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1. O6ruue [oJroxeHnrr

1' 1' or.uen IIo neKapcrBeHHoMy o6ecne.reHr.rrc flenaprarraeu:ra 3ApaBooxpaHeHr{s
I'IeaHoscxofi o6tacru (aa,qee - orae:r) flBrsercfl crpyKrypH'rM rroApa3.{eneHr{eM
fleuaprarr.reHTa 3ApaBooxpaHe HH.,r I4eaHosc rco il oOnacra.

Crpyxrypa orAela yrBepxAaercf, Al4peKropoM lenaprauerira 3ApaBooxpaHeH1s,
Zsauoscrofi oOnacrz (aanee -,{enaprarr,r eur).

1.2. OtAen n cnoefi pa6ore pyKoBoAcrByerc, KoHcruryuuefi poccl.rficxofi (De4epaqau,
Se4epanrublMl4 KoHcrI'ITyIIuoHHbIMH 3aKoHarraz, Se4epaJIbHbrMH 3aKoHaMrr, HopMarrrBH'rMr.I
IIpaBoBbIMu aKTaMI'I llpesz4eHra Poccuficxofi @elepaurepr, flpanzreJrbcrBa poccuficxofi
(De4epaquu, MunracrepcrBa 3.qpaBooxp aHeHkrs Poccuficxoft Oe4epaqvu, r{Hbryr4
HopMarI'IBHbIMI'I [paBoBbIMH aKTaMu Poccufict<ofi @egepaquu, Ycraaolr I4nagoscxofi
o6lactu, 3aKoHaMLI I4sauoncxoft o6ractu, yKrBaMr4 v pac[oprxe HvrflMLt fy6epuaropa
I'IsaHoncrofi o6lacru, rocraHoBJIeHH.uMH rz pacnopsxeHr.rqMr,r flpanurenrcrsa lrlsaHoecxofi
o6lacra, a raKxe Hacro.rrrur.rM floloxenu etr.

1.3. orael ocyuecrBnrer cBolo Ae.f,TenbHocrb Bo n:auuoleficrBur.r co crpyKTypHbrMa
IOAPIBAENEHI,I'MI,I .{CNAPTAITCHTA, YqPEX(ACHI,IqMH 3APABOOXP AHCHLIfl, TIOABCAOMCTBEHHbIMH
flenaprarr.reHTy, anreqH brM H opraH r43 arl u sruu r4saHo ec* o fi o 6racru.

2. floluotroquq OrAe,'ra

OrAel ocyuecrBnrer cneAyrou[e [oJrHoMoqrlq:
2'1' Yqacrlre B pa3pa6orre [poeKToB HopMarr4BHbrx [paBoBbrx aKToB I4eauoscrofi

o6lactpl IIo BorlpocaM neKapcrBeHHoro o6ecne.{eHr.r, HaceJreH vs, Harepprrropr{H I4saHoscxofi
o6lacrz.

2.2. flponeAeHl{e a*a[rul:,a HopMarI{BHrrx npaBoBlrx aKToB I4naHoscxoft o6lacru no
BorrpocaM, orHocf, rrlr4 Mcx n cS epe AeflTerbHo crr.r or.{ena.

2'3. Peatm3arlra.f, [porpaMM I4eaHoscxofi o6racru rro neKapcrBeHHoMy o6ecne.reHflro
HacereHl'Is;opraHl'I3alfldfl'peaJru3aquu $egepaJlbHLIx qeneBbrx nporpaMM B yKa3aHHofi c6epe.

IrCT B o



2'4' oprauv3a\vrfl neKapcrBeHuoro o6ecneqeHa{ oueJrbHbD( xareropufi rpaxAaH Blrsauoecxofi o6nacru B qacrl, pacnpe..eneHu.fl neKapcrBeH,'rx npenaparoB, MeAr{rIuHcKHxusgenuit, uurrtyuo6aonolvqecKl'Ix npenaparoB, reqeouoro r'rra,vrs., 3aKynJreHHbIx HacpercrBa 6rcAxera zna,oncxofi o6ticru, [ocraBJreHHbrx flenapraueu:ry B paMKax
Qegepanrnofi [porpaMMEI <<7 BhrcoKo3aroparHbx no:onorufi>> n coorBercrBr.rrr c3aKoHoAareJIbcrBoM Poccaficxofi @egepaq[rr r.r 3axoHo.4arenbcrBou Irlnanoncrcoft o6lacru.2'5' flpone4euze aHaJtusa cocro{Hl, neKapcrBeHHoro o6ecneqeHr,.f, or.qenbHbD(ra:reropufi rpaxAaH L{nauoscKoi't oltacrn B paMxax KoMlereHur,r.r orAeJra, pa:pa6orraMepolprrrrafi no ero ynfrmeHr.rro.

2.6. Y.racrae n paspa6orxe
oTAeJrbHhrM KaTetoprzsM lpaxIaH,
KoHTponb ga ux co6rrcIeHr,reM.

noprAKa r{ lrpaBvn oKa3aHu, JreKapcrBeHHofi nouorqu
)rqr,rrbrBiuolu{x oco6eHnogrr,r I4nauoscxofi o6nacrr,r,

2'7 ' co'ueficmue B opra.rr43au,Ll lepelorroroBKr{, coBeprxeHcrBoBa'a.f,upo$eccuoHiulEHbx zuauuir SapuaqenuqecKrrx pa6oruzron; opraHr,3arlr,rr pa6orunoAKOMI{CCrIu no [prrcBoe,uro una xna-uasrr*arlrroHHbx xareropufi.2.8. Pacnpe4ereHze neKapcrBeHHbrx rpeuaparoB, MeAr4rluHcxr.rxtlt'ttuyuo6r'roJloruqecKl'Ix [peraparoB, MeArrrlr,rHcKr{x uzrettuit v{ re.re6uoro rwrraH,s.)3aKyrlneHHrx [enaprilMeHToM, rlocraBJleHuux ,{enapraMeHTy e o6racrHbre rrpexreHr{{3ApaBooxpaHeEllfl'' anreqHble opraHlr3arlull, KoHTpoJIr 3a I{x ucnoJlb3oBaHr4eM.
2'9' ocyryecrBJleHr,e perldoHilnbHoro rocyAapcrBeHHoro KoHTpo n , 3a npr.rMeHeHrreM

UeH Ha neKapcTBeHHbIe [peflapaTbr, BKJIIoqeHHhre B neperleHb xI.I3HeHHo ueo$xo4r.rMErx asaNHefimux neKapcrBe,Hr'>Ix flpeflaparoB, opraHrr3 arlvtxMr4 onrosoft ToproBJrH, a[TeqHbrMr,roplaHU3aIILrflMLt' krHALrBkrAyutbHbIMIr npeArlpHHl4Marer.f,Mrl, r,rMeroqaMr.r Jrr.rueH3rrro Ha
saprr.raqeeratrecKyro Ae{TenbHocTb.

2'10' ocyqecrBJleHlze pen{oHanb'oro rocyAapcrBeHHoro KoHTponr 3a Mr.rHHMaJrbHoroaccoprl4MeHTa neKapcrBeHHbrx [pelaparoB AJUr MeAr,rqr.rHcKoro npr,rMeHeHl.r, B arrreqHbrxyqpex'{eHl4'x' y I{HAIIBIIAyanbHbIx npeAIIpIIHIIMatelefi, }rMeroqux Jrr,rrleH3r{ro Ha
Qapuaqenruqecryro Ae.f, TenbHocrb.

2.11. ocyrqecrueuae BeAoMcrBeHHoro KoHTpon, ycnonufi xpaHeH[s, rrera uucrrorb3OBaH,q JreKapcrBeHHbrx npenaparoB B rrpexAeHr{rx 3ApaBooxp afteilus.,rroABeAoMcrBeuHbrx {enapraueury.
2'12' o6ecrler{eHlre co6lroAeuIafl rlpaBr4n oxpaHBr rpypa, TexHHKr.r 6esouacuocru nlpor.r3BoAc:rseHHofi carurapuv pa6oruuxauu OrAela.
2'13' ocyuecrueuue MeroAuqecKoro pyKoBoAcrtsa rro opraHr43aur4r.r orrrer,ocr,rrpexreH,fi s4panooxpaHeHlrr, [oABeAoMcrBeHHbrx .{enaprarraeHTy B cQepe KoMrrereHuuuOrAena.
2'14' ocyulecrBJleHl,e [pl{eMa rpaxra', o6ecueqeuue cBoeBpeMeHHoro H rroJrHoropaccMorpeHl'I-f, ycrHblx I'I rlrcbMeHHbx o6parrleuzfi rpaxraH, [puHrrr.re rro Hr.rM peureuufi lrloAroroBKa [poeKTOB OTBeroB B ycraHoBnennrrfi 3aKoHOAaTenbcrBoM CpoK.2'15' AnaJrus o6parqeHufi rpaxraH n fieuapraueur ro BorpocaM opraHr.r3arluuneKapcrBeHuofi uouorqu.
2'16' opra*H3awrfl upo(feccuona-uruofi rroAroroB*rr, [epe[oAroroBKa, rroBbrrrre,r.r,

rn a,ru $ uxaq uv a cr a>Kvtp oBKr.r p a6oruux o e O rr er a.
2'17 ' ocyqecrnlenze B coorBercrBt,r.r c 3a*oHoAareJrbcrBoM pa6orr,r ,,oKoMlJIeKToBaHIrIo' xpaHeHrlro, f{eTy V [cloJIb3oBaHrIIo apxl,rBurrx AoKy\{eHToB,

o 6pas onanuruxc_f, B npoqecc e Ae-srenbHocru Or4ela.



2'18' ftrpoeeAe,ue B ycraHoBJIeHHoM IIoprAKe pa6or, cBr3aHrrbrx c HcrroJrb3oBaHr{ervr
cne4eurzfi, cocTaBJltlolqlrx rocy.qapcrBeHHyro ,iirny, raHHbrx xou$ra4euqprirJrbHoro
xapaKrepa' o6ecre'reHl'Ie 3aIIITITLI rocyAapcrBeuuofi rafiHu, AaHHbD( nor$r4arqr{aJr6Horo
xapaKTepa B cooTBeTcTBHkr c Bo3JIoxeHHbIMI{ 3aAaq ar\Nr Lt B rlpeAenax cnoefi KoMrreTeHrlrru.

2'19' KoopAunaqux t\eircrnuii yracruuKoB nexapcrBeHHoro o6ecneqeu,, orAenbHExxareropuff rpaxAaH (SaprrlaqenrllqecKl4x, arrreqHbrx opranzsaqufi, yrpeN4enufi
3ApaBooxpaueuux).

- 
2'20' ocyrqecrnneHlle MoHI'ITopI'IHroB rro 3aAa,r4ro ManucrepcrBa 3.(paBooxp a*eHus.Po, Pocs4panuaA3opa, pocuorpe6HaA3opa, .{elapraueura, Be,4eH,e rrera vrcrarrccrugecxofi or.rerHocrr.r B npeAenax Korv{fIereHIII{rI OTAena.
2'21' Oprartv3arlus' [poBeAeHLL 3aceAaHr.rfi rourpom,Ho-g1cneprsofi rouuccrru ,,onerapcrBeHuoMy o6ecne.reHuro leuapraMeHTa.
2'22' @opMI'IpoBaHI4e perl{oHanbHoto cerMeHTa peecrpa [peAenbHbrx po3'r.rrrH'x rlerrHa neKapcrBeHHhre nperaparbr, nepeAaqa un(foprrraqnu n fy30T [Io (MI,IAU> rurspa3MerrleHr.r g sa caitre {erapraueHra.
2'23' o cy ryecrBJI eulre IrHbrx IroJIHoMoLrkr fi , orneceuHbrx K KoMrrereHrltru orAera.

3.Ilpana OrAena
Or4el r.rMeer [paBo:
3'1' 3anpaurunarr u [onyqarb B ycraHoBneHHoM rroprAxe neo6xo4rauyro

unSopNraquro AJUI nplIH-tITlL peurenufi rro BorrpocaM, orHocrquMcs K ero KoMnereHrlrru.3'2' flponogu'rr npoBep*y AerrenbHocra MeAr.rqr.rHcKr.rx H Qaprr,raqenrulrecKr{xopraHr'r3arlptit kreaBoscxoil o6lacrr.r B [perenax KoMrrereHrlr.ru.
3'3' flpuuexarr x pa6ore BHeIrITarHbIx cneurraJrr,rcroB .{euapralreHTa B KarrecrBe

sKCnepToB.

3.4. flpono4rlrr coBerlaHu_s, Bcrpequ, opraHr.r3oB6rBar6
BorrpocaM, BxoAstuuM B KoMrrereHrluro Orlela.

Apyrve Meponpusrlrfl. ilo

4. Oprauu3arrus AeqrerbHocrlr Or4e;ra
4'l' or,uel Bo3rJIaBJUIer HaqaJIbHI,rK or4ena, nagHaqaeurrfi Ha AoJIxHocr' vtocso6oxlaelmrfi or AonxHocrr4 AupeKTopou [euapraMeHTa.
Haqanruur or4ela ocyqecrBn er pyKoBoAcrBo AeflTeJrbHocrbro orAenou Ha ocHoBe

erI4HOHarranI{' U Hecer nepcoHanbHylo OTBeTcTBeHHOCTb 3a BbrloJrHeHue Bo3noxeHHbrx HaOrAel uomroNro.{Hft.
4'2' B fieplroA BpeMeHHoro orcyrcrBr.rtr HaqaJrbHr.rKa orAera ero o6ssaHHocrH

IrcIIoJIHqer ne4yrqufi KoHcynbraHT OrAela ruI6o rrHoe nuqo B coorBercrBr.ru cpacloprxeHr.reM AHpeKTopa fleuaprauenra.
4.3. Haqalruux OrAela:
4.3.1. Pacupe4en-f,er o6s:auHocrlr Mexry corpyAHr.rKauu or4era.
4'3'2' Buocur Ha paccMorpeHl'Ie ru'IpeKropy [inaprar'reHra rrpoeKTbr npaBoBhrx a*roB

rro BonpocaM, BxoA.su{HM B KoMllereHqaro OrAela.
4'3'3' Buoczr AI{peKTopy ,{enapranreHra npeAnoxeHr.u o6 prsMegeHr,r4 crpyKrypbr

oT,qena.

4'3'4' [aer corpyAHVKaM or4ela ropr{eHr{, n ycrHoft r{Jrrr rrucrMeusoii $oprrae,KOHTpOnupyeT LrX HCIIOJrHeHr{e.

4'3'5' Bnocur AHpeKTopy .{enapralreHTa flpeAnoxe,rds o noorupeH uv u,r.HaJroxeHr{r{
ngrrcxanufi r pa6ouruxa:ra Or4ela.

4.3.6. opraHusyer ytrer r.r orqerHocrb AerreJrbHocrrr or.{ena.
4.3 .7 . flpe4crau-fl er rro AoBepeHHo crrr r{HTepecsr .{euapraMeHTa.
4'3'8' o6ecnequsaer 3atullry cBereHufi, cocranrxrcqux rocyAapcrBeHH).ro raituy, ulpoBeAeHlre orgelou pa6or B coorBercrBllu c tpe6onaHlflMu 3aKoHoAareJrEcrBa o

rocyAapcrBenuofi rafi ue.


