T'YBEPHYI YPSII
PEITYBJINYMIA MOJIJIOBEHEITh TTPHJTHICTPOBCBKOI MOJIJIABCBKOI1
HUCTPEHE PECITYBJIIKU
TIPABUTEJILCTBO 5
TTPHTHECTPOBCKOW MOJIJIABCKOM
PECITYBJIMKH
INIOCTAHOBJIEHHUE
__6 depana 2019 rona_ Ne 45

r. Tupacnons

006 yrBepxnenun Ilonoxenus
O JTUIICH3UPOBAHUH (HapMAIIEBTHUECKON JEATCTLHOCTH
B cdhepe oOpallieHus JeKapCTBEHHBIX CPEACTB
JUTSE METUIIMHCKOTO TIPUMEHEHHS ¥ M3JISJIHA METUIIMHCKOTO Ha3HAYCHWS:
WX ONITOBAs, POSHUYHAS peaTN3alusi U U3TOTOBJICHHE
(3a UCKITIOYEHUEM JIMH3 KOHTAKTHBIX M JIJIST KOPPEKITUH 3PCHUS
1 JICKAPCTBEHHBIX CPEACTB JIJISI BETCPUHAPHOTO IIPUMEHEHHUS)

B coorBercTtBUM co cTatheit 76-6 Kouctutymmm [lpumHecTpoBcKoi
MonmaBckon PecniyOnuku, cTaThel 25 Koncturyunonuoro 3aKOHA
[TpunuaectpoBckoit Monmasckoit Peciyomuku ot 30 HosOpst 2011 roma Ne 224-K3-V
«O TIpaBurensctBe IlpmaHectpoBckoit MommaBckoit PecnyOnuku» (CA3 11-48)
B JICHCTBYyIOMIEH pefaknuu, moanyHkToM 18 mommynkTta «a» myHkta 1 ctateu 18
3akona IlpumnectpoBckoit MommaBckoit Pecnyommkn ot 10 wronms 2002 roma
Ne 151-3-111 «O nuueH3upoBaHMH OTACIBHBIX BUAOB aesrenbHocTu» (CA3 02-28)
B JeicTBymome penakiuu, 3akoHoMm llpumanectpoBckoit MonnaBckoit PecyOnuku
or 25 suBaps 2005 roma Ne 526-3-1I1 «O dapmaneBTHUECKONW AEATEIHHOCTH
B IlpuanectpoBckoit Monnmasckoii PecrnyOmuke» (CA3 05-5) B aelicTByrommei
penakuuu, IlocranoBnennem IIpaButenscrBa IlpuanectpoBckoir MongaBckou
Pecnnyomuku ot 12 despans 2018 roma Ne 42 «OO0 OCHOBHBIX IPHHITHIIAX
rOCYJapCTBEHHOTO PETYIHPOBAHUS OTACITHHBIX BUIOB JEATSILHOCTH HAa TCPPUTOPUU
[MpumaecTpoBckoit MommaBckoii PecnyOmukn» (CA3  18-7) ¢  HM3MEHEHHSIMH,
BHeceHHbIMU [loctanoBnenneM IIpaButenbctBa IIpuaHecTpoBckoit MongaBckon
PecniyOnuku ot 11 wions 2018 roma Ne 192 (CA3 18-24), IlpaBHUTEIBCTBO
[IpuanectpoBckoit MonnaBckoit PecnyOnuku
MOCTAaHOBIAECT:

1. YVrBepauts  IlonoxkeHne O  JHMIEH3UPOBAHUU  (DapMarleBTHUECKOMN
NEATENIbHOCTH B cdepe oOpallleHusi JTeKapCTBEHHBIX CPEJCTB MJISI MEIUIMHCKOTO
MPUMEHEHHUSI W HW3JCIUHA MEIUIMHCKOTO HA3HAYEHUS. HMX ONTOBAs, PO3HUYHAA
peanu3anys U U3roTOBJICHUE (32 UCKITFOUCHHEM JIMH3 KOHTAKTHBIX M JUISI KOPPEKIIUH
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3peHUS M JICKAPCTBEHHBIX CPEJCTB I BETEPHHAPHOTO MPUMEHECHHS) COTJIACHO
[Ipunoxenunto kK HacTosAmeMy [locTanoBieHuU1O.

2. Hacrosiee IloctaHoBIeHHE BCTYNaeT B CUILY CO JHS, CJIEAYIOIIETO 3a JHEM
€ro opuIMaNIbHOrO ONMyOJINKOBAHMUS.
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[MPUJIOXXEHUE
K Ilocranosnenuto [IpaBurenscrBa
[IpunnecTpoBckoit MonagaBckou

PecnyOnuku
ot 6 despans 2019 roga Ne 45

I[TOJIOXKXEHUE
0 JIMIICH3UPOBAHUH (papMalleBTHICCKON ACITCIHBHOCTH
B cdhepe oOpaleHus JeKapCTBEHHBIX CPEACTB
JUTSE METUITMHCKOTO MIPUMCHEHUS U U3ICITHI METUIIMHCKOTO Ha3HAUCHUS .
UX OITOBAsl, PO3HUYHAS peaau3alis U H3TOTOBICHHE
(3a UCKJIFOUCHUEM JIMH3 KOHTAKTHBIX U JIJI1 KOPPEKIIMH 3PEHUS
U JIEKAPCTBECHHBIX CPEICTB JJIs BETEPHHAPHOIO MPUMEHEHHS)

1. OO01ure noIoXKeHus

1. Hacrosimee Ilonoxkenwe omnpenensier MOPSAOK  JIMIICH3UPOBAHUS
(hapMalleBTUYECKOM NESITENHLHOCTH B chepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB s
MEIUIUHCKOTO MPUMEHEHUS W W3ACIUN MEIUIMHCKOrO HA3HAYEHHUs. UX ONTOBafd,
PO3HHMYHAS peaju3alis ¥ U3rOTOBJICHUE (32 MCKIIIOUCHUEM JIMH3 KOHTAKTHBIX M JIS
KOPPEKIIUU 3PSHHS ¥ JICKAPCTBEHHBIX CPEJICTB JUISI BETCPHUHAPHOTO MIPUMEHEHHS).

2. B xadecTBe cowWcKaTels JHWICH3UM Ha OCYIICCTBICHHE JHIICH3UPYEMOU
NEATEIbHOCTA MOXET BBICTYNATh HOPUANYECKOE JIUIO, OOpaTHUBIIEECS B OpraH,
YIOJIHOMOYEHHBIH Ha O(QOpPMIICHHE U BbIJIauy JIMIEH3UH, C 3asBJICHUEM O BblJaye
JUILEH3UM Ha  OCYIIECTBICHUE COOTBETCTBYIOLIETO JUILEH3UPYEMOrO  BHUIA
NEATENBHOCTH.

3. CraBka JMIIEH3MOHHOTO cOOpa 3a BbIIAaYy JUIICH3WH HA OCYIIECTBICHHE
(hapMalleBTUYECKOM NESITENHLHOCTH B chepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB s
MEIUIMHCKOTO MPUMEHEHUS W W3ACIUN MEIUIMHCKOrO HA3HAYEHHUs. UX ONTOBafd,
PO3HHMYHAS peaju3alis ¥ U3rOTOBJICHUE (32 MCKIIIOUCHUEM JIMH3 KOHTAKTHBIX M JUISI
KOPPEKIUN 3PCHHSI M JICKApPCTBEHHBIX CPEJCTB JJIA BETEPUHAPHOTO MPHUMCHCHHUS)
cocraBisieT 400 (ueThIpecTa) pacueTHBIX YPOBHEH MUHUMAIIBHOM 3apa0OTHOM TUIATHI.

2. [lepedeHb TOKYMEHTOB,
HEOOXOIUMBIX JIJIS TTOJTYICHHSI JINIICH3UN

4. Jlns moyiydeHUsT JIMIIEH3WM Ha OCYIIecTBIeHUE (dapMaleBTUYECKOM
NeATeIbHOCTH B cdepe oOpalieHusl JIeKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO
MPUMEHEHUSI W W3JSIUA MEIUIIMHCKOTO Ha3HAYCHHUSA. HUX ONTOBas, PO3HUYHAS
peanu3aiusi U M3roTOBJICHUE (32 MCKIIIOUEHUEM JIMH3 KOHTAKTHBIX U VIS KOPPEKIIMH
3peHUs U JIEKAPCTBEHHBIX CPEACTB IJIs1 BETCPHMHAPHOI'O IIPMMEHEHHS) COMCKATEIb
JUIEH3UU TPEJICTABISIET B OpraH, YMOJHOMOYEHHBI Ha OQOpMIICHHE W BbIAAdy
JUIEH3UH, CIAEAYIONIUE JOKYMEHTHI:
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a) 3asIBJICHHE O BBIJaue JIMIICH3UH C YKa3aHUEM:

1) HaMMEHOBaHMSI U OPTaHU3AMMOHHO-TIPABOBOM (POPMBI IOPUINYCCKOTO JIUIIA,
MeCTa ero HaxokJIeHHus (C yKa3aHHEM TEePPHUTOPUATBLHO 000COOJICHHBIX OOBEKTOB),
a TaKKe TOCYJAapCTBEHHOM pErucTpaldd COUCKaTedsl JUIEH3MU B KadyeCTBE
IOPUJIUYECKOTO JTUIIA;

2) JAICH3WPYEMOTO BHJA JEATCIBHOCTH, KOTOPBIH COHMCKATENb JIUIICH3UU
HaMEpPEH OCYIIECTBISATh, U CPOKA, B TEUYEHUE KOTOPOro OYyJeT OCYIIEeCTBISATHCS
YKa3aHHbBIUA BUJI IEITEIHHOCTH,

0) HOTapUaJIbHO YJOCTOBEPEHHBIC M JICTAJIM30BAHHBIC B YCTAHOBJICHHOM
MOPSIAKE KOMHUM YUYPEAUTENbHBIX JOKYMEHTOB M JOKYMEHTa O TOCYJapCTBEHHOM
pErucTpaluu COMCKATelNsl JUIEH3UW B KadyeCTBE IOPUJIUUECKOTO JIMIA, COBMECTHO
C HOTapHAJIIbHO 3aBEPEHHBIM MEPEBOJAOM HA PYCCKUU SI3bIK, — IS MHOCTPAHHBIX
IOpUTMYECKUX JIHUII;

B) CHHCOYHBIA COCTaB CICIHMAJIUCTOB, MMECIOIIUX COOTBETCTBYIOIIECE
npopuibHOe oOpa3oBanue (o dhopme cornacHo [Ipunoxenuio Ne 1 k HacTosAeMy
[TonoxxeHuro);

r) cBemeHUs 00 OOBEKTe, B KOTOPOM HJIM C IOMOIIBIO KOTOpPOro Oymaer
OCYIIECTBIATHCS JIMIEH3UPYEMbIH BHUJ JEATCIBHOCTH (IIPaBOYCTAHABIIMBAIOIINE
JOKYMEHTBI Ha OOBEKT TPEACTaBIAIOTCA B paMKaX MEXBEJOMCTBEHHOIO
B3aUMOJICUCTBUS; JIII BPEMEHHBIX MOCTPOCK — apXUTEKTYPHBIN IJIaH U aKT Mpuema
MOCTPOUKH, O()OPMIICHHBIN B YCTAHOBJICHHOM ITOPSIJIKE);

o) 3aKJIIOUYCHHE YIOJHOMOYEHHOTO WCIIOTHUTEIBHOTO opraHa
rOCYJapCTBEHHOM  BJAcCTH, B  BEIEGHHM KOTOPOrO  HAXOHSTCS  BOIPOCHI
3IpaBOOXPAHEHUS, O COOTBETCTBUU (hapMalleBTUUECKOM OpraHu3alui HOPMaTUBHBIM
TpeboBanmsM 110 Gopme cornacHo [Ipumoxenuto Ne 2 x Hacrosmemy Ilomokennto,
MPETYCMOTPEHHOE TOAIMYHKTOM «0» mMyHKTa 2 cTtathu 6 3akona [IpmmHecTpoBCKOM
MonnaBckoit  Pecnybmuku ot 25  sgmBaps 2005 rtoma Ne  526-3-lI
«O  dapmaneBtuueckoit gestenbHoctd B [IpumHectpoBckoit  MonmaBckoit
PecniyOmuke» (CA3 05-5) (nasee — 3akoH 0 (hapMarieBTHUSCKOM IeATECIIbHOCTH);

€) CBHJICTEJIBCTBO O IMOCTAHOBKE COMCKATEIS JIMIICH3MH HA yYeT B HAJIOTOBOM
opraHe, KOTOpO€ MPEJICTABIISIETCS B paMKaX MEKBEJIOMCTBEHHOT'O B3aMOICUCTBUS.

TpeboBaTh OT couckarelns JUIEH3UU NPEACTaBICHUA  JOKYMEHTOB,
HE TMpeaycMOoTpeHHbIX 3akoHoM [lpugnectpoBckoit MongaBckoit PecnyOnuku
or 10 mroma 2002 roma Ne 151-3-1ll «O nuieH3upOBaHUN OTIACIBHBIX BHJIOB
nestenbHocTH» (CA3 02-28) (manee — 3aKOH O JUIICH3UPOBAHUU OTACIbHBIX BHIOB
JCSITEILHOCTH) ¥ 3aKOHOM O (hapMaIieBTUICCKOM JISATSIILHOCTH, HE JIOIYCKACeTCA.

5. B ciywyae ecnu mpu npueme 3asBJICHUS O BblJade JIUIEH3UU BBISBISIETCS,
YTO HEOOXOJWMBbIC JOKYMEHTBHI MPEJCTABICHBI HE B IOJHOM oObeMe M (WJIH)
HeHa/JIeKame opopMiIeHbl (HECOOTBETCTBHE JIOKYMEHTa B 4acTH  (POPMBI
U COJIEpKaHUS YCTAHOBJEHHBIM 3aKOHOJATEIILCTBOM TpPEOOBAaHUSIM, OTCYTCTBHE
MOANMUCENd  YNMOJTHOMOYEHHBIX JIMI[, T[e4arTel W IITaMIOB, YTBEPKJICHHBIX
B YCTAHOBJICHHOM TIOPSIJIKE), OpraH, YIMOJHOMOYCHHBIH Ha O(QOpPMIICHHWE W BBIIAUY
JUIIEH3UHY, HE TMPUHUMAET TAaKO€ 3asBJIICHUE U MUCHMEHHO YBEIOMIIIET COMCKATENs
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JUIEH3UU O HEOOXOJAMMOCTH TMPEACTABICHUS B TMSATUIHEBHBIM CpPOK 3asBICHUS
U JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT JIM00 0(hOpMIIEHBI HEHAIEKAIIIUM 00pa3oM.

6. Opras, yIoJITHOMOYCHHBIN Ha 0(OPMIICHHUE W BBIIAYy JTUICH3UH, IPUHUMACT
pelieHre o BblJlaue Uid 00 OTKa3e B BbIJAye JUIEH3UU B CPOK, HE MPEBBIIAIONTUN
3 (Tpex) pabGoumx gHEH CcO JHS TOJyYCHHUs 3asABJICHHUS COWCKATENs JIMIECH3UN
CO BCEMHU HEOOXOIUMBIMH JTOKYMEHTAMU.

VY1o1HOMOUEHHBIA OpraH 00si3aH B YKa3aHHBIM B 4acTU MEPBOU HACTOSIIETO
MyHKTA CPOK YBEJIOMUThH COUCKATENS JIUIICH3UH O MPUHATUH PEUICHUS O BblJaue WU
00 OTKa3e B BbIJlaue JTUICH3UU.

YBeOMJICHHE O BBbIJAYe JIMIICH3WHM HampaBiisgercs (BpydaeTcs) COMCKATEIIO
JUIEH3UU B MNHUCBMEHHOW (opMe C yKa3aHUEM PEKBU3UTOB OaHKOBCKOTO CyeTa
U CpOKa OIUIaThl JUIEH3MOHHOTO cOopa.

YBegoMieHre 00 OTKa3e B BbIJaye JIMIEH3WM HampaBiisseTcs (BpydaeTcs)
COMCKATEII0 JUIEH3UU B MUCbMEHHON (hopMe C yKa3zaHMEM OCHOBAHUM Il OTKa3a,
yKa3aHHBIX B TyHKTEe 8 HacTosmiero [lomoxeHus.

[locne npuHATHUS YHOJHOMOYEHHBIM OPTraHOM TOJIOKUTEIBHOTO pElICHUS
O BbIJaue JIMIICH3WH €€ BblJaua MPOU3BOAUTCS B TeueHue 1 (omHOro) padodero IHs
Mocje TMPEeJACTaBICHUS CcouckareneM (UHAHCOBOTO JOKyMeHTa o0 oruiare
JUIEH3UOHHOTO cO0pa 3a BblJJavy JUIICH3UU.

/. JlnueH3usi Ha ocyllecTBieHuEe (hapMaleBTUUECKON NeSITeNbHOCTH B chepe
oOpaleHust JeKapCTBEHHBIX CPEACTB ISl MEAUIIMHCKOTO MPUMEHEHUS] U U3JeNUi
MEJIMIIMHCKOTO HAa3HAUYEHMS: MX OINTOBAasl, PO3HUYHAS peau3alus U HU3TOTOBICHUE
(32 MCKJIIOUEHHEM JIMH3 KOHTAKTHBIX U JUJIi KOPPEKIUU 3PEHUs U JEKaPCTBEHHBIX
CPEICTB  JUIsI ~ BETCPUHAPHOTO  NPHUMEHEHHS)  MPEJAOCTABISCTCS  CPOKOM
Ha 5 (math) jeT. Cpok JEHCTBUS JIMIICH3UH MOXET OBITh MPOJUICH IO 3asBICHUIO
munen3nara B Tedenue 10 (mecsTu) pabouymx JTHEH JO JTHS OKOHYAHHUS CpOKa
JEUCTBUS JIMLEH3UU C MPEICTABICHUEM JOKYMEHTOB, MOATBEPKAAIOUIUX MPABO
Ha OCYIIECTBIICHHE JUIEH3UPYEMOro BHUJA JEITeNbHOCTH. B  wuHOM chydae
MPOJJICHUE CPOKA NEUCTBUS JTUIEH3UU OCYIIECTBIISIETCS B MOPSJIKE, YCTAHOBICHHOM
JUTSL BBIJTaYW HOBOM siniieH3uu. [Ipu mpojjieHun cpoka JelCTBUS JIUIICH3US BbIAETCS
HE paHee YeM B MOCIeHUM pabouuil 1eHb AeUCTBUS MPEK/E BbITAHHON JTUIEH3UU.

8. OcHOBaHMEM [IJIs1 OTKA3a B BBIJIAU€ JINIICH3UH SIBIISETCS:

a) HaJuuMe B JOKYMEHTaX, IPEJICTaBICHHBIX COUCKATEJIeM JIUICH3MUH,
HEJIOCTOBEPHOM WJIM UCKaKEHHOW MHPOpPMaIIUH;

0) HECOOTBETCTBHE COHWCKATENS JIUICH3WW JIMIICH3MOHHBIM TPeOOBAaHUSIM
U YCIIOBUSIM;

B) HEBBITNOJHCHHE JIMIICH3UMATOM TOJIOKeHUH crtathu 11, myHkra 2 crathu 13
3akoHa O JIMIIEH3UPOBAHUU OT/ACIIbHBIX BUJIOB JIESITEIILHOCTH,

r) HapylIeHUE JIMIICH3WATOM CpoKa OOpalleHHs B OpraH, YIOJHOMOYEHHBIN
Ha 0)OpMIICHUE U BbIJAYY JUIIEH3UU JJIs1 TepeodOpMIICHHUS.

9. B cayuae mnpeoOpa3oBaHUs IOPUAMYECKOTO JIUIA, W3MEHEHHS €Tro
HAaUMEHOBAHUS WJIM MeECTa €ro HaxOXJCHWs, YTpaThbl JIUIEH3UM JHUIEH3UAT —
IOPUIMYECKOE JIMIIO WJIH €ro MpaBONpeeMHHK — 00s3aH B Tedenue 10 (mecsTu)
pabouux JHEW mNoAaTh B OpraH, YHOJHOMOYEHHBIH Ha OQOPMIICHHE U BBIIAUY
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JWIIEH3WH, 3asBICHHE O MepeoOPMIIEHUH  JIMIEH3UH C  MPHIOKECHHEM
COOTBETCTBYIOIIUX JOKYMEHTOB, MOATBEPKAAIONINX YKa3aHHBIC CBEICHH.

JIo TMPHHATHSA peIIeHUss O mepeoOPMIICHUU JHIIEH3UH FOPUIUYECKOE JIHI0
WIA €ro MPaBONPEEMHUK, B ClIydae MPeoOpa3oBaHUs OPUANYECKOTrO JIMIA, BIIPAaBE
OCYIICCTBIIATh JIEATCIBHOCTh Ha OCHOBAaHHM paHee BBIAAHHOW JIHIICH3WH,
HO He Oonee 10 (mecsTm) mHEH cO JHS €ro PEruCTpalMd, a B Clydac yTpaThl
JMIIEH3Ud — Ha OCHOBAaHWM BBIIAHHOW YIIOJTHOMOYEHHBIM OpPraHOM CIIPaBKH
0 IIpreMe TOKYMEHTOB Ha mepeodopMIIeHUE JTUIICH3HH.

[lpu HamMepeHWH JHIEH3WaTa BHECTH HM3MEHEHHUS B YKa3aHHBIA B JIMIICH3UH
NepevYeHb  BBINOJIHSIEMBIX  pabOT,  OKa3bIBaEMBIX  YCIYr,  COCTABJISIOIINX
JMIIEH3UPYEMBIN BHJ JEATCIBHOCTH, B 3asABJICHHU O MepeoOPMIICHUHU JTUIICH3UH
YKa3bIBAIOTCSA CBEACHHWS O paboTax, yciyrax, KOTOpbIe JIHICH3WAT HaMepeH
BBIMOJIHATH, OKa3bIBaTh, WM O paboTaX, yclIyraX, BBIMOJIHEHHE, OKa3aHHE KOTOPHIX
JMIIEH3UATOM TpeKpamaroTcs. IIpu HaMepeHHWH JUIIEH3MaTa BBINOJIHATH HOBBIE
paboThl, OKa3blBaTh HOBBIC YCIAYTH, COCTABJSIOIINE JIMIECH3UPYEMBIA  BHUJI
JESATEIbHOCTH, B 3asBICHUH O MEePeoGOPMIICHHM JIUICH3UM TAK)KE YKa3bIBAIOTCS
CBEIEHUS,  IOATBEPI)KAAIONIHE  COOTBETCTBHE  JIMICH3WATA  JIMI[CH3HOHHBIM
TpeOOBaHUSIM MPH BBHIOJIHEHUN JaHHBIX pabOT, OKA3aHHH JAaHHBIX YCIIYT.

[Tpu mepeohopMIICHHN JIUIICH3UU OpPTaH, yIOJHOMOYEHHBIH Ha O(GOpMIICHHE
W BbIJa4y JHUICH3WHM, BHOCHT COOTBETCTBYIOIINE HM3MEHEHHS B PEECTp JIHUIICH3HI.
[TepeodopmiieHre TUIIEH3MH OCYIICCTBIACTCS B TeueHue 5 (marm) pabouwmx gHEH
CO JHSA TOJYYEeHHS OpraHoM, YIOJHOMOYCHHBIM Ha O(OpMIIEHHE | BbIIAUY
JIMIIEH3UH, COOTBETCTBYIOIIETO 3asBICHMSI.

3a  mepeodopmileHHE  IMICH3WM  B3UMAeTCsA  IUlata B pa3Mepe
40 (copoka) pacyeTHBIX YPOBHEH MUHHUMAJIBHOH 3apaO0THOM TUIATHI.

3. JlunieH3noHHBIC TPEOOBAHMS M YCIOBUS
P OCYIIECTBICHUH (PapMaIieBTUIECKON eI TeTbHOCTH
B cdhepe oOpaliieHus JeKapCTBEHHBIX CPEACTB
TUTSL METUITMHCKOTO IPUMCHCHUS
1 U3JICIIHA MEAUIIMHCKOTO Ha3HAUCHUS .
UX OIITOBAasl, PO3HUYHAS peaau3aliis U H3TOTOBICHHE
(3a UCKJIFOUCHUEM JIMH3 KOHTAKTHBIX U JIJII KOPPEKIIMH 3PEHUS
U JIEKAPCTBECHHBIX CPEICTB JIJIs BETEPUHAPHOIO MPUMEHEHHS)

10. JIumeH3MOHHBIMH TPEOOBAHUSMU W YCJIOBUSIMU TIPU OCYIIECTBICHUN
(dapmManeBTUYECKON JeATENBHOCTH B c(hepe 0OpalleHus JEKAPCTBEHHBIX CPENICTB JUIs
MEIUIMHCKOTO MPUMEHEHUS W W3ACIUN MEIUIMHCKOrO HA3HAYEHHUs. UX ONTOBafd,
PO3HHMYHAS peaju3alis ¥ U3rOTOBJICHUE (32 MCKIIIOUCHUEM JIMH3 KOHTAKTHBIX M JUISI
KOPPEKIUN 3PCHHSI M JICKApCTBEHHBIX CPEJCTB I BETEPUHAPHOTO MPUMCHCHHUS)
SBJISIFOTCS .

a) HaJWuYMe y JUICH3WATa NMPUHAIC)KANUX Ha TPaBe COOCTBECHHOCTH WIIU
Ha MHOM 3aKOHHOM OCHOBAHUHU MOMEIIEHUW U 00O0pyHOBaHUs, HEOOXOAUMBIX MJIS
OCYILIECTBIICHUS JIULIEH3UPYEMOTO BUA ESITEILHOCTH;
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0) BBINIOJHEHHME JCHCTBYIOIIMX HOPM M MpaBWiI B 00JacTH cepTH(UKAIUU
U PETUCTPALNU TPOTYKIIMH, KOHTPOJISA Ka4yeCTBa NPOAYKIIUH, U3TOTOBJICHUS;

B) COOJIIOJICHUE CAaHUTAPHOTO peXHMa, TPeOOBaHUN K (DYHKIIMOHHPOBAHHUIO
(hapMalleBTUYECKUX OPraHu3alil U UHBIX TPeOOBaHUM, YCTAHOBJIEHHBIX 3aKOHOM
0 ¢hapMareBTHIECKON ACATEIHHOCTH;

r) HaJIu4yue HOPMAaTHUBHBIX JIOKYMEHTOB, perIaMeHTUPYIOITUX
(hapMalleBTUYECKYIO JIEATEIbHOCTh, MHCTPYKIIUI: IO OXpaHE TPYHa, JOJKHOCTHBIX,
10 TTPOTHUBOMOKAPHOI OE30MaCHOCTH,

1) HaJIeXkalee BeJIcHUEe YISTHON M OTUCTHOW JJOKYMEHTAITUH;

€) COOJIOJCHWE  MPOTHBOAMHMIEMUYCCKOTO  peXMMa W CaHHUTAPHO-
TUTHEHUYECKUX HOPM;

) CBOCBPEMEHHOE IMPOXOXKICHUE CITCIIUATUCTAMHA MEIUIIMHCKOTO OCMOTPA;

3) BBINOJIHEHUE TPEANUCAHUNA YIIOJTHOMOYCHHBIX OPIraHOB, OOS3bIBAIOIINX
JUIIEH3UAaTa YCTPAHUTD BBISIBICHHBIC HAPYIIICHHS B YCTAHOBJICHHBIN CPOK;

1) CO3JIaHUE YCIOBUH JJIs MPOBEACHUS MPOBEPOK COOJIOICHHMS JIMIICH3HOHHBIX
TpeOOBaHU U YCIOBUH;

K) MpeCTaBlIieHue HeOOXOIUMBIX JIOKYMEHTOB, a TaK)Ke OKa3aHUE COJICHUCTBUS
B MPOBEJICHUH MMPOBEPOK;

J) HeJONyImIeHWE TrpyOooro HapyiieHus (apMarieBTHUECKOTO —IOpsaKa,
a UMEHHO:

1) peanu3zanus MeIuKO-(papMaeBTHUECKON MPOIYKIIMH C MCTEKITUM CPOKOM
TOJIHOCTH, TPUIIEAIIEN B HEroJHOCTb, 3a0pPaKOBAHHOW, HE 3apErHCTPUPOBAHHOM
Ha TEPPUTOPUU [TpuanecTpoBCKOM MonnaBckon PecniyOnuku,
banbcu@uUpoBaHHON MPOAYKIUH;

2) peaim3anus MeEIUKO-(papMaIeBTUYCCKOW TMPOAYKIMH TPH OTCYTCTBHUH
JIOKYMEHTOB, MOJTBEPAKIAIONINX UX KaUeCTBO U HE MPOLIEIIINX CEPTU(PUKAIUIO;

3) HecoOMIOACHUE JUCHUIUIMHBI  (OPMHUPOBAHUS W NPUMEHCHHS IIeH
Ha MeIUKO-(PapMaleBTHUYECKYI0 MPOAYKIMIO, HECOOMI0JeHUE HOPMATUBHBIX
MpPaBOBBIX AaKTOB O IieHooOpa3oBanuu B llpunHectpoBckoit  MonmaBckoit
PecnyOnuke;

M) HEJOIYIICHHE TPyOOro HapyImIeHUS CAHUTAPHOrO pexkuMa (OTCyTCTBHE
MEJIMIIMHCKUX KHIKEK y CHEHAIMCTOB, HAPYIICHUE YCIOBHM XpaHEHUS MEIUKO-
(dapMalleBTUYECKOM TPOAYKIIMU, OTCYTCTBUE NPUOOPOB MO YUYETy BIIAXKHOCTH
U TeMIEpaTyphl, )KypPHAJIOB MO UX YUYETY, OTCYTCTBUE XOJOAMIHLHOTO 000pYI0BAHMUS,
anTeyHoU MebOesn, MOAAOHOB, CTeIIaXel; HECBOEBPEMEHHOE TPOBEACHUE TEKYIIETO
PEMOHTA);

H) HEIONYIICHHE K OCYIIECTBICHHIO JIMIICH3UPYEMOrO0 BHUAA JACSITCILHOCTH
CIELUANIMCTA, HE UMEIOIIETO COOTBETCTBYIOIIETO 00pa3oBaHus, KBalu(puKaiuy,

0) BBIJICP)KUBAaHKE YTBEPKIECHHOTO aCCOPTHUMEHTHOT'O nepevHs
JEKApCTBEHHBIX  CPEACTB W  U3ACIMN  MEIUIMHCKOTO  Ha3HAYEeHHS  JUIs
(hapMalleBTUUECKUX OpraHu3aIui;

1) HEJIOMYIICHUE TIepeIavy JTUIICH3UH IPYTrOMY JIHILY.
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4. 'ocynapCTBEHHBIN KOHTPOJIb 32 COOJIIOEHUEM JIUIIEH3UATOM
JTUIEH3UOHHBIX TPEOOBAHUM U YCIIOBUN MPU OCYIIECTBICHUU
(hapMaileBTUYECKOM JIeITENBHOCTH B chepe oOpalieHus
JIEKApCTBEHHBIX CPEJICTB IJI1 MEAUIIMHCKOTO TPUMEHEHUS
Y U3JIeNIUA MEAUIIMHCKOTO Ha3HAYCHUS .

WX OITOBAas, pO3HUYHAS peaau3alus U U3rOTOBIICHHE
(32 UCKITIOYEHUEM JIMH3 KOHTAKTHBIX U JIJIST KOPPEKITMH 3PCHUS
1 JICKAPCTBEHHBIX CPEACTB JIJISI BETCPUHAPHOTO IIPUMEHEHHUS)

11. TocynmapCTBEHHBIH  KOHTPOJb 3a  COOJIOJICHUEM  JIMIEH3UATOM
JTUIEH3UOHHBIX TpeOOBaHWM U YCIOBUI MpPHU OCYIIECTBICHUU (papmalieBTUUECKON
NEATENbHOCTH B cdepe 0OpallleHHusi JIEKapCTBEHHBIX CPEJCTB AJISI MEIUIMHCKOTO
MPUMEHEHUS U U3JCNUA MEIUIMHCKOTO HA3HAUEHMs: HMX OINTOBas, PO3HUYHAS
peanu3anys U U3roTOBJICHUE (32 UCKITFOUCHHEM JIMH3 KOHTAKTHBIX M JUISI KOPPEKIIUH
3peHUS M JIGKAPCTBEHHBIX  CPEICTB  JUISI  BETCPUHAPHOTO  MPUMCHCHHS)
OCYIIECTBIISIETCS. UCTIONHUTENbHBIM OPraHOM TOCYJApCTBEHHOU BIACTU, B BEJICHUU
KOTOPOr0 HaXOJSITCS BOMPOCHI 3[paBOOXPAHEHHUs], B COOTBETCTBUU C JIEUCTBYIOIIUM
3aKkoHOAaTeNnbCcTBOM [IpunnectpoBckoid MomngaBckoit PecnyOnuku o mopsiake
MIPOBEJICHUS MEPONPUSITUN 110 KOHTPOJIIO, BO B3AUMOJICHUCTBUM C YITOJTHOMOUYECHHBIMU
roCyJapCTBEHHBIMHU HAJA30PHBIMU OpTraHAMH.

YTOJTHOMOYEHHBIH OpraH TroCYAapCTBEHHOTrO KOHTPOJs (Haa3opa) HMeEeT
paBo:

a) TIPOBOJIUTH MPOBEPKHU IEATCIHHOCTH JIUIICH3UATOB 10 COOJIIOJICHUIO UMHU
JUIEH3UOHHBIX TpPeOOBaHWW U  YCIOBUM, HOPMATUBHBIX MPABOBBIX aKTOB,
PErIAMEHTUPYIONIUX UX JACSATEIbHOCTh B MOPSIKE, YCTAHOBICHHOM JEHCTBYIOIIUM
3aKOHOATEIbCTBOM;

0) 3ampammuBaTh W IOJIy4aTh OT JIMIICH3UATOB HEOOXOJHMMBIC OOBSCHEHUS,
CIIpaBKH IO BOMPOCAM, BOZHUKAIOIINM IIPU MIPOBEACHUU ITPOBEPOK;

B) COCTaBJISATh 10 pe3yJIbTaTaM IPOBEPOK AKThl ¢ YKa3aHHUEM KOHKPETHBIX
HapyIIeHUN U CPOKOB UX YCTPAHECHUS;

I) BBIHOCHTH MNPEAYNPESKICHHUS JHUIICH3UATYy 00 YCTPAaHCHWW BBISBICHHBIX
HApPYLLICHUH,

1) TPUHUMATL PEIICHUS O TPUOCTAHOBJICHUM JICWCTBUS JIMIICH3UH,
BO30OHOBJICHUSI €€ JCHUCTBUS, HANpPABICHUM B CyH 3asBICHUS 00 aHHYJIUPOBAHUU
JTULECH3UU.

TpeOoBaHusi  yMOJIHOMOYEHHOTO OpraHa TOCYAapCTBEHHOTO  KOHTPOJS
(Hag30pa), MPOBOIUBIIETO MPOBEPKY, 00S3aTCIBHBI )T UCITOJTHEHUS JINIICH3HATOM.

12. Tlpm  mpoBemeHWH  TPOBEPOK  YIMOJIHOMOYCHHBIMH  OpraHaMu
B COOTBETCTBHH C JICHCTBYIOIIMM TI0 BOIPOCAM OCYIECTBICHHS KOHTpouIs (Ham3opa)
3aKOHOAATEIHCTBOM JIUIIEH3UAT 00sI3aH:!

a) 00CCIeYnTh YCIOBHS IS MPOBEACHUS MPOBEPKH, a TAKXKE MPEACTABIATH
HE00X0IMMYI0 HH(GOPMAIIUIO U JOKYMEHTHI OpraHaM, OCYIIECTBISIONINM ITPOBEPKY;

0) 10 MUCTEYCHUN YCTAHOBJICHHOTO MIPEIIMTUCAHUEM CPOKa IPEJCTABUTh B OPraH,
OCYUIIECTBIISIFOLIUN MPOBEPKY, CBEACHUS 00 YCTPAHEHUU HaPYILICHUM.
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5. Bo3o6HOBIEHUE, TPUOCTAHOBIIEHUE
¥ aHHYJMPOBAHUE JICUCTBUS JIMIICH3UN

13. Bo300HOBIECHHE ACHCTBUS JIUIICH3UH OCYIIECTBISCTCS B COOTBETCTBUU
C TIOPSIIKOM, YCTAaHOBJIEHHBIM cTaThedl 13 3akoHa O JMIEH3UPOBAHUU OTIEITHHBIX
BUJIOB JICSITEIILHOCTH.

14. OcHoBaHueM [JIsi TPUOCTAHOBJIICHUS JCHCTBHS JIMLIEH3UU SIBIISAETCS
BBISIBJICHHE HEOJHOKpAaTHBIX (OoJjiee JBYX) HaApyIICHHH WU TPyOOTOo HapyIICHUS
JTUIEH3UATOM JIMIIEH3MOHHBIX TPEOOBAHUM U YCITOBUH.

[log rpyObIM HapylIeHHEM JUIEH3UATOM JIMIIEH3UOHHBIX TpeOOBaHUIA
Y YCJIOBHUM MOHUMAETCA

1) peanu3zanus MeIuKo-(papManeBTHUECKON MPOIYKIIMH C MCTEKITUM CPOKOM
TOJIHOCTH, TPUIIEAIIeN B HEroJHOCTb, 3a0pPaKOBAHHOW, HE 3apErHCTPUPOBAHHON
Ha TEPPUTOPUU [TpugaecTpoBCKOM MonpaaBckou PecnyOnuke,
(banbcu@uIUpoBaHHON MPOAYKIUH;

2) peanmzanus MEIUKO-(papMaIeBTUYCCKOW NPOAYKIHMA TPH OTCYTCTBHH
JOKYMEHTOB, MOJTBEPAKIAIONINX UX KaUeCTBO M HE MPOLIEIIINX CEPTU(PUKAIUIO;

3) HapylieHHE CaHUTAPHOTO pPeKMMa (OTCYTCTBHE METUITMHCKUX KHHUXKEK
y CHEIUAJUCTOB, HApYIICHUE YCIOBUI XpaHEHUs MeAuKo-(apmaieBTuuecKkoit
MPOAYKIIUU, OTCYTCTBUE MPUOOPOB MO YUETY BIAKHOCTU U TEMIIEPATYPHI, KYpPHAJIOB
0 WX YYETy, OTCYTCTBHE XOJIOJUJIBHOTO OOOpYyIOBaHMS, anTeyHOM Mebenu,
MOJI/TOHOB, CTEJUTAXKEH; HECBOEBPEMEHHOE MPOBEICHUE TEKYIIETO PEMOHTA);

4) OCYIIECTBICHUE JIUICH3UPYEMOT0 BHJA JEATCIBHOCTH CIICIIHATUCTOM,
HE UMEIOIUM COOTBETCTBYIOIIEr0 00pa30oBaHusl, KBaTU(DUKAIIUH.

OcHoBaHMeM [JIsi MPUOCTAHOBJICHUS JIMLIEH3UU SIBISETCS TaK)KEe YacTUYHAas
WJIU BpEMEHHas yTpaTta JIMIEH3UaTOM 00BhEKTa, B KOTOPOM UJIU C MTOMOIIBI0 KOTOPOTO
OCYIIECTBIISIICS JIMIICH3UPYEMBIN BUJT IEITEIIBHOCTH.

15. B caydae BbISIBIEHUS TPU TMPOBEJCHUH TMPOBEPKU HAPYIICHUN
JUIEH3UATOM JIMIIEH3UOHHBIX TPEeOOBAaHMUA U YCJIOBUM TPU  OCYIIECTBICHUU
(hapMalleBTUYECKOM NESITENHLHOCTH B chepe oOpalieHus JIeKapCTBEHHBIX CPEJCTB s
MEJIUIIMHCKOTO MPUMEHEHUS U M3JEIUN MEIUIIMHCKOTO Ha3HA4YeHUs: WX OITOBasd,
PO3HHMYHAS peaju3alis ¥ U3rOTOBJICHUE (32 MCKIIIOUCHUEM JIMH3 KOHTAKTHBIX M JIS
KOPPEKIUN 3PCHHSI M JICKApPCTBEHHBIX CPEJCTB JUIA BETEPUHAPHOTO MPHUMCHCHHUS)
JOJDKHOCTHBIE JIUIA, MPOBOAMBIINE MNPOBEPKY, B MpelelaX CBOUX IMOJTHOMOYMI
o0si3aHbl  BBIIATh JIMIIEH3WATy NpeAnucaHue o0 YCTPAHEHHHM BBISBICHHBIX
HapylIeHUN C yKa3aHUEM CPOKOB UX YCTPAHEHUS U B JAJIbHEHIIEM MPHUHSATH MEPHI
10 KOHTPOJIIO 32 YCTPAHEHUEM BBISIBICHHBIX HapymieHuil. Cpok AEHCTBUS JIMIICH3UU
Ha BpeMsl IPUOCTAHOBJICHUS €€ IEUCTBUS HE MPOIJICBACTCA.

B cnyuyae HeycTpaHeHUs JUIIEH3UATOM B YCTAHOBJIEHHBIM CPOK YKa3aHHBIX
B nyHkre 14 nactosmero IlonokeHus OOCTOSTENbCTB YINOJTHOMOYEHHBIH OpraH
rOCyJIapCcTBEHHOTO KOHTpoisisi (Ham3opa) o0s3aH  0OpaTUThCS B Cyd A
WHULIMMPOBAHUS TTPOLEAYPhl aHHYIUPOBAHUS JTULICH3UU.

16. JIumeH3us TepseT IPUANIECKYIO CIITY W TIOIJIC)KUT BO3BPATY B BBIIABIINAN
€€ OpraH B Cllydae:
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a) JIMKBHIAIMH FOPUINYECKOTO JIUIA WM TMPEKPAIICHUS €ro JesTeIbHOCTH
B pe3yJIbTaTe PEOPTaHM3allNH, 32 UCKIIOYECHHEM €T0 MPeoOpa3oBaHUs;

0) TOJTHON yTpaThl JHUIICH3MATOM OOBEKTa, B KOTOPOM WM C MOMOIIBIO
KOTOPOT'0 OCYILIECTBIISJICS JINLIEH3UPYEMBIN BU IS TEIHHOCTH;

B) MPEIICTABIICHUS JIMIICH3UATOM COOTBETCTBYIOIICTO 3asBICHHSI.

17. AHHynMpoBaHWE JMIEH3UM OCYLIECTBISETCA IO PEIICHHIO0 cyJa
HAa OCHOBAaHUU 3asBJICHUS YIOJHOMOYEHHOTO OpraHa TOCYJapCTBEHHOTO KOHTPOJIS
(Hazm30pa) B CITyJasx:

a) HapyIIEHWs JIMIEH3UATOM JIMIEH3UOHHBIX TPEOOBAaHWA W  YCIOBHIA,
MOBJICKIITUX HaHECEHHUE yiepOa MmpaBaM M 3aKOHHBIM UHTEPECaM, KU3HU U 310POBBIO
rpaxk/iad, 000poHe U 0€30MacCHOCTHU TOCYyAapCTBa,;

0) HeycTpaHEHUWsS JHIIEH3MAaTOM B YCTAHOBIICHHBIE CPOKH OOCTOSITEIBCTB,
MOBJICKIIIUX 32 COOON MPUOCTAHOBIICHHUE IEHCTBUS JINIIEH3HH.

18. PemieHne O NPUOCTAHOBICHWU JACWUCTBUS JIMIEH3UHM WM HAMpaBICHUU
3asgBIICHUS 00 aHHYJTUPOBAHUU JIMIICH3UH B CYJ] MOXKET OBITh 00)KaJOBaHO B MOPSIIIKE,
YCTaHOBJICHHOM NEHCTBYIOIIUM 3aKOHO/IATEIHCTBOM [TpunuecTpoBCKO#
Mongasckoil PeciyOnuku.
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[Tpunoxenue Ne 1

K [To0KeHnI0 0 MUIICH3NPOBAHUHT
(dhapMareBTHYECKON ACSITEIPHOCTH

B cdhepe oOpalleHus JeKapCTBEHHBIX CPEACTB

JUTSL MEJTUIIMHCKOTO IPUMCHCHUS

Y U3JICINI MEAUIIMHCKOTO HA3HAYCHUS :

WX ONITOBAs, POSHUYHAS peaTu3alusi U U3TOTOBJICHUEC
(3a UCKITFOUEHUEM JIMH3 KOHTAKTHBIX

U TSI KOPPEKIIUU 3PEHUS U JICKAPCTBEHHBIX CPEACTB
JUISE BETCPUHAPHOTO IPUMEHEHHMS)

CIIMCOYHEIN COCTaB CIEUAIUCTOB

HAaUMEHOBAHUE YUPEKICHHUS, aJpec, TelIePoH

No d.1.0. O6pazoBaHue Crax Homxnocts | Ne u nara Kem Nudopmarnms Ne u gara
/o CIIEIIUATINCTA paboThI BBIZIAYM | BBIAAH | O MPOXOXKICHUU BBIIAYHU
10 CIIEHAIBbHOCTH IAIIIOMA KypCOB ceprugukara
MOBEIIIECHUS CIIEIUATINCTA
KBaJIM(DUKAIIMH
Jnpextop
HAaMMCHOBAHHC y‘-Ipe)KI[eHI/IH IIOAIINCH (baMI/IJ'II/ISI, nMs, OTYECTBO
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[Tpunoxenne Ne 2

K [To0XKeHn 0 0 MUIIEH3NPOBAHUHT
(bapmareBTHYECKON ACSITENHPHOCTH

B chepe oOpalieHus JeKapCTBEHHBIX CPEACTB

TUTSL METUITMHCKOTO IPUMCHCHUS

Y U3JICINN MEIUIIMHCKOTO HA3HAYCHUS .

WX ONITOBAs, POSHUYHAS peaTU3alusi U U3TOTOBJICHHE
(3a UCKITFOUECHWEM JIMH3 KOHTAKTHBIX

U TSI KOPPEKIIUU 3PEHUS U JIEKaPCTBEHHBIX CPEACTB
JUISE BETEPUHAPHOTO IIPUMEHEHHMS)

3AKJIIOYEHUE

B cootBeTcTBHH € 3asIBKOM FOPUANYECKOTO JuLia No OT

(HaumenoBaHue PUOUYECK020 TUYQA)
3apeTUCTPUPOBAHHOTO B ['OCymapCTBEHHOW Cllyxk0e perucTpaluda U HoTapuara
MunucrepcTBa IOCTULIAH [TpuaHecTpoBCKOM MoanaBckoit PecnyOnuku
No oT U Ha OCHOBaHMHU 3aKOHA
[TpunaectpoBckoit MonmaBckoit Pecriyonuku ot 25 saBapst 2005 roga Ne 526-3-111
«O  dapmaneBtuueckoit gestenbHoctd B [IpumHectpoBckoit  MonmaBckoit
Pecniy6nuke» (CA3 05-5) cornmacoBbiBaeTcs pa3MeIicHIe

(HaumenoBaHue PUOUYecKo2o uyd, aopec)
OTBCYAIOMIECTO TPEOOBAaHHWSAM HOPMATHUBHBIX TIPABOBBIX aKTOB MHHHCTEPCTBA
3npaBooxpaneHus IlpuanectpoBckoir MonnaBckoir PecnyOnuku ¢ npodusiem
NeATECITLHOCTH
(HaumeHno8anue TUYEH3UPYemMo2o 8U0a OesIMENbHOCIMU C YKA3AHUEM 0COObIX YCI06UIL)
PacToI0KEHHOTO B

(aopec, menegon)

00JIJCHOCNb noonucs D.UO.

MII

C HOpMaTWUBHBIMH TMPABOBBIMH  aKTaMHM MUHHUCTEpPCTBA  37PaBOOXPAHECHUS
[IpugnectpoBckoit Monnasckoit PecyOnuku 03HaKOMIIEH.

OI[I/IH 9K3CMILJIAP 3aKIIHOYCHHAA TTOJTYUYNII

NnOONuUCwH damunus oama



