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AHHOTauusa. Ha cerogHAWHUI feHb Hanbosee akTyanbHbIMKU NpobemMammn 34paBoOXPaHeHNs, Kak B
YKpauHe, TaK 1 BO BCEM MUpPe ABNAETCA KaYecTBO, aDMEKTUBHOCTL M 6€30MaCHOCTb JIeKAPCTBEHHbIX
cpegcte (J1C), cneymanbHbIX nuwieBbiX NpoaykTos (CKIM), B cocTaB KOTOPbIX BXOAAT MNULLEBbIe
po6aBkn (MN[). 9To cBA3aHO C HanM4yMeM Ha (apMaueBTUYECKOM PblHKe YKpauHbl OrpOMHOr0
accopTMMeHTa TOProBbIX HanmeHoBaHuii JIC u CUM, B cocTaB KOTopbix BXoAAT N /,. 1o HacTosLLEero
BpeMeHN 60NbLUMHCTBO OTeYeCTBEHHbIX MPEANPUATUIA HE MMeT BO3MOXHOCTU Bbinyckatb JIC u
CW/T B coOTBETCTBMU CO CcTaHgapTamu Hapgnexauwieli npon3BoACcTBeHHONM npakTuku (GMP, «Good
Manufacturing Practice») BBMAY N3HOLIEHHOCTN NPOM3BOACTBEHHOI0 060pyA0BaHNSA, HeAOCTATOUHOW
(hMHaHCOBOW MOMOLLM CO CTOPOHbI rocygapcTea M T.4. Bce 3T npuyMHbl NO3BOAAKT OTHOCUTL
chepy o6opota JIC m CUWN K 30He MNOBLIWEHHOrO puUcKa, W TpebyeT 3aKpensieHNs Ha
rocyjapcTBeHHOM YpPOBHE HOPM KOHTPOASA KayecTBa, 9(M(MeKTUBHOCTM U 6Ge3onacHocTU B
COOTBETCTBMW C MeXAYHapoAHO NpakKTUKOW W 3aKkoHojaTenbcTBOM. Llenb pa6oTbl - MpoBecTu
n3yyeHue opraHusauuoHHoON cTpyKTypbl Kogekca AnumeHtapuyc (Codex Alimentarius) (manee -
Kopgekc) B npouecce o6opota JIC um CIIWN, B cocTaB KOTOpbiXx BX0AAT W[ ©n Ha OCHOBe
thbapmaueBTMYecKoro npaesa. B npouecce wuccnegoBaHWss npoBefeH: 1) aHann3 [elCTBYHOLLErO
(hapmMaueBTUYECKOro  3aKOHOAaTeNbCTBa YKpPauvHbl UM MeXAYHapoAHOro 3aKoHojaTeNbCTBa
OTHOCUTeNbHO o6opoTa JIC u CUWM; 2) usydeHa cuctema W CTpyKTypa pabotbl Kogekca; 3)

paccmoTpeHbl yHKUMn KomutetoB Kogekca; 4) nsydeHa knaccupukaumna N4 s cucteme Kogekca.
KnwoueBble cnoBa: 000pOT; /fleKapCTBEHHble CPeAcTBa; CNeuuanbHble MNULLEBbIE MPOAYKTHI;
nuuwiesble fo6aBku; Kopgekc AnuvMmeHTapuyc; YnpaB/fieHWe MO KOHTPOIO KayecTBa NULLEBLIX
NPOAYKTOB W NeKapcTBeHHbIX npenapatoB (FDA).
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Shapovalov V.V, ZbrozhekS.I., Shapovalov V.V, Shapovalova V.A. The role of the codex
alimentarius in the study of the circulation of the medicines and specialfood products,
containingfood additions based on the pharmaceutical law// CeTeBoii >xypHan «HayuHblii
pesynbTaT». Cepua «MeguunHa n hapmauus». - T.2,Ne2,2016

Abstract. Today, the most urgent healthcare problems both in Ukraine and throughout the world is
the quality, effectiveness and safety of medicines (drugs) and special food products, containing food
additives. This is due to the presence on the pharmaceutical market of Ukraine of vast assortment of
various trade names of the medicines and special food products, containing food additives. Until now,
most domestic companies are not able to produce drugs and special goof products in accordance with
the standards of Good Manufacturing Practice (GMP) due to depreciation of production equipment,
the lack of financial assistance from the state etc. All these reasons make it possible to attribute the
sphere of drug and special food products circulation to the high risk and require consolidation at the
state level of the quality control standards, efficiency and safety in accordance with international
practice and legislation. Purpose of the article is to conduct a study of the organizational structure of
the Codex Alimentarius (hereinafter - the Codex) in the process of drug and special food products
circulation, containing food additions based on the pharmaceutical law. The study carried out: 1) an
analysis of the existing pharmaceutical legislation of Ukraine and international legislation on
circulation of the medicines and special food products; 2) examined the system and the structure of
Codex work; 3) reviewed the functions of Codex Committees; 4) studied food additions classification

in the Codex system.

Keywords: circulation; medicines; special food products; food additions; Codex Alimentarius;

Office for quality control of food and drugs (FDA).

HayuHble wnccnefoBaHuMa mnokasanW, 4To, MO
MHEHU0 BcemupHoii opraHusauum
3gpaBooxpaHeHusa (BO3), CN Hapagy ¢ nuweBbIiMU
npogyktammn (MN), HaTypanbHbIMW TrEeHETUYECKU
MoaugpuunpoBaHHbiMK npogyktamu (FMW), a Takxe
HaTypanibHbIMW  npogykTamu  (HW)  3agaHHOro
XVMMNYECKOro cocTaBa ABNAIOTCA OCHOBHbIM
NnuLLeBbIM paynoHoM ans nwpei [13].

Tak onpegeneHo, 4to nepsyw B mupe CUN Ha
OCHOBe JlIOLEepHbl, BOAAHOr0 Kpecca, BUTAMUHOB W
MWHepanoB paspaboTan B 1941 r. (aMepuKaHCKUiA
XUMUK) Kapn PeHb6opr [5, 6]. OaHHble
CBUAETENbCTBYWOT 0O TOM, 4T0 o060poT CUN
npuHumatT 40,0-50,0% eBponeliyeB, 6onee 50,0%
amepukaHueB n okono 80,0% anoHues[5, 6].

Bnepsble B CWA nepsas nonbITKa
oTperynnpoBaTb pblHOK CUIW 6bina npeanpuHaTa B
1985 r.,, korga B defepanbHOM areHTCTBe Mo
YnpaBneHWto N0 KOHTPONIO KayecTBa MULLEBBIX
NPOLYKTOB U JleKapCTBeHHbIX npenapatos (Food and
Drug Administration - pganee FDA) 6bin
paspaboTaHbl Tpe6oBaHWA K NPOAYKTaAM MUTaHMUS,
«MOTEHUMaNbHO CNOCOOHBIM B/NATL Ha 300POBbE.

No onpepgeneHnio FDA CUW 3TO NpPOAYKT,
npefjHasHayeHHbIn  ANS  noggepXaHus  QYyHKUWNA
opraHu3ma, HO He A1 NPOMUIAKTUKU, ANArHOCTUKW,
neyeHnsa 6onesHein mnm ocnabneHns UX CUMNTOMOB
[18-23].

B 1989 r. KoHrpecc CLUA npuHAan akt o
MapKMpoBKe cnnm Ha 0CHOBaHuUK HayuHo
NOATBEPXKAEHHOro 3aknw4veHna FDA o Hannyuu B
HUX MUTaATE/IbHbIX BELWECTB, BANAIOLWNX Ha 340P0OBbe
yenoBeka. B 1992 r. B pamkax FDA ¢ uenbto c6opa u
aHanmsa wuWH@opmauun o CUW 6blN0  co3gaHo

«TBOS NULa fONXKHA CTaThb

TBOWM NEKapCTBOM, a He TO 1eKapCTBO

CTaHeT TBOeil nuLen»

Bpad, mnocod, nucatens Mmnnokpar

cneuynanbHoe nogpasgeneHune Office of Specials

Nutritionals (OSN).

Mo oueHkam FDA, 6onee 60 M/AH. aMepuKaHLEeB

He MoryT obxognTbCA 6es MOCTOAHHOIO

ynotpe6bneHnsa CWIM. B [peHeXHOM 3KBUBaNeHTe

pblHOK CW B CLUA oueHuBaeTtca B 14 mapg. gonn.,

4TO cocTaBnseT okoso 16,0% oT obuwmMXx 3aTpaT Ha

JIC. ExerogHblii npupocT npousBogctea CUN B
CLWA pgocturaet okono 20,0% [18-23].

Heobxognmo OTMETUTb, uTo 6asy
OpraHu3auMoHHOW W  (QYHKLMOHaNbHOW CTPYKTYpbI
FDA COCTaBNAIOT: 1) aAMUHNCTPATUBHbIN;

2) HayudHblii; 3) perynAToOpHbIA  OTAenbl  Moj
PYKOBOACTBOM Komuccapnata  (Office of the
Commissioner) 1 6 nponnbHbIX LLeHTPOB, Kaxabiil 13
KOTOPbIX MMEeeT CBOI, CTPOro perfiaMmeHTUpPoBaHHY0
30Hy OTBETCTBEHHOCTW, a Takxe dapmMakKoHaa3op
(MedWatch), dapmakoneiiHaa KoHBeHuus (USP) wu
MomeonaTuyeckas thapmakoneriHas KoHBeHL A
(HPUS) [9, 17].

Hanpumep, pelwleHue 3afay, HenocpefCTBEHHO
CBA3AHHbIX C 9KCNEePTU30A W pPeryampoBaHuem
o6opoTa JZIC Ha Tepputopun CLUA, BO3/0XEHO Ha
LeHTp no oueHke n wunsydeHuw JICW (Center for
Drug Evaluation and Research - CDER).

Takxe B cTpykTypy FDA (co wTaTtoM OKOJ0
1800) BkAtYeHbl: 1) LLeHTp No oueHKe M U3NYy4YeHUIO
JIC "DER) u 6uonornyeckux npenapatos “"BER),
2) LleHTp MeAMUMHCKMX NpubopoB W pagmonorum
(CDRH), 3) LUeHTp no 6e30MacHOCTU MULLEBBIX
NPOLYKTOB W TMpakKTU4yecKMMm Bonpocam nuTaHusAa
(CFSAN), 4) LeHTp BeTepMHapHOW MefULUHBI
(CYM), 5) HauunoHanbHbIN LeHTp
TOKCUKOOTMYECKUX nccnefoBaHui (NCTR);
6) LleHTp Taba4yHoh npogykuun (CTP) [3, 9, 17-23].
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HAYUHbI W
PE3Y/IbTAT

B 60nbwnHCTBe pasBUTbIX cTpaH EBponbl, B
CWA u 4AnoHMM OCHOBHBLIMW Hanpas/IeHUAMU
[eATeNbHOCTM pPerynsAToOpHbIX OpraHoB B cdepe
o6opoTta JZIC u CIM gasndawTca MexayHapoiHble
ctaHfapTbl Ha MMM Kopekca AnuMmeHTapuyc (narT.
Codex Alimentarius - «MuuieBoin Kogekc»).

Kogekc - 370 peecTp «lMnLLEBbIX MEXAYHAPOAHbIX
CTaHLapTOB», MPUHATbIA MeXayHapoaHo Komumccuen
MpoaoBONLCTBEHHOWA " CeNbCKOX035IACTBEHHOM
opraHmsaumein OpraHusaumy 06befMHEHHbIX HauuWii
(nanee - ®PAO npum OOH). B crtaHgapTbl Kopgekca
BK/IH0YEHbI OCHOBHbIle nr (o6paboTaHHble 7
HeobpaboTaHHble nonyhabpukarsl) [5, 6].

Komunccuma no Kopgekcy 6blna cosgaHa B 1963 T.

Alimentarius Austriacus (Tak Ha3blBa/nocb cobpaHue
cTaHAapToB " onucaHnii MHOXecTBa nmn,
paspaboTaHHoe B ABCTpO-BeHrepckoit mmnepuun B
nepuog ¢ 1897 no 1911 rr.).

Mo3xe, B nepuog ¢ 1954 no 1958 rr., ABcTpusa
yxe aKTUBHO crnoco6cTBOBAaNa co3gaHunto
permoHanbHOro  eBPOMeNiCcKoro  KofAekca, Codex
Alimentarius Europaeus. VmeHHO coBeT no Codex
Alimentarius Europaeus B 1961 r. npuHAN pesonoyuto,
npegnarawLLyo B3ATb pa3paboTaHHble UM CTaHAapThl
Ha BoopyxeHune B8 PAO npn OOH n BO3.

Ha nepuopg 2012 r. B cocTaB KOMWUCCUWN BXOAUT
186 cTpaH u cTpaHbl EBponeiickoro cot3a (EC). B
cTaTtyce Habnwpatenein Kopgekca 215 opraHusauywuii

nop BNVSAHNEM thapmaLeBTMYeCKO
NMPOMbILIIEHHOCTU, BO WCMOJIHEHWE Pe30NoLNii,
npuHATBIX B 1961 r. Ha OfWUHHajuaToli ceccumn
KoHpepeHunn ®AO npm OOH u Ha wecTHaguaTomn
accambnee BO3.

OfHaKo ucTopmyeckue KopHuW HasBaHua Codex
Alimentarius npocnexusatoTca B cnose Codex

(MeXXnpaBUTeNbCTBEHHbIX, HEMPAaBUTENbCTBEHHbIX U
opraHos OOH).

CnepyeT oTMeTUTb, 4To Kogekc nyb6nmKyeTcs Ha
aHrAnICcKoM, (pPaHLy3CKOM, WCMNaHCKOM, PYCCKOM,
apabckoM, KuTalickom f3blkax. [lanee paccMOTpuUM
cxemy pabotbl Kogekca (puc. 1) [5, 6, 11].

Ctpyktypa Kogekc AnumeHTapuyc (Codex Alimentarius)

Paboumne rpynneol

WcnonHuTenbHblih KomuteT Komuccumn Kogeke
AnumeHTapuyc (CCEXEC)

Komuccusa Kogekc AnnmeHtapuyc CAC

I. KomuteT Kogekca no Il. Komutet Kopekca no ll. Komwutetr Kopekca no cucremam

nuuieBbiM gob6aBKam rMrneHe NULLEBbIX KOHTPONA U CepTVI(*)VIKaLI,VIVI mMnopTa n

(CCFA) NpoayKkToB(CCFH) aKcnopTa MULLEBbIX NPOAYyKTOB
(CCFICS)

IV. Komwuter Kopgekca mno

MapKM1pOBKe NLLEBbIX V. Komutetr Kopekca no nuTaHWO W npoayktam Ans

npoaykToB (CCFL) cneynansHoro anetnyeckoro nutaHua (CCNFSDU

VI. Komutet Ko,quca Mo OCTaTKaM BETEPUHAPHbIX NEKAPCTBEHHbIX NMpenapaTtoB B MULEBbLIX NMPOAYKTax
(CCRVDF)

Puc. 1. Cxema paboTbl Kogekca oTHocuTenbHo o6opoTa JIC 1 CIMM, B cocTaB KOTOpbIX BXoaAT M4
Fig. 1L The scheme of the Codex with respect to the turnover of medicines and special foods, which contain food additives

Kak nokasanu pesynbTaTbl WCCNE[0BaHUA, B BnmxHero BocTtoka, CeBepHoli Amepuku, HOro-

paboune rpynnbl  Kojekca BX0AAT:  KOMMWUCCUS, 3anagHoii yactu Tuxoro OkeaHa). CnefyeT OTMeTUTb,
ncnonHuTenbHbln Komnuter Komuccum Kopgekca. B YTO B COCTaB WCMOJIHUTE/IBHONO KOMWTETA HE MOXET
cocTaB NCMONTHUTENBHOTO KomMuTeTa BXOAAT: BXOAMTb 60nee OAHOro fenerata OT OAHOM CTpaHbl
npegcefarens, 3amMecTuTeNb npeacefarens, [5, 6, 11].

KOOpPAMHATOPbI, a TakXe u4eHbl Komuccun (M3 [Nanee Ha puc 2. paccMoTpum QyHKumn VI
reorpauyecknx 3o0H: Adpuku, Asuu, EBsponsbl, Komutetos Kogekca.

JlaTuHcKo AmMepukun n cTpaH Kapubeckoro bacceiiHa,
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OCHOBHbIE ®YHKL /N KOMUWTETOB

l. Kogekc no nuuiesbiM fjo6aBkam

1) ycTaHOBNEHWE WAW YTBEPXAeHWe MpeAefbHO LONYCTUMbIX KOHLUEHTpauuii OTHOCMTENIbHO
nHansmngyanoHbix NA;

2) MOAroTOBKa CMNWCKOB MPUOPUTETHbIX W[ AN TOKCUMKONOTMYEeCKON OueHKM O6BbeAuHEHHbIM
Komutetom akcneptos ®AO npn OOH n BO3;

3) onpegeneHne MyHKLMOHANbHbBIX KaccoB Ana oTAenbHbIX N,

Il. Kofekc no rurneHe nuLLeBbIX NPOAYKTOB

n r

1) NOAroToBKa NPOEKTOB 6a30BbIX MOIOXKEHWIA NO TMrMeHe, NPUMeHseMbIX KO Bcem U;

2) aHanus, U3MeHeHWe U NOATBEPXAEHMNE NONOXEHUI MO TUTUEHE;

3) paccmoTpeHMne, M3MeHeHMe 1 NOATBEPXAEHME MOMOXKEHNIA MO TMIMeHe COAePXKaLLMXCA B HOpPMax
N rnpaBuniax, 3a MWCK/IKOYEHUEM cfyyaeB, Korfja Komuccus npuHMMaeT WHOEe pelleHue, WUn
NnoAroToBKa MPOEKTOB MOMIOXKEHWWA MO FUrueHe, NPUMEHUMbIX K KOHKpeTHbIM VW nan rpynnam
He3aBMCUMO OT TOr0, BXOAAT /I OHU B KPYT BefeHnsa KomuTteTa Kofiekca No ToBapaM W/n HeT;

4) paccMOTpPeHMe KOHKPeTHbIX CBA3AHHbIX C TMTMeHOM npo6aeM no nopyyeHuio Komucenu;

5) NOAroToBKa NpegsioXXeHnii N BbIGOP NPUOPUTETHBLIX Hamnpas/fieHWA, MO KOTOPbIM HEO6XO0AUMO
MPOBECTM MUKPOOMONOrMYECKYO OLEHKY puUCKa Ha MexX/yHapoAHOM YpPOBHe, TMOAroToBKa
BOMPOCOB CreLnanucTam no oLeHKe pUcKa;

6) paccMOTpeHne BOMPOCOB MO YNpaB/ieHUI0 MUKPOBMOTOTNYECKOr0 pUcKa B 061acTn rurneHsl NN,
BK/OUasa o6nyyeHue M B cBA3M ¢ oueHkoi pucka PAO npu OOH n BO3.

ll. KogeKc no cucTemam KOHTPOMA 1 cepTudukalum uMnopTa 1 akcnopTa
MWLLLEBbIX NPOAYKTOB

1) pa3paboTKa NPUHLMUNOB N MeTOLMYECKMX YKaszaHWUW 1A CUCTEM KOHTPOASA U cepTUdMKauum
nmnopTa u akcnopTa MW B Lensix rapmoHu3aunum MeTogoB M NpoLesyp, rapaHTUPYHOLWNX 3aWmnTy
3[0p0OBbA NpaB NoTpeduTeNei;

2) pas3paboTka NPUHUMNOB M MeTOAMYECKUX yKa3aHWN MO MPUMEHEHWUIO Mep KOMMETEHTHbIMU
opraHamuy 3KCNOPTUPYOLWNX U UMAOPTUPYIOWMUX CTPaH B uUenax obecrneyeHns, rapaHTuii Toro,
4yTo NIV cooTBeTCTBYET Tpe6OBaHMAM MO 3aliUTE 340POBbS;

3) paspaboTka MeTOAMYECKMX YyKasaHWi Mo WUCMNONb30BAHWIO, NPW Heo6XO4MMOCTU, CUCTEM
obecrneyeHna  KayecTBa, rapaHTupylwWwmx, 4to W CcOOTBETCTBYOT NpefbsaBASeMbIM
TpeboBaHMAM, a TakXXe COLelicTBOBaTb MPWU3HAHUIO 3TUX CUCTEM [f7S YNPOLLeHUS TOProBau
NpoA0BONLCTBEHHbLIMW TOBapaMu B paMKax JBYCTOPOHHUX (MHOFOCTOPOHHUX) COFMaLleHNiA;

4) paspaboTKa MeTOAMYECKUX YKa3aHWii N KpUTepreB B OTHOLWEHMW dopmaTta, Aeknapaunin un
A3blKa 0hnLManbHbIX CEPTUHMKATOB, KOTOPbIE MOTYT NOTPeboBaTbCA CTpaHaM;

5) nogroToBKa peKomeHjauuii no MHOOPMaLMOHHOMY 06MeHY B OTHOLUEHUM KOHTPOAS MmnopTa
(akcnopTa) NA.

Al
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IV. Kogekc no MmapKupoBKe NuLLEBbLIX NPOAYKT OB

n

1) NoAroToBKa NPOEKTOB MO/IOXEHUI MO MapKUPOBKe, MPUMeHsieMblX KO Bcem IMTIT;
2) paccMoTpeHuWe, U3MEHeEHWE W MOATBEPXAEHWe MPOEKTOB CchneuuManbHbIX MOMOXEHUA MO
MapKWpPOBKe, MOATOTOB/EHHbIX B MPOEKTax CTaHAAapTOB, HOPM, a TaK >e MeTOAMYECKMUX

yKasaHuii;

3) n3yuyeHue crneynanbHbIX NPo6JeM 0OTHOCUTENIbHO MapkupoBkm M.

V. Ko,quc no NUTaHNw N NpoaAykKTam An4 cneynasbHOro
AneTn4yecKoro nnTaHus

1) N3yHeHNE KOHKPETHbLIX NMNLWEBBbIX np06neM, a TakK>XXe noarotoBkKa peKOMEH,qaLI,VIVI no o6wmm

BOoMmpocamM nNMTaHuA,

2) NoAroToBKa NPOEKTOB 06 UX MOMOXEHUN MO acnekTam NUTaHKA, Kacarowumcsa scex MM;
3) pa3paboTKka cTaHAAapTOB, MeTOLMYECKMUX YKaszaHWi, TekcToB no MM gna cneunanbHOro
NUTaHUA, NPN HEO6XOAMMOCTM, COBMECTHO C Apyrummn Komutetamu;

4) paccMOTpeHUe, U3MEHeHUWe, YTBepXJeHUe

MOMOXEHUN no acneKkTtam nMnTaHnA,

npegnaraemMbiX 4719 BKNIOYEHUA B CTaH4apTbl, MeTogM4YecKue ykaszaHna Kogekca.

VI. Kopekc no octaTkaM BeTepUHAPHbIX NEKAPCTBEHHbIX NpenapaTos
B MULLEBbLIX NPOAYKTaX

1) onpegeneHne MNpPUOPUTETOB paboTbl MO
NeKapcTBeHHbIX npenapaTtoB B MT;

pPpacCMOTpPEHNIO 0CTaTKOB BETEPMHAPHbLIX

2) pa3paboTKa peKOMeHaL Wi Mo NpeaesbHO AONYCTUMbIM KOHLEHTPALMUSAM TaKUX BELLECTB;
3) paccMoTpeHWe MeTOAOB aHanusa u otT6opa Npo6 AN onpejesieHUs 0CTaTKOB BETEPUHAPHbIX

NeKapcTBeHHbIX npenapatosB B INI1.

Puc. 2. OcHoBHble (pyHKLUMM KomuTeToB Kofekca
Fig. 2. The main functions of Codex Committees

PesynbTaTbl uccnefoBaHuMa  nokasanu, 41O
cpefHee Konuyectso N[, KoTOpble MUCMO/L3YIOTCA B
nuuwieBoii, GapmaLeBTUYEeCKON MPOMbILLIEHHOCTH
6oNbWKMHCTBA  CTpaH Mupa, pocturaert 500
HanmeHoBaHuii: ¢ B CLUA npeBbiwaetr 1500; ¢ B
cTpaHax EC - 1200; ¢ B Poccuinickoih degepayun -
415; ¢ B ®PI - 350; ¢ B YKpauHe - 221.
JononHntensHo B cTpaHax EC  paspeweHo
NPUMeEHATbL B NULWEBOM npomn3BojcTBe 6onee 400
apomaTmn3aTopoB, yCUANTeNeid BKyca n apomara.

OnpefieneHo, 4YTO0 B COCTaB JleKApPCTBEHHbIX
cpeacts (JIC) Bxogat MM (kpacuTenu, amynbratopsbl,
ctabununsatopbl n 1.4.) [1, 15, 16].

B tabnuue 1 npegctaB/ieH nepevyeHb Hawmbonee
4acTo npumeHaemblx MJ, KoTopble BXOAAT B COCTaB
J1C. [JaHHble uccnefoBaHuns, Nofy4YeHsbl Ha
OCHOBaHUW aHanusa coctaBa JIC, yKasaHHOro B
WHCTPYKUUAX 418 UX NPUMEHEHUA.
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Tabnuusa 1

MepeyeHb caMbliX pacnpocTpaHeHHbIX M, NpuMeHsieMblx Npu npounssoacTee JIC

Table 1

List of the most common foods, drugs used in the manufacture

:‘;’:_I MNHpekc E HassaHue nHaekca E
1 E 171 Anokcug TmtaHa
2 E460 MMKpOI;(l;ngagﬁvaiECKaﬂ
3 E553b Tanbk
4 E572 MarHuna cteapar

Cnefyetr OTMETUTb, YTO TnMepe4vunucneHHble JIC
(Tabn. 1), ucnonb3yTCA MPU JIEYEHUN XKENY[OYHO-
KVWLWEeYHOro TpaKTa, OpraHoB [AbIXaHUA, a Takxe
CepAeyYHO-coCcyfuCTbIX 3abonesaHnii [4, 8, 12].

HassaHue JIC

«pepykTtan», «ApudoH», «JnosaH», «KopuH-

thappeTapsy», «CUHYNPeT», «MUPaMUCTUHY», «Y TbTOM»

«KopuHhappeTapg», «Hebnnet», «OTPUBUH»,
«KOHTPOIOK»
«MpepykTan», «AputoH», «AnosaH»,

«KopuHappeTaps», «CUHYNpPeT», «KOHTPOTOK»,

«PeHHU», «YNnbTon»

«TaHTym», «KopuHhappeTapa»

Mpogonxas nccnefoBaHums,
nosuuum apmaLeBTUUYeCKOro mnpaBa MpejsioxkeHa
Knaccugpukaumsa nuwesblx npogyktos (MAN), B
COCTaB KOTOpbIX BXOAAT nuuieBble gobasku (MNA4) B
YKpauHe (puc. 3).

aBTopamu C

Puc. 3. Knaccngpumkauunsa MW B YkpanHe
Fig.3. Classification of food products in Ukraine

YcTaHOBMEeHO, 4TO Komwuccueid no Kogekcy
npefnoxeHa cxema uugpoBo kogndpukauum NI c
6ykBoini «E» (oT cnosa EBpoma wnam OT aHrn. -
Eatable), kak MexjyHapogHas uugppoBas cucTemMa
Kognpukaumm NA. Kaxgon N[ npuceoeH Tpex muam
YeTblpex3HayHbIi Koj (B EBpone c npegbliayLiei

O6ykBOoil «E»). Kofgbl MCNONb3ylTCSA B cOYeTaHUM ¢
HasBaHUAMU (YHKUWOHANbHbIX K/1accoB, a TaKxe
obecneunBawT rpynnupoBKu na no
TeXHONOrnMyecknM npusHakam (tabn. 2) [7].
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Tabnnua 2

Knaccndmkauna MM 8 cucteme Codex Alimentarius

Ne
n/n NHpeke E Mpynnei N4
1 E100-E182 Kpacutenu
5 E 200-E299 KoHcepBaHThl,
AHTUOKUCIUTENN
3. E 300-E399 AHTUOKCULAHTbI
4. E 400-E499 Crabunusatopbl
5. E 500-E599 OMybratopbl
6 E 600-E699 Yceunutenu Bkyca v
apomMara
7. E 700-E799 AHTUONOTUKN
8. E 800 -E 899 3anacHble NHAEKCbI
9. E 900-E999 MeHoracutenu
10. E 1000-1399 ®depMeHTHbIe npenapaThbl
1 E 1400-1599 MogudnunpoBaHHble

KpaxmMasibl

M3 paHHbIX Tabn. 2 BUAHO, YTO acCOPTUMEHT
nAa coctont us 11 rpynn: 1 rpynna - kpacutenu (E
100-E182); 2 rpynna - KOHCepBaHTHlI,
aHTuokucnutenu (E 200-E299); 3 rpynna -
aHTUOKCUAAHTbI (E 300-E399); 4 rpynna -
ctabunusatopsl (E 400-E499); 5 rpynna -
amynbratopbl (E 500-E599); 6 rpynna- ycunuTenu
Bkyca un apomarta (E 600-E699); 7 rpynna -
aHTnouotukm (E 700-E799); 8 rpynna - 3anacHble
nHaekcbl (E 800-E899); 9 rpynna - neHoracuTenwu
(E 900-E999); 10 rpynna - ¢epMeHTHbIe npenaparbl
(E 1000-1399); 11 rpynna - MoAUMUUUPOBaHHbIE
Kpaxmanbl (E 1400-1599).

Cnefyetr OTMeTUTb, 4TO Yactb [1[ moryrT,
06befiMHAETCA B rpynnbl U BbIMNOJHATL HECKOJIbKO
(DYHKUWNI OLHOBPEMEHHO, HANPUMep, aMy/braTopbl K
ctabunusatopbl, cTabunusaTopbl W 3arycTuTenu,
MoauUUMpPOBaHHbIE BUAbI Kpaxmana (3aryctuTtenu,
cTabunmnsaTopbl, aMynbLraTophbl).

OfHako cnepyert y4ecTb cobnogeHmne
TpeboBaHuii npn npumeHeHnn CIM y fgeTei paHHero
Bo3pacta (o1 1 pgo 3 net). CIIM He [O/MKHBI
cofepxaTb KOHCEpPBaHThI, apomaTtusaTopbl,
cTabunnsatopbl, 6MONOTNYECKUN aKTUBHbIE BELLECTBa,
3anpelleHHble K MPUMEHeHUIO y fAeTeil go 3 ner.
PaboTHUKN CaHUTApPHO-3MNAEMMNOIOTNYECKON
CNyX6bl He JO/DKHbI JONycKaTb peanv3auuio yepes
cneynann3MpoBaHHble  MarasuHbl W anTeyHble
yupexgeHuna CIIIM ¢ ncrtekKwWuMm CPOKOM TFOAHOCTMU,
npu OTCYTCTBUM TUTUEHNYECKOTO 3aK/I0YEeHUA.

Mo pe3ynbTatam Hawux onpocoB cpegnm 57
Yy4YeHUKOB (B Bo3pacTe OT 6 0 12 neT) ycTaHOB/EHO,
yto 50,0% Yy4YeHUKOB «BpPeMsA OT BpPEMEHU»

Table 2

HasHaueHune E

YcunmBatoT WM BOCCTAHABAMBAKOT eCTECTBEHHbIW LBET NPOoAyKTa
MpogneBalT CPOK XpaHeHNS NPOLYKTOB, 3alUuLas nx ot
MUKpPOOOB, rpnbos, 6akTepuodaros. CTepnan3aLMoHHbIe
XMMUYeckre fo6aBKM ANS NpPeKpaLLeHns npouecca Bbi3peBaHUs
BVH, [e3VH(EKTaHTbI

3almwaoT NPoayKT OT OKUC/IeHNS

CT1abnnm3aTopbl COXPaHAIOT JOCTUTHYTYHO KOHCUCTEHLMIO.
3aryctuTeny noBbILIAT BA3KOCTb MPOAyKTa

Co3pgaloT 04HOPOAHYIO CMecb (ha3, He CMeLUMBAIOTCS, Hanpumep,
BOAbI 1 Macna

YcununsaroT BKYC 1 apomat

MomorarT XpaHUTb NKLLEBbIE NPOAYKTHI B 2-3 pasa 6o/bLue

MpenATCTBYIOT WM YMEHbLUIAIOT 06pa3OBaHI/IE MeHbI

3aryctutenu, amMmybraTopbl ¥ cTabunnsaTopsbl

ynoTpebNAlT rasvMpoBaHHble HaNWTKW, Hanpumep,
«Koka-kony», «®aHTy», 3HEpreTuyeckme HanuTKu,
numoHag v T.4. (ganee - HanUTKKW), @ NOCTOSAHHO -
9,0%. OnpeaeneHHo, 4To C KaXaol JONO/THUTETIbHON
6aHkoi (0,3 nuTpa) HanuTKa B AeHb PUCK 3a60/1eTb
0XXMpeHue Bo3pacTaeT OoT 6 o 12 netr B 1,6 pas, a
ecinm nuTb 2 AWTpa HanuTkKa B [eHb, TO PUCK
yBennuneaetca 6osee Yem B TpU pasa.

WccnegoBaHnsa nokasanu, 4To B cocTtaB «Koka-
Konbl» Bxogut: 1) E150d (kpacutenb - Caramel IV -
ammonian process); 2) E211 (KOHCepBaHT,
aHTUokucnutens - Sodium Benzoate C6H5COONe
(6eHsoHaT HaTpwusa)); 3) E330 (aHTMoKcmpaHT - Gtric
acid C6H807 (numoHHas KwucnoTa)); 4) E338
(aHTUokcnpgaHt -  Orthophosphoric acid H3PO4
(opTothochopHast kncnoTa)); 5) E950 (neHoracuTesb -
Auecynbam K); 6) E951 (neHoracuTenb - AcrnapTam);
7) E952 (neHoracuTenb - LiuknamoBas KucnoTta v ee
HaTpueBas, Kanuesas, Kanbunesas COMb);
8) rasmpoBaHHas Boja.

Taknm o6pasom, ynoTpebneHue HanNWTKOB
NPUBOAUT K OXMWPEHMWIO, KaMHAM B MNOYKax, 4To
MOXeT Mocrnoco6cTBOBaTb  YBE/IMYEHWIO  puUCKa
pasBuTnA 3aboneBaHuin noyex. Takxe He
peKoMeHAyeTCcA NUTb HAMUTKWU Nnuam, cTpajatoLmm
3a60n1eBaHNAMMN HKeNyAOUYHO-KMLIEYHOro TpakTa, B
YacTHOCTWU, OCTPbIM W XPOHWUYECKWM racTpuToMm, B
TOM 4uc/ie W COMPOBOXAAKLWWUMCA MOBbILEHHOWN
KeNnyao4yHol  ceKpeuwen, A3BEHHOW  60M1e3HbIO
Xenyaka n LBeHaALaTUNepcTHOWN KULLIKMW,
HapyweHUsaMn €O  CTOPOHblI  XXEeI4eBblBOAALLUX
nyTei, 3aboneBaHMAMWN MNOAXKENYLOUYHON Xenesbl K
OPYTMMN NaToNOrMYECKMMN NpoLeccamu.
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HAYUHbI W
PE3Y/IbTAT

B HacTofAwee BpeMsa B YKpauHe MNpofosixaercs
npotecc pedopmupoBaHuns opraHos "
MMnaeMeHTaLMn 3akoHogaTenbHOlW 6asbl B cdepe
o6opoTta CV [10, 14, 24]. B cBS3U C 3TUM, BO3HUK
WHTEpPeC M3YyUYUTb OCHOBHYO HOPMaTUBHO-NPaBOBYIO
6asy wun [OwupektuBbl EC, KoTOopble PperynmpytoT
nopsagok ob6opota CVIN B YKpanHe, B COOTBETCTBUN
c Kogekcom [5, 6, 11]. YcTaHOB/EH
TepMuHonormyeckuii annapat (B cT. 1 «TepMUHbl ©
Mx onpegeneHus») Kk CUIM oTHocAT aueTtunyeckue,
03/l0pOBUTENbHbIE, NPOPUNAKTUYECKME MNULLEBble
NPOAYKTbI, MPOAYKTbI [ETCKOro MNuUTaHWA, a Takxe
nnuTaHue Ana cnopTcMeHos [2].

B YkpauHe B 1998 r. 6blna co3gaHa
HauwnoHanbHaa komuccma no Kogekcy (ganee
HaunoHanbHaa Komuccua), KoTopas YyTBepXfeHa
noctaHoBseHnem KabuHeTta MWUHUCTPOB YKpaunHbI
(KMY) Nel1l69 ot 16.02. 1998 r. «O co3gaHuu
HaunoHanbHOW KOMMUCCMM YKpauHbl N0 060poTy
nuuesbix nNpogykToB Kopjekca AnvMeHTapuycr.
ChopmumpoBaHHas HauwnoHanbHas KoMuccunsa
[ecTByeT Ha OCHOBAHWMW CMegylLWwmnx HOpMaTUBHO-
npaBoOBbIX AOKYMeHTOB: 1) cT. 8 3akoHa YKpauHbI
«O 6e30MacHOCTU N Ka4yecTBe MULLEBbLIX NPOAYKTOB»
(Ne771 / 97-BP o1 23.12.1997, B pegakuum 3akoHa
Ne 2809-1V (2809-15) oT 06.09.2005 r.);
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2) noctaHoBneHns KMY Ne 903 ot 03.07.2006 r.
«Bonpocbl HauuoHanbHOW KOMUCCMUN YKpauHbl MO
Kopekcy AMMEHTapuyc».

Bosrnaesnsaer HaunoHanbHyto KOMUCCULo
npegcefatenb, KOTOPbI/ HasHavyaeTca Ha JO/DKHOCTb
" ocBoboxjaeTcs oT LOMIXHOCTHN KMY.
MepcoHanbHbIli cocTaB HaunoHanbHOW KoMWCCUM
yTBepXpaaeT ee npegcegatens. B coctaB Komuccun
BXOAAT Bejyuwime cneumanucTbl Hay4dHbIX, Hay4yHoO-
ncecnefoBaTeNnbCKNX n apyrux yUupexnaeHui,
npegnpuaTuini -~ opraHusauuii, npegcTaBuTeNu
LeHTpasbHbIX OPraHoB WCMO/IHUTENbHOW BAacTU No
BOMpoOcCaM 34paBOO0XpPaHeHMs, arpapHo MNOAMTUKMW,
TEXHUYECKOro peryaMpoBaHus M noTpebuTenbCKOWN
NOMNTUKWN, 3KOHOMUKMN.

HauwoHanbHaa Komuccua AN BbINONHEHUSA
BO3/IOKEHHbIX Ha Hee 3ajay ob6pasyeT MOCTOAHHO
JecTBYOLWME KOMUTETbI W BpeMeHHble pabouyne
rpynnsl M0  COOTBETCTBYKLW MM  HanpasieHUAM
LeATenbHOCTWN, pernaMeHT W MNepcoHaNbHbIN cOCTaB
KOTOPbIX YyTBepXfaeT npejcefaTtens. B cBow
ouepefb npejcefaTeNlb OCYLLECTBAAET PYKOBOACTBO
n opraHmsyet paboty Komwuccum, a Takxke HeceT
OTBETCTBEHHOCTb 3a BbIMO/IHEHME BO3/I0XKEHHbIX Ha
Hee 3agau (puc. 4).

MNpaBa HaunoHanbHON KoMMUcCUn

MpunenekaTb
CneynanncToB LeHTpanbHbIX U
MeCTHbIX opraHos
NCMOMHUTENbHOM BnacTu,

NpesnpusaTUi, YUYPEeXAeHURn un
opraHusauuii, a Takxe BefyLLux
CneunanncToB, y4YeHblX, B TOM
yuncne 3apy6exHbIX
npeacTaBuTenel

MonyyaTb OT LiEHTPa/IbHbIX U MECTHBIX OPraHOB
UCMONTHUTE/bHOW BAACTW MH(POPMALIMIO, AOKYMEHTbI 1
marepuansl, He06X0AMUMbIE /151 BbINO/HEHNS
BO3/I0)KEHHbIX HA HaLMOHaNbHYI0 KOMUCCUIO 3afau

Puc. 4. NpaBa HauvoHanbHOW Komuccum
Fig. 4. Rights National Commission

OcHOBHOW ¢opmoii paboTbl HauunoHanbHOM’
KoMuccumn ABNAOTCA 3acefaHug, KOTOpble
npoBoAsATCA N0 Mepe HEOGXOAMMOCTMU, HO He pexe
OfHOTO0 pasa B KeapTaa. 3acefaHue cuyuTaeTcs
npaBoMOYHbIM, €CAW  Ha HEM  MNpUCYTCTByeT

6O/MbLWWHCTBO ee 4/eHOB. PelleHWs MNpUHUMMalOTCA
NpoCTbIM 60/bLWUHCTBOM rosocos,
npucyTCTBYIOWMUX  Ha  3acegaHum  Komwuccuwm.
VpuHATbIE pelweHUss o¢hopMSTCS MNPOTOKOIOM,
KOTOpbIl/i MOANUCLIBAT NpeAceaaTe/lb U CeKpeTapb
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HauuoHanbHOW KoMuccuu. B criyyae Hecornacus c cBOe 0c060e MHEHWe, UTO MpuaraeTcss K NPoToKoay
NPUHSATBIM peweHem uneH HauunoHanbHol 3acefaHusa. HauuoHanbHOW KOMWUCCUX OMNpefesieHbl
KOMMWCCUY BMpPaBe U3NM0XWUTb B NMUCbMEHHON (opme OCHOBHbIe 3afauu (puc. 5).

OCHOBHble 3afaun
HaunoHanbLHO KoMMUcCUn

AHanm3 Mex/ayHapoAHOro 1 0Te4yecTBEHHOro 3aKoHoarte/ibcTBa. PaspaboTtka
NpeasoXeHnin No COBEPLIEHCTBOBAHMIO 3aKOHO4aTeNbCTBA B chepe 6e30MacHOCTU U
KayectBa [

FrapMoHU3aLNs 0TeYecTBEHHOrO 3aKOHOAATE/IbCTBA C MEXAYHaPOAHbIM
3aKOHOJaTeNbCTBOM

CopelicTBue BHeAPEHWIO HOBbIX TEXHOJNIOTWIA, MeXAYHAPOAHbIX CTaH4apPTOB,
OTEUYECTBEHHbIX TEXHUYECKMX PETNTAMEHTOB U MEXAYHAPOLAHbIX CAHUTAPHbIX
mMeponpusTuii B chepe nponssogctea MM v HOBbIX METOLO0B KX UCC/ef0BaHMUS

Puc. 5. OCHOBHbIMM 3afja4aMy HaunoHasibHOM KOMUCCUN B YKpanHe
Fig. 5. The main tasks of the National Commission in Ukraine

Ona BbINOMHEHMA NOCTaB/IEHHbIX 3aj4ay nepeg HaLIMOHa]'IbHOI‘/‘I KoMuccuen onpeneneHbl NyTn X peleHns,
KOTOpble npeacTaB/ieHbl Ha puc.6.

MyTn pelweHns nocTaB/eHHbIX 3a4ay HaLl,I/IOHa]'IbHOVI KOMuccmmn

onpeaenatb Npoueaypy U Kputepun
MOSIHOMOYMIA NabopaTopuii, B TOM Yncne 1
apouTPaKHbIX, ANS NPOBEAEHMS
TEXHUYECKMUX  PernamMeHToB, aHa/iM3a  PUCKOB, [INArHOCTUUYECKMX UCCNEN0BaHUA C LieNbio
0oTHOcMTeNbHO MM Ans 340p0BLS YenoBeka rocyfapCTBEHHOr0 KOHTPO/IA M HaA30pa 3a
6e30nacHOCTbIO 1 KayectBom [N

YHU(MLMPOBATb Hay4YHO-METOAMYECKME NOAXOAbI K
paspaboTke  CaHUTapHbIX  MEpPONpPUATMHIA n

onpepensAts ob6sA3atenbHble napameTpbl  6e3onacHocTM, a OpraH130BbLIBaTL MPOBEaEHME
TaKxe paspaboTtaTb HOBble METOALI ONpeAeneHnUs npoleaypb! Hay4HbIX 1 3KCEPTHBIX
obecneyeHmns 6e3onacHocTn MMM B nmpouecce Mx Npou3BoACTBa nccnefoBaHMin No Bonpocam
] 060p0'|'a 060p0Ta M

X T
y4yacTBOBaTb B 3acefaHunax CoBMecTHol kommuccun ®AO npu OOH n BO3 oTHocuTenbHO o6opoTa M
Kogekca AnumeHTtapuyc

Puc. 6. OCHOBHble METOAbI peLleHns 3agad HaunoHanbHOM KOMUCCUN Y KpanHbl
Fig. 6. Basic methods for solving problems of the National Commission of Ukraine
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Cnepyet OTMETUTD, 4uTo HauvnoHanbHas
KOMUCCUSA B NpoLecce BbIMO/HEHUSA BO3/TOXEHHbIX Ha
Hee 3ajay B3aMMOAEWCTBYET C LEHTPasbHbIMU WU
MECTHbIMW OpraHaMun UCNOSTHUTENbHOI BacTu.

Takum o6pasom, npoBefeHHble B [JaHHOM
0630pe CBeAEHMSA 0 MEXAYHapPOAHbIX U YKPAUHCKOW
cucTemMax KOHTPOSA KaudecTBa, 3PMEKTUBHOCTU W
6eszonacHocTn JIC n CIWN, B cocTtaB KOTOPbIX BXOAAT
MO cBUAeTeNbCTBYKT 0 TECHOM COTPYAHUYeCTBe
KOHTPONMPYeMbIX  OpPraHoBs 7 nepcneKTUBHbLIX
HanpasB/eHUax pasutua EC ¢ uenbio NOBbIWeEHUA
OTBETCTBEHHOCTW rocygapcrea nepej HacefeHUeEM B
o6nacTuv 35paBoOXpaHeHus.

3aknwdeHne. Kogekc AnunmeHtapuyc (Codex
Alimentarius) koHTponupyeT Bce JIC n NI, B cocTaB
KoTOopbiX BxogaT [. lNpoBepdaer mapkuposky [l
(noaroToBKa MPOEKTOB MOJIOXKEHUA NO MapKUPOBKE;
N3MeHeHUe " noATBepXaeHue NPOEKTOB
creumanbHbIX NOMOXKEHU MO MapKUPOBKE; U3yveHue
HapyweHWn  OTHOCUTENbHO  MapkupoBku ).
YcTaHaBnvBaeT nnu yTBepxpaeT npefenbHO
JONYCTUMBIX KOHLeHTpauui OTHOCUTE/IbHO
nHanBugyanbHbix MO, KoTopble BXOAAT B cocTas JI1C
n CIrIr. MogrotasnnsBaeT CNUCKN NpuopuTeTHbIX MM
0N TOKCMKONOrn4yeckoli oueHkn O6BbEeLUHEHHbIM
Komutetom 3skcneptoB P®AO npn OOH wn BOS3.
Onpegensaert (PYHKLMOHANbHbIE Knacceol ansa
HekoTopbix MM, KoTopble BXOAAT B cocTtaB JIC wu
CIMnMn. YcrtaHaBnuBaeT npuoputetbl pabdoTbl no
paccMOTpeHN0 OCTaTKOB BeTepuHapHbix JIC. Takxe
paspabaTbiBaeT  peKoOMeHfjauuMu No  MpefenbHo
JOMYCTUMbLIM  KOHUEHTpauusaM TakKWX  BELLeCTB,
paccmaTpuBaeT MeTOAbl aHanusa n otéopa npob Ans
onpefenieHnsa ocTaTKoB BeTepuHapHbIX J1C.

JNnTtepaTtypa

1. ABTOpCcbKe npaBo 46154, Ykpawa. Bpowypa
«®PapmaLeBTUYHE npaBo: ocob6nuBocn npasun 067
XapyoBUX MPOAYKNB B YKpally Lo BMLYIOTb Y CBOEMY
CKNafi NCMX0aKTUBLL PEHOBUHWN: METOAUYLL PEKOMEHAALNIA
(cepisa:  meanyHe i (papmMaueBTM4YHe  npaso)»  /
B. B. WanoBanos, H. I Manwuwa, B. O. LlanoBasnoBa,
T. O. NNebegesa (Ykpawa). Ne 46444 ; 3aasn. 27.08.12 ;
ony6n. 29.10.12.

2. 3aKkoH Ykpawu «Mpo 6e3neywicTb Ta SAUCTb
XapyoBuUX NpoaykKne» Beg 23.12.1997 p. 3a Ne771/97- BP.
Pexxum pgoctyna URL: http://zakon.rada.gov.ua.

3. Kaptasuyosa T.B. Ponb FDA B npouecce
permcTpaLmy fIeKapCTBEHHbIX CPEACTB Ha TeppuTopun
CWA |/ T.B. KapTasLoBa, O.M. AH[peeBa,
MH. M'mnbpgeeBa // ®apmauns . 2015. Ne 3 C. 53-56.

4. KnuHuko-thapmaueBTmUyeckas 6e3onacHoOCTb
6e3peLenTypHbIX  MPOTUBOA3BEHHLIX  JIEKAPCTBEHHbIX
CpeAcTB € NO3NLMW  JOKAa3aTeNbHOW  MegULUHBbI 1
papmaumm / B.A. LUanosanosa, B.B. Lllanosasnos,

Shapovalov V.V, ZbrozhekS.I., Shapovalov V.V, Shapovalova V.A. The role of the codex
alimentarius in the study of the circulation of the medicines and specialfood products,
containingfood additions based on the pharmaceutical law// CeTeBoii >xypHan «HayuHblii
pesynbTaT». Cepua «MeguunHa n hapmauus». - T.2,Ne2,2016

H.H. PsasaHueBa, J/1.A. Komap // ®apmauusa KasaxcraHa.
2015. Nel (164). C. 32-39.

5. Kogekc AnunmeHTapuyc Pexum poctyna URL:
http ://www. codexalimentarius.org/codex-home/ru/

6. Kogekc  AnumeHTapuyc  Pexum  goctyna:
https://ru.wikipedia.org/wiki.

7. Manwwa H.I'. ®apmaueBTNYHe npaso: CyA0BO-
(hapMaueBTUYLL PUSNKWA LLLOA0 3aCTOCYBaHHA XapyoBUX
[06aBOK Yy fwapcbkux opmax Ana AHel rpygHoro,
paHHLOro B, fACeNbHOro Ta wWwuabHoro BN/
H.I'. Manwwa // YKpawcbKLl BHOHUK NCUXOHEBPOSIONN.
2015. 7. 23, BUn. 3 (84) pogartok. c. 91-97.

8. MeguumHckoe ¥ dapmaueBTUYECKOe Mpaso:
aHanu3 KNNHUKO-(hapMaKonornyeckmx rpynn
JIEKapCTBEHHbIX CpefcTs, NPUMeHSIEMbIX B
(hapmakoTepanuu KapAuonornyeckmx 3abofieBaHUn B
pamkax (opMynsapHOA cucTembl Poccum n YKpauHbl /
B.B. Wanosanos (Mn.), O.A. PbiweHko, B.B. LLlanosanos,
E.B. KanenbHukoBa, B.A. LlanoBanosa // Hay4Hble
BefOMOCTU Benropopckoro rocyfapcTseHHOro
yHuBepcuteta (Cepusa: MeguumHa. Papmauus). 2014.
Ne 24 (195), Bbin. 28. C. 137-143.

9. HudaHTbeBa O.E. OcHOBHbIe NPUHUUNLI
NHCNEKTUPOBAHNA CUCTEMbI KayecTBa Ha (hapMaLeBTUYECKNX
npegnpuatTuax // dapmateka. 2004. Ne 1(37) [http: //
www.pharmateca.ru/ru/archive/article/6002].

10. OpravwusauwHo-npasosa imnnemeHTayis
pekoMeHaL L BcecBrrHb0! opratusasy 0XopoHW 340P0OB’A
LoAo apmaLeBTUYHO! KOPEKLM MNaLeHnB i3 XPOoLWYHUM
60M1bOBMM  CMHPOMOM Ha 3acajax MefuMyHoro Ta
thapmareBTMyHOro npasa / PuweHko O.O., Lllanosasnos
B.B., LWlanoBasioBa B.O., KanenbwkoBa £.B. //
YKpawcbKnini BKHUK McuxoHeBponoru. 2015, T. 23,
Bun. 2 (83). C. 100-104.

11. Cnncok [eicTBYOWMX KOMUTETOB  KOLEKca.
Pexxum goctyna URL:
http://www.codexalimentarius.org/committees-and-task-
forces/ru.

12. CypebHo-thapmaLieBTUYeCKas XapakTepucTmka
npasBoHapyLleHnii B cdepe 060poTa CPeAcTB M BeLLECTB
pasnnYHbIX  KnacCMPUKaLMOHHO-NPaBoBbIX  rpynn /
B.B. LLlanosanos (mn.), B.B. LLanosanos, C.A. 36poxek,
B.A. LLlanoBanosa, J1.A. Komap // ®apmauns KasaxctaHa.
2015. Ne3 (166). C. 46-50.

13. CypebHo-thapmaLieBTUYeCKoe n3yyeHune
HOPMaTVBHO-MPAaBOBbLIX  aKTOB MO0  MPeAynpeXxaeHuto
pacnpocTpaHeHus  (HasTbCUPULMPOBAHHBIX NIEKAPCTBEHHbIX
CPeAcTB B chepe 34paBOOXPaHEHMSA Ha MeXAyHapoaHOM U
0TeYeCTBEHHOM ypoBHe / B.B. LLlanosasios,
B.A. Lanosanosa, O.A. PbiweHko, K.W. Kosanésa //
MeguumHa v (apmaLeBTUKa: BYepa, CerofHs, 3asTpa

MoHorpadgms. - Ogecca: KynpueHko CB, 2015. Ne5.
C. 95-111.

14. bapmaueBTMUHE | MeAuyHe nMpaBo YKpawu
(dbapmaueBTUHE | MefMYHEe 3aKOHOAABCTBO, Cy/o0Ba

thapmaul, fokasoBa (hapmalysa) : matepianin 1X MixHap.
HayK.-nMpakT. KoH. (16 nucton. 2012 p., m. Xapus) / 3a
pea. O. B. MNanayaHa, B. B. LLlanosasiosa,
B. B. LWanosanosa (mn.), B. O. LWanosanosoin X., 2012.
248 c.

Cepusi MEAULMHA V1 @APMALSA
MEDICINE AND PHARMACY Series


http://zakon.rada.gov.ua
https://ru.wikipedia.org/wiki
http://www.pharmateca.ru/ru/archive/article/6002
http://uvnpn.com.ua/nashi-avtori/rishchenko-oksana-oleksandr-vna
http://uvnpn.com.ua/nashi-avtori/shapovalov-v-v
http://uvnpn.com.ua/nashi-avtori/shapovalov-v-v
http://uvnpn.com.ua/nashi-avtori/shapovalova-v-o
http://uvnpn.com.ua/nashi-avtori/kap-ln-kova-va-ven-am-n-vna
http://www.codexalimentarius.org/committees-and-task-

A

HAYUHHDbI I/
PE3YJIbTAT

15. bapmaueBTUYHE  Mpaso: HOpPMaTMBHO-MNPaBoBa
XapaKTepucTMKa  XapyoBWMX  NPOAykKns.  HaByasbHoO-
MeTOANYHUIA NOTOHMK A48 camocriito! poboTn nposisopis-
cnyxadiB, A0 NPOXOAATb HaBYaHHSA 3a (haxom «OpraT3as i
ynpaBniHHA hapmatLero», «3aranbHa hapMaus», «KnbluHa
(hapmaurs» Ta ikapiB /1IlKyBasIbHOro, nefiaTpuyHoro,
CroMaTosfiIoriyHoro npoisito Ha TeMaTUYHUX UuMKniax [/
B.O. WWanosanosa, H.I'. MaTtHwa, A.I'. MoBccAH. Xapkls:
XMAIMO, 2015. 35c.

16. dapmaueBTUYHe MpaBo: 0cob6aMBOCN  NpaBun
06My Xap4yoBMX NPOAYKNB B YKpaiHi, WO BMIilLylOTb Y
CBOEMY CKNafi MCUXOaKTUBHI PEYOBUHW: METO[. PEKOM.
(cepis:  MegnyHe i (apmaueBTMYHe  npaso) [/
B.B. Wanosanos, H.I'. Manwwa, B.O. LWWanosasiosa,
T.O. JlebeneBa. Xapuis, 2012. 84 c.

17. XoceBa E.H. OpraHusaums KOHTPONSA KayecTsa,
3((HeKTUBHOCTN 1 6€30MacHOCTUN NIEKAPCTBEHHbIX CPeACcTB
Ha rocyflapCTBeHHOM YypoBHe 3a py6exom un Poccum /
E.H. XoceBa, T.E. Mopo3oBa 1/ KauecTBeHHas
KNMHMYecKasa npaktuka. 2013. Ne 2. C. 53-58.

18. FDA Official Site. About FDA. History. URL:
http://www.fda.gov/AboutFDA/WhatWeDo/History/defaul
t.thm.

19. FDA Official Site. About the FDA Organization
Charts. Available at:
http://www.fda.gov/downloads/AboutFDA/CentersOffices
/OrganizationCharts/UCM291886.pdf. (date of access:
February 11, 2016).

20. FDA Official Site. About the FDA. Center for
Drug Evaluation and Research Organization. URL: http:
/lwww.fda.gov/AboutFDA/CentersOffices/OrganizationCh
arts/ucm347877.htm. (date of access: February 11, 2016).

21. FDA Official Site. Brochure «The History of
Drug Regulation in the United States». URL:
http://www.fda.gov/downloads/AboutFDA/WhatWeDo/Hi
story/ProductRegulation/PromotingSafeandEffectiveDrugs
for100Years/lUCM114469.pdf. (date of access: February
11, 2016).

22.FDA  Official Site. FDA Food Safety
Modernization Act (FSMA) (111th Congress public Law
353 URL:  http:  /lwww.gpo.gov/fdsys/pkg/PLAW-
111publ353/pdf/PLAW-111publ353.pdf. (date of access:
February 11, 2016).

23. FDA Official Site. Federal Food, Drug, and
Cosmetic Act (FD&C Act), Chapter V: Drugs and Devices.
Part A, sections 351-360n. URL: http:
/Iwww .fda.gov/Regulatorylnformation/Legislation/FederalFo
odDrugandCosmeticActFDCAct/FDCActChapterVVDrugsand
Devices/Default.gtm. (date of access: February 11, 2016).

24. Ryschenko O.O. Medical and pharmaceutical law:
the formulary system in Ukraine [Electronic resource] /
0.0. Ryschenko, V.O. Shapovalova, V.V. Schapovalov //
E-Journal: Research Bulletin SWorld «Modern scientific
research and their practical application» (ISSN 2227-6920).
2013. Vol. J21306-016. P. 96-101. URL:
http://www.sworld.com.ua/index.php/ru/e-journal/2227-
6920/j213/20935-j21306. (date of access: February 11, 2016).

Shapovalov V.V, ZbrozhekS.I., Shapovalov V.V, Shapovalova V.A. The role of the codex
alimentarius in the study of the circulation of the medicines and specialfood products,
containingfood additions based on the pharmaceutical law// CeTeBoii >xypHan «HayuHblii
pesynbTaT». Cepua «MeguunHa n hapmauus». - T.2,Ne2,2016

References

1. Copyright law 46154, Ukraine. Brochure
«Pharmaceutical Law: features policies circulation of food
products in Ukraine, containing some kind of psychoactive
substances: guidance (Series: Medical and Pharmaceutical
Law)» V. V. Shapovalov, N. G. Malinina,
V. O. Shapovalova, T. O. Lebedeva (Ukraine). - No 46444;
appl. 08/27/12; publ. 10.29.12.

2. The Law of Ukraine «On the safety and quality of
food» from 23.12.1997 p. for Ne771 / 97- BP. [Electron
resource]. - Access mode: http://zakon.rada.gov.ua.

3. Kartavtsova T.V. FDA's role in the process of
registration of medicinal products in the US /
T.V. Kartavtsova, D.M. Andreeva, G.N. Gil'deeva //
Pharmacy. 2015. Ne3: 53-56.

4. Clinical and pharmaceutical safety of OTC anti-
ulcer drugs from the perspective of evidence-based
medicine and pharmacy / V.A. Shapovalova, V.V.
Shapovalov, N.N. Ryazantseva, L.A. Komar // Pharmacy
Kazakhstan. 2015. Nel (164). P. 32-39.

5. Codex Alimentarius. - URL:
http://www.codexalimentarius.org/codex-home/ru/(date of
access: February 11, 2016).

6. Codex Alimentarius URL:
https://ru.wikipedia.org/wiki. (date of access: February 11,
2016).

7. Malinina N.G. Pharmaceutical Law: Forensic
pharmaceutical risks of the use of nutritional supplements in
formulations for infants, young children, toddlers and school
age / N.G. Malinina // Ukrainian Journal neuropsychiatrist.
2015. vol. 23, Ne. 3 (84) application. P. 91-97.

8. Medical and pharmaceutical law: analysis of
clinical and pharmacological groups of drugs used in the
pharmacotherapy of heart disease as part of the formulary
system in Russia and Ukraine / V.V. Shapovalov (ml.),
O.A. Ryshchenko, V.V. Shapovalov, E.V. Kapel'nikova,
V.A. Shapovalova // Scientific statements Belgorod State
University  (Series: Medicine Pharmacy). 2014.
Ne 24 (195), vol. 28. P. 137-143.

9. Nifant'eva O.E. Basic principles of quality
inspection system on pharmaceutical enterprises //
Farmateka. 2004. Ne 1 (37) [http: 1l
www.pharmateca.ru/ru/archive/article/6002] (date  of
access: February 11, 2016).

10. The legal implementation of the recommendations
of the World Health Organization on pharmaceuticals
correction of patients with chronic pain on the basis of
medical and pharmaceutical law / Rishchenko O.O,,
Shapovalov V.V., Shapovalova V.O., Kapel‘'nikova C.V. //
Ukrainian Journal neuropsychiatries. - 2015. Vol 23,
Ne. 2 (83). P. 100-104.

11. List of existing Codex Committees URL:
http://www.codexalimentarius.org/committees-and-task-
forces/ru. (date of access: February 11, 2016)

12. Forensic  pharmaceutical characterization of
offenses related to narcotic drugs and substances of
different classification and legal groups V.V. Shapovalov
(ml.), V.V. Shapovalov, S.I. Zbrozhek, V.A. Shapovalova,
L.A. Komar // Pharmacy Kazakhstan. 2015. Ne3 (166).
Pp. 46-50.

Cepusi MEAULMHA V1 @APMALSA
MEDICINE AND PHARMACY Series


http://www.fda.gov/AboutFDA/WhatWeDo/History/defaul
http://www.fda.gov/downloads/AboutFDA/CentersOffices
http://www.fda.gov/AboutFDA/CentersOffices/OrganizationCh
http://www.fda.gov/downloads/AboutFDA/WhatWeDo/Hi
http://www.gpo.gov/fdsys/pkg/PLAW-
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFo
http://www.sworld.com.ua/index.php/ru/e-journal/2227-6920/j213/20935-j21306
http://www.sworld.com.ua/index.php/ru/e-journal/2227-6920/j213/20935-j21306
http://zakon.rada.gov.ua
http://www.codexalimentarius.org/codex-home/ru/(date
https://ru.wikipedia.org/wiki
http://www.pharmateca.ru/ru/archive/article/6002
http://www.codexalimentarius.org/committees-and-task-

A

HAYUHHDbI I/
PE3YJIbTAT

13. Forensic study of pharmaceutical regulatory acts
to prevent the spread of counterfeit medicines in the health
sector at the international and domestic level /
V.V. Shapovalov, V.A. Shapovalova, O.A. Ryshchenko,
K.l. Kovaleva // Medical Products: yesterday, today and
tomorrow: a monograph. - Odessa: Kuprienko S. V., 2015.
Ne. 5. P. 95-111.

14. Pharmaceutical and medical law Ukraine
(pharmaceutical and medical law, forensic pharmacy,
pharmacy evidence) materials IX Intern. nauk. and
practical. Conf. (Nov. 16th. 2012, m. Kharkiv) / Ed.
O. V. Galatsana, V. V. Shapovalova, V. V. Shapovalova
(ml.), V. O. Shapovalova - Kharkov, 2012. 248 p.

15. Pharmaceutical Law: legal and regulatory
characteristics of foods. Textbook for independent
pharmacists-working students who are trained in the
specialty "Organization and management of pharmacy",
"General pharmacy", "Clinical Pharmacy" physicians and
medical, pediatric, dental on thematic cycles /
V.0O. Shapovalova, N.G. Malinina, A.G. Movsisyan.
Kharkov: KhMAPE, 2015. 35 p.

16. Pharmaceutical Law: features policies circulation
of food products in Ukraine, containing some kind of
psychoactive substances: method. Recom. (Series: Medical
and Pharmaceutical Law) / V.V. Shapovalov,
N.G. Malinina, V.O. Shapovalova, T.O. Lebedeva.
Kharkov, 2012. 84 p.

17. Khoseva E.N. Organization of quality control, the
effectiveness and safety of medicines at the state level
abroad and Russia / E.N. Khoseva, T.E.Morozova // Good
clinical practice. 2013. Ne 2. P. 53-58.

18. FDA Official Site. About FDA. History. URL:
http://www.fda.gov/AboutFDA/WhatWeDo/History/defaul
t.thm.

19. FDA Official Site. About the FDA Organization
Charts. Available at:

Shapovalov V.V, Zbrozhek S.I., Shapovalov V.V, Shapovalova V.A. The role of the codex
alimentarius in the study of the circulation of the medicines and specialfood products,
containingfood additions based on the pharmaceutical law// CeTeBoii >xypHan «HayuHblii
pesynbTaT». Cepua «MeguunHa n hapmauus». - T.2,Ne2,2016

http://www.fda.gov/downloads/AboutFDA/CentersOffices
/OrganizationCharts/lUCM291886.pdf. (date of access:
February 11, 2016).

20. FDA Official Site. About the FDA. Center for
Drug Evaluation and Research Organization. URL: http:
/lwww.fda.gov/AboutFDA/CentersOffices/OrganizationCh
arts/ucm347877.htm. (date of access: February 11, 2016).

21. FDA Official Site. Brochure «The History of
Drug Regulation in the United States». URL:
http://www.fda.gov/downloads/AboutFDA/WhatWeDo/Hi
story/ProductRegulation/PromotingSafeandEffectiveDrugs
for100Years/lUCM114469.pdf. (date of access: February
11, 2016).

22. FDA  Official Sitee. FDA Food Safety
Modernization Act (FSMA) (111th Congress public Law
353 URL: http:  //www.gpo.gov/fdsys/pkg/PLAW-
111publ353/pdf/PLAW-111publ353.pdf. (date of access:
February 11, 2016).

23. FDA Official Site. Federal Food, Drug, and
Cosmetic Act (FD&C Act), Chapter V: Drugs and
Devices. Part A, sections 351-360n. URL: http:
/lwww.fda.gov/Regulatorylnformation/Legislation/Federal
FoodDrugandCosmeticActFDCAct/FDCActChapterVVDru
gsandDevices/Default.gtm. (date of access: February 11,
2016).

24. Ryschenko O.0. Medical and pharmaceutical law:
the formulary system in Ukraine [Electronic resource] /
0.0. Ryschenko, V.O. Shapovalova, V.V. Schapovalov //
E-Journal: Research Bulletin SWorld «Modern scientific
research and their practical application» (ISSN 2227-
6920). 2013. Vol. J21306-016. P. 96-101. URL:
http://www.sworld.com.ua/index.php/ru/e-journal/2227-
6920/j213/20935-j21306. (date of access: February 11,
2016).

Cepusi MEAULMHA U ®APMALSA
MEDICINE AND PHARMACY Series


http://www.fda.gov/AboutFDA/WhatWeDo/History/defaul
http://www.fda.gov/downloads/AboutFDA/CentersOffices
http://www.fda.gov/AboutFDA/CentersOffices/OrganizationCh
http://www.fda.gov/downloads/AboutFDA/WhatWeDo/Hi
http://www.gpo.gov/fdsys/pkg/PLAW-
http://www.fda.gov/RegulatoryInformation/Legislation/Federal
http://www.sworld.com.ua/index.php/ru/e-journal/2227-6920/j213/20935-j21306
http://www.sworld.com.ua/index.php/ru/e-journal/2227-6920/j213/20935-j21306

