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EBponeitckaa ¢papMaKones:
rapMoHusauma ¢papMaLieBTUYECKUX cTaHapToB B EBpone

Chobio3an Kaiitean

EBporeiickuii AMPEKTOpaT IO KAUYeCTBY JIEKAPCTBEHHBIX CPEICTB U 3APAaBOOXPAHEHMUIO,
Coser Espormsr, CS 30026, F-67081, Ctpacoypr, ®paHius

Cmamos nocmynuaa 20.04.2016 e. Ilpunama k neuamu 08.06.2016 e.

Peswome: B cTathe onrcsiBaeTcs uctopusi co3nanust EBporieiickoit (hapmakornen, Kotopasi SIBJISICTCSI YHUKATbHBIM UICTOYHUKOM hap-
MaKOIEeHHBIX CTAHAAPTOB KAYeCTBA JIEKAPCTBEHHBIX CPEICTB HE TOJIBKO IS €BPOIEHCKOM YacT KOHTMHEHTAa, HO U [IJis Bcero dap-
MalneBThYeckoro mupa. EBponeiickas (apmakorest 3aBoeBajia ctaTyc cCOOpHMKA HaJeXXHbBIX CTAHIAPTOB KayeCTBa JIEKAPCTBEHHBIX
CpeACTB U BXOISIIUX B MX COCTAB KOMIIOHEHTOB. DTU CTAHAAPTHI CJYKAT OCHOBOM ISt 6€30IMaCHOI0 IIPUMEHEHUSI MTallIMEHTAMM Kade-
CTBEHHBIX M IOCTYITHBIX JIEKAPCTBEHHBIX cpencTB. TekcThl EBponeiickoii (hapMakoIien B COUETAHUU C MPOLIEAYPOil cepTUdUKaIun
COOTBETCTBUS rapaHTUPYIOT Ka4eCTBO (papMaleBTUUECKUX cyocTaHuit. OHM JAIOT IIPOU3BOAUTESM LEHHYIO BO3MOXHOCTb IIPOIE-
MOHCTPMPOBATh HaJIeXKaIlMii KOHTPOJIb 32 KaueCTBOM (hapMalleBTUYECKUX CyOCTaHIIMIA TOCPEACTBOM BbIMOJHEHUS TPeOOBaHUIA CO-
OTBETCTBYIOIIMX MOHOTpaduit EBpornieiickoii hapmMakoreu, 4To mo3BOJISIET COKPATUTh 00BEM pabOTHI, BBHITIOTHSIEMOM PEryIsITOPHBI-
MM OpraHaMM, U YIIPOCTUTh MPOLIEAYPY UX peann3anuu u npuMmeHeHust. HecmoTps Ha 1o, uto n3HavanbHo EBporneiickas hapmako-
rest co3aBajiach ISl PEIIeHUs aKTyaJIbHBIX 3aa4 B CTpaHax, BXoAsmux B coctaB Komuccuu EBporieiickoii (hapMakorien, ceroaHst
cepa ee BIMSHUS paCIPOCTPAHSIETCS TOPA3A0 IIMPEe U HE OTPAaHMYMBACTCS CTpaHaMu, mmoanucabmmrmMu KOHBEHIINIO 110 ee pa3pa-
0oTKe.

Kumouessie ciioBa: EBporeiickast hapmakoriesi; EBponeiickuii Coro3; Komuccust EBponeiickoit (hapmakornien; MoHoTrpadus; cepTu-
dukanus; craHaapTHBIN 0Opa3elr; CTaHAapThl KaYecTBa.

Bbubauorpaduyeckoe onucanue: Kaiirenn C. EBporneiickast hapmakornesi: rapMoHu3anust hapmalieBTUUECKMX cTaHaapToB B EBpore.

Benomoct HayuHOro 1ieHTpa 3KCIePTU3bl CPEACTB MEAUILIMHCKOTO npuMeHenus 2016; (2): 8—14.

B wrone 2016 r. GymeT omy0IMKOBaHO 9-¢ M3IaHUE
EBponeiickoii hapmakorieu [1] B Tpex TomMax, BKJIIOYAIO-
IIUX ITOYTH TPU THICSIM MOHOIrpaduii 1 oo1ux riaas. EB-
porneiickas apmakorness — 3TO YHUKaJbHbI UCTOYHUK
TapMOHU3UPOBAHHBIX O(MUIIMATBHBIX CTAaHIAPTOB HeE
TOJIBKO JIJISI €BPOTIEMCKOM YaCTU KOHTUHEHTA, HO W IS
Bcero hapMaleBTMYeCKOro Mupa.

WUCTOKW ®APMAKONEU

HauwnHas ¢ TpeTbero ThICSYENeTHUs] M0 HaIllel dPHI,
KOrja TOSIBUIMCH TEpBble IIYMEpPCKUEe KIWHOMUCHbBIE
TaOJIWYKHU, 1 10 COCTABJICHUSI COBPEMEHHBIX CTAaHIAPTOB
EBpomneiickoii ¢papmakoneu, JToaei 3aHMMal OOUH 1 TOT
K€ HEMPOCTOM BOMPOC — KaK HaJiexkHee COXPaHUTh (pop-
MYJIbI, UCTIOJIb3yeMbI€ B MICKYCCTBE BpaueBaHUsS U B Hay-
Ke TI0 pa3paboTKe M TPOM3BOJACTBY JIEKAPCTBEHHBIX
cpencts?

CnoBo «(apmakomnes» UMEET IPeuecKoe IIPOUCXOXK-
JICHWE W TIEPEBOAUTCS KaK «MCKYCCTBO MPUTOTOBICHUS
JexapcTB». IlepBoit dapmaxomeeit cumrtaercss «Nuovo
Receptario», HanucaHHas HA UTAJIbSIHCKOM s3biKe. OHa
MoJlydnsia CcTaTyc O(GUUUAIBHOIO CTaHAapTa IoJiuca
®nopenuum B 1498 r. [1epBast hapmakoriest, CITy>KABIIIast
HACTOJILHOM KHUTOM BceX amnrtekapeit MiaopeHLnU, co-
JiepKaja MHCTPYKIUM MO MPUTOTOBJICHUIO MpernapaTroB
IS KuTesielt moavca. Ee myOnukanus ctajaa BO3MOXHOM
Oylarogapsi COTPYAHWYECTBY TMIbIAMM antekapeit dio-
PEHIIMY U MEIUILIMHCKOIO COOOIIeCTBA — YTO SIBJISIETCS
OIHMM M3 CaMbIX PaHHMX MPUMEPOB KOHCTPYKTHUBHOTO
MEXOTPAaCIeBOT0 B3aMMOIEHCTBUSI.

B crenyroliue HECKOJIbKO BEKOB HEOOXOIMMOCTH
MPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB, OTBEYAIOIINX
eIMHBIM CTaHJIapTaM, MpuBesa K MyOoJuMKallMu U YTBEP-
JKIEHUIO0 PeTMOHATBHBIX M HAITMOHAIBHBIX (hapMaKOTIeH.
IlepBrIii pa3 clioBo «(papmakoriesi» MOSIBUIOCH B Ha3Ba-

HuM n3naHHoi B 1548 r. «Pharmacopoeae libri tres», co-
cTaBlieHHON paHuy3ckuMm Bpadom 2Kaxkom J[lioOya.
JlonpoHckast apmakores, onybiaukoBaHHas B 1618 1.,
colepXaja TiepeyeHb OJOOpPEHHBIX JIEKApCTBEHHBIX
cpencTB M MHGpOpMaLMIO 00 MX IMPOU3BOACTBE U ObLIa
MepBOi HAIMOHAJBHOU (papmakormneii, MOCKOJbKY ee
NECTBUE PacIpoCTPaHsSIOCh HEe TOJIbLKO Ha JIOHIOH, HO
¥ Ha Bcio BenukoOputanuio. Poccuiickasi rocynapcTBeH-
Has papmakories 1778 r. [2] Obula BbIAAIOIIUMCS U3aa-
HUEM JIJISI CBOETO BPEMEHHU; B IBYX €€ YaCTsIX OIMMUChIBA-
much 770 aekapcTBeHHBIX cpencTB. B mepBoii wactu co-
nepxanach WHGopMalus O TMPOCThIX CYOCTaHLMSIX,
WCIIOJIb3YEMbIX B TIPUTOTOBJICHUM JIEKAPCTBEHHBIX Tpe-
1MapaToB, a BO BTOPOi YaCTU ONMCHIBAINCH CJIOXHBIE Jie-
KapCTBEHHBbIE CMECU M METOJbl MPUTOTOBICHUS TaKUX
JIEKapCTBEHHBIX (popM, KakK pacTBOpPBI UIisi MHGY3UN U
JieueOHbIe OTBaphl. TpedoBaHUS 3TOM (hapMaKonen ObLIN
00s13aTeIbHBIMU TSI BCEX PYCCKUX anTek. Pycckue yde-
HbIe BHECJIM OOJIBIIION BKJIaA B pa3BUTHE (hapMalleBTUYEC-
CKOI HayKM, UX HayYHbI€ TOCTUKEHUS CO3TAIN MPEATIO-
CBUIKM JUISI CTPEMUTEJLHOTO YCOBEPIIEHCTBOBAHUS Jie-
KapCTBEHHBIX CPEICTB M MyOJMKALIMU HOBOTO W3MAHUS
Poccuiickoii ¢papmakonen, OoTBevYaBllIeil caMbIM BBICO-
KUM cTaHmapTaMm. B 1866 T. BBIILIO B CBET MEpBOE M3/1a-
Hue locymapctBeHHOM (hapMmakorien Poccuiickoir Deme-
paunn. OCO6GeHHOCTBIO HOBOI (hapMaKoIien ObLIO BKIIIO-
YEeHUE HECKOJIbKUX METOOB aHAJTUTUYECKOTO KOHTPOJIS
JIEKApCTBEHHBIX cpeacTB. OnyonukoBaHHoe B 1864 T.
nepBoe u3maHue bpuTaHckoil dapmakorien CUMTaeTCs
OJIHOM M3 TMEPBBIX MOMBITOK rAapMOHU3AlMU (hapMalleB-
TUYECKUX CTAaHIApTOB MOCPEJICTBOM O0BbeNMHEHUS dap-
makoneii Jlonnona, DnuHOypra u JlyoauHa.
BobIIMHCTBO MEPBBIX JEKAPCTBEHHBIX CPEICTB CO-
CTOSIIM M3 KOMITOHEHTOB PACTUTEJIbHOTO, KMBOTHOTO
WJIM MUHEPAJbHOTO MPOMCXOXKACHUS, HO 10 Mepe MHY-
cTpuanusanuu hapMaleBTUIeCKON OTPacid 3HAUYNUTEb-
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EBponeiickan dapMaKkonea: rapMoHu3aLMA dpapMaLieBTUYECKUX cTaHAapToB B EBpone

HO BO3pOCJa POJib COBPEMEHHBIX (DapMaKOIeHbBIX CTaH-
JIapTOB JUIS TMPOBM30POB, MPOM3BOAUTENCH, YUEHBIX U
CMelMaTuCTOB CUCTEMbI 31PaBOOXPAHEHMST, OTBETCTBEH-
HBIX 32 KOHTPOJIb KaueCTBa JICKAPCTBEHHBIX CPE/ICTB.

PA3BUTUE EBPOMEMCKOA ®APMAKONEM

EBponeiickasi (papmakoriest Obljia co3naHa B TIEpBbIC
romel mocjie BTopoit MupoBoit BOitHEI B 3amagHOEBPO-
neiickom corose (3EC), ocHoBaHHOM B 1954 1. 11 pas-
BUTHS CTpaTEruii B3aMMOITOMOIIIM 1 OOOPOHBI CHavasia B
Benukobpuranuun, ®panuuu u ctpaHax benuiokca, a
no3xe u B 3anagHoii ['epmanuu u Uranuu. OmgHoii u3
npobieM, KotopbiMu 3aHuMalicst 3EC, Obl1a pazpaboTka
HEeOOXOMMMBIX CTAHAAPTOB M 3aKOHOIATEIbHOM 6a3bl ISt
JIEKAPCTBEHHBIX CPENCTB C 1IeJIbI0 YIPOIIEHUS UX Tepe-
MEIIeHUS Yepe3 HallMOHAIbHbIC TPAHUIIBI B CIIyvae 4ypes3-
BbIYATHOM CUTyalluU.

3EC co3pan pabouyio Ipymmny mo pa3paboTKe CTaH-
JApTOB JUIS CTA JIEKAPCTBEHHBIX MpernapaToB MepBoii He-
obxonumMoctu. [lociie yTBepXKneHUs 3T CTaHIAPThI
JMOJKHBI OBITM CTaThb OMUUMATBHBIMM U IOPUIMYECKU
00s13aTeIbHBIMM BO BCEX CTpaHax, MOAMUCABIIUX COTJIa-
1meHue. B To Bpemst CTpeMUTebHO pa3BUBAIUCH (hapMa-
KOJIOTHSI M KIIMHUYEeCKas MeINIIMHA, U TI0 Mepe TOTO0, Kak
NnpojaBUrajach padbora Haja cTaHIapTaMU, CTaJIO CIOXHO
OrpaHUYUTD TEPEUYCHb JEKAPCTBEHHBIX CPEACTB TOJBKO
npemnapatamMyd nepBoit HeobxoaumocTu. CyOCTaHLMU,
KOTOpbIE Ha MPOTSKEHUU JIECATUNETUI SIBJSIUCH OCHO-
BO# BpaueOHOI MPaKTUKM, YCTapeBaJM U CTAHOBUJIUCH
HeaKTyaJbHbIMM, @ UM Ha CMEHY MTPUXOAWIN HOBBIE TIpe-
napatbl, MEHSBIIME MHOTHME acrheKTbl dapmalleBTuye-
cKoii nestenbHocTu. HeynusutenbHo, yto Komutet 3EC
no ¢dapMaleBTMYeCKUM BOIpPOCAM MpHUILea K BBIBOAY,
4yT0 60J1ee d3(hHeKTUBHBIM pellIeHUEeM MPOOdIEMbI CBOOOI -
HOTO MepeMelleH s IEKapCTBEHHBIX CPEACTB Yepe3 rpa-
HUIIBI CTaHeT co3maHue enuHoil EBpomelickoii dapma-
KOIEeH.

Tem BpemeHeM ToJuMTUUECKUE UHTepechl B EBporie
cMmectunuch B CtpacOypr, rae pasmemancs Coset EBpo-
Mbl, OCHOBAaHHBII B 1949 1. MeXITpaBUTETLCTBEHHbBII OP-
raH, OCHOBHBIM JOKYMEHTOM KOTOpOTO siBjisieTcsi KoH-
BEHIIMS 110 3alIMTe TIPaB yeJoBeKa, MOAMMCcaHHas Ha TOT
momeHT 20 ctpaHamu (puc. 1). Pabouas rpynna 3EC 1o
JIEKapCTBEHHBIM TIperaparam TepBOil HEOoOXOIUMOCTHU
oru1a niepenana Cosety EBpomnbl Hapsgy ¢ HEKOTOPBIMU
IPYTUMU BUIAMU AESITEJbHOCTH, U B 9TUX HOBBIX YCJIO-
BUsIX ObLJT MOCTaBJIEH BOMPOC O BOBMOXHOCTH CO3MaHUSI
EBpomneiickoit ¢papmakomneu.

Kpome toro, EBpormeiickoe 3KOHOMHUYECKOE CO00-
mectBo (EDC), coznpaHHoe Ha ocHoBe Pumckoro moro-
Bopa B 1957 1., mocTaBUJIO CBOEH 11€JIbI0 yCTPAHEHUE HEe-
Tapu(HBIX TOPrOBBLIX OAPbEPOB MEXIY IIECThIO CTpaHa-
MU, BXOIMBIIMMHU B OpraHM3alyi0 Ha TOT MOMEHT.
B sauaBape 1963 1. B Bbpioccene cocTosioch 3acemaHue
noakomuteta EDC 1no ¢apmMaiieBTMYeCKUM BOIIPOCAM,
Ha KOTOPOM 0o0cCyXkJanach CTaHAApTU3ALUS JTeKapCTBEH-
HBIX CyOCTaHIINI B COOOIIECTBE, a TAKKe TUTAHBI TTO CO3-
nanuio EBpormeiickoil ¢apmakomnen, KOTOpPbIe TakKxKe
noaaepxuBaia padbouas rpynmna 3EC 1o jekapcTBeHHbIM
MperaparaM MepBoit HeoOXoTUMOCTH. UTO HEYTMBUTETb-
HO, MOCKOJIbKY MHOTHE M3 Hay4YHBIX OKCIEePTOB MPUHM-
MaJIu yyacTue B paboTe U TOW U APYroil opraHu3aiuu.

39C u Coser EBpornbl mpoBenu psii BCTpeY, MOCBSI-
IIEHHBIX 00CYXKISHUIO IUIAHOB MO co3gaHuio EBpormeii-
ckoit ¢papmakorneu. B pe3ysiabTare 3TMX BCTpey ObUIO MPU-
HsTO petieHune yupeautb Komuccuto EBporneiickoit hap-
makonen B coctaBe Comera EBpombl, IMOCKOJBKY 3TO

HECKOJIBKO ®AKTOB O EBPOIIEMCKOI
DOAPMAKOIIEE

EnuHbIil CIIpaBOYHUK MO KOHTPOJIIO KAYyecTBa JIeKapCT-
BEHHBIX CPeNCTB Ui 38 cTpaH, moanucaBimux KoHBeH-
1uio o pa3paborke EBporieiickoii hapmakorieu.

Cekperapuat EBpomeiickoii (hapmakorieu, BXOISIINNA B
coctaB Cosera EBpombl, Ha3Hauaercst EBponeiickum
IUPEKTOPATOM TI0 Ka4eCTBY JICKAPCTBEHHBIX CPEACTB
3PaBOOXPAHEHMIO, KOTOPbIi pacrosioxeH B CTpacoypre.

EBporeiickasi dapmakornesi COmepXuT odbullnaIbHbIE
CTaHIAPTHI, SIBJISIONIMECS MPaBOBOM M HAYYHOI OCHOBOM
KOHTPOJISI KAYeCTBA JIEKAPCTBEHHbBIX CPEICTB Ha 3TAle UX
pa3paboTKu, TPOU3BOJACTBA U PEATU3ALINY.

O06s13aTeNIbHBIN XapakTep TeKcToB EBporeiickoit hapma-
KOIEW OTPEeJSIeTCs] HECKOJIBKUMM PABOBbIMU JOKY-
MEHTaMU:

e KonseHius Cosera EBponbl mo paspaborke EBpo-
MeicKo# (hapMakorieu;

® yTBepXIeHHBI B 1994 r. MpPOTOKOJ, BHOCSIIUI
monpaBku B KOHBEHIMIO C I€JbIO IMOATOTOBKH K
BCTYIUICHUIO HOBOTO TIOJUTUYCCKOTO M 3KOHOMM-
YecKOro OOBEIUHEHHUs, M3BECTHOTO B HACTOSIIIEe
BpeMsi kak EBpomeiickmii Colo3, U OINpeaeIcHUs
nosHoMoumnii EBpomeiickoro Corm3a u cTpaH-
yuactaull B Komuccun EBporteiickoii papmakornen;

o JlupektuBnl Espomeiickoro Coroza 2001/82/EC wu
2001/83/EC (B mocJjienHei pegakiiuu) 1Mo KayecTBY
JICKAPpCTBCHHBIX CPEACTB MJIsd MCOIMIIMHCKOTO M
BETEPUHAPHOIO MPUMEHEHHUSI. DTH TEKCThl OMNMpeae-
JISTIOT 00513aTeIbHBIN XapakTep MoHorpaduit EBporieii-
CKOW (hapMaKoIieu Jisi aBTOPOB 3asIBOK Ha PErucTpa-
LU0 JICKAPCTBEHHBIX CPEJICTB .

Puc. 1. Heckonvko gpakmos o Eeponeiickoii papmakonee

MO3BOJISLIO TIPUBJIEYb K YYaCTUIO B paboTe 1o ee co3na-
HUIO OoJblliee KOJMYECTBO YYACTHUKOB, YeM IIeCTb
ctpaH, Bxoasiux B EBC.

IlepBoe 3acemanue Komuccun EBpomeiickoii ¢ap-
MaKoTIIe COCTOSIIOCh B Havyaste utoist 1964 r. B xome 3T0-
ro 3acenaHusi ObUT BbIOpaH TepBbIi Tpe3uaeHT Komuc-
CHM M YCTAaHOBJIEHa HEOOXOMMMOCTb B TEXHUYECKOM CEK-
perapuare. Komuccusi EBponeiickoii ¢dapmakorneu c
CcaMoro Hayajia peluusia u3deraTb YINPOUIEHHBIX MOJIXO0-
JOB K (hapMakoIeHbIM METOAaM U CTaHAapTaM U BHe-
npsath B EBporie Haubosee cCOBpeMeHHbIE U TEXHOJIOTHU -
YecKHue peleHusl.

B 1964 r. KouBeHuuio mo paspadorke EBporeiickoii
dapmakoneu (puc. 2) noanucain Bocemb ctpaH (benb-
rus, @panums, [epmanus, Utanus, JTiokcemOypr, Hu-
nepnannbl, IlIBeiinapusa u BenukoOpurtanus). Briepsoie
B CBOEI MCTOPUM 3TU CTPaHbl MPEANPUHSIIA MOMBITKY
rapMOHU3UPOBaTh HAllMOHAIbHBIE (hapMaKoIeu U 3aMe-
HUTb HAIIMOHAJIbHBIE HOPMbI OOIIIEeBPONECKUMHU CTaH-
naptamu. OObeAMHEHUE HAlMOHAIBHBIX (hapMakornei
MOJIOXUJIO Hayaslo (pOpMUPOBAHUIO €BPOIEICKOI OCHO-
Bbl PETYJIMPOBAHMS JIEKAPCTBEHHBIX CPEACTB, KOTOpas
CEroJiHsl periaMeHTUPYET BeChb XXKM3HEHHBIH LMK Je-
KapcTB — OT pa3paboTKu U 0 peanusainuu. Ha nepbix
aTanax padorsl Komuccuu ObUIM CO3MaHBI ISITH TPYIIIT
9KCMEePTOB, KOTOPbIE OMPEAeTNIN O0IIMe METONbI U pe-
NMaKIIMOHHbIe KpuTepun EBporneiickoit hapmakorien.

1. Ipynna no 6uonocuveckum memooam u memooam
cmamucmu4eckoeo anaausa paboTaja ¢ TeKCTaMU 10 CTe-
PUJBHOCTU MpenaparoB i MapeHTEePabHOTO BBEIE-
HUSI.

Benomoctu HU3CMI. Anpenb — uioHb 2016. N2 2

o
-
(=]
=}
L
a.
(=]
>
]
==
==
[51]
[2a]
-
(=]
o
<<
x
(51
=
<t
o
-
(=]
L
=2
<<
x
-0
=
o
o
-
=
(=]
x
=
o=
=
=)
<<
™
=
-
o
<<
=}
==
<<
-
(&)




o
'—
o
(=}
L
[~
(&)
>
-0
= =
=
(NN ]
o
'—
(&)
o
<t
x
(NN ]
=
<t
o
'—
(&)
(NN ]
=5
<t
x
al
[
(=)
o
-
=
(=)
x
=
o<
=
=
<t
o™
=
'—
o
<C
(=}
=
<t
-
(&)

Cblo3aH Kaittenb

Puc. 2. Kousenyus no paspabomxe Esponeiickoil papmaroneu

2. Ipynna no xumuueckum memoodam COCTaBisijaa HO-
Bble MOHOTpa(uy Ha METObI aHAIM3A.

3. Ipynna no mepmunonoeuu u pedakmupogaruro Oblia
co3llaHa ¢ yuyeToM ounranbHoro cratyca EBporneiickoii
dapmMakorien BO BCeX CTpaHax-y4acTHHUIIAX, KOTOPBII
npeanosiarail Mmyojaukanuio MoHorpaduii Ha aHMIU-
CKOM U (hpaHIIy3CKOM sI3bIKaxX W TpeOOoBasl TIIATEIbHOMI
pPeNaKIIMOHHOM TPOBEPKU BCEX TEKCTOB. 3ar0JIOBKM MO-
Horpaduil Takxke IUIAHUPOBAJIACh TEPEBOIUTh Ha Jia-
TBIHb, YTOOBI OHU OBUTM UICHTUIHBIMU JIJIST BCEX CTpaH B
coctaBe Komuccun EBpomneiickoii hapmakorneu.

4. Ipynna no gusuueckum u pu3UKO-XUMU4eCKUM Me-
modam anaau3a aHATM3UPpoBaja CTENeHb TOUHOCTH METO-
OB (pU3MYECKUX U3MEPEeHUI (HampuMep, OoIpeaeseHUs
TeMIlepaTypbl IJIaBJIICHUS, TeMIIepaTypbl KUIIEHUS, OIl-
TUYECKOTO BpAIllEHUS U T.1I.).

5. Ipynna no peakmueam olpenesijia, Kakue peak-
TUBBI JIOJIKHBI UCTIOJIb30BAThCS [IJIs1 CTAHAAPTHBIX UCTIbI-
TaHUM.

DKCIepThl, CO3IaBaBIIKe TEKCTHI Wisi EBporneiickoii
(apmakomneun, uMmenu OOJBIION OMBIT, MOJYYSHHBIN MPU
pabotre ¢ HaumMoHaJAbHBIMM (apmakonesMu. OmHAKO
MHOTAA UM OBLJIO HEIPOCTO OTKA3aThCsl OT MPUBEPXKEH-
HOCTM HallMOHaJIbHBIM CTaHIapTaM M HaIlpaBUTb BCe
ycwins Ha pa3pabotky EBporeiickoii hapMakoren Kak
HOBOTO PYKOBOJSIILEr0 NTOKYMEHTa, B pe3yjbTaTe Yero
BO3HUKAJIU CJIOKHOCTH B PACCTAaHOBKE MPUOPUTETOB M
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BeIOOpEe cyOCTaHIMI misi BKIoueHus B EBpomeiickyio
¢apmakornero.

EBPOMENCKAA ®APMAKONEA, TOM |

Komuccust EBporneiickoii hapmakorien pacCunThiBa-
JIa, 4TO Ha IyOJMKalLlMIO IepBOro ToMa EBpomelickoit
(apmaxkoneu yitner nBa roga, ¥ Mo3ToMy BblOpaja 0KoJIo
cTa HauboJiee IMUPOKO UCIIOIb3yeMbIX CyOCTaHIU (00-
CyXIeHMEe KOTOPHIX HE JOKHO ObLIO MOTPeOOBaTh MHO-
ro BpeMeHu). OnHaKo B uUTore mnepBbiii ToM EBporeii-
CKOl (hapmakorien ObLT OIMyOJIMKOBaH B HosiOpe 1969 T.,
gyepe3 TSATh JIET TOCJe TIePBbIX 3acelaHUi IKCIePTHBIX
rpynn (puc. 3). Bo MHOroM nomoGHasi 3aaepxkka Oblia
BBbI3BaHA MHOXECTBOM ITOBTOPHBIX OOCYXKIEHUI KaxKa0it
MoOHOTpaduM HAIMOHAJILHBIMU AejeranusMu. Ha paH-
HUX 2Tarax pa3pabotku EBponeiickoii papmakoreu Ha-
LIMOHAJIbHBIE JIeJIeTallud HEOXOTHO YCTyMNaau MOJTHOMO-
ynst Komuccum EBpomneiickoii dapmakorneu, xotss Ko-
MUCcHUs Oblla 3aJlyMaHa KakK HalHAllMOHAJbHbBIN OpraH
[3]. Hanpumep, B ciayvyae ¢ Hatpus xiopuaom (NaCl)
IIIMPOKO UCIIOIb3yeMOM U OMHOI 13 HanboJiee OUUIIEH-
HBIX CyOCTaHIIM, UMEIOUTMXCS B TPOJaxe — ObLIO Mpe-
JIOXEHO MCMbITAHUE Ha MPeieSIbHOE coJepKaHue Gpeppo-
IIMaHKWIA KaJIusl ¢ HU3KUM YPOBHEM INPUEMJIEMOTO 3Ha-
yeHus (4 yactu Ha muuiMoH). Kak cienctsue, onHa U3
Jiesieralvii mpuiuia K 3aKJII0UYEeHUI0, YTO HE CIIelyeT pa3-
peniaTh UCTIOJb30BaHNWE JAHHOW TTPUMECH U BBICTYIHJIA
3a €€ UCKJIIOUEeHUE. DTO NMPUBEJIO K IJTUTEIHLHOMY 00CYXK-
JNEHUIO 11eJ1eCO00Pa3HOCTU HUCTOJb30BaHUSI J00aBOK,
npenoTBpaiamux komkopanue B NaCl. B urore B iep-
BoM ToMme EBpormeiickoil ¢dapmakomnen ObLJIO yKazaHo,
YTO «HATpUs XJOPUI [OJDKEH COAepXaTb HE MeHee
99,5 % NaCl B mepecuere Ha CyxOe BEIIECTBO U HE 0JI-
JKEH coJiepKaTh 100aBOK», U He ObLIM yKa3aHbl HUKaKUe
WUCTIBITAHUS HA TIpe/ieJIbHOE COAepXKaHUe I HaJu4yne B
cyocTaHIMU 100AaBOK, IIPEeIOTBPaIIAIOIINX KOMKOBaHUE,
TaKuX Kak (peppounaHu Kaaus.

DTa 3ajepxkKa ObUla ypeBaTa OOJILIION OMACHOCTHIO
st EBponeiickoit (hapmakorien — MOHoTpaduu ycrape-
BaJIM WJITU CTAHOBUJIMCH HEHYKHBIMU JI0 TOTO, KaK HACTYy-
MaJl MOMEHT UX YTBEPXKIeHUs. Bbulo npeanpuHsITO He-
CKOJIBKO TIOIMBITOK YCKOPUTH TPOLIECC YTBEPKIACHUS, U B
utore Komuccus comracmiach MU3BMEHUTD TMPOLIEAYpPY 3a
cueT onyOJMKOBAHMUS BCEX MPOEKTOB MOHOrpaduii,
0/100pEHHBIX 3KCIEpTaMKU, B HOBOM HAay4YHOM HU3IaHUM

Puc. 3. [lpezenmayus nepeoco moma Eeponeiickoii ghapmaroneu 6 1969 e.
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«®apmeBpora» (Pharmeuropa), KOTOpoe 1aeT BO3MOX-
HOCTb BCEM 3aWHTEPECOBAHHBIM CTOPOHAM IIpenocTa-
BUTb CBOM KOMMEHTApUU K TEKCTaM B TeUeHUE YCTaHOB-
JICHHOTO Tieproja BpeMeHU. Ha ceromHsimHuii neHb
«®apmeBpona» [4] sBiaseTcs: OGECIIATHBIM OTKPBITBIM
OHJIAiH-PECYpPCOM, B KOTOPOM pa3MelllaloTcsl BCe HOBbIE
VIV TIepecMOTpeHHbIe MoHOoTpaduu EBpormeiickoit dap-
MakKoIIeH.

[Tepsbiit Tom EBpomneiickoit (papmakoneun Obu1 Kpa-
CHUBO TIepeIICTeHHOUM CHHell KHHUTOU, comepxkamueit 430
CTpaHMUII, U3 KOTOPBIX 73 CTpaHMIIbl ObUIM ITOCBSIIEHBI
O0IIMM aHAJUTUUECKUM MeToaaM, 98 cTpaHull — orpe-
NIEJIEHUIO0 KauyeCcTBa PEaKTUBOB, UCITOJIb3YEMBIX B UCIIBI-
TaHUSIX U aHaJIu3ax, U 75 cTpaHUl — CyOCTaHLMSIM OT
Acidium boricum go Zinci Sulfas.

EBPOMENCKAA ®APMAKONEA, TOM II

Bropoit Tom EBpomneiickoii hapmakorien ObLIT OIy0-
JukoBaH B 1971 r., Ha aTOT pa3 oH cocTtosut u3 570 cTpa-
HUI U BKJTouas 124 MmoHorpaduu, a TakxKe onucaHue co-
OTBETCTBYIOIIMX OOIIIMX METOMIOB, PEAKTUBOB U MPAaBKU K
TEePBOMY TOMY, M OBbLT YK€ OOJIbIIe MOX0X Ha COBPEMEH-
Hylo (apmakonero. BaxHeHIUM JOCTUXEHUEM 3TOTO
U3IaHus ObUIO BKJIIOUEHUE MOHOTpaduii Ha BAKIMHBI U
WMMYHHBIE CHIBOPOTKU ISl MPUMEHEHUS KaK y YeIoBe-
Ka, TaK M Y XKMBOTHbBIX. B HEM ONMUCHIBAIUCH MepeoBbIe
aHaJUTUYECKUE METOIMKM, U 3TO 03HAYAJI0, YTO HAPSIIAY
¢ moHorpadusmu it UK-cnekrpockonuu u YP-crek-
TPOMETPUU HEOOXOAUMBI TaKXKe CTaHAapTHbIe 0Opa3Ilbl.
Bo BTOpOoM TOME OnuUCHIBAIMCH TPEOOBAHUST K XUPYpPTH-
YeCKUM MaTepuayiaM, TaKUM KaK MeIWIIMHCKas BaTa U
LIOBHBINM Marepua, a Takke K CTEKJISIHHbIM KOHTEHHe-
paM JUIsl UHBEKIIMOHHBIX JIEKapCTBEHHBIX (hopM. Takum
obpa3om, EBpomneiickas ¢apmakornes Iojyduia CTaTyc
cOOpHUKA PEryJIITOPHbIX TPEOOBAHUIA /151 BCEX JIEKAPCT-
BEHHBIX CPENICTB Ha TeppuTopun EBporib.

EBPOMENCKAA OAPMAKOMESA, TOM Il

Tpetuit Tom, n3naHHbelii B 1975 1., 1 fomoaHeHUEe K
HeMmy, onybaukoBaHHoe B 1977 r., conepxanu 10 MoHO-
rpacduii Ha pagumodapmalieBTUUECKUE Tperaparhl, Crie-
UOUKAIMA HAa PATUOHYKIUABI M METOIbl M3MEpPEHMUS
pPaaIMOaKTUBHOCTU. 3HAYMMOCTh EBpomeiickoii ¢dapma-
korieu Obi1a 3akperieHa Jlupektusoit EBC 75/318/EEC
1975 r., koTopasi B OIHOCTOPOHHEM TIOPSIIKE YCTAaHABIU-
Bajla 00s3aTe/IbHbINA XapakTep MoHorpaduii EBpomneii-
CKOl (hapMakorien ISl BCEX JIGKAPCTBEHHBIX CPENCTB,
peryimmpyeMbIX 3aKoHogaTeabcTBoM EDC.

OpHako Tpollecc pa3paboTKM MoHorpaduii mo-
MpexXHeMy 3aHUMaJl JjauTenbHoe Bpemsi. Kpome Toro,
BO3PACTAJIO KOJMUYECTBO YCTAPEBIINX OTMYOJIMKOBAHHBIX
MOHorpabuii, KOTopble HyXaaauch B nepecmotpe. [1o-
3TOMY ObUIO PEIIEHO BHECTH U3MEHEHMUS B MPOLIECC MPH-
HATUS pelleHn o pa3paboTke MOHOrpaduii n pa3padbo-
TaTb HOBYIO CTpaTeruio ux nyoaukauuu. TpeTuit ToMm
JIOJIXKEH OBLIT CTaTh MOCJIEIHUM U3aHUEM TaKOTO poja, U
B OyayiieM MoHOrpaduu I0KHBI ObUTH ITyOJIMKOBATHCS
B JIOTIOJIHEHUSIX K OCHOBHOMY M3JIaHUIO, C MEPUOANYHO-
CThIO TPY pa3a B roji. DTOT HOBBIN (popmaT ObLI BTOPHIM
n3nanneM EBpormeiickoii ¢papmakonen, M OH IO PXKI-
BaeTcsl [0 CUX MOp, IPU 2TOM HOBOe 0a30BOE M3AaHUE
BBIXOJIUT pa3 B TPU rojia, a JOTMOJHEHUSI K HEMY — TpU
pasa B rof.

EBpomneiickasi hapmakornest siBJsIeTCsS FTapMOHU3UPO-
BaHHOM (hapmakoTteeii 11 Bceit EBporibl, U ee mo3uimu
VKPEeIUISUIMCh 110 Mepe yBeaumveHusi coctaBa CoBera

Puc. 4. Esponeiickas papmaxones — yuacmuuxu u Habaodamenu

EBponsi. Yucno crpan, Bxoasiux B Coset EBporbl, 1o-
CTOSIHHO pocJio, ¥ B 1990-x rogax K HUM Havyasau npucoe-
IUHATBCS cTpaHbl BoctouHoit EBpombl. Ilomo6Hoe
YBEJIMUEHUE COCTaBa ChIrpajio Ha pyKy rmiaHam Coera
EBporbI 1Mo yKperaeHuo eBpomneicKOoro eaMHCTBa U yC-
KOPEHHI0O SKOHOMUYECKOTO M COLIMAJILHOTO IMporpecca.
B Hacrosiee Bpemst cdepa Biusaust Cosera EBporisl ox-
BaThIBaeT 49 cTpaH U OOJIBIIYIO YaCTh €BPOIEHCKOI yac-
TH KOHTUHEeHTa (puc. 4). KonmnuectBo wieHoB Komuccun
EBponeiickoit ¢apmakomnen Bo3pocyiio ¢ 15 cTpaH B
1975 r. no 37 cTpaH Ha CeroAHsIIHUIA IeHb, a 38-M yua-
ctHukoM Komuccuu EBporneiickoii dhapmakorneu siBiisi-
ercst Eporneiickuii Coto3. [ToMuMO MOTHOMPaBHBIX 4Jie-
HoB, B Komuccuu EBporneiickoit (hapmakomnen mpuHuMa-
10T yyacTue HabJoJaTes i, KOTOpble TOMOTaloT MOHSITh
I00aIbHBIE TIOCJIEACTBUS PEIeHUd, TPUHUMAEMBIX
skcnepramu. CerogHs Giaromapsi cTpaHaM-y4acTHHULIAM
u 28 crpaHaMm-Haomonareasm Komuccusi EBponelickoit
dapmakoneu UMeeT NMpencTaBIeHUEe O KaueCTBe JIEKAPCT-
BEHHBIX CPEICTB B OOJBIIMHCTBE cTpaH EBporibl u 3a ee
npeaesaMu, U 9TO JaeT eif YHUKaJIbHOE BUIACHUE U TO-
HUMaHUe, BaXHbIe JUIS TIpollecca YCTaHOBJICHUs CTaH-
JIapTOB.

3akperuieHue cratyca EBpomneiickoil (apmakoneu
Ha 3aKOHOJATeJIbHOM YPOBHE MTPOUCXOMIIO B HECKOJIBKO
atanoB. B 1994 r. Obin yrBepxaeH Ilpotokon (ETS
Ne 134), BHocsimmit monpaBku K Konsenuuu EBponeii-
CKOI (hapMaKoIie! ¢ LEeJIbIO MOATOTOBKY K BCTYTUICHUIO B
Hee EDC (kotopoe mo3xe TpaHchopMmupoBaioch B EB-
poneiickuit Coro3) u onpeaestomuii moaHomounst E9C
¥ BXOAAIIMX B Hero ctpaH B Komwmccuu EBpormeiickoii
dapmakonen. Kpome toro, B 2011 r. Jlupexktunsl EBpo-
neiickoro Coro3a (2001/82/EC u 2001/83/EC B nocnen-
Hel pelaKkiivi) BHOBb MOATBEPAVIIN IOPUINIECKU 00513a-
TeJbHBIN XapakTep TeKcToB EBpomneiickoil (papmakonen
JUISL BCEX 3asBOK Ha PErucTpaluio JeKapCTBEHHBIX
cpeacTB. JIpyriMu cJIoBaMU, BCe TTPOU3BOIUTENH JIEKap-
CTBEHHBIX MpenapaToB WIK CyOCTaHIMM 1151 (papMalieB-
TUYECKOTO MPUMEHEHMS JOJKHBI obecrneuynBaTh UX CO-
OTBETCTBUE CTaHAapTaM KadecTBa EBpomnetickoit papma-
KOIer, €CJIM OHU XOTAT MPOoJaBaTh UX B OOJBIIMHCTBE
€BpOIeCKUX CTPaH.

CTAHOAPTHbIE OBPA3LIbl

B Konsenuuu no paspadorke EBpomneiickoii hapma-
KOIleU OTIEIbHO HEe OroBapuUBaeTCsl CO3MaHue JabopaTo-
puu. Tem He MeHee, KoMuccust coriacuiiach Ha 3TOT 11ar
[5], mocKkonbKy mocyuTanma HEOOXOAUMBIM HaJIM4Yue co0-
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Cblo3aH Kaittenb

Puc. 5. Cmandapmnusie obpazuyvt Esponeiickoii papmaroneu

CTBEHHOI J1abopaTopuu, HE3aBUCUMOI OT HAIlMOHAJb-
HBIX OPTraHOB, KOTOpasi BBICTYIMasIa Obl B KAYECTBE IKCIIE-
PUMEHTAILHOM TIIaT(GOPMBI MIpU pa3pabOTKe MOHOIpa-
¢Guii 1 momorana Obl B OLIEHKE OOCTYIHBLIX B IIpoAaxke
o0pa3uoB u3yvyaeMbix cyoctaHuuii. Jlabopatopus Espo-
neiickoii (papMakoIie Hadaa CBOIO paboTy Ha 6a3e dap-
MalleBTUYeCKOro ¢axkynbTeTa YHUBepcurera CtpacOyp-
ra, Moka JUisi Hee He ObUIO MOCTPOEHO U 00OpPYIOBAHO
crnenuaipbHoe nomMeleHue. Jlaboparopusi rapaHTUpoBa-
JIa IOCTOBEPHOCTh U HalIeXKHOCTh TeKCTOB EBpomnelickoit
dapmakonien 1 obecrneyrBayia BbINOJHUMOCTb OMMCAH-
HBIX B HUX MeTos0B. Kpome Toro, akcnepThl JjabopaTo-
pUM HApsIy C APYTUMU SKCTepTaMy IPUHUMAJIU yuacTue
B BBINIOJTHEHUM DPa3JIMUYHBIX aJbTEPHATUBHBIX WCIMBITA-
HUIA, eciin 00CyX/ajlach BO3MOXHOCTb BbIOOpA MEXIY
pasmuYHBIMUA MeTonukamu. I1o Mepe pa3paboTKu KOM-
TUIEKCHBIX XMMUYECKUX COEIUHEHUN, 111 OLIEHKU KOTO-
PBIX TPEOOBAIUCH CIOXHbIE aHATUTUUECKUE METOIMKH,
pOCJIO TEXHUYECKOE OCHallleHue JiabopaTopuu, MO3BO-
JIgto111ee BBITOTHSTH JII00bIE TUTIBI TECTOB. DTO MpUOOpe-
JIO 0COOYI0 3HAYMMOCTb, KOTJa KOJUYECTBO CTaHAAPT-
HBIX 00pa3uoB (puc. 5), ONUCHIBAEMBIX B MOHOIpapuUsIX,
yBeJIUYMJIoch ¢ 38 Bo BTOpoM ToMe a0 okojo 1000 B
1992 r. m 3000 B 2016 T.

Marepuansl, npejiaraembie JJis UCIOJb30BaHUS B
KayecTBe CTaHAAPTHBIX 00Pa310B, MPOXOAAT UCTIBITAHUS
B J1a00OpaTOpUM U MOTYT JOTIOJTHUTEIBHO TeCTUPOBATHCS
B MEXIYHApOIHbIX COBMECTHBIX UccieaoBaHusx. [loce
yrBepxkneHus: Komuccueii EBpomneiickoit (apmakoneu
oduIMagbHbIe CTaHAAPTHbIE OOpas3lbl MOCTYIMAT B
VrpasneHue 1o crangapTHEIM 00pa3aM, KOTOPOe OCyIle-
CTBJISICT X pacrpocTpaHeHue [6]. 3aTeM OHU MOTYT MC-
MOJIb30BaThCsl B (papMaKoIeiHbIX aHaIu3aX, HalpuMep,
OTpeJe/IeHUN TOJJIMHHOCTUA, MCIBITAHUSX Ha YUCTOTY
WJIM KOJTMYECTBEHHBIX aHau3ax. B HacTosiiee BpeMs yT-
BEPXKIAIOTCSI XUMUYeCKre cTaHaapTHbIe oopasibl (CRS),
ouosiornueckue ctaHmapTHbie oOpasubl (BRP), a Takxke
CTaHAAPTHBIE CIIEKTPHI 711 UCTIBITAHUIA U aHAJIU30B, BbI-
MOJIHSIEMBIX B COOTBETCTBUM C O(UIIMATbHBIMU METO/IA-
MU, onucaHHbIMA B EBpomeiickoil ¢apmakomnee. DTu
ounManbHble CTaHAAPTHBIE 00pa3lbl MPU3HAIOTCS BO
BCEM MUDE.

CEPTUOUKALIMA COOTBETCTBUA TPEEOBAHUAM
MOHOIPA®UIA EBPOMENCKOM ®APMAKONEN

B 1992 r. 6bu1a yTBepkaeHa npoueaypa cepruduka-
LIMM COOTBETCTBUsI TpeboBaHUsIM MoHorpaduii EBpo-
neickoit hapmakorien [7], Mpu MOMOIIM KOTOPOW Olie-
HUBAaeTCs M TOATBEPXKAAETCS CIIOCOOHOCTh CTAaHIAPTOB

Puc. 6. Cepmuchuxam co-
omeemcmeus

EBpomneiickoit dapma-
KOMeu  KOHTPOJIUPO-
BaTb KayecTBO CYyO-
CTAHLIMI, WCIIOJIb3ye-
MBIX B IIPOU3BOJICTBE
JIEKapCTBEHHBIX TIpe-
rmapatoB, TpoJaBae-
Mmbix B EBpornie. Ceptu-
¢duKaT COOTBETCTBUS
(puc. 6) mpusHaeTcs B
KayecTBe 3aMEeHbI MOJI-
poOHOIT nH(OpMaIIuH,
YKa3bIBaeMOI B 3asBKE
Ha TOJyYeHUe PErucT-
pPallMOHHOTO YIOCTOBEPEHUS, U IEHCTBYET BO BCEX CTpa-
Hax, noanucasmux KoHBeHLMIO mo pa3padboTke EBpo-
neickoil papMakornied, a Takxke B HEKOTOPBIX APYIUX
cTpaHax, Hanpumep, ABcrpanuu, Kanange, Mapokko,
Hogoit 3enanauu, Cunramype, FOAP, TyHuce, uucio
KOTOpBIX MOCTOSIHHO pacteT. [Ipu3HaHue ceptudukara
COOTBETCTBUSI yNPOLIAET 0OpabOTKY 3asBOK Ha MoJydye-
HUE PErMCTPAIIMOHHBIX YIOCTOBEPEHUI B 3TUX CTpaHax.
ITomuMo mpouenypsl ceptudukanuu, ¢ 1999 r. takxke
NECTBYeT MporpaMMa MHCIEKIMU TTPOU3BOACTBEHHBIX
00BEKTOB/TIYHKTOB pacrpeeeHusl CyOCTaHIIUM, UMeo-
mux ceptudukaTsl coorBeTcTBUS. CoracHo hapMmalieB-
TUYecKoMy 3akoHonatebcTBy EC, BO BpeMst MHCTIEKIIU it
MpoBepsieTCsl BBITIOJIHEHWE Ha OO0beKTaX MPUHIIUIIOB
Hamiexameit npousBojcTBeHHON mnpaktuku (GMP),
JIOCTOBEPHOCTh MH(pOpMALINY, comepKalleiics B 3asiBKe
Ha ToJlydeHue cepTuduKara COOTBETCTBUS (MJIM AOIOJI-
HEHUSX K Hell) U TpaBWILHOCTh BBITIOJIHEHUs TpeboBa-
HUIl COOTBETCTBYIOIIMX MOHoOTpaduit EBpomneiickoit
(bapmakorneu, a IIpu BEIOOPE 00BEKTOB MHCIIEKIIUY 1 OIT-
penesieHUU CTENeHU UX MPUOPUTETHOCTU UCITOJIb3YyeTCst
MOJXOM, OCHOBAaHHBIN Ha OIIEHKE PUCKOB.

Texcrol EBpormeiickoit hapmMakornen B COYCTAHUU C
MpoLeaypoil cepTudUKalMU COOTBETCTBUS FApAaHTUPYIOT
KadyecTBO (papMaleBTUUECKUX cyocranmuii. CriemoBa-
TeJbHO, OHU JAIOT MPOU3BOAUTENSIM ILIEHHYIO BO3MOX-
HOCTb TIPOIEMOHCTPUPOBAThH HaJJIeXKalIMii KOHTPOJIb 3a
KayecTBOM (hapMaIreBTUICCKUX CYOCTaHIIMI TTOCPEICT-
BOM BBITTOJTHEHMSI TPEOOBAHUI COOTBETCTBYIOIIUX MOHO-
rpacduii EBponeiickoii (papMaxkorneu, 4To MO3BOJISIET CO-
KpaTuTh 00beM PabOTHI, BHITTOJHSIEMON PETYIITOPHBIMU
opraHaMu, U YIPOCTUTb TOPTOBJIIO MOA0OHBIMU CYOCTaH-
LUSIMU.

EBPOMENCKAA ®APMAKOMNEA CEFOQHA U 3ABTPA

C MoMeHTa CBOero ocHoBaHusi B 1964 r. TexHuue-
ckuii cekperapuar Komuccuu EBpomeiickoil ¢apmako-
Meu CYIIECTBEHHO paciupuil chepy CBOel AeSITETbHOCTH
M CeTONHST BXOOUT B cocTaB EBpomeiickoro nupekTopara
MO Ka4yecTBY JIEKApCTBEHHBIX CPEACTB M 3ApaBOOXpaHe-
Huwo (EDQM) Coeta EBporibl, KOTOPBIi K TOMY XK€ BbI-
TOJTHSIET PSIJ TOTIOJTHUTENBHBIX (DYHKITUI, CBSI3aHHBIX C
pa3paboTKOI PYKOBOJCTB U CTAHIAPTOB B 00J1aCTH Tepe-
JINBaHUSI KPOBU, TPAHCTUTAHTALIMU OPTaHOB 1 Oe3peliern-
TYPHBIX TIpernapaToB. AJIMUHUCTpAaTHBHAs TOIAEpKKa,
kotopyto EDQM mnpenocrabnsier EBponeiickoii ¢papma-
KOIleu, TO-TIpeKHEeMY OCHOBBIBAETCS Ha CTpaTeruu CO-
TPYIZHUYECTBA M WMHHOBAIIMOHHOM IIOAXOJE, KOTOpPBIE
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HCIIOJIb30BaIMCh OCHOBaTelsiMu EBpomneiickoit ¢apma-
KOTIEH.

ITocKkobKy pa3BUTHE MUPOBOI 9KOHOMMKU UAET MO
MyTH TJI00aau3alMy TOPTOBJIU TOBapaMu U yCjiyramu, B
TOM UHMCJIe IEKapCTBEHHBIMM CPECTBAMU, PacTeT HEOO-
XOJUMOCTb B MEXIYHAPOJHbIX CTaHAApTax KauecTBa JJIsi
JlekapcTBeHHbIX cpenctB. Komuccust EBporneiickoii (ap-
MakoIlen TeCHO COTPYIHHUYAeT ¢ Mojb3oBareasiMu EBpo-
neiickoil ¢apmakomen M MNpoAOKAeT pa3padaThiBaTh
CTaHJAPThl KauecTBa, OTBEYAIOLIME TPEOOBAHUSIM 3aUH-
TEPECOBAHHBIX CTOPOH BO BCEM MHUPE M MPUHOCSIINE
MoJib3y Kak hapMalieBTUUECKON OTpaciu, TakK U PeryJis-
TOPHBIM OpraHaM.

Pa6ora EBporneiickoit (papmakorien BO3MOXHa TOJIb-
KO Ojarogapsi BKJIaay CIelMaTIuCcTOB, KOTOPbIe NEJSITCS
CBOMMM TIpO(ECCUOHATBbHBIMU 3HAHUSIMU, OMBITOM U
BpeMEeHeM, 4YTOObl 00OecreuuThb Hajiexaliee KayecTBO
nyonukyeMbix ctaHmaptoB. B 2015 r. Komuccust EBpo-
nencKoi hapmakorien repecMoTpesia MeTo/ bl CBOeii pa-
OOTBbI M HavaJa MPUIJIAIIaTh SKCIIEPTOB U3 CTPaH, He SIB-
JIIOUIMXCS yYacTHUKAMU Wiu Haomonatensmu B Ko-
muccun EBporeiickoii ¢apMmakorned. DTo pelieHue
SIBJIIETCSl  4acThlO IIeJeHANpPaBIeHHOW CTpaTeruyd To
npuBieyeHu1o K pabote B EBpomneiickoit dhapmakoriee
MPOU3BOIMUTENICH U APYIrUX 3aMHTEPECOBAHHBIX CTOPOH
CO BCEro MMpa ¥ KOHCOTUAAIIMY MEXIYHAPOIHOTO OTIbI-
Ta U 3HAHUM.

Ceronnst, B 2016 r., EBporneiickast hapmakoriest 3a-
BOEBaJla CTaTyC YHMKAJbHOTO B CBOEM pojie COOpHHKa
HaleXHbIX CTaHIApPTOB KayecTBa Il JIeKapCTBEHHBIX
MpernapaToB 1 BXOASIIMX B MX COCTaB KOMIIOHEHTOB. DTU
CTaHIAPTHI CIIYKAT OCHOBOM /ISl 6€30MacHOTO MTPpUMEHe-
HUS TAalMeHTaMU Ka4eCTBEHHBIX U JOCTYIHBIX JIEKAPCT-
BeHHbIX cpeAcTB. EBpomneiickasi hapmakomnes, AeiicTBUE
KOTOPOI pacmhpoCcTpaHsieTcsl Ha BCe CTPaHbl, MOATMCAB-
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mme KonBeHuio 1o pa3pabortke EBpomeiickoit hapma-
koneu (37 ctpan u EBpomneiickuii Co1o3), TakKe 00s13bI-
BaeT MPOU3BOAUTENICH CO BCEro Mupa CJeaoBaTh CTaH-
JapTtaM KauyecTBa [IJis JIEKapCTBEHHBIX TIpernapaToB U
(unm) cyocTtaHLUMi (T.e. aKTUBHBIX (bapMaleBTUUECKUX
uHrpeanueHToB (ADPUM) u BcmoMoraTeNbHBIX BEIIECTB,
WJIN JIIOOBIX IPYTUX KOMITOHEHTOB, MCIOJIb3YeMBIX MPU
MPOM3BOJICTBE JE€KAPCTBEHHBIX MpernapaTroB), €Clu OHU
XOTST TpoJaBaTh WX Ha TEPPUTOPUM CTPaH, MOIINMCAB-
mmx Konusennuio. [ToaTomy, HECMOTps Ha TO, UTO U3HA-
yanbHO EBpomnelickast ¢papmaxkomnes co3gaBajiach Il pe-
LIEHUS aKTyaJIbHBIX 33/1a4 B CTpaHaX, BXOISIIIMX B COCTaB
Komuccuu, ceronns chepa ee BIusiHus, a Takke cdepa
BJIMSIHUSL TIPOLIEAYPBhl CepTU(hUKAILIMM COOTBETCTBUS U
nporpaMMbl MHCIIEKIIUI pacnpocTpaHseTcsi Topaslio
IIMPe U HEe OTPAHWYMBAETCSI CTpaHAMU, TOANUCABIIUMU
KonBeHM1O.
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THE EUROPEAN PHARMACOPOEIA:
BRINGING PHARMACEUTICAL STANDARD HARMONISATION TO EUROPE

Susanne Keitel

European Directorate for the Quality of Medicines & HealthCare,
Council of Europe, CS 30026, F-67081, Strasbourg, France

Abstract: The article describes the history of the European Pharmacopoeia, which is a unique source of pharmacopoeial drug quality
standards, not only for the European part of the continent, but for the entire pharmaceutical world. The European Pharmacopoeia has
gained the status of a collection of reliable quality standards for medicines and their constituent components. These standards are the
basis for the safe use of high-quality and affordable medicines by patients. The texts of the European Pharmacopoeia together with the
certification procedures guarantee the quality of pharmaceutical substances. They give manufacturers a high-value opportunity to dem-
onstrate adequate control over the quality of pharmaceutical substances through meeting the requirements of the relevant monographs
of the European Pharmacopoeia, which helps to reduce the efforts for the regulatory authorities and to simplify the procedure for their
implementation and use. Despite the fact that initially the European Pharmacopoeia was created to solve topical problems in the mem-
ber-countries of the European Pharmacopoeia Commission, today its sphere of influence is much broader and is not limited to coun-
tries that have signed the Convention on its development.

Key words: European Pharmacopoeia; European Union; The Commission of the European Pharmacopoeia; monograph; certification;
reference standard; quality standards.
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