ITocranoBnenue [IpaButenscta PO ot 22 nexadps 2011 r. N 1081
"O nuneH3upoBaHun (papMareBTHIECKON 1eaTeTbHOCTH "

C u3MeHeHHSIMH H JOIOJTHCHUSIMH OT:

4 centsopst 2012 r., 15 ampens 2013 1., 23 cenrsops 2016 r., 4 wromns 2017 r.
TAPAHT:

Cwum. Crpasky o [IpaBunax JIuieH3UpoBaHUsI OTAEIbHBIX BUAOB JESTEIbHOCTH

B cootBerctBum ¢ ®OesiepanbubiM 3akoHoM "O JIMIIEH3UPOBAHUU OT/IETBHBIX BUIOB JESTEIBHOCTH"
[IpaButenscTBO Poccuiickoit @eaepanuu noCTaHOBIISIET:

1. Y1BepauTs npuiaraemoe [lonoxenne o mMueH3upoBaHUH (HapMaleBTHUECKON S TeIbHOCTH.

2. [Ipu3HaTh yTpaTUBIIUMHU CUITY:

nocranosienue IlpaButensctBa Poccuiickoir @Penepanuu ot 6 urons 2006r. N 416 "O6
yrBepxkaeHun [lonoxkenuss o nuneHsupoBanuu (apmareBTuueckoi naearenbHoctu" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2006, N 29, ct. 3250);

IYHKT 2 W3MEHEHUH, KOTOphle BHOCATCA B akThl [IpaButennbctBa Poccuiickoit ®enepauuu 1o
BOIIPOCAM  JIMIIEH3UPOBAHMS OTIEIBHBIX BHJIOB JCSTEIBHOCTH, YTBEPKIACHHBIX I1OCTAHOBICHUEM
[IpaButensctBa Poccuiickoit ®enepanuu ot 7 anpens 2008 r. N 241 (CoOpanue 3aKOHOIATENHCTBA
Poccuiickoit deneparuu, 2008, N 15, ct. 1551);

nyHkT 2 noctraHosyieHus lIpaButensctBa Poccuiickoit ®@enepanuu ot 18 mas 2009 r. N 426 "O
BHECECHMM W3MEHEHMH B HeKoTopble akThl IIpaButenscrBa Poccuiickoit @Pexepanuu IO BOIpOCaM
nuneHsupoBanus  (apmaneBtuueckor  aestenbHocTH" (CoOpanHue 3akoHomarenbcTBa Poccuiickoit
®epnepanun, 2009, N 21, ct. 2575);

IyHKT 7 W3MEHEHWH, KOTOpble BHOCATCA B TmocTaHoBieHus IIpaBurensctBa Poccuiickoit
®denepalyiy o BOIPOCaM, CBSI3aHHBIM C COBEPILLIEHCTBOBAHUEM IOCYAapCTBEHHOTO PETYIMPOBAaHUS LIEH Ha
JKU3HEHHO HEOOXOIMMbIe M Ba)KHEHINME JIeKapCTBEHHBIC CPEACTBA, YTBEPKACHHBIX [OCTAHOBICHUEM
[IpaBurensctBa Poccuiickoit ®denepanmuu ot 8§ aBrycra 2009 r. N 654 (CoOpanue 3aKOHOIATENIHCTBA
Poccuiickoit ®enepanuu, 2009, N 33, ct. 4086);

NyHKT |4 M3MeHeHu#, KOTopele BHOCATCA B akThl IIpaBurenscTBa Poccuiickonn @enepanuu 1o
BONPOCaM TOCYAApCTBEHHOTO KOHTPOJNs (Haa30pa), YTBEPKIEHHBIX TocTaHoBieHHeM I[IpaBUTEnbCTBa
Poccuiickoit ®enepaunu ot 21 anpens 2010r. N 268 (CobOpanue 3akoHoaarenbcTBa Poccuiickoit
®enepanun, 2010, N 19, ct. 2316);

NyHKT |6 W3MEHEeHu#, KOTOpble BHOCATCA B IocTaHoBieHUs IIpaButenscrBa Poccuiickoit
®degepannu 1Mo BOIPOCAM IOCYAApCTBEHHOM MONIUIMHBI, YTBEPKIECHHBIX 110cTaHoBIeHnEeM [IpaBuTenbcTBa
Poccuiickoit ®enepanun ot 24 centsops 2010 r. N 749 (CoOpanue 3akoHonatenbcTBa Poccuiickoit
®eneparnun, 2010, N 40, ct. 5076);

nocranosienue IlpaBurensctBa Poccuiickoit @enepauuu ot 13 Host6ps 2010r. N 903 "O
BHeceHHH u3MeHeHui B [lonmokeHne o nuieHsupoBanuu (apmareBrrudeckon aestenpbHocTH" (CoOpaHue
3akoHoAarenscTBa Poccuiickoit @enepamuu, 2010, N 47, ct. 6126);

noctanosyienne [IpaBurensctBa Poccuiickoit @enepanuu ot 28 urons 2011 r. N 622 "O BHecenun
u3MeHeHud B MyHKT 4 IlonoxxeHus o numeH3upoBaHUM (apmarieBTudeckoir nestensHocTr" (CoOpanue
3akoHoaarenbcTBa Poccniickoit deneparuu, 2011, N 32, ct. 4823).

[Ipencenarens [IpaBurenbcTBa B. Ilytun
Poccutickoit ®enepanun

Mocksa
22 nexabps 2011 1.
N 1081
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IHos0xxeHue 0 TULEH3UPOBAHUHU (PapMAaLleBTUYECKOI AeSITeJIbHOCTH
(yrB. nocranosienuem IlpaBureancrBa P® ot 22 nexadpst 2011 r. N 1081)

C u3MeHeHHMSIMH U IOMIOJTHEHUSIMH OT:

4 cenrsiopst 2012 r., 15 anpenst 2013 1., 23 centsops 2016 r., 4 uronst 2017 r.
I'APAHT:

Hacrosmee Ilonoxxenue npuMeHsieTcs B 4acTH, He npoTuBopeyaniel denepaibHOMy 3aKOHY OT 4 Mas
2011 r. N 99-®3 "O nuneH3upoBaHUM OTIIECIbHBIX BUJIOB JIESITEIHLHOCTH"

O dapmarneBTHUECKOM JIeaTeTbHOCTH cM. DenepanbHbiii 3akoH oT 12 anpens 2010 r. N 61-03

1. Hactosimee IlonoxkeHWe yCTaHABIMBAET TMOPSIOK JIMIEH3UPOBAHUS (DapMareBTUIECKON
NESITEIbHOCTH, OCYIIECTBIIAEMOIN HOPUINYECKUMU JIMIIAMHU, BKJIOYash OPraHMU3allMM ONTOBOM TOPTOBIHU
JICKaPCTBEHHBIMU CPEJICTBAMH, AlITEYHBIC OPTaHU3AINH, BETCPUHAPHBIC allTCYHbIC OPTaHU3AINH, & TAKKE
MEUITMHCKUE OPTaHU3alluy U UX 000CO0ICHHBIC MOApa3AeicHHs (LIEHTPHI (OTACIICHHs ) 001Iel BpaueOHOM
(ceMeifHON) TIPaKTHKH, amOymaropud, QEIbIIIepckue u  (QENbIIICPCKO-aKYIIEPCKUE ITYHKTHI),
pacIoIOKEHHbIE B CEIbCKUX HACENEHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTEYHbIE OpPraHH3alUU
(manee COOTBETCTBEHHO - MEAMIIMHCKUE OpraHU3alliu, O00O0COOJCHHBIC MOPA3ACICHUS MEIUIIUHCKUX
OpraHu3aIyii), BeTepUHApHbIC OPraHU3alNH, U UHAUBUIYAbHBIMU MIPEANPUHUMATEISIMH.

2. ®apMareBTUYECKas ACSITEILHOCTD BKIIFOUAST pa0OThI M YCIYTH COTJIACHO TIPHUIIOKEHUIO.

3. JluuensupoBanue  (papManeBTUUYECKOW  AESITEIBHOCTU OCYILECTBISIIOT  CIIEAYIOIINE
JTUTEH3UPYIOINE OPTaHbI:

Wuopmarus 06 H3MEHEHHSX:

Ilocmanoenenuem [lpasumenvcmea P® om 23 cenmsabdpsa 2016 2. N 956 noonynkm "a" uznoswcen 6 Hosotu
peoakyuu, eécmynaroueri 8 cuiy co OHsA ecmynienus 6 cuny DedepanvHozo 3axona "O eHeceHuu
usmenenuti 6 cmamou 14 u 15 Deodepanvrozco 3axkona "O6 0CHOBAX 0XpaHbl 300P0BbS 2PANHCOAH 8
Poccuiickoii @eoepayuu”

Cm. mekcm noonyHkma 8 npeovloyujeli peoaxkyuu

a) GenepanpHast cinyx0a 1o HaA30py B cdepe 3apaBOOXpaHEHUS - B YACTU JICITEIBHOCTH,
OCYILIECTBIISAEMOM:

OpTaHM3aIUsIMU  ONTOBOM TOPTrOBIU JICKAPCTBEHHBIMH  CPEJICTBAMHU  JUISI  MEIMITMHCKOTO
MIPUMEHEHUS;

aNTCYHBIMH OpPTaHU3aIUsIMH, ITOJABEIOMCTBEHHBIMU (eIepAbHBIM OpraHaM HCIIOJTHUTEIHLHON
BJIACTH;

WHBIMH OpraHU3alUsIMA W WHAWNBUAYAIGHBIMH  TPEIIPUHAMATEISIMHA, OCYIICCTBIISIOIINMU
dbapMaleBTUYECKYIO JeSTENbHOCTh, B YaCTHU JIUIIEH3MOHHOTO KOHTPOJS (32 MCKIIOUYEHHEM JIMIIEH3UATOB,
MPEJICTAaBUBIINX 3asBJICHUS O TMepeoGOpMIICHUU JIMIEH3U), IMOJIHOMOYUH TI0 TPHOCTAHOBIICHUIO,
BO300HOBJICHHIO JICHCTBUS U aHHYJIMPOBAHUIO JIUIICH3HIA;

Wudopmanust 06 U3MEHEHUIX:

Ilocmanosnenuem Ipasumenvcmea P® om 23 cenmsabps 2016 2. N 956 noonynkm "6" uznoosicen 6 nosoti
pedaxkyuu, ecmynaroweli 8 cuny co OHa ecmynieHus 6 cuiry Dedepanvnoco 3axkona "O eHnecenuu
usmenenuti ¢ cmamou 14 u 15 @edepanvnoeo 3axona "O6 0cHOBAX OXpaHbl 300P0Bbs 2paANCOAH 6
Poccuiickoti @edepayuu”

Cm. mexkcm noonynkma 8 npeovioyujeli peoaxkyuu

0) opraHbpl UCTIOJIHUTEIILHOM BIacTH cyOBrekToB Poccuiickoit denepariuu - B 4aCTH OCYIICCTBICHUS
NeSITebHOCTH B cepe oOpalleHus: JeKapCTBEHHBIX CPEACTB JUIsI MEIUIIMHCKOTO NMPUMEHEHUs (B 4acTu
NpPEOCTaBIeHUsT U TepeoPOpMIICHHUS JIMIEH3UH, NpenocTaBieHus IyOiIMKaToB JHMIEH3UH M KOMUH
JMIEH3UM, OCYIIECTBICHUs JMIEH3MOHHOTO KOHTPOJs B OTHOUIEHWM COWCKAaTeNIeW JMIEH3UH |
JIMIIEH3UATOB, NPEACTABUBIIMX 3asBIECHUS O TNepeoOpMIICHUH JUIEH3UH, NpeKpameHust IeicTBus
JauneH3uil, (QopMHpOBaHUS M BEIEHUS PEECTPOB BBIAAHHBIX OpraHaMH TOCYAapCTBEHHOM BIIACTH
cyobektoB Poccuiickoit @enepaunu JIUIEH3UH, YTBEpKIACHUS (OPM 3asBICHUH O MpPEJOCTaBICHUH WU
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nepeoOpMIICHUH JUIEH3UN, YTBEpKIEHUS (OpM YBEIOMIIEHUH, BBIMUCOK W3 YKa3aHHBIX PEECTPOB
JULEH3UN U IPYrUuX UCHOJIb3YEMbIX B MPOILECCE JINLIEH3UPOBAHUS JOKYMEHTOB, a TaKKe MPEAO0CTaBICHUS
3aMHTEPECOBAaHHBIM JIHIIAM WHGOpPMAIMU IO BOMPOCAM JIMIICH3UPOBAHUS, BKIIOYAs pa3MeEIEHUE 3TOM
uHpOpMauu B MHPOPMALMOHHO-TEIEKOMMYHUKAIIMOHHON cetn "MHTepHeT" Ha o(UIMaNbHBIX calTax
OpraHoOB TOCYJapCTBEHHOH BiacTu CyOwbekToB Poccuiickoii ®enepanuu ¢ yKa3aHHEM aJpecoB
3IIEKTPOHHOM MOYTHI, IO KOTOPBIM TOJIH30BATEISIMU ATON HH(DOPMAIIK MOTYT OBITH HAIIPABIEHBI 3aIIPOCHI
U TIOJTy4YeHa 3amnpaniiuBaemasi iHQopMaIus), OCyIIeCTBISIEMO:

OpraHM3alUsIMH, 33 UCKIOYEHUEM OpraHU3alluii ONITOBOM TOPrOBIIM JIEKAPCTBEHHBIMU CPEICTBAMU
JUTSE MEUIIMHCKOTO MIPUMEHEHUS U allTeYHBIX OpraHu3aluid, MOABEAOMCTBEHHBIX (efepaibHbIM OpraHaM
VCIIOJIHUTENIbHOM BIIACTH;

WHAUBUAYAIbHBIMH NPEANPUHUMATEISMU;

Wndopmarius 06 H3MEHEHUSX:

Iloonynkm "8" usmenern ¢ 14 uronn 2017 e. - Ilocmanosnenue Ilpasumenvcmea P® om 4 uons 2017 e.

N 791

CMm. npedbloywyro peoakyuio

B) MenepanpHas ciayxk0a 1O BETEpUHAPHOMY U (UTOCAHUTAPHOMY HAA30py - B YaCTH
NeSITeTIbHOCTH, OCYLIECTBIsIEMON B cdepe oOpalieHHs JIEKapCTBEHHBIX CPEICTB JUISI BETEPUHAPHOTO
IPUMEHEHHUS.

4. Couckarenb JHIEH3WU JUIS OCYHIECTBICHHS (hapMalleBTUYECKON JEATEIBHOCTH JOJDKEH
COOTBETCTBOBATH CJICAYIOLUIUM JIMLIEH3UOHHBIM TPEOOBAHUSAM:

a) HUINYHE TIOMEIEHU 1 000PYAOBaHUs, IPUHAICKAIINX €My Ha IpaBe COOCTBEHHOCTH WIIM HA
UHOM 3aKOHHOM OCHOBAHUHM, HEOOXOAMMBIX [UIf BBIIOJHEHHUS pPabOT (yciayr), KOTOpbI€ COCTaBISIOT
(apMarieBTUYECKYIO IeSITeTbHOCTh, COOTBETCTBYIOIINX YCTAHOBJICHHBIM TPEOOBAaHUSAM (32 HCKIIIOYCHUEM
MEIUIUHCKUX OpraHU3alMi 1 000CO0IEHHBIX MOIpa3AeIeHUH MEIUIIMHCKUX OpraHu3aluii);

0) HaNMuue y MEIUIMHCKON OpraHu3aluy - COMCKATelNs JULEH3UHU JIMIIEH3UH Ha OCYILIECTBICHUE
MEAMIMHCKON AESITEIbHOCTH;

B) HAJIMYME Y PYKOBOAMTENS OpraHu3aluu (3a MCKIIOUYEHHEM MEAMIIMHCKUX OpraHu3anuil),
JEATENIBHOCTh KOTOPOTO HEMOCPEACTBEHHO CBSI3aHA C ONTOBOM TOPrOBJIEH JIEKAPCTBEHHBIMU CPEICTBAMU,
UX XpaHEHUEM, IEPEBO3KOM U (UJIM) PO3HUYHOMN TOProBiiel JeKapCTBEHHBIMH MpenapaTtaMu, UX OTIIyCKOM,
XPaHEHUEM, NEPEBO3KON 1 U3TOTOBIICHUEM:

JUIsL OCYHIIECTBIIEHUsI (apMalleBTUUECKON JeATeNbHOCTH B cdepe oOpaleHusl JeKapCTBEHHBIX
CPEACTB AJISl MEJUIIMHCKOTO MPUMEHEHHs - BBICIIEro (papManeBTHYeCKoro o0pa3oBaHus U CTaka paboThI
MO CHEeNUaILHOCTH He MeHee 3 JieT 0o cpeHero (hapManeBTHIeCKOro 00pa3oBaHus U CTaka pabOTHI 1O
CHEeLHaTbHOCTH HE MeHee 5 JIeT, cepTuduKaTa CrelHaiiucTa;

JUIsL OCYHIECTBIIEHUsI (apMalleBTUUECKON JesATeNbHOCTH B cdepe oOpalieHusl JeKapCTBEHHBIX
CPEACTB AJIsl BETEPUHAPHOTO MPUMEHEHHS - BBICILETO WM CPEeAHEro (apMalieBTUYECKOro JIMOO BBICIIETO
WIM CpeIHEro BeTEepUHApHOro 00pa3oBaHUs, CTaxka pabOThl IO CIENHATBHOCTH HE MeHee 3 JIeT,
cepTUdHKaTa CHEIHATHICTA;

') HaJIM4YKe y UHAUBUAYAIBHOTO IPEIIPUHUMATEIS:

JUI OCYLIECTBICHHUS (hapMalleBTUUECKON JEATENIbHOCTH B cdepe OoOpalleHus JeKapCTBEHHBIX
CPEICTB JIJIsl MEIUIIUHCKOTO MPUMEHEHHUS - BBICHIETO (papMalieBTHYECKOro 00pa3oBaHus U CTaka pabOThI
0 CIIELUAIBHOCTH HE MeHee 3 JIeT WK Cpe/iHero (papmareBTHUYecKoro o0pa3oBaHus U cTaxa pabOThI 1O
CHEIHMaIbHOCTH HEe MeHee 5 JIeT, cepTuduKaTa CreraianucTa;

JUI OCYLIECTBICHHUs (hapMaleBTHUECKONW JEATENbHOCTH B cepe oOpalieHus JIeKapCTBEHHBIX
CPEJCTB JJIsl BETEPUHAPHOIO MPUMEHEHUS - BBICILIErO WK CPEeJHEro (papMaleBTUYECKOro J100 BBICIIETO
WIN CPEHEr0 BETEPUHAPHOI0 00pa3oBaHMsl, CepTU(HUKATA CIIEIIUATNCTA;

1) HaJIM4KWe y COMCKATelNs JIMLEH3UMH PaOOTHHUKOB, 3aKJIIOUMBIIUX C HUM TPYJIOBBIE JOTOBOPBI,
JEATENIBHOCTh KOTOPBIX HEMOCPEACTBEHHO CBs3aHa C ONTOBOM TOPTOBJIEH JIEKAPCTBEHHBIMU CPEICTBAMU,
UX XpaHEHUEM M (MJIM) PO3HUYHON TOPIoBJIEH JICKapCTBEHHBIMH IpenapaTaMy, UX OTIYCKOM, XpaHEHUEM
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Y U3TOTOBJICHHEM, HMEIOIIHNX

JUTSL OCYIIECTBIICHUsT (hapMalleBTHUECKON JeATENhbHOCTH B cepe oOpamieHus JeKapCTBEHHBIX
CPEICTB JUIsi MEAMIMHCKOTO MpPHUMEHEHHUs (33 UCKIIIOUEHHEM 000COOJeHHBIX  MOJpa3ieleHui
MEIWIIMHCKUX OpTaHW3alvii) - BeICIiee WK cpeaHee (apmareBTudeckoe oOpa3oBaHUE, CepTHQPUKAT
CIIELUAJINCTA;

JUTSL OCYIIECTBIICHUsST (hapMalleBTHUECKON JeATENhbHOCTH B cepe oOpamieHus JIeKapCTBEHHBIX
CPEICTB JUIsl MEOUIIMHCKOTO TMPHUMEHEHHS B 000COOJEHHBIX MOAPA3JCICHUAX  METUIIMHCKUX
OpTaHM3aIi - JOMOJHUTENbHOE NPO(ECCHOHATBFHOE O00pa30BaHUE B YaCTH PO3HUYHOW TOPTOBIHU
JIEKapCTBEHHBIMHU TIpernapaTaMy JJi1 MEAUIMHCKOrO IPUMEHEHUS IPU HAIMYMHU MPaBa HA OCYIIECTBICHUE
MEJUIIMHCKON JIeATETbHOCTH;

IUIsL OCcyllecTBlIeHUsl (apMalleBTUUECKON NeATeNbHOCTH B cepe oOpalieHHus JeKapCTBEHHBIX
CPEJICTB JIJIsl BETEPUHAPHOTO MPUMEHEHUS - BBICIIEE WU CpeaHee (hapMareBTHIEeCKOe JTMOO BBICIIEE HITU
cpelHee BeTepuHapHOe 00pa3oBaHue, cepTU(UKAT CIICIUAINCTA.

5. JluueH3uar ajsi OCyIIECTBICHUS (PapMalleBTUYECKON ACSITEIBHOCTU JIOJDKEH COOTBETCTBOBATH
CJIEIYIOIIUM JUIICH3UOHHBIM TPEOOBAHUSM:

a) HaJTM4Ke MOMEIICHUH 1 000pyI0BaHUS, PUHAIICKAIINX eMy Ha IpaBe COOCTBEHHOCTH WJIM HA
MHOM 3aKOHHOM OCHOBAaHHMH, HEOOXOAMMBIX JUIS BBHIMOJHEHHsS paboT (ychyr), KOTOpPbIE COCTaBISIOT
(dapManeBTUYECKYIO JCSITSILHOCTh, COOTBETCTBYIOIINX YCTAHOBICHHBIM TPEOOBAHUAM (32 UCKIIOYCHHECM
MEAMIIMHCKUX OpTaHU3alii 1 000CO0ICHHBIX MOIpa3eIeHN MEAUIIMHCKUX OPraHU3alIHii);

0) HaTMUue y MEAUIMHCKOW OpraHM3alMyd - JIMIEH3WaTa JMICH3UM Ha OCYIICCTBICHHUE
MEIULUHCKON J1€ATEIbHOCTH;

Undopmarus 06 n3MEHEHUAX:
Iloonynkm "8" usmenern ¢ 14 uronn 2017 e. - Ilocmanosnenue Ilpasumenvcmea P® om 4 uons 2017 e.

N 791

CMm. npedvloywyro peoakyuio
B) COONIIO/ICHNE  JIMIICH3UATOM, OCYIIECTBISIONIMM ONTOBYIO TOPTOBIIO  JIEKAPCTBEHHBIMU

CpeIcTBaMu:
JUTST. MEMIIMHCKOTO TpUMEHEeHus, - TpeboBaHuii crateii 53 u 54 @enepanbHoro 3akona "OO6
oOpalieHun  JIEKapCTBEHHBIX  CPENCTB", TpaBWJI HAJJIeXKAledW JIUCTPUOBIOTOPCKON  MPaKTUKH

JIEKapCTBEHHBIX IIPENapaToB AJII MEAULIMHCKOIO MPUMEHEHUS, IPAaBNJI HAJUIekKAIIEeH IPAKTUKU XPaHEHUs
U TIEpPEeBO3KH JIEKAPCTBEHHBIX IpPENapaToB s MEIWLUHCKOIO NPUMEHEHUs, IpaBWJl PEeruCTpaluu
onepanui, CBS3aHHBIX C OOpAIEeHHEM JIEKAPCTBEHHBIX CPEACTB JJIi MEIUIUHCKOIO MpPUMEHEHHMS,
BKJIIOUEHHBIX B IE€PEYEHb JIEKAPCTBEHHBIX CPEJACTB I MEIULUHCKOIO MPUMEHEHHUS, MOAJIeKAIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, B CIIELMaJbHBIX JKypHajax YydeTa OINEpallui, CBS3aHHBIX C
oOpallleHueM JIeKapCTBEHHBIX CPEACTB JJISi MEAMIIMHCKOTO NPUMEHEHHS, IIPABUJI BEJEHUS U XpaHEHUs
CHeLMaNbHBIX JKypHAJIOB Yyd4eTa Omepalyii, CBS3aHHBIX C OOpAaIleHUEM JIEKAPCTBEHHBIX CPEICTB IS
MEJMIIMHCKOTO TPUMEHEHHUS, W YCTAHOBJEHHBIX NPEENbHBIX pPa3MEpOB ONTOBBIX HaJ0aBOK K
(akTHUECKUM OTIYCKHBIM II€HaM MpPOU3BOJAUTENEH Ha JIEKapCTBEHHBIE MpEnapaThbl, BKIIOUEHHBIE B
repeyeHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaTos;

JUI BETEPUHAPHOTO TNPUMEHEHUs, - TpeOoBaHuil crareil 53 u 54 denepanpHoro 3akonHa "OO
oOpaleHuu JIGKapCTBEHHBIX CPEACTB" W TPaBWI HAJUIeKamed JUCTPUOBIOTOPCKONW  TMPaKTHUKH
JIEKapCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHUS, IPaBWJI HAJUIEKAIEH IPAKTUKN XpaHEHUS
U TIEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB JIJIsl BETEPUHAPHOIO IPUMEHEHUS;

Wndopmarys 06 M3MEHEHHSAX:

Iloonynkm "2" usmenen c 14 urona 2017 e. - [locmanosnenue Ilpasumenvcmea P® om 4 urona 2017 e.
N 791

CMm. npedbloywyro peoakyuio
) COOJIIOJIEHNE JIMIIEH3UAaTOM, OCYHIECTBISIFOIIMM PO3HUYHYIO TOPIOBIIO JIEKAPCTBEHHBIMU
npenapaTamy JUisl MEIULIMHCKOTO IIPUMEHEHUS:


http://ivo.garant.ru/document?id=71612520&sub=1221
http://ivo.garant.ru/document?id=57326799&sub=17
http://ivo.garant.ru/document?id=12074909&sub=53
http://ivo.garant.ru/document?id=12074909&sub=54
http://ivo.garant.ru/document?id=71482808&sub=1000
http://ivo.garant.ru/document?id=70338202&sub=1000
http://ivo.garant.ru/document?id=70338202&sub=1100
http://ivo.garant.ru/document?id=70338202&sub=2000
http://ivo.garant.ru/document?id=72023048&sub=1000
http://ivo.garant.ru/document?id=12074909&sub=53
http://ivo.garant.ru/document?id=12074909&sub=54
http://ivo.garant.ru/document?id=71612520&sub=1222
http://ivo.garant.ru/document?id=57326799&sub=18

arTeYHbIMH OPTraHU3ALUSIMU, HHIUBUIYATbHBIMU MIPEANPUHUMATEISIMHA, UMEIOIIMMU JIULIEH3UIO Ha
ocyliecTBlieHUEe (DapMaleBTUUYECKONW JEATEIbHOCTH, - [PaBUJl HaJJIekKalleld anTeyHOW NPaKTHKU
JIEKapCTBEHHBIX MPENapaToB Uil MEAUIIMHCKOTO MPUMEHEHHUS, IPaBUJI HaJIeXKAaIlel MTPaKTUKA XPaHEHUS
M TIEPeBO3KH JIEKAPCTBEHHBIX MPENApaTOB JJisi MEJULUMUHCKOTO TNPUMEHEHHs, [paBW OTIYyCKa
JIEKapCTBEHHBIX  IpenapaToB Il  MEIMIMHCKOTO IPUMEHEHUS AalTEeYHbIMU  OpPraHU3alUSIMH,
WHIMBUIYAIbHBIME MPEANPUHAMATEIISIMHA, UMEIONTUMHU JIMIIEH3UIO Ha OCYIIECTBIICHUE (hapMalleBTUIECKOM
JeATCIbHOCTH,  MpaBWJ  OTIyCKa  HAPKOTMYECKMX  CPEACTB M ICUXOTPOIHBIX  BEIIECTB,
3apETUCTPUPOBAHHBIX B  KAa4yeCTBE JIEKAPCTBEHHBIX IMpEnapaToB, JIEKAPCTBEHHBIX MPEMapaToB,
COEpKAIIMX HApPKOTUYECKUE CPEJCTBA M ICUXOTPONHBIE BEIIECTBA, IPABUIJI PETUCTPALIMU OIEpalnid,
CBSI3aHHBIX C OOpallleHWEM JIEKApPCTBEHHBIX CPEJCTB JJIsi MEAUIIMHCKOTO NMPUMEHEHHS, BKIIOYCHHBIX B
nepeyeHb JIEKapCTBEHHBIX CpEACTB JUTSE MEIUITMHCKOTO MPUMEHEHUS, 1800310 (57 %:11117D.4
MPEAMETHO-KOJIMYECTBEHHOMY YYETy, B CICHHMAIbHBIX JKypHAJIax ydeTa Omepaluii, CBS3aHHBIX C
oOpareHueM JIEKapCTBEHHBIX CPEACTB LISl MEAUIIMHCKOTO TPUMEHEHUS, MPABUJ BEACHHUS W XPaHCHUS
CIEIMATFHBIX KYPHAJIOB Yy4eTa OIEpallHii, CBSI3aHHBIX C OOpalleHHUEM JIEKAPCTBEHHBIX CPEACTB IS
MEJUIIMHCKOTO NMPUMEHEHHS, TpeOoBaHUW uacTu 6 cratbu 55 denmepanpHoro 3akona "OO6 oOpamieHUH
JICKapCTBCHHBIX CPEACTB" H YCTAHOBICHHBIX MPEACIBHBIX pPAa3MEPOB PO3HUYHBIX HAJ0aBOK K
(daKkTUYEeCKUM OTIYCKHBIM I[I€HaM IPOU3BOJUTENICH Ha JIEKAPCTBEHHBIC Ipenaparhl, BKIIOYCHHBIC B
MepeUYCHb JKU3HEHHO HEOOXOIMMBIX U BaYKHEHIIINX JIEKAPCTBEHHBIX MPENapaTOB;

METUITMHCKUMHU OPTaHU3aIUsIMH, 000COOJIECHHBIMH MOAPA3ACICHUSIMH MEIUIIMHCKUX OpraHU3aIii
- MpaBWJl OTIIYCKa JICKAPCTBEHHBIX MPENapaTroB i MEIUIIMHCKOTO MPUMEHEHUS MEIUIUHCKUMU
OpraHu3aIusIMu 1 000CO0JEHHBIMU TOIPA3ICICHUSIMHA MEIUIIMHCKUX OPraHU3allni;

Undopmarus 06 n3MEHEHUAX:
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1) COOMIO/IEHNE JIMLEH3UaTOM, OCYILECTBIISIOUIMM PO3HUYHYIO TOPIOBIIO JIEKapCTBEHHBIMU
npenapaTamMi JJis BETEPUHAPHOIO NMPUMEHEHHUs (BeTepUHapHasl anTedyHas OpraHu3alus, BEeTepUHAapHas
OopraHuzaiysi, HMMeIoLas JIMIEH3UI0 Ha  OCYIIECTBIEHHE  (apMaleBTHUECKOW  JesTeIbHOCTH,
WMHAMBUAYAJIbHBIN MpeNpUHUMATEIb, UMEIOUIUM JMIIEH3UI0 Ha OCYIIECTBIECHHE (QapMaleBTUYECKOU
NeSITeIbHOCTH), TIPABUII OTITYCKA JIEKAPCTBEHHBIX MpEnapaToB Ul BETEPUHAPHOTO MPUMEHEHUS, MPaBUII
Ha/JIeXallel anTeyHO! MPaKTUKY JIEKapCTBEHHBIX MPENnapaToB /Ui BETEpPUHAPHOTO IPUMEHEHMUS;

€) co0Iro/IeHNe JUIEH3UaTOM, OCYIIECTBISIOIINM U3TOTOBJICHHE:

JIEKapCTBEHHBIX IPENapaToB JJIsi MEIULUHCKOTO IPUMEHEHHUS, - IPaBUJI U3TOTOBJIEHUS U OTIIyCcKa
JIEKapCTBEHHBIX NIPENApPaTOB ISl MEIULIMHCKOTO IPUMEHEHUS;

JIEKapCTBEHHBIX MPENaparoB JUIsl BETEPUHAPHOTO MPUMEHEHUS, - IPaBUJI U3TOTOBJIEHUS U OTIIyCKa
JIEKapCTBEHHBIX NIPENAPATOB JUIsl BETEPUHAPHOIO IPUMEHEHUS;

K) coOmroienne TpeboBanuii ctateu 57 denepanbHoro 3akoHa "OO0 oOpalieHuH JIeKapCTBEHHBIX
cpencts';

3) COOJIIOICHHE JTUIIEH3UATOM, OCYIIECTBIISIONINM XPpaHEHHUE:

JIEKapCTBEHHBIX CPEACTB M1l MEAMLMHCKOTO NPUMEHEHMS, - [PaBUJI XPAHEHUs JIEKAPCTBEHHBIX
CPEICTB AJIsl MEAUIIMHCKOTO TPUMEHEHUS;

JIEKapCTBEHHBIX CPEJICTB I BETEPUHAPHOIO NPUMEHEHMSI, - IIPABUII XPAHEHMs JIEKAPCTBEHHBIX
CPEICTB JJIsl BETEpUHAPHOTO IPUMEHEHUS;

1) HAIM4YKME Y PYKOBOAMTENS OpraHU3alUH, JEATEIbHOCTh KOTOPOTO HEMOCPEICTBEHHO CBS3aHA C
ONTOBOIl TOProBjeil JIeKapCTBEHHBIMU CPEACTBAMU, WX XpPAaHEHUEM, MEPEBO3KOM W (WJIM) PO3HUYHOU
TOPIrOBJIEH JIEKAPCTBEHHBIMU IpEeNaparaMy, MUX OTIYCKOM, XpaHEHHEM, IEPEBO3KOW M HM3TOTOBIEHUEM
(32 UCKJIFOUEHUEM MEIULIMHCKUX OpraHu3alui):

JUI OCYLIECTBICHHUS (hapMalleBTUUECKON JEATENIbHOCTH B cdepe oOpalleHus JeKapCTBEHHBIX
CPEICTB IJIsl MEIULUHCKOTO MPUMEHEHUS - BbICIIEro (hapMalleBTHUECKOro 00pa3oBaHMsI U CTa)ka pabOThI
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0 CIENUAaILHOCTH HE MeHee 3 jieT b0 cpeaHero (hapManeBTHIeCKOro 00pa3oBaHus U CTaka pabOTHI 1O
CHEUMATBHOCTH HE MEHEe 5 JIeT, cepTU(HUKaTa CICIHAIICTa;

JUIsL OcyllecTBlIeHUs1 (apMalleBTUYECKON NesSTENbHOCTH B cdepe oOpamieHusl JeKapCTBEHHBIX
CPEACTB JJIsi BETEPHHAPHOTO MPUMEHEHUS - BBICIIETO WM CPEIHEro (papMarieBTUYecKOro JuOo BBICIIErO
WIM CpEeIHEro BeTEepUHApHOro 00pa3oBaHUs, cTa)xa pabOThl MO CIENHAJbHOCTH HE MeHee 3 JIeT,
ceprudukaTa Crieluanmucra;

K) HAJIMYUE Y UHIUBUIYaJIbHOTO MPEAIPUHUMATEIIA:

JUI OCYLIECTBICHHUS (hapMalleBTHUECKON JEATEIbHOCTH B cdepe oOpalieHus: JIeKapCTBEHHBIX
CPEICTB JJIsl MEIUIIUHCKOTO MPUMEHEHHUSI - BBICHIETO (papMaIieBTUUECKOro 00pa3oBaHUs U CTa)ka pabOThI
0 CIIEUMAIBHOCTH HE MeHee 3 JIeT WK cpeiHero (papmaneBTH4YecKOro o0pa3oBaHUs U CTa)xa pabOThI 10
CIEIMAIbHOCTH HE MeHee 5 JieT, cepTuduKara CreranaucTa;

JUI OCYLIECTBICHHUS (hapMalleBTHUECKON JEATEIHOCTH B cdepe oOpalieHus: JeKapCTBEHHBIX
CPEICTB JJIsl BETEPUHAPHOIO MPUMEHEHUS - BBICIIErO WK CPeJHEro GpapManeBTUYeCcKOro J1u00 BBICHIETO
WIN CPEAHET0 BETEPUHAPHOTO 00pa30BaHMsI, CEPTU(HUKATA CIICIIUATNCTA;

J7) HaJIM4Ke y JUIeH3uaTa pabOTHUKOB, 3aKIIOYHMBIINX C HUM TPYAOBBIE IOTOBOPHI, AEITEIHLHOCTD
KOTOPBIX HEMOCPEICTBEHHO CBSA3aHA C ONTOBOM TOPTOBJICH JIEKAPCTBEHHBIMHU CPECTBAMH, HX XPaHECHHEM
U (WIM) PpPO3HUYHOW TOPrOBIEH JIEKAPCTBEHHBIMHM TMpenapaTtaMu, HX OTIYCKOM, XpaHEHHEM W
M3TOTOBIICHHEM, HMEIOIHX

IUIsL OCylIecTBIIeHUsl (hapMalleBTUUECKON eATeNbHOCTH B cepe oOpaiieHus IeKapCTBEHHBIX
CpPeACTB JUIS MEOUIIMHCKOTO NpPUMEHEHHs (32 UCKIIOUEHHEM O00O0COOJICHHBIX  IOApa3ieieHun
MEAMIIMHCKUX OpraHu3alluii) - BhICIIEe WU cpenHee (apmarieBTHUEeCKOoe 00pa3oBaHUE U CepTH(HUKAT
CTCIIHAINCTA;

IUIsL OCylIecTBIIeHUsl (apMalleBTUUECKON NeATeNbHOCTH B cepe oOpaiieHus IeKapCTBEHHBIX
CpPeACTB UISI MEIWIMHCKOTO TMPHMEHEHHss B OOOCOOJCHHBIX IOJAPA3ACICHUAX  MEIUIIMHCKHX
OpraHM3aIMil - JOMOJHUTENbHOE NPO(dEecCHOHaTbHOE O00pa30BaHUE B YaCTH PO3HUYHOW TOPTrOBIHU
JIEKapCTBEHHBIMH TIpeTnapaTaMu Uil MEJUIIMHCKOTO TPUMEHEHHS NPH HAJTMYWH MTPpaBa Ha OCYIIECTBICHUE
MEUIUHCKON AeATebHOCTH;

JUIsL OCYHIIECTBJIEHUsI (apMalleBTUUECKON JeATeNbHOCTH B cepe oOpalieHusl JeKapCTBEHHBIX
CPEZACTB AJIsl BETEPUHAPHOTO NMPUMEHEHHs - BBICIIEE WU cpeliHee (hapMalleBTHUECKOe MO0 BhICIIEE MU
cpeaHee BeTepUHApHOE 00pa3oBaHKe, CEPTH(HUKAT CIICIIHAIHCTA;

M) TIOBBIIIEHHE KBATH(PHUKAIMU CHEIUAIUCTOB C (apMalleBTUYECKUM WM BETEPUHAPHBIM
obpasoBanuem He pexe 1 paza B 5 jer.

Wndopmarys 06 n3MEHEHHSAX:
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CMm. npedvloywyro pedakyuio
6. OcymectBieHrue (hapmareBTHUECKONH NEATENbHOCTH C TPyObIM HApyIIEHWEM JIHIIEH3MOHHBIX
TpeOoBaHUI BieyeT 3a COOOW OTBETCTBEHHOCTb, YCTAHOBJIEHHYIO 3aKOHOJaTelbcTBOM Poccuiickoit
Oenepanun. [Ipu 3ToM mox rpyObIM HapyllIeHHEM MOHHUMAETCs HEBHINIOTHEHHE JTUIEH3UAaTOM OJHOTO U3
TpeOOBaHM, MPETYCMOTPEHHBIX MYHKTOM 5 HacTosmero [lomoxxenus.
TAPAHT:

O nonsTHU TPyOOTO HAPYIIEHUS B OTHOIICHHH KOHKPETHOTO JIMIIEH3UPYEMOTO BHJIAa JACSTEILHOCTH CM.
CIPaBKY
7. ng  monydeHWsT JIMUEH3UM COMCKATeNlb JIMIEH3WM HaIlpaBlsIeT WIM TPEACTaBIIeT B
JUICH3UPYIOIINI OpraH 3asBjeHre W JOKYMEHTHl (KOMHHU JOKYMEHTOB), YKa3aHHbIE B dacTtu | u
nyHktax 1, 3 m 4 ygactu 3 crareu 13 ®enepanpHoro 3akoHa "O JIHMIIEH3UPOBAHUU OTIEIBHBIX BHUIOB
JIeSITENLHOCTH", a TAKIKeE:
a) CBEJICHUS O HAJIMYMW JIUIEH3WH Ha OCYIIECTBICHHE MEIUIIMHCKON ACATENbHOCTH (ISt
MEAUIIMHCKUX OpTaHU3aIHi );
0) KoMK JOKYMEHTOB, TOATBEPXKIAIONMINX HAJWYHE Yy COWCKATels JIMIICH3WHM Ha TMpaBe
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COOCTBEHHOCTH WJIM Ha HMHOM 3aKOHHOM OCHOBAHMHM HEOOXOAMMBIX JJIsi  OCYLIECTBIICHHUSA
(dapManeBTUYECKON NeATEeIHLHOCTH OOOpPYHIOBAaHUS W IMOMEIIEHUH, COOTBETCTBYIOIIUX YCTAHOBICHHBIM
TpeOOoBaHUSM, IIpaBa Ha KOTOpbIE HE 3aperucTpupoBaHbl B EAMHOM rocyaapcTBEHHOM peecTpe MpaB Ha
HEJBM)KMMOE MMYIIECTBO U CIEJOK C HUM (B ClIyyae €clid TaKue IpaBa 3aperucTPUpPOBaHbl B YKa3aHHOM
peectpe - CBeAeHHMs 00 OTHUX TMOMELIEHUSIX) (32 HCKIIOUYEHHEM MEIUIMHCKUX OpraHu3alui,
000COOJICHHBIX MTO/Ipa3/IeIeHN MEUIIMHCKUX OPTaHU3aIIHA );

B) CBEICHUA O HAJIWYUM CAHUTAPHO-DMUJEMHUOJIOTUYECKOTO 3aKIIIOUEHUSI O COOTBETCTBUU
MOMEIIEHUI TpeOOBaHMUSM CAHUTAPHBIX MPaBWI (32 UCKIIOYCHUEM MEIUIIMHCKUX OpraHu3alui,
000CO0JIEHHBIX MO/Ipa3/IelIieHni MEAULIMHCKUX OPraHU3allMii), BBIJAHHOTO B YCTAHOBJICHHOM MOPSIJIKE;

I') KOIIMHA JOKYMEHTOB O BBICILIEM MJIM CpeIHEM (papMarieBTHYECKOM 00pa30BaHUU U CePTU(DUKATOB
CHEIMAIUCTOB - JUIS OCYIIECTBICHHUS (hapMalleBTHUECKON HesATeNIbHOCTH B cdepe oOpamieHus
JICKapCTBEHHBIX CPEJICTB JUIS MEIUIIMHCKOTO MPUMEHEHHsS (32 HCKIIOYEHHUEM 000COOJICHHBIX
noJipa3ielieHuit MEIUIIMHCKUX OpraHU3aluii);

1) KOIIMHA JJOKYMEHTOB O JIOTIOJIHUTEIILHOM NPO(EeCCHOHATHHOM 00pa30BaHUU B YaCTH PO3HUYHOM
TOPTOBIIM JIEKAPCTBEHHBIMU MpenaparaMu JJs METUIMHCKOTO MPUMEHEHHMs W O HaJU4YMM IpaBa Ha
OCYIECTBIICHIE MEIUIIUHCKON EATEIBHOCTH - JIJIsl OCYIIECTBICHUS (papMareBTUIeCKOi NesITeIbHOCTH B
chepe oOpaiieHus JEKapCTBEHHBIX CPEJICTB M MEIUIMHCKOTO MPUMEHEHHS B 000COOJICHHBIX
MOAPAa3ACIICHUSIX METUIIMHCKUX OpTraHnu3aIuil;

€) KOIUU TOKYMEHTOB O BBICIIEM HIIU CpelHeM (hapMaleBTHUECKOM JIMOO BBHICIIEM WM CPEAHEM
BETCpPUHAPHOM OOpa30BAHWUU U CEPTHU(PHUKATOB CHEIHMAIMCTOB - JJISI OCYIIECTBICHHS (apMarieBTUIECKON
JEeSITENIbHOCTH B cpepe oOpallieHus JIeKapCTBEHHBIX CPEACTB JIJIs1 BETEPUHAPHOTO TPUMEHEHUS;

’K) KOTUU JIOKYMEHTOB WJIM 3aBEPEHHBIC B YCTAHOBJICHHOM IOPSKE BBIMUCKU W3 JIOKYMEHTOB,
KOTOpBIE B CIIy4asX, MPeJyCMOTPEHHBIX HactosmmM [lonoxkeHueMm, MONTBEPXKIAIOT HAIWYHeE
HEOOXOAMMOro CTa)xka padOThl MO CICHHAIBHOCTA Y PYKOBOIUTENSI OpraHU3allid, WHIWBHUIYaJIbHOTO
npeInpUHUMATEIS.

8. Ilpu HamepeHnn oCyIIeCTBIATh (hapMalleBTHUECKYIO JEeSITEbHOCTD 110 a/Ipecy, HE YKa3aHHOMY B
JUICH3UU, B 3agBICHUU O TepeoOpMIICHHH JMIEH3UM TUIEH3UAT yKa3bIBaeT 3TOT aJApec, a TaKxKe
IPEJICTaBIISIET:

a) CBEJIeHUs, COJieprKalllie HOBBIN aJpec OCYIIEeCTBICHUS (apMalleBTUIECKON NesTeIbHOCTH;

0) KO JOKYMEHTOB, TOJTBEPKIAAIONIMX HAJIMYKE Yy JIMIIEH3UaTa Ha MpaBe COOCTBEHHOCTU WIIH
HA WHOM 3aKOHHOM OCHOBAaHUHU HEOOXOJUMBIX ISl OCYIIECTBICHHS (hapMaIleBTHUECKON NeSTEIbHOCTH O
YKa3aHHOMY HOBOMY aJipecy OOOpyIOBaHMUS U TOMEIICHUH, COOTBETCTBYIOUIUX YCTAaHOBIICHHBIM
TpeOOBaHUSM, MIpaBa Ha KOTOpbIE HE 3aperucTPUpOBaHbl B EAMHOM rocymgapcTBEHHOM peecTpe MpaB Ha
HEJBM)KMMOE MMYIIECTBO U CHIEJOK C HUM (B Clyyae €clid Takue MpaBa 3aperucTpUpOBaHbl B YKa3aHHOM
peectpe - CBeACHHS 00 OTHUX TIOMENIEHHUSIX) (32 UCKIIOYEHHEM MEAMIMHCKUX OpTraHMU3allHi,
000CO0JIEHHBIX TOIPA3IEICHUI MEUIIMHCKUX OpTaHU3aINii);

B) CBEICHUS O HaJMYWW BBICHIETO WU cpeAHero (apmareBTHUYeCKOoro oOpa3oBaHHUS U
cepTU(HUKATOB CHCIHUATNCTOB - JUIsi paOOTHUKOB, HAMEPEHHBIX OCYIICCTBISITH (hapMaIeBTUUECKYIO
NEeSTeNIbHOCTh B cepe oOpaieHuss IeKapCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO TMPUMEHEHHs IO
yKa3aHHOMY HOBOMY ajpecy (3a HCKIIOYeHHEM O0O0COOJEHHBIX TMOAPA3ACICHUN MEIUIIMHCKUX
opraHu3aiui);

') CBEJICHUS O HAJMYUU JIOIOJHUTENIBHOTO MPo(ecCnoHaTbHOTO 00pa30BaHusl B YaCTH PO3ZHUYHOM
TOPTOBIIM JIEKAPCTBEHHBIMU MpenaparaMy JJIs METUIIMHCKOTO MPUMEHEHHs W O HaJU4YMHM TpaBa Ha
OCYIIECTBJICHNE MEIUIIMHCKON JeATEIbHOCTH - JUIsi pabOTHUKOB, HAMEPEHHBIX OCYIIECTBIATH
dbapMaleBTUYECKYIO JAEITeNbHOCTh B cepe oOpallleHusi JeKapCTBEHHBIX CPEICTB AT MEIUIIMHCKOTO
MPUMEHEHUS B 00OCOOJICHHBIX TOJPA3JICICHUSX MEAUIIMHCKUX OpPraHU3allMi MO0 YKAa3aHHOMY HOBOMY
azpecy;

1) CBEICHUSI O HAJWYMHM BBICIIETO WM CpeaHero (apManeBTHYECKOTO JMOO BBICIIETO WU
CpeIHEro BETEpUHAPHOTO 00pa3oBaHUs U CEPTU(HUKATOB CHEIHATUCTOB - JUIsi pAOOTHUKOB, HAMEPEHHBIX
OCYIIECTBIIATh (DapMaIleBTUUECKYIO0 NEATEIbHOCTh B cdepe oOpalleHHs JIEKapCTBEHHBIX CPEICTB IS



BETEpUHAPHOIO IPUMEHEHHUS 110 YKa3aHHOMY HOBOMY aJIpecy;

€) CBEJICHUS O HAJIWYMM CAHUTAPHO-3MHUJEMHOJOTHYECKOTO 3aKJIIOUEHUS O COOTBETCTBHUHU
IIOMEIIEHUH MO0 YKa3aHHOMY HOBOMY ajpecy TpeOOBaHMSAM CAaHUTAPHBIX MpaBWI (32 UCKIHOUYEHUEM
MEIUIIUHCKUX OpraHu3aluii, 000COOICHHBIX MOAPa3ACICHUN MEIUIIMHCKUX OpraHU3aluii), BEIIAHHOTO B
YCTQHOBJICHHOM IOPSIKE.

9.1lpu HaMepeHHUHU BBIOIHATH HOBBIE pPAa0OTHI, OKa3bIBaTh HOBBIE YCIYTH, COCTaBJISIOIINE
(apMaleBTUYECKYIO JIeATEIbHOCTh, PaHEe HE YKa3aHHble B JIMLEH3UM, JUIEH3MAT B 3asABJICHUU O
nepeo(opMIICHNUN JINIICH3UH YKa3bIBACT:

a)B cdepe oOpalieHHs] JEKapCTBEHHBIX CPEACTB Ul MEAULUHCKOIO INpUMEHeHus (3a
UCKJIIOYEHHEM I1EPEBO3KHU JIEKAPCTBEHHBIX CPEJICTB):

CBEICHUS O COCTaBIAIOUIMX (DapMalleBTHUECKYIO JEATEIbHOCTh HOBBIX paboTax (yciyrax),
KOTOpBIE JIMLIEH3UAT HAMEPEH BBIIOJIHATH (OCYILIECTBIISATD);

CBEJICHUS O HAIMYMHU BBICIIEIO MM CPEIHEro (apMalieBTUYECKOro 00pa30BaHMs U CEPTUPHUKATOB
CICIUAIIMCTOB - JUIsi paOOTHUKOB, HAMEPEHHBIX BBIIIOJHATH (OCYIIECTBISTH) HOBBIE pa0OTHI (YyCIyru), 3a
UCKIIIOUeHHEeM 000COOIEHHBIX MOApPa3eeHUH MEIUIUHCKIX OpraHU3alHii;

CBEICHUS O HAIUYUU HEOOXOAMMOTO OOOPYAOBaHMS, COOTBETCTBYIOUIETO YCTAHOBJICHHBIM
TpeOOBaHUSAM, a TaKXKe CAHUTAPHO-3IHUJIEMHOJIOTMYECKOTO 3aKIIOUEHHUs] O COOTBETCTBUM IOMEILEHHH,
NpeIHAa3HAYCHHBIX /ISl BHIIOJIHEHUS (OCYIIECTBICHHUS) HOBBIX paboT (yciyr), TpeOOBaHUSAM CaHUTAPHBIX
npaBui (3a UCKIIIOUEHUEM MEIUIMHCKUX OpraHu3aluid, 000COOIEHHBIX MOApa3AeIeHUNH MEIUIUMHCKHX
OpraHM3alyil), BbIIAaHHOTO B YCTAHOBJIEHHOM IOPSIJIKE;

Wudopmarus 06 H3MEHEHHSIX:

Iloonynkm "6" usmenen ¢ 14 uwona 2017 2. - Ilocmanoenenue Ilpasumenscmea P® om 4 uwons 2017 2.
N 791

CMm. npedvbloywyro peoaxyuio

0) B cpepe oOpariieHust JIEKAPCTBEHHBIX CPENICTB JIJIsi BETEPUHAPHOTO MPUMEHECHHUS:

CBEJIEHUSI O COCTaBIAIOUIMX (DapMalleBTHUECKYIO JAEATelIbHOCTh HOBBIX paboTax (yciyrax),
KOTOpBIE JIMIIEH3UAT HaMEPEH BHIIOJIHATH (OCYILIECTBIISTD);

CBEJICHUS O HAJMYUU BBICIIErO WU CpeHero (papMareBTUYeCKOro MO0 BBICIIETO W CPEAHEro
BETEPUHAPHOTO 00pa30BaHus U CEPTU(DUKATOB CHEIUAINCTOB - 1151 paOOTHUKOB, HAMEPEHHBIX BBIIIOJIHATH
(OCYIIECTBIISATH) HOBBIE PAOOTHI (YCIYTH);

CBEICHMS O HAJIMYUU HEOOXOJAMMOTO O0O0OpYAOBAaHUS, COOTBETCTBYIOLIEIO YCTaHOBJIEHHBIM
TpeOOBaHUAM, a TaKKE€ O HAIWYMU CAHUTAPHO-3MHJIEMHOJIOIMYECKOIO 3aKIIIOYEHHS O COOTBETCTBUU
MOMEILEHUH, peIHa3HaYeHHbIX JJIs BBINOJIHEHHUS (OCYLIECTBIIEHNUS) 3asiBICHHBIX HOBBIX paboT (yciyr),
TpeOOBaHUSAM CaHUTAPHBIX MTPABUJI, BHIIAHHOT'O B YCTAHOBJICHHOM MOPSKE.

10. Ilpu mpoBeneHUM NPOBEPKH CBENEHUMN, COJAEPKAIIMXCS B MPEACTABICHHBIX COUCKATEIEM
JMIIEH3UU (JIMIIEH3UaTOM) 3asBJICHUU M MPUJIAraeMblX K HEMY JJOKYMEHTax, COOIIO/IEHHUS] COMCKaTeleM
JUIEH3UN  (IMIIEH3MaToOM) JIMIIEH3MOHHBIX TpeOOBaHWN  JIMIEH3UPYIOLIUH OpraH 3amnpaiiiBaceT
HEOOXO/JUMBIE Ui OCYILECTBJICHHUS JIMIIEH3UPOBAHHUS CBEJIEHHS Yy OpPraHoB, NPeAOCTaBIISIOLINX
rOCy/lapCTBEHHbIE  YCIYI'M, OpTraHOB, MpPEJOCTABIAIOIIMX  MYHUIUMNAIbHbIE  yCIYTH,  HHBIX
rOCYyJapCTBEHHBIX OpPraHOB, OPraHOB MECTHOTO CaMOYIpPaBJIeHHUS JHOO TOABEJIOMCTBEHHBIX WM
opraHu3amyii B Mopsake, ycraHoBiaeHHOM DenepanbHbiM 3akoHOM "OO OpraHM3aliy MPe0CTABICHHS
rOCy/IapCTBEHHBIX U MYHULIUTIIAIBHBIX yCIYyT".

11. JIunen3upyromnuii oprad pasmeniaer B (QeaepaqbHON TOCYIapCTBEHHOW WH(OPMAIMOHHOMN
cucreMe "EauHBIN 1opTan rocylapcTBEHHBIX M MYHHMLIMIANBHBIX ycuayr ((QyHKiuil)' B mopsake,
yctaHoBieHHOM IIpaButensctBom Poccuiickoit @enepannn, CBEACHUS O XOA€ NPHUHATUS UM PELICHHS O
NPEOCTABICHUH WM TepeodOpMIICHUH JIUIEH3UH, NMPOBEIECHUS MPOBEPKU COOTBETCTBHUS COMCKATENs
JUIEH3UU U JTUIeH3UaTa JUIEH3NOHHBIM TPeOOBAHUSM, ITPELyCMOTPEHHBIM HacTOsIIUM [lonoxeHneMm.

12. Undopmanusi, OTHOCSAMIAsICSI K  OCYILIECTBIECHUIO (hapMaleBTHUECKOW  JEeSATEIbHOCTH,
npeaycMoTpeHHas dactsmMu | u 2 cratbu 21 @epepanbHOro 3akoHa "O JIMIIEH3UPOBAHUU OTIEIbHBIX
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BHUJIOB JICSATEIBHOCTU", pa3Mmemaercs Ha OQHUIMAIBLHOM CalTe JIMIICH3UPYIOIIETO OpraHa B
UH(POPMALMOHHO-TEIEKOMMYHUKAIMOHHONW cetn MHTepHeT W (Win) Ha WHGOPMALMOHHBIX CTEHIaX B
MOMEIIEHUIX JTUIEH3UPYIOILIEro oprana B Teuenue 10 nHel co qus:

a) O(I)I/II_[I/IaHBHOI‘O OHy6JII/IKOBaHI/I$I HOPMAaTUBHBIX IMPpaBOBLIX aKTOB, YCTaHaBJIMBAIOIIUX
o0s3aTenbHbIe TPEOOBAHUS K JIMLIEH3UPYEMOH 1eATeIbHOCTH;

0) IpUHATHS JIMIEH3UPYIOIUM OpPraHOM pEIIEHUST O TMPEAOCTABICHHUH, MepeodOopMIICHNUH,
MPUOCTAaHOBIIEHUH, BO30OHOBIICHUH, IPEKPAILICHUH ACUCTBUS JTUIICH3UY;

TAPAHT:

O dopmax, UCHONIB3YEMBIX B IIPOIECCE JUICH3UPOBaHUs (hapMalleBTHUECKOMN AeITeIbHOCTH, CM.:
npuka3 PoczapaBuanzopa ot 15 despans 2012 r. N 547-T1p/12

npuka3 PoczapaBuanazopa ot 9 oktsiops 2006 . N 2284-11p/06

B) noiy4yeHus ot deaepanbHON HATOTOBOM CIIYKObI CBEIEHUH O JIMKBUAAILMH FOPUIUIECKOTO JTUIA
WIN TIPEKPAIICHUH €T0 JCATEIILHOCTH B PE3yIbTaTe PEOPraHU3allH, O MPEKPAICHUN (HU3NIECKUM JIUIIOM
JESATENIbHOCTH B Ka4eCTBE MHAMBHUIYAILHOTO MPEAPUHUMATENS,

I') BCTYIUIEHUS B 3aKOHHYIO CHIIy pEIICHUs cy/1a 00 aHHYJIUPOBAHUU JIMLIEH3UH.

13. JIuteH3MOHHBIA KOHTPOJIb OCYIIECTBISIETCS B TOpsAKe, YycTaHoBieHHOM DenepanbHbiM
3akoHoM "O 3ammTe 1OpaB IOPUAMYECKUX JIMI M UHAUBUAYAIbHBIX HNpeIIpUHUMATENEH IpH
OCYIIIECTBJIEHUU TOCYJAapPCTBEHHOIO KOHTPOJSA (Haa30pa) U MYHHUIUNAIBHOIO KOHTpPOJS', C y4eToM
0COOCHHOCTEH, ycTaHOBIEHHBIX DenepanbHbiM  3akoHOM "O TUIEH3UPOBAHUU OTAETBHBIX BHUJOB
NeATEeILHOCTH .

TAPAHT:

CM. AIMUHHCTPATHMBHBIM perjamMeHT wucnoiiHeHus DenepalibHOW CIIy»)O00i MO HaA30py B cdepe
3IpaBOOXPAHEHUS TOCYJAPCTBEHHONW (YHKIMH 1O OCYIIECTBICHUIO JIMIIEH3UOHHOTO KOHTPOJIS
(apmaleBTUUECKON NeATeIbHOCTH, YTBEp)KIEHHBI mnpukasom MunsnpaBa Poccunm ot 1 centsiOps
2017 r. N 5851

OO0 opraHuMzanMM KOHTpOJI 3a COOJIOJAEHHEM JIMLEH3UOHHBIX TpeOOBaHUM U yYCIOBUH IpH
OCYIIECTBICHUH  (hapMalleBTUUECKON  JESITeNbHOCTH  anTeKaMH  JIeYeOHO-TIPODUIAKTHIECKIX
yupexaeHu cM. Meronueckre peKoMeH1alluy, yTBepkaeHHble Poc3npaBHanzopom 1 aBrycra 2008 r.
14. [IpencraBneHre COUCKATeNeM JIMLIEH3UM 3asBJICHUS M JIOKYMEHTOB, HEOOXOAMMBIX JUIs
MOJIyYEHUs! JIMUEH3UU, U UX TMPHUEM JIMIEH3UPYIOIIMM OpPraHOM, MPHUHSITHE JIMLEH3UPYIOIIUM OPraHOM
pelIeHus O MPeJOCTaBICHUHU JHUIEH3UH (00 OTKa3e B MPEJOCTaBICHUM JIMIIEH3MHU), MepeodopMIICHUH
nunieH3un (00 oTkase B nmepeoOpMIICHUH JTUIIEH3UN ), IPUOCTAHOBJICHUH, BO3OOHOBJICHUH, TTPEKPAIIICHIHT
NefCcTBUS JIMIIEH3MH, a TAK)Ke MPeIoCTaBlIeHue JyOauKaTa U KOMUHU JIMIIEH31UH, (OPMHUPOBAHUE U BEACHUE
JUIEH3UOHHOIO Jiefla, BEJIEHUE peecTpa JUIEH3UH U TNPEeOoCTaBIECHUE CBEACHUN, COJAEp)KalluXcs B
peecTpe  JIMIIEH3UH, OCYILIECTBISAIOTCA B  TNOPSAAKE, YCTAaHOBIEHHOM  (DejepaibHBIM — 3aKOHOM
"O IMUEH3UPOBAHUU OTAEIIBHBIX BUJOB JESITEIBHOCTH .
Wndopmarys 06 M3MEHEHHSAX:
Ilocmanosnenuem Ilpasumenvcmea P® om 4 cenmsaops 2012 2. N 882 6 nynkm 15 6necenvl usmenenus
Cm. mexkcm nynkma 6 npeovioyujeli peoaxyuu
15. Benenue CcBOJHOrO peecTpa JMIEH3UM, BBIIAHHBIX OpPraHaMU MCIIOJHUTEIbHOW BJIACTU
cyonbekToB Poccuiickoit ®denepanuu B COOTBETCTBUM C NEPEAAHHBIMHU IOJTHOMOYMSIMH, OCYIIECTBISET
DdenepanbHas ciiy:x0a 1o Haa30py B cepe 3ApaBOOXpaHEHUSI.
Wudopmanust 06 n3MEHEHUIX:

Ilocmanoenenuem Ilpasumenvcmea P® om 4 cenmsaopsa 2012 2. N 882 6 nynkm 16 enecenvt usmeHnenusi

Cm. mexcm nyHkma 6 npeovloyujell peoaKyuu
16. Opransl HMCIOJHUTENBHOW BiIacTH cyObekTOoB Poccuiickoit ®Penepanuu eXeMecIyHO, HE
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no3aHee 10-ro 4rcia, HaMPaBJISAIOT B TICYATHOM U 3JICKTPOHHOM BHJIE JaHHBIC, COJCPIKALIUECS B peecTpax
muneH3uil  cyorektoB Poccuiickori @Denepanmu, B DenepanbHyro ciayk0y 1o Haa3opy B cdepe
3JIPaBOOXPAHCHHUSI.

17. 3a mpenocTaBiieHUE JHMIEH3UPYIOIIMM OPraHOM JIMIEH3UH, €e NepeoGopMieHHe M BbIIady
NyOJIMKaTa yIIauuBaeTCs TOCYAapCTBEHHAs MMOIUIMHA B pa3Mepax U IMOPSIKE, KOTOPHIC YCTaHOBJICHBI
3akoHoaTescTBOM Poccuiickoit Deneparinu o Haorax u coopax.

Wndopmarus 06 H3MEHEHHSX:

Ilocmanoenenuem Ilpasumenvcmea P® om 23 cemmsaops 2016 2. N 956 Illonoscenue oononneno
nynkmom 18, ecmynarowum 6 cuny co oua ecmynienus 8 cuny Pedepanvrozo saxouwa "O enecenuu
usmenenuti 6 cmamou 14 u 15 Deodepanvroco 3axkona "O6 0CHOBAX 0XpaHbl 300pP0BbS 2PAN*COAH 8
Poccuiickoii @eoepayuu”

18. denepanbhas ciayx0a mo Ham3opy B chepe 3ApaBOOXpAHEHHS HANpPaBIseT B TEUEHHE S5
pabounx JHEll B oOpraHbl TOCYJapCTBEHHON BiactTu cyObekToB Poccuiickoit  ®expepanum,
OCYILIECTBIISIOIIME TOJIHOMOYMS, yKa3aHHble B nyHkTe | wactu | crateu 15 @enepanbHoro 3akona "O06
OCHOBax OXpaHbl 370pOBbsi TpaxaaH B Poccuiickoit @enepanuu’, 3aBepeHHbIC KOMUU MPHUKA30B O
IPUOCTAHOBJICHHNH M BO30OHOBIICHUH JCWCTBUS JUICH3MIA, HA3HAYCHUN TPOBEPOK JHMIIEH3UATOB, KOIUU
aKTOB MPOBEPOK JIMIIEH3UATOB, MPEANUCAHUNA 00 YCTpaHEHUU BBIABICHHBIX HAPYIIECHUN ITUIEH3MOHHBIX
TpeOOBaHUH, MPOTOKOJIOB 00 aIMHUHHCTPATUBHBIX IPABOHAPYIICHUSIX, MOCTAHOBJICHUH O HAa3HAYCHUU
aJIMUHHUCTPATUBHBIX HAKa3aHUM U IPYTUX TOKYMEHTOB, CBSI3aHHBIX C OCYIIECTBICHHUEM JIULIEH3MOHHOTO
KOHTPOJISI B OTHOLICHHWW JUIICH3MATOB (32 MCKIIOYEHUEM JIMIIEH3UATOB, MPEJICTABUBIIUX 3aSBICHUS O
nepeoOpMIICHUH JHIIEH3Hi), OCYIIECTBISIIONNX (hapMalleBTUYECKYIO JIEATEIbHOCTD, U BKIIOUYCHHS B
JMIIEH3UOHHBIE JeNIa.

IIpunoxenune
K [lonoxxeHuto o TUIEH3MPOBAHUU
dapmaneBTHUYECKOM 1eATEILHOCTH

Ilepevenn
BbIINMOJIHAECMbIX paﬁoT, OKa3bIBA€MBIX YCJIYI, COCTABJAIOIIMUX (l)apMalleBTl/[‘leCKle AeATECJIbHOCTD

I. B cdepe oOpaieHusi JieKapcTBEHHBIX CPEICTB VISt MEAMUMHCKOT0 NPUMeHEeHUsI

. OnroBast TOProBiIs JIEKAPCTBEHHBIMU CPEICTBAMU AJI1 METULIMHCKOTO IPUMEHEHUS

. XpaHeHue JEeKapCTBEHHBIX CPEACTB JIJIsI MEIUIIMHCKOTO TPUMEHEHUS

. XpaHeHue JeKapCTBEHHBIX MIPENapaToB il MEAUIUHCKOTO IPUMEHEHHUS

. IlepeBo3Ka 1E€KAPCTBEHHBIX CPEACTB JJISI METUIIMHCKOTO TPUMEHEHUS

. IlepeBo3Ka JIEKAPCTBEHHBIX MIPENAPATOB I MEAUIMHCKOTO IPUMEHEHUS

. Po3HMYHAas TOProBiis J€KapCTBEHHBIMU MIPenapaTaMy 11 MEAUIIUHCKOTO MPUMEHEHHUS
. OTyck neKapCcTBEHHBIX MPEeNapaToB ISl MEAUIIMHCKOTO TPUMEHEHUS

. I3roToByeHne JeKapCTBEHHBIX MPENAPATOB IJI1 MEAUIIMHCKOTO MPUMEHEHUS

03N DNk~ W~

I1. B cdepe oOpamenus JJeKapCTBEHHbBIX CPEACTB VIS BeTePUHAPHOI0 IPUMEHEHUsI

1. OnroBast TOProBIIs JIEKAPCTBEHHBIMU CPENCTBAMU JJII BETEPUHAPHOTO IPUMEHEHUS
2. XpaHeHHeE JEKapCTBEHHBIX CPENCTB JJI1 BETEPUHAPHOTO IPUMEHEHUS

3. XpaHeHue JIeKapCTBEHHBIX MPENapaToB I BETEPUHAPHOTO IPUMEHEHUS

4. IlepeBo3Ka JI€KapCTBEHHBIX CPEJICTB AJI1 BETEPUHAPHOTO IPUMEHEHMS
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5. IlepeBo3Ka JIeKapCTBEHHBIX MIPENapaToB Il BETEPUHAPHOTO MPUMEHEHHUS

6. Po3Hu4Has TOpro,iis JI€KapCTBEHHBIMU IIpENapaTaMu JJisl BETEPUHAPHOTO IPUMEHEHUS
7. OTIIyCK J€KapCTBEHHBIX MPENApaToB ISl BETEPUHAPHOIO IPUMEHEHUS

8. M3roroBiieHNE 1EKapCTBEHHBIX IIPENAPATOB [l BETEPUHAPHOTO IIPUMEHEHUS



