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[opsnok
anncr# MEIHIHACKUMH pabOTHHKAME PEIIeNTOB Ha JIEKAPCTBEHHLIE NPENapaTH,
Memcme H3ZIeNNS 1 CIeLHAIH3NPOBAHHEIE IIPOAYKTHI Ie4eSHOTO MUTAHNA [11d
Aeirei-HHBATI)IOB DY OKA3AHHH MEAULIMHCKOMN IoMolny aMbyIATOPHO,
oTnyckaeMbie HecnnatHo, rpaxianam Poccuiickoit Oenepaliny, NpoXuBAIONIAM Ha
: Tepputopun Jonenxoit Hapoaroit Pecrrybnugu

1. Hacrosmui T[Topsiok BEIIMCKA MENHLUMHCKHMY PabOTHMKAME DENENTOR HA
nexar HHBIE IIPeNapaThl, MeAHLMACKWE W3ZlenHd M CHeHHaNH3HpPOBaHHbIE
Ipo, neYeOHOro IUTAHMA JUIH HeTeH-HHBANMAOB IIPH OKa3aHUH MEIHLMHCKOH
nomomy | amMOynaTopHo, OThyckaemsle 6GecrnarHo, rpamiasam  Pocculickol

Denep NpoXHBaOIMM Ha Teppuropun Jlomenxolt Haponmo#t PecnyGauxu

(manee [Topsimox Bemuckn penentoe, rpaxnade Poccmifckoli @enepaimn)
y IHBaEeT [OC/AENOBaTENBHOCTE  JACHCTBHH  pabOTHHKOB — MeIMIIMHCKHX
op : TFOCYNAPCTBEHHON CHCTeMBl 31PABOOXPAHEHHA, TONBENOMCTBEHHEIX
MunncTepeTBy 3apaBooxpanernus Jonerxod Haponro#t Pecrybnuxm, mo smimmcke
PELENTOB, HA  JIEKAPCTBEHHBIE NPENapaTsl, MeMOMHCKHE  H3Leaus |
CHEeLHATH3UPOBAHHEIC TIPOAYKTH NeyeOHOrO NHTaHMS U8 JeTei-HHBATHIOR,
OTHyCKaeMble OecruiaThHo, NpH OKa3aHWH MeTHUMHCKON NOMOImM amBynaTopHo

rpaxuanayM Poccuiickoit ®exepauny, NpoXUBAIOIMM Ha TeppuTopmy [lomenxoii

2. Tlepevens rpynm HaceneHus,kateropuit 3abonesanuit, npyu am6ynaTopaoM
JICYCHMH | KOTODBIX JI€KADCTBEHHBIE INpenaparhl, MEIHIMHCKHE H3LeaHs H
CIICIHAIIP BAHHBIE NPONYKTH Ne4eDHOrO NHTAHMS [  JeTeil-HHBANHIOB

AI0TCA NO peHenTamM Bpada GecnnarHo, onpenenseTcs B COOTBETCTBHH C
f 3axoHoM ot 17 mons 1999 roga Ne 178-®3 «O rocyzapcreesHOH

YHPeXKAeHHN 3ApABOOXpAHEHWS JIGKAPCTBEHHBIMH CPENCTBAMH H  H3eTHAMU
MEAMIMHCKOrO Hasmavenus», [lpaswinamMy [penocTaBlIeHHs W pacTpesereHus
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SaﬁOJIBBAHPIﬁ M CEpIEYHO-COCY/IMCTRIX OCHIOKHEHUH Y TIAlMEHTOB BBICOKOrO pHCka,
HAXONSIHMXCK HA [MCIAHCEPHOM HalIONEHNH, YTBEPNIEHHBIMK MOCTAHOBIECHHEM
Ilpasareisersa Poceniicxoif Menepatn ot 26 xexabps 2017 roga Ne 1640 «O6
YTBEPXIEHHH rocyjapersenHolt mporpammbl Poceuiickol ®enepaunn «Passarue
3ApaBoOXpaHeHnsm, nocranositenkeM [Ipaputenscisa Poceuitckolt Demepauun ot
26 mosGps 2018 roma Ne 1416 «O mnopagke oprasusamdu obecneuenns
nexape npenaparamMu i, GONBHBIX reMoQuIHel, MYKOBHUCLHIO3OM,
THITOQU3APHBIM HAHU3IMOM, Gonesnsio [ome, 3IOKAYECTBEHHBIMH
HOBOOGp@soBanMaMH nuMbounHON, KPOBETBOPHOH M pPOJCTBEHHBIX MM TKaHEH,
CKIEPO30M, TeMONMTHKO-YPEMHUYECKUM CHHAPOMOM, HOHOMECKHM
¢ CHCTEMHBIM Hauanom, Mykononmcaxapumosom [, II u VI Tunos,
Koit aHeMueil HeyTOUHEHHOMN, HACIEACTBEHHEIM AeUIATOM (haxTopos I
(bubpunorena), VIl(nabumsnoro), X (Croapra-Ilpayspa), nHnm  mocie
: OpraHoB u (1au) TKaHeH, a TaKiKe O NPHIHAHKWYE YTPATHBIINMY CHITY

. Hexoro mpamveneHus u Ilonoxerus o6 oprammsamus ofecnedenns IHIL
GomeHBIX | TYOepKyne3oM ¢ MHOXECTBEHHOH JEKApCTBEHHOM YCTOWYHBOCTEH
Bo36y, i, aHTHOaKTepHANLHEIMH ¥ IPOTHBOTYOEpKYICIHBIME TEKapCTBEHHBIMHE
openapa JUIE MEIHIIMHCKOTO OpHMEHEHNS» (fanee — JBrOTHOS JEKAPCTBEHHOES
obecneyenue).

3. ofpamennu rpaxaanuna Pocoulickolt Peneparmm, uMeromero mpaso

Ha JBTOTHOE JIEKAPCTBEHHOE 0OECIeYEHHEB COOTBETCTBHY C IYHKTOM 2 HACTOAILETO
Ilopsnka | BEIMMCKM PpELENTOB W HMEIOWHAX [OKYMEHT, HOATBEPXAAKIIHIH
Al JBCOTHBIM CTATYC M MpaBo HA JBMOTHOE JEKAPCTBEHHOE
(yoocToBepeHHS, BRIMUCKH 3 aMOYNaTODHRIX  Kapr, muuie
KRAIOMIME JOKYMEHTHI), JieHaliHil Bpad COOTBETCTBYKOINErO Npodiuis
oxnannHy Poccuiickoll Mesepaiuy HanpaBIeHHe VIS BBIIMCKH perenTta
lanpasnienue) 1o Gopme, yeTaHOBICHHON MpHIOKeHHeM | K HacTodIeMy
Hopx,chy pIITACKH PELENTOB (38 MCKIIOYEHHEM CTyyaeB, KOrja newsumit spay u

MEIHIMHCKHA paboTHHK, YIONHOMOYeHHbIH Ha BBIHCKY HAHHOIO pelLenTa,
GOB ) »

C3yJabTaTaM ocMOTpa rpaxaaduHy Poccmiioxolt ®epepauuu Bhifaercs
JICalM | BpadoMBRINHCKa #H3 amOynatopHol kaprel (manee — Breinmcka),
comep: CIENYIOUIKE CBeICHNAN:

CHOBAHHE MEIHLMHCKON OpraHH3alkH;
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daMmms, uMs 1 oTdecTRO (NPU HATMMHM) W IODKHOCTS BPAYa, BhIIABIIEro
BBIITHCKY)

KORTAKTHbIE JAHHBIC MeJIMINHCKON OpraHH3Ialiiyu 1 Bpa4a;

(Y 5, HMA M OTYECTBO (NpH HANHYHK) NALMeHTa;

IHArHO3;

PeKOMEHJOBAHHAS  Tepanus,  BKTIOYAA  JIEKAPCTBEHHBI®  Nperapatsi,
Me KME MINENHS U CrelMan3INpobaHHBIe POAYKTE NedeGHOro nuTanus 1

nemﬁmﬂ!aanﬂnon, BBIJIAYA KOTOPKIX BO3MOMHA B PAMKax JIIOTHOTO JIEKAPCTREHHOTO
oﬁecneq?ﬂm.

4, |Bumucka penentoB Ha JbIOTHBIE JIEKAPCTBEHHBIE MpPEHApaThl, /Wiy

MEMITHHCKHE HANeTUs, W/HIN ClleHaTH3NpOBaHHBIE IPOIYKTEL JEUeOHOT0 MHTaHNA
IS NeTeH-MHBANHAOB rpaxknaHuHy Poccmiickod Depepauun OCYHIECTRIACICH B
MEMMIHHCKHAX OpPraHM3alusaX, yHOMHOMOYCHHBIX HA BBIMMHCKY PeLEenTos /Ui

obecrieudHus  OTAENbHBIX  Kareropud rpaxgax  Poccuiickolt  Penepannm,
npoxusaiolux Ha teppuropuu lomeuxo#t Hapomsolt Pecrmy©Ommis, JBTOTHEIMHA
NeKAPCTHEHHRIME  NpErapaTtaMu, MWW MeOHUMHCKMMH M3AEMMAMH, W/HIH
CHIeIHAIH3HPOBAHHBIMK NPOAYKTAMHK JieueGHOrO MUTAHMA I AeTeH-HHBATUIOB, B
cooTBeTcrsEM ¢ IlepedseM MENHIUMHCKHX OpraHM3auuM, YIONHOMOYEHHBIX Ha
BBITTHCK peuem:on- ais obecrieueHns OTHENbHBIX KaTeropuii rpaxuias Poccuiickoi
Desnepanpu, npoxupaonux Ha veppuropus Jlomenkolt Hapoxmo#t PecryOimuxu,

JIEKapCTBEHHBIMK npenapaTaMu, MeIHITMHCKHMH H3OeMuaAMH H
CHeMANK3HPOBAHABIMHA TTPOAYKTAMY JIe4eOHO0 MUTanuA I8 NeTel-UHBANKIAOB NpH
OKa3aHW¥ MeNUIMHCKON noMolny aMOylnaTopHO Io pellenTaM Bpaua OecnniaTHo

(nanee — Ilepeuens METMIMHCKMX OPraHM3auMM, YIIONHOMOHESHHBIX Ha BAIIHCKY
petenTos), YTIBEPKHaeMbIM Mimﬁmpcﬁm sfipasooxpaHeHus [Jlomeuxoi
Hapoygol Pecnybmixn.

VHonHOMOUeHHBIH MeAHUUHCKHA pabOTHEK ¢ BHICIIAM MEIHIHHCKHM
obpazosakimeM (ewampm# Bpad) (mubo MemuumHckuil paboTHEK, Ha xortoporo
PYKOBOIMTENEM MEIUIWHCKOH OpraHH3amuyd BOINONKEHO HCIONHEHHE OTHEIbHBIX
DYHKIHWA J€edallero Bpada IO HEeNOCPEACTBEHHOMY OKasaHWl) MeIWIHHCKOH
TOMOIIM NAUHMEHTy B NIEPHOJ HAGIIONEHAA 38 HIM U €r0 JIeYeHHs, B TOM uHe/e no
Ha3HAYeHMIO H NPUMEHEHHIO JIEKAPCTBEHHBIX NPeNapaToB, BKIKOYAS HAPKOTHYECKHE
JIeKap HHBIE [penaparsl MW MCHXOTPONHBIE JEKaPCTBEHHBIE IIpenaparsi),
ONpeAeNeHHbIH NPUKa3oM MEIHIHHCKON opraHusaumm (fanee — MeHIHHCKHE
paboTHuK), BwmouenHo# B Ilepedenms  MEQMUMHCOKMX  OpraHu3aiuii,
YIOJHOMDYEHHEIX HA BLIIACKY pELeNnTos, N0 MecTy perucTpanuum w WM
(aKTHYEGKOTO MpOXNMBAHNS, [0 PE3YNBTATAM paccMOTpenEs HanpasieHus u
Brmuck®, ocymiecTsiseT BRIIMCKY pELENTOB HA JBIOTHRIE NeKapCTBEHHbIE
Npenapathl, WM MeIUIMHCKAe H3JeNHs, /WM CIeNMaH3HPOBAHHAKIE PO/ KT
Neqe6HOTO MHTAHUSVIS JeTeli-HHBAIHIOB.,
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B ¢aygae obpamenns rpanianuna Poccuiickoi Denepanmy K MeAAHHCKOMY
paboTH MEIMIMHCKOR OpraHM3aMM HEe 10 MECTy peruCTpayM, NaHHOMK
MCIMIHHCKOH opranusaumeli He nosunee crefyiomero paGodero mus HarnpasJsercq
MHCHMEHNOE YBEIOMICHHE B MOIHIIHHCKYIO OpraHu3almio, 3a KOTOpOH 3akpernsiesa
TeppUTOPMS  OOCHYKHMBANMSN, YKAIAHHAR B OTMETKE O PETHCTPALIAN  MecTa
npoxcupalna  (Mecta  npeGbinanus)rpaxianuna  Poccuckoh Denepauun, ¢
uHopmaraell o BEMcKe rpaxcamany Poccuitckoli ®Depepatuu peuerra, o
YKasaHneM HauMCHOBAHHUA COOTBETCTBYIOIIEH HOZONOIHMM, HAUMEHOBAHUA w«
KONMMYECTBa MbrOTHLIX JICKAPCTBEHHBIX NMpenaparoB, WHIHM MENUIMHCKUX Wajenuil,
H/HITH CIGLIMATM3HPOBAHHBIX NPOLYKTOB NeueGHOro MATAHKALIA AeTeli-HHBATAOE,

5.1 Menumunckuit paboTHUK, YHONHOMOYECHHEIN NPUKAZOM MeHIMHCKOH
OpraHu3aliug Ha BBIIMTHCKY PeLeITOB!

5.4 Tlpu npueme rpaxpanuna Poccmitckolf Pejlepanyu cBepaer zaHLe

rpaxiangna Poceniickol (Denepariuy co CBEAESHIAME, CONEPAKAIUMUCH:

B PernonansHOM perucTpe rpaxan Poccuiickoit @epepanay, NpoKUBAIONIAK
Ha Teppuropun Jlomenkol Hapopmoli Pecnybmuxu, wuMerommx npaso ua
obecricueHre JEKAPCTBEHHBIMH NPENApaTaMH, MEIMUMHCKAME H3JIENUAMH ¥
CHHANHSHPOBAHHBIMH IIPOLYKTAMH Ne4e0HOro IMHUTAHME g feTedl - HHBATWIOB
TIPH OKASAHWM MEUIMHCKON nmoMomd aMGynaTopHo 1o peuentaM Bpaya Hecruiatso
(manee + PervoHansHEIM PETHCIP), BEAGHHE KOTOPOTO OCYMIECTBIZETCH B
‘COOTBETCTBHHE C IMopsiaxoM BejieHHs PErHOHANBHOTO PETHCTpPa IPaXIan Poccuiickol
Qenepamiy, HpoxuBarOmEx Ha Teppuropun JMomenkodt Hapomsoit PecryGmuxs,
HMEIOMMX TIpaBo Ha ofecrieuenne NeKapCTBEHHEIME MpelapaTaMHy, MeTHIHCKAME
H3AEMAMA A CTICNHANH3UPOBAHHEIMY NPOAYKTAMHK Je9eGHOr0 THTaRus 118 JeTel-
MHBAJIMIJB NPY OKa3aHWH MeHIIMHCKOH MoMOITH aMOyIaTopHO IO pelenTam Bpaga
DecruiaTHD, yTBEpKIaeMBIM MUHHCTEPCTBOM  3[pABOOXpaHeHHS [OHSLKOI
Haponuo# Pecry6miku;

B QenepalbHOM perucrpe ML, MMEONMX INpaBo Ha  OJyYeHHe
rocynapctseHHolf CONWANBHON IIOMOWH, M He OTKA3ABIIHXCH OT MOy 4eHHSA
CONMaNbHDE yCyru B BHAe ofecrnedeHMs NeKapCTBEHHRIME MNpENapaTaMi s
MEOHIMHCKOTO  NpPHMEHEHHS,  MEOUUMHCKUMH  H3JENHAMH, a  Taioke
CHElMaNHBHPOBAHHEIMA NPOJAYKTAMH JIe9e0HOrO MHTAHWA NS JeTel-HHBATAMIOB,
BeleHHe KOTOporo ocyuiecrensercd B paMkax Penepansroro sakona or 17 mions
1999 roga Ne 178-@3 «O rocynapcTBEHHON COIHANBHON [TOMOLLHY;

B peruoHanbHoM cermente QejepanbHoro peruerpa  JHL, GonbHBIX
reMouaHeH, MyKOBHCHMAO30M, runo(Qu3apHsM HamusMoM, Oonesusio [owe,
3MOKa9eCcIBeHHAIME  HOBOOOpazoBauuaMu  numbonzHol, KpoBeTBOpHOH H
PONCTBEHEBIX MM TKaHeH, pAacCesHHBIM CKIEPO30M, TEMOTHTHKO-YPEMHIECKAM
CHHJIDOMGM, IOHOIIECKAM aPTPHTOM C CHCTEMHEIM HAYANOM, MyKOTIONHCAXAPHI0I0M
I, I w VI tanos, ammactudeckoli amemueli HEYTOYHEHHOM, HaC/Ie/ICTBEHHLIM
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meduimTom aktopos 11 (pubpunorena), VII (mabmmpsoro), X (Crioapra -
IIpayapa), nMi mocne TPAHCIUIAHTALMN OPrasos U (W) TkaHeH, BeEHUE KOTOPOTo
OCYLIeCTRASETCS B pamMKax nocranonnenus [IpapuresbeTsa Poccuiickoit Denepanuu
or 26 Hosbpa 2018 roma Ne 1416 «O nopsake oprawmsaumy obecrneueHus
JIEKAPCTBRHHEIMH npenapatamMu null, OGonsHEIX reModwineld, MykoBHCUHIOIOM,

THIO(H3SPHBIM HaHHU3MOM, GonesHsto I ote, IOKAYECTBEHHBIMHA
HOBOOOP&30BaHMAME NHUMGBOUIHON, KPOBETBOPHOR M PpONCTBEHHBIX MM TawHei,
PACCeSHHBIM CKIEPO30M, TeMOTHTHKO-YPEMHUECKAM CHHAPOMOM, IOHOIIECKAM
apPIPHTOM C CHCTEMHBIM HauajioM, Mykononucaxapumosom I, II m VI Tumos,
antacTHYecKoi anemuelt HeyTouHeHHOH, HacHeACTBeHHERIM neduumTom daxTopos Il
{dubpunbrena), VII (nmabunsuoro), X (Crwapra - Ilpayspa), nmu nocae
TPRHCIVIAHTALHH OPTraHOB M (MM) TKaHeH, a TAKKe O NPUIHAHUK YTPaTUBIIMMHE CHITY

Hexoroparx akros [Ipasutenscrsa Poceniickoit @enepannmy;

B PervoHanbHOM cermenTte (DenepanbHOro perucTpa JIHil, HEQHIMPOBAHHLIX
BHPYCOM MMMYHONE(hHIHTA YeIOBEKa, BeleHHe KOTOPOro OCYINECTBIIAETCS B paMKax
niocranosnenus [Ipasurenscrea Poceuiickoit Penepanmu ot 28 nexabps 2016 rona
Ne 1512} «O6 yrsepxnenun [lonoxeHus o0 oprammzaimu obecredenus JHIl,
HHQHIHPOBAHHEIX BHPYCOM HMMYHOZe(QHIHTA Qe/0BEKA, B TOM YHC/IE B COYETAHHUH
¢ BupycaMu renatutoB B u C, anTHBHDYCHBIMH JIEKapCTBEHHEIMY NpETapaTaMA LIS
MeMIHHCKOre npuMmenenns ¥ I[lonoxenns o0 oprammsamnu ofecnmedeHus JIHIL
OonbHBIX! TYOEpKYNEe30M C MHOXECTBEHHOH JIEKADCTBEHHOH YCTOHYHBOCTBIO
Bo30ymwiens, anTHOAKTEPHAAIBHEIMY U POTHBOTYOEPKYIE3HBIMA 1€KapCTBEHHAIME
npenaparaMy il MeIHIIHHCKOr0 TPAMEHEHHAY;

B |peruoHajsHOM cerMente @efepansHOro perucTps Jmi, OomBHBIX
TyOepKyjie30M, BEIeHHe KOTOpOro OCYIIECTBIAETCH B PaMKax HOCTAHOBICHMA
Ipasureisera Poccuiickoit ®enepanun or 28 gexabps 2016 roga Ne 1512 «O6
yreepknéaun [Tonoxenua o6 opraHuzauuu obecneveHus Jul, HEGUIMPOBAHHBIX
BHpPYCOM| HMMYHONEMIIMTA YENOBEKA, B TOM WHCIE B COYCTAHHE C BHDPYCAMH

eriaTiTop B ® C, aHTHBHPYCHBIMM JIEKADCTBEHHBIMM TIpenapatamH JUid
MeIMIHHEKoro npuMenenus W ITonoxenns o0 opranmsauuu obecrevenus i,
GonsHEX] TYOGepKkylie3oM ¢ MHOKECTBEHHOH JIEKapCTBEHHOH YCTOHUHMBOCTEIO
Bo3Oyaulend, anTHOAKTEPHATEHEIMY U MPOTHBOTYOCPKYIEIHEIMH IeKAPCTBEHHEIMH
npenapataMy s MeIHIHHCKOrO IPUMEHSHHAY,

B qae OTCYTCTBHA JAHHBIX O Tpaxianuue Poccuitckoli ®exepannu B
PervomafeaonM peructpe, ofecreduBaeT BHECGHHE IMIOM, OTBEICTBEHHBIM B
MEJUIMHEKOA OpranMsalgy 3a BeleHHe PerdHoHANbHOIO perucTpd, CBeNeHHH O
DX ] e Poccuiickoit ®enepanmu B PernoHansHeii perserp.

5 2 Be,ne'r sanonHerne JiypHana BhIAHHBIX peUenToB Ha obecrevenue
OTHENBHHX Kareropud rpaknad Poccmiickod @PelepalHH, NPOXHBAOLIMX HAa
reppatophu Jlonenxolt Hapomsoii PecriyGIuk, JNeKapcTBEHHBIMM Npenapatamy,
-n: ';5':'5-'1;5.'-::'!..; H3EMMAME M CHEeIHAIM3UPOBAHHBIMA H]JO.{[}'KI‘EMH negebHoro




TATARMA JUIA AeTeH-HEBANMIOB, OTIYCKAeMBIME MO perienTtaM Bpada GecriarHo mo
(namee — OJKypsan BeaHHBIX peuenTos), 10 QOpME CORACHO
IPUIOXKEHHIO 2K HacTosweMy [Topsa/iky BEIITMCKH pelenTos.

gepxnesun [lopsike HA3HAYEHMH JIEKApCTBEHHHIX npenaparos, GopM
peHenTYPHBIX GIaHKOB Ha neKapcrseHHbie npenaparsl, [lopaaka odopmienus
yKasaHHBIX ONaHKOB, HX y4era W xpaHeHus, GopM GraHKOB pelernToB, CONEPRKAIHK
qeHHe HAPKOTHYECKMX CPEACTB WIM TICHXOTPONHEIX BemecTs, [lopanka ux
BIICHHS, PACHpENEISHHs, PErucTpalliy, y9eTa U XpaneHusd, a taioxke [Ipasan
Hs 6J8HKOB PELENTOB, B TOM YHCIE B (JOPME 3JIEKTPOHHEIX IOKYMEHTORY,
s mpuKasoM MuEHHCTepcTBa 3ApaBooXpanerus Poccmiickoit Denepaumm
exabps 2012 rome Ne 1181n «O6 yTBEpWISHHH NOpSAKa HA3HAYCHWS
¥ BBITHCHIBAHUS MEIUUMHCKHX H3JeTmii, a Takke $OPM peLenTypHBIX GNaHKOB Ha
MEJIAUWHOKHE M3elks W Mopsika oGOPMIEHHsS YKasaHHBIX 61amkoB, ux yuera
H xpa:se_ Y.

Iepepitt sxseMmmap peiienta BEHaeT rpaxitaduny Poccmiickoit ®emepanuu ¢

a3aHueM MHQOpPMAUM¥ O MecTe OTIYCKA JIeKaDCTBEHHRIX IIPENapaTos,
ME AT icm{ H3JSNHM U CHeHANHINPOBAHHEIX IPOAYKTOB Ie4eGHOTO MHTAHHS 11d
AeTeli-HHBaNHAOB, OTHYCKASMbIX [0 peLienTaM Bpada SecriatHo.

B --n SK3EMINAP peLelTa BKJIEHBAeT B MEOWIHMHCKYIO IOKYMESHTAIHH
(xkapTy) |malMenTa B MHOpPAAKE, YCTAHOBIEHHOM pYKOBOJHTENEM MEIHLIMHCKOM

OpraHH3alifH.

5.6, Bexmer yuer BBIJAHHKIX pEUENTOB M HA €XEHeNeNBHON OCHOBE
[Ipe/IOCTaRAAeT CBeNeHHA O BRIIMCAHHBEIX PEUENTAX PYKOBOOMTEN MeNMIMHCKOH
OpraHmsalng.

6. PyxoBouTeiaMy METHIHHCKHX Opranusanuii obecrneqnsaeTes:

- 6.1, Hasnavenuwe OTBETCTBEHHOTO JO/DKHOCTHOIO JIHIA 38 OCYIIECTBIEHHE
KOHTPO 4 JIBIOTHOTO JeKapcTBeHHoro  obecriegeHus rpaknan  PoccHEcKo#
@6}: 54

0prann3&1mﬂ BBIIIMCKY PpelenToB Ha JbMOTHBIE HEeKAPCTBEHHBIC
npe " s WM MeIMUHMHCKHE A3NeIAd, W/HIH CleNHalH3HPOBAHHEIE NPOAYKTHL
meﬁlm mrra&nn JUIs ieTeli-HHBAAIOB B COOTBETCTBHN ¢ HacTosuam [Topaaxom

Bmc E Men'mn
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Xpanenne MemMIMHCKOW AOKyMeHTanMm rpaxgas  Poccmiicko#t

Denepauiit, Ha OCHOBAHHI KOTOPOH OCYIIECTBIAETCH JIBIOTHOE JIEKApCTBCHHOC

BEHHE.

Al BHyTpeHHHH KOHTpOIb 33 0GOCHOBAHHOCTHIO HA3HAYEHHA H BBITHCKH

ANH3MPOBARHEIC POAYKTH! JieueGHOrO MUTAHMAN JeTeH-HHBAINIO0ER
QMM C OpHKa3oM  MHUHMCTEpCTBA  3[pPABOOXpaHeHMH POCCHACKOH
1 or 31 mions 2020 roma Ne 785u «O6 yreepanenan Tpebosanuit x
M NPOBEJCHUIO BHYTPEHHEro KOHTPONS Ka4ecTsa H fe3onacHoCTH

\ Harmpasnenne 8 Munncreporso sapagooxpanenns [oneuko# Haponnon

CBENIEHMII © BHINWCKe pelenToB (0 #ABKe TIpakiaH Poccuiickoit
338 BHITHCKON pEHeNTOB Ha JIeKAapCTBeHHBIE MNPENAPATH], W/l

Ckie W3NETHA, MMM  CHEUMANM3HpOBaHHBE MPOMYKTHl Je4eGHOro

¢ nHerelf-UHBAIMIOB,IPUYMHAX HESBKM 34IUTAHEPOBAHHOIO KOAWYECTBA
Poccriickolt @ejepaiyy, W3MEHEHMAX NOTPeOHOCTH B JIEKAPCTBEHHBEX

m WHIH MeNMIMHCKNX M3NEIMAX, WHIH  CHelMaTHINpOBAHHEX
| neq

e6HOre NMUTAHUAIA NeTel-HHBATKHAOB), IPEAOCTaBIEHHE OTYETHOCTH
TepcTBo 3apasooxpaHenus [omenkod Haponso# PecrnyOmmky mo Buiam,
B CPOKH ¥ B 00beMe, YCTAHOBJACHHRIX MUHHCTEPCTBOM 31PaBOOXDAHCHNA

9
aaaﬂ;a!ets: B coorsercTeud ¢ noxmynkroM 6.1 mysxra 6 Hactosmero [lopsnxa

| 7.1 !
pﬁmﬂ;u&g paboTsl, McnonHeHHeM (QYHKIHMOHATBHRIX OOA3aHHOCTEH MeIHIIHHCKEX

pi

7.2
u3zenmi,

Haponnoit Pecrry6mnuks.

UndopmupoBanne rpakaaH Poccuiickod @epepaunno mopsixe
. NEKapCTBEHHOTO obecnedeHus, B TOM YHCNE TyTeM DasMeiNeHMs
MOHHBIX MATEPHANIOS B HHTEPHET-DECYPCAX MEMIHHCKHX OPraEH3ailil,
¢ B MEJHMIMHCKHX OPraHi3alHsX.

- OrsercrBenHOe [ODKHOCTHOE JIMUO ME[MIMHCKOM —OpraHW3alluy,

eITOoB, OCYHIECTRIIACT:
Kortpone 3a nopaaxom mnpuema rpaxpan Poccubickol @enepauns,

B IIPH BEIHCKE PELIENTOB.

AHanmuz OTHYCKA JTEKAPCTBEHHBIX INpPENapaToB, W/HIH MeXHIHHCKHX
H/WIKM CHENHATH3MPOBAHHBIX NPOAYKTOB JNedeOHOro nuramusins neTed-
B, KONAYeCTBA OTHYINEHHEIX YIAKOBOK JIEKapCTBEHHAIX IPeNapaTtos, Wiy
KX M3IeTHH, W/HIH  CIelWaNu3HpOBaHHbIX MPOAYKTOB JedeSHOrO
Bl gerel-uHBAJMOOBB COOTBETCTBHM C 3adBleHHOH MOTpeOHOCTHIO,
NEKApCTBEHHBIX [PENAPaToB, WHIM MEIAUAMHCKHX H3Jenul, Wi

SMPOBAHHBLIX TPOMYKTOB N€4e6HOIO MHTAHMA AU ACTEH-HHBATHIOB Ha

STOMHOM KONAYECTRE, NporHos obecnedeHHocTy rpaxaan Poceutickol

ANEE JEKAPCTBEHHBIMH TpPENapaTaMy, WHIH MEJMIHHCKHMY W3/ENUsMH,
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WHIIM  CHENMAIM3NPOBAHHEIMU  NPONYKTAMH JIe4eOHOTO ITHTAHMANIA  JeTeH-
HHBATHAOB, rapagTupyonmii Gecniepeboitnoe Hammume TpeGyeMbIx JIEKAPCTBEHHEBIX
TIpenapatos, W/ MEIMIAHCKAX M3JeNui, W/RMH CrelAaIM3npOBAHHEIX IIPOIYKTOB
NeqebHOT0 NUTaHMS JUis JeTeil-MHBAMMAOB (B CIYyYae OTIYCKA JIEKapCTREHHBIX
npeﬂapaiﬁin, MEIHITMHCKIX W3 # CHelHann3HpOBaHHBIX NIPOAYKTOB JeuebHoro
IHTAHHS JUIA AeTeH-MHBATUI0B MEIHIMHCKHMH OpraHM3aliaMH, ONpPEeICICHHbIM:A
cornacHo noanysxry 2.2 nyuira 2 [TopsjKka OTITyCKa NeKApCTBEHHBIX MPENApaTos,
ME.EHHHW M3Iemiil ¥ CeqUaIn3HPOBAHHEIX IPOAYKTOB I4eDHO0 MUTAHUS [/
neredi- Ermwmncn OpH OKA38HUM MeIHIHHCKOH TOMOLIH amﬁyua-mpno IO PeLenTaMm
Bpada ﬁﬁcﬂmmu, yrBepaeMoro MHHHCTEPCTBOM 37paBooxpaHerys JIoHenKol
Hﬂpﬂnﬁoﬁ PecnyGnuku (manee — Ilopsanok ornycka), B coorsercTsiy ¢ Ilepeunem
Memmx opraHusalui, YIoJIHOMOYEHHEIX Ha OTIYCK. |

| 7 3‘ KonTtpons 32 obuiell moTpeOHOCTEIO B JIEKapCTBEHHBIX MpENapaTax,
W/HIH M@zﬁﬁlmacmx H3IEMMAX, WA CHeldati3upoBaHHbEIX NPOAYKTOoB Ne4edHOTo
mnm ,ﬂ;ﬁﬂ neTed-HHBANMMAOB VIS OTAENBHBIX KATErOpHMH rpaxjiaH Poccriickoii
De geparguy.

7.4. KoHTponms 13a  CBOSBPEMEHHBIM  (DOPMUPOBAHHEM  JOKYMEHTOB
H memm 3afBOK (IUIAHOBBEIX ¥ CPOYHBIX) H& JEKapCTBEHHBIE IPENapaThl,
/A Mammcme H3/eNNs, WM CTIeNMAN3ApOBaHHEIe TPOAYKTH! fegefroro
ma;mmmm nIerel-uHBaNMIOB Uig rpaxcaan Poccutickolt ¢le,uepamiﬁ

7.5. ExeMecsumbit aHanu3 BHIIACKH PDELENTOB M OTIYCKA JBIOTHBIX
NeKapcTEEHHBIX  Npemapatos,  W/WIM  MeIWUMHCKHX — W3NeNmH,  w/wiu
cnemﬁsﬁponamim IIPORYKTOB Jne4eOHOro THTAHHA MUIS [JeTel-HHBATH/IOB,
oﬁpameﬂfﬁﬁ rpaxpan Poccutickol ®enepaluy 3a JICKapCTBEHHBIMHI NIpeniapaTaMy,
m‘mﬁ{ ;{Q}m;mncm V3JIeTAAMY, H/WIH CHEHHATH3MPOBAHHBIMU [POIYKTAMH
neqefHOTo UTaHuA JUTA feTeli-HHBATHIOB.

7.6. AHan@s OCTATKOB H4  CKIafieé  JIEKAPCTBEHHBIX  IIPENapaTos,
HeoBxOmNAMEIX g obecriedenns GonpHbIX TyOepKyne3oM, M HAPKOTHYECKHX H
ncméo'rp@x{mhm JIEKAPCTBEHHEIX NMPETIApaTos, B TOM YHCIE HA NpenMer NedeKTypsl ¢
yueToM NoToKa rpaxaas Poccuiickoi Meepaltuy, i AHATH3 IIARHPYEMOro Pacxoza
nexapwﬁém TpenapaTos,

7.7. VeemomiieHue pPYKOBOJWTENS MEIALMHCKON OpraHM3alMM O pHCKaX
,ua@émyfpﬂ n Heobecneuenus rpaxnan Poccutickoll Qenepaumi.

7.8, Veenomienne MeAMUMHCKOrO pabOTHHKA,YIOJHOMOYECHHOIO MPHKA3OM
M&W}ﬁmoﬁ OpraHmMzalidy He BBRIIUCKY PELenTosB, O HAIMYHM NEKApCTBEHHBIX
nper;lapa*mn, MEITMIMHCKIX H3IENUH ¥ CHeHHATM3HPOBAHHBIX IIPOJYKTOB NeueGHOro

i IETeH-HHBAMUIOB, NOCTYITHBIX K BBIIHCKE.




