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Hauyionaavruil papmayeemusnuil yHigepcumem

ICTOPH'IHI ACIIEKTH POSBUTRY
OPTAHI3AIINTHO-EKOHOMIYHOI OCBITH I HAYKH

Y emammi npedcmagneno icmopuini acneKkmu cmaHo8AeHHA 0P2AHI3AYITUHO-eKOHROMILHUX HAE1ALb-
Hux JuCyunaiHu, W0 8u3Havarmy npoQeciiiny diaavHicms papmayesmuvHux npayienuxis. IIpedcmas-
aeni emanu pozeumky OED ax naguanvroi ducyunainu. Ha nidcmasi npoanani3o8anux aimepamyprux
Ooicepen usiena Hayrosa dianvricmyv npogecopa O.I1. Heaiobina, axuil € 6u0amHum 64eHUM Y HANDAMKY
opzanisauii anmeunoi cnpasu XVIII cmonrimma. Pesyivmamu 6u6ueHna i aHaNi3Yy Qapmay,e6muiHol Ha-
YyKu ma oceimu cmanu niorpyrmasam 6udisleHHsa OCHOBHUX emanié po36UmKy op2aHi3ayiilHo-eKOHOMILHUX
Jucyuniin. 3 ypaxyeanHAM XAPAKMEPHUX PUC KOHCHO20 eMAny CMAH08LEHH A CUCMeMNamU306aH0 YMOEU
e60/110UillH020 PO36UMKY 0P2AHI3AULILHO-eKOHOMIYHUX OUCUUNTIH Y apmay,e6muiHiil oceimi.

Kawouwosi ciosa: antedHa cupaBa, hapMalieBTUUHA OCBiTa, icTopia, papmarris.

IIOCTAHOBKA ITPOBJTEMHA

¥ 8B’si3Ky i3 mporecamu riobaJsisarii, TpaHc-
dopmarnii, inTerpanii ra pedopMyBaHHSA BiTUN3HA-
HOl dapmarnii cyuacHi mpodeciitno-kBamidikariii-
Hi BUMOT'HM O €KOHOMIYHOI ITiATOTOBKY MOJIOAIIINX
crneniasicTiB i MPoOBi3OpiB 3MiHIOIOTHCA Ta BHUMA-
raioTh YIPOBAaIKEeHHA e()EKTUBHUX OCBITAHCHKUX
TeXHOJIOTi# K Yy BUKJIAJaHHI METOA0JIOTiI pPUHKOBOIL
eKOHOMiKM, TaK i Y BUKJAJAHHI CyTO MPUKJIATHUX
OUTaHb eKOHOMiKH (hapmairii.

dapmaiis, AK coliaJIbHO Opi€eHTOBaHA rajysb,
CBOEMY PO3BUTKY CHUPAETHCA HE JIUIIE HA PUHKOBI
eKOHOMIiuHi MexaHi3MM, a II Ha COIliaJbHO-EKOHO-
MiuHi mpormecH, AKi Bif0yBaoTbCs y CYCIIiJIBCTBI.

Beaukoro 3HaueHHA I8 €KOHOMIUHUX IUCIIU-
mIiH, AKi BuBYawTh (QaxiBui (apmaiii, HaOyBae
yacoBuii aKTOp, III0 XapaKTepU3yeEThCA 3HAUHOIO
auHaMmiuHicTiO. SIK mpaBHMJIO, eKOHOMiYHi 3aKOHO-
MipHOCTi AiIOTH Y JOBIrOCTPOKOBOMY i KOPOTKOCTPO-
KOBOMY iHTepBaJiax 4acy.

Cepen mpodiTbHMX AMCIIUILIIH Yy IIiATOTOBIIi MO-
JIONIIUX cHeIiaicTiB i mpoBidopiB BasKJIUBE Miciie
nocizae pucnuiina «OpraHisalliss Ta eKOHOMiKa
dapmanii» (OE®DP), saxa came xXapaKTepU3yETHCS
AIWHAMIUYHICTIO i POBBUTKOM y YacTHHi 3MicTy, 3Mi-
HOI0 HOPMATHBHUX [JOKYMEHTIiB Ta BiAIOBigHOIO
peopranizaiiiero HaBuaJbHOro mpoiecy. OcKiabKu
sHaHHA 1 HaBUuYKHU 3 aucuumIinu OE® B okpemux
BUIAJKaX CTAIOTh 3aCTapPiiMMU Ta HeaJeKBaTHUMU
IO HOBUX YMOB PO3BUTKY (DapMAaIeBTUUYHOTO CEK-
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A.B. Bonikosa, 2012

TOopa rajysi OXOpoHU 3LOPOB’A Ta moTped pobGoTo-
IaBIIiB, JKUTTS BUMArae 3MiH y 3MicTi BUKJIagaHHA
HABYAJLHUX AUCIUILIIH, 0CO0IMBO IIpodeciiiHoro
CHOPAMYBaHHS.

AHAJII3 OCTAHHIX JOCJIIJKEHDb
I IIYBJIIKAIIIN

IcTopuunuii amasiis opramisarii Ta eKoOHOMiKH
dapmarrii, AK OCBITAHCBKOI Ta HAYKOBOI IUCIIU-
IJIiHU, CBiAUUTD, 1110, AK i iHmIi gucnunainu, OE®
Yy CBOEMY PO3BUTKY MaJjia AeKiJbKa eTalis.

HeoOximmo s3asHaumMTH, M0 PO3BUTKY OpTraHi-
3aIlifHO-eKOHOMIYHOI OCBiTH i HAYKM CIIPUSAB PO3-
BUTOK (hapmaliii AK OKpPeMOro HaIPAMKY y Meau-
MUHi. ¥ TaKOMy ceHCi 0coOJiMBe BU3HAHHSA IIepej
¢dapmaIieBTUUYHOIO HAayKOIO i OCBiTOIO micTae misjab-
Hicth mpodecopa IlerepOypspkol Meauko-xipyp-
riunoi akazgemii Onexcauzapa Ilerposuua Hesmrobina
(1785-1858). HapomuBcsa BiH y 3aMO:KHi# poamHi
KYIIIA Ta 3 TPUHAAIATY POKiB BCTYIIUB yYHEM /IO aIl-
Texu. ¥ 1804 porii Henro6iH ckias icnuT Ha 3BaHHSA
reseis, a'y 1806 poiii mpu MoCcKOBCEKOMY YHiBepCH-
TeTi YCHiITHO CKJIaB ictiuT Ha 3BaHHA mporisopa [10].

Hayxosa gisnbuicTs mpodecopa O.I1. Hemrobima
OXOILTIOBAJIA PidHi NUTaHHS MEeIUITMHU, HAYKOBOI Ta
OpaKTUYHOI (hapMalrii: aHaaiTuvuHoi i hapMareBTuy-
Hoi ximii, hapmaxkoJiorii i (hapmaroruosii. Bosomiro-
uyn (papMaleBTUYHNMU 3HAHHAMU Ta BEJIUKUM [0-
cBizoM poboTu B amrerii, Hemo6iH npumiisas 6arato
yBaru nDUTaHHAM opraHisaii anreunoi cipasu. Bin
€ aBTOPOM cTaTeil «AmnTeka», «AlTeKap», y Mogaab-
momMy B EHIIMKJIONEIUYHOMY JIEKCUKOHi, aBTOPOM
saxoro € A. ILtrorrap (1835), Heto6inum 6yJ1o 3ampo-
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IIOHOBAHO IIPOEKT B3iPIIEBOI allTeKU 3 ypaxyBaHHAM

BuMOT (papmarii Toro uacy 3 nepesikom HeoOXimHMX

IPUMIillleHb: PelenTypHOI 3aju, MaTepiajlbHOI KiM-

HaTHu, Jlaboparopii, MPUMIIlleHHA IJA CYIIiHHS Ji-

KapChbKUX POCJIHNH, IMifBaJIy, IPUMIIIEHHSA IJIA 0XO-

nomxeHHdA JI3 Ta KokTopisa. Ilutarnua opramisaii Ta

icropii hapmarrii saB:k,au MaJIu Miciie B Kypci JeKITii,

AKi ynrasmca nmpodecopoM cTymeHTaM axkaznemii [10].

Konu y crpyrrypi Menuko-xipypriunoi akazemii

OyJsio opraHisoBaHo (hapMalleBTUYHe BiAAiJIeHHSA, BU-

HUKajJa HeoOXigHicTh maTu BuU3HAUeHHA (apmairii,

OKpecJuTH ii 3aBAAHHSA, 10 YaCTKOBO BXKe OYJIO 3p0-

6sero mpodecopom T.A. CmenoBcbKuM. IIpomoB:xy-

IOUYM CIIpaBy CBOI'O TIONEPEeIHUKA, Ille Ha BCTYIHil

Jneknii mpodecop Henrobin BusHauas, mo papmayis —

OKpeMa HayKa 3i cBoiMu cienuivHuMy 3aBAaHHAMU,

AKa OXOILJIIOE yCi acIeKTH 3HAaHb ITPO JIIKW: BUBYEHHS

CHUPOBUHHUX MIPOIYKTiB, BUTOTOBJIEHHSA Ta aHAJi3 HO-

BUX IIPOAYKTiB, BUBHAUEHHA i1X CTPOKY IPUAATHOCTI

romo. Papmario nmpodecop Hemrobin mominaeB Ha

meopemuiHy, SKa BUBUYAE IIOXO[KEHHA JIiKaPChKUX

PEYOBUWH 3 TOYHUM BUSHAUEHHSAM iX 30BHIITHIX i BHY-

TPilIHiX 03HAK, (hisMUYHUX i XIiMIiUYHUX BJIACTUBOCTEH,

MOJKJIMBOCTEH BUT'OTOBJIEHHSA 3 HUX JIiKiB 3 ypaxy-

BaHHAM XiMIiUHMX 3aKOHIB, Ta npaxmuyHy Hapmarliro

(rexHiuna, emmipuyna, l'ajmeHoBa (dapmaria), Axa

3aiMa€EThCA alTEKapPChKOIO IIPAKTHKOIO i3 3acTocy-

BaHHAM yCiX IIpaBUJI pallioHabHOI (papmairii. Ipak-

TuuyHa (hapmaliis, Ha AyMKy mpodecopa Hemrobina,

BUBYAE yci (papMaleBTUYHI omepalrii, a TakoXK IIpa-

BIJIA, CIIOCiO 30MpaHHs JiKapChbKUX 3ac00iB, IX mociri-

I’KeHHs, BUTOTOBJIEHHA JIiKiB 3a pelentaMu JIikapis,

3acHOBaHUX Ha ismunMx 3aKoHax [10].

Ha nymry npodecopa Hemobina, papmarisa — e

He IPOCTO MHUCTEIITBO, a HayKa, sSKa 3HAXOAUTHCS

y TicHOMY B3a€MO3B’A3KY 3 iHIIMMM HayKaMu, AKi

HeoOXigHi a1 moBHOro ii BUBUeHHA. Yci HaBUaAIbHL

OUCIUILIIHU, IIT0 CTOCYIOThCS (hapmarrii, Oyau momi-

JIeHi Ha Taki:

+ migroroBui: ciaoBecHi HayKu (JIOTiKa, pUTOPHU-
Ka, pocifichkKa Ta JIaTUHCHKA MOBH), icTopif,
reorpadis, cTraTUCTUKA;

+ JIOTIOMisKHi: MaTeMaTuKa, )isuka, MiHepaJoJio-
ris, soosoris, boraHika;

*  TOJIOBHi (OCHOBHI): 3arajibHa Ta aHAJITUYHA Xi-
mii [10].

+  Taxkum uuHOM, (hapMaIia y saraJbHOMY BUTJISA-
Ii Toro uacy siBJjsJjia co600 HayKy 3 TAKUMU Ha-
IPAMKaMM:

+  (pbapmMaKOruo3is;

+ rexuiuna (l'aseHoBa papmalris);

+  ximiuHa papmarris;

*  TOKCHUKOJOTiuHa hapMallis;

+ OyxraJjrepig, MerpoJoria i ¢apmaiieBTUYHA
TOpriBia (MepKaHTUIbHA apMaIlis).

®OPMYJTIOBAHHA IIJIEN CTATTI

ITinaro gamHol PoGOTH CTANO AOCTiIKEHHS €BO-
JpIii opraHisaliiHO-eKOHOMIUHUX MUCIUILIIH 3
MEeTOI0 cucTeMaTusallii eramiB i BUBHAUEHHS OCO-
O6uBOCTEll BUMOT MO 3MicTy i hopM BUKJIAZaHHS
MUX AUCIHUILIIH y 3B’A3KYy 3 IpolecaMu rirodaisa-
1ii, rparcdopmarii Ta pepopMyBaHHA BiTUMBHAHOL
dapmaririi.

BUKJIAJL OCHOBHOT'O MATEPIAJIY

He BukamKae cymMHiBY TO# (pakT, 10 e y Aa-
aekomy XVIII crosiTTi mpoBigHI BUeHi BBaskaswu,
1110 IJI51 OBOJIOAIHHS KOMILIEKCOM (papMaIieBTUUHUX
3HaHb HeoOXigHO OyJI0 BUBUATU IEPEBa’KHO Ti Ha-
VKU, IKi BUBUAIOTHCA U CHOTOAHI y BUIMUX (hapma-
IEeBTUYHUX 3aKJIaJax.

Binbm 4iTKO eTamm pPO3BUTKY OpraHisaIiiiHo-
€KOHOMIYHOI HayKH i OCBiTH, 30KpeMa AUCIIUIIiHA
«Opranisaiis Ta exkoHoMiKa (papmariii», BusHaua-
10ThCd, nounHauu 3 50-60 pokiB XX cromairtsa. Ce-
PeZ OCHOBHUX MOKHA 3a3HAUNTH TaKi:

+  3apomKkeHHa mpoauciumiIinm «Opranisamia
po6oTu anTex»;

*  BHUIiJIeHHA B KOMILJIEKCI (hapMaIneBTUYHUX VC-
MUILTiH oKpemol aucnumiainum «Opraumisarmisa
(hapMareBTUYHOI CIIPaBU»;

+ dopmyBanHa npodinsHOi amcnumniainu «Opra-
Hisamia Ta eKoHOMiKa (hapmarii»;

+ BHU3HauYeHHA NPO(QiJbHOI iHTErpaJibHOI AUCIIH-
mriau «@PapMaleBTuUHa eKoOHOMiKa» («Papma-
€KOHOMiKa»).

+  FKoxen i3 eranis BigsHauaBcsA XapaKTePHUMU
yMOBaMU €BOJIOIIITHOIO PO3BUTKY OpraHisa-
IMifHO-eKOHOMIUHUX AUCHUILIiH (puc. 1).

Tak, HATIPUKJIA], YMOBaMHU, AKi JO3BOJININ BU-
OiINTH B OKPEMY IUCIUILIIHY cepeJ, KOMILIEKCY
dapmanesTrunux aucnumiain «Opraxisamiro dap-
MaIleBTUYHOI CIIpaBU», CTAJIU IeHTPAaJIi30BaHi (op-
MM yIOpaBJiHHA, PO3BUTOK cIIeliajisaliii amreu-
HHUX 3aKJIaJiB, MJIAHOBA eKOHOMiKa. BigmosigHo 10
YMOB, IpeIMeTOM BUBYEHHSA CTaB Ipolec 3abesme-
YeHHA JOCTYIITHOI, KBaJIi(hiKOBaHOIO Ta CBOEYACHOIO
JIiKapChKOIO JOIIOMOTOIO.

CTpyKTypa IpegMeTa BUBUEHHS ITUCIUILIiIHUA
«Opranisamnis ¢gapmamneBTUUYHOI CIIpaBU» CKJamga-
Jacd i3 Takux posninis: icmopia gapmayii (cv0200-
Hi ye okpemuil Kypc), opzarnisauyis papmay,e6muiroi
cnpasu, 00ik zocnodapcvkoi OisavHocmi anmek,
NJAAHYBAHHS 20CN00APCLKOL ma QiHaHco60i disnv-
Hocmi anmek (mizpyunuk 3a pex. T.I. Tompmman,
1961 p.). ¥ poszini «Opranuisamis» oxkpewmi ioro
posAinuM — opeaHizayis nocmavtanHs anmexk ma me-
JuyHa nPoMucao8icmbs — 3 YaCOM BUOKPEMUJINCS
Yy caMOCTiiiHI AMCHUILIIHU — (apmayesmuyna Jo-
zicmukxa ma npomucnrosa papmayis Bignosigao [4].
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IlepetimenyBanua gucnuitinu Ha «Oprazisa-
I[if0 Ta eKOHOMiKy (papmarliii» BigOysocsa 3a yMOB
3MiH eKOHOMIiUHMX IpiopuTeTiB Ha MaKpo- Ta Mi-
KPOEKOHOMIUHOMY PiBHAX, IO, ¥ CBOIO UEPry, IIPU-
BeJIO [0 3MiHM I PO3IIMPEHHA 00’eKTa i mpeamera
BUBYEHHS, 1110 O6yJI0 3p00JIeHO0 BUeHNMU-OpraHisaro-
pamu Kpukosuwm B.T, 'opeabkoBuM B.®D. Ta inmumu
[1, 2, 7]. Tak, Hanpukgan, npodecopom IlapHoB-
cexuM B.JI. y 1988 pomi Tarkoxx Oyso jaHO Bu3HA-
YeHHS KaTeropii, 110 po3riIsafaioThCA IPU BUBYEHHL
mucnunniam «Opranisania Ta ekoHomika (dapma-
mii», a came: 06’ckm — amTeuHi ycTaHOBU, (papma-
IeBTUYHA JOKYMEHTAaIlis (pelenTu, CTAaTUCTUYHA
3BiTHiCTBH, AaHi PO CHOKMBaHHA JIiKiB), AiKepesa
iHdopwmairii mpo JikapchKi 3acobu, hapMaleBTUYHIL
KaApu; npedmem — IIPOIEC JiKAapPCHKOro 3a0e3IIeueH-
Hsd, iHpOopMyBaHHA IIPO JiKapcbKi 3acobu, iHaHCO-
Ba JisAIBHICTD aniTeUHUX 3aKJIaaiB [8].

Cuaig sagHaumtu, 1m0 y 90-x pokax XX croairra
B 3apyO0iKHil i BiTUM3HAHIN JTiTepaTypi, K Pe3yib-
TaT PO3BUTKY PUHKOBUX BiHOCUH y (hapmariii, Bu-
HUKJIa HOBAa Ha3Ba JUCIUILIiHY — «PapmaleBTuYHa
eKOHOMiKa» abo ckopoueHa Ha3Ba «PapmMaeKoHOMI-
Ka». ¥ XXI croaiTTi He juine sMiHUJINCH TIPiopu-
TATHOCTi IO BiJHOIIIEHHIO OO CHUCTEMHU OXOPOHU
3[IOPOB’sI, ajie i1 3HAYHO 3MiHUJAch TepMiHOJOTis,
cyTHicTB 06’eKTa i mpeameTa gucumiiam [7, 9, 11].

Cyuacua gucnumiaina OE® zaiimaeTbcsa Bupi-
IIEHHAM OpraHisamiiiHO-eKOHOMIUHMX IIpo0JieM
dapwmaririi, a came: epeKTUBHE yOpaBJIiHHS (apMma-
IEBTUYHOIO CHCTEMOIO (rajiydeBe Ta cTpaTeriuse,
JIep:KaBHE Ta perioHaJIbHE YIIPaBJIiHHA), HAI[iOHAJb-
Ha Jik pcbka nmosituka (HJIII), comianbHo-eeKTHB-
Ha opraHisaiia dapMaleBTUUYHOrO 3abesneuyeHHs
HaceJIeHHS, 30KpeMa pelenTypHuil i 6espementyp-
HUH BiAIyCcK, cTaHZapTU3allisg ycix cdep obiry JI3,
(dapMaKOeKOHOMiKa, OOI'DYHTYBaHHSA MexaHi3MiB
JIepKaBHOT'O DPEryJIoBaHHA (I[iHOYTBOPEHHS, OIIO-
IaTKyBaHHS, CTpaxyBaHHsA Ta in.) [5, 6, 9].

Ha cporogni 3posymino, 1o mpoiiec eKoHOMiu-
HOT'0 HAYKOBOT'O IOIIYKY 6GesnepepBuuii, Tomy «Op-
ramisaiis i ekoHoMiKa papMmailiii» K iHTerpaTuBHA
OUCIUILIiHA, TKa pearye Ha 3MiHHU B ycix cdepax
CYCHiJIBHOTO KUTTSA, 3MiHIOETHCS BiZIIIOBiHO IO BU-
MOT 4Jacy, GOPMYIOThCSA HOBI HATPAMKHY JOCJiJ0KeH-
H, IIOTVINOJIOETHCS Clielliaisalia opranisaiiiao-
eKOHOMIUHHNX 3HaHb, BUHUKAIOTh HOB1 AUCITUILIiHA.

Ocran"iMmu poxkamu, nounHamouu 3 2003 poky, B
HaBYAJbHOMY ILJIaHi MaricTpiB (papmariiii BuKJaza-
eTbedA aucnumaina «CoriasbHa eKOHOMIKA ¥ (papma-
mii», TKa HAJEKUTh 0 ITUKJY TUCITUILIIH Ipodeciii-
HO Opi€HTOBAHOI ITiATOTOBKY (haXiBI[iB 3a HAIIPSIMOM
migroroBu 8.1202101 «®Papmartiisa». AK HaBUaJIbLHA
mucrumaina, «ColfiajbHa eKoHOMiKa y (hapMmalrii»
0asyeThbcsA Ha BHMBUEHHI opraHisamii Ta eKoHOMiKu

dapmarnii, MeHeJKMEHTY Ta MapKeTHUHTY y (hapmarrii,
hapmaIneBTUYHOIO 3aKOHOJNABCTBA, (hapmaroingop-
MaTHUKHU Ta iHTerpyeThCA 3 IIUMU JUCIIATLIiHAMU.

Hucnuniaiga 3akJjajae OCHOBU BUBYEHHS CHC-
TEMHOT'O aHAaJIi3y AiAnbHOCTI (hapMaleBTUUYHUX 3a-
KJAaJiB, MapKeTUHT'OBUX MAOCJiI:KeHb y (apmarrii,
MeJUYHOT0 CTPaxXyBaHHSA, NEeP)KaBHOI CUCTEMU 3a-
Oes3meueHHsA SJKOCTi JIiIKapChbKMUX 3ac00iB, yIpaBIiH-
HS TIepCcoHAaJIOM, IO Iepeabavae iHTerparlio BU-
KJaZaHHA 3 UMM TUCIUILIIHAMU Ta (POpMyBaHHS
YMiHHSA 3aCTOCOBYBATY 3HAHHS Y IIPOILECi OaJIbIIO-
ro HaBYaHHA Ta y nmpodeciiinii gianpuocTi [3, 5, 6].

OCHOBHOI0O METOI0 BUKJAJAHHA AUCIUILIIHU
«CormiasibHa eKOHOMiKa y dapmarlii» € BUBUEHHS
OCHOBHUX COIliaJIbHO-eKOHOMIUHUX Ta OopraHisarrii-
HO-IPABOBUX IPUHIUIIB (YHKI[IOHYBaHHA Gap-
MaIeBTUYHOI rayy3i B Ykpaiui ta kpainax €C, Ha-
OyTTA ONTUMAJBHOTO OOCATY CHCTEMHUX 3HAHB i3
COITiaJILHUX acIeKTiB opraHizailii (papmMaieBTuYHOTO
3a0e3meueHHA HaceJIeHHA Ha MAaKPO- Ta MiKPOEKOHO-
MiYyHOMY PiBHSX, & TAKOK (DOPMYBaHHS IIPO(ECITHO-
BaKJIMBUX HABUYOK OO0 OpieHTAIii HiAIBHOCTI amr-
TEYHUX 3aKJaJiB HA BUKOHAHHSA COIliaabHOI (PyHKITi1
Ta HaJaHHA AKiCHOI (hapMaIleBTUYHOI JOIIOMOTH.

BUCHOBKHU TA ITEPCITEKTHUBHU
IIOTAJIBIINX PO3BITOK
IIpoBenmenunit icropuunuit amaniz «Opranisa-
nii Ta ekoHoMiku (hapmarii» AK OCBITAHCBHKOI Ta
HAYKOBOl AUWCIUWILJIIHM JOBiB, IO IIA AWCIIUILIiHA
B IIpPOIIeCi CBOEI eBOJIIOIiI mpOoiiiiia YOTUPH eTalu,
KOYKHUU 3 AKMX MaB CBOI XapaKTepHi pucu.

HoBeneHo, 110 B yMOBax IobaJtisarii, Tparcdhopma-
1ii, inTerparnii Ta pehopMyBaHHA BITUMBHAHOL (hapma-
wiiisminm npodeciiino-kBasi(hiKai THIX BIMOT 10 €KO-
HOMIYHOI IiATOTOBKY IIPOBi30OPiB BUHUWKJIA 00’ €KTUBHA
HeOOXimHICTL BBeJIeHHA B HABUAJIbHI ILIAHW MAaTiCTPiB
mucnuiutiau «CorliajibHa eKOHOMIKA y hapMailiii», aKa
3aKJIaZla€ OCHOBYM BUBYEHHS CHUCTEMHOI'O aHAJIZy [i-
SATBHOCTI (DapMAaIleBTUYHUX 3aKJIa/[iB, MEJUYHOI'O CTPa-
XyBaHHSA, AEPKABHOI CHCTEMU 3a0€3IIeYeHH s AKOCTi JIi-
KapChbKUX 3ac00iB, YIIPABJIiHHS IIEPCOHAJIOM Ta iH.

Ha crorogui B YKpaiHi 4iTKO BUBHAUEHUI Opi€H-
TUP HA BXOIKEHHA y CBITOBUI OCBITHIi IIPOCTip, TOMY
IUHaMiuHe 3qiHiCHeHHA MOJepHisaIlii opraxisaiiuo-
€KOHOMIYHOI OCBiTH i HAYKH JO3BOJIUTH Y MaitOy THBHO-
My migroryBatu axiBlid, SKUI CBOEIO IPODiIHLHOIO
npodeciiiHoIO IiArOTOBKOIO OyAe BiAmoBimaTum BHMO-
raMm uacy, I11o 3a0e3neYnuTh IIi JBUIIeHH e(DeKTUBHOC-
Ti (hapMareBTUYHOL JOIIOMOT'Y HaCeJIEHHIO.

IIEPEJIIK BUKOPUCTAHUX
IKEPEJ THOOPMAIIIT
1. ToperbxkoB B.®. OpraHusanusa ¥ SKOHOMUKA
coBeTcKol papmanuu: y4d. / B.®. 'openbKkoB //
— MH.: Boicmr. mk., 1984. — 400 c.

[35] ——



— [36]

YMPABJIHHSA, EKOHOMIKA TA 3ABE3MNEYEHHA AKOCTI B ®APMALLJI, Ne3(23) 2012

. Kpuxor B./. Opranusainus u sKOHOMHUKA dap-

manun: yu. / B.W1. Kpuxos // — M.: Megunusna,
1983. — 624 c.

. Muaymko 3.M. CyuacHi migxonu 1o BUKJIaJaHHS

MapKeTUHTY IIPU HiATOTOBI creriaiicti dap-
manii // EpekTuBHiCTH BUKOPUCTAHHA MapKe-
THUHTY Ta JIOTiCTHKY (hapMaIeBTUYHIMU OpraHi-

mii: HaBY. mocib. Ay CTyA. BUIL. HABY. 3aKJ. /

A.C. Hemuesnko, I.JI. ITaudimoa, B.M. Uepuy-
xa Ta iH.; 3a pen. A.C. Hemuenko. — X.: Bug-Bo
H®ay: 3osori cropinku, 2005. — 504 c.
ITaproBckuii B.JI. PazBuTue u crienmaimsaiys ap-
MaIeBTUYECKOH HAyKU Ha NpUMepe OPraHu3aliin
u sxoHoMuKHY apmaruu / B.JI. [lapaoBckwuii, O.H.
3asmuckas // IIposusop. — 2005. — Ne 1. — C. 8-10.

samniamu: Marep. HayK.-ipakT. Kou(}. (XapkiB, 8. Ilapuosckuii B.JI. @opmupoBaHue 1 pasBuTHE Me-
21 xxoBTHA 2008 p.). — X.: Bua-so HPay, 2008. TOJOJIOTHH UCCJIENOBAHUS II0 OPraHU3aIuy U 9KO-
- C.231-232. "Homuke apmaruu / B.JI. IlapaoBckuii, JI.D. Cmup-

. Opranusamnusa papmMareBTUYECKOTO Aesa. Yueo- HoBa // @apmarua. — 1988. — Ne 2. — C. 10-15.
"HukK. Ilog pex. T.U. Tonbnman. — M.: Mearus, 9. Ilpiopurern opranisallifiHO-eKOHOMiUHOI HayKU
1961. — 420 c. Ta OCBiTH Y PO3BUTKY BiTumsHsaHOI (papmarrii: Ma-

. Opranisamnia ¢@apmamneBTUYHOrO 3abe3meueH- Tep. HayK.-IpaKT. KoH). (3-4 6epesua 2005 p., M.
Hs HaceJIeHHsS: HaBY. IOCi0. AJA CTYA. BHIII. Xapkis). — X.: Buxg-so H®ay, 2005. — 192 c.
HaBY. 3akJ. / A.C. Hemuenko, A.A. KorBinpka, 10.Cemenuenko B.®. Ucropusa papmanuu: yd. moc.
I.JI. IlaudimnoBa Ta in.; 3a pexn. A.C. Hemuenko. — 2-e Bujn. / B.®. Cemenuenko. — M.: Anbda-M,
— X.: Asicra — BJIT, 2007. — 488 c. 2011. - 592 c.

. OcHoBu exoHOMiKU Ta cuctemu o0iKy v papma- 11.Journal of Research in Pharmaceutical Eco-

nomics. — 2002. — Vol. 8. — Ne 4., — 266 p.

YK 615.1:378 (091)

A.C. Hemuenko, A.A. Korsunkas, .B. Ky6apesa, A.B. Boxkosa

HUCTOPUYECKHUE ACITEKTHI PASBUTUA OPTAHU3AITMOHHO-

9KOHOMUYECKOI'O OBPASOBAHUA 1 HAYKU
B craTne npencTaBieHBI NCTOPUYECKUE ACIIEKTHI CTAHOBJIEHNUA OPTaHUBAIMOHHO-9KOHOMU Ue-
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MaIleBTHUYeCKUX paboTHuKOB. OTob6pakeHbl sTambl pasBuTusa 0O® Kaxk 00pa30BaTEHLHOMN
AUCIIUIIJIINHBI. Ha OCHOBAHUMU IIPOAHAJU3NPOBAHHBIX JIUTEPATYPHBIX NCTOYHUKOB N3y4YeHAa
Hay4Had JeATeJIbHOCTh mpodeccopa A.Il. Hemo6uHa — M3BECTHOI'O YUYEHOT'O B HAITPABJICHUN
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CTAHOBJIEHUSA CHCTEMATU3WMPOBAHBI YCJIOBUA 3BOJIIOIIMOHHOI'O PAa3BUTUA OPraHMU3aIllMOHHO-
9KOHOMUYECKUX TUCIUILINH B (hapMaIeBTu4ecKoM 00pasoBaHUU.
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HISTORICAL ASPECTS OF ORGANIZATIONAL AND ECONOMIC EDUCATIONAND SCIENCE
Historical aspects of the formation of organizational and economic disciplines that define the
profession of pharmaceutical workers are presented in the article. Stages of development of
OEF as an educational discipline displayed. The scientific activity of A.P. Nelyubin, a famous
scientist in the direction of the organization of pharmaceutical business in the eighteenth
century, was studied on the basis of the analyzed literature. The results of the study and
analysis of pharmaceutical science and education became the basis for allocation of the main
stages in the development of organizational and economic disciplines. Terms of evolutionary
development of organizational and economic disciplines in pharmaceutical education are
systematized taking into account the characteristics of each stage of development.
Key words: pharmacy, pharmaceutical education, history.
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GOOD MANUFACTURING PRACTICE:
A NEW APPROACH FOR THE 215" CENTURY

industry are also evaluated.

This article describes and analyzes the new approach on good manufacturing practice (GMP) derived
from the application of ICH guides Q8, Q9 and Q10. Its practical consequences for the pharmaceutical

Key words: ICH quality guidelines, pharmaceutical quality system, risk management, knowledge

management, continual improvement.

FORMULATION OF A QUESTION
Although pharmaceutical industry is consid-
ered, by its own personnel, but also by the person-
nel working in other industrial branches, as a very
advanced one, supposed to use the most perform-
ing technologies, lately quite a number of experts
have started to express serious doubts about that.
They have underlined the lack of innovation in the
pharmaceutical industry and the very conservative
attitude among its personnel. They have also sug-
gested that this cannot be justified on the account
of the particular characteristics of the pharmaceu-
ticals and of the regulation that applies to them.
This state of mind has led the American FDA to
launch in 2002 an initiative on «GMP for the 21t
century», relying on:
+ Risk management.
+ Politics and standards based on science.
+ Integrated quality systems.
« International cooperation.
« A strong protection of public health.
+ An increased innovation (quality and innova-
tion are related).

REVIEW OF PUBLICATIONS

International cooperation as stated in the ini-
tiative of FDA has been concretized by means of
ICH. This organization publishes guidelines be-
longing to four categories («Guidelines QSEM»):
Q- «Quality»;
+ S — «Stability»;
- E - «Efficacy»;
M- «Multidisciplinary».

In the first of these categories are published the
guidelines which develop the initiative of «GMP
for the 21st century»:

© Nayereh Nikzad, Jordi Botet, Vesal Taghavian, 2012

Q7 — Good manufacturing practice guide for

active pharmaceutical ingredients

+ Q8 — Pharmaceutical development

Q9 — Quality Risk Management

+ Q10 — Pharmaceutical Quality Systems

Q11 — Development and Manufacture of Drug
Substances (chemical entities and biotechno-
logical / biological entities)

Note: Although ICH Q7 guideline preceded the
American initiative, it can be put into the group,
as it develops GMP for active pharmaceutical in-
gredients (APIs) and thus, it contributes to tighten
control on pharmaceuticals.

The proposed changes tend to draw the pharma-
ceutical industry closer, as far as it is reasonable,
to other branches of industry:

+ By allocating resources and taking decisions
related to the level of risk;

+ By increasing the robustness of pharmaceuti-
cals as a result of a scientific design;

+ By developing quality all along the lifecycle;

« By controlling production in real time;

By implementing a pharmaceutical quality
system;

- By managing knowledge;

+ By introducing the concept of continual im-
provement;

+ By proposing the same rules of behavior for
everybody, authorities and industry.

Q7 — «GMP for active pharmaceutical ingredi-
ents»

This guideline has turned into reality the old
desire of extending GMP to starting materials
too. It is true, that by now only APIs are concerned
and that its extension to excipients remains always
very problematic, as often the percentage of these
substances which is used in the pharmaceutical in-
dustry is very low.
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6 founding members, with
vote, representing the
regulatory authorities and

e

the industry based on
research of 3 territories
(USA, Europe and Japan)

International Conference on
Harmonisation of Technical
Requirements for Registration of
Pharmaceuticals for Human Use

ICH was established in 1990 as a joint
project of authorities and industry in order
to improve, by means of harmonization,
the efficacy of the process of development
and of registration of new
pharmaceuticals in the USA, Europe and
Japan. ICH is directed by a “committee”
with the support of “coordinators” and of a
“secretariat”, located in the offices of
IFPMA in Geneva (Switzerland).

A * A
* *
-
. ) meme g JPMA
v.

The MHLW (Ministry of Health, Labour and Welfare)
is responsible of the approval and of the regulation
of pharmaceuticals in Japan, with the technical
support of PMDA (Pharmaceuticals and Medical
Devices Agency) and of NIHS (National Institute of
Health Sciences).

M Pharmaceuticals and Medical Devices Agency, Japan
‘Q\\ National Instinute of Health Sciences

Elpos

— } World Health
¥ Organization
3 observers, without vote I‘I Santo m
Rep‘résentée y
#EEFTA par : SWi mEd]C

Figure 1. Organization of ICH

The contents of this guide are even more updat-
ed than traditional GMP, because it is more recent.

Aspects deserving to be underlined
« It contains indications on the scope of applica-

tion and provides information regarding the
starting point from which GMP have to be ap-
plied to the process of fabrication of the API.

«  Supply chains of starting materials are partic-
ularly prone to globalization. To face this prob-
lem the guide includes a chapter on agents, bro-
kers, traders, distributors, etc.

+ It handles products obtained by culture/fer-
mentation and products for clinical trials too.

Q8 — «Pharmaceutical development»

The goal of pharmaceutical development is con-
ceiving quality products and manufacturing pro-
cesses capable of producing consistently products
with defined characteristics.

This guideline introduces and describes a new
approach in order to obtain products with the in-
tended quality. Exactly as it was said that quality
cannot be analyzed but it should be manufactured,
now it is stated that quality cannot be manufac-
tured if it has not been conceived beforehand.

Aspects deserving to be underlined

« It describes how quality can be designed. Thus,
quality is derived from true knowledge, based
on science, of products and processes.

+ A powerful element in order to conceive quality
products is the determination of their critical
control points and their monitoring in order
to keep them within their acceptance ranges.
Or, if the necessary studies on the interaction
of these critical quality parameters and attrib-
utes are carried out, by the determination of a
design space (DS).

By applying «process analytical technology»

(PAT) it is possible to ensure quality in real

time.

Q9 — «Quality risk management»

This guideline offers a systematical approach
for quality risk management and constitutes
a baseline or reference document to be used inde-
pendently or as a complement for other.

It supplies orientation on the principles and
tools of risk management and to the scopes of ap-
plication as well.

Aspects deserving to be underlined

It describes the process of quality risk manage-
ment.
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(Published in the Federal Register, Vol. 66, No 186, 25 of September, 2001, Pages 49028 -

ICH Q7 (initially it was codified as Q7A)
Good manufacturing practice guide for active pharmaceutical ingredients.
Approved: 10/11/2000.

USA (FDA) Approved: August 2001.
49029).

Europe (EMEA) Approved: November 2000 (CPMP/ICH/4106/00).

Japan (PMDA)

July 2001: Annex 18 to European GMP.
October 2005: Annex 18 becomes Part Il of European GMP.
July 2010: Revision of preface.

JFIEGMP DA KT A >
Approved: 2/11/2001
PMSB Notification N2 1200

Figure 2. History of ICH Q7 guideline

Organisme “

ICH Q8 Q8(R1) Q8 (R2)
Pharmaceutical development Addition of an Includes the initial Q8 (Part I), the annex
Approved: 10/11/2005 annex (Part 11) and also some clarification and the
(13/11/2008) description of the principles of “quality by
design»
USA (FDA) Approved: May 2006 November 2009

(Published in the Federal Register,
Vol. 71, No 98, Monday, May 22,
2006)

Europe (EMEA) Approved: May 2006

Japan (PMDA) BIRIBARICEST 2404 K74~
Approved: 1/9/2006
(PFSB/ELD Notification N°

0901001)

(Published in the Federal Register, Vol. 74,
No 109, Tuesday, June 9, 2009)

June 2009
CHMP/ICH/167068/04

Figure 3. History of ICH Q8 guideline

It provides information on the methodology to

be used in risk management.

+ It enumerates potential applications of quality
risk management.
Q10 — «Pharmaceutical quality system»
This guide describes a modern quality assur-
ance system, complementing GMP. Although it is
based on ISO 9000 systems, it has been specifically
conceived in order to face the particular needs of
the pharmaceutical industry.
Aspects deserving to be underlined
+ It describes both «risk management» and
«knowledge management» as «enablers».

+ It involves senior management and defines its
responsibilities.

+ It considers continual improvement (both of
the system and of its performances).

+ The system proposed by the guideline compris-
es all the lifecycle, from development to the

product discontinuation, across technological
transfer and production.

« It takes into account the management of the
purchase of materials and outsourcing.

Q11 — «Development and manufacture of drug
substances (chemical entities and biotechnologi-
cal / biological entities)»

This is a guideline under development (a draft
was released in 2011) intended to be the equivalent
of Q8 for APIs.

THE PURPOSE OF THE ARTICLE

The implementation of this new approach on
GMP is not an easy task. As in any change there
are many doubts, both regarding interpretation
and application. In order to face this problem ICH
has created a task force (ICH Q-IWG: Quality — Im-
plementation Working Group), in which authorities
and industry cooperate in order to shed light on the
uncertain points and propose practical solutions.
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ICH Q9
Quality Risk Management
(Approved: 9/11/2005)

organisme “

(Published in the Federal Register, Vol. 71, No 106, pages 32105-32106, June 2, 2006)

USA (FDA) June 2006

Europe (EMEA) January 2006
EXT/24235/06
March 2008

(Annex 20 to European GMP)

Japan (PMDA)
1/9/2006

(PFSB/ELD Notification n°® 0901004)

MEY AR PA MBS HA RTA

Figure 4. History of ICH Q9 guideline

e e

ICH Q1o
Pharmaceutical Quality Systems
(Approved : 4/6/2008)

USA (FDA) April 2009

(Published in the Federal Register, Vol. 74, No 66, pages 15990-15991, April 8, 2009)
Europe (EMEA) July 2008

CHMP/ICH/214732/07

(Possibly it will become annex 21 to European GMP)
Japan (PMDA) EHGLGEY AT LT 0L RIA

19/2/2010

(PFSB/ ELD Notification No. 0219-1 & PFSB/ NCD Notification No. 0219-1)

Figure 5. History of ICH Q10 guideline

Let us then analyze the main changes proposed
by these ICH guides:

15t — A new quality paradigm

Quality is developed and monitored using a sci-
entific approach all along the lifecycle of the prod-
uct / process within a quality management system.

The three ICH guidelines, Q8, Q9 and Q10,
should be implemented conjointly in all the stages
of the lifecycle and can be used both by the regula-
tory bodies and by the industry.

A robust pharmaceutical quality system, with
an appropriate risk and knowledge management,
ensures quality during the entire lifecycle.

According to ICH Q8 guideline «quality by
design» (QbD) can be defined as a systematic ap-
proach to development that begins with predefined
objectives and emphasizes product and process un-
derstanding and process control, based on sound
science and quality risk management.

By saying «quality by design» it is emphasized
that quality only exists if the product/process has
been developed in a scientific way, that is, by estab-

lishing and understanding all the factors on which
depends quality. Without that, quality will not ex-
ist, even if there is an increase in monitoring and
analysis. In order to control quality it is necessary
to create it previously.

2" — PDesign space

It is defined as the multidimensional combina-
tion and interaction of input variables (e.g., mate-
rial attributes) and process parameters that have
been demonstrated to provide assurance of quality.
The quality risk management approach will ensure
its robustness (severity, impact on the attribute,
probability of presentation, capacity of detection
of significant variations).

The definition of a design space increases the
flexibility in the production, because within it
there are no changes. Any movement in the de-
sign space and alteration of non critical variables
should be managed by the change management sys-
tem. Only when one goes out from this space there
is really a change requiring a modification of the
authorization.
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Design of
quality

e Scientific understanding of
product / process.

e Determination of critical
variables.

Understanding
of every
variable

Acceptable
ranges for the
variables

e Understanding of the
interactions among
variables.

e Integration of the
variables within a
space where the
quality of the product
is ensured.

Understanding
of process
monitoring

Strategy of control

Strategy of liberation

Understanding
of the approval
and liberation.

Figure 6. The new approach regarding quality assurance

It has to be kept in mind that design space is not
compulsory and it can be substituted by the deter-
mination of the acceptable ranges for the critical
variables.

34 — Control strategy

It can be defined as a planned set of controls,
derived from current product and process under-
standing that assures process performance and
product quality.

Every process and product has its own control
strategy, which can have different outlines: in pro-
cess essays, finish product control, real time re-
lease testing (RTRT).

4" — Liberation strategy

It is a consequence of the control strategy.
When control is based on analysis, the liberation
of the product will be related to the analytical re-
sults. When there is a continuous process monitor-
ing with real time information (such as, e. g. by
means of process analytical technology — PAT) real
time liberation will be possible without final prod-
uct analysis, following the well-known approach of
parametric liberation of sterilized products.

5 — Pharmaceutical quality system

Guideline ICH Q10 proposes a model of phar-
maceutical quality system (PhQS) valid for all the
stages of the life-cycle.

This PhQS can be applied both to APIs and to
pharmaceuticals. It has to be structured and to be
adequate for each stage of the life-cycle. It has to be
adapted to the particular conditions of each com-
pany and to the real situations of every day.

Senior management has to show its commit-
ment with the PhQS:

+ By allocating the necessary resources for the
implementation and maintenance of the sys-
tem.

+ By demonstrating visible support for the sys-
tem.

+ By ensuring connection among the different
functions (quality, development, production,
out-sourcing, engineering, purchase).

+ B participating in the reviews of performance
(of the PhQS, of the processes and of the prod-
ucts).

Although this model of PhQS goes beyond GMP
(whereas the PhQS covers all the stages of the life-
cycle, the scope of application of GMP does not
comprise the development stage, only the manufac-
ture of investigational pharmaceutical products),
the regulatory authorities are not intending to cre-
ate new requirements.

The PhQs possesses two «enablers»:

6" — Risk management

Risk zero does not exist. Consequently every
process has its own amount of risk of not possess-
ing the purported quality. Thus, it is necessary
to study it in order to know its nature and impor-
tance, as this allows for its control and thanks to
the continual improvement it can be reduced.

Risks can be anticipated, prevented and con-
trolled by means of a continuous procedure. The
level of effort, formality and of documentation
should be related to the level of risk.
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Management quality reviews
Definition of responsibilities
Process performance and product quality monitoring system

Change
management
system

Traditional
“corpus”

CAPA Knowledge Risk
system management management
of GMP

Figure 7. The Pharmaceutical Quality System (PhQS)

Figure 8. GMP and the PhQS

[42]

7% — Knowledge management

It can be defined as a systematic approach to
acquiring, analyzing, storing, and disseminating
information related to products, manufacturing
processes and components.

This system handles information valuable for
the company in order to put it at the disposal of
personnel. Without knowledge, risk management
and improvement become impossible.

8t — Continual improvement

While respecting the contents of the registra-
tion file, as new knowledge on the products and
processes is gathered it is possible to improve con-
trol and diminish risk.

All the elements composing the PhQS provide
information which can be used to improve the sys-
tem. Improvement is tightly linked to change man-
agement, which ensures that changes will not have
unwanted consequences.

Continual improvement can derive from:

Management reviews of the PhQS (measure of
the degree of attainment of the quality objectives,

evaluation of the indicators of the effectiveness of
processes, audits, etc.);

Process monitoring;

Process evaluation;

Etc.

9th — Some differences between the approaches
of the USA and Europe

Even if the final result should be the same,
there are some differences of approach between
both sides of the Atlantic:

‘While in the USA this change in approach has
been clearly expressed, in Europe it appears just as
aseries of modifications/additions to existing GMP.

In the USA all these modifications are consid-
ered as elements of the same puzzle, contributing
to the implementation of the new approach. There
is not a European equivalent of «GMP for the 21st
century» and consequently among the personnel of
the pharmaceutical industry the perception of an
important global change remains rather misty.

GMP of the USA, mainly 21 cfr parts 210 and
211, just describe basic requirements and thus re-
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Figure 10. The control strategy of the 21st century

main practically unmodified, whereas FDA guide-
lines, which represent the current point of view of
the agency, develop the GMP for the 21st century.
In Europe GMP covers both aspects in one guide,
which is composed of two general parts and spe-
cialized annexes. This implies that European GMP
is frequently modified.

RESULTS OF RESEARCH AND DISCUSSION

The inconveniences of the classical system of
«quality by analysis» are evident, from both points
of view, logistical (results are only known when the
manufacturing process is finished and this means
that a whole batch can be lost if considered out of
specifications) and technical (are collected samples
true representatives of the batch?). In the system

applied during the second half of the 20th century,
and still in use, which is based on «<manufactured
quality», it is fundamental to develop «the right
procedure» which it then formalized as a SOP and
validated by the verification of a certain number
of batches (usually three). The exact repetition of
the process should ensure of a steady quality. De-
viations are mastered by means of the change man-
agement system and by performing revalidations.
In the beginning of the 21st century the limi-
tations of this model are quite evident. Thus, for
instance, the insufficient knowledge of the prod-
uct neither allows for the assurance of its quality,
even if it has been carefully produced, nor for the
understanding of the real significance of a de-
viation from the SOP. This is why, validation is a
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much debated subject (is it acceptable to extend the
good performance of a limited number of lots to all
the lots which are subsequently manufactured?).
Furthermore, it has to be born in mind that GMP
indicates that to achieve the quality objective reli-
ably there must be a comprehensively designed and
correctly implemented system of Quality Assur-
ance incorporating Good Manufacturing Practice,
Quality Control and Quality Risk Management
(European GMP, chapter 1).

CONCLUSIONS
The initiative of the FDA on «GMPs for the 21st
century» and its development by ICH through its
guidelines Q8, Q9 and Q10 propose a new model
with an increased quality assurance, because:

+  Quality is built and controlled, but also de-
signed (QbD — «quality by design»), and thus,
all the elements influencing quality are well
known;

+  The control on the process is quite real (moni-
toring = continuous validation) and no more a
hypothetic one (prospective validation);

+  The responsibility of senior management is
well established, even in the area of GMP;

« All the stages of the life-cycle of a product are
well linked, and that supposes exchange and
use of knowledge («<knowledge management»);

+  Problems are identified in a proactive way
(CAPA system, evaluation, reviews);

+  Dangers are identified and their respective
risks evaluated and this allows for their con-
trol («risk managements).

It is however evident that in order to obtain the
purported benefits it is necessary:
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+ Use in an effective way an approach based on
science and risk for the quality;
Eliminate useless activities in order to «free»
resources for the useful activities. This is per-
fectly possible in fields of activity such as, for
instance, qualification and validation, quality
control, knowledge management, quality as-
surance, documentation, etc.
All in all it is necessary to act less and think
more = analyze before doing.
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HADJEKRAINAA ITPOU3BOACTBEHHAS ITPARTHKA:

HOBBIH IIOJIXO/1 B TEYEHUE 21-TO CTOJETUS

9Ta cTaThbA ONUCHIBAET ¥ aHAJU3WPYET HOBBIM ITOAXO II0 HaAJeKallleil TpOu3BOACTBEHHOMN

npaktuke (GMP), nmonyuennoii us npunoxenud ICH, Beget Q8, Q9 1 Q10. OtieHeHbl IpaKTH-

YyeCcKue HOCJeCTBUA 9TOI0 IIOAX01a s (DapMaIeBTHUYECKON IPOMBIIILIEHHOCTH.

Karouessie caoBa: ICH nupekTuBa KauecTBa, (hapMalieBTUUeCKasd CUCTeMa KauyecTBa, PUCKU

YIOpaBJIeHUd, YIIPpaBJI€eHue SHAHUAMU, IIOCTOAHHOE yCOBEPIIIe-HCTBOBaHUE.
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