OBJACTHOL TOCYJAPCTBEHHOE YHUTAPHOE IPEANPHATHE

IHMENKDAPMALIH S1»
IIPHKA3
o7 L8 2016 r. Tuneux Ne A/

Q0 OPradH3alIiE TERCBO3KH HAPKOTHISCEHX
H ICHXOTPQIHELE ACKAPRCTECHHBIA NDCTEPATOR

Bo wenonHcHBe Qonepancroro zaxowa PO ot 0R.01.1998 Ne 3-03 "0 mapkorHuecxux
CPCUACIBAX M OCHXOTpOuubx Bemectiax', [locTanornenua [IpaputeIncTsa P or 12002008 Ne
449 «() nopagke NepeBo3KH HAPKOTHUCCKHX CPCOCTE M MCHXOTPONILIX BCLICCTD ¥ HX UPSKYPEOpon
Ha reppuiopnn Poccufickoi Denepanum, a racxe oOpMICTIHS HEODXOTAMEIX JINI  ITOTQ
JOKYMEHTOB»

[TPHKA3LIBAT;

. ¥ IBepnTE:

LiI.Muerpyknuey Mo opranmM3andy OCPEROIKH  HADKOTHHECKMX M NICHXOTPOMIHBIX
MEKAPCTRCHILIX NPCrapaTob (hapMaucBTHACCKEMH OPraHM3aiRAMH npcanpuaras ([Tpuioxkenne
Nely.

1.2, MOCTPYKIMED O IIOPHAIE 1CPEBOIKH LAPKOTHHECKHX M IICHXOTPONIILIX TEKADCTREHHEIX
HpPengapaToR ¢ E!ﬁJIﬂCTH{JT{] ATITEHTTOTD CKIEA B aITTEINHIC H METHTIHINCKHE OPrafiniai iy obac e
uepez YipanieHue CUCHHAIEHOH crasH o Jhntenkoi oonacth — guuaar OTYTT «T nasHmi ueHTp
cocuransHol coasmn (IprioxeHne Ne 2).

1.3 Axr upHeMa-Tepeaaud NOCBUIOK ¢ BIUMKCLHEM UAPKOTHUCCKHX M UCHXOTPOLHBIX
MEKAPCTBEHHLIX LpenapaTor, BHecenTbX B cnuckd 1L v 111 [lepedns mapkoTHYeckHx cpeicts,
LHCHRGTPOIHEIX BRIHECIE H UX LIPERYDCUPOB, ITLLISHKALIAX LSPeBRIRe,

1.4.06pazen, IobepeHHOCTH Ha (paBe [ONYYEHHA HAPKOTHICCKEX CpEACTE M
TMICHXOTPOIHEIX BEIUCCTB HA CHELHANKHCTOR (hapMaUCBTHYECKHX OPTAHW3AUHH, OTRGTCTRCHELIN 34
THNIYVHCITHE  HaPR THHCOKHX CI}C}]CTB H HCHXU’TPGHHI)IX BCHICCTH, HEpes ‘J"EIIPEIHJIE[IHB Cl'[ElJ,l-’I'dJ'leﬂﬂ
cna3d 1o Jlumenkod obmacty — damman GIYIL «luianorin neuTp CMeNHATBHOH  CBI3HR
{IIpanoxenne Ne 3).

1.5.00pa3ey  ZOBCPECHHOCTH Ha OpaBCc  TOAYYCHMA  LIIAPKOTHYMECKHX  CPGUCTR W
LUCHXOTPOIHEIX BRILECTE HA CNEeNHANACTOB ATTTCYHAIX Opralu3alydi, OTBETCTREINILIX S IOy UCHHE
NAPKOTHYCCKUX CPCICTR M MCHXATPONHBIX BETIECTR, HA ODAACTIOM aNTEMHOM CKIA/IC TPeaNpHITHA
{TIpunoweanc Ne 4),

2.IlpeaoeTaniTe 2aBcayIomuM GpapMaLeRTHHCCKUMH OPralid3dlHIAME NPARO:

2.1 Mznagath npHkasel 00 QAIMaNyY HIH CTPYKTYPHOMY NOAPATACTECIHIO O HAZNAYENITH
M, OTHETCTBEHHOID 33 MOOYHSHWE, JOOCTIARKY, MEPEjEady C(]KpElHHOC'l'b I[apKDTHT{eCKHx H
TTCHXOTPONIILIX JIEKAPCTBEHHBIX TIPeNapaTon, W2 MHCIA ACNYILEHHEIX K paloTe ¢ HAPKOTUYECKHMY
CPCICTRAMH H ICHXOTPOMHEIMA BCINECTBAMH.

22 VTRepWIATR MAPLIPYT NMepeBOsKH HAPKOTHYECKUX CPCIICTR M MCHXOTPOINIBIX BEIIECTH
NpY I[EPCROIKE UAPKOTHIECKHN M NCHXOTPOIHBIX NMEKAPCTBEHHLIX UPENapaToR, obecteueninx
OXpaHoi, H aKT ONeMaTHBAlAA (MIoMOUPOBAHHA) HAPKOTUUIECKHX CPEICTE W MCHWXOTPOTHLIX
ECUICCTE, COCTABACHHEIE 110 $opmMam cornacho npuiosedusd Ne 1 w Ne 2 llpaBun nepeeoskd
HARKOTHUECKUX CPEACTH, UCHXOIPOLNAIX BCUICCTR H MX NPEKYPCOPON A TepPATONHW Pocenickol



Denepannn, a Take OPOPMIEHHS HCOOXONHMLIX I8 OTOTO [OKYMCHTOB, YTBEPAIEHHEIX
[Toctanosnennes Ipasnreiscrsa PO or 12,06 2008 No 449,

2.3.1IpuHUMATE  PCIICHHE ©  HeoOXOIUMOCTH  OOBCIIEYEHHS  OXPAHHL  MEPERO3IMMBIX
HAPKOTHYECKAX W TICHXOTPOMIbIX NEKAPCTBCHHEIX MPCIAPATOR ¢ 3AKTIONMEHHSM JOI0BOPA HA
GATENY NEPEROZHMBIX HAPKOTHUSCKENY B HCHXUTPGHHBIX HEKEI]JCTBCHHEI}{ NpemapaTon,

3. 3ancoyromei oGMacTHEIM anTetLM CKIagoM (1 apuesa H. A.)

3.1. OBGecnednrs CBOCBpEeMEUHOE BEITONNEHHE 3AKA30R 14 [EPEBO3KY HAPKOTHUECEHX M
MCHXOTPONHEIX ICKAPCTBCHHEIX Mpenapator 0o Tpedomanuas  anredunx M MEOMIHIICKHX
OPLaHHZ4LHH, OCYLISCTRINKOWMK  AEATETENOCTE OC  0DOROTY HAPKOTHUECKHX  CpeucIs H
ICHXOTPOTIIRIN BELCCTE,

3.2, OOGecueunrs pullonReAde [pauKa OEPEIAYH 1OCKIIOK C  HAPKOTHYECKHMHM W
OCHXOUPAMIRIMU NSKAPCTBENTILIMH  LIPCLAPHTAME  HPCACTABHTRNIG Y1PABNCHHMS COCUWANLHOMN
couzy mo Jlumemkoll oGnacTe, Opemcrasgieniy anTedHOW RAH  MeTHIMACKONR OPLHHATNIHA,
QUBETCTRCHTIOMY 30 MCPEBO3KY HAPKOTHYECKHX B NCHXOTPOIMAIX NEKAPCTHSINIBIX HPELAPATOR.

3.3. ()BecrcYATh XpUHEHHE YMAKORAHHBIX H ONEYaTAMILX HOCHUIOK ¢ HAPKOTMHECKHMH M
MCHXOTPOIHLIME - TCKAPCTEEHHEIMH  TIPEIADATAMH JIO LEPSIadH  TPENCTARMTEIRY  YTIpakicHus
CHenHaTILIol censy, OPCICTARBHTEIK ANTEYRCH HAH MeITHIHHCKOA OPraidnsanqH B oTigne Ne 3 n
COETMAILLHY BLIIENENYRIX SaTAPAKILLIUXCA MCTAUIMYeCKHX mKadiax.

4.32aBeIVIONIAN ANTEKAMA, UCYIUECTRISIONMMH JIBATEIAN0CTL 10 OBOPOTY HAPKOTHUCCKHX
CPCACTE U OCHXOTPOMHEIY BCTUCCTR!

4.1, Ofecnemure nopauy 1a o0NACTHON arricursil ckpag  TPeOORAHHH HA IIONMYYCHMC
HAPKOTUHECKAX K [CHXOTPOIILIX JICKAPCTBELHLIX [IPENEAPATOR B COOTBCTCTRHA € YTBCDEICHEBIM
KBAPTAIBHEIM TpaukoM romadd TpeGobaHnit W HOCTARKY MAPKOTHYECKHX M IMCHXOTPOOHLIX
ICKAPCTBEHNLI [PeNapaTos ¢ OOMACTHONO ANTEYHOND ICIalld B AOTeuHER  OPTaHHsalHH
TNPeanprsyy ¢ yKazanued B JTAlHeIX TpeDOBAHHAX CIocoba JOCTABKH HApPKOTHYUECKHX M
TCHXOTPOMILTK JCKAPCTBEHHBIX HPEIAPATOR B AIIICYIILIC OPraAA3aLHH.

4.2, OBecTIeURTE: B ¢POK 0 25-TO WHCI@ TEKY LIEI0 MECAIA BO3BTHT 0CBOBOMBINCHES TApLI
(AMMKK, MENTEY W AD.} HE 0DJACTHOM anTeuHmit ckmast.

3 3aseayronuM GapMaleBTHYSCKHMA OPrAHAZAUMAMH, 0CYIICCTBIAOIIHMA ICATCIBEHOCTE
10 00OPOTY HUPKOTHYECKHX CPSACTE M LICHXOTPOLHBIX BEL(CCTE:

5.1.06GeenednTs HEYROCHUTENAHOE BRINOHERNe yiatanuLx HWnctpyimit (Tlpuiomxenvs
NoNal 2.

5.2 OBCCTICHHTE KOMHCCHOHHOS  YIIAKOBEIBAHHC K ONCYATHIBAHHC (IIOMOHpoBaHHE)
MOCLIIOR ¢ BIOXKENHEM  HADKOTHYCCKHX  H  MCHXOTPOIIHBIY  MeKapeTBeHHBIX  Mpelapaios,
MOAIHAIAX MEPEBOIKE B AIITSHITEIS, MCRMUHHCKHE Oprank3agMy MM BOSBPATE AITEKOR MX Hi
00, aCTHOH anNTeuHhli CKNAd, B CMSUHANBHYIO Tapy (SIIMKH, KAPTOHHLIE ROPODKKA, OyMaxmne
naKersl # Ap.) OOCCIICHHBAIOWYES B NpoUecce TNEPEBO3KH  VCIOBHA LT COXPAHROCTH
HAPKOTHIECKHN H TCHXOTPOIHLIX JIEKAPCTRCIHEIX OPCOAPATOR, ¢ YKA3aHUCM aJpCCcoB OTIPABK eI
H NONY9aTcnH,

CoCTaBIATE B 2-X JK3EMINMIPAX BKT ONCHATRBANKA (MIOMGHPOBAHKA} HAPKOTHTIECKHX
CPSICTR W TICHXOTPONIIEIX BEWECTE 00 GOpME COTIacHO mpHIoxeHuio Ne 2 [Ipasun mepeBosKH
HAPKOTHYECKHX CPENCTB, HICHXOTROMILX RCWECTE M HX OPeKypeopos 1a repprropan Poceuiickoi
@e.ﬂepﬂf[]’fﬂ, d TAKAS (}(IJOPMHEIIHH HEGﬁKU,U,HM]:-lK A1 2TOrD. JIOKYMEHTONn, }-‘Tﬂlﬂp}lfﬂﬁlﬁllal}{
[TocranosneruedM [paruteneersa PO o1 12.06.2008 Ne 449, woropuiil yTRepsKIacTen 3aBenY AN
thapranesTHYCCKOA OpraHKzalMd (NP €T OTCYTCTBHE — 3AMECTHTENEM 3aBSAVIOMIEro). (mHIT
IBEMIIAD AKTa BPYYacTCy 1LPEACTABHTCIIO YNpPaBNSHHA COCHHANBHOH cBin no Jlumeukod
0GnacTi, MHBO MPEUCTARATEMO ATITCHHOH HIIH MCUMOHHCKOH OPIdlA3alNN, BTOPOH XPaHHTCA B
GapMalCBTHYECKOH Oprami3auMd B TeueHHE VOO MECST[A, HE CYWIA MHHYBIIErD, H
YHMMTORASTCH TNHMUOM, OTBECTCTBEHHBIM  3d  YWAKOBKY  NAPKOTHYSCKUX H  TICHXOTPONHBEX
NEKAPCTBCHHBIY  IPCHAPATOR 3 OhopMUeHUE HE0OXOOWMEIX NOKYMCHTOB, B YCTAHOBICHHOM
LOpsaKe.,

5.3, O0ecneunTs Nepenaty UOCBLIOK © BIOIKENHEM TapKOTHYCCKWUX M IICHXOTPOMHbX
NEKAPCTBEHHEIX NPCIIAPATOB OTBETCTEEHHOMY TMOY 4NTEWHON MM MEIMLINHCKON OPraHizandy mo
HKTY NIpHEMa Tepeaul cornacko pumokenng Ne 3 K IpHKasy.



AKT HI‘JHEME[-HEPCJ_EEI‘IH OOCEIMOK  ©  BIUOHEHIHEM l-l'd]]l{{_l'l'[r'l‘lt:(;l(l‘l}( H llGHKU'L’pUllelX
JCKAPCTBCHHBIX Mpenaparok oopMigerca B IByX skseMmuapax. OIMRB 3K3eMIIgap akTa OpHcMa-
OCpeAaMH XPAHHTCA B <apMalcBTHYCCKOH OpTaHMRalAM B TEYeHHE OOHOTO Mecdla, e CuHTad
MHHYBIIETO, W  YUMYTOKYETCS MHIOOM, OTBeTCTBCHHEIM 3a YIIAKOBKY HAPKOTHUSCKHN N
LCHXOTPONHEIX JEKAPCTREHHLIX NPSUapaToB H OQOPMIEHHC HEODXOUHMBIX  JTUKYMEHTOH, B
}-’CT&HUBH&HHOM HO]’THILKE, ]‘T['Opﬂﬂ 31‘(381'-{1'”'[)[]3 Hp}"—LElﬂ'l'C}l MHLY, OTBETCTBEHHUOMY HiH 1HEPCBOIKY.

5.4.MTperocTarTd s, TpPK  Mepenatie  MOCHIAOK C©  BAOKEHWEM HAPKOTHUECKMX H
NCHXOTPOITHBLY JICKAPCTREHHRIX NMPEIAPATOR NPSICTABHTEING ¥ MPARNCHIA CneNHANLHON CRAM MO
JiHrenkol ofgacty, TPSACTABHTCIK alTeIRON HIK MeJIHOHHECKOH OpraHHzalny  1peOoBabHc-
HAKJIAIHY, Cuer-QaKTypy KK Ip. JOKYMEHTBl ¢ YKA3aHHCM HAUMEHOBAHHA M KONHYECTBA
HEPCBO3HMEIX IHTAPEKOTHHECKHXY W T[CH}{O'I‘[JUIIHI:[J{ NEPETBENABIX NPCOAPATOE.

5.5, Tikerommio, » CpaK A0 Q5 ,H,ttl{ﬂ'ﬁpﬂ TEKYILErD TOMAa, TPEMOCTARIATL B OTen
OPraHK3aMK  (apMalCETHUCCKOH — J8ATENnHOCTH  JIOBEPEHHOGT  HA  CTSHHATACTOR
(apMAIICBTAYCCKNX OpIraHMR4lll, OIBETCTBEHHEIX 23 MOJYVUEHHE HAPKOTHUCCKHX CpPCOCIE H
NEHXOTPONHBIX BEMECTH, Uepesd YIpasnedue cuennnbdof cssid 1o Jhueuxoii ofmacern u ¢
obracTHOrG anTewkoro ckIama. (IIpunoneHnn NeNe 3,4),

5.6.00ccneuuTE MCpCIaTy TOCEITOK ¢ RIKKEHMCM HADKOTYYCCKUX W HCHXOTPOTHBIX
JEKAPCTBCHHBIX OPCTIAPATOR MPeACTABHIEIH YNpaBacHUs COeUU4ANBHOM ¢BAzu mo Jluneuxoi
odJldeTY, NPEeJICTARBUTENID anTeUHOH MM MeuMHUMHCKOH OpranM3alid  OpH IpelOoCTaRIeHHH
,}JGBQPCHHOGTH‘

Hosepensocin  Ha  TONYYCHHWC HAPKOTHYCCKHX H  ICHXOTRONILIX  TGKAPCTBEHHEIX
[penaparTon Ha CHCHHAIMCTOB BapPMUllCBTHYCCKHX OPrafnzamii ucpes YIparIClue ciieuaaibHoi
CBA3H 10 o [Mnenkoi obnacty odiopMIBIIOTCH B ABYX 33eMOIapax. UJHH DKIEMITAD 0REPENHINCTH
nepenaéTca B YIpamleude CHelHalbHod cessd To  JlMneuko#d ofaactd, 2-A ak3emnnap
DOBEPEHROCTH XPAaHHTCH B (papMAalCBTHRCCKOH OpraHH3allH ¥ MATepPHATBEO-0TBCTCTBEIIHRIX TTHIL
H IPCHLARACTCA MO TPCOOBAHHIO NPeICTABHTENA Y IPABICHHA cllellUANEHON CBA3H No JIHneuKkoi
obnactd. Cpok AeHcTBHA JOBEPEHHOTTY — B TEULHIE KANEHIAPHOID 10NA.

,[[0 BBPEHHUCTH Ha T ENHE MAPKOTHHIECKH X H NCHXOTPOIHBIXE 0 ﬂKﬂpCTBBIII-]BTX
IPCTIAPATOR HA CHENHAMHCTOR  ANTEUHRIX Opraddsanuit ¢ obnacrHoro  anTeyHOTCe cKTana
odopMIAIOTCA B IBYX SkieMmonapax, Oy 3K3eMNISp AOBCPCHHOCTH epeladred B 3 OTAQ
0DNACTHOIO MIITEUHOIO CKARIR, 2-H 3KICMILIAP JOBCPCHHOCTH XPUHHICH B AUTEKE ¥ MATEPHANBHO-
OTRETCTRCHULIX W, CpOK JeHCTBHA JOBEPeNHOCTH — B TeueHHe KaIeHIaPIoro rofa,

Bpyuente Dochuilor ¢ BILOPKEHHEM HADKOTHUSCKMX CPENCTB H NCHXOTPONHLIX BEIECTR R
ATITeKEe UM Ha OOMACTHOM anTEYHOP CKIAIC OTRETCTREHHOMY NHIlY MEIMUHHCKOH OpraHHzalni
OCYLIECTRIASTCA NPY NPSIbARIEHAN I0BEPEHHOCTH.

6. HaganeHuky oriena opraiuzanul dapyvaneprideckoil yesreapsoeT { Tuxonopa 1 H.):

6.1. Eweroquo, B cpok a0 31 mexalps rekyligrc rogy, UPCHOCTARAATE B Y1IPABJICITHC
clienansHOR  cea3n 1o Jluoenxodt obmacta, sasemyviowmedl oOUOCTHEM  AMTENHEIM  CKARNOM
NOBEPENITOCTH A CISITHATHCTOR hapManerTHUSCKHX OPrAINABAIMA, OTBETCTREINLIX 33 MOTyIeH e
HAPKOTHYECKHWX H OCUXOTPONIILIX JIEKAPCTBEHHEIX INPEMapaToR ugpes ¥ LPABNEHHe cIelHanLHOH
¢BAzK no JTumenkoi obnacTy H ¢ 00NaCcTHOrO anTeyHoro ckIaaa. {IIpunosenny NoNu 3.4,

7. Caurars yTpaTHRIIAM cuiny npukas OI'YIL "Muneuwdapmarma®” ot 07.03.2013 Ne 73
«00 opranuzalud JOCTARKH HAPKOTHYECKMX CPENCTB H MCHXOTPOMHEIX PCITIECTR R ANTEYHAIE H
MEeIHITANCKHE OpTramrsalid obnacTty .

8. KoHTpoIb 2a MHCIIOIHCHHCM HACTOALWErG I[PHKA3a BOIIOWHUTL HA  2aMCCTHTCNA
IEHEPIBHOID  JWPCKTOpa U O0IAM  BONPOCAM — HAYHIBEHHKA OTAENa [0 TeXHHUYECKOMY
ODCNYKWBAITHIO B DEMOTTY MeIMIHMHCKDH TexHHKkH Movuanoea B.B.

FenepansRBIL TUPEKTOP d %{/ A/

B.B. ¥eneanax




[puioskerme Ne |
Y TRerKUeHO
mprkazom OTYI "Jlnmenxdapman s

or LN 5D

Huerpyknns
1] IIﬂ'pﬂﬂKl‘ ﬂcpﬂBUiiRH HHPKGTH‘IGQKHX H ITCHXTPONNBIX JICKARCTBEHHBIX HNpLiapaTon
PpapsanenTigeexumy apramanEavi O VI «Taneuxhapmanua.

l.Ilecpeso3ka HAPKOTHHMECKHX H  IICHXOTPOOHEIX  NEKApPCTRCHTILIX  1IPEUApaIon
ocyiecTeaneTes hapManesTiieckuMu oprannzaasmn OT Y1 «Jlnnenkdapmanngs, HMEIONTHME
AHNCH3HID HL QA 1S ibHOCTD 10 UﬁﬂpGT}’ HAPKOTHYGOKHR Cpe TR, MCHXOTRATIHERL BEINESCTRE U HX
MPeKyPCopoB, KYIETUBHPOBAHHIO HAPKOGOJEPWAIIHX PAcTeHuil, © yKazaHdHe paloT m youyr no
NEPEBO3KE HAPKOTHUECKHX CPENCTE H OCHXOTPORHBIX BELECTE CNHCKA (I M HCHXOTpOLUbIX
penceTs  cmrexa Il llepevHs  HaprOTHYECKMX  CPCACTH, ICMXOTPOMHEIX  RENECTE H HX
TPCKYPCOPOB, LOL ISKEIIHX KOHTPONS B Poccnickor MDeaepalliy,

- Ha OCHOBAHHH aKIMIOYEHHOTO R YCTAIORICHHOM MOPAAKE € APYTHM LOPHIHISCKHM THITOM
OOrOBOPa MEPEBO3KH, ITOTOBOPA I[IOCTABKW, JOTOBOPA MEPeladu 1A YHAUTOMEHHE HIW HNOro
TOTDBEOPEL,

-0e3 SAKIMOHCIIEL JIONOBOPA B NCIMK ofecTeyenud HapKOTH'IECKHMA B (ICHXOTPOTIHbIMH
NEXKAPCTREHHLIMA TIPENADATAMH CBOHX CTPYKTYPHRIX NOApasieMeHHH HIH BO3ZBPATS YKAIAHHLIX
MpEMapaTor & 0OTACTHOW aIrrCUHE KAl B CBAZH C NPOHIBOACTREHHOH HEOOXOMHMOCTE).

2.J179 HCPCBO3KM HAPKOTHUCCKWX CPEnCTH W ICHXOTPOTNLIX BEWECTE HCUONLIYIOTCA
JakpuIThie TpadenopTHeie cperersa OUYTT «llunciucpapManydy», ofopynORAHEEIE 2ATTHPAKOLINM
VCTPOHCTBOM M MMEHMIIME MECTa JUBI Pa3MELBHAA THIf, OTBETCIESIHEIX 33 NEPEBOIKY, H JIHIL,
OCYNIECTRISIONTAX OXPAITY.

33apenyiowmuit  gapmaucsryveckoifl  oprammsaunm  00ECIICYHBACT  COXPAHHOCTE
MEpeBO3NMBIX HAPKOTHUCCKUX W MCHXOTPOUIILIX ACKAPCTRCMILIX UPCIAPATOR  CavOCTOATENEHO
WK NYTEM LPHBNEYEHHA K OXPale OpH Oepesoske (¢ obAaIenbiLIM 3ak ot eHICM A0TeE0pa)
HOAPABNCTICHHH BHEBEAOMCTHCITION OXPAHE! IONAIMK, Oprannsalluil, nomecuoMcTBeHARK M3/
PO piH IOpHIMNECKOTO MHIA, MMERLIEID LMIEH3HI0 HA OCYUIECTRJICHHC YacTHolf oxpaimnoi
eI Te)hHOCTH.

4.Tlpu kawmnoH ICpeBOZKC M3MaéTCA NPHEAS 10 QAPMENCBIHYCCKOH opranusaouy o
Ha3HAYEHUM JIIA, OTBETCTBCINIOTO 38 MONYUCLHE, JOCTABKY, Nepe/lavy A COXPAHOCTL (13 uncna
JOUYNEHHBIX B YCTAHOBIEHHOM 1opgike ¥ pabure ¢ HApKOTHYeCKUMH  CPCICTBAMH)
MapKOTHYECKHX M IICHUXOTPOINLIX  NEKAPCTEENILIX  npenapaToB. D npukuse yKaswBacTed
TPAHCIIOPTHOS CPEICTRO, HCHIOMBAYEMOE NI TIEPCROIKA, '

STIpr  OCPERO3KE HAPKOTHYCCKMX W [ICHXOIPOIMILIX JIEKAPCTBEHHEIX MPEaparos,
ofeclieueAHELIX  OXpallof COCTURIACTCH MupIUpPYT I[EPEBOIKH  HADKOTHUSCKHX CPEACTE M
OCHXOTPONEBIX  Benlects mo  ¢opme  cormacno  npuuoxenwo Ne o 1 TIpasum  nepeBO3ky
HAPKOTHYECKUX CPO/CTB, IICHXUTPOUHBIX  BEMECTR W AX MPEKYPCOPOB IIa  TCPPHTOPHE
Pocewsickoit  @epepaunn, a Takke GPOPMICHHA HeOOXOOHMLIX ANA  3TOLG  JOKYMCITOR,
yTRePHICHHRIN  [locTamomnernes [Ipasutenectea P or 12.06.2008 Ne 440, woTopmid
YTBEKIACTCH PYKOBOOUTENEM (hapMALCBTHYCCKON OPIaHNEaLMH ILTH B CYUHS OTCYICIBHA - £ro
uMecTHTENEM. Mapwpyr ofopMiseIcd Ha CPOK A0 OJHOIO 1o#a. I3 cmyuag HIMEHCHHA
MAPIMPYTE, O LIMILEKHT HEPRo(o pIen AL,

6. ¥1/akoRKa  NEAPKOTHUECKUMX B MICHXOTPONIEY  NEKAPCTBEHHEIX  Lpetlaparos
OCYIIECTBAgRTCA B OoTAe1e Ne 3 O0MueTHOrO AlTEUHOrO CKIATY HIAM B [IOMEUEHHH Xpanenus
HAPKOTHUECKHX CPeACTE M CHXOTPOIHBIX BCLIECTB ATEKH KOMWCCHER B CIISHMANETIYIO Tapy
{MWMKH, MEIIKHA, KAPTOHHEBIE KOPOOKH H AIP.), 0DECeIHBaOLYO B TIPOIECCE NEPeBOIKH YCAOBHA



ANA COXPAHHOCTH HAPKOTHYCCKHX M OCHXOTPOUHEIX IEKAPCTBCHHBLX NPEUAPATOB, ¢ YKAIAHUeM
WIPECOB OTINERHTENA K [OMYYIaTells, HOCKIKH OLEHE ThBHIOTCL

B Cytmae QOCTABKM HAPKOTHYSCKHX H IICHXOTPOINILIX NMEKAPCTRENHBIX NPEIAPEATOR
OoBIACTHOND ANTEYHOTO CKAAZA B ANTEKM NPeAnpHATHA, 3AREIVIOAd oTaenom Ne 3 ofmactHOIo
areunery  CKnaaa  MHOOPMEpPYET  3ABEOYIOIIYI0 OONACTHBIM  ANTCYHBEIM  CKIAJO0M O
MeOOXOMHMOCTH BEIAENRH S TPAHCHODTIIOND CPCICTRA JUTA MEPCROIKH YKARHHEIX TIPEIApaToR,

7. ITpy xakmnoi nepepoIke MDA, OTRETCTREHHLE 33 MEPEBO3KY, NOTKHE HMETH MpH cele

CHEIYVEQLIHE JOKYMEIITLL:

- CuET-haKTYpPY HIH JP¥rue MOKYMEHTH ¢ YKAZAaHHeM HAMMEHOBAHMS H KOTHYEeCTBa
HEPEBOSAMBIX HAPKOTHYCCKHX M LCHXOTPOIHE ICKARCTBCHHEIX MPENapaToR,

- sapepeHHy medathio OIYI] «Jlunenxdapvanpmgy KOMHIO THICH3HH HA AeATSNBHOCTE 00
00OPOTY  HAPKOTMUECKMX  CPCICTR,  NCHXOTPOMHEIX  BCINCGTE M HAX  [PCKYPCOPOB,
KYIETHBHPOBAHHK HAPKOCOJCPMALINX pacredni, « yRasanae paboT H yenyr 1o Nepeposxe
HApPKOTHIECKAX CPEACTE H IICHXOTPOIHEIX BEINECTE ¢Meka [T | NCHXGTPONHAIX BEINECTR CIMHCKE
III ITepevna 1 uprkasa, IpeAyCMOTPEHHOIO NYHKTOM 4 HACTOSINEH HIICTPYKIIEH;

- MAPUIPYT  TEPEBO3KH  HAPKOTHHECKMX  CPCACTB K NCHXOTPONHEIX  BCUICCTE,
NPEAYCMOTPERHBEIR MYHKTOM 3 HACTOMWESH HHCTPYRUWM;

- HKT ONCYUTEIRAHHA {HJTOMﬁHpDBaHHH] HAPKOTHYSCK YK CPENCTRE W TICHROTPOTIHRIX REIECTR,
OPEAYCMOIPEHEbIE IYIKTOM 3.2, UprKasa.

-AKT DPUEMA  LIEPEAMUH  TI0eLTOK ¢ BIOXKeHHeM HAPKOTHUECKHX H IICHXOTPONHEIX
JICKAPCTBCHHBIX TIPENARATOR, NPEAYCMOTPEHHEIA MYHKTOM 5.3 [pHEasa.

8. Bpydenye nocemoK ¢ BIOXKCHHCM HAPKOTHYCCKHX M ICHXOTPOIHBIN JICKAPCTBCHHEIX
npenaparos B (PUPMAUCBTHYECCKHN OPraHM3alAgX OCYIIECTRIETCS OTEETCTEEHHOMY MAMIY IO
HUBCDEIHOCTH,

g.HDCTJﬂKH < HapKOTH'IeCKMMH H HCHROTPMTHLIMA - JIEKAPUTECHH BIMEH 1lpeuapa'rar.m,

TPCIHA3HAYCHHEC I MEPERO3KHM, UPHHHMAKTCA OTBETCTBEHHEIM JHUOM  0e3 TPOBEPKH
COALPHHMOTO, HO ¢ TIPOBEPKOH LEGTOCTHOCTH TPAHCHOPTHOH Taphl HIH YIAKORKH.

1. focrasiennnie yNakoRamise HAPKOTHYECKME M [CHXOTPONULE TCKapcTReINLIC
LPENEPaTL  IPOBEPAETCH OTRCTCTESHHBIM JTHLIOM MYTEM CBepKH (DAKTHUECKOLO NaiH4Hd ©
JAHHEIWMH IOKYMEHTOR,

[Ipn ofHapyKCHHH HeJocTady HMH MIMUNIKOB, H0d H [Jp. COCTABILETCH AKT, KOTOPBIH

TTO/IMHCBIBACTCA KOMHCCHEH, CO3IARHONH B hapMalCBTHUYSCKOH OpraHy L.

Havanesuk oToena opradu3aliim /
T, CLhi— Tuxonosa 1.I.

UpMICATCIBHOCTH -~



[lpunowenae N
YrsepmraeHo
npakazom OI'YI1 "Jinmenkdgapmanmnsa”

orof 1Y G TE N 4D

HUCTPYKIHA
I OPUANKHFALNHE IEPCE)IKH "Rpl{ﬂTH'—lECRHK n HCHXU'I‘PUIIHI:-II AERAPCTEERHEBIX NIPEIIAPATOLR
¢ 0DUIHCTHUI O ANTeIHOTe CRAANA B AITCHIEIC H MCAHUHNCKEE ODIAITHEIIEH UEJIHCI'H qeped
VnpapjacHne clleunaIbnoii cesizy oo Jnnenkaii odnactu — punman OTVIT «Taaenniii mentp
CIICUHANBHOGI CB I}

1. Ornyck ¥ peanusanMs HAPKOTHYCCKHX H NMCHXOTPOTIHEIX STCKAPCTBCHHBIX TIPCTIAPATOR ¢
OGJTE.CTHUTO arnTedHdD  Caga OCYINECTRIAETCH B AmTeHNLIE H MEJHNWHCKHAE OQDRranizanHy
abmacTW, WMCKNTME NHOCH3UM Ha  OeaTENLHOCTL No  ODOpOTY NMAPKOTHYESCKWX CPEACTE K
NCHXOTPONHBIX BRIIGCTB. B COOTHETCTRMM ¢ [lepeuHeM  MENMIMHECKHX  OpraHH3alHi,
QEYIMIECTRIATONTIHX IEATEIBH2CTH 1TO Uf}UIJU']_'}’ HHUPHOTHUECKHX CPENCTrs, IICHXOTPOUNBIX BENIECTE H
HX MOPCKYPCOPOB, KYJIbTHEHPOBAHMIO HAPKOCONSPMALUMX PACTEHMI, B AITeUNLIX OpraHAzauii,
QCYMECTIIALOIIHX OTH}"CK lIapKi)'l'HLlﬂUKHK CRSICTE H O HCHXOTPOIIIBIX BELNECTH, }'C'I'ﬁHlJHJlEHl[I:lﬁ
NPHKAZOM YOPABACLHA 30pakooxpaiciua Juneuxol oBnactu ot 26.10.2015 No 1382 «O6
OGBGH':‘-IE:HHH HAPEOTHHeCKHMA CPeiCIBaME ¥ HCHXOTPOUHEIME BELIECTBIAME »,

2. Y0DaKkoBKA HEPKOTHUCCKHX CPEOCTE M [CHXOTPOLOHEIX BEUICCTE  OCYIICCTBIACTCA
KOMMCCHER T TIOMEUICHMH ©TAema Ne 3 B cuUcUHANBHYKY Lapy  (AINMKH, MEMKH W Ap.),
OGCCHBHHBE‘UD]H}'HJ B TII:IUJJ,'ECCE HEPEBO3KKH  YEHNOBHA A COX[MIHHAOCTH HH}JKU'[H‘]'ECKH}{ K
NCHXOTPONHBIX JICKAPCTEEHHEIX IPEIAPATOB, ¢ YKARAHHEM AIPECOB OTIIPABAICHS M MONY4ATeNd,
ILOCHUIKH OTIeMATEIBAHY T

3. [omorosneimbie s UCPCRO3KH  NIOCLUIKH C  BIOKCIHCM  HAPKOTHYCCKHX M
MCHXOTPONHAIX SIEKAPCTREHARIX IPTIAPATON ISP akyICs LIPSICIABATETI0 CTeUATRHONR CRI3H TTPK
TIPCABABICHHH HM VOOCTOBE[ICHUA THUHOCTH, [TpHEM OCYNIECTRINETCA TIO PEECTRY, KOMHA peecTpa
ocradres B orgene Ne 3 oOnacTHOrO aNTCYHOTO CK.1a03.

4. Bpyucrue NOCLINOK € HAPKOTHUECKHME CpelNCTBAMY H NCHXOTPONTIRIMK BCIHCCTNAMM 1
AOTEKdX OCYTNECTR.THCTCH ¥ HOIHOMOUYSHHLIA ITHILEAM 10 QOBEPESHHOCTH.

5. AnTeka MpH MONYYEHHH MOCLITKA OT YTUPABMEHHA CTIEIHANLUOE CBA3d Mo Jluneukol
0bNacTH A0NKEA NPOREPHTE NENIOCTHOCTH YMAKOBKH, NMeYaTH (MnoMOnT), B cayude HapyrieHus
HEIOCTIOCTA YOUKOBKH HAH [eYarci 11oc1ynueuted MOCHUIKH 32BCIYIOLNM 4lTCKOM, a upu ero
OTCYTCTRHA 2AMECTHTENeM, CO3TA€TcAd KOMHGCCHA, KOTOPas ACIGKIA TIPORIRECTH BCKPLITHE
LUeHHOH TOCRIIKA ¢ 0DA3a/eNbHBIM Y4aCTHEM PadoTHMKA YUpPaBIeHHI CHEUMATPHOH CBAZH W
COCTABATE aKT No (popmc All-2.

[{auansHuK OTRENA OPTraHHIAHH i
thapaCATCLBOCTH ,3; 24~ Tuxowona T H.



Mpuacxenne Ne 3
YiBepKigHo

npuxasom OU'VI «lunenkdapmaiias»

oty P ACVE N GD

LIPHEMA-NEPENAYH TOCEIIOK ¢ BAOASHNCM ITAPKOTHIECKHX W IICHXOTPOMERIX JICKAPCTHEHHEL
npenaparos, sHecetunx B cuncku [T n [T TepeyvHs BapKOTIHECKHX CReACty, TCHXOTPOIHEIX
BEINECTE H HX MPEKYPCapoD, NoLIeRAallRE MEPEBO3KE

i kY

201

HasnMeHORI HHE OPrANNZANITH GTOPEEA ICIN

Hanmenosage QPTAHAIALMY Ty MATETA

No /i

| Bun yrnakoBXKH

Komigecteo mepeauREIX MECT

1

3

TTopMenoBaHEO:  KONWYECTEQ

noCLLUOK ¢ BNOKCHHCM

HAPKOTHYECKHNY W HCHXOTPOOHEELIX

NCKAPCTECHHEIX lTpenaparas, ToANSHAITHE TICPCBO3KE, B OMEY4 TAHNHOM BHIE, B I{GHDBPEH{H.CHHDﬁ

YITAKORKE

Beero KOIHYICCTRO MeCT

Caa1

TIQTHCE

[Tpursin

(M., 10MEAOCTL, MHDKIOCTH NPeICTaBHTENA OTOPARMTETH)

[TANHCE

(0. 1.0, TONAHOSTh, TOMKHOCTS IPENCTABK TS IOy AT )




OLPA3II]

Yrnopoi mramu
OT¥YII eMuneuxdiapmans

JAOBEPEHHOCTL Ne

Hara

[Ipunosxenne Ne 4
Y TREIIETO
npukazonm OV «Jlnnenx ﬁmam{m}
7

m‘/-/" 2 d M_ N &

Hacrodnag NosepeHHOUTE BBIUAHA

{(DHO

MOJTEHOCT B, 100 }KHOC-TI:}

[acmopr:

CEPHH No BBLIEH

A418 BLLOAYH

B oM, yro eii{emy) nopepueres uonydcHUe ucpes YOparneHue crielManbHol crssh mo Jlunenioi
obnacTH 'DTI'IP&HJ[EHHFI, CONICURAITIHE, HAPKOTHTIECKHE  CpCACTBA H  NCHXOIPGIHBIE BEIECTBI,

BHCCCHHEIE B Cricox 11, DCHXOTPONHLIE BEWECTEA, BHECEHHBIE 5

Cincok  IT  Ilepeunn

HapPKOTHYECKUX CPEICTR, NCHXOTPOOHEIY BEIIESCTE M HX MPEEYPCOPOs, NOANSHKAINNX KOHTPOIK B
Poccuiickoit Weneparniy, NIOCTYIHRBILNE B 8pee AIrfeKy (OONACTHOTO aNTCHHOTD CK.Iald )

{HOIBAHAC OPrAEaImN

HaxOosmeRes 1o aapecy

Tenedon

JelicTsaTensHo:
c
no

Obfpazeu noanuacy:

{noanucs)
Odpasel] mevaty:

3ABEPHHD:

['enepaneaeiii aupektop OI'VIN «Mumenkipapmarmay

MLTT.

(pactIHdpOoBKA TOMTHCH)

[3.B. XHenesnax



Tpnioxerne No 5
Yr1sepsisHo

npukazom OT'VIT aJlunenxdapmarisy
or G LK ACTENe 5T

¥rnosoH urramno (OBPASEL]

OTVTI < Tunenkdiapmarma:
JOBEPEHHOCTE Ne

Hara

Hacvosiuas 10BePeHHEOCTE BEITAEA
(BHO DanvocTsio, A0UKHORTL)

[Tacnopr:
cepus No BHIIAH

JaTa DEIAYH

B ToM, 9To ei{eMy) JopepaeTca Nomydexue OTOpasfieHHH B 3 ordenc oOUacTHOTO dUTEMHOTO
cknama d amrexax OUYTL  «lunenrdapmaliia», COLEPKANTMX  HAPKOTHHSCKAS CPeaCTEa d
OCHXOTPOTIHHIE BeleCTRa, BHeceBHBC B Cnncok Il ncuxoTponikie BeIISCTEA. BHOCCHHBIC B
Crnucox [T TlepeuHd HApKOTHYECKHX CPETCTB, NMCHXOTPOTIHBIX BEUECTE U HX TIPSKypeopos,
TLO, IMEHALLIHY KOHTPOTIO B Paccuiickoi De epallik, LM ATITEKH

{HZ3RAHME OPTAHMZALMMK)

HAXOMHIISHCE (10 aJpeCy
Tenedon

HelcTrRy relibHO:
C
o

Opa3ey, LOANHCH:

{roankcs) (PACHTH(BIPOEKA MOATHCM)

(JOpasen ne4aTH:

FABEDALO:

[enepaIbHETH AMPEKTOp B.B.Keneandr

ML



