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rE)L‘S oQOPMJIEHHH NPOTOKONA COTNIACOBAHHA
LIeH TIOCTABKH JIEKapCTBESHHBIX NIPENnaparos,
BKJTFOUCHHBIX B TIEPEUEHE KH3HEHHO
HEOOXOIMMEIX H BaxHERIINX
JEKapCTREHHBIX TPENaparos

®AC Poccun 10BOAKT /IO CBEIEHHUS MO3ULMIO N0 BONPOCAM 3aloNHEHHS (GOpMbI
IPOTOKONA COINAcOBaHMs LEH MOCTaBKW JIEKAPCTBEHHBIX IIPENApaToB, BKIIOHMEHHBLIX B
nepeyueHb JKH3HEHHO HeoOXOAMMBIX M Ba)KHEHIUMX JIeKapCTBEHHBIX NpernapaTor (janee
— JKHBJIII), yteepx)aeHHOH nocraHoeileHueM [IpaBurenscrea PoccuiickoH
@epepauun ot 03.02.2016 No 58 (ganee - [IpoTokon cornacoBaHus LEH) U BCTyNarOWeR
B cuay ¢ 01.03.2016.

1. ®opma lpoTokona cornacoBadus LEH ABIAETCA THIIOBOMK.

Honyckaercst BxmrouyeHHe B IlpoToxon cornacoBaHHS LEeH JONOJIHHTEIBHBIX
cBeJACHMH, YUYUTBHIBAIOUX OCOBEHHOCTH NPUOGPETEHUs U peanu3allt NeKapcTBEHHbIX
npenapaToB OpraHu3aupedl ONTOBOH TOProBIM JIEKAPCTBEHHLIMYU CpejcTBamu (faiee -
OpraHu3alys ONTOBOM TOProBJAH) MM anTe4HOH OpraHu3alved M HHAHBUAYaJbHBIM
[peilpMHUMATENIeM, HMEIOUMM JHOEH3UI0 Ha (apMaleBTHYECKYIO [EeATeNbHOCTh
(nanee - opraH13auua poO3HH4HOH TOProBiK).

[Ipotokon cormacosanuss UeH [MOAINKCHIBAETCH YIOTHOMOYEHHbIMH JIMLAMHA
MocTaBliMKa (NMpodaBua) ¥ nomydarens (Moxkynarens) JeKapCTBEHHOIO Npenapara M
3aBepAeTcs NevaTsIMH oOpraHu3anui.

IIpoTokon cornacoBaHus LeEeH MOXET OBITH cO342H B (OpME 3IEKTPOHHOIO
JIOKYMEHTA, MOANUCAHHOIO YCHJIEHHOH KBalM(MUHPOBAHHOH 3NIEKTPOHHOH NOANHCHIO
YIONHOMOYEHHBIX JIMI COOTBETCTBEHHO NOCTABIIMKA H NOIyHaTeNs.

OTcyTcTBUE OpHIHHANBHBIX NOANMKMCEH M redared NpeABIAYIIUX NOCTABLIMKOB
ueny peanusauuu JKHBJII ve spnsercs HapylweHdem zanonHerus dopmbl [IpoTokona
COIMACOBAHUA LIEH.
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2. Opranusauxed onToBod TOproBnd, peanusytomed JKHBJIIL, npua ux
NpHoOpeTeHMy Yy  Hpyroit OpraHusalMM ONTOBOH TOProBIM ¢  3aNOJHEHHBIM,
NOANHCaHHBIM U 3aBEPEHHBIM Ne4aThio opranusauuy [lporokonoM cornmacoBaHus UeEH,
Jolnyckaercs (OpPMMPOBAHME M 3allOJHEHHE B IEKTPOHHOM BuAe Hoeoro Ilpotokona
cornacosanuss ueH. Ilpu 2ToM opranusauus onToBOoH TOproBau B 00sA3aresbHOM
Nopsajike yxkasplBaeT HH(popMauuo, conepxammyrces B [IpoTokone cornacopaHus LeH, ¢
KOTOpBIM JIEKAPCTBEHHBIN Iperapar ObLl IOCTaBjieH B 3Ty opraHuzaiuio. B sTom
cly4ae IONy4eHHBIH OT npeawiaywiero nocrasiuka [lporoxon cornacoBaHus LeH
XpaHUTCA B apXWBe OpraHHU3alMK ONTOBOH TOProBiIH B KayecTBe NOATBEP)KASHHSA
LOCTOBEPHOCTH JIaHHBIX, NepeHecéHubIX B HOBBIA | IpoTokon cornacosanus LeH.

Konnuectso rpad 8 - 11, npenycMoTperHsix B popme IlpoTtokona cornacoBaHus
HeH JJs 3anofHEeHWs OpraHH3alusMK ONTOBOH TOProOBJM, OTpPENEeNseTcs HMH
CAMOCTOATENLHO € YYETOM KOJIMYeCcTBa OpraHu3alMii ONITOBOM TOPrOBIH, Y4acTBYIOLIMX
B 1end peanusauuy AKHBIIIT.

B saronoske [lpoTokosa cormacoBadusi LEH YykasbiBaerca HHpopManus o
TIOCTABIUMKE M Mogydaresne (OpPraHu3auMH ONTOBOH MM  PO3HMYHOH TOPrOBIH)
JKHBJIIL.

3. Peanuszaupma XHBJII no 1meHam HuXe YPOBHS HX I[pHOOpeTeHUs Yy
NIPOM3BOLNHTENEH He  sBNfETCS  HapylIeHHWEM  YCTAHOBIEHHOTO  MOpsiKa
ueHooOpazoBaHus, ecnu (QaxkTd4eckas LeHa npuobpeTeHUss He npeBbllaeT
3aperiCTPHPOBAHHYIO [TPEAENbHYIO OTIYCKHYIO 1LIeHY NMPOU3BOAWUTE/N JIeKAPCTBEHHOIO
npenapara ¢ yyetom HJC.

B cBA3M ¢ Ce30HHBIMU W WHBIMU KoJeOaHUAMU MOTpeOUTENLCKOTO Cnpoca Ha
nexapcTBeHHbIE [penaparbl, NPUOAMIKEHWEM JaTbl WCTEYEHHUS CPOKOB TIOJHOCTH
JIEKapCTBEHHbIX IIpernaparoB, MAapKETHHIOBOH HOJMTHKOH, peanu3alyded HOBBIX
NEKapCTBEHHBIX MPENnapaToB B LENAX O3HAKOMIEHHs ¢ HUMH norpeburencil, a taxxe
OPYTHMH  MNpPHYHHAMM, OKAa3biBAIOLIMMHM  BIIMAHME Ha PBIHOK JIEKapCTBEHHBIX
[penaparoB, OONYCKAeTCsd HX peanu3alus OpraHyd3auMsMd ONTOBOH TOProBIH U
OpraHu3alysAMH PO3HUYHON TOProB/M M0 LEHEe HHUKe (PAKTHYECKOH OTIMYCKHON IEeHBI
IPOU3BOOUTENS.

[Ipy peanusaunu JE€KapCTBEHHOIO Iipenapara 110 leHe HWXXe YPOBHSA €ro
nproOpeTeHNs y NPOU3BOAMTENS fepBasd OpraHHu3allis ornToBod Toproenu B [Ipotokone
corylacoBanus LeH B rpadax 6 u 7 cTaBUT NpoYepk.

Ilpn peanuzaumm nexapCTBEHHBIX [Ipenapara IO LEHE HHXE YPOBHS €ro
npuobpeTeHMs y MNEpBOH OpraHM3alHMM ONTOBOM TOPIOB/IM, BTOpas OpraHW3auys
onrtosoil B [Iporoxone cornacosanus 1eH B rpadax 9 u 10 craBuT npouepk.

Oprannszanust po3HHYHOR TOProB/IM, 3aKyNMB Y OpraHU3alyy ONTOBOH TOPTOBIIH
JICKapCTBEHHEIA npenapar 10 LEeHEe HWKE YPOBHA (DaKTHHECKOH OTITyCKHOH 1EeHBI
IpOU3BOANTENSA, YKaszaHHOH B IIporokone cornacoBaHns ueH, GOpMHPYET OTIYCKHYHO
LEHY NyTeM CyMMHpOBaHHs LEHbI 3aKylKH Inpernapara y OpraHH3allld OINTOBOH
TOProBJIM ¥ PO3HUYHOHM HanbaBKH, pa3Mep KOTOpPOH He NpeBBIINAET YCTAHOBIEHHBIH B
cybbexte Poccuiickoit denepanumn, McyucieHHOH OT (akTHueckod OTMNYCKHOH LieHSI
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NPOH3IBOAWUTEA.

4. I'padel 12 u 13 «Cymmapuwiél pasmep (hakTU4eCKHX ONTOBLIX HaA0aBOK,
YCTAHOBJICHHBIX OpraHH3alMsMy¥ onToBod Toprosau» Ilporokona comiacoBaHus ileH
3allOJIHAIOT BCE OpPraHM3allMy ONTOBOU TOPTOBIH HE3aBUCHMO OT TOTO, KTO SBI/ISETCH
NoJIyuaTesieM JEKapCTBEHHOIO Mpenapara, yKasblBas [pH 3TOM CyMMAapHyr HaadaBky,
PAcCUMTAHHYIO KaK pasHuua LeH (B pybnsx), ykaszaHubix B rpadax 11 u 5 ana rpadsr 13
u ans rpader 12: rpada 13/rpada 5*100%.

5. Opranusanuu ontoBoi Toprosiu ¢ 1 Mapra 2016 . npu peanusanuu AKHBJII,
3aKyIieHHBIX Ao 1 mapra 2016 r, 3anondaroT IIporoxon cornacosaHus UEH MO HOBOH
dopMe ¢ ykazaHHeM HH(OpMALMH, HMEroLEcs y opranuzanuu. OTCyTCTBHE B 3TOM
cryyae HHGopMaUMK O pa3sMepe Bcex HaabaBOK, NPHUMEHEHHBIX NpPeNbIAYLHMH
OpraHu3aluMsAMY ONTOBOH TOProBIU B uenu peannsauuy storo JKHBJIIL, He sBmsercs
HapylueHueM 3anonHenns Gopmsl [lpoTokona cormacoBaHus UeH.

Peanusauus opraHu3alusMU pPO3HUYHOH TOPrOBMH NEKAapCTBEHHBIX Mpenaparos,
3aKyIIeHHBIX UMM Ao 1 mapra 2016 r, ocyuwecTsngercs npu Haau4yuu Ilportokona
CODIACOBaHHs 11eH, ¢ KOTOPBIM JeKapCTBEHHbBIH npenapat ObUT MU MOy4eH.

OpraHu3aluy po3sHHUHOH Toprosnd ¢ 1 Mapta 2016 r. npu peanusauuu JKHBJII,
3aKyIUIEHHBIX fOcie YyKasaHHOH jarel, 3anonusior rpagel 14 - 16 «Paimep
dakrudeckoll poO3HU4HOH HaA0aBKH, YCTAHOBJIEHHOH oOpraHu3aldedl pO3HHYHOH
Toproeiau» H «PakTHueckas OTNYCKHAd I[IeHAa, YCTAHOBJIEHHas opraHusanuen
posHuuyHOH  TOproBiW»  Ilporokosna  cornacoBaHWs  LEH, [OJY4EHHOrO  IIpH
npuobpeTeHHd HMMH TOBapa, WIM MPHUKIAABIBAIOT K ykasaHHomy [lporokomy
COMIACOBaHMS LEH NOMONHUTENBHYIO CTPaHULYy ¢ HH(popMauneH, yka3aHHoil B rpagax 1
- 5 u rpadax 14 - 16 Ilporokona cornacosanusa ueH. Ha ponoaHuTensHoH CTpaHHIE
Ilporokona cornacoBaHus LeH  yKa3blBae€TCAd Jara MW CTABHUTCA  IIOAIHCH
YIIOMHOMOYEHHOIO JIMUA OpraHU3allid pO3HMYHOW TOProBAM JIEKApCTBEHHBIMH
fperiapaTaMi, 3aBepeHHas [1e4arbio OpraHi3aluy.

Ecniu  sHyrpedHell  NOAMTMKOH  OpraHM3auMd  pO3HMYHOH  TOProsiH
JeKapCTBEHHBIMHU  [IpenapaTaMH  [IpelyCMOTpeHa  [epeoueHKa JeKapCTBeHHBIX
npernaparos B TEUEHHE CPOKA MX pPeanusauyy, TO B TAKUX CNydasx AOMYCcKaeTcs B rpage
14 «Pa3mep daxTHyeckod po3HHUYHON HanbaBKM, YCTAHOBIEHHOH opraHu3auneit
PO3HMYHOH TOPrOBJAM» YKa3aHHe B MPOLEHTaX MpeAefbHOTO pasMepa pO3HHYHON
Han0aBKH, yCTAHOBIEHHOIO B cyObexTe Poccuiickoit Penepali An8 HEHOBOH I'PYIIIL]
3TOTO JIEKapCTBEHHOrO Npenapara, a B rpade 15 - ykasanwe B pyOonsgx npejensHoro
pa3mepa po3HM4YHON HagbaBKM, YCTAaHOBIEHHOro B cybbekre Poccuiickoit Mepepaunn
Js  UEHOBOH TIpPYyNIBl 3TOI0  JIEKAPCTBEHHOIO Illpenapara, HMCYUCIEHHOrO OT
daxTH1HeCcKOH OTMYCKHOM IieHbl NPOU3BOAMTENs, yKkaszaHHOH B rpade 5. B maHHOM
cnyyae B rpade 16 «®akrudeckas OTHYCKHas LEHA, YCTAHOBJICHHAs OpraHH3alMei
PO3HUYHOH TOProBiM» YyKaseiBaeTcsis B pyOasx cyMMa [JaHHBIX, YKa3aHHbIX B
rpacax 11 1 15.

6. Ilog TepMHHOM «YNONHOMOYEHHBI# IPENCTABHIENb TIPOU3BOLUTELSNY,
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YKasaHHBIM B cHocke 2 k Ilporoxoidy cormacoBaHMA LieH, [IOHMMAETCS OprasM3aius,
IOPHOMYECKM  YNOIHOMOYEHHAs [POM3BOAMTENEM Ha OTIYCK  JIeKAPCTBEHHBIX

Hpenaparos HMPOHU3BOJHTENIA IO II€éHaM, HE [IPeBBIHIAKOIIHM 3aperuCTpUpPOBaHHEIC
MpenenbHbIC OTMMYCKHBIC LEHBI TPOH3IBOAUTEIA.

A.b. Kamesapos
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