POJUTEJISAM JIETE, KOTOPBIE HYKJIAIOTCS B
HE3APETMCTPUPOBAHHBIX IICUXOTPOITHBIX TTPEIMTAPATAX

IHamaTka
YBaxxaemble poUTENH!

OTa maMsaTKa COCTOMT M3 JBYX pa3fenoB. [IepBelii — 1 Te€X poauTesncit
(3aKOHHBIX NPEACTABUTENEH), JETU KOTOPBIX YK€ UMEIOT 3aKJIIOUEHUE BpaueOHOU
KOMHMCCUM MEIUMUIHMHCKOM OpraHu3alvy pPETHOHAIBHOW, MYHULHNAIBHOW WIH
YACTHOM CHUCTEMBI 3[paBOOXPAHEHMsS U IPOTOKOJI KOHCWIMyMa (eaepaabHOU
MEIULUHCKON OpraHu3alHH 0 HEO0OXOIUMOCTH Ha3HAYCHHUS
HE3apeTrucCTpUpOBaHHbIX B Poccniickon denepanuy MCUXOTPOIHBIX ITPENAPATOB —
OJTHOTO WJIM HECKOJbKHUX W3 cleayromux: Juazenam (pacTBOp pPEKTAJIbHBIN),
Knobazam (kancynel, TabmeTkn), MmwupazonaMm (pacTBOp OpPOMYKO3aJbHBII),
denobapobuTai (MUKCUP, PACTBOP ISl HHbEKITUH ).

Bropoii paznen — st poauTenel (3aKOHHBIX MPECTaBUTENEH) IETEl, KOTOpPbIE, 10
BCEH BUIUMOCTH, HYXXIAIOTCA B 3THUX Ipenaparax [NOTOMY, YTO HAa3HAYCHHBIC
3apEruCTPUPOBAHHBIE MPEMAPATHl WM UX COYETAHUS B PA3IUUYHBIX KOMOMHALUSAX
JUIL JICYEHUs OIUJICINICUM OKa3aJuch HEIPPEKTUBHBIMU H/WIK HEO0OXOIUMO
OPUMEHEHUE JETCKOM (OpMbI TICUXOTPOMHOIO JIEKAPCTBEHHOTO Iperapara
(3NIMKCHpP, PACTBOP PEKTaJIbHBIN, PAcTBOP OPOMYKO3aJIbHBIN), HO 3aKIIOYEHUUN
BpaueOHBIX KOMHCCHUN U TIPOTOKOJIOB (peiepaibHbIX KOHCUIIMYMOB €I1I€ HET.

st poauTesiell (3aKOHHBIX NMPeEACTABUTENCH), 1O AeTAM KOTOPBIX yiXKe
NpoBe/IeHbI BpayeOHble KOMMCCHUH MEeIUIMHCKONH OpraHu3auuu
PeruoHaJIbHON, MyHMIIUNAJbHON UJIM YACTHOM CUCTEMBbI 3IPABOOXPAHCHUSA U
KOHCHJINYMBI (peiepajibHOM MEIULMHCKON OPraHu3alMi U NOATBEPKICHA
HEe00X0IMMOCTh HA3HAYCHUS He3aperucTPUPOBaHHBIX B Poccuiickoit
denepaunu NCUXOTPONHBIX Npenaparos - /(uazenama (pacrBop
pekTanabhblii), Kito6azama (kancyJbl, TadaeTkn), Mujgazonama (pacTsop
0pPOMYKO03aJibHbIi1), @eHobapOuTaia (JIUKCUP, PACTBOP AJIA HHbEKIUI).

1. Tlocme BBO3a mnepBoil maptuu npenaparoB B Poccuiickyro @Denepanuio
(oxxumaercs B okTsaOpe 2019 r.)  opraHbl yHOpaBJICHUS 3IpaBOOXPaHCHHEM
pPErHOHOB (pPErHMOHAJIbHBIE MUHUCTEPCTBA, JENapTaMEHTHl 3IPaBOOXPaHEHUS,
KOMHUTEThl M0 3JpPAaBOOXPAHEHHIO) 3a0JarOBPEMEHHO H3BECTAT PpOAUTENEH
(3aKOHHBIX TPEJCTABUTENICH) O MeECTe H BpEeMEHM O€CIUIaTHOM BbIJIauU
npenaparoB. Ecau Bel ¢ pebeHkoM ceiiyac mpoKMBaeTe HE MO TOMY ajpecy,
KOTOpPbIM yKa3aH B 3aKiIloueHuH (eaepaibHOro KoHcwinyMma, Bam cnepyer
3a0J1arOBPEMEHHO COOOIIUTH 00 3TOM B OpraH YHpPAaBJICHHUS 3/1PaBOOXPAaHEHUEM
TOT'0 PETMOHA, aIPEC KOTOPOTO YKa3aH B 3aKIIFOYEHUU.



2. JIns momydeHus: mpenapara ¢ coOOMl Hag0 MMETh NAcHOpT, CBUJETEIHCTBO O
pOXIeHNN peOeHKa, MPU HEOOXOTUMOCTH — JOKYMEHT, MOJTBEPIKIAIOIINMA, YTO
Bbl siBrisieTech 3aKOHHBIM MPEJCTaBUTEIEM peOCHKa.

3. Ilpu monydyeHuu mnpenapata (Ha OAWH KBapTaji) Bac mompocsT moamnucarthb
pacIKCKy B ABYX 3K3EMIUISIPAX O TOM, YTO:

e Bl noxyuniiu npenapart (mpemnapaTsl, €Clid UX Ha3HaY€HO HECKOJIBKO).

e BrbI ipeaynpekIeHbl 0 TOM, YTO KOHTPOJIh KayecTBa Mpemnapara (IpemapaTos,
€ClIi UX Ha3HauYe€HO HECKOJBbKO) Ha TeppuTopuu Poccuiickoit denepanuu He
OCYIIIECTBIISIICS.

e Bbl mpenynpexaeHsl O TOM, 4YTO MpemapaT CileayeT JaBaTb PEOCHKY B
COOTBETCTBHHM C HA3HAYCHHEM, yKa3aHHBIM B MPOTOKOJIEe (eaepaIbHOro
KOHCHJINyMa.

e [Ipemapar cnemyeT XpaHUTh B COOTBETCTBUU C HHCTPYKITHEH.

e [lpenapar 3ampemiaercsi nepenaBath IPYrUM JIMIAM JJIs UCIOJB30BaHUS U
(unm) mponaBath. B ciaydasx, Korna JUI0 HE3aKOHHO MPUOOPETAeT, XpaHUT,
NEepPeBO3UT, Jaxe ©O0e3 1menu cObITa, TMCUXOTPOIHbBIE JIEKAPCTBEHHbBIC
npenaparbl (B 3aBUCHMOCTH OT pa3mepa (Macchl) BEIIECTBA, COICSHHOE
BJIEYET 3a COOOWM MpuBIEYEHHE K aJIMHHHCTPATUBHOW JHOO YroOJIOBHOM
OTBETCTBEHHOCTH.

e B ciyyae BO3HMKHOBEHHUSI OCTaTKa MpenapaToB, X CIEAyeT mepeaaTh B TO
yupexJieHue, B KoTopoM BbI nonydanu npenapar.

e [Ipu BO3HMKHOBEHUU HEXKEJIATEIBHBIX PEAKIU WU MpH HEIPPEKTUBHOCTH
nmpernapara HeoOXOIMMO coo0mark 00 9TOM CBOEMY JieHallemMy Bpady
(ydacTKOBOMYy IeauaTpy, HeBpoJiory). Bo3MoXXHO Takke HampaBUTh
uHpopmarmro 00 2ToM, 3amoiHuUB (QopMmy oOpaiieHuss Ha caiTe
Poc3npaBnanzopa (http://www.roszdravnadzor.ru/services/people) wmm 1o
noutoBoMy azpecy: 109074, r. Mocksa, CrnaBstHCKasi TUIOIIAAb, 4, CTPOCHHE
1. 910 oueHb BaXKHO, MOCKOJIBKY MpenapaT Moka He 3apeTuCTPUPOBaH.

4. Ecnu Bbl Oynere mepeBO3UTh IpenapaT ¢ coOOM, Hampumep, Ipu BbIE3/Ie Ha
nady, UMeiTe npu cebe Tubo 3aKIF0YeHNe BpauyeOHOM KOMUCCUH, JITMOO TTPOTOKOIT
benepanbHOro KOHCHIIMYMa, TM00 YKa3aHHYIO BBIIIE PACIIHCKY.

5. Ilpemapar BblmaeTcss Ha Tpu Mecsina. [loatomy wyepe3 2,5 Mecsaua mocine
nojyuyeHusi npenapata Bam cregyer oOpaTHThCS K CBOEMY JieyalleMy Bpady U
COOOIIUTH O HEOOXOIMMOCTH TMOJIyYCHHUs TpernapaTa Ha CIeAyIOUIue TpU MecsIa,
OH OpraHu3yer nepenadyy A3Tod uHPOpMAMd B OpraH  yIpaBJiCHUS
3paBOOXpAaHEHHUEM peruoHa (peruoHajibHOE€ MHHHCTEPCTBO, JICTIAPTAMEHT
3PaBOOXPAHEHHS, KOMUTETHI TIO 3I[PAaBOOXPAHEHUIO), KOTOPHI 3a0J1aroBpeMEHHO
u3BecTUT Bac o MecTe 1 BpeMeHH OeCIUIaTHOM BbIAAUM IMPENapaToB.


http://www.roszdravnadzor.ru/services/people

6. Bo Bpems nedeHHs yKa3aHHBIMU TIperiapaTaMu peOCHOK TOJIKEH HaXOJIUTHCS
1o HaOJIIOJIEHUEM Bpaya.

Jliist poauTesieii (3AaKOHHBIX MPeEACTABUTECH) IeTeld, KOTOPbIEe HYKIAKTCH B
YKa3aHHBIX Ipenaparax, Ho 3aKJII04YeHN BpadyeOHbIX KOMUCCUH U
MPOTOKOJIOB (peiepaIbHBIX KOHCHUJIMYMOB ellle HeT.

1. Ecim Bamemy peOeHKY peKOMEHJOBAaH OJWH WM HECKOJIbKO U3
CICAYIONINX HE3aperuCTPUPOBAHHBIX MCUXOTPONHBIX TMpenapatoB - Jluazemam
(pactBOp pekTanbHbIN), Kinobazam (kamcyinbl, TabneTku), Mumazonam (pacTBop
opomyko3anbHbI), Denobapburtanm (IIUKCHUP, PacTBOp MJis HWHBEKIMH) Bam
HEOOXOAUMO OOpaTUTHhCS B MOJUKIMHUKY IO MECTY >KUTEIbCTBA WM HHYIO
MEJIULIMHCKYO OpraHH3aluIo, OKa3bIBAIOIIYIO CIEIHATA3UPOBAHHYIO
MEJIUIIMHCKYIO MMOMOIIb ACTSAM IO MPO(PUII0 «HEBPOJIOTHS» MO0 MATTTUATUBHYIO
MEUITMHCKYIO TIOMOIITb, JJIsI TIOJyYEHHUsI 3aKJII0UeHHs BpaueOHOM komuccuu. Ecnu
Bel cumTaere, uTo mpenapaT peOEHKY MOKa3aH M3-3a TOrO, YTO Ha3HAYCHHBIC
3apEeTUCTPUPOBAHHBIC MPEMApaThl UM UX COYETAHUSI B PA3IMUYHBIX KOMOMHAIUAX
JUISL JICUCHUS DIWIETICUUM OKa3aluch HEAIP EKTUBHBIMU W/ MM  HEOOXOAUMO
NPUMEHEHUE JIETCKOM (OpMBI TICUXOTPOIHOTO JIEKAPCTBEHHOrO IMpernapara
(3NUKCHp, PacTBOpP PEKTAIbHBIN, PAacTBOP OPOMYKO3alIbHbIN), TO Bbl Takxke
MOXETE OOpaTUThCS B TMOJUKIMHUKY 1O MECTy JKUTEIbCTBA WJIM WHYIO
MEIUIUHCKYIO OpTraHu3aluIo, OKa3bIBAIOIIYIO CIIEHIHATA3UPOBAHHYIO
MEUITMHCKYIO TTIOMOIIb JAETSIM M0 MPO(IITI0 «HEBPOJIOTUS JUOO MaUIMAaTUBHYIO
MEJIMIIMHCKYI0 TIOMOIllb, JJISI PEIICHUS BOMNpOCa O HAJWYUU MEIAUIIMHCKUX
MOKA3aHUM [JI1 HA3HAUYEHUsI JTUX IMPENaparoB U TMOJYyUYECHUS 3aKIHOYEHUS
BpaueOHON KOMUCCHUU B TOM CJIy4ae, €Clid Mpenaparhl OKa3aHsbl.

2. Ecnu Bam pebGeHok yxke HaOmomaeTcss B ¢eaepanbHON KIMHUKE, TO O
MOBOJy HAa3HAYEHHUS €My YKa3aHHBIX MPENapaToB B KIMHUKE MOTYT MPOBECTH, W
BpaueOHYI0 KOMHUCCHIO, M1 KOHCUJIUYM, MPU ATOM KJIMHHUKA JOJDKHA COOOIIUTH B
pPErMOHANIbHBIN OpraH YIpaBJICHUS 3APABOOXPAHEHHEM II0 MECTY >KUTEIbCTBA
pebeHka o QakTe Ha3HAUYCHHUS €My HE3apETUCTPUPOBAHHBIX TICHXOTPOITHBIX
npenapaToB C yKa3aHHEM Ha3BaHUs Iperapara, J03UPOBKH, CIIOco0a MPUMEHEHUs
1 TOJIOBOM IMTOTPEOHOCTH.

3. IIpn HEOOXOAUMOCTH JIeHaIllUi Bpad B PalOHHOM MOJUKIMHUKE WU UHOU
MEIUMIIMHCKOW OpraHu3aluu, TAe HabmomaeTcs pPeOCHOK, MOXKET HampaBUTh
pebeHKa B CHENUATU3UPOBAHHYI0 MEIUIIMHCKYIO OPTraHMU3aIliio, B TOM YHUCJE B
CTallMOHAp, JJi1  TPOBEJACHUS  JOMOJHUTEIBHOrO  oOciefgoBaHus  (Tpu
HEOOXOIMMOCTH) W/WUIU JUIsl PACCMOTPEHHUS BOIPOCAa O HAIWYUU TOKa3aHUU y
Bamero pe0GeHka K TNPUMEHEHHIO HE3aperucTpupoBaHHoro B Poccuiickoi
denepanyu MCUXOTPOITHOTO JIEKAPCTBEHHOTO MpernapaTa U noaoopa JA03bl.

4. Ilpu HaIWYUM OCHOBAHMU BpauyeOHAsT KOMHUCCHUS MEIUIIMHCKOM
OpraHu3allid TMPUHUMAET pEIICHWEe O HAJIWYUU WIM OTCYTCTBHM Yy peOeHKa



MEJIMIIMHCKUX MMOKA3aHUM K Ha3HAYEHUIO HE3aPETUCTPUPOBAHHOTO IICUXOTPOITHOTO
JIEKapCTBa.

5. Bac mnompocsT mnoamucatb JOKYMEHT O COIVIaCMM Ha 00paboTKy
MIEPCOHANBHBIX JAHHBIX, BKJIIOYAsl IMEPECBUIKY HX IO BJIEKTPOHHOM MOYTeE,
MOCKOJIbKY ~ MPOTOKOJ ~ BpaueOHON KOMHCCHM OyAeT TMepechlIaThCs B
PETUOHABHBIN OPTaH yNpPaBJIEHUS 3APAaBOOXPAHEHUEM M 3aTeéM B MUHHCTEPCTBO
3apaBooxpanenust Poccuiickoint @enepanuu.

6. Ilpotokon BpaueOHONW KOMHCCHHM (OpUTMHAl WM 3aBEpPEHHAs KOTIH),
COIEpKAIlMA  NPEeAIaraéMyr0  CXeMy  JICUCHMS  HE3aperuCTPUPOBAHHBIM
MICUXOTPOITHBIM JIEKAPCTBOM C YKa3aHHEM (OPMBI BBITTYCKa, TO3UPOBKU M TOAOBOU
NOTPEOHOCTH ~ HANpaBsICTCS B MHHUCTEPCTBO  (JemapTaMEHT, KOMHMTET)
3npaBooxpaHeHus cyOwbekta Poccuiickoit ®Depeparuu, a OTTyna — B
MunucrepcTBo 31paBooxpanenus Poccuiickoit @enepanni.

7. MunucrepctBo 3apaBooxpaHeHusi Poccuiickoil denepanuy HampabiiseT
MPOTOKOJI BpaueOHON KOMHUCCHHM B (pefepalibHyI0 MEIUIMHCKYIO OPTaHU3alMIo,
MMEIOIIYIO OMBIT JICYEHUS TSKEIBIX (OPM SIUIICTICUU Y JIETeH, IS MPOBEICHUS
OYHOTO JMOO [HCTAaHIIMOHHOTO KOHcuimyma Bpadedl. KoHcunmym Bpaueit
dbenepaibHON MEIUIIMHCKOW OpraHU3alMi MPUHUMAET OKOHYATEIIbHOE PEIICHUE O
Ha3HauUCHUU peOCHKY He3zapeructpupoBaHHoro B Poccuiickoit deneparuu
MICUXOTPOITHOTO  JICKAPCTBA W  HANPABISET MPOTOKOI B MUHHCTEPCTBO
3apaBooxpanenusi Poccuiickon denepamuu.

8. MuHnuctepcTBo 3apaBooxpaHeHus Poccuiickoit denepanuu B TEUCHUE
Mecsiiia  coOMpaeT  MPOTOKOJNBI  BpadeOHBIX  Komuccuil  ((emepaibHBIX
KOHCHJIMYMOB) M3 BCEX PETMOHOB CTPaHbI, 3aTEM HAMPABIsACT UX B MHHHUCTEPCTBO
MPOMBIIIIJIEHHOCTH U TOProBiu Poccuiickoit Denepanum.

9. MuHHUCTEPCTBO MPOMBIIIICHHOCTH M TOProBiu Poccuiickoit deneparum,
npu  HEOOXOJAMMOCTH, OOECIeYMBaeT TMOATOTOBKY JOTOJHUTEIBHBIX aKTOB
[IpaButenscTtBa Poccuiickoit ®enepaunu, HEOOXOAUMBIX JUIsi BBO3a HA
teppuropuro  Poccuiickont @enepaunu  HE3aperMCTPUpPOBaHHOTO B Poccun
MICUXOTPOITHOTO JIEKAPCTBEHHOTO Mpenapara.

10. ®I'VIT «MOCKOBCKMW DSHIAOKPHUHHBIA 3aBOM» OCYIIECTBISET BBO3
JIEKApCTBEHHBIX MPENapaToB Ha Tepputoputo Poccuiickont denepanunu u 10CTaBKy
B  PETHOHAJIBHYI  YIOJHOMOYEHHYI  OpPraHHU3alyi0, IOABEIOMCTBEHHYIO
MUHUCTEPCTBY  (ZE€TapTaMeHTy, KOMHTETY) 3/IpaBOOXpaHEHUs  CYObEKTa
Poccuiickoit @enepaiuu, B KOTOPOM MPOKUBAIOT AETH, KOTOPBIM 3TH TpenapaThl
Ha3HAYCHBI.

11. MwuHHCTEpCTBO (IenmapTaMeHT, KOMHUTET) 3IpaBOOXPAaHEHHS CyObeKTa
Poccuiickon denepanuu OMoBeMAeT POAUTEIEH O MOCTYIUIEHUM TIpenapara, MecTe
Y BPEMEHH €10 noJiydeHus. [1opsaIok nonydeHus npemnapara ONUCAH BbILIE.

12. Ecou Bwl He corjacHel ¢ pellleHHeM Jedallero Bpaya, Bel Moxere
0oOpaTUTKCS 32 MOMOIIIBIO K TJIABHOMY Bpady WM 3aMECTUTENIO TJIABHOTO Bpaya 1o
KIIMHUKO-IKCIIEPTHOM padoTe.



ITo BompocaM O TOM, B KakOM M3 CHHMCKOB (IIEpBBIM WJIM BTOPOMl pazien
naMATKH) HaxoauTcs Bam peOeHOK, a Takke B cilydae OTKa3a B OOeCleYeHUH
JICKapCTBEHHBIM IIpenaparamMy Ipyd HaJIW4YMM MEIMLMHCKUX IIOKa3aHuii, Bbl
MOKETE€ HalpaBUTh MOTHUBHPOBAHHOE OOpallleHHE B OpraH HCIOJHUTEIbHON
BJIAacTH B cdepe oxXpaHbl 310pOoBbs cyObekTa Poccuiickoit denepaunu, B KOTOPOM
Bel IPOXKUBAECTE, WIH B PocsnpasHanzop 1o aapecy:
http://www.roszdravnadzor.ru/services/people), mouroBomy azapecy: 109074, r.
MockBa, CnaBsiHCKas IUIOIIalb, 4, CTpoeHUe 1, WK TeneQoHy «ropsuen JTUHUI)
8 800 550 99 03.

XKemnaem Bam u Bamum getsam 310poBbs u 6maronomyuns!



http://www.roszdravnadzor.ru/services/people

