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IHocranosiaenne Ipasurenscrea P® ot 12.10.2020 N 1656 — O6 yrBepxaeHnun
IIpaBua BeaeHus peepajbHOro perucTpa rpakiad, MMEKIIMX MPaBo Ha
ol0ecneyeHue JIeKAPCTBEHHBIMHU NPeNapaTaMu, MeAMUIMHCKUMH U31CJIUSIMH U
CIeMAJTU3HMPOBAHHBIMY NPOAYKTAMHM J1e4e0HOr0 MUTAHUA 32 cYeT OI0/KETHBIX
acCUrHOBaHM# (e1epajibHOrO OK01KeTa U OI01:KeTOB CYy0ObeKTOB PD —
JeiicTByromasn nepsas pegakuus — Hauano geiicreust nokymenra 22.10.2020

B cootBerctBuM c uyacteio 2 crathu 44.1 denepanbHoro 3akoHa "OO ocCHOBax OXpaHbI
310poBhs rpaxaad B PO" [IpaButenscTtBo PO nocraHoBiseT:

YrBepauth npunaraembie [IpaBuna Benenus PenepansbHOTO PErucTpa TPaXkIaH, UMEIOIIAX
npaBo Ha oOecreyeHHe JICKapCTBEHHBIMH TIIpernaparaMy, MEAWIUHCKIMH H3JCIHSIMUA U
CTICIMAM3UPOBAHHBIMU TIPOJIYKTAMH JIE4Y€OHOTO TMUTAHMS 32 CUET OFODKETHBIX AaCCUTHOBAHHN
(denepanbHOTrO OMOKETA U OIOKETOB CYOBEKTOB PD.

YrBepxkaeHsl nocranoBiaeHueM IIpasurensctea PO ot 12.10.2020 N 1656

IIpaBuia Beaenusi PegepajbHOr0 perucTpa rpaxaaH, MMEIUX NPaBo HA
o0ecreyeHne JeKAPCTBEeHHbIMH NpenapaTaMu, MeIHIUHCKUMU U3/1eJIUSIMHU U
CIeNUATU3UPOBAHHBIMYU MPOAYKTAMHM J1e4eOHOro MUTAHUS 32 cHeT OKZKeTHBIX
acCUrHOBaHMH (e1epajibHOrO O101KeTAa U OI0:KeTOB CYy0ObeKTOB P®

1. Hacrtosimue IlpaBuiia ycTaHaBiauBarOT MOPSAOK BenaeHus DenepasbHOro perucrpa
rpaXkJaH, HMMEIOUIMX MpaBO Ha oOecredeHue JIEKApCTBEHHBIMHU IpenaparaMu, MeAWLHUHCKUMU
U3JIeNUSIMU U CHELMATU3UPOBAHHBIMU TPOJIYKTAMH JIEUeOHOrO MHUTAHMSI 33 CYET OMOKETHBIX
aCCUTHOBaHUHU (QenepanbHOTO OrOKEeTa M OIKEeTOB CyObekTOB P®D (mamee — denepanbHbIi
perucTp), B TOM 4YMCIE MOPSIOK JOCTYyINa K CBEICHUSAM, COJIEPKAIUMCS B HEM, HOPSAIOK U CPOKHU
npejacTaBieHus ceefeHuii B deaepaibHbIi perucTp.

2. Benenne ®eepaibHOTO PErucTpa OCYIISCTBIISCTCSA B IEIAX KOOPAMHAIUU JACSITCIbHOCTH
denepanabHBIX OPraHOB HCHOJHHUTEIBHOM BIACTH, OPraHOB MCIOJHHUTEIBHON BIACTU CYOBEKTOB
P®, opraHoB MecTHOrO CaMOYINpaBJICHUS, MEIUIIMHCKUX OpraHU3alliii TroCyIapCTBEHHOM,
MYHUIIUNIAIGHOW M YaCTHOW CHCTEM 3[paBOOXPAHCHUS B YacTH OOCCICUYCHUS TIpaxiaH
JICKaPCTBCHHBIMU  IIperapaTamMy, MEJAWIMHCKUMH  HM3ACIUSAMH W CICHUAIM3UPOBAHHBIMH
MPOJAYKTaMH JICYEOHOTO MUTAHMS 3a CYET OFO/DKETHBIX aCCUTHOBAHWH (elepalbHOr0 O/DKETa U
0r01KeTOB CyObeKTOB PD.

3. Cegenus, conepxaimuecs B GeaepaqbHOM PETUCTPE, UCTIONB3YIOTCS Ui OCYILECTBICHUS
MOHUTOPHHIA:

a) JBIDKEHUS M yueTa TpakJaH, HMMEIOIIUX MpaBO Ha oOecrnedyeHHue JeKapCTBEHHBIMU
npernapaTamMy, MEAULIWHCKAMU H3ACTUSMU W CHEHUATM3UPOBAHHBIMU MPOAYKTAMH JI€4eOHOTO
MUTaHUS 32 CUeT OO/IKETHBIX aCCUTHOBaHUM (peqepanbHOro OropKkeTa u O11KeToB CyOheKkTOB PD;

0) TMONHOTHI OOECTeueHUs: COOTBETCTBYIOIIUX KAaTEeropuil TpakJaH JEKapCTBEHHBIMU
npemnapaTaMy, MEAUIUHCKUMU H3ACTUSMU U CHEIUAIU3UPOBAHHBIMU MPOAYKTAMHU JIe4eOHOTO
MUTAHUS 32 CUeT OFO/IKETHBIX aCCUTHOBaHM (penepanbHOro OropKeTa u 010 1KeTOB CyOBeKTOB PO.
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4. denepalibHBINA PErucTp ABIsETCS (eneparbHbIM HHPOPMALMOHHBIM PECYPCOM U BEIETCS B
COCTaBe €IMHON TroCyIapCTBEHHONW HWH()OPMAIMOHHOW CHCTEMBI B cdepe 3ApaBOOXPAHECHHUS B
SIIEKTPOHHOM BHJE, B TOM WYHCIE C UCIOJb30BaHUEM HH(QPACTPYKTYPHI, OOeCIIeYrBarOmIei
MH(GOPMAIMOHHO-TEXHOJIOTUYECKOE B3aMMOICHCTBIE MH(POPMALMOHHBIX CHUCTEM, HCIOJIB3YyEMbIX
JUIsL  TPENOCTaBIEHUS TOCYAAPCTBEHHBIX W MYHMLMIIAIBHBIX YCIYT W HCIIOJHEHUS
rOCyJapCTBEHHBIX M MYHHUIIMIIATBHBIX (DYHKIUH B AIEKTPOHHOH (hopMme.

5. denepanbHBIi PETUCTP COCTOUT M3 (enepalbHOTO M PETHOHAJBHBIX CETMEHTOB U
COJICPKUT CBEICHUS, IPENYCMOTPEeHHBbIE ITYHKTOM |1 Hacrosmux IIpaBui.

Benenne pernoHanbHbIX cermMeHTOB dDenepanbHOrO PpPErucTpa OCYIIECTBISIETCS OpraHaMu
HCIIOJIHUTENBHOM BiacTu cyobekToB PD B chepe oxpaHbl 310pOBbSL.

MuHucTepcTBO 31paBooxpaHeHUuss P® sBiseTcs omneparopoM yKa3aHHOro B IyHKTe 4
Hactosux [IpaBui  wHOpManMoHHOTO pecypca U oOecrneunBaeT ero OecrnepeboitHoe
(GYHKIIMOHMpPOBAHUE.

6. PerymnpoBaHue OTHOILIEHWH, CBS3aHHBIX C BeneHueM DeaepaqbHOr0 perucrpa,
OCYILIECTBJISIETCSI B COOTBETCTBUH C 3aKOHOAATEILCTBOM P® 00 mHpopmanuu, MHGOPMAIIMOHHBIX
TEXHOJIOTHUSX U O 3allKUTe UHPOpMAIUH.

7. MunuctepctBo 3apaBooxpaHeHust PD obOecrneunBaeT KOHGUICHIIMATBLHOCTh CBEICHUM,
coaepxamuxcs B dDenepallbHOM PETUCTPE, a TaK)Ke XpaHEHHWE W 3alUTy TaKUX CBEJICHUU B
cooTBeTCTBUU ¢ DenepanbHbIM 3aKOHOM "O MEPCOHABHBIX JAHHBIX .

8. DenepanbHbI PETUCTP BEIETCS MYTEM BHECEHUS PErMCTPOBOM 3allMUCH C MPUCBOCHUEM
YHHUKAJIBHOTO HOMEpPA PETUCTPOBOI 3aMKCH U YKa3aHHEM JIaThl €€ BHECCHHUSL.

[Ipn BHeceHMM W3MEHEHUN B CBEACHHSA O TIpaKJAaHaX, MUMEIOIIMX IpaBo Ha olecredeHue
JIEKapCTBEHHBIMU  MIperapaTamMy, MEIUIMHCKUMH  M3ACTUSMU UM CIEHUaIN3UPOBAHHBIMU
MPOJIyKTaMH JIEYEOHOTrO MHUTAaHUS 32 CYET OMOKETHBIX aCCUTHOBAHMU (enepalibHOro OIJpKeTa U
OromKeToB cyobekToB P®D, MOKHBI OBITH COXpPAHEHBI YHUKAIbHBIH HOMEpP PErUCTPOBOM 3alKcU U
UCTOPUS BHECEHUS U3MEHEHUIA.

9. Jloctyn k cBeaeHusM, cojepxkamumcs B DenepalbHOM perucTpe, MpeaoCTaBIseTCs
MunuctepcTBOM 3apaBooxpaneHus PO B coorBercTBUU ¢ MyHKTamMH 45-48 [lonokeHust 0 euHOM
rocylapcTBeHHOW HMHGPOPMAIMOHHON cucteMe B cdepe 3apaBOOXpaHEHHs, YTBEPKICHHOTO
noctanoBieHueMm [lpaBurensctBa PD ot 05.05.2018 N 555 "O enuHOi rocymnapcTBEHHOM
nH(popMaLlMOHHOHK cucTeMme B chepe 3apaBooXpaHeHus".

10. Joctyn k @enepaibHOMY PETUCTPY OCYIIECTBIISETCS Ha OCHOBE MPUHIIMIIOB 00eCTIeYeHHUS
JIOCTOBEPHOCTH, AaKTYyaJbHOCTH, LEJIOCTHOCTH M TOJIHOTHI NPENOCTaBIAEMON M MOJIy4aeMOu
uHdopMaluK, a Takke KOH(PHICHIUATHHOCTH HWH(MOpPMAIUU, JOCTYH K KOTOPOW OrpaHUYeH
3aKOHOJATEILCTBOM PD.

11. ®enepanbHbIN PErUCTp COAEPIKUT CIEAYIOIINE CBEICHUS:

a) CTpaxoBOW HOMEp MWHIMBHUIYaJIbHOTO JIMLEBOTO CYeTa TIpaXJaHMHA B CHUCTEME
00513aTeJIbHOTO MEHCUOHHOTO CTPaxOBaHUs (IIPH HAJIMUKN);

0) damunus, ums, oT4ecTBO (IIPU HATMYMM) TPaXJaHUHA, a TaKke GpaMuins, KoTopas Obuia y
HETO MPH POXKICHUH;

B) J1aTa pOX/ICHUS;

T) 10T,
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1) aipec MeCTa KHUTEIbCTBA, MECTa MPEObIBaHUS WM MecTa (PaKTHUECKOTO MPOKUBAHUS;

€) cepusi U HOMep macrnopra (CBUAETEIbCTBA O POKJIEHUM) WM YIOCTOBEPEHUS JINYHOCTH,
JiaTa BbIJauu yKa3aHHBIX IOKYMEHTOB;

) HOMEP ToJIca 003aTeIbHOTO METUIIMHCKOTO CTPAaXOBaHMs 3aCTPAaXOBAHHOTO JIHIIA;

3) CBEACHUS O I'PAKIAHCTBE;

1) cBeleHuss 00 OCHOBaHMAX MpeObIBaHUSA WM NpoXuBaHus B P® (uis1 MHOCTpaHHOIO
rpakJIaHUHA, JIUIa 0e3 TPakJaHCTBA, B TOM YHCJIe OeKeHIa);

K) JaTa BKJItoueHus: B PeiepalibHbIN perucTp;

1) auarHo3 3aboseBaHus (COCTOSIHME) W €ro KoJ 1o MeXTyHapoJaHOM CTaTUCTUYECKOU
kiaccudukanuu 0osie3Hed U MpooieM, CBSI3aHHBIX CO 3JI0POBHEM;

M) Kareropus TrpaxaaH (rpynmna HaceleHus), HMEIIIMX I[paBo Ha oOecreueHue
JIEKapCTBEHHBIMU  IIpernapaTaMM, MEAMIMHCKMMH M3IENUSMU U CHEUUaIu3UpPOBAHHBIMU
MPOJIYyKTaMH JIEYeOHOTO MUTAHUS, KaTeropus 3a0o0JieBaHUs, KOTOpas SIBJISETCS OCHOBaHHMEM JIJIs
obecnieueHus JIeKapCTBEHHBIMU npenaparamu, MEIUIIMTHCKUMU U3JINUSIMU U
CHeHaTM3UPOBAHHBIMU MPOJYKTaMH JIe4eOHOTO MUTAHUS, B TOM 4Hciie ¢ yueToMm [lepeunst rpynn
HacelleHWs U KaTreropuil 3abojieBaHuil, nMpu amMOyJaTOPHOM JIEYEHHH KOTOPBIX JIEKapCTBEHHbIE
CpeICTBa U M3/JENIMg MEAUIIMHCKOTO Ha3HAYeHMsI OTITYCKAIOTCS MO pelenTaM Bpayeil 6ecriaTHO, 1
[lepeunss rpynm HacejaeHHs, IpU amMOYJIaTOPHOM JICUEHHUU KOTOPBIX JIEKAPCTBEHHBIE CpE/ICTBA
OTIIYCKAIOTCS MO penentam Bpadedl ¢ 50-IpOLEHTHON CKUAKOM, YTBEPKIECHHBIX NOCTAHOBICHHEM
[MpaBurenscta P® ot 30.07.1994 N 890 "O rocymapcTBEHHOW TOJIEPKKE Pa3BUTHSA
MEAULUHCKOW TPOMBIIIJIEHHOCTH M YIYYIICHMH OOECIEeYEeHUsl HACENEHUS M YUYpEexKIEHHUH
3JIpaBOOXPAHEHMS JICKAPCTBEHHBIMH CPEJICTBAMU M U3/I€IHUAMU METULIMHCKOTO Ha3HaYeHus";

H) MCTOYHMK (UHAHCUpPOBaHUs oOOECNEUYeHUs TpakJaH JIEKapCTBEHHBIMM IIperapaTami,
MEAULUHCKUMHU U3JICJIUAMU U CHENMATU3UPOBAHHBIMU IIPOAYKTaMU JIE4eOHOTO MUTAHNUS;

0) CBEICHUS O Ha3HAYEHUU U OTITYCKE JIEKAPCTBEHHBIX NPENapaToB, MEAUIUHCKUX U3ICIUI 1
CHEIUaTU3UPOBAHHBIX MPOAYKTOB JICYEOHOTO MUTAHUSI, YKa3aHHBIX B TOAIYHKTE "M'" HACTOSIIETO
IIYHKTA;

I1) YHUKAJIbHBI HOMEpP PErUCTPOBOIL 3anucy;

P) CBEIEHUS O MEJUIMHCKOW OpraHu3aliy, OCYIIECTBISIOMENH MeIUIMHCKOe 00CIy)KHBaHUE
(c ykazaHuMeM HaMMEHOBAHMA MEIULMHCKOM OpraHu3ally, OCHOBHOIO TIOCYIAPCTBEHHOIO
PEruCTpaliMOHHOIO HoMepa, koja mo OOuiepoccuilckoMy KiIacCU(PUKATOpy NPEANpUATHH U
OpraHu3aIyi);

c) uH(opMalus O BKIIOUEHUHM CBEIEHUM O TrpaxaaHuHe B (enepalibHble PETUCTPBI,
npenycMoTpeHHble yacTbio 2.1 crateu 43, yactsamu 4 u 8 cratbu 44 ®enepanbHoro 3akoHa "OO0
OCHOBax OXpaHbl 370poBbid TpaxigaH B P®", crateeit 6.4 ®enepanbHoro 3akona "O
roCyJapCTBEHHON coOLMaJIbHOM momomu", B IensiX o0ecrneueHus ero JEeKapCTBEHHBIMU
Ipernaparamu 3a c4eT OF0JDKETHBIX aCCUTHOBaHMM (eliepanbHOro O10/DKeTa;

T) CBEICHMS O HAJIMYMU (OTCYTCTBUHM) y TpaKIaHWHA IpaBa Ha IOJy4EHHE COLMAIBbHOM
yCIyru B BuJe OOecledyeHus JIeKapCTBEHHBIMM IpernaparaMu, MEIUIUHCKMUMU H3JeIUAMU U
CMEeLUANU3UPOBAHHBIMU TIPOTYKTAaMH JIEY€OHOTO MUTAHU IS A€TeH-NHBAINIOB B TEKYIIEM T'OLY;

y) CBeAEHHUs O IUIAHOBOM M (PAKTHYECKOH MOTPEOHOCTSIX TpakJaHMHA B JIEKApPCTBEHHBIX
npernaparax, MeIUIIMHCKUX U3/IeIUAX U CHIeIMaIM3UPOBAHHBIX MPOIYKTaX Je4eOHOTO MUTaHMS;

¢) undopmaiuss 00 MCKIIOUEHHM CBEICHUN O TpakJaHWHE U3 (eaepalbHbIX PErucTpoB,
IpeIyCMOTpeHHBIX 4acThio 2.1 cratbu 43, yactamu 4 u 8 crateu 44 ®exnepanbHoro 3akoHa "OO6
OCHOBaxX OXpaHbl 370poBbs TIpaxnaH B P®", crateeit 6.4 denepanpHoro 3akona "O
roCy/1apCTBEHHON COLMAILHOM oMo'

12. cDe,Z[epaJ'ILHLIfI PEerucTp COACPNKUT CBCACHHUA O CICAYIOIIHUX KaTCropusax rpaxidaH,
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HMMEIOIINX MPaBO Ha obOecreueHre JIEKApCTBEHHBIMU MpenapaTaMmu, MEAUIMHCKUMH U3JEIUSIMU U
CHEIMATM3UPOBAHHBIMU TPOJIYKTAMH JICYEOHOTO TMHTAaHUS 3a CYET OFOJKETHBIX ACCHUTHOBAHUI
denepanbHOTO OIOPKETa U OFOJKETOB CYyOBEKTOB PD:!

a) MHBAJIUbI, JCTH-UHBAIHIbL;

0) rpaxaaHe, UMEIOIIME MTPaBO Ha MOJYYeHHE TOCYIapCTBEHHOM COLMAILHOM MOMOIIU B BUJIE
COIMAIBHOM YCIIYTH MO 00ECIEeUeHHI0 B COOTBETCTBMU CO CTaHIAApTaMH MEAMIIMHCKOW MOMOIIH
HEOOXOIMMBIMH JICKAPCTBEHHBIMH TIPETIapaTaMHu JiJIsi MEIUIIMHCKOTO MPUMEHEHHSI TIO0 pelerTaM Ha
JIEKApCTBEHHBIE MPETapaThl, MEAUIIMHCKUMHU U3CIIUSIMU TI0 PelenTaM Ha MEIUIIMHCKUE U3/IENHs, a
TaKKe CIENMATM3UPOBAHHBIMU MPOJIYKTAMHU JIEUEOHOTO TMHUTAHHUS I JIeTeH-MHBAIHUIOB,
yKkazaHHble B cTaThsix 6.1 um 6.7 @DenepanmpHoro 3akoHa "O TOCYIapCTBEHHOM COLMATBHOM
MoMOIIH", 32 UCKITFOUEHHEM JINII, YKa3aHHBIX B MOAMYHKTE "a" HACTOSIIETO MyHKTA;

B) rpaXkJaHe, KOTOPHIM MPEIOCTABISIOTCS TOCYIaPCTBEHHBIC TapaHTHH B BHJIE OOECIICYCHUS
JIEKapCTBEHHBIMU INpenapaTaMu B COOTBETCTBHH C 4acThio 7 craThi 44 denepanbHoro 3akona "Oo6
OCHOBAaX OXpaHbl 3/I0pOBbs I'paxaaH B PO,

) U1, “HPUIMPOBAHHBIE BUPYCOM UMMYHOIe(DUITUTA YeJIOBEKa, B TOM YHCIIC B COUYETAHUHU
¢ Bupycamu rematutoB B u C, oOecrneueHne KOTOPBIX AHTUBHUPYCHBIMH JIEKAPCTBEHHBIMHU
npenaparamMu Juisi MEJUIIMHCKOTO TPUMEHEHHUSI OCYIIECTBISETCS B COOTBETCTBUHU C IYHKTOM 19
yactu 1 crateu 14 ®enepansHoro 3akoHa "OO ocHOBaX OXpaHbl 37J0POBbs rpakaaH B PO";

J) JUIA, HAXOJSIIMECS TOJ TUCIIAaHCEPHBIM HAOJIOJICHHEM B CBSI3M C TYOEpKYJIe30M, W
OOJIbHBIE TYOEpKYJe30M, B TOM YHCJIE€ C MHOXXECTBEHHOHW JIEKAPCTBEHHOW YCTOWYHMBOCTHIO
BO30OyaMTENsA, O0OECIeUeHHEe KOTOPBHIX aHTUOAKTepUAIbHBIMH H  MPOTHBOTYOCPKYJIE3HBIMU
JIEKapCTBEHHBIMU IpernapaTaMu Uil MEIUIUHCKOTO MPUMEHEHUS OCYIECTBIISIETCS B COOTBETCTBUU
¢ myHkToM 20 yactu 1 crateu 14 ®denepanbHoro 3akoHa "OO 0CHOBaX OXpaHbI 3JI0POBBS TPAXK/IAH B
P®" u nyuktom 4 crateu 14 ®enepanbHoro 3axkoHa "O mnpenynpexiacHUU pacHpoOCTpPaHEHUS
Tyoepkyinesza B PD",

€) rpakJaHe, cTpajaroiiie 3a001eBaHUsIMY, BKIIIOYEHHBIMU B MEPEUEHb JKU3HEYTPOXKAIOIINX
U XPOHUYECKHX MPOrpeccUpyromux penkux (ophaHHbIX) 3a00JeBaHUM, MNPUBOAAIIUX K
COKpPAILEHUIO TMPOJOJDKUTEIBHOCTH JKU3HM TpPaXIaH WM HMX HHBAIMIHOCTH, KOTOPBIM
MPEIOCTABNISIIOTCSL  TOCYJAapCTBEHHbIE TapaHTHM B BHUJE OOECleyYeHHs JIEKapCTBEHHBIMU
npernapaTaM ¥ CIeUHUaIN3UPOBAHHBIMHU MPOIYKTaAMH JIeYeOHOTO MHTAHHUS B COOTBETCTBUU C
4yacThio 4 cTaThu 44 denepanbHOTO 3aK0Ha "OO0 OCHOBAaX OXpaHbI 37J0POBbS TpakaaH B PO";

k) TpaxaaHe, obecriedyeHre KOTOPBIX MPH OKa3aHUU MaJUIMATUBHOM MEAMIIMHCKOW MOMOIIU
MEIUIIMHCKUMU W3JEIHUsIMH, MPeJHa3HAYCHHBIMH JJIs MOJAJIEp>KaHusl (PYHKIUNA OpPraHoB U CHCTEM
OpraHu3Ma 4eJoBeKa, /IS HCIOIb30BaHMsI Ha JOMY I10 MIEPEYHIO0, YTBEPKIeHHOMY MUHHCTEP CTBOM
3npaBooxpaHeHusi P®, a Takke JIeKapCTBEHHBIMU IMpenapaTaMd IpU IOCEIICHUAX Ha JOMY,
OCYIIECTBJISIETCS B COOTBETCTBHM C 4YacTbio 4 cratbu 36 M uyactbio 2 crarbu 80 denepaibHOrO
3akoHa "O0 OCHOBaxX OXpaHbI 3/I0POBbS rpaxaad B PO,

3) KaTeropuu TpaxkJiaH, UMEIOIINe MPaBo Ha 0OecreyeHne JeKapCTBEHHBIMU IperapaTtaMu U
MEIUIIMHCKUMU HU3JEIUsIMH B COOTBETCTBHM C IlepeuyHem rpynm HaceleHHs U KaTeropui
3a0o0yieBaHMiA, TIpH aMOyTaTOPHOM JIEYEHUH KOTOPHIX JIEKAPCTBEHHBIE CPEICTBA U U3JACTHS
MEJHUIIMHCKOTO Ha3HauYeHHUs OTMYCKAlOTCsA IO pelentaM Bpadei OecrnatHo, u Ilepeunem rpymm
HacelleHus, MpH aMOyJaTOPHOM JIEYEHHHM KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA OTIYCKAIOTCA IO
peuentaM Bpaded ¢ SO-TIPOLIEHTHON CKUAKOM, YTBEPKIEHHBIX MOcTaHOBIeHUEeM lIpaButenbcrBa
P® or 30.07.1994 N 890 "O rocynapcTBEHHOM TMOAJEPKKE pPa3sBUTHS MEAUIIMHCKOM
MPOMBIIIJIEHHOCTH W YIY4YIIEHUH O0O0eCreYeHHs] HAaceNeHHs W YUPEeKICHHH 3IpaBOOXpaHEHUS
JIEKApCTBEHHBIMH CPEACTBAMHU U U3ACTUAMHA MEIULIIMHCKOTO Ha3HAUEHUA'";

W) KaTeropuM TpakJaH, HE YyKa3aHHbIE B MOJIIMYHKTe '"3" HACTOSIIEro MyHKTa, UMEIOIINE
mpaBo Ha oOecrieueHre JIEKapCTBEHHBIMU TpernapaTaMi U MEAUIIMHCKUMH U3JENUIMH OeCIuIaTHO
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WU C NATUAECITUITPOLUEHTHON CKUJIKOM B COOTBETCTBUM C HOPMATUBHBIMU MPABOBBIMU akTaMu PO
i cyobekToB PO.

13. ExenneBHo B denepaibHblil pErUCTp B IEKTPOHHOM BHJIE€ NMPEACTABISAIOTCA CBEICHMUS,
YKa3aHHBIE B:

a) nyHkre 11 mnacrosmux IIpaBun (3a HCKIIOUEHUEM CBEJIEHUH, NPEIyCMOTPEHHBIX
noanyukramu "x", "u"-"n", "H"-"p" u "y"), o rpaxnanax, ykazaHHbIX B mojmyHkrax "a" u "0"
nyHkTa 12 Hactosimux [IpaBui, uz ®enepaqbHOTO perucTpa Jul, UMEIOLUX [IPaBo Ha MOJy4YeHUe
rocy/lapCTBEHHOW COLIMAIbHOM MOMOIIH, U €AMHON rocyAapCTBEHHON MH()OPMAIIMOHHONW CUCTEMBI
COILIMAJILHOTO 00CCIIeUeHNS;

6) mommynkrtax "x", "x", "a", "H", "o", "p" m "y" mynkrta 11 nHactosmmx I[lpaBun, o
rpaXaaHax, yKa3aHHbIX B mnojamyHkrax "a" wu "0" mnynkra 12 Hacrosmmx IlpaBuin,
rocy/lapcTBEHHbIMU MH(OPMALIMOHHBIMU CUCTEMaMU B cepe 31paBoOXpaHeHus CyObeKTOB PD;

B) nyHkre 11 Hactosmux IlpaBun (3a HUCKIIOYEHHEM CBEJEHUM, NPEIyCMOTPEHHBIX
noanyHkTamu "m" u "T"), 0 rpaXaaHax, yKazaHHbIX B moJmyHkTax "B"-"e" myHkra 12 HacTOSIINX
[IpaBun, mojacucTeMON BeleHUS CHEIUATIW3UPOBAHHBIX PETUCTPOB MMALMEHTOB IO OTICIbHBIM
HO30JIOTHUSIM U KaTErOpHIM Irpak/iaH, MOHUTOPHHTA OpraHU3aI[ii OKa3aHHsI BbICO KOTEXHOJIOTHYHOM
MEIMIMHCKOM TOMOIIM W  CAaHAaTOPHO-KYpPOPTHOIO  JIEYEHUS €OUHOW TOCYAApCTBEHHOM
MH(OPMALIMOHHON CUCTEMBI B cepe 31paBOOXpaHEHMUS;

r) nynkre 11 mnHacrosmux I[IpaBun (3a UCKIIOYEHHEM CBEAEHUMN, MPEeITyCMOTPEHHBIX
noanyHkTamu "'m" u "T"), 0 rpakIaHax, yKa3aHHBIX B MoAmMyHKTax "k'"-"u" myHkTa 12 HacTosmux
IIpaBun, rocynapcTBEHHbIMH MH(OPMAIMOHHBIMU CUCTeMaMH B cdepe 3ApaBOOXpAHEHUS
cyonekToB PO.

14. B ciywae ecnmm y TOCYyIapCTBEHHOW WH(POPMAIIMOHHOW CHUCTEMBI B  cdepe
3/paBoOoXpaHeHus cyObekTa PO oTCyTCTBYET TeXHHUYECKasi BO3MOXKHOCTh IO OOMEHY CBEICHUSAMH,
MpeAyCMOTPEHHBIMH MoanyHKkTamMu "0" u "r" myHkTa 13 Hacrosmux IIpaBui, cooTBETCTBYIOIMINE
(GYHKIMH TOCYIapCTBEHHON MHPOPMAIIMOHHON cucTeMbl B cepe 3apaBooxpaHeHus cyorekra PD
pealIu3yIoTCs C UCTIOJIB30BaHUEM PEerHOHaIbHOIO cerMenTa deepanbHOro perucTpa.

CeneHusi, pa3MeEIIEHHbIE B pErHOHANbHBIX cerMeHTax DenepanbHOr0  pErucTpa,
aBTOMATUYECKH B PEKHMME pEaJbHOIO0 BPEMEHM BKIIOYAIOTCS B  (enepaibHbIi  CErMEHT
®denepalibHOTO PErucTpa.
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