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O npoToKoJe COMIacoBaHMs LEH MOCTABKH JIEKAPCTBEHHBIX
Tpenaparos, BKIIOYCHHLIX B MepeYeHb KHU3HEHHO
HEOOXOMUMBIX Y BaxKHEHIINX JIEKAPCTBEHHBIX NPENAPATOR

B cBasu ¢ BerymneHueM B cuiy ¢ 17.12.2019 nmocramosnenus IIpaBurenscrsa
Poccuiickoit @enepanun ot 16.12.2019 Ne 1683 «O BHeceHHH M3MEHEHHH B HEKOTODEHIE
axtel IIpaButensctBa Poccuiickoit @enepanuy B 4acTU roCyNapCTBEHHOM PErHCTPAIVH H
IIEPEPETUCTPALIMK IPENENbHBIX OTIYCKHBIX I[€H Ha JIeKapcTBEHHEBIE IIpemaparsl,
BKJIIOYEHHBIE B IIEPEUEHb JKU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
npenaparos» (ganee — Ilocranosnenue) ®AC Poccuu obpaiaeT BHUMaHKE Ha BHECEHHE
W3MeHeHUWH B (GOpMy IIPOTOKOJNA COITIACOBAHWS II€H IIOCTABKH JIEKAPCTBEHHBIX
IpEenaparoB, BKIIOUYEHHBIX B IIEpeYCHb JKU3HEHHO HEOOXOMUMEBIX W BaXKHEHUIIHX
JIEKapCTBEHHBIX IIPENaparoB (Jajgee COOTBETCTBEHHO — IIpOTOKON COIIacoBaHHS IIEH,
JIEKapCTBEHHBIE IIPENapaThI).

1. OnEuM U3 OCHOBHBIX H3MEHEHHH, BHOCHMEIX B opMmy [IpoTokona cornmacoBanus
LieH, sABJIAeTCs HeoOXOOMMOCTh yKa3aHUs B rpade 8 marel peanusanud JIEKaPCTBEHHOIO
[penapara IpOU3BOIUATEIEM.

Bxkmouenne B Ilporokon cormacoBaHus IIeH HH(GOpManuW O Jare peaau3alud
JIEKapCTBEHHOr0 IIperapara Opou3BOAMTENIeM Ha TeppuTopuu Poccuiickoit ®Denepanuu
obecredynBaeT peanu3alii0 HOPMBI, HpeaycMoTpeHHOH dacTeio 4 IlocTaHoBIeHHs, B
COOTBETCTBHH C KOTOPOH INpPENOCTaBlIEHA BO3MOXHOCTH JOPCATM3ALHH JIEKAPCTBEHHBIX
[IpenaparoB ¢ y4eTOM TEKYLIUX 3aperuCTPUPOBAHHBIX NPEACIBHBIX OTIYCKHBIX II€H
IIDOM3BOJMTENIEH Ha JIEKapCTBEHHBIE I[penaparbl, TO €CTh pEeadn30BaHHBIX HX
IIPOM3BONMTENSIMA Ha TeppuTopuu Pocculickoli Denepanvy 10 IHS BCTYIJICHHS B CHILY
npukaza MuHucTepcTBa 3ApaBooxpaHenus Poccuiickoit @epepanum 00 00s3aTeBHOMN
nepepeructpanus B 2019-2020 ronax npenenbHOM OTIYCKHOM IIEHBI IPOU3BOIUTENS.

OpraHusanysi oNTOBOM TOProBilM, KOTopas IIpuoOpela JeKapCTBEHHBIH Npenapar y
IPOU3BOAUTENSA, 3amoiHAeT rpadgel 1 - 8 IIpoTokona COINIaCOBaHHSA LIEH C Y4€TOM

[ A

WNoeHTudukaTtop

171918



2

HH(poOpManuy, comepkareiics B CONPOBOAUTENEHON JOKYMEHTAIMH MMPOU3BOAUTENS HA
JIEKapCTBEHHBIM Ipenapal. Bce mocnemyiomue oOpraHu3allid ONTOBOH TOPTOBIH,
peanu3yloliie 3TOT JIEKapCTBEHHBIH Ipemapar, IpH cocTaBleHHH [IpoToxomna
cornacoBaHus LeH B rpadax 1 - 8 oTpaxkaror 0e3 u3MeHeHu# HHPOPMAIHIO, YKa3aHHYIO B
IIpoTokone cornacoBaHusl LEeH, C KOTOPBIM JI€KapCTBEHHBIM Impemapar ObUT HUMH
IpHOOpETEH.

2. ®AC Poccum obOpammaer BHUMaHue, 4To u3MeHeHHS B ¢opme [IpoTtokona
COTTIacOBaHHUS II€H YYHUTHIBAIOT BO3MOXKHBIE BapHaHTHl PEXUMOB HAIOTO0OIOXKEHHUS,
[PUMEHSEMBIX OpraHu3alMsIMH OINTOBOH M PpO3HUYHONW TOProOBIM JIEKAPCTBEHHBIMU
npenaparaMd. B cBs3u ¢ »TuM B IIpoTokone cormacoBaHUs LIeH NpeqycMaTpUBaeTCs
yKa3aHHe I[€Hbl NpHOOpeTeHWs M I€Hbl pealM3allii JIeKapCTBEHHOTO Iperapara
OpraHM3alisMHd OIITOBOM K PO3HMYHOM TOPrOBIM B 3aBUCHMOCTH OT peXUMa
Hajoroobnoxenus (to ectb rpagsr 9-11, 14-16, 21-22 Ilporokona coriacOBaHUsI LEH
3aIIONIHAIOTCS B 3aBUCUMOCTH OT PeXHMMa HaJIOr000JI0KEHHS TOCTABLIMKA 1 ITOJIydaTesis).
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