeCIIaTHO
TpaXAaHaM, HMMEIOIIUM IIPaBO Ha JIbFOTHOE JIEKapCTBEHHOE OOecleueHre 3a cueT
CPEICTB OKPYXXHOro OOJDKETa, YTBEPKAAETCS YIOTHOMOYEHHBIM HCIIOTHUTEIBHBIM
OpraHoM rocyJapCTBEHHOW BJIACTH aBTOHOMHOI'O OKpyra B cepe 3/paBooXpaHeHus.



