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06 ycrauoBJIeHlIH IIpeAeJIt,Hblx pa3MepoB onToBblx HaA6anom

[I npeAeJtbH['Ix pa3MepoB po3HutIHblx HaA6aBOK K {arcrr 'r ' recKltM
oT[ycKH bt M ueH a M, yc.Ia HOBJIeH rr brM II poIr3BOAItTeIq M H JI eKapCTBeH H bIX

I IpeI lapaToB,  Ha JreKapcTBeHHbIe t Ipef lapaTt  I '  BKrt loqeHHble B f lepeqeHI)

?Krr3HerrHo HeofixoAr,rMbrx u BaxHeilruHx JreKapcrBeH Hblx rrpe[aparoB'

Ha reppuroplln Pecny6,rnI(H KpbIM

B coornercrBr4r,r c Oe4epairbublM 3aKoHoM or 12 anpenq 2010r. l \e61-O3 (06

o6panteHgr.r neKapcrBerlHbrx cpeAcrB)) (<Co6paurae 3aKoHoAareJrbcrBa PO)),

19.04.2010r . ,  J \e16,  cr .  l8 l5) .  f loc laHosJreFrr4rM14 l lpanrzre lbcrBa Poccnf icro i l

Oeaepauuw or 0J Mapra 1995r. Ne239 <<O nepax no yropqAoqeHl{}o rocyAapcrBeHHoro

perynupoBaHur ueFr (rapuQon)> ("Co6paHne 3aKoHoAareJIE,crBa PO", 13.03.1995. N 11,

q .997 ) , or 8 anrycra 2009r. N654 <O conepueHcrBoBaHl4l4 rocyAapcrBeHHoro

pefynl{poBaHplfl IIOH Ha IIeKapCTB9HHbIe IIpenapaTbl, BKJTIOTIOHHbI9 B ileper{eFIb

)r(H3HeHHo seo6xoAunasrx v earxHefruJr4x neKapcrBeHltblx npenaparoB)) ("Co6paHlte

3aKoHoAalerrbcrsa PO", 17.08.2009, N 33, cr .  4086).  ot  29 orrr6pr 2010r.  Ne865 ((O

fOCyAapcTBeHHoM peryJlI4pOBaHVLI UeH Ha neKapCTBeHI{Lle ilpenapaTbl' RKJI}oqeHHbIe B

lrepeqeHb xH3HeHHo Heo6xoAr4Mbrx Lr sa)KHei lunx reKapcrBeHHbIX npef iaparoB)

( "Co6paHue 3aKoHoAaTeJIbcrBa PO" ,  08 .11 .2010,  N 45 ,  c r .  5851) ,  pyKoBoAcrBy. rcb

<MeroAuxofi ycral{oBneHr4.s opfaHaMI4 I4cnoJIHI4TenLHoI{ BJTacru cy6lexron

Poccl l f iqcof i  Oe4epaguu npeAerbHbrx pa3MepoB onroestx HaA6aBoK 14 npeAenbHblx

pa3MepoB po3Hr4lrHbtx Hal6aeorc r  Sarrr4secKr4M ot ' [ycKHbIM ueHaM, vcraHoBJIeHHbIM

rrpor43BoAr4T'eirrM14 neKapcTBeHHbtx npenapaTou, Ha neKapcTBeHHbIe I IpenapaTbl.

nK,r l roqeHHbre B f lepeqeHb xI43HeHHo geo6xoAnMblx L{ saxHefruux neKapcrBeHHbIX

npef lapaToB))!  yfBep)KAeHuoi i  I lpraxa:ov @elepa,r lHoi l  cnyx6u no raprzQav or 1]

alrca6pr 2009r. Ng442^a (c u:veHeunrl,rn) ("PoccnficKa.s ra3e'ra", N 155. 14.01'2014),

floLtoixeuuevr focylapcrBer-rHoro KoMI4Tera tro I]eHaM rz rapr.r@au Pecny6r'I]4Kl{ Kpsln'r.

yrBepxAeHHbIM llocraHoeJ'reHHeM Coeera Ml{H}4crpoe Pecny6,rnxu Kpstvt o'r

21 ,06 .2014r .  Nq166



NPL4KA3bIBAIO:
l.VcraHoBI4Tb npeAeJrbHbre pa3Mepbr ofrronbrx uaA6aeorc r4 ilpeAenbHbre pa3Mepbl

po3HH.{HIIX uaA6aeox K Qaxruuecxlm,r orrrycKHbrM rreHaM, ycraHoBneHHbrM

rlpoI43BOAI4TeJr.rrM14 neKapCTBeHFrbrx IlpellapaToB, Ha reKapcTBeHrrbre I]perapa-r'br,

IlKJIioqeHHbre B IIepeLreHr, )nH3HeHHo Heo6xo4trl,rstx v sarKHeiirrtL{x JIexapcrBeFrHbrx
npeIIapaloB. yrBeplr(Aaevsril e)r(eroAHo flpaeurelbcrBoM Poccr.t ficxofi OeAepauuu.

colnacHo rrpr4Jrox(ennro Nq I  x uacrosueMy f lpurca:y.
2. Ilprzrca: pacnpoc'rpaHflercfl Ha opraHz3artuv onrosofi H po3HnrrHoii roprouu

J IeKapcrneFIHbIM14 cpeAcrBaM14, r4H1r4Bnnya,rrbHbrx npeAilp14Huurale,leii, 14MerouHX

J'ILiueH3L{Io Ha Qapnraueerl{qecKyIo AetreJ'Ibnocrb, MeAr4rlr{HcKr4e opfaHr43auHr.r"

14Merouue J'IHueH3Hro Ira Sapnaauen'n4r{ecKyFo Ae.rITe,'Ibt{ocrb, L.l L4x o6oco6rennrre

roApa3AeJreHz.fl (al,r6y,raropr.irz. SerrsgurepcKo-aKy[repcKr4e rryHKlbr, ] terJTpbi
(o'r,leletrurq) o6uefi epaue6Hofi (cenreiiHoil) npaxrraxu). pacnor'ro)KeHHbre B cenbcKr4x

troce.[eHr.rrrx. B Koropb]x orcyrcrBynr oplaHH3arrr4r4 po:HnuHofi ToproBJrr.{.

ocyulecTBJrqroilIr4e peanr43auuro neKapcTBeHHbrx [pefrapaToB r{a Teppr4'fopHH

Pecny6,ruxn Kpsrna.
3. Cyrvnra o[ToBbrx HaA6aeox x Qarcruuecxoil oruycxuofi ueHe rrpou3BoA]rreJrq Ha

JleKapcrBeHnrril npenapar. [pr4MeHqeMbrx BceMH opraHn3ar]r4flMvr o[roeoil ToproBin4.
yLIacTByrour.rMLJ B peaJrH3aur,rr{ 3'rofo neKapcTBeHHoro npellapaTa Ha TeppHTopHH
['ecn,v6;urnu Kprrrvr, He AoJr]r(Ha npeBbrrrrarb coorBercrByrourttfi rpeAerrurni pa3Mep
or r-roson ual6asrcu. y'rBepx(ileunsrir ltyrrKloM I nacr:osulero llpura:a.

4. Pa:uep po3r-rnrlr{ori HaA6aeKu x Sarcrrlqecroil o'rnycxuoii ueHe npon3Bo/Iil'feJrfl
Ha JreKapcreeFrusrft rrperrapar, yc'raHoBneHHsril opraHu:auuefr po3Hl4tlHoia roproe,ru,
I4HAI4BI,IAyaJrbHbrM frpeAnplrHr4MaTeJreM r4 rueAlrutt ucxoir oprauu:artnefr.
ocyilIecTBJrsrorru4Mr{ peaJrr43aur.i}o neKapcTBeHFrbrx IIpenapaToB ]ra TeppH'fop14H
Pecny6Lrnrclr Kpsrv. ue JIoJrlKeH rrpeBbrrila'fb coolRercrnyrcuufi rlpeileJrbr-rbtfi pa:vep
po:nrlvuoil  naA6asrcu. yi 'BepxreHur,l fr rryrrKloM I Hac'roqucro IIprarca:a.

5. Pealn:aunfl ncKapclBeHHbrx [perraparoB oprar-rr43arruflMr4 onroeou loploBnn
ocyu1ecrBJrfle'rct c oQopnr.rreur{eM npoloKona cofJ'racoBaHr4.fl ueH IIoc'raBKIl }KH:IHeHHO
Heo6xoAul,rsrx u eaxHeiturr4x neKapcrBeHHbrx npenaparoB rro Qopue, cofJrlacHo
rpr.rnolKeHrEro JS 2 rc Hacloflir1eMy flpaxa:y.

Pea,rHsatlurr JreKapcrBeHHbrx rrpenaparoB opraH14'sa::.ueh po:HtzuHoi.i ToproBJl4.
rir{/rlr4BHilyarTbrrbrM rrpelrlp}rrr14Ma|ereM 14 MeAr.irlr4scxoil opfaF[{3ar]nel,i ocyulecTBJrteTcfl
l lpH HarHqr.rH yKa3aHHofo frpo'foKofla.

6. VcrasoBr4'rb. q'ro oKpylr'IeHl4e olrroBbrx H po3Hr4r{HbIX ueH ripor43BoAl4f'cfl Ao
ue"noi.r rconei;ixll. Ec.nu Apo6uar qacrb ronefixn MeHee no,'Ixonefiru. To oHa
or6pacsreaelcr L4 cyMMa cHulKaercfl Ao uerofi Kofleftxu, a ec,r]r 3Ta qacrb paBIJa
no,rxotrenxtr n 6o:rr-,rr le. To cyMMa noBbrrrraercfl  i to r le, loi l  ronefrrcl l .

L Ocralrcn "rreKapct'BeHr'tbrx cpe,,IcrB, 3aKyrrJrerrubJe Ao BclynJIeHr,rr g ctJJty
riacrof ulefo rrpHKa3a, rroAirelKal' frepeoueHKe A peaJlH3ylol'cfl no BIIoBL
cQopnnrpoBar{HbrM rreHaM.

8. VcrasoBnlb. rJl'o MHHHMarsusril rrepr4oA peryJrr4poBaHne cocraBJtfler 1 rol.

f ]rrr ycraHoBner-ir4r Bru4fl,utf l  pa3MepoB ycraHoBneHHL,rx naA6anox, perynHpyeMbte
opraHr43auvu.yKa3aHHbre B rryrrKTe 2 uacrosuero rrpuKa3a, B cpoK Ao 0l aerycla 2015
roAa npeAocraBrqro'r n focy,tapcrBeHHbrft rconrnrer no ueHau u rapaQav Pecny6JIuKH
Kpsrn,t Marepr4anbr B coorBercrBnn c <Me'roAnxofi ycraFloBreHL{s oprauaMt4
r4crroJ'rHn'fe,rsrrofi B.[aclr4 cy6rerloa Poccniicxoii OeAepar]vtLr npeAenbHblx pa3MepoB
orrroBF,rx uaA6aBorc H rrpcAeJrbnbrx pa3MepoB po3HhLrHbrx HaA6aeox rc Saxrr4rrecKI4M
oTnycKrrbrM IteHaM. ycTaHoBJrerrHbrM rrpor43Bo/lr4TeltM14 ner{apc'rBeHHblx f ipefrapal 'oB"
Ira i ' rcKapcrBeHHbre npeilaparbt, BKrroqeHHbre B [epeqeHE, )r(r43HeI]Ho Heo6xoAHMblx H



Ba)KHer{Irr4x neKapcTBeHHbrx flpefiapaToB) co BceMr4 rroATBep)KAarourIMrI AoKyMeHTaMu
3a rrepBoe nonyroAr4e 2015r.

9. llpnrae Bcryraer B qepe3 10 Aueft ao Atr.fl ero oQuqualrHoro
olyonr4KoBaHIds..

H.o. IIpe4ceAarerq
focylapcrBeHHoro
rro rIeHaM u rapu$aru O.IIfOIIII,IHA



f lpr,roxeHze J\b I

r f lprarca:y I-ocylapcreeHHofo KoMHt'ela
no LteHaM u rapr.rrfan,t Pecny6lnxH Kpurv

or  <07> aBryc-ra 2014r Ns 4/ l

i lpelelrHrre pa3Mepbr onroBbrx HaA6aeox H rrpeAeJlbHble pa3Mepbl po3IIHr{HbIX HaA6aBoK K

cpaxrnuecx[.rM ofrrycKHbrM ueHaM. ycraHoBneHFrbrM rrpoH3BoALrrertMI4 JIeKapcrBeHHbIX

IIpenapaToB, Ha JIeKapcTBeHHbte rrpelapaTbr, BKJItor]eHHble B neperreHb ]KH3HeHHo ueo6xoAl'tprsix

14 BalKHeilurzx neKapcrBeHHbrx rrpeflaparoB Ha reppuropal{ Pecny6nzxu I{puv

I [euoasre rpynnbr B r {enax npou: ]BoAHlerR

ao 50 py6nen eK,uouute,ruuo

cBblue 50 py6,reii Ao 500 py6,reil (exnn,*tre,ruHo)

cBbrrre 500 py6,rei l

I IpunreuaHue.
ITol r lax'ru.reoloi i  ornycrHoii  LteHori npor.r3BoarTerr Ha neKapcreeHHsri i  npenapar noHnMaercfl  ueHa (6er Ha-nora

rra roSaerreHHyro crouMocrs), ue npeasrurarcuafl  3aperf lcrpripoBaHl{yro n focyaapcreeHHoM peecrpe ueH Ha XHBr' l l l ,

yKa3brBaeMar poccni lcxul,r npoH3BoAHTerreM reKapcrBeHHoro npenapara B conpoBoltHTe,' lbHoil  - I loKyMeHTauul. l  Ha roBap.

a  i lHocrpaHnbrM npoh3Bor r luTeneM neKapc ' fBeHHoro  npenapara  -  B  conpoBor lHTeJtbHof .qoKyMeHTauHH Ha roBap.  Ha

ocHoBaHHH xoropoii  o(topr,r,rrercr rpy3oBas raMoxeHHar neKnapaunq, c yqeroM pacxo,qoB, cBt3aHHblx c raMoxeHHblM

oqlopt\rJleuneM fpy3a !ynnarol, i  rauorreHubtx no[J. lHH u c6opon 3a raMo]KeHtroe o$oprv,reHne). I lpr l  l roM, Anfl

opraHH:a[ni i  onroeoi4 h po:Hnunoii  ToproBnr{ JreKapcrBeHHbrM14 npenaparaMH, nptlN4ell f l rculHX ynpottteHHyrc cHcre]\{y

Ha-noroo5loNeHVfl urt cHcreMy gzuroroo6,roNeHVg a BHAe eafir-rofo Ha!'rofa Ha BMeHeHHbtl. i  roxo,{.  nolt  ( lax'rn'recxoi i

ornycruoi i  uerroi l  npou:eoln'rerr neKapcrBeHHbtx cpeAcrB noHHMae'lct t teHa c Ha,qoroN4 ua Ao6aB,' leHHylo croHl\4ocrb

B cJ ty . tae  ecrH 3aKof to rarcJrbcrBoM J 'avox<eur roro  co lo3a f te  i lpeaycMorpe l lb t  aeKnapHpoBaHt le  c ro14 l \1oc ] '11

nepeN4eulaeMbrx Ltepe3 TaMoxeHHyro rpaHHuy Pocoli icxoi i  <Deaepaunlt roBapoB, N4ecroN,{ npohcxox,l leHil t l  Koropblx

rBrf lercf l  reppr.{ 'ropHr locyaapcrB - yqacrH14KoB Tauoxettuoro corc3a, rz or}oprr, l ,rerr l te B orl- louleHrn ux rpvloaoF

ravoNeHHoi l  AeKnapauhf i  raMolKeHHbrMu opraHaMH Pocq i i i cxo i i  (Deaepaunn.  no l  tpaxrnuecxo i i  o rnycxHof i  t teso i i

HHocrpaHHofo npot43BoAHTe,tr Ha neKapcrBesHsri l  npelapar noHHt\4aerc8 ueFia, yKa3aHHat nHocrpal l t lbl l \4

npor. i3Boar4re,.reM ,reKapcrBeHHoro npenapara B conpoBo.I l l4re,ruHoti noKyMeHTauHli

OoprvuposaHue ornycKHoi ; i  uer t r , r  Ha neKapcrBeHust i l  npenapar  op t -aHu3auurMH onroBo i i  ropron , rn  h  (nn i l )

opra l l i l 3a [HrMH po: r i l . rvHo i r  ToproBnH,  HHAr4Br4AyanbHbtMh npeAnpHHHMaTer tMH H MeIHuHHcK14N4l l

op faHH3aut4n\4H ocyuecrBJr f l c rc r  Hcxo1t r  n r  ( tax rn . recro i i  o r t tyc t tuo i l  t leuu t  npoh3Boa l lTent  Ha J leF iapcr  se t t t t s l  t " t

Ipcnapa l ' .  l {e  r rpeBbrLUaror le r . i  :apcr  ncrpHpoBaHuyr -o  ucHy.  t i  onroeof i  u  (nnn)  porHn ' ruo i ' i  Haa6anor ,  pa3Mep

Koropbtx  He npeBbruacr  coorBercrBeHHO npeae lsHsr i ; i  pa3Mep onroso i ; i  n  (n , r r i )  npe. le , rsuur i l  pa3Mep po lHt t ' t  Ho i i

Ha,16aexH.  yc raHoBreHHure  n  Pecny6, rn rce  Kps tu .

I lpn  rpopmr iponaHnn opraHH3ar l i l f lM14 onroso i l  ToproBn i l ,  op t -aHi l3aUl4 tMt ' l  po3H14 ' tHoH ToproBnH.

nH. l4Bn, lyanbHbrMH r rpe ; t r rp r . lHUMaTenrMH t4  N4eAHUHHcKT' lM14 opraHH3aUl . ' l f l i \4H oTnycKHoi l  t teHst  Ha le rapcrneuHst  i i

lpeltapar i lLrocrpaHFroro npoH3Bo1lr. treJ' l f l  olr-r 'oBan u (nlvt) po3HHqHar HaA6aeru npt ' tNlel l f l to' lcr x ( larruuecrcoi; i

o rnycxHoi . i  ueHe npoH3BoI t r . i re r r  Ha neKapcrBeHnsr i . i  npenapa l ,  ne l i J tapHp)eH. to i i  np t t  nepeceqet l14H ToBapoM
' ra ivoxeHuo i . i  rpaHULtb t  Poccn i i cxo f t  CDelepar - tun .  c  yqeroM pacxoAoB.  cBt laHHbtx  c  raMo)KeHI lb l l \4  oQopMneHheM

rpy :a  ( r 'auoxeHgbtx  nor lJ r t i t - t  n  c6opoe 3a  ra r \4oxeHHoe orpopnuer ' rne) .  r te  npeBb lu la toULe l i  laperncrpr lpoBaHHylo

npeaenbHvKl  o t r rycKHyx l  L leHy npoH3Bo/ lHTer f l  Ha ?Tor  neKapcrBeHHur i ; i  npenapar .  f lpn  l roM (paKTl { r lecKat

ornycKHaf l  ueHa npo14tBoAldreJ ' l r  na  neKapcrBeuHsr i . r  npenapar .3aAeKnapupoBaHHat  B  t {HocrpaHHoH Bar to re .

nepecqHrbtBaercr a py6,ru no r(ypcy I{eHrpa,rruoro 6auxa Poco.rf icxofi  (Deaepauun Ha Aary orlopna,reHr'rn rpy:oeoi i

TaN4oxeH Hoi.r l le KJIapa uH 14.

IpeAelsuste onroBbre
HAA6ABKH

K rbaKTH.{ecKoil
ornycKHoI qel {e

f rpoh3BoAHTeJs,  (o )

i lpeAe,r  snsre po3HHtr  Hbre
Hal6aBKH

r< (rarcrHuecxofr
ornycKHot4 ueHe

n po H 3 Bo/tl.Jr e m. (o/o)

f  pyt Ine B l leHax npol l3BoaH' l  eJ lcH

l 5 25

22

1 6

t 5

Orueuer rne  . reKnpc rBcr rHhr \  e  pe / lc  f  B  t i  coorBerc  I  e1  n tue t i  ue l loBo l l

ocvuec'rBJrf lercr 6e: yuera r{a. l tora Ha .qooas,leHHyn croHl\4oc rb

OpraHnrarLun onroeot i  ToproBJth .  r lMeo4ue c rpy t (TypHbre  noApa3AeneHt { t  po3HHLlHot i  roproBnH,  N4oryr

cpopvnpoearb  po3HHLtHbre  L teHbt  Ha neKapcrBer iHbre  npenaparbr  c  I tp t4MeHet {HeM oa l " loBpeMeHuo o l l roBo i l  l l

porHu. r r ro i i  Haa6aBoK x  r f  a r r -uvecxo i i  o r f i ycKHoi l  ueHe npoH3BonHre, ' I f l  Ha J leNapc ' reeHt ts t  i i  npenapar .  pa3Nle  p

r (o ropbrx  He aoJr ) r (cn  npeBbr  uarb  r rpeae: rsnsr r . i  pa3Mep onroBo i l  H  npeaenbHbr i ' i  parvep po3HHt lHo i ; i  Ha, t6aeor

coor l te rc rBeHHo.  yc raHoBJteHt rbre  u  Pecny6, rnxe  Kpsrv ,  npH ycnoBt lH BeaeHi l r  pa3aenbHoro  )qera  onroBo i l  l i

po rH n.ttroi i  ToproBir r ' .r

14. o. I  I  pe,rccl larer 'r f l  [ 'ocyaa pcr eeH H oro KoM ltrerA

l lo  r rena iv  r r  t  apuSanr  Pecny6, ru ru  Kps t l ' t o. 14t.otuHHA
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