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Pemalreur B3al4Mo.{eficrnus yqacrHr4KoB peanr43arryu nporpaMMnr o6ecneqeHl4.{
ueodxo4rzMblMl4 JIeKapcrBeHHbrMr4 npe[aparaMr4, orrlycKaeMbrMl4 rro peqerrraM Bpar{a

(Serir4urepa) npH oKa3aHI,IH SecurarHoft ueArzr{uHcxofi noMorrlr4 orAeJrbHbrM Kareropr4rM
rpaxAaH, I4MerorIdI,IX npaBo Ha nolyqeHne rocyAapcrsenHofr cour4anbHofi nououkr, 14 bre

orKa3aBllrvrxcfl, or [oryrlenr4fl, Ha6opa corlu€LnbHbrx ycnyf, B ropoAe Se4epanrHoro
3Har{eHl,rf, C eeacrouore

O6ruue rroJrolneHnrr

1 .1 . Hacronu{zft perJlaMeHr (gariee - Perrauenr) pasp aSorau Bo i4cnoJrner-rue
PacnopxNeHufl. llpannrenbcrBa Cenacronolx or 3I.12.2014 Ns 5BB(06 opraHI,I3aIIIaI{ Ae.flTenbHocrr4 rro o6ecne.renraro orAenbHbrx xareropafi rpa}r{Aarr
neKapcrBeHHblMrr npelaparaMr4 Anf MeAT4TIHHCKO|O [pr4MeHeHr4.s ro peqelraM Ha
neKapcrBeHHble npenaparbl, MeAr4rIr4HCKr4MH r43AeJrH.rrMr4 no peuenraM r{a MeAr4uaHcKHe
r434elrvrfl, a raKxe cneqHaJIIz3HpoBaHHbrMtr [po,qyKTaMn leqednoro rrHTaHr4r g.nn Aerefi-
uHBaJrv\on> (nuecre c <lIoJIolI{eHI4ev o6 opraHr43arJvrr4 AeflTeJlbHocrr4 no o6ecnerreHaro
orAeJIbHbIX rareropufr rpall{AaH neKapcrBeHHbrMrzr [pe[aparaMa Arrfl MeAHTIlrHcKoro
npl{MeHeHus.I7O peqeIITaM Ha neKapcTBeHHbie [peilapaTbr, MeAr4rIr4HCKr4Mr4 r43AeJrr,irrMr4 rro
pel{enTaM HA MeAI'IqLIHCKI4e ]r./'3ilelMfl, a TaKXe AneL\uanU3I4pOBaHHbrMI,I npOAyKTaMr4
rie're6Horo rrvraur4fi Anfl 4erefi-auBanr4AoB Ha Teppr4Toptrr4 ropola Se4epzurtHoro
3Har'IeHI.{-f, Ceeacronolx>>), rocraHoBnelvrfl llpanrzrelbcrB?. CeeacronoJrr or 17.03.2015
N 182-nil <O5 yrnepx.qeHl4rl noJloxeHufl, o [enaprair,reHre 3rpaBooxpaHeHr4fl fopoAa
CeBacronoJlt)), rocraHoBJreHr.reM llpanra:renbcrBa Cenacronolx or 26.03.2018
J\e 178-|In <06 yrnepx(reHl4l4 rlopflAKa pacxoAoBanvrr, cy6neuqran, rpeAocrasrse\4oft ras

Se4epanrHoro 6rc4xtera 6ro4xery ropora Cenacron orrfl, rra SraHanconoe odecneqer{r4e
oKa3aHlr-fi orAeJIbHbIM Kareropl4sM rpaxAaH corlualruofi ycJryra rro o6ecne.reHaro
neKapcrBeHHbIMI4 fipenaparaMr4 Arrfl MeAHUHHCnO|O rrplrMeHeHl4rr IIo perdenraM r].a
neKapcrBeHHble [pelaparbl, MeAr4rIHHCKrrMr4 r43Aenr4rMr4 rro perdenraM Ha Me.{uqr4HcKr,re
vr34elrLIfl, a TaKx{e cnequuLJIH3I4poBaIlHbIMI4 npoAyKTaMr{ le.le6go|o rrr4TaHr4fl AIIfl. Aerefr-
I{HBanI4AoB>), rocraHoBJleHi4eu llpannreJrbcrBa CeBacronoJrr or 26.03.2018 J\b 179-nI1(06 yrBepxreHI4l{ llopx4ra pacxoAoB aHvrfl. Hr-roro uerx6ro4x<erHoro rpaHc$epra,
npeAocraBr.fieMoro I{3 Se4epanrHoro 6n4xrera 6ro4>xery ropoAa Cenacrouola, Ha
peaiII43aI{I4Io orAeJIbHbIX rioJIHoMo'ruft n o6ractu neKapcrBeHHoro odecue.reHvrfl>>, a rar(x(e
I4HbIX HopMarI4BHbIX npaBoBbIX aKroB Poccafrcroft @eaep aryur4 lr ropo4a SeaepanuHor.o
3HarIeHI4.f, Cenactonol.a, pernaMeHTrapyloulnx Bonpocbr peaJru3ar\ur4 Se4epanrur,rx
npofpaMM neKapcrBenHoro o6ecue.{eHus.



I .2. I-{erixnau PeruaMeHra fl BJrrrorcs:
- opranl43al{us cBoeBpeMeHHofo, Oecuepe6oiiHolo yr rroJrnoro o6ecneqesnt

rpalKAaH Poccuficttofi @e4epaIJvrLr, ilpoxr.{Barorlr4x Ha reppuropr4r4 fopola SeaepanrHoro
3HaqeHrI{ CesacronolIfl.vr BKrIor{eHHbrx B (De4epalrutrfi perucrp Jrr4U, r4Meroulr4x npaBo rra
tloryrleHae rocy,qapcrBeHHofi coqnamuofi rroMorrlz B Br.rAe Ha6opa cour4zlnrHbrx ycnyr'
(lanee - Perucrp), u He orKa3aBrrruxefl. or rroJryr{er{r4{ uadopa corlr4aJrbHbrx yonyr,
rpelycMorpeHuofi ryHKroM I 'Lacru I crartvr 6.2. @eAepanbHoro 3aKoHa or 17,07.1999
Ns 178-@3, npu rer{eHlal4 Koropblx neKapcrBeHHbre [penaparbr, MeAr4rIr4HcKHe vrcaenvrfl u
anerJuanu3l4poBaHHble npoAyKTbr reqe6uoro rrr4Talrwfl, ilJrn Aerefi-nsBaJrr4AoB (4a.nee *-

JIeKapcrBeHHbIe npenaparrr) or[ycKarorcr tro peqeflraM 6ectlarHo, ueo6xoAnMbrMr4
JIeKapcrBeHHbIMI,I npe[aparaMr4 B coorBercrBHH c rrepel[reM ]KH3HeHHO Ba]rcrbrx 14

ueo6xo4lzMblx neKapcrBeHHbrx [pelaparoB, exreroAHo yrBepxAaeMbrx llpanureJrbcrBoM
P occufi crcofi @e4ep a\uv;

- coBeprtreHcrBoBaFII{e cl{creMbr JreKapcrBerrFroro o6ecueqeuns B ropoAe
$e4epalrHoro 3Har{eHIdtI Ceuacronore nyreM yilopflnorr erlvrr B3ar4MoAei,rcrBun
yr{acrHaKoB peanr4sarrLrr $e4epanruofi nporpaMMbr odecne.reHras ueo6xo4uMbrMr4
JreKapcTBeHHbrMH npenapaTaMr4.

1.3. OcuoBaHHeM An.s pacqera o6rdva 3aKynaeMbrx JreKaparBeHHbrx npenaparoB
Lrl{eAvrrJuHcKHX ws$exnfr, tBJlf,Iorc.fl 3afl,BKu Me.4lrqr4HcKr4x opraHr43aqrafr rocy4apcrneuuoii
cacreMbl 3ApaBooxpaHeHi4r fopoAa Se4epanrHoro 3uaqeur.r.fl Ceeacronom (4anee - MO),
cocraBJreFrHbre Ha ocHoBaHr4r4 nepcoHra0raqnpoBaHHoro yr{era norpe6uocreft rpaxAaH,
BKrlor{eHHbIX B Peracrp, no cpeAHuu odreuaM rrorpeltewwx nexapcrBeilHbrx npe[aparoB
3a BpeMs r4cnoJrHeHr4fl npofpaMMbr no Kalr(AoMy neKapcrBeHHoMy npenapary.

1.4. [enapraMeHT BrpaBe rlpl,IHrrrb HopMarr4Burrff axr, perynr4pyror1.uir [poqecc
B3aI4MoAeitcrsux MeAHIII4HcKI,IX oprauu:aqnft ro orAeJrbHoMy HarrpaBneHr4ro
o6ecne'{eHl4s neKapcrBeHHbIMr4 npe[ap aravrvr, B qacrzr,Ire rrporr.rBopeqau{efi HacrosqeMy
nop.{AKy.

1.5. Perriaueur [percraBJl.aer co6ofi geft.crvux f-racr]rr{KoB rrporpaMMbr
O6ecne'{eHu.{ Heo6xo4tzMbIMI4 neKapcrBeHH6rMr4 npenaparaMr4, HarrpaBner{Hbre r{a
AocrHxeHne rleneft, [epeqHcJIeHHbIX B nyHr(Te 1.2. u,acro.flrqero PerlauenTa, Koropbre
TaK)Ke npeAycMorpeHbl Kor-rrpaKTaMH (Aoronopaun, coruraureHvtxwtu), 3aKrioqer-rHbrMr4
MexAy pa3nI4qHbIMI4 yr{acrHHKaMLr yKa3aHHofi upolpaMMbr JieKapcrBeHHoro odecneqena_s.

1.6. Hacroxuqrzfi Peruaveur Moxer hcrToJrb3oBarbcr{ B Kar{ecrBe pyKoBoAcrBa rJvr
I4cIIoJIb3oBaHufr mo6rttra JII{IIaMI4, yrracrByroulr4Mr4 n pearru3ar\vw rrporpaMMbr
OSecneqeHn.s Heo6xoAaMbIMa neKapcrBeHHbrMn rrpenap arawkr Ha reppr4ropnrr ropora
Qe4epa-rrrHoro 3Har{eHZt Cenacrono.rrx, cofnacHo LleJrrM, yKa3aHHbrM B nyHKTe 1.2.
PerlaueH'ra, 3a I,IcKJIIoqeFIneM fpaxAar{, nonyqalorrdux JreKapcrneuubre [pe[apar6r Anrr
Jrr{qr{oro norpeSleuax.



2. V.tacrrrr,rKH nporpaMnrur Odecfleqeurrr
n eo 6xog u M br M H Jr eKa pc'rBe rr rr br M r{ rr p e tl a para M rl

2.L Vqactul4xa aa npofpaMMbr Odecueqesux ueodxoAaMbrMlr JreKapcrBeFrFrbrvrr4
[penap aTaMu flB.rrflroTQfl :

- {enapraMeHr 3ApaBo ox p a*ebrvrfl, ropoA a C enacronolx ;

- focyaapcrBeHHoe Ka3eHHoe yqpexAeHne 34paBooxpaHelun Cenacronorn
<MeArzqraucrufi cKnaA lls 1043);
- focy4apcrBeHHoe 6rc4>xerHoe yqpelKAeFrne 3/{paBooxpaHeHr4fl Ceeacronoru{
<MeAnqrzHcr<nfi au$opuarlr4oHrro-aHanr4Tlrr{e cxvtit qer{Tp) ;
- focy4apcrBeHlroe 6rc4xreruoe yqpex(Aerrue 3ApaBooxpaueHnr Ceeacrono"rrn
<<Cesacronolrcruft ropo4cxofi oHKoJrorr4qecrrafi rr4orar{cep lrM. A.A.
3a4opo>xHoro));
- Me4aquHcKae oprar-rr43 aultr4.
- Anre.rFrbr e op raH rB arJuvr (uyH rrnr ornycxa) ;

- @ apnaaqeBTr4r{ ecKr4e oprar{r4 3arJuu;
' rJraBHbre BFr errrrarHbr e cneqn an r4 crbr {en apralr eHTa ;

- oTAeJrbHbre KaTefopr4r4 fpalKAai{.

3. Ocuosrrbre repMHlrbr, o[peAeJreHl'/,rr kr coKparl{errHrr

3.1. [nx qenefi Hacrotlqero PerraMeHra r{cnonb3yrorcfl cneAyrou1ue repMar{br,
onpeAen eHLrfl vr c oKpaule HHrr :

O6ecne.{eHrae ueodxonuMrnria re.$apcrseHnnrrau npenapaTaN,r4 (Aanee - OHID -
lpofpaMMa o6ecne'{eHlafl rpa)I(Aa}r Poccttficxofi @e4epaqrn, BKrroqeHHbrx B

@e4epanrHrrfi perr4crp JrHrI, HMerorrIHX npaBo Ha nonyLreHr4e rocyAapcrneslroii
couizalHrofr noMoIrII4 tr He orKa3aBruuxafl, or tronyqetrn.q coqnalr,uofi yarryru,
npeAycMorpeuHoft nyHKroM i 'Iacra I crarra 6.2 cbegep€urbr{oro 3aKoHa or 17 Hror.rr lggg
roAa J\b 178-@3 (O rocyAapcrneunofi coquarrnofi roMouIr4)), JreKapcrBerrHbrMH
ilpenaparaMH Antr MeII4III4I{CKO|O rrpr4MeHeHr4.f, rro perle[TaM HA JreKapcrBeFiHbre
ripetrapaTbl, M9AHUUHCKVI}/rI/r I43.{eJIIltMI4 IIO peqenTaM Ha MOAI4IIHFICKHO VI3IreJIufr., a TaK]Ke
c[eqrIanI43I4poBaHHbIMI4 npoAyKTaua reqe6Horo nvra],j.r4fl, Ans Aereii-trHBaJrr4noB.

,[enapraMeHr slpaeooxpaHenr,rs ropo,4a Cenacrouors (laree - trenapraxaeH.r)__
I4cIIoJiHI4relrurtfi opraH rocyAapcrneuHofi BJIacrl,I ropo4a Cenacronols B crlepe
3.{paBooxpa}teHufl,, ocyu{ecrBrrrrouaI opraHr{3ariaro vr KoHTponb 3a ;1poqeccoM
JrbrorHofo JreKapcrBeHHoro o6ecne.{eHarr.

focyAapcmeHuoe xaseHFIoe y.rpejKAeHHe 3Apg.l3_ooxpaHq$ar{ CetsacroqoJrg^
<Mearzuaucxzfi cxnaa J\b 104-3>> (4ariee - fKyC) - oprar{r43aL\ufl, ynonHoMoqenr{al
{enapranreuToM Ha 3aKylKy neKapcrBer{Hbrx npenaparoB 3a crrer cpercrB Se4epanrFroro
r4 perr4oHanbFroro 6ro4>xeroe.

fogyAapcrreHHoe 6Io,qNleruoe yqperKAeHHe srpauooxpaneruur Cesacronon{
nM.A"ttrnttn"ft t"dop*uutontno-ut{unrtrurrnrfi q.tntp, (4ariee MI4AU)
opral{I43aIII4-[, rIoABeAoMcrBeI]Hafl {enapravreHTy, ocyrr1ecr6rrrer nncf opnaaU14oHrroc



83aaMoIeficrnue MexAy yr{acrl{I4KaMu JrbrorFroro neKapcrBenrroro o6ecneueuua,
o6ecne'I[Baer rexHnr{ecKylo noAllepxKy u 3au]ury andropvraqan nnsopnrarlr4or-rFrbrx
cI,IcreM, npeAocraBJlf,er erarrrerr4llecKyro u arraJrvrrl4r{ecKyro rau$oprraauuro.

focyAapcrneuHoe SrcANerHo_e ygpexrAeH4e sllp.aBooxp.ageHHr CeBacronqlrt
<Cenacrouorucrufi ropoAcxofr onxo;roruqecKul .4racnaucep.
ilv. A.A. 3aAopo>xuoro> (4anee yOO) opraHr{3aur4.fl, rroABeAoMcrBeHnafl

f,enapraueHTy, Koropafl I4crroJrHfler foayAapcrBeHuoe 3agalue Ha oKa3aHr4e ycJryl rio
IIpI4eMKe, paClpeAeJIeHUIO, XpaHeHr4r0, yr{eTy, KOHTponro, llocTaBKe Ao TTyHKTOB oTrryOKa
JIeKapcrBeHHbIX npelaparoB, MeAr4rir4HcKr4x usslenurt 14 cileuuaJlr43r4poBaHHbrx npoIyKToB
re'Ie6uoro IIHTaHHfl. Anfl.4erefi-nuBaJrr4AoB, 3aKy[neHHbrx 3a cqer cpe.{crB Se4epaltFroi'o
I4 pefl4oHaJlbHoro 5rcAx<eroB, a raKlKe no orrrycKy JreKapcrBeHr{brx npe[aparoB JrbrorrrbrM
KaTefopHsM rpaxAaH.

Melaunucxue opraHragaquh (aareq - MQ)- \4eAr4r-u4HcKr4e opraFrr43aL\1t14,

BKJIIOT{eHIIbIe B neper{eHb MeIHIII4HCKIiX OpfaHl43aryWn, WVeIOTqUX [paBO BbIrlUCbIBArr4tr
neKapcrBeHHbIX [peilaparoB, Me.qur{I4Hcr(r{x wzgettuit, a raK}Ke aneL\LraJrvr3r4poBal{Hbrx
rIpoAyKToB reqe6Horo nvraHufl Antr 4ereft-nnBaJrrqloB ilo npolpaMMaM Jrbrornolo
neKapcrBeHHoro o6ecne.{eHl4.f, B coorBercrnvrv c Melr{ru4}rcKHMr4 rroKa3aHn.[Mr4 vr

araHAapraMr4 o Ka3 aHVfl M eAr{ r_llrH c xofi n oM o ulr4.
Anre'IHlte gpraHusauna (ryHKu,r orrrycxa) an'reKr4, arrreqHbre rryrrK'rhr,

f,BJIflroIJlIIecq caMocro.sreJrbHbrMr,r xo3flficrnyronluwtu cy6t eKTaMr4, a raKlr(e crpyKTypHbre
noApa3AelreHvrfl. MeAHIIHHcKT{x opraua:aqnft, ylronHoMo.{eHHofi $apvraqeBruqecron
opraHI,I3aI{I{I4, BKJIIorrafl ceJrbcKr4e aiu6yraropLrrr vr rferrguepcKo-aKyrrrepcKr4e rryHr(,rbr,
B KOTOpbIX OCyllIeCTBJIteTCS BbrAarra JreKapcrBer{Hbrx npeI]aparoB fpalKAaHaM tlo
peqerrraM 6ecnlatio Arrv c 50o/o cxl,rAxofi.

@apMarlenru'{ecxue opraHagaulan - - rrocraBlrlnKr,x neKapcTnenr-rbrx cpeAcls,
MeAI4uI4HcKHX uzgetuit H cneqnanrr3r4poBar{}rbrx rrpoAyKToB Jre.{eSuoro rruraHvrfl;

flanutie nueu{rarurre cneunalucmi rJraBHbre BHeirrrarr{bre cnerdr4an14crbr

[euapranaeHTa, ocyqecrBnrircu{I4e Korrrponb 3a Jrbtr"orFrblM14 rreKaparBelrribrMr.l
np e[ap araM r.r r o Ha[p aBne r-rr4ro M e/{a qu ucrco fr Aerrenb rr o crr4.

BEHHbIE |i I" MCI14I]],IHCKI4C fl. 14 CrreIII4aIr43lr0OBaHr{brC
npoAyxrbl re'{e6uoro nuraHI,I{ (4anee - nD - rreKapcrBeHubre npenaparbr, MeAurlt4ircKr4c
rzsneIrvfl u crterll4aJll43apoBar{Hbre [poAyKTbI re.re6Horo fivrralrr4fl, Br(JrIor{eFrI{bre B

[epeqeHb neKapcrBeHHbIX npenaparoB Anr MeAl4tltiHcKo|o rpHMerre:Hr4fl, B ToM rrr4cJrQ

neKapcrBeHHbIX IIpenaparoB I'nfl MeAnur4rrcr(oI.o rrpr4Mer{eHhr, Ha3HaqaeMbrx Ilo
peIxeHI4Io npave6uoft KoMHacI,IH MO, a raKx(e r nepeqeHb MeAr,1[r{FrcKHX uzgetwit,
nepelleHb crreuuarll43l4poBal{Hbrx npoAyKToB re.{e6Horo rrr4TaHvrt{ IJrrtr Aerefi-nutsaJrr{AoB,
e)KeroAHo yrBeplKAaeMble pacrop.slxerlr4eM llpannrelbcrBa Poccaiicxofi (le4ep arJuvr.

Mext.uyHApoAuoe Hena'reHroqq$Hqe Har4xaeuo.naurie IIII (zlanee - MHFL). ::
HaI4MeHoBa}Jvre 4eftcrnytotrlero Be[{ecrBa cpapnaaqeBrn.{ecxofi cy6crauryun,
p e Ko M e r{Ao B aHH o e B c e nr np u o fi o p raH uz auwefr, 3Ap a B o o x p aH e r r r4.rr .

llacnopr npa'{e6Horo y.Iacrxa. tractropr npave6nor"o yqacrra orAeJrbrrbrx
rareropnil rpalKAaH, I'IMeIoxII4x npaBo Ha lonyqer{He Jrei(apcrBe}"rHbrx ilperaparoB,
MeAI4III4HcKI4x uzgewrfr, u cneupranu3r4poBaHr{brx ilpoAyK'rori leqe6uoro nwralutr



exeKBapraJibHatl yr{erHafl Qopua, dlopiuupyeMar reqaqaM BparroM arr $eaepanbHbrx 14

perI4oHaJIbHbIX JIbrorHHKoB Ha ocHoBarrr4ra droprrarr i\b 030-13ly <<flacrropr npaue6uoro
yrlacrKa rpalKAaH, uMelourr4x tipaBo Ha rtonyqeHne rra6opa coui4aJrbFrbrx ycnyr),
yrBepxleuuofi nprlKa3oM MuuucrepcrBa 3ApaBooxparrenr,r.f, Poccnlicxofi @e4ep arlr4u o'r'

15.I2.2414 Ns 834ri (06 yrBep)r(AeHr4r4 ynu$uurapoBani{brx $oprta Me4riur4r{cxori
AOKyMeHTAT\VrVr, r{cnonb3yeMbrx B MeAr4iII4HcKI4x OpI'aFII43aql4flX, OKa3blBaIOU{HX
MeAHIIHHcKyIo noMolrlb e atta6ylaropHblx ycnoBr4rx, 14 loprrAKoB rro HX 3arronHer-rr4ro)).

@erepalrsFte rnrornaxu rpax{Aar{e, BKJrroqerrHbre B Pelracrp $e4epanrHr,rx
JIbrorHI4KoB H He orKa3aBrJruecfl B ycralroBJreHr{oM nopf,Aiie o'r rroJryqelrr4tr na6opa ycJryr'
B IIOJIHOM o6teue urvr B qaeru o6ecne.{eHl,Ifl JIeKapcrBeHHbrMr4 rrpelaparawr4, aMerou(r4e
AoKyMeI{T vr3 llencuoul{ofo Son4a Poccrzu B ropoAe Cenacronole Ha nonyqelrr4e
rocyAapcrnenuoft corluanbHofi nouorqr.

@eAepalr'urifi perucrp rr,rorunror (4anee @Pn) - peraonalruufi celMeru'
@eAeparu{oro perr4orpa lfirI, rzMeroulr4x npaBo na roJryr{err14e rocyAapcreerrrrou
corll4anbHofr uovroulu.

CHI4IIC crpaxoeofi HoMep vll.vBvr1yaJrbrroro Jri4rlenoro crrera B cucleMe
o 6.se are Ji b H o f o II e H c 14 o lr H o f o crp ax o B aH H rr.

llla6non III- Soprr,ra AJI.I norroroBKr{ n rpeAcraBrrerrr4x rar,r(lopnaaqnil <Cso AHan
norpeduocrb B neKapcrBeI"IHbIX nperaparax tro MO) c MI-{FI u e yta3aur4eM Ao3r4poBoK
rz Sopr',r BLInycKa AJLfl 3arIoIIHeHI4.tI AaHI-IbIMH o norpe6r{ocTH B Hr,rx MO e gJreKTpoHrroM

BI,INE.

3a{exa itaeluulancxofi opralJJasauv4 - yne/{oMJre}ine MeAr,rrluHcxoii oprar-ra3ar{r4r4,
cocraBrleFlHoe B rl4cbMeusofi r4 oneKrpouuoii $opritax B cr{c'reMe PMITIC dI4TAI{OP> (c
yrleroM nepcourz$l4r{I4poBaHHoro peecrpa ri,rornoff Kareropt4r4 rpa>x4arr),
rzHSopvrupyrcrul4e [enapraueHr o norpeSuocru B ner(apcrBeHHbrx rpertaparax,
MeAi4uI4HcKI4x I{3.{eJiuflx pr ane\uanr43upoBaHHbrx [pollyKTax leqe6r{oro nr4Talrr4fl., r4x
HaI4MeI{oBaHVflx, Ao3l4ponKax, $opvrax BbItIycKa vr KoJIHT{ecrBe l\nn oSecne.{enr.{lr
rpaxlaH, 3aKynaeMblx 3a cr{er cpeAcrB peruoFraJrbHoro a $eaepa,rrr,Horo 6ro4xeroe,
cofJlacoBaHl{ble TJIaBHrIMH BHelrrrarrrbrMr{ c[erll4anr4oraMH f{euaprauel{Ta rro
coorBercrByro rieMy np o$ n"ruo.

CnoAHa.q yrnepil(neHHax spsnxa - o6ula.s norpednocrb r43 3arrBor( MeAr4qr4ucKr4x
oprawusaryufi Ha nlauonuft [epaoA, rlporueArras rrpoUelypy paccMorp eHntr,
c o rJr ac o B auvrfl r,r yrB epx [eHr4fl n {e n ap.raM er-rre.

llnaHoertfi nepuol - xarenAapurrfi ror, cle4yroqr,rii 3a ro/loM cocraBJrelrr4t
ceoAHofr 3a.sBKr4.

Or tIeHcI4OIIHOfO 001] cvtitcxoit (;eleoa e0aJIbFtofo
gnaqeHus Cenacronole (ga"rree - OIIPO n ropoAe Cenac'rolrore), ocyu1ecrnnrrouee
BeAeHI4e perHoHaJlbHoro cefMeHTa @e4epanrHoro perr4crlla Jrr4rl, HMerourix npaBo na
nonyr{eHae rocyAapcrnelrs o I coq[aJ]brrofi nolrorqu.

3.2 tlaunellTaM, BKrIror{eHHbIM B @PJI, neKaparBeH}rbie [penaparb] orrrycKarorcr rro
peue[TaM npauefi 6ecnraruo ilpr4 arra6y.uaropHoM req,eilvu.



4. [Iopn4on B3anMoAeficrnufl yqacrrrr.tKoB
OHJIII B paMKax peaJrr{3arlr{H rrporpaMMbr

4,1, flenapraMerrr:
4.I.1. Pa:pa6arblBaer I4 yrBepxAaer Peuauesr ro B3arrMoAeficrnurc yqacrHr4KoB

OHJII B ropoAe Se4epanlHoro 3Haqeur,{s Cenacrouole;
4.L2. 3axrn.raer c orAeJIeHI4eM O|IPO B ropoAe CenacrorroJre coruraruesae o6

rznSopnraIII4oHHoM odureue cBeAeHrzrMr4 o lrvrL]1ax, uMerong4x trpaBo Ha [onyqeHr4e
rocyAapcrnegHofi coIII4aJILHofr uouotqvrBBuEe Ha6opa coqr4anbrrbrx ycJtyr B coorBere'tlvtrl
co crarbei4 4.1 I4 IIyHKrona 5 crauw 6,4 Oe4epa;rr,Horo 3ar(oHa or 17.07.1999 J\b 178-@3
<O rocy,uapcrBeHHofi coqrzalr,Hofi noMoulr4D ;

4.1.3, flonyvaer HopMarnBHo-cnpaBorruyro uu$opvraqHro or $e4epaJri,Hbrx oprarloR
I4cIIoJIHI4Teltnofi BJracrr4 H AoBoAar ee Ao ApyrHX yliac'rLu4KoR nporp?MMbr.

4.1.4. Paspa6arblBaer vr peana3ye'r B rrpeAenax csoefi KoMuererrrJkru Mepbr rro
opraHr43aqura o6ecrerreHr4.rr III no OHJIII.

4,1.5. KaNAue 10 auefi npI4III4Maer or OII@P r ropo/re CenacroroJre AaFrrrbre
perl4oHaJlbHoro cerMeHTa @e4epa-rirlroro perr4crpa JrHq, r{Mero[]r4x rrpaBo Ha [oryr{elrr4e
rocyAapcrneuuofi coqualruofi [oMotrlr4, [yreM oneKTpoHr,roro 3aug4ulerrrroro KarraJla
VipNet.

4.I.6. OrnercrseHHoe nl4uo flenaprarnrer{Ta BHoar4T ax'ryaJrbr{bre AauHbre t,t3 OilOP
B fopoAe CenacronoJre B rporpaMMnlrfi npo4yrr PMITIC (Btr4TAKOp).

4.1.7.3a 5 precgqee (ue no3AHee I aerycra) lo riaqara ilJrar-ioBoro repnoAa rprrKa3oM
AoBoAI4r Ao cBe.{eHaq MO lo OHIlfl nH$opvarlr4ro o cfopvrax, cpoKax r,r ycnoBvtflx
[oAroroBKn 3a.sBKI4, a raK]I(e o6 yuiep]r(Aeunr4 cocrana rz rpa$nxa pa6orr,l rouaccnii uo
paccMorpeHl4lo 3aflBOK Ha JreKapcrBeHrrbre rrperraparbr, MeAurIaHcKue n3be|rurtt
u erer1uann3up oBaHHbr e trp oAyKTbr le.le6 Ho ro nnrarrur.

4.1.8, 3a 3 uecsua (ue rIo3AI{ee loxrx6px) ao Harraila rrrrar{oBoro repuo/Ia,
corJlacoBblBaer n yrBepll{Aaer cBoAFrbre 3a.[BKr4, r.ra JIII, Me/:lr4rllaHcKue u3qenvn
14 crrequanr43r4poBaHHbre npoAyKTbr re.{e6Horo rrr4TaHHs no oHIn,

4.1.9. @iauaucoeoe o6ecileqeHl4e 3afltsoK MO [enapraMer{r ycra}raBnvrBaer r4cxoltrr
I43 CJreAyrOUr4X Aar{Hbrx :

4.1,.9 '1 . yrnepxAeHHoro Ha ilJlaHnpyeirarrfi KaneHl(apnuii lo4 oSr,eua accr.rrFror3 auuvr
Se4epanu{oro 6rc4rxera;

4.1.9.2. qr4cJreHHocrrr

crpyKryprl sa6ore eauufr,.
CpeAepani,IIbIX JIbroTI{HKOB c yr{eToM CloNunu:efrcn

4'1.10. llepeveHn JIeKapcrBeHlIbIX uperaparoB Anr 3arrBor( MO $opMnpyercrr Ha
ocHoBaHr4I{ cneAyroulrx AaHHbrx :

4. i . 10.1 . yrBep)KAeHHoro dle4eparlHoro [eper{Frr )Kr.r3r]eLr},ro ueo6xo4r,rvri,rx u
eax<seftruux neKapcrB€FIIIIIX [pe[aparoB l\nfl MeA]nIHHcKoro rrpr{Me}rer{r4f, rra
coorBercrnyroquft ro4;

4.I.I0.2. :uatw{u.f, perucrpaldtroHFloro y/docroBepeLrr4f, JreKapc'rBerrHoro fiperapara B

Po ccufi cxofi @e4ep arlukr;



4,I.I0.3. Hanurll4f, 3aKJIIoqeIIHt npa're6uoii xounccran MO, ilponeltenuoit rre rro3llrrec
6 uecsueB Ao AHfl iloAalrr.r 3a.sBKh MO;

4.I.I0.4. nepconzcpuqrapoBarll-rhIX perncrpor cpe4ep&JrbubrX Jrblorrrr4r{oBi
4.1,10.5. AaHHrIX o Ha3FIaqeHI4r,I Lr orrrycKe neKapcrteHlrbrx npe[aparoB r.r3

llacnopror npave6Hbrx yqacrKoB;
4 .I .10. 6. cranlaproB oKa3 ar{Hr Me/Ir4rlr4HcKofi rroMo rrlr4 ;

4 .L I 0 .7 . r4Meaulrxcr B Hailwilrur Jrei(apcrBerrHbtx [perraparo r] ;

4.LI0.8. asanr43a BbrrroJrr{er{r4s 3aflBKt{ MO sa [peAbrllyunfi r-o/1.

4.1.I l. 3a.tlsxt{ MO Ha raren4apnui.i loll Lr liorroJrHr4'l'eJrbr{rrrc
uepcoura$I4ulipoBallllble 3atlBxu MO, fipr43r-rarrHrre o6ocuoBaHribrMr4 tr rroAJre]Kaqlrx4r.l
o6 ecn e.r eHr4ro, yrB epx{Aarorcrr A prp e r(To p o vr f en apraM e rlTa.

4.I.I2. B re.{eHlae 20 xa"rreHAapHbrx 1rteft e MoMer{'r'a noc'ryruletrrfl tt /lenapraMenl'
AoIroJlFII4TeiibIIbix nepcouncpr4rlr4poBaHlrr,rx 3arnox or MO, paccMarpllBac.f,
cornacoBblBaer v npvLrvwaer KoMr4ccrzor{Hoe peruerrr4e o treo6xoAr4Mocrlr npoBeAenr4rr
AotIoJIHI4TelrHofi 3aKynKI,i c yLreroM nx o6ocsoBaurrocrvt, Harrr4Lrr4r{ ocrarKon II|I n V(rO,

4,1.13. llpe4ocraBilfler n MO B'rerrerrr.re l pa6ouero oo /trrr r4x yrBepxAerrr4rr
{enapraueHToM neper{eHb $apnaaqeBTr4r,recKr.ix oprarrHzarluh, ocyulec'rBJrrrorqfix orlrycK
JieKapcrlleHFIbIX npe[aparon 6ecurarHo 14 rra Jrbrorr-rbrx ycirotsLrrx, no OI-IJII-I, e qellx
I4cIIoJIb3o BaHufl B nporpaMM HoM o6ecn eq e uww PMIAC ( Il ITITAK OP), rr o M epe BHece Fr 14 t
HsN{eHeuHft.

4.1.14. Vreepxtgaer pa3paSoraunrrfi |KVC 14 colJraconauur,rfi c V@O roprutor(
3aKy[KI4 JIeKapcrBeHHbIX [peilaparoB, MeAurlrzrrcKnx vzilemtil 14 cnerlr4aJrfi3r.rpoBar"rnbrX
frpoAyKTon leqe6noro nr4TarJtfl Ha [JraFror]Lrfi rol.

4'1.I5, OcyurecrBJlt{er I(ouTponb 3a rlctloJrHeriHerv VlracruuxaM14 B3ar4voAeiic'rni.yr
cBoHX o6xsaHuocrefi e coorBercrtiuvr c Hacroflulnv PerlaMer-{t'oM.

4.I.16, OcyqecrBJi.tler Mepo[pI4t'r]Ifl rro oprarrr43aqr4orrrro-pa3bf,cr{r{rellsofi pa6ole
cpeAl4 HaceJIeIII4x, ee4dr npllev rpax(Aan lro BorrpocaM Jrcr(apcrBer{r{oro o6ecneqelrnfl.

4,I.I7.to 01 oxrs6pt, I{o He rIo3AHee rarbr yrBep)i(/Ieswx ltouxrerl.roil cMerbr rrrr
nlaHoBufr nepuoA, FIaIIpaIlJIter n fItVC cnoAuue 3arrr3Kr4 rra Jrer(apcrBerrHbre npenapa'rbt,
MeAI4I-lI4HcKI4e vrcIenr4fl H crrerlr4aJrn3r4ponaFrrrLre ilpollynrbr leqe6uoro rrr4'farrr4.s no Ol-{JII L

4.2. |KYC:

4.2.I. Opraura:yer paSory B IIpeAeJrax croefi KoMrre'rclrL\uu colJracHo [epeAarrrrr)rN4
IIoJIHoMoT{I4flM B coorBercrBr,tr4 c rrpnKa3oM flenapranaerlra o'r 05.06.2019 .1{b 577
<o nepe4arre roJrHonaoqnfi rKyC <Melnunwcxvri,r cKnar Nr 1043).

4.2,2. @opltupyer rtoprAox 3aI(yrIKI4 vr nocraBi(r,r JreKapc'rr]er{rr6rx ttpertapa'roB,
MeAI4ql4HcKI4x wzilenufi, vr aneL\uanvrcupollaHHbix npoIlyK'ron le.leSnolo rTvralr4n ua
IIJIaHoBbIh ro4, corrlacoBblBaer c VcDO H HailpaBJrser Ha yrnepxAerrr4e n /denapraMerrl..

4.2.3. Ooprr,tl4pyer rexllurlecKoe 3aAarrve v o6ecneqnnaer pa3Merrlerr14c
rocylapcrBeHlloro 3aKa3a B ycraHoBneHHoM nopflAr{e w B cpoKl.r, oSec[e.{aBaroulue
Bo3Mor{Hocrb rlocryrlJlerlat JIII Ans MO n [yr{r(Tbr o'rnyoKa yOO K riaqaJry uJraHoBOr,o
nepr4oAa B pa3Mepe He Meriee 3-x ilrecl.lrrofr norpe6uocra.



4,2,4. llo pe3ynbraraM 3al(ytioqHr,rx npoqeAyp 3aKJrroqaer rocyAapcrBeHrrbrc
KoI-ITpaKTbI c yqacrl{I4KoM 3aKyrrKH, npr43}rai*rrtu no6eAr4TeJreM r{a rrocranxy IIII, H no
Saxry 3aKrloqeHlztr KoHrpaKra aurpopnaupyer [enaprauerrr u yOO o pe3ynbralax
3aKyroqHbrx rpoqeAyp rra nocranxy JIll.

4,2.5. E>xeuec.srlHo trpeAcraBJrf,er n Ihauono-3KorroMrz.{ecxhfi or/IeJr Ynpauenurr
sKoHoMI4Ku vr rrnraHrpo:l,aurfl f{euapral,reFrl'a uu$opnaarlrlro no ocBoel{r4ro $uHaHcoBr)rx
cpeAcrB (ao 5 qvcJra Mecrqa, cneAyrorlero 3a orqe'rr.rbrM rrepno4ol,r).

4.2.6. OcyqecrBJlfler IIoJIHoMotlur rto 3arrroqeFlvrro u ]icrloJlnerrHlo, B qaorLr orrJrarbr,
3aKrIor{eHHbIX rocyAapcrBeHHbrx KoHTpaKToB. Ilponogur npererr3r4oHr{yrc pa6oly n

orHoIueHHH KoHTpareHTon (nocrarlrquxon), AonyorxBtxt,tx HapytueHne yctovuk,
3 aKJTIO q e H H bI X f O Cy.4 ap c TB e r{ H br x K o r r Tp a r(To r}.

4.2.7. ENeN,tecs.IHo HanpaBJitler B [euapravenr rzn$opvraqaro oO r4crroJrrrerrHr.l
rocyAapcrBeHl{blx KoI-ITpaKToe B rracrr4 rrocraBxer JIII (,rio 5 Lrweila N4ecrua, cJreAyroulet'o
3a orqerHbrM nepuoAoM).

4.2.8. Ornercrnel{Hocrb 3a cBoeBpeMeFrFrocrb pa3Meulerrur locyAapcrBeH[roro
3 aKa3 a Bo3 Jraraer e fl, Ha pyKo BoAr4reJr.f, f Ity C .

4.3. Mr4ArI:

4.3.1. B coorBerclBkrv c saxJrroLlerrr{brM coi'Jrau-rer{HeM o B3aaMoAeilct'gvvt
c orAeJleHlreu fleucr4oHHoro $osla rro ropoAy Cenac'roroJrro uoJtyr.rae,r @PJl.

4.3.2. Kaxt4ue 10 4neft npeAocrallJl.ger OPJI I\J7n aKl'yarrr,r3arJuLr, n LIeJllx
LI crioJib3 o BaHkrfl, B np o rp aMM HoM o6 e cn e.{ e uuu PMI4C ( B I41'AK OP )) .

4,3.3. OcyiqecrBJlfler rexHnqecKyro noA.{ep}r(Ky 14 corrpolio)KreHHe MoAyJrl
<Jh,roruoe JreKapcrBeHHoe o6ecne.{eLrr4e)) PMI{C (BtI fAKOP> :

4.3.3.1. BBol B cI4creMy HoBbIX rloJlb3oBarereft, lracrpofixy po"rrefi rloJrb3oBarerefi;
4 .3 .3. 2. Texnororr4r{ecKyro rro4Aep)r(Ky ;

4.3.3.3. Hacrpofixy Aolycrl,IMr,tx cepnft peqenron 14 r\v1a,ua3or{oe LroMepoB per-lerro13;
4.3.3.4. I'Ivruopr B cl4creMy rlreaepa"rrr,Horo perr4crpa nr4r-1, r,lMeroudr.rx ilpaBo r.rrl

[oryr{eHHe uaSopa coUrIaJIrI]bIX ycJryr, rrocryrraroulero or orAeJr errwr, lleucuonrror-o
Qouga Poccuftcxot)i @eaep aquv no ropolly CenacronoJrro, n perr4 c'rpa 3acrpaxoBaHr{r,rx
or MO c ex(eMecs.IHofi aKTyanH3 aqueit, r4cKJrloqeur{eM Ay6trrzpou alltr sanvcefi;

4.3.3.5. VcraHonr<y ralleH3[IoHrlbrx rrrcqefi c]4creMbr, erKenaect.{Hr,rfi KoHTpoJrb
cpoKa qefr,crvun nr4qeH3r4onHbrx xlrcueii ;

4.3.4. Brrrpyexy a3 nporpaMMuoro rrpoAyKra orqe,foB:
4.3.4.1. PasNae[IeHHbIe 3aKylKr4 Fra rrocrar]Ky neKapc'nlerrrrbrx lrpcrrapa'roB, cpor{r4

rlocraBKu JIeKapcrBeHHbrx rrpenapa'roB, Saxru.lecxar Aoc'raBKa JIeKapcrBeHHr,rx
[penaparoB B nyHKTbI OTrryCKa, OCTarOrIHbIe Cpor(r4 TOAHOCTT4 JreKapCTBerrFil:rX
npenaparoB;

4,3.4.2. llocraereHrlble neKapcrBeuFrbre flpe[aparbr, pacnpeAeJTer-rr]bre rro MO
B coorBeraraur4 c yruepxAeHuofi sasnxoft MO r-ra rexyulnfi ro4;

4.3 .4.3. MonzropuFrr rroeraBoK JreKapcrBer{lrbrx rrperraparon;
4.3.4.4. Bunucxa peuenroB, HX orrrycK;



4,3.4.5, CooreercrBl4e reKyrqero rrarrtsvrt neKapcrBerlrbrx npeuaparoB c 3asBKaMr4

14 OCTaTKaMT4 B rrpOfpaMMHoM ripoAyKTe;
4.3,4.6. <Tonapuue 3anacbr));
4,3.4.7 . <Peecrp peqerroB JreKapc'rBeHHbrX nperaparoB);
4,3 . 4 .8 . yrpaBJreHr,r e ro B apr-rbr M 14 3 arr a a awr4;
4.3.4.9..qoronHI4TeJILHoe BHe,qpeHr.re orqerr-rbrx $opnr,3ar{BJrerr}rr,rx /{elapraMerlror\4

3ApaBooxpaHeHr{s ropoAa Cenacronoll.
4.3.5. BeAerlne perflclpa npaueii, drerr4uepou, riMeroruax rpaBo Ha BbrlnoKy

JrbrorHbrx peuenroB ( rf op larapo Ra true, xoppercqra I ).

4.4. MO:

4,4.I. llpaxa:oM Ha3l{aqalor orBercrBer.rrrbrx Jrurt Airr conpono)KileHLrfl OI{III no
Me.4IlIIHHcxofi opralln3aqau, KoropbrM BMeHrercr nepcorraJrbrrafl o'rBercrBer{Hocrr, 3il
noAroroBKy u HcIIoJII{eIlHe 3aflBKvr MeArrrlr4Hcroft oprarrr43aur4r4 ua neKapcrBerrrrblc
lpenaparbl n MeAI{III4I{cKI4e r434eJTvrfl, B3ar4MoAeiicrerie n g"roil cB.rr3pl c rrpr4KperlrelrrrbrN/rr.i
nyHKTaMI4 orrlycKa. Konrza npHKa3oB IlarparJirrror e Or71el o6ecneLrelrurr neKapcrBerrrrbrM14
cpeAcrBaukr v I43AenI4tMu l.rreLnttw-rcKoro Fra3naqelrux Ynpaniletux rro JreKapcrBerrrroMy
o6ecue'{eHuro u JIHI{eI-I3upoBaHHro MeAr4rluHcxofi u $aprraaueBTtir.r0cKoii Aex're.ubrroc.rr4.

4.4.2.llpono4xr e)I(eHeAeJIbHble coBerraFll4fl noA rrpeAce/la'r'eirbcrnoM rJraBrroro npa.'rar
MeAl4q[IHcrofi opranu3al{hl,r c np14rJrarreHr{eM pyKoBolturerreil o6ocoSneHrrbrx
crpyKrypHbIX IloApa3Aeleuafr (cpnnnalron) vr rrpHKperrJrerrrrbrx tryHK'r'oB o'rrrycKa llo
BonpocaM peann3arlau OI{II|L

4,4.3. Perynapylor BKJrIo.{eHI4e/NcKJrroqer{ne MeAHru,rrrcKolo pa6orunxa B crrlrcrc.r
pa6orunxoB, I4Melounx npaBo Bbrrrr4cKr4 peqenron B paMr(ax ilpolpaMMr,r OFiJIII, cpa3y
nocJle vl.3l.aHvrfl npl4Ka3a o [pr4eMe ua pa6ory. Konnlo rpnr(a3a riaupaBJrtrror B MI4AII.

4.4.4. Oprann:yrcr pa6ory [o cocrar]JreHr4io 3arBKr4 ua .rrexapcrBer{rrbre rpeflaparbr r.I

Me.4I4rlHI-IcKI4e krcrenvr c yr{eroM 3asBoK o6oco6le}rrrbrx crpyKTypHbrx [oApa:4eneiruri
($ranaanon), B snex'rpouuofi $oprue B cucreMe PMI4C (IlI4'I'AI{OP>, B cpoK14,
ycraHoBneHHble B [pl4Ka3e {enapr:aMel{Ta, c yqerou /]aHHbrx o KoJrr4qecrBe rraqr4errrorl
IIo rpynna\4 sa6orevauuit, c yqeroM yporiu.s, Aar{aMr4Kr4 r4 crpyKTypbr sa6oresaeMocrt4.

4.4.5. llepcoHaJIbI{at orBerc'l'Re}rHocrb 3a r(alreclBo u cRoeBpeMeHHoc.f b

SopurzpoBaHLrfl norpe6Hocrr,r B IIII nosraraercr Ha pyr(oBoAr.r'relelt MO,
4.4.6. Bpaurz (rfe"riraurepu) sa 4 naecxqa (He rro3/xlree 1 ceuu6ps) ao rraLrarra

riJlaHoBofo rtepuo.4a iloAroraBJurraro'r 3axnry Ha ulasosufi rtepnoA, onpeAeJrrrr{
uorpe6Hocrb B JIII no npaue6uoMy ylracrr(y B coo.rBcrcruar4 c:

4.4.6.r. f[auui'riun PMI4C (BXTAKOP) o noc'raBrreHrrr,rx
Ha6lro4eHr4e rpalK.{aHax, BKJr}olreHr{brx B OPL

r{a AucrraHcep}ro0

4,4.6.2. V'IerHofi dropr',iofi Jtls 030-13y <llacropl' npaue6noro yqac'rr(a rpa)r(Aarr,
I4MeIoqi'IX npaBo Ha [oryqeHl,Ie uaSopa corluarbr-rbrx ycnyr'), y'rBep]K.qenuofi llpr.ixasola
MauucrepcrBa 3ApaBooxpar{eHr4rr Poccaiicxofi cDe4ep aL\vrw or 15 gexalpl- 2014 ro4a j\l:
834H (O5 yrBepx(AeI{ux yuasraqrapoBarrHbrx 4ropr McA14ur4}rcxofi AoKyMerrr&L\Hr4,
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I4CnOnb3yeMbIX B Me/II4III,IHCKHX OpfaI{H3atfLtflX, OKa3brBarOrr(11x Me/tHr{r4rrcKyro fIoMor.ub rl

aM6yraropHbrx yciloBuflx, 14 troprrAKoB rro r4x 3arloJir{eHr.Jro)),
4,4,6.3. llepevueM IIll, Br{ecerrr{brrra e lUa6nou ,rIIL
4 .4 . 6 .4 . Crau4apraMlr o Ka3 aHr4fl, M eAr,rr{r4r{c xofi n oM o rrlu.
4,4.7. Heo6xolnMble JI[I, HauvrelroBaur4.fl Koropbrx no MHI{, /:{o3r4poBKartr u cfopvalr

BblnycKa orcyrcrBylor B lUa6noue III-I, nepe/taurcr BpaqoM (cberurueporv)
orBercrBeHlroMy nuqy MO oraeJrbrrbrM crr14cKoM.

4.4.8. OreercreeHHoe nr4rlo MO o6o6uaer e PMtr4C (lll41'AI{OP> no'rpe6rroc'rr,
noryr{eHHylo or npavei,i (Qentaurepon) c yqeroM oc'ra'rxon Illl v arraJu43a nbtru4crc4
peqen'roB ua IIfl.

4.4.9. llorpe6uocrl, B JIeKapcrBeI-IHbIX trperrapa'ra>( ilo nparuesHovry y.-raol'Ky
yrBepxAaerct pyKoBoAl4rener',t MO sa 4 xaecxqa (ue uo3/{rree I cer-rrr6ps) Ao Har{z-rJril

nJlaHoBoro [epnoAa, HailpaBJTrrercr ]3 {enaptaverrl uoopeltcrBoM cvrcreMbr PMI4C
<<Bl,l|AKOP> ra na 6yuaNHoM rroo{.reJre.

4.4,I0. B cnyqae Bo3HI4KI{oBeHr4r nor:pe6}rocrr4 B JreKapc'rBerrHbrX rrperraparax uo
ToproBrIM HaI4MeHoBaFII4xM MO r{atrpaBJrfler B flenap'r'anrcril noATBep)KAaroui14c

AoKyMeI{Tnt (nucrlto Ha uMfl, AtrpeKropa flenaptairaeijra, r43Beillenr4e s (DeAepaJrbrryto

cnyx6y no HaA3opy B cSepe 3ApaBooxpauenkrfl. o BbrflBJreHtrbrx cJrylrasx no6oqHr,rx
Aeitwawfr,, cepbe3Hblx lIe)KeJIa'reJrbFrbIX peaKrlr4 flx H r{e[pe/]Br4Aerruinx HexerareJrbr.rr)rx
peaKIII4tx rrpn rIpHMeHeIII4r,r JreKapcrner"rHbrx rpeirapaloB; Rhrnt,icKy r43 atr6ylaroprroi.r
Kaprbl [aI-IHeHTa c onl4caHIleM no6o.rnux Aeftc'tvuit, [rpo'r'Hriofloxa:lauufi, /IarJr-rbix o
uesQQexu4BHocrl4 rlpI4MeIrelrHr neKapc'fneFrrroro rrpeilapara; peurerrHe epa.le6rroi.i
KoMaccI4I4 MO c yKa3aHr.{eM rroMepa [pr4r(a3a, y'rr]ep)r{Aalorqer"o c'faHAapl Jrer{elrHl
(xluuuuecxvtfi nporoKoJl) 4ira npvrHx'rr4tr peueHr4.rr o6 ocyrrlecrBJreur4r{ r4trl\vrBut\yarrnou
3aKynKr4 14 HanpaBJreFrr4r Marepr4aJroB B fKyC.

4.4.I1. MO npu I43MeI{eHI4I,I norpe6nocrn B IIil I.ns OFIJII1 rro r4creqeHWu cpoK€r,
ycraHollJreHHoro B nyHKTe 4.4.8 Hacrotrulero PerlaMcrrrar r4i\,reel' rrpaBo o6parqenrzr n

f[enaprarraeHr c yKa3ar]r4eM :

4.4.I1.1. llpr,ruuu r43MeFrer{}.rfl norpe6rroclu
noATBepx(Aaroqr4x .qoKyMerrToB.

4.4.r1.2. lrputrf,rbrx r{a ypoBHe Mo Mep no oKa3aHr4ro rpa)r(Aar{r{rry MeAr4uaucr<oli
[oMou]I4 (n rorr,r r{I4cne 3a cqer Apyfr4x r4crorIrII4Koe $nnarrcr,rpoaanu n).

4.4.I1.3. Pac.IeroB I43MeHeHufl norpeduocrr4 B IIfl r: Korrr4r{ec'rBe yrraKoBoK.
4.4.12. Pyroeo4zreJlb MO ne ro3/IHee 20 xarenAapr{brx Aueii c Aarbr o6paqenun r;

[euaprairaenr rIpE HeBo3MoxHoc'rr4 nepepacnpcireJrer{urr ueo6xo/tr,rMoro JIII, He
BKJiIoqeHHoro B 3aflBKy rro MO vttu ueolxo/lr4Moro cRepx 3arBJtenrror)i no'rpe6nocru no
MO, ueraMeAnuTenbFlo peuraer Bonpoc oKa3aru{rr Me/lKr{Hucxor'i noMoulr4 rpa)r{AaHuny
flyreM:

4.4.I2.1. 3altentt JIII, o[peAena]] AJrr alasynaropuoro rcqeHnri JIII, nrrroqeuuufi B

3axexy.
4,4.I2.2. O6eweqenl4t IIII npra oKasa:nuzr Me/{uquHcxoii noMorqr4 n ar,,r6y.naroprir,rx

ycnoBr4rx 3a cr{er Apyrr4x trcror{Frr.rKo n rf u rr alrcr4poBarrr.{f, .

u JIII e trpI,IJIO)KCI{H eN4
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4.4,I2,3. HanpaueIILIeM [aI]I4eIITa Ha rocrtzrana3allr4]o B crarlr4orrap MO, Anenrir,rrr
craIII4oHapbI Bcex rl4noB AJrr oKa3ar{nrt 6ecnla'rrtofi MeIHr]hrrcxofi rtoMorr(H,
ripeAocrannseltofr B paMKax flporpauuu focy/tapcrBeHrrbrx rapaurufi oKa3auHl
rpall(AaHau Pocct'tficxoft @eAepaqpru B ropoAe Cenac'rorroJie 6ecn,ra'nioii lae4urtnucxor.l
IroMouru, e)KeroAHo yrBep)r(Aaeuofi iloclaHonJreHr4eM flpar;ulenbc'rBa lopo/la
Cenacronors.

4.4.L3. Pyxono4vtreJlb Me/ILTIII4I{cxoft opraHu3allra t4 Jrr4rla, o'rBe'rc1'rierrnbre 3a

JlbrorHoe neKapcTBeHFIoe o6ecle.ietue B MeAurU4}icxoi.i opfarrH3arlr4r,r, Hecy'l
nepcoHanbHylo orBerc'illeHHocrb 3a cBoeBpeMeHFrylo BbrIItlcKy JreKapcTBeHltr)rx
npenapaToB 14 cIIlIcaHI{e nO IIpHrrr4He 14cTeqer]r4s cpoKorl |oltrrocrLr.

4.4.14. Pyr<ono4ureJlb MeAl4rlr4Hcrcofi opraFrr43arllrr4 vt Jruua, o'r'Be'rc'rBerrHr,re 3a

Jlbforuoe neKapcrBeHHoe o6ecneqelll{e B MeAI4rlHucrcoii oprarrr43aqnlr, odecrreuHBaro'l'
KOHTpOJTb:

- 3a Kar{ecTBoM npolloA}lMofo reqeFll4t vr 3a rlpaBl4nbrJoc'tblo Ha:rta.rerrr{H
neKapcrBeHFrbrx ilperaparoB rro OI-{JIII ;

- ucrIoJiHeHHt 3A'lBKH FIA Jrer(apcl'Be rr rl bre rrpenapa'f r)r

14MeAvrrJr4HcKHe v3l\enufl H o6oco6Jler{Hrnx crpyxTypHbrx noltpa3AeJrc}u4.ax (cparrr,ranax).
4.4.I5. IIutla, orBercrueHlIble 3a JrblorHoe Jrer(apc'rBerrHoe odecrre.{errlre rl

MeAhUI4HcKoil opfaHl43ar%V, e)I(eMectqHo Ao 10-r'o LrLrcira rvrccrrla, conMec'ft{o e

npI4KpenneHHbIM nyHKToM o'rrycKa IIpoBoAHT pa6o'ry rro yc'rpaHerrr4ro orcpoqeHr{r,lx
peUerIToB, IIyreM aualoronoft (cttHounvnuecxofi) 3aMOHbr, no46opa neKapcltsenrrori
Soprrari, or6paxonbr Baer perlenrbr.

4.5. yff)O

4.5.1. -flnrltercs rpy3orlonyr{areneM reKapc'rBeniJbrx rperrapa'ron, MeAlrr-u4rrcr(I4x
uzgemtfr, v cnel!.uan[3l4po]laurrblx npoltyKlor leqe6rroro fiLr:t)alutr, :laKyflJleuFrLix /IJtrr
JibrorHbrx Karefopr,rft rpaN4aFr i'opo/ia cesacronoJlrr, ilo oI"uln.

4.5.2. ENe4ireeno, He [o3trtHee 17.00 lrocpeAc'rBoM cr{c'reMbr 3JreK'rporrr{oro
AoKyMellroo6opora, yOO yBeAoMJIuer fKyC vr fclapranteur o Koirr4qec,utc
nocryrll,IBluero roBapa no rocy.qapcrBerr[roMy KoHTpaKTy n ueo6xoA?t\,rocr]i npoBeAerrHt
Meporplrrruff no npr4eMKe.

4.5.3. OtyutttrBJlt{er [pHeM [ocryrrr4Br.nr,rx o'r cDaplurarleB'i'fiqecKr,ix opraHu:arium
JIeKapcTBeHFIbIX npenapa'foll, MeAr4[u4t{cr{HX ttsl\eilkrra u cneil,uaJrr,l:]14poBar{Hbrx npollyK-r.oti
re'{e6Horo nvrraHuf B crpofoM cooruel'c'ulnl4 c yoJronl{xwr4,3at(Jtro..lct{t{brx I-Ia nocraBr(y
AaHHbrx ToBapoB, focyAapcTBer{Frbrx KorrTpaKToB.

4.5.4. ErxeMecs.{Ho rpe.qcraBJrrer n f{enapraveur, I'KyC v MO cBe4eHun o5
ocrarKax III na cKna.{e 14 B nyHKTax orflycxa IlI, KoJruqec'rBo t(o'ropbrx Merrbtrre 3-x
iuec.sqHofi norpe6uocru perl4oua (exceuecrqHo He ro3/lnee 5 ,lncla Meorqa, cJreAytorqcl.o
3a orlrerrrbtM [epno4ona).

4.5.5.Opraua3yer IIpeAocraBJlerr14e e)Ker-re/{eJrnuoii raucpopnaqizu n MO,
a I4MerIHo orBercrBellHoMy Jrurry 3a Jrbro'frroe noKapcrBelrr{oe odecrreqeuue,
Ha3HaqeHHoMy pyKoBoAI4TeiIeM MO, o Huiutrvrw JIII c yr(a3ilur4eM trepr4o/Ia [ocryrrrerrul
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u ocTaTOr{HbIX cpoKoB roAIIocrH Ile Meuee 3 u 6 MccrUeB (exceue4eJrbHo, rro
noHeAeJrbuurav).

4.5.6. Opranr,rsyer B [ynKrax orlycKa Bbr/{a,{y JjI] rpax{AarraM no rrpe/rbrrBJrerrrrr,rM
JIbforI{bIM peue[TaM, Bbrrrr4caHHr,rM Bpar{aMr4 (rpenr,,{rrrepanau) MO, rrpnKpeilnerjubrM ri

MO e yeraHoBJIeHI{oM nopfl/IKe, B coorBercrBr4rr c yKa3arrrmru M}ll-I, noA 'roplonr,rNl
HauMeHoBaHuelrr (npn H,ailvrqwu HoMepa u JJarbr BI{ c o6pa'rrroii c'ropor{br JrbrorLrolo
peqenra), llMelolllvrlr.cfl B HaJII4qnIr rro rocyAapcrBet.urblM KorrrpaKTaM, 3aKJllor{eHrlbnvr l,]

paMKax rocyAapcrBeHHbrx 3aKyroK no OHIII.
4.5.6.1. Ilpra orKa3e rpair(AanrzHa or roJryrlsllyrr, HMerorrie locl JII I n uyFrKre o.rrrycKa

I(oHKperHofo roproBoro Har,rMeHoBatvrfl, peqerr crruMae'fcl c o6clylKLrBatr4x (c'r'a'r'yc
pel{enra <or6paxonau>) co'rpy4}{HKoM rryHr(r'a orrrycKal.

4.5.7. llpt orcyrcrBl4a IlblilI4calrFloro B perlenre iIIl oplauu3yer orcpor{eFrrroc
o6cnyNuBaHl4e peqelrra, rpaxAar-rurry B03Bpaulaercfl perrenr co r.rrraMrroM rryrrK'la
orrlycKa, c noA[I4cblo OTBercTBerrr{ofo JrHrIa, yKa3aHaeM rlop.flAt(oBofo rroMepa, /_lo'rt,t
IIocraHoBKI4 Ha orcpoqeHuoe o6cnylr(r4Barrue vr pa3brrcHrre'rc.q llopruloK orcpoqeH]roro
o6 clyxcrz BaHvrfl perlenra.

4.5.8. Oprauu:yer exe/{}IeBl'Iyro neperaqy unc}iopvaulra o peqcirrax, rraxo/uulvlxcu
Ha orcpoqeHlloM o6cly>xatsatr4v,I43 IryuKTa ornycl(a o'rBercrneurroNry JtfiUy 3a rbt'ouiroc
JreKapcrBeHHoe o6ecne.reHHe, Fr a3 r{alr eH r,roMy pyKo Bo4 ra"relr ena MO.

4.5.9. Ilpe4craeJlser B /{euap'ralaeur Kor-raoJu4/{npoBa}rrryro r,tucpopnraqrzro c
npoBeAeHHbIM aHaJII43oM rro peuenraM, HaxoA{trltrMcr r-ra o'rcpoqeruroM o6crryxuBauur.r
BO BCeX [yHI(TaX OTIlyCKa, C yKa3aHUeM CTaryCa npeilapa'fa, Haxo/tfluterocf lJi,r

orcpoLleHnou o6ec[eqel]Hl{ (n sarcynxe, Ha arailvvr rrpHeMKr4 ra r.l.) * e}r(eHele"rrlrro (rro
tror-reAenbuuxau).

4.5.10. Cauocrosrerbuo ocyuecl'nJrrrer pallr4oHanbLroe ynpaBJreHHe roBapur,rMr.l
3araaaMr B rIacrII o6clyNuBalrvrfl orcpoqeur.{brx peqerrrol] tryt'eM nepepacnpe/leJrerr[l
JIII HaeNly nyHKraMH ornycKa.

4.5.I1. CoruacoBblBaer c |KVC oqepeAHocrb 3ar(yrrxn Jrer(apc'r'Beurrbrx rrperapalorJ,
MeAI'{IlI4HcKI4x uz/Jetuil u cneLryraru3l{poBanirlrx npoAyK'foB le,le6uoro ilvralwfl r{a
nlasoBufi roA, c yqeroM o6teuon AJrr xpaH eHuN, paciloJrox(er{r-{btx tra rrJroula4xx VcDO.

4.5.9. llponograr pa6ory c BpaqaMn MO, ocyuec'rBJlrrrcu1ux Bbrnr.rcr()/
neKapcrBeHHbIX [penapaToB JIbfoTHbrM Ka',fefopl{flM |pa)Kflar{, fro Borrpocy rreAoftyll{eHH'l
Qfivraa\vrfl IIII c [olIXoAtr(I,tMI,r cpoKaM14 ro/-lrrocrr4. Colpy,itlrr4Kr4 nynr('ra orfiycKa rrecy,t.
rlepcoHanbHylo orBercrlleHFIoc'fb 3a cBoeBpeMeHFryro BblrI14ci{y JreKapcrueHri t)rx
[pe[apaToB Ao ti cTeLI eH r4rr cpoKo 13 I'oAr{ ocTH.

4.6. f.n a n rr bre B rre ru't'arrr brc c rre uuar Hc"t.br :

4.6.1. flponogflT aHaJrr43 norpe6lerrar JleKapcrBeunr,rx rrpeilaparoB rro KypnpyeMoMy
npoQHJIIO, BKJIIOqafl 3aTparl{ocrb neKapcrBe}rr{brx cpeAcrB, r4x Ktru1l.4(.recKyro Ba)r(Hoc,fb fr
paBHoMepFrocrb uorpe6.ueur4r rro OI IJ III.

4.6.2. He rIo3lIIIee, LIeM 3a 3 laecxqa /io rorlBJreru.r.fl leQerrypl,i Irpenape]'r.r
rar"rrpopnaupylor lenapranaetrr o JIfl, geoSxo4aunrx l\:rfl, /IorroJriru{'relrnori 3aKylrc1.
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ilpeBbl]llarciqefr 3aflBJIeI-tFIoe l(oJrr4qecrBo cBo/IHofi [orpe6uoc'r']4 r'opo4a {c4epaJibrrol'o
3Haqeur4fl CenacronoJrr, yrBepx{AeHHoii na rexyrrdnfi ro/1.

4.6.3. tr4H$opMr4pyro'r [enaprar,renr o6o Bcex crryqarx
HerpeABr4Aennoft uorpe6uocrn IIII.

I}03II14KI.IOBCIIH'I

4,6,4. Hecyr nepcol{aJlbl{yn orBercrBer{rioclr) 3a cBoeBpel,{orrrroc'r'r,
ilpeAocraltrel{Ht uu4ropl,taurar,r v Korl't'poJrb 3a nr,tnucrcofi Jlll
no coorBercrByrou{euy npo$r4Jrro.

4.6,5. Ilpoitogxr Koppel{rl4poBny 3arrnoK MeAHrtr4HcK}ix opraua:arlnri uil
npuo6pe'relll4e JIII ra ouerlKy ttelrecoo6pa3rroc'rr4 3aKynoK Jlll c r{cJrbto Qoptrnpotsalltl
JII4KBHAHoTo 3alaca ilJlfl. Ter(y[tefo HcnoJrb3or]aHr,lfl rro KypnpyeMoMy rrpocpnlro. Ilpri
BbIFIeceIlI4H peIUeFII4q o Heo6xoAHMoo'rH KoppeKrlr{r4 aocop'rr{Merrra n (utu) o6terraa 'ror'o
vlrv v[oro 3aKynaeMoro JilI rnasl-IbrM Bue[ITar]rr,rM crrel[r4aJrr4c'r'oM ripurrr4MaK)'rcrr t]o
BHaMarII4e ocHollHble Qaruoprt, IlIHrIouIHe rra c't'pyKTypy rroTpe6.rrcrrul /.{anHOt'n
npelapara: xapaKTep ero uorpe6leunr 3a coo'rBe'rcrnyrorur.ri.i nporrrc4ruraft llcpr4o/t.
opI4eHTI,rpoBoLIHaf, Aonfl 5o"rmni,tx, Ko'r'opbre 6y4yr LryxAarbcl B /lanrroM npeuapa'rc;
rpe6onaunx 4eficrnynqux craHr(ap'roB MeAurIr4lrcrcofi noMou{a; ueo6xo/trrMoc,f r)

co orn ercrBr4r Jro KaJr brr oMy dl opnayla p r r oMy rt epe q Hro.
4.6.6. Cor"uaconbrBaror cBo,qr{yro 3arsxy no OHJIIL

4.7. <DapiuaqeBTr.rqecKr{c opra rrr{3a rIu n :

4.7.1. OcyulecrBJlf,Ior cnoeBpeMel{Hyro nocraBxy Jrcr(r}pa'fBolurbrx uperapa'fon lj
coorBercrByru e rocyAapcrBeur-rbrMr4 Korrrpar(TaMr4 e VOO.

4.8. OrleJrbtrtrr€ Kaleropuu r"pax/Iatr:

4.8.1. O6paualorcl 3a MeAl4ut'ttlcxofi lloMorrlr)ro R Me/{Hr{}trcKyro opra}rh3arlr4ro,
oKa3bIBaIOrqyIo l]epBllqHylo MeAr4Ko-Ca]rr4',fapr'ryto rroMorJ.{b rro MecTy }r(Lt'feJtbc'|uo.

4.8,2. llpta nepBl4rlI{oM o6paulenuu R MeAnrlHrrcKyro oplar-rH3ar(nro ro Mecr'\,
)I(HTeJibCTBa trIrfl rlocraHoBr(r4 Ha y.ieT npe.4b{Bnflror /Ior(yMerr|bt, yl{ocroBeprrroL[(Lre
rHqHocrb rpaxAai{I4Ha, crpaxoeofi IroJII4c o6.sgareru{ofo Mellr4Ur4rlcKoro crpaxoBariul
rpax.4aHl4Ha, crpaxoeoft IIoMep vllt.Avrqul.yaJibrroro Jrurleiloro cqe'ra (CI II4JIC) Ll

[peAbflBr.tuor rIoATBep)KAerrr4e BKJIroLre]rr4r B peraorranrurrri cerMeHT cpelepa;rrHot.o
Perncrpa vrJrrt o BKJIIoLIeHT4H B Perucrp rpax(Aalr, BpeNrerrHo npu6unurnx B ropo,il
Se4epanruoro 3HaqeHI4{ CeeacronoJrb c reppu'ropuft xpyrwx cy6rexlos Poccnftcrcort
@e4epaqnu, or rocyAapc'rBer{r{oro yqpexAer-rHr o,rlleJrc}rHr I'lclrP ro t.opo711,
CenacronoJrro.

4'8.3. )Jtts rtonyrreHI4t reKapc'rBeHI{bIX rperapa'roB, uzpetrrri,t Me]l14rlr{}rcKor'r)
Ha3HaL{eHVfl. u creql4anu3npoBaur{brx ilpoAyKTou leqedrrolo nvl'alr4fl rrpeATrrrBnrrlo'r Ij
arlTeqIlLIe OpraHA3aUZ14 peqen'fbl, IlblIl14CaHIlbIe I\,leiIUt.t14lrCKr4i\,{t4 paSOrUr.iraun rra
aira6ylaropr{oM rrpheMe.
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5. Hauraqerruc
MeAI{r{nrrcKHx

r,r Bbr rI Hcbt B a rr He JI cr{a pcl'Bell I ti bt x U pc r I a pt}-to B,

NsAe"rr n ii H crr euuaJrr.r3 r{ po Ba tr lr bt x rr polly K.roB
Jlerre6Hol-o It H'Ia II Url

5.1. HasHaqeHi{e v BbInl4cblBau14e neKapc'rBeurrbrx npeirapa'roB ocyu(ecrBJrrelcri
rpa)i(AaHaM B coorBercrBl4I4 c 4encrnyrorqr,rM 3aKor{oAareJrr,c'rBona Pocclziict(oii (De/leparlnl
14 ropoAa Se4epanrHofo 3Har{eHI4r Ceracror IITL aTaK)i(e rlaclornuur,,t Perlaveu.rol4.

5.2. HasHa'Ieuae w BbIilI4cbIBalzte JleKapcTnerrlri,rx ilperrapal'oB, Me/{Hqr{Ircr(}1x
LrcAeilvfr, v cneqI4aJII{3I,IpoBaI-IHbIX ripoAyr(Tos ;reqe6nolct rrr4'raultr ocyu1ec.rBJrr{cl'c}r
rpall(AaHaM, HMeIoUIHM B coo'rBercrtlkrLr c reirc"rtyrotrlt4N4 cpe4epani:IlbtN,l
3aKOHOAaTeJTbCTBOM POCCr.rfrCXOfi cFe^eparirau npaBo Ha rroJryr.rer-rHe neKapcrBeHrrbtX
[penaparoB 3a cqer cpe/Ic'tts cpe4epalr,Iloro 5rcAxre'la, Br(JrroLrct{rrbrM t3 Pclnc.r.tt
Se4epanrHbrx Jibloro[oJryqareleft .

5.3. llpu [epBr4r{Hou o6parqerrar4 r] Me/IuilnrrcKyro opr.r}ur,r3arllrro /IJrrr sbrnr{cbrtsalurr
Jrbf oTFrbrx p euenToB fp axAarr H r-r l]peAbr BJlrreT :

5.3. 1. /{oKyMer"rr, yAocroBeptroqnri ruriHocrb;
5.3.2. cBaAereJlbcrt3o o pox/IeHu ra peSelrKa, /{oKyMeHT, y/locroBopnrorqnir rlr,.rrroc,Lr,

3aKOFIHoro Ilpe/dc'f aBvrTelrtt pe6errxa (a clyuae ecJltt lla3uaLlelltle u Bbilt11cr(a 11penetpa'l'olr
ueo6xoAraMbr r{ecoBeprueHHoJre.rr r eMy uarirz en.ry) ;

5.3.3. AoKyMeHr, noATBeplK/larcLquii upo>xulaLrve B ropo/tc CeBac'ronole (rporrr4cr(ir
B ropole CeeacroroJie l4nii BpeMelrHar perr4crpaL\ws rro Mect'y npe6r,rnartvil B r.opo/tc
Cenacronone);

5 .3 .4, noJrr4c o6sgarerblroro M e/ILr rlarlcKoro crpaxoBaLrufl :

5.3 .5. CHI4JIC;
5.3.6. cfipaBxy orAeile]Ias lleucnor*roro drorr4a Poccvrw B lopo/te Ceeacrorojrc rre

rexyultzft fo.4, rroATBepr(/{arorqyo [patso fpar(/{arrr4r.ra }rA noJryr]eHhe focy/,{apcr.neHrrou
coquali'gofi [oMou]H B Bt4Ae ualopa coqi{aJrr,Ht;rx ycJlyr, B oJlyqac orcy.i.cr.3l41
uu$opltaul4n B OIIO, B 3JleKTporluor.i cacreMe Bbrrrucr(H llcllerrron (nru cfelep?jrbrrbrX
rirrornnxon).

5.4. Br,rnuctrnatvre peqenroB r.paxAalraM ocyureo.ulJrrercrt B Merxr{uaucxoii
oprarlI43aIII4I4, K roropoii rpaxAaHriH tlpHKperlneH IIo repp14'rop14aJrbr{o-yqacrKollol\i),
fIpI4HIIary (nra6o n nrt6parlnoit MeAI4L(I4Hcrofi opraHl43aqvw), BKJrroqerrrrofr n neperreil,
MeAI{IInHcKllx opraHI43arynil - yLIac'rlII4KoB JIbrouHoI'o JIcl(apc'fBegHoro o6ecueqe[rr4q,

5.5' Br,l6op rpax(naualloM oAt-rofi Me/Iurlr4ncnorZ oprarrr43ar\vu r43 r.rncra BKJrroLrerrrrr,rx

[elapralaeHToM 3Apa]looxpalIeHHn ropo/la Cesacrouorr B rrepelrerrb MeAKru,r]rcKr,rx
opraun:aqrzfr ocylrlecrBrqercfl n noptAKe, yct'arloBJteruroM rrpui(a3oN,i
Mrzu:4paBcollpa3Bvrrvrfl Poccutficxoft (DeAepaqar.r ot' 126.04.2012 }lb 406u (06
yrBep)KAeHI4H nopflAxa nr't6opa rpaxAaIII4t.IoM Me/II4LII4nct<oli oprar-rr43aqar4 pptr oKa3arrpt.l
eMy MeAI'IqaHcxotZ IIoMouI14 B paMKax [porpaMMbr rocyAapc'fBer{rrbrX rapan,r'r.ri.r
6 ecnrarno ro oKa3anr4.rr fpa x(A ar{ aM MeAr4rIr.rH c xoii r roNr o r,j I Lr ) 

"

5.6. llpn HaxolI(AeI{ur4 rra lepparopwu CeuacrorroJrrr l'pa}r(Aau, r4Meronl4x ripsr3o }ra
o6ecne'IeHae ueo6xo4zMbrMI4 JIer{apc'rBcrrrbr\414 Irperlapa.far\,rH :3a er.re.r.. cpo/lc,rrr
$e.uepanrHoro 5rc4xe'ra, ilpo)I(r4Barou{Hx u 3aperr4crpr4poBarrubrx B }inbrx peluonax pcl>
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(uuoropoAnl4e fpar(llaHe), ni,tnucxa Jrbro'rrrbrx peqenroR rrpr4 odparlelrr.{ri n MerHur4rrcKyro
OpraHI43aIInIO OCyUOCTBJIfIQTCII rIpI4 ilpe/lT:tlBJI9III4K /Iol(yMCIlTou, yKa:laliubtx n lyrricre 5.3
HacTo"rqero llopx4xa.

5.7. B cryqae orcyrcrBrzx cpe4epaJlbrrol'o JrbforFur(a n OJIO B 3Jrcl('rponuori cr4clcN,rc
BblrII4cKl{ peqe[Tol] ynoJIFIoMoqertHt,rfi cneUI4aJIHc'r MeAr4ltr4rrcKoft op|arr].r3arlLlri
HarpaBnser rpa)KAaHr4Ha, r4Melorr{ero upaBo Fra noJryLtelrne r.ocy/Iapc'fBer{lroi.i counaluroil
rIoMoIr{I4 B BI4Ae uaOopa coIII4aJIbHbrx ycnyr, u OIIcI>P rro lopo/{y Cenacrononto /tlrr
BH ec eHi.rrr rp a)r(AaHr4ua n cp e4epa.n r u lr fi p er.H crp.

5.8. Rr'rnprcKa peqe['foB I]a natll4eH'foll, He nr(JrrolreL{rrbrX n yc'raHOBJIclrrroM rroprrltKg rl
Peracrpr,I JIr,forFIaKoB, FIe AonycKae.t,ct.

5.9. Peqenln Bblnl4cblBarorcs r{a HMtr nauneH'ra, ilJttL Koropof'o rrpeArra3Haqei{r)r
neKapcTBeHrI6Ie tlpeI]apaTbr, r{ BF,r/Iaro'fcr rre[ocpeAcl'BerrHo [raqael|fy.

5. 10' Peqeurut Moryr St trl' [oryqeHbr 3ar{orrirbrM (yrrorrror,roqerrnr,l\{ ]
npeAcTaBI4TeJIeM IIaIIHOFITa B cooTBeTQ'L^rJVr4 c @e4epaJrbr-rbtM 3aKorroM ol2LlI.20l l\nt
323'@3 (OO ocHoBax oxparlbl 3/IopoBb.{ rpa}K/ian B Poccr,rftcxor,r cDegepaqnra> rri'r
ocHoBalruH AoKyMeHToB, noATBep)r(Aarounx npaBo Aei.icrsonarb yrroJriioMoLterrr{oro Jtr.ltlii
or I{MOI{H [aII]IeHTa. tDail Bl,IAar{}I perlcnra na Jrer(apclnuirrr,lft npt:lre}piir 3aKogitoNt-\,
[peAcraBareJllo cpraxcrapyercfl 3arrwcbro r] MeiIHUr4ucnon Kap're nat[14e1'r'a.

5. 1 1. flparo BbIIIHcbIBarL Jlbrornbre pe[errrbr rrpeAoc'rar]irf,ercrr:
5.11.1.leqau{nM Bpalrav, (te.rrr,21trrepaM, aKyruepKaM r] cJlyr{ae Bo3Jror{eLrufl, }ra }rr.{x

norHorao'{uff neqau-{efo lrpaqa B troprr/IKe, ycraFrot]JlelrFroM npr4r(a:loM Maunc.repo-r.r]il
3ApaBooxpalleHl4s H co{LlarlbHoro pa3Brrl4fl Poccaftcr<oii Oetepai(r4ti o'r 23,03.2012 .l,t,r

252n <06 yruepxAeHnn lloprgxa llo3Jro)Ker-rufl lra cperrnTiurepa, aKyuopKy pyKouo/lu,reJrerN,I
MeAI4III4I{cKofi opraHu3al{un trpt4 opl'arru3arU4r4 or(a3aHAx rrepB14Lrrror.i ve71ur<o-cauuraprroil
noMoula a cxopoft MeAI4IIHI'IcKoft rror\4on[H orAenr,lrhrx $yllrrlur,i leuauter-o Bpaqa r]o
He[ocpeAcrBeHHoMy oKa3aHl4io Mel{t4qancrcofi noMorr]H uaur4crrry ir gepr4ol{ ua6lro;lerrr.yr
3a HHM Ir efo Jler{ellH.f,, R TOM r{I4CJIe IIO Ha3HarIeH!{IO t.l lIpHMeI{etInIo JieKapcrBel{Hi,tx
npenapaTOB, BKJIIOqat IIapKOTI4T{eCKI4e neKapCTBeHIIl)Ie rlpellapaTl)l H IICI4XO'['pOIlttt:tC
neKapcrBeHFILIe [penapafl'r> (4ariee - Bpaq ($elt4ruep)), nxlroLrerrrrbrM n orplrqualrrri,rii
CnpanouuuK Bpaqefr (drenr'71urepoe), HMeroulr4x ilpaBo ira nbrr.u4cr(y peuen'ror "urro,r.uoir
Kareropl4r4 rpar(Aau [pr4 oKa3ar.rr4r4 MeAnr_(r4rrcxoii rroMorrlr4 (ltance - Cirpanolrur4K r:paueli).
Cnpanouur4K Bpaireft yrnepx Aaercx rrp14Ka3oM pyKono/lr4rells MO,

5.II.2. MeAI4ITHHcI(HM pa6oruuxav, pa6oraro[{HM ]l Moltr4rtr4rruror.i opi.ar-ru3alu4rl rro
coBMecrr.rreJrbcrBy (n upe4e.uax ceoefr KoMne,reHunra);

5.1 1.3. vHIvrBvu\yaJIbFIbIM lrpe/-([pr1Hr4Ma'reJrri]\,l, 3arrr{N,rarorrtuMcr .rac.rrrori
MeAI4UI4IIcKoft nparruxoii 14 IlKJtlorrcrjHbrx B peeclp \.{ellHtu4froKptx opr'.auusarpriii,
ocyqecrBJltlloiql{x AetreJlbFlocrb B cQepe o6ssarelt)Froro Me/IaqfilrcKor.o crpaxoBar,u4r;

5.I1.4. MeAHITI4HcKI4M pa6orHr4KaM MeAr4rlr4lrcr(HX oplarrasaquii, oKa3brnarou(HX
MeAI{IdI4I-IAKyIO nOMOUlb Il cTaqHol.raprrbrx ycJroBafix, B o'fAeJrrrirbrX QlryLraflx ilo peueHr4ro
pyKoBoAHTeJIfl MeAuqnucrofi opral{t43al\r4vr rlpu r3lrrricKe r{3 c'faqr4onaprroro or/leJrerrr4ri
MeAI4Ul{Hcxofr opraHI43aIII,IH IIaUI4errra, nMeroulero coo'rBe'rcltBylorrlr{e MeAHrlr4r.rcrcl{c
IIoKa3aHI4fl, vI HaITpaBJIteMOI'O AJIfl npofloJlx(elP.vIfl Jleqellllti n arr,t6yLtaTopi{blx ycJlotit4lx,
Moryr Ha3Haqarr,cs ttu6o Bbl/laBarbcr oAlroBpeMelllro c Bbruucl(or.r lr:l naropuvt 6olrc:r1r
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HapKorl4qecKl4e I'I Ilcl4xorpollllble JIeKapc'l]BcIIHbIe rrperrapat'r,t cnHcr(or: II u III ilepevlru,
cl4nblloAefrcreyrorqlie JIeKapcrBerIHbIe npe[aparbr r{a cpoK rrpr4eMa rrar]r4errroN{ rto 5 AHcii.5'12' He 4onycKaerc,l BbInHcI)IuaHwe peqe,,'ror] rra Jre*apcr'grrFrbre rrpenapar.i)r ,ruriiJIeqeHI4t rpaXAaH, r4MeroUr4X IlpaBo LIa 6eCn"uarnoe noJryrtt:Hr4e Jrer(apcTgerrur,i;{
npelaparoB, MeAI'IIdHHOKI4MH pa6ornHK aMvr earraroplro-KypopuHl,rx oprar rur:ar 1aii.

5' 13. Bltnucr,tnatvre peueIIToB u Mo, yqac'r'Byrorrti4x B ner(apc.fsesrror\4 o6ecre,reunu,
rlpoa3Bol(uTgfl' B coorllero'tBut| co cTal{AapraM14 oKa3ariLrr 1\4el1r4r(r,rrrcrori rroMo[U4 rro M]-li I
l4J1r4 XHMHqeCKOMy HaI'IMeHOBaHt{lo, a upr.t efo o'fcy,uc,fBl4H - r pyrilrHpoBortHoNty
Hal{MeHoBasuro'Il cJlyqae orcyrcrButt Me}r(/ty}rapol Irolo rrerrarerl,rogairrror.o
HaI4MeHOBAHUflVI rpyilrupolloqHofo Har4Mer{oB a:Hr4fl, Jler(apcrBeurrr,rr.i flpe[rapa.r.
Ha3Hallaerafl"v BblIII4cbIIlaer:tr Me/lHr{t4HcKr.{M pa6o'rnnt(oM Ito .l-opl.otJoN{y HanMcrroBairr.rro.

5'14' llpu nlinl4cl(e neKapcrueFll-Ioro rrperrapara fro ropr-oRoi\ry rnvMerro*aHr,rro *i)
BCex cnyqanx o$opMJrflercr peuerrHe npaue6noii xovnccrzn.

5'15' o$opntlenae peuenroB Il MO, y.-lacriryrouleii n Jrbr'o"l'rroNr o6ecrreqcrrur,i.
ocyu{ecrBlrtleratr B noptAKe' yc'TaHoBJIeIIIIoM npt{Ka3oMMarisilpana PoccilH o,r I 4.Al.20lr)
IfQ 4w (06 yrBeplKAeHI4t{ rlopt{Al(a Ha3*a.'ebrntr JreKapcrBerrrrbrx fiperrapa-loI], rJiopvpeqerlrypsrx 6lairKoB Ha JIeI(apc'rBerIIIbIe npenaparbr, rroprrAxa o$opvn rrri^ yKa3agsbrx6lanxon, vrx yr{era u xpar.e'vrfl>> w npr4Ka3oM Muuuc'repcTBa :l,paBooxparrer}J'
Poccuficxoft @eaep aL\uu o'r 20.12.2012 Js t ig lrr <06 y'r'nepr,,tt.r,r, rropr/tKa rra3iiaqerrr'u Bbrfrr4cbrBaHnfl MeAr4r.lr4rrcr(r4x ughetufr, a raKlKe Qoprvt pcrleln.ypnbrx 6liarrxou uii
Me.qHLIuHcKHe w34e[Ivrfl, u fioprl/{Ka ocfopna"rrerrna yKa:]aHut)rx 6laurcoR, ux y.1era r.r
xpaHeHUt)), C HCIIOJrb30BaHr4e\4 KOMII r,tOr.epr lo ri Tgxr t!1 r( 14 .

5 '16' Bi'tnacxa peL(e[ToB ocyuecl'BJrte'cri rr ilpo.paMMrroN,r r(oMrrJrerige perHoriar*rorZ
MeAr{ru4Hcxofi arirlropir,taquoul.roft cr4creMr,r (,uro,,tyl,u ((Jrr,fo.rrroe Jrer(apc.fBeHlroo
o6ecneqenrze>) (aanee - PMI4C (III4TAKOP), nporpaMrvur,rir xonn"rrexc). Il crryrrac
Hello3MolKllocrl4 no TexI{HqecKaM r})l'1t{I4HaM cc}oplanllo.nitlb per(e*r B rrporpaMNr,roNr
KoMnJIeKce Bbrnl4cKa per{erlTog ocyqecrBJlf,rorcfl BpyltHyro, rra 6larrrcax, H:l.o,fonJler{urrlx
runorparpcKl4M cnoco6otta, c ilocJIeAyIoluI4M urrecerrr.,tgM r.rrrcfropnaqlrn o Brrrrr14car-riroAl
peqenre B uporpaMuur,irZ KoMlJreKc.

5.I7. Pyr<ono4ure.ur MO, yr{acrnyrouefi B JreKapc'rBerrrroM o6ccrre.{e ruir4, sa3rrarrae.r.
orBercrBeFIHoe AOJI)I(HOcrl{oe JII4IIO 3a pa6o'ry opratl}43at-lt4ll rro JreKa})crBer.rroN,r)/
o6ecue'IeHlllo, n o6gsaurloct'n, Koropo'o BX'A{T Ko}rrpoJrb 3a rie4eHr{eM r4 [paBr4Jrr)Hoe,r]bro
oSoprvrnelil4t nepB]|'.ruoi MeAr4r{aHcrcolr /loKyMeI{TaL\vt4, pe{ten.ron, BrrrrrHcr(oa rr,r.o,Lirr,rxpeue[ToB IrpaqaMH (tbe,'rlAruepava), npa'le6ttntvu r(oMHcc14rrN{H opl.arrH3arrr.1r,r.
o6ecne'{eHue crpo.oro yLrera Br)r[r4cal{rrbrx peqer'ror], ,3AHMolleric,r}lue c yoo vI
flerrapraueHToM rlo BonpocaN4 Jr er(apcrBeFIIroro o 6ecn e, rer.{ r411.

-5 
18' KoirrpoJlb 3a oprallt'l3a{neli Jrbrolrroro JreKapclBenlroro o6ecrro.reHr4rr

Mo nog,Taraercn r{a rJraB}ro'o Rpar{a (pyxono4 HTeil^) Mo.
5_.19: Ha peqenrypnoM 6lauxe ciropr,,tr,r J.lb l4g-1 ly-rJ41t1 Llvvr{vrrrypuu'r uJlaHKe cpopMbr J\9 l4g-l /y"04($ u cfopA.rr,r}& 148-1/y-06(l) peuellr IlbIrpIcbIB aercu MeAnr{r4rrcKr4M pa6ouruxoM B /I'yx 3r(3c\,rnJrrrpax,

I'pa)Klteil r

c oAHaM SKSeMIIJI.ltpoM Koroporo rrauuerrr o6pauaerc, ]l arrreLrHyro opI.arrr43ar-{r4ro. B,rofsii
3K3eMrrJirp peqenra npuoorq aeratr K Me/(hru4Hcxofi KapTe lla]-{H er rfa.

5'20' HapxoruuecKl4e 14 ncl4xorporllrbre JreKapcrnerrilrrre npeuapa.r'br crrr4cr(a Ij
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llepevu.a (ga I4cKJIIoqeFIlIeM JreKapc'rncrrrrbrx rpenapa'ron n Br.{ite 'f parrc/lepMaJrbur,r\
Tepa[eBTkrleOKHX CHCTeM, A ',faK)r(e JreKapcrrierrribrx rrperraparoB, co/iep)Kauir.rx
HapKorl4rrecKoe cpeAcrBo R colterauuvr c arrralollt4c'roM ol.ruoal(rrbrx perle['ropon) ltlru
JIer{eIII4fl rpa)KI{aH, r4Meroutlx rrpaRo Ha 6ecn.rra'rrioe IoJryLrerrHe Jter(apc.t'BCrrrrr:rX

[periaparoB, BbIrILIclIBaIorcr rra c[erluaJrhFroM pcqenryprrolr 6tritrrKC rra uapKo'fl4LrccKoe
cpeAcrBo vr [ct{xorponHoe l]eu{ecrBo, r{ Ko'ropoMy /-{orroJrr-rr4'feJrbrro Bbrill4cbrBrllo1'c11
peqerlrbl n 1 exselarJlxpe Ha peqerrryprroM 6lauxe cpopr'lr,r J\l,t I 4tl- | ly-\a($ n.rrn ( opvtr It,
r48-tly-06(r).

5.2t. HapxoruuecKl4e u flcuxorporIIIbIe irei(apcrr]errHbre rrperrapa'rbl cu14criil
II llepeuHa B BHAe rpaHcAepMaJrbr-rbrx repaneB'rH,{ecKr4x cr4o'reM, Fraprolr4,.recr(hc
neKapcrBeHFlble npeilaparbl crrucr(a II flepe,rur, coltcpxilrrlne rrapKo'r'r4lrecKoe cpeACl'rlo rr

COtIeTaHI4A C aIITafOI-II4CI'OM OIIHOI4/IHLIX pel(Ctl'f0poll, IICHXO't'pOflttl,lg ilel(apC'l'llCilIIt,lC
npelaparbl cnl4cKa III llepeuttx, uilbie Jlel(apcrnerrlir,re cpa/icrBel, rro/lJroiKarrtt.lc
npeAMerHo-KoJItiqecrBertIIoMy yqery, neKapcrtseHrrbre rrpeflapa'f br, o6;raAarorr trrc
al,i.a6owt'recxofi aKTI4III{ocrbro, rcol,r6ultuponaHr.rbre Jror(apcl'nonnI:re rrpetlapa'l.r)r,
[peAHa3IIar{eHHbIe .IJIfl rer{eHl,Ifl fpa)r(Aau, uMeloultlx upaBo na 6cctrlarlloe fioJlylteu]l(l
neKapcrBel{Ilblx llperapa'lrol], BI:IrIHcblBatoTct Ha peqeti'l'yprroN4 6;rarrxe lle 148-1/y-fi8, ii
KoTopoMy AoIIoJIHI'lTeJIbIIo III:IIIllQblBaeTcx pel{ertT n I rtc:cnaltnrrpe na pcricrrryprroN,r 6lalrric
Qopr',rrr N 148-l/y-0a(ri) aru clopur,r J\l 148-lly-06(u).

5.22. Cepwx v AVana3oI-I HoMepoB perteirroB lra 6lrarlxax dtopvr,r Jrle l4B-1/y-88 lrl
MO yrnepxAarorcr flenap'raMeirroM.

5.23. llpu ntttrLrebrBaHVLr peqenron IIa ireKapc'rBeunibrc ilperrapa'rbr /lnrl JreLrerlr.rrl
rpall(AaH IIo rlporpaMMe OHJIII, yr(a3blBaercrr LroMep r:cledroua MO, no Ko'l,opol.ly
pa6orHHK nyHKTa o'rrlycKa npr.r neo6xor(r4Moc'rr4 Molr(c'l coilracoBa'rb c Me/(r4rlaucKr.rN,i
pa6orr{l{KoM cr,rHoHr4MHr{ecKyro 3aMer.ry Jrer(apc'r'ueHr-rol.o tlperrapara.

5.24. Ha:tla'leulle JleKapcrBellrrbrx npetraparori /lJrrr Me/tnr{r,rrrcKoro npuMerierwrfi rl
MeAarIr4HcKt{x uzl\enwfi vr oc}ropna;rerrr,re coo,fRe.rcrByroulct.o peqelrl,a ocy[lecrr]Jrrre.i.cl
JIer{aUI{M BpaqoM I1o pe3ynbraraM ocMo'fpa ullu ana6yJra]'opuoM Jterrcrrl{lt lpa)K/larr, c
yqeroM Ar4arr{o3a, xapaKTepa u rrrx{ecrH sa6oreuarrvfi.

5.25. B peqeilre yr(a3brBae'rcl KoA coorBe'rcrBytortero :a6o;reuarrul (MI{F-10),
MexqlyHapoAHoe Henarel'IToBaIlFIOe IIar4MelIOBATr]1,e, fpyIlrrLrpot]oLtr{oc rranMeHoBaril4e i.l,rll.l

Topfolloe HanMeHoBaHr4e Ha JrarI,IHcr(oM .f,3brKe, c yKa3ar{HeM lio3r4poBrfl.r, (taconrca, cf op,vri,i
BbItIycKa, pa:onoli Ao3bI, KparHocrn H oco6enlloc'rr,r upueMa. Pasonure, c1l't.oHHrrrc pl

Kypcollble Ao3bI rIpH Ha3HAIcelII4U JreKap0TjleFrr-rbrX rlperrapa'l'oB orrpe/leJrrrro.fcr JrcrralrtHNl
Bpar{oM, HcxoAfl [I3 Bo3pacra 6onbrlofo, Tr)r(ec'r?r 14 xapar't'epa 3a6oJrer]err{Ltrr, Haril4t44tl
cotlyrcrBytouleii rlaroJloILIH c yqe'roM c'rarrAaproB or(a3alrhr N4el(Hrlnr-tctcoil rioMorrtH.

5,26. B peKoMeI{AaIlHtx neKapcrBenuoii Tepafiuvr vr 3Ar(JrroqeFrr4rx n;:auen-
KoHcynbraHToB, rJI&RI{IIX BHelrrralnbtx ciler tt.{aJrhct'oB f[etraplanaerrua jto
coorBercrlryloUeMy npotpulro MeAhIlailcKofi AetITeJIbuoc'rL{, JleKaporscrrribre lpelapa'rI,{
yKa3LIBaIorc.s IIo MHI-I HJrfi rpy[[I4poBorll]biM xI4Mi{LrecKHM iral4Mer{onArrrirt\,r, u cJryrtae tix
orcyrcrBlrs, a raKll(e B cJIyLlae o6ocnonaulroit (,ltoxyvrerr"ltaJrr)rro rro/lrBep)KAegriorT;
ueo6xo4aMocru - no ropi.oBsrM HauMeHoBaHultvr,

5.27. MO raueer ilpaBo tsocrloJll3oB?'rbcJr peKoMcnAaltr4rN,r14 npa.relr-xorrcyJrr,Tarn.orr



L8

$e4epanrr-rr,rx MO (npr,r fialrvr,wt't 3aKJrroLrelrufi rpavedrrlrx rorrancull 0cltcpanr:nbrX VIO)
I,I IUaBHIIX uHeIrITarFIbIX crrerll{alr}icron /[crrapl'aMerIT'a rro coot'r]c'lc'nlytorr(oi\ly rrpo(lrr.urrt;
Me.ql4ldHrlcxofr Ae.{TeJIbIIocrI,t, B ToM LIucJIo r Lracrt4 per(oMon/la-]:,lu4 JleKapc'lBcurrr)rx
npenaparoB, MoxeT npH HarvLrHkL o6octtonartnfi orrrorrl4Tb t4x, paccr\,1o'flleB ira npa.le6rron
KoMrre cr4 14 MO, xo rta vraaw {e rr aprarvre }l'ra.

5.28. Jle.{aurnfi Bpar{ HcIroJIL3ye'r I\Jrx r{a3r-raLrerJr4r Jrer(apcrr3errHr)re rrpenapa'r'r,j,
BKJrroqeHr{bre B yrBepx/{eHHyro 3aflBr(y l_[errapr.arr,IeHt.a.

5.29. HasFraqeHue JreKapcrBelrLrbrx fipeilapa.ror], rre BXOlllrrlr4x n y.fnep]K/tcririy,lo
3a.f,BKy, leqaulzft BpaLI cofJlacoBI)IBaet' c pyKono/U4'r'cJreM MO u lJtaBI{t)tM llFrcul'l'it'l'lbin
cneq!{anp{croM {euapranae}tra lto coorBe'rc'rByrort1cr\4y rrpocpnlrro Ms/]r{lU4r-tcuor.i
AetreJlbHocrl4. Peurenue o6 o6ocnosasnoi,i ueo6xoAraMoc'ut4 tra3rraqoru{rr JreKapcrBcrrrrrrrX
npe[apaToB, He BKJI]oLIeFII{LIX ts yTBepx(Aet{rlyrc 3atBI{y MO, ttprarrHN4ae'rcr rro 3aKrrolrerrHrr)
npa.re6Hofi icouzccrza MO.

5.30. llpru ilpvr*Atwu peruerrr4r o6 o6ocrronaurrofi neo6xo/tr.rMoc.rr4 rra3rrarrerj!.ril
neKapcrBeHrrbrx rpenaparoB, lre BKJrioqerr[{brx r] y'fBepx(/lerrHyro 3r}rBr(y N4o,
orBercrlletlHoe AoJIII(Hoc'rlIoe JtHI\o MO onepa'n4Brro l{atrpaRJrrre'r /toiroJlru.t'rcJrblt)/ro 3r]uilx),
uo $opvre u B rropsAKe, ycrarroBJreuru)rM /derrapranelrrotvr.

5.31. FIasHa'reHL4e v BbtnHcbrBaLIue JreKapc'rBorruI:rX rpenapaTon r(Ar( no perrr0uurr)
Bpaqa, 'raK vr no pelUeHlilo Bpaqe6rlori KoMr,Iccna ripu oKa3 ar-rvu rrepBnqnoii H,le2lurcct-
caHHTapHofr noMorlll4, rlaJlJluaranuoil Meltr4quHcxofi loN4ou(Ll n arvSylrar1'oprrblx ycJroBt.rrrx
ocyqecrBJIrIercfl Ha ocHoIlaI'IHI4 llepe.lnn )Ic43I-relrrro neo6xoltuivl,rx yr sax<uer)iurrL,'l
neKapcrBeHHbIX npenapa'toll Ha coorlle'r'crnyrcrquii rolt (Aa;ree - nepeqer{b }ItllBJIll).
yrBepxAeHHoro paclloptxeil14eM llpanrarellbcrRa PQl, a 't'aK)r(e MurrHMaJl)uor'o
accoprl4MellTa neKapcrBeHHbtx [perapa'ron, ueo6xoAr.rMr)rx /lJrr{ oria3auvfl meAuitr,lrcrior.r
TIOMOIIIL1.

5.32. Peqent Ha ocHoBaIrHH pelueHl4fl epaue6uoii r(oN,{Hccr,n4 nbrrruobrtaercrr lro
[peAc'raBJleHrllo rer-Iaqero Bpar{a n pyr(oBoAr4TeInr MO n cJre/lytorqr4x cJryqarrx:

5.32.1. HasHa'IeHHfl Jlel(apcrBelJrrofo [pe[apara, rre Br(JrrolieHuolo B y'rBep)KAerr]r)u1e
3aflBKy MO;

5.32.2. npl4 HaJIHqI414 MeAI4rlnIIcKI4x rlol(a3alr14 ii (unuwauAyaJrbrrarr r{errcpe}rocHi\{oc'i.r;,
rro XI,I3r{eFrr{brM noxa:auutu) ;

5.32,3. He BXoArr[Ir4x ]l coorner'c,rByroruufi c.rau4ap,r Me/u.nttiucrrclir rroMolr{ri;
5.32.4. no roproBblM FIaHMeHoRalrHflM l-ra3r{alrelr4tr Jrgr(apc'r'rierrrrr:rX rrpcfiapa'fon (rrpr.r

HerI4IlHrtI-IoM Ter{eHwu sa6otteBautvrfl, HailHLtr4r4 ocJto)r(rrcrrHti octtogrroto :a6o-rreriaual t1

(ulH) collyrcrByioul4x sa6orenauuti, tlpLr Ha3Haseru4t4 JreKapcr'rierrirbrx rrpcrapa';orJ,
oco6eHl{ocrl4 B3al4MoAefrcrnratl I4 coBMec'tl4Mocrr4 noropr,tx contacno turct'pyKt-{LrtM rlo l,lx
npHMeI-IeHHIo iipHBoAf,T K cI{lIXerII4ro ecpoer<Tl4BHocrr4 r 6esorracFroc'fpr (baprr,IaxorepailHtl
u (wttu) co3Aalor IroreHr(I4aJlr)r'Iylo oilacrrocrb lurfl >r{vt3tru 14 3/lopoBr,r naru4errra), c y.let'ovr
peKoMeHAauvfr, clellr4aJrr4cron dle4epaJlbr,rbrx (ra lp.) MeAHru4rrct(Llx rteHrpon;

5.32.5' oAHoBpeMeI{}Ioro IIa3I{aqcHhrr o/uroMy laqner{Tl/ - r'pax/-{aHurry nflT:vt H 6o"rrcc
neKapcrBeHHbIX [pe[aparoB B Telrerrne o/-u{r4x cyl'oK r{Jrr4 cr]btrue /Iecrr']ri4 rraHMeHor:anur.r n
Ter{er'rHe o/lHo|o Mecsr{a;

5.32.6' repBl4rll{oro tla3l{aqerIHr ilaquer'rry }rapKoirr4qecKLrx Li ficrdxorporlir,rx
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JleKapcrBerrHbrx [penaparoB cilncKon II n III llepeuun (n cJlyrrac npulfl.rllxpyKoBo/u.lT.eJrciI
MeAI4I{I4Hcxoft opraFIH3aI{I414 pelxerrufl. o rreo6xoAaMocrn colJracoB aLrun rra3lraLre}"r14r .rar(}.1\

neKapcrBeHubrx nperaparoB c Bpaqe6no[ ronanccneil).
5.33. PeureHne npaue6nofi xoul,tccwu Suxcnpyercrr ua o6opo'nrofi croporre peqerr.a c

yKa3aHaeM .4arbl npvrbrtrrkrfl perxeHr.{r 14 3aRepflercr no/"lnr4cr)ro rrpe/lcellat'cJrrr Bparre6riorr
KoMI4ccI4I{ I4 neriarblo MeAzr.Ilrucxoft oplalrr43aqr,rrz (rrpra rraJrr4LtLtw neqa"r,H).

5.34. Ha:Ha'{eHI4e 14 BbIIILrcbIBa}rHe IrapKo'rr.r.lecKHX H rTcllxol'pornir,rx JreKapcrBerr}rr)rx
[pe[aparoB cIIHcKor II rz III IlepevF]fl rlporz3BoAr4Tor naur4e]rliiM c nbtpa)Ker{rrbrNt 6olrenr,rn,r
cHHApoMou llo6oro fel-Ie3a, a raK)r(e ilaqhenTaM c trapylueH?reN4 cr-ra, cyllopo)r(rrbtN,n.i
cocrotFIHflMW, TpeBolI(HbIMU paccrpoficlnalau, So6axna14, rrctrxoMo'fopllbiM nos6y>x4erryJcrN.l
caMocroflTeJlLl{o MOAaIII4I'IoKLIM pa6orHuxou lu6o Me/lL{rU4rrcr(r4A,{ pa6orlrur<ovr ltr)
peueHulo npaue6uoil KoMHcc!It{ (n cJlytlss Ilp14Frrn'prl pyKoBo/tLt'l'ciieru ne/lr.rrtllrrcrcc.rii
opraHlI3aIIHu pelxelirvrfl o seo6xoAnMoc'fn coruiacoBarrnfl ilepBr4llHoro ga3rraqe1ufl,rilr(Ljx
neKapcrBeHrrbrx npenaparoB c tspar{eGrrofi rconanccnefi).

5.35. HasHa'reHae, BF,InI4cbIBaI-rne n ol'nycK neKapcrBclrrrblX upcrlapa'roB rar{fienr'\/
ocyx{ecrBJl.f,iorcfl n o6nerrae, He [peBbIUaIoUeM Mecrrnryro rro'fpe6goc.ru, c yLreroM pr]gcr
BbIIIucatIHbIX peqenror. IJ arr,t6y,na'roprroii KapTe Ilat1lzellr[] MeAHI{r.iirct{l{\{ pa6olrgrcori
QTaBr4Tafl orMerKa, ua xarou [epHo/t [a{I4eIIT oSecueqer{ Jre r(apc'rBer]rrbrrvl rrpeilapaTonl (ltu
KaKOTO qVQJra, Mecflua, fo/ta).

5.36. Anx rer{eHl4t xpot{HrlecKHX :a6o.rrenauar.i r{HnaJjr.rllilM, /{e'rtrM-r4LrrjaJrrz/(aN,i
neKapcrBellllble npe[aparbr, cnetu4art{3r4poBar]Hbre frpo/lyt(.l.br rl?1-r.a]-:Iufl N{Or.y1.
Bbrrrr4cbrBarbefl, Ha Kypc JreqeHur lto 180 Ar.leri.

5.31. Peqenrtt Ha Jlel(apa'ttsertllbre ilpeuapa'rbr (:a r{oKrrro,rcr,{HeM noAJre)Karrt}4x
npeAMerHo-KoJIl4r{ecrBel{IloMy yvery), BLIilacaFrr{bre Ha peqe[rrypntrx 6.rraurcax cpopvbl ]l!t
148-1/y-04(tt) w cpopnar,r Ntr 148-1/y-06(l), glx amlylal'oprrolo Jreqerrr4r rpa)r(Aarr B parvs{ax
oKa3aHHti rocyAapcreeHHoff coquanbl{oft nouou{H, Aefic'rBHTeJIbrrbt n rcrteiu4e I ueclrta co
AHtr BbITII4QKH, A B CJIyqae IlLlrII4cKLl TaI(LIX peUeIlTOB yKa3ar-rr{blM Ka'feropu-sM fpaiKAail.
AoarnrruI4M lleHcl4ol]Horo Bo3pac'ra, cpoK geholnun peqertTer coclaBJtrer 3 lreclqa oo lt'r{
BbiIII4cKH. /{nx neuel-IH{ 3ar-f,)I(lrblx 14 xpoHaLIecxnx sa6olresalrau tpa)r(/tapaM rrerrcr4or{rror.o
BO3paCTa MOryT BbIIII4CbIIsaTbCf, peuetlTbl Ila leKapc'fBeHr.rbre npcrrapaTbr r{a Kypc Jreqe}{uu
Ao 6 trtecslleB, B coorBerclBvrvr c flprana:ou Mnu:,{paBa Poccua or 14.0 1,2019 }19 4u <06
yrBepll(Ael{I4lr ropt/lKa Ira3liar{eFr14fl neKapcrBeFrrrbrX llpeilapa'fol], 0op* perleilTypl{brx
6lauxon Ha neKapc'rBelll{ble ilpe[apar]r, rroprr/1rca oipopMJrenr4rr yKa:rarirrhrx 6;reruxos, jJx
yqeTa r4 xpaHeHr4f,).

5'38. B cnyvaxx BbIe3Aa Ipa)r(AaH, lrocroxruro ilpo)r(HRarorru4x B lopolte Cenac,ronclrrc.
3a ero [peAeJIbI (npa Halrvvvlvr [oi,trBep)I(/Ialoql4x lloxyvcr"r'r'op), a T'a6ir(e Bbre3/{a rrii
caHaropHo-KypoprHoe Jleqenne (e rlelepzurr'ur,re MO c Rrirc3/loN,r 3a ripe/Ienr,r fopoller
Cenacrouo.nx) MeAI4III4I{cI(14MH pa6olnuxavu, Ha ocrror,}arr1414 peruerrr4fl npave6lroH
KoMlracvw, MolyT 6rtrl BI)IIII4caIII)I peqerrrbr r{a neKapcrltelilr)re nperraparbr trA
TpexMecf inltft Kypc JIer{erII4x. Peuertne Bpar{e6lrofi r<otrnccran orpopvlrrrercrr ira o6clporc
perlenra c yr(a3aHHeM (l3Lre3A 3a rrpeAeJlbr r, cenacr.oloJrr,).

5.39. Vnoluouo'{eHltntii corpyArrur( MO orperxaer nbrnhcar{nbrc peller.r'r,r fr
MeAI4qI{Hct<ofi Kapre a\,r6ynarop}Ioro 6orruroro (yqe'lrral {opvra }(, 025/y-04), yrerrrr,rx
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QopMax:
5'39'1' J\lb 03O-II/y <Kapra rpax(/{at{Hl{a, I4Merorrlero rrpa'o ria froJry,rer.rHe rra6o'ii

coUI4anbHEIX ycnyr IIo yqery orllycKa JleKapcl]lerllrbrx ilpcnapa'roB) vr n 2lpyporiMeAr4rlr4'rcxofi .{or{yMeHTATJUU B COOTB.TC'fB'{r,I c ger)icr,ry,n,rt"no, rropMa..H}}rrbrrvr14
AOKyMerrTaMH;

5'39'2' J\le 030-P/y <Cne4enul o reKapcrBeHrrbrx cpeyc'Bax, 
'brrrlrcsFrrrbrX 

r.l
orryrueHl{blx rpaxAallaM, HMeIoilIaM [paBo FIa [oJlyqe]{He ua6opa cor(r4aJrbr.rbrx ycJryl'),
yrBep)KAeI-IHoft llpralo>xer,raeM j\b 7 K flpuxa:y Mrau:/tpaBcor.ipa3g ytrurr poccuu o.r.22'1L2004 i\b 255 <o flopx4xe oKa3atll4t neprla'rrofi Me/rnKo-caunr,aprror1 rroMorr(r.I
rpaxAaHaM, HMerorrdr,tM [paBo Ha rroJryr{eLrr4e rra6opa corl}{€rJrbrrr)rx ycJiyr)).

5'40' B criy'lae lla3Har{eltnt{ Jletiapc'tRenllbrx cpeAc'r', te 3ariBJre}r'brx r\4olr'rrr,Irrc*,ir
opraHl43aqweit a He IIKJIIOqeHHrIX B yrBepx/lelruyro 3arrr3r()/ /{crrapr.a5ac}{,fL}, ccKpo.r.a'cj\{
npa'le6Hoft rovaccHLr Meilvruaucxofi opraHl43arlur4 cocraB.flflercr rrpo'r-oKor npa,re6rroii
KoMI4ccI4lI MeAHI{I4Hcxoli opralll43ar\t41l u HaripaBJltrercrr rre [o3i]Hee 2 pa1ovwx rircii c,i,
'AHf,' cJle/{yrc[{ero 3a AIteM rrpur]nL-z|fl peIxeIII4t rpa'te6itofr rot,tnccneii Mellt{[It4trcKOri
opraHl43aqau (4anee - pe[Ierlae rpaue6uofi xovra ccuu), s l(oruraccuro f{errapl'aNrer{ra.

5.41' K uporoxony np'Jiararorcr cJreAyroqfie AoKyMerrrbr:
5'41'1' 3atBKa MeAl4ul'It{cxoft opral{a3auLl14 rra AorroJrrrH-r.err)rroe o6ec',c.rerrLlc

JIeKapcTBeHHbIMI'I cpeAcrtsaMu C)I/{eJInuoii Kal'eropafi r'pax(Aan rro rr-,r'o'r'r{brNr rrporpaN4MaNl;
5 '4r '2' KonI4I'I AoKyMeI"IToB, 3allepeti{bre pynoBoAr,r'eJreN,r Merx14r(r.{rjcrcos opr.arril3art14r,r,

noA'rBepxnalolilHx oSocnosaFll{oc'rb tTpt'IltrruflperreHr,rr npa.re6uo ii r<onruccu-eii;
5AL3. Apyfae AoKyMeH.rbr no 3anpocy [erraplavrer{.ra.
Pyxono4arerla Mo rrecyr nepcouaJIi,Fryro orBercl'BeuHocrb 3a op['ar{H3arl,ro pa6o.r,r

e Mo no odecueqe'lrlo rpa)t(/laH JIbl'or*rbiMr.{ JreKapo'rBer{r.rbrM14 rrperrallar.r'er\,rr{.

6' rropngoK o'ltycKa JIeK' pc'I'BeHrrbrx rrperraparoB, MeAnr{rrrcKr{x
US4e'nuii, CIIeqUaiIH3I{pOBArIIIblx I]pOAyI(T'on .lre,tedlor-o trrI.[Atrrdg

JIr,|-OTIIT,I Nf KaTeI-Opn rIM rpai]Kl{a rr

6'L ornycx JIbrorHI,IM Kareropl4tM rpalKAar.r Jlll ocyulecrB Jrfleretr B ilyrr61.rixornycKa, HMeIo[iI4x JII4qeI]3I4Io Ha coorBercrByroqne BI4/lbr AerlreJrbl.roc,rrz Lr
oKa3bIBaIoIqI4x ycJlyry no o'rnycKy ,rlil il"rr:r Me/lI4t-u4IIcKor"o rrpnMerre rrr4s H MeAHr{fir.rcK}rx
us4erufr' Ha ocHoBaHuH paclopxAl4TeJrbubrx /tor(yMelrror: /{criap'raMep,ra.

6'2' lrepeqeHb nyHKroR orilyaKa rlbrorrrbrx rrperraparoB fpa)KltarraM y'rBepr(/rae.fc,
{enaprairaeHroM. llpnxa: lenap.rarvreH,ra o6 yr.nepxllerrur.{ rreperg{, lryrrK,rop o,lrygKa
AOBoAI4Tc's Ao ctseAe{vrfl MO, pa3Metllaerct ll orKpbll'oM /(oc'fyne lra orpr.irqnalrbHoM car,i,rc
{euapranaeHTa Als nceo6u{ero o3HaKoMJr ellfl,r.pa)Krar{.

6'3' y@o o6ecneqa*aer aBToMa'r,3apor:an'rrr.r rpe/rMerHo*r(oJrHLiccrReunn,.i y.rc.,.
ABI4)Ker{n.f, neKapcrBenr{brx [pelaparoB (rupr,rxo/1, pacxo/I, oc.ra.ri<n) r.rnepcoltu$uqiaponaHurtfi yqe'r ABLIxerrr4r pa,larrror (nocr.yr,rur.rr", o6ec'e,rcrrrrr,rx.
ueo6ecneuetrurtx), [paeMl(y llo KarlecrRy Lr r(oirr{Lrcc]'Ry, xpnr{er{He neKapcrBerilrr)rxtrpenaparoil, B coorBercrBvrr4 c rlpaRH JraMvr, y1'Bep)i(/lcrrllbrM14 Mr.lrrzc.repc'rrJoN,r
3ApallooxpalleHlitl Poccuficxofr (Delepar\HL\ I{ Apyr?rMH }{opMe}'rr,1BrrbrMr,r ar(TaMr4. yoo
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ooeclequBaeT coxpaFll{ocTb A KOI{'fpOJIb 3A CpOKaMr4 r'Oilrroc'fr4, opfar{r.J3ar.lr4io Bt:rl[tril.l
JreKapcTr3eHHbrx llpenapaToB B nyr]K.fax o'fnycKa.

6.4. y(Do opralll43oBblBaer 14 ocyurecrliJiter ornycK JreKapcrconlrbrx flperrapar.oB n
nyI{KTax ornycKa no 3arrBr{aM corpyArrrrKot} IIyflr{T'ot} orrrycKa.

6.5' flyHxrtt ortrycKa B coorBe'rc'rBr4r4 c yr(a3arrrrbrM n pcrleiL]'c Ml{l-l rjlrl
fpynnl4poBor{HblM HaI{MeIIOBaI-IHeM OTTIyCKaTO'r 14Metotrleecrr il ila.lr14rt14H .l.opr.oiloc

HaI4MeIloBa[r4e JleKapcrltellFIot'o ilpenapala. llpra uafivtLrww HecKoJrbt{rix ct.piorrr.{iy-l(}r.t
oAllofo MHH vllrkr rpyn[HpoBoLrrroro FraI4MeHoBalux clrHor.rui\,ru,reci<ufr uo16op
ocyrqecrBJlfl erctr rro cofJracoBaHr4lo c neqaqr4M BpaLIoM tral (heHTa.

Pa6orunx anrequofi opraHu3arlvw ilpu ornyoKe JroKapc'r'llerrFrbrx rrpenapa-r.oB lurrr
MeAI4III4HCKOfO npI,IMeI{erjr4fl ocyqecl'BJrrer ci{Frorrr.iMr.rLtecKyro 3aMeHy yKa3arrHor.o 1l

peuenre Jrer(apcrl3eHHofo rrpelrapara ll cnyqae efo o]'cy'rc,fBHr,
6.6. Pa6otnaxa nyIJI{'i'oB orrycKa rpn o'r'rycrcc JIII uu$opui.ipyror r.pax/(arr ,J

pa3oBbIX 14 cyrorlHblx ldo3ax, nepao/{t4t{Hoc'1r4, oco6erruoct'1x lp14cN,tei r.{ IIpr4Mcgel14ri.
cpoKax u oco6enHocurx xparrerrHfl JIII r: AoMau.rr{r4x ycjroBlirrx.

6.7. B cnyqae BpeMeI'IHofo orcyrc'rBr4r JIII cncrtraaJrr4c:r'Fr n ilyrrr(Tax o,[rrycKa r] /{orrr:
o6parqenax perucrpl4pyror peIIe[T r] cnel[uaJrbrroM ]r{ypHaJre, ileJrr}ror Ha perlerr.rc
otiraerry o6 aApece, rloMepe HIrw rIaHMeHoBarrr4u ar|fer(!r, /ta're [pr4eMa peuerlra rrLi
o6ecne'leune, Bo3Bpauralo't peqerl'r rraqr4er-r'ty, nRo/lr{T pcue11T B 6asy llaHrrr)rx
orcpor{eHl{blx peuerlToll llpofpaMMHofo KoMIIJrer(ca, co|JIacoBf)rBaror c YrDo Ilo0-r.aBli),
JIeKapcrBeHHbIX npenaparolr AJIx o6ecne.teuur orcpor{eHrrbtx per1eilTor} B cpoi(, rre
rlpeBbllUarclllnfr lJeatrrv pa6ouax 7-1ueii, tro peuterll4ro BpaLre6nopi r(oMr.{cci1r.r - r] l.e.-re}r}1e
nfl rr-raArlarrz paSouax Auefi .

llplr orcyrcrlll{H n V@O Bhlrrtlcauuolo JreKapc'fBeHrrolo ilperapara, corpyrHur(r4
anreqsofr cerl4 B Ter{eHI4e 1 pa6ovelo Ar{r co lIHr o6paulerrurr traunc}{Ta c pellcl.ro14
nucpopunpylor MO o Halluquu allarol'olioft (carroHl4 \/rr4r-recxor.i) 3aMer{br, rjo3Mo}r(rrocr-r.r
BbInI4cKI4 peIIe[Ta rlo Apyroft .ltl,lote, 3aMeHe JreKapcrBenuofr rpopnr,r Hrru lJo3upoBl(c, c
r{eJrbro npulc,trrufl Mep AJu o6ec[e.{el,rHrr reqedrror.o rrporlecoa.

MeAai{allcKau oplalln3aul{t r] 'reqerrr4e 2 pa6ourax Arrerl co /ur1 rroJryLreii14r,
raucltopvaqnu HalrpallJItIer B anreLrHyro oprarrH3aur4ro aI('r o tp14rrrrbrx Mepax l.ur,l
o6ecne'{eHHt Jreqe6nolo rpoqecca 0 peKoMeuAarlueii o crrri'ru14 peuerrra c orcpo.1eir}ror.o
o6ecne'leHLrfl, }QTaBJIeIII4ll pelierira I{a orcpoqenl{oM o6ecrreqenwu nt6o o6 alalor-olloH
3aMelre JIeKapcrBeI{I{OI-O ilpellapal'a 14 arrTyJrHpoBar]t{14 rrpe/\brAyu{er.o peuen.fa.

flpu orxa3e fpaxilaHr4wa or noJIyrLeHHfl. r4Merorr[elocr B au'reKe JreKapcrr]errHor.o
[pe[apara KoHKperHofo TopfoBofo ]raaMeHoBatrvfl pellefrf colpy/_t]rr4r(oM arnc'trror..i
opraHtr3alrllH OHIIMaerafl, c o6clyxcvBarIufl. FIa oSpa'ruofi cr:opoue pcrlatrra corpy/(qr.Jr(oN,r
aure'{Hofi opfaH?I3aIII4L{ c'raRl4'rcx IIJ'raMtr <Olnycrc reKapc'rr]e]rhroro rrperlapa'ra tre
rIpoII3BeAeH)), yKa3blnaercr Irpl{qaHa <Orxas or rroJrylretrH, zMeroulefoc, B arr"r,cric
rleKapcrBeHHoro [peilapara>>, l\a'ra u lron.nrct, Colpy/-t]ruit{H tryrrr('fa orilycKa o6lgarrr,i
cAeJIarb coorllercrByloulylo orMcrl(y B )Itypnale rr0y.{onJre'rBopcFrrrofo clpo0it
rIocraBJIeHHbIX Ira orcpoqelllloe o6cly>rcr,rRarll4e pe.LlerrroB o crlrrroM c odclyxc Hnatil,rtl
peqe[Te. I4n$oprraaqrz:r o alflTrru peqenra c orcpoqeHFroro odc-uyxnBarrlr)i
pyKoBoltHreneM yOO (nyrrxra orrrycna) nepeAae'rcn B r\,re/Ir4rlr4l{oKyio oprai-ru3arlr4ro,
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BbI[I4caBmyIo .{aHHi,tii peqenr', B TeseHvIe 2 pa6o.-rux Ineu co Arrrr cggl6rr per(c1.i'a.
BHOCZTC.S n 6aay Aar{r.rbrx nporpaMMrroro KoMlJleKca.

6.8. y@o B cnyqae o6ocnonaltrtoli IleBo3Mo)rilroc'rll o6ccire.{errr4rr orcpoqerrrir,rx
pel{enroB, no pe3yJlbraraM [poBeAeIII4tI Mepo|rpwn'rwii, yr(a3arrH],lx p rr. 6.7 uac,r.orrrrtCIr'o
flopx4xa, o6ecnequBaer cBoeBpeMerrHoe roBe/Ierrr4e rur$optrarlr4u llo f(enap,ravren.ra o
Konl4qecrBe orcporleHFIbIX peqert'roB, 'rpe6yroulnx lloloJtHr.{'feJlbr,rot'o o6ecueqerprir
(nponeAeHHfl 3aKyrloql{blx npolleAyp). /-lenap'raMer-rr rra oclor)atil4ta o6parrleuur Vcjto
HanpaBntler B ycraHoIIJIeI{FIoM uollrAKe B fKyC cBe/lerrHr, o rreo6xollzMoe,j.j I

npoBeAeHH-fl 3aKynK14 neI(apcTlleHHbtx upelrapa'r'ori flo o't'cporreIIrIbrM p0t(011'l'i'rrir
B coorBercrtsI4l4 c @e4epalrunrv 3aKorroN{ crr 05.04.20 i 3}'{b 44-e3
<O xoHrpaxruofi cltcreMe n ccfepe 3aKyiloK loBapoB, pa6ot, ycJlyr lurs odec11elrerp1l
f o cyA apcTB er-r Hbr x r4 MylrH rlr4 n aJr r, Hbrx r{y )Kll),

6.9' llpn nocryllneuuu IIfl4ll o6eclleqerrllr olcpor.ie]rrrr)rx pcrlerrroB pa6orrrr.rrcri
rIyI{KTa ornycKa iluSopnarzpyror rpa}KAatl no rererfony r{JltJ 3JreKrpctrliiorZ rroqre. llctrr.r
fpar(Aalle Il reqeHue cpoKa 1]eilc'rnvtn peIIerITa tte o6pau4Jrucb 3a elo o6ecne.lctrltcr4.
neKapcrBeHl-Ible [pe[apaTbl HclroJl],sylorct Anfl o6ecne.reuul llpyluX peqerrros, li
)Kypl{ane orcporteHl{oro o6ecneqeIIHf, AeJIa}orctI coorBelcrnytorqlre ot'N{c.fKr.1. Peqcrr.r,L,r u
6ase AarrHr,rx orcpoqeHHbrx peueuroB arrnynapyrorcr.

Ec,rn Ipa)I(AaHHI-I nocJle onoBetter,rr o iloc'ryllJierrnv JrcKapc'l'reHlro.o op.zrlc'r.Ba rrc:
flBvrIlgfl. 3a npeAHa3Har{eHHblM eMy 'roBapoM n rer{eFrr.re 5 per6o.lr,rx Arreli, reKapcl.ueFrgcrg
cpeAcrllo cHi4Maerct c xpaHeHvrfl 14 nepeAaercrr r4rrbrM |pa)K/Iarrarv /Urr o6ccne,leHufl uo
ApyrHM peIIe[TaM. I,IncpoplaaL\vrfl o r.pa)K/.lar{ax, He rroJiyln4r]trrr4x 3ailo3epBapoBarrrrbre i (Jr)i
HIIX JIeKapcrBeHI{bIe cpeAcrBa, H o peqenrax, ne o6ectte,-tenttr,tx jl 'feLIetIfie cpol(i.r
geit9rnux peqe[Ta IIO ilppItII4FIe ]IetIIKI4 B auretrnbre oplar-rr.{3ari14r.r ppax(l{arr, Brrocr4-lcrr ri
x{ypHaJI Heyl[oBilerBopeHrlolo cnpoca, B "rer]er{r4e 3 pa6ou ux Anefi c /Iar.br a1-rrrynnpot}a'ti)l
peueiiroB AoBoAHTc.r [y]{KTaMa o'rrycxa lo MO.

6.10. B cryqae HeBo3Molltrlocrl4 o6ecne.ienus peqeuler, HaxoAru{er.ocrr rri.i
orcpoqeHuou o6cnyx(I{BaHaa, MO rto corJlacoBa]Il4ro c reqarrIHN,{ pparroM, Bbrrrr4captlr,rNI
peqeIIT, opfaHl{3yeT aI"IanoroByIo 3aMeIIy neKapcTlleHIlOfo llpeltapaTa Ha Apyl-tJC,
aMeloul4ecfl B Hanwqau Y@O, nyHl('rax o'rllycKa. Pattec llbrilHcarlHLrc per{elTbr rroltJteii(a'r
arrr{yJr r.ipo B ar{u r o .

AiluynnpoBal{Hble peqenrbr He rrollJre}r(ar o6ecrre,reuuro vt naqr4eln'y rrc
Bo3Bparqalorct. flpa auHyJIl4pollarl14t4 per(errT'a, npunrrrolo tra orcpoqerritoe o6ecrreLresLrc,
cocTaBnteTcfl aKT 3a IlOAIlI4CblO pyKoRoltr4'feJrrr anre qlror.r opfarrH3aLU4r4, l.\eJrAe.f0r 3arr14ci,
n Xypr-lane r'l uuSopMalllzs o6 aulryrr4pollarlHoM per{errre rilrocr4Tcrr R KoMpr)ro.reprryro
cl4creMy yr{era. ExtevecsqHo a[Teq,brafl opl'a].Itl3ar.lr4r ilepeltae'r ilce ai{gyJl.rpoBar{rrbrc
peuenrbl Iro AxTy eiluQaHvtr aHtryJrr{poBal"rHbrx peqerrl,oB r3 yr{per(l(errLlc
3ApaBOOXpArreH]l,.tI, OCyUIeCI'llI4I3tllee Bbrnl4or(y /iaHIlbrx petterrroB. Elceuecrqilo Mo
corJlacFlo npl{HflToMy Axry ailvaaHr4tr aHl{yJrr4poB?.Hrrr,rX pet1ert'r'oB Rrrocr4.r i.rncpopvarlr,rrg
n 6azy AaHI'IbIX PMI{C (II[{1'AI{OP), sarlacb <Peqen'r ue4eficrnhrerrerr, Arr cur1c arwltL

or 

-)) 

FIa BTopoM 3K3eMnrtpe AaHiro|o peqenra B MeAurlr4rrci<oii Kap.rc
au6ynaropHoro 6olruoro. Cpox xpaIIeI{r4rr Axror anwealurr arrrryJn.iponarrrrbix perlcrr"r,orj
- I roa.
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6.1 1. YOO, ilyr{Krbr ornycKa:
6' I 1.1. Be/{yr yrler ornyruell}rblx JIII c rrpnl\4cr-reuueM urrQoprr,rauuosrrgir

aBToMarHsuponanHofr cplcreMbl lrpofpaMMrlofo KOMrlJrer(c a 14 elr(eMecri,.rrrJ:rNr
cocraBJreHr,ieM cBoArJo ro p eecrpa coorBercrByroqi,rx pcl lerr.f oB ;

6.IL2. o6ecne'InBalo'r e)KeAHeBIroe (:a l4cKJrroqelrr4eM Br)rxol.urhrx 14 ilpa3Ar.14r,rrrr)r,\
4r-refi) BBeAeHI4e AaI{HIIX o6 o6ecneqenHbrx r,t neoSecrrer-rerr}-rbrx pcrieill'ax, peilelr.r.ax,
nocTaBJIeHHbIX Ha oTcpoqeHHoe o6c:ryxu Batwe, R Sazy /{lFrrrr,rx Jlbr'o.t'}tor'o
neKap crBeH Horo o6 ecne.{ er-r ral PM LIC (Il l41'AK O p) 

.

6.1 1.3.8 apoK Ao l0-r'o Lrr4cJra r(ax/{or'o Mecrrta
$oprrarzpoBaH'e H nepcAar{y [yrrKraMr,r or',ycKa ts yOO
perlenroB (nponynlepoBaHHbrx, c6pourropoB0.tri{brX cor.Jracilo
peqen'ron).

6,12. B cpoK /xo l0-lo qucila KaixAoro Meoirta ycDO $opvr.rpyer. cnogrrr,1ii
nepcouu$uqnponautrltfi peeclp o$opnanelrrrbrx pellcu'rorr n orrr/rlcrrlr:rX
neKapcrBeHFIbIX npenapaToR /{JIfl MeAKIII,IHCI(OrO llpHMerreHHfl vr r\4eAhrli4rrcKl.{x nzuell.Jn n
uepeAaer 4anultl'i peecrp ll /{enapravet'rr c olr-rerol\4 tro o6ecneqerrrrbrM perteu'feii1l
([poHyMepoBaHHblu, c6poru]opoBaHllbrM corJracr{o peccrpy o6ecleLrorir{blx perlenr,os) r:
SylaaNuoM 14 3JreKTpor-rr{oM Br4Ae.

6.I3. yoo elI(eAI'IeBrIo npe/loclanJrrrer B MO urr(ropr,aarquro o6 HN{eioullrx'i
ocrarKax roBapa, o peqelrrax, iloc'raBJreFrHbrx Ha orcportenHoe o6ecrre qerrne.

6,I4. Pyxoilo4IareJlh y@O Hece't lepcol{aJrb}ryro o'r'*elcrr3enrroc'r'r, 3a saAJre)Kayrce
I4cIroJII{eH}re ycraHoBJrer{}ror"o nopsAr(a npHeMKr4, xprj}re Hr4r, }Lr9T&, co6"rrro/-lelrr4rr cpor(oll
rO'4HoCTu, KoI{TpOJit, AOCTaBKH 14 ollllyOl(a JIeKapC'rBeHI-lbtX Itpetlapa't'oB, rrpHOdpC'rerrrrr,lxfl{yc.

7. LIr$opMaunoIIttoe o6ecneqeIIHe lrprr peaJrr{3ar(uu rl]oqecca
o6 ecueqell ul o'r/IeJr b tI r,I X Karclopu ii rpaxcTqa rr lr eo6 x o/{ s M b1\1.r
Jr el{a pcT.Be r I tr br M H II pefi a paTa M r,I, M eA r{ r{ r{ il c Ktr rvr H H 3A eJr n fr M r.l

u cIIeqHaJII{3HpoBa II tIbtMLr [pollyKT'aMu Jlerted rroro 11 fi Ta 1 Hrr 3a cqer
cpeAcrB 4)eaepalbIIol'o 6toAxcera u per'rrorraJrbrroro 6lo4xrcra

7 .r . llpu ocyu{ecrB JreHvrvr rrr$opl,taquor{Horo o6r,terra yLracri.rulr(H o6rsalrr,r
co6lro4arl rpe6onaHaa IIo uu{opnraquorruoii 6esotracHo0rr,r, ycra]{oRnerisr,rc
4efr cruyro tr{nM 3 aKo FroAareJr bcrBoira p oc ca ii c rco i.i @e/tep ar(r,r a,

{ocryn K Cucreve KoLIeL{I{I)rx IroJrb3oBareirefr ocyuecliliirelrcri c yLre.r.oAi
o6ecneqeuuN wrt$opMatlnonuoft 6esoracHocrrl c npuMerreHne[,r rexrloJror.r.rn <<rourrr,rri
KJrueHT)), qepe3 web-unrepclreirc. ]l ue;rsx co6trroAeul.ra .rpe6o sasuit 3aKor{oAareJrbc.rBa
Poccnficxofi (DeAeparlura /(oc'ryrl Ilccx yqacrr'rHr(on K cllyrrrrrlao tnJry cr4c,fe A{rrJ,
uuQopvraqnousrtfi o6ueu Melr{Ay yqac"rrr14r(aM14 83ar4Mollc ilcrsust oc\/t_r{ccr}lJrrre.rcri
I4cKrIoqureJIbFIo Iro 3auIau{ellHt IM I(arIaJraM cB{3r4.

YOO opl'rlirr430rrbrnac'l
peec'rpoB o6ccneqer{ur,rX
peec'i'py o6ecne,lerrLr r:rX



1A

8. KourpoJlL 3a Br,IItlIcblBauucM Jrbro'r'uF,rx p0rlorn'oB r{ ooecucqerrficrvr
orAeJIbrI blx Kareropu ii lparnlta ll no pcl{c n ra M JrcKn llc'rBr tr }r b1}r rd

IIpeilapaTAMVI) Me/IHt{I{tlCKHMll Il3iIeJItlflM[I II CIlel{ilr}Jtll3Hl]onarnrbrj\{r{
trPoAynraMr.r Jrcq06lroro rrfiTanrrrt rro OI{JII t

8.1. KoHrpoJIb 3a BbIrIncbiBaIlI4eM rbro'rFlblx peqerrrolr m o6ecrreLrerrr4e[,r or/tejrr,rbrx
xareropuli fpaxAaH IIo perlefl:t'aM JIer(apcrr]eur-rbrM14 nperrapa'raMu, Me/lHr{Hr.rcr(HN4r,l
u3reJIHtMIz I4 cneqazLnH3LIpoB&HHbiMI4 npollyr(TaMu re.te6rroro rrr4Ta1ue,3aKyrraeMbrMr.l :li:l
cqer opellcB $e4epanblroro 6to4>re'ra (lalee - Koul'poJrb Jrbrolrioro Jrer(apcr.3el.rr1or.o
o6ecne.{euua), rrpoBoilnT efl rra ypoBrre :

8. 1 . 1 . Me4ar_{Hr-rcKor)i oprar.rr43arlr4u ;

8 . r .2. ynornoM oqeHr{ori (l apl,r ar 1c nrH qec Ko r.i o p r-r}r r r43 ar r H r.r :

8.1,3. {errapraueHra.
8'2. fnanHble Bpaqr'r Mo llecyr orBelcl'llenr{oclL u o6ecreLir4nAro-i..rr.r.r..rrrr,1ri Kori1.poJrr,

3a Ha3Ilar{eHI4eM a Bblnl4cKoli ler<apc'rBel{tIIIX fipelaparoB I] paMr(ax yltiep)r(Aesuoir 3arBr(r.1
Ha reKyqafi ro4, a ral()Ke repBooqepeAr'roiz nrtruoxori Jrcr(apcrrjcFirrbrx rlpcpapa,fos !.
ofpaHuqer{HblM cpoKoM fol{HooTr4.

8'3. Ha ypoBHe Mo rotrrpoJlb JILI'orFIofo JreKapcr'errrroro o6ecucqerrr4r npoBolri.r,r.cu
orBercrlleHHblM AOJI)I(HocrIIblM nHI-loM 3a pa6ory Ito oplattn3aL(LI14 JrsKapc'1Beltrrol.o
o6ecue'{eHl{fl, Ha3I{aaIeHHblM pyI(oRo/uaTeJIeM MO, s iropl/{Ke, yc'rar{osJre}.rsoM 

'prKa3oNlno MO.
8'4' KoHtponr, 3a o6ocuonaHIIocrLIo FIa3HarIeHHrr MCI(r4rlr4rrcKrln414 pa6orunr(aMpl

neKapCTBeHHbIX CpeACTB l{ UpaBHJILHOC'tblO I4X IibIIll4CL'IRAHUTI lnJItIcT'Cl MIlOfOVOOBIlcnbli\,r
a ocyqecTBJrrercfl B cneAyrorueM rroprrl{r(e:

8.4.1. Ha rrepBoM ypoBrie - 3aBe/ryroulrMr{ o.r/{eJrerrr4 ,rML4:
8.4.2. Ha B'ropoM ypoBue - r(oltt4ccr4trMr4 MeAlJrU4rucl(Hx opralru3arlai;r no rporjoprio

o6ocuonal-lrlocrn Ha3Hatleuul Jrer{apculoFn-rbrX fiperapa'roB, .paBr.rj16rrocrr.i rjx
BbInI4CbrBAHr4tr (Aanee - KOMHCCHT MeAr4rlancxofi opfarrh3aqr,rra) B fropr/iKe, y.fBep)r(AeHrror\r
pyKoBoAr4TeJr eM Merr4 ur4 Hcx orZ oprar{r43 au n n ;

8.4.3. Fra rperbeM ypoBHe - flenapraMclt,roM.
ItouraccnHMeilHrrvrHcKax oplalll43aqufi nponoArr rrJrar-roBl)re rrpoBepr(H rle pexe [ 1.ler:.B Mec-f,II' a TaKlKe BHeIIJIaI{oBble IIpollepKLI npl4 IlocTyIIJIeI-II4I4 xalro6 V o6pau1erl.rii

rpall(AaH. Pesy;rnrarbl Ilporlepol{ KoMI4 ecrrv Me/u4rlr4r{cr<oii opr.ar-rg3ar1au ocfopnnr,rn.r,,,a'
aKTaMH Il rerteHue 3 paSounx 4uet)i co Al-tfl 3aBeplreirnrr rrponepKr{ rz rrperocl.aBJrrgo.rcrr rr

{euapranaeur.
8.5. llpone4eune rpoBepoK tenapr.arr,teH.r'oM ocyniec,rB Jrrre,rcrl

yrBep)KAeHHbIM trJrarroM IrpoBepoK, rj paMr(ax B0AON4C.r.UCtrrrofo
MeAurU4Hcnofr rroMorua.

It coo'f BeTcl'tit414 e
KOit'r'poJtrI Kar.iec.i.Bil

I-{a ypoBI{e {erraprattellTa KoI{TpoJIb JrbrolHolo n0Kapc'r3errrror.o odecne.lerrnrr
ocyrIecTBJrreTcrr [ocpeAc.fBoM :

8.5. 1 . [Jrar{oi3brx Bbre3l]rrbrx npoBopoK;
8. 5 .2. BHerJra'{oBbrx lloKyMet'f ap'brx rJ Rr)re3/-ulr)r x ,, l]o'cp o r( ;
8'5'3. Molli4Toplzrlra cneAerluii o re*apcr*grrrrbrX rperapa'rax, pa3N{er\errrrr,rx i:)
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oneKTpoHnofi 6age nporpaMM r{oro KoMrrJreKca.
B'6.OcHonatlaflMkr AJII ocyuec'rnJrerrr4r Rr{ettJ]Ar{onbrx rrpoBcpor( rrBJrrrro"rur:
8. 6. 1 . o6paqenafl rpa)r(Aari, uoclyr r r4n r.nr4e n /derrap'r,aM or-r'r;

8.6.2. rpedoearinl Kol{TponapyoruHX Lr, ftparooxp&lrLn'oJrbrrb]x opraHoB, opr.aiion
npoKyparYPbl, nuQopnaaqlil vrg I4rIbIX l{c'rorilluKoB o rrapyrLterrr4gx lpan rpa)K/lali Jri.1

6ecnlarHoe I4 cBoeBpeMeFrr{oe Jrbro'r'Iroe Jrer(apc'rBeuI{oc o6ecneqet.tnc.
8.6.3. B ilpoBepKax l{enapral,rerr.ra yr{ac'rByrol.crrerlr4aJrt,lc.rr,r Vnpaureunr rr()

JIeI(apcrBeHFIoMy o6ecneqeHvrto vr nI4IIelI3I4poBaI-tI4lo Me/(lrrlHucxor.i r.r rfapvaUeil'rnqeclroii
AetreJlbllocrl4 flenapraueH'ta, IuaBHbIe I]FIeu'fal'tIbte cilet.[uaJrHcrbr /[errapratreryra 1o
coorBercrByloqeMy rrpo$uJrro (rrpr,r neo6xoAnnroc'ru), cnerlr4?JrLrct'rrr lielaprarraeryra. ii
MarepnaJlaM npoBepKH Aon)Kslr 6rrrt [pJ4rlo)KerIbt ll1]oroKoirbr, 3aKJlor{elutn, o6tner,rerJr.tri
pa6oruuron npoeeprenroli oprarrH3arIuH, 3aBepenr{hrc r(on14H /-lonyMcFrrolr,
IIOI(TBepI(AaIOqnX BF,I.IBIIeFIHbIe Hapylrlelrr4fl, r4Hbre cBfl3a]rHr,ro c pe3yJrb'|a.faMr4 rrpoBel)Kft
AoKyMeI{TbI. Pesyltnrarr,t ilpoBepoK yLrurbrBatorcrr fipa or{cr{r(0 noxa:are.rrcii
pe3yJrbrarHBrrocrH (erldlercrnnuocrr,I) AerrreJrbHoo,r.r4 Me/lHru4Frcriux pa6o,rirnron r1

KoBoAr.rrelefi MO.


