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ANITEKAPCKHI YCTAB: CBSI3b BPEMEH

Hcmopus, 6 mom uucie u ucmopusi Meouyunvl — 5mMoO He MOJIbKO HAYKA O
npowiomM. IOmo Hayka O pazeumuu  Om HpoOwio20 K HACMOoAWemy, Om
co8peMeHHOCmuU K 6y0yujemy.

[IpaBuiibHOE U OBICTPOE HU3TOTOBJIEHUE U OTITYCK JIEKAPCTBEHHBIX INPENapaToB
3aBUCUT Kak OT BlaJeHud (apMalueBTOM  TEXHOJIOTMEH  W3rOTOBJICHUSA
JEKapCTBEHHbIX (QOpM, Tak W OT OpraHu3aluu padoThl, 3HAHUW OCHOBHOM
HOPMATHUBHO-TEXHUYECKON JOKYMEHTAIlMM, HWHCTPYKIHMN K mpukazaMm M3 PO,
pekoMmeHaanui. [lo3ToMy 3HaHME OCHOBHBIX HANPABICHUM TOCYAAPCTBEHHOTO
HOPMHPOBAHUS, SBIIACTCS BaXXKHOU 3a/1aueli hapMaieBTOB, pAOOTHUKOB arlTekK.

HopmartuBHass nokymeHTanus €mi€ C JaBHUX BpPEeMEH ompenesisia IMpaBuiia
Pa3IMYHBIX BUJOB JESITEIIBHOCTU U TPeOOBaHUA K paOOTHUKAM JaHHBIX cdep.

[lenpro Hamielr paboThl OBUIO M3YYEHUE UCTOPUUYECKOTO pa3BUTHS (papManuu B
Poccun, koTopoe HEBO3MOXXHO 0€3 pacCMOTPEHUsI BOIPOCAa O €€ 3aKOHOJATEIbHOU
0a3bl.

Tak, 3a OCHOBY cBoei pabOThI MbI B3su AmnTekapckuii ycraB. W3manue
Anrtekapckoro ycraBa 20 ceHtsOps 1789r. crano 3HamMeHATEIbHBIM W MaMSTHBIM
COOBITHEM B UCTOpUU poccuiickoi papmaruu. OH BbIIIENT HA PYCCKOM M HEMELKOM
S3bIKaX W COCTOSII M3 23 crared. ANTEKApCKU YCTaB MPEIBABISAI CEPbE3HBIC
TpeOOBaHMs K anTeKapsM U YINOPsA0YMBaJ OTIYCK JIEKAPCTB U3 anTEeK, OH BIIEPBbIE
PErJIaMEHTUPOBAJ TOPSAOK OTKPBITUS W OOYCTPOWCTBA anTeK M KOHTPOJIb 3a UX

ACATCIBHOCTBIO.



Hamu Obutn npoaHaiv3upoBaHbl MyHKThI ANITEKaPCKOrO yCTaBa U COBPEMEHHBIE
HOPMATHUBHBIE JOKYMEHTBI, OMNpPEACISIONME padoTy COBPEMEHHBIX POCCUMCKUX
anTek. B Xxome aHamm3a BBISIBJIEHO, YTO MHOTME MYHKTHI yCTaBa IIE€pelUId B
COBPEMEHHYIO JIOKYMEHTAlIUI0, YTO CBHUJETEIHLCTBYET O HEU3MEHHOCTH OCHOBHBIX
TpeOOBaHUIl, OMPEACNAIOMNX JEATEIbHOCTh (papManeBTUUECKOTO0 pPabOTHHKA.
Pe3ynbpraTel aHasM3a npeacraBieHbl B Tadbauue 1.

Ta6muma 1 — CpaBHUTEIBHBIA aHAJIN3 OCHOBHBIX TPeOOBaHUM K JEATEILHOCTU

aIlITCK.

CopepxaHue  MYyHKTOB  AMNTEKapCKOTO CooTBeTcTBYIOIIHE COBpEMEHHBIE
ycTaBa HOPMATHBHBIE IOKYMEHTHI

[Tynkr 1 ®denepanbHbIi 3akoH OT 12 anpens 2010

Kaxnasa anrteka B pOCCHHCKOM roCyJapcTBe
JOJKHA OBITh yHpaBisieMa MYXKEeM OTIUYHBIM H
FOCYJIapCTBEHHOW MEIUUHUHCKOW KOJUIETHEN B
(dapMalleBTUUECKOM 3HAHUU HCIBITAHHBIM U
YAOCTOEHHBIM.

r. N 61-®3 «O06 obpameHnn JIeKapCcTBEHHBIX
CpEeACTB»

[TynkT 2

K ympaBineHuio anTekod JOIMycCKaeTcs
«amnTeKkapb, SKO JOOpBIM TIpaKIaHWH, BEPHO
XpaHAIIUH TPUCSHKHYIO JIOJDKHOCTh, TTOBUHCH
OBITh MCKYCEH, YECTCH, COBECTCH, OJlaropa3yMeH,
TpPe3B,  TPHUJICKEH, BO  BCAKOE  BpeMms
MPUCYTCTBEHEH, W WCIIOJHSIOUINNA 3BaHUE CBOE
BceoOIeMy 0Jiary COOTBETCTBCHHOY.

DTUYECKU KOJIEKC
dapmarneBTHUECKOro paboTHHKa Poccun.

[TynxT 3

AnTekapb JI0JDKEH MMETh J00pbIe, CBEXHE,
K  ymnoTpeOJIeHHIO  TOJHBIE W Pacxomy
copa3MepHble MPHUIAckl U U3 HUX NPUTOTOBISATH
noTpeOHBIE CIOXKHBIE JIEKAPCTBA B TAKOM TOJBKO

MuHuCTEPCTBO
Poccuiickoi denepaunun

[Tpuxa3 ot 26 okta0ps 2015 r. Ne 7511
«O0 yTBepXkJE€HUM TpaBUJ HM3TOTOBJIECHUS U
OTIyCKa JIEKApCTBEHHBIX IpernaparoB s

3/1paBOOXpaHEHUs

KOJIMYEeCTBE, YTOOBI ~ OHM, Taye  YasHUA | MEIULUHCKOTO NPUMEHEHUs  aNTEeYHbIMU
UCTIOPTUBIINCH, HE TMPUYMHIM HH CaMOMY | OpPraHH3aLUsIMH, WH/IMBUAyTbHBIMA
yOBITKY, HU Bpea OJIMKHEMY. peANpUHUMATENSIMU, UMEIOIIUMU JIULEH3HIO
Ha (papManeBTHUECKYIO IEATEILHOCTDY
ITynkT 4 ®enepanbHbIii 3ak0H oT 12 anpens 2010
UtoOmt anTeKaphb, yrnotpebisisi | T. N 61-®3 «O6 oOpatieHnn JieKapCTBEHHBIX
HEOOXO/AMMBIE  M3JEPKKM M TPyAbl  Ha | CPEIACTB»

U3rOTOBJICHHE 3alacoB, HE IOHEC YOBITKA, TO
HAOJII0aTh CIIEyeT, YTOOBI HUTE, HUKTO, KPOME
anTek, JeKapcTB B pa3apod He MpoaaBall.

ITynkT 5

UroOsl anTeka B J00pOM  COCTOSIHUM
cojiepKajach, JIOJDKEH anTekapb COOJ0JaTh BO
BCEM OTMEHHYIO YHCTOTY, KaK B HapYKHOCTH, TaK
OCOOEHHO B COCYJaX, JEKAapCTBO COJEpKallUX.
MatepuanbHasi Kamepa JOJDKHa ObITh, CBEpX

MuHuCTEPCTBO
Poccutickoit @enepanyun

[Tpuka3z ot 21 oktsa6ps 1997 r. N 309
«O6  yTBEpXKIEHUM  HUHCTPYKUUU  TI0
CaHUTAPHOMY peXUMy anTeYHbIX
OopraHu3aIyi (anTex)»

3/1paBOOXpaHEHUs
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ONpPSITHOCTH, TaK pacHoOJOXKeHa, YTOoObl HHU

CBIPOCTh, HU CYIIb BellaM BPEIUTh HE MOrJja, a

nabopaTopust 3amaceHa BCEM TeM, 4YTO JUIs

MCIPABHOIO anTeKaps MOTPeOHO.
ITynkT 9 MuHnucrepcTBo 3/1paBOOXpaHEHUs
AnTekapb ~ MOBHMHEH MMeETh  KpaitHee | Pocculickoit @enepanuu

CTapaHue, 4TOOBI JIEKapCTBa COCTaBISIEMbl OBLIH
BEIIaMU ¥ BECOM TOYHO IO MPEIIHCAHUIO Bpaya,
a0kl TeM OTBpAIlleHA ObljIa BCSKas MOTPEUTHOCTD,
MOJIBEpraroIas 3I0pOBbE U IKH3Hb OOJILHOTO
OITACHOCTH, a I0OpOe UM Bpada OECCIaBUIO.

[Tpukas ot 26 okTsi6pst 2015 . Ne 751n
«O0 yTBepXIEHUM TPABUI W3TOTOBICHHUS MU
OTITyCKAa JIGKAPCTBEHHBIX MPEMapaToB JUIs
MEIUIMHCKOTO  NPUMEHEHUS  aNTeYHBIMU
OpraHu3aLUsIMH, WH/IMBUyaJIbHBIMA
HpeANPUHUMATENSIMH, UMEIOINMH JINIIEH3HUIO
Ha (papMaleBTHUECKYIO ICATEIbHOCTHY

[Tynkt 10

[To HesicHOMy pelenty Wik B KOTOPOM BEC
JIEKapCTB TMOKAXKETCS COMHMTEIbHBIM, anTeKapb
HE JOJDKEH MPHUTOTOBJIATH JIEKApCTBO, MOKa HE
MOJIYYUT OT Bpaya Ha/JIexkKallero o0bsCHEHUSI.

MunuctepcTBO  3ApaBOOXpAaHEHUS U
CounanbHOro PazButus Poccuiickoii
denepanuu

ITIpukaz or 11.07.2017 N 403u «O0
YTBEPKACHUU MPaBHI OTITyCKa
JIEKAPCTBEHHBIX npenaparoB TUTSt

MCIULHUHCKOI'O IIPUMCHCHHUA, B TOM YHCIIC

UMMYHOOHOJIOTUIECKIX JIEKApCTBEHHBIX
MpenaparoB, alnTEYHbIMU OpraHU3AlUSIMU,
WHIUBUTyaJIbHBIMU MpeANPUHUMATEIISIMH,
MMEIOIINMHU JIULEH3HIO Ha
(hapMaIeBTUUECKYIO IS TEIILHOCTDY
[Tynkr 11 MuHuctepcTBO  3ApaBOOXpAHEHUS U
PenienTol 1ODKHBI UCTIOMHATHCS 1O MOPSAKY | ColMaTbHOTO Pa3Burus Poccuiickoit
MOCTYIJIEHUS, HO €CJIi B KakoM-TO mpeanucan | Peaepauuu
OyZeT HEMEIJICHHBIH OTIMYCK, TO 03 BCIKOTro [Mpuka3z or 11.07.2017 N 403 «O6
OTJIaraTeJIbCTBA MPEXK/IE OTIYCKATh 110 HEMY. YTBEPKICHUU paBuI OTIyCKa
JIEKapCTBEHHBIX npenaparoB TUTSt

MEJIUIMHCKOrO TPUMEHEHHsS, B TOM YHCIIE
WMMYHOOHOJIOTUYECKHUX JIEKapCTBEHHBIX
MpernapaToB, anTEYHBIMU  OPTaHU3ALMSIMH,
WHIMBUTYTEHBIMU MpEeANPUHUMATEIISIMH,
MMEIOIINMHI JULEH3HIO Ha
(hapMaIeBTUUECKYIO IESITEIIbHOCTDY

[lynkr 14

Anrekapp 1pH  OTIYCKE JIEKapcTB, 3a
neJaThlo, TOBUHEH Ha CHUTHAaTYpHOU Oymaxkke
HamucaTh ynorpedyieHne uxX TOYHO, Kak OT Bpaua
NpEINIcaHo, C MOKa3aHWEM MMEH OOJISIIero H
Bpaya, To/1a, YMCila, LIEHBl K HOMEPA.

MuHHUCTepCTBO  31paBOOXpaHEHUsT U
ComuaabHOT0 PazpuTus Poccwuiickoit
Oenepannu

ITpuxkaz ot 11.07.2017 N 403n

«O06 yTBEepKIEHUU TIPaBUI OTIyCKa
JICKapPCTBEHHBIX IperapaToB JUTSt
MEAWIIMHCKOTO TPUMEHEHUs, B TOM 4YHCIIe
UMMYHOOHMOJIOTHIECKIX JICKapPCTBCHHBIX
MpernapaToB, anTEYHBIMU  OPTaHU3AIMSIMH,
WHIMBUTYTbHBIMU P ATPUHIMATEIISIMH,
UMCIOIIMMHU JIUTIEH3HIO Ha
(hapMaIeBTHYECKYIO JICITSITLHOCTD)

ITynkr 15
ArnTekapb NOBHHEH BCE pEUENnThl B CaMOM

MuHHUCTEpCTBO  3/paBOOXpaHEHUs U
ConunaabHOro PasBurus Poccuiickoii
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TOYHOCTH, 0e3 YIIymCHUs BIIMCBIBATH B 3alIMCHYIO
KHUT'Y, C BHCCCHHEM HMCH Bpayda U 60J'IBHOFO,
TAaK¥XKEC rojia, 4nucja, HCHbl 1 HOMCpA.

denepauuu

[Tpuka3z ot 20 gexadbps 2012r. N 1175n
«O0 yTBEp)KACHWUU TOPSJIKAa HA3HAUYCHUS H
BBINKCBHIBAHUS JIEKAPCTBEHHBIX IIPENapaToB, a
Takke (OpM pelenTypHbIX OJAaHKOB Ha
JIeKapCTBEHHbIE npenaparsl, nopsiaka
odopmiieHHs yKa3aHHBIX OJIAHKOB, UX y4eTa U
XpaHEHUsD)

ITynxT 16

AnTekapp He JIOJDKEH OTIIyCKaTh JeKapcTBa
[0 peuentaM, MPONHCAHHBIM JIOKTOpPAaMH, MITa0-
JeKapsMU WM JIeKapsMH, HE IOJYYMBIIUMHU
JI03BOJICHUS OTIIPABJIATH IIPAKTHUKY.

MuHuctepcTBO  31paBOOXpaHEHUS U
ConuanbHOoro Pa3Butusa Poccuiickoi
denepauuu

[Tpukas ot 11.07.2017 N 4031

«O0 yTBEepKIEHUU TIPAaBUI OTITyCKa
JIEKapCTBEHHBIX pernapaTroB IE
MEJIUIIMHCKOTO TMPUMEHEHHs, B TOM YHCIIE
UMMYHOOHOJIOTHYECKIX JIEKapCTBEHHBIX
MpenaparoB, anTeYHbBIMU  OpPTaHU3AIUSIMU,
WHIUBUAYAIbHBIMU peIpUHUMATEISIMH,
UMEIOIINMHU JUTEH3UIO Ha
(hapMaleBTUYECKYIO IEATEIbHOCTD)

[Tynxr 17

[To TpeGOBaHHMSIM  NPHUCSIKHBIX
J03BOJISICTCS,, TOJBKO BO BpeMs pOJOB, JUIf
POAMIBHUIL HOBOPOXICHHBIX MJIa/ICHIICB
OTIyCKaTh HE CHJIBHOJCHCTBYIOIIME, HO CaMbIe
Jerkue W Oe3omacHble JIeKapcTBa, Kak TO
MUHIQTBHOE Macio, KOPUYHYIO BOJLY,
PO3MapUHOBYIO TpPaBy, PEBEHHBIH CHPOIl U TOMY
nonobHoe. Kpome 3Tux 00CTOSITENBCTB, OTIYCK

0aboK

MuHuctepcTBO  31paBOOXpAHEHUS U
ConuaabHOro Pa3Burus Poccuiickoi
denepauuu

ITpuka3 ot 20 nexadbps 2012r. N 11751
«O0 yTBEpXICHUU TOpSIKA HA3HAUYCHUS U
BBIIIMCHIBAHUS JIEKAPCTBEHHBIX MPENapaTos, a
Takke (OpM peUenTypHbIX OJAHKOB Ha
JIEKAPCTBEHHbIE npenaparsl, nopsijika
odopMIIeHUS YKa3aHHBIX OJaHKOB, UX y4deTa U

JekapcTB 1o  TpeOoBaHMAM  0abOK  BOBCE | XpaHEHMSD»
3aIpeInaeTcsl.
ITynkr 18 ITocranosnenue IlpaBurenscrea PO or

Bemm simoBUTHIE cofepKaTh anTeKapro MO
COOCTBEHHBIM CBOMM XpaHEHHEM M MeYaThlo U
OTIyCKaTh WX MO TPeOOBaHUSAM CaMOMY; NpH
OTITyCKE, ISt OTBpaIlEHHs MOTYIIIETO
MOCJIEI0BaTh KAKOTO — JMOO HecyacThsl, MUMETh
MUCbMEHHBIA BUJI U CBEJICHHE, KOMY HIMEHHO U Ha
910 TpeOyeTcs, U 0 TAKOM yJOCTOBEPEHHH, B35B
OT TMPHUCIAHHOTO B TIOJIYYEHUU PACIHUCKY,
OTITyCKaTh; MOTOM BHOCHUTH BCE€ OOCTOSITETHHO B
0COOJIMBYIO KHUTY.

31 nexaOps 2009 r. Ne1148

«O mopsiike XpaHeHHs] HapKOTHYECKUX
CpEaACTB, ICHUXOTPOIHBIX BCHICCTB H HUX
IIPEKYPCOPOB»

[TynxT 23

AHTCKapB, 3BAHUC CBOC MHCIPABHO H BEPHO HCHOHHHIOMHﬁ, 6YIICT IIOJIB30BAThBCA OT
FOCYHapCTBeHHOﬁ MC}II/II_[I/IHCKOI\/’I KOJUICTUHU COOTBETCTBCHHBIM IMOKPOBUTCIIBCTBOM; HepaJII/IBBIﬁ XKe
U BCPHOCTU HE COXpB.HPIBIJ.IHfI, KakK 4JICH 06H_ICCTBa BpCHHLIﬁ, BOCUYYBCTBYCT TOUYHYIO CTPOTOCTbH

3aKOHa.




Takum 00pa3oM, MHOTHE IMyHKThI alITEKAPCKOT0 yCTaBa OCTAIOTCS aKTyaJbHBI U
1o ceil 1eHb. TpeboBaHuUs K anTekapsM, COJEPKaHUIO allTeKH, OTIIYCKY IIPENnapaToB,
MEPEIUTH B COBPEMEHHYIO JOKYMEHTAIUIO U BCE Takke 003aTeNbHBI K UCIIOJHEHUIO.
B 3akmioueHne NOJYEpKHEM, YTO B CBOEH JESATENIBHOCTH PAa0OTHUKH amnTeK
JNOJDKHBL:  CIIENOBAaTh JIyYIIMM TPAAMLHUAM POCCHUUCKOTO  aIlTEYHOIro  Jena,
HCIIOJB30BAaHME B CBOEW NPAKTUKE IIEPENOBBIX JOCTHKEHUHM MHUPOBOM M

OTEUECTBEHHOM (hapMalleBTUUECKON HAYKHU.
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