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YTO: Berymun B cuimy AT o Omoreppopusme 2002, HampaBieHBI Ha 3allUTy ITOCTaBOK
nponoBosbeTBHsI B CLIIA 0T BO3MOXHBIX 3apayKeHUH B pe3ysibTaTe TEPPOPHCTHUECKUX aKTOB. B
COOTBETCTBHM C OTUM 3aKOHOJATENbCTBOM, YTpaBieHHWe NuTaHus W MeanpenapatoB CLIA
(FDA) Oymer TpeboBarb: (1) perucrpammu TPOAOBONBCTBEHHBIX — yUpexaeHui, (2)
MIPEABAPUTEILHOTO YBEIOMJICHUS 00 UMIIOPTHPOBAHHOM [IPOJI0BOJILCTBUH, 3)
aJIMUHHCTPAaTUBHOTO 3aJep’KaHHs MPOAOBOJBLCTBUS, (4) co3maHUsi W OOCITY)KUBaHHS Y4eTHO-
OTYETHOW TOKYMEHTALIUH.

TepmuH "mpomoBoJbCcTBUE"  O3HAYaeT JIOOble MNPOLYKTHI MUTaHUS WM HAIMTKW,
IpeAHa3HAaYeHHbIE ISl OTPEOICHNs JTI0AbMH WIN KUBOTHBIMH, BKJIIOUasi KOPM JUIS )KUBOTHBIX,
MUeTUIEeCKue 100aBKH, Oy THUTMpPOBAaHHAS BOAA, KOH(ETHI, U T.1.

KTO: Akt o 6uoteppopuzme TpedyeT, YTOOBI BCEe U JTI00BIC HHOCTPAHHBIC KOMIIAHHUH, KOTOPHIE
MPOU3BOAT, MepepadaThiBaloOT, YIaKOBBIBAIOT WIIM XPaHST MPOAOBOJILCTBHE, NpeAHA3HAUYCHHOE
s motpebnenus B CILA, 3apeructpupoBanmch B FDA He mo3gnee 12 mexabps 2003 roma.*
WHocTpaHHble KOMIAHWKM C MHOTOYHCIEHHBIMH OTHAEICHUSMHU JIOJDKHBI 3aperdCTPUPOBATH
Kaxaoe otjesneHue. J(onoIHUTeNbHO, BCE JIOAN U KOMIIAHUH, PACIOJIOXKEHHBIE Ha TEPPUTOPUU
CIIA, npousBomsmue, mnepepadaTbBalOIIMe,  YNAKOBHIBAIOLINE, TPAHCIOPTHUPYIOLIHUE,
pacmpefensionye, MNOMy4yaroline, XpaHsIue WIH HWMIIOPTUPYIONIHE TPOJOBOILCTBHE IS
notpebnenus B CLIA, Taxke H0JKHBI 3aperucTpupoBanuchk B FDA.

KOI'IA: Oxwunaercs, aro FDA omyOnmkyeT okoHYaTeNbHBIE MHCTPYKIUMU 12 oxTsa6ps 2003
roja. OTH WHCTPYKUUU TPEAOCTaBAT KOHKPETHYIO HUQPOpMAIMI0 O TOM Kak M TIJie
perucTpupoBathbcs.  Peructpamms He MOXeT Tpom3BoauThes A0 12 Oktsa6ps 2003 rona.
OxugaeMblii OKOHYATETHHBIN CPOK peructpamun 12 mexadps 2003 roqa.

KAK: Kaxnoe mHOCTpaHHOE yupekaeHue, o0si3aHHOe 3aperucrpupoBaThes B FDA, momxHO
HazHauuTh "AMmepukaHckoro areHta" Ha Tepputopun CIIIA. MexnyHaponHble FOPUCTHI
topuanueckoil pupmbr Becker u Poliakoff, P.A. MoryT momMous KOMHaHUSIM C perucTpanieil B
FDA, 3amonaennemM (opM TpeaBapUTENBHOTO yBEIOMIIEHHS W TOJAEpKKOW cBsizu ¢ FDA u
TaMOKHEll, B cllyuae BO3HMKHOBEHHUS KakKuX-TMOO 3aTpyJHEHHH, TaKHUX, HampuMmep, Kak
BO3BpAIlleHUE, aJMUHHUCTPAaTHBHOE 3ajepKaHUe WIM KOH(QUCKAIMA MPOJOBOIBCTBEHHBIX
TOBApOB.

HAKA3AHUA: Ortkaz ot perucrpauuu B FDA u HenpeabsBICHHE CBOEBPEMEHHOTO
npenBapuTenabHoro yeepomnenuss FDA 00 mocraBke ToBapa NMpUBEAYT K OTKa3y B NPHHITHU
toBapa B CILIA. ToBap OyaeT HaXxOAMTHCS B OINpPEACICHHOM TIOCYJapCTBOM CKiane 3a CYET
UMIOpTEpPa, [0 JOJDKHOIO 3aBEpIIEHUs Ipolecca pPETUCTpalud M MPEeIBapUTEIBHOIO
YBEIOMIIEHHSI O TIOCTaBKe ToBapa. JIto0as mombITKa BBO3a IMPOIOBOJIBCTBEHHBIX TOBapoB 0e3
npeaBapuTeabHoro yeegomieHuss FDA MokeT 3aBepUIMThCS 3alpeToM HMIIOpTa JIIOOBIX
OyAyIOLIMX MOCTaBOK mpo1oBoibcTBus B CIIIA.

3a pmononHUTENBHON HMHpOpManuei 060 Akre o Ouoreppopusme 2002 u pupme
Becker & Poliakoff, P.A., moxamyiicra mocernte Hamm caiiTel: www.fda-usa.com.

* FDA npennonaraer cuenats 12 JIexa0Ops 2003 romga OKOHYIATETFHBIM CPOKOM JIJISI PETUCTPAIIHH.
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