CornawweHne mexay MpasutenscteoM Poccuinckon ®epepaunn n MNpasmutensctsom Pecnybnukmn Y3bekucrtaH ob
NH(OPMaLMOHHOM B3aMOAENCTBUN B LieNX nepefaym cBefeHNn 0 KofaxX MapKupoBKM IEKapCTBEHHbIX NpenapaTos
(NekapCTBEHHbIX CPeAcTB) 415 MeLULMHCKOr0 NPYUMeHeHNs

Cratbsa 3

OpraHusaums nepefayun ceegeHun

1. TpeboBaHuWA, BLINOJHEHNE KOTOPbLIX ABASETCA HEOOXOANMBIM YC/IOBUEM B3aVMHOW Nepeaayn CBeAEHUN 0
KOAAX MapKUPOBKM IeKapCTBEHHbIX MPenapaToB (1eKapCTBEHHbLIX CPeACTB) AN MeAULNHCKOro
NPUMEHEHNS N MHPOPMALMOHHOI0 B3aMOLENCTBUSA, @ Tak)Xe NOPSA0K yKa3aHHOro NHMOPMAaLMOHHOMO
B3aMMOLEeNCTBUSA 1 COCTaB rnepefaBaeMbix CBeAEeHUA onpeaensoTcs onepaTopamm nNo CoriiacoBaHuio ¢
KOMMNeTeHTHbIMK opraHaMu CTOpPOH.

2. OnepaTopbl HALUNOHANbHbLIX UHOPMALMOHHBIX CUCTEM MAPKUPOBKYM JIeKapCTBEHHbIX NpenapaTos
(NeKapCTBEHHbIX CPEACTB) A5 MeAULMHCKOr0 NpUMeHeHuns, obecneymBaloT COBMECTUMOCTb MPUMEHSAEMbIX
npw nepepaye CBeAEHN NPOrPaMMHO-TEXHNYECKMX CPeACTB 1 cobaofaloT Mepsbl, obecneynBatowme
HeobX04MMbIN YPOBEHb MX 3aluThl U 6€30NaCHOCTU B COOTBETCTBUM C 3aKOHOAATENLCTBOM FOCYLapCTB
CTOpOH.

3. B cnyyae HeobxoamMMoCTM KOMMNETEHTHbIE opraHbl CTOPOH NPOBOAAT KOHCY/bTaLMK MO BONpocam
opraHu3aunm MHMOPMaLMOHHOIO B3aMOAENCTBMS, B TOM YKC/ie C onepaTopamu.

4. CBefeHns, yKa3aHHble B cTaTbe 1 HacToswero CornalieHmns, sBasTca MHopMaLMen orpaHNYeHHOr o
[OCTYyNa, B OTHOLLEHWM KOTOpOo CTOPOHa, NOSyYMBLUAS Takue CBeAeHNs OT Apyron CTOPOHSI,
obecneymBaeT NX Hagexallyto 3aWmnTy ¢ cobmogeHmem TpeboBaHWiA, YCTaHOBEHHbIX
3aKOHOaTeIbCTBOM CBOEro rocyapcTea U HacTosawmm CornalleHunem.

5. Mepepaya cBefieHU, yKasaHHbIX B CTaTbe 1 HacTosAwero CornalleHuns, ocyLLecTBAseTCa Ha
6e3B03Me34HON 0CHOBE 1 € cobnoaeHnem TpeboBaHM, YCTAHOBIEHHbLIX 3aKOHOAATEIbCTBOM FOCYAapCTB
CTopoH n HacTosAwmM CornalleHuem.

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Crp.1m31



