IMPABUTEJIbBCTBO POCCUMCKOM ®EJEPALIUU

INOCTAHOBJIEHUE
ot 22 nexabps 2011 r. N 1081

O JIMIIEH3UPOBAHUU ®APMAIIEBTUYECKOM JEATEJIBHOCTHU

B cootBercTBUM ¢ DenepanbHbIM 3aKOHOM 'O JIMIIEH3UPOBAHUU OTAEIIbHBIX
BUJIOB AesTenbHocTH" [IpaBuTenscTBo Poccuniickoit denepann NOCTaHOBIISET:

I. VYrtBepaute  mnpunaraemoe  [lookeHne O  JIMIEH3UPOBAHUU
bapmaneBTUYECKON A TEIHHOCTH.

2. Ilpu3HaTh yTpaTUBIIMMU CUITY:

nocranosiieHne IIpaBurensctBa Poccuiickoii denepaunn ot 6 uromnst 2006 r.
N 416 "O0 yrBepxnenuu IlonoxeHuss o TUUEH3UPOBAaHUU (hapMalleBTUUECKOU
nesrenbHocTH" (CoOpanue 3akoHomaTenbcTBa Poccmiickoit deneparuu, 2006, N
29, ct. 3250);

IYHKT 2 U3MEHEHH, KOTOpbIE BHOCATCS B akThl [IpaBuTenscTBa Poccuiickoi
denepanii MO0 BOMPOCAM JIMIIEH3UPOBAHUS OTJICIIBHBIX BHJIOB AEATEIBHOCTH,
YTBEPKACHHBIX INocTaHoBJIeHWEM lIpaButenbctBa Poccuiickont ®@enepanuu ot 7
anpens 2008 r. N 241 (Cobpanue 3akoHonatensctBa Poccuiickoin depepariuu,
2008, N 15, ct. 1551);

yHKT 2 noctanoByieHus IIpaBurensctBa Poccniickont @enepanuu ot 18 mas
2009 r. N 426 "O BHeceHMM HU3MEHEHHIl B HEKOTOphIE akThl lIpaBuUTEnbCcTBa
Poccuiickoit ®enepainuu 1Mo BompocaM JIMIIEH3UPOBaHMS (hapMalleBTUUECKON
nestenpHocTH" (CoOpanue 3akoHopatenbcTBa Poccuiickoit @enepaunu, 2009, N
21, ct. 2575);

MYHKT 7 U3MEHEHUH, KOTOPbhIE BHOCATCS B MOCTaHOBJIEHUS [IpaBuTenncTBa
Poccuiickonn @enepanuu MO BOMPOCAM, CBSI3aHHBIM C COBEPIICHCTBOBAHUEM
roCyJIapCTBEHHOTO PETYJIMPOBAHUS 1IEH Ha KU3HEHHO HEOOXOAUMBIC U BaKHEHIITHE
JIEKApCTBEHHBIE CPEJICTBA, YTBEPKACHHBIX MOCTaHOBIeHUEM [IpaBuTENnbCTBA
Poccuiickoit @eneparuu ot 8 aBrycta 2009 r. N 654 (CobpaHue 3aKk0OHOJaTEIHCTBA
Poccuiickoit @eneparuu, 2009, N 33, ct. 4086);

NyHKT 14 W3MEHEHMI, KOTOpbhIE BHOCATCA B akThl IIpaBuTenbcTBa
Poccuiickoit denepanuu 1no BompocaM rocyJapCTBEHHOTO KOHTpouis (Haa3opa),
YTBEpPXKIEHHbIX MocTaHoBlieHneM [IpaButenscTBa Poccuiickoit @enepaunn ot 21



anpens 2010 r. N 268 (Cobpanue 3akoHonarenbcTBa Poccuiickoit denepanuu,
2010, N 19, ct. 2316);

MyHKT 16 U3MEHEeHuH, KOTOpbIe BHOCSTCS B IMOCTaHOBJIEeHMs [IpaBuTenscTBa
Poccniickon ~ ®denmepanmu 10 BONpPOCaM  TOCYAAPCTBEHHOW  IOIUIMHBIL,
YTBEPKJACHHBIX MocTaHoBIIeHUEM [IpaButenbcTBa Poccuiickoit enepanuu ot 24
ceatsiops 2010 r. N 749 (Cobpanue 3akoHomarenscTBa Poccuiickoit deneparum,
2010, N 40, ct. 5076);

nocranoBienue [IpasurensctBa Poccuiickoit denepannu ot 13 Hosi6ps 2010
r. N 903 "O BHecenun wusmeHeHudd B IlonoxxkeHue o JUIEH3UPOBAHUU
dapmaneBTrueckoir aestenpbHOCcTH" (CoOpaHue 3akoHOAATENbhCTBA Poccuiickoi

®deneparuu, 2010, N 47, ct. 6126);

nocrtanosiieHue [IpaBurensctBa Poccuiickon ®enepannu ot 28 mronst 2011 r.
N 622 "O BHeceHun u3MeHeHH B TyHKT 4 IlomoxkeHus o JUUEH3UPOBAaHUU

dbapmanieBTrueckoit nestenbHOCTH" (CoOpaHue 3akoHOJaTenbcTBa Poccuiickoit
®deneparuu, 2011, N 32, ct. 4823).

[Ipencenarens [IpaBuTenbcTBa
Poccutickon ®enepanuu

B.ITYTHUH



YTBEpKIAECHO
nocraHoBsieHueM [IpaBuTenbcTBa
Poccuniickon @enepanun

ot 22 nexabps 2011 r. N 1081

HHOJOXEHHUE
O JINIIEH3UPOBAHUU ®APMAIIEBTUYECKOM JEATEJIBHOCTHU

1. Hacrosmee IlonoxkeHne ycTaHaBIMBAET TMOPSAIOK JIMIICH3UPOBAHMS
dbapMareBTHIECKON NEeATeTbHOCTH, OCYIIECTBISIEMOW IOPUAMYCCKUMU JIUIIAMHU,
BKJIIOYAs OpraHu3aldd OINTOBOM TOPIOBJIM JICKAPCTBEHHBIMU CPEJICTBAMHU,
anTeyHble OpraHU3allid, BETEPUHAPHBIC AaNTEYHbIC OpraHU3aIldd, a TaKXke
MEIUIIMHCKUE OpPTraHu3allMl U WX O000COOJICHHbIC TOoApa3AeieHuss (LEHTPbI
(otmenenusi) oOmel BpaueOHOM  (ceMeHOW) MpakTHKW, aMmOylaTopuw,
dbenpamepckue W QENBAMIEPCKO-aKYIIEPCKUE ITyHKTHI), PACIOJIO0KCHHBIE B
CEJIbCKUX HACEJICHHBIX IyHKTaX, B KOTOPBIX OTCYTCTBYIOT alITEUHbBIC OpTaHU3aINH
(masee  COOTBETCTBEHHO - MEIUIIMHCKHE  OpraHW3aluH, 000COOJICHHBIC
Mo/Ipa3ie/ieHusT MEAWIIMHCKAX OpTaHMW3aIuii), BETCpHHAPHBIC OpTaHU3AlNH, M
WHUBUAYAJIbHBIMH MPEANPUHUMATEIIMH.

2. ®apmaneBTUYECKas JeATEIbHOCTh BKIOYAET PA0OThI U YCIYTH COTJIACHO
MPUIIOKEHUIO.

3. JlunensupoBanue ¢GapMaleBTUUECKON ACSATEILHOCTH OCYIIECTBISIOT
CJIEAYIOIINE JIUIEH3UPYIOIINE OPTaHbl:

a) @enepanbHas cioyx0a 1Mo HAA30py B cdepe 3paBOOXpPaHEHUS - B YaCTH
JEATEeIIbHOCTH, OCYIIECTBIIAEMOI:

OopraHu3anusaMu OIITOBOM TOProBJIM JICKAPCTBCHHBIMH CPCACTBAMH IJIA
MCIULIMHCKOI'O IIPUMCHCHU I,

AIlITCYHBIMU OPraHU3alMWAMU, ITIOABCAOMCTBCHHBIMU (bez[epaanHM opraHam
HWCHOJIHUTEIIbHOU BJIaCTH,

VHBIMU OpraHu3alysAMU U HWHIUBUAYAIBHBIMUA [PEANPUHUMATEISAMU,
OCYUIECTBISIOIMMU (PapMalleBTUUECKYIO JEATEeIbHOCTh, B YACTH JUIEH3UOHHOTO
KOHTPOJIL (32 MCKJIIOYEHUEM JIMLIEH3UATOB, IPEACTABUBLIMX 3asBJICHUS O
nepeohopMIICHUN JIUTIEH3U), TOJIHOMOYUI o [IPUOCTAHOBJICHUIO,
BO300OHOBJICHUIO ICUCTBUS U aHHYJIUPOBAHUIO JUIECH3U;



0) opraHbl UCTIOJIHUTEJILHON BiacTu cyObekToB Poccuiickoit denepanuu - B
YaCcTH OCYIIECTBIICHUS JIEATEIBHOCTH B cepe oOpallieHus JIeKapCTBEHHBIX CPEICTB
JUISL MEAUIIMHCKOTO MPUMEHEHHUs (B YacTH MPEJOCTaBlICHUs U TepeodopMIICHUs
JUIEH3UN, TPEeNOoCTaBiIeHUsT AyOIUKATOB JIMIEH3UWM W KOMNHMM JIMLIEH3UH,
OCYILECTBJICHUS JIMIIEH3MOHHOTO KOHTPOJISI B OTHOLIEHUH COUCKATENEH JINLIEH3UN U
JMIEH3UATOB, TMPEACTAaBUBIIMX 3asBICHUS O TepeoGOopMICHUN JHUICH3UM,
IpeKpaIeHus AeUCTBUS JINLIEH3UH, POPMHUPOBAHUS U BEICHUS PEECTPOB BbITaHHBIX
opraHamMM TOCYJIAapCTBEHHOM Biactu cyOwnekToB Poccuiickoii dDeneparuu
JUIICH3UH, YTBEpKAeHUS (HOpM 3asiBICHUIA O IPEIOCTABICHUH U TIepeoPOPMIICHUN
JUIICH3UH, YTBEepXKIeHUs (OopM yBeIOMIIEHUH, BBIMHCOK M3 YKa3aHHBIX PEECTPOB
JMUEH3UN U IPYTUX HCHOJIb3YEMBIX B MPOIECCE JTULIEH3UPOBAHUS JOKYMEHTOB, a
Tak)Ke MPEJOCTABICHUS 3aMHTEPECOBAHHBIM JIMIIAaM HH(POPMAIMN IO BOIPOCAM
JMIEH3UPOBaHUs, BKItoUas pas3MelleHue 3Tod mHbopMalnuu B MH(PpOpMAIMOHHO-
TEJIEKOMMYHUKAIIMOHHON ceTh "VHTepHeT" Ha OQUIMaNbHBIX CaliTax OpraHoB
roCyJ1IapCTBEHHON BiacTu cyOnekToB Poccuiickoit ®enepanun ¢ yKa3zaHUEM
a/IpecoB AJEKTPOHHON MOYTHI, MO KOTOPBIM IOJB30BATENISIMU ATOW MH(POpMALIUU
MOTYT OBITh HallpaBJE€HBI 3alPOCHl M MOJIy4eHa 3amnpamiuBaeMasl MHpopmanus),
OCYIIECTBIIIEMOM:

OpraHM3alMsMH, 34 MWCKIIOUYEHUEM OPraHU3alii ONTOBOW TOPrOBJIHU
JIEKAPCTBEHHBIMU CpPEACTBAMU JUII MEIUMLMHCKOIO IIPUMEHEHUS M AalTeYHBIX
OpraHu3aldid, T0JIBEIOMCTBEHHBIX (perepaibHbIM OpraHaM HCIOJIHHUTEIbHON
BJIACTH;

HHINBUAYAJIbHBIMU IMPCAIIPHUHUMATCIIIMU,

B) DdenepanpHas ciayk0a o BETEpUHAPHOMY U (PUTOCAHUTAPHOMY HAJI30DPY -
B YaCTH JEATEIHLHOCTH, OCYIIECTBISIEMON B cdepe oOpalieHus JIeKapCTBEHHBIX
CPEIICTB JIJIsl BETEPUHAPHOTO MTPUMEHEHUSI.

4. Cowuckarenab JIMIEH3UU MJIA OCYIIECTBICHUA (papMaleBTUUECKOM
NEATEIbHOCTH  JOJDKEH  COOTBETCTBOBAaTh  CIEAYIOUIMM  JIMLEH3UOHHBIM
TpeOOBAHMSIM:

a) HAJIM4YMUE TIOMEIEHUNA W O00OpYIOBaHUS, MPUHAIIICKAIINX €My Ha TpaBe
COOCTBEHHOCTH WM Ha WHOM 3aKOHHOM OCHOBaHWH, HEOOXOJMMBIX IS
BBITIOJIHEHUS  PaboT  (yclyr), KOTOPBhIE€ COCTABISIIOT  (papMaleBTUYECKYIO
NEeATEeIbHOCTh,  COOTBETCTBYIOIIIMX  YCTAaHOBJIICHHBIM  TpeOoBaHusM (32
UCKITFOUCHUEM MEIUIIMHCKUX OpTaHM3aluii M O00O0COOJICHHBIX IOJpa3IeicHUI
MEUITUHCKUX OpTraHU3aINN);

6) HaJIM4InC y MCHHHHHCKOﬁ OopraHu3alu - COUCKATCII JIMICH3UH JIMIICH3NN
Ha OCYIICCTBJICHHUC MGI[HHHHCKOﬁ ACATCIBbHOCTH,



B) HAJIMYUE Y PYKOBOAUTENS OpraHU3aliu (32 UCKIIIOUEHUEM METUIIMHCKUX
OpraHu3alyii), AESITeIbHOCTh KOTOPOIO HENOCPEACTBEHHO CBs3aHa C ONTOBOM
TOPrOBJEH JIEKAPCTBEHHBIMU CPEJICTBAMH, UX XPaHEHHUEM, MEPEBO3KON U (MJIM)
PO3HUYHON TOProOBJIEH JEKAPCTBEHHBIMU MTPENapaTaMu, UX OTIYCKOM, XPaHEHUEM,
NEePEBO3KON U U3TOTOBIICHUEM:

IUTSL OCYIIIECTBIICHUS (hapMaIleBTHUECKOW JACSITETLHOCTH B chepe oOparieHus
JICKApCTBEHHBIX  CPEIACTB JUISI MEIMIIMHCKOTO TMPUMEHEHHUS -  BBICIIETO
(bapManeBTHUECKOTO 00pa30BaHUs U CTaxa pabOoTHI 1O CIIENUAIEHOCTH HE MeHee 3
JeT nubo cpemaHero (QapmareBTUYECKOTO OOpa30BaHHUS W CTaka pabOTHI IO
CIICUATBHOCTH HE MEHee 5 JIeT, cepTuuKaTa CrieIuainucTa;

JUTSL OCYIIECTBIICHUS (hapMaleBTUUECKOMN JesTEILHOCTU B cpepe oOpalieHus
JICKapCTBEHHBIX CPEACTB [JIsi BETEPUHAPHOTO MPUMEHEHHUS - BBICHIETO WIH
cpeaHero ¢GapMaleBTUYECKOr0 JUOO BBICHIETO WM CPEIHEr0 BETEPUHAPHOTO
oOpa3oBaHus, cTaka pabOThl MO CIENMAIBLHOCTH HE MeHee 3 Jer, cepTudukara
CHEIUANNCTA,

I‘) HAJIMYUC Y MHAUBUAYAJIIBHOT'O ITPCAIIPUHUMATCIIA:

JUI OCYLIECTBIICHUS (papMalleBTUUECKON AESITENbHOCTU B chepe oOpaleHus
JEKapCTBEHHbIX CPEACTB Il MEAMLMHCKOIO MPUMEHEHHS -  BBICIIETO
(apManeBTUYECKOr0 00pa30BaHMs U CTaxka pabOThI MO CHEUAIBHOCTU HE MEHee 3
JeT WM CpeaHero QapManeBTUYECKOro oOpa3oBaHMsl M CTaxka paboOThl IO
CIIELMAIbHOCTH HEe MeHee 5 JieT, cepTu(uKaTa CrieuanucTa;

JUTSL OCYIIECTBIICHUS (hapMaleBTUUECKON JesTEILHOCTU B cpepe oOpalieHus
JICKapCTBEHHBIX CPEACTB ISl BETCPUHAPHOTO TPUMEHEHHUS - BBICIIETO WIIH
cpenHero ¢GapMaieBTUYeCKOro JIMOO BBICHIETO WU CPEAHEr0 BETEPUHAPHOTO
oOpa3oBaHus, cepTU(UKaTa CIICIUAINCTA;

1) HaJIU4ue Yy COUCKATeNsl JIMLIEH3UM PaOOTHHUKOB, 3aKIIOUMBIIMX C HUM
TPYZIOBBIE JOTOBOPBI, IEITEIBHOCTD KOTOPBIX HETMIOCPEACTBEHHO CBS3aHA C ONTOBOM
TOProBJ€ JIEKAPCTBEHHBIMU CPEACTBAMH, MX XpaHEHHEM MU (WUJIM) PO3HUYHOM
TOPIOBJIEH JIEKAPCTBEHHBIMU IIpelapaTaM, HX OTIYCKOM, XpPaHEHUEM U
W3TOTOBJIEHUEM, UMEIOIINX:

JUTSL OCYIIECTBIICHUS (hapMaleBTUUECKON JeTEILHOCTU B chepe oOpalieHus
JICKapCTBEHHBIX CPEACTB MJII MEAUIIMHCKOTO TPUMEHEHUS (3a HCKIIOYECHHUEM
000COOJICHHBIX TMOAPA3ACIICHU MEIUIIMHCKUX OpraHU3aluii) - BBICIICE WU
cpeaHee ¢apMalleBTUYECKOE 00pa3oBaHue, cepTUdHUKAT CIISHUATINCTA;

JUTSL OCYIIECTBIICHUS (hapMaIleBTUUECKON JAeTEILHOCTH B chepe oOparieHus
JICKapCTBEHHBIX CPEACTB MM MEIUIIMHCKOTO TPHMEHEHHS B 00OCOOJICHHBIX
noJipa3aesieHUsIX MEIUIMHCKUX OpraHu3aluii - JOTIOJTHUTEIBHOE
npodeccuoHanbHOe 00pa30BaHUE B YACTH PO3HUYHOUM TOPTOBIIM JIEKAPCTBEHHBIMU



npeonaparaMmu i1 MCAHUIIMHCKOIO IIPUMCHCHHA IIpU HAJIW4YXWK IIpaBa Ha
OCYHICCTBJICHHC MGI[HHHHCKOﬁ ACATCIIBHOCTH,

JUIS OCYIIECTBIICHUS (DapMaIleBTUUECKON JAesITeIbHOCTU B chepe oOpatieHus
JICKapCTBEHHBIX CPEJICTB JJISI BETEPUHAPHOTO IPUMEHEHUS - BICIIICE WJIA CPEIHEE
dapmaneBTuueckoe HOO BBICIIEE WM CpEAHEEe BETEpUHApHOE 0Opa3oBaHUE,
cepTuduKaT CreruaincTa.

5. Jluuensuar njs ocymiecTBieHUs ¢GapMaleBTUUECKOM JeSITeIbHOCTH
JIOJKEH COOTBETCTBOBATH CIICYIONINUM JIMIICH3UOHHBIM TPEOOBAHUSIM:

a) HaJIM4YMe MOMELIEHUH B 000pyAOBaHUs, MPUHALIICKAIIMX €My Ha IpaBe
COOCTBEHHOCTH WJIM HAa HMHOM 3aKOHHOM OCHOBaHUHM, HEOOXOAUMBIX JIJIs
BBINIOJIHEHUS  paboT  (ycnyr), KOTOpble COCTaBIAIOT  (DapMaleBTHUECKYIO
NEeATEIbHOCTb,  COOTBETCTBYIOIIMX  YCTAHOBJIEHHBIM  TpeOoBaHUsAM  (3a
UCKIIIOUCHUEM MEJIUIMHCKUX OpraHu3aluii M O00O0COOJEHHBIX MOJpa3/ieJIeHUu
MEJIUIIMHCKUX OpPTaHu3allnif);

6) HaJIM4UC Yy MGI[HI.[PIHCKOﬁ OopraHu3anyi - JHIOCH3HWAaTa JIMIOCH3WK Ha
OCYHICCTBJICHHUC MGHHHHHCKOﬁ ACATCIIBHOCTH,

B) C06J'IIOI[CHI/IC JIUOCH3NATOM, OCYHICCTBIIAIOIMKM OIITOBYIO TOPIOBJIIO
JICKapCTBCHHBIMU CPCACTBAMMU:

JUIST  MEIUIIMHCKOTO TpUMEHEHus, - TpeOoBaHuii crtateit 53 u 54
®enepanbHoro 3akoHa "OO o00pallleHWH JEKAPCTBEHHBIX CPEACTB", MpaBUI
HaJJIeXKaled JIUCTPUOBIOTOPCKONW MPAKTUKH JIEKApCTBEHHBIX MPENnapaToB s
MEIUIMHCKOTO TPUMEHEHHUs, NpaBWi HaaJeXalled MpPaKTUKU XpaHEHUus U
NIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB ISl MEAUIIMHCKOTO NPUMEHEHMS, TPABUJII
perucTpalnuy omnepanui, CBI3aHHbIX ¢ OOpAIllEHUEM JIEKAPCTBEHHBIX CPEJICTB AJIs
MEIUIMHCKOTO MPUMEHEHHUS, BKIIOYEHHBIX B MEPEUYCHb JIEKAPCTBEHHBIX CPEJCTB
JUISL MEIWLMHCKOTO IPUMEHEHHs, NOJIEKAIMX IPEIMETHO-KOJINYECTBEHHOMY
yYeTy, B CHEUHMaJbHBIX JKypHAJlax ydeTa Olepalui, CBS3aHHBIX C OOpalleHueM
JIEKapCTBEHHBIX CPEJCTB JJII MEAMIMHCKOTO NMPUMEHEHHUs, MPaBWII BEACHUS WU
XpaHEHUs CHELMaJIbHBIX JKYPHAJOB ydeTa OIEepaluii, CBSI3aHHBIX C OOpallieHueM
JIEKapCTBEHHBIX CPEJCTB Il MEIUIMHCKOIO TMPUMEHEHHUs, U YCTAHOBJIEHHBIX
IpeebHbIX Pa3MEpPOB ONTOBBIX HAT0aBOK K (PAKTMUECKUM OTIYCKHBIM LIEHAM
NPOU3BOAMTENIEH Ha JIEKAPCTBEHHbIE IIpenaparhl, BKIIOUYEHHbIE B IEpPEYEHb
KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JE€KAPCTBEHHBIX MIPENapaTos;

JUIs BETEPUHAPHOrO0 MpHUMEHEeHHs, - TpeOoBaHuii crareit 53 u 54
®denepanpHoro 3akoHa "OO oOpalieHWU JEKAPCTBEHHBIX CPEACTB" W TpaBUI
HaJJIeXKalend IUCTPUOBIOTOPCKONW TMPAKTUKH JIEKApCTBEHHBIX IMpernapaTroB s
BETEPUHAPHOTO TPUMEHEHUs, TMpPaBWJ HaAJeXKalled NPaKTUKH XpaHEHUs |
NEPEBO3KH JIEKAPCTBEHHBIX MPENAPATOB AJII BETEPUHAPHOTO IPUMEHEHMUS;



F) CO6J'IIO,Z[€HI/I€ JJUIOCH3HUATOM, OCYHICCTBJIAIOIIMUM PO3HUYHYIO TOPIOBIIIO
JICKapCTBCHHBIMHU IIpCriaparTaMu IJIs1 MCAUIIUHCKOT'O IIPUMCHCHU A

anTeUYHbIMH OpTaHM3AIMSIMHU, WHIUBUAYAIbHBIMU MPEANPUHUMATEISMHY,
UMEIOLIUMH JIMIIEH3UI0 Ha OCYIIECTBIEHUE (hapMalleBTUUECKON NeATeIbHOCTH, -
OpaBUi HaJJIeKalleld anTeyHOW TMPaKTHKU JIEKapCTBEHHBIX IPErnapaToB JUis
MEAMIIMHCKOTO TPHUMEHEHUs, TMpaBUJ HaJUIekKaIle NPaKTHUKA XpaHEHUS U
NePEeBO3KHU JIEKAPCTBEHHBIX MPEMapaToB JUIsi MEAUIMHCKOTO MIPUMEHEHHUS, TIPaBUII
OTITyCKa JIEKAPCTBEHHBIX MPENapaToB JJIsl MEAUIITHCKOTO IPUMEHEHHSI allTECYHBIMHU
OpraHU3alMsIMH, UHIUBUAYATbHBIMU IPEANPUHUMATENIMU, UMEIOLTUMHU JIULIEH3HIO
Ha OCYyIIeCTBIeHHE (HapMalleBTUUECKON JEsTeIbHOCTH, TMPaBWJI  OTIyCKa
HAapKOTUYECKUX CPEJICTB M TMCUXOTPOMHBIX BEIIECTB, 3apETUCTPUPOBAHHBIX B
Ka4yecTBE JICKApPCTBEHHBIX MPENapaToB, JEKAPCTBEHHBIX MPEMapaToB, COASPKAIIUX
HapKOTUYECKUE CPEACTBA M IICUXOTPOIIHBIE BEILECTBA, NPAaBUJ PETUCTPALUU
OTIepaIlyii, CBA3aHHBIX ¢ 0OpaIeHNneM JIGKAPCTBEHHBIX CPEACTB JIJISI MEAULIMHCKOTO
OPUMEHEHHUS, BKJIIOUYEHHBIX B IIEPEYCHb JIEKAPCTBEHHBIX CPEACTB IS
MEAUIIMHCKOTO MPUMEHEHUS, MOANIEKAIUX TPEIMETHO-KOJIMUYECTBEHHOMY YUETY, B
CHELMANBHBIX JKypHajaXx YyuyeTa OIepaluid, CBSA3aHHBIX C OOpalleHHuEM
JIEKapCTBEHHBIX CPEACTB JJIsi MEIUIMHCKOTO NPUMEHEHUs, MpaBWJl BEACHUSA U
XpaHEHUs CIENHATbHBIX JKYpHAJIOB yueTa OINepaluii, CBSI3aHHBIX C OOpalieHneM
JIEKapCTBEHHBIX CPEJCTB I MEIUIIMHCKOrO NMpUMEHEHMs], TpeOoBaHUI yacTu 6
cratbu 55 @enepanbHoro 3akoHa "OO oOpanieHUM JEKapCTBEHHBIX CPEACTB" H
YCTaHOBJICHHBIX TPEACIbHBIX Pa3MEpPOB PO3HUYHBIX HAJ0aBOK K (HaKTHUYECKUM
OTITyCKHBIM II€HaM IPOU3BOAMTENEH Ha JIEKAPCTBEHHBIE MIPENapaThl, BKIIOUEHHbIE
B IIEpPEUEHB )KU3HEHHO HEOOXOAMMBIX U BAKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB;

MCIUIMWMHCKUMHU  OpraHU3alusAMH, 000CO0JICHHBIMHA moApa3aACJICHUAMU
MCOAUITMHCKUX OpFaHI/ISaL[I/Iﬁ - IIpaBHJI OTIIYCKa JICKAPCTBCHHLIX IIPCIIaApaTOB JIA
MCIUIOUHCKOI'O IIPUMCHCHUA MCIUIWMHCKUMU OpraHu3allisaMH U 000Cc00JIEHHBIMU
noapasacJICHUAMA MCIAUIMHCKUX OpFaHI/ISaHI/If/'I;

1) COONIOACHUE JMIICH3UATOM, OCYIICCTBIISIIONIUM PO3HUYHYIO TOPTOBIIIO
JIEKapCTBEHHBIMU TIpenapaTaMu JJisi BETEPUHAPHOTO MPUMEHEHUs (BEeTepUHApHAs
arTedyHasi OpraHu3alys, BETEpUHApHAas OpraHU3alus, MMEIOLIAs JIMUCH3UI0 Ha
OCYLIECTBIICHUE (hapmarieBTUUECKOI JIESTEIIbHOCTH, VHIMBU1yaJIbHBIN
npeAnpPUHUMATEIb, UMEIOIUM JIMIICH3UIO HA OCYIIECTBIECHUE (papMalleBTUYECKON
JIEATEIIbHOCTH ), TIPaBUJI OTITyCKa JICKAPCTBEHHBIX MpenapaToB Jijisi BETEPUHAPHOTO
MPUMEHEHMS, TMPaBWI HAJICKAIIEH AanTeYHOW TMPAKTUKU JIEKAPCTBEHHBIX
MPENapaToB Il BETEPUHAPHOTO ITPUMEHEHHS;

€) coOJII0ICHUE JIMIIEH3UATOM, OCYIIIECTBIISIOIIUM U3TOTOBJICHUE:



JCKAPCTBCHHLIX IIPCIapaTtoB A MCAUIHUHCKOIO IIPUMCHCHUA, - IIpaBHUII
H3rOTOBJICHHUA MW OTIIYCKA JICKAPCTBCHHBLIX IMPLCIApaToB A MCEIUIOUHCKOI'O
IIPUMCHCHH,

JICKAPCTBCHHLIX IIPCIIapaToOB A BCTCPUHAPHOI'O IIPUMCHCHHUA, - IIPpaBHII
HU3rOTOBJICHUA M OTIIYCKaA JICKAPCTBCHHBLIX IIPCIIAPATOB I BCTCPUHAPHOI'O
IMPUMCHCHUS

K) cobmogeHue TpedoBanuii cratbu 57 DenepanbHoro 3akoHa "OO
oOparieHnn JIeKapCTBEHHBIX CPEICTB";

3) COOJIIO/ICHHE JIUIIEH3UATOM, OCYIIECTBISIONINM XpaHEHUE:

JCKAPCTBCHHBLIX CpPCACTB X1 MCOAUIOMUMHCKOI'O IIPUMCHCHUA, - IIPABHII
XPaHCHUA JICKAPCTBCHHBIX CPEACTB AJIsI MCAUIMHCKOI'O IIPUMCHCHUS

JCKApPpCTBCHHBIX CpPCACTB MOJIA BCTCPHHAPHOI'O IIPUMCHCHUA, - IIPpaBHII
XPaHCHUA JICKAPCTBCHHLIX CPEACTB AJIsI BETCPUHAPHOI'O IIPUMCHCHMS

M) HaIMYUEe Yy PYKOBOIUTENS OpraHu3aluu, JeATEeIbHOCTb KOTOPOIo
HEIOCPEICTBEHHO CBSI3aHa C ONTOBOM TOPTOBIJIEH JIEKaPCTBEHHBIMU CPEACTBAMU, X
XpaHEHHEM, NEPEBO3KOW M (WMIM) PO3HUYHOM TOPrOBJIEW JIEKAPCTBEHHBIMU
npenaparamMM, UX OTIYCKOM, XpaHEHHEM, INEpPEeBO3KOW W H3rOTOBJIEHUEM (32
UCKJIIOYEHHEM MEIUIIMHCKUX OpraHu3aIuil):

JUTSL OCYIIECTBIICHUS (hapMaleBTUYECKON JAEATENBHOCTH B cpepe oOpaleHus
JEKapCTBEHHBIX CPEACTB ISl MEAMLMHCKOIO MPUMEHEHHUS -  BBICIIETO
(dhapMaiieBTHUECKOro 00pa3oBaHusl U CTaxa paboThI MO CIENUATILHOCTH HE MeHee 3
aetT nubo cpeaHero (apmaneBTHYECKOro 00pa3oBaHUs W cTaxka paboThl MO
CHELMAILHOCTU HE MEeHee 5 JIeT, cepTU(UKaTa CIeUATUCTA;

JUTSL OCYIIECTBIICHHS (hapMaIeBTUUYECKOM A TEILHOCTH B chepe oOpalieHus
JIEKapCTBEHHBIX CPEACTB JIsi BETEPUHAPHOTO TPUMEHEHHUS - BBICIIETO WIH
cpenHero (hapMareBTHUECKOro JHOO BBICIIETO WM CPEIHEr0 BETEPUHAPHOTO
oOpa3oBaHus, cTaka pabOThI MO CIENMAIBLHOCTH HE MeHee 3 Jer, cepTudukara
CTICIINAITUCTA,

K) HAJIMYKUE Y MHAUBUAYAJIHLHOTO TIPEPUHUMATEIIS:

JUTSL OCYIIECTBIICHUS (hapMaleBTUUECKON JeTEILHOCTU B cpepe oOpalieHus
JEKapCTBEHHBIX CPEACTB JUISI MEAMLMHCKOTO MPUMEHEHHS -  BBICIIETO
(dbapmaneBTUYECKOro 00pa30BaHus U CTaxka pabOThI MO CHEIMAIbHOCTU HE MeHee 3
JeT WM CpeaHero (apMameBTHYECKOTO O0Opa3oBaHUS M CTaka pPabOTHI TO
CTHEIMAILHOCTU HE MEHee 5 JIeT, cepTUdUKaTa CIeIHalnucTa,;

JUTSL OCYIIECTBIICHUS (hapMaIleBTUUECKON JAeSTEIHLHOCTH B cpepe oOparieHus
JICKapCTBEHHBIX CPEJACTB JUII BETCPUHAPHOTO TPUMEHEHHUS - BBICIIETO WIIH



cpeaHero (hapManeBTUYECKOro JIMOO BBICIIETO WJIM CPEIHEr0 BETEPHHAPHOTO
oOpa3oBaHus, cepTU(UKaTa CIICIUATNCTA,;

J) HaJu4ue y JIMLEH3uaTa paOOTHUKOB, 3aK/IIOYMBIIMX C HUM TPYJOBBIE
JIOTOBOPBI, JEATEIbHOCTh KOTOPBIX HEMNOCPEICTBEHHO CBsi3aHa C ONTOBOW
TOPrOBJEH JIEKAPCTBEHHBIMU CPEJICTBAMU, MX XpaHEHHEM U (WJIM) PO3HUYHOU
TOProBJE€N JIEKapCTBEHHBIMM INpenapataMyd, HX OTIYCKOM, XpaHEHUEM U
M3TOTOBJICHUEM, UMEIOIINX

IUISL OCYILIECTBIICHUS (hapMaIleBTHUECKOW JACSITETLHOCTH B chepe oOparieHus
JICKAQpCTBEHHBIX CPEJACTB JUISI MEJAMIMHCKOTO TPUMEHECHHs (32 HCKIIIOUCHHEM
000COOJIEHHBIX TOAPA3ACICHUA MEIUIMHCKAX OpTaHU3alMid) - BBICIICE WU
cpenHee dapMareBTHUECKOe 00pa3oBaHue U CepTU(UKAT CIICIUAINCTA,;

JUTSL OCYIIECTBIICHUS (hapMalleBTUYECKON AEATENBHOCTH B cpepe oOpaleHus
JEKapCTBEHHBIX CPEACTB JMJIi MEIUIUHCKOTO NPUMEHEHUs B 00OCOOJIEHHBIX
MoJIpa3AeICHUsIX MEIUITMHCKUX OpraHHu3aIuii - JIOTIOTHUTETHHOE
npodeccuoHanbHOe 00pa30BaHUE B YACTH PO3HUYHOU TOPTOBIIH JIEKAPCTBEHHBIMU
npernapaTamMM  JUIsi MEQUIMHCKOTrO IMPUMEHEHMs] MpU HaJuuyuyd I1paBa Ha
OCYIIIECTBICHUE METUITMTHCKON IS TEIBHOCTH;

JUIS OCYLIECTBIIEHUS (papMalleBTUUECKON AESITENbHOCTU B chepe oOpaleHus
JIEKapCTBEHHBIX CPEJICTB JJII BETEPUHAPHOIO IPUMEHEHUS - BBICILIEE WM CPEIHEE
(dapmaneBTuueckoe MO0 BBICIIEE WM CpEAHEE BETEpUHApPHOE OOpa30BaHUE,
cepTU(UKAT CIIEHUATUCTA;

M) TOBBIIICHHE KBaJU(UKALUU CIEUUATMCTOB C (papMalleBTUYECKUM HIIH
BETEpUHAPHBIM 00pa3oBaHUEM He pexke | pasza B 5 jer.

6. OcymectBienue (apMaleBTHUECKOW  JEATEIBHOCTH C  TPyObIM
HapylIeHUEM JIMIEH3UOHHBIX TpeOOBaHUM BiieUeT 3a COOOW OTBETCTBEHHOCTb,
YCTAHOBJIEHHYIO 3akoHoAareslbcTBOM Poccuiickon @enepauuu. [Ipu stom non
rpyObIM HapyIIEHUEM TOHUMAETCS HEBBINOJHEHUE JHUIEH3MAaTOM OJHOTO U3
TpeOOBaHUM, MPETyCMOTPEHHBIX IMYHKTOM S5 HacTosiiero [lonoxenus.

7. Jlnga momydeHus JUIEH3MW COMCKATedb JIMIEH3UW HAMpaBisIeT WU
MPEACTABIAECT B JIMIEH3UPYIOIIUI OpraH 3asBIICHHE W JOKYMEHTHI (KOMUU
JIOKyMEHTOB), yKa3aHHble B 4acTH | u myHktax 1, 3 u 4 vactu 3 crateu 13
®enepanbHOro 3akoHa "O JUIEH3UPOBAHWU OTACIBHBIX BUIOB JCSATEIBHOCTH', a
TaKXe:

a) CBEICHUS O HAIWYMU JIMIICH3UWM Ha OCYIICCTBIECHUE MEIUIIMHCKON
JEATEeIIbHOCTH (JJ11 METULIMHCKUX OpPTaHU3alluii);

6) KOIIMHU JOKYMCHTOB, ITOJATBCPIKAAOIINX HAJIMIUC Y COUCKATCIIA JIMICH3UN
Ha IIpaBC COOCTBEHHOCTH WJIM Ha MHOM 3aKOHHOM OCHOBaHHUH HGO6XOI{I/IMI)IX JJIA



OCYIIECTBICHUS (hapMalleBTUUECKOU JeATeIbHOCTU 000PYA0BaHUS U MOMEIICHUH,
COOTBETCTBYIOIIUX YCTAaHOBJICHHBIM TpEeOOBAaHUSM, TpaBa HA KOTOPHIC HE
3aperuCcTpUpOBaHbl B ENMHOM TOCYJapCTBEHHOM peecTpe IpaB Ha HEABHMIKHMOE
MMYIIECTBO U CAEJIOK C HUM (B Clydyae €Clid TaKue IpaBa 3aperuCTPUpPOBAHBI B
yKa3aHHOM pEecTpe - CBEICHHS 00 JTUX IOMEIICHHSIX) (32 HCKIIOYEHHUEM
MEJIUIIMHCKUX OpraHu3amuii, 000COOJCHHBIX MOJPa3ACICHU MEIUIIMHCKUX
OpraHu3aIuin);

B) CBEJECHHUS O HAJIIMYUU CAHUTAPHO-3MUAEMHUOJOTHYECKOr0 3aKIIOYEHUS O
COOTBETCTBUH MOMEIIEHUI TPeOOBAaHUSAM CAaHUTAPHBIX MPABUI (32 UCKIIOUYECHUEM
MEAMIMHCKUX OpraHu3aluii, 00O0COOJEHHBIX NOJAPa3JeICHUNd MEIULUHCKUX
OpraHu3alyii), BBIIAHHOTO B YCTAHOBJIEHHOM IOPSAKE;

I) KONUM JOKYMEHTOB O BBICIIEM WM CpeaHeM (apMaleBTHISCKOM
oOpa3oBaHMM M  CEPTU(PUKATOB  CHEUUAIUCTOB - JJI1  OCYILIECTBJICHUS
dbapmaneBTUYECKON JIeITeIbHOCTH B cepe oOpalleHus JEKapCTBEHHBIX CPEICTB
JUTSI METUITHHCKOTO IPUMEHEHUS (32 UCKITIOUEHUEM 000COOICHHBIX MTOAPa3AeICHAN
METUITUHCKUX OpTaHU3aINN );

1) KOIIUU IOKYMEHTOB O JIOMOJIHUTEIbHOM MPo(hecCHOHATBHOM 00pa30BaHUH
B YaCTH PO3HUYHOM TOPTOBJIM JIEKApPCTBEHHBIMH IperapaTaMy JJIsl MEIULIUHCKOTO
IPUMEHEHHUS U O HaJIMYKHU paBa Ha OCYLIECTBICHUE MEIULIMHCKOMN 1€ATEIbHOCTH -
JUISL OCYIIECTBJICHHS (PapMalleBTUYECKON NEeATeNbHOCTH B cdepe oOpaleHus
JIEKapCTBEHHBIX CPEACTB A1 MEIULUHCKOTO MPUMEHEHHS B 000COOJIEHHBIX
MOJIpa3AeNIEHUsIX METUITUHCKUX OpraHu3allni;

€) KOIMU JIOKYMEHTOB O BBICIIEM WJIH CpeaHEM (apMaleBTUYECKOM JHO0
BBICIIEM WJM CpPEAHEM BETEpUHAPHOM O0Opa3oBaHUM U  CEpTU(]PHUKATOB
CHELMATUCTOB - JIJISl OCYIIECTBIICHUS (papMalieBTHUECKON NEesTENIbHOCTH B cepe
oOpalieHus JIEKapCTBEHHBIX CPEICTB JIJIsl BETEPUHAPHOTO TPUMEHEHUS;

)K) KOIIMU JOKYMCHTOB HWJIK 3aBCPCHHBIC B YCTAHOBJICHHOM ITOPAOKE BBIITUCKH
N3 JOKYMCHTOB, KOTOPBIC B ClIydasaX, IPCAYCMOTPCHHBIX HACTOAIINM HOJ’IO)KGHI/ICM,
IMOATBCPIKAAOT HAJIHUYHC HGO6XOI[I/IMOFO CTaxa pa6OTI>I 10 CIICOUAJIBHOCTH Y
PYKOBOIAUTCILA OpraHr3alilii, THANBUAYAJIbHOI'O IIPCAIIPUHUMATCIIA.

8. Ilpu HamepeHUU OCYIIECTBIATH (apMaIEeBTUUYECKYIO IEATEIBLHOCTH I10
aZipecy, He YKa3aHHOMY B JIMLEH3UH, B 3asBJICHUU O Mepeo(OPMIICHUH JTULEH3UH
JIMLIEH3UAT YKa3bIBAET ATOT aAPEC, a TAKKE MPEACTABIISACT:

a) CBeJICHUS, COJIepKalllie HOBBIN aipec OCYIIECTBICHUS (papMaleBTUIECKON
eATEIILHOCTH,

0) KONUU TOKYMEHTOB, MOATBEPKIAIOIINX HAJTUYKE y JUIEH3UaTa Ha MpaBe
COOCTBEHHOCTM MJM Ha HMHOM 3aKOHHOM OCHOBaHMM HEOOXOJUMBIX IS
OCYyILECTBIEHUS (hapMalleBTUUECKOM NEATENBHOCTH 110 YKa3aHHOMY HOBOMY aJIpecy



00Opy1I0BaHUS U MOMEIIECHUH, COOTBETCTBYIOIMX YCTAHOBJIEHHBIM TPEOOBAHUSAM,
paBa Ha KOTOpbIE HE 3aperucTpUpOBaHbl B ENMHOM rocyJapCTBEHHOM peecTpe
IIpaB Ha HEABM)KMMOE MMYILIECTBO U CAEJIOK C HUM (B Cllydyae €Clid Takue IpaBa
3apETUCTPUPOBAHBI B YKA3aHHOM PEECTpPE - CBEIEHHUs 00 ATHX MOMEIICHUAX) (3a
UCKJIIOYEHHEM MEAMLIMHCKUX OpraHu3auuid, 000COOJEHHBIX MOJpa3iesieHui
MEAMIMHCKUX OpraHU3aluil);

B) CBEJEHUS O HAJMYWM BBICHIETO WM CPEIHEro QapMaleBTUISCKOTO
oOpa3oBaHus W CEPTU(UKATOB CHCIHAIUCTOB - IS paOOTHUKOB, HAMEPEHHBIX
OCYIIECTBIISATh  (hapMaleBTUYECKYIO0 JeATeNbHOCTh B chepe  oOpamieHus
JICKapPCTBEHHBIX CPEJICTB VISl MEAUIIMHCKOTO MMPUMEHEHHUS 110 YKa3aHHOMY HOBOMY
aapecy (3a HCKIIOYEHHEM 000COOJEHHBIX TMOAPA3ACICHUA MEIUIIMHCKUX
opraHu3aIuin);

) CBEACHUA O HAIUYUMU JOMOJHUTEIBHOTO  MpO(eccHoHaTbHOIO
oOpa30BaHUs B YacCTH PO3HUYHOW TOPTOBJIM JIEKAPCTBEHHBIMU MperapaTtaMu JJis
MEIUIMHCKOTO MPUMEHEHHUS M O HAJIMYMHU MPABA HA OCYIIECTBICHUE MEIUIIUMHCKON
JEATEIIBHOCTH - JJIs1 pa0OTHUKOB, HAMEPEHHBIX OCYIIECTBISATH (DapMaIeBTUUECKYIO
NeSATEILHOCTh B cpepe oOpaleHus JEKapCTBEHHBIX CPEACTB JJIsi MEIUIIMHCKOTO
MPUMEHEHHUSI B 000COOJIEHHBIX MOJAPA3ACICHUSX MEIUIMHCKUX OpraHu3aiuil mno
YKa3aHHOMY HOBOMY aJpecCy;

1) CBEJECHHUS O HAJIMYMU BBICIIETO WM CpeAHero (hapMaieBTUYECKOro Jbo
BBICIIETO WJM CPEJHEro BETEpUHAPHOTO OOpa3oBaHMsI H  CepTUPUKATOB
CTEITUAIMCTOB - ISl pAOOTHUKOB, HAMEPEHHBIX OCYIIECTBIIATH (DApMaIeBTHUCCKYTO
NesATEeILHOCTh B cdepe oOpallieHus: JICKApCTBEHHBIX CPEJCTB Tl BETEPUHAPHOTO
MPUMEHEHUS TI0 YKa3aHHOMY HOBOMY aJIpecy;

€) CBEACHMUS O HAJUYMHM CAHUTAPHO-3MHUIEMHOJOTUYECKOTO 3aKIHOYEHUS O
COOTBETCTBUM TIOMEIIEHUA MO YyKa3aHHOMY HOBOMY ajpecy TpeOOBaHUSIM
CaHUTApHBIX  NOpaBWI (32  HCKIIOYEHHWEM  MEIUMUMHCKUX  OpraHu3anui,
000COOJIEHHBIX MOAPA3JeICHU MEIUIUHCKUX OpraHu3aluii), BBIAAHHOTO B
YCTaHOBJICHHOM TOPSJIKE.

9. Ilpu HaMepeHUU BBIMOJIHATH HOBBIE paOOTHI, OKa3bIBAaTh HOBBIC YCIYTH,
cocTaBisitone (apMaleBTUYECKYIO JI€ATEeIbHOCTh, pPaHee HE YyKa3aHHbIE B
JUTIEH3UH, JTUIICH3UAT B 3asBJICHUU O MepeoPOPMIICHUY JIMIICH3UN YKA3bIBACT:

a) B cdepe oOpamieHus JEKApCTBEHHBIX CPEACTB JUISI MEAUIIMHCKOTO
pUMEHEHUS (32 UCKITIOUCHHUEM TEPEBO3KH JICKAPCTBEHHBIX CPEJICTRB):

CBEJICHUS O COCTABISIIONINX (HapMalleBTUUECKYI0 JEeATEIbHOCTh HOBBIX
paborax (yciayrax), KOTOpPbIE JIMIICH3UAT HAMEPEH BBIMOIHATE (OCYIIECTBIISITH);

CBEJICHHS O HAJIUYUU BBICHIETO WA CpeaHero ¢apmareBTUIeCKOTro
oOpa3oBaHus U CEPTU(PUKATOB CIECHHAIUCTOB - ISl paOOTHUKOB, HaMEPEHHBIX



BBITIOIHATH  (OCYIIECTBJIATH) HOBbIE pPaOOTHl (YCIyru), 3a HCKIIOYECHUEM
000COOJEHHBIX TIOIPA3ICTICHUN MEAUITMHCKAX OpTaHU3aIln;

CBEIICHUS O HAJUYUH HEOOXOIUMOTO O0OPYIOBaHHWS, COOTBETCTBYIOIIETO
YCTAaHOBJIICHHBIM TpEOOBaHUSM, a TaKK€ CAHUTAPHO-3IUAEMHOJIOTHYECKOrO
3aKJIIOUEHUSI O COOTBETCTBUHU IMOMEILECHUM, NMPEIHA3HAYCHHBIX AJI BBITOJHEHUS
(ocyiecTBiIeHHs) HOBBIX paboT (yciyr), TpeOOBaHMSM CaHUTAPHBIX MpaBui (3a
UCKJIIIOYEHUEM MEAMLIMHCKUX OpraHu3auuid, 000COOJEHHBIX MOJpa3iesIeHui
MEAMIIMHCKUX OPTaHU3aIlHii), BBIIAHHOTO B YCTAHOBJICHHOM IOPSIKE;

0) B cdepe oOpaiieHHs JEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOTO
IPUMEHEHUS:

CBEJCHHUS O COCTaBJISAIONINX (apMalleBTUICCKYIO ACSITCIbHOCTh HOBBIX
paboTax (yciyrax), KOTOpbI€ JUIEH3UAT HAMEPEH BBIMOJIHATH (OCYIIECTBIIATD);

CBEJCHMSI O HAJIMYUU BBICHIETO WJIM CPEIHEro (apManeBTUYecKoro Ju0o
BBICIIETO WJM CPEIHEr0 BETEPHUHAPHOTO 00pa3oBaHus U  CepTUPUKATOB
CHELMAITUCTOB - ISl pAOOTHUKOB, HAMEPEHHBIX BBIIIOJIHATH (OCYLIECTBIIATH) HOBBIE
paboThI (YCIIyTH);

CBEJCHMSI O HAJIMYUU HEOOXOAMMOIro 00OpYIOBaHMs, COOTBETCTBYIOLIETO
YCTAaHOBJIICHHBIM  TpeOOBaHUsM, a TaKke O  HaJM4YMM  CAHUTAPHO-
AMUAEMHUOJIOTHYECKOTO 3AKITHOYCHUS 0 COOTBETCTBHH IIOMELICHU,
IpEeIHA3HAYEHHBIX JJI BBIIOJIHEHUS (OCYILECTBICHHUS) 3asBJIEHHBIX HOBBIX padboT
(ycayr), TpeOOBaHMSAM CaHUTAPHBIX NPABUI, BBIJAHHOIO B YCTAaHOBJICHHOM
HOPSIZIKE.

10. Ilpm mpoBeneHUH TIPOBEPKU  CBEIACHUM, COJIEpXKAUIUXCA B
MPEACTABICHHBIX  COMCKATENIleM JIMIeH3Ud  (IMIIEH3UaTOM) 3asBICHUU U
npujaraéMbIX K HEMY JIOKYMEHTaxX, COOJIIOJIEHUSI COMCKATeleM JIMIEeH3UU
(JIMIIEH3UATOM ) TUIIEH3UOHHBIX TPEOOBAHUM TUIIEH3UPYIOUTUI OpraH 3ampaniuBaet
HEOOXOJIMMbIC [IJII OCYIIECTBJICHUS JIMIIEH3UPOBAHUS CBEJCHUSI Y OPraHoB,
MPEAOCTABISIONIMX TOCY/IapCTBEHHBIE YCIYyTH, OPraHoB, MPEI0CTABIISIONIUX
MYHHUITUTIATBHBIC YCIYTU, UHBIX TOCYIapCTBEHHBIX OPTraHOB, OPTaHOB MECTHOTO
caMOympaBjeHus JUOO TMOJBEIOMCTBEHHBIX WM OpraHu3aluii B TOPSAKE,
ycTaHoBiieHHOM @enepaibHbiM 3akoHOM "OO opraHuzanuu MpeaoCTaBICHUS
rOCYAapCTBEHHBIX M MYHUIIMITAJIGHBIX YCIyT".

11. Jlunensupytonuii opran pa3meniaetr B (emepaabHON TOCYAapCTBEHHON
uHpopmanmoHHo  cucreme  "EguHBIA  mopTanm  rocyJapCTBEHHBIX U
MYHULIMIIAJIBHBIX yCayT (pyHKIM)" B mopsaake, ycranoBiaeHHOM [IpaBuTenbcTBOM
Poccuiickon ®depepauun, CBeACHUS O XOAE TMPUHATHS KM PELIICHUS O
NPEIOCTAaBIEHUN WM 1epeoOpMIICHUN JIMLIEH3UU, TPOBEACHHSI MPOBEPKHU



COOTBETCTBHS COMCKATENS JTUIEH3UU U JIMIIEH3UAaTa JTMIEH3UOHHBIM TPEOOBAHUSM,
MPEYCMOTPEHHBIM HAacTOSIUM llonoxenuem.

12. Nudopmarus, oTHOCSIMIASICS K OCYIIECTBICHHIO (hapMarieBTHUECKON
NEATENBHOCTH, IPENYCMOTPEHHAsA YacTsAMHU 1 u 2 ctateu 21 PenepanbHOro 3aKkoHa
"O JMUEH3UPOBAaHWU OTHAEIBHBIX BUIOB JEATEIBHOCTH', pa3MeElIaeTcs Ha
opuManTbHOM  caifTe  JNHIEH3UPYIOIIEro oOpraHa B WH(OPMALKMOHHO-
TEJIEKOMMYHUKAIIMOHHOM ceT MHTepHeT u (1ian) Ha HHPOPMAIIMOHHBIX CTEHJIaX B
MMOMEIIEHUSX JINLIEH3UPYIOLIETO OpraHa B TeueHue 10 guen co aHs:

a) o¢uUUATBLHOTO ONYyOJUKOBAHMS HOPMATHUBHBIX IPABOBBIX aKTOB,
yCTaHaBIMBAIOIINX 00s13aTENbHBIE TPEOOBAHUSA K JTUIICH3UPYEMOU e TEIbHOCTH;

0) TpUHATUS JMICH3UPYIOIIMM OPraHoOM peIIEHUsS O MPEeAOCTaBIICHUH,
nepeoOpMIIEHUU, TPUOCTAHOBJICHUU, BO30OHOBICHUM, MPEKPALICHUHN JECUCTBUS
JIVLICH3UY;

B) nostydeHust oT GenepanbHON HAJTOTOBOM CITY»KObI CBEACHUMN O TUKBUIAIIUN
IOPUANYECKOTO JIMIA WIM NPEKPALICHUA €ro AEATEIIbHOCTA B PE3yJbTare
peopranu3alum, 0 MpeKpameHu (PU3NUECKUM JIUIOM JEATEIbHOCTU B KAa4ECTBE
VH/IMBU1YaJIbHOTO IIPEANPUHUMATEIS;

I) BCTYIUIEHUSI B 3aKOHHYIO CHIIy pEIIEHUS CyAa 00 aHHYJIMPOBAHHUH
JIMLIEH3UU.

13. JInueH3MOoHHBIM KOHTPOJIb OCYIIECTBIISETCA B MOPSAKE, YCTAHOBICHHOM
®enepanbHpIM 3akOHOM "O 3amUTe NPaB IOPUANMYECKUX JIMI U UHIUBUIYAIBHBIX
NpeAnpuHUMATENEH PHU OCYIIECTBICHUH FOCYJapCTBEHHOTO KOHTPOJs (Haa30pa)
U MYHUIHUNAIBHOTO KOHTPOJIS", C Y4YEeTOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
®enepanbHbIM 3aK0OHOM "O JIMIIEH3UPOBAHUY OTJICIbHBIX BUJIOB JEATEIIBHOCTH' .

14. IlpencraBneHue COUCKATENEM JMIEH3UHM 3asBICHUS U JIOKYMEHTOB,
HEOOXOIUMBIX ISl TIOJTYYEHUSI JIMIICH3UH, U UX TIPUEM JIMIICH3UPYIOLIUM OPraHOM,
MPUHATHE JIMIICH3UPYIOIIUM OPraHOM PEIICHUsSI O MPEIOCTaBICHUU JUIEH3UHU (00
OTKa3e B MPEAOCTaBIICHUU JIMIIEH3UH), TiepeodopMIIeHnH JIUileH3uu (00 OTKa3e B
nepeoOpMIICHUH JIMIIEH3UN), IPUOCTAHOBIICHUH, BO3OOHOBIICHUH, MPEKpaIEHUN
JIEUCTBUS JIMIICH3WU, a TaKXKe MPEJOCTAaBJICHHE MyOJMKaTta M KOMWUU JIMIICH3UHU,
dbopMHpoBaHUE W BEJIEHUE JHUIEH3MOHHOTO JIeJia, BEJICHHUE peecTpa JIMIECH3UN U
Mpe0CTaBICHNE CBEICHUM, COICPKAIIUXCS B PEECTPE JIUIEH3UH, OCYIIECTBISIOTCS
B TMOpsAJKE, YycTaHoBJIeHHOM @DenepanbHbiM 3akoHOM "O JIMIEH3UPOBAHUU
OTHCJILHBIX BUJIOB JE€ATEIbHOCTH' .

15. Benenue CcBOAHOrO peecTpa JUIUEH3UM, BbIJAHHBIX OpraHamu
UCIIOJTHUTENLHON BlacTH cyOBekToB Poccuiickoit deaepaiiuu B COOTBETCTBUU C
NepeTaHHBIMU TTOJTHOMOYUSIME, OCYIIecTBIIsIeT DeepanbHas Ciryx0a 1mo Haa30py B
cdhepe 31paBoOXpaHEHUS.



16. Opranbsl UCHIOJHUTENIBHOW BiIacTH CyOBekTOB Poccuiickoit denepamuu
exXeMecsiuHo, He no3aHee 10-ro yucna, HampaBlIAOT B MEYaTHOM U 3JIEKTPOHHOM
BUJIC JAHHBIC, COJEpKaIlllMecs B peecTpax JMIeH3ul cyObekToB Poccuiickoit
®enepannu, B PenepalibHyIO CIIy:K0y 10 HaA30py B chepe 3ApaBOOXPAHEHUS.

17. 3a mnpenocraBieHUE JMIECH3UPYIOIIMM OpPraHOM JIMIIEH3UH, €€
nepeoopMIICHUE U BbIAUy AyOJIMKaTa YIUIauuBaeTCsl TOCYIapCTBEHHAs MOLIUIMHA
B pa3Mepax U MOpsJKe, KOTOphIe YCTaHOBJIEHBI 3aKOHOAATENLCTBOM Poccuiickoii
®denepanuu 0 HAIOTax U cOopax.

18. ®enepaiibHas ciryx0a 1o Haa30py B chepe 3ApaBoOXpaHEHHUs HAPABIISET
B TeueHHWe 5 pabouymx JHEW B OpraHbl TOCYJAApPCTBEHHOW BIACTH CyOBHEKTOB
Poccniickoit @enepanuu, OCyIIECTBISIONINE MOJTHOMOYHS, YKa3aHHbIE B ITyHKTE |
yacTtu 1 ctateu 15 ®enepanbHoro 3akoHa "OO0 0CHOBaX OXpaHbl 3J0POBbS IPAXKIAH
B Poccuiickoit @enepanun’, 3aBEpeHHbIC KOMTMA MPUKA30B O MPUOCTAHOBICHUU U
BO30OHOBJICHUH JICHCTBUSA JIMIICH3UN, HA3HAYCHUU MPOBEPOK JIUIEH3UATOB, KOITUU
aKTOB TIPOBEPOK JIMIIEH3UATOB, TMPEANUCAHUN 00 YCTpaHEHUU BBISBICHHBIX
HapyIICHUN JUIEH3UOHHBIX TpeOOBaHUM, MPOTOKOJIOB 00 aJIMUHUCTPATHUBHBIX
MIPABOHAPYIIEHUSX, IOCTAHOBJIECHUN O Ha3HAYEHNH aIMUHUCTPATUBHBIX HAKa3aHHUI
U IPYTUX JTOKYMEHTOB, CBSI3AHHBIX C OCYIIECTBICHUEM JIMIICH3UOHHOTO KOHTPOJIS B
OTHOIIECHUMU JIMIEH3UATOB (32 HCKIIOYEHHEM JIMIICH3UATOB, MPEJCTaBUBIINX
3asiBJICHUS O epeoGOPMIICHUH JTUIIEH3UH ), OCYIIECTBISIONMNX (hapMaIleBTUUECKYIO
JESITENbHOCTD, ISl BKIIOUECHUS B JIMIECH3MOHHBIE JIeJa.



[Tpunoxxenune

K IlonoxxeHuto o JIMOCH3UPOBAHUU (l)apMalleBTI/I‘{eCKOﬁ ACATCIIBHOCTHU

HEPEYEHDb

BBIMTOJHSIEMBIX PABOT, OKA3BIBAEMBIX YCJVT,
COCTABJISIIOILNX

OPAPMAINEBTHYECKYIO JEATEJBHOCTD

I. B cdepe obOpamieHns 1eKkapCTBEHHBIX CPEICTB

I MCAUIMUHCKOT'O IIPUMCHCHUA

1. OnroBas TOPTOBJIA JICKAPCTBCHHBIMH CPCACTBAMHU IJI1 MCOAUIMHCKOI'O
IMPUMCHCHUA

2. XpaHeHue JEKAPCTBEHHBIX CPEJICTB JJII MEAUIIMHCKOTO TPUMEHEHHS
3. XpaHeHHE JIEKaPCTBEHHBIX MPENAPATOB JJIsI METUIIUHCKOTO MPUMEHEHUS
4. IlepeBo3Ka JEKaPCTBEHHBIX CPEACTB ISl MEIULIMHCKOTO MPUMEHEHUSA
5. IlepeBo3Ka JIEKapCTBEHHBIX MPENAPATOB I MEAULIMHCKOTO IPUMEHECHUS

6. Po3HUYHAs TOProBIIsl JJIEKAPCTBEHHBIMU ITpenapaTaMu JJisl MEIUIIMHCKOTO
IIPUMEHCHUS

7. OTHYCK JICKApPCTBCHHBIX ITIPCIIapaTOB AJIAA MCOAUNITNMHCKOI'O ITPHUMCHCHUA

8. H3roroBneHue JEKApCTBEHHBIX IIPENapaToB sl MEAUIUHCKOrO
IPUMEHEHUS

I1. B cdepe oOpaiieHus JeKapCTBEHHBIX CPECTB

JUI1 BETEPUHAPHOTO MPUMEHEHUS

1. OnToBas TOPTOBJIA JICKAPCTBCHHBIMH CPCACTBAMU AJIsI BCTCPHUHAPHOI'O
IMPUMCHCHUA

2. XpaHeHue JeKapCTBEHHBIX CPEICTB JJIsl BETEPUHAPHOTO MPUMEHEHUS

3. XpaHEeHHE JIEKapCTBEHHBIX MPENAPATOB JJIs1 BETEPUHAPHOTO NPUMEHEHHUS



4. IlepeBo3Ka J€KapCTBEHHBIX CPEACTB JJIsi BETEPUHAPHOTO MPUMEHEHHUSI
5. [lepeBo3Ka JieKapCTBEHHBIX MPEMAPATOB AJII BETEPUHAPHOTO IPUMEHEHUS

6. Po3HM4YHAs TOPTOBIIS JIEKAPCTBEHHBIMHU MpEnapaTamMmu JJis1 BETEPHHAPHOTO
IIPUMEHEHUSA

7. OTIIyCK JIEKapCTBEHHBIX MPENapaToB JJisl BETEPUHAPHOTO MPUMEHEHUS

8. HM3roroBieHMe JEKApCTBEHHBIX MPENApaToB JUII BETEPUHAPHOIO
IPUMEHEHUS



