
YTBEPxtAAIO

Pyrono4ureJrb Teppr,nopr4aJrbHoro

opraHa Poc:4panHaA3opa uo
Tynrcxofi oStacrw

furz*/.'EB. Mzxees

31 snnaps2}l8 rola

{orc"rra4 TeppuropuanbHoro opraHa Poe4paBHaA3opa no Tyrrcmofi o6.uacrn c
pyKoBoAcrBoM no co6.nrcAenlrrc o6qsarerbHbrrx rpe6onauufi sa IV rcnaprat 2017

foAa

B IV KBapraJre 2017 roAa Bcryrrrurrr B crrJry cJreA,Frcrqrae HilA:

1. @elenaltnrr ron or 29.0'7.2017 Ng&
lLrQ aKrbr Poccnficxofi tDeaeparJLru rro Boil

r4u raglaeHesufr B

OT bie 3aKoHo IIPHMCHCHH'
HH OHHbIX TEXHOJI OXOAHbI

launrrfi 3 aKoHoAarerirnlrfi aKT ycraHaBJrr4Baer :

- o$rzquaJlbHoe onpeAene:Er:ae ilnfl T'epMr4Ha (TeneMeAr4ur4ncKr4e rexHoJrotran)>,
- oco6eHHocra MeAnuuHcrcofi rroMorrlr4, oxasrrsaeN{ofi c [pr{MeHeHr4eM

T'eneMeAr4rIr4HcKI4x rexnoloruff ,

- ocooeHHocrl4 IrpI4MeHeHu.a MeAuqzncxofi AoKyMeHTarJr4u n $opue gneKTpoHFroro

!(oKyMeHTa, B ToM r{I4cJIe: peqerrra Ha neKapcrneunrrfi npeuapar; zn$opna!{poBaHHoro
4lodpoeonbHoro cornacu.s Ha MeAHIII4HcKoe BMerrlareJrbcrBo r4JIH orKa3a or MeArar{r4HcKoro
BiMelrrareJlbcrBa; 3anpocoB o [onr{eHHr4 orpax{a]0[]ue cocroflHze 3nopoBbr nar{r4eHTa
MeAHr-U4HcKr4x IoKyMeHTon (r,rx rconura) H Bbrnr,rcoK' r43 Hr4x,

- rlpaBoBble ocHoBbI rzH$oprr,lalll4oHHoro o6ecne.reHufl B c$epe 3ApaBooxp aHeHufl.

2. (Deaepanruufi gaxon or 28.12.2017 N 425:p3 "O BgeceHr4rr asNaeHeHr4fi B

rHrrfi 3aKoH "Od o6oauter'u\I crB"
Ifau:e.stit. 3aKoHo.rlarelrHrrfr y0TaHaBnaBaer rocyAapcrBeHHyro

ZHQOpMaIII4OHHyiO CI4CTeMy MOHr{TOpr4Hfa ABr4XeHVfl neKapCTBeHHbrx npelaparoB or
npol{3BoAr"reIrfl Ao KoHeqHoro norpe6ureirx (C 1 xunapx 2020 roAa ropr4li4qecKr4e Jrr4rla
u; vrH4vrBtrAyarlbHbie npeAnpr4HtrMarelrvr, ocyulecrBnsrolrlHe nporl3BoAcrBo, xpaHeHr4e,
BBO3, OTIyCK, peanH3alli.Iro, flepetrevy, npaMeHeflve 14 yHurrroxreHHe neKapcrBeHHbrx
npenaparoB, AonxHbI o6ecne.ruearn BHecenrre uusopnaaquz o neKapcrBeHHbrx
npe[apaTax B cHcreMy MoHaTopI4Hfa ABr4)KeHr4r: neKapcrBeHHbrx npeilapaToB Ann
rvreAH r_tr4H c Kofo rrp H MeHe nzt).

llocran nrze llnaBr4TeJr PO or 08.1 17 N 1492 llporpaulre
u Oec[JraTHofo oKa3aHr{s

18 rol u sa nnauonsrfi nepuo.{ 20lg w 2020
{auHrrfi rroA3aKoHsufi axr ycraHaEfrr{Baer:

HAM ME oI4 IIOMO



- neper{eHb BI,IAoB, $opt H ycnoBr4fi ue4rzqzucrofi rroMorqu, oKa3aHr4e noropofi
ocyu1ecrBJtrercr Oecnr arHo,

- neperleHb sa6orenauufi u cocroxuuil oKa3aHae MerrzqaHcrofi
tKoropbrx ocyulecrBJr.f,eras oecularno, Karefopuu rpaxAaH, oKa3aHr4e
lrloMorllr4 KoropE rM o cyqecrB rrsrer eg. 6 ecnlaruo,

- cpeAHr4e HopMarHBu o6tenra MeAr4rdr4Hcxoir rroMolr{r{,
- cpeAHI4e HopMarraert QnnaHeoBbrx 3arpar Ha e4krHvrrl/ o6tenaa

r:roMotrlH, cpeAHne iloAylueBbre HopMarr4Bbr QrauerucupoBaqvr\ nop.[AoK

QopnaupoBaHvrfl rapuQon Ha MeAI,rquucryro noMorr1b u cnoco6br ee orJrarbr,
- rpeSoeanvrfl K TeppI4TopHaJIbE.bIM nporpaMMaM focynapcrBeHHbrx rapautuir

6ecnlarnoro oKa3aHHr fpilKAaHaM Mernrlr4Hcrcofi noMorr{a B q.aerkr onpereneHr,r-f,
lloptAKa I4 ycnoBr{fr npe4ocraBrleHlr.rl MeAr{r{r4Hcr<of,r uoMorrlr4, Kprirepr4eB AocrynHocrr4 r4

r(aqecrBa MeArrur4Hcxofr rroMolrlr4.

4. llocraHoerenue |Ipaezrerscrea P@ or 10.11.2017 l\&1353 "O eHeceuuu
MEHEHIII4 B HCKOTODbIE A bcrBa Poccr.rficrcofi U NO BOII

lannrrfi IloA3aKoHur'rfi axr ycraHaBnr4Baer $opnry )KypHana perr4crparlr4r4 orrep aguir,
oBf3aHHbIX C O0OpOTOM HapKOTr4r{eCKrrX CpeIcrB I4 trcHxoTporrHbrx BerrdecrB.

5. flocranosreHue flpaeurerrcrsa P(D or 04.12.2017 I{g1469 "06 orpauuqeuunx u
ycnoBl4flx AorlycKa creHToB Artg KopoHapHbrx aprepnfr uerauuqecxax nenoxpurtrx.

f, KOOOHADHbIX A fr. nulelsro[Ir4x neKa CTBO (B TOM IIIICJIC

noMoIIIH rrpvr

Menr4rlr4Hcrofi

MeAZrIr4Hcxofi

14 crpyKrypy

OBfl3AHHbIM KOTI4I{ECKI4X H ilAI4X

o HepaccacblBaroql4Mct [onl4MepHbrM r]oKpbrr?reM li4 c paccacbrBaroulHMQr nonrrMepHbrM
TTOKDbITI4EM OAJIJIOHHbIX CTAH]IAOT nofi anrHo

B ACTZ OHHbIX gN4SorexroNa MOSKTOMI4H ). [DoI{ X I{3
srenu.q saK)ruoK Ar.f, o6ecneqeHl4.f,

IocyAapcrseHHrrx 14 \,{yHr4uauanrHrrx Hyxtr " .

VcraHaerrlBaer orpaHnr{eHl4{ H ycnoBr4.rr AonycKa creHToB nnfl KopoHapHbrx
etptepuit, a raKlxe KarerepoB, Irpor4cxoA"rnrlr4x rr3 zHocrpaHHbrx rocynapcrB, AJr.fl 3aKynoK
ilnfl rocyAapcrBeHHblx u MyHur{urarrbHbrx HyxA (leficrnyer c 14.12.2017 Ao
01 .07.2018).

sNaeHeHr4ft e florox o foc HHOM KO e KarrecrBa 14 be:olacuocrl4
veAzurzucxofr Aexre:rruocra ".

{annrrfr no4:aroHurrfi aKT npeAycMarpkrBaer) r{To npr4 rrpoBeAeu\.rr4 rrpoBepoK
co6lro4eulax [paB rpa)KAaH B csepe oxpaHbr 3nopoBbr rpaxqaH ueoSxo4nruo
ocyulecrBJlf,Tb paccMorpeHl{e noKyMeHToB Lr Marepr4a,qoB, xapaKrepr43yrorqux
Ae-flTenbHocrb npoBep-seMblx opfaHoB, oprarrzsaqnfi u un4vrBtt4yaJrbHbrx
ilpeArlpl4Huwateteit no co6lrc4euzrc AocrynHocrrr Anfl r4HBaJrrrAoB o6texroe
uH$pacrpyKrypbr r{ npeAocraBJr.rreMbrx ycnyr B yKa3arrHofr cSepe.

7. flocraHoeJreHue lloan bcrBa PO 08.12.2016 J\b1327 "o
ME

BHCCCH14

6. flocrasoBrieuue llpaearerucrpa P@ or 16.12.2017 NgI571 "O BHeceHr.rz

uguenenizfr B rrpr,rJro)KeHr{e OJIOX{EHI4IO III{UEH3UIDOBAHI4 AHCKOI{
EJIbHOCTI4 i4CKJIIOqEHAEM aunofr bHOCTI4 senaofi



,MeATIUI4HCKI4MA Opf
0HCTeMY 3AP?eooxpaHeuus, Ha reppzropr4r4 r4HHopaIII4.oHHoro ueurpa "CxoJlxoeo")".

{auurrr:vl rIor3aKoHHbIM aKToM BBeAeHbr pa6our (yc.rryra), noAne}Ka[Iue
.IIHI{eH3I4poBaHLirc rro (aKyrrrepcrBy u rxHeKoJror-r4]r (ucryccrneHHoMy rrpepbrBaHr4ro
Sepeueuuocrn)>, (ocreollarr4!r>>; pa6ota (ycryra) no (aKyrxepcrBy 14 ruHeKororuu (sa
lacKJIIor{eHI{eM HcIroIIb3oBallufl Bcrror\4orareJrbHblx penpoAyKTr{BHbIX TexHoJrofuir)>>
ta3MeHeHa Ha (aKylrrepcrBo vr rr{nreKoJrorr{-rr (sa rrcKJrroqeHneM r{crroJrb3oBaHufl.
rBcnoMorareJIbHbIX pe[poAyKTaBHbrx rexuolornfi u r4cKyccrBeHHoro npepbrBa]rr{.f,
6epenreHuocra)>

B. eHI4e lloaeurerbcrBa 16.12.2017 ]\hl 567 "
I/.II izHSopnaaui4oHHoro 83aI4Morefrcrnus XO

r\4e.[r4 HCKI{X OOfAH 14 CIeneoaJibHblx fo esuit ME]IIIK
(l

H

HOIi 3KCTIEDTI43bI IIO

octl
BE,IICHI4.SMH B OBAH.I,Ifl JI14CTKA

C 3JICKTDOHHO|

flpe4ycnaarpuBaer uop-s.{oK uu$opuau[oHHoro B3aaMo4eircrlsns crpaxoBrlr4Ka
(@oua cel{aaJlbHoro crpaxoBaHu-f, Poccuficxofi @e4epaqaa), crpaxoBarerefi,
MeAI4IIT{HoKI,IX opraHrr3a\uit vr $e4epa.nrHbrx rocyAapcrBeHHbrx yqpex4eurzfi MeAr4Ko-
coqualruofr sKcneprrr3bl Iro oSrreny cBeAeHr4qM:r4 B qeJux Soprr,riapoBaHzfl Jrr4crKa
I{erpyAocnoco6Hocrn n Sopue oneKrpoHHoro AoKyMeHra (leficrnyer c 18.12.2017).

9. llocraso flpaeurerbcrBa P(D or 04.10.2017 N 1204 " EI]T4I/
llonoNeuux o6 ecTBJreHr,rr{ f Q cyAapcTBeHHof o KoHTpOJT_f, 3 a .[erTeJrbH ocTb B CCDC

o6 HT{' OHOMCNHUi4HC KHX KIETOLIH

llpe4ycnrarp14Baer nop-tAoK ocytuecrBJreHHJ{ rocyAapcrBeHHoro KoHTportx 3a

Ae.fiTenbHocrbro B cSepe odparqeuax luoyre1ul{HHcKax KJreToqHbrx r]poAyKToB
(De4epantuofi clyNSofi no HaA3opy e csepe 3ApaBooxp aHeHvrfl 14 ee repprrropnanbHbrMr4
opraHaMr4 (fleficreyer c 1 3.10.2017).

I 0. llocrarroBrieHr4e llpaer4'remcrna P@ .lL20I7 }lb1380 " OCOOEHHOOT'X
IIIZCAHA.g JICK { MCNI4TI4HCK AMCH CH],I',,SBJI'}OIU I4XC A

g6rexroM gaKynxr4 Ars oSeene.{eHus rocyAapcrseHHrx 14 rr{yHzrlunarr,Hrrx HyNr"
{aunrtfi nor3aKoHnrtfi axr c 0i.0 L2018 ycranaurr{Baer err,rHbre rrpaBvrna oiluaaHr4n

JteKapcrBeHHbIX [pelaparoB AJIx MeAr4rlr4HcKoro rrpr4MeHeHufl B rlenrx yuu$wxa1wu
ilpoqenypbr r4x 3aKynKH An.s focyAapcrBeHHbrx r.r MyHHuznaJrbHbrx nyxA

11. flocraHoereHIae npaenremcrea P@ or 02J02017 N IIgg "O BHeceHuu
I,l3M nfi e llpanara Seseo:x4 OO ECI|ICqE}JV.fl ME NIdIIIIHCK BATEJIbHbIX I{
FIayqHbtx ooraHu3auu HHbIX CIE.4CPAJIbHbIM lrcrroJrHHTelrsofi
BJIACTI4, A TAKXE OD|A r4!1 oB I4cIIoJIHI4TenbHofi
X:OTOObIX bHbIM 3AKOHOM s. vt trlJu EHHA.S K H

N6a. lolroocxofi BbIO LI MNOHEHTAM fl KJII4HI4IICCKOfO
ztcuolttrgoBaHa_g".

llpe4ycuarpnBaer 6eseosNae3AHoe o6ecneqeHr.re AoHopcxofi KpoBbro opraHr43ar\r4ir-
ronyr{arelefi @MEA Poccua ({eficrnyer c 13 ,10,2017).



12. Pacuon{rxeH r4TerrbcrBa P@ .10.2017 J\|s2323-p "06 vrsep)r(aeHr414
nno Heo6xo x u eaxHefr eKa HHbrx rrperaparoB sa 2018

a raKNCe uepe.{Hefi JIeKa HHbIX II IjME}lEHKIfl, U
MI{HI4ManbHorc accPprI4MeHTa neKapgrBeHHbrx [pgnaparoe" Heo6xolzl,mx Arq oxa3aHu.r
tMeAI4Ur4HCK,Ofi nOMOII{ri | | 

.

f,aHusrfi noA3aKoHnrrfi axr ycraHaBnuBaer:
- [eperreHb )Klr3HeHuo ueo6xoAI4MbIX wnaxueilrrrrr4x neKapcrBeHHbrx npenaparoB Ant

r\{eAr4rlr4HeKoro rrpnMeHeHr4fr Ha 20 1 8 roa;
- [epeqeHb IIeKapcTBeHHbIX [penapaToB Anr MeAr4rIr4HCKOfO npr4MeHeHrrr, B ToM

qHcJIe neKapcrBeHHbIX [peilaparoB Anfl MeAr4ru4HcKOfO rrpr4MeHeHLrfl, Ha3HarraeMbrx IIo
p e ru e H r4ro ep au e 5 u ux K o M 14 c c uit tvte AwJ r,r H c Kr4x o p raH [r3 a urlfr ;

- [eper{eHb neKapcrBeHHbIX npenaparoB, [pel,Ha3Har{eHHbrx An.rr o6ecre.reHwfl rrr4r\,

6olrurrx reuoSranuefi, nayxoBr{ar{r4Ao3oM, rr4nosasapuuM HaHr{3Morr,r, Sore:urro forue,
3roKarrecrBeHHblMl4 uoeoo6pa3oBaHr{rMr4 Jrr4M$oa4uoft, KpoBerBopnofi r4 poAcrBeHHbrx
I4M TKaHeit, paccexHHblM cKnepo3oM, a raKxre nr4il nocJle rpaHc[naHTar\rru opraHoB r4

(utru) rxauefi;
- Ml{HlrMa,rrnrrfr accoprl4MeHT neKapcrBeHHtbrx npeilaparoB, ueo6xoAuMblx An'I

oKa3aHr4q MeAr4rluHcxofi noMotur4.

Pac rxeHrle lloan P@ or 15. I 1 .2017 <O lle eqHe vcJI
J BOOX I4fl.^ BO3MOX{HOCTb BIEHI4.S bIX HAM B

vI

T.

OHHOH ODME CTBOM E I4HOfO q H

f ooeclleqz I4HAfl MAUI4OHH
OHcreMa B c@epe 3npaBooxoaHeHr4r)).

{anurrfi [oA3aKoHurtfi am ycraHaBnr4Baer neper{eHb ycnyr, npeAocraBJueMbrx Ha
Iloprane rocycnyr c I4crIoJIb3oBaHr4eM erauofr rocyAapcreeHHofi un$opruraqnouHofi
QI4CTeMbr B CQepe 3ApaBooxpaHeHl"4.s., B ToM r{r4cJle:

- 3aIIHCb Ha [pr4eM K Bpar{y;
- rpr4eM 3a.sBoK (aanvcr) Ha 861308 Bpar{a Ha AoM;
- rpeAocraBrleHae cne4enufi o npi4KperrJreHr4r4 K MeArrqaHcKofi opraHr.{3arlar4;
- 3arl{cb l.nfl [poxox.{eHWfl npoSrznar<Tl4i{ecKr{x MeAHrII4HcKi4x ocMorpoB,

AAC|raHCep].j3ar\r4v;
- [peAoaraBJIeHI4e cee4enufi o6 ora^:auuofi ue,4aqrancrofi rroMoula, coAepxatqvxefl

ri 3neKrposnofr MeAr4r{r{Hcrcofi Kapre 14 Apyrr.rx.

14. Pacn I4TeJrbcrBa P@ 08.11 .20f7 Ns24 (06 EHI4
tIEOCIIH EUI4AJII43I,I KTOB JICII fl IIETEId-VI OB HA

ruU-rqa>).
[anuufi llepe'reur npeAycMorpeH B paMKax ycraHoBneHHoro n.9 cr.6.l

(De4epanrHoro 3aKoHa or 17.07.1999 N 178-@3"0 roayAaporeeHHofi coqzamHofi
iloMoII1II" npaBo Ha nonyr{eHl4e naSop coqlraJrbHblx ycnyf, BKJl}oqarcrlefo:
AorlonHHTenbHyro 6ecnnaruyro MeAI4IIr,{HcKyro rroMrolr-\b, B ToM r{acne odecne.{eHr4e rlo
peqerraM Bpaqa ($em4ruepa) ueo6xo4rzMbrMr4 neKapcrBeHHbrMr4 cpelcrBaMr4,
I{3AeJII4.f,MI4 MeAI{TIpIHCKOfO Ha3Har{eHI4s-, a TaKX{e O[erlHanr43r4poBaHHbrMr4 rrpoAyKTaMH
re'{eSHoro nvrraHvrfl AJIfl 4erefi-uruBanl4AoB colrJracHo yrBep}KAeHHoMy llepeuHro
({eficrnyer c 08. 11.2017).



I4KA3 MH aPoccuu o'r 26.10.2017 i\s869u "
rpoBeAer{Itf,.4I{C[aHCepI,I3aUr{A OilpeAe,neHHbrx fpynn e?pQcroro HagereHus".

{auHtril no43aKoHurrfi axr ycraHaBnriBaer:
- II0pflAOK rlpoBeAeHafl ilr4cllaHcepllgarlr4u orAenbHbrx rpy[n HaceJreur4s or 18 ler u

craplue (pa6orarotuux u nepa6orarculr4x rpalr{AaH, a raK}Ke oSyuaroqvxcfl no oquofi
rf opvre n o6p a:oeareJrbubrx opraHr43aqz:rx) ;

- rpe6onaHnfl K [epuoAarlHocrl4 npoBeAeHr4fl AuctraHcepv3arluv B orHorrreHr4r4
orlenbHbrx nporleAyp H rpynrr fpaxAaH;

- 3Ta[br rrpoBeAeHLrfl AI|{cnAHCepl| rcA\VL1;
- ocHoBHbre 3al.a.9^v Senr4ruepa $enr4rxepcKofo 3ApaBnyHKTa Lrrv $enr4urepcKo-

aKylxepcKoro IryHKTa, Bparra-TeparreBTa, orAeireHrz.s (r<a6uuera) MeAr4r{r{Hcr<ofi
rrpo$ranaxrlrKu MeAI4I{rIHcxofi opraHl43arlr4r4, B ToM Lrr4cre HaxoA.srqeroa.f, B cocraBe
qeHTpa 3AopoBbr;

- nJIaHoBoe 3Har{eHI4e oxBara AvrailaHcepa3auueft uace,rreHa.rr B TeKyqerra ro4y (ue
rv{eHee 63 upoqenron).

16. lIDuKas Mu Poccuu or 13.10.2 B04u
nOlnleHxlarlrprr Ue.AaUuUCXa,x yCllrr".

{aunufi rloA3aKoHuufi axr ycraFlaBnr{Baer HoByro HoMeHKrrarypy MeAVTIT4HcKHX
ycnyr (nsanreH llpuxasa MuHs4paBcorlpa3Bvrrvrfl Poccr'ru1 or 27.12.2011 N 1664u\.

17. llpnr<as Mr,IHgApasa PoccHIa or 10.08.2017 i\b514H "O llopsaKe npoeeaeuas
AKTI{IIECKI{X ME HCKIIX OC B HECOBEDIIEHH uxtt

- nepeqeHr npavefr v vaaneposauuir B paMKax upoSunaKTr4rrecKoro MeAocMorpa
r{ e c o B eprle HH o Jr eTHr4x ;

- nop-qAoK 3anoJrHeHur yveruofi Sopnru 03}-IIOly-I7 "Kapra
npoQunaKTur{eeKoro Merrrr{HHcKoro ocMorpa HecoBepueHHoJrerHefo" ;

- noptAoK 3ailoJlHeHn.s 14 cpoKI,I npeAcraBJreHr4r Qopnau craruerLr.recKofi orrrerHocru
l{ 030-lIO/o- 17 "Cne4euzx o upo$unaKrr4 rrecKr,rx MeAr4r{r4HcKr4x ocMorpax
rI e co B eplrre HHor erHl4x " .

,{anHrrfi no4:arouurtfi aKT perynr4pyer orHorrreHuf, rro ilnaHupoB aHr4ro)
opfaHH3aIIHIr, UpOBeAeHI4IO, MOHT4TOPHHV, AynIdT)r, AOKyMeHTr4pOBaHr4rO Krr4Hr4r{eCKr4X

zccre.4oBauuit 6uoveApuII4HcKI4x KJleror{Hbrx [poAyKToB (lartee - KJrr4Hur{ecKrre
HccneAoB auux) c yqacrl4eM qeroBeKa B Karlecrne cydreKTa KJII4Hrrr{ecKofo I4ccrIeAoB aHL4fl,
aHanu3y 14 [peAcraBJreHHIo pe3yn6TaroB KJrHHr4r{ecKux r4ccrreAoBauuf1 oSecneqrzBaro[Ir4e
|apaHTI4IO IOCTOBepHOQTA Lr rOr{HOCTr4 ilOryr{eHHbrx AaHHbrx kr npetrcraBrreHHbrx
pe3ynbraroB, a raKx{e 3allllrry IIpaB, 3AopoBb.rr rz xouQrageHurraJrbHocrr4 rrepcoHaJrbHbrx
AaHHrIX raqlreHroB B KTIHHI4T{ecKoM r4ccneAoBaH:aLr (Havano 4eficreux 13.1 1 .2017),

. llnara: MuHs Poccrav orr 11.08.2017 N 5I7s "06 vreeoxleFrr4
HHOOOMI4 Horo lo6 bHofo cotrIacH_s noH OHonorr4rlecKofo M

{aHurrff roA3aKoHnlrfi axr ycraHannr4Baer:

18. lloar<a: MnHslDaBa Poccu "06 vrpe T4T418. llpar<a: MnHgapasa Poccura or 22.09.2017 N 669H "06 yrpepNaeHrara l

lleAnex&Iq€fi KruHra.IecKofi npaxrr4Ku 6uol4eAurlr4HcKr4x rsreroqHrx upoAyxron".

9AHoro I43 poAl4Te{ea oro 3aKoHHoro _ npe,{craer4rer_{ Ha 6egeogx,regAHoe
eHHe oaororHr{ec l'{UTEDIIAJIA A3BOIICTBA enarlr4HcKofo



KneTor{Hofo [poIyKTa. B TOM rrzone B Uer_f,X npoBeAeHHr loKlr4Hr4r{ecKr,rx I4ccneAoBaHr.ru
.w (uttu) KJrr4HHrIecKux HccreroBa:r,uit. u MbI II?ICbMEHHO t{raoufl. cYnpYfa
CVIIDVfH Oo o.rlHoro u3 TBCHHIIKOB IIIE|O IIT4UA HA oe

upeAgsranreuue 6nororr4.recKoro N{arepr4ara ArLs npougnotrcrna 6uoxaennquHcxoro
.KneTQlHQfO tIpOAl/KTa. B TOM r{I4CIe B Ue:rsX UpOseAeHr4s norlaHr4.{ecrfl4x r4ccleAoeaHr4fr
.n (uru) xr4iruqecKzx accreAoeanzfi"

f aHurifi noA3aKollurtfi arr ycraHaBnr4Baer $oprnry [r4cbMeHHoro corJra ar4fl. ayilpyra
.uu6o poAcrBeHHHKa yMepmefo nlaua Ha rrocMepruoe rrpeAocraB.rreHr4e 6nororu.{ecKoro
r\{arepl4ana Enfl. rpol43BoAcrea 5uo\aeluqrrHcKero Krreror{Horo nponyKra (c 10.10.2017).

20. ea Poccau or 22.09.2017 N H'
HaArexaulgfi Krnnu.{ecKofi npaxruxu SraoN{eAurluuclcux r<reroqHHx npotr)zKroe"

[anuufi uo4:anouurtfi aKT perynr4pyer orHorxeHr4fl no rrnaHr.rpoBaHvrro,
opfaHrr3al{I4w, rIpoBeAeHI4ro, MOHI4TOPUHV, AyAIjTy, IOKyMeHTr4pOBaHI4rO KJlr4Hr{r{eCKI4X

laccne.{oBa:F'wit 6nonre4nllr{HcKl4x Kreror{Hbrx nrpoAyKToB (ganee - KJrrrHr{r{ecKr{e
[ccJIeAoBauux) ayqaarveM r{eroBeKa B Kaqecrne cy6reKTa KrrHHlrrlecKoro I4ccrre.4oBa:Hr4fl,

ananv3y 14 [pelcraBJleHrrro pe3ynbraror] KJrr4Hr4r{ecKr4x r4ccJreAoBauuit, oSecnequBaroruue
fapaHTHro AocroBepHoQTH u ror{Hocrlr rrolyrleHHbrx .4aHHbrx u npeAcraBJreHHbrx
pe3ynbraroB, a rarcI{e 3au{r{Ty ilpaB, 3AopoBbr rz x.onSu4eHrrr4aJrbHoerrl nepcoHanbHbrx
AaHHrIX nauueHroB B KJrHHr4rrecKoM r4ccJreAoBaHtrv (geficrnyer c 12.1I.2017).

21. llpuxas MnHgapaea Poccuu or 10.11.2017 N 908n "O5 )zreepxaeHr{ra
BHOfO PE|JIAMEHTA TIO NOCNOCTABJICH IICIIOTIHHTEJIbHOI4

placra cy6texron Pocctzficxofi @elepauuu roclzlapcreeHuofr J/cq/ru no
JrIaueugapoBaHl4ro Ae.qrenbHocru no o6opor.-/ HapKorr4r{ecKux cpeAcrB 14 [cr4xorpo[Hbrx
BEIIICCTB 14 CKIIOI{EHI,IEM NCqTEJIbHOOTI4 HI43AIfU[MI4 ONTOBOH

lropfoBnrr neKapcTBeHHbrMI{ cpeAcTBaMr4 tn anTeqHbrMr4 opraHu3arlr4fMn.

Ione eAolacreeHHrti\alr 6 eAep anrHrINa opranar,r Hcnoffrn reruHofi eracrr4) " .

I4HVIQTDATI4BHO|O OEIJIAMCHTA I4CII @eleparuuofi crvxSofi uo H

oQepe :ApaeooxpaHeula-q rocylapareeHHoff OyuKrluz no ocyuecrereHraro
JIrIIleH3I4oHHoro KoHTpo[.fl SapMaueeruqecKofi .[eflTeJrbHocrl4" (naqalo l.efr

3. llouxas MnHsaoaea Poccuz 1.2012. N 991H "06
-3AOOJIEBAHHI4. AAIOUI4X IIHBAJIHAAM. CTPAAAIOIIdHM I4MI{. NPABO HA AOIONHI{TENbHYIO

2xr{nyrc [no[IaAb".

24 T4KA3 Muusnpasa Poccr4u or 29.I1.2012 N 987n " EH],'.H TIH-'I

22. flpuxa: Mnnslpaea Poccuu or 01.09.2017 N 585H "06 )zreepxaeHntt

2loxyr,reHra c I 3. 1 0.20 1 7).

.]]'XEJIbIX xpoHuqecxux :a6olenaHnfi. rr KOTOObIX HEBO3MOX{H BMECTHOE

xa: Mlru:loasa P or 26.10.2017 l\b87 H TBC eHr{u Tunoe
K ocTa JiEKA x nDelIa HCKO|O IIPI4MCHCHI,I'
NH MAUHOHHOH KA Taroeoro KoH.TpaKTa Ha rtocra

[poxneauHe rpaxAaH e oAHofr xeapr]4pe".

;urx lreAnuraucxoro upuuesenus".

M

NEKADCTBEHHbIX IIDETI



26.llou Hsloasa P 26.10.2017 N871u "Od eHuu lI

34rilrc-qaeMofo c enr4HcrBeHHbIM III4KOM. I4C[ eM). n0I4

MAI]I4OHHbIE [I4CbM

- flucsuo Muu:4paea Poccuu or 31.10.2017 N 25-0110/I-7122 (O
OPEAHCB3BEIIIEHHbIX UEHAX HA MEAHIIIIHCKZE LI3EEIILIfl, B OTHOIIICHI4H KOTOPbIX

ycraH aBn vrBaror c fl o r-p aH Hrr e Hr4fl aoilyc K a In{ q el eii rc c3 aKyn o K) ;

- flucsr,to Mun:4pana Pocclrlr or 24.10.2017 N 3095125-4 <O AonoJrHr{rerrbHbrx
pa3b.scHe:ts'krflx HopM npr{Ka3a Muns4pana Poccuu o'r 11 .07.2017 N 403u>>;

- flucruo Mun:4paaa Poccuu or 27.09.2017 N 2853125-4 "O pastacHeHr4r4 HopM
IrpI{Ka3a MIzu:4paea Poccuu or 11.07.2017 N 403rr "Od yreepx{AeHrru npaBr4n ornycKa
JIeKapcTBeHHbIX [penapaToB Anfl MeAr4uI4HcKCffo rIpI4MeHeHr4r, B TOM qUCIe
rauirayuo614ororl4r{ecKI4x JIeKapcrBeHHbrx IIpellaparoB, anrer{HbIMH opraHr{3arJLrflMw,
r4HAUBtrilyaJIbHbIMI4 npeArrpr4HI4MaTeJrqMI4, r4Merotur4Mr4 nrrlleH3r4ro Ha
cp apiraaqeerur{ecKyro Ae-f, TenbHocrb",

- fluctirao Muns4paea Pocczu or 31 .I0.2017 N 25-413113902-1,2421 <O perceH3krrax
peqe[Typurrx SlanKo B Ha neKap crBeHHbre np enaparbr) ;

- fft'Icruo Mzna4paea Poccura or 08.12.2017 NI 15-414523-07 "O nvrleH3npoBaHr4rr
A{eAr{r{r4Hcroff AeflTeJrbHocrrz no aKyrilepcrBy r{ rHHeKo rorr4v";

- flucsuo MUH:4paea Poccuu or 09.11.2017 N 15-213111843-28319 <06 orxa:e or
rlpoEr4naKTrrr{ecKHX npr4BrrBoK) ;

- flucruo Muus4pasa Poccuu or 04.10.2017I'{ 17-lll0lI-6371 (06 yoraHoBJreHur4
AI4afHo3a "ayru3M" rIocJIe Aocrz)KeHras 18 ner nrlqaM c paccrpoficrnou ayruarzrrtecKofo
cIeKTpa);

- flucrvo MrzH:4paea Poccuu ot 27.09.2017 N 2853125-4 <O pastaaHeHHvr HopM
rIpI4Ka3a MaH:4paea Poccau or 1L07.2017 N 403rr "06 yrnepx{AeHr{H rpaBr4rr orrrycKa
IeKapcTBeHHbIX npenapaToB Enfl MeArrur4HcKoro rrpr4MeHeHr4.f,, B TOM rrr4cJre

Itl,tl.tyno6Horofi4r'IecKI4x JreKapcrBeHHbrx trpertaparoB, arrer{HbIMr4 opraHr43ar{H.f,MH,
vrHaLrBVAyanbHbIMH npeAlpt{HI4Ma1'errflMr4, I4Meroulr4Mr4 nr4rleH3r4ro Ha

$aprraaqenrr4rrecKyro AerrenbHocrb> ;

- flrzcruo MUH:4pana Poccau or 31.10.2017 N 25-0ll0lI-7122 (O
cpeAHeB3BerrreHHbIX rdeHax Ha MeII,xIIr4HcKHe llj.3l\e[rl.ds., B OTHOIUeHHI4 KOTOpbIX
ycraHaBnr.rBarorcq orp aHr4rreHr4{ AonycKa An_s qenefi ro c3 aKynoK) ;

- flzcrrrao MrzHs4paea Poccnu or 26.I0.2017 N ll-814710 <[Io Borrpocy
coSuuaucvpoBa:azfl rpalKAaHawu olnsa'leJrbHoro MeAzr{r,rHcKoro crpaxoBaHufl>>;

- flucruo Poc:4panHaA3opa or 03.11 .2017 N 01u-27461I7 "O SesouacHocrr{
6 arroHos An.rr KrrcnopoAa MeAI{rIr4HcKoro " ;

- flncruo (D@OMC or 08.1L2017 N 130571911u <<O cpoKe ilefi.creux ronzcoB
o6-{sarertHoro MeAHIrr{HcKoro crpaxoBaHr4f, r4HocrpaHHbrx rpax{traH, 5ex<euqee lr laq 6e:
fpaxAaHcTBa);

- flucmro @(DOMC or 12.12.2017 N 14531126-2lu (O norroJrHeHr4r4 K
N4eroAIa'{ecKHM peKoMeHAar\uflM rro cnocodalr onlarbr MeAr4rlzHcr<ofi noMorur4 3a cr{er

pcyUlecTBneHI4I4 3aK)inoK neKapcTBeHHbix upenaparos Ar.f, NreAr4rlr4ucKoro nplr\4eHenr4q".



cpeAcrB o0fl3arenbHofo MeAT4IIT4HCKOfO CTpaXOBaHI4s, HanpaBneHHbrM nHCbMOM
MraHs4pasa Poccuu N I 1 -7l1012-8080, @@OMC N 13572126-2lu or 21.11.2017>>;

- flucruo @AC Pocctztz or 25.09.2017 N AK/65861117 "O per.iraMe MeroAoB
np o S u:r aKTI4 KI4, A I4 arH o c rI4 Kr4, Jr e r{ e HV fl kr M eI 14 rlr4 H c rc o fi p e a6 wtmt arlr4vr" .

26 nnBapfl. 2018 roAa 3aperLrcrpr4poBaHbr B Munrocre Poccuu rpaKa3br
JPoc:4paeuaA3opa, yrBepxqarcIuue npoBepoqHbre Jrrrcrbr ro BrrAaM KoHrpor-s:

- llpuxa: @e4epanurofi cnyN6nr ro HaA3opy B csepe 3ApaBooxpaHeHufl. or
'20.I2.2017 JVe 10450 "06 yrBepx{/[eHI4LI Sopvt npoBepor{Hbrx rrr4croB (cnucxon
t(oHrponbublx Borpocoe), ucnonb3yeMbrx @e4epanruofi cnyxcSofi no HaA3opy n csepe
3ApaBOOXpaHeHU.S U ee repparoprr€ur5HbrMr4 opFaHaMr4 upu npoBeAeHr4H rrJraHoBbrx
ilpoBepoK npl4 ocyulecrBJleHl4l4 rocyAapcrBeHHoro KoHTpoJrr Kar{ecrBa v 6esonacHocrr{
Iv{eAl4rlrrHcrofr AesrenbHocru " (3aperacrpupoBaH 26 .0 | .20 I8 Ns 497 93);

- llprar<as @e4epamuofi cnyN6nr ilo HaA3opy B c$epe 3rpaBooxpa*eHzrfl or
:20.12.2017 J\l 10449 "06 yrBepxAeHHI4 Sopu npoBepoqHbrx Jrr4croB (crzcron
I(oHrponbHbIX Botlpocoe), Hcnonb3yeMbrx @e4epalrnofi clyrxSofi uo HaA3opy n csepe
3ApaBOOXpAHeHVfl Lr ee reppl4TopHarrbHbiMr4 opfaHaMrr npr4 rrpoBeAeHr4r4 uraHoBbrx
IrpoBepoK rpl4 ocyulecrBlreHr4r4 rocyAapcrBeHHofo KoHTponfl 3a obparqeHuelr
Iv{eAr4rtr4HcKHX uzgeruit" (3 aperrzcrpupo BaH 25 .0 I. 2 0 1 8 Ns 497 7 9) ;

- llpzrca: @e4epa;rnuofi cnyx6ri no HaA3opy B csepe 3ApaBooxpaHeHr,r.s or
09.11 .2017 J\|l 9438 "Od yrBeplKAeHr{Ir $opv npoBepor{Hbrx Jrr{croB (cnucron
KoHrponbHbIX Boilpocoe), ucnonb3yeMbrx @e4epalrHofi criync6ofi no Hatr3opy e c$epe
:fApaBooxpaEeEvrfl Lr ee Teppl4Topr4aJrbHbrMr4 optaHaMr4 npl,r rrpoBeAeHlrr4 rrJraHoBbrx
IrpoBepoK npu ocyrqecrBJleHl4l4 Se4epanrHoro rocyAapcrBeHHoro Hatr3opa B c$epe
o6paqeHlltl neKapcrBeHHbIX cpe4crn" (3aperircrpzpoBaH 25.01.2018 j\b 49781).

Vx a : auuuMa npr4 K a3av^zr yrB epx{AeHbr rip o B ep or{Hbr e Jrr4 crbr :

- tro rocyAapcrBeHHoMy KoHTponrc KarreclBa Lr 6esonacHocrr4 MeAr4r{r4Hcxofi

Ae.rlTenbHocru - 6 nponepoqHbrx nr4croB;
- rro rocyAapcrBeHHoMy KoHTponrc :a o6parqeHrreM Me,{r4qr4HcKrrx uz4etuit - 7

rrpoBepoqHbrx nr4cToB;

- ro SeaepanruoMy rocyAaporBeHHoMy HaA3opy B

JreKapcrBeHHbrx cpeAcrB - 39 npoeepor{Hbix Jrr4croB.

cQepe ooparrleHHf,


