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Hcx. Ne 102 ot «21» maprta 2018 roma ITpencenarento Komuccun PCIITT
o AIIK
Kacamenvno: Pewenus Ne28 om 13.02.20182 Koanecuu EDK B.C. BI/IpIOKOBy

«O  MakcumanbHblX — OONYCMUMbBIX — YPOGHAX — OCMAMKO8
JIeKnpenapamos 6 HenepepabomanHol Nuwegol npooyKyuu
JHCUBOMHO20 NPOUCKXOHNCOCHUS»

VBaxaembiii Bukrop CrenanoBuy!

28 despans 2018 roma Komneruss EBpasmiickoli SKOHOMHYECKOH KOMHCCHH
ytBepauno Pemenue No28 "O makcumanbHO AOMYCTUMBIX YpOBHSIX (Oaree — MJY)
OCTaTKOB BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB ((hapMaKOIOrHYeCKh AKTHUBHBIX
BEIIECTB), KOTOPbIE MOTYT COJIEPKAThCSl B HemepepaObOTaHHON MUIIEBOW MPOIYyKLIUU
KUBOTHOTO MPOUCXOXKICHUS, B TOM YUCJIE B CHIPbE, U METOJMKAX UX ONpPEACICHUS" —
nanee Pemenue.

[IpoexT nanHoro Pemienus ObLT pa3MeleH sl 001IeCTBEHHOr0 00CYXI€HUs Ha
npaBoBoM  mnoprane EADK  (em.  ccvuiky  https://docs.eaeunion.org/pd/ru-
ru/0102510/pd 26122017 ). Cpok oO1iecTBEHHOTO 00CykieHus: cocTaBuil 20 JTHEH, ¢
26.12.2017 r. no 15.01.2018 1.

Pemenue Bctynuino B cuiny depe3 30 KaneHAapHBIX THEH Tociie 0pUITMaIbHOTO
onyonukoBanus (Pewenue onyoiuxosano 15.02.20182.), 3a UCKIIOUEHUEM IyHKTa 2.
[Tyaktr 2 Bcrymaer B cuiny depe3 180 kameHmapHBIX OHEH cO AHS OQPHUIIMATHHOTO
OnyOJIMKOBAHUS.

Hanpasnsem Bam muenne HanmonansHoro Coro3a CBUHOBOJOB O BO3MOYKHBIX
npoOJjieMax MPaBOMPUMEHEHUs] JaHHOTO PereHus sl POCCHHCKUX MPeAnpUusiTUi
MSICHOM OTPaciiv B CBSI3U C BCTYIUICHUEM €T0 B CUILY (cM. npunodicerue 1).

IIpunoxxenue:

1. O Bo3MOXHBIX TTpoOemMax nmpaBonpuMenenus Pemenns Ne28 ot 13.02.2018r.
Konnernn EBpa3uiickoii 3KOHOMHYECKOM KOMHCCHMH "O MaKCUMajbHO JOIYCTHUMBIX
YPOBHSIX OCTAaTKOB BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB ((papMakoIornuecku
aKTUBHBIX BEIIECTB), KOTOPbIE MOTYT COJEPXkAaThCi B HemepepadOTaHHON MHILEBOU
OPOAYKIUU KUBOTHOTO MPOUCXOXKACHUS, B TOM YHCIE€ B ChIpbE, U METOAMKAX HX
onpeaeneHus”, Ha 2-X JIUCTax.

C ysaoicenuem,
I'eHepasibHBIN AUPEKTOP

Hauunonansuaoro Coro3za CBUHOBOZIOB 0. U. KoBanes
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ITpunoxxenne Nel
K mucbmy HCC Nel02 ot 21.03.2018r.

O BO3MOXHBIX TTpodaemax npaBonpumenenus Pemenns No28 ot 13.02.2018r. Komterun
EBpazuiickoil 3KOHOMHUYECKON KOMUACCHH "O MaKCUMaJIbHO JOITYCTUMBIX YPOBHSIX
OCTaTKOB BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEACTB ((papMaKkoIOruuecku akKTUBHBIX

BEIIECTB), KOTOPBIE MOTYT COAEPKATHCS B HETIEPEPaOOTaHHOM MUIIEBOM MPOTYKIIUU
YKUBOTHOT'O IIPOMCXOKJEHUS, B TOM YHCJIE B ChIPbE, U METOIUKAX UX ONPEAEICHUS ",
(manee - Pemienue).

Hanuonansueiii Coro3 CBUHOBOJOB CYHMTAaeT, uTo JaHHOe Pemienme Tpedyer
CepbE3HOM TEXHUYECKOM JO0PadOTKM.

Xotenau Obl O6paTI/ITI> BHHMMAHHC HA CICAYIOIHNEC KIIFOUCBbIC MOMCHTLI:

1. U3 83 nmnepeuucneHHbIX MpenapatoB Ha 14 mpenaparoB  OTCYTCTBYIOT
YTBEpKAEHHBIE TOCYIAapCTBEHHBIMU OpraHaMH IO CEePTHPHUKAIUN METOTUKU
OTpe/ENEHUs] OCTATOYHBIX KOJMYECTB TMpenaparoB M HMX MeTaOOJIUTOB.
JlabopaTopusiMm HEOOXOAMMO CaMOCTOSTEIHFHO BAJTHIUPOBATH METOIUKH, IIO
MMEIOLIUMCST HAyYHBIM MyOJHKAIUsIM, MO0 3aKynaTh AOPOTOCTOSIINE MPUOOPHI,
npUMepHasi CTOUMOCTb KOTOpbIX oT 10 1o 40 miH. pyo.

2. Ha 24 npenapata METOAMKM HE UMEIOT IIMPOKOTO pacnpocTpaHeHus. BHenpenue
TpeOyeT 3HaUNTENbHBIX (PUHAHCOBBIX U BPEMEHHBIX PECYPCOB.

3. Ha BHenpeHue kaxxao metoauku Tpebyercs 3-4 mecdiua, cymMMapHas CTOMMOCTh
BHeIpeHus He meHee 10 muH. pyo.

4. HyxHo 0co00 OTMETUTh, YTO BCE€ NpUOOpPbl HMIIOPTHBIE. 3aKynka H
UCIIOJIb30BaHUE MPUOOPOB, CTABUT POCCUMCKUE JabopaTtopuu (M MpOU3BOAUTENEH
MSCHOU MPOMYKIIMH) B KECTKYIO 3aBUCUMOCTH OT 3apyOeHbIX Kommanuii. T.k. B
cllydae OTKa3a CO CTOPOHBI TPOU3BOAMUTENS MNPUOOPOB B CEPBUCHOM HWIIH
METOJIMYECKOM OOCITYyKUBaHMHM (B TOM YHCIE MO MOJUTHYECKUM MPUYHHAM),
POCCHUHCKHE TPOU3BOIUTENN TMPAKTUYECKH HE CMOTYT BBIMOJHATH TPeOOBaHUs
3aKOHO/ATEIbCTBA.

5. Tonpko Ha 45 mpenapaToB MUMEIOTCA OTPaOOTaHHBIE U YTBEP)KIEHHBIE METOIUKU
OTIpEe/IeNIEHUS] OCTATOYHBIX KOJIMYECTB B MSICHOM CBIPBE.

[IpakTHueck He CYUIECTBYET YTBEPKIEHHBIX B YCTAHOBJIEHHOM TOpSJIKE
COBPEMEHHBIX METOJIMK OMNpPEAENIEHUs OCTATOYHBIX KOJIMYECTB IMPENapaToB B MUILEBBIX
IPOJIYKTaX.

Hanuonaneueiii Coro3 CBHHOBOJOB TOAJIEPKUBACT WHUIMATUBBI MO YCHIICHHIO
KOHTPOJISI 332 UCTIOJIb30BaHUEM aHTHOMOTUKOB M 0€30MacHOCTHIO MUIIEBOM nmpoayKuuu. B
TOKE BpeMs CIEAYET OTMETUTH, 4TO 3(P(HEKTUBHBIN CIOCOO IS pean3aluy 3TOH 3a1a9u
- U3MEHEHHE CHUCTEMbI CepTU(UKALMU MPErapaToB AJis AOMyCcKa Ha POCCUNCKUN PHIHOK.
[IpousBogutens mnpenapata oO0sA3aH MPEJOCTABUTH BaTUAMPOBAHHYIO METOAMKY
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OTIpEe/IEeNIEHUs] OCTATOYHBIX KOJMYECTB IMpEnapaToB M HMX METa0OJUTOB U JOChE Ha
nabopatopHble uccienoBaHus. MeToanka JoJKHA ObITh MOATBEPXKACHA POCCHICKHUMHU
WCTIBITAaTEJIbHBIMYA LIEHTpamMu. TOJIBKO mpemnaparsl, MPOLIEAIINE UCIBITAHUSA 10 TAHHOU
CXeMe MOJTy4yaroT cepTU(UKaT U JOCTYI Ha PHIHOK PD.

K coxanenuto, B HacTosIiee BpeMs, MHOTHME MMIOPTHBIE IMpENapaThbl MOJYy4YarOT
ceprudukarel B crpaHax EBpasuiickoro OxoHomuueckoro Coroza, 0e3 MpoBeACHHUS
UCIIBITAHU, @ TOJBKO HAa OCHOBAaHHMM 3asBJICHUN NPOU3BOJAWTENICH. OTH MpenapaTsl
UMEIOT TPAKTUUECKH CBOOOIHBIN M HEKOHTPOJIMPYEMbIA 000pOT Ha phIHKE PD.

B mHacrosimee BpeMsi B MHpe H3BEeCTHbBI H HCHOJbL3YyOTcs: Oosiee 3000
BeTepUHApPHBIX npenaparos. [Ipu cymecTByomei cxeme ceprupuKannu 1 000pora
npenaparoB B crpanax EAJC, BeeneHnue orpannueHuii Ha 83 mpemnapara, He Oyaer
3¢ dexkTHBHOII Mepoil KOHTPOJA 0€30MaCHOCTH, HO CO3AACT 3HAYMTEIbHbIE
TPYJAHOCTH OTBETCTBEHHBIM NPOM3BOAUTE/ISIM MACHON MPOAYKIIUH.

Kpome Toro, criemyer oOTMETHUTb, YTO Il OOJBIIMHCTBA BETEPUHAPAHBIX
JIEKapCTBEHHBIX  CpelCcTB  ((hapMaKOJIOTHYECKHM AaKTHUBHBIX BEIECTB) pa3paboTaH
€IMHCTBEHHBIN METOJ] OMpENEJICHUS aKTUBHOIO BellecTBa: «Memoo onpedenenus
CO0EPIHCAHUSL AKMUBHO20 B8eWecmBa ¢ NOMOUBIO HCUOKOCMHOU XPOMOMo2paghuu macc-
CneKmpoMempuieckum oOemexkmopom». J|aHHBIM METOJOM Ha CEerOJHSIIHUN JeHb
nonb3dyercs  Toibko  DI'BY  «BI'HKW». Jlna  mabopaTopHO-TUarHOCTUYECKUX
yapexJieHni cyobekToB PD naHHbBIN METO/T HAa CErOHSIITHUN JIEHb HE JIOCTYTICH.

B cuiy BBINIECKA3aHHOTO B Ciy4ae OOHAPY:KEHHS OCTATOYHBIX KOJIHYECTB
AKTHBHBIX BelIeCTB Y MPEANPUATHI HE OyIeT BO3MOXHOCTH MPOBECTH CPABHUTEIHHBIC
UCIIBITaHUS AJI IPOBEPKU OOBEKTUBHOCTH UCCIIEIOBAHUIA.



