OroIpKeTHOE yupekIeHHe 3/paBooxpatennss OMCKOH 001acTy
" etckas roponckas nonukmunuka No 2 umenn Cksoprosa B.E."

ITPUKA?J3
(110 OCHOBHOH JICSTELHOCTH)
r. Omck

«09» suBaps 2020 r. Ne 70

O6 yrsepxiernu [Topska y4acTrs peicTaBuTeNIell OpraH3aLuii, 3aHIMAIOIINXCS pa3zpaboTkoii,
IIPOU3BOACTBOM W (WJIM) peannsaluell JIeKapCTBEHHBIX PENAaPaToB, MEAULIMHCKIX H3IEIui,
opraHusalui, 00IanaomMX IpaBaMy Ha HCI0/Ib30BaHHE TOPrOBOTO HAUMEHOBAHMUS
JISKapCTBEHHOIO MpelapaTa, OpraHU3auii OMTOBOM TOProBIIX JICKAPCTBEHHBIMH TTPENapaTaMy,
alTe4HbIX OPraHU3aii (MX [IpeICTaBUTENeH, HHBIX DU3HICCKHX U IOPUTHUCCKHX JIHLL,
OCYIIECTBIIAIOUINX CBOIO JIEATEIBHOCTh OT UMCHH YKa3dHHBIX OpraHu3anuii) B
coOpanusIX MEAUUMHCKAX PAOOTHHKOB M HHBIX MEPOIIPUSTHSIX, CBI3AHHBIX C TOBBILECHUEM HX
MPO(EeCCHOHAILIOIO YPOBHS WM TIPEIOCTABIEHTEM HH(DOPMAITHH, LPELYCMOTPECHHON
4acThio 3 cTaThM 64 MenepamsHoro 3akoHa ot 12 arrpestst 2010 roma Ne 61-®3 «O6
OOpAaIllCHNH JIEKAPCTBEHHLIX CPEJICTBY

B cootsercrum ¢ mm.5 1. 1 ¢1.74 ®ejnepaibroro 3akona «O6 0CHOBAX OXPAHBI 310POBbS IPAKIAH

Poccuiickoil Deneparmuy, a Takke B LEISX [OBBUIEHHS MPO(GECCHOHATFHOIO YPOBHS MEIHIMHCKUX

PabOTHUKOB M OOECHEUCHUs JIOCTYNa MEIMLUHCKHX PabOTHHUKOB K MH(OPMAIIAH, MPELyCMOTPEHHOM
HacTeio 3 craTen 64 Mepepanbroro sakona ot 12.04.2010 Ne 61-@3 «O6 obpaluenus 1eKapcTBEHHBIX
CPEACTBY M 9acTbi0 3 cTaThk 96 HacTosmiero ®eepanproro sakona ot 21.11.2011 Ne 323-D3 «O6 ocHoBax

OXpaHbl 310pOBhA rpakaan Poccuiickoit @enepaipny, mpuKasbBaio:

1. YrBepoute mpuiaraeMbii K HacTosmeMmy npukasy IlOpAA0OK yUacTHS IpencTAaBHTENcCH

OpraHu3allii, 3aHAMAIONIMXCT Pa3paboTKO#, TMPOU3BOACTBOM W (WaM) peanH3anuell JTeKapCTBEHHEBIX

LIpemapaTos, ME/MIMHCKUX M3/ICTHI, Opranu3aluii, 06/1a1afoluX IpaBaMi Ha UCIIO/Ib30BaHHAE TOPrOBOI'O

HauUMEHOBAHWUA JICKAPCTBCHHOI'O IIpenapara, ()p]"ElHHBElLlMFi OTITOBOH TOProBlIH  JICKAPCTBCHHBIMHA

IperaparaMu, anTeYHBIX OPraHu3anui (MX mpencTaBUTelci, HHbIX (H3UUCCKUX W IOPUIMYECKHX JTHIL,

OCYHICCTBIIAIOIINX CBOIO AEATCIBHOCTh OT WMEHM YKazaHHbIX OpraHW3aiuil) (mazee — KoMmaHus,

IPE/ICTaBUTENb KOMIIAHHH) B COOpanuax MeaMiuuckux paboruukos BY300 «JII'TT mv. Cksopuosa B.E.»

H HHBIX MCPOIIPHATHAX, CBSI3AHHLIX C TIOBBILIIEHHEM HX HpOd]CCCHOJldﬂbHOT‘O YPOBH:A

-

IpeocTaBIeHueM HHGOPMAIMH, NPEIyCMOTPEHHOR JacThio 3 crtaThyt 64 DenepansHoro 3akona ot 12

anpenst 2010 rona Ne 61-®3 «O6 obparrieHnH J1eKapCTBEHHBIX CPECTBY (nasee - | lopsimox).

2. Bo3y10kuTh 0053aHHOCTH 110 Opranu3allid HCIOJHEHHSA H KOHTPOMIO 34 HCIOJHEHHEM

[Topsiaxa Ha 3aMeCTHTENS [JIABHOTO BPaya o Me icko# yacty Xabubymmny H.IO.

I 1aBHBIH Bpau K.M. Musnraupos



[IpunoxeHue K IpUKa3y riaBHOTO Bpada
BY300 «JII'TT um. CxBopriosa B.E.»
or 14 aBrycra 2017 r. Ne 144

MOPAIOK
y4acTusi NpeAcTaBHTe. el 0pranu3anuii, 3SaHuvMarmuxces pa3padoTKoii, NPOH3BOACTBOM
H (1/in) peanusauueii 1eKapCTBEHHBIX MPENAPATOR, MEAHIHHCKHX H3/1e/IHi,
Opranusaiuii, 00,1a1a10IHUX NPABAMH HA HUCI0JIb30BAHHE TOPIOBOro HANMCEHOBAHHS
JIEKAPCTBCHHOTO Mpenaparta, OpraHu3auuii ONTOBOH TOProB/IM JIeKAPCTBEHHBIMH IIpelapaTaMHu,
ANTEYHBIX OPraHu3anui (MX npeacTaBuTe e, HHBIX QHIHYECKHX H I0PHIHYECKHX JTHII,
OCYIIECTBIAIOIIHX CBOK ICATE/IbHOCTh 0T HMEHH YKA3aHHBIX OPTaHH3alHi) B cOOpaHHAX
meauuuHCKHX paboTHEKOB BY300 «/II'II um. Cxkeopuosa B.E.» W HHLIX MepOnpHATHSX,
CBS3AHHBIX ¢ NOBbIIEHHEM HX PO(ECCHOHAILHOT0 YPOBHS HIIH NPeI0CTaABJICHHeM HH(OPMAIHH,
NpeyCcMOTPEHHOI YacThio 3 craThbu 64 @eepaibuoro 3akona or 12 ampens 2010 roga Ne 61-®3
«00 obpameHny JeKAPCTBEHHBIX CPEACTBY

I. Hacrosmmit ITopsiiok yvacTwst mpejicTaBATENCH OpraHM3aiiif, 3aHUMAIOLINXCS pa3paboTKoH,
TIPOM3BOJICTBOM U (MJIM) pean3altei J1eKapCTBEHHbIX IPEMapaToB, MEAUIMHCKAX U3IETH, OpraHu3aluii,
o0majialomX NpaBaMM Ha HMCTIONB30BAHHE TOPTOBOIO HAMMEHOBAHMS JIEKAPCTBEHHOTO TpErapaTa,
OpraHu3aluil  ONTOBOM TOPrOBIM JIEKADCTBCHHBIMH IIperapaTaMH, allTeYHbIX OpraHusaiyil  (ux
MPEJCTABUTENCH, MHBLIX (DU3UUCCKUX U IOPHANYCCKUX JIMI, OCYINECTBIIIONNX CBOIO JCATEIBHOCTH OT
VMMCHHM yKa3aHHBIX OpraHM3alii) (najiee — KOMIAHUS, LPEJCTABUTENb KOMIIAHWH) B COOpaHHAX
memiuHCKux pabotaukos Y300 «JII'TT um. CxeoprioBa B.E.» U HHBIX MEPOIPHUSTHSX, CBA3AHHBIX C
LIOBBILICHHEM MX MPO(ECCHOHAILHOTO YPOBHS WJIM [IPEIOCTABICHUEM UHMOPMAIHH, NPEilyCMOTPEHHO
qacTeio 3 crathk 64 @egepampHoro 3axona ot 12 ampens 2010 roma Ne 61-®3 «O6 obparmenun
JEKapCTBEHHBIX cpeicTB» (mamee — Ilopsnox) paspaboran 8 BY300 «JII'TI um. Cxsoprosa B.E.» B
cooTseTCTBUM € TS 1.1 ¢1.74 @enepansuoro 3akoHa «OO OCHOBaX OXpPAaHbI 310POBbS TPAKIAH» H
yCTaHaBIMBAET MpaBuia IpUeMa KOMIAHHM, IPEJCTABUTCICH KOMIIAHWHM B COOpaHHSX MeIULHUHCKUX
PabOTHMKOB M MHBLIX MEPOTPHSATHH, CBS3AHHBIX C IHOBBILICHACM HX HPO(ECCHOHATHHOTO YPOBHS WM
IPEIOCTABIEHHEM HH(POPMAIIUK, MPEIYyCMOTPeHHOM uacThio 3 crarteu 64 Memepamsioro 3akona or 12
anpenst 2010 roma Ne 61-@3 «O6 obpaiendu TeKapcTBEHHLIX CPEICTB» W 4acThi0 3 craTbd 96
Oenepanbioro 3akona ot 21.11.2011 Ne 323-®3 «O6 ocHOBaX OXpaHbl 37I0pOBBS Tpaxan Poccuiickoil
Denepanuuny.

2. B bY300 «JII'TI um. CkBopriosa B.E.» ¢ npeasapuTensHOTO COTIACHS [NIABHOTO Bpaya HITH
3aMECTHUTEIIA [NIABHOTO Bpava 110 MEAUIIMHCKOH 4acTH JIOMyCKaeTcsl yq4acThe KOMITaHHIA, [IpeIcTaBuTeNneH
KOMIAHUH B COOpaHuMsIX MEMIHHCKHX PAOOTHHKOB U MHBIX MEPONPHITHSX, CBI3aHHBEIX C [OBBLILIEHHEM
IPO(ECCHOHANBHOrO YPOBHS MEAULIMHCKUX pabOTHHKOB.

3. B BY300 «JII'll mm. Cxsopriosa B.E.» ¢ 1pejiBapuTensHOro corjacus riaBHOTO Bpada HIH
3aMECTHUTEIIA IJIaBHOTO Bpaya 110 MEIUIIMHCKON 4acTH JOMyCKaeTCs yHacTHe KOMIIAHHMHM, IIpeICTaBUTeNen
KOMIAHUH B COOpaHUSIX MCIUIMHCKHX paOOTHHKOB W HHBIX MEPOIPUSTHAX, CBS3AHHBEIX C
pejocTaBicHieM HHOOPMALMK, [PETyCMOTPEHHOH JacThio 3 cr. 64 MenepaibHOro 3akoHa 00
oOpaImeHny JIeKapCTBEHHBIX CPEACTB, a UMEHHO 000 BCEX ClydasX MOOOUHBIX JIHCTBHH, He YKa3aHHBIX B
UHCTPYKIIMK 110 IIPHMEHCHMIO JICKAPCTBEHHOI'O IIpenapata, O CePLE3HBIX HeKelaTebHBIX PeaKIHx,
HETIPENBHACHHEIX HeXe/laTeILHLIX pPeakimiax IpH T[PUMEHEHHH JeKapCTBCHHBIX TIpEmapaToR, 06
OCOOCHHOCTSIX B3aUMOIEUCTBHS JIEKAPCTBEHHEIX TIPENapaTos ¢ APYTHMH JIeKapCTBEHHBIMH MPeNapaTaMH.
KOTOpbIC OBUIN BHISBICHEL IPU [IPOBEACHHH KIMHUYSCKAX HCCIE/I0BAHMH U IPUMEHEHHMH J1€KAPCTBEHHbBIX



Ipenaparos;
4. B bY300 «[I'TI um. Cxsopuosa B.E.» ¢ npeaBapHTeTbHOTO COIAcHs TIABHOIO Bpaya Win
3aMECTUTEIS IIABHOTO Bpada 110 METHIIMHCKON YacTH JIOIYCKAeTCs y4yacTHe KOMIIaHHM|, [peacTaBuTeNch
KOMIAHHH B COOpaHWsIX MEIHMIHHCKAX pPAabOTHHKOB W WHBIX MEPONPHSTHAX. CBA3AHHBIX C
MPe/IOCTABICHAEM WH(BOPMALHK, NPEAYCMOTPEHHON 1 9acThio 3 craThd 96 DenepaibHOro 3akoHa oo
oOpalleHny JIeKapCTBEHHBIX CPEICTB, a UMEHHO 000 Beex caydasX BbISBICHUS 1HODOYHBIX HEHCTBUH, He
YKA3aHHBIX B MHCTPYKIIHH 110 IPUMCHEHUIO HIIH PYKOBOJICTBE 110 SKCILTYATAIMH Me IUIIHHCKOTO U3EIIU, O
HCKCJIATCIBHBIX PEaKIHsX [PH €ro NPUMEHEHHH, 00 OCOOCHHOCTIX B3aUMOIACHCTBHS MEIMIHHCKHAX
M3IEHH MEKILY co00H, 0 akrax u 00 00CTOATETBCTBAX. CO3AIOMIMX YIPO3Y JKHIHU U 30POBBIO IPAKIAH
1 MEIMITMHCKUX paDOTHUKOB IIPY IIPUMEHEHHH H SKCIUIYATALMH MEMLHHCKHX 311,
5. llpu peanmsauuu yKa3aHHOrO B TYHKTax 2-4 HACTOSINETO Ilopsiaka ywacTusa KOMIIAHHH,
LIPEACTaBUTE/ICH KOMIIAHUH HEOOXO0IMMO HCKITIOUMTL PEKJIAMY TIPOAVKIIMU, HABI3LIBAHUE DPEKOMCH/IAIIHI

TOT0 W/IM MHOTO lpenapara. Y4yacTue MaHHLIX HpeCTaBHTeNed OIDKHO MUMETh CINEAYIOMYIO LElb -

TMOBBILEHNE TPOPECCHOHATHEHOIO YPOBHA MEJULMHCKAX PAOOTHUKOB U (MIIM) IIPOBEICHAE MEPOIPUSITHIl
1o (apmaxobe30nacHOCTH (MOHHTOPHHI OE30MaCHOCTH JIEKAPCTBEHHbLIX MPENAPATOB U MEAHIHHCKHX
H3IEITHH).

6. Ilps HapymeHMM IIyHKTA 5 HACTOAIIErO I[OpsijIKa coOpauue MEIHIHHCKUX pabOTHHKOB
HEMCIICHHO IIpeKpanacTcsa, KOMIIaHHs, [HPpEeaCTaBUTEIIN KOMITAaHUH HEMEIJICHHO TTOKHTaoT YUpCIKIACHHC,

7. OO0s13aHHOCTH METMIMHCKMX PAabOTHHKOB B CBA3H C OCYINCCTBICHHEM IpHEMa KOMITAHHIA,
MpeICTaBUTEIICH KOMIIAHWIH:

- COOITFOATE HOPMBI JIEACTBYIOIIEr0 3aK0HO1aTenbeTBa Pocenitckoir Dejiepariuu;

- u30erath KOH(IMKTA HHTEPECOB MPH OCYIIECTBICHUH MeIUIIHHCKOM e TeIbHOCTH,

- CTpOTro COGHHHHHL TpaBa HaHHEHTOB.]IpH HCIIOJIHEHHH HACTOSIIIESTO llOpHﬂK& HCXO/HUTL H3
IMPUHITATIA TPHOPHUTETA HHTCPCCOB TalfHeHTa 4 PYKOBOICTBOBATHCH IIpUHIHITAMHA MGHHHHHCKOH ITHKH H

ACOHTOJIOI'HMH.



