POCCHVICKAST QEAEPALIMS
GEAEPAABHBIVT 3AKOH

O nexapcTBeHHbIX cpeacTBaX

TprnsT Focynapcereentoit I.(ymoﬁ 5 vions 1998 rozia
 Ogobpen CoBerom Tegeparym . 10 mons 1998 roga

Hacrosmmlt  @emepaibHEI  3aKOH  CO37A€T  NIPABOBYIO . OCHOBY
HEATCIBHOCTH  CyOBeKkTOB  OGpAlleHHs  JIEKApCTBEHHBIX  CPEJICTB,
YCTAHABIMBAET CUCTEMY IOCYHAPCTBEHHBIX OpPTaHOB, OCYINECTBILAFOLUX
[IPABOMPUMEHUTENLHYXO [IPaKTHKY B COOTBETCTBMH C  HACTOSIINM
DemepanbHEIM  3aKOHOM, pacupeneiser  MONHOMOYHS OpraHoB

HCTIONHUTENBHOR BIACTH B chepe 0BpaINeHHs TeKaPCTBEHHBIX CPELCTE.

T'masal. O6umne noJoxenus

Cratea l. Tlpeamer perynupoBanus Hacrosuero ®exepaisHOTo
3aK0Ha .

- 1. Hacrosmwmit @enepansHbii 3aKOH  PEryadpyeT - OTHOLIEHHS,
BOSHHKAIOWME B CBA3W ¢ Pa3paGoTkoil, MPOM3BOJCTBOM, H3TOTOBJEHHEM,
| DOKTHEMIECKUMY - W KIMHWMECKAMH  WCCHENOBAHHMAME IeKapCTBEHHBIX

CPENCTB, KOHIpOJeM HMX XauecrBa, dPpdexTuBHOCTH, Oe30macHOCTH,



TOProBACH NeKapCTBEHHBIMH CPEECTBAME M MHBIME jeficrBuamu B cdepe
o6palleHns JeKapPCTBEHHBIX CPENCTB. )

2. Hacrosummit DenepalbHEIl  3aKOH yCTéHaBJmsae'r TIPUOPHUTET
TOCYHAPCTBEHHOTO KOHTPONS NPOM3BONCTRA, M3TOTOBJIEHMA, KadgecTBa,

adpexTrBHOCTH, 6€300aCHOCTH JI€KAPCTBEHHBIX CPE/ICTB.

Crates2.  Cdepa npuMerenus Hacrogmero PerepaabHoro 3aKona

Hacrosnmii ®emepanpspii 3akoH NPUMEHAETCA K  OTHOIISHMSAM,
BOBHUKAYOIIUM B chepe 0OpalleHus TeKapCTBEHHEIX CPEJICTE Ha TEPPUTOPHH
Poccuiickoil defepanyy, ecii 3axoHOAaTenbcToM Poccuiickoit Oenepanuu

HE YCTaHOBJICHO NHOE.

Cratha 3. 3axonomgarenbcro Poccuniickoii @enepanmu o
JIeXaPCTBEHHBIX CPEACTBAX

1. BakomomarenscrBo Poccmiickoii Demepamuy 0  JICKAPCTBEHHBIX
CpeficTBaX COCTOMT M3 HacTodmero (DelepalbHOro 3aKOHA, MOPYIHX
(erepanbHBIX 3aKOHOB M HHBIX HOPMATHBHBIX IPaBOBBIX akToB PoccHiickoi
Qenepamyn, 2 TaKKe 3aKOHOB M MHBIX HOPMATHBHLIX IPABOBBIX 4KTOB
cyOpexroB Poccuiickoit Denepam.

2. OcoGenrocTy 0OpanieHNs HaPKOTHIECKHX IICKAPCTBEHHBIX CPEICTE H
MCHXOTPONHLIX BEIIECTB PErYIUPYIOTC (eepanbHbIMyU 3aKOHAMA.

3. Bem  MeXOyHApOOHBIM  moroBopoM Poccmiickodi  @emepaitua
YCTAHOBIEHB! WHEIE INPaBIA, UYeM MPSAYCMOTPEHHble HACTOAIHM
(emepanbHBIM  32KOHOM, TO INPUMCHTIOTCA NPABHA MEKTYHAPONHOTO

Aorosopa.




Cratpa4.  OcHOBHbIC TOHATHSA, HCHOJb3YEMBIC B HACTOMIEM
DefeparbHOM 3AK0HE

Jna  peneii  Hactomumero (emepa’dbHOTO 3aXOHA  HCUONB3YIOTCH
CHEAYIOIHEe OCHOBHbIE TOHATHS:

JIeKAPCTBEHHBIE CPEACTBA - BEIECTBA, IIPAMEHIeMbIe It MPOGUIIAKTHKH,
MUATHOCTHKHE, JledeHms  OONe3Hd, NPeNOTBPAINCHHA  OepeMEHHOCTH,
TONYYCHHBIE U3 KPOBHM, IUIA3MBI KDOBH, & TAKKE OPTaHOB, TKAHEH 9eNoBeKa
nmt mngdmoro, pacTeHmi, M#HEpalIoOB, METONaMH CHHTE3d WM C
nprMereRueM Ouonormdeckux Texmomorui. K mexapcTBeHHEIM CpencTBaM
OTHOCATCS TAKXKE BEIHECTBA PACTHTENBHOIO, JKHBOTHOTO MIIM CHHTETHIECKOTO
DPOMCXROXKJICHHS, oOnanatommae (HapMakONOrMIeckodl aKTHBHOCTBIO M
npenHasHadeHHBe U1 NPOH3BOXCTBA ¥ M3TOTOBJIEHHUS JIeKAPCTBEHHBIX
CPEJICTB;

JIEKAPCTBEHHBIE IPENapaThi - TO3HPOBAHHEIE TeKAPCTBEHHEIE CPEMICTRA,
TOTOBBIE K IIPHMEHEHHK);

AMMYHOOGHOIOTHYECKHE  JIEKAPCTBEHHEIE  CPEICTBA - ICKAPCTBEHHbIE
cpencTBa, TpeRHasHadeHHBIC AT AMMYHOIOTHYECKOH NpOGUMIAKTHKY |
MMMYHOTIOTHYECKOH Tepami;

HAPKOTHYECKAE JIEKAPCTBEHHBIE CPE/CTBA - TRKAPCTBEHHEIE CPENCTBA,
BKIIOYEHHBIE B TEPEYEeHb HAPKOTUUCCKMX CPEUCTB, COCTABICHHBIA H
OGHOBIIIEMBIE B COOTBeTCTRHM ¢ EjUHOM KOHBeHmMeH O HApKOTHIECKHMX
cpezcTBax 1961 roma u 3axonomaTenscTBoM Poccuiickoli Penepanun;

NCHXOTPOIHbBIE  BELIECTBA - BEINECTBA, BKIDOUCHHBIE B  TIEPEYEHD,
COCTABNEHHBIA M OOHOBIMEMBbIi B COOTBeTCTBHMHM ¢ KosBeHIMeH o
[eUXOTPONHBIX BemecTeax 1971 roma m 3akoHOmaTenbcrBoM Poccmiickoit
Denmepanuu;

[ATEHTOBAHHBIE JIEKAPCTBEHHBIE CPEICTBA - IEKAPCTBEHHbIE CPENCTBa,
npaBo HA NPOH3BOACTBO M NPOAAXY KOTOPHIX OXPAHACTCA IATEHTHBIM

3aKOHONATeIbcTBOM Poccuiickoit denmepalpu;




HE3aKOHHRIE KOIMH JISKAPCTBEHHBIX CPECTB - ICKAPCTBeHHBIE CPECTBA,
mocTynuBOme B oOpallleHde ¢ HAPYNIeRAeM ITaTEHTHOTO 3aKOHOHATENbCTBA
Poccuiickolt @enepanuy;

OpHTHHANBHBIE JIKAPCTBSHHBIE CPECTBA - IEKAPCTBEHHEIE CDENCTBa,
HOCTYIHBIME B OGpalleHHe ¢ 3aperHCTPUPOBAHHBIME COGCTBEHHBIMMU
Ha3BAHUAMH;

BOCIIPOU3BEIICHHbIC JIEKapCTBEHHbIS CPEICTBA - IEKAPCTBEHHBIE
cpeficTBa, HOCTYOHBINAE B oOpalieHye HOCHE HCTEIEHUA CPOKA IeHCTBHS
HCKIIOUATENBHEIX NATEHTHBIX [paB Ha of)nmﬂanmme JIEKaPCTBEHHEIE
cpencrna; k

KAueCTBO JEKAPCTBEHHBIX CPEACTB - COOTBETCTBHE JeKAPCTBEHHBIX
CPEJICTB TOCYNAPCTBEHHOMY CTAaHIapTy KadecTBa TEKApPCTBEHHBIX CPEICTB;

6€30MaCHOCTE  JIGKAPCTBEHHBIX ~ CPENCTB - XapaKTepHCTHKA
ﬁexapc’meHme CPEICTB, OCHOBaHHASA Ha CPaBHHTENBHOM aHAIN3E HX
9(ppeKTUBHOCTH 1 ONIEHKY PHCKA IPHIMHERHS BPEAA 3MOPOBBIO;

5]HEKTHBHOCTE NEKAPCTBEHHBIX - CPEJICTB - XapaKTEPHCTAKA  CTEIECHA
TONOXMTEALHOIO BIMAHAS IEKAPCTBEHHBIX CPEACTB Ha TeusHHe 60TesHN;

tapmaxoreiaas cTaThs - TOCYHAPCTBEHHBIH CTaHKAPT NEKAPCTBEHHOTO
CpelcTBa, CONEPKAINMA IiepeieHh IOKa3aTenell W MeTOHOB KOHTPOIA
Ka4ecTBa HeKapCTBEHHOTO CPEICTRE; -

rocyrapcrsennas dgapMaxones - cOOpHAK (bapﬁakoneﬁm,lx crareif;

PETMCTPANNOHHEI HOMEp - KOIOBO¢  0603HayeHHe, IIPHCBAHBAEMOE
JIEKAPCTBEHHOMY CPEHCTBY IIPH TOCYAAPCTBEHHON PETHCTPAIVE;

cepTu(EKkaT  KadecTBa  JIEKAPCTBEHHOTO  CPEACTBA - JOKYMEHT,
TONTBEPXIAIOIMEA COOTBETCTBHE KadeCTBA IEKapCTBEHHOIO CPEACTBa
TOCYIAPCTBEHHOMY CTAHIAPTY KAUecTBa IeKaPCTBEHHKIX CPETICTE;

ofparieHne JIEKAPCTBEHHBIX CPEACTE - OOOOIEHHOE MOHSTHE
JIesATeNBROCTY, BKIIOYAIOMel pa3paboTKy, WCCIHETOBaHUSA, HPOM3BOACTBO,

M3rOTOBJICHUE, XPaHECHME, . YINAKOBKY, NEDPEBO3KY, TIOCYTAPCTBCHHYIO
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PETHCTpAaLMIo, CTAHEADTM3AIFIO M KOHTDONb  Ka€ecTBa, NpORaxy,
MapKHPOBKY, PEKIaMy, IPMMCHEH e TEKAPCTBEHHEIX CPEACTB, YHUITOREHNE
JIeKapCTREHHBIX CPeJCTB, IPAMECAMIAX B HETOHOCTb, WIWM JEKaPCTBEHHBIX
CPE/ICTB ¢ MCTEKIIAM CPOKOM TOMHOCTH M MHEIE feficTBIs B chepe obpaneHns
JIEKAPCTBEHHBIX CPENICTB;

cyObexTH  OOpAINEHMs  JEKAPCTBEHHBIX  CPEICTB - husHyecke U
IOpUIFYeCKHE JIHIA, OCYIIECTBIAIONTHE O0palleHHe JeKapCTBEHHBIX CPEICTB;

(apMaleBTHUECKAs  JIEATENHHOCTS - NEATSNBHOCTh, — OCYINECTBIAEMAS
TIPEIPHATAAMA - OITOBOR TOPTOBIM M aNTCHYHBIMH YYPEKICHHAMY B cepe
0bparenns TeXapCIREHAEIX CPEAiCTB, BKIIOYAIOIAs ONTOBYI0 ¥ POSHEYHYIO
TOPTOBIIO JIEKAPCTBEHHBLIME CDEHCTBAMY, MHSTOTOBIICHHE JIEKAPCTBEHHbIX
CpencTs;

HPEIIpPHATHE - IPOUSBOIHUTEIS TEKAPCIBEHHBIX CPEJCTB - OPTaHA3aIN,
OCYIIECTBILIONas IPOM3BONCTBO NEKAPCTBEHHBIX CPENCTB B COOTBETCTBHM C
TpeSoBanAsMu HacTOAmMero MenepanbHOro 3aK0HA;

OpraHuM3alys - Pa3spaboTIRK JIEKAPCTBEHHOIO CPE/CTBA - OPTaHM3aIui,
obnafaromas NATEHTHHIMM IPaBaMH Ha JISKaPCTBEHHOE CPEACTBO X
ABTOPCKHMH [PABAMA Ha PE3yITbTATHI €0 JOKIMHATECKHUX HCCHeA0BARHIE;

OpeNIpUSITHE ONTOBOM TOPTOBNE  JIEKAPCTBEHHBIMH  CPEICTBAMHE -
OpraHM3als, OCYWIECTBIIOMAS ONTOBYX TOPIOBIIO JEKAPCTBEHHBIME
CPEICTBAME B COOTBETCTBHH ¢ TpeGoBammsaMu Hactosmero desepanbHOro
3aKOHA;

AITEYHOE YUPEKICHUE - OPTaHM3ALA, OCYLIECTBIMIONIAS DPO3HHYHYIO
TOPTOBIEO  JIEKADCTBEHHBIME  CPENCTBAME, H3TOTOBIECHHE M OTHYCK
JIEXKAPCTBEHHBIX CPEICIB B COOTBETCTBHH C TPeOOBAaHMAMM HACTOSILEro
PeepalbHOTO 3aKOHa; K aNTEUHBIM YIPEKOCHHIM OTHOCATCH AITeKH,
alfTeKH  yIpeXOEHHH 3IPABOOXPAHCHWS, ANTeYHble HyHKTEI, alTedHble

Mara3yuHbl, allTCIHbIC KHOCKIL.
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TnasaIl.  TocygapcreeHHoe peryMpoBaHie OTHONMICHMH,
BOHMKAXONIAX B cdepe oOpateHus
JIGKAPCTBEHHbIX CPEACTB

Crares 5. TocyaapeTBeHHOE PeryaupOBAHEAE OTHOMICHHUI,
BOZHUKAXOMUX B chepe oOpanIeHns JeKaPCTBEHHBIX
cpencTB

1. TocynapcTBeHHOE PpEryIMpOBAaHME OTHOWICHUH, BO3HHKAIONMX B
cpepe OOpaleHNA TeKaPCTBEHHBIX CPEICTB, OCYINECTBIIETCA My TeM:

1) rocymapcTBEHHOH perucTpaLi TeKapPCTBCHHEIX CPETCTB;

2) NMIUEH3MPOBAHMA JESTENBHOCTH B oepe OOPAIeHHS JIEKAPCTBEHHbIX
CPEJICTB;

3) aTTecTamEM X CepTHGUKALWH CHOEIMANHCTOR, 3aHATBIX B cdepe
obpalleHns TeKapCTBEHABIX CPENCTB;

4) TOCYZAPCTBEHHOTO  KOHTPONS  NPOM3BONCYBA,  M3TOTOBICHMA,
xadecTea, 3pdekTHBHOCTH, 6e30MaCHOCTH JIEKAPCTBEHHBIX CPEeTICTB.

2. I‘ocynapcmeﬂﬂoe PErYIMpOBAHUE OTHOIUECHMH, BOSHUKAONMX B
cepe OBpanieHns TeKapCTBEHHBIX CPENCTE, OCYINECTRIACTCA (eflepaibHEIM
OpraHoM HCHOJHUTENbHOM BIACTH W OpraHaMM WCIIONHUTENBHON BIACTH
cybpexToB Poccmiicko#t Pemeparms, B KOMIETCHIMIO KOTOPBIX BXOIWT
OCYIECTBICHAEe TOCYJAPCTBEHHOTO KOHTDONA KadecTsa, 3¢dexTHBROCTH,
Ge30TMaCHOCTH  JIEKADCTBEHHBIX  CPENcTB,  (iedepampHEIM  OPraHOM
HCTIONHATENBHON BIACTA M OpPraHaMy HCIIONHUTENBHON BIacTH CyOhexTOB

Poccmiickoit derepanuy B chepe 3MpaBOOXPaHEHHs,

Crates 6.  Tlonnomouns Ipaenrensctsa Poceniickoli ®enepaniy s
cdepe oGpalIeHnus JEKAPCTBEHHBIX CPEICTB

Ipasurenscrso Poccaiickoit Penepanym:
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1) obeceumBaer mnpoBeneHHe B Poccuiickoit Pemeparmy emuHOR
r'OCyHapCTBEHHOM NOMUTHKA B 00IacTH obecriedeHus HaceneHus Poccmitcxoii
®@enepaliyn IGKapCTBEHHBIMU CPeCTBAMHE,

2) paspabarerBaeT W OCYHIECTBIIET  (helepambHBIE IIPOTPAMMBI
obecrieaesyst  HaceweHms Poccuiickoit  Pemepanyd  JIEeKapCTBEHHBIMU
CPeACTBAMH H PAsBUTHA MEIMIHMHCKOMH TPOMBIIITIEHHOCTH,

3) ycranaeimMBaeT NOPANOK CONMANBHOM 3aIUTH Ipaxad Poccuitckol
@enepanuy, JbroTHoro maM  GecltaTHOro  ofecmeYeHHA  OTHETBHBIX
Kareropuii rpaxmas Poccuiickoil @eaepalinn IeKapcTBEHHLIME CPEICTBAMM;

4) yreepxpaer IlonoxeHHe O NesTeMLHOCTH (ENEPATBHOTO OpTaHa

KOHTPOILA KaYeCTBA JICKAPCTBEHHAIX CPEICTB.

Cratea7.  IloJHOMOYMS OPraHOB HCHIONHATEILHOH BIaCTH
cyGvextos Poceniickoit Pesepanuu B chepe obpamenns
JIEKAPCTBEHHBIX CPENCTB

Opransl HCIONHUTENBHOM BIacTH cyohekToB Poccuiickoit @emepanuu B
chepe obpaleHus TeKapCTBEHHbIX CPEACTB:

1) paspabGaTeBaloT H OCYLIECTBISIOT PETHOHANBHBIE [POrPAMMBI
ofecreuenns HaceTeHMA CyOBEKTOB Poccuiickoi Denepalui
JIEXapCTBEHHBIMY CPEICTBAMU;

2) OpOBOAAT SKCUEPTH3Y JKONOTHYecKod Ge30macHOCTH IMPOM3BOACTBA
IEKApCTBEHHBIX CPENCTB HAa TEPPUTOpHAX  CcyOhexToB  Poccmitckoi
Depmepanun;

3) mposopsaT SKCTIEPTH3Y CAHHTAPHO-3HREMHOIOTHIECKOH
6€30acHOCTH [POM3BOJICTBA JIEKAPCTBEHHEIX - CPENCTE HA TEPPUTOPHAX

cyGrexTos Poccuitckolt Penepaimi.
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T'mapa III.  Tocynapcrsennasi cucTeMa KOHTPOJIA KavecTsa,
3¢ perTHBHOCTH, 6e30IACHOCTH JeKAPCTBEHHBIX
cpencrs

Cratea8. TocyaapcTBeHHas cHCTeMa KOHTPOJIS KaYecTBa,
s perTHBHOCTH, Ge30MACHOCTH JIEKAPCTBEHHBIX CPEACTE

1. TocyaapcTBeHHOMY KOHTPOIO TMOMUIEXAT BCe JIEKAPCTBEHHBIC
cpemcTBa, IPOM3BEHGHHBE HA TeppuropmE Poccmiickolt ®egepaiuu U
BBO3MMBIe Ha Teppuropuio Poceuiickoi Menepanun.

2. TIopamox OCYMIECTBICHHA TOCYZAPCTBEHHOTO KOHTPONL XayecTsa,
3 dexTUBHOCTH, 0€30NACHOCTH JTeKAPCIBEHHBIX CPEICTE YCTAHABIHBAETCA
HaCTOAIAM @enepanbﬂmml 3aKOHOM, HOPMATHBHBIME IPABOBBIMH AKTaMH
Poccriicko#i Denepaluy, B TOM THCIEe HOPMATUBHEIMA IIPABOBLIMA aKTaMH
(emepanpHOro OpraHa HCHOMHHTETSHOR BIIACTH, B KOMIICTEHIIO KOTOPOTO
BXONAT  OCYIIECTBIEHWE  IOCYHAPCTBEHHOTO — KOHTPONA  KagecTBa,
addexTUBHOCTH, 6€30IACHOCTH JEKAPCTBEHHBIX CPEACTB H MOMHOMOYHA
KOTOpPOro ODpefeNieHH B ¢TaThix 9, 10 HacTosmero PenepansHOro 3aKoHa.

3. TocymapcrBeHHas CHCTEMa KOHTPONA KauecTBa, 3(GeKTHBHOCTH,
6€3011aCHOCTH JIEKAPCTBEHHBIX CPEICTB BKIIOYAET: '

1) demepambHbiii  OpraB  WCHONHHMTENBHOH BIACTH M OpPTaHHI
HCTIONHUTENbHOM  Biacta  cyOpexToB  Poccmiickoii  @epmeparmn, B
KOMIETEHIMIO KOTOPBIX  BXOAAT  OCYIECTBICHHE TIOCYAAPCTBEHHOTO
KOHTPOII Ka4ecTBa, 3(hpeKTUBHOCTH, 6E30IIaCHOCTH IEKAPCTBEHHBIX CPEICTB,
Hamsop 3a (apMaleBTIIecKO JIeSTeNEHOCTRIO M HHEIE - JeHCTBUA B cdepe
o6pareHns JeKAPCTBEHHbIX CPENICTB;

2) HAYIHO-HCCIENOBATENLCKIE YIAPEKICHNA, HHCTHTYTH, HabopaTopuu
oIS paspaboTKe, HCCHEIOBaHME M OCYIIECTBIEHHS TrOCYTApPCTBEHHOTO
KOHTPOIH Ka4ecTBa, ek THBHOCTH, 6e301aCHOCTH JIEKAPCTBEHHBLX CPEICTB;

3) 9KcHepTHbIE COBETEL 10 OOPAINEHMIO JIEKAPCTBEHHLIX CPEACTB IpH

IpasurenscrBe Poccuticko# Pemepanun, NeliCTBYIOMME B COOTBETCTBHH C
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TlonoxenueM OO0 OSKCIEPTHBIX COBETaX IO OOPaNICHMIO JEeKapCTBEHHBIX
cpefIcTB, yrBepxaaeMsiM Ipaparemscreom Poccmitckolt eneparp;

4) sTgeckue ‘COBETHI, JeHcTByIOmMYE npu YIpeKISHHAX
3/paBOOXPAHEHNA B cOOTBeTCTBHY ¢ ITomokenueM 06 STHYECKHX COBETAX,
YTBEPHIZEMBIM (PE/CPANBHEM OPraHOM WCIIONIHUTELHOR BIHAacTH B chepe
31paBOOXPAHEHNA;

5) #EGOPMAIMOHHYIO CHCTEMY, obecneauBaIOIYI0 CyOBEKTHI
o6pallieHus IeKapCTBEHHBIX CPEACTB HeobXomMolt HahopMmarel.

Crazpn 9.  @enepanbHblii Opran MCHOJHUTENLHON BJIACTH H OPrafbl
HCIOTHUTEbHOI BJIacTH cyObexToB Poccniickoi
@epepauyn, B KOMIETEHIMIO KOTOPBIX BXOMHT
OCYLIECTBIICHHE KOHTPOJIA KAYECTBA, S e K TUBHOCTH,
HOCTH peT 1X CPEACTB

1. ®emepansHBIT opras, YIONHOMOYEHHBL IIpaBuTenBCTBOM
Poccumiickoii  Depfepatiin  Ha  OCYHICCTBICHHE KOHTDONS — KadecTBa,
abdexTHBHOCTH,  G€30IIACHOCTH  JICKAPCTBEHHBIX  CPENCTB  (mawee -
denepansHBIi Opral KOHTPOIA Ka4eCTBa JICKAPCTBEHHBIX CPEACTB), ABIAETCA
eMHCTBEHHBIM  (efepalbEBIM ~ OpPraHOM — MCHONHWMTENLHOH — BIacTH,
OTBETCTBEHHBIM 32 OCYLIECTBIECHME TOCYHAPCTBEHHOrO KOHTPONA KadecTsa,
sbdexTrsHOCTH, O30NMACHOCTH IEKAPCTBEHHBIX cpeAcTB B Poccmiickoit
Denepaniy, CAMOCTOSTENBHEIM IO BCEM BOLPOCAM, OTHOCAIAMCS K €ro
KOMIIETCHITHH.

) 2. OuHAHCHPOBaHUEe NeATeNbHOCTH (PENepalbHOrO OpraHa KOHTPOIA

KawecTBa JIeKapCTBEHHBIX CPENCTB IPEMyCMaTPUBAETCS OTIENbHOM CTPOKOMH B
COOTBETCTBHH ¢ BEXOMCTBERHOM CTPYKTypo#f pacxonop (emepanbHOro
6YOIKeTa HA coomeTchyxbmnifl TOx. )

3, TTomHoMouMd 11O OCYLIECTBICHHIO IOCYZAPCTBEHHOIO XKOHTPONS
KagecTBa, 3OPEKTHBHOCTH, GE30TaCHOCTH JIEKaPCTBEHHEIX CPEACTB HE MOTYT

OBITH BO3NONKEHBI Ha (efepalbHbii OPraH HCIONHATEILHOK BIIACTH,
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OCYIIECTRILIOMMH - TOCYNAaPCTBEHHOE  yUpPaBjleHyie  HPOMBINTIEHHBIM
TPOH3BOICTBOM JIEKaPCTBEHHBIX CPEICTE ¥ MEMITHHCKIX H3CIHi.

4. B uemsx ofecHeueHns TOCYAAapCTBEHHOTO KOHTPONA KadecTsa,
3¢ HeKTABHOCTH, 6e30TACHOCTH TeKAPCTBEHHBIX CPEICTE (hefepaabHEll opran
KOHTPOJSl ~ KadecrBa  JEKAPCTBEHHBIX  CPERCTB  MOMKET  CO3MABATDH
TeppUTOpHANbHLIE  OPTaHBl  KOHTPONA  KadecTsa,  S(¢EKTHBHOCTH,
6€300ACHOCTH JISKAPCTBEHHBIX CPEICTB (HAlee - TEPPUTOPUANLHBIE OpPraHbl
KOHTPOJI KaduecrBa JIEKAPCTBEHHEIX CPENCTB) THOO IO COINAIICHMIO ¢
opragaMy HCHIOJHHICIBHOM Blact cybpexros Poccmiicko#t ®enmepamum
mepenaBaTh UM CBOYL IIOTHOMOYHA IO OCYIIECTBICHMIO KOHTPOIL KavyecTBa,

sdexTHBHOCTH, 6630TIACHOCTH IEKAPCTBEHHBIX CPEACTB.

Craress 10.  IToanomouus denepaibHOro oprana KONTPOJs KavecTsa
‘ JIEKAPCTBEHHBIX CPEICTB

| @DenepanbHbli OpraH KOHTPONA KauecTBA JIEKaPCTBEHHBIX CpEJICTB
| OCYINECTBIHACT:

1) sxcmepTmszy KadecTna, addexTHBHOCTH, GesonacHocTd
JIEKAPCTBEHHBIX CPEICTB, HPOM3BOIUMBIX B Poccmiickolt ®enepanmu u :
BBO3HMBIX Ha Teppuropmio Poccriickol @enepatwm;

2) TOCYZapCTBEHHYIO PEeTHCTPAIMIO nexapCTBeHme’ CpPeNiCTB, BKIEOYAs
PETHCTPALMIO TOMEOTIATHIECKAX JICKAPCTBEHHbIX CPEICTB;

3) cocTaBlieHHe IOCYIAPCTBEHHOTO PEECTPA JIeKapPCTBEHHBIX CPECTB;

4) dopumpoBaHHe KOMHTIETAa [0 3THKe HpH (eflepambHOM opraHe |
KOHTpONs KadecTBAa JIEKApPCTBSHHBIX CpeNcTB M obecmedeHme €ro
IeATENLHOCTH;

5) yTBepKIeHWe TeKCTOB (apMaKONeHHBIX cTaTel;

6) CcOCTaBIICHHE M H3aHHE TOCYXAPCTREHHOM hapmakonen; )

7) cocTaBneHMe NepeyHell JIEKapCTBEHHBIX CPEACTB, OTIYCKaeMBIX Oe3

perenra gpava;




~11-

8) cGop u 0GoOIeHHe JAHHEIX O MTPAMEHEHHH, IOOOYHBIX AeHCTBIAX 1
06 0cOBEHHOCTSX B38MMONECTBHA IEKAPCTBEHHBIX CPENCTB;

9) paspabGoTKy H yTBEpX[EHHE FOCYXAPCTBEHHOIO CTAHAAPTA KaYecTBa
JIEKAPCTBEHHEIX CPEfICTB M TOCYNAPCTBEHHOTO HHGOPMAIIHORHOTO CTAHA2PTa;

10) paspaboTKy H YTBEPKIECHHE IPABHI OPTaHU3ANNA IPOU3BOICTBA M
KOHTPOII KadecTa JIEKADCTBEHHBIX CPEJCTB, IPAaBHIL H3IOTOBICHHA
JIEKapCTBEHHHIX = CPEACTB, IPABHI ONTOBOH TODPTOBNHM JIEKAPCTBEHHEBIME
CpencTBaMy;

11) sxcmepTH3El SKONOTHYECKOM H CAHHTAPHO-3NHIEMHUOIOTHIECCKOMR
6€30ACHOCTY IPOU3BOCTBA JICKAPCTBEHHEIX CPEICTB;

12) paspaboTiy U yTBepKIeHHE NPABIT Ta6OpaTOPHOI IIPAKTHKY,

13) Belmady 3axiEOYEHHMHA O COOTBETCTBMA OPIaHUSALMH HPOW3BOICTBA
TEKAPCTBEHHBIX CPEACIB TpeGOBaHMAM HacTosimero PelepalmbHOro 3aKOHa
p% TALUEH3UPOBaHAY IIPOU3BONICTBA ICKAPCTBEHHEIX CPEJICTB;

14) KOHTPONP 3a BBINONHEHHMEM NPEAIPHATHAMHE ~ IPOU3BOAUTEIAME
JIEKAPCTBEHHBIX CPEICTB HPABUI OPraHH3AIMK HPOM3BONCTBA W KOHTPOIA
KauecTBa AeKapCTBEHHBIX CPEICTB;

15) BzammopeiicrBiHe ¢ GenepanbHBIME OPraHaMd  HCIOJNHHTENBHOM
BJIACTH, B KOMIIETEHIINIO KOTOPHIX BXOIHT JIHHEH3MPOBAHME MPOM3BOICTBA
JEKApPCTBEHHBIX CPeficTB, KIMHMYECKAX HCCIENOBAHMH JIEKAPCTBEHHBIX
CPECTB ¥ BHEIUHETOPrOBOH NEATENBHOCTH,

16) Bpimagy paspelneHEH Ha BBO3 KOHKPETHOH HApTHY NeKapCTBEHHBIX
cpeacTs Ha TeppuTOopHIo Poccmiickoil Penepatii B COOTBETCTBHY C IYHKTOM
6 craTsd 20, moAnyHKTOM 3 nyHkTa 1 craThy 21 macrosmero ®enepanbuoro
3aKOHA;

17) Bansop 3a GapManeBTHIECKOM NEATENLHOCTHIO)

18) aTrecranmo H cepTUEKANMIO CIIEIMAINCTOB, 3aHATHX B chepe

OGP&H.ICHI/I}[ JIEKapPCTBEHHBIX CPENCTB,

1
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19) uEble NONHOMOUMS, BO3JOXKEHHEIE Ha Hero IIpaBHTENHCTBOM
Poccaiickoil Menepauuu B COOTBETCTBHH ¢ 3aKOHOMaTeNsCTBOM Poccuitckoi

Denepanyi.

Crates 11. Ilopsnok o6xanosanus pementii leaepannHOro oprana
KOHTPOJIS KAYECTBA JEKAPCTBEHHBIX CPefICTB:

1. B cIydae BO3HUKHOBEHWI DasHoOImacmii MeXHY CyOBEKTOM
obpalenusi JeKapCTBERHBIX CPEACTB ¥ (eIepaNbHBIM OPraHOM KOHTPOI
KadecrBa JIEKAPCIBEHHBIX CPENCTB YKA3aHHBIH  (emepalbHblid  Opran
HCTIOMB3YET COLTACHTENbHBIC MPOLSAYPhI ¢ yIacTHEM IKCIEPTOR CyObexTa
o6palnenus leKapCTBeHHbIX CPEICTB.

2. CybpexT ofpamienns IeKapCTBEHHBIX CPENCTB MMeeT 1PaBo
O03HAKOMHTECA ¢ De3yibTaTaMyl, BHIPaGOTaHHBIMM B XONE COTTACUTENBHOH
IPOLEAYPEL.

3. PaccMoTpeHne amemwminuii #  xanob6 cyGrexToB  obpaumeHmt
TEKAPCTBEHHBIX CPEACTB IOPYTACTCA SKCHEPTHHIM COBETaM IO OOpallerino

NexapcTBeHHbIX cpercts npu IIpasurenscrse Poccutickoit Oemepamsy. ‘

Cratea 12.  TloaHomouns enepaibHOro OpraHa MCIIOTHATEIbHO
pJacti B chepe 3XPABOOXPAHCHNS, CBA3AHHBIE C
ofpatneyveM JeKapCTBEHHbIX CPeACTB

1. QepepanpHBlii  OpraH  HCIOJHWTENBHOH  BIACTH B chepe
30PaBOOXPAHCHIT

1) ocyMeCTBIAET IOATOTOBKY H  IIEPEHONrOTOBKY  CIEHHAIMCTOB,
3aHATHIX B chepe oOpallleHns IEKapCTBEHHBIX CPEICTB;

2) paspabarplBacT W yTBEPXKEAeT HOPMATHBHEIE IIPABOBHIE aKTHl IO
BOIPOCAM, CBS3aHHEIM ¢ OOpaleHWeM JeKApCTBEHHEIX CPENCTE M

OTHECCHHRIM HACTOALINAM ‘I’CI.[CPaJ’IBHLIM 3aKOHOM K €I'0 KOMIICTCHIINHA,
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3) paspabarpiBaeT ¥ YTBEDKIAeT HOPMATHBHEIC IIPABOBBIE AaKTHI,
onperensoIye HOPAROK GapMalleBTHIecKOd NeATEMbHOCTY;

4) yyacrByeT B COCTABICHHM K H3MCHCHHN IepedHEll JIeKapCTBEHHBIX
CPEZICTB, BHECCHHBIX B TEKCTH KOHBEHIH O HAPKOTHYECKUX CDEACTBax M
NCUXOTPOIHEIX BELIECTBAX;

5) BBlAer JMIEH3MH Ha IIPOBENEHHE KIHMHHWYCCKHMX MCCHeAOBanMi
JeKapCTBEHHBIX CPENICTB YUPSKIEHEAM 31paBOOXPaHEHHS;

6) paspabarsiBaer H BHOCHT B IIpasuremscTBo Poccuiickoit Pemepanum
TIpeJIOkeHHs IO HATOTOBOH, KpemuTHOM 1 duHAHCOBOH IIOMMTHKE B cdepe
o6 paluesns JekapCTBEHABIX CPENCTB;

7) yuacrByeT B MeXIYHapOIHOM COTPYAHMYecTBe B chepe oGpalfermast
JeKapCTBEHHBIX CPEJICTB;

8) paspabaTeiBacT W OCYIIECTBISET MEPEl IO ODECHEUCHHIO U
COBEPIICHCTEOBAHNIO PABOIPUMEHUTEIbHOM IPakTHKH B chepe oOpamernt
JIEKAPCTREHHBIX CPEICTB B COOTBETCTBHH C TpeCOBAHUAMEH HACTOSIETO
DemepantbHOTO 33K0HA.

2. Ilpu noxydyenun HHPOPMANHH O CHydadX HOOOTHBIX MeHCTBUH
JEKAPCTBEHHOTO CPENCTBA M 06 OCOGEHHOCTSX €ro B3aUMOIEHCTBUS C
OpPYTAMHA JIEKAPCTBEHHBIMH CPEACTBAMH, KOTODBIE HE COOTBETCTBYIOT
CBEZICHHAM O JIEKAPCTBEHHOM CPELCTBE, COIEPXAUMCT B MHCTPYKIMAK 1O
€r0 IpUMEHEHHIO, (eHepaNbHBI OpraH HCHONHUTENbHOH BIacTd B cepe
3ApABOOXPaHEHMs HMeeT NpPABO TPHOCTAHOBHTH TPHMMEHEHHE MaHHOTO

JIEKapPCTBCHHOI'C CPENCTBA.

TnapalV. I1Ipom3BoJCTBO H H3rOTOBJEHHE JEKAPCTBEHHBIX
cpencTs

Cratps 13.  TIpoM3BOACTBO JIeKAPCTBEHHBIX CPEACTB

1. [IpowM3BOICTBO IEKapCTBEHHBIX CPEICTB - CepuifHoe HOJYyYeHHE

JEKAPCTBCHHBIX CPEOCTB B COOTBETCIBMM C IIpaBHNIAMHM OpraHM3aiuy

13
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OPOM3BONCTBA M KOHTPONA  KadecTBa  JIGKAPCTBEHHBIX  CPEZCTB,
YTBEPHTCHHBIMA demepanbHBIM opranoM KOHTPOTIS KadgecTBa
JIEKAPCTBEHHBIX CPEZICTB.

2. IlpomsBoncTBO JIEKaPCTBEHHBIX cpeficTB OCYIIECTBILIECTCS
TPEANPALTHAMM - IPOU3BOTUTEIAME. JIEKAPCTBEHHBIX CPENCTB, MMEIOHIMHA
JIHIEH3HM Ha [IPOH3BOACTBO JIEKAPCTBEHHBIX CPEICTB.

3. 3aupemaercs IPOH3BOJCTBO TCKAPCTBEHHEIX CPEICTB:

1) Be DpomlefMX TOCYNAPCIBEHHYIO perucTpamuo B Poccmifckoi

tIJe,uepauHH, 32 HCKIIOYCHHEM JICKaDCTBCHHBIX CPENCTB, IIpeiHa3sHa4YCHHBIX

V01 IPOBEEHHA KIMHNIECKIX HCCIIeTOBAHMIA;
2) Ge3 NMHIEH3UM HA IPOM3BOJCTBO JICKAPCTBEHHBIX CPEICTB;
3) ¢ HapylieHWeM NpPaBHJI OpraHM3alliH INPOH3BOJCTBA M KOHTPOIA
KawecTsa JEKAPCTBEHHBIX CPENCTB, YTBEPXKNCHHBIX (efepalbHbiM OpraHOM
KOHTPOILI KauecTBa JIEKAPCTBEHHEIX CPEICTE.
4. TIpoM3BOACTBO NATEHTOBAHHBIX JIEKAPCTBEHHBIX CPENCTE M HMX
|

npoxaxa OCYINECTBILIIOTCH B COOTBETCTBUH < TIaTCHTHRIM

3aKoHOMaTeIbCTBOM Poccmiickoit Pemepai, a Takxe 3axoroM Poccriickoi
Deneparme “O TOProBeIX 3HaKaX, 3HaKaX OOCHyXUBAHMS ¥ HAUMEHOBAHMAX

MECT IPOUCXOKASHAS TOBAPOB”.

Cratpa 14. TocymapcTseHHBI KORTPOJbL NPOH3BOACTBA
JIeKaPCTBEHHBIX CPEICTB

1. TocymapcTBEHHBIH KOHTPOIb IPOU3BOMCTBA JIGKAPCTBEHHbIX CPEICTB
Ha Teppuropmu Poccmiickoii (DemepanmM OCYIECTBIAeTcH (enepalbHEIM
OpranoM KOHTPONT KavyecTBa JIKAPCTBEHHBIX CPENICTR M TepPUTOPHATBHBIMI
oprazaMy XOHTPONA KaYecTBA TeKapCTBEHHBIX CPEICTB,

2. DenepanbHBL Opras KOHTPONS KauecTBa IIEKAPCTBEHHBIX CPENCTB
paspabaTeiBaeT W yIBepAKZaeT TpaBHIa OPraHm3aluy MPOM3BONCTBA H

KOHTPOJIA Ka4eCTBa NCKapCTBCHHbBIX CPEACTB.
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3. DepepanbHbiii OPraH KOHTPONH KadyecTBa IeKapCTBEHHBIX CPENCTB
NPOBOIUT  NIPOBEPKY npennpnmﬁ-npoml;onmeneﬁ JIEKapPCTBEHHBIX
CPElcTE M COCTaBiAeT 3aKIOYeHHA O COOTBETCTBHH OpraHM3alBy
[IPOM3BOACTBA M KOHTPONS KadecTBa JCKAPCTBEHHBIX CPEACTB INpaBHiaM
OpraHA3ALEH POU3BOMCTBA ¥ KOHTPOJIS KAUECTBA IeKaPCTBEHHBIX CPETICTE.

4. TeppHTOpHANBHEIE OPradbl KOHTPONHM Ka4ecTBa JIEKAPCTBEHHBIX
CPENCTB 10 TOPYdeHmIo (eNepalbHOTO OpraHa KOHTPONS KadecTsa
TEKAPCTBEHHBIX CPEICTB NEPHOMMIECKH IIPOBOIAT MIPOBEPKY NPEIIPUSTHIE -
IpOV3BORUTeNell MEKAPCTBEHHBIX CPENCTB, HAXONAMMXCS H3 TEPPUTOPHSX
cooTBeTCTBYIOIHUX CyOBexToB Poccuiickoii Degepariim.

5. @egepaIbHEIA OpraH KOBTPOIA Ka4ecTBa JEKaPCTBEHHBIX CPENCTE ¥
TeppUTOpHANBHbIE OPTaHBl KOHTPOJIA KAdYecTsa JIeKApCTBEHHBIX CpPEICTB
HMEIOT IPaBo:

1) GeclpenATCTBEHHO HONYYaTh JOCTYN Ha IHoGoe NpeAnpHATHE -
IPOU3BOUTENS JEKAPCTBEHHBIX CPENCTB, U3BIMATE 00pasibl IIPOU3BOIAMEIX
JIEXAPCTBEHRbIX CPEICTB;

2) cHuMarh KOOMHM C JOKYMEHTOB, HEOOXONMMEIX MBI IPOBEICHHSA
KOHTPOIIS IPOM3BOMCTBA H KAYECTBA IEKaPCTRCHHELIX CPENCTE;

3) sanpelaTh EPOM3BOICTBO JIEKAPCTBEHHBIX CPENCTB M MPORAXY YXKe
OpOM3BElieHHbIX JIGKAPCTBEHHBIX CPEACTB B CIy4asX, HCIePUbIBArOIIMA
mepeyeHs KOTOPHIX CONEPKUTCS B NPaBHIaX OPTaHU3ALMYU IPOM3BOICTBA M

KOHTPOIIA KaueCTBa. JIEKapCTBEHHBIX CPE/ICTB.
Crares 15.  JinnensupoBanne NpoN3BOACTBA JCKAPCTBEHALIX CPEICTB

1. JIuneHsns Ha TPOM3BOACTBO IEKAPCTBEHHBIX CPENCTB BBINACSTCA
PEINIPAATHIO - TPOU3BOIUTEIIO JEKADCTBEHHBIX CPENCTE  (enepansHbIM
OpPTaHOM WCHONHHTSNBHOM BNACTH, B KOMIETEHIMIO KOTOPOrO BXOIUT

JHAUCH3UPOBaHKE IPOU3BOACTBA JEKaPCTBEHHBIX CPEIICTB.

%
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2. Jlzuedsus Ha IPOU3BONCTBO JEKAPCTBEHHEIX CPENCIB BBIIAETCH HA
OCHOBAHMM  3asBICHHMA  IPEIIPUATHSA - IPOM3BOIUTENA  JIeKapCTBEHHBIX
CPEICTB, COMEPXKAIIero IepeucHb IEKAPCTBEHHBIX CPENCTB, KOTODBIE
TIPEIIIPUATHE - IPOU3BOJUTENH JIEKAPCTBEHHBIX CpescTB TOTOBO
IPOU3BOANTh, U 3AKIIOUCHHA (eepalbHOrO OpraHa KOHTPOJNA KadecTBa
JEKapCTBEHHBIX CPENCTB O COOTBETCTBHA OPTAHM3alldy HPOM3BOICTBA
JIEKAPCTBEHHBIX CPEMICTB TpeGoBaHNaM HacTosmuero QenepaltbHOro 3aK0Ha.

3. Jlnuensys HA NPOM3BOMCTBO IJIEKAPCTBEHHBIX CPENCTB BBLIAETCA HA
CPOX He MEHee 9eM AT JIeT.

4. [ma nDomyveHms 3aKIIOYEHHA O COOTBETCTBUH  OpradW3anyd
NPOW3BOJCTBA  JIEKAPCTBEHHBIX  CPEICTB  TPeOOBaHHAM  HACTOSIIETO
QenepalbHOrO  3aKOHA NPEHIpPHSTHE - IPOU3BOMUTENL  JICKAPCTBEHHBIX
CPeACTB ImpeicTapnieT B (emepalbEbIE Oprad KOHTPONIS XadecTBa
JIEKAPCTBEHHBIX CPEHCTB:

1) ZOXyMEHTHI, COMepiKaliie ONHCAHHE OCHOBHBIX TEXHONOTHYECKHX
IIPONECCOB, OBECTICUNBAOIIIX KaYecTBO JIEKapCTBEHHEIX CPEMCTB;

2) HOKYMEHTHI, NOTBEPKIAIONINE COrJacde OPTaHOB MECTHOTO
CaMOYyIIPaBIICHAS HA Pa3sMEIICHIS [IPOU3BO/ICTBE JIEKAPCTBEHHBIX CPEICTE HA
IAHHOM| TEPPUTOPHU,

3) ImaHHBIC SKCIEPTH3 3KONOTHYecKOH " CaHUTAPHO-
INMUIAEMHOIOTNYECKOi Ge30IaCHOCTH IIPOM3BOACTBA IEKAPCTBEHHEIX CPECTB;

4) marentsl Poccmifckolt Pemepandy WM JTMIEH3WOHHBIE JOTOBODSI,
paspeliaonye IPpOU3BOACTBO Y NPOJAXy HNAaTCHTOBARHBIX JIEKAPCTBEHHBIX
CPEZCTB.

5. JIunensns HA MPOM3BOMACTRO JICKAPCTBEHHAIX CPETICTB COTEPKHT:

1) mepeyeHp NEKAPCIBEHHBIX CPENCIB, Pa3spelieHHBIX K MPOMSBOACTBY

OpeslpuITHEM - IPON3IBOAUTEEM JIEKAPCTBEHHBIX CPEACTB,

16
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2) masuble 00 YCIOBHSX IPOM3BONCTBA JEKAPCTBEHHBIX CPEZCTB,
BKJOUAA pasMellenne oGOpYJOBaHHA ¥ KOIMYECTBO IPOM3BOJCTBEHHBIX
TIOMEIICHMNI;

3) damwimy, UMeHA, OTYECTBA I, OTBETCTBEHHBIX 34 TIPOU3BOHCTEO,
KauecTBO ¥ MAPKUPOBKY NIGKapCTBEHHBIX CPENCTE.

6. CMeHa OMHOTO WIM. HECKOJIBKAX JOAL, OTBETCTBEHHBIX 32
pPOU3BOACTBO, Ka4eCTBO H MapKEPOBKY JeKAPCTBEHHBIX CPE/CTB, BICYET 3a
coGoi COOTBETCTBYIOIHE H3MEHEHHUA B TEKCTe JHIIEH3WH Ha IPOM3BONCTBO
TMEKAPCTBEHHBIX CPeAcTB, Takwme H3MGHEHHA B TeKcTe IMISH3ME Ha
IIPOM3BOICTBO IEKAPCTBEHHBIX CPEICTB HE O3HAYAIOT 3aMEHEBI €€ Ha HOBYIO.

7. Tlpenmpusrue - IPOU3BOJKTENS JEKAPCTBEHHBIX CPEACTE 00A3aHO
HOYYHTH HOBYIO JHNIICH3HIO Ha NPOMBBONCTBO IEKAPCTBEHHEIX CPEICTB, €CHH
W3MEHEHBl  YCIOBMA  IPOM3BONCTBA  JICKAPCTBEGHHBIX  CPEJICTB, MM
JMOTIONHUTENBHYIO TULEH3MIO HA IPOA3BOACTBO JIEKAPCTBEHHRIX CPEICTB, ECTIH
H3MeHeHa HOMEHKIATYPa IIPOU3BOJHMBIX JIEKaPCTBEHHEIX CPEHCTB.

8. Cpox UpMHATHS PEUICHHA O Bbijaue JWICH3WM HA NPOU3BOJACTBO
TIeKAPCTBEHHbIK CPEICTB He HOIDKEH MPEBBIIATh ABYX MECSIES CO THs HOTATH

3aABICHUA.

Crares 16. MapxupoBka u ohopMaeHHE JERAPCTBCHHDBIX CPEICTB

1. MapxupoBka # o(opMICHHE JEKADCTBEHHBIX CPEICTB HOIDKHBL
COOTBETCTBOBATE TPeOOBaHMAM HacTogulero Penepamsaoro 3akoHa.

2. JlexapcTBEHHBIE CpemicTBa IIOCTYNaioT B ofpalieHue, ecid Ha
BHyTpeHiell H BHemHeH YIaKOBKAX XOPOINO UHTAeMBIM MpuGbTOM Ha
PYCCKOM S3bIKE YKa3aHbl:

1) masBague  JEKapCTBEHHOTO  CPEACTBA H  MEXKIYHapPOJHOS
HENaTeHTOBAHHOE HA3BaHKE;

2) Ha3BaHUE NPEMIPUSTES - IPOU3BOKHUTENS JICKAPCTBEHHBIX CPEMICTB;

1+
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3) HOMEp CEpHH K IaTa H3TOTOBNECHIS,

4) crroco6 npuMEHEHNS;

5) mo3a M KOMMIECTBO NO3 B YIIAKOBKE;

6) CpOX TOJHOCTH;

7) ycmoBus OTHYCKE;

8) ycroBMA XpaHeHHT;

9) Mephl MPETOCTOPOXKHOCTH IIPH IPUMEHEHIH NEKAPCTBEHHEIX CPENCTB.

3. Bce nexapCTBEHHBIE CPEICTBA, IOMYICHHBIE U3 KPOBH, MIIA3MbI KPOBH,
a TaKke OPraHOB, TKAHell WelIOBeKa, MMEIOT HANMHCh: “AHTHTENA K BHPYCY
HMMYHOIZEDHINTA YEI0BEKA OTCYTCIBYIOT .

CBIBOPOTKH MOCTYNAIOT B OOpaleHie ¢ YKa3aHHEM, B3 KPOBH, MIIa3MBI
KpOBH, OPT4HOB, TKaHell KAKOTO XKHBOTHOIC OHH HONyYEHE!; BAKIHHEL - C
yKa3aHWeM [UTATeNBHON Cpejpl, HCIONb3OBAHHOM Ui DPa3MHOMEHUA
BHPYCOB ¥ GakTepnid.

4. JlexapcTBeHHEIS cpencTaa, 3aperucTpPUPOBAHHEIC KaK
ToMeoIaTHYeCKHE, HMEIOT Hammucs: “ToMeoraTiaeckue”.

5. JlexapcTBeHHEIE ' CpencTBa, TUPeHHAsHAYCHHBIE [N JIeUeHHA
JKMBOTHBIX, HMEIOT Hammack: “J[s KUBOTHBIX”.

6. JleKapCTBEHHBIE CPEACTBA, MONYUEHHEIE M3 DaCTUTENLHOTO CHIPEA,
HMMEIOT Haanuch: “IIpogyKuus nponia pagualOHHbIR KOHTPOIb”.

7. JlexapcTBeHHBIE CpefcTBA, INpefHA3HAYEHHBIE I KIMHUYECKHX
MCCTEIOBAHMM, UMEIOT Hammuch: “I KIMHIY9eCKIX HCCHeTOBAHMI".

8. JlexapcTBeHHbIE CPENCTBA, MPENHASHAYCHHBIE HMCKIIOYATENHHO U1
axcHopTa, uMetoT Hamwck: “ToMIbKo Ui skcmopTa”.

9. JlekapcTReHHbIE CPEICTBA JOIDKHBI IIOCTYIATE B 0OPAIEHUE TOIMBKO ¢
MHCTPYKOHEH I10 IPUMEHEHHIO JIeKapCTBEHHOrO CPEICTBa, COMEpiaInei
CceayIoNIe JaHHbIE HA PYCCKOM SA3bIKE:

1) masBaEMe ¥ IOPUAEICCKHM agpec IPENIIPHUSTHA - IPOU3BOXUTENA
JIEKAPCTBEHHOT'O CPENICTBA; i
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2) wasBaHMe  JIGKAPCTBEHHOrO  CPEACTBA M MEXOYHAPONHOE
HeIaTeHTOBAHHOS Ha3BaHME,

3) cBeneHMs O KOMIOHEHTaX, BXOIALIHMX B COCTaB JIEKaPCTBEHHOTO
CpeIcTBa;

4) 006712CTh IPHMEHEHHT;

5) HpOTHBOHOKA3aHMA K IIPHMEHEHHIO;

6) MO6OIHbIC AEHCTBES;

7) B3amMOIEHCTBHE ¢ APYIHMHU TIeKAPCTBEHHBIMH CPEACTBAMM,

8) IO3MPOBKH H CYIOCO0 IPUMEHEHH;

9) CpOK FOIHOCTH;

10) yxasaHme, 9TO JEKApPCTBEHHOE CPENCTBO NO MCTEYCHUH CPOKa

‘ TOMIHOCTH HE JOJDKHO [IPEMEHATHCA,
| 11) yxasamwme, 9TO JEKAPCTBEHHOE CPEICTBO CHEAYET XPAaHUTE B MECTaX,
‘ He TOCTYMHBIX IK OeTeH;
| 12) ycmopws OTIIyCKa.

10. BeencHpe OaHHBIX, HE BKMIOUEHHBIX B IYHKTH 2 - 8 HacTosmeil
CTATHH, 4 TAKKe JOUIYCTUMEBIE COXPAMICHNA P MapKHPOBKE JEKaPCTBEHHBIX
CPENCTB YCTAHABIHMBAIOTCH (eflepallbHEIM OPraHOM KOHTPOJS KadecTBa

JIEKapCTBEHHBIX CPEACTB.

Cratba 17. FI3roToBieHHe JeKapcTBeHHBIX CPeAcTB

1. Y3rOTOBNCHAE IeKAPCTBEHHBIX CPEICTB B alTeIHOM YYPEKICHHH
OCYLIECTBIIETCS TIO PelenTaM Bpadedl Ha OCHOBE JIEKAPCTBEHHBIX CPEZCTB,
saperucTprpoBasHbIx B Poccutickoit Memepanyy.

2. WsroroBnenue TeKapCTBEHHBIX CPENCTB OCYINECTBILIETCA B AllT€YHOM
VApEKNeHNH, MMEIOIIEM JIHIEH3MI0 Ha hapMalleBTHIeCKyF0 AeATENbHOCTD, 110

\
NpaBHIaM  U3TOTOBIEHHS  JISKAPCTBEHHBIX  CPEfiCTB,  YTBEPXKACHHBIM \
‘
(enepanbHBIM OPraHOM KOHTPOIS KA9eCTBA JTeKAPCTBEHHEIX CPEMICTB. ‘
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3. MapkupoBka u oopmitenne JMEKAPCTBEHHBIX CPEfCTB,
H3TOTOBJICHHBIX B ANTEYHOM YYPEXNSHUH, MIOIDKHBI COOTBETCTBOBATH
YKa3aHHBIM IIpaBHIAM.

4. Jlunensms wa (GapMaleBTHYSCKYIO  HOEATENBHOCTE  BRIIAETCA
anTeYHOMY YUPEXTEHMIO OpraHOM HCIONHUTENSHOH BracTH cyGBexTa
Poccmiickoii ~ Pemepanpy, B KOMIETEHIMIO  KOTOPOTO  BXOZUT
JHIEH3UPOBaHUE HapMaIeBTHIECKOR AeATeNEHOCTH Ha TePPUTOPHHE JAHHOTO
cybpexra  Poccmiickoit  Denepalliyt, BAa  OCHOBAHHM  3aK/OYCHUA
TEPPUTOPHANLHOrO OPraHa KOHTPONA KawecTsa JICKApCTBEHHBIX CPeiCTs O
COOTBETCTBAH YCJIOBHI M3rOTOBICHHA JIEKAPCTBEHHBIX CPEICTB B alTeYHOM

yUpexIeHur TpeGoBaHmIM HacToauero PefepansHOTo 3aK0HA.

Cratbs 18.  OTBETCTBEHHOCTD 32 HecOGIIOAEHHE NPABII OPraHU3ANMN
DIPOV3BOJICTBA M KOHTPOJIA KA9eCTBA JeKAPCTBEHHBIX
CPECTR U NMPABAJ H3rOTOBJIEHUS JICKAPCTBEHHBIX CPEICTB

1. IpempuaTye - IPOU3BOJUTEND  JEKAPCTBEHHEIX  CPEOCTB  HeceT
OTBETCTBEHHOCTh 3a HECOONIONeHMe MpaBWi OPraHH3aldy IPOH3BOACTBA U
KOHTPOIIS KaueCTRa TeKAPCTBCHHBIX CPEHCTB.

2. AnTeuHoe YUpEXOEHHE HECeT OTBETCTBEHHOCTH 3a HECOOMIONEHME
[IPAaBUI W3COTOBIEHHS JEKAPCTBEHHEBIX CPEICTB, a Takxke 32 o(opMicHHe,
YOAKOBKY M Ka9€CTBO JICKAPCTBEHHBIX CPEIICTB, H3TOTOBICHHBIX B aNTEIHOM
VIPSKICHHH.

3. duspgeckye JMIA, OTBETCTBEHHBIC 32 H3TOTOBICHHE M KA4ECTBO
JNEKApPCTBEHHBIX CPEICTB, YKA3HIBAIOTCA B JHIEH3NM Ha (apMAareBTHIECKYIO
JIeATeNbHOCTh ¥ HECYT TUCHMIUINHAPHYIO, 8AMUHHUCTPATABHYIO H YTOJIOBHYIO
OTBETCTBEHHOCTh 3a HApYIUEHHe HONOXeHHH HacToAmero (denepanbHoro

3aKoHa.
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T'maBa V.  YocynapcTBeHHAs perHCTPanMs JEKAPCTBEHHALIX
cpencTs

Cratpa 19. TocypapcrBeHHAs perHCTPANMS JEKaPCTBEHHBIX CPEACTE

1. JlexapcTBeHHBiC CpPEACTBAZ MOLYT IPOH3BOLUTLCA, NPOAABATECI H
IpEMEHATECE Ha Teppuropum Poccuiickodt Pemepamym, ecid. OHM
3apeTMCTPUPOBAHH  (eXepalNbHBM  OPraHOM.  KOHTPONS — KadecTBa
JIEKAPCTBEHHBIX CPEACTB.

TocynapcTseHHas — PerMCTpaldd — HAPKOTHIECKMX — CPEACTB  H
[CUXOTPONHBIX  BEIeCTB, UPHMCEHAEMBIX B MeAWUMHE B KaduecTBe
JIEKAPCTBEHHBIX CPeACTB M IOMICKAINHX TOCYJAPCTBEHHOMY KOHTPOMIO B
coorsercTeuy ¢ DefepalbHBEIM 3aKOHOM “O HAPKOTHYECKHX CPeACTBax H
MICUXOTPONHBIX BeMecTBaX”, COMPOBOKNACTCA BHECCHIEM YKA3aHHBIX CPENCTB
W BEIECTB B COOTBEICTBYIOIIME CHHCKH B HOPSOKE, ONpPEHEICHHOM
DenepansHBIM 3aKOHOM “O HAPKOTHIECKMX CPEACTBAX M HCHXOTPOIHBIX
BelecTBax”.

JlexapcTBEeHHBIE CPENCTBA, MPeTHASHAYCHHBIC NI JIEYEHHS KHBOTHBIX,
TakKe HOIISKAT TOCYXapCTBeHHOM permcrparmu GeAepanbHBIM OPraHOM
KOHTPOTIA KaUeCTBA JIEKAPCTBEHHEIX CPEICTB.

2. TocymapcTBeHHON perucTpanyy DOAeKat:

1) HOBBIE MEKAPCTBEHHBIE CPENCTRA;

2) HOBBIE KOMOWHAIMM 3aPETMCTPUPOBAHHEIX PpaHee JIEKAPCTBEHHBIX
CPEICTB;

3) mexapcTBeHHBIE  CpeACTBa, 3aPETHCTPHUPOBAHHBIE  paHee, HO
[IPOM3BEHEHHEIC B IPYTHX JIGKAPCTBEHHBIX GopMax, ¢ HOBOH JO3HPOBKOR UK
EPYTAM COCTABOM BCHOMOTATEIBHBIX BEIIECTB;

4) BOCHIIPOM3BENEHHEIE JIEKAPCTBEHHBIE CPEICTRA.

3. TocymapcTBeHHOH perucTpald  He MOMICKAT JEKApCTBEHHbIE

CpefIicTBa, U3T'0TOB/IMEMbIC B allTeKax Ho peuenraM Bpaqeﬁ.

Ve
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4. Honyckaercs MPUMEHCHME HE3aPETHCTPHPOBAHHBIX ITEKADCTBEHHBIX
CPECTB NpH KIMHAYECKAX HCCIENOBAHMAX JIEKAPCTBEMHBIX CPENCTB WM
HCOBITAHUSX JEKAPCTBEHHBIX CPENCTB, NpPeNHA3HAYCHHBIX JUIA IJICUYCHHST
JKHBOTHBIX.

5. He pgomyckaeTcs TOCYyHAapCTBEHHAs perHCTpallisd — pasiTdYHBIX
NEKAPCTBEHHBIX CPEACTE II0J ONMHAKOBEIM HA3BAHHEM, PAaBHO KaK H
MHOTOKp&THAas TOCYJAapCTBEHHAsd DETHCTpamusd OFHOro H  TOro  XKe
JIEKAPCTBEHHOTO CPEJICTBA IO ONHUM KN Pa3IHYHpIME HAZBAHUSAMH.

6. T'OCyHapCTBEHHYXO  PELHCTPallHIO  JEKApCTBEHHOrO  CPENCTBA
npoBoauT (enepanbHbIA Oprafg KOHTPOI KaueCcTBa JEKAPCTBEHHBIX CPENCTB
B CpOK, He NPEBBHIHNAIOIMEA INECTh MECANER €O AHA TONAYM 3aABICHHA O
TOCYJAPCTBEHHON PErnCTPALT IeKapCTBEHHOTO CPeficTRa.

@enmepanbHblii OpraH KOHTPOISL KadecTBa JEKAPCTBEHHBIX CPECTB
OIpeAieNAeT CTeNeHb W3MEHSHHA [JO3HPOBKH, COCTABA BCHOMOTaTENbHBIX
BEIUECTB 3aPerucTpAPOBAHHONO JIEKAPCTBEHHOIO CPEICTBA, KOTOPad BIEYET
33 cobo#t HeoOXOOUMOCTh €r0 TOCYJAPCTBEHHONM PDEIMCTpallAM  Kak
JIEKAapCTBEHHOTO CPEICTBa ¢ APYTUM Ha3BAHHEM.

7. BasBilenwe O TOCYRAPCTBEHHOH pETHCTPalliMl  JIeKapCTBEHHOTO
cpeictBa  momaercd B GdemepalbHEIl  OpraH KOHTPONA  KadecTBa
NEKAPCTBEHHBIX CPEHICTB 3a4BUTENEM, B KAYECTBE KOTOPOIO MOXKET BHICTYNIATE
opraHu3alys - paspaboTUMK  JIEKapCTBEHHOTO  CPENCTBA MM JAPYroe
IOPUAMYECKOe  JHIO 1O JIOPYYCHHIO  OPTaHM3alEy - paspaboTuuka
JIEKAPCTBEHHOTO CPENCTBA.

8. 3aperncTpHpOBaHHOE JIEKAPCTBEHHOE CPEACTBO  3aHOCHTCA B
TOCYNapPCTBEHHBIH peecTp JeKapCTBEHHEIX CPEICTB.

9. Amg ToCyIapcTBEHHOH PpErMCTpalliii JCKApCTBEHHOTO CpEACTBA
3asABATENb NpeHcTasuAer B QeHepalbHBIE OpraH KOHTPOIA KadecTBa

JIeKapCTBEHHEBIX CPEICTB CREAYIOIe NOKYMEHTH U JAHHbIE!

Ads
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1) sasBICHME © TOCYZAPCTBEHHOM PETHCTpaluM JIEKAPCTBEHHOTO
cpencTBa;

2) KBUTaHINIO 00 ymiIaTe NONUIMHEL 33 T'OCYTAPCTBEHHYIO PETHCTPALHIO
JIEKapCTBEHHOI'O CPE/ICTB2;

" 3) ropugugecKuit aapec NPEITIPUATAS - IPOU3BOAUTEI JIEKAPCTBEHHOIO
CPEnCTBA;

4) masBaHMA JEKAPCTBEHHOTO CPEACTBA, BKIIOUAS MEXIYHAPONHOE
HENATEHTOBAHHOES HasBaHHe, HAy4YHOe HAa3BaHWE HA JIATHHCKOM S3bIKE,
OCHOBHBIE CHHOHMMBI;

5) opurMHanbHOe HA3BaHHE JEKAPCTBEHHOTO CPENCTBA, €CIH OHO
3apeTUCTPUPOBAHO  KaK  TOPrOBBIH  3HAK ~ B COOTBETCTBHH ¢
sakoHOmaTenbeTBoM Poccuifckoll @emepaniii 0 TOPIoOBBIX 3HAKAX, 3HAKAX
06CIy KABAHIS ¥ HAUMEHOBAHUAX MECT IIPOMCXOXIEHUA TOBAPOB;

6) mepedyeHb KOMIIOHEHTOB, BXONAIIMX B COCTAB IEKAPCTBEHHOTO
CpENCTBa, X KOTMIECCTBO;

7) MHCTPYKIN¥O IO NPHAMEHSHMIO  JEKAPCTBEHHOYO  CPEHCTRa,
0hOPMIIEHHYIO B COOTBETCTBHH ¢ TpeGoBaRAAMHE HacToAmlero MeaepaisHoro
3aKOHA; '

8) ceprmdmiaT kavecTBa JEKAPCTBEHHOI'O CPEACTRA;

9) mamHBIE o TIPOV3BOZCTBE JIEKAPCTBEHHOTO CpefcTBa,
TIepBOHAYAIBHEL TEKCT (hapMaxoneliHoR CTaThy;

10) MeTons! KOHTPONA KadecTBa JIeKapCTBEHHOTO CPENCTRA;

11) pesymbTaThl MOKIHHWYECKHX  HOCHENOBAHWA  IEKAPCTBEHHOTO
CpPencTBa;

12) pesympTarht (hapMaKoIOTHYECKIX " TOKCHKOTOTHIECKUX
HCCIeNOBaHUI TeKapCTBEHHOTO CPEICTBA;

13) pesyasbTaThl KIMHIIECKHX HCCHEIOBABMM JIEKAPCTBEHHOTO CPE/ICTRA;

14) pesyiapTaThl BETEPHHAPHBIX HCCIEMOBAHMI, €CTH PETHCTPUPYETCs

JIEKAPCTBEHHOE CPEACTBO, IPCHHASHAYCHHOE A JICICHHA KHBOTHBRIX;
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15) oBpasup! JIEKapCTBEHHOO CPENCTBA NI NIPOBENCHHMA IKCICPTH3E!
€ro Ka4ecTBa;

16) HOKYMEHTBI, IOATBEPKIAIOUIAE PETHCTPAIMIO JISKAPCTBEHHOTO
CPe/icTBA, echl OHO 3aperHCTPUpOBAHO BHE MpedenoB Poccmifckoit
@enepanyd.

10. MepepansHB OpraH KOHTPONA KadecTBa JCKAPCTBEHHBIX CPEACTB
MOXeT IPHAMEHNTh YCKOPEHHYIO NPOUERYPY MOCYRAPCTEEHHOM PerHcTpamuu
HEKApCTBEHHBIX  cpemciB. Ilomoxende o6  ycKopeHHON — mpouenxype
TOCYNAPCTBEHHON PEINCTPALHH JeKaPCTBEHHbIX CPEICTB PaspabarTsBacTca i
ny6mukyerca QefepaibHEIM OPraHoM KOHTPOAA Ka9ecTBA HEKapCTBEHHBIX
cpeficTB.  VCKOpEHHAas IIPONeAypa  FOCYHAPCTBEHHOH  PErmCTpAIlid
JIEKAPCTBEHHBIX CPEACTB He O3HAYACT CHUKCHHA TpeGoBaHMEl X KAUecIBY,
adpexTHBHOCTH, 630NACHOCTH IEKAPCTBEHHBIX CPENICTB.

11. Yckopensas MpoLEnypa TOCYZapCTBEHHOH PETHCTPAIN
JIEKAPCTBEHHBIX CPEICTB MOXET TPHMEHSTBCA, €CIM  PETHCTPUPYETCS
BOCHPOM3BENEHHOE  JIEKAPCTBEHHOE  CPENCTBO,  OKBUBANECHTHOE YK€
3aperuCTPUPOBAaHHOMY B  Poccmiickolt  (Defiepallidl  OPHTHHAILHOMY
eKapCTBEHHOMY CPEICTBY, BO3MOXHO TPOM3BENSHHOMY IO Jpyroi

TEXHONOTHH HUJIX C IPYIUM COCTABOM BCIIOMOTATEIBHBIX BEIIECTB.

I'maBa VI.  BBo3 JexapcTBeHHBIX CPEACTB HA TEPPUTOPUIO
Poccuiickoii Penepanyi. Beiso3 JexapcTBeHHBIX
cpencts ¢ Teppuropun Poceniickoii ®enepaunn

Cratea 20. Ilopsaox BBo3a JEKAPCTBEHHALIX CPEZICTB HA TEPPHTOPHIC
Poccuiickoit enepanun

1. Beo3 IeKapcTBEeHHBIX CpeIcTB Ha TeppuropHio Poccuiickoit
Depepalidyl  OCYLIECTBIACTCA B COOTBETCTBUHM €  3aKOHONATENBCTBOM
Poccutickoi Denepanuu o TOCYJapCTBEHHOM pery;MpOoBaHuE

BHEHIHCTOPI 0BOH HeATENHHOCTH.
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2. Beo3 JeKkapCTBeHHBIX CPEJCTE Ha TeppHTopuio Poccuifckoit
@efiepalidel  OCYINECTBIIETCA [0  IHMNEH3MHM HA  BHENIHETOPrOBYEO
ZeATeNIbHOCTh ¢ JIGKApCTBEHHBIMH CpecTBAMEM (Hajee - JIHIIEH3WS Ha
BHEIIHETOPTOBYIO [EATENBHOCTD), @ B CIyJasX, IPeyCMOTPEHHRIX IYHKTOM 6
HAcTOAIUEH CTaThW, UOMIMYyHKTOM 3 myHEKTa 1 craTed 21 HacTOfImEro
DegepanbHOYo. 3aK0Ha, - 10 Pa3pelicHuio defepaabHOro. opraia KOHTpOIsL
KauecTBa JIGKAPCTBEHHBIX CPEACTB HA BBO3. KOHKpETHOH  mapTum
JIeKapCTBEHHEIX CPEJICTB.

3. 3ampelaeTcsi BBO3 JIGKapCTBEHHBIX CPEACTE HA TEPPUTOPUIO
Poccmiickodi Denepanun Oe3 JUIEH3NHE Ha BHEIIHETOPIOBYIO NEATENEHOCTD
WK paspemnenys ¢efepanbHOTO OPraHa KOHTPOIS KadecTBa JTeKapPCTBEHHBIX
CPEJICTB Ha BBO3 KOHKPETHOH MapTHH IeKapCTBEHHBIX CPEACTB B TEX CIIydasx,
xorma Hactosupii DeepanbHElE 3axoH Tpebyer HaMMIUA YKa3aHHBIX
JDALEH3UY W PaspelicHus,

4. Tomyckaercs BBO3 IJIEKAPCTBEHHBIX CPEACTB Ha  TEPPHUTOPHIO
Poccmiickoit Pemepamum A7 MYHOrO M HHOTO  HEKOMMEPYECKOro
HCHONB30BAHMA" €3 JMOEH3MH HAa BHEIMHETOPTOBYIO JESTEIBHOCTD MM
paspelieEns  (emepalbHOTO OpPraHa KOHTPONA Ka4ecTBa JIEKAPCTBEHHBIX
CPeCTB Ha BBO3 KOHKDETHOM YIAPTHH JNEKAPCTBEHHBIX CPEICTB TONBKO B
CIEy9asx, IPeLyCMOTPEHHBIX cTaThed 22 Hacrosmero PeneparbHEOro 3aK0Ha.

5. BBo3uMBIE JIeKapCTBEHHBIE cbencma TOTKHBI OBITH
3aperuacrpuposasl B Poccuiickoit Pemeparin.

6. donyckaercda BBo3 Ha Teppuropmo Poccuiickoli ®epepanuu
KOHKDETHOM NapTHH He3aperICTPHPOBAHHBIX JEGKAPCTBEHHBIX CPEACTB,
NPEXHASHAYEHHBIX  JUI  TNpPOBENCHMS  KIMHWHECKMX  HCCIeNOBaHMi
JIEKAPCTBEHHBIX CPENCTB, IO paspelleHuio (efepalbHOTO Opraga KOHTPOS
KayecTBa JIeKAPCTBEHHEIX CPEICTB.

7. Ha rteppuropmio Poccmiickoii Penepaliy MOXHO  BBO3UTB

JIEKapPCTBEHHBIE CPENCTBA, KA9CCTBO KOTOPBIX IIOATBEPXIEHO cep'mdamca’rom

a5
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HPENUPUATHS - IPOU3BOAUTENA JNEKAPCTBEHHEIX CPENCTB, YAOCTOBEPSIOHM,
9TO BRO3MMEBIC JEKAPCTBEHHBIC CPEICTBa IPOM3BEHCHHL B COOTBEICTBHMH C
TOCYHAapCTBEHHBIM  CTaHZAPTOM  KadecTBa  JICKAPCTBEHHBIX  CPE/CTB,
ycTaHOBIEHHABIM (eNiepansHBIM OPTaHOM KOHTPOIIE KA9eCTBa JIEKAPCTBEHHBIX
CPEJICTB.

8. B memsx 3al@Tel pPRIEKA W IpeANpHATHI - IpoM3BoAuTENCH
JEKapCTBEHHEIX  CpeficTB Ha  Teppuropud  Poccumiickoif  Demepanum
TIpasurenscyBo Poccmiickoif @epepands MOXeT BBOIMTE 0COOBIE BHIBI
TaMOKEHHBIX IOIITMH HA MMIIOPTHBIE TOTOBBIE JIEKapPCTBEHHEIE CPEACTBA B
COOTBETCTBHA C TAMOXECHHBIM 3aKOHOMaTeNbeTBOM Poccumiickoit Demepanun.

9. 3ampemaercs BBO3 Ha TeppuTOopuio Poccmiickot Denepanuu
TIEKapCTBEHHEIX CPEJICTB, ABILTIOMMXCA MNOMNENKAMHM WIM HE3AKOHHBIMU
KOIMSIMH 3aperacTpupoBanupix B Poccniickolt Menepauy TeKapCcTBEHHBIX
cpencrs. IIpn oBHapyxeHHM TaKuX JIEKAPCTBEHHBIX CPEACTB TaMOXEHHBIE
opragsl  Poccmiickoit @epmepaiiy  KOHPUCKYIOT ¥MX ¢ XOCHEAYIOIAM
YHHUTOXEHHEM B IOPSAIKeE, onpefernieMoM delepalbaeIM OpraHoM KOHTPOIL

KadgeCcTBa JIEKapPCTBCHHEBIX CPEACTB.

Cratpa2]. TOpuanveckne JIMIa, KOTOPLIM paspeliiel BBO3
JIEKAPCTBEHHBIX CPEACTB HA TeppuTopHio Poccniickoii
Degepaunn

Ha reppuropmo  Poccmitckolt ~ Pepepaliy  MOTYT  BBO3MTH
JIEKAPCTBEHHbIC CPEICTRA:

1) HpemIpUSTAS - IPOMSBOMUTENH JIEKAPCTBEHHBIX CPEICTB HIA HeneH
cOBCTBEHHOTO IPOM3BOACTBA IEKAPCTBEHHEIX CPEMICTB;

2) NpEeNIpPHUSTHS ONTOBOM TOPTOBIH JIEKaPCTBEHHBIMHE CPEICTBAMH;

3) HaYYHO-MCCISHOBATENHCKHEE YIPSXICHH, HHCTHTYTHI, JabopaTopun
oA paspaboTKH, HCCNENOBaHWH M KOHTPONA KaduecTBa, 3(deKTHBHOCTH,

6€30ACHOCTH  JIEKAPCTBEHHBIX  CPENCTB IPM HaIWIMM  PpaspeleHHs
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(enepanbHOTO OPraHa KOHTPONA KavecTBa JEKADCTBEHHBIX CPEICTB Ha BBO3
KOHKDETHO} MapTHY JIEKapPCTBEHHbIX CPENICTB;

4) PHOCTPAHHEIE  IPENNPHATHSA - IPOU3BOMUTENH JIEKaPCTBEHHEIX
CPEJICTB W IPENTIPHATYA ONTOBOH TOPTOBIH NEKAPCTBEHHBIMH CPENCTBAMMA
OpH YCIOBAM, YIO OHM HMEIOT COOCTBEHHEIE IPENCTaBHTEILCTBA HA

reppuropun Poccuiickol Memeparun.

Cratss 22. BBo3 JAerapcTBEHHBIX CPEACTB HA TePPHTOPHIO
Poccuiickoit Degepaliim I JHEHOTO NCHOIb30BAHUS H
HHBIX HEKOMMEPYECKHX meeit

1. JlexapcTBEHHBIE CPENCTBA MOLYT OBITH BBE3EHBI HA TEPPUTOPHIO
Poccuiickoit Menepanyu 6e3 AULCH3NH Ha BHEIMHETOPTOBYIO IEATENBHOCTE
WM pasperenys QenepansHOTO OpraHa KOHTPOA KadecTBa JeKapCTBEHHBIX
CPEACTB HA BBO3 KOHKDETHOH MAapTHH JEKAPCTBEHHBIX CPEICTB, €CIM OHH
npexHa3HaYeHbI T

1) MMYHOrO HCHIONE30BAHUA PHHIECKIMH TUITAMH, NPHOEBAIONIMA HA
reppuropmo Poccriickoit Penepaium;

2) paGOTHHKOR [UIUTOMATHYECKOTO XOpIyca KM IIpEeACTaBUTENEH
MEXIYyHADOIHBIX  OpraHWsaliil, aKKkpemuToBamBEIX B  Poccmifckoi
denepalym;

’ 3) iedeHus rxaccaxuiaos TPAHCIIOPTHOrO CPeACTBa, NPHOBIBAIONIErO HA
Teppuropuro Poccuiickoli Memeparm.

2. JlekapcTBeHHEIE  CPEACTBa, TNpeAHA3HAYEHHBIE I  JICUCHUA
KOHKDPETHBIX JKUBOTHBIX B 300IIAPKax, MOTYT OBITh BBE3CHEI HA TEPPHTOPHUIO
Poccuiickoii ®enepanun Ge3 MMIEH3UM Ha BHEMIHETOPTOBYIO NEATEIBHOCTD
MM paspellenns GefepaNbHOro oprana KOHTPOMA KauecTBa JEKAPCTBEHHBIX

CPeICTB HA BBO3 KOHI(pETHDﬁ TapPTHH JICKAPCTBECHHBIX CPEACTB.
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3. B cuyvasx, IpeNycCMOTPEHHEHX IyHKTamMy 1 B 2 HacToaumeH cTaThy,
JIOIYCKAETCs BBO3 Ha Teppuropmio Poccuiickolt @enepaluy TeKapcTBEHHBIX
CPEJCTB, He 3aperMCTPUPOBaHHbIX B Poccniickolt Memepanuu.

4. JlexapcTBeHHBIE CPEICTBA, NMPEIHA3HAUCHHBIC A I'YMAHUTADHBIX
neneii, BBO3ATCA Ha TeppuTopmio Poccmiickoii Pepmeparmy B IIopanke,
OTIPEAieNAEMOM IpaeutenscroM Poccmiickoit @enepanm.

3ampemaercs BBO3 Ha Teppuropmio  Poccmifckoit  @enepanmm
HE3apErHCTPUPOBAHEBIX JIEKAPCTBEHHBIX CPEHCTB, IPETHASHAYCHHBIX I

TYMaHATAPHEIX Hemei.

Crates 23.  Jluuenzus Ha BHENIHETOPTOBYIO JERTEAbHOCTH

1. JlumeHsns ®a  BHENIHETOPrOBYIO  JEATENBHOCTh  BEIIAETCA
NPEATIPHATHIO ~ IPOH3BOMUTEINO JEKAPCTBEHHBIX CPETCTR MUK IPEIIPHUITHIO
ONTOBO} TOPTOBIH TEKAPCTBEHHBIMH CPEICTBAME (ENEPATBHEIM OPraHOM
ACTIONHMTENBHONR BIACTH, B KOMIETEHIHIO KOTOPOTO BXONWT BHIZATA
JIEH3HI HA BHEIIHETOPTOBYIO HeATEIBHOCTE.

2. Jnnensns Ha BHEWHETOPrOBYIO- ACATENBHOCTD BBIASTCA HA CPOK IO

TISTHA JIET.

Crathg 24.  JIoXYMEHTEI, NpeAcTaBseMble B TAMOKEHHBIE OPraHbl
Poccuiicroii Deaepaiiui npu BBo3e JEKAPCTBEHHBIX
cpencTB Ha TeppuTopmio Poceniickoit @exepanun

Ilpu BBO3e IEKApCTBEHHBIX CPEACTB Ha TeppuTopmio Poccuiickoit
@enepaly B TaMOXeHHEIe opralsl Poccriickofl (Demepaluy TODKHE GHITh
TPENCTABICHE CIIEYEOIINE NOKYMEHTHI i CBETICHES:

1) KOHTpaKTsl WM HHBIE [JOKYMEHTBI, CONED)AIIHE CBEICHHA O
BBO3EMBIX JIEKAPCTBEHHBIX CPeCTBAX M 00 YCIOBHAX HX IPHOOPETeHHs;

2) cepruduKaTH KAYECTBA JEKAPCTBEHHBIX CPEICTB;

a8



a8

-29.

3) CBeIEHUSA O roCyJapCTBEHHOM PErHCTPalid KaXIOro M3 BBO3UMBIX
TEKAPCTBEHHBIX CPENCTB ¢ YKA3aHAEM COOTBETCTBYIOIIMX peI‘KchaHHOHHI:IX‘
HOMEpOB;

4) mannble 06 OTIIPABATENE IEKAPCTBEHHBIX CPEICTB;

S) maHHBle O TONy"aTeNe JEKAPCTBEHHBIX CPENCTE B Poccmitckoit
Depepanyn;

6) HaHHBIE O JMIie, IEPEMEINATONIeM JTEKaPCTBEHHEIE CPENICTRA;

7) KOAA IJANCH3MH Ha  BHEIUHETOPTOBYI0  HEATENBHOCTH  HIHA

paspelnenne QenepanbHOro Opraga KOHTPONI KadecTBA JIEKAPCTBEHHBIX

Cratea 25. Dusndeckue 0 IOpHAAYecKye JMNA, KOTOPhIM paspeinen
BLIBO3 JEKaPCTBEHHBIX cpelcTs ¢ Teppuropuu Poccmiickoil
Depepanun

CPEZICTB Ha BBO3 KOHKPETHOH NAPTHH TeKapCTBEHHBIX CPENCTB.
| o
| 1. BHIBOSHTH NI€KAPCTBEHHBIE CpefcTBa ¢ Teppuropmm Poccuiickoi
| DemepaAy MOTYT HPEANPHATHS - IPOUSBONUTENHN TEKAPCTBEHHEIX CPETCTE 1
‘_ HPEALIPUSTAS. OLNTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPENCTBAMH, MMEIOINHe
JMIEH3UA HA BHEITHETOPTOBYIO IeATeNbHOCTD,
2. ®usuyueckhe JMUA MOTYT BHIBO3WTEH JIEKAPCTBEHHBIE CPEICTBAZ B
KOMMYeCTBAX, HEOOXOMUMBIX [ JIAYHOTO HCIIONL30BaHMA, B IOpSIKe,

OlIpegensIeMOM TaMOXKEHHBIM 3aKOHOATeNbCTBOM Poccuiickoi Memeparmm.

Crareg 26,  Jlagessuposanve BHIB032 JEKAPCTBEHHBIX CPelcTs
¢ Teppuropun Poccniickoii @enepanuu

1. BoiB03 JIGKApCTBEHHBIX CpeldcTB C Teppuropuu Poccuiickoit
Qemepaiiii  OCYIECTBIACTCE HO  JHIEGH3MH HA  BHENIHETOPIOBYIO
IEeATeNbHOCTh, XoTopas odopwmiierca B TOPAHKE, YCTAHOBICHHOM
3aKoHOFaTenscTBoM  Poccuiickofi  @emepaimd O I'OCYZAPCTBEHHOM

PEryIHPOBAHEH BHEITHETOPrOBOIt JEATENEHOCTIH.
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2. B TeKcT JIMUEH3UN Ha BHEMHETOPIOBYIO JeATeNHHOCTD, CBA3AHHYIO C
BEIBO30M ¢ Teppuropun Poccmiickoii Denepaluy TeKapCTBEHHEIX CPEICTB,
CIyKaIpx CHIPbeM I IPOU3BOICTBA IEKAPCTREHHAIX MPENaPaTOR, HOIKHEI
GBITH BHECEHE! CIEAYIOIIHE JaHHBIE:

1) masBapMe U IOPUIMYCCKUEL af[pec IKCIOPTEPa;

2) Ha3BaHUs JTeKaPCTBEHHAIX CPEMICTB, KOTOPHIE IO YKa3aHHOM MMNEH3 M
paspelraeTcs BEIBO3ATE ¢ TeppuToprn Poccnitckod Memeparuu.

Crarps 27. CorpyHIIecTBO TAMOMKEHHLIX opraHos Poccniickoii
Denepanuu 1 (heliepalIbHOr0O OpraHa KOHTPOIA KaYecTBa
JIEKAPCTBEHHBIX CPEACTB

1. DegepanbHBIL OpraH KOHTPONA KauecTBa JIEKAPCTBEHHBIX CPEHCTB
OpefocTaBlsiel B PAaCHOPSUKEHNE TAMOXCHHBIX oOpragos Poccuiickoit
Qemepatid NepedeHb TEKApCTBEHHBIX CPENCTB, 3aperMCTPUPOBAHHLIX B
Poccuiickoi Pepepanui. '

2. Tamoxenubte oprann Poccuiickoit @epepamum  HHDOPMUPYIOT
demepanbybili OpPraH KOHTPOIM KadecTBa IIEKAPCTBEHHBIX CPENCTE O BBO3E
JIEKApPCTBEHHMIX CPefiCIB Ha Teppuropmio Poccuifckoit demepanuy 1 BEIBO3E -

JIEKapCTBEHHBIX CPENICTB ¢ TeppuTopaH Poccniickoit ®emepanm.

TI'masa VII. Ouroasi TOProBis AeKapcTBeHHLIMU |
cpencTBaMn

Cratps28. Tlpopana JIeKAPCTBeHHbIX CpeficTB NpeAnpUATHAMMU -
TIPOM3BOMUTEISAMH JeKAPCTBEHHBIX CPEACTB

TIpenmpuarys - IPOU3BOJUTENM  IEKAPCTBEHHBIX  CPENCTB  MOTYT
OpPOABATH JIEK2PCTBEHHEIE CPESACTBA WM IEPENaBATh UX B PACIIOPSIKEHHEE:

1) Apyrux npemuprsATHHE - MPOU3BOAUTENEH IEKAPCTBEHHBIX CPENCTB it
1eselt MPOU3BOICTBA,

2) TPEeSUPHUATHI ONTOBO TOPTOBIM JIeKapPCTBEHHBIMY CPEICTBAMHE;
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3) anTeTHbIX yIPEKICHHH;
4) HayIHO-UCCIETOBATENhCKHX yIpeXRTCHUH inste HAYIHO-

HCCIIeTOBATENHCKON PabOTEL

Cratea 29. Ilpogaka JeKapCTBEHHLIX CPEICTB NPeaNPHATHAMHA
OUTORBOI TOProBIIH JeKAPCTBEHHRBIMH CpeACTBAMHU

TpepuATHs ONTOBON TOPTOBIH JICKAPCTBEHHEIMH CPEICTBAMH MOTYT
OpOIABATE IEKAPCTBEHHEIE CPEZICTBA HIH EPEAaBaTh HX B PACTIOPSIKEHHE:

1) npyrux  OpeanpuATAA  ONTOBOM  TOProBIM  JIEKapCTBEHHBIMU

CPEICTBAMY; .
2) npemupusTHil - IPOU3BOTATENEH NEKAPCTBEHHEIX CPEACTB UL Lenmei
TOPOHM3BOACTRA;
| 3) anTedHbIX YIPEKICHIM;
‘ 4) HayIHO-UCCISIOBATEMBCKUX yApEeKACHIHR b4 HAYYHO-
| HCCIIENOBATENECKOM paGOTEL;
{ 5) dmsumeckux IO, MMEIONHX JIHIEH3MHM HAa 3aHATHE YacTHOM

MeIUIIHCKOH IPaKTUKOH.

Crateq 30. JInneHanpoBanue ONTOROH TOPIOBJAHM JIEKAPCTBCHHMELIMM

cpeacreamMu

1. OmroBass  TOProBi  JIGKADCTBEHHBIMH ~ CPEACTBAMH  MOXET
OCYHIECTBIATECS NPH HANAIUM JUIEH3HH HA NAHHGIE BHN NeATENLHOCTH,
BBIIAHHOHU (belepalbHbIM OPraHOM WCIOTHHTSIBHON BNACTH MM OPTaHOM
MCTIONHUTETEHOH BJIACTH cyOBeKTa Poccuiickoit Depepanmmy,
YIOIHOMOYEHHEIME Ha OCYINECTBICHAE THIICH3HOHHOMN NEATENEHOCTH.

2. JIMueHsus Ha ONTOBYIO TOPTOBIIO JEKapCTBEHHBIMH CPENCTBAMH,
BHIIAHHAS YKA3aHHBIM (befepalbHBIM OpPTaHOM MCIONHHTENbHOH BIAcTH,

neiicTByeT Ha TeppuTopur Poccniickoit Menepanyn,
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3, JIunensds Ha ODTOBYIO TOPrOBIIO JEKAPCTBEHHBIMH CpPEICTBAMH,
BEIJAHHAL YKA32HHBIM OPraHOM HCHONHATENBHOR BHACTH CcyOBexTa
Poccmiickoii ®emeparn, HeACTBYST Ha TEPPHTOPHHM [JAHHOTO CyOBEKTa
Poccuiickoii ®enepannu. OHa MOXeT AeficTBOBaTh TakXe Ha TEPPUTOPHHA
mo6oro apyroro cyosexta Poccritckoii @eiepatiuy Ipy HAMYAA JOTOBOPA
MeXIy YKA3AHHHIME OPFaHAMH HCIOJHATENHHOW  BIACTH CYOBEKTOB
Poccuiickoii Demepanun.

4, QenepanpHBI OpPraH KOHTPONA- Ka4yeCTBA JIEKAPCTBEHHBIX CPENCTE
paspabaThiBaeT # YTBEPIKIAET HPABHIIA ONTOBOH TOPTOBIIH JIEKAPCTBEHHEIMU
CpenCTBaMH.

5. B mpaBmmax ONIOBOH TOPTOBNM IEKAPCTBEHHBIMU CPENCTBAMHU
JOIKHB! OBITH ONpEHeNeHsl NOPANOK, YCIOBHA BBIIAYM H  HOPOMICHAL
JMNEH3UM HA  ONTOBYIO TOPIOBIO  JIGKAPCTBEHHBIMH  CPCACTBAMIL,
chopMyTEPOBAHEI YCIOBHA OTKa3a B Bhilade WM IPOICHHY CPOKa JIEACTBHS
YKa3aHH0 IFIICH3MY, IPHOCTAHOBKY 6¢ AHCTBIA WM AHHYIMPOBAHIL.

6. ®enepanbHBIl OPraH KOHTPOIU KaYecTBa JIeKApPCTBEHHEIX CDENCTE U

TeppPUTOPUANBHEbIE OpraHbl KOHTPOIA KAgyecTBA JIEKAPCTBEHHBIX CPECTB’

IPOBEPSIOT COOIIOZEHMe NPABII ONTOBOH TOPTOBIM JIeKapCTBEHHBIMA
CPECTBAMM W B ClIyJae HApYINCHWH ITHX HPAaBUN IPENCTABIAIOT OpraHaM
WCTIOJHMTEABHOM  BIACTH,  YIOIHOMOWEHHLIM  HA  OCYLUECTBICHHE
MIEH3HOHHOM AeATeNbHOCTH, 3aKMI0YeHAe O HeOOX0IMMOCTH aBHYINPOBaTh
JMUEH3MIO Ha onTbByro TOProOBIIO JIEKAPCTBEHHBIMM CPeACTBAMH MM
HPHOCTAHOBUTH NeHCTBHE YKa3aHHOH JMIEH3HHA [0 YCTPAHEHUs HAPYIIEHWA

IIpaBHN ONTOBOM TOPTOBIH JICKAPCTBEHHELIMHA CPEACTBAMK.

_E/_.
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Crarps 31.  3anpeusenne NpoaaKu JEKAPCTBEHHBLIX CPEICTR
HECTAHJAPTHOIO KAMeCTBA HTH SBIMIOMMXCSI
HE3AKOHHBIMM KOXMAMH 38PErHCTPHPOBAHHBIX B
Poceniickoil @eepanyn NeKapcTBEeHHbIX CpelcTB

1. 3ampemaercs NpOJa¥a JNEKAPCTBCHHBIX CPEHCTB, NPHINCAUAX B
HErO/{HOCTB, H IEKAPCTBEHHBIX CPEICTB C MCTEKINHM CPOKOM FONHOCTH.

2. JlekapcTBeHHBIC - CPEACTBA, OpHUICANNE B  HETOEHOCTH, M
JIeKAPCTBEHBBIE CPEHCTBA C MCTCKIIAM CPOKOM TONHOCTH TIOIIEKAT
YHUYTOKCHHIO.

3. TIOpS/IOK YHHYTOXKEHUS JEKAPCTBEHHBIX CPENCTB, IIPHIISHUINX B

HErOJHOCTb, M JIEKAPCTBEHHBIX CPENCTE ¢ HCTEKIIEM CPOKOM FOJHOCTH
paspabaTbiBaeTcs ¢ ygeroM Tpebosamuit 6e30NacHoCTH MO/EH, JKIBOTHBIX I
| OKpyXalolllell NPHPOFHOH CPEIB M YTBEPKAACTCA (emepaibHBIM OprasoM
| KOHTDOJI XAUeCTBA JIEKAPCTBEHHBIX CPEACTB.
} 4, 3ampemaerTca INpPOXAXa HEKAPCTBEHHBIX CPEZCTB,  ABJITIOMMXCK
HEe3aKOHHBIMM KOIUAMHU JEKAPCTBEHHBIX CPEZICTB, 3aperiCTPUpOBAHHLIX B

Poccniickoit Pegepamum.

TiraBa VIII. Poznmqsasi TOProBisa JEeKapCTBEHHbIVIN
cpencTBaMu

Cratps 32. Tlopsaok po3HHIHON TOProBIM JEKAPCTBEHHBIMU
CpeACTBAMM

1. Po3spynas TOProBiaa JIEKAPCTBEHHBIME CPEACTBAME OCYINECTBIETCS
anTevyHBIME  YIPEXHCHHAMH. PaspemicHa pPOSHMYHAS TOProBIA TOIBKO
JAEKAPCTBEHHBIMA CPEfICTBAMM,  3aPEerHCTPHPOBAHERIMM B Poccmiickoit
Demepanyi.

2. JlexapcyBeHHBIE CPEICTBA, OTIyCKaeMbie TIO PpeUenty Bpawa,

momjIe)KaT IpoHaxe  TOINBKO  4epes afTeKH, AIITCYHBIC  ITYHKTEHL
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JlexapcTBeHHBIE CpEHCTBA, OTIYCKaeMbie Oe3 pemenra Bpada, MOTyT
1IpojABATECA TAKKE B aITCIHEIX MArasyBaXx i ANTeYHEX KAOCKaX.

3. IlepeueHs jeKapCTBEHHBIX CPEACTB, OTIycKaeMsIX Oe3 pelenTa Bpaya,
HepecMATpUBacTCsl B YIBEPKAAETCA ONHH pas B IATh JeT (eAepaabHEIM
OPrafoM MCIONHATETbHOM BIacTH B cdepe 3mpaBooxpanenus. [Jomonaenue K
TEPEYHIO MYOIIHMKYETCS: eXErOHO.

4. Bumpl anTeyHbIX YUPEKACHWHA, NpPABHIA M IOPSNOK  OTIyCKa
JIEKAPCTBEHHBIX CPENCTB ONPEASITOTCA M YTBEPKIAIoTca  (emepambHEM
OpraoM HCTIONHATENEHOM BIACTH B cepe 3ApaBOOXpaHEHHA.

5. Peurepue 00 OTKPBITAY HOBOTO AIITEYHOI'O YIPEKICHHUS IPHHIMAETCA
OpradoM MEeCTHOT'O CaMOYTIPABJICHHA.

6. PozHmunas TOPTOBIA JIEKapCTBEHHBIMH cpencTBaMH,
[pegHA3HAYeHHbIME VIS JIEYSHAA XKMBOTHEIX, OCYWIECTBIAEICA B alTeKe,
BETEPUHAPHOH anTeke MO0 BeTepHHAPOM.

7. Anreunsie yuUpexueHMa o0g3aHBl  IpOJABATH  IEKAPCTBEHHEIE
CpeficTBA TONBKO B TOTOBOM IS YHOTpeOJeHHs BHAE ¥ KOTMYECTBAX,
HeoBXOZUMBIX LIS BBIIOHEHHE BpaueOHBIX Ha3HAYCHMI.

8. AnTeumble yUpexueHHs oOg3aHB 0GeCledHBaTh: YCTAHOBICHHBIH
denepalbHBIM OpraHOM HCHONHUTENBHON BIACTH B ciepe 3APABOOXPAHEHHI
MHHVMAJIBHBIH ACCOPTHMEHT JIEKAPCTBEHHBIX CPENCIB, HEOOXONMMBIX It
OKa3aHHA MEIUIIMHCKOM IOMOIITH.

9. Anureunsie YIpeXHUeHHA HapAmy C JEKapCTBEHHBLIMM CPEICTBaMHU
HMEIOT Iipap0 IpHoOperaTh ¥ HPOJABATE M3NENMA MEIHLHHCKOTO
HasHa9eHud, Ac3HMH(UIMPYIOIME CPEACTBa, IPeAMETHl NWIHON TIUTHEHEI,
OITHKY, HaTypanbHEIe M HCKYCCTBCHHBIE MUHEpalbHEIE BOHEI, JedeGHOE,
AeTcKoe M JIHETHYEeCKOe IMTaHWe, KOCMETHYECKYI0 ¥ Iap(rOMepHYIo
TPOAYKIGAIO. 2

10. desTemsrocTs amredsbix  yupexpenmdi  Boopyxemmerx  Cmn
Poccuiickoii Peneparmu, Ilorpasmansrx Bolick Poccmiickolt Penepanmu,
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BHYTPeHHMX BoHck MumuCTepcTBa BHYTpeHHux Hex Poccmiickoit Menepaipma,
Boiick ¢emepanpHOfi cmyxObl 0€30IAaCHOCTH, BOMCK NPaBUTENbCTBEHHOH
csa3n DexepallbHOTO ArcHTCTBA IPABATENLCTBEHHON CBASH M HHPOPMALMH
npu Ilpesunaenre Poccmifcko#t Menepammm, Botick rpaxnancko#t 060poHE!
Poccuiickoit Pemeparuy, MYMHHUCTEPCTB M MHBIX (eiSpalbHBIX OPraHOB

HCTIOTHUATENBHONR BIIACTH, B KOTOPBIX 3aKOHONATEIBCTBOM Poccuitcxoit

eepany  NIPEOYCMOIPeHA  BOGHHad  CcIyk0a,  perlaMeHTHpyerIcs -

HacTOAINAM CDCI{CPHJH:HBIM 3aKOHOM H IIOJOXCHUAMM, YIBEPKIACMBIMU
COOTBETCTBYIOIIMMUA MHHUACTEPCTBAMM H  YKa3aHHBIMH (be;xepam,ﬂbmn
opraaMu HCIIOMHUATENEHOM BIACTH.

KOHTPOJII: 33 cOGIIOHEHNEM TIONOXKSHMI HACTOSINEro <De}:[epam>Horo

' 3aKoHa YKa3aHHBIMH ANTCYHEIMHA YUPEeXKIOCHIIMA OCYILECTBIACTCA

COOTBETCTBYIOIMME MEHHCTEPCTBAMYA W WHBIMH (BefepallbHBIMEA OpraHaMu

WCIOJIHUTEIBHOMN BIACTH,

Cratbs 33. dDapManeBTHYECKad JeATebHOCTE GU3HIECKIX JIHL B
AMTeIHBIX YIPeMIACHUAX

Quziyeckre JHMUA MOYYT 3aHAMATBCA ONpENENCHHBIMH  BHIAMH
dapmanesTHYecKOH JeATENEHOCTH - NPY HATAYHN BEICIIETO
tapMameBTIMecKOro o0pazoBamus WM CcpemHero (hapMaleBTHIECKOTO

o6pazoBanus i cepTHOHKATA CIIENPATHCTA,

Cratps 34.  JIunen3uposanme apmaneBTHIeckoil JeATeNLHOCTH
ANTEYHBIX YUPesTeHu

1. Jlunensng Ha  QapMaueBTHYECKyo  JICATENBHOCT  BHITAETCH
anTeYHOMY YIPEXKIESHHIO Ha CPOK O NATH JET OPraHaMé MCHONHATENLHOH
Buactd cyOvexkToB Poccmiickoit @emepanuy, YIOIMHOMOYCHHBIMH Ha

OCYIIECTBICHUEC JIANEH3NOBHOM AeATebHOCTH.

35
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2. Jlns momydeHus NHUEH3MM Ha (apMAl{eBTHUECKYIO NEATEMHHOCT
anTedHOe YUPEXK/IeHWe IPEACTABISET OPraHy UCIONHUTENBHOH BIACTH
cy6pexta Poccuifckoit Memepalu, YHOMHOMOYESHHOMY Ha OCYIIECTBIIEHME
JIMITCH3HOHHOM JeATENBHOCTH, CeTyIOIINE JOKYMEHTHE:

'1) 3asBlcHME YCTAHOBIEHHOR HOPMBL;

2) ycT4B anTedHOro YUPEKEHHA, CONEPKALMA HepedeHb BCEX. BHIOB
(dapMmaneBTHISCKOH HeATeNbHOCTH, KOTOpPBIS DPEANIONATacT OCYHIECTBIATE
ANTEIHOE YIPEKEHNE,;

3) CBHZETENBCIBO O PErMCTPAIHMA ANTEYHOrO YIPEKICHHA OpraHaMu
MeCTHOT'O CAMOYIPaBIICHMS;

4) HOXyMEHTHI, TIONTBEPKAAIOMKE TPABO Ha HCIONB3OBAHME HAHHOTO
TTOMEIEeHNA B HEIIX OCYHIeCTBICHUS HapManeBTUIeCKOH NeaTeNbHOCTH,

5) mOXyMeHTEHl, HOATBEpXHAIOMe HamuaHe  cepTHduUKAaToB ¥
CIENHUATACTOB, KOTOpble OYAyT  OCYHICCTBIATE  (hapMameBTHYECKYIO
TeATENHHOCTE B JAHHOM alTETHOM YIPEXICHEM,

6) 3aKIHOYeHMe OPTaHOB BHYTPEHHMX A€ O TEXHHYECKOH TOTOBHOCTH
MOMEINEHMA M €r0 OXPAaHHOW CHTHANW3AUMM I8 XPaHeHud sTOBUTHIX,
HAPKOTHYECKUX JNEKAPCTBOHHBIX CPEJCTB, ICHXOTPOIEBIX BEIIECTB, CCIH
YKA3aHHBIA BHE HeATeNPHOCTH NpPEAyCMaTpHBaeICs yCTaBOM AaITeHHOTO
VIPEsKAEHILT; '

7) 3akmoYeHMe ~ OPTaHOB  CAHMTAPHO-3IUIEMHMONOTHIECKOTO  H
DpOTHBOIOKAPHOrO ~ HAN30pa O  TNPHIOMHOCTH  [OMCIICHMA  [id
IpPEIyCMOTPEHHBIX YCTABOM AITEIHOTO YIPEXNERHs BHIOB HeATENFHOCTH.

3. CpoK pacCcMOTpPeHHs NpPEICTABNEHHEIX JMOKYMCHTOB M  BBLIATH
IMIeH3MM Ha (HapMaueBTHYECKYH MNEATEHABHOCTh He HOJDKeH IPEBRILATH
ozHOro Mecana.

4, TIpuuvHO# OTKa3a B BhIAYC JHMICH3NM Ha (apMAlEBTHTECKYIO
NeATENBHOCT, MOXET OBITh TONBKO HECOOTBETCTBHS IIPEHCTABICHHBIX

JOKYMEHTOB TPeGOBAHHAM HacTOsUero (efepanbHOro 3aKOHA. Tlpuansas!
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0TKa3a HODKHBI OHITH ChOPMYMAPOBAHE! B MOKYMEHTE, KOTOPHIA BBIAACTCS
ANTEYHOMY YIPEXECHAIO OPTaHOM MCHONHMTENBHOM BmacTH cyGbexra
Poccmitckoit  Pemepanuy,  YIOMHOMOYEHHBIM  Ha  OCYIICCTBICHHE
JMIEH3HOHHOM JeATeTbHOCTH.

5. Heficteue JmueH3un Ha (apMalneBTHYECKyI0 NEeATEIBHOCTE MOXET
GBITH IPUOCTAHOBIEHO WIM AHHYIMPOBAHO paHblle YCTAHOBICHHOTO
myEKTOM | HacTosWieH CTaTBHM CpoKa B CIy%ae HapyIUIeHHi HODIKa
PO3HMYHOM TOPrOBAH IEKAPCTBEHHLIME CPEfICTBAMH, HpPEAyCMOTPEHHOTO
HacroswaM DefepampHbIM 3aKOHOM.

6. Ecm  anmeusoe yUpexueHHe B TeYeHAe [Iofia He Hadalo
(hapManeBTHIECKYIO ;[eﬂensﬂocn; HeficTBHE JTHIEH3HH Ha
(bapMaIeBTHIECKYI0 nemeHOCTL IPHOCTAHABIHBASTCA ¥ MOXET OHITH
BOCCTAHOBIIGHO TONBKO IOCIE IPEIBABICHUS B OpraH HCHONHHUTEIBHON
Buactn cyb6wexra Poccmitckoii Pemepanmd,  YNOMHOMOYCHHEIM — HA
OCYIIECTBIICHUE TTHUEH3HOHHON IeqTeIbHOCTH, IOKYMEHTOB,

OIPABBIBAIOIHAX OTCYTCTRHE YKA3aHHOM NeATeNbHOCTH.

T'maBaIX. Pa3paGorka, JOKIHHHYIECKUE U KIMHUYECKUE
ACCIETOBAHNAS JIEKAPCTBEHHBIX CPEICTR

Crares 35. Pa3paGoTka HOBRIX JIeKapCTBEHHBIX CPelCTB

1. Pa3spaboTka HOBBIX JEKAPCTBEHHEIX CPEHCTB BKIIOUAET B CeOa MOUCK
HOBBIX (PapMaKONOTHHIECKH aKTHBHBIX BEMIECTB, NOCHEAYIOLIEE H3yIeHHE MX
TeKAPCTBEHHBIX CBOHCTB, 4 TAKOKe NOKMAHAIECKUE HCCTENOBAHIA.

2. DunancupopaHWe PaspabOTKH HOBBIX JIEKAPCTBEHHBIX CDEACTB
OCYLIECTBIAETCA U3.

1) cpencts demepanbEOro GromKeTa;

2) CpefcTB OpraHu3aryii - paspaGoTUMKOB JEKAPCTBEHHBIX CPECTB;

3) cpencTB MPEAUPUATHI - MPOMSBONUTEIEH JIEKAPCTBEHHBIX CPElCTB B

paMxax HayJIHO-UCCICHOBATENbCKUX pa60T, BROIOMHACMBIX IO IOTOBOPY
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MEKIY opraﬂmamaeﬁ-;iazpa%mm(om JEKAPCTBEHHBIX.  CpPElicTB M
[PeANpPHAITHEM - POU3BOMMTEIEM IEKAPCTBEHHBIX CPENICTB;

4) WHBIX ~ WCTOUHHKOB  (MHAHCMPOBAaHMS,  BKJIOWAT  CPeJCTBA
GIArOTBOPETENEHLIX (QOHIOB M  Ilelemble BKIAZbl  (U3MYECKHX H
JOPHUXMICCKAX TIHE, )

3. Ilpapa opraHu3aimy - pa3paboTIAKa HOBOTO - JEKAPCTBEHHOTO
cpeACTBA  OXPAHAIOTCH  HATeHTHBIM 3aKOHOJATENBCTBOM — Poccmiickoi
®enepanuy U 3axoHoHaTenbeTBoM Poccmficko#t Penepanmy o6 aBTOPCKOM

pase M O CMEXKHBIX IPaBax.

Crares 36. JIokIMHHYECKHE HCCIENOBANMS JIEKAPCTBEHHBIX CPEICTB

1. Hemsto uommrmqecxnx' WCCIENOBaHUA JEKApPCTBEHHBIX CPEICTB
SBJMETCA MONYyYeHHe HAYJIHBIMM METONAMH OIEHOK ¥ JHOKAa3aTelbCTB
3 e THBHOCTH B 6€30NACHOCTH JeKapCTBEHHbIX CPE/ICTB.

2. JoxmmEmYecKre HCCIeTOBaHMs JEKAPCTBEHHEIX CPENCTB HPOBOASITCS
OpraHm3aIIMY - Pa3paboTInKaMy TeKapCTBeHHbIX CPENiCTB HO NpaBHIaM
na60paTOPHOI IPaKTAKM, YTBEPKICHHBIM (efepanbHbIM OPraHOM KOHTPOILE
KayecTBA JIEKAPCTBEHHbIX CPEICTB.

3. JIokmmEmYeckue HCCHeTOBAHAL NeKAPCTBEHHBIX CPEICTE IIPOBOMITCA
0 YyTBEPKIEHHOMY IITaHY ¢ BEIeHAEM MPOTOKONA U COCTABICHHeM OTHeTa, B
KOTOpBIE ~ 3aHOCATCH  PE3yUBTATHl  JOKIMHMYECKHX  HCCHEOBAaHMI
NeKkapcTBeHHBIX  cpefcTB.  OpraEmsanus - paspaboTdauk  JIEKapCTBEHHBIX
cﬁencru ébmae'r 3aKHOYEHHE O BOMOXHOCTH NPOBEJCHHA B [abHeHmem
KIMEMYECKHX HCCIIETOBAHMIH TeKapCTBEHHBIX CPECTB.

4. JloknmBUYecKue  WACCICHOBAHHA  JIeKAPCTBEHHBIX  CPEACTB  Ha
KUBOTHBIX TIPOBOAATCS B COOTBETCTBHM C MEXIYHAPOTMHEIMM MPABATAMU.
Kourponb 32 cOONIONSHMEM ITPABOBLIX U HTHYECKUX HOPM WCIIONb30BAHHUS
AKHBOTHBIX TPY IPOBENCHHH FOKITMHHYECKNX HMCCAEIOBAHUN JEKAPCTBEHHBIX

CPENCTB OCYLIECTBIIIETCS COOTBETCTBCHHO Q)ef.[epaIIBHbIM OpraloM KOHTPOJI
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KadecTBa JIEKAPCTBEHHBIX CPENCTB M TEPPHTOPHAILHBIMH  OpraHaMi

KOHTPOIIA KauecTBa JEKaPCTBEHHBIX CPEACTB.

Cratps 37. Pelnenue o npoBeeHIH KIHHAYECKHX HCCIEAOBAHMIT
JIEKAPCTBEHHBIX CPEACTB

1. Hemplo XIMHAYECKHX WCCAGAOBAHMA  JIEKAPCTBEHHBIX  CPEHCTB
ABTIAETCA IYIONyYeHHE HAYIHBIMH MeTonaMﬁ OLEHOK W MOKa3aTENbCTB
5(@eKTHBHOCTH W GE30TACHOCTH IIEKAPCTBEHHBIX CPEICTB, [AHHEIX 06
OXHIAEMBIX II0609HBIX dhdeKTax OT NPUMEHEHN JIEKAPCTBEHHbIX CPEICTB M
stdexTax B3aMMONEHCTBHS ¢ APYIUMH IEKaPCTBEHHBIMH CPENCTBAMHY.

" 2. Pemenne o IPOBEIEHAN KIMHIIECKYX HCCTETOBANMN KOHKPETHOTO
TIEKAPCTBEHHOTO CPENICTBA TIPHHMMAETCA (herepaNbHBIM OpraHoM KOHTPOINA
KauecTBa JeKapPCTBEHHBIX CPECTB Ha OCHOBAHMN CIEAYIOIHX TOKYMEHTOB:

1) 3asBleHus OPTAHH3AINH - pa3paboTIHKA JTeKapPCTBCHHOTO CPECTBa;

2) MONOKATENEHOrO 3aKIEOUCHHS KOMHTETa 110 STHKe IpA (enepansHoM
oprase KOHTPOIS Ka9eCcTBA JIEKAPCTBEHHBIX CPEIICTB;

3) oTyeTa M  SAKMOYCHHS O JOKIMHAYECKWX  HMCCICHOBAHHAX
JIEKAPCTBEHHOTO CPENICTBA;

4) VHCTPYKIINH DO IPUMEHEHHIO ICKAPCTBEHHOTO CPEICTBA.

3. Kimawdeckue HCCAeJOBAHUA JIEKAPCTBEHHBIX CPENCTB UPOBOIATCH B
YUPEKNEHHAX 3IPABOOXPAHEHMSA, MMEIONUX IMUIEHSHH Ha IPOBETCHME
KIIMENYECKHX HCCIIEIOBAHIM TeKapCTBeHHBIX CPEACTB.

4, JlpneHsyd  Ha ~ DPOBEdEHHE  KIMHHIECKHX HCCHEHOBaHMH
TMeKAPCTBEHHBIX CPEfICTB BEIKAeT (elepasbHblil Opram ncuonﬁménsnoﬁ
BaacTH B chepe 3HpaBOOXpaHEHUS YUPeKICHUAM snpanobxpaﬂeﬂm,
o6eceTBAaIONIUM IPOBEACHNE KINHAIECKUX HCCIeHOBAHMN JIEKapCTBEHHbBIX
CPENCTB B COOTBEICTBMM ~ ¢ MPABHIAMHM  KHMHWYECKOH IPAKTHKH,
paspaboTaHHBIME - W YTBEPXKIOCHHBIMH  (elepambHEIM OpraHoM

HCIIOEATENBHOM BIACTH B cdhepe 3ApaBOOXPAHEHNIA.
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5. TlepedeHb  YIpEeKACHMH 3ADABOOXPAHEHHS, WMCIONEX TPaBO
ApOBOMUTL  KIMHMIECKHE  HMCCIIEHOBAHKA  JEKAPCTBEHHBIX  CPEJICTB,
cOCTaBNAeTcd W TyOmuKyeTcs (eniepanbHbiM OPTaHOM  MCHIOTHHTENBHOMN

BIacTy B cepe 3EPaBOOXPAHCHIUS.

Crates 38. TlpaBoBas 0CHOB2 NPOBeACHUSA KIMHNYECKHX
Hec/lenoBanHil JeKapPCTBEHHbIX CPEICTB H
(puHAHCHPOBAHUE KIHHAIECKIX HCCIe/0BAHMI
JIERAPCTBEHHBIX CPEACTB

1. IlpaBoBylo OCHOBYy NPOBGHCHEA KIHHHYECKHX  HCCTICAOBAHMH
JIEKapCTBEHHOTO CPJICTBA COCTABILTIOT CEMYIOIIHE TOKYMEHTHL:

1) pemenne GegepaIbAOro Opraga KOHTPOISI Ka9eCTBA JIEKAPCTBEHHDIX
CpelcTB O HpOBESHMHM KIMHHYECKUX HCCICIOBaHMA JIeKapCTBEHHOTO
CpeHCTBa;

2) NOTOBOp O MPOBCAEHMM KITHHAYECKUX HCCHeNOBAHMI JIEKAPCTBEHHOTO
cpeficTBa MEXEY YIPEeKACHWEM S3HPaBOOXDAHCHHA U opraHmsanyei -
PaspaboTINKOM TEKAPCTBEHHOrO CPEICTBa.

2. JIoroBop O NPOBEIEHIH KIMHIYCCKAX HCCIIENOBAHUIA JICKaPCTBCHHOTO
CpencTBa JOIDKEH CONEPKATD CBEIEHIT:

1) o cpokax u 06 06beMax KIMHUIECKAX HCCICHOBAHMI TEKaPCTBCHHOTO
CpencTBa;

2) 06 obmiell CTOMMOCTH HPOTPAMMEl KIHMHHIECKHX HCCIeROBaHMA
JIEKapCTBEHHOTO CPeHcTBa;

3) o (opMe NPENCTABICHHA PE3YABTATOB KIHMHUIECKHX HCCIEAOBAHME
JIEKAPCTBEHHOTO CPEXCTBA B (efepambHbii OpPraH KOHTPONA KadecTBa
JIEKAPCTBEHHBIX CPEACTB;

4) 06 yCIOBHAX CTIPaxOBaHMd 3JOPOBbS MALUMEHTOB, VIACTBYIOIIMX B
THHUIECKIX MCCIEROBAHMAX JIEKapCTBEHHOTO CPELICTRA.

3. OHUHAHCUPOBaHWEC KIMHAGECKUX WCCHEMOBAHUM IJEKapPCTBEHHOrO

CpencTBa OCYIIeCTBIIICTCA H3!
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1) cpencre denepansHoro GromKera;
2) cpemcIB OpraHu3aIyH - paspaboTdMKa JEKAPCTBEHHOTO CPENCTBA B
- COOTBETCTBAM ' C YCHOBMSIME [OTOBOPa O IPOBENCHWHM KIMHUICCKHX
FCCTIeOBAHUIA JTeKapCTBEHHOTO CPEHCTBa;

3) HHBIX HCTOYHHKOB.

4. duHAHCHpOBAHME KIIHHYCCKAX WCCHCHOBAHMEA JCKAPCTBEHHOIO
CpefcTBA M3 CPEHCTB OpraHusalyy - pa3paboTinka  JeKapCTBEHHOTO
CpencTBa  OCYMIecIBIMeTcs B Qopme OINATBl CYeTa, COCTABICHHOTO
YapeXIEHIEM 30paBOCXPAHEHNS, TUPOU3BOLIINYM KIHHETIECKH®
HCCITENOBAHES TeKAPCTBEHHOTO CPENCTBa, B COOTBETCTBHH C JOTOBOPOM O
TIPOBE/IEHIH KIHHIIECKHX HCCTETOBAHHH JIEKAPCTBEHHOTO CPENCTRA.

5. Bampemaerca  oruiara ' Tpyga  CHENMANMCTOB  YIPEKICHHA
3[{PaBOOXPAHEHN, nbononmuero KIHHIIESCKIE HACCAENOBAHNA
JEKapCTBEHHOTO cpelncTBa, HENOCPENICTBEHHO oprazm3anyest -
Pa3paboTIAKOM JICKAPCTBEHHOTO CPE/ICTBA, MHEIMU FOPHIMIECKUMA, 3 TaKKe
uspdeckuMy  TANAMY, (VHAHCHPYIOUIIMY - KIAHIIECKHE HCCIe/OBaHNA

JIEKaPCTBEHHOTO CPEACTBA.

Cratea 39. Kiuanueckne HECIeX0BaHNA JeKaPCTBEHHBIX CPeicTB

1. PykopomuTelb ~ YUpeXKACHNA  3OPaBOOXPAHEHHA, HPOBOMALIETO
KIMHAYECKHe MCCIENOBAHMs  JIGKAPCTBEHHOTO — CPEJICTBa,  YTBEPXKMAeT
HporpaMMy KIMHAYECKHX WCCIEJOBAHMA JeKapCTBCHHOTO CpeAcTBa M
Ha3HAYACT ee DPYKOBOWIENd. PykoBopmrreneM HpOTPaMMBl YKa3aHHEIX
HCCTETOBAHMANM MOXeT ObTh HasHaUeH Bpad cO cTaxeM paGoTEl 1O
poTpaMMaM KITHHMUECKUX MCCTeNOBaHuil IeKapCTBCHHBIX CPEJCTB He MeHee
mByx mer. IlporpamMma KIMHUYECKUX HMCCHEJOBAHMA JEKaPCTBEHHOTO
cpemicrBa paspabaTHBacTCA C YUAaCTHEM ITHYECKOTO KOMHTICTa NPH
YUPEXISHAN 3APaBOOXPAHEHMS, TPOBOMALICM KIHMHWECKHE HCCICKOBAHMT

JIEKAPCTBEHHOTO CPEACTBA.
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2. Pyxopomurenb POTPaMMEI KITHHIYECKIX WCCIeIOBaHMHT
TeKAPCTBEHHOTO CPEICTBA JODKeH OBITH O3HAKOMIEH C pesyibTaTaMu
JOKTMHUYECKUX MCCHENOBAHAI NAHHOTO JIEKAPCTBEHHOTO CPENCTBA M HMEET
[pPago Ha NOJy4eHne IGO0 MONOMHUTSIHHOK pHbpopManuy, OTHOCAIICHCT K
TOXIHHATECKUAM HCCIEHOBAHIAM YKA3aHHOTO JIEKAPCTBEHHOTO CPENCTRA. .

3. PykoBomureib TpOrpaMMbl KITHHUIESCKUX MCCIEIOBAHNN
JIEKAPCTBEHHOTO CPEACTBA OCYINECTBIIAET BHIOOD. NAIHCHTOB, KOTOPBE O
MEIMIHCKAM TIOKA3aHWAM MOTYT OBITh NPHMBIEYCHB! K YYacTHIO B
KIMEUIECKIX HCCHEOBAHIIX JAHHOTO JEKaPCTBEHHOTO CPEICTBa.

4. Orger o pesymbrarax KIHHWIECKAX HCCHEIOBAHMIA IEKAPCTBEHHOIO
CPEACTBA  COCTABIAETCA ~ PYKOBONUTCNEM  [POTpaMMBI  KIHHIYCCKHX
HCCIeXOBAHMIA JIEKapCTBEHHOIO CPEICTBA.

5. Knmuupyeckye ACCHEZOBAHMA JIEKADCTBEHHOIO épencma MOTYT OBITH
ApepBaHEl, eCTd B MPOLECCE HX TPOBENEHUI OGHAPYXEHA ONACHOCTb IUIA
3I0pOBBS HaNueHToB. Pemenye o IpeKpaneHnH KIAHITIECKIX HCCIIEXOBAHMH
JIEKAPCTBEHHOI'O  CPeJICTBA  MOXeET IIPUHATS. PYKOBOTUTENs POrPAMMEL
YKa3aHHBIX MCCIeTOBAHMM.

6. Hapymenne npaBmi  KUHEW4eCKOM  HpakTHKM, a4  TaKke
(amscHduKays PesyNbTATOB KIMHUTECKAX MCCIENOBANMY TeKAapCTBEHHBIX
CPEZICTE BIEKYT OTBETCTBEHHOCTH B COOTBEICTBMH C 3aKOHONATENBCTBOM

Poccntickoit Depeparums.

Cratss 40. Ilpasa malyeHTOB, YUACTBYIOIHX B KIMHHIECKHX
HCCIeA0BAHUX JeKAPCTBEHHLIX CPEACTB i

1. VyacTue NanueHTOB B KIMHMYECKHX HCCIETOBAHNAX JEKapCTBEHHBIX
CPEACTE ABNACICSA HOOPOBOJIBHEIM.

2. TManmenT maeT MUCLMEHHOE COITACHE HA yJacTHE B KIHMHMISCKHX
HCCTIEIOBAHASAX JIEKAPCTBEHHOI'O CPEACTBA.

3. IlanmenT soixed ObITh HHGOPMHPOBAH:

4
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1) 0 JIeKapCTBEHHOM CPENICTBE B CYMIHOCTH KIHMHHYECKHX pccIe1oBaHui
yKa3aHHOTO JIEKapCTBEHHOTO CPENICTRa;

2) 06 oxumaemoli adipeKTHBHOCTH, O GE30NACHOCTH JIEKAPCTBEHHOTO
CpEZCTBA, CTENEHK PHCKA [T MAINEHTA;

3) o jelicTBHAX NAIMEHTA B CIydae HENPEABUACHEDIX 3 dexToB BIMAHAAL

JIEKAPCTBEHHOT'O CPEJICTRA HA COCTOSHHIE IO SHOPOBhA;
» 4) o6 ycnom«ixx CTPaxOBaHKA 3AOPOBbS NAIUEHTA.

4. IlanmenT BMMeeT OPABO OTKAa3aThes OT YYacTHd B KIHHMYECKHX
HCCIETOBANIAX JEeKAPCTBEHHOIO CPEACTBA HA JHODOH cTafyy NpPOBENCHUS
YKa3aHHBIX MCCIETOBAHMIA.

5. He pmouyckaoTcd KIMHHYECKHE KCCIENOBAaHUA JIEKAPCTBEHHBIX
CPEICTE HAa HECOBEDINEHHONSTHHX, 33 HCKMOYeHHEM TeX ciydaeB, Koraa
HCCTEyeMOe TIKapCTBEHHOE CPENCTRO NPEAHASHAYACTCS HCKIEOYATENBHO JULT
JedeHns NETCKAX GONesHell WIH KOTHa HENBIo KIMHHUECKHX HCCHefoBaHMi
ABIISIETCH TOTyYEHMEe NAHHBIX O HAWAy9mieH NO3MPOBKE JIEKApCTBEHHOTO
CpeficTBa /I JEUCHHA HECOBEPIIEHHONCTHMX. B rociemHem ciydae
KIHHIIECKHM HCCTIEIOBAHMAM JIEKapCTBEHHOTO cpencTBa Ha
HecOBEPIIEHHONETHHAX JODKHE] IIPEIIIECTBOBATE KIMHHHECKHE HCCICTOBARAT
€ro Ha COBEPINECHHONETHHX.

6. [lpm npoBejeHHY XUMMHWIECKUX HCCIEJOBAHMA JICKAPCTBEHHBIX
CPENCTE Ha HecOBePUICHHOJETHUX HeOOXOHMMO MMCLMEHHOE corzacue UX
ponuTenel.

7. Bampemaercd TPOBEACHHE JOTMHAYESCKHX VCCIEIOBAHUH]
JIEKAPCTBEHHEIX CPENCTB Ha:

1) HecOBEPHIEHHOJETHIX, He MMEIOIIMX POMATEILCH;

2) GepeMeHHLIX KERITMHAX, 32 CKIHOUCHHEM CIIy9aes, SC/H IPOBORATCA
KITMHIYECKHE YCCHEeXOBAHNUS JTEKAPCTBEHHBIX CPEICTB, IPeAHAsHAUYCHHBIX JIIT
GepeMeHHBIX JKCHIHH, KOTXA Heobxomumas HHpOPMAIHEST MOXeT OBITH

HOTY9deHa TONBKO NIPH KIMHHIECKUX ACCHCAOBAHNAX JIEKAPCTBCHHBIX CPENICTB
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Ha GepeMEHHBIX JKEHUIMHAX ¥ KOTAA [OMHOCTHIO MCKIIOUEH PUCK BAHECCHHUSA
Bpesa GepeMeHHON XEHINMHE K AIOAY;

3) BOGHHOCIYXKAILIHX;

4) munax, oTOBBAOIUX HaKazaHHe B MeCTax mamennd cBoGOIBI, a
TaKKe Ha JIANAX, HaXONJUINXCA HOX CTPAKel B CHENICTBEHHBIX H30XATOPaX.

8. JlomyckaroTcs KIMHEYECKHE MCCTeROBAHMS JICKAPCTBEHHEIX CPEJICTB,
HpenHasHAYeHHBIX IS8 JeYeHHs TCHXHIeCKHX 3aboneBadyii, Ha IMI@X ¢
HCHXIIeCKHMHE 3a60IeBaHIIMN M IIPU3HAHHEIX HEIECCIIOCOOHBIMY B IIOPAJIKE,
yeraroBierHoM 3axomom Poccmitckoll Pemepamun “O mCAXAATPHYIECKOM
HOMOIE ¥ FapaHTHAX Tpas IPAXJAH NPH e OKasaHmu”. Kousmrgeckue
HCCTENOBAHNAS JEKAPCTBEHHEIX CPEICTB B 3TOM Cilydae HPOBOIATCA TPH
HATHIAH TIHCEMEHHOTO COTTIACHS 3aKOHHbIX MPEACTABATENEH YKA3aHHBIX JIHII.

9. JloroBop CcTpaxoBaHUs 3JOPOBbs IALMCHTA, YHACTBYIOWIETO B
KIIMHEWIECKIX HCCIeTOBAHMIX JIeKapCTBEHHOTO CPEICTRA, 3aKII0UaCT s MEXAY
opraBmsanyeii - paspaGoOTIAKOM JEKaPCTBECHHOTO CPEACTBA K MeIHLITHCKOH

CTpaxoBOH OpraHM3amueH.

Crarsa 41. OGs3aBHOCTD CYGLEKTOR 00pANIEHIS JIEKAPCTBEHHBIX
¢pefieTB cooGIATE O CIyUasX NOGOTHLIX AeficTBHI I 06
0c0BeHAOCTAX B3AHMOJIEHCTBHS JIeKAPCTBEHHDLIX CPEJICTB C
APYTUMH JEKAPCTBEHHBIVM CPEACTBAMH

1. Cy6beKTsl OOpAILEHHs IeKAPCTBEHABIX CPENCTB 00A3aHE! coobaTh
(emepAEHOMY OpTaHy MCIOIHATENBHOR BIIACTH B cdepe 34PaBOOXPAHEHHS,
OpraHaM MCHONHMTeNBHON BlacTH CyOBeKTOB Poccmiickol Denepamum B
cepe 3npaBOOXpaHEHEs, (eIepambHOMY OPTaHy KOHTPOIIL KadecTBa
JIeXAPCTBEHHBIX CPEACTB M TePPHTOPUANBHBIM OpraHaM KOHTIPOJA Ka4ecTna
TeKApCTBEHBHIX CPEACTB O BCEX CIYTasX HOGOTHBIX NeHCTBHM JeKAPCTBEHHBIX
cpeicTe B 06 OCOGEHHOCTAX B3AMMOICHCTBIA JIEKADCTBEHHBIX CPEACTB €

ApYTAMH  TICKAPCTBCHHBIMA CpeACTBaMH, KOTOpEIE HE COOTBETCTBYIOT
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CBEJIEHHAM O JIEKAPCTBEHHBIX CPENCTBAX, COMEPXKAIMMCS B HECTPYKIHAX IO
¥X OPAMEHEHMIO,

2. 32 HecooGUIHME MM COKPBITHE CBEeHHH, [PENyCMOTPEHHBIX
myRKTOM 1 HacTOsIEH CTATHH, IHNA, KOTOPBIM OHH CTANH HM3BECTHBI IO POAY
Ax  TpodeccHOBANbHON  NEATENBHOCTH, — HECYT — FHCIMIIMHADHYIO,
ANMUHHCTPATHBHYIO HIM YIOJOBHYIO OTBETCTBEHHOCTH B COOTBETCTBHE C

3aKOHOATENbeTBOM Poccuiickolt Pefepaliyn.

I'maBa-X. TocyaapcTBeHHble rapaHTHH AOCTYIHOCTH
‘ JIEKAPCTBEHHBIX CPEACTB

Crarsg 42. TocyaapeTsennas crcremMa ofecrieeHus OCTYIHOCTH
JIEKapCTBEHHBIX CPENCTB

1. TocymapcTBeHHAA cucTeMa obecrieueHAA [OCTYIHOCTH
JIEKApCTBEHHBIX CPEACTB BKIIOYACT:

1) denepansHble MPOrpaMMbi OOECHEYeHH HACEICHAA Poccuiickoit

| @enepanay eKADCTBEHHBIME CPENCTBAMH H PErHOHAJEHBIE - TIPOTPAMME
obecrieaeHrs HaceICHUA cyGBeKTOB Poccuiickoit Denepanan
TIEKAPCTBESHHBIMY CPENCTBAMH;

2) 06s3aTenpHOE METUIMHCKOE CTPaxoBaHue.

2. (emepambHble NPOrpaMMEl OOECHeUeHHMS HACCICHHEA Poccuitcror
Deneparmyl  JICKADCTBEHHBIMY CDecTBaMU (QHHAHCHPYIOTCA M3 CPEACTB
denepanbHOTO GrOMKETA.

3. JIoCTYIHOCTS JIEKAPCIBEHHBIX CPENCTB B DaMKax 06432 TENHHOIO
METHIMHCKOTO CTPAXOBAHMS OGECIeYHBACTCH 32KIOIEHUEM TapH(HBIX

coTTIalIeHni.
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4. B pamxax 00f38TeNsHOTO METMIMHCKOTO CTPaxOBaHus cyGBeKTaMu
TaprGHEIX COTTAIeHni ABITIOTC:

1) denepanbHBii  OpraH  WCHONHHUTCIBHOA — BIACTH B chepe
30paBOOXpaHeMMs M OPIaHHl MCOONHATENBHOH  BIACTH CyOBEKTOB
Poccuifckoit Penepanyu B chepe 3HPaBOOXPAHCHIT,

2) MenepanpHbiil ORI OO32TENBHOIO METHIPHCKOTO CTPAXOBAHMS H
TeppuTOpHAIbHbIe QOHAE! 0643aTeHHOrO MEINMHCKOTO CTPAXOBAHIA,

3) MemUIMHCKHE CTPaXOBBIe opraﬂnéaunn H WX acCoLHalay;

4) MemHLMHCKEE 1 (HapMALEBTHICCKHE ACCOUHAITIN.

5, OOBeXTaMY TAPUGHOTO COrTANICHHAS SBIIAIOTCH:

1) mepevens TeKapCTBEHHBIX CPENCTB, OTIYCKAeMBIX IO PENENTy Bpata,
¢ perymupyeMoi TapHQHBIM COTTaleHHeM neHoH;

2) HeHB! Ha OTPAaHHMYEHHOE 9HCIO JEKADCIBEHHBIX CPEICTB, ITEPEIeHb
KOTOPBIX BXOJHT B COTJALIEHHE;

3) MOpSZOK OINATH MEMIMACKAMU CTPAXOBEIMY . OPTaHM3ANAAMY
JICKAPCTBEHHBIX CPENCTB, OTIYCKAEGMBIX. HACENCHWIO GeCIUiaTHO WIH IO
JIGTOTHBIM HEHAM;

4) TOPAMOX HCNOTH30BAHMS CPSICTE (efepanbHOro GIOMKETa U CPENCTB
GromkeroB  cyobexroB Poccuitckoit Pepepaniuy, NpeqHASHAYCHHBIX AL

obecrievenns HaceEHNUs JIEKAPCTBEHHBIMU CPEICTBAMM.

Tmasa XI. Wadopmanus o JeKapcTBEHHBIX CPEACTBAX,
PerciamMa JieKapCTBEHHBIX CPENCTB

Cratpa43. VndopMauus o JeKapcTBEHHBIX CPeICTBAX

1. MnpopManus © JIEKAPCTBEHHBIX CpENCTBAX OCYIIECIBIICTCA B
COOTBETCTBHM C TpeOOBaHAAMYA TIOCYHAPCTBEHHOTO MH(OPMALMOEHOTO
CTAHIApTa.

2. VindopManpst O NEKAPCTBEHHBIX CPEHNCTBAX, OTIYCKAEMBIX 6e3

penenrta Bpayia, MOXET COMEPXAaThCA B HYGJIHKaHI/IﬂX # OOBARTEHIIX CpeacTs
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MaccoBO¥ HHGOPMALMN, CIENMANUSHPOBAHHBIX ¢ OOMHX MEYaTHBIX
W3NAHMAX, WHCTPYKIMAX N0 NMPHMEHEHMIO JICKAPCTBEHHBIX CPEACTB, MHBIX
WM3MAHAIX CYOBEKTOB 0OpamieHns TeKapCTBEHHBIX CPECTB.

3. WiadopManus o TeKapCTBEHHBIX CPeACTBAX, OTIYCKAECMBIX II0 PELEnTy
Bpaya, NOMYCKAaeTCs TONGKO B CHEOWANMSUPOBAHHBIX MOU2THBIX M3[AHIIX,
DACCINTAHHBIX HA MEMUIUHCKEX M. (apMalleBTHISCKuX paGOTHHKOB.
Viupopmanms O TEKADCTBEHHBIX CDEICTBAX Ui CICLHMAINACTOB  Cepsl
obpameHus JIeKapCTBeHHBIX CPEACTE MOXeT OBiTh NpeACTaBIeHa B BAJE
MoHorpadHii, CHPABOYHHKOB, HAYYHBIX CTATCH, NOKMAJOB HA KOHIpECcax,
KOH(DEPEHIMAX, CHMIIOSHYMax, HAYIHLIX COBETAX, & TaKke MHCTPYKIMH HO
IPUMEHEHMIO TeKAPCTBEHHBIX CPEMICTB, IIpeAHasHaYeHHBIX /U1 Bpaded.

4. JlomyckaeTcs HCHMONB30BAHME IIOOBIX MaTepHATLHBIX HOCHTENeH
HAGOPMANME O JIEKAPCTBEHHBIX CPEACTBAX, TOIBOMMOIMX —XPaHHIb,

HepeaaBaTs B MCTIONB30BATh 9Ty HEGOPMAIHIO 663 MCKaKSHUH.

Cratea 44. Pexiiama JeKapCTBCHHBIX CPERCTB

1. B cpencrsax MaccoBoll MHGODMALMH [OIYCKAaeICs peKIaMa
JeKapCTBEHHEIX CPEACTB, OTIYCKAEMBIX TOJBKO €3 pelienTa Bpaya.

2. Hesapucumo oT GopMbl pekdaMa JODKHZ COOTBETCTBOBATH
HapMAKOIOrMIECKAM AaHHKIM O JeKapCTBCHHBIX cpencmax,y IOy IeHHBIM
Y KIMEAIeCKAX ACCICHOBARMAX JEKAPCTBEHHEIX CPENICTB, U TPeOOBAHMAM
TOCYAapCIBEHHOTO HEGOPMAIMOHHOTO CTaHapTa.

3, PexmaMa He HOIDKHA TPEACTABIATH HNEKAPCTBEHHOE CPEICTBO KaK
YHMKAIBHOE, Haubonee sddexTHBEOE, Hanboee 6e30IIaCHOE,
MCKIEOYATENBHOE TI0 OTCYTCTBHIO noGognex 3¢dekToB, He FOIDKHA BBOJIUTH
B 3abIyXIcHHe OTHOCHTENHHO COCTABA, IPOMCXONMIEHMS, HOBHBHBI WM

NATEHTOBAHHOCTH IEKAPCTBEHHOTO CPEIICTBA.

fa
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4, PexnamMa He JODKHA [IOJPHIBATH pérry'raumo NIpennpuATHIA -
Mpou3BOUTENCH HeKAPCTBEHHbIX cpe;::c*rs,' Bepy norpeburenci B meficTsHe
JIEXaPCTBEHHbIX CPEACTB.

5. Tlpn pexndaMe NeKApCTBEHHOIO CpPEACTBA HE JOIMYCKAaercd €ro
CpaBHEHME ¢ APYTHMH JEKapCTBEHHBIMH cﬁencTBaMH B IedX YCHIeHHs
pexsmaMeoro sddexra.

6. PextaMa He [ODKHZ CO37aBaTh  BIECYATICHUE HEHYXHOCTH
MEIUIMHCKAX KOHCYIbTALH MITH XUPYPIHIECKIX ONepAaIHH.

7. PexnaMa He JODKHA CONEPXATh YIBEPXICHUHE O TOM, 4TO ACHCTBHE

JIEKAPCTBEHHOTO CPECTBA TAPAHTHPORAHO.

8. TIpu HapymeHuM TONOXeHHlt HacTosuiero DefepanbHOrO 3aXoHa,

Kacalomuxcs  PEKNaMbl JEKAPCTBEHHBIX CPEHCTB, (elepalbHBIi OpraH

HACTONHATENbHOM BacTé B cdepe 3UPABOOXPAHCHHS MOXET 3alperHTh

| HaTpHEMIIyI0 pexiaMy NEKapcTBCHHOrO CPEACTBA WM  IIPEAyNPEnuTH

‘ pexiamMozaTens o HeoGXOMMOCTA H3MEHEHMA IOMIX0Ma K PeKaMe JaHHOro
} TIEKAPCTBEHHOr O CPETICTRA.

9. PasMep'm ¥ TIOpAAOK yuﬁarm wrpada 3a BHAPYUICHAS IOJOMEHMH

pacTosero OexepasHOro 3aKOHA, KacAIONIMXCS PEKIAMBI JIEKAPCTBEHHBIX

CPEACTB, OTPEHEISIOTCA B COOTBETCTBHE ¢ 3aKOHONATENLCTBOM Poccmiickoi

Denepaliil 0 pexiIaMe.

I'maga XII. OrBeTcTBeHHOCTH 33 Bpell, HAHECEHHbBIA
3HO0POBBIO Ye/IOBEKA MPHMEHEHHEM
JIERAPCTBEHHBIX CPEACTB

Cratba 45. Boamenienue ynep6a, CBSI3aHHOIO ¢ BPeIOM, HAHECEHHbIM
370pOBBIO YEN0BEKA BCIEACTBHE MPHMEHEHUN
JIEKAPCTBEHHbIX CPEACTB

1. Bosmewenue ymep6a, CBI3aHHOTO ¢ BPEAOM, HAHECCHHBIM 3[I0POBBIO
geloBeKa  BCJICACTBHE  NIPHMEHEHHS  JIGKAPCTBEHHBIX  CPENCTE H

IOPOTEBOIPABHEIX AeHCTBHIA CyOBEKTOB OGpPAINCHAA TeKAPCTBEHHBIX CPEMICTE,
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OCYIIECTBIIAETCA B cOOTBETCTBHM ¢ OCHOBAMY 3aKOHOAATeNbCTBA POCCHIACKOR
®epnepanuu 06 OXpaHe 3T0POBhI IPAKIAH.

2. Ecrmu BCTeACTBYME IPHMEHEHHMS JIGKAPCTBEHHOTO CPEICTBa HAaHeceH
Bpex 3MOPOBBIO 9ENOBEKA, TO NPEANPUATHE - IPON3BOUTENS, BEIIYCTUBIICE
3TO JNEKAPCTBEHHOE CPEICTBO, 00A3aH0 BOSMECTHTD YIIep6 nmocTpazaBmiemy,
Kor/a JOXa3aHo, 9To:

1) mexapcTBeHHOE CPECTBO . NPEMEHAIOCH [0  HasHA9YeHHIO, B
COOTBETCTBHMH ¢ MHCTPYKIMEH O NPUMEHEHMIO JIEKapCTBEHHOTO CPEJICTBA M
OpMYHHOM BPEXHOTO HEHCTBUA NEKAPCTBEHHOTO CPEACTBA OKA3AIUCh OMmMOKY
IPOU3BONCTBA IIEKAPCTBEHHOIO CPeiCTBa;

2) Bpejl 3MOPOBBIO HAHECEH IPUMEHEHHUEM ICKAPCTBEHHOTO CPEAICTRA 13-
32 OIMOOYHON MHCTPYKOMM IO OPAMEHCHHIO JIEKapPCTBEHHOTO CPEHCTBA,
H3TAHHON NPeIIPUATHEM - IPOU3BOMUTENEM JIEKaPCTBEHHBIX CPEICTB.

3. BEcii  Bpel  300DOBBI0  HAaHECEH - BONEACTBHE — NPHMEHCHHS
NIEKAPCTBEHHOI'O CPENCTBA, NPUINCANEro B HETOAHOCI: B pesyIbTare
HapyImIeHU NPABHUI ONTOBOH TOPrOBIM JEKAPCTBEHHBIME CPEICTBAMY MM
npasui GapMaeBTHYeCKOM HeATebHOCTH ANTeYHBIX YIPEXIEHHUIL, TO yiepo
BO3MEMIAET [IPEUIPUATHC OIITOBOM TOPIOBIM JIEKAPCTBEHHBIMU CPENCTBAME
MM ANTEYHOE YUPEeXIEHHe, IO BHHE KOTOPhIX MOCTYNMIO B IPONAXy WIH

6BLI0 OTIYLIEHO YKA3aHHOE JIEKAPCTBEHHOE CPE/ICTBO.

I'nmasa XIII. 3axmounTesbHbIC N0I0KCHHA

Cratps 46. lpuBenenre HOPMATHBHLIX NPABOBHIX AKTOB B
cooTBeTCTBHE ¢ HacTosmuM PeaepaTbHbIM 3aKOHOM

Mpemnoxmre [Ipesanenty Poccmiicko#t Pemepamun #  MOPYIHTH
Ipasurenscry Poccmifckoif Pefepanye NPHBECTH CBOM HOPMATHBHbBIG

IPABOBHIC AKTHI B COOTBETCTBHE ¢ HACTOAIIHM (I)e/:(epaHBHHM 34KOHOM.
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Crares47. Berywienne B oty vacrosimero ®enepanbHoro 3aKoHa

HacTosmumit PemepansHbIi 3aK0H BCTYNIAeT B CHILY Uepe3 TPY Mecsua co

IIBA €r0 O(HIIMATEHOTO ONyGINKOBaHHSL.

TIpesupesT
Poccuiickoi Peyepannu b. Ensipasa

MockBa, Kpemns

22 wona 1998 rona

w &6~ &b
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