JAEMAPTAMEHT OXPAHBI 3IOPOBLS HACEJIEHHWS
KEMEPOBCKOH OEJIACTH

MPHKA3Z

« 4 » 27 2017 Hgﬂ

06 yTeepaiennn ANropHTMa HATHAYEHHS | BEUIAYH NANHeHTAM
HAPKOTHYECKHX, NCHXOTPONNLIX H CHABHOACHCTEY IO AX TeKa PCTBEHHLIX
MPENAPATOR NMAUHEHTAM NPH BLINHCHIBAHHE HI MeAHUMHCKOI oprann3anmy
FOCY1apCTBEHHOH CHCTEMbI 3APABOOXPAHEHNRS Kemeporckoi obaacrs,
OKA3IbIBAKINEH METRNHHCKY 0 NOMOLUL B CTAUHOHADHBLIX YCI0BHUX

B uensx ynopanoueHms HasHAYeHHA W BBIIAYM HA PYKH HApKOTHYECKHX,
[ICHXOTPONHBIX H CHIBHOACHCTRYHODIHX JIEKAapCTEEHHBIX MPENapaATOB NAalHeHTaM
UpH BRITHCKE HX M3 CTALMOHApa, PYKOBOJACTBYSCE .20 IMopanka HazHadeHHA M
BRIMACEIBAHWA NEKAPCTBEHHBIX MPENApATOB, YTREPHIEHHOTD npHEazoM Muningpaga
Poccun ot 20.12.2012 Ne 1175n

ITPHKA3ZLIBAK):

|. ¥TBepaMTE ANropHTM HasHayeHH: M BEIDAMH NAIHEHTAM HAPKOTHYECKHX,
FEHXOTPOTIHEIX H CHABHOASHCTBYIOUIMK NEKAPCTBEHHAIX NPENBPATOR  [AUHEHTAM
fpH  BLITHCRIBAHHH M3 MeIHIHHCKOR OPraHM3allHH OCYNapcTBEHHON CHCTEME
Japasocoxpadesns Kemeponckol ofnacty, okasssaromeit METHLHHCKYH0 TOMOLLL B
CTALMOHAPHLIX YCNOBHAX  (ganee — AnropeTs), cornacko NPHIGKEHHID K
HACTOALIEMY MpHKAazy,

2. PyxoBomuTensaM MemuuHHCKMX OPraiM3alHi rocylapcTBeHHOH CHCTEMEI
3fparooxpanends Kemeposcko ofinactu, okasssarounx METHUHHCKYH) [MTOMOLIL B
CTALHOHAPHEIX  YCOBMAX, HMEIOUIHX JHIOSHIHIO HA NEeNTeNbHOCTE [0 obopoTy
HAPKOTHMECKMX  CPeNCTB, NCHXOTPONHEIX  BEMICCTE M MX NPEKYPCOpos,
KYNbTUBHPOBAHHIO HAPKOCOICPHAILIHX PACTEHMI:

2.]. HASHAYMTE ML, OTBETCTBEHHEIX (ML, HX 3aMeIaomMX Ha nepHoa
OTCYTCTEHA) 38 pPeaTHIaHI0 YTBEPHIOCHHOIO NMyHKTOM | HacTosmero NpHKZ3a
ANroOpHTMa;

2.2, onpemenuts ficpetucHh  OTOENEHHH B CIPYKTYpe  MENHUMHCKOMH
OPTaHHIALMH, OKASLIBAIONIHY MeIHUHHCKYIO TOMONIL B CTALHOHADHEIX YCIOBHAX, B
KOTOPBIX NOMYCKAETCH HAIHAYEHHE W BLIjaua HAPKOTHIECKHX H NCHXOTPOITHBIX
EKAPCTECHHEIX MPENAPATOB, CHABHONEHCTRYIOLNX NeKapcTBeHHBIX NPENapaTos Ha
PYKH TMAUHEHTAM, BEIMHCEIBAEMEIM H3 MEAHIHHCKORH OPraHH3alHe, HMEHOLLIHM



COOTBETCTBYIOLIHE MEIHUHHCKHE TMOKAIAHHA H HANDABNAEMBIM [UIA MPOOOJIKKEHHS
AEYEHHA B aMOyNaTOPHEIX YCIOBHAX,

3. Pykobogurensm MENMUMHCKHX OPTaHHIALMH TOCYN3PCTBEHHON CHCTEME]
3apasooxpaneHHs KemepoBckoll o6AacTd, HMEIOUIHX B CTPYKIYPE MEAHIHHCKHX
OpraHuiauud  ofocoblenHble NoApasfeneHHs, PacHONCHEHHBE B  CENbCKHX
HACCNCHHBIX NYHKTaX OpraHH3oBarh obecnedeHHe MALHEHTOB, HYKIMOMMXCA B
NPOJOMKEHHE Je4eHHA B aMOYTaTOPHEIX YCHOBHAX — HAPKOTHYECKMMH W
NCHXOTPOMHBIMH -~ 1eKAPCTBEHHBIME =~ TPEMAPATAMH,  CHILHONEHCTBYIOUIHMH
AeKAPCTBEHHBIMM TNpeNapaTaMH B COOTBETCTBHH ¢ YTBEPWIEHHBIM TNYHKTOM |
HACTOALIErD NpHKa3a ANTOPHTMA,

4, HupekTopy rocyAapCcTBEHHOTO aBTOHOMHOIO YUpEeRISHHR
iapasooxpaenua Kemeposckoi ofnactu «Kemeposckuii obnacTHOM MeZHuHHCKHI
HH(pOpMaLHOHHO-aHanHTHYeckuil nenTp» (JL.E. Bernosy) ofecnednTs pazMelleHHe
HACTOALLErD MpHEa3a Ha calite «2nekTponusd  Oromnerens Konneruw
AnmunucTpanud Kemepopckolt ofnactur W ouumanshoM calite enapramenta
OXpaHbl 3N0poBeY HaceneHHs Kemeposckoi oGnacty.

5. llpekas penapramenta oxpadsl 310poBhS Hacenesus Kemepomckoii
obnacth ot 13.05.2015 No 646 «06 opraHmlanEH nopagka obecredeHus
00e30ONHBAIOIIAME ~ MpenapaTaMd  MAUMENTOB TPH  BEIHCHIBAHHH  HX M3
CTAUHOHAPHBIX MEAHLIMHCKHX OPraHM3aluMi Ha TeppuTopHHd Kemeporckoii obaactun
NpHIHATE YTPATHEIIHM CHIY.

6. IlepconanbHylo OTBETCTBEHHOCTR 33 HALIEKALIEE HCIONHEHHE
HACTOAIIETO TPHKA3a BOAMOKHTE HA DYKOBOAMTENEH MeIHIHHCKHX OpraHM3aiHi
roCy1apCTBEHHOH CHCTeMBI 3apasooxpadennd Kemeposckoi ofnacTs.

7. KouHTponk 33 HCMONHEHHEM HACTOAMIETO TPHKA3Aa BOMIOWHTL Ha
JAMECTHTE/A HAYABHHKA NETNapTaMeHTa OXPaHkl 310poBka Hacenenus Kemeposckoi
obnacrn O.E. AGpocosy, 3aMecTHTeNR HAYANBHHKE AENapTaMenTa OXPansl 310PORES
Hacenenus Kemeposckol obnactw EM. 3enemnny, 3jaMecTHTENs HavansHHKa
AenapTaMenTa OXpaHE! 300poBLa Hacenenna Kemeposckoil obaactn B.H. Yeronaesy.

H.o. nauansuuka genapram O A B. bpexuen
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[Npunowenne
K MPHKA3Y JenapTaMeHTa
OXPaHE! 3A0POBLA HACEIESHHA
Kemeposckoi obaactu

o1 L7 AL N 7P

AJNTOPHTM HAIHAYEHHH H BBIZAYH NALHEHTAM HAPKOTHYECKHX,
MCHXOTPONHLIX B CHALHOAEHCTBY OLNHX JeKAPCTBEHHBLIX NPENAPaTOR
MAUHEHTAM NPH BLITHChIBAHHA HI MEIHIHHCKOH OPranu3annm
ToCynapcTBENHOH cHeTEMBI 3ipasooxpanenns Kemepopekoii o6hacrn,
OKAILIBAONICH METHITHHCKYI) NOMOLIL B CTAUHOHAPHLIX YCIOBHAX

I. Hacroammii Anroputm onpemenser NPABMIA HA3HAYEHMA M BLIAYH
[HLUHEHTAM HAPKOTHYECKHX H MCHXOTPOTHEIX NeKapCTBEeHHbIX npenaparos cnuckos 11
H 1l TTepeuns mapwoTHuecknx cpencta, MCHXOTPONHELY BEILECTE H HX MPeKypeopos,
nolilexampx  woHtpomo B Poccwiickolik  ®emepaumm,  yTRepmIeHHOro
nocranosnesnes Tlpasutenscrea Pocewiickoli @epepammn or 30.06.1998 Mo 68]
(flanee — HAPKOTHYECKHE W NCHXOTPOMHEIE NeKapCTBEHHBIE TIPENAPAThI), a4 Tak#e
CHIBHONSHCTBYIOLIHY NEKAPCTBEHHBIX MPENAPATOR HA CPOK npHeMa o0 3 JHed
(manee — Anropum).

Z. HasHaueHHe M  BRINHCHIBAHHE  HADKOTHYECKHX M NCHXOTPONHBIX
ACKAPUTBEHHBIX NIPENapaTos, CHILHOOEHCTBYIONIHY NEKEPCTREHHEIX [penapaToR
OCYLIECTBNASTCA B COOTBETCTEMH C [lopaakoM HasHadYeHHMs H BHHCHBAHHA
JEKAPCTBEHHBIX NpenapaToB, YTBEPWNEHHBIM npukazoM Munsapasa PoccHs or
20.12.20012 Ne 11750 «O6 yrBepkieHHd TMOPANKA HA3HAYEHHS M BBITHCHIBAHHA
ACKAPCTBEHHBIX — Npenapatos, & Takke GopM  peHenTypHelx  OGnankos  Ha
JIEKAPCTBEHHBIE Npenapatkl, NOPAAKA OQOPMIEHHA YKa3aHHBI ONAHKOB, HX Y4eTa
XPaHeHHA,

3. llepedens OTAENBHBIX CHYYaeB, TPH KOTOPMX NAllHEHTY, HMEIILEMY
COOTBETCTBYIOLUHE MENHMIMHCKHE TMOKASAHHA H HANPABIREMOMY /18 NPOIOIKEHHS
Ne4eHUs B aMmOynaTOpHEIX YCHOBHAX, NPH BLINHCHBAHHH M3 MeJHIHMHCKOH
OPraHH3alHH  HATHAYAKOTCH W BRIJAKOTCA  HAPKOTHYECKHE W MCHXOTPOHEIE
IEKApCTBEHHBIE NpPENapaThl, CHABHONEHCTBYIOIMIHE NEKAPCTBCHHREIC [IPENAapaThl,
ONpedeNdseTcd  NPHKA30M  PYKOROOHTENA  COOTBETCTEYIOIIEH — MeJHUHHCKON
OPraHH3alHH rOCYAapCTREHHON CHCTEMEI 3OpaBooxpadeHns Kemeposckoi obnacTu
(fanee - MeIHIHHCKAA OPraHH3ALHA ).

4. Jlevammuii  Bpad N0 COTNACOBAHHED € 3ABEAYVIOUIMM  OTACHEHHEM,
(OTBETCTBEHHBIM JAEKYPHBIM BpaHOM) NPHHHMAET pelleHHe © HeoDXOIUMOCTH
HA3HAYEHHA W BBUIAYH NAUHEHTY HAPKOTHYECKHX M ICHXOTPONHEIX NeKapCTBeHHBIX
NpenapaTos, CHALHOJCHCTBYIOIIHX NEKAPCTHEHHEIX TIPENAPATOR [UIH NPOIOIKEHHA
NeYeHHA B amBynaToOpHEIX YCIOEUAX CPOKOM Ha 5 e,

5. Jlenanmuii Bpad MHGOPMHPYET NAlUHEHTa (JOBEPEHHOE NHIO, 3AKOHHOMD
NpeACTARHTENS ):

- O TpaBHiax NpHeMa H XPAHEHHN HAPHKOTHMECKHX H  [ICHXOTPONHEX
JEKAPCTBEHHBIX [IPENapaTos, CHIBHOJCHCTEYIOMIHK NeKapeTBEHHBIX MPENapaTos | o



MPEAYCMOTPEHHOH NeHCTBYIOIHM  3aKOHOJATENLCTEOM OTBETCTREHHOCTH 34 HX
HCTIONBI0OBAHHE HE MO HASHAYEHHID,
_ - O TIOpANKE BO3BPAaTA HEHCNONL3OBAHHEIX HAPKOTHYECKHX H [CHXOTPOMHBIX
CKAPCTREHHBIX TNPENAPATOB, CHABHOACHCTBYIOIMX JIEKAPCTBEHHEIX TPENAPATOR
HEHCTIONEIORAHHELLY pELCHTOR; }
- 0 HeoDXomguMocTH ofpamieHHs nanMeHTa (HOBEpEHHOrD NHUA, 3AKOHHOrO
NPEACTABHTENA) B JeHb €0 BRITTHCKH M3 CTRUHOHAPE MENMIHHCKOH OPraHH3alMH B
MEHLHHCKYI0 OPraHu3almio, obCTyKUBAKIIYIO NALHEHTA N0 MECTY HTENLCTBA, B
UENAX nonyseHus pancHefiinell ofesGonusaomed Tepankn W BHINHCKH PELENTOR Ha
HAPKOTHYECKHE M MCHXOTPONHLIE NEKAPCTREHHBIE NPENaparsl, CHABHOIEHCTEYIOMMHE
NEKAPCTREHHEIX IIPENAPATOB.

6. Ilpw pENACKe W3 cTauMoHapa MeIHUMHCKOH OpPraH{3aliie  MalMeHTa,
HYRIAIOIIErocs B HesaMenHTeNkHOR obesbonkparomiell Tepanuu, TevammM Bpadom
0 COTNACOBAHHIO C 3ABEAYIOUIMM OT/ENeHHeM, OCYIISCTBINETCH JaTHCh B HCTOPHK
DofesHH DAUMEHTA © HadHAYEHHH HADKOTHYECKHX M (MWIM) [CHXOTPONHEIX
NEKAPCTBCHHEIX [PENApaToB, CHALHOASHCTBYIOUIMX NeKAPCTBEHHBIX NpENapaTos, ©
0B0CHOBAHHEM HeoBXOIHMOCTH HX He3aMeqTHTENEHOIO MPHMEHEHH:A nauwer{mr-; B
aMOYIETOPHEIN YCIOBHAX, [he KpOMe HAHMEHOBAHWA, KONHYECTsa, (POpPMbl BRIMYCKA,
NOSHPOBKH, cepuH, cnocoba MPUMEHEHHA JendeTcs OTMeTKa 06 OTIYCKE «HA DYKH»
BRILCY Ka3aHHBIX NEKAPCTBEHHBIX MPENapaTos KOHKPETHOMY NALMEHTY (10BEPEHHOMY
JHITY, 3aKOHHOMY DpeicTaBHTemo). JanHuch NOATBEPAZETCHS MOANMHCAME Je4aliero
BpaYa, 38ReVIOMIETD OTACNEHHEM.

1. Ha ocHOBaHMM 3amkcH B HCTOPHH Goneimw, CTAPIIAN MENHIMHCKAS CECTpa
OTACICHHA, OTHETCTREHHAA 3& MNOMIY4YeHHe, XPAHEHHE, YY€T, OTIIYCK HAPKOTHYECKHX H
NMCHXOTPONHLIX MeKAPCTBEHHLIX MPEMApaToB, HIH JHUO, ee 3aMellalowues, NonyyaeT
HAPKOTHYECKHE H [CHXOTPONHLIE JeKAPCTREHHLIE NPEAPATEL, CHIBHOAEHCTRYIOLIHE
[IeKAPCTREHHEE Mpenaparsl 3 MecTa XpaHeHHA OCHOBHOD 2aMacd HApKOTHHEOCKHX
CPENICTS H TICHXOTPOMHBIX BEIECTS MEIHIMHCKOM OPranuailifil i BhIACT H8IHEH S
(oBepeHHOMY MHIY, 3AKOHHOMY NpEACTABATEIO) HA OCHOBAMMH ACKY

yI0CTOBEPAIOIIErD THIHOCTE B NpHCYTCTRHEE /IeHallero spaya. [
§. Tlpx BeIAaYe HAPKOTHISCKIR | [ICHXOTPOMHBIX NEKAPCTBEHHEIR [P

X IHIEMILTAPAX
oo, g WS T ) o v
pagme s P (ropepemon) ZH0b n; aTOB, CHALHOASHCTBYIOMIHE
HAPKOTHISCKHR H NCHXOTPONHBIX nexapcTReHHBIX TPE P ) ATy

CTIACKH BBIJIAETCH

neKapeTBEHHEIX TPETApaTos, Opue  3K3IEMIIRp pa " O i s 3
(10BepEHHOMY THILY, 3AKOHHOMY anﬂETﬁBHTﬁIEﬂ}a BTOPOH JKISMIIAP AP: s
ceiidpe xabGupeTa cTapied MeNHIHHCKON CECTPhl, Kak JNOKYMEHT, MOATBEPA AL
pacxof  HApKOTHUYeCKHX W TICHXOTPOITHRIX NexapcTBEHHBIX  NPENAapaTos,
CHTBHOAEHCTEYIONIHX TeKapCTBEHHEIX MPENapaTon.

9. Craplueil MeIHIHHCKOH cecTpoll OTHENEeHHS, OTIYCTHBIIEH NALUHEHTY
(AOBEPEHHOMY THILY, 3aKOHHOMY [peCTABUTENI0) HAPKOTHYECKHE M MCHXOTPOIHEE
NeKapCTBEHHEIE  [PEMapaThi, CHABHONEHCTBYIOUIHE nefapcmmnmﬁ npeﬁnapm*m,
MPOM3BOAMTCA 3aNHCh B MypHANe peruCTpaitdH oTiepalyi, CBATAHHED ¢ 0DOpPOTOM
HAPKOTHYECKHX CPEJCTE H NCHXOTPOTHBIX BEIECTE, B HypHANE yHMeTa OmepallHd,
cBA3AHHBIX ¢ obpameHueM NeKapcTBEHHEIX CPEACTE And METHIHHCKOTO [IPHMEHEHUA,
rne B rpaje «Pacxom» YKaIbIBarITCA ®.JA.0. Gomeuoro, Ne mcropud GOAE3HH, B
rpade «0TMETKE 00 HHBeHTAPHIALIH) ACNACTCH 3AMUED @OTTIYIIEHO TIPH BEITHCKEY



10.  Bosspar HEHCMONBIOBAHHEIX  HAPKOTHYECKMX M NCHXOTPOMHEIX
NEKAPCTBEHHBIX NpPeNapaTon, CHABHOACHCTEYIOIIHX JICKAPCTBEHHBIX MpPEnapaTos,
HEHCMIONBIOBAHHEIX PEENTOR OCYIIECTRANETCA NAHEHTOM (AOBEPEHHOMY THILY,
JAKOHHOMY — NPENCTABHTENNO)  OTBETCTBEHHOMY MUYy 8 amOymaropHo-
NONMHENHHHYECKDE YHPEKICHHE N0 MECTY MHTENBCTBA NALMEHTA C JanbHEHIITHM
YHHYTOREHHEM B YCTaHOBIEHHOM MOPAIKe.

1. B meHB BRINMCKH M3 CTALIMOHADA NALMEHTS, HYKIAIOLIErocs B AankHefe
W HEIAMEINHTENeHOH obelDonHBaiOleld  TepamiM, JeualidM  BPaYOM WA
FARENYIOLIMM OTAeNeHHEM B 0DA3ATENEHOM NOPAIKE YBEIOMIRETCA (M0 JANIHIIEHHBIM
KAHANAM CBA3H) PYKOBOJHTENh MENHUMHCKON OPraHuIanmmy, oOCTYRHBAIOIIEH
MALHCHTa MO MECTY MHTENbCIBA O (AKTAX BBITHCKM NALNHEHTA H BBIOAYM eMmy
(IoBEPEHHOMY NHLY, 3AKOHHOMY NPEACTABHTENIO) HADKOTHYECKHX M NCHXOTPOTTHBIX
JIEKAPCTREHHEIX NPENApaTos, CHNBHONSHCTBYIOUIHX JEKAPCTBEHHBIX NpENaparos, ¢
YKa3aHHeM HaHMeHOBaHH, POPMEI BEITYCKA, CepHH H oblIero KonH4ecTsa,



IMTpunoxenne
K ANTOPHTMY BhIJA4YH NALHEHTaM
HAPKOTHUSCKHN, NICHXOTPONHLIX H
CHIBHOEHCTBYIONIMX NeKapCTBeHHEIX
[IpenapaTos NaUMeHTaM [1PH BRIMTHCAIBAHHE H3
METHUHHCKOH OpraHH3alHH
FOCYJAPCTBEHHOH CHCTEMB] 3IpaBoOXPaHeHHA
Kemeporckoii ofnacty, oxassieacmeii
MEMHIHHCKYE0 NOMOLLE B CTALHOHAPHMX YCIOBHAX
oT Ne

Pacnucka
NAUHEHTA (J0BEPEHHOO JHUAE, IAKOHHOTO npeicTaBuTes)
B ONYYEHHH HADKOTHYECKHX CPEICTB H NCHXOTPONHLIX BEIIECTR

A, (nauwent, nonepennoe mumo, 1axonmL UPEOCTABMTCIE (II0MEPKHYTE))

(aMBTHA, MM, OTHCCTRO NOITHOCTRHY)
NpOAUBAOLINE 110 agpecy: s

KOHTaRTHRIA Tenedon

NACNOPT (CepHA, HOMED, KeM BbLIAH, TaTa BEIJIAYH )

Hactosieit pacnuckoil noxreepxaato, yro TIOMYSHI (&)

HanMeHoranHe HaprkoTHYecKoro | Dopma Beinycka | Komuuectso
_[CHXOTPONHOMD JIEKAPCTBEHHOMD Npenapara A0IMPOBKA, CEpHA

[Mpenynpesxgen(a) o npasmnax [pHEMa H XPAHEHHA HADKOTHUSCKHX WM
MCHXOTPOMHLIX JICKAPCTBEHHEIX TIPENAPATOB, CHALHOAHCTEYIOMHX NEKAPCTREHHBIX
MpeNapaToB M O NpenycMOTPeHHOH AelCTBYIOLIMM IaKOHOJATENRCTBOM PoccHiickoii
Depepaluy OTBETCTBEHHOCTH 33 MX MCIONLIOHAHHE He MO HAZHAYEHHIO, A TAKKE
MOPAIKOM  BO3BPATA  HEHCMOJLIOBAHHEIX  HADKOTHYECKHX M NCHXOTPOMHELX
JCKAPCTREHHLIX IIPENAapaTos, CHIBHOAEHCTRYIOMHX eKapCTBEHHBIX MPENapaToB.

llaTa « W 20 r. [Moamsuck

[Moanucs nesamero spayua

[Monmuee crapmeil METHUHHCKOH cecTphL




