Bro/pkeTHOE yupexkieHne 31paBooxpanenns OMcKoil odnacty
«KmuHMuecKuil KOXKHO-BEHEPOJIOTHYGCKHI JIMciiancep»

[TPUKA3
9 siuBapst 2017 1. Ne 23a

r. OMcK

O Mepax 110 peajn3aluy TpeOOBaHUMH, YCTAaHOBJICHHBIX HaCThIO 3 crarbu 64
®epnepanbroro 3akoxa ot 12 anpes 2010 roja Ne 61-03 «O06 obpaleHnH
JIeKapCTBEHHBIX CPEJICTBY M 4acThio 3 cTaThu 96 dejiepaibHOrO 3aKkoHa oT 21
Hosiopst 2011 roza Ne 323-M3 «O0 ocHOBAX OXpaHbl 3/10POBbS I'Pak/ian B
Poccuiickoit dDejiepanmn»

B uensx obecriedeHuss Mep 10 peannsaluu TpeOoBaHMH, YCTaHOBJICHHBIX
qacThio 3 craThk 64 Meaepanbioro 3akona ot 12 anpens 2010 roxa Ne 61-M3 «O6
o0OpallleHHH JIEKApCTBEHHbBIX CPEICTB» M 1aCThIo 3 craTeu 96 DejiepanbHOTO 3aK0HA
ot 21 HosiGps 2011 roja Ne 323-03 «O06 ocnoBax OXpaHbl 3/10pOBbi PAKAH B
Poccuiickoi Menepanvny, puKaspBalo:

I VTBepAUThL W PpasMeCcTUTh Ha opunmansiom  caiire  BY300
«KMHHYecKnii  KOKHO-BeHepoJiornuecknit  auenancep»  [opsjlok  ydactus
npejcTaBuTeNCil OpraHu3alni, 3aHUMAIOLINXCs pa3paboTKON, MPOU3BOJICTBOM H
(wn) peanusanMeil JICKApCTBEHHBIX  HPENAPATOB,  MC/AMIHMHCKIX M3J1CIIHH,
opranu3anuii, 00JIaAI0IIMX [PABAMH Ha MCTI0JIB30BAHNC TOPrOBOTO HAUMCHOBATIA
JleKapCTBEHHOrO Mperapara, OpraHu3aldi ONTOBOH TOProBIK JICKAPCTBCHHLIMY
Cpe/ICTBAMH, AllTeYHbIX OpraHu3aluid (X HpeJICTaBUTEeIeH, MHBIX (PU3HUYCCKHX U
JOPHAMYECKHX JIML, OCYIIECTBISIOLMX CBOIO JEATCJABHOCTL OT MMCHH STHX
opraHu3anuii) (najgee - KOMIIAHHMH, MPEACTABHTC/IM KOMIIAHWH) B COOpaHusix
MEIMIMHCKUX M (hapManeBTHYeCKUX pabOTHMKOB M MHBIX  MCPOIPHATHSX,
CBSI3aHHBIX C MOBBIIIEHUEM UX MPO(HECCHOHATBLHOT0 YPOBHS HIIK IIPEAOCTABJICHHEM
uH(pOPMALIMH, TIPE/LlyCMOTPEHHO#H 4acThio 3 crarbi 64 DeepalbHOIO 3aKOHa OT 12
anpestst 2010 roza Ne 61-03 «O6 obpaiiieH1H JICKApCTBCHHBIX CPEICTB? H 9aCTbio
3 cratbn 96 Mejepanshoro 3akona o1 21 nosOps 2011 rona Ne 323-03 «O0
OCHOBAX OXPAHbl 3/10pOBbs rpaX/ian B Poccuiickoii deeparnn (Jtasiee 1o TexKcry
— [Tops/10K) COrIACHO MPUIIOKEHUIO K HACTOAILEMY IPHKA3Y.

2. Kourpons 3a cobmojaenuem [lopsaka B bY300 «Kimnuueckuu
KOYKHO-BEHEPOJIOTMYECKUH JIMCIIaHCep» BO3JIOKMTL Ha 3aMCCTHTC/  [VIABHOTO
Bpaua 110 MEJIMIIMHCKON YacTH.

["naBHbIN Bpa4
BY300 «KinuHuueckun
KOYKHO-BEHEPOJIOTHYECKHI JIHCIIaHCep» j 10.A. Hosukos
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| lpunoxkenue

K mprkasy riaBHOro Bpaia
bY300 «KKB/»

ot 9 ausaps 2017 r. Ne 23a

[TOPAJIOK
yqacTHsl [Ipe/IcTaBuTe el Oprafnns3ainii, 3aHMMalonXCs pa3paboTKOM,
[POM3BOJICTBOM M (MJIN) peallu3aliei JIeKapCTBCHHBIX MPENapaTos, ME/MIMHCKHX
W31eNIi, Opranu3aliii, 06/1a1al0MKX IPaBaMy Ha UCI0JIL30BAHUE TOPTOBOTO
HAMMEHOBAHMS JIEKAPCTBEHHOTO MPEIapaTa, OpraHu3alinii O1IToBOH TOPIOBIIH
JIEKapCTBEHHBIMH CPE/ICTBAMH, allTCHHbIX opraHu3aiuii (Mx 1peJICTaBuTeIIC,
MHBIX QU3MUECKMX W FOPUIMUECKUX JIMIL, OCYIECTBIIAIONIMX CBOIO JCATCILHOCTD
OT UMEHH HTHX OpraHu3aluii) (jlajee — KOMIIaHWH, HPE/ICTaBuTeIn KOMIIAHUI) B
cOOpaHMsIX MEJMIMHCKUX U (hapMalieBTHICCKIX paboOTHUKOB M MHbIX
MEpOTIPUSTHI, CBA3aHHBIX C MTOBBILICHUEM MX pO(ecCUOHAIBLHOTO YPOBHS HIIH
[IPeI0CTABICHUEM UH(POPMALIMH, HPEJLyCMOTPEHHOM YacThio 3 crarhn 64
®ejepanbHoro 3akona ot 12 anpesst 2010 roza Ne 61-03 «O06 obpaternn
JIeKapCTBEHHBIX CPEJICTB» M YaCThiO 3 CTaThH 96 MejepasibHOTO 3aKoHa 0T 21
Hos6psi 2011 rozia Ne 323-@3 «OG6 ocHoBax oXpatbl 3/10pOBbsi IPak/iat B
Poccuiickoi dejiepatinnn»

1. IHacTtosuii HOPsIOK yTBEPAKICH HA OCHOBAHMH I1. 5 4aCTH 2 crarbu 73
®ejepaibhioro 3akona ot 21 nosbps 2011 roja No 323-M3 «O6 ocHoBax OXpaHbl
3710poBbs rpakian B Poccuiickoii dejiepatinm.

2. Ilpuem KoMmnanuif, mnpejcTaBuTelicH KOMIIAHMH, 3aHUMAIOLIUXCH
pa3pabOTKO#A, TPOU3BOJICTBOM H (HJIH) peaM3alnei JIeKapCTBEHHBIX 1IPCIapaTos,
MEIMITMHCKUX M3IC/ M, oprann3aiuii, 00/1a/1aiolnx npaBamMmu Ha UCHoJIb30BaHIC
TOProBOr0 HaMMEHOBaHMs JIEKApCTBEHHOIO Iperapara, Oprasu3aiuii O1ToOBOH
TOProBjM  JICKAPCTBEHHBIMH  CPEJICTBAMH,  AllTCHHDBIX opraiuzaii - (Ux
npejcTaBuTeNeil) MHBIX (U3MYECKUX M IOPHIMHCCKUX JINIL, OCYUIECTRIISIOUINX
CBOIO JICSITELHOCTb OT MMEHH ITHX OpPraHu3aluii) B coOpanusaX MEJMIHHCKAX 1
dapManieBTMuecKuX PabOTHHKOB ¥ MHBIX MEPONPHUATHAX, CBA3AMHBLIX €
MOBBIIEHHEM MX  NPOPECCHOHAILHOIO  YPOBHS MM 1IPEJAOCTABICHHCM
uH(GOpMALIUK, [TPETyCMOTPEHHON YaCThIO 3 crarbu 64 dejlepalibHOIO 3aKOoHA OT
12 anpens 2010 roga Ne 61-03 «O06 oOpaiieHun JICKApCTBCHHBIX CPCICTEY H
yacTbio 3 cTathbi 96 Menepanbhoro 3akona ot 21 nosdps 2011 roza No 323-03
«O0 ocHOBax OXpaHbl 3JIOPOBbs  I'paz/iai B Poccuiickoit  (Dejiepanny
OCYLICCTBISIETCS 110 1IPE/IBAPUTEIBHOMY COIVIACOBAHMIO € INIABHLIM - BPAtoM
BY300 «KjiMHH4ecKnil KOJKHO — BEHEPOJIOIMYECKUI JIUCTIanCcep».

3. JleiticrBus wnactosimero llopsjika  pacnpocrpansercs - Ha o BCC
crpykTypHbie nozapaszesnenus bY300 «Kimnuueckui KOKHO-BEHEPOJIOIMYCCKU I
JUCTIaHCep».

4. Tpe6osanus wnacrosmero llopsjika oOsi3aresibubl - JUIS  BCeX
MEIMIMHCKHX ¥ (apMareBTHYeCKUX pabOTHUKOB B bY300 «Kimnuueckui
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KOJKHO-BEHEPOJIOIMYECKUH JIUCIIAHCEep», a TaKKe KOMITAHUI U 11PEJICTABUTEIICH
KOMIIAHHi, HallpaBIEHHBIX JUIsl ocyuiecTBabims CBOCH [IPEJICTABUTCIILCKOH
aesiresipiocti B BY300 «KimHAYecknii KoKHO-BEHEPOIOTHUECKUH JIMCTIancep.

5. Komnanuu, [peICTaBUTEIIH KOMITaHHUH OCYLIECTBIISAIOT

pzauMmoneiicteue ¢ BY300  «KimMHMYECKHH — KOKHO-BEHEPOJIOTHYCCKUI
JIMCTIaHCep» B LIEIISX:

1)  nosbineHus  NPO(GECCHOHAIBLHOrO  ypoBHSA  MEIMIMHCKUX 1
(apmarieBTHYeCKUX pabOTHUKOB IyTEM y4acTHs B COOpaHusiX MEMIMHCKUX M
hapmaleBTHUeCKnX pabOTHUKOB (B TOM YHCIC Ha KPYIUIBIX CTOJAX, BpaucOHbIX,
CECTPUHCKUX, BPaueOHO-CECTPUHCKUX KOH(PEPCHIMAX, KIMHUYCCKHUX pa3dopax u
T.1.);

2)  npemocraBienus MHGOPMAIMHM, CBS3aHHOH ¢ OE301aCHOCTHIO
IeKapCTBEHHBIX ~ CPEICTB W M3Je/ui MEMIUHCKOTO Ha3HAuYCHMUS,
[peyCMOTPEHHOI 4acThio 3 crarhu 64 MejiepaibHOTO 3aKOHA OT 12 anpens 2010
roma Ne 61-3 «O6 o6pallenuy JICKAPCTBEHHBIX CPEICTBY M HACTBIO 3 CTaThu 96
®eepanbHoro 3akona o1 21 nosbps 2011 roja Ne 323-M3 «O06 ocHoBax oXpatbl
310poBbs Tpacian B Poceuiickoii Pejepainmy.

6. JUtst OCyIICCTBICHUS LEJICH, yKA3aHHBLIX B ITYHKTC 5 Hacrosiero
nopsiika KOMIIAHWH, [IPEACTaBUTEIIH KOMIIAHMM BHOCAT CBOM IIPCIUIOKCHUA
rnagHomy Bpady bY300 «Knnunueckui KOKHO-BEHEPOJIOIMYECKUH JIMCIIaHcep»
myTeM [HCbMEHHOro oOpaileHus B ajpec Y300 «KiuMHH4ECKHH KOKHO-
BEHEPOJIOTMYCCKHI JIMCIancep» € yKa3aHueM TCMATHKH, [JIAHUPYEMON  JUIsl
03HAKOMJICHMSI MEIMIMHCKUMH M (papMaleBTHYCCKUMU pabOTHUKAMHU bY300
«KTMHUUECKHI KOIKHO-BEHEPOIOIHUCCKUI JIMCIIAHCCP», HPCJUIOKCHHAMM 110 JIATC,
BPEMCHH W MECTY OpraHu3aluk COOpaHus MC/IMIMHCKUX W hapmaleBTHYECKHX
pabOTHUKOB, KOHTAKTHBIMHM KOOPIMHATAMH KOMIIaHMI, TIPEJICTAaBUTEISE KOMIIAHHH.
Pe3yabTaThl paccCMOTPEHHs MPEUIOKEHHUI JIOBOMATCS JI0 CBEACHUA KOMIAHIH,
npejcTaBUTelIs KOMITAaHUH. '

7. Meuimackue W (apmaieBTHueckne  pabOTHHKH bY300
«KnuHuueckni KOKHO-BEHEPOJIOTHYCCKHA JCTIaHcepy» OCYIICCTRIISIIOT

B3aMMOJICHCTBHE C KOMIIAHHAMM, [IPEJICTABUTCIIAMHU KOMIIAHUH  TOJILKO 110
nopydenuio riaastoro spada bY300 «Kuniuucckui KOKHO-BEHEPOJIOIHUECKUH
JcTiaicep» B ¢BoOO/HoE 0T noceTHresci Bpemsi. B ciyuace oOpalenust KoMIaHui,
npejcTaBuTeleil KOMIIaHUH HAIPSAMYIO K MEJAULMHCKOMY HIIH (apMaLeBTHYECKOMY
paboturky BY300 «Kimnnyeckuit KOYKHO-BEHEPOJIOIMUECKU nciancep» 0e3
[OpydYeHHs] TJIABHOTO Bpava, MEIULMHCKUH M1 hapmaieBTHIecKuil pabOTHHK
00s13aH Pa3bACHUTL O BO3MOKHOCTH O3HAKOMMTBLCS € HACTOALIMM [Topsiikom Ha
odpunmansiom  caiite  BY300 «KNMHUYECKHIT  KOXKHO-BEHEPOJIOIMYCCKHH
JIUCTIAHCEeP».

8. KoMmmanusiv, [peiCTaBUTENIsIM  KOMIAHUi  11pu  MHOPMUpOBaHUH
MEMIMHCKUX ©  (apmaneBTHdeckux pabOTHUKOB paspelieHo  [PUBICKATH
CTOPOHHHMX  JIEKTOPOB M3  YMCJid  HAy4HO-IIPEIOJ@BaTe/IbCKOro — cocTasa
roCyJ1apCTBEHHbIX ~ MEJIMIMHCKUX  BBICIIMX yueOHBIX  3aBejienuil  w/nin
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BBICOKOKBATH(UIIMPOBAHHBIX MPAKTUKYIOUIMX BPAUCH, a TAKIKE UCTIONL30BATE JUIA
HarSTHONW MH(OPMALIMU MYJILTHMEIMHHBIC cpeicyBa.

9. B TekcTax JIOKJIAJOB, IPE3CHTALMAX, [PE/ICTABIACMBIX BHHMAHHIO
MEJMIMHCKAM 1 (DApMALEBTHYCCKMM PaOOTHUKAM, HE JIOJKHO  COACPKATBLE!
MHPOPMALMH O PEKIAME W AKTHBHOM HPOABHIKCHHH TOPTOBBLIX HaMMCHOBAHHUH
JIeKapCTBEHHBIX [PErapaToB, U3JCIHH MEJUIMHCKOrO HasHAYCHHA OIpe/Ie/IeHHON
TOProBoi  Mapku, He  HMEIOIIHX KIMHUYECKOW  JloKaszaTesibHo#  0asbl,
periaMeHTHPOBAHHBIX MEXyHaPOAHLIMHA MPABUIIAMHU.

10.  TlpeacraBuTeisiM KOMITAHHI 3alPEIIacTCs

)  B3aMMOJEHCTBOBATH €  MCJMIMHCKAMA M (hapManeBTHYECKUMH
paboruuxamu bY300 «Kimanieckui KOYKHO-BCHEPOJIOIMHYECKII Jiucnancep» 0¢s3
COrIACOBAHMS C TTIABHBIM BPAuOM;

2)  B3auMmojleiicTBOBATE € NAlMECHTaAMH (noceruressiMM) M HC
MeauLuMHCKMU pabotaukamu BY300 Kinnuueckui KOJKHO-BEHEPOJIOI HYECCKHIA
JAUCITAaHCEP»;

3)  BpyyaTh MEJMIMHCKUM M (papMalCBTHYCCKIM paboTHUKAM, [JIABHOMY
Bpauy bY300 «KimHu4ecKkni KOKHO-BECHEPOJIOIHYCCKUI JIMCIIanCcep» Kakue -
60 MOJApKH, BKIOYAs JIOObIC KaHIC/ISIPCKHC 1 nonurpaduUuccKkue U3jeims, a
TaKkKe JICHEIKHbIC CPEJICTBA, B TOM YHC/IC HA O1LIaTy pa3Bjc4CHHUMN, OT/IbIXA, 1pOe3/1a
K MECTY OT/bIX&;

4)  mpuriamarh MeIMIMHCKMX M (apMalCBTHYCCKUX pabOTHHKOB,
rnasroro Bpada bY300 «Knunuyeckui KOYKHO-BEHEPOJIOTHYCCKUH JICTIaHCep» Ha
pasBjieKaTeNbHBIE MEPOTPUSTHS, MPOBOJMUMBIC 3a CUCT  CPeACTB KOMIIaHHWH,
rpeJIcTaBuTeICH KOMITaHH;

5)  nepeaaBaThb MEIMUHMHCKMM M dbapmariesTHyeckum  padoTHHKaM
BY300 «Imuuuecknit  KOKHO-BEHCPOIOIHYCCKMH  JIMCIIAHCCPY oOpasiibl
JIeKapCTBEHHBIX 11PErapaTos, ME/IMIMHCKHUX W3/ICIIUI JUIsl BPYUCHUSA TallueHTam,

6) mepeiaBarTh MCJIUIMHCKUM W dapmatieBrHyeckum  paboTHHKAM
BY300 «KIMHMYECKUM  KOXHO-BEHEPOJOIMYCCKUH  JIMCLAnCep» OJlaHKH,
cojlepyalie HHPOPMALIHMIO PEKJIAMHOI0 XapaKTepa, a TaloKe, pelenTypiblie OJlaHKH
Ha KOTOPBIX 3apaHee HaNeyaTano HaMMCHOBAHMC JICKApCTBCHHONO Mperapatd,
MEIMIIMHCKOTO H3/IeJIUsl Olpe/Ie/IcCHHON TOProBOi MapKH;

7)  pasmemiath Ji00Oyi0 PeKIaMHYIO nndopmMalio BHYTPH M CHapYyXKH
nomemtenuit BY 300 «Kimnuueckui KOYKHO-BEHEPOJIOIMYECKHH JIUCTIaHCeP».

1. Memnuickum M papmaueBTuieckum  paboTHHKaMm bY300
«K/TMHUYEeCKHil KOKHO-BEHEPOJIOIMYECKUH JIUCIIaHCep» 3alpelacTes:

1) OCYHIECTBIIATh TIPUEM KOMITaHMH, npesicTaBuTesiei  KoMIaHni oe3
cornacoandss ¢ rmaBHbiM  Bpadom  BY300  «KuMHHYECKMH  KOKHO-
BEHEPOJIOIMUECKHI JIUCIIAHCEPY,

2) NPUHUMATH OT KOMIIAHHIH, npejicTaBuTelIell  KOMITaHHi  110/1apKH,
JIGHEXKHBIE CPE/ICTBA, B TOM YHCIE HA OIUIATY pA3BICUYCHHUIH, OTIbIXA, POC3LY K
MECTy OTJ/IbIXa, TAKIKE IPHHUMATH YYaCTHC B PA3BICKATC/ILHBIX MCPOIPHATHAX,
[POBOIMMBIX 3@ CUET CPEACTB KOMIIAHMH, Mpe/IcTaBuTeNIeH KOMIIaHuii;
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3)  3aKkmouarh ¢ KOMIAHUEH, NPE/ICTABUTEISIMI KOMITAHUH COIVALICHUsA O
HA3HAYEHUM WIM pPEeKOMEHAluN HAIMEHTAM - JICKAPCTBEHHBIX  [IPEIApaToB,
MEUIIMHCKHX W3J1C/IHH;

4)  mosydarth OT KOMIIAHMIA, TIpe/ICTaBUTCIICH KoMmIanuii - 0Opasiibl
NIeKApCTBEHHBIX [PENapaToB, MEAMIMHCKUX H3/(CIHHH ONPE/ICICHHBIX TOPIOBbIX
MapoK JUIsl BpYUEHHsI MTallMeHTam;

5)  mpenocTaBiAThL NPH  HA3HAYCHMM  Kypca  JICHCHHS  HALMCHTY
HEJ0CTOBEPHYIO, HEIOJHYIO MM HCKa)KCHHYIO unpopmanuio 00 MCIOJIb3YCMbIX
JIeKAPCTBEHHBIX IpernapaTax, 0 MEAMLMHCKAX W3/ICIIUsX, B TOM HHCIC CKpbIBATL
CBEJEHMS O HAJIMYMKM B OOpalleHUH aHAJIOTHYHBLIX JCKapCTBCHHBLIX IPEIapaTos,
MEIMIUHCKUX U3JIEITH;

6)  BLITMCHIBATH JIEKAPCTBEHHBIC MPCHAPATLI, MCJMIMHCKAC H3CIMA Ha
GraHkax, cojepikaimmx HHPOPMALMIO PEKIAMHOIO Xapakiepa, a Takike Ha
pellenTypHbIX OJiaHKax, Ha KOTOPBIX 3apaHee HAlCUATaHO  HAHMCHOBaHMC
NIeKapCTBEHHOTO [perapara, MEAMLHMHCKOTro W3/IeNHs OTIPE/ICNICHHbIX TOProBhIX
Mapok.

12. 3a napymenue  Hacrosumero  llopsyika — MCJAMIMHCKMC W
bapmareBTHYECKHE pabOTHUKH bY300 «Kimnuveckuit KOKHO-
BEHEpPOJIOrMYECKHi JIMCIIAaHCEepP», @ TAKKE KOMITAHHH H IIPC/ICTABMTCIH KOMITAHWH,
HECYT OTBETCTBCHHOCTB, MPELyCMOTPCHHYIO JICHCTBYIOLMM 3aKOHOAATCILETBOM
Poccuiickoi dejiepanni.

13. B OTHOLICHMH MEAMLHMHCKUX M (apMaleBTHUCCKUX padOTHHKOB
BEYV300 «KIuHuuecKii KOKHO-BEHEPOJIOrMHECKHH Jiuciiancep» 3a HapyliCHHC
nactosimiero Ilopsijka NPUMEHAIOTCS B TOM YHMCIC MCPbl JMCHHTIMHAPHOTO
B3BICKaHMS B cootsercTrr ¢ TpytossiM Kojiekcom Poccniickoii dejepanini.




