WH(opmMauuoHHoe MHCHMO 0 M0Psi/IKe 110/1y4eHNs He3aperucTPUPOBAHHOT0 Ha TEPPUTOPUH
Poccuiickoii @eepaliii CUXOTPOIHOIO Npenapara

1. IlonyyeHue He3aperucTPUPOBAHHOIO TNpenapara, HA3HAUEHHOro pemenuem ¢ejepaaLHOrO
KoHcuamyma (Ipunoxenue No 1).

PojuTe/d (3aKOHHBIE TPEJCTABUTE/U) MMallMeHTa, KOTOPOMY Ha3HaueH He3aperuCTpUpOBaHHbI
fperapar peilieHuem (ejepanbHOro KOHCHAHYMA, JIO/KHEI OOPAaTHTLCA B IMOJHK/IHHHKY 110 MeCTy
KUTE/IbCTBA C 1e/IbI0 (DOPMMPOBAHMSI NaKeTa JOKYMEHTOB JUlsl [IPOBEJCHHs KOHCHIMYMa Bpaueil
ClIel{Ha/IM3MPOBAHHON Me/IMIIMHCKOW OpPraHM3alivy, MO3BOJISION[Ero Ha3HAUMTh He3aperucTPUPOBAaHHAbI
npenapar v 0()OpMUTh JOKYMEHTLI Ha ero BBO3 Ha TePPUTOPHIO Poccuiickoii Meepariuu.

[TakeT JOKYMEHTOB J|1s1 IPOBe/eHMs] KOHCH/IMYMa Bpauel J0/KeH B ceOsl BK/IHOUaTh:

e 10ApoOHYIO BBITUCKY W3 HCTOPUM 3a00/1eBaHus,

® KOIMIO TPOTOKO/MA (e/lepaIbHOr0 KOHCH/IMYyMa C OMMCAHMEM CXeMbl TNMPUMEHEHHsl Iperapara,
pacyeTom ero rojloBoi noTpebHOCTH,

e corlacke Ha 06paboTKy nepcoHabHbIX JAHHbIX.

KoHcunuym  Bpaueld /s jleTedl, TPOXKMBAIOIMX Ha TePPUTOPHMM ropoja Exkarepun6ypra,
npoBoAXTCs Ha 6ase MAY «/II'Kb Ne 9» (koopaunarop Cymumos A.B. 8 (343) 213 - 22 - 18), ais jetedi,
npoxkuparoumx B Ceepnosckoit obnacty - na 6ase FTAY3 CO «OIKb».

KoHcuiimym  Bpadell, Ha OCHOBaHWM TIPEJOCTAB/IEHHBIX JIOKYMEHTOB M3 MEJULIMHCKOMN
OpraHu3alliy, OYHO HJ/IM TOCPE/ICTBOM Te/IEMEJMIIMHCKOH KOHCY/ILTAl|MH, MPUHUMAET pellieHHe o
Ha3HaueHUM He3aperHCTpUpPOBaHHOIO Ipernapara C ONHCAHHeM CXeMbl JleueHus, (DOPMbI BBINTYCKa,
/MO3MPOBKH M PaCcyeToOM rojloBoi norpedbHOCTH B nperapare.

3asBKy Ha BBO3 He3aperMcTpUpOBaHHOrO Ipernapara obopmisier AY3 CO «OJIKB» cornacHo
npukazy Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®enepariud Ne 581 ot 02.08.2012.

['0TOBBIA MAaKeT JAOKYMEHTOB HarpaB/sieTcsi B MHHHCTEPCTBO 37ipaBooxpaHenusi CBepIoBCKOi
obsiacty, a 3areM B MHHHCTEPCTBO 3/jpaBooxpaneHus Pd,

Ilocne nocrynienus naptuu npenapara [AY3 CO «OJIKB» nipurnaiinaer poguresnei (3aKOHHBIX
Mpe/iCTaBUTe/Ied) Ha [IPHEM JUIs  [10/lyYeHHst TIperapara B  KOHCY/IBTaTHBHO-MarHOCTHYECKYIO
NO/MKIMHUKY (nanee — K/IT) TAY3 CO «OJIKb», k 3aseayioujeit KJ/IIT Tlogonsk E.B. (pabouwuii
TesiepoH — 8 (343) 231-91-41). C coboii HeOOXOAUMO UMETE MACTIOPT, WK HOTAPHA/ILHYIO JOBEPEeHHOCTb,
KOTTHIO 3aK/ItoueHus deepanbHOT0 KOHCUIMyMa. [lisi rosiyueHusi Tperapara poAMTeNd (3aKOHHBIE
Mpe/ICTaBUTe/IM) JJO/DKHBI 0DpAaTUTLCA B KOHCY/ILTATHBHO-JMArHOCTHYECKYIO IIO/JIMK/IMHHKY (pasee —
K/11) I'AY3 CO «O[IKb», k 3aeaytomeit KAIT IMogonsik E.B. (paGounit Tenedon — 8 (343) 231-91-41).
C coboit HeobxoAuMO HMMeTL [aCHOPT, WX HOTAPHAILHYIO JOBEPEHHOCTb, KOMHIO 3aKIIOUeHHs
(pestepanbHOro KoHcunmyma. Ilpenapar Oyzer Boiad B oObeme, HeOOXOAMMOM Ha JIeUeHHE B TEUEHHE
TPeX MeCsLEeB, T10C/Ae 4ero HyxHo Oyger BHOBb obparurbest B TAY3 CO «O[KB» aia nonyueHus
O4YepeAHOH MapTuM mpenapara. IIpu mnosyueHWH Tiperiapara POAWTE/NM (3aKOHHbBIE MpeCTaBUTelIN)
AOJDKHBI IOJAIKCATh PACITMCKY O ero MOJIYYeHWH B JIBYX 3K3eMIUIsipax (TIPHIOKeHHe).

KoHTpo/b 3((eKTHBHOCTH M [1ePeHOCMMOCTH He3aperuCTPUPOBAHHOIO Iperapara [pPOBOAMTCSH
JleyalliiM Bpauom.

[Ipy HeoOxoAMMOCTH, O TPE/IIONOKUTENLHBIX CPOKaX TMOCTABOK JIGKAPCTBEHHBLIX IIPEerapaTos
[0 BbIJaHHBIM  pa3pelleHHsiM Ha TeppuTopui0 POCCHM  MOXHO y3HaBaTh B MUHHCTEpPCTBE
3/1paBooxpaHeHus CBepanoBckon obnactu 8 (343) 312-00-03 (106. 928), lInmukuna KOs BopucosHa.



2. Tlo/syveHne He3aperMCTPMPOBAHHOIO [pPenapara, Ha3HAUYeHHOro JIeYaLUM Bpauom 0e3
3aK/nouenus gepepanbHoro Koncuamyma (Ipunoxenue Neo 1).

Bpau-HeBposior MejUIMHCKOH OpraHM3aluu 1060ro ypoBHS H GOpPMBI CODCTBEHHOCTH MOXKeT
HA3HAYMTD [Ipenapar, He3aperdCTpUpPOBaHHbIA Ha TeppuTopuM Poccuiickoit Mejiepatiuy, Npy HaIHUMK
Yy lanueHTa MeauIIMHCKHUX TI0Ka3aHWi B paMKax MHCTPVKIIMU T10 ero [IPUMEHEHHIO. HJ'IH 3TOro Bpay-
HEBPO/IOr  1MoAPOOHO  ONMCHIBAET TMOKA3aHMst M 0GOCHOBAHHE HA3HAUCHHS HE3apPerHCTPHPOBAIOr0
[ICHXOTPOMHOTO Mpenapara, CXemy JedeHus, (OpMy BbIyCKa, JO3MUPOBKY W TOfIOBYH) MOTPeGHOCTD
B rIperiapare,

Popyrenn (3aKoHHbIE npejicTaBMTe/IM) IALMEHTa, KOTOPOMY HasHaueH He3aperucTPHPOBaHHbIH
fpenapar 00palaroTCs B MEJMIMHCKYIO OPraHM3ALMIO M0 MECTY JKHTE/ILCTBA C LE/bI0 bopMupoBaHus
lakeTa  JJOKyMEHTOB /1A POBeJEeHUS KOHCH/IMyMa Bpaded Criel{Ma/iu3MpOBaHHON  MeJULMHCKOMH
OpraHM3aLuyy o HEOﬁXO,ZII/IMOCTP{ Hd3HdUeHHsI HEBBDQFHCTPHPOBE{HHOFO JIEKAPCTBEHHOT O ripernapara.

[lakeT JOKYME@HTOB /1715t IpOBe/leHUsI KOHCHIHYMa Bpauel 0/okeH B Cefst BKIIOUATh

* [0APOOHYI0 BBIMMCKY W3 MCTOPUM 3abo/eBaHusi C (papmakoanamHe3oM, 000CHOBaHHEM

Ha3HAYeHHs1 HE3apEernCTPUPOBAHHOIO Mperapara, cxemy JieueHHs, (OPMY BBIYCKa, /I03UPOBKY

1 TO/I0BYIO II0TPeOHOCTH B Mpenapare,

* coracye Ha 06paboTKy nepcoHanbHLIX JAHHBIX.

B cnyvae manuuus y nauMeHTa rnokasaHMH K Ha3HAYEHHIO He3aperucTPUPOBAHHOIO Mperapara
B pamMKax MHCTPYKLMH 10 €ro NPHMEHEHHIO KOHCH/IMYM BpaueH HarpasisieT J0KyMeHThl B [AY3 CO
«O[IKB» st IpoBe/ieHns TesleMeAMLIMHCKON KOHCY/IBTAI[HH C (esepanbHBIM LIEHTPOM, HMEIOLMM OITBIT
JIeUeHHUs TSDKEBIX (DOPM STU/IETNICHM Y AeTei, C LeJIbI0 TIOMyUYeHNs! 3aK/IFOUeHHs (benepanbHOro LeHTpa
O HasHaYeHMH HE3apernCTPUPOBAHHOIO TICHXOTPOIHOIO IIperiapata € ONHCAHMEM CXeMbl JIeUeHHs,
(opMbI  BBINYCKa, [03MPOBKM U TOJOBOM norpebHocTH B mperiapare. K yyactuio B OuHO#
Te/IeMEe/IMIMHCKOH KOHCY/ILTalliM MOJKeT OBITh TIPUB/IeYeH Tevarl{uit Bpau, MepBOHaYaIbHO Ha3HAUMBILINI
HE3aperuCTPUPOBaHHbIN TIperapar.

[Tocne [1OJIyueHHsl pelIeHUs (b(?,H.E‘[)aJIbI'iOFU KOHCH/IMYMd O Ha3HdYeHWH He34peruCTpupoOBaHHOT O
npenapara B 'AY3 CO «O[IKB» odopmisiercss 3asBka Ha BBO3 HEe3aperuCcTPUPOBAaHHOIO IIperapara
COI/IaCHO MpHKa3y MUHKCTePCTBA 3paBooxpaHenus Poccuiickoit ®eaepatmn Ne 58H ot 02.08.2012.

['OTOBbLIH NakeT JJOKYMEHTOB HarlpaB/seTcs B MunucTepcrBo 3apaBooxparenus CBepAIOBCKOi
obsiactu, a 3areM B MUHHCTEPCTBO 3/paBooxpaHenus PO,

s Tionyuenust mperiapara  pojMTeNM  (3aKOHHbBIE NPe/ICTABUTE/IA) JIO/DKHBI  0DpaTHTLCs B
KOHCY/ILTATUBHO-/IMaTHOCTHYECKYIO MONMMK/IMHUKY (Aanee — K/IIT) FAY3 CO «O/IKb», K 3aBeayioneit
KALI Noponsik E.B. (pabounit Tenedon — 8 (343) 231-91-41). C coboit HeobXoquMOo umeTs [acnopT, Wiu
HOTApHA/BHYIO 0BEPEHHOCTD, KOITHIO 3aK/IIoueHHs (heflepa/lbHOro KOHCHIHyMa. [lpenapar Gyzier BbijaH
B 0Obeme, HeoOXOJMMOM Ha JieueHHe B TEUeHHe TPeX MeCAIeB, TOCe Yero HY>XHO Oyzaer BHOBb
obparutecst B TAY3 CO «OAKB» /i1 mosyuenus ouepeHoOil napTuu npenapara. I[lpu nonyuenuun
lIperapara pojuTe/n (3aKOHHbIE [PE/ICTABUTE/IH) JIO/DKHEI IIOJIIMCATL PACTIHCKY O MOJIYYEHHH B JBYX
IK3eMIUIsApax (IpUIOXKeHHe).

KoHTpob 3¢deKkTHBHOCTH M 11epeHOCMMOCTH He3aperucTpHpOBAHHOIO rpernapara IpOBOJAUTCS
JleyalliuM BpauoM.



Ipunoskenue No 1

Hopsigox odopmitenns oKyMenToB 151 oy yeHns He3aperuCTPUPOBAHHOTO Ha TEPPHTOPUU
Poccutickoii deaepariun ncuxorponHoro nperapara (/uasenam (pacTBOp peKTa/IbHBIN),
Knobasam (tabnerku), Mugasonam (pacrsop OPOMYKO3a/IbHbIH), PeHobapOuTan
(3/TMKCHP, PacTBOP /i HHbEKLUIA))

MaumeHT, Tpebyrolmmn HazHauyeHnA
He3aperncTprpoBaHHOro Npenapara

Pewenue deaepansHoro
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MposeaeHne KOHCUNMYMa Bpadel Ha

6aze MAY AATKBN29, rAY3 CO "OAKE", MpoBeseHne KOHCUAMYMa Bpayelt Ha
3aKNOYEHUE O Ha3HayeHun npenapara,| |baze MAY "ArKBENe9", FAY3 CO "OAKB",
33ABNEHWE Ha BBO3 Npenaparta Ha PEWEHMNE O HaszHa4YeHMM npenapaTa

Tepputopuio PO
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TMK ¢ depepanbHbim
M3 CO UeHTpom
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L Monyyenue 3akniouerHue OL|
M3 PO O HasHauyeHuu npenapara

3ansneHne Ha BBO3 Npenapara




