
YTBEPX,UATO
Pyxoro4lrrenr

(De4epanuroft cnyx6br
a c$epe 3ApaBoo

2018 r.

O6rop
npaBonpllMenrlrelsHofi rrpaKTrlKrl KoHTponbHo-Ha4ropnoft AeqrerbHocrn

@egepa.nruofi cnyxSnr no HaA3opy n cQepe 3ApaBooxpaHeu[fl
:a 2 rcnapral 2018 roaa

Bnq xonrporq - rocyAapcrrennsrft KoHTpoJrb Kaqecraa lr 6esonacnocru
ueAnunxcrcoft leqrerbxocru B qacrn:

lpoBepoK co6lro4enur opfanaMr.r rocygapcrnenHoft Bracrn poccuficxoi
@egepaquu, opraHaMr.r MecrHoro caMoynpaBJreHr,rr, rocyAapcrBeHHbrMr.r
BHe6IoAxerHBIrr,rr.r $on4arraIa, MeAI4I{I4HcKLrMrl opraHr.r3auldrMrr u Sapvar-lerrrlqecKItMn
opmHr,r3arllrtMl,t, a TaKXe u|l4uBtr4y rbHbrMr.r npeAnpfiHr,rMaTer.sMr.r, ocyulecTBJrrro lr.rMr.r
MeAnrlr.rHcKyro z Qapr'.raqerruqecKyro AeqrenbHocrb, [paB rpaxAan n c<lepe oxpaHbr
3AOpOB6r;

npoBepoK co6rroAeHur ocyulecrBrsror{r,rMr4 MeAr,rrlr4HcKyn AerreJrbHocrb
opraHr43arlrr{Mlr r,r nHAnBr.rAyirJrLHblMr4 [peAnplrHHMaTemMr.r nopf,AKoB oKa3aHrrt
ueAurluncrofr noMorqu r4 craHAaproB rueguquncxoft noMorqn;

npoBepoK coorroAeHr.rr ocyulecrBJrrrorlr.rMl4 MeAr.rrlriHcKyro AerreJrbHocrb
opraHr,r3aqr,rrMr4 u r4EAnBuAyaurbHLrMr,r npeAnpHHr4MareJr_rrMrr [op{AKoB [poBeAeHr{t
MeAr4rIr4HCKr4X 3KC[epTr.r3, MeAr4r{r,rHcKr,rx ocMoTpoB 14 MeAr{rI[I{CKr.rX
ocBuAereJrbcmorauufr;

flpoBepor co6lroAenus MeAr,rqr,rHcKuMr.t paooTHr.rKaMr.r, pyKoBoAIiTeJrrMr{
MeAr.rqr.rHcKlrx oprauusaqnft, QapruauerrzvecKl4Ml,r pa6otnzxauu r,t pyKoBoAr,rreJuMr,r
anreqHbrx opraua:aqufi orpanavenlrfi, rprzMeHreMbrx K yKrBaHHbrM Jrr.rqaM [p]r
ocyqecrBneHuu npoQeccuoualHrofi AerrerbHocrr,r B coorBercrBr.ru c @egepa.nrHuu
3aKoHoM <<06 ocnosax oxpaHbr 3.4opoBbr rpDKAaH s Poccfificroft (Degeparluu>;

flpoBepo( opraHn3arl r4 14 ocyqecTBneHr4r:

$e4epanlnuvl{ opraHaMu I{crIoJIHLrreJrbHofi rlacru, opraHaMl{ zcnoluure6nofi
BJracrr,r cy6beKToB Poccraficroi @egepaqau u opraHaMu MecrHoro caMoynpaBJreH[r,
ocyulecrBJrrrorlr.rMll noJrHoMoqr.rr B cQepe oxpauLr 3AopoB6r rp€DKAaH, a raK)Ke
ocyuecrBJrtro lr4Mn MeAI'qIrHCKyro AerTeJrbHocTL opraHIz3aIII4rMt4 tr r4HAUBnIyiuIbHbIMI,r
[peAnpr.rHnMareJnMr4 rrpeAycMorpeHHoro crarlefi 90 @e4epanrHoro 3aKoHa (06
ocHoBax oxpaHbr 3AopoBbr rpaxAaH s Pocc[icxofi (De4epaqnu> BHyrpeHHero KoHTpoJUr
KaqecrBa u 6egonacgocrr4 MeALIqqHcKofi AeqrelrrHocrn;



BJracru cy6beKroB Poccr.rficxoi @egepaqr.rn flpeAycMorpeHxoro
@e4epamnoro 3aKoHa <<06 ocnosax oxpaxbr 3AopoBE tpaxAax
@e4epauuu> Be.qoMcrBeuHoro KoHTpoJrr KaqecrBa u 6egonacnocru

AerreJrbHocrLr rroABeAoMcrBeHHhrx r4M opraHoB ra opranu:aqui.
Bo II xrapral 201 8 ro,qa B coorBercrBr,rlr c er(eroAuErM [JraHoM npoBepoK c

nprrMeHeHneM pr.rcK-opueHTr{poBaHnoro noAxoAa Poc:4panna4sopotvr B paMKax
rocyAapcrBeHHoro KoHTpoJu KaqecrBa u Oegonacsocrr4 MeAr.rrluncrofi gemelrnoctu
npoBeAeHo 452 nnauosrre npoBeprur.

Bce nranosrte npoBepKr,r flpoBoAanlcb c r,rcnoJrb3oBaHneM rrpoBepoqHbrx Jrr.rcroB,

yrBep)r(AeHHbrx rrpr,rKa3oM Pocsgpaeua4aopa or 20.12.2017 Ns 10450 (06 yrBep)KIeHrH

Sop" npoBepoqHbrx Jrr.rcroB (cnncxoa KoHTpoJtbHbtx nonpocoe), HcnoJrb3yeMbrx

@e4epaarnofi cnyx6ofi no HaA3opy n c(fepe 3ApaBooxpaHenvrfl vr ee reppr4Topr.ruulbr{LrMrl

opraHaMr.r npu npoBeAeHr4r,r [JraHoBhrx [poBepoK llplt ocyqecTBJreHr.r[ rocyAapcTBeHHoro
KoHTpoJrs KaqecrBa u 6egonacnocrr4 MeAr.rqr.rHcKofi 4erteltnocrrl>>.

qrr cro eHe[raHoBhrx npoBepoK cocraBr,rJro 1965, roropue npoBoAr.rJrucb Ha

ocEoBaHuI4:

o6pal1enr.rfi lpa:KAaH, coAepxarqux cBegeHur o Bo3Hr.rKHoBeHr.rx yrpo3br )Kr.r3Ht4 r,r

3AopoBbro - 635 npoeepor;
o6paqenraft rpaxAaH, coAepxaulux cBeAeHr.rJt o [prlrrr,rHeHurl BpeAa xll3nlr r4

3AopoBbro - 350 npoaepox;

rpe6oBaHr.rfi opfaHoB npoKyparyphr - 89 npoeepox,
nopyvenrafi flpesu4enra Poccreficxoft Oe4epaqrara z flpanurelrcrua Poccuficroi

@e,qepaquu - 51 nponeprca;

B IIeJItx KoHTpoJIt ncIroJIHeHI4t pauee BbrAaHHofo npeAflr.rcanus o6 ycrpaHeHr{n
BbrrBJreHHlrx uapyurenuft - 840 npoeepox.

Cpoxu npone4eHar [poBepox co6lro4enu.
Tunuqnrre HapyrxeHnr o6ssarertHrrx rpeboBaHr.rft, yra3anHhre B aKTax fipoBepox:
I. B parr,rrax KoHTpoJu :a co6nro4enlreM opraHaMu rocyAapcrBennofi sracru

Poccuficrofi (De4epaquu, opraHaMr,r MecrHoro caMoy[paBneHr,rr, rocyAapcrBeHHbrMr.r
nne6ro4xerurrrrau Qonganr.r, MeAr,rqr{HcKXMr4 opraHr.r3arllrM14 rz Sapuaqenrl4qecKr,rMr4
OP|AHI43AII}I'M , A TAKXE I4HAI,IBI,IAYtINbHbIMI4 IIPEANPI,IHUMATEJI'MI,I, OCYqECTBN'IOqIIMI{
MeAv rlr.rHcKyro u $aprrlaqenrr4rrecKyro AerreJrbHocrb, npaB rpaxAan n c$epe oxpaHbr
3AOpOBbr BbrrBJrrJrr4cb HapylreHrrr :

ocyqecrBJleHlle MeAuqI4HcKoro BMerrrareJrbcrBa 6ea nolyvenu.r 4o6ponoltuoro
uuQoprraaponauHoro corJracr4rr Ha Hero co cropoHbr fpaxAarrr4ua ru6o ero 3a6oHHoro
npeAcTaBraTeJrr;

HAPYIXEHI4E NPABA HA MCAI,IqI,IHCKYIO NOMOIIIb B |APAHTI,IPOBAHHOM O6rErr C,
oKa3brBaeMyro 6es sguN,raHas rrJrarlr B coorBercrBr.nr c nporpaMMofi rocy4apcrneHHbrx
rapanruft 6ecnlarnoro oKa3aHr.rr rpoKAaHaM lae4uqraHcxofi noMorrrrz;

Qe4epanrurrrral4 opraHaMi ncrroJrHnreJrbHoi uacrv u opraHaMlr ucnolxrare.nurofi
crarreft 89

s Poccuftcrofi
IteAurluncrofi



2. B paMKax KoHTpoJUr

Ae{TeJrbHocTb opraHH3aqvtMlz r,r

oKa3aHr4r MeAr,rqr{HcKofi noMor{Lr

co6rIoAeHI,It ocyrlecrBnrrorqr.rMr.r MeAr{rlr.rHcKyro

uHAHBUAyanbHbrMn rrpeAnpr{Hl4MaTeJrrMr,r noprAKoB
r.r craHAaproB ueAurluncrofi fioMorqfi ocHoBnbrMn

no4pas4ereuufi MEAITI{I,IHCKT4 X

Hapyureur.re rpe6oBaHr.rfi K coAepxaHuro n OopMe npeAocraBJreuur un$oprr,raqnr.r o

AerreJrbHocrrr MeAnrInHcKr4x opranusaqrafi, pa.arraeqaeuofi na oQuqzalrnHx cafirax s
ra nQopvaquonuo-TeJreKoMMyHuraqnonnofi ceru <<l1n:repne'r>>.

npoOJIeMaMu npll ucnoJIHeH?ILI MeAIIIITHcKLIMLI OpraHu3ar\vl[Mrr [OptAKoB oKa3aHLIt

lte.4uuuncro[ floMorrll,I rBr.rJr4cb:

neco6ruogeuue craHAaproB ocHaulenrrt
oprannsaqui;

HapyureHr4e rpe6onaullfi K opraHr43arllu AerreJrbHocru MeAlrrIHHcKoft opranusaqux.
3. B paMKax KoHTpoJu co6lrcAenus noprAKoB npoBeAeHr4{ MeAr{rIr{HcKr4x

3Kcrreprr43, MeAr,rqr,rHcKrrx ocMo'rpoB r4 MeA[rIr.IHcKI,tx ocBl.rAereJrrc'rsogaHr4fi qa le Bcero
BEI'BJI-gJIIICb:

HapylleHr,re [oprAKa rrpoBeAeHr.tr MeAr4rlr.rHcKr4x 9KcnepTu3;

orcyrcrBne cepruQuxaron crerlu€urr4croB y npavefi-cnequ€uncroB;
HapylreHr,re BeAeHr4r MeAuur.rHcKorr AoKyMeHTaqr4r,t.
4. B paMKax KoHTponq co6nroAexur MeAr4ru4HcKI4Mr.r paooTHr.rKaMr.r,

pyKoBoAr.rTeJrrMr.r MeAr,rrlr4HcKr,rx opraHr4saquft, Qaprr,rarleBTr.rqecKnMz pa6oTlruxaur.r lr
pyKoBoAr.rreJrrMrr arrreqHbrx opranusaqnfi orpaur.rvenzfi, [pr4MeHteMbrx K yKa3aHHbrM

nulraM npfi ocyuecrBJreHnH npo$eccuoxarbHoft AerreJrbHocru ocHoBxbrMr.r
HapyueExrMrr rBJrrloTcr:

He[peAocTaBJIeHLIe pyKoBoAI{TeJItMIt MeAUTInHCKT4X LI arrTeqHhrx opranusaqufi
Me.4r,rrlr4HcKr,rM r.r Qaprvraqerrr{qecKrrM pa6ornurau lrr$oprr,raquu o6 ycranoarennux
3alperax I4 orpaHl{tteHuf,x npu ocyntrecrBJreHrrr4 rlv'tr npo$eccuonanrnofi gemelluocrrl;

Hrur[qr4e 6lanxoa, coAepxarlr4x r,rn$opvaqr.rro peKjraMHoro xapaKTepa, Ha Koropbrx
3apaHee HaleqaTaHo Har4MeHOBaHr4e neKapcTBeHHOrO [penapaTa.

5. B parr,rxax KoHTpoJrr opraHr.r3ar]rlH r.r ocynlecrBJrenr.rx Qe4epanrtHhrMr.r opraHaMr4
ltcllollHlrreJlbHofi Bracru, opfaHaMII I,IcnoJIHI{TeJrbHoft sracu cy6rexroa Poccuficroft
@egepaquz I4 opraHaMl4 Mecrnoro caMoynpaBJreHnr, ocyu{ecrBJrrrorqllMr4 norHoMoqr4.s B
cQepe oxpaHbr 3AopoBbr rpaxAaH, a raKxe ocy lecrBJr{rorrlHM}.r MeAur{r.rHcrcyK)

AeTTeJIbHOCTb OpraHr{3arlr't rMI{ u r4EAr4Bn4yaJrbHbrMr,r npeAflpr.rHv MaTeJr{Mr.r
npeAycMorpeHnoro crarlefi 90 <De4epanlHoro 3aKoHa <06 ocHosax oxpaHbr 3AopoBbt
rpaxAaH e Poccfiftcrofi @e4epaquu> BHyrpeHHefo KoHTpoJrr KaqecrBa u 6egonacsocru
lreguquucxofi AerreJrbrrocru qaxle Apyrlx BbrrBJrrJrr,rcb:

neco6:rrc,qeuue ycraHoBJreHHOrO nOpqAKa npoBeAeHr4rr BHyrpeHHefo KoHTponf,
KaqecrBa u 6egonacnocrl,I MeAI4IIr4Hcxofi 4errenruocrr,r, B MeAI4IIT{HcKrrx opraHl43a{llqx
no npoQulrc croMarororuq;

neco6lrc4enr're noptAKa o$opmnenur pe3yJIETaroB BHyrpeHHero KoHTpoJrr KaqecrBa
a 6esonacHocrra MeAarllrHcrofi 4errerbHocrr.r, B MeAr4rlr.rHcKr,rx opraHr43arlr{rx no
npoiplrmo croMaroJrorutr;
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Heo6ocHoBaHHocTb Mep, [ptrHr,rMaeMbrx no pe3yJrbTaTaM [poBeAeHr.rr BI{yTpeHHero
KOHTpOTq KarrecTBa n 6e3o[acHocTr4 MeAfi r{lrHcKofi AerTerbHocTr.r.

flo pe:y.nrraraM npoBepoK BbrAaHo l25l npeanucaulre o6 ycrpaHeHlrr4 BLUTBJTeHHETX

uapynrenrafi, cocraBJreHo 702 nporoxona o6 aluuttucrparr,rBnoM npaBoHapy reHr.ru.

O6rqee KoJrr{qecrBo agMr.rHncrparuBHbx Hara3anufi, naaoxeHHbrx no r4ToraM

npoBepoK, - 389, s roM qrlcre:

npeAynpexAetuir- 68;
aAMr4Hncrparr,rnuux urrpa$ os - 321.
I4ntpopuaqrar o pe3yJrbrarax npoBepoK HanpaBrrrrracl n fenepanrnyro flpoKyparypy

Poccrficxofi lDe4epaqNr,r, rpoKyparyphr cy6berroB Pocczficxoft (Degepaqlrlr,

npaBooxpaHfireJlbHrle opfaHbr, opraHbr rocyAapcrBeHnoft nracra cy6rexror Poccuftcroft
@e4epaqura n c$epe oxpaHrr 3AopoBbr.

Bo II raaprane 2018 FoAa no Bo[pocaM KaqecrBa n 6egonacnocru rue4zquncxoft

Aerrerrbuocrr,r e Pocr4parua43op rrocryrxrro 12890 o6pauleHrfi (56,7 % o.r o6rqero
KoJrr{qecrBa nocrynr,rBrrrrx o6pauqenr,ri r Poc:4parna4sop - 23559).

llo pesynrraraM paccMorpenr.rr o6paulenui rpax,{an B rIeHTpirJrbHoM an[apare r.r

Tepprrropr4€rJrbHbrx opmHax Pocegparua4eopa tro npr{HaAJrexnocrr.r B opfaubr
rocyAapcrBeHnofi sracrr,r cy6rerroe Poccuficxofi @e4epaquu e c(pepe oxpaHhr 3AopoB6r,
r.lHhre rocyAapcTBeHHbre opraHEr, opraHbr MecTHoro caMoyllpaBJreHr.rt H Apytfie
opfaHr,r3aqr{n nanpaa,.reno 8901 o6paqenze, 4995 aBTopaM 4anu neo6xoAr,rMEre
pa3rrcHenr4r, orKa3aHo B yAoBJrerBoperuu npocr6 72 rpaxaarau, npulurbr Mepbr AJrt
peanr.r3arll,rlr 3aKoHHbrx rrpaB Lr r{HTepecoB fpaxAaH no 515 o6parqeHr4rM.

B orqErrruft neptoA npLIHJITbI I{opMar}IBHLIe [paBoBble aKTbr, ycraHaBJrlBarorq[e
o6qgareruHHe rpe6onaxnr n c$epe oxpaHbr 3AopoBbr rpaxAaH:

I ) c 3 anpeJlt 201 8 roaa Bcry[I4Jro B cr,IJIy rrocraHoBJreH]re flpanurenrcrra
Poccuficrofi @egepaquu or 22.Q3.2018 Jl|! 318 <<O egecenr.rr rsN4eHeHr4i s floroxeHrae o
BoeHHo-Bparre6uo[ ercueprz3e)), KoropbrM BHeceHbr r,r3MeHeHr.rr s lloroxeHne o BoeHHo-
npa're6noft 3Kcneprl43e, yrBepxAeuHoe rlocraHoBJreuraeu flpanureJrlcrBa PoccrEficroft
(De,qepaqua or 04.07.2013 Ns 565, AoronHrrc IHe nepeqeHb Jrr.rrl, B orHorfleHlrr.r Koropbrx
6y4e'r npoBoAr,rbcr MeAr{ur.rHcKoe o6cre4onanue r,r Jreqeur,re B Mea[qr{HcKr.rx
opfaHr.r3aqr{rx, na 6ase Koropbrx flpoBoArrcr BoeHHo-Bpaqe6Hrre xor\4uccNr.r (npave6no-
JrerHbre rouuccun);

2) c 14 anpeJtt 201 8 roaa BcrynllJlo B cr4Jry flocranoBJreHr{e llpawrre6crna
Poccuficrofi @eAepaqr.ru or 29.03.2018 Ne 339 <o sHeceur4r,r lrsN4eHeHufi n flpaelua
rpl3HaHr4q Jrr{ua lrHBaJrr{AoM)), KOTOpSTM BHeCeHbr t4 3MeHeHI,t.S r llparula rlpl/r3lgla]f. 

'rv\a 14 HBaJrnAOM, yrBepxAeHHbre nocraHoBJreHr,reM llpaararelrcraa poccr.rficxofi
(De4epaquz or 20.02.2006 J\b 95, orpeAenrnque noprAoK npoBeAeHr.rr MeAuKo-
coquarrHofr gKcneprr,r3br rpax(AaHr4Ha, paapa60rxr,r un4unu.qyanrHofi lpofpaMMbr
p e a6 utur aryuu u tu a6u tnr agrar,r pe6en ra-uHBiurr,rAa;

3) c 29 arperrr 201 8 rola Bcrynrrrr B cr,rrry rpr.rKa3 MuH:4paaa poccnu or 07.03.20 I g
J\! 92H <06 yreepxgesr.rIa flonoxeHu.s o6 opraHr{3ar-(r4n oKa3ar{lrr nepnavnoi MeAr.rKo-
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caHr4TapHoft noMoulu AerrM>. lloloxenraeu ycraHoBJIeHbI npaB[Jra opraHI,I3aUI,II4

oKa3aHr{r nepauvnoft MeAr.rKo-caHr4Tapnofi nououlu AerrM s Poccaficxofi @e4epaqllu.

IocyAapcreeHnufi KoHTpoJrb KaqecrBa r.r 6esonacHocru treAurlnncrofi
Aeqrerbnocrrr, B qacrrr r(onTpoJrt ca co6rroAeHrreM oprauaMfi rocyAapcrseHHofi
BJracr[ Poccnftcxofi (Degepaqun, rocyAapcrBeHHrru[ sne6rcrrrernbrMrr Qon4amu,
rpaB Fpar(AaH n cQepe oxpanbr 3AopoBbn

Qe4epamnofi crryx6ofi ro HaA3opy a cQepe 3ApaBooxpaHeuur rrpoBeAeHr{e
KoHTpoJIbHbIx ueponprurnfi no 2 xrapra:re 2018 roaa ocyulecrBnrJrocb B coorBercrBr,rlr c
yrBepx(AeHnbrM r.r cornacoBaHHbrM feneparIrnoft uporcyparypoft Poccr,rficroi @egepaqur.r
[JraHoM npoBepoK.

B coorsercrsr4r4 co cr. 16, cr.98 (De4eparuuoro 3aKoHa o'r 2l.l1.201I J\b 3n-A3
<06 ocHosax oxpaHhr 3AopoB6s rpaxlan e Pocc[ficxof (De4epaqnr,r) 3arqr.tra npaB
rIeJIoBeKa rr lpaxAaH[Ha e c(pepe oxpaHbr 3AopoBbt, opraHIl3aqr.u oKa3aul]rr HaceJreHr,rro

cy66eKTa Poccr..rficrofi @egepaqur,r nepBr,rqHofi MeAr.rxo-caHr{TapHofi rroMotutr,
c[equaJlr43r{poBaHHofi, B ToM rII4cJIe BbICOKOTeXHOIOTUVUOfi, rrAeAnqUgCXOfi IIOMOUllr,
cxopofi, B ToM r{r.rcJre cxopofi crteuuaJrlr3lrponanaofi, ueAuquncrofi noMoxlu yl

narruarHeHofi ve.auuuscxofi noMorur4

orHocnrct K norHoMorrurM opraHoB rocyAapcrBeHnoft sracrr4 cy6rexroe Poccr.rficxofi
@egepaqrzr.r B cQepe 3ApaBooxpaueHur.

Ha ocnosaH[I4 aHiuII,Ba cocraBJlen flnan npoBepox na 2018 roA, B coorBercrBtru c
KorophrM 3annaHr.rpoBaHo [poBeAeHr{e 37 uponepor opraHoB rocyAapcrBexnoft sracru s
c(pepe oxpanrr 3AopoBbr r,r 17 reppr.rroprraJrlHbrx Oon,qoe o6qgarerlHoro MeAr,rqr.rHcKoro
cTpaxoBaHur, n3 Hr.rx:

- rleHrpaJrrHbrM annaparoM Pocrgpanua4sopa 3a[JraHrpoBaHo nponegenr.re l0
npoBepoK opraHoB rocyAapcrBeHnofi sracrr4 B c$epe oxpanbr 3AopoBLq u 5 npouepox (4 -
repprlTopr4anbHbrx r{ I - $e4epanrnoro) $on4os o6xgarerbHoro MeArlunHcKoro
CTptXOBaHLIt.

ffnan npoaepoK HarpaBJreH Anr conracoBaHrir n fenepalln;no npoKyparypy
Poccnficrofi (Degepaqr.ru u rpoKyparypbr cy6rexror Poccr.rftcrofi @e4epaqur.r.
Cornacoranuuft nlas [poBepoK pa3Meqer na caftre fenepalruofi npoxyparypir
Poccaftcxoft @e4epaquu.

- Teppr.rropr.r.urbHhrMr,r opraHaMr,r Poc:4panHa4sopa 3alnaHr4posaho 27 [poBepoK
opraHoB focyAapcrBeHnofi sracfl4 n cSepe oxpaHbr :4opoeu ra l2 [poBepoK
Teppr,rropr{€urburrx $ou4on o6rgareltHoro MeAHrIrrHcKoro crpaxoBaHr,r{.

flo rrorav npoBeAeHHofo alg,aJfir3a rreHTp€rJrbHbrM aflnaparoM poc:.qparna4sopa Bo
2 xnapra-re 2018 ro4a ocyulecrBneHr,r rpoBepKr.r n 4 cy6rerrax poccuftcrofi (Delepaqrar,r
(Pecny6nuxn AArrres u Kprru, r.$.s. cemcronom, ErpeicKaf aBroHoMnax o6nacrr) r
orHolreHnr4 opraHoB rocy4apcreennofi BJracrlr r c$epe oxpaHbr 3AOpOBbr.
TeppnropraanbHbrMr,r opraHaMr4 PocsApasHaAsopa npoBe.qeurr 5 npoaepoK opraHoB
rocy4apcraeuuofi BJracrr.t (Pecny6lzxa Tarapcran, gyuanrcrax pecny6lr.rxa,
Kenaeponcraa o6nacru, gerx6uncxas o6lacrr, Erpeficxax aBToHoMH,ur o6mcir) u 2
npoBepKx reppnropr,rrrJrbnrrx Qor4oa o6qgareruHoro MeAr.rqr4HcKoro cmixoBaHr{,
(Myprr,rancrar u tlem6nrcxas o6nacru).
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B xoAe [poBeAeHr4{ KoHTpoJrbHbrx MepoIIpr{.{Tnr{ B OTHOrUerrr4U OpraHOB

rapaHTr.[r.

loprAKaMr.r oKa3aunf, nre4r.rquncrofi noMorqv, yTBepxAeHHbrx npr.rKa3aMr4 Muns4pana

rocy.qapcrBeunoft eracrrr r cQepe oxpanbr 3AopoBbr BlrrBJreHo:
- HapyflreHr,rr npz tpopnanpoBaHr4r,r reppr4ropuaJrbHbrx npofp€rMM rocyAapcrBeHHbrx

- HapyrreHl4r opraHn3ar{xr{ oKL3aHuq MeAr,rqr4HcKor.r IloMoxlu B cooTBeTcTBr.rr4 c

Poccttr,r, HeBbrrroJrHeHr,re KJrr,rHr*recKHX [poroKoJroB, B qacrr,r: HapyrueHr,rr Mapr[pyrrl3arl[lr
u neupoQrruHbre roclr4TaJr za\uu, HapyrxeHnq crarAapra ocnarrleH[r, He[poBeAeHr.rr B

noJrHoM o6renae AnarHocrt4 qecru4x 14 ner{e6nbrx [porleAyp r43-3a npocror vl

aeeSQerrunnofo ucnoJrE3oBaHr.rJr MeAr,rqr,rHcKoro o6opyAoBaHnr, Ae$uqnr [epBr,rqHhrx
MeAUrIr4HCKr.rX KaoUHeTOB, AerTenbHOCTb KOTOpbTX HanpaBJreHa Ha paHHee BEUtBJreHr.rt

npr43HaKoB r.r cr{MlToMoB 3a6oleBaHr.rr u cBoeBpeMeHHoe HallpaBJrenue a npoQulrnlte
MeAr4rlnHcKr,re opraHu3arrr4rl 2 u 3 ypovun.

- Mepo plrrrr,rr, [poBoArrM;re a cy6rerrax Poccuftcrofi @e4epaquu, HalpaBJreHHhre
Ha cHr,rxeHHe cMepTHocTr4 14 [oBbIIIIeHI,It ypoBHt xI43H[ He BbIIIOJIHTIOTCT B IIOJIHOM

OOSEME I,I 3AITACTVIO HES(D(DEKTI4BHbI,

- Hapyrlaercr Aocrynuocrb oKaBaur,rr ueluquncroi noMorur4 AJrr rpaxAaH,
npoxcraarc Iux s cemcxofi u or4arennofi MecrHocrr.r (or4arennrre paftoubr He BKJIroqeHbr

B Maprlpyrr43ar{nrc, orcyrcrByror orAeJreHxr (ra6unerrr) AJrr oK€BaHr,rx nepnuvuoft
gonpa.re6aofi u npa.re6uofi rr,reAurluucxofi noMorqlr, He opranr.r3oBaHbr AoMoBhre xo:sficrsa
g'rrl opraHu3arlnr.r nepru.ruofi noMou-u4, neco6lro4enne BpeMr Aoe3AoB cxopoi
ue4uquncxofi noMorqlr, seo6ecneqennocrr, ireKapcrBeHHbrMr,r npefiaparaMr,r 14

coBpeMeHHrIMu obes6ornBaroqllMu cpeAcrBaMlt, B ToM qI,IcJIe lrrornofi Kareropuu
rpax.qaH ra 4p.)

- no-flpexHeMy BbrrBrrercq npocroi u Hes$$exrnnnoe trcrroJrmoBaul,re
MeAr.rqr,rHcKoro o6opy4osanr4r, B ToM rrncre Aoporocrorrqero.

neeQSexrranoe [cnoJrb3oBaHr,re gneKTpoHHoro .qoryuenroo6opora B

MEAI,IIII4HCKIIX II ANTEqI{bIX OPTAHI43AIIU'X, HE OKA3bIBAIOTC' B IIOJIHOM O6bEMC

,qlrcraHrrr,roHHbre Br{Abr xoucyllrarr.reuofi noMorqfi Ha ocHoBe uc[oJlb3oBaH]rt
coBpeMeHHbIX I.IHQopMaI{uoHHbIX TexHoJrorui npu Bo3Hr.rKHoBeHr,IIr Kp}ITLrqecKIcx r4Jrr4

Apyrux cury aquir, rpe6yorqr.rx eKcrpeHHoro pa3perueHr,rr.
- He co6lrc,qarorcr T pe6onauur tro yKoMnJreKToBaHxro MeAxr.It4rrcKHM rrepcoHanoM

o6qenpoQr.ururrx SenrArrepcr<r.rx BHe3AHbrx 6purag CMII; K KoMnrreKTarltlrr
JreKapcrBeHHbrMr4 [penaparaMu r.r MeAxrrktHcKuMr4 r43A.eru'.Mrr yKJraAoK r.r na6opon 4lr
oKa3aHht cr<opofi tre4uqnHcrofi noMorll4; yKoMnJreKroBaHI4IO MaUrr{H cxopoft
ueAuquncrofi noMotrlr4 B coorBercrBNu c llopr4lcoM oKa3aHrrlr cxopofi, B ToM qr4CJre

cxopofi cner{r4iuru3uponauuofi, ue4uqrancrofi floMorqfi, yrBepxAeHHoro npnKa3oM
Mraue4pana PoccuN or 20.06.2013 l,,ib 388n. flapr anrouo6rEneft cropofi rr.re4uquucxofi
rIoMoIrIl4 uMeer BLIcoKHft npoqeur LI3Hoca asroN4o6[r]r HeAoyKoMlJreKToBaHhr L3lie0rkrflMu
naeguquucxoi TexHnKI4 n JreKapcrBeHHLrMtr npelaparaMr.r, orMeqaerc.s raAponufi
Aeor,rqr.rr. Hapyuralorcr npaBr.rJra xpaHeHfir JreKapcrBeHHhrx npelaparoB. orveqaercq
npocrofi u nepe6ou a pa6ore 6opronoro o6opyAoBaHr.rq cnyrHrrKoBoi uarr.traquouno-
MoHuropr.rHFosofr cr,rcre[4n fJIOHACC/GPC, ne opraHr.r3oBaHa eAHHa,
cnyx6a oKa3aHHr cxopoft ue4uqnxcrofi noMorqt4.

AHCneTqepcKa,I



- orMeqaercr Hr.r3Kr.rfi nporleHT yAoBJrerBopenHocrlr [orpe6nocru HaceJIeHIlJI B

BbrcoKorexHororlr.rnofi ueAuIllurcrofi noMorur4 n QegepaarHrtx yrrpexAeHr.r{x.

- B XOAe KOHTpOIS 3a .qncnaHCepE3arlr4elr AeTerr-Cl4pOT BbItBmJrOCb He BbrrrOJrHeHHe

B rroJrHoM o6reue peKoMeHAarIHft no r.rrorarr.r Ar.rcnaHcepr43arrrrr,r B rracrrl nocJreAyroqero
oKa3aHr,rr ueguqr.rucxoi rroMorqu .4errM-cuporaM, a raKxe cta6as opraHrl3arlut
MexBeAoMcrBeHHoro B3ar4MoAeficrBr,r-r (orcyrcru4e conrarrreHlu c oprarraMr.r oneKr.r rr

flofleqr.rreJrbcrna), vro co3Aaer pr.rcru nusxoft AoJrr.r oxBara Ar.rcflanceplr3aqr.reft 4erefi-
cr,rpoT, u KaK cleAcrBue cHr,rxaeT ypoBeHb BeAoMcTBeHHoro KoHTponr.

- B xo.4e KoHTpoJUr 3a [poBeAeHr{eM AricnaHcep}r3ar\uu o[peAeJreHHbrx fpyfin
B3pocJroro HacereHri-r orMeqeu plrcK HerrcnoJrHeHr,rr rrJraxa rro r,rroraM 2018 ro.qa, a raKxe
HeAocraroqHhrfi ne.{orr4crseunufi xourpolr 3a npoBeAeur.reM Ar.rc[aHcepv3a\ v.

- B xoAe KoHTpoJrr 3a peafl.r3arrlreft lerapcruennoro o6ecneqeHxr Bblf,BJrrrorct
CI{CTeMHbIMI4 npOOJIeMEI: HeAOCTaTKLI B JIOfl4CTItKe JIeKapCTBeHHhIX flpeflapaToB I{
orcyrcrBr.re e4unoi unQopuaquonnofi cuc'reusr, o6ecnevuraroqefi rsauuo4eficrBue
opraHa ynpaBreHuq 3ApaBooxpaueHr.r{, MeArrrlr,rHcxono uuQopvar{HoHuo-aHaJrl,IT[qecKoro
qeHrpa, MeAxrrr4HcKLIx u $aprr.raqenruqecKax opraur.caqr.rfi, a raxxe JreKapcrBeHHoe

ooecneqeHHe oT Bbrrrr4cKri peqenTa Ao nojryqeHxr JreKapcTBeHHoro npenapaTa
naqueHToM, neco6mo4enue cpoKoB rrocraBoK JreKapcrBeHHbrx npenaparoB co cropoHbr
nocraBllr.rKoB, HaJrr,rq[e Heo6eclerreHHbrx neKapcrBeHHbrMr{ flpeflaparaMr.r peqerrroB, He

aHzurr.r3r.rpyrcTcr norpe6uocru B .,'leKapcTBeHHhrx npelapaTax r.r He rrpoBoAr.rTct
yflpaBJreur.re roBapHlrMr{ 3a[acaMr,r. 3aQr,rrcuponanrr $axrrr cflucaHr.rr JreKapcrBeHHbrx
flpenapaToB, B ToM rrrrcJre BaKquH.

Taxxe s npoBepeHnhrx cy6lexrax orcyrcrByer rurr,r ocyurecrBJrrerct He Ha

AoJrxHoM ypoBHe BeAoMcrBeHHhrfi xonrpolr u opranr.r3auuoHuo-MeroAr4r{ecxar pa6o:ra, n
TOM qHCJIe CO CTOpOHbT fJraBHbrX BHeUrTaTHhlX Cneqr,rEUrr{CToB opraHoB 3ApaBooxpaHeHr.rt
cy6rerra.

3a.racryro r cy6rexrax Poccuftcxofi @e4epaqur.r npv flonycrr{TeJrbcrBe
pyKoBoAr.{renefi oprauon rocyAapcrBeHnofi e,racrr4 n c$epe 3ApaBooxpaHeHr-i', co3AaK}rct
[peAnocBIJIKI4 u ycJroBtrg, AJI' noAMeHEr oKa3aHlif, rapaHTr.rpoBaHnoro o6terna 6ecuarsofi
ue4uquncxofi noMoula nJrarHbrMr.r ycJryraMx, oco6esno rrpu [poBeAeHr,rr
Ar,rarHocTr4qecKax nporleAyp.

llo pesylrraraM Bcex npoBepoK 6rrnu nrrganbr rpeAnxcaHraa o6 ycrpaHenlru
BbrrBJreHHbrx Hapyutenufi .

Kpoue roro, B coorBercrBr.ru c [puKa3aMu Poc:4panuaA3opa reppr,rropr,rzrJrbHbrMr.t
opraHaMr,r Pocr4paeua4:opa no Kocrpolrcrofi, Epxucxofi, PrsaHcrofi o6lacrru
npoBeAeHbl KoHTponbHbre Meponpr4rrr.rr no rcrroJrHeHr,rro npeAllacaHui u yctpaxeuuit
paHee BhrrrBJrenHtrx uapyurenui.

B csqsu c HeycrpaHeHl4eM paHee BbIAaHHoro npeAnr{caHl,It r{ HeLrcloJIHeHr4eM
npe4nrcanufi B orHoIIreHLI[ oprauoB ]tcrroJrHuTeJrbHofi sracrfi I csepe oxpaHbt 3AOpOBbt
cocraBJreHbr [poroKoJrr,r no cr. 19.5 KoAI Poccutcroft @e4epaqrar.

I4u(popuaqur no pe3yJIbTaTaM KoHTpoJrbnhrx ueponpuxrufi Ha[paBJreHa
Poc:4paauag:opoM B aApeca r.nae cy6re*oe Pocc[ficxofi @e.qepaqr,rx, n Muns4paa
Poccuu, n feueparruyrc [poryparypy Pocczficrofi @e4epaqr.rra, llonHouovnonry
flpeAcraBrarenro llperu4eHra Poccuficxofi @e4epaqura e IOxHoN,r $e4epa.nHronr oKpyre.



Bn4 rconrpo.nfl - rocyAapctsenurrft KoHTpoJrb (uaarop) a cQepe o6parqenua
JreKapcrBeHHbrx cpeAcrB ocyrqecrBJrrerca a Qopnre:

- Qedepanuuoeo zocydapcm*eHHozo nadsopa e cQepe o6pau4enrn reKapcm*eHHbtx
cpedcme;

- eat6opouuozo KoHmponu Kaqecmsa reKapcmeeHHbtx cpedcme.

B .racru Qedepanouoeo zocydapcmeeunozo aadtopa e cQepe ofiparyeaun
neKapcmaeHHotx cpedcme nocpedcmeon opeatu3aquu u npoeedenun nposepoK
coomaemcmaun neKapcmseHtbrx cpeAcmt ycmato&rewHbtJtt mpedoeaaunn
3aKono0ame,tbcm6a no xpa$evuwL nepeqogKe, omnycKy, pea.flrcaquu neKapcmqeHHblrc
cpedcmt dnn medu4uacKo?o npu eHeHun Bo 2 xraprane 2018 r. e exero4nufi nlau
BKrIIoqeHo 1348 nnaHosux npoBepoK. flpone4ena 2751 nporepxa (1264 rrrarroBLre rr
1487 nnennanonux).

Pocs4paauagsopoM rrpoBeAeHbr B coorBercrBnn c exeroAHbrM [rraHoM npoBepox c
IIpI4MeHeHLreM pr4cK-OprreHTrrpOBaHHOrO nOAXOAa npoBepKn B OTHOrrreHr{r.r rcpr4Al4rrecKr,rx

Jrvr\ v{ vtnALrBtrAyanbnbrx npeAflpr4HuMarerefi , a uMeHHo:
- opraHr.r3aqr{u-flpor43BoAr,rTenr4 JreKapcTBeHHEx npenapaToB;
- opraHx3arlfiu onrosofi ToproBJrr4 JreKapcrBeHHbrMr.r cpeAcrBnMr.r;
- opfaHn3aqr{u posnuvnoi ToproBJrr.r JreKapcrBeHHblMI{ npeflaparaulr (anreru,

anTeqH bte ny H KTbt, rr,rocr<r.r);

- Me,{uIIlIHCKI4e I{ LtHbIe OpraHrEarIUU, UcnoJrb3yroqr4e neKapcTBeHHhre lpenapaTbr
r .neve6uo-4zarHocruqecKoM npoqecce.

Poc:gpannag:op [poBoArlJr flJranoBbre npoBepKrr c yqeroM MaKcr.rM€urbHo
BO3MOXHOTO KOMIJTeKCHOTO flOAXOAa B qeJrrx CHr.DKeHr.rr aAMxHr,rcrparnnnoft xarpysKlr
Ha 6r.rsHec. llponepxr flpoBoAr.rJrr.rcb oAHoBpeMeHHo no BceM Br.rAaM Ae{TeJrbHocru,
ocyrlecTBrqeMbrM IopnAF{ecKr.rM
oTHOC'UII4MC' K KOMIeTeHUII,I

JrI{rIOM r,rJrn r.rHAr.rBr.rAyaJrbHbrM npeAnpr,rHItMaTeJIeM,

focyaapcreennar
tfynxqnr

9pesnr,rvafiuo
Br,rcoKu[ pucK

Bncoxui
pr.rcK

3naqarenrnufi
pncK

Cpe4rufi
prcI(

Vuepeuurri
pucK

Oe.qeparuubrfi
rocyAapcrBeHHbrn
nag:op r crfepe
o6parqenua
IeKapcTBeHH6IX

cpeacTB

120 483 661

Poctgpasna4aopa (veguqaucrar AerreJrbHocrb,
o6parqeune JreKapcrBeHHbrx cpeAcrB r.r MeAr.runHcKux r.rsAenzfi), [pr.r 3ToM TaKXe
npoBoArrJracb rrpoBepKa co6ruoAeuux Jrr4rleH3r,roHHbtx rpe6onanufi no conpqxeHHblM
Br{AaM KOHTpOlrr.

o npoae4enra[ nranosoi npoBeprc.r cy6rerr HaA3opa yBeAoMJuercr He no3AHee
qeM 3a 3 pa6ovxx AHt Ao Haq€ua ee npoBeAeHl4t [ocpeAcrBoM HalpaBJIeH ut y;ot1r4lr
lpr4Ka3a 3aKa3HbrM rroqToBhrM
rererpauuofi, Ha slex'rpoHuufi

oTnpaBJIeHI{eM

agpec, yxasanurrfi
c
B

yBeAoMneHHeM o
JII4IIEH3I,IOHHOM .4CIE

BpyqeHr4rr,
I1JI14 14 HbIM
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Aocry[HhrM c[oco6oM. flpu [poBeAenrru flpoBepox co6nroAenrr ycrauoBJreHHbre

rIprIKa3aMIt cpoKr.r B cooTBeTcTBr.ru c 3aKoHoAaTeJrbcTBoM.

OcHosaHr.rqN{r.r Anr npoBeAeHr.rr BuelJraHoBbrx npoBepoK no 2 xaaprale 2018 roaa

'BJI'JIItCb:- r,rcTerreH[e cpoKa HcIIoJIHeHr,rq rcpnAnqecKr,rM nr4qoM, r.rHAr.rBr,rAyEUrbHbrM

IrpeAlpI,IHI4MareJIeM paHee BbIAaHHoro npe,q[ficaHl4r o6 yctpanenun BburBJreHHoro

HapyueHr4q - 1272 (86%);
- rrocrynJleHr,re o6pauqenufi u sassreHr.{i rpaxAaH, B ToM rII4cJre I,IHAlIBI,lAyaJIbHbIx

rrpeAnpr{HnMaretefi, rcpuguqecKr,rx nuq, raHQopntaqllr4 or opraHoB rocy4apcrrennofi
BJracrr.r, opraHoB Mecrnoro caMoynpaBneHLrt, u3 cpeAcrB naacconofi r.trQopmaqru o
Bo3HIrKHoBeHLIn yrpo3bl flputlllueHxt BpeAa xLl3HIl, 3AopoBblo lpaxAan -215 (14%).

Tarrana o6pa:oM, coorHorrreHlre B AoJreBoM Bbrp€DKeHr4r.r ocnoeaHufi AJrr npoBeAeHnt
BHenJraHoBbrx npoBepoK ga or.reraHft nepr4oA He r43MeHr.rJrocb, .qoMr.rnr.rpyrcT rrpoBepKr4 no
KoHTpoJrlo 3a r{cnoJrHeHlreM ropr.rAfiqecrunv luqola/uuAxBnAyanbnblM npeA[punr.rMareJreM
paHee BbrAaHHoro npeArrr.rcaHr.rr.

3a 2 reapran 2018 roaa B opraHbr npoKyparypbr HarpaBrreHo 13 sassreHufi o
co racoBaHI4I4 npoBeAeHr4fl BHerrJraHoBbrx Bbre3AHbrx [poBepoK, Bce 3ajrBJreHur opraHaMu
npoKyparypbr co racoBaE6r.

Bce [JraHoBbre npoBepKr.r flpoBoAunucb c r{crroJrb3oB:tHr,reM oAHoro vrv
HecKoJrbxrrx npoBepoqHblx Jrr4croB r,r: 39 yrnepxAeHH;rx $oprra (305 eonpocoa), n
3aBr.rcr4Mocrlr or Br.rAa (runa) opranu3aquu, BhrrroJrHreMbrx pa6or (ycnyr).

llpra npone4eHt{r.r nJraHoBbrx rpoBepoK no 2 xnaprale 2018 r. r.rHc[eKTopcKr4M
cocraBoM Poce,qpa*ra4eopa 3anoJrHeuo no $egepalbHoMy rocy.qapcrBeHnoMy HaA3opy B

c$epe o6parqeHr,rr JreKapcrBenHbrx cpeAcrB - 4879 npoBepoqHbrx Jrr.rcroB.
Koru.{ecrno uapyurenlrft, orMer{eHHhrx r{HcleKTopcKr,tM cocraBoM

Poc:4parna4eopa B npoBepoqHbrx Jrr4crax cocraszro 35049.

Ns Harlt'renosaaue qex-,'rfi cra

06uree
KOJU{qeCTAO

BonpocoB B

npoEepoqEoM
JII-ICT€

Ko.nnqecteo
npoBeaeHHbrx

IIpOBepOK C

ITCIIOJIL3OBAHHEM

npoBepoqHofo
JIIlCTA

Konrqectgo
BbI'BNEHHbIX

HapyrlleHni

I XpaueHue JIfl B opraHt3arll-tx orrroBotr ToproB,u{ JIC 60 153 I159

2.
XpaHeHxe JI|I B Me,4.opraHr3au{[ u rrHHx
opraHrfjaqr,rrx, nMeK)ur4x JrI-|ueH3ruo Ha
Mea.ae{Ter'lt HocTb

4l 601 6t93

3. Xpareure JIfl e anrexe roroaux $opv 48 304 2349
t XpaHexr.re JIII s anreqaoM wHKTe 47 3081
5. Xparexue JIII a anreqHoM xnocKe 45 3 24

6. XpaHeHr,re Jlfl B aflrere npox3BolcrBeHHof 48 30 214

7.
Xparenne JIII B arrrer€ npon3BotrcrBeHHofi c [paBoM
r-r3r'oroBre H t-r{ acenra.iecKr-rx JIfl

48 35 t69

8.
Xparenue JIII a uea.op.aHr.Baulrx rl fix
o6oco6.rexnr,rx no.qpa3aeneHxrx, pacrroJroxeHHbre B

ceJllcKIlx HaceJIeHHbIX nyHKTaX

45 42 908

9.
Xpaxenne JIfI nuAu arrayal r,HLrM t-t

npeArrpuHxMaTeJtrMX
45 122 9l I

10. flepeeo:ra JlIl B opfaHs3aqqn onrosoi roproBnn JIC 2l t20 193
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flepeBo3xa JIn B Mea.opfaur.t3auuu ri rlnLrx
oplaHl3aurux, I{Merolllltx JIHueH3Hlo Ha

MCA.AE'TTCJTI'HOCTI'

a1 2t5 585

12. flepeao:ra JIfl a alrere roroerrx rlopu 21 tt2 578

13. neDeBo3Ka Jln B arrre.rHoM rrvHKre 2l t2l 2't9

t4. fIeDeBo3Ka Jlfl B a[reqHoM xnocKe 2l 0 0

15. flepeao:xa JI|I a amexe npor:ro4crrexaoi 2l l5 48

16.
nepeBo3xa,rln I a[Texe rrpou3BoAcrBeHsofi c [paBoM
lt3roroBreHfir acenruqecKxx JIfl

2l l5 39

l'1.
Ilepeeorxa JIfl B Mea.opraH[3aurir{x u ux
o6oco6nen sux rroApa3AeJreHr-rrx, pacnoJroxeHHLle B

CCJIbCKI'X HACCJ'IEHHbIX IIYHKT?IX

2l 30 154

18.
Ilepeeo:xa JIII uxlxBxayarrblbrMr,r
TIPCATIPUHXMATEN'MX

2l 24 87

19.
OrnycK JIn B Me.u.opfaHH3aufix H t-rHbrx

op raH u3auI-IJIx, [Metoruxx rr rqeH3xr,o Ha

ME,[. AC'TEJI6HOCTb

8 374 817

20. OTnycK n pea,rx3auHr Jlll I anreKe roroBbrx QopM 43 271 5074

21. Ornycr u pea,ru:auur,rlll B anreqHoM nyHrre 307 5615

22. Ornycx u pea:ru:auhr JlfI B anreqHoM Kxocxe l0 2 5

Orrryc( u peanra3auur JIfl a anrere
[pori3Bo.4cTBeHHoi

43 255

24.
Orrycx N pearnsauna JIII s anrexe
[porr3BoAcrBeHHofi c npaaoM l8roroBreHr-rt
acemuqecrnx JIn

43 27 249

25.
Orrycr u pea,ru:auru,rlfl r ueauqrxcxnx
oprafl fl3aufirx E rfi o6oco6renxux no4pifaeJreHr,rtx,
pacrroroxeHHbte B cejrr,cx[x saceJreHHbtx rryH(Tax

43 28 622

26.
Orrrycx r pea,rr:aunr JIfl Hu.[ns[.{yanrxH}rl
nDe,urpHHuMaTenrMr-t

34 104 883

27. Peararaqnr JIC opraHr:arlnefi oflroeofi roproalN JIC 15 113

28.
yH6'rroxeHrre tlfl B opraHn3auul-r onroBoii ToproBnn
JlC

4 t t8 129

29.
yHn,rroxeHrre tfl B MeA.opraHu3aurrn K r-rHbrx

opraHx3aufi rx, aMelorujx nxqeH3tlro Ha

ME,II.AE'TEJII'HOCTb

4 462 939

30. yHxgToxeHHe ,rlfl B aarexe roroaux Sopu 4 254 626

VHH,rroNenHe JIII s a[reqHoM [yHXTe 4 265 720
VHxqroxeH[e IrI s alTer]HoM xHocxe 4 3 0

33. yHuqroxeHue,qn a an r eKe npoH3aoncr Be HHoi 4 52
yHx.lroxeHue JIn B anreKe npou3Bo,itcrBeHHofi c
npaBoM r-t3r-oroBJreHxr aceflTxgecKHx JIfl

4 25 47

35.

yHrr,rroxeHxe JIn B Mea.opraHr,Bau[rx ],r rfi
o6oco6neHHbrx noapa3reJreHltrx, pacnoJro)r(eHHbte a

ceJrbcKlrx HaceJreHHLrx nyHKTax

4 4l t2l

36.
yHu.rroxeHrle JIII t,tH.4uBr4AyaJrbHblMt,t

npeanpxHnMaTeJrtMI-t
4 8l 130

37. .Ilox,rr-rnuvecnae r-rccneaosaxNr,rlC 52 8 48

38.
Kluxrqecxue rcc:reaosaHlu JIfl 98 l6 104

39.
Ka.{ecrgo JIC t2 50 1305

B 2 xnapra:re 201 8 roAa r.rMeJrr.r

AorryCKaeMbre ropHAlrqecKr.tMH Jrt4rlaMlr r.r

oopaqeHna JreKapcrBeHHbrx cpeAcrB:

MecTo cJreAyrcrrlr4e cr.rcTeMHble HapyrrreHr,rff,
ITHALIBHAy€IJIbHbIMI.r lpeAnpl]HLIMaTeJUIMT.T npu
B HapyIIIeHue rpe6oBaHHfi craTbr.r 58
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@egepanrnoro 3aKoua or 12.04.2010 J\b 61-@3 <06 o6paqeHnrr JreKapcrBeHHbrx
cpeAcrB)) B qacru xpaHeHr.It JreKapcrBeHHbrx cpeAcrB; llpauun xpaHeHr.ur JreKapcrBeHHbrx
cpeAcrB, yrBepxAeHnbrx npuKa3oM Munsgpancoqpa3Bu"rufl Pocczu or 23.08.2010 J\b
7 06n; flpanul xaglexaulefi npaKrr.rxr.r xpaHegr{r u [epeBo3Kr,t JreKapcrBeHHbrx
flpenaparoB AJrr MeAr.rqrrucKoro [priMeueH[{, yrBepxreHHbrx rrpu(a3oM Mnn:Apasa
Pocczu or 31.08.2016 Ng 646n:

- orcyrcrByer o6opyAoaanue, neo6xo4r4Moe AJrr opraHlr3arlrir.r HaAJrexaqero
xpaHeHr4r JreKapcrBeHHbrx npenaparoB, [o3BoJrrrcqee o6ecnequrr xpaHeHr4e
JIeKapcrBeHHbIx cpeAcrB B coorBercrBr.[r c yKa3aHHbrMri Ha nepnu. rofi u aropr.rvnofi
(nor"pe6urenrcxofi) ynarorxe rpe6onauuqMr,r npori3BoArrerefi JreKapcrBenHbrx cpeAcrB
(orcyrcrryror KoHAI4 qIioHepEI, rlpr.rroquo-BLrr.rxHtrr BeHTr.rJrrrllrr, ocyur.rreJrr4 Bo3.qrxa,
QaprrlauenrnvecK e xonoAnluuraru);

- rroMerleHr4r AJrr xpaHeHlrr JreKapcrBeHHbrx flpeflaparon rpe6yror reKyrqero
peMoHTa;

- ue co6lroAarorcs ycroBrlx xpaHeHr,rr JreKapcrBeHHbrx npeflaparoB, B ToM qr4cre
Tpe6yrotqux 3aulraTbr or noBbrrueur{ofi, nonr.rxenxofi reuneparypbl, or 4eiicrnlrr cnera,
BJraxHocrr.r, or MexaHr,rqecroro roa4eficraux (yaapoa). Anaaorr.rqHbre HapyneHr4t
BbrrBjreHbr TeppHTopr/ranbHbrMr.r opraHalru Pocs4panHaA3opa B CJreAyroqux peruroHrx:
Pecny6nr.rxa Xaxacun, 3a6afixanlcrnfi r<pafi, Myprraaucxar o6nacrr, pecny6nr,rxa
Tarapcran, fleprrlcxlrfi rpafi r,r 4p.;

- oTcyTcTByroT cr.rcTeMa BHyrpeHHerc KoHTpoJrr KaqecTBa oKa3aHzfi ycJryru, a
raKxe pa3pa6orannue r4 yrBepxAeHHbre r4HcrpyKrllru, craHAaprHhre onepaquoHHbre
rpoqeAypbr, no3BoJurrotune peDraMeHTupoBarb x KoHTponupoBarb (aHyrpennnfi
ronrponr) Aeficrstu corpyAHrcKoB rtpl,I ocyrqecr Bretvrr4 AerreJrbHocrr.r no xpaHeHr.rrc,
OTNYCKY I{ PE€uII.I3AIII{U JIEKAPCTBEHHLIX IPENAPATOB AJI' MEAI4III'HCKOTO PI,IMCHEHI,I'.
Aaaroruqnrre Hapy[reHr4r BbrrBJreHbr B perr4oHax: Kaayxcxar, Kocrporracxax,
Pocroecxar o6lacru, Alraicrufi rpafi, rz 4p.;

- pyKoBoAuTeJreM opraHr{3arlult He ycTaHoBJreH noptAoK BeAeH 
' ) IeTa

JIEKAPCTBEHHLIX CPEACTB C OIPAHI4qEHHEIM CPOKOM TO.4HOCTI,I; OTCYTCTBYIOT AOKYMEHTbI,
ONPCAEJI'IOIIII4C NOPf,AOK BEAEHI,I' YIIETA IEKAPCTBEHHbIX CPEACTB C OIPAHI,IqEHHbIM
cpoKoM roAHocru. He ycrauoueH KoHTpoJrb 3a cBoeBpeMennofi pea-nu:aquei srr.rx
JreKapcrBeHHbIX npelaparoB. B px4e MeAI,IUHHcKHx LI arrreqHbrx opranr1:aquft BbrrBJreHbr
JIEKAPCTBEHHbIE NPCIAPATLI C IICTEKII]I,IM CPOKOM |OAHOCTII, A TAKXE NEKAPCTBEHHbIE
npenaparbr, KaqecrBo Koropbrx AoKyMeHT€rJrbHO He [OATBepXAeHO. AHa.noruqnue
Hapy[reHrrt AonycKzIJII.rcb MeAIIIUHCKT{MU r{ arrTeqHbrMr,r opraHr{3ar{urMn B per}roHax:
llpryrcrax, Kelrepoacraa, open6yprcxar o6nacru, pecny6nuxa Earuxoprocran,
Pecny6aura Cenepxar Ocerus-Alanvfl u ;ip.;

- ne co6rrc4arorc-{ npaB[Jra orlycKa v pearu3arryftr JreKapcrBeHrGrx lpenaparoB
(gonycxaercr ornycK perrenrypH'rx JreKapcrBeHHLrx [penaparoe 6es peqenra;
anrer{HblMH opfaHI'I3aIIU'Ml,I He npeAlrBJrrrorcq peqenTbt Ha JreKapcTBeHHhre npeuaparbr,
noA,rexarl[e npeAMerHo-KoJrr{r{ecrBeHHoMy yvery). AnarorF{HHe Hapy[reH[,
AonycKarorcr B ToM qLrCJre B TaKUX peruoHax, xax Acrpaxancxaq o6jracG, Kapavaeao_
Yepreccxax Pecny6nuxa, Kpacro4apcxuk xpaft u 4p.

llo pesy,uraraM KoHTpoJrLHo-HaA3opHhrx veponpr.rxruft aa II xrapra.n 20lg roaa
cocraBrreHo544nporoxo;ranoq. I cr. 14.43 KoAfIp@z 9g-no cr. l4.4.2KoAfIp@.



1)

O6rerroru rpaBoHapyueHl,It ro c'rarre 14.43 KoAII P<D rBJrrrorcr o6rqecrneuusre
orHorrreHr.rr s o6racru flpfiMeHexrur fi uc[oJrHeHr.Ig o6sgare$Hux :rpe6onauui r
npo.uyKur,rr4 r4Jrx K npo.4yrclzr4 r.t cBr3aHHrrv c rpeboaax vtrMur K npoAyr(rlr4 14 npoueccaM, B
qacTHocTr4 xpaHeHr.rr.

A4uznucrparr.rBHar orBercrBeuHocrb no q. 1 cr. 14.4.2 KoAII P@ npe4ycnrorpena
3a HapylreHl,Ie noprAKa po:nuvnofi ToproBJrr.t JreKapcrBeHHbrMH npefiaparaMr,r, B
qacrHocrr.r 3a HapyrueHr4e rpe6oaauufi K ornycKy neKapcrBeHnbrx flpenaparoB.

YxasaHHHe rpe6onanlrr ycrauoBJreHbr, B ToM vucle @e.qepaJrlubrM 3aKoHoM
o"r 12.04.2010 Jtlb 6l-@3 <06 o6parqeHur.r rreKapcrBeHubrx cpeAcrB)), llpanulalau
xa4nexarqefi [paKTr{Kr4 xpaHeHr{r r4 [epeBo3Kr.r neKapcrBeHHbrx flpenaparoB Ant
MeAr4r{rlHcKofo flprlMeueHr.rr u llparulauu xpaHeHr.rr JreKapcrBeHHhrx cpe,qcrB.

Agunnucrpau4BHoe HaKa3aHr.re B Br,rAe aAMuHncrparr,rnnoro urrpaSa errHeceHo 278
opraHr,r3arlr4rM, npeAyrrpexAesne - 35 1 opraHr43arluu.

3a 2 xrapran 2018 roaa Ha3Haqeno aAMr4Hxcrparr.trnrx rurpaSor aa cyrlrr,ry 1230
ruc. py6. Pesylrraru [poBepoK apuAtFrecKr4Mr4 Jrr,rrlaMr.r He o6xarosarrict.

C,'re4yer orMerI4TE, uto r Anaypcxofi o6nacru ra Pecny6lr.rxe Tarapcran BbrrBJreHbr
cJr) ran peaJrH3arlH.r He3apenncTpr,rpoBaHHbrx JreKapcTBeHHbrx npeflapaToB.

TeppuropraanbxbrMu opraHaMu PocsApaeHaAsopa tro Alrypcrofi o6lacrn v
Pecrry6nrare Tarapcrau cocraBJreHbr nporoKonbr o6 aAMr.runcrparr,rBHoM
rpaBoHapyuenr.ru Eo 't.2 cr.6.33 KoAII P@.

Mepu nporypopcKoro pearurpoBaHr,rr B cBr3r4 c HelpaBoMepnrrun 4eficrnurvu
Pocsgparna4:opa B orqerHoM KBapraJre He rrpr{MeHrJrr.rcb.

.{44 ycrpaneHut HapyureHIafi o6qsareru+rx rpe6onanraft, yrasannhrx B aKTax
lpoBepoK, Poc:gpanHa4aopoM npr.rHnMarorcr rarr,re npo$r.uraKTriqecKr{e Mepbr, KaK
npoBeAer{r4e ae6r.Ilrapon, ron$epenqnfi Alx cy6rerror o6parqenr,rr JreKapcrBeHHbrx
cpeAcTB, c o6cyx4eHNeM r[nr,rqHbrx napyruenNi, BbrrBJrreMbrx B xoAe tpoBeAeH[s
lpoBepoK. Taxxe na oonqr.ralrHou cafire PocrgpaBHaA3opa p€BMe IeHa r.rnsoprr,raqr.rr o
crarlrcrnKe (oJrr.rqecrBa npoBeAeHHbrx KoHTpoJrbHo-HaA3opHEX rUepOnpurrr.rfi, nepeqeHb
sau6oree qacro Bcrpeqaloquxcr napy[renufi obqgarenbHHx rpe6oranraft Lr

peKoMeH,qaquu no co6nrogenr.lro o6x:arelrurrx rpe6oaanzfi , a lrrueuuo:
- HA3HAqI,ITr JII{qO, OTBETCTBEHHOE 34 BHEAPEHI,IE U O6ECNCqCHIIE CIICTEMrI

KaqecrBa, ocyurecrBr_ffrouree MoHr,rropranr sSQexrr.reHocrr.r ctrcreMbl KaqecrBa;
- onpeAeJILITb oTBeTcTBeHHocrr pa6oruuron cy6texra o6parqeuur JreKapcTBeHHLIx

[pe[aparoB' B ToM qlicra aa co6no4eIrueM npaBI,IJI po:Huvnoft npoAaxr.t JleKapcTBerrHbrx
[penaparoB;

- uMerb neo6xo4urrlrre noMetqeHur ra (znra) 30Hbr, a rarxe o60pyAoBaHr,re AJr_{
BbrloJrHeHr.rr onepaqufi c JreKapcrBeHHLrMr.r npenaparaMr.r, o6ecnevunarorqne Hx
HaAJre)KarIee xpaHeHHe;

- noArepx(r{Barb reMfleparypHbre pe)KuMbr xpaHeHr4r r.r BJraxHocrb,
coorBercrByloDllre ycJIoBHrM xpaHeHr.rrr, yKa:taHHbrM B HopMarr4BHofi goryrvreuraquu,
cocraBJrrrouleft perurcrpaquoHHoe AOC6e JTeKapCTBeHHOTO npenapara, r.rHcrpyKrurll IIo
Me.q[III4HcKoMy npI'rMeHeHI'IP JleKapcrBeHHoro npeflaparoB vt Ha ynaKoBKe
JreKapcTBeHHOrO npenapaTa;

- yrBepAl'lrb I'l ?IcnoJlb3oBarb AoKyN,IeHTbI, B Koropbrx perJriMeHTr,rpForcr B ToMrr[cre noprAoK coBeprueH]rr pa6ornurav u Teircrnufi IIpu ocyqecrBJreHgr.r xpaHeHu, H



(u,ru) nepero3Kr.r nerapcrBeHHbrx flpeflaparoB, noprAor o6clyxun aHus n noBepKr.r
u3MepllreJlbHblx npu6opon u o6opygonannl, BeAeHvte zanuceit, orqeroB r.r rD( xpaHenne,
[pr4eM, TpaHcnopTnpoBKa, pa3MerrleHr.re JreKapcTBeHHbrx [pefiapaToB, r.t opraH[3arlut
KoHTpoJrr 3a co6rroAeHr,reM craH,qaprHrrx oleparlr4oHuLrx nporleAyp.

Ha cafiTe Pocs4parHa4ropa ony6nr.{KoBaH AoKnaA c pyKoBoAcrBoM no
co6lrogenuo o6sgarersHlrx rpe6oranrafi no BonpocaM BbrrBJreHHbrx napyneuui B qacrr.r

[pLIMeHeHr.rr 3aKoHoAareJrbcrna Pocclrfi cxoft @egepaquu.
B Pocsgpanna4:op or Muns4pana Poccun nocrynr4Jro unQopua{r.rouHoe rrucbMo o

Ao[oJrHr4TeJrbubrx prBlrcrreHr.rrx rpe6onanufi K xpaHeHxro cr,r.nrno4eficreyrorr1ux
JreKapcTBeHHLrx npenapaToB AJrr MeAr.rqr{HcKoro IIpr.rMeHeHur B anTeqHbrx opraHr.r3aur.rrx,
Koropoe AoBeAeHo 4o cy6lerroa o6parqenNr neKapcrBeHHbrx npenaparoB na cafire
Poc:4parrra4aopa.

Qedepanonurt zocydapcmeenHbril Had3op e cQepe o6pat4euun neKapcmseHubtx
cpedcmr nocpedcmsow opeatutaquu u npoeedeuun nposepoK coomaemcmaun
neKapcmaeutux cpedcme, naxodnt4uxcn e zpatcdancxou o6opome, ycmawosneHtbltt
mpefiofiaHusJtt K ux Kaqecmsy

flocraHosreHnerr.r llpanurerrbcrBa Poco.rftcxofi (DegepaqNn or l7 aerycra 2016 r.
No 806 <<O upr.rruenenuu prrcK-opneHrr.rpoBaHHoro rroAxoAa rrpu opraHu3arr[lr orAeJrbHbrx
Br4AoB rocyAapcrBeHHofo KoHTponr (uagaopa) r.r BHeceHr.rlr lrgrraenenrafi B HeKoropbre aKTbI
llpanrarenrcrna Pocczftcxofi @e4epaqrara> yrBepxAeHlr flpanr.rna orHeceHr{t
AerreJrbHocrr,r rcp4rlr{qecKnx rr r\ E urrrvrBw4yarbHbrx npeArrpr.rnlruareleft u (utru)
I4cnoJrb3yeMblx LIMrl npou3BoAcrBenubrx o6rerros K orrpeAeneuHofi xareroprr pxcKa r4Jrr4

onpeAeJreH HoMy Kraccy ( rareropura) onacHocrlr.
B cnrsu c qeM, [ocraHoBJreHr4ev flpanurelrcrea Pocczficrofi @e4epaquu or

31.07.2017 Ns 907 sHeceHhr u3MeHexlrr e floloxeuue o <fegepanuroM FocyAapcrBeHHoM
HaA3ope n c$epe o6palllenfl-r JreKapcrBeHHbrx cpeAcrB, yrBepxAeHHoe [ocraHoBJreHr.reM
flpanNrerucrua Poccvrftcrofi (DeAepaqur.r or 15 or<rx6pr 2012 r. Ns 1043.

B rleJrflx npr.rMeHeHr.rr @e4epanurofi cnyN6ofi tro HaA3opy B c$epe
3ApaBOOXpaHeHr4Jr pI{CK-OpUeHTXpOBaHHOTO nOAXOAa rIpU OcyrqecTBJreHr4r,r
rocyAapcrBeHHoro HaA3opa r cQepe o6paueHm JreKapcrBeHHbrx cpeAcrB 6una
[poBeAeua rpana\vn [por{3BoA[TeJrefr lerapcreeuHlrx flpenaparoB Ha ocHoBaHr{H
o6lexrrngnrrx AaHHbrx: peecrpa nuqensrrfi Ha ocyulecrBrenr.re /IerreJrbHocrr.r no
npor43BoAcrBy JreKapcrBeHHbrx cpeAcrB, rAe yK8ErBaercr Karefopux rrruycxaerraoft
npoAyKrlr{u, rocyAapcTBeHHoro peecTpa JreKapcTBeHHhrx cpeAcTB, a TaKxe AaHHhrx o
JreKapcrBeHHbrx npenaparax, BbllyrqeHHbrx B rpaxAaHcrufi o6opor, npeAocraBJlteMErx
[por.r3BoAr.rreJrrMr4 Ha ocHoBaHr.rH rpe6oBaHr,tft npr4Ka3a Pocs4paeua4sopa or 07.09.2015
J'{b 5539 <06 yreepx4eHl4t4 rloptAKa ocyulecrBJreHux arr6opovnoro KoHrpoJu KaqecrBa
JreKapcTBeHHbrx cpeAcTB AJI' MeArarInHCKOfO npnMeHeHr,rf>.

ornocnremno nporasnoAurelefi JreKapcrBenHbrx cpeAcrB ac[oJrb3oBagrr 4
KaTeropxu pncKa: 3Haqr4Telrnrrfi , cpe4uufi , yrr.repennui u ungxui.,t.

Bcero so 2 xnaprare 2018 r. [JraH npoBepor< na 2018 roA BKJrroqaer npoBepKr.r
5 npousao4zrelefi lexapcroeHubrx cpeAcrB, r43 Hr.rx lto KareropullM pr.rcKa:

- 3 gnaqure-rrrnoro pracxa (6002);

- I cpe4Hero pucxa(20%o);
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- I yrr.repenaoro pucxa (20Yo).

@axru.recKlr opraH[3oBaHo 5 npoaepox; 3aBepllreHo 10 nponepox, s rotr qlrcre 8

[poBepoK, Harrarhrx u I xaaprane 2018 roaa, cpoK [poBeAeH]rrl KoropbD( npoAJIeH B cBt3I4

c npoBeAenr,reM gKcrreprl,I3bl oro6paxnrtx o6pa3IIoB JleKapcrBeunbrx cpeAcrB.

flo p*ynrrarau 2 rcnapraaa 2018 roaa npoBepeHo:

Crenenr pncra Koma.recrso npoBepoK

Korrlqecrso
B6I'BJIEHHbrx

HapyueHni

Cpe4aee KoJrrqecrBo

napyrtlenlrfi na 1

IIpoBepKy

3uaqurelrsuii 5 o.1. 12

Cpe4uuft 4 25 6

YvepeHnufi I 7 7

llpv $opruupoBaHr4r{ npr{Ka3oB r4cnoJrb3oBaHa $oprraa, onpeAenenrrat npr.rKa3oM

flprrar Mxnexououpa3BvrrLrr. Poccralr or 30.04.2009 Ns 141 (O peuwoar\trr4 rrorroxeHl,rfi
(Degepanrnoro 3aKoHa <O saqr.rre npaB IopLIALIqecKLIx JILIq fi rlHAr,rBr.rAyaJrbHLIx

npeAnpr.rHr{Mareneii npu ocyqecrBleHr,ru rocyAapcrBeHHoro KoHTpoJrr (ua4ropa) n
MyHr.rurrltrJrrHoro KoHTpoJrr> (saperucr:pnpoean MunacrepcrBoM rocrl,Iqul4 Poccuftcxofi
@e4epaquu 1 3.05.2009; perrrcrparlr4oHubrfi Ne I 39 I 5).

B css:r4 c BcryrrreHueM B cr{ny npr.rKa3a (De4epa.ruuoft cnyx6br e c$epe
3ApaBooxpaHeHrr or 09.11.2017 Il! 9438 <06 yreepx4enun Sopu npoBepoqHbrx rrr,rcroB
(cnlrcxoa KoHrpoJrbHbrx ronpocon), ucrroJrb3yeMbrx (De4epalurofi crryx6ofi no Ha,q3opy B

cabepe 3ApaBooxpaHeHrrr r.r ee reppuropr.rturbHLrMl,I oplaHaMr.r npu npoBeAenr4rl fiJrauoBbrx
[poBepoK [pra ocyn{ecrBJreHr.rx Se4epanrHoro HaA3opa s cQepe o6pallexur
JrexapcrBeaublx cpeAcrB> (saperracrpr,rposaH Mr4Hr,rcrepcrBoM rocrr.rqur{ Poccraficrofi
(De4epaqrara 25 tunapt 2018 r., perrrcrparruoHnHft Ns 49781) B nprKa3ax yKa3brBaJnrcb
peKBu3rrTbr [c[oJrb3yeMbrx npfi npoBepKe npoBepor{Hbrx Jrr,rcToB.

flpu nponegeH[n [poBepoK co6rroAeHbr ycranoBneHHbre npr.rKa3aMr,r cpoKr.r, B ToM
qr.rcJre npu r,tx [poAJreH[u. Koropoe o6ycroBneHo npoBeAenr.reM gKcleprr,r3br KaqecrBa
oro6panHux o6pa^:qon JreKapcrBeHHbrx cpeAcrB.

B parurax [poBepoK B rleJrrx 3Kcneprn3br oro6panrr o6pa-:qrr JreKapcrBeHHbrx
cpeAcrB 49 roproarrx HaIrMeHoBaHr4it 51 cepuu, B pe3yJrbrare racnrnasuft [oATBepxAeHo
coorBercrBr,re 37 :roprorrrx Har.rMeHoBaHr.ri'r 37 cepuit o6pa-rqoe ycraHoBneHubrM
Tpe6oBaHr.rqM, B orHorrreHnr4 12 roproBbrx HafiruenosaHlri l4 ceplrfi o6pa3rloB
lpoBoAtTcr r4crrbrTaHr{r.

Tuntr.{HsrNrr4 HapyfireHr.rrMr{, Koropble BburBJreHbr u orpaxeHhr B aKTax npoBepoK,
npoee.qduurrx Bo 2-M KBaprane 2018 noaa, qBrrlorcq o6sgarelrnlre .rpe6onanur,

raxpeu€narre:
1) upuxa:orr.r Mzuupouropra Poccuu or 14.06.2013 Ns 916:

- B AoJlxGocrnofi ltucrpyKql4l4 pyKoBoAI,ITeJUI opraHri3arll,Ir4 He 3aKpe[JreHa
orBercrBeHHocrr ra SapnrarleBTHr{ecKyro ctrcreMy KaqecrBa flpu [por,r3BoAcrBe
JreKapcTBeHHbrx cpeAcTB;
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- B [poqeAypax oT6opa npo6 He o[peAeJIeHbI anropl{TM6l no pa3AeJIeHLIrc

oroopaHHoro o6pa3rla Ha qacrr{, Mepbl flpeAocropoxHocrl4, Heo6xoAI,rMLIe IIprI
or6ope crepr,rJrbHbrx E BpeAHbIX BeulecrB, yCJIoBI,IJI xpaHeHEq npo6, npolleAypbl no
oqr.rcrKe u xpaneHr,rrc o6opy4onanur 4nr or6opa npo6;

- B AOCbe Ha CepUlO unn MaprlpyTHbrx JrI4cTax orcyTcTByer yKa3aHHe oo
oqr.rcrKe noueqenufi, o6opy.uonanr,rr ra pa6o.rux Mecr or npeglrgylqeft [poAyKIrI,IrI
I4 OCTaTKOB rleqarH6rX MaTepI4ZIJIOB;

- oTqeT rro aH€urr.r3y 3EQeKTr.rBHocTI{ Mepo[pI4tTI4H rro oT3LIBy npo,qyKrlr,rr4 He

oQoprr.r.nrercr;
2) nprara:ona Mrans4para Poccuu or 31.08.2016 Ns 646H:

- pyKoBo,qcTBoM opraHr43ar{ur,r He yTBepxAeHbr AoKyMeHTbr, B KoTopbrx
peruraMeHTr.rpyercr [oprAoK coBepueHrrq Aeftcreufi npu ocyrlecrBJreurlrl
[epeBo3Klr JreKapcTBeHHbrx cpeAcTB;

- He npeAcTaB.rreHo AoKyMeHTapHoe noATBeplKAeHr4e aHaJra3a u orIeHK[
BO3MOXHbTX prrCKOB IIpU [JraH[pOBaHrr[ nepeBO3KK JreKapCTBeHHbrX flpenapaToB;

- or.qeJrKa nolrerqensfi AJrr xpaHenl4t JleKapcrBesHblx npenaparoB cKJraAa

xpaHeHr4r rorogofi npoAyKrlr,ru (*ryrpenxue [oBepxHocrr{ creH, rroroJrKoa) He

Ao[ycKaer Bo3MoxHocrb npoBeAenr{r eraxHofi y6opwr r,r He r.rcKJrK)qaer

HaKOIIJIeHI,Te nbrJII,I, Ha nOBepXHOCTtX CTeH I4 nOTOJTKOB r,IMelOTCt TpeIqIrHbI [I
HepoBHocTr4;

- He npeAcTaBneHbr pe3yJrbTaTbr TeMnepaTypHoro KapTHpoBaHwr Ha ocHoBaHrrr.r

npoBeAeHHoro aHaJru3a r.r oqeHKrr pr.rcKoB Ha cKJraAe xpaHeH[r cy6crau4uia u
cKJraAe xpaHeHr.rq roToBor{ npoAyKrlr4r{.

Bo 2-rrl KBapraure 2018 roaa npoBeAeHbr 3 sHenraHonHx npoBeprn. OcnosaHr,reN.r

Ant npoBeAeHl4t BHennaHoBbrx npoBepoK rBJrrJrocb r4cTeqeHr4e cpoKa r{c[oJrHeHr.IJr paHee
BbI.UaHHOTO npeAnncaHr4r.

B peayrtrrare BHerrJraHoBbrx npoBepoK ycraHoBJreHo ycrpaHeur4e cy6texralru
o6paqenlrr JreKapcrBeHHbrx cpeAcrB napyrueur.rfi o6qsaremnrrx r:pe6onanufi, Koroprre
npeAcTaB[sloT pr4cK Anr KaqecTBa npoAyKtlxu :

Br,rsnreHHsre HapylrreHlls o6ssare:rrsrx rpe6onanufi r{actora nrrgsreHug

flpoee4eHnoe Kaprr.rpoBaHr4e cKJraIa He no3BoJuer BbnBr.rr; TeHIeHqr{u
r.r3MeHeHr.rr KJILIMarIrqecru{x flaptMerpoB B coorBercrBlrl{ c oqenxofi p}rcxos /
KapTrrpoBaHrre cKnaAa He 3aBeprrreHo

20,0Yo

He npose4exa arryanusa\ s. [poMbrrlneHHoro peruriMeHTa B coorBercrBun c
TCXHOJIOI}IqECKI.IM I]DOUECCOM

10,0 0/o

BussreHHsre napyureuur o6rsareluusx rpe6onaHufi rlac,rota esunreHr.rs

He npegcran:reuo AoKyMeHTapHoe noarBepxrefi ue orreHKr4 Bo3MoxHbD(
pr.lcKoB nprr nepeBo3Ke neKapcTBeHHbrx npe[apaToB

10,0%

O6sopsr rto KaqecrBy He coAepx€T 3ax;lo.reuufi no ycraHoBJreHr,rro reuAenqlrfi
u pexouen4aquit o Bo3MoxHocrll ynyqrnennr KaqecrBa npoAyKrlnu fl
npor.{3BoIcTBeHHOrO npoqeCCa

10,0 %
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B nporoxorax Bxoallofo KoHTporr cy6cranuufi orcyrcrByer yKa3anue

coorBercrByrouefi rlaconrn cy6crauqufi
t0,0%

B Ao:rxnocrrofi [HcrpyKI]I{Lr p}.(oBoArrrent opraHH3alrttu He nponucaua

oTBeTCTBeHHOCTb 3a (bapMaqeBTlrqecK)'Io ctcTeMy KarlecTBa flpu [poH3BoAcTBe

JIeKapcTBeHr{bD( cpeacTB

10,0 Yo

B nouerqenuu npocMorpa roroBofi npogyxqur :a6paxonanna.r [poA]'KIIIrt
HZXOAr,rrCt He B 3OHe C OrpaHnqenHLIM AOCTynOM

10,0%

He o6ecneqesrr ycJroBnr xpaHeum tf aprr.raqenruvecrnx cy6crauqufi c

I'CTEKIIII{M CDOKOM TO,IIHOCTII

10,0%

@apuaqeuruuecran crrcreMa (aqecrBa He o6ecnequnaer rapaHTr,IpoBtruHoe

[IepeMelqeHue reKapcrBeHHbD( npenapaToB Ha cKnaaKe xpaHeHltt cblpbg r'r

roronofi npoayKrlr.rlr

10,0 Vo

Pe:ynrrarur [poBepoK rcpr,rAr.rqecKlIM LI JI HITaMI4 He o6xaJroBanllcb.
B Mr,rHs4pan Poccrau B orHorIreHLIIr pe3ynbraroB gKcneprl43bl KaqecrBa

JreKapcrBeHHbrx cpeAcrB c yqeToM Tpe6oBaHI,Ift, ycraHoBJIeHHbIX HopMaTIrBHofi

AOKyMeHTarIUefi [por43BoAr,rTeJrefi (UerO4Ur, pacrreToB, yKa3aHHbrx pacxoAHblx
MarepHurJroB n np.) PocaApaBHaA3opoM HanpaBJreHo 2 zanpoca, Ha Koropbre nocrynHJrr,r
cooTBercrByrorq[e pa3srcHeHr,rr.

O perynsrarax npoBepoK Ha cafrTe Pocsgpanna4sopa (py6pr,rKa <<Jlexapcrneuuue
nr.rc6MD)) exeMecrr{Ho pa3MexlirJrr.rcbcpeAcrBa)/pa3AeJr <I4nSoprr,raquonHue

r.rH(popMarluoHHbre rrrrc6Ma.
Pa:rscHeuus or opraHoB npoKyparypbr, r.rHhrx rocyAapcrBeHHbrx opraHoB no

BonpocaM, cBr3aHHbrM c ocynlecrBJreHrieM yKa3aHnofi rocyAapcrBeHHofi Qyurqrara, n
PocsApasHaAsop He [ocryrrrrJrr,r.

Bcero eo 2 xrap'rale 2018 r. paccMorpeno 75 o6palleunfi rparr4au, B ToM qtEcJre

no Bo[pocaM, Kacarorlr.rMcr KaqecTBa JreKapcTBeHHbrx cpeAcTB - 45 o6parqenuft.

@edepwtonofi zocydapcmseHHwil Hadsop e cQepe o6par4eHun neKapcmoeH*btx
cpedcms nocpedcmsoM codnndeaun cyfubeKmuuu ofipaqetua nenapcmseutbtx
cpedcnN| ycmaHoq eHHbtx mpe6osatufi K yHu.tmoJtceHun neKapcmse $brx cpedcms

Bo 2-rrr KBapr€ure 2018 roaa rrrraHoM rrpoBepoK Pocr4panuagsopa rpeAycMorpeHo
npoBeAeHr,re 5 nranosrrx npoBepoK. <Daxruqecru opraHr{3oBaHo 5 nporepor.
Bo 2- ruaprane 2018 roaa 3aBeprxeHbr l0 nraHosrrx npoBepoK, B roM rrr.tcJre 8 nraHosHx
npoBepoK, Haqarbrx e 4 xraprale 2017 rorc, cpor flpoBeAenr.rs Koroprrx 6nr npoAl€n s
cBr3r.r c npoBeAeHr.reM 3Kcneprlr3br oro6paHHbrx o6paeqoa JreKapcrBeHHbrx cpeAcrB.

flpu nponegeHr,r[ npoBepoK co6moAeHbr ycraHoBJreuHbre npr.rKiBaMn cpoKrr.
flo pe ynrra, aM [poBepoK o$oprraleHsr arru. flo r.rroraM nJraHoBbrx npoBepoK no

AaHHoMy Br.rAy KoHTpoJrq Bo 2-M KBapraJre 2018 rola BbtAaHo I npegnucaulre.
Bo 2-nr KBapriIJIe 201 8 roga 6rtro nbrsereno 3 napyu eHt4a olt3a-reJrbHbrx

Tpe6oBarfifi, 3aKpeIrJIeHHbIX [ocraHoBreHuena flpanureJrbcrBa Poccr.rficxofi (De4epaqlrr.r

or 03.09.2010 Ns 674 <06 yrrepx.qeHlru npaBLIJI yHlrqroxeur,rrr ne4o6poravecrBeHHbrx
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JreKapcrBeHHbrx cpeAcrB, (parucu(puqtpoBaHHblx
ronrpa$arrnux JIeKapcrBeHHbIx cpeAcrB)) :

- yHLHToxeHlre uego6poravecrBeHHbrx
ocyulecrBJulerct opraHll3alluefi, ue uvenrqefi

JreKapcTBeHHbrx cpeAcTB g

JreKapcTBeHHbrx cpeAcrB
JTI{IICH3I,Irc HA AEqTCJIbHOCTb IIO

c6opy ucnonL3oBaHuK), o6eenpexunanxlo, Tpancrloprr.IpoBKe lI pa3MerlleHl o
orxo.{oB I - IV r;racca onacHocrlr;

- B aKTe o6 yuuvroxeur,rz JreKapcrBeuHhlx cpeAcrB He yK€BaHbI: Mecro
yHr.rqroxeHllt JreKapcrBeHHbrx cpeAcrB, HaIlMeHoBaHIle npoI,{3BoALITeJrfl

JreKapcrBexxhrx cpeAcTB, cBeAeHr,n o BJTaAeJIbI{e JIeKapcrBeHHhIx cpeAcrB, cnoco6
yH[qToxeHr4r neKapcTBeHHbrx cpeAcrB;

- arr o6 yHr4irroxeHxr,r JreKapcrBeHHbrx cpeAcrB I,IJII,I ero Konl4t, 3aBepeHH€vI B

ycraHoBJreHHoM noprAKe, B TeqeHue 5 pa6ovrax Anefi co AHr ero cocraBJreHl{r He

Ha[paBJrrercr B yrronHoMoqennufi opraH.

Bnemanogrre [poBepKn no AaHHoMy BI,IAy KoHTpont B orr{erHoM KBapraJre He

npoBoAr,U[4cE.
Pesynrrarrr [poBepoK ]opr.rAnqecKltMrl JII, IaMx He o6xaJloBaJlucb.
3aqsreHras u o6parqeuur rpaxAaH, coAepxaq[e cBe,4eHruI o Hapyluenr.r]I

cyobeKTaMr.r oopaqeHr.rr JreKapcrBeHHbrx cpeAcrB ycraHoBJIeHHLIx

yHr4qroxeHr{ro JreKapcrBeHHbrx cpeAcrB, Bo 2-M KBapraJre 2018 roaa s
He [ocTy[aJrr4.

rpe6oBaHr.rfi K

PocrgpanHa4sop

<Dedepazouotfi zocydapcmoeunwil uadtop e cQepe o6pat4enua neKapcrnneHubtx
cpedcme nocpedcmeon opeaHu3aquu u npoeedenun nposepoK cofinpdenun
cyf'oeruna.ma odpauqenua neKapcmneHHux cpedcme ycmaHosneuHotx mpefioeauuil t<

dotetunur,ecxunr uccredoaauusJtt neKarpcmaeHubx cpedcme, KIruHuqecKuru
ucatedo$aH un"rt ne Kapcmse H H bN npe napdmos

Bcero ga 2-ofi rcrapral 2018 ro4a no AaHHoMy BlrAy HaA3opa Pocs4paanageopona
npoBeAeHo 13 nponepor.

Coruacuo exefoAHoMy nJraHy KoHTpoJrbHo-Ha,q3opuLrx rrleponpuarr.rfi
Poc:ApasgaAsopa, Bo 2-rr,r xnaprar 2018 roaa no AaHHoMy Br.rAy HaA3opa npeAycMorpeHo
lpoBeAeHr,re 1 I nrtanosrx B6re3AHbrx [poBepoK, u3 Koropbrx $axu.recxu opraHr.r3oBauo
11 nporepox. Ha xoneq orqerHoro nepr.roAa 3aBeprrreHo 10 nranosHx Bbre3AHbrx

[poBepoK.
Bo 2-nr KBapr[rJre 2018 roaa npoBeAeHbr 3 sHenraHostre AoKyMeHrapHbre npoBepKr.r

B paMKax KoHTpoJrr no ucnoJrHeHr4ro paHee BhrAaHHbrx npe4nr.tcauni Pocs4panraAgopa.
flpr nponegenuu flpoBepox co6rroAeHbr ycraxoBJreHHbre [prlK€BaMr.r o [poBeAeHr,ru

u QeAepamHrrM 3ar(oHoAareJrbcrBoM cpoKr.r npoBeAeurrr [poBepoK.
llo pe3yJrbraraM KoHTponbHo-HaA3opHbrx rraepoupr,rrrr,rfi Pocs4pannagsopa

oSoprulenrr aKTbI fipoBepor. Hapyurenr.rq o6q:aremurrx rpe6onanlrfi a pavrcax AaHHoro
Brlqa HaA3opa ycraHoBJreHH s 7 npoBepeHH6rx opraHn3aqr.rrx, ocyulecrBmrotulrx
npoBeAeHl4e uluttu opraHu 3aIII4Io rrpoBeAeHr,rr AoKrr,rHr4qecKr.rx n Kjrr{Hr4qecKlrx
raccne4oaanr.rfi JreKapcrBeHHhrx npeflaparoB AJrr MeAr.rqnHcKoro [pr4MeHeHltt. llo
pe3yrrbraraM KoHrpoJrbuo-HaA3opHbrx naepoupnrrufi BbrAaHo 7 npennucauuit o6
ycrpaHeHr.rr{ BbrrBJreHHbx uapylrenraft, Bbrf,BJreHo 104 HapyueHr4r o6ssarersHrrx
rpe6onaulrft flpfi [poBeAeHLILI AoKJIHHI4qecKI,rx rrccJreAonanufi JreKapcrBeHnbrx cpeAcrB r.r
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Kjr[Hr4qecKr,rx nccneAoBaHl4fi JIeKapcTBeHHbIX flpe[apaToB N8 MeALIqLIHCKOTO

nprrMeHeutrt. Pesyruraru [poBepoK ropI,IAI,IqecKI,IMI.r Jrr{IIaMI'I He o6xaroeanlltcr,
Bo 2-na KBaprrure 2018 roaa paccMorpeHo 9 o6paulenr.rfi tpaxAaH, r.ra roroprrx n 2

o6parqernax coAepxanxcb cBeAeH[s o Bo3Mo)KHoM HapyureHllu oo.f,3areJlbHblx

I4 BO3MOXHOM rlplrquHeH[r4 BpeAa XI43HI{ I4 3AOpOBbIO fpa)KAaH,'rpe6onaHrai
yqacrByrorqux B KJrr,rHuqecKnx uccJreAoBaHurx. Marepuarbl AaHHbIx o6parqexrafi 6ulu

Pocsgpanxagsopa Anr perueHr.rr Bonpoca o
ueponpurrufi B paMKax KoMnereHrlrlx

c HenpaBoMepHbrMr AeucTBr4rMu
HaA3Opa B OTqeTHOM KBapTiUre He

BJracTH He nocryflajlo.
Bo 2-rra KBapr€rJre 201 8 roaa no AaHHoMy BriAy HaA3opa 6ruru BbnBJreHbr

HapyfireHlrr o6qraremHsrx rpe6oraxlrfi, ycraHoBJIeHHhIe @e4epanlublM 3aKoHoM or
14.04.2010 J\b 6l-O3 <06 o6parqeHr4r.r rreKapcrBeHHbx cpeAcrB) r{ pernaMeHrlrpyrorlr4e

AerreJrbHocrb oprannsaqnfi, ocyxlecrBnrlorqux npoBeAeHrie K;rlrHnqecrrx uccregonaxufi
neKapcrBeHHbrx npenaparoa (.uaree - MeAnuxHcxa, opraHn3auun) u/unu opraHu3auhp
rrpoBe.qeHm AoKJul Hr.rqecKr.rx lrccJreAoBaHufi rercapcrreHHbrx cpeAcrB x KJrr.rHaqecKr.rx

Hccre.qogaHr.rft JreKapcrBeHHLlx npenaparor (4anee - pa:pa6onraK nerapcrBeHHoro
npeflapara r,rJr14 ynoJrHoMoqeHHoe xM J.rr,rqo) IIo:

1. npore.qenr.to KJrHHHqecKux uccreAosanr.rfi JreKapcrBeHHhrx npeflaparoB:
- y MeAIrIII4HcxOfi OpraUrsaqu[ oTcyTcTByeT cBr.rAeTeJBcreo o6 aKrcpeA[Tarl]rr4 Ha

npaBo npoBeAeHrlr KJrr,rHuqecKr,rx riccJreAoBaHr4fr neKapcrBenHbrx npelaparoB Ant
Me.{ErlxHcKoro rrpu MeHeHrzr, BLrAaHHoe ynoJrHoMoqeHHbtM $e4epansnnrrr.r opraHoM
scflorHurerbHot BJracrr4, lu6o AerreJrbHocrb rro npoBeAeHrrro KJrr,rHr,IqecKlrx

uccre4onanuft ocyulecrBJrrercr no aApecaM o6lerron, He yKa3aHHLrx B

coorBercrByroqeM cBr{AereJncree o6 aKKpeAtrrarlrtr,r;
- pyroBoAr,rreJreM MeAaqnucr<oft oprauv3ar\prv He o6ecneqeHo cBoeBpeMeHnoe

Ha3Har{eHI4e I4ccJle,qoBareJlr/co-ttccle.qoeareJrefi, flpr,rHriMarou{r4x yqacrrle B npoBeAeHr4r4
KIIiHUqeCKOIO UCCJIeAOBaHT4T;

- pyKoBoAr.rreJreM MeAr.rqxncxofi opraHn3arlur,r B cpoK, He flpeBbrrrrarculxf rpex
pa6oqux .unefi co AHt Hatlana npoBeAeHr.rr K;u,rur4qecKoro uccJreAoBaHr4r JreKapcrBeHHoro
flpelapara AJU MeAr.rqr.rHcKoro npr,rMeneHax, He o6ecneqeno coo6rqenlre o6 srorra s
ynolHovovennltfi $e4epanrttrrfi opraH rcnolxr.rrenrnoft BJracrn, nrrgamur.ri
pa3perrreH[e Ha npoBeAenxe rar(oro [ccJreAoBaHr,rr, no ycranoBJreHHofi r.rM Soprr,re;

- B XOAe [pOBeAeHLu KJrI,IHr,rqeCKOfO [CCJreAOBaHI4r OTBeTCTBeHHbTM

I,IccJIeAoBareJIerr4/.{reHaNaI.r uccJleAoBareJlrcxofi xouagAu ge o6ecneqeHo o3HaKoMJreHI4e c
axryalrnoi nepcuefi 6poruropu r4ccJreAoBarer fl vr ApyrLlMllr Marepr.ruuraMr.r 3Toro
I,ICCJIEIOBAHI,I' ;

2. no opranu3allull npoBeAeHr4r KJrr.rHrrqecKr.rx ucclegonanuft JreKapcrBeHHblx
lpelapaToB AJI' MeAzIIT4HCKOTO rrpHMeHeHr,rr:

- pa:pa6orvuKoM neKapcrBeHHoro npelapara r.rJru ero ynorxoMoireuHbrM nurloM

nepe,(aHbr B TeppuropraEurbHbre opraHbr
rrpoBe.qeHr4r4 KoHTpoJIbHo-HaA3opHbIx

Pocr4panua4sopa.
Mepu nporypopcKoro pear[poBaHllt B cBt3n

Poc:4parxa4sopa rIpH ocyuIecrBJIeHI.tLI AaHHoro BLIAa

IID14MEH'JIfiCb.

3a or.rerHsrfi rrepuoA parrrcneHlrfi or $e4epan*rbrx opraHoB racnorurmertrnoft

AOnyrIeHo npoBeAeHrie Kj[rHr.FrecKrrx uccreAoBaHaE JreKapcrBeHHbrx npenaparoB Ant
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MeAZTILHCKOTO npr.rMeHeHlrr, B ToM qI4CJIe MeXAyHapOAHbIX MHOIOIIeHTpOBbIX,

MHOTOTIeHTpOBbTX 14 nocTperuIcTpaqnoHHblx, c HapyrxeHr,ItMl4 flpaBv Jr HaAJIe)KaIqefi

KJrnHr.rqecKofi rrpaKTuKn, yTBepxAeHHbx ynoJIHoMoqeHHhIM QeAepanbHbIM opraHoM
ITCIIOJIHlITEJIbHOI4 BJIACTI4.

- pa3pa6oTqHKoM JreKapcrBeHHoro npellapara vrlrvt ero ynoJIHoMoqeHHbIM JII{IIoM B

cpoK, He npeBbnrrauou1nfi nxru pa6ovux Asefi co AHt 3aBeplleHldt, [pI4ocraHoBJIeHLr{ LIJII,I

npeKpa leHnq (rr.rHur{ecKoro r4ccJIeAoBaHIrq neKapcrBeHHoro flperlapaTa AJI'
MeAHrIr.rHcKoro npr{MeHeHrds ne o6ecneqeno coo6qenze o6 erou B ylorHoMovennrrfi
(fe4epanrnrrfi opraH ucnoJrxr4 TeJrbHoi BJIacrLI, errAasrrrt,tfi pa3pellreHl4e Ha [poBeAeHI,Ie

TaKoro uccJreAoBaHrzr, rro ycraHoBJrennofi uu rfopiue;
- paspa6oruaroM neKapcrBeHnoro npenapara vrLr ero ynoJrHoMoqeHHbrM JrnIroM B

r4ccJle.qoBaHltr He o6ecne.IeHo coo6uleHl.Ie B

opraH ncnolnr.lreruroft Bracrr4 o cepbe3Hhrx
peaKllr{rx Ha nccneAyeMEre JreKapcTBeHHhre

npenaparbr.
3. no opranz3arrr4n npoBeAenuc AoKrr,rHr{qecKr4x [ccreAosauuft JreKapcrBeHHbrx

cpeAcTB Arc MeAr4rlr.rHcKoro [pr4MeHeHHt:
- pa:pa6orvnKoM JreKapcrBeHHoro npelapara r,IJrI{ ero ynoruoMo-qeHHbrM JrlrrroM

AonyueHo npoBeAeHne AoKJIIIHHqecKLIx [CCJIeAOBaH[rl

MeAr{rlr.rHcKoro npr,rMeHeHrur c Hapy[reHntura flpanun
JIEKAPCTBEHHbIX CPEACTB AJUI

HaAJrexaqefi ra6oparopHofi
[parTr,rKr.{, yrBepxAeHHbrx ynorHoMorreHubrM Qe4epallnlrna oprauoM rcnonrurerurofi
BJIACTI4;

- orBercrBeHHbrM r,IccJreAoBareJreM ne o6ecneqeno flpoBeAeHlre AoKJILIHLIqecKoro
r,tccreAoBaHr4q JreKapcTBeHHoro cpeAcTBa B cooTBeTcTBItI4 C yTBepXAeHHbIM IIpOTOKOJIOM

TaKoro rrccJle.loBaHllt/nttanou [ccJleaoBaHI'It.
Bo 2-ru KBapraJre 201 8 rola rro AaHHoMy BI'rAy HaA3opa BbltBJreHbI Hapyurenr'rt

o6rgarellnrrx rpe6oeaHtri, ycraHoBJIeHHbIe npI{Ka3oM Mr.rn:4paaa Poccul or 01.04.2016

Jrl! 200s <06 yrnepx4enul lpaBI4JI naAlexauefi xlunuqecrofi npaKTI'IKLI> (Aalee -

flpaoNla) B qacr.flx, peruIaMeHrlrpyrclrlvx:
L AeqrertHocrL JroK€urbHoro (nesanncuuoro) gru.IecKoro KoMrlrera MeAI'IqnHcKofi

opraHlt3aul{u:
- loxansnrrfi (ueranucnnaufi) ernuecxrfi KoMr{Ter He ocynlecrBnter AetreJlbHocrb B

coorBercrBr,ru c yrBepxAaeMbrMll HM craHAaprHbIMIt oflepaqrroHHblM[ fipol{eAypaMa, B

ToM qr.rcJre ne s norHofi Mepe ocyqecrBJuer cBoro Aeqrerbnocrr, nrn6o B MeAI,rqI4HcKoM

yrrpexAerruu He pa3pa6oragbr coorBercrByloulue craHAaprHble onepaqaoHulle

lporleAypbr, coAepxaurue rpe6oeannx K cocraBy r'r xeanu$nraqfifi qJIeHoB, cBeAentrt 06

)^{peAnreJre, [oprAoK opfaHrr3arlrru npoBeAeHrir zaceI.alluit KoMI4Tera, paccMoTpeHI'IJI

AOKyMeHTOB 14 npnP.',tr4s.Iro HHM perueuzfi;

- JroKaJrbHrrM (uesawrcuvrru) oruuecruu xoMllTeroM He o6ecneqeno

rauQopnrupoaaHr,re B rrncbMeHHoM Br4Ae r.rccJleAoBareJlt, opraHl43aropa KJII,IHI,rqecKoro

ItccJreAoBaHLIt o cBotrx pelreHl{tx, Kacalollll-{xct KJII{ Hl,IqecKoro uccJle.4oBaHltt, 1'I

npHquHax npHHJlrHg peureuufr ;

- JroKaJrbHbrM (xe:aeucuunu) srnuecxutrl KoMltreroM ne o6ecne-reH KoH'I-poJIb 3a

co6lrcAenueu grlrqecKux HopM flpfi npoBeAeHr,r[ KlrrrHnqecKoro l4ccJreAoBalrut ]i [paB
yqacrHrrKoB KJrr{Hr{qecKofo EccJIeAoBaH[t;

xoAe npoBeAeHls
ynOlUOtttOVennui
HenpeABI{AeHHbIX

KJII,IHI4IIECKOTO

QeAepfrrrbHbrr4
HCx(CJIATCJIbHbIX



20

- JIoKturbHhrM (ne:anucltnsw) snavecxuu KoMI,ITeroM npu nplrBreq ervl,z^ Arfl
npr,IHgrr4r peruenufi nnq, o6ra,qarourl4x cneqr{€ulbHblMll 3HaHI'IIMI'I B coorBercrByloq[x
o6nacrrx r,r He sBrtrotquxcr tureHaMrl KoMr.rrera, ne o6ecneqeno [oATBep)KAeIrle roro,
qro AaHHLre Jrr{rla He yqacrBoBiul[ B rIpeHLItx 14 ToJIOAaHIA KOMI'ITera;

- B cocraB JroKzulbuoro (nesanr'Icuvoro) erra'recroro KoMI'ITera BxoAIlT He

Aocraror{Hoe KoJlr4qec'rBo nuq, o6lagaroqllx Heo6xoA}tMbIM onblTou u xnaluSuxaquefi

Arfl gKCnepTHOfr OIIeHKI4 9TLIqeCKI4X aCneKTOB nJIaHI'IpyeMOrO KJIITHI{qeCKOFO

uccteaoBaHut.
2. oprauuzagwo pa6orbl I,IccJleAoBarers:

- B XOAe [pOBeAeHIrt KJI[Hr{qeCKOrO UCCJIeAOBaHIi' OTBeTCTBeHHbIM

I{ccJreAoBareJleru/qrenavu [ccJleAoBarenrcroi rouanAbl He o6ecne.{eHo [oJIHoe It

AOCTOBepHOe BeAeH[e AOKyMeHToB KJrLt Hr.rqec(oro I4ccJIeAoBaHI,tt, BKIIIoqat 3aTIHcH Ha

6yuaxnrrx, oJreKTpoHnbrx It liHbIX HocHTeJI.f,x, Koropbre o[[cblBax)T MeroAbI,

opfaHu3arlulo 14 (urv) pe3yJrETarEI KJII4HI{!IeCKOrO I{CCJIeAOBaHI';

- B XOAe [pOBeAeHI4r KII'IHUr{eCKOrO HCCJIeAOBaHI,I' OTBeTCTBeHHbIM

r,tccJIe.IIoBareJrelr/qlenavN nccJreaoBareJlrcxofi rouanArr ne o6ecneqeHo o3HaKoMJIeHI{e c

arryalruoft Bepcxefi 6pouroprr rlccneAoBareJlt, nporoKoJloM I,I ApyrI'IMI4 AoKyMeHTaMI-l E

AaHHbrMr4, I4MeIOqlrMr.r orHoIIIeHae K npoBeAeHI4IO KJILIHHqeCKO|O IICCJIeAOBaHI4';

- B XOAe IIpOBeAeHI,lt KJII4HEqeCKOFO I'TCCJIeAOBaHI{' OTBeTCTBeHHbIM

I{ccJreaoBareJreu/qlenalru uccJreAoBareJrrcxoi xovan.qbl He o6ecne.{eno coo6rlenlle
neqaueMy Bpaqy f{acrHuKa KJIIrHLIqecKoro I'IccJreAoBaHI'It o6 yuacrzu [ocJleAHero B
KJ[lH'IqecKoM r,IccJIe.qoBaHI.rx ;

- ne o6ecne.{ego xpaHeHue AoKyMeHToB :aaepur€nnlx KJItrHI4qec(I4x nccle4oeanrafi.

3. AesrenrnOcrr pa:pa6or.rllKa JIeKapCTBeHHOTo npenapaTa I{nq ynoJlHoMoqeHHoro

I,IM JII{qA IIO NPOBEAEHI,IIO KJII{HI{qECKI4X I'ICCICAOBAHIId :

- He ocyruecTBJreHo BHeApeHr4e r.r noArlepxaHue cr4cT€M o6ec[e-reHl,It LI KOHTpOJT'

KarIeCTBa IpOBOAI,IMIIX UCCleAOgaXufi B COOTBeTCTBIIII cO CTaHAapTHrIMI{

o[epaquoHHbIMI,I [poI]eAypiIMI4 opraHl'r3aTopa AaHHLIX UCCle.4Onanufi ;

- He o6ecneqeHa He3aBllcI4MtuI or MorIItropI'IHra oIIeHKa

rrpoBoAI4MbIx KJII4HuqecKI{x uccneAoBaH[fi npororoJly I'IccreAoBaHat'

o[epaq[oHublM npoueAypaM opraHl43aropa uccreAosaHllfi rr

COOTBCTCTBI,I'

craHAaprHbrM
TpeooBaHr{rM

3aKoHo,UaTeJlbcrga PoccNicroi (De4epaUur.r o6 o6pauleHl{I'I JIeKapcrBeHHbIx cpeAcTB

(ay4ur KJILIHI,IqecKoro uccreAoBaHI'ls);
- ne O6ecneqeHo npLrHtTI,Ie pelxeHlrt o6 O6pa-:OnauI,IH He3aBIicI.{MOrO KoMuTeTa IIo

JT9KapCTBSHHOTO npenapaTa, B ToM qaCJIe C IISJIbIO Bblpa6Orxu perOueHAaIIUfi o

rleJrecoo6pa3lrocrrr [poAoJrxeHHr, npeKpaxleHl.rt KJrI,IHuqecKoro ]IccreAoBaHr,lg HJILr

BHeceHHt n:ueHeunI B nporoKoJ]:

- He noJryqeHo noATBepxAeHrre Toro, qTo JroKaJrbHLIe (He3aBLICI'IMbIeJ 9TI,IqeCKI'Ie

KoMr4TeTtr MeASIILIHcKLIX Opraunraqnfi, B KoTopbIX [poBoAItJIIlcL KJILIH[qeCKI4e

r.rccJreAgBaHr4r, OpraHI43oBaHrr Ia geficrayoT B COoTBeTCTruu c fIpanUlaMI'I HaAJIeXaIqefi

x.[un[.{ecrofi npaKTI4Kn;

- IIpr{ ucnoJIs3oBaH[I{ 3neKTpOHHhIX CHCTeM AJI' paooTbl c AaHHbIMI{ KIUHXqeCKI'IX

MOHr.rropI,IHry
paccMorpeHxt

AaHHbrx 1].Jrfr oIIeHKH npoBoAHMOro

.rIaHHbIX IIO oe3OnacHocru vl

ruII4HrZqeCKOrO

o$$exrllrenocru
r.rccJIe.uoBaHr{r,

flccneAyeMoro

ucc:reAOsaHufi u (unn) sJIeKTpOHHbIx cI4CTeM yAaJIeHHOTO AOCTyna K yKa3aHHbIM AaHHbIM
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He yrBepx.qeHbr craHAaprHbre oneparll4oHHhle flpolleAypbl I,ICIIOJIb3OBAHI,I' .IIAHHbIX

sJreKTpOHHhrX clrcTeM, a raKxe He o6ecreqeHo noATBep)KIeHLre oyHKIII4oHI,IpoBaHI4JI
cr.rcTeMbr 3arrlr,rrbr AaHHLIX [poBo.{I,IMbIX KJII4HI{qECKI'IX IICCJIE.IIOBAHI,III.

npeAoTBparqarcqei HecasKIlLIoHI.rpoBaHHbIfi Aocry[ K AaHHbIM, B TOM qfiCJIe

locpeAcTBoM yTBepxAeHat cflLIcKa JIfiTL T4MeIO IITX AOCTyn K AaHHbrM KnItHnrreCKOrO

r{ccJreAoBaHr.rr c [paBoM BHeceHr.ts B Hr.Ix I,I3MeH e]f.ui Ll pe3epBHOrO KOnI4pOBaH[t

.uaHHbrx;
- ylojrHoMoqeHHbrMn JrlrllaMr.r pa3pa6orqr4Ka JreKapcrBeHHoro npefiapara He oblJlo

o6ecfleqeuo npoBeAeHne MoHr.rropr,rura r4ccJreAoBanr,tr B coorBercrBllll c rpe6oBaH[rML.l
3aKoHoAareJrbc:rsa Poccuicxofi (De,qepaqura o6 o6paueHll.I JIeKapcrBeHHhIx cpeAcrB, B

TOM qncJre B qacTr.r flpoBepKlr [paBLIJIbHocrLt, noJIHoTbI Ii cpoKoB perucTpall u AaHHbrx
KJIHHI,IqeCKOTO ACCJTeAOBaHI4t ;

- B xOAe OCyUIeCTBIeHI4q .qetTeJIbHOCTL IIO [pOBeAeHUrc KJIIIHLMeCKI'IX

[ccreAosaHui JreKapcrBeHHbrx npenaparoB He ycraHoBJIeHbI I{ pacnpeAeJleuhl npaBa,

o6r3anHocru rr orBercrBeHHocrb Bcex Jrr{q, yqacrByloulllx B npoBeAeHLII4 K.}IIrHI4qecKI{x

ucc:re.uosaHr.rfi, B ToM qLIcJIe He H€BHaqeHrr nr.rqa, o6la4arcurl4e neo6xoguurrurl
3HaH[rMrl u rnalx$nraqnefi,, Koropble oKatblBaror KoHcyiIbrarI'IBHyIo [oMoIrIb
r{ccneAoBaTeJrrM no BonpocaM MeAr.rquHcKoro xapaKTepa npfi npoBeAeHI,rI4 KjrrlHl4qecKttx

uccreaosaHltfr.
B xoAe npoBepoK pa3pa6orqr.rKoB JreKapcrBeHHErx npeflaparoBlaToB Llllr4

rpe6oeaunfi,
yTBepxAeHLIu

llopx4ra ocyu{ecrBJreHllt QapMaKonaA3opa) :

- B xoAe rrpoBeAeHrir KJrr,rHnirecKoro ucc.,'IeAoBaHLIt He o6ecne-reHo coo6rqenrie s

PocsApaeHaAsop o cepbe3Hbrx HenpeABuAeHHLrx HeIKeJIaTeJIbITLIX peaKIIntX, B TOM rtLrCJIe

JreTEUrbHbIX ulunu xuzueyfpoxarcqtax, Ha IIcCneAyeMbIe JIeKapcTBeHHbIe IlpeflapaTbl

qepe3 ABroMarl43t4poBaHHyro un$oprrlaqlloHHylo crlcreMy Pocs4parna4sopa llr6o no

elerrponnofi novre; 
rrc ,. uHr.rqec(oro rrcc,le- coo6rqeHae n- B XOAe [poBeAeHI{t KJIUHI'IqeCKOrO [CCJIeAOBaHI',It He OoecfleqeHo

pocs4paeHa4:op 14 noK€urbubrfi (He3aBracuruufi) srl4qecrufi KoMHTer naeAnIluncrofi

opraHr,r3all[[ o6 r.rnoft ran$opruarluu 11O 6e3O[acHOcTI4' KOTopaJ{ MoXeT I'I3MeHtTb oIIeHKy

cooTHoIIreHLIt noJlBa-pucK I4ccneAyeMofo fipenapaTa;

- B XOAe [pOBeAeHI4r ruII]rHI'IqeCKOrO I4CCJIeAOBaHI4' He o6ecneqeHo

[peAoCTaBJIeHIte B POCaApaBHaA3Op nepl{oAI4qeCKI'IX OTqSTOB 11O 6egonacnOCtn

r,rccJreAyeMoro/ paspa6artrnaeMoro npenapara.

Bo 2-v KBapraJre 2018 roaa no AaHHoMy Br{Ay HaA3Opa BbItBJIeHhI HapylIeHl4t

o6ssaTe6gltx rpe6onanni, ycTaHoBJIeHHbIe [pI'tKa3oM MI'rHr4pana Poccuu or 01.04.2016

Ns l99H <06 yrnepx4egull npaBIIJI HaAJlex(aqei na6oparopnoi [paKTI4KID) (Aalee -

llpanr.r,na) B qacrrx, perJraMeHTxpyrc Ir4x AerTeJlbHocrb pa3paborqlrKa JIeKapcTBeHHoro

cpeAcTBa vlvt yloJIHoMoqeHHoIo ItM JII4I{a, IIO [poBeAeHI'IIO AOKII'IHIItIeC(HX

ficcreAosanlrfi:
_ gara./cpor oKoHqaHr4r npoBeAeHHOrO AoKJruHr4qecKofo ficcreAoBaHuq He

coorBercrByer Aare/cpoxy tloI\nvcaHrrs pyKoBoAHTereM AoKJrI4HI4qecKoro I4ccJIeIoBaHI{t

3aKJIIOqr,rreJIbHOfO OTqera o flpoBeAeHHoM AOKJII4HI',IqeCKOM UCCJIeAOBaHI'ILI;

ynoJrHoMoqeHxblx r4Mu II4II BbrtBJIeHbI Hapyrxeultq o6sgarelrsrx
ycraHoBJIeHHbIe npI'IKa3oM Pocr4pannag:opa or 15.02'2017 },.Ib 1071 (06
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- [poToKoJI npoBoAI4MOrO AOKJILIHUqeCKOTO CCJIeAOBaHI,I',

pyKoBoArlTeJreM AoKJII{HI,IqeCKO|-O fiCCJIeAOBaHI,If,, He COAepXI4T

yrBepx,qeHHbrfi
r4HlpopMar{r4r,r o

nJraHr.rpyeMbrx Aarax HaqaJIa I4 3aBeplueH}tt AoKlrI4HI,IqecKoro uccJIeAoBaH[t;
- AOKJTT,THLIqeCKLTM HCCJIeAOBaHLI{M He npHCBaI4BarOTCt yHItK€UrbHbIe

uAeHTu QI{KaIIIiOHHbIe HOMepa;

- oTcyTcTByeT [oATBepx.4eHve BaJrv4ar\l4u KoMnbIoTepHbIx cI4cTeM, AcnoJlb3yeMblx

IIpn flpoBeAeHIrIt AoKJTL{HL{qeCKI4x I'ICCJIeAOBaHLTfi JIeKapCTBeHHbIX CpeACTB;

- B XOAe npoBeAeHru AoKJrnHr.IqecKIrx [ccneAoBaHllfi reKapcTBelrHbx cpeAcTB He

3aAOKyMeHTr.rpOBaHbr BCe 3Ta[br r{ Br4.{bI o6paqeHl,It recr-cltcTeM, o6pa3l{oB cpaBHeHltt,
o6pa3rloB, [po6, pacrBopurerert;

- B xoAe npoBeAeHI,IrI AoKJIt{HLIqecKLIx LIccJIeAoBanui nerapcrBeHHbrx cpeAcrB
orcyrcrByroT yTBepx,qeHnLle pyKoBoAI4TeJIeM

cTaHAapTHbre olepaul4oHHble fipolleAypbl,
ucnhrrareJrbHoit ta6oparopuu

loApooHo r,r [ocJreAoBaTeJrbHo

peDraMeHTr.rpyorque floptAoK npoBeAeHLIt AoKJILIHlrqecKoro nccJIeAoBaHI'tt;

- pyKoBoAr,rTeIeM AoKJII4HI4qeCKO|O fiCCJIeAOBaHI,It He yrBepX,IIeHbI tr3MeHeHr'Ic I,I

AO[OJrHeHr4r K nporoKoJly AoKJII.THLIqeCKOTO I-ICCJTeAOBaHI,I'

- oTcyTcTByeT noATBepx(AeHne Ha3HaqeHHr pyKoBoAr,rTeJIeM AoKJITIHI4qeCKOTO

r.IccJIeAoBaHxr r{ccreAosaretef , gaAeftcrnosaHHrrx B ero npoBeAeHllu, a raKxe
pacnpeAeJreHl,Ie o6sgaHHocrei ltexgy uuntu;

- B .qoKyMenTax AoKJTI{HI'tqecKlx nccle4oraultft orcyrcrByer yKa3aHue Ha

onpeAeJreHHblfi opranzaaropolr AoKII,tHuqecKoFo HccJIeAoBaHIlt cpoK xpaHeHLIJI

apxr.IBHhrx MaTepIluIJIOB TaKr,IX 14CCJIe.UOeaHl,tfi .

flo pesylrraral4 7 nraHosrrx Bbre3Aubrx npoBepoK, sanepur€unrtx so 2-Na KBapTEIJIe

2018 roaa, BbrAaHo 7 npegnucatufi o6 ycrpaneuur.r BbnBJreHHbrx Hapyurenr.rfi.

flo ucTeqeHfiro cpoKoB paHee BbrAaHHbrx npe.qnucanufi Pocr4pannaAaopa

npoBeAeHbr 3 sHerraHoerre .{oKyMeHTapHbre npoBepKlr, B pe3yJrbTaTe KoTopblx

yCTaHOBJTSHO ycTpaHeHxe Cy6r,exrauU o6paUeHLIq JIeKapcTBeHHbIx cpeAcTB napyurenral

o6sgarertnrrx rpe6oBaHl4ft .

B otflopovnot rt KoH mpon b Raqecm* a neKapcmaettblr cpedcms

Bn6opOunufi KoHTpOJIb KaqecTBa JIeKapCTBeHHbIX cpeACTB B COOTBSTCTBI'II4 c

@egeparrxnu 3aKoHoM ot 12.04.2010 Ns 61-@3 <06 o6paureHI'II'I JleKapcrBerrHblx

.p"4"r"o u rpr{Ka3oM Pocs4pannag:opa or 07.08.2015 J\l! 5539 BKrrroilaer s ce6s:

l) o6pa6orrcy cre4enufi, B o6s3arerbHoM nopqAKe rlpeAocraBJlqenaux cy6rexrarrau

o6pauleuur JreKapcTBeHHbrx cpeAcTB, o ceputx, napTr4rx JIeKapcTBeHHbIX CpeACTB,

aocrynarculnx B rpaxAaHcKl'Ifi o6opor n Pocctlficroi @eaepaquu;

2) or6op o6pa3lroB JIeKapcrBeHHhIx cpeAcrB y cyolexroB ooparuenl'rt

neKapcrBeHHbrx cpeAcrB B rreJux flpoBeAeHr.rr tlcnrrrasuft Ha coorBercrBne r:pe6onanuxt'r

HopMarr.rBHofi AoKyMeHTaqnI4;

3) npranrrr.re tro pe3ynbrar€M npoBeAenHbrx I{cIrbITaHI,Ii peuenlrr o AaJIbHeirreM

rpaxAaucKoM o6opore coorBercrB)'Iollero nexapcrBeHHoro cpeAcrBa;

4) npunxrue ynoJrHoMoqeHuurra $e4epa"irbHblM opraHoM ItcnoJIHI,ITeJIbHot BJracrI'I

peureHrr o [epeBoAe JreKapcrBeHHoro cpeAcrBa Ha flocepuiHblfi eu6opovnrrfi ronrpoll
KaqecTBa JreKapcTBeHHbIx cpeAcTB B cJlyqae noBTopHoro BbIflBJIeHItt HeCOOTBeTCTBIIfi
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KaqecTBa JIeKapcTBeHHOTO CpeACTBa yCTaHOBJIeHHbIM rpeooBaHmM u (IIpI'
Heo6xoAr,rMocrlr) o [poBepKe cy66eKTa o6paurenr.Ir nerapcrBenublx cpeAcrB.

Ha Aasnrrfi Br4A KoHTpoJIt He pacflpocrpaHtrorct noJIoxeHI,It @e4epansxoro

3aKoHa or 26.12.20Q8 J\b 294-03. B xoAe ocyqecrBneHr.rt norHoMottltfi no nn6opovnouy
KoHTponrc KaqecrBa neKapcrBeHHbIX cpeAcrB oSoplr.rneulle aKToB IrpoBepoK He

npeAycMarpuBaercq. Pesy.nrTarrt :zcnr,rcauuit JIeKapcrBeHHbIx cpeAcrB B paMKax

ru6opounoro KoHTpoJrr KaqecrBa JreKapcrBeHnbrx cpeAcrB oQoprrtnruorcx B BLIAe

sKcleprHbrx saxrro.{eHltfi. Sxcneprnoft oprann:aqtei nocrylaroulue o6pasqu
JreKapcrBeHHhrx cpeAcrB [poBeprrorcr Ha coorBercrrue rpe6onauu-rru Qaprr,raroneftnrru
crarbrM (focy,qapcrneuuar Qapuaxonex Poccuftcxofi @egepaqr'Ira) I,I B cJlyqae

orcyrcrBur Qapuaronefiurx crarefi - Ha coorBercrBne rpe6oaauurv nopuaruenoft

AoKyMeHTarIr4r4 upolt3BoAmerefi. Hopnaarunnar AoKyMeHTaII[t, ro roropofi
JreKapcrBeHnoe cpeAcrBo npoBeptJlocb rtpll BblnycKe u rpax4aucxafi o6opor,
yKa3hrBaercq B AeKJIapaI{I4tx o coorBercrnulr (cepruSurarax coorBercrBlul) - an"
JIeKapcTBeHHbrx flpe[apaToB AJIS MeAI,IqI,IHCKO|O flpr'IMeHeHllt, B npoToKonax aHa-IIv3a

(ncnuranuf) HJrt nacfloprax npousno4urelefr neKapcrBeHHbtx cpeAcrB - An{

$apnraqenrr.rvecxux cy6cranqufi .

3a 2-it KBapraJI 201 8 roaa a Pocs4panna.43op nocry[uJrl4 cBeAeHI'It or 406

opranusaqufi o Bbtflycre B rpaxAaHcKnfi o6opor 64741 cepuit JIeKapcTBeHHLIx cpeAcTB.

3a or.{erHHfi KBapruIJr Poc:4pannagsopou:

- [poBeAeH or6op 3881 o6pa:qoa neKapcrBeuHblx cpeAcrB;

- noATBepxAeHo coorBercrBne ycraHoBJreuHbrM tpe6onanraru K KaqecrBy B orHorIreHItI4

3588 o6parqoB JIeKapcrBeI{HbIx cpeAcrB;

- [pnHtTO 38 peureUui o6 uzrsruu L yHI,IqToXeHrln 28 ropronblx HaI,IMeHoBasuit 44

cepllil He.IIo6poKaqecrBeHHbIX neKapcrBeHHblx cpeAcrB;

- Ha nocep11ingfi err6opounsrfi ronrpoJrr nepeBeAeno 12 roprosux nauruesonaullfi

JIeKapcTBeHHbIX cpeAcrB;

- cHrTO C noceplrfiHoro Ou6opOuuorO KOHTpOnt 6 rOprOnrrX HaIIM9HOBaHI{I

JreKapcTBeHHbx cpeAcrB.

B cessu c MorrrBlrpoBa6ubrMrl o6ocHoBaHr.ItMu ercneptnoft opraHI43aIIurI' Ha 6a3e

roropofi npoBo,qcrct LrcnbITaHI'It neKapcrBeHH6IX cpeAcrB' r'I c yqeroM noloxegufi
rryHKTa 26 floptgxa ocyulecrBJreH[x uH6opounoro KoHTpoJrt KaqecrBa JreKapcrBeHHblx

CpeAcTB AIq MeAI4IInHSKOTO [pUMeHeHItt, yTBepxAeHHOfo [pItKa3oM PoCr4parna4SOpa

oi OZ.OA.ZOtS Ng 5539, Pocs4panua4sopoM 3a orqernbli KBapTEUI rpoArIeHLI Ha 30 AHefi

cporn npoBeAeHlrr r4clbrraH uft no 17 3aAaHntM Ha 36 o6pa3uoB JIeKapcrBeHHbIx cpeAcrB.

flo pesynrraraM npoBeAeHHbIx I4clblTaHuft o6pasUon JIeKapcrBeHHLIx cpeAcTB'

oTo6paHHblx B qeJltx nu6opovxoro KoHrpoJIt KaqecrBa' e Poc:4panna43op nocTyflaloT

[oJrOX[TeJIbHbIe LI oTpr{qaTeJIbHBIe sKCnepTHbIe 3aKJIK)qeHI'It. 3a Orqersrtfi nepuOA B

Pocs4panna4:op flocTynuJlo 3643 3Kc[epTHbIx 3aKIIoqeHI4t IIo pe3yJIbTaTaM

Bbr6opoquoro KoHTpont Kar{ecrBa JleKapcrBeHHbrx cpeAcrB.

llo pe3yJrbraraM r4cnbrraHufi noATBepxAeHo coorBercTBl4e ycraHoBJIeHHbIM

rpe6onannrn K KaqecrBy 3588 o6pa:qoB JreKapcrBeHHbIX cpeAcrB.

B cs.f,gu c noryr{eHr.reM :axlo.reHufi srcnepruofi opraHl43allw{ o HecoorBercrBl{I4

JreKapcTBeHHbrx cpeAcTB ycTaHOBJIeHHbIM rpe6OaaHuxlr K llx KaqecTBy
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PocagparnagsopoM rrpt,t]rrro 38 peurenrs o6 ugrsruu I4 yHl{qroxeHult 28 roprourx
Har4MeHoBaHLrit 44 cepuia ne4o6porauecrBenHblx JIeKapcrBeHHbIx cpeAcrB.

B csqsu c nocryrrJreHlreM B orqerHoM KBapriule gKclleprHblx gauroqennfi

OfEy (LIMIISyAOCMIb Pocsgpannagsopa o BburBJreHHoM HecoorBercrBxl,I KaqecrBa

I8 ToproBbrx nalrvenosaHlrft 26 cepufi JleKapcrBeHHbrx cpeAcrB rpe6onautru,
ycraHoBneHHbrM HopMarItBHoI4 goryrueurarllrefi npousno4urerefr (r.ro-aa

HeBocnpor,r3BoAr,rMocrn MeroAnK, ourz6ox B pacrlerHblx Qopuylax, orcyrcrBl,It
KoMMepqecKr.rx npeAJroxenui uo cran4aprnrru o6pasqaM, pacxoAublM Marepli€ulaM Ii
np., npeAycMorpeHubrx xoplraruanofi AoKyMeHTaIInet) Pocs4paeHaA3opoM Ha[paBJreHo

l8 aanpocor n Muur.qpar Poccuu o npeAocraBJleH[r4 pa3brcueHufi o Heo6xogtluocru
BHecenr4r r{gMeHerufi B HopMarxBHyro AoKyMeHTaIIruo [polr3Bogureneft (gepxarelefi
perucrpaquoHH;Ix yAocroBepexui).

Bo 2-ru KBapr€rJre 2018 roaa B cBr3r4 c [oiryileHl4eM l2-ru pazsrcxenlrft Mr.rusgpaea

Poccuu o neo6xo4uvrocrl,I BHeceHr.tt I,I3MeHeHLIfi r nopuau{BFyro AoKyMeHTaqI{Io
Poca4pannagsopou r,ru$oplruponaasr nporr3BoAI'ITeJII,I JIeKapcrBeHHhIX cpeAcrB
(4epxarenr.r perucrpaquoHHblx yAocroeepenufi) B aApec nponrno4ute.xeE
JreKapcrBeHnbrx cpeAcrB (qepxare.nefi pen,Icrpaql{onHblx yAocroBepexufi ).

BrrssreHHHe r 2-lr xraprane 2018 roAa HecoorBercrBl4t ycraHoBneHHbIM

rpe6onanuru K KarrecrBy IIo noKa3arertM paHxl4pylorct cneAyloqun o6pa:ou:

florca:are:n HecoorBercrBlrJl [orlt, Vo

Korr{'{ecrseHHoe onpeaeneH t{e

flocroponnue rrpllMecI4 20,8

flo4ruHuocrr l? 5

CneuutbrlqecKag aI(TLIBHocrb 8,3

Pacreopenue 6,3

flpouue 14,6

Bogruoxsr,re npuqr,rHhr o6parleHr4r ue,qo6poxavecTBeHHhlx JleKapcrBeHHblx

npelaparoB:
1. Hoprvrarr.rou€ul AoKyMeHTauI{t, coAepxa lat HeroqHEIe

flpeAycMarpl4Barcxl€u lIcIroJIb3oBaHI'Ie flpl4 I4CnhITaHUflX

orcyrcrBylorql4x B KoMMepqecrorra o6opore peaKtuBoB, craHAaproB;

2. llpone4enue ncIIbITaH[fi lerapcrrennslx CpeAcTB CJIyX6aMI4 KarIecTB€r

.rpo"atogtt"neft 6e: yr{era MeroAI4K' yrBepxAeHHblx npu rocyAapcrBeHHoi

per cTpallu[ rreKapcTBeHHbIX CpeACrB;

3. Heco6lrcaeHI,Ie rexHoJlofI4I{ flpoI'I3BoAcrBa JIeKapcrBeHHbIx cpeAcrB;

4. Hapylreur.re yclonrafi xpaHeHr4lr u TpaHcnopTr4poBKri reKapcTBeHHbIX CpeACTB.

B coo.rsercrsr.ru c @egepanbHbrM 3aKoHoM or 27 .12.2002lle I 84-O3 (n.2 cr.38) n

flpuraaola Poc:4panna4:opa or 07.08.2015 No 5539 e crryr{ae HecoorBercrBl'It

JreKapcTBeHHbIx cpeAcTB ycTaHoBJIeHHbIM T pe6ouaHuru [pOI,I3BoA[Tenfi u JII'Iqa'

BbrrroJrHsrq[Iqe $ynrqr.rr.r I,IHocTpaHHbIX npOrareo4urenei, O6t3aHbI paepa6orars

MCTOAI,IKI,I, OIIIIIOKI,I, E

JreKapcrBeHHLIX CpeACTB,



npofpaMMy Meponpr{rrl4ft no [peAorBpalqeHl o npuqr{HeHllrl BpeAa XI{3HLI u 3AOpOB6rO

tpaxAaH I,I peACTaBXTL ee AJI' COrJIaCOBaHLI' B POCaApaBHaA3Op.

Poc:4paanagropon HanpaBJreHbl flpeAnncaHlrt o npeAcraBJreHu]I Nrri
coruracoBaHur [porpaMM ueponpuxrufi rro Qarrarrr BhIfBJIeHHt a o6parqenzrl
ue4o6poxavecrBeHHblx neKapcrBeHHhrx cpeAcrB.

HeAocrarrn npeAcraBnreMbrx [pofpaMM, o6yclonranurrle orKa3 Pocsgpanna4sopa
B r4x corJracoBanvr t4 neo6xoAnrrtocu 4opa6orxu:

Sopuaruurrfi [oAXoA x ux pa:pa6orKe: orpaHllqennrrft nepeuenr ueponpmrr.rfi,
orcyTcTBl4e cpoKoB npoBeAeHrrt Meponplrtrl,Iu LI yKa3aHI4t orBercTBeHHbIX III4II;

orcyrcrBue KoMnJIeKcHoro [oAxoAa K oIIeHKe $axta BbItBJIeHnf,

Hego6poxavecrBeHHoFo JleKapcrBeHHoro cpeAcrBa (orcyr:craae I4cqepfiblBzlrcrqltx

Mep rro ycraHoBneHuro npuquHbl uecooraercraur);
He fiHurlrrt{pyeTc{ oT3tIB JIeKapcTBeHHbIX CpeACTB, He npEHI.{MaIOTCt peureHuc no
[peKparrleHrirc Aefic'reus 4ernapaqr.ri o coorBercrBl4l4 (cepru$Nrator
coorBercrBlu) t rraepu no oloBeuleHuro cy6lerror o6parqeuar JreKapcrBeHHhlx

cpeAcrB o Bo3Bpare rpoAyKqr4l,I.
B cssslr c BbltBJIeHI4ev so 2-N{ KBapr€IJIe 2018 roaa neAo6poxaqecrBeHHLtx

JreKapcrBeHHbrx cpeAcrB npoI43BoAI,ITeJItMr'I (opraxlrsaqrarvu, ocyulecrBJltrcqlrMll
ifynxqrau r.rHocrpaHHbrx npor{3BoAr.rreJreE lexapcroeuHblx cpeAcrB) IrHI4IlLIupoBaH or3LIB

3l cepuu 21 ropronoro HaI,IMeIroBaHut JlerapcrBeHHbtx cpeAcrB'

B cessu c noBTopHbrM BLItBJreHr4eM HecoorBercrBlrjl JleKapcrBeHHbrx cpeAcrB

yCTaHOBJIeHHrIU rpe6OranurM K LIX KaqeCTBy ua nocept'rfiUrrfi nrt6Opo'luui nourpOnr

nepeBeAeHo 12 ropronrrx HaI4MeHoBaHI'Ifi lexapcrnenHblx cpeAcrB'

Cnrro c nocepufinoro nrt6opouuoro KoHTpoJIt Kar{ecrBa

Har,rMeHoBaHHfi nexapcrueaHhlx cpeAcrB.

6 roproarrx

Ha ocHoeaHr.rfl nyHKTa 14 llopr4ra ocyUecTBneHuJI nu6opOvuoro KoHTpOJIt

KaqecTBa JIeKapcTBeHHbIX CpeACTB AJI' M€Al,lqr|HUI(U| u rrPrrn4el1sl1ll,lr J rltvP/I\l{wnlavr v

npHKa3oM Pocs4panna4sopa ot 07.08.2015 J,.l! 5539, s cBt3II c norIfIeHlIeM o6parqennfi
AJI' MeAr,rqr.rHcKoro flpHMeHeHI'It, yTBepxAeHHoro

rpaXAaH, KaCaIoUItrXct BO3M9XHLI; orrnonennf B KarIecTBe JIeKapCTBeHHbIX CpeACTB I{

Bo3HI,lKHoBeHIteMyrpo3blnpI4tIItHeHI,IgBpeAaXI43HI,I,3AopoBblorpOKAaH,
poc:4paana4aopoM Bo 2-u reaprale 2018 roaa osopnueuo 2 sa'la,I1.us Ha [poBeAeH[e

nrr6opouxoro KoHTpoJrr KaqecrBa B orHoIueHLIu 3 roprontrx HaLIMeHoBaHI'tfi 6 cepuit'

JTeKapCTBeHHLIX cpeAcTB. flo Aannrrna 33pLap1usr r 2-ru rnaprale 2018 rO4a Saxr1rveCrul

ocyqecrBneH or6op 2 ToproBbrx HatlMeHoBaHflil 4 cepuit JIeKapcrBeHHbIx cpeAcrB' B

Hacrotlqee BpeMt Itc[bITaH[t no oro6panuuu o6paruau He 3aBeplxeHbl'

Huifoprr,rarlux o npr,rH'Tbrx peueHr4sx p€BMerrleHa na caftre Pocs.qpanuagsopa

(py6pr.rxa (JIeKapcrBeHHbre cpeAcrBO) I pazpet <I{utfOprr,raur,roHHhle II]ICbMa))).

Ilpaeonpr*reH[Tefl bHaq npaKTI|Ka COOJ|IoAeH|Iq OoqSareJIrHsIx rpe6Oeann[

@edepanuuwil zocydapcmeeuuutfi uadsop e cQepe o6paqenua
reKapcmaeHH btx cPeoc ma
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flpurarov Poc:4panna.qaopa or 27.04.2017 Ng 4043 yrBep)KAeH llepe'renr
npaBoBbrx aKToB r.r Ex orAeJIbHbIx qacTefi (nonoxenr.ri), coAepxaull4x o6rsarelrsrre
'rpe6ooanux, co6mo4enue Koropblx oqeHv Baercq npu npoBeAeHIiI,I Mepoflpl{truft no
KoHTpoJrlo B paMKax orAerbHoro BH.ua rocyAapcrBeHHoro KoHTpoJIfl (Ha.uropa).

B csssu c BcrynneHr,reM B clrny nplrKiBa @e4epanurofi clyx6tr n clpepe

3ApaBooxpaHenus or 09.11.2017 J\! 9438 (06 yrBepxAeHl,r[ (popu nponepor{Hblx rrl'IcroB
(cnucxor KoHTporrbublx aonpocon), ucnoJlb3yeMblx @e4epalrnofi cnyx6ofi no Han3opy B

B CQepe oopaqeHr,rrr
rocrr.rur4u Poccr.rfi cxofi

npnKa3ax yKa3brBaroTct

crfepe rgpanooxpanenrir r.r ee reppuropr{€rJrbHbrMla oprauaMl4 npl{ npoBeAeHItLI IrJIaHoBbIx

npoBepoK npr4 ocyulecrBJrer{uu QeAepaJlbHofo HaA3opa

neKapcrBeHHbIX cpeAcrB> (saperncrpuposaH MI'IHI4crepcrBoM

@e4epaqur.r 25 xusapx 2018 r., perl{crpalrrioHunfi },lb 49781) r
peKBH3I,ITbI r,IClOJrb3yeMblX IIpI:I [pOBepKe npoBepor{HLIX JrHcToB.

Perouen.qyevue Pocs4panna4eopom Mephr Iro o6ecne.reH[Io KaqecrBa

JreKapcrBeuHbrx flpenaparoB, BBoAI4MrIX B tpaxAaxcKt4 fi o6opor:
. paspa6orxa AeicrseHHoft nporpaurrtr nreponpuxrNi, c oflpeAeneHl4eM cpoKoB I'I

orBercrBeHHbrx Jrrlrr, nossorqrcuefi s 6y4yIuev HcKrtoql4Tb lonropHslfi BbInycK

JreKapcrBeHHbrx cpeAcrB, He coorBercrB)'Iou{lrx ycTaHoBJIeHHEIM TpeooBaHI'l.sM K

KaqecrBy;
. o6yteuue nepcoHaJra airropnrMy Aeftcrgnft flpr4 BbrrBJlenltl ue4o6pora.recrBeHHbrx

JreKapcTBeHHbIX cpeAcTB I4 BO3HIIKHOBeHI,IH HeCTaHAapTHhIX CI{TyaIIUI.

B qelrx flpeAynpe)KAeHwl HapyureHufi ropu4nvecKnMr'I JII{I{aMr'r o6ggatellnrrx
rpe6oaaur.rfi, ycTpaHeHLIt npI4qItH, $arropon n yclonufi, cnoco6crsyrculrx HapyueHlrqM

o6xgarellnux rpe6onaHIaft Poc:4panHa4:op, ocyuIecTBJIseT Meporpl4tTl4t IIo

npoSnnarrr.rre uapyrueurnfi o6sgarellsrtx rpe6orauraft B cooTBeTcTBI'Iu c exeroAHo

yrBep)KAaeMoft nporpavrraofi npoQr'rnaxrt'rxu HapyureHl'I[.

B qensx npooularruru napyureHufi o6qgatelrHHx 'rpe6oaaHnfi npu npoBeAeHI'II{

.[oKJrr.rHnqecKux r.r KJrr4xlrqecKltx lccreAosauufi PocsApasgaAgopoM ocyqecTBJlterct

Nnsopunponanue IopI,IAltqecKLIx JIIIq nO BOnpoCaM cO6nrOAeHI'rt o6cgarelrHlrx

Tpe6oBaHu[ IIocpeAcTBOM opraHH3aUI4It u yqaCTHt B Kog(pepeHql4tx I'I CeMI4HapaX'

[ocBtrqeHgbrM BO[pocaM npoBeAeHr.rr AoKJrr4HIlqecK[x I,I KJrI'IHI,IqeC(UX I4CCJIeAOSaP'l0.ia

neKapcTBeHHbIx IIpenapaTOB AIs MeALIIII4HCKoTO npl4MeHenr'rr, c o6CyXgeHI'leM TI4II'II{HbIX

napyurexl.rfi, BbItBJIteMbIx B xoAe IIpoBeAeHI4t IIpOBepoK. B orqernolr,1 [epIrOAe $6IJIO

[pr4HrTo yqacTfie s 1 reN{aT z.Ieqcoft ron(pepeHqlt[ c AoKJIaAoM' a raKxe yqacTl'Ie B

KpymoM cToJre, a TaKXe [poBeAeHo 3aceAaHr,re pa6oueft lpynflEr Poco4panua4:opa flo

noupocan co6rroAeHr.u cy6beKraMr4 o6pauleuur JIeKapcrBeHHbIx cpeAcrB o6qgarelrurx
1pe6Oaanprfi npn [poBeAeH[I,I KJILIHI,IqeCKIIX HcCJIeAoBaH[fi IeKapCTBeHHbIX [penapaToB.

Ha o$uquaaHrou caftre Poc:Apaana.qsopa ex(eKBapTaJrbHo pa3MeularoTct cBe,ueH[t

o pe3ynbrarax npoBeAeHHbIx KoHTpoJIbHo-HaA3opHbIx llepoupurrltfi .

b. Bat6opounati KoHmponbKaqecmna reKapcmaetTHbtx cpedcme

3rcneprHoi opranu:aquefi B paMKax nu6opo.rnoro KoHTpoJUI KaqecTBa

nggTynarctr1ue O6pa3IIhI IeKapCTBeHHhIX cpeACTB npOBeptIoTCt Ha cooTBeTcTBI'Ie

rpe6orannrrr,r $aprraaxoneiuErM crarbrM (focy.qapcrrennaa $aprraaroneq Poccuficrofi
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lDe4epauzu) H B cryqae orcyrcrBr.rlr Qapnaaronefiurrx crarei - Ha coorBercrBlle
rpe6oaanuxu nopruarueHofi AoKyMeHTauI{r.r npousno4urelefi .

Hoprr.raruenar Ao(yMeHTaqna, no xoropofi nerapcrBeHHoe cpe.qcrBo rlpoBeptnocE
rrpr{ BbrnycKe B rpaxAaHcKafi o6opor yK€BbrBaerct B AexJrapaqutx o coorBercrBlrr4
(ceprnQr.rxarax coorBercrBr.rJl) - aff JIeKapcrBeHHbIx npefiaparoB AJII MeAI,IIII4HcKoro

rrprrMereHr,rr, B rrporoKorax anaruga (r.rcnuranr.rft) LIJIII nacfloprax flpolr3BoAuteleft
JreKapcrBeuulrx cpeAcrB - gnr (f aprraaqeBrr{qecKllx cy6crauqufi.

Pexoueugyeurre Pocrgpannagsoponr Mepbr tro o6ecneqenruo KaqecrBa
JreKapcrBeHHbrx npe[aparoB, BBoAr.IMbIx B fpaxAaHcKllfi o6opor:
. nepecMorp HopMarr.rBHofi 4orylaenraqr,tu npol43Bo Avre t, xar poccuficxoro, TaK H

I,IHOCTpaHHOTO, C TIeJIIIO BlItBJIeHtat BO3MOXHrIX HeAOCTaTKOB UOpIrAarUrnOfi

AoKyMeHTarIr4a (one.rarox, uerouuocrei MeroAlrxlr, HeBoclpon3BoAxMocrll
MeroAnKr.r, HaJrvrtvu craHAaprHbrx o6pasuoa, Koroprle He npou3BoA.f,rcr ra 4p.);
[c[oJrr,3oBrrHr{e o6rqenpr.lurrErx MeroAoB aHarvaa (rpe6oeaulrft locy4apcreeunoft
lDapnaaroner.r) npu pa:pa6orKe HopMarLIBHo[ 4orytrenraqull AJII BBeAeHI{rI n o6opor
HoBsrx JreKapcrBeHHbIX flpenaparon (nepnrlvuax perucrpalrlra, IGMeHeHHUUI

TexHoJrorr4r H np.); Hg6eraHLIe MeroAIrK, Korop;Ie BbI3oByr cJIot(HocrI,I npu r,rx

Bocnpor43BeAetvm B paMKax rocyAapcrBeHHoro KoHTpoJIt npr'r o6parqeHlll'I B

rpaxAaHcxoM o6opore, a raK)r(e :ra6oparopnoro o6opyAoranzr, He BKJrK)qeHHoro B

peecrp cpeAcrB usuepenufi, I{ peaKTI'IBoB, craHAaproB, Koropble He BbllrycKarorct

Anq KoMMepqecKoro uc[oJrb3oBaHl{{ u flp.
. ne$oplaa:rrnrri noAxoA K rrpoBeAeHnrc paccJreAoBanuft npnuuu Bo3HI'rKHoBeHI4t

orrutoxeHltfi B KaqecrBe;
. pa:pa6orxa AefcrBegHofi nporpannarr rueponpuxrufi, c onpeAeJIeHI4eM cpoKoB I'l

oTBeTcTBeHHbIx n[q, no3Bolsroqei e 6ygyrUeu flcKJIIOqIITb nOrropnlrfi BbI[yCK

JreKapcTBeHHbIx cpeACTB, He cooTBeTcTByIoUuX yCTaHoBneHHbIv rpe6onau1uv r
KaqecrBy;

. o6yvenue flepcoHuura aJroprirMy AeficrBLIi nplr BIISBJIeHI'II'I HeAoopoKaqecrBeHHhlx

JreKapcTBeHHblx cpeAcTB I,I BO3HI{KHOBeHIII'I HeCTaHAapTHbIX ClrTyaq[fr '

Bnq rconrpo.lrfl - rocyAapcreeHHsrft KOHTpOJIb 3a O6paueHIIeM MeAlqI{HcKIrx

nrAe"rufi
B cooTBercrBr4n c oeAeparbHbrM 3aKoHoM Poccr.rftcrofi (De,qepaqru

or 26.12.2008 Ns 294-O3 <<O sarqllre npaB rcpr.rAr,rrrecKr,rx JII'Iq 14 LIHAI{BlIAyarIsHbrx

npeAflpr.rHr.rMareJref npn ocyuecrBJreHr.rn rocyAapcrBeHHoro Kol{Tpont (HaA3opa) u

MyHr4qr4[€ulbHoro KoHTpoJIt) npoBoAuJII4Cb nIaHoBbIe I{ BHeIIJIaHOBbIe npoBepKl{ B

paMKax roCyAapcTBeHHorO KoHTpoJIt 3a O6paIIeHI.reM MeAI'uII4HcKI4x uzp:etuit B

orHo[reHHI4 Cy6texron o6paueHlrt MeaHut4HcKttx ulIienu :

-aIITeqHbIeop|aHI43auI4H'MeAI,IIIHHcKHeopFaHI{3aIIn,I,[poI,I3BoAI{TeJIH
MEAI,IUI,THCKNX HSAEIT[.

B coorsercrsl,Iu c nucbMoM (De4epanrnofi cnyx6bl r c$epe 3ApaBooxpaHeHl{t oT

01.02.2018 Ns 0ll4-230l18 <06 or6ope o6pa3IIoB MSAqIILIH9KI4; utAetuit B paMKax

npoBeAegur rocyAapcrBeHHoro KoHrpoJrx sa o6paqenxeM MeAItqI{HcKI'lx I43AeJIufi s 2018

roAy)) npu ueo6xogl,tMocrl B xoAe npoBepoK ocyulecrBntrlcr or6op o6pasuoa

MeAr4Ur4HcKaX uspie6uia AJII rtpoBeAeHa.t 3KcflepTI.I3bI KarIecTBa, etptperrraauocTll Il



6egonacsocru B paMrax rocyAapcrBeHuoro KoHrpoJrr :a o6pauleHrdeM MeAr4ur.racKlrx
v3neJr4t4.

B xoAe ocyu{ecrBtreaut rocyAapcrBeHHoro KoHTpoJrr 3a

MeAuIlr4HcKItx us4enufi B MeAr,rrIr4HcKHX opraHr,r3al{r4cx BbItBJItJIItcb
oopauleHEeM

Tr,rflaqHbre HapyrxeHr.rr :

- xpaueHne a npLlMeHeHLre MeAr4rlr,rucKr.rx zs4enufi c [creKrrliM cpoKoM roAuocrr,r;
- pr.rMeHeHr4e He3aperurcrpr,rpoBaHHbrx MeA[rlr,rHcKr,rx nsAerr.rfi (ue ltuenrqrx

perucrparlr4oHHoro yAocroBepeHr{r, noAnexaq[x rocyAapcrBeHnoft perr.rcrpaqvr.r);
- npr,rMeHeHne MeAr4rIuHcKux uz4er'uit, o6pauqenve Koropbrx orpaHrrrreHo Ha

ocHoBaHr.ru nucena Qegepa.nuroi cryx6bl no HaA3opy u clpepe 3ApaBooxpanealrt;
- gxcflJryararlur MeAnqr.lHcrrx ugAenrfi (npra6opon, annaparoB. o6opyAonanux) c

HapyrueHr4eM Tpe6oBaHr4i sKclJryararlHoHHoft AoKyMeHTAT\ILL;

- HecBoeBpeMeHHoe (c HapylreHLIeM noloxenlft rexnuqecrofi AoKyMeHTaII[I4
rrporr3BoAI,ITeJIx) rexnuvecxoe o6cJryx[BaHr'te MeAIaIIltHcKr4x u3nelwtn;

- Heco6nroAeH[e MeTpoJrorlrqecKoro o6ecueqeHr.rr Me.qxr{r4HcKnx us4erufi r
COOTBeTCTBLII4 C TexHLIqecKoi AOxyrraenraqraefi npOuaroAuTent (Heco6JIK)AeHI'Ie rpaQura

[ep[oAIrqecKLIX nOBepoK);

- oTcyTcTB[e Heo6xoAr.rMoft rcaalu$r.rraquu y Jrr4rl, ocyuIecTBJItIOqrIx TexHI'IqecKoe

o6crryxuranlre MeAI4IIIIHcKI'Ir ra:.relwll;
- necoo6qenue o se6larorpurrTHLrx co6blTl.Itx, cBt3aHHblx c [pI{MeHeH[eM

MeALIqfl HcKI4x fisAerlafi , B PocaApaBHaA3op B ycraHoBJIeHHbIe cpoKI'I;

- HapyueH[e rpe6oeanuft x MeALqI'IHcKI'IM opraHI{3aIIutM' npoBoArurl'IM

KJIIlHT{qecKI4e ncnllTaHtt MeAIlIII4HcKnx I.{3AeJIufi' or(JIoHeHI4e or npofpaMMbl

Kjrr4Hr4qecKr{x llcnblTaHfii, HapyIxeHI'Ie BeAeHIt{ u xpaEeH[t AoKyMeHTauI'rI4 IIo

KJII,IHI,IqECKI4M I,ICNbITAHI'I'M MEAI'IqITHCKI4X II3EE lI'

B anr:eqgrrx opraHn3arlnqx npoBeptlolqllMlt BbIf,BJItJItlcb cJIeAyIouIHe TItnIlqHbIe

HapyIxeHI'Is:
.xpaHeHl'eupeaJll,I3aqu'He3aperuIcTpI4poBaIIHbIxMeAI{qI4Hc(llxna4errnft(6es

penrcTpaqrroHHoro yAocTonepenr.rr), MeAI,IqUHCKI'IX l,1r3Ile!r],1.i4, o6paqeHr',Ie KoTOpEIX

orpaHr4r{eHo Ha ocHoBaHIiLI IrIceM @eAepa-nrnofi clyx6lr 1ro HaA3opy n ctpepe

3ApaBOOXpaHeHHt.

B xo4e IrPoBePoK YcraHoBreHo' qro npor{3BOAItreJItMI4 MeAUqr{HcKI'rx It3AeJII{U

cneAyroIune

AOnycKaJII4Cb TI{nI',IrIHLIe HapyflreHwl:

- peaJIn3aIII4t HeAo6poKaqecrBeHHoi fipoAyKqllu;

- secoo6uesue o ne6naroflprItrHhlx co6rtruxx, cBt3aHHbIx c [pI'IMeHeHI{eM

MeAIiuxHcKr'IX uzaettuit, n Pocagpaeua43op B ycrarroBneHnble cpoKn'

flpuuxrlre Mepbl no pe3ynbraraM flpoBepor:

- BbIAaHbI rIpeAnI'IcaHr'It o6 ycrpaueuul'I B6ItBJIeHHbIX HapylreHlrl4;

-cocTaBJIeHbInpoToKoJIbI06aAMI4HI,IcTpaTItBHbIx[paBoHapyueHl4fx'BToMqI,IcJIe
B CB.[3r,r c HeBhIIoJIHeHI{eM B CpoK 3aKOHHO|O npeAnl4caHut Ha'43OpHOrO OpraHa;

-BbIAaHblnp.4",u*"""xo6ycrparreHl,InnpI4iII'HI,IycJloBt,fi'cfloco6cTBoBaBllIux
coBepIIreH[IO aIMUHI'ICTpaTUBHO|O npaBoHapyrreHl4t;

- BhIAaHbI rlpeAocrepexeHnf, o HeAonycrlrMocrl4 Hapylxeuuq o6sgaterlnHx

r:pe6oraHtli.
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