[Tocranosnenue [IpaButenscrtBa PO ot 22.12.2011 N 1081
(pen. ot 23.09.2016)
"O nuneH3upoBaHuK (GapMaIleBTUHICCKOMN JAesITeIbHOCTH"

(Bmecre ¢ "[lonoxkeHueM 0 TUIEH3UPOBAHUH (hapMaIleBTUYECKOM e TeIbHOCTH ")

[IPABUTEJIbCTBO POCCUMCKOU ®EJEPALITUN

I[TOCTAHOBJIEHME
ot 22 nexabps 2011 r. N 1081

O JIMUEH3UPOBAHNU ®APMALIEBTUYECKOU JEATEJIBHOCTH

CnucoK U3MEHSIIOUUX TOKYMEHTOB
(8 pen. ITocranosnennii [IpaBurensctBa PO ot 04.09.2012 N 882,
ot 15.04.2013 N 342, ot 23.09.2016 N 956)

B cootBercTBuM ¢ DenepanbHbIM 3aKOHOM "O JTUIIEH3UPOBAHUU OTACIIBHBIX BUIOB
nesitensHOCTH [IpaButenscTBo Poccuiickoii denepaivivi mOCTaHOBIISET:

1. Y1Bepauth npuinaraemoe [lonoxxkeHue o JuIeH3upoBaHun (papMaieBTHIECKON NeITeIbHOCTH.
2. Ilpu3HaTh yTpaTUBIIUMU CUTTY:

nocra”oBieHue [IpaButenscrBa Poccuiickoit @eneparuu ot 6 urons 2006 r. N 416 "O6
yrBepxxaeHnH [Tonoxkenus o nuueH3upoBaHun papmareBTuaeckoit nesrenbHocT" (Cobpanue
3akoHoaarenbeTBa Poccuiickoit @eneparuu, 2006, N 29, ct. 3250);

IYHKT 2 U3MEHEHUH, KoTopble BHOCATCS B akThl [IpaBuTtenscTBa Poccuiickoit deneparuu no
BOIIPOCAM JIUIIEH3UPOBAHUS OTJICIBHBIX BUJIOB JEATEIHLHOCTH, YTBEP)KICHHBIX TTOCTAHOBIIEHUEM
[IpaBurtenscTBa Poccuiickoit deneparuu ot 7 anpenst 2008 r. N 241 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2008, N 15, ct. 1551);

NYHKT 2 nioctaHoBiieHus IIpaBurensctBa Poccniickoit @enepannu ot 18 mas 2009 r. N 426 "O
BHECEHNH U3MEHEHUN B HEKOTOPBIE akThl [IpaButenscTBa Poccuiickoit @enepanuu mno Bopocam
TUIeH3upoBaHus (apmareBTruueckoit nesrenpHocTH" (CobpaHue 3aKOHOIATENhCTBA
Poccutickoit ®enepamuu, 2009, N 21, ct. 2575);

IIYHKT 7 U3MEHEHHMI, KOTOpbIE BHOCATCA B nocTaHoBieHus [IpaBurenscrtBa Poccniickoit
®denepalliu 1o BOMPOCaM, CBA3aHHBIM C COBEPILIEHCTBOBAHUEM IOCYAAPCTBEHHOTO
pEryJIMpoBaHUs LIEH Ha )KU3HEHHO HEOOXOAMMBbIE U BayKHEHIIINE JIEKapCTBEHHbIE CPECTBA,
YTBEpKJIeHHBIX nocTaHoBiIeHneM [IpaBurenscTBa Poccniickoit denepanum ot 8 aBrycra 2009 r.
N 654 (CoGpanue 3akonomarenscTBa Poccutickoit denepanuu, 2009, N 33, ct. 4086);

IYHKT 14 n3mMeHeHuii, KoTopsle BHOCSTCS B akThl [IpaBurensctBa Poccuiickoit denepaunu no
BOIIPOCAaM rocyAapCTBEHHOT0 KOHTPOJIs (Ha30pa), yTBEPKIEHHBIX IOCTAHOBJIEHUEM



[TpaButensctBa Poccutickoit deneparuu ot 21 anpens 2010 r. N 268 (Cobpanue
3akoHo1arenscTBa Poccuiickoit deneparuu, 2010, N 19, ct. 2316);

IYHKT 16 U3MeHeHM, KOTOpble BHOCATCS B nocTaHoBieHus [IpaBurenscTBa Poccuiickoit
®enepanuy 10 BOIPOCaM roCy1apCTBEHHON MOIUIMHBI, YTBEPKACHHBIX [IOCTAHOBIEHUEM
[TpaBurtenscTBa Poccuiickoit deneparuu ot 24 centsiops 2010 r. N 749 (Cobpanue
3akoHoaarenbeTBa Poccuiickoit @enepanuu, 2010, N 40, ct. 5076);

noctaHoBienue [IpaButenscrBa Poccuiickoit @eneparuu ot 13 Hos106pst 2010 r. N 903 "O
BHECEHHMH n3MeHeHui B [loyokeHne o TuieH3upoBaHuu (hapMalieBTHUECKON eATeTbHOCTH"
(Cobpanue 3axkonomarenscTBa Poccuiickoit @eneparuu, 2010, N 47, ct. 6126);

nocranoBienue [IpasurenscTBa Poccuiickoit @enepanuu ot 28 urosg 2011 r. N 622 "O
BHECEHUU M3MEHEHHH B MyHKT 4 [TookeHus o TUIeH3npOoBaHuU (hapMareBTHISCKON
nesitensHOoCcTH" (CobOpanue 3akoHonatenbcTBa Poccuiickont @enepanun, 2011, N 32, cr. 4823).

IIpencenarens [IpaButenscTBa
Poccuiickoit denepanun

B.IIYTUH



YTBEPKIECHO
nocraHosieHueM IIpaBurenscTBa
Poccuiickoit denepanuu

ot 22 nexadps 2011 r. N 1081

TIOJIOXKEHME O JIMIIEH3UPOBAHUN ®APMALIEBTUYECKON JAEATEJIBHOCTU

CHnucoK U3MEHSIOUMX TOKYMEHTOB
(8 pen. ITocranosnennii [IpaBurensctBa PO ot 04.09.2012 N 882,
ot 15.04.2013 N 342, ot 23.09.2016 N 956)

1. Hacrosimmee [TosioskeHue ycTaHABIMBACT MOPSIOK JTUIICH3UPOBAHUS (hapMaIieBTUIECKOM
NESITeIbHOCTH, OCYIIECTBIIIEMON IOPUINYCCKUMU JIUIIAMHU, BKJIFOUAsi OPraHU3alMKi OTITOBOM
TOPTOBJIM JICKAPCTBCHHBIMU CPEICTBAMHU, alITCUHBIC OPTaHU3AINH, BETCPUHAPHBIC alITCYHbIC
OpraHu3aIiy, a TAKKE METUIIMHCKAE OPTaHU3aIMK U KX 000COOJICHHBIC TIOAPa3CICHHS
(ueHTpsl (0THENeHuUs) 00IIel BpaueOHOM (CeMeHOM) MPaKTUKH, aMOyIaTopuH, (heabAlepcKue
U GenpanepcKo-aKylepcKue MyHKThI), PACTIONOKEHHbBIE B CETbCKUX HACENIEHHBIX MYHKTaX, B
KOTOPBIX OTCYTCTBYIOT allT€UHbIE OpraHU3alllu (Jlaee COOTBETCTBEHHO - MEAUIIMHCKHE
OpraHu3aiyu, 000co0JIeHHbBIE MOPa3IeTICHI METUIIMHCKUX OpraHu3aInii), BeTepUHAPHBIC
OpTaHW3aINH, U UHIUBUIYATEHBIMH MPEATPUHAMATEIISIMH.

2. CDapMaLIeBTI/ILIeCKaH ACATCIIbHOCTh BKJIIHOYACT pa60TBI " YCIIYT'U COTJIACHO MPHUIIOKCHHUIO.

3. JIuensupoBanue GpapMareBTUIECKON ASSITENFHOCTH OCYIIECTBISIOT CIEAYIOIIHE
JUIEH3UPYIOLINE OPraHbl:

a) denepanpHas ciry»0a 1o HaI30PY B cepe 3ApaBOOXPAHCHUS - B HACTH JIEATEILHOCTH,
OCYLIECTBIISAEMOM:

OopraHu3alusIMu OITOBOM TOPIroBJIN JICKAPCTBCHHBIMH CPECACTBAMU IJII MCAUTTUHCKOI'O
MMPUMCHCHU A,

AlITCYHBIMU OpraHU3aluAMHU, IMOABCIOMCTBCHHBIMU (I)C,Z[CpaJ'IBHBIM opraHam HCIIOJIHUTEIbHOMN
BJIACTH,

HHBIMHA OpraHu3alvusaAMU U UHAUBUAYAJIbHBIMHU NPEANTPUHUMATCIIAMHA, OCYIIECCTBIAIOIIUMHA
@apMaueBTquCKy}o ACATCIBHOCTD, B HaCTH JIMIEH3UOHHOI'O KOHTPOJIA (33 HUCKIIFOUCHHUEM
JIMIIEH3UATOB, PEACTABUBIINX 3asiBICHUS O epeo(OPMIICHUH JTULICH3HA ), TOJIHOMOYHUH 110
MIPUOCTAHOBJIEHUIO, BO30OHOBJICHUIO JIEHCTBUS M aHHYJIMPOBAHUIO JTUIEH3UH;

(mm. "a" B pex. [loctanosnenus IlpaBurensctBa PO ot 23.09.2016 N 956)

0) opraHbpl UCIIOJIHUTEIILHOM BIacTH cy0OrekToB Poccuiickoit deneparuu - B 4acTu
OCYIIECTBIICHHSI ISITETLHOCTH B cepe 0OpaIeHus JIEKAPCTBEHHBIX CPEJICTB IS
MEIUIIUTHCKOTO IPUMEHEHUS (B YaCTH TMPEIOCTABICHHS U TIepeo()OPMIICHUS JTUTICH3HIA,



IPEOCTaBICHUS TyOIMKATOB JULEH3UH U KONUH JIUIEH3UH, OCYLECTBICHHS JTULIEH3NOHHOTO
KOHTPOJIA B OTHOILIEHUH COMCKATEIeH JTULEH3UI U JIMLEH3UAaTOB, IIPEACTAaBUBIINX 3asBJICHUS O
nepeo(opMIICHUN JIMIEH3UH, TPEeKpaIleHus 1eiCcTBUS TULeH3ul, HOpMUPOBaHUS U BEICHUS
peecTpoB BBIJAHHBIX OPTaHaAMU TOCYJapPCTBEHHOH BiiacTh cyobhekToB Poccuiickoit denepanuu
JMILIEH3UH, YTBepKIeHHs (POpM 3asBICHUN O MPEJOCTABICHUH U TIepeo()OpMIICHUH JTUIICH3HH,
yTBEpXKICHHS (POPM YyBEIOMIICHUH, BHIITMCOK U3 YKa3aHHBIX PEECTPOB JIMIIEH3UN U IPYTUX
UCIIOJIB3YEMBIX B IIPOLIECCE JIMLIEH3UPOBAHMS JOKYMEHTOB, a TaK/KE€ IIPEIOCTABICHUS
3aMHTEPECOBAHHBIM JIMLIAM HH(OPMAIMH IO BOIIPOCaM JIMIICH3UPOBAHUS, BKIIOYasi pa3MeIIeHue
3TOH nH(pOpMaIK B THPOPMALMOHHO-TEIEKOMMYHHUKAIIMOHHOU ceTn "MHTepHeT" Ha
o(HIMaNbHBIX caliTaX OPraHOB rOCyJApCTBEHHOM BIIacTH CyObeKTOB Poccuiickoii deneparum ¢
yKa3aHHEM a/IpECOB AJIEKTPOHHOMN MOYTHI, IO KOTOPHIM I10JIb30BATENSIMHU 3TOW HHPOPMALIUU
MOTYT OBbITh HalpaBJIEHbI 3aIIPOCHI U MOJIyY€Ha 3anpaliuBaemas nHpopmarus),
OCYILIECTBJISIEMO:

OpraHu3anusaMH, 3a HCKIIOUYCHHEM OpraHI/IBaHI/Iﬁ OIITOBOM TOPTOBJIM JICKAPCTBCHHBIMHA
cpeacrBamMu il MCIUIUHCKOI'O IPUMCHCHUS U alITCUYHBIX opraHmauHﬁ, IIOABCAOMCTBCHHBIX
q)el[epaJ'IBHBIM opraHamM HCITOJIHUTEILHOMN BJIaCTH,

VHIMBHTyJIbHBIMH [TPEANPHHAMATEIISIMHY;
(mm. "6" B pen. IlocranoBnenus [IpaButenscTBa PO ot 23.09.2016 N 956)

B) OpraHbl HCIIOJHUTEIHHON BIIacTH CyObeKTOB Poccuiickoii denepanun - B 4aCTH
JeSITENIbBHOCTH, OCYIIECTBIIIEMO B cpepe oOpallieHus JIeKapCTBEHHBIX CPEICTB IS
MEAMIIMHCKOTO IPUMEHEHHUS (32 UCKIIIOYEHUEM JIUIIEH3UPOBaHuUs (apMalleBTHUECKON
JeSTeTLHOCTH B YaCcTH, OCyIecTBIsseMon DeepaibHON Ci1y»)00i 1Mo Haa30py B chepe
31paBOOXPAHEHU).

(B pea. IlocranoBnenus IIpaButenscrea PO ot 04.09.2012 N 882)

4. Couckarenp JUIEH3UH JIJIST OCYIIECTBICHUS (hapMalleBTHUECKOM JIEATeTbHOCTH JOIKEH
COOTBETCTBOBATH CIIEAYIOLIUM JIUIIEH3UOHHBIM TPEOOBAHUSIM:

a) HaJTM4Ke MOMEIEHUH 1 000pYA0BaHUS, TPUHAISKAIINX €My Ha TIpaBe COOCTBEHHOCTH WU
HA MTHOM 3aKOHHOM OCHOBAaHMH, HEOOXOJUMBIX JIJIsl BBIIIOJIHEHUS padoT (yCayr), KOTOphIE
COCTaBISAIOT (hapMalleBTHUECKYIO AESITebHOCTh, COOTBETCTBYIOIIUX YCTAHOBICHHBIM
TpeOOBaHUSM (32 UCKIIFOUEHHUEM MEIUIIMHCKUX OPTaHU3aIMii 1 000COOIEHHBIX TOIpa3AeeHui
MEJUIIMHCKUX OpTaHU3aInii);

0) HaTMYue y MEITUIIMHCKON OPraHU3alliy - COMCKATENs JIMIICH3UN JTUIIEH3UH Ha OCYIIECTBICHNUE
MEJINIMHCKON JIeITENLHOCTH;

B) HAJIMYHUE Y PYKOBOJUTEIISI OPraHU3alluy (32 UCKIIFOUYCHHEM METUIIMHCKUX OpraHu3aiui),
JeATEIbHOCTh KOTOPOT'O HEMOCPEACTBEHHO CBA3aHa C OIITOBOM TOPrOBIIEH JIEKAPCTBEHHBIMU
CpeACTBaMH, UX XpaHEHHEM, IIEPEBO3KON U (WJIM) pO3HUYHON TOProBIIEH JIEKapCTBEHHBIMHU
IpenapaTramu, UX OTIIYCKOM, XPaHEHUEM, IEPEBO3KON U U3TOTOBIICHUEM:

JUTSL OCYLIECTBIICHUS (hapMalleBTHUECKOH JeITeIbHOCTH B cdepe 0OpalieHust JeKapCTBEHHbBIX
CPEACTB ISl METUITTHCKOTO TIPUMEHEHUS - BBICIIIETO (papManeBTUIeCKOTO 00pa30BaHUs U CTaXka
paboTHI TIO CIIEIMAIBHOCTH HE MeHee 3 JieT o cpemHero papMarneBTHIECKOro 00pa3oBaHus U
cTaxka paboTBHI 10 CIIEUATILHOCTH HE MEHee 5 JIeT, cepTu(duKara CrenuanucTa;

JUISL OCYILIECTBIICHHS (papMalieBTUUECKOM NesTeTbHOCTH B chepe oOpalieHns JIeKapCTBEHHbBIX
CPEACTB Il BETEPUHAPHOTO IIPUMEHEHUS - BBICILIETO UM CPEeTHEro (hapMareBTHIECKOro J1u0o



BBICILIETO WJIM CPEIHET0 BETEPUHAPHOTO 00pa30BaHus, CTaka pabOThI MO CHEIUATIbHOCTH HE
MeHee 3 JieT, cepTu(urKara CrenranamucTa;

F) HAJIN4YUC Y MHAUBUAYAJIbHOI'O NIPECAIIPUHNUMATCIIA:

JUISL OCYLIECTBIICHUS (DapMalleBTHUECKOM 1eATeIbHOCTH B cdepe oOpalleHus JeKapCTBEHHbBIX
CPEICTB AJIl MEAUIIMHCKOTO MIPUMEHEHHUS - BhICIIETO (hapMalleBTUYECKOT0 00pa30BaHUs U CTaXKa
paboThI MO CIIeNUaTbHOCTH HE MeHee 3 JIeT Wi cpeHero (hapmalieBTH4ecKoro oopa3oBaHust U
cTaxka paboTHI 10 CTIEUATILHOCTH HE MEHee 5 JIeT, cepTh(]uKaTa CrennuanucTa;

JUISL OCYILIECTBIICHUS (papManieBTUUECKOH eI TeNbHOCTH B chepe oOpalieHns JeKapCTBEHHbBIX
CPEACTB IJIsl BETEPUHAPHOTO IIPUMEHEHHS - BBICILIETO WM CPETHET0 (hapMaleBTHIECKOro Jrbo
BBICLIETO MJIM CPEHEr0 BETepUHApHOro 00pa3oBaHus, cepTu(uKaTa CleuaaucTa;

1) HaJIM4Ke y COMCKATeNs JUICH3UN paOOTHUKOB, 3aKIIOYUBIINX C HUIM TPYJOBBIE JOTOBOPHI,
JESTEIbBHOCTh KOTOPBIX HEMOCPEACTBEHHO CBSI3aHA C ONTOBOM TOPTOBIIEH JIEKAPCTBEHHBIMU
CpEICTBAMU, UX XpaHEHUEM U (WJIN) POZHUYHOU TOPTOBJIEH IEKapCTBEHHBIMU TperapaTaMu, UxX
OTIyCKOM, XpaHEHUEM U U3TOTOBJICHUEM, UMEIOIIIHNX:

JUTSL OCYILIECTBIICHHS (papMarieBTUIECKOH e TeNbHOCTH B chepe oOpanieHns JTeKapCTBEHHBIX
CPEACTB Il MEIUIITHCKOTO IPUMEHEHUS (32 UCKITF0UeHUEM 000COOIEHHBIX MOIpa3IeIeHUi
MEIUIIUHCKIX OPTaHU3aIHii) - BBICIIEE WK CpeaHee apMalleBTUYeCKoe 00pa3oBaHue,
cepTuduKaT crienuanmucra;

AJI1 OCYIICCTBIICHU A (bapMaHeBTquCKOﬁ ACATCIIBHOCTH B C(bepe O6paH_IeHI/I$I JICKapCTBCHHbBIX
CpCACTB AJIsI MCAUIUHCKOI'O ITPUMCHCHUS B 000C00JIEHHBIX noApa3aACICHUAX MCAUIUHCKUX
OpFaHI/I3aHHI>'I - JOINIOJJHUTCIIbHOC HpOCI)eCCI/IOHaJ'ILHOC o6pa30BaHHe B 4aCTHU p03HI/I‘-IHOI71
TOPrOBJIN JICKAPCTBCHHBIMU IIPCIIapaTaMu IJId MECAULIUHCKOTO ITPUMCHCHUS ITPU HAJIMYHWHU ITpaBa
Ha OCYHICCTBJICHUC MEIUITTHCKON ACATCIIBHOCTH

JUISL OCYLIECTBIIEHUS (DapMalleBTHUECKOH 1eATeIbHOCTH B cepe oOpallieHns JeKapCTBEHHbIX
CPEJICTB /JIsl BETEpUHAPHOTO IPUMEHEHHUSI - BhICILIEE WK CpeHee papMalieBTHIecKoe 100
BBICIIEE WK CPEJHEE BETEpUHAPHOE 00pa30BaHKe, CEpTU(PUKAT CIICIIUAIKCTA.

5. JIunen3unar mis OCYIICCTBJICHUA (I)apMaHeBTquCKOﬁ ACATCIbHOCTH JOJDKCH COOTBECTCTBOBATH
CICOYIOMUM JIMICH3NOHHBIM TpC6OBaHI/I$[MI

a) HaJIM4Ke NOMEILEeHUI U 000pyAOBaHUS, TPUHAUICKAIINX EMY Ha MpaBe COOCTBEHHOCTH WU
Ha MHOM 3aKOHHOM OCHOBAHMM, HEOOXOJUMBIX JIJIsl BBIIIOJIHEHUS paldoT (yciyr), KOTOphIE
COCTaBJISIOT (hapMalleBTUUECKYIO AESITeIbHOCTh, COOTBETCTBYIOIINUX YCTAHOBIEHHBIM
TpeOOBaHUAM (32 UCKIIIOUEHHUEM MEIULUHCKUX OpraHu3aluii 1 000COOJIEHHBIX NOIpa3AeIeHui
MEAMIMHCKUX OpraHu3aIuii);

6) HaJIM4YueC y MEIUITUHCKOM OopraHu3aluviu - JIMICH3UATa JIMOCH3WHU Ha OCYIICCTBJICHUC
MG}IHHHHCKOﬁ JACATCIIbHOCTH,

B) COOJIIOICHNUE JIUIIEH3UATOM, OCYILECTBIISIOLINM ONTOBYIO TOPTOBIIO JEKAPCTBEHHBIMU
CpeICTBAMU:

JUTSL METUITUHCKOTO TIPUMEHEHHSI, - TpeOoBaHwmii ctaTeit 53 u 54 denepanbHoro 3akoHa "O06
oOpalleHnH JIeKapCTBEHHBIX CPEJCTB", TPABHII ONITOBOM TOPTOBIIN JI€KAPCTBEHHBIMH
CpeacTBaMu AJis MEIUIIMHCKOTO TPUMEHEHUS, TPABUJI PETUCTPALIMH OIlepalluii, CBA3aHHBIX C
oOpaileHrneM JICKApCTBEHHBIX CPEJCTB JIJIsl MEIUIIMHCKOTO TPUMEHEHHSI, BKIIIOUYCHHBIX B
MepeveHb JIEKAPCTBEHHBIX CPEACTB JJIsi MEUIIMHCKOTO MPUMEHEHHU S, MOJIJIXKAIIUX TPEAMETHO-



KOJIMYECTBEHHOMY YYETY, B CIIELUAIIbHBIX JKYPHAJIaX y4yeTa Olepalnii, CBSI3aHHBIX C
oOpallleHueM JIEKapCTBEHHBIX CPEJCTB /I MEAULIMHCKOIO IPUMEHEHUS, IIPAaBUJl BEACHUS U
XpaHEHHS CHEeIHATbHBIX )KYPHAJIOB yUeTa Ollepaluii, CBA3aHHBIX ¢ 00paleHHeM JIEKapCTBEHHBIX
CPEICTB AJIl MEAULIMHCKOIO IPUMEHEHHUS], U YCTAHOBJIEHHBIX IIPEJEIbHBIX Pa3MEPOB ONTOBBIX
Ha/10aBOK K (DAaKTHYECKUM OTITYCKHBIM LIEHAM MTPOM3BOANUTENICH HA JIEKAPCTBEHHBIE IPENapaThl,
BKJIIOUEHHBIE B [IEPEUEHb )KU3HEHHO HEOOXOUMBIX M BaKHEHIIIHNX JICKAPCTBEHHBIX MPENapaTos;

(B pen. Ilocranosnenus IIpaButenscrBa PO ot 15.04.2013 N 342)

JUISl BETEPUHAPHOTO MPUMEHEHHSI, - TpeOboBaHuit crareit 53 u 54 denepanbHoro 3akona "O6
00pallleHUH JIEKaPCTBEHHBIX CPEACTB" U MPABUII ONTOBOU TOPTOBJIM JIEKAPCTBEHHBIMU
CpeICTBAaMU /JIsl BETEPUHAPHOTO IPUMEHEHHUS,

T') COOJIIO/ICHHE JIMIIEH3UATOM, OCYIIECTBIISIOIINM PO3HUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMH
npenapaTamu JUisi MEIUIUHCKOTO IPUMEHEHUS:

anTEeYHbIMH OpPraHU3alUsIMU, HHAUBUIYaTbHBIMU MIPEANPUHUMATENSIMHU, UMEIOIIMMU JIUIIEH3UIO
Ha OCYIIECTBJICHHE (DapMaIleBTUUECKON AESITETbHOCTH, - IPaBUII OTIIYCKa JIEKAPCTBEHHBIX
IpenapaToB JUisi METUIIUHCKOTO MPUMEHEHHS alTeYHbIMU OPTaHU3AIUSIMH, UHIUBUAYATbHBIMU
IpeaIpUHUMATEISIMU, UMEIOIIMMU JIMLIEH3HIO Ha OCYIIECTBIIEHUE (apMalleBTUYECKOM
JeSITEIIbBHOCTH, ITPaBUJI OTITYCKa HAPKOTUYECKUX CPE/ICTB U IICUXOTPOIHBIX BEILECTB,
3aperucCTpUPOBAaHHBIX B KAUECTBE JIEKAPCTBEHHBIX IPENapaToB, JIEKAPCTBEHHBIX IIPENapaToB,
CoJIepKalIiX HApKOTUYECKUE CPEACTBA U IICUXOTPOIHBIE BELLIECTBA, IPAaBUJI PETUCTPaLUU
orepanuii, CBSI3aHHBIX C 00OpaIIeHUEM JIEKApPCTBEHHBIX CPEJCTB AJIs MEAULIMHCKOIO
IPUMEHEHHUS, BKIIIOUEHHBIX B [IEPEUYCHb JICKAPCTBEHHBIX CPEICTB ISl MEJUIIMHCKOTO
MPUMEHEHHUS, TIOJIeKAIINX TPEIMETHO-KOJIMUYECTBEHHOMY YUETY, B CIIEIIMANIbHBIX XKypHajax
yueTa orepalyii, CBI3aHHbIX C 0OpaIIeHUEM JIEKapCTBEHHBIX CPEJICTB AJI MEAUIIMHCKOTO
NPUMEHEHHUS, IPABUJI BEACHUS U XpPaHEHUS CHEIMAJIbHBIX )KYPHAJIOB YUeTa omnepanui,
CBSI3aHHBIX C 00pallleHNEM JIEKAPCTBEHHBIX CPEJCTB AJIsl MEAUIIMHCKOTO TPUMEHEHHUS,
TpeboBaHuit yactu 6 ctarbu 55 denepanbHoro 3akoHa "OO6 oOpalleHNH JIEKapCTBEHHBIX
CpeACTB" M yCTAaHOBJICHHBIX MPEJENbHBIX Pa3MEPOB POSHUYHBIX Ha10aBOK K (PAKTHUUYECKUM
OTITYCKHBIM LI€HaM IIPOM3BOJUTEIIEH Ha JIEKAPCTBEHHBIE MPENapaThl, BKIFOYEHHBIE B IEPEUYEHD
YKU3HEHHO HEOOXO/IMMBIX U Ba)KHEHUIINX JIEKaPCTBEHHBIX MTPENapaToB;

(B pexn. ITocranosnenus IIpaBurensctea PO ot 15.04.2013 N 342)

MCIUIIUHCKUMHA OPraHu3alusiMu, 000Cc00JIEHHBIMHA nmoapasaACIICHUAMA MEIUIUHCKHUX
opraHmauHﬁ - [IpaBHJI OTIIYCKaA JICKAPCTBCHHBIX MPCIapaToB I MEAUIUHCKOTIO IPUMCHCHH A
MEIUIUHCKUMH OPTaHU3aIUSIMHI U 000COOJICHHBIMU MOPA3/IEIEHUSIMI MEAUIIMHCKUX
OpraHu3aluii;

1) coOIII0/IeHHE JUIIEH3UATOM, OCYIIECTBIISIOIINM PO3HUYHYIO TOPTOBIIIO JEKAPCTBEHHBIMU
npernapaTamy Ui BeTepUHApHOTO IpUMEHeHUs (BeTepuHapHas anTeyHas OpraHnu3aius,
BETEpUHAPHAs OpPTaHU3allNs, UMEIoLIasl JIMIEH3MIO Ha OCYILECTBIEHUE (papMalleBTUYECKOM
JIeATEIbHOCTH, MHIUBUAYAIbHBIN PETPUHUMATENb, UMEIOLIUH JIMIIEH3NUIO Ha OCYILIECTBIICHHUE
(bapMaleBTUYECKOM 1eATENbHOCTH ), TPABHJI OTITYCKa JIEKAPCTBEHHBIX MIPENapaToB 1Jis
BETEPUHAPHOT0 IPUMEHEHUS, IIPABUII OTIYCKA HAPKOTUYECKUX CPEJCTB U IMICUXOTPOIHBIX
BEIL[ECTB, 3APETUCTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX IPENAapaTOB, JIEKAPCTBEHHBIX
[IPENapaToB, COACPKALIUX HAPKOTUUECKHUE CPEIACTBA U IICUXOTPOIIHBIE BEILIECTBA;

€) coOMI0IeHNE TUIICH3UATOM, OCYIIICCTRIISIONIAM U3TOTOBJICHHE:



JICKApPCTBCHHLBIX MNPEIapaToB A1 MCAUIIUHCKOI'O IPUMEHCHMU, - IIPABUJI U3TOTOBJICHUSA U
OTIIYCKa JICKAPCTBEHHBIX IIPCIapaToB JJIA MCAUIUHCKOI'O IIPUMCHCHHNA

JICKAPCTBCHHLIX NPCapaToB JJIs1 BETCPUHAPHOI'O IPUMCHCHUA, - IPAaBUJI U3IrOTOBJICHUA U
OTIIYCKa JICKAPCTBEHHBIX IPECIapaTOB AJIA BETCPUHAPHOI'O IIPUMCHCHUS

K) cobmoaenue TpedboBanmii cratbu 57 denepanbHoro 3akona "O06 oOpalieHnH JeKapCTBEHHBIX
cpeacts';

3) COGJ’IIOI[CHI/IC JUMIEH3UATOM, OCYIICCTBIIAOIINM XPAaHCHUC!

JICKAPCTBCHHEBIX CPCACTB IJIsI MCAUIIMHCKOI'O IIPUMEHECHU A, - IIpaBUJI XpaHCHUS JICKAPCTBCHHBIX
CpCACTB IJIA MCAUIIUHCKOI'O IPUMCHCHMA

JICKAPCTBCHHLIX CPCACTB AJIsI BETCPUHAPHOTO IIPUMCHCHUS, - IIPABUJI XPAHCHUA JICKAPCTBCHHBIX
CpPCACTB AJIs1 BETCPUHAPHOI'O IIPUMCHCHU S

1) HaJTU4Ke y PYKOBOJUTEISI OpPraHU3aIUH, JeSTEIbHOCTh KOTOPOrO HEMOCPEICTBEHHO CBsI3aHa C
OTITOBOIl TOProBIIEH JEKAPCTBEHHBIMH CPEICTBAMU, UX XPaHEHUEM, IEPEBO3KON U (HJIIH)
PO3HUYHOM TOProOBJIEH JIEKAPCTBEHHBIMU IIPENapaTaMu, UX OTIIYCKOM, XPAHEHUEM, IEPEBO3KOM
Y U3TOTOBJICHHEM (32 UCKITIOUEHUEM METUIIMHCKUX OpPTaHU3aIni):

JUTSL OCYIIECTBIICHUS (DapMaIleBTHUSCKOM IeATEeIHLHOCTH B chepe oOpalieHus JeKapCTBEeHHBIX
CpCACTB AJId MCAUIUHCKOT'O IIPUMCHCHUS - BBICILICTO Q)apMaHCBTI/I‘-IeCKOI‘O 06pa303aHHs{ " CTaxa
paboThI 1O CIEIUATBHOCTH HE MEHee 3 JIeT JIM00 CpeHero apMareBTUYeCKoro 00pa3oBaHus U
cTaxka pabOoTBHI 110 CIIEUAILHOCTH HE MEHee S5 JIeT, cepTH]HKaTa ClelualncTa,

JUTSL OCYIIECTBIICHUS (hapMarleBTHUECKOM JAeITeIbHOCTH B cepe oOpalieHus JeKapCTBEeHHbBIX
CPEICTB /AJIsl BETEPUHAPHOTO MMPUMEHEHHUSI - BBICILIETO WJIM CpeIHEro (hapMarieBTHUYECKOro 0o
BBICIIIETO WJIM CPEIHET0 BETEPHHAPHOTO 00pa30BaHus, CTaka pabOTHI MO CHEIMAIbHOCTH HE
MeHee 3 JieT, cepTuduKara CrelnnaimucTa;

K) HaJIMYUC Y UHAUBUAYAJIbHOT'O IPECAIIPUHNUMATCIIA:

JUISL OCYLIECTBIIEHUS (DapMalleBTHUECKOH 1eATeIbHOCTH B cepe oOpallieHns JeKapCTBEHHbIX
CPEACTB Il METUIIMHCKOTO IIPUMEHEHUS - BBICIIETO (papMalleBTUYECKOT0 00pa30BaHUs U CTaxka
paboThI IO CHELUATBLHOCTH HE MEHee 3 JIeT UIIH cpeHero (papManeBTHYeCKoro oopa3oBaHus U
CTaka pabOoTBHI 110 CIIENUAIILHOCTH HE MeHee 5 JIeT, cepTU(UKaTa CIEeLUaINCTa;

JUTSL OCYIIECTBIICHUS (hapMaIleBTHUECKOM IeATeIbHOCTH B cdepe oOpalieHus JeKapCTBEeHHbBIX
CPEJICTB JIJIsl BETEPUHAPHOTO MPUMEHEHHS - BBICIIIETO WK CPEIHETO (hapMarieBTUYECKOro JTU00
BBICIIIETO WJIM CPETHEr0 BETEPHUHAPHOTO 00pa3oBaHusl, cepTU(UKaTa CIICIHANCTA;

J'I) HAJIN4YHUC Yy JIUICH3UAaTa pa6OTHI/IKOB, 3aK/IFOYMBIINUX ¢ HUM TPYAOBBIC TOTOBOPEI,
ACATCIIBHOCTD KOTOPBIX HEIMMOCPCACTBCHHO CBA3aHa C OIITOBOM TOpFOBJ’ICfI JICKAapCTBCHHBIMU
CpeacTBaMu, UX XpaHCHUEM U (I/IJ'II/I) pOBHH‘IHOfI TOpFOBHCﬁ JICKApCTBCHHBIMU IIpCIiapaTaM, UX
OTIIYCKOM, XpPaHCHHUEM U U3TOTOBJICHUEM, UMCIOIINX

JUTSL OCYIIECTBIICHUS (hapMaIleBTHUECKOM IeATeIhbHOCTH B cdepe oOpalieHus JeKapCTBEHHbBIX
CPEJICTB JIUTS MEIMIIMHCKOTO IPUMEHEHHUS (32 UCKITFOYCHHEM 000COOICHHBIX ITOIpa3 IeICHHMA
MEMIIMHCKIX OpTaHM3aIlHii) - BBICIIICEe WU cpeaHee (papMarieBTHIecKoe 00pa3oBaHue U
cepTuduKaT crienuanmucra;

JUISL OCYILIECTBIICHHS (papMalleBTUUECKOM NesTeTbHOCTH B chepe oOpalieHns JIeKapCTBEHHBIX
CPEACTB Il MEIUIIMHCKOTO IPUMEHEHHUS B 000COOJIEHHBIX MOIPa3ACICHUAX METUIIMHCKUX



OpraHu3aIii - TOTIOJTHUTEIIEHOE TPOPECCHOHATFHOE 00pa30BaHKE B YaCTH POSHUYHOMN
TOProOBJIK JICKAPCTBCHHBIMU NpCriapaTtaMu Uil MEAUIIUMHCKOTO NPUMCHCHUS ITPU HAJIMYUU IIpaBa
Ha OCYIICCTBICHUE MEIUIIMTHCKOHN 1A TEIIbHOCTH;

JUISL OCYILIECTBIICHHS (papMalieBTUUECKOH e TeNbHOCTH B chepe oOpalieHns JeKapCTBEHHbBIX
CPEZACTB Il BETEPUHAPHOI'O IPUMEHEHHUS - BBICILIEE UIIH cpeHee (papMaleBTHIecKoe 100
BBICIIIEE MJIM CPE/IHEE BETEPHHAPHOE 00pa30oBaHue, CEpTU(UKAT CIIELUAINCTA;

M) MOBBINICHUE KBAUTH(UKAIIUH CIICITHATUCTOB C (hapMaleBTHUYECKUM MM BETEPUHAPHBIM
oOpasoBanuem He pexe 1 paza B 5 jer.

6. OcymecTBiieHue papmManeBTUIECKOM NeATETLHOCTH C TPYOBIM HApYIICHUEM JTUIICH3HOHHBIX

TpeOoBaHU BIICUET 32 COO0M OTBETCTBEHHOCTh, YCTAHOBJIEHHYIO 3aKOHOATEIbCTBOM

Poccuiickoit @enepanuu. [Ipu 3TOM 1o rpyObIM HapyIIEHHEM MOHUMACTCS HEBBITIOJIHEHUE
nn

JUIEH3UATOM TPeOOBaHUM, IPETyCMOTPEHHBIX MOANMYHKTaMH "a" - "3" myHKTa 5 HACTOAIIETO
IHonoxenus.

7. Jlns monyueHus JIMLEH3UH COMCKATelb JIMIICH3UH HAIIPABIISIET WM MIPEICTABIISET B
JTUIECH3UPYIOLINI OpraH 3asBlIeHUE U TOKYMEHTHI (KOMUU JOKYMEHTOB), YKa3aHHbIE B yacTH | u
nyHkTax 1, 3 u 4 yactu 3 crateu 13 DenepanbHoro 3akoHa "O TUIEH3UPOBAHUH OTIACIBHBIX
BHUJIOB J€ITEIILHOCTH", a TAKXKeE:

a) CBEJICHUS O HAJIMYMU JIMLIEH3UH Ha OCYIIECTBICHUE MEIULIUHCKOMN 1eATENbHOCTH (IS
MEAMLIMHCKUX OpraHu3aluii);

0) KoMK JOKYMEHTOB, OATBEPKIAIOLINX HAJTMYUE Y COMCKATENs JUICH3UH Ha IIpaBe
COOCTBEHHOCTHU WJIM HA MHOM 3aKOHHOM OCHOBAaHMM HEOOXOAUMBIX JUIsl OCYIIECTBICHUS
(apMarieBTUYECKOH 1eATEIbHOCTH 000PYAOBAaHHS U IOMEIIEHUH, COOTBETCTBYIOIIUX
YCTaHOBJICHHBIM TpeOOBaHUIM, ITpaBa Ha KOTOPbIE HE 3aperucTpupoBanbl B EquHoM
roCy/1apCTBEHHOM pEecTpe MpaB Ha HEJBMKMMOE UMYIIIECTBO U CIIEJIOK C HUM (B CIy4yae eciiu
TaKHe MpaBa 3aperUCTPUPOBAHBI B YKa3aHHOM PEECTpE - CBEJCHUS 00 3THUX MOMEIICHUSIX) (3a
UCKJIIOYEHHEM MEIUIMHCKUX OpraHu3aluii, 000Co0JEeHHBIX MOAPa3IeIeHUA MEIUIIMHCKUX
opraHu3aiui);

B) CBEJICHMS O HAJIMYUH CAHUTAPHO-3IUAEMUOIOTHYECKOT0 3aKJIFOUEHHS O COOTBETCTBUHU
HOMeIIeHUH TpeOOBaHUAM CAHUTAPHBIX MPaBUII (32 UCKIFOYEHUEM MEAMIIMHCKUX OpraHu3aluii,
000C00JIeHHBIX TOpa3IeIeHHH MEAUIMHCKUX OPTaHU3alHii), BBIAAHHOTO B YyCTAHOBJIEHHOM
MOPSIZIKE;

T') KOIIUU JOKYMEHTOB O BBICHIEM MJIU CpeHEM (papMalieBTHYeCKOM 00pa30BaHUU U
cepTU(UKATOB CHEUANNCTOB - JJI OCYIIECTBIIEHUS (hapMalleBTUUECKO 1eATeIbHOCTH B cepe
oOpallieHus JIeKapCTBEHHBIX CPEJICTB AJIsi MEAUIIMHCKOTO IPUMEHEHHUS (32 UCKIIOYEHUEM
000CO0JIeHHBIX MOJpa3IeICHII MEAUIIMHCKUX OpraHU3aIHi);

1) KOIIMH JOKYMEHTOB O JIOTIOJTHUTEIBHOM MPO(GECCHOHATLHOM 00pa30BaHUU B YaCTH
PO3HUYHOI TOProBIIM JIEKApCTBEHHBIMU NIpENapaTaMy JJIsl MEAULIMHCKOIO IPUMEHEHNUS U O
HaJIMYMU NPaBa Ha OCYILECTBICHUE MEJUILIMHCKOM IEATENBHOCTH - U1l OCYILIECTBIICHUS
(bapMmalieBTUYECKOH IeATEILHOCTU B cpepe oOpalieHust JeKapCTBEHHBIX CPEACTB IS
MEAMIMHCKOTO MTPUMEHEHUS B 000CO0IEHHBIX MOIPa3IeNIEHUAX METUIIMHCKUX OpraHu3alnii;

€) KOIHUU JOKYMEHTOB O BBICIIEM WJIM CpeHEM (papMalleBTUYECKOM JTMOO0 BHICILIEM HIIM CPETHEM
BETEPUHAPHOM 00pa30BaHUU U CEPTU(PHUKATOB CIICUATUCTOB - IJISl OCYILIECTBICHHS



(dhapmareBTUUeCKON JesATeILHOCTH B chepe 0OpalieH s JICKapCTBEHHBIX CPEICTB JIJIs
BETCPUHAPHOTO IPUMCHCHHS;

)K) KOIIMU JOKYMCHTOB MJIK 3aBECPCHHLIC B YCTAHOBJICHHOM IOPAAKE BBIIIMUCKH U3 TOKYMCHTOB,
KOTOPBIC B ClIydasaX, NPCAYCMOTPCHHBIX HACTOAIIHUM HOJIO)KCHI/ICM, MOATBCPXKAAOT HAJIMIUC
HCOGXOI[I/IMOFO CTaxa pa6OTI)I I10 CIICHMUAJIBHOCTHU Y PYKOBOJUTEIIA OpraHru3anuu,
HHIUBUAYAJIBHOI'O MPCANIPUHUMATCIIA.

8. Ilpu HamepeHnun ocylIecTBIATh (apMalleBTUUECKYIO AEATEIbHOCTD MO aapecy, He
YKa3aHHOMY B JIMIICH3UH, B 3asBJICHUU O epeo(GOpMIICHUH JIULICH3UH JTUICH3UAT YKa3bIBaeT
3TOT aJpec, a TAK)Ke MPEJICTaBIISIET:

a) CBEJICHUS, COJIepKalllie HOBBIM aJpec OCYIIEeCTBICHHs (apMaIleBTUUECKON ACATEIbHOCTH,

0) KoMK JOKYMEHTOB, HOATBEP K IAIOIINX HAJIMUYUE Y JUIIEH3MaTa Ha IpaBe COOCTBEHHOCTH UJIH
Ha MHOM 3aKOHHOM OCHOBAaHUHU HEOOXOIUMBIX ISl OCYLIECTBICHUS (hapMalleBTHUECKOM
JeSITeIbHOCTH 110 YKa3aHHOMY HOBOMY aJipecy 000pyAOBaHUs U OMEIIECHUH,
COOTBETCTBYIOLMX YCTAaHOBJICHHBIM TPEOOBAHUSAM, [IpaBa Ha KOTOPbIE HE 3apErUCTPUPOBAHBI B
EnnHoM rocynapcTBeHHOM peecTpe IIpaB Ha HEJBMXKHMOE UMYIIECTBO U CAEJIOK C HUM (B
Cllydae €ciM TaKue IpaBa 3aperuCTPUPOBaHbl B YKa3aHHOM PEECTPE - CBEICHUS 00 3TUX
MOMEIICHUSX ) (32 UCKITFOYEHUEM MEANIIMHCKUX OpraHu3aInii, 000COOICHHBIX TOpa3IeICHHUA
MEIUIUHCKUX OpraHu3alHii);

B) CBEJICHMS O HAJIMYMH BBICLLIETO WIM CPeJHEro (hapMaleBTHUYECKOro 00pa3oBaHus U
CepTU(PHUKATOB CIELUAINUCTOB - Il pAOOTHUKOB, HAMEPEHHBIX OCYILECTBIISAThH
(bapMaleBTUYECKYIO AEATEIbHOCTD B cepe 0OpalleHus JIEKapCTBEHHBIX CPEJCTB IS
MEIUIUHCKOTO MPUMEHEHNUs TI0 YKa3aHHOMY HOBOMY aJpecy (3a HCKJIIOUEHHEM 000COOIEHHBIX
NoJipa3/iesIeHni MEIUIIMHCKUX OpraHu3aluii);

') CBEJICHUS O HAJIMUUU JIONOJHUTEIBHOTO MPOPECCHOHANTBHOIO 00pa30BaHUs B UaCTH
PO3HUYHOM TOPTOBJIM JIEKAPCTBEHHBIMU MpenapaTaMu AJisi MEAUIIMHCKOTO MPUMEHEHUS U O
HaJIMYUU NpaBa Ha OCYILECTBICHHE MEIUIIMHCKOMN NeSTEIbHOCTH - JUIsl paAOOTHHUKOB,
HaMEPEHHBIX OCYIIECTBIAThH (hapMalleBTUUECKYIO AEITEIbHOCTD B chepe oOpalieHus
JIEKapCTBEHHBIX CPE/ICTB I MEJUIIMHCKOTO IPUMEHEHUS B 000COOIECHHBIX MOAPa3IeICHHIX
MEAMIMHCKUX OpraHU3aliil 10 YKa3aHHOMY HOBOMY aJpecy;

) CBE/IEHUS O HAJIMYMU BBICIIETO WM CPEIHEro (papMarieBTUYECKOro JIMO0 BBICIIETO WIIH
CPEIHEro BeTepUHApHOr0 00pa30BaHMs U CEPTUPHUKATOB CIELUAINUCTOB - ISl pAOOTHUKOB,
HaMEPEHHBIX OCYIIECTBIAThH (papMalleBTUYECKYIO AEATEIBHOCTD B cepe oOpalieHus
JIEKapCTBEHHBIX CPEJICTB I BETEPUHAPHOTO MPUMEHEHHUS 110 YKa3aHHOMY HOBOMY aJIpecy;

€) CBEJICHUS O HAIMYUU CAHUTAPHO-IIUIEMUOTIOTHIECKOTO 3aKITIOYEHUS O COOTBETCTBUU
MOMEIICHUH TI0 YKa3aHHOMY HOBOMY aJipecy TpeOOBaHUSAM CAHUTAPHBIX MPaBUII (3a
HCKITFOYCHHEM MEJIUIIMHCKUX OpraHU3aIHi, 000COOJICHHBIX TOIpa3IeIeHIUI MEIUITHHCKUX
OpraHu3alii), BBIJAHHOTO B YCTAHOBJIICHHOM IMOPSIKE.

9. Ilpu HaMepeHUH BBHITIOTHATH HOBBIE pa0OOThI, OKA3bIBATh HOBBIE YCIYT'H, COCTABIISIONINE
(dapMaleBTUUECKYIO IeITeITbHOCTD, PaHEee HE YKa3aHHbBIE B JIMIICH3HH, JIUIICH3UAT B 3asIBJICHUU O
nepeoOpMIICHUH JTUIICH3UU YKa3bIBAET:

a) B cepe oOpalieHus JICKapCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TPUMEHEHUS (32
UCKITIOYCHHEM MEePEBO3KH JICKAPCTBEHHBIX CPEICTB):



CBEJICHHUS O COCTABJIIONINX (papMarieBTUICCKYIO AeATEILHOCTh HOBBIX paboTax (yciyrax),
KOTOPBIC JTUIICH3UAT HAMEPEH BBITOJIHATH (OCYILIECTBIISATH);

CBEJICHUS O HAJIMYMU BBICIIETO MM CPEIHEro papMarieBTUIeCKOro 00pa3oBaHus U
cepTu(UKATOB CIEIUAINCTOB - i1 PpAOOTHHUKOB, HAMEPCHHBIX BBITIOJIHSATE (OCYIIECTBIISITH)
HOBBIC pabOTHI (YCIyTH), 32 HCKIIFOYCHHUEM 000COOIEHHBIX MOAPA3ACICHUN METUITMHCKUX
OpraHu3alui;

CBEJIEHUS O HAJTMYUU HEOOXOMMOIo 000PYA0BaHUS, COOTBETCTBYIOIIETO YCTaHOBIEHHBIM
TpeOOBaHUAM, a TAK)KE CAHUTAPHO-3IUIEMUOJIOIMYECKOT0 3aKIIFOYEHUSI O COOTBETCTBUU
MOMEIIEHUH, ITpeTHa3HAauYCHHBIX ISl BBIMOJIHEHHS (OCYIIIECTBICHHS) HOBBIX padoT (yciyr),
TpeOOBaHUSAM CAaHUTAPHBIX MPABUI (32 UCKIIOUEHUEM MEIUIIMHCKUX OpraHu3alui,
000CO0JICHHBIX TOPa3AeICHII MEAUIMHCKIX OPTaHU3aIHi1), BBIAAHHOTO B YyCTAHOBJICHHOM
HOpSJIKE;

0) B chepe oOpareHusI ISKAPCTBEHHBIX CPEICTB ISl BETEPUHAPHOTO MIPUMEHEHUS:

CBEICHHMSI O COCTABJISIONINX (hapMalleBTHUECKYIO ASSITENFHOCTh HOBBIX padoTax (yciayrax),
KOTOpBIE JIMIIEH3UAT HAMEPEH BBITIOJIHATH (OCYIIECTBIIAT);

CBEJICHHMSI O HAJIMYMH BBICIIETO WU CPEAHETO (papMareBTUIECKOro JMO0 BBICIIETO HIIH
CpeIHET0 BETCPUHAPHOTO 00pa30BaHUS M CEPTHU(PHUKATOB CIICIIUATMCTOB - ISl pA0OTHUKOB,
HAMEPEHHBIX BBHIMOJIHATH (OCYIIECTBISATH) HOBBIE paOOTHI (YCIyTH);

CBEJICHUS O HAJIMYMU CAHUTAPHO-3MUIEMUOJIOTHYECKOTO 3aKJIFOYEHUS O COOTBETCTBUHU
MOMEILEHUH, TPeHa3HAUYCHHBIX JJISl BBIMOIHEHUS (OCYIIECTBICHUS ) 3asBJICHHBIX HOBBIX paboT
(ycayr), TpebOBaHUSAM CAHUTAPHBIX MPABUJI, BBIIAHHOTO B YCTAHOBJICHHOM MOPSIIKE.

10. Ilpu npoBeneHNM MPOBEPKU CBEEHUI, COAEPKAILUXCS B PEACTABIEHHBIX COUCKATEIEM
JUIEH3UH (JTULEH3UAaTOM) 3asBJIEHUU U MIPUJIaraeMbIX K HEMY IOKYMEHTaX, COOJII0ICHUS
coMcKaTesieM JIMLIEH3UH (JIMLIEH3UAaTOM) JTMIEH3MOHHBIX TpeOOBaHUI JIMIEH3UPYIOLIUI OpraH
3anpamnmBaeT HeoOX0IMMBIE I OCYIIECTBIICHUS JIUIIEH3UPOBAaHNUS CBEICHUS Y OPTaHoB,
IIPEAOCTABISIOIINX FOCYAAPCTBEHHBIE YCIYTH, OPIaHOB, NIPEAOCTABIIAIONINX MYHULIUIIAIBHbBIE
YCIYTH, UHBIX TOCYIapCTBEHHBIX OPraHOB, OPraHOB MECTHOT'O CAMOYIIpaBJIEHUS THO0
MOJIBEIOMCTBEHHBIX UM OpTraHU3ali B opsake, ycTaHOBIeHHOM PDenepanbHbIM 3aKk0oHOM "O0
OpraHMU3aIiy NPEAOCTaBICHUS FOCYIapPCTBEHHBIX U MYHUIIMIIAIBHBIX YCIYyT".

11. JIuneH3upyronuii oprad pa3mMeniaet B GpeaepanbHON ToCy1apCTBEHHOM HHPOPMAIIMOHHON
cucteme "ENUHBIN mopTan rocyAapCcTBEHHBIX U MyHUIIUIAIBHBIX YCIyT (PyHKIMI)" B TOpsIIKe,
ycTaHoBlieHHOM [IpaButenscTBoM Poccuiickoit deaepanuu, CBEACHUS O X0/1€ MPUHATHS UM
pelIeHus 0 MPEeAOCTaBICHUH WIH Nepeo(OpMIIEHUY JIMLEH3UN, TIPOBEIECHUSI IPOBEPKHU
COOTBETCTBUS COMCKATEJS JIMLIEH3UU U JINLIEH3UATa JINLIEH3UOHHBIM TpeOOBaHUM,
IIPEAYCMOTPEHHBIM HacTosAuUM [lonoxenuem.

12. adopmarus, OTHOCAIIASACS K OCYIIECTBIECHUIO (hapMalleBTHUECKOM 1eATeTbHOCTH,
npeaycMoTpeHHas yactsamu 1 u 2 crateu 21 @eaepanbHoro 3akona "O NHIIEH3UPOBAHUU
OTJICTBHBIX BUJIOB JEATEIHHOCTH", pa3MeniaeTcs Ha opuInaIbHOM CaliTe TUIIEH3UPYIOLIETO
oprana B HH()OPMAIIMOHHO-TEIEKOMMYHHUKAITMOHHON ceTn HTepHeT U (1in) Ha
MH(OPMAIIMOHHBIX CTEHJAaX B TOMEIIECHUIX JUIICH3UPYIOIIETo opraHa B TeueHue 10 nuei co
JTHSI:

a) o(UIIMATBHOTO OMMYOJIMKOBAaHNS HOPMAaTUBHBIX MPABOBBIX aKTOB, YCTAHABIUBAIOIINX
o0s13aTeNbHbIe TPEOOBAHUS K JTUIICH3UPYEMO AEATEIbHOCTH;



0) MPUHATHS TMLCH3UPYIOIIUM OPTAaHOM PEIICHHS O MPEA0CTABICHUH, TepeoPOPMIICHUH,
NPUOCTAHOBJICHUH, BO30OHOBJICHUY, IPEKPAIIICHUY JICHCTBHS JIMIICH3UH;

B) nostyueHus o depepanbHON HAJIOTOBOH CTyKObI CBEICHUH O JIMKBHUIAIMH IOPHIUIECKOTO
JIMLA WIN NPEKPALEHNUHN €ro JesATEIbHOCTH B PE3YJITATEe PEOPraHnu3aluy, O IPEeKpalicHuN
(U3NUECKUM JIUIIOM AEATEIBHOCTH B KAUeCTBE MHIAMBHUIYaTbHOTO MPEAIPHHUMATEIS;

I') BCTYIUICHHUS B 3aKOHHYIO CHJTY peIIeHUs cyia 00 aHHYIUPOBAHHUH JIHILICH3UH.

13. JInneH31oHHBIN KOHTPOJIb OCYIIECTBIISAETCS B MOPSAKE, YCTAaHOBIEHHOM DeiepalibHbIM
3aKkoHOM "O 3aluTe NpaB IOPUANUECKUX JIMI U UHIMBUYaIbHBIX NPEAIpUHUMATENIEH IPU
OCYILIECTBJIEHUU I'OCYJapCTBEHHOTO KOHTPOJIS (HaA30pa) U MyHULUIIAIBHOIO KOHTPOJIS'", €
y4eToOM 0COOEHHOCTEH, YCTaHOBIIEHHBIX DeniepalibHbIM 3aKOHOM "O JTUIEH3UPOBAHNUU
OTIENbHBIX BUIOB AEITEILHOCTH".

14. TlpeacraBnenue couckarejaeM JUIEH3UU 3asBICHUS U IOKYMEHTOB, HEOOXOAUMBIX IS
MOJTyYEHUS JIMLICH3UH, U UX TPUEM JIUICH3UPYIOIINM OPraHOM, IPUHITHE JUIICH3UPYIOIINM
OpraHOM PEILIEHUS O MPEIOCTaBICHUH JIUIIEH3UHU (00 OTKa3e B MPEAOCTaBICHUU JHUIICH3HH ),
nepeodopMIeHIH TUIeH3UHU (00 O0TKa3e B nepeo(opMIIEHUH JIULIEH3UH ), TPUOCTAHOBJICHUH,
BO300HOBJICHHH, TPEKPANICHUH JICHCTBUS JIMIICH3HUH, a TAK)KE MTPEIOCTABIICHUE TyOJIMKaTa U
KOITUY JINIIEH3UH, POPMUPOBAHUE U BEICHUE JIMIICH3HOHHOTO JIeJIa, BEACHHUE peecTpa JINICH3UN
Y TIPEIOCTaBIICHUE CBEJICHUM, COACPKALUXCS B PEECTPE JIUICH3UM, OCYIIECTBISIOTCS B
nopsiike, ycranoBjaeHHOM denepanbHbiM 3ak0HOM 'O JTUIIEH3UPOBAHUH OTACIbHBIX BUIOB
NEeATEILHOCTH".

15. Benenue cBOJTHOTO peecTpa JIMIICH3Uil, BBIIAHHBIX OpPraHaMU HCIIOJHUTEIBHOM BIIACTH
cyobekToB Poccuiickoit denepaliviv B COOTBETCTBUU C TIEPEAAHHBIMU TTOJTHOMOYHSIMH,
ocymiectisieT DenepabHast CIy:k0a 10 Haa30py B chepe 371paBOOXpaHCHHUSL.

(B pexn. ITocranosnenus [IpaBurensctea PO ot 04.09.2012 N 882)

16. Opranbl UCIIOJTHUTENBHOM BIIACTH cyOBbeKTOB Poccuiickoil denepanuu exxeMecsuHo, He
nosaHee 10-ro yncia, HaNpaBJISIIOT B IEYaTHOM U 3JIEKTPOHHOM BUJE JaHHBIE, COACpKAIINECS B
peecTpax JuieH3ui cyobektoB Poccuiickoit denepanyu, B Genepanbhyro ciayx0y 1o Haa30py B
chepe 31paBOOXpaHEHUS.

(B pea. IlocranoBnenus IIpaButenscrea PO ot 04.09.2012 N 882)

17. 3a npenocraBiaeHue JULEH3UPYIOLIUM OPTaHOM JIMLEH3UH, ee epeodopMIleHHE U BbIady
nyOnMKaTa yIulayuBaeTcsl TOCyJapCTBEHHAs MOIUIMHA B pa3Mepax U MOpsAKe, KOTOpbIe
yCTaHOBJIEHBI 3aKOHOAATeNbcTBOM Poccuiickoit denepanuu o Hamorax u coopax.

18. ®enepanbHas ciyx0a 1o Haa30py B cdepe 3ApaBOOXpaHEHUs HANPaBIISET B TE€UCHUE 5
pabouux JHEW B OpraHbl TOCYAapCTBEHHOM BiIacTu cyobekToB Poccuiickoit deneparyu,
OCYILIECTBIIAIOLIME IOJTHOMOYHS, yKa3aHHble B TyHKTE 1 yactu 1 crateu 15 ®enepanpHoro
3akoHa "O0 ocHOBax OXpaHbl 310pOBbs IpaxkaH B Poccuiickoit @enepanun', 3aBepeHHbIC
KOIUU MPUKA30B O MPUOCTAHOBJICHUH U BO30OHOBIICHUU JCHCTBUS TUIIEH3UH, HA3HAUEHU U
MIPOBEPOK JIMIIEH3UATOB, KOIUU aKTOB MPOBEPOK JIHUIIEH3UATOB, IPEANUCAHUI 00 YCTpaHEHUU
BBISIBJICHHBIX HapYIICHUH JTUIICH3UOHHBIX TpeOOBaHU, MPOTOKOJIOB 00 aIMUHUCTPATUBHBIX
MIPaBOHAPYUIEHUSIX, TOCTAHOBJIEHUN O Ha3HAYEHUH aIMUHUCTPATUBHBIX HAKa3aHUW U APYTUX
JIOKYMEHTOB, CBSI3aHHBIX C OCYIIECTBJICHUEM JIMIICH3NOHHOTO KOHTPOJISL B OTHOILICHUN
JIMIIEH3MATOB (32 UCKJIIOUEHHUEM JIMLIEH3UATOB, IPECTABUBILINX 3asBICHUS O IepeopOpMICHUN



JUTIEH3HH ), OCYIIECTBISIONMX (PapMaleBTHIECKYIO ACSITEIBHOCTD, /ISl BKIIFOUCHHS B
JINLIEH3UOHHEIE JIENa.

(n. 18 BBeneH Ilocranosnennem IIpaButensctBa PO ot 23.09.2016 N 956)

[Ipunoxxenue
K [1os10’k€HHIO O IMLIEH3UPOBAHUH

(I)apMaHCBTquCKOﬁ JACATCIIbHOCTH

IIEPEYEHDb
BBIIIOJIHAEMBIX PABOT, OKA3BIBAEMBIX YCIIVT, COCTABJIAIONINX
OAPMAILEBTUYECKVYIO NEATEJIBHOCTD

I. B cdepe oOpatienus seKkapcTBEHHBIX CPEACTB

AJIL MEAUIUHCKOT'O ITPUMCHCHU A

1. OnroBas TOPIroBJIA JICKAPCTBECHHBIMHA CPCACTBAMU TSI MCAUTTUHCKOI'O IPUMCHCHUSA

. XpaHeHHe JICKApCTBCHHBIX CPCACTB AJIsI MCAUTTMHCKOI'O IIPUMCHCHUSA

. XpaHeHHe JICKApPCTBCHHBIX NpCapaToB JJIA MCAUIHUHCKOIO IPUMCHCHUS

. HepCBO3Ka JICKApCTBCHHBIX CPCACTB JISI MCAUTTHUHCKOT'O IPUMCHCHUS

. HCpCBO3Ka JICKAPCTBCHHBIX MPLCIIApaTOB AJId MECAULIUMHCKOTO ITPUMCHCHU A

. Po3amunas TOProBJIAd JICKAPCTBECHHBIMHU IIpCriapaTaMu JJI1 MCAUIWUHCKOI0 IPUMCHCHUA

. OTHYCK JICKApPCTBCHHBIX MPCIapaToB M MCAUIUHCKOTO ITIPUMCHCHU A

o N N B W

. 3roroBieHme JICKApCTBCHHBIX IpEapaToB JJI1 MCAUITUHCKOIO IPUMCHCHUS

II. B cdhepe obparenust TeKapcTBEHHBIX CPEACTB

AJIs1 BETCPUHAPHOT'O IPUMCHCHH A



o N N B W

. OnToBast TOProBiIsl IEKAPCTBEHHBIMU CPEACTBAMM ISl BETEPUHAPHOIO IIPUMEHEHUS

. XpaHeHHeE JIEKapCTBEHHBIX CPEICTB JI1 BETEPUHAPHOIO IIPUMEHEHUS

. XpaHeHHUe JIEKapCTBEHHBIX MPENapaToB AJIs1 BETEPUHAPHOIO IPUMEHEHUS

. IlepeBo3Ka JIEKapCTBEHHBIX CPEICTB AJIsl BETEPUHAPHOTO IPUMEHECHHUS

. IlepeBo3Ka JIeKapCTBEHHBIX MIPENAPATOB JJIs BETEPUHAPHOTO IPUMEHEHUS

. Po3Hn4HAas TOPro.iIsd JI€KapCTBEHHBIMU IIPENapaTaMu Il BETEPUHAPHOIO IPUMEHEHUS
. OTIycK JIEKapCTBEHHBIX NPENAapaToB AJI1 BETEPHUHAPHOTO IPUMEHEHHUS

. I3rotoBneHue 1ekapcTBEHHBIX NIPENApaTOB /ISl BETEPUHAPHOIO IPUMEHEHUS



