Ynpaenenue no canumapnomy Hao3opy
3a Kauecmeom RUesslix npooyKmoe u
MEOUKAMEHMOE. | |



YnpasJieHHe 10 CAHUTAPHOMY HA/I30PYy 32 Ka4eCTBOM
NHUIIEBBIX MPOAYKTOB H MEIMKAMEHTOB (anr. Food
and Drug Administration, FDA, USFDA) — areHTCTBO
MuUHUCTEPCTBA 3APABOOXPAHCHUS Y COLIMANILHBIX CIIYKO
CIHIA, onuH u3 deepaibHbIX UCIOIHUTEIbHBIX
JENIAPTAMEHTOR. YIIPABJICHUE 3aHUMACTCS KOHTPOJIEM
Ka4eCTBa [HUIIEBLIX TPOJJYKTOB, JIEKAPCTBEHHbBIX
IIPEIapaToB, KOCMETUYECKHUX CPEACTB, TAOAYHBIX
U3JIEJIUNA U HEKOTOPBIX APYTUX KaTEropur TOBAPOB, A
TAaK>KE OCYIIECTBIISIET KOHTPOJIb 3a COOJIIOACHUEM
3aKOHOJATEJILCTBA U CTAHIAPTOB B 3TOM 00JIACTH.




1 Yrpasienue Ob110 co3gaHo B 1906 rony B COOTBETCTBUH C
3aKOHOM O IUIIEBBIX IPOAYKTAX M JlekapcTBax <, pHauane
Ha3bIBaoOCh Bureau of Chemistry. 1101 HACTOAIIMM Ha3BaHUEM
pabortaet ¢ 1931 rona.

1 Imasa FDA npemnmaraercs npesuaedrom CIIA u
yTBepKaaeTcs ceHarom. OH MOTUUHIETCS MUHUCTDY
3/IpaBOOXpaHeHus U cormanbHbix ciryk0 CIIA. C 2015 roga
areHTCTBO Bo3naBisieT CtuBeH Octpod.




(] KOHWZpOJZb 3a I”lpOMSGOaCWl@OM U nocmynijilieHuem Ha PpblHOK nuuiecsblx

NPOOVKMO8, 1eKAPCMBEHHbIX U MEOUYUHCKUX CPEeOCME OCYULeCmaisien

Vnpasnenue no KOohHmponio 3a Kauecmeom niuLLesblx npooVKnios,
MeOUKaAMEHMO8 U KochMemudeckux cpedcme. bezonacnocmu niiesvix
NPOOVKIMO8 U NUULEBLLX UHZDEeOUEeHIN08, 8 MOM YUce 000AB6OK,
NPUOAOWUX NPOOVKIAM CHeupUu1ecKiil 8KYC U 3anax, O0NCHA Dbl

b

2apanmuposana euje 00 NOIY4eHUsl TUYEH3UU, pa3peuarouieti ux
86e0eHUe 8 MOBAPOOOOPOM U NOOMEEPIHCOaIouell, Ymo maxue
NPOOYKMbL MOJICHO YNOMPEONsIMb 6 NULLLY.




IMogunnennnie FDA arenrcrBa:

Center for Biologics Evaluation and Research;
Center for Devices and Radiological Health;
Center for Drug Evaluation and Research;
Center for Food Safety and Applied Nutrition;
Center for Tobacco Products;

Center for Veterinary Medicine;

National Center for Toxicological Research;
Office of Criminal Investigations;

Office of Regulatory Affairs



What we do

FDA Takxe oTBe4YaeT 3a NPOJABUKCHHUE
OOIIECTBEHHOT'O 3JIPaBOOXPAHCHUSI, IIOMOTrasl
MHHOBALIMM CKOPOCTH, KOTOPBIC JC/Ial0T
eKapcTBa 0onee 3(POEeKTUBHBIMU, 00JIEE
0€30I1aCHBIM

1 0oJiee TOCTYIMHBIM U ITIOMOTas
OOIIIECTBEHHOCTH IOJYUYUTh TOUYHYIO,
HAay4YHO-000CHOBAaHHOW MH()OpPMAIMH, OHU
JOJ’KHBI UCIIOJIb30BaTh JIEKAPCTBA U
IPOAYKTHI 1 HOAACPKAHUS U YIyUYlICHUS
UX 370POBBE.

FDA
Approved




FDA urpaet BaxHy10 pojib B 00pb0€ C TEPPOPU3ZMOM
criocoOHOoCTH Haru. FDA BBINIOJHSET 3Ty
OTBETCTBEHHOCTD, 00ecredeHrne 0€30IMacHOCTHU
POAYKTOB MUTAHUS U COJICHCTBUS PA3BUTHIO
JIGKapCTBEHHBIX CPEJICTB 11 pearupoBaHUs Ha
IpeIHAMEPEHHOE U €CTECTBEHHO BO3HHKAIOIIUX
yIpo3 B 00J1aCTH OOIECTBEHHOTO 3/IPaBOOXPAHCHHUS.




O0beM peryaupyromero oprana FDA odeHb
mupok. B nenom, FDA perynupyer:

cartoon.kulichki.com

[ lumesbie pOAYKTHI, B TOM
1% (o8) (oK '
[MUIIEBBIE TOOABKH

OyTHJIMpOBaHHAs BOAA - S P I
o XuMmusa, naeHTUu4Hasa

CMECH IS TPYAHBIX JICTCH HaTypankHO

IPYTHUE MUILIEBBIE TPOAYKThI

(xotsa Jemaprament CIIA

CEIBCKOI'0 X035MCTBA UT'PACT
BEAYILYIO POJIb B PETYIUPOBAHUU
HEKOTOPHIX aCIIEKTOB MsCa,
ITHUILBI U IPOAYKTHI U3 SIHIT)
-aJIKOTOJIb




JIekapCTBEHHBIE CpPEJICTBA, B TOM YHCIIE:
OTITYCKAEMBIX I10 PELENTY JIEKAPCTB (KaK OpEHI-UMS U %
OOIIIHIA) (
0e3 penenta (0ojiee 0€3 perenta) npemnaparonB
buornpenaparos, B TOM 4uCIIE:

BaKIIMHbI

KpOBb ¥ MPOAYKTHI KPOBH

KnetouHnsle 1 TeHHBIC NPOAYKTHI TEPaAITUU '.
TKAHU U TKAHEBBIC U3JICIIHS » -

2 a
MeaunuHckue npuOopsl, B TOM YUCIIE: W
CJIO’KHBIC TCXHOJIOT'HH, TAKHUC KAK KapANOCTHUMYJIATOPBI i =

CTOMATOJIOTUYECKUE YCTPOUCTBA
XUPYPrudecKu(pe MMIIAaHTAThl U IPOTE3UPOBAHUE




KocMmeTnka, B TOM 4uncie:
[IBETOBBIC JOOABKHU, HAMJCHHBIC B TPUME U APYTUX
CPEICTB JJUYHOU TUTHUEHBI

YBIAKHUATEIN KOXXKU U YUCTSIIIUX CPEIACTB
JIaK JJISL HOTTEW U IyXHU

BerepuHapHbl€e nipenaparbl, B TOM YUCJIE:
Kopwm [u1st TOMaIHuX >KMBOTHBIX
BETEpUHAPHBIC MpEapaThl U MPUOOPHI

TabauHbIX U3AEINI, B TOM YHUCIIE:
CUTapEThI

CUTapeTHOro Tabaka

Oe3ILIMHBIN Ta0aK




Cruen OcTpod, pyKOBOAUTEb
Yopasaenus ¢ 2015 roma

CtpaHa
[laTa co3gaHus
[MpenwecTByOLLINE BEOOMCTBA

BbillecTosilee BeagomMmcTBO

LLiITab-kBapTMpa
Yncno coTpyaHukoB
[opoBow OrooKeT

19061

Food, Drug, and Insecticide Administration
(July 1927 - July 1930)

Bureau of Chemistry, USDA(July 1901 -
July 1927)

Division of Chemistry, USDA(ocHoBaHO B
1862)

MunHMCTEPCTBO 30PaBOOXPAHEHUSA U
coumnanbHbiX cnyxo CLIA

White Oak, Maryland?

14 824 (2010)

4,36 mnpg gonnapos (2012)
CtumBeH OcTpodd



Komuccap

PoOept Kanud @, T0KTOp MEAUIIMHCKUX HAYK
Komuccap npoaoBOJIbCTBUS U JI€KAPCTBEHHBIX
CPEICTB

3amecTHTEIM KOMUCCAPOB

Panuen lllepmaH, 1OKTOp MEAUIIMHCKUX HAYK,
MAarucTp 3/IpaBOOXpPaHECHUS

[TOMOIITHUK 3aMECTUTENISI KOMUCcCapa 110
MEIUILIMHCKON IPOAYKIMHU U TabaKa

Yontep C. Xappuc, MarucTp SJKOHOMHKHU
yrpaieHus, P.M.P.
3aMecTuTeIb KOMHUCCapa o Onepanusam



T'oBapa Ckiamb6epr, J.D.

3aMECTUTEIb YIIOJIHOMOYEHHOTO T10
I7100aJIbHBIM OIEpaldsIM U PETYIITOPHOM
MOJTUTUKU

Maiikn P. Tennop, J.D.
3aMEeCTUTENb YIIOJTHOMOYEHHOTO T10 MUIIEBBIX
MTPOJIYKTOB U BETEPUHAPHOW MEIUITAHBI

Jlxxerimc Taunep
[ maBHBINM (DMHAHCOBBIN JTUPEKTOP




byabre 340pPOBbLI!




