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BBepeHune

N3yyeHne rurmneHn4ecknx TpeboBaHnim K anTeYHbIM YYPEXXAEHNSM N NPOBeLEHMNE MMM MEeHNYECKNX NCCNeA0BaHWA B
anTeke ABNSAOTCS OCHOBHOW Liesiblo paboThl, KOTOpas cBsA3aHa C PyHKLUNEN CBOEBPEMEHHOIro CHabXxeHuns
HaceneHuns n JIMY nekapcTBEHHbIMU NpenapaTamMun, NnpegMeTamm yxoaa 3a 6osbHbIMK, NpeaMeTamMm caHuTapum n
APYrMMn MeauumMHCKUMK ToBapaMu. Ons obecnevyeHns 6€30NacHOCTU NPU U3roTOBJIEHUN N XPaHEHU Heo6X0ANUMO
CTporo cobnofatb rMrMeHNYeckKnin pexxmm. ANTeYHbIn CKNag, Kak yYpexxaeHne cucTemMbl 34paBoO0OXPaHEeHNS,
MUrpaeT Ba)KHYIO poJib B 3TOM Mnpouecce.

AnTeYHble CKaAbl MOTYT CTOJIKHYTbCA C Pa3/IMYHLIMU HapYyLUEHUSMU CAHUTAPHO-TUTMEeHNYeCcKnx ycnosui. Mpu
3TOM, Heobxo4MMO NMPoOBeCTM aHaNM3 NpodeccnoHasbHOM 3aboneBaeMocTn paboOTHMKOB anTeYHOro CKaana, YTobbl
BbIABUTb BpeAHble NPON3BOACTBEHHbIE DAaKTOPbl, KOTOPbIE HAHOCAT Bpe 340P0BbI0 COTPYAHMKOB. Ba>kHomn
3ajaven aBnseTca onpegeneHne akTopoB, KOTOPbLIE HEraTUBHO BAUSAIOT Ha COCTOSIHME 340p0BbsA paboTHMKOB
anTekwu.

1. ANTeYHbI CKNaA-opraHnu3auma onToBOW TOProsan

B ®epepasibHOM 3akoHe «O6 obpalleHnn nekapCcTBeHHbIX cpeacTB» bbino gobaBneHo HOBOe MOHATKE,
opraHm3aums oNTOBOW TOProBJIN JIEKAPCTBEHHLIMUW CpeAcTBaMn. Tenepb 3TO onpeneeHne onmcbiBaeT
opraHm3aumio, KoTopas 3aHMMaeTCa He TOJIbKO ONMTOBOW TOProB/ien NeKapCTBEHHLIMU CPeaCTBaMM, HO TakXKe X
XPaHEeHMEM 1 NepeBO3KOW B COOTBETCTBMU C TpeboBaHMSAMMN 3aKOHa.

B cootBeTcTBUM C FTOCTOM «Toproens. TEPMUHLI N onpefesieHns» ONTOBOW TOProBsien CHNTAETCHA AeATeNbHOCTb
TOProBoOro NpeanpuaTUsa, KOTOpPOe OCYLLEeCTB/ISET NOKYNKY-NpoLa)Ky TOBapoB C Lebio nocaenytoLen
rnepenpoaakn n okasblBaeT YCAYru rno opraHmMsaumnm ontoBoro obopoTa TOBapoOB.

9To HoBOe NoHATME B PefepalibHOM 3aKOHE UMeET NPsMOe OTHOLLIEHNE K PeryimpoBaHmnio IeKapCTBEHHbIX
cpencTs B cTpaHe. OHo no3BonsieT 6osiee YeTKO oNpenennTb U KOHTPOSIMPOBATb AEATENIbHOCTb OpraHu3aLUni,
3aHMMaloLWMXCA ONTOBOW TOProBJiei IeKapCTBEHHbIMU cpeacTBaMu, n obecnedymBaeT 6e30MNacHOCTbL N Ka4eCTBO
3TNX TOBAPOB B NMpoLecce Ux Nnepenpofakn n xpaHeHns. Takxe, NOHATNE ONTOBOW TOProB/nN IeKapCTBEHHbIMM
cpencTBamMu BKtOYaeT B cebs TpeboBaHMS K MepeBo3Ke TakUX TOBAPOB, YTOObI NpeaoTBPaTUTb BO3MOXHbLIE
MOBpPEXAEHNA N MOTEPIO NX CBONCTB.

B nTore, BBeaeHne HOBOIro NOHATUS OpraHU3aLnm OoNTOBON TOPrOBAMN EKAPCTBEHHLIMU CPeACTBaMM ABNAETCA
Ba>XHbIM LLAromM B peryJiMpoBaHMN OaHHOIr0 CEKTOpPa N CNOCOBCTBYET NOAAEPKAHMIO BbICOKOIO YPOBHS
6e30MacHOCTM U JOCTYMHOCTU JIEKapPCTBEHHbIX CPeACTB ANA HaceneHus. 3TO HOBOBBEAEHME NMOMOraeT YKpennuTb
KOHTPOJIb HaZl KAYE€CTBOM U MOAJIMHHOCTbLIO JIEKAPCTBEHHbIX CPEeACTB N 06ecnevynTb UX NPaBUJIbHOE XPaHEHWE 1
TPaHCMOPTUPOBKY.

OpraHunsauyunmn, Ha3sbiBarwLwmecs gucTpmubobioTopamm, 3aHUMatoTca ontoson Toprosaen JIC n MMH. 3To o3HavaeT, 4To
OHW 3aHUMalOTCSA Nepenpoaaken nam NnpoecCcoHaNbHbIM NCMNOJIb30BAaHUEM TOBAPOB Ha (hapMaLleBTUYECKOM
pblHKe. B HacTosLee BpeMs, Ha 3TOM pbIHKe, TEPMUH "ANCTpubyuma" ncnonb3yeTcsa B Ka4ecTBe CUHOHMMa
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noHATUIO "onToBas Toproeas". Takum obpasom, "gnctpubyumnsa" o3HavyaeT pacnpeneneHne ToBapos.

2. Knaccndvkaumsa opraHmsayni (npegnpusaTnia) onToBOW TOProBn.

OnToBble NpPeAnpuUATUSA, OCYLLECTBSIOLWNE TOProBso Ha 6onblime 06beMbl, MOryT BbITh KnaccMduuMpoBaHbl Mo
pa3/INYyHbIM KpUTEpPUAM, KoTopble No3BoasoT 6onee NogpobHO N3y4nTb UX XapakKTep U PyHKUUOHUPOBaHMe. BoT
HECKOJIbKO KJTIO4YEBbIX KPpUTEPUEB:

1. Mo o6bemy napTui oTNyCKaeMoro ToBapa:

- KpynHoonToBble NpeanpusaTus, KOTOpble CNeLnaan3vupyoTcsa Ha peaan3auunm Tosapos B 60sblnx o6bemax.

- MenkoonToBble NPeaANpuUATUS, 3aHMMaOLWMeCs OTNYCKOM TOBapoB B HEBObLUMX NapTUaX.

2. Mo copme cobcTBEHHOCTN TOBapa:

- MpepnpuaTnsa ¢ cobCTBEHHLIM TOBAapOM, KOTOPbIE MMEIOT CBOU COBCTBEHHbIE 3anachl TOBapa 1 OCYLLEeCTBASIOT ero
npoaaxy.

- MpeanpuaTna, NpuHMMaloLne ToBapbl HA OTBETCTBEHHOE XPaHEeHMe, TO eCTb XPaHAT ToBapbl OT APYrUX
npeanpuaTUi N OCyLLECTBASIOT MX OTNYCK Mo TpeboBaHUIO BlafesnbLEB.

3. MNo popme cobCTBEHHOCTU NPeanpuUAaTUS:

- YacTHble oNTOBbIE KOMMaHNKN, KOTOpble MOTYT 6bITb pa3feneHbl Ha 06LEPOCCUNCKIME, PErOHalIbHbIE U MeJIKne
KOMMaHun, B 3aBUCMMOCTIM OT MacliTaba cBoel AeATeNbHOCTH.

- MprBaTM3NpPOBaHHbIE YaCTHbIE KOMMaHUW, KoTopble Bbln co3aaHbl B pe3ybTaTe npusBaTmnsaunm
rocyfapCTBEHHbIX CKIa[0B.

- FlocypnapcTBeHHbIe ONTOBLIE CKAAAbl, MPUHaAfexallne rocynapctey 1 obecneymsatoLime oNTOBYIO TOProB/IkO Ha
TEPpUTOPUM onpelesieHHbIX PerMoHOB U BCEN CTPaHbI.

4. o xapaKTepy NMoCTaBOK TOBapoOB:

- OnToBbIE NPEeANPUATUSA, OCYLLECTBAAOLNE MOCTOSAHHbIE MOCTaBKM Ha PerysisipHoON OCHOBeE.

- OnToBbIE NPeaNpUATUA, Creumnann3npytowmecs Ha Ce30HHOM NoCTaBKe TOBapoOB, HarMpuMmep, Ce30HHbIe MPOAYKTbI
WK ToBapbl ANa OTNyCKa nepen npasgHuKamu.

Taknm obpa3om, KnaccnurkaLums onToBbIX NPeanpUATUIA NO3BONAET pa3fesinTb UX MO Pa3INYHLIM KPUTEPUAM, H4TO
nomoraetT 6onee feTasibHO U3YYNTb UX OEATENBLHOCTbL MU 0COBEHHOCTMN.

Ha pbiHke thapMaueBTUYeCcKon ANCTpmMbyLmnm MOXKHO BblAeNNTb HECKOJIbKO TUMOB KOMMaHUi. HaunoHanbHble
ancTpubbioTopsl, Takme Kak LB "MpoTek", "Mynbc", "BUTA", "KaTpeH", uMeloT pa3BeTBJIEHHYIO CETb QUINAJIOB 1
OCYLLEeCTBASAIOT NpPAMbI€ NOCTaBKM OT 3aBOAOB U3rOTOBUTENIEN K pernoHanbHbiM ANcTpnboloTopam.
PernoHanbHble gnucTpubbloTopbl, Takmne Kak "Moc.obn. hapmauma" n "Kypck bapmaumsa”, paboTaloT TONLKO B
CBOEM pervoHe 1 Takxe OCyLLeCTBSAT NpsMble NOCTaBKW.

B ocHOBY geneHns KOMNaHUM Ha KNacCMUKaLNOHHbIe Py bl MOJI0OXKEHbl TakKue Kputepum kak obbem npogax,
KONMYeCTBO pUAMaIoB N HaIMYne CKIaLoB B Pa3iMyHbIX paioHax.

Ba>XHO OTMETUTb, 4TO B xo4e paboTbl ANCTPUOLIOTOPOB MPOUCXOAAT U3MEHEHNSA U KOPPEKTUPOBKN MPUHLMMOB
Knaccudmkaumm onToBbIX KOMMaHUN. Takne n3MeHeHns CBSA3aHbl C KosiebaHAaAMN MOPOroBbIX LGP U aganTtauunen
K TeKyLLen cMTyauum Ha pbiHKe. Bce 3To fenaeT aTy MHAYCTpUio ewe bonee ANHAMUYHON N MHTEPECHON AN
nccsienoBaHus.

OpraHun3auna onToOBOW TOProBaW npeacTaBnaseT cobon BaXKHOe 3BeHO Ha (hapMaLeBTUYECKOM PbIHKE.
Pa3paboTaHHOe 3aKOHO4ATENLCTBO ONPeAesnseT BO3MOXXHble (hoOpMbl COBCTBEHHOCTU U OpraHn3aLMOHHO-MPaBOBO
CTaTyC ONTOBbIX NPEANPUATUN, KOTOPbIE MOFYT (hYHKLMOHMPOBATb KakK akLMOHepHble obwecTBa, obLecTBa ¢
OrpaHN4YeHHON OTBETCTBEHHOCTbLIO UAN FOCYyAapCTBEeHHbIe npeanpuaTnsa. OgHako, He3aBUCUMO OT hOpPMbI
CObCTBEHHOCTU, KaXka0e ONTOBOE NpeanpuaTne A0J/HKHO 061afaTh AMueH3nen Ha hapMaueBTUYeCKyo
[eATeNbHOCTb, MpuYeM B Hel A0/KHO BbiTb YKa3aHo, YTO NpeanpuaTne 3aHMMaeTCcs ONTOBOW TOpProsJien
JleKapCTBEHHbIMN CpeacTBaMu N N3geanaMmm MeauLMHCKOro Ha3HavYeHus.

depepanbHbIiM 3aKoHOM "O6 obpalleHnn neKapCTBEHHbIX CPeACTB" TakXe YyCTaHOBJIEH MNOPSAAOK B3aMOAENCTBMUS
OMTOBbIX NPEANPUATUN C APYrUMN cybbeKkTamum hapMaLeBTUYeCKOro pbiHKa. 3TO BKJOYaeT B3auMoAeNncTBue C
MPOV3BOANTENSAMMN NEKAPCTBEHHbIX CPEACTB, KOTOPbLIM OMTOBbIE NPeANPUATUS MOTryT NpofaBaTh U NepejasaTb
CBOIO NPOAYKLMIO. TaK)Ke ONTOoBas TOProBas MOXKET OCYLLEeCTBAATLCA C APYTMMY OpraHn3aunaMmn-onToBMKaMu,
KOTOpbl€ 3aHMMATCA NPOAaXKeN NEKAaPCTBEHHbIX CPEACTB Ha BHYTPEHHEM N BHELLHEM PbIHKE.

OnToBas TOPro.JisA JIeKapPCTBEHHbIMU CPeACTBAMU U N34eNUAMU MeONLNHCKOrO Ha3Ha4YeHs uMeeT CBOU
ocobeHHOCTU 1 TpebyeT cobnofeHns onpeaeneHHbIX NpPaBu N HOPMaTUBOB. Ba)KHO, 4TO6bLI oNTOBbLIE
npeanpuaTmUsa UMesin COOTBETCTBYIOLLYIO JINLLEH3UIO, KOTOpasa NogTBEPXAaeT UX NpaBo Ha OCYLLEeCTB/IeHUS 3TOMN
neAaTenbHOCTU. Takas NnUeH3nsa He Tonbko obecnevnBaeT 6e3onacHOCTb NOTpebuTenen, HoO TakxXe peryampyet
B3aWMOOTHOLLEHNS MeXAy ONTOBbIMU NPEANPUATUAMU N APYTMMU YHaCcTHUKaMU hapMaLeBTUYECKOro pbliHKa.
OpraHusaumsam ontoson Toprosan JIC u BeTepUHaAPHbLIM anTe4YHbIM OpraHu3aumnaM rnpenocTaBifseTcss BOSMOXHOCTb



npuobpeTaTh hapMaLeBTUYeCKMEe NPOAYKTbI B KPYMHbIX 06beMax Mo cneumnasibHbIM yCioBmaM. Takas
COTPYOHUYECKas AeATeNbHOCTb NO3BOJIAET OpraHn3aumaM ONTOBOM TOProBAW NoJyyYaTh NPenMyLLEeCcTBa U
3KOHOMUYECKYIO BbIrogy.
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