TpeboBaHUA K OTNYCKY
NeKapCTBEHHbIX
npenapaToB

HuHa BaHOBHA

3abanyeBa
AOLIEeHT, K.X.H.



PABOTbI (YCITIYTUN), coCTaBndaAowue
dapmaLeBTUYECKYIO AeATeNbHOCTb

AnTeYyHble po3Hn4Hasa Toprosns Jil1,
opraHusauuu; otnyck JlI1,

NINLIEH3VIO Ha nsrorosneHue Jill,
dhapmaLieBTUYECKYHO nepeBo3ka Jll1

[eATeNbHOCTb

MocTtaHoBneHue MNMpasutensctBa PO ot 22.12.2011 r. N2 1081
«O NMIMUEH3UPOBAHUN ®APMALEBTUYECKOU OEATENBbHOCTU»
(C UBMEHEHMAMW N JOMONTHEHUSIMM)



G 3akoH P® oT 12.04.2010 Ne 61-®3

N e R

°”“| «Ob OBPAIIEHUUA JIEKAPCTBEHHbBIX CPEACTB»

(C UBMEHEHMSIMU U TOTIOJTHECHUSIMU )

CTt.9.TocyaapcTBeHHbIU KOHTPOSb (Haa3op) B chepe
obopalueHusa JiC

UrnuueH3nOoHHbIN KOHTPONb B chepe =
apMaLeBTUYECKOUN NEeATENIbHOCTMU;

0 cbenepanbHbI rocyaapcTBeHHbIN & OCYLIECTERAET
Haasop B cepe ob6paiweHus JIC; PocsppaeHaasop

[0 BbIOOPOYHBLIN KOHTPOSb Ka4yecTBa
JC.




CobnroageHne NUUEH3UOHHbLIX TpeOoBaHUM:
npasuna ornycka Jill

HapyuweHusa npasun otnycka Jil1
ABNAKTCA rpyoObiIMU HapyLUEHUAMMU
FIVLEH3UOHHbIX TpeboBaHUN

NMoctaHoBneHue lNpaButenbctBa P® o1 22.12.2011 r.

Ne 1081 «O NIMLEH3UPOBAHUU ®APMALIEEBTUYECKOW
AOEATEIIBHOCTWU»



PocapgpaBHag3op

PenepanbHbIN rocyaapCTBEHHbLIN
Hapn3op B chepe obpaweHusa J1C

Mpeamert cOOnoaeHne yctaHoBNEeHHbIX
rocyfaapcrBeHHOro TpeﬁoBaHMﬁ K:

HaA3opa OOKNUHMYecknm nccnegosanHuam J1C,
KIMMHn4ecknm nccnegosaHuam Jil
XpaHeHuro, nepeBo3ke JIC, (TMpukas M3

OTNYCKY, peanusauum JIC,| P®
npumeHeHuro J1l1, OT 26.12.2016.
yHUu4ToxeHuto JiC Ne 998H

npoBepku coorBeTcTBUA JIC, HaxooaLMX(
rpaxkgaHckom o60poTe, yCTaHOBIIEHHbIM
o653aTenbHbIM Tpe6oBaHUAM K Ux kauyed OT 26.12.2016.
opraHmsauusa n nposegeHune

¢papmakoHaa3opa



Poc3sapaBHan3op UH(popmMuUupyert:

OO6OpawieHunna (xxanobbl) Ha Ka4ecTBO OOCHYyXXUBaHUA
B anTe4YHbIX OpraHu3aumuax

< oTNycK 0e3 peuenToB npenapartoB peuenTypPHOro oTnycka,

< npeanoxeHune poporocroawux J1lNM npn Hanu4uun 6onee gelweBbIX,
< oTKa3 B Bbigaye JI[1 npu oTcyTCcTBMK cCOaym,

< otcytctBume JIl1, BKNHOYEHHbIX B MUHUMANbHbLIN aCCOPTUMEHT,

< HapyweHue ycnosuu xpaHeHus J1M,

«% rpyboe oTHoOLUeHWe K NaLueHTam.

(Mncemo Mun3gpaBa Poccuu, PocagpaBHaasopa
oT 06.08.2015 r. N2 041-1270/15)



paRan

ta# "MKA3 MuHspgpaBa P® ot 31.08.2016 . N 647H «0b
- YTBEPXXOAEHUW NPABUN HAONEXALLEA ANTEYHOW NMPAKTUKU
NEKAPCTBEHHbIX MPEMAPATOB AJliA MEAUWLUUHCKOIO NPUMEHEHUSA»

VIl. Peanu3auusn TOBApOB anTe4Horo aCCopTuMeHTa

53. Po3HU4YHas ToproBns ToBapamMu anTe4Horo
accopTMMeHTa BKIo4YaeT npoaaxy, OTnyck,
dapmaLeBTUYECKOe KOHCYNbLTUPOBaHMe.

[Ins npepoctaBneHns ycnyr no dapmMaueBTUYeCckoMy
KOHCYIbTUPOBAHMUIO JOMYCKaeTCs BblAeneHne cneLmnanbHON
30Hbl, B TOM YMCne Ansa oxXuaaHus notpebutenen, ¢ ycTaHOBKOW
nnm obosHavyeHnem cneumanbHbIX OrpaHNYnUTENEN,
opraHusauuen cuagsaymx Mecr.



« OEOEPANIbHbIA 3AKOH P® or 07.02.1992 r. Ne 2300-1
«O 3ALLUTE NPAB NOTPEBUTENEW»

(c aMeHeHusAMn u AONONTHEeHNAMM)

« [locTtaHoBneHue lNpaButenbcTtBa P® ot
19.01.1998 r. Ne 55

"06 yTBEepxaeHum MpaBmn npoaaxu oTaenbHbIX BUOOB TOBAPOB, NEPEYHS TOBAPOB
ONUTENbHOrO Nosb30BaHWS, Ha KOTOPbIE He pacnpocTpaHseTcs TpeboBaHue
rnokynatens o 6e3s03me3HOM NPeSOCTaBIEHNUN MY Ha NMEPUOL PEMOHTA UMK
3aMeHbl aHanorMyHoro ToBapa, U NepeyHs HenpPo4OBONLCTBEHHbIX TOBAPOB
Hadnexallero Ka4ecTsa, He NoAJIeXaLLMX BO3BPATY U OOMEHY Ha aHaNOrNYHbIN

TOBap [pyrvx pasmepa, hopmbl, rabaputa, hacoHa, pacLBETKM UMK KOMMNEKTaLmmy
(C M3IMEeHEeHNAMIN N LI,OI'IOJ'IHeHI/IFlMI/I)

I'n. VIIl. OcobeHHOCTU NpoAaXun rieKapCTBEeHHbIX NpenapaTtoB U

MeAULMUHCKUX u3nenum (B pea. MNocraHosneHus Npasutensctea PP
oT 05.01.2015 Ne 6)

KoHTponb 3a coontoaeHnem lNpaBun npoaax ocyLiecTBnsieTcA
PocnotpebHap3opom (n.142 NoctaHosneHus lNpasutensctea Ne 55)



“4 3akoH P® Ne 61-

®3

«Ob OBPALLEHUU
APCTBEHHbIX
CT'J(-,$ NCTB»
npaBuna ornycka Jill

yTBepXaarTcA
YNOSTHOMOY€EHHbIM
depepanbHbIM
OpraHom
MCNOJNIHUTENbHOU

BJ1aCTM.

*lpuka3 MuH30paecoupa3zeumusi P®

om 14.12.2005. Ne 785 «O nopsidke omnycka

JIeKapcmeeHHbIX cpedcmey (c usMeHeHUsIMU U
donosiHeHusimu) OTMEHEH:

*Mpuka3 Muusgpascoupassutua PO ot 17.05.2012 .

Ne 562H «o5 YTBEPXXAEHWU NOPAAKA OTMYCKA ®U3NYECKUM NTALIAM NN AnA
MEAWUNHCKOIro NPUMEHEHWUA, COAEPXALLIMX KPOME MAIbIX KOJIMYECTB HC, NB
W UX NPEKYPCOPOB APYIUE ®APMAKONOIMYECKUE AKTUBHBIE BELLECTBA» (C
N3MEHEHNAMN U ,D,OI'IOJ'IHGHI/IHMI/I);

MPUKA3 M3 P® ot 31.08.2016 r. N 647H «OB YTBEPXXOEHWUM
MPABUN HAONEXALLUEA ANTEYHOW MPAKTUKU NEKAPCTBEHHbIX
MPENAPATOB NS MEAUUWUHCKOrO MPUMEHEHUS»

Mpuka3 M3 PO ot 20.12.2012. N2 1175H <05 YTBEPKAEHMM

NOPAOKA HA3HAYEHUA UBBIMUCBIBAHUA NEKAPCTBEHHbIX MPEMAPATOB, A
TAKXE ®OPM PELIENTYPHbIX BITAHKOB HA NEKAPCTBEHHBIE NPEMNAPATDI,

NMOPAAKA O®OPMITEHUA YKA3AHHBIX BTAHKOB, UX YYETA U XPAHEHUSA» (C
N3MEHEHNAMN U ,D,OI'IOJ'IHGHI/IHMI/I);

MNMpuka3 M3 P® ot 01.08.2012 Ne 54H «06 yreepxaeHnn
hopMbl BNaHKOB PELIENTOB, COAEPXKALLMX HAa3HAYEHNE HAPKOTUYECKMX CPEaCTB
UK NCUXOTPOMHbIX BELLECTB, NOpsiAKa UX U3roTOBNEHUS!, pacrpeaeneHus,
PerucTpaLmm, yyeTa 1 XxpaHeHusl, a Takke npasun 0hopMIeHNs» (C N3MEHEHNAMM
W OONOMHEHUSIMMN);

Mpuka3z MunsppaBcoupa3sutus P® ot 12.02.2007 N2 110
(B pen. NMpukasa M3 ot 26.02.2013 r. Ne 94H)




KaTeropmuun oTnycCkKa JriekKapCTBeHHbIX NMpenapaTtos.

< no peuenTty
< 0Oe3 peuenTa
** no TpeboBaHMUAM MeAULIMHCKOMN opraHusaumm

I'Ipop,a)Ka nn npoussoantcd Ha OCHOBAHWM MNPEObABIIAEMbIX NMOKYNaTENAMN
peLenToB BPaYen, opopMreHHbIX B YCTAHOBMEHHOM MOPAAKE, a TaKkKe

6e3 peuenToB B COOTBETCTBMU C MHCTPYKLMEN no npumeHeHnio ST
(n. 76. NMocTaHoBneHusn MpaButennctea PP

o1 19.01.1998 r. Ne 55 )

Ucnonb3oBaHue J1I :

[0 camoneyeHmne (camonomMoLLb)

[JambynaTopHoe neyeHue

[ B MeauumMHCKOW opraHusaymm
(cTaunoHape )




MeaouvuuHckne padboTHUKN 00SA3aHbI:
Ha3Ha4vaTb NleKapCTBEeHHbIe npenapartbl U

BbINMUCbIBATb UX Ha peuenTypHbIX OaHKax
(3a nckntoveHmem J1IN otnyckaembix 6e3 peuenta Ha J1IM1)
B nopsaankKke, yCtTaHOBJIEHHOM YNOJTHOMOYE€HHbIM
cdenepanbHbLIM OPraHOM UCMOSTHUTENbHOU BNacTun

(n.4.4.2.c1.73. d3 P® ot 21.11.2011 r. N2 323-D3
«Ob OCHOBAX OXPAHbI 3A0POBbBA NIPAXKOAH B
» A \. 2 /. .

POCCUNCKOWN ®EOEPALIUNY)
MeaunuuHckue padbotHukn HEe BrpaBe: ]
BbinucbkiBaTthb JIIN, megnumHckme n3genna Ha bnaHkax, éop,epx(au.mx
nHdopMaLUnIo peKnaMHOro xapakrepa, a Takke Ha peuenTypHbIX bnaHkax,
Ha KOTOPbIX 3apaHee Hane4vyaTtaHo HanmeHoBaHue J1I', meanymnHckoro
n3nenus

(M.6.,4.1.CT.74. D3 PO ot 21.11.2011 r. Ne 323-d3)



Npuka3 MuHsgpaBa PP

' oT 20.12.2012. N2 1175H NOPAAOK Ha3HaYEHUS
«OB YTBEPXOEHWW NOPSAOKA HASHAYEHWSA U1 BbinvcbiBaHus N
BbIMUCbIBAHUA NNEKAPCTBEHHBIX MPEMAPATOB, (MpunoxeHue N 1):
A TAKXE ®OPM PELIENTYPHbIX BJIAHKOB ’
HA JIEKAPCTBEHHbDIE MPEMAPAThI, ®OPMbI PEeUEnTYPHbIX
NMOPAOKA OPOPMNEHUA YKA3AHHBLIX BJTAHKOB, O11aHKOB (Mpunoxenue N 2);
X YYETA N XPAHEHUSA»
B peaakuuu lNpukasoB MuHsgpaBa Poccun nopAaAokK ocbopmnel-wm
oT 30.06.2015 I. N 386H, peLenTypHbIX ONaHKoB,
oT 21.04.2016T. N 254H X y4eTa N XPaHEHUA

(MpunoxeHune N 3)

[MTncbmo MuHsgpasa Poccum ot 17.12.2015 1. N 17-9/10/2-7699
[MTncbmo MuHsgpasa P® o1 17.10.2013 r. Ne 25-4/10/2-7719



dopmMbl peuenTypHbIX 611aHKOB

[Tpunka3 Munsgpasa PO o1 20.12.2012 r. Ne 1175H

B peaakuum MpukazoB M3 ot 30.06.2015 r. N 386H,
ot 21.04.2016 r. N 254H

dopma Ne 148-1/y-88

®opma Ne 107-1/y (6rnaHku MOryT U3roTaBnMBaTbLCS Npw
MOMOLLM KOMMbIOTEPHBIX TEXHOIOTUIA)

®opma Ne 148-1/y-04(n)
®opma Ne 148-1/y-06(n)

Mpuka3 Mun3gpasa PP ot 01.08.2012 r. Ne 54H
B peaakuuu Mpukasa ot 21.04.2016 r. N 254H

CDopma Ne 107/y-HI'I CneumnanbHbIN peuenTypHbIA OfaHK Ha
HapKoTU4YecKoe CpeaCcTBO UMN NCUXOTPONHOE BELeCTBO



nn oTnyCcKaeMble no peuenTty Bpa4a B alTeKaX, anTe4HbIX MYHKTaX

Mpuka3 M3 P® Ne 183H
0T 22.04.2014. TNepeyeHb chopma XpaHeHHe
I v 5 NKY NN XKypHan
Ne 107/y-HI peuenta 5 net MM Po Ne
I, noanexawne > He cnmcka |l .33 d 2644
I-le’ | uckmiouennem TTC oT 04.11.2006TT.
XpaHeHwue
peuenta Ha B |~
NN, o6nagaowme | chopma n cnucka lll 5 net T T—
aHabonuyeckon 1/v-
aKTUBHOCTbIO | Ne 148-11y-88 | Aparenue | Hpukas M3 PO
nn no peLienTa 3 roga Ne 378H oT
> 17.07.2013r.
euenT
5 JIN otnyckaemble dopma Xparermo
becnnatho, 1> Ne 148-1/y-04(n) |, [ peuenra 5 rer
CO CKMAKOU Ne 148-1/y-06(n)
KypHan yyeTa peLenToB, HaxoasALWMXCa Ha
OcTarnbHble chopma OTCPOYEHHOM OBCMYXMBAHNK;
OTcyTcTBME nr Ne 107-1ly >KypHan nHhopmaLIMoHHOM paboThbl
nn peuenTypHOoro ¢ MO o nopsgke obecneyeHus
oTnycka OTAENbHbIX KaTeropun rpaxkgax
* BepHyTb BonbHOMY; ...
XKypHan * [loracutb LWTamnom
ydyema «/lekapcmeo omnyweHo»

degbekmypel



PapmaueBTUYeCKasa akcnepTusa peuenta Ha JIl

)
J peuenm J

. N

NpoBepuUTbL COOTBETCTBUE TPEOOBaAHNAM
odopmMmneHus:

* CootBeTcTBUE (hOPMbI peLenTypHoro bnaHka

* Hannuue 06s3aTenbHbIX U AONONHUTENbLHbIX
PEeKBU3UTOB

* [IpaBomMOYMe NULA BbiNUCaBLUEro peuenT

* [I[paBunNbLHOCTL OChOpMIEHUA peuenta u cnocoba
npumeHeHus JMM

* [losanposku JMM

* Hopmb! otnycka J1M (ecnu yctaHOBREHbI)

W

B/if peLernTa

TakcupoBKa peuenTa
Onnara peuenTa

OTmeTKa 06 otnycke J1I
UHdopmuposanue o J1lN

He

COOTBETCTBYE

—

Penent
Moracutb WTamMnom

«Peuenm
HedelicmeumeseH»,

3apeructpuposaThb B
XypHane peructpauuu
HenpaBWUbHO
BbIMUCAHHbIX peLenToB

BapuaHThbI:

- BepayTthb 00J1bHOMY

- Iloracures mIramMmnom
«/lekapcmeo omnyuieno)

- OcTaBuUTDH B alITEKeE

Ha XpaHEHHUeE



&5r)

5/ Mpykas Munappasa PO ot 20.12.2012 1. Ne 1175+

MpunoxeHue N 1
6. 3anpewiaeTcq BbINUCbLIBAaTb peuenTbl:

* Mpun OTCYTCTBUU MEOUNLIMHCKUX MNOKa3aHUW;
« Ha JI'l, He 3aperucTpupoBaHHbIe Ha Tepputopmn PP;

* Ha Jll, KoTopble B COOTBETCTBUM C UHCTPYKLUEN NO
MeAULUHCKOMY NPUMEHEHNIO UCNOSb3YHOTCA TONBLKO B
MeOUUUHCKUX OpraHusauusx;

* Ha HapkoTuyeckue u ncmxoTtponHble JII cnucka Il ona neveHusa
HapKOMaHuu;

*  MHAMBUAYanbHbIMU NPeanpPUHUMAaTENAMU, OCYLLECTBAAIOLWMMHU
MEONLNHCKYI0 AeATENbHOCTb, HA HAPKOTUYECKNE N NCUXOTPOIHbIE
JIMN cnncka 1l n 1l .



NCNOJIb3YHOTCA TONMbKO B MEAULUMNHCKUX OpraHnN3auunsax

FocynapcTBeHHbIN peecTp
JNleKapCTBEHHbIX CpeacTB

HHCTPYKIMS
IO MEAUIIMHCKOMY IIPUMEHEHHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

HapyuweHus

Mudpenpucron

Perncrpannonnsiii Homep: JIII-000914

n M T H Toprosoe HanMeHOBaHHE Npenapara: MUHMENpPUCTOH
)

Mesxaynapoanoe HENATCHTOBAHHOE HAMMEHOBAHNe: MUDETIPUCTOH

Ta 6” eTKM Jlexapcereennasi popma: TablicTKM

Cocras:

Onna TabGleTka COOEepPIKUT:

Heiicmeyrouiee senjecmeo - mudernpucton 200 mr.

Bcnomocamentbnole 6ergecmea: 1akTosa, Kpaxmai KyKypy3Helit, mosunon K30, maraus creapar.
Onucanune: Kpyriibie IJIOCKOIUITHHIPUYECKHE TAONIETKH CBETIIO — >KeJITOrO LIBEeTa.
PdapmaKkoTepaneBTHYECKAs IPYNNAa: aHTHUTeCTareH.

Kon ATX: GO3XBOI

Yenosus otnycka,

[Ipenapar MOKET MOCTABAATECA TONBKO B MEAMLMHCKHE AKYLEPCKO-THHEKOIOTHYCCKHe
YUPEKIEHU, OTHOCALIMECA K TOCYAAPCTBEHHOM CcHCTeMe 37pABOOXPAHEHHS, 4 TAKKe B
YUPEKICHUA MYHULHTIATBHOA M YacTHOW COOCTBEHHOCTH, MMEIOLIHE JHLCH3MH Ha 3T0T POjl

JCATEIIBHOCTH.



HapyweHus

Musonpocton, Tab.

FocynapcTBeHHbIN peecTp
neKapcTBeHHbIX CpeacTB

N~ 2

WHCTPYKIMS| | @ﬁb}g:ﬁ%i &

110 IPUMEHCHHIO JIEKAPCTBEHHOI'O Ipenapara AJis MeIUIIUMHCKOTO IPUMEHEHU S

CCHH i
7121

6

COTTACOBAHO }

MMU30ITPOCTOJI

HauMEHOBAHHE JICKAPCTBEHHOTI'O MNnpernapara

Tabdgerkn 0,2 mr

JiekapcTBeHHas popma, 103UpPOBKa

Yaiina Pecopces 3mxy Papmacsiorukan Ko., JIta Kuraii
- HAUMEHOBAHHE MPOU3BOMUTEIS, CTPaHa

Namenenune Ne 2

Jlata BHecenust MI3menenus

«

20

—)
)
~
—

»

Crapas peraxkuusi

HoBas pepaxkuus

Cnocob npuMeHeHus U 103bI

Jlns nipepbiBaHust 6€EPEMEHHOCTH COBMECTHO

¢ MHQENpPUCTOHOM  mpemapar  JIOJHKEH
IPUMEHATBCS B YUPEKICHHSIX, KOTOpHIE
UMEIOT COOTBETCTBYIOIIHM obpazom

IOJrOTOBJICHHBIE BpaueOHbIE Kaphl.

Cnocob npuMeHeHHsI U /103bI

JIns mpepbIBaHHsS GEPEMEHHOCTH COBMECTHO ¢
npenapaToM MUQENPUCTOH MHU30MPOCTOIT JOJDKEH
NPUMEHSATBCS B YUPEKJICHHUSX, KOTOPBIE HMEIOT
COOTBETCTBYIOIIHM

oO6pa3oM  IOArOTOBJICHHBIE

BpauyeOHbIE KaJpPHI.

| YearoBust oTycKa M3 anrek

ITo penenry.

—'¥eqoBus oTycka
) NN
+ o, A, '

MOJKET IIOCTABJIATHCSI TOJBKO B

AKYHICPCKO-THHEKOJIOITHYECKHUE

i




YKa3zaHus Ha BTOpU4YHOM (MOTpebuTenbCKon) ynakoBkKe!

be3peuenTtypHbin otnyck JIIN asnsaetca dhopmoit
rleKapCTBEHHOro oocnyXxmnBaHUAa HacerneHusa, Korga
pelleHmne o Bblbope kKoHKpeTHoro J1IN, o HeobxoaAnMOCTH ero
NpModpeTeHnst N NPUMEHEHNSI NPUHUMAET caM NoTpeduTernb
(mauueHT) ¢ yyactmem papmaueBTUYECKOro paboTHMKA.

dbyHKUMA hapMaLeBTUYECKUX PAaDOTHUKOB:
UH(opmMmUupoBaHMe o paumoHaribHomMm npumeHeHuu JIlM B
Lensax oTBeTCTBEHHOro camorsrievyeHus
(MPUKA3 Munsapasa P® ot 31.08.2016 r. N 647H)




[TIpusercTBHE
|

Anroputm npogaxu J1N 6e3peuentypHoro otnycka, ap. Toeapos AA

YMeHue oLeHNBaThL HeBepbanbHble NPU3HaKM COCTOSIHS MoKynaTens (nauueHTa)

L

BbisieneHne notpebHoctein nokynatens J1M, ap. TOBapoB anTe4HOro acCopTUMEHTa

y

v

Lienb npumeHeHud - J1Ie4eHuUe

Lienb npumeHeHus -

npounakmuka

BospacT (aetu), non, 6epeMeHHOCTb/NakTauumsa (rpynnbl

v pucka

Ilapaghapmayesmuueckue cpeocmea

BbisicHeHMe cMMNTOMOB HeAOMOraHUs

Y

Y

TNerkoe HegoMoraHme (CaMOMOMOLLb) —> WmetoLLineca MeauLMHCKne

NoKa3aHuA

[ony4eHue H(opmaLyn OT NaumeHTa | g
0 npuHumaembix JIM1

HEJOMOraHus, Tpe6y+ou.|,14e KOHCYNbTaLWX Bpaya §l

Bpau

JIN 6e3peuenTypHoro otnycka %

BesonacHocTb 1M

)

Pacuer, Bbigayda J1I1 BbISICHUTb Yy NauueHTa: BCe Ji MOHATHO!

Yno6cTBo nprema, Mo6oyHble adhdeKTbl
—>
—> JlekapcTBeHHasA hopma Lleva
|_|pOTI/lBOFIOKa3aHI/1$I
—> Cnocob npumeHeHus, pa3oBas v CyTouHas 03bl; npurumaembie Jf;
paLMOHanbLHOE NPUMEHeHHe | | vacToTa, BaaumopneinicTaus NPOOYKMbI NUMaHUS,;
Bpemst (YTPOM, Ha HOub), BALb1, ankozonb u op.
_p| Xparenue I LMTENBHOCTb
B AOMALLHMX YCTOBUAX MpegynpexaeHus [pynnbi pucka;
[numenbHocmb
v JIeYeHUA,
—P> [lepeq NnpUeMoM 03HAKOMUTLCA C UHCTPYKUMen Ha JTTN! [ BO)K@GHL,Ie

asmomoburnem, op.




[pynnbl PUCKA pasBuTus HexenaTenbHbIX peakLui npu npumeHeHum JI:

= OeTu;

= fiuga NoOXuUnoro Bo3pacTa;

" XXeHLWMNHbI DepeMeHHble, Nepnoa Nnakrauuum;

= fimua ¢ N04Ye4YHOU, Ne4YeHOYHOU He4OCTaTO4YHOCTbIO;

= NIMua C XPOHUYEeCKUMU 3aboneBaHUAMMU (acTma,
cepaeyHo-cocyaucTble 3abonesaHua n ap.);

* NauueHTbl, Y KOTOPbIX paHee Habnaanuch
HeXernaTtesnbHble peakuuu;

= fiMua ¢ BpeAHbIMU NPUBLIYKaMU (KypeHue,
3noynoTpeobrieHne ankoronem, NPUeM HapKOTUKOB, Ap.).
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3axkon Pd «006 obpalieHun PACHOPSHKEHUE

SEHAPCTRONMMX CPOACTE

M NIeKapCTBeHHbIX CpeacTB» NMPABUTENBCTBO P® ot
26.12.2015r. N 2724-p

CT. 55. Mopsinok posHuuHoit Toprosu M (MpunoxeHue Ne 4)

6. AnTeuyHble opraHnsauum, UM,

MuHUManbHbLIU TUMEH
MMetoLLMe NULEH3NIO Ha anbHbIN accoptument J1I,

dhapMaLeBTUYECKYIO HeobX0AMMbIX ANst OKa3aHWUs MEAULIMHCKOM
AESATENLHOCT, 00A3aHb I. Ans anTek (roToBbIX IeKapCTBEHHbIX
OﬁGCFIE‘-IVIB?Tb doopM, MPON3BOACTBEHHLIX,
yTBEPKOEHHbIN rlpa?I/ITeJ'leTBOM [POU3BOACTBEHHBIX

P® v hopmupyembin B C NPaBOM U3rOTOBMEHUS aCENTUYECKUX
yCTaHOBJIEHHOM UM NopAdke nn)

MUHUManbHbIN dCCOPTUMEHT

J'II'I, HeO6XO,EI,I/IMbIX An4a OKa3aHUA Il. ns anTe4yHbIX MYHKTOB, anTe4YHbIX
MeONLMHCKOW NMOMOLLM KMOCKOB M WI1, UMEeIoLLIMX NULEH3MIO Ha

dapmaueBTUYECKYO AEATENBHOCTb

)XypHan no o6ecneyeHunio nekapcTBEHHbLIMKU NpenapaTtammn, BXOASALWNUMM B
MUHUManbHbIN accopTumeHT JIM, HeoOX0AMMbIX ANA OKasaHUA MeAULIMHCKOU NOMOLUM,
HO OTCYTCTBYIOLMMU HA MOMEHT ObpalLeHns noKynarens

( n. 5 o) Npukasa MuHsagpaBa P® ot 31.08.2016 . N 647H)
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4t "VKA3 MuHsgpasa P® ot 31.08.2016 r. N 647H «05

v 'TBEPXXOEHWUU NPABUN HAONEXALLEW ANTEYHOWU MPAKTUKU
NEKAPCTBEHHbBIX MPEMNAPATOB AJid MEOAUWUMHCKOIO NPUMEHEHUSA»

14. [nsi BHOBb HAHATbIX pabOTHNKOB B COOTBETCTBUM C NOKaNbHbIMU aKTaMu
cyObeKTa PO3HUYHOWN TOProBnNu BHEAPSIETCS NporpaMmma aganTtauvm v
perynspHo npoBepsarTca KBanudukaumsi, 3HaHUs1, ONbIT TaKUX PaOOTHUKOB.

[Mporpamma agantauum BKAKOYaeT B TOM YMChE:
a) BBOOHbIN MHCTPYKTaX Npu npueme Ha paborTy;
6) noarotoBky (MHCTPYKTaX) Ha pabovyemM mecTe (NepBUYHbIN U MOBTOPHbIN);
B) aKTyanunsauuo 3HaHWUM:
3akoHopaTtenscTBa PP B cdhepe obpauwieHnn JIC n oxpaHe 300poBbs
rpaxkgaH, 3awuTe rnpas noTpebutenen;
npaBus NIMYHOWN TMINEHBI;
No NopsiAKy okasaHus dpapmMaueBTUYECKUX YCIYr, B TOM YuChe
dapmaLeBTUYECKOro KOHCYNLTUPOBAHUSA U NPUMEHEHUS
MEONLUMHCKUX U30EeNnUn B AOMALLHUX YCIOBUSAX;
) pasBUTME KOMMYHUKATUBHbLIX HABbLIKOB U NpeaoTBpaLleHne KOHMIMUKTOB;
) VHCTPYKTaX Mo TexHnKe 6e30nacHOCTU 1 OXpaHe Tpyaa.



{444 PUKA3 MuHzapasa PO ot 31.08.2016 r. N 647H «0B

" TBEPOEHMW NPABUN HAOJEXALLEA ANTEYHOWM MPAKTUKM
NEKAPCTBEHHbIX MPEMAPATOB AN MEAULWHCKOIO NPUMEHEHUS»

17. PykoBoguTenb obecneynBaeT npoBeaeHue no YTBEPXKOEHHOMY UM
nnaHy-rpacdpmKy nepBM4HOMU U Nocrneayrowen NoAroToBKN (MHCTPYKTaxa)
paboTHMKOB No cneayroLWMM BOonpocam:

a) npaBuna otnycka J1I1 ana meAULUMHCKOro NpUMeHeHuUs;

0) npaBuna oTnycka HapKOTU4YEeCKUX, NCUXOTPONHbIX BewecTB JIC;

B) npaBuna otnycka JII, nognexawmx lNKY, npaBuna BegeHus XXypHana yJeTta
NleKapCTBEeHHbIX NMpenapaToB, NnoasieXxawmx npeaMmeTHO-KOrIM4eCTBEHHOMY
yyety,

r) npaBuna otnycka J1l, coaepxawmx Mmanble KorinyecTBa HapKOTUYECKUX
cCpencTs;

A) NnopsaoK XpaHeHUs peuenToB;

e) cobnroageHne TpedboBaHUU O HANTMYUU MUHUMASILHOIO aCCOPTUMEHTA;

X) cobnroageHue TpedboBaHUU Hagnexawen NPakTUKM XpaHeHUA U NepeBO3KU
nn;

3) NpMMeHeHne YCTaHOBMEHHbIX NpeaenbHbIX pa3MepoB PO3HUYHbIX HaA0aBOK
K pakKTU4eCKMM OTNYCKHbIM LeHam npousBoauTtenen Ha JIlN , BKNOYeHHbIe B
nepeyveHb XXHBJIM ...;
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n) coonopgeHue TpedboBaHnn paboTtsl ¢ hanbcnpunpoBaHHbLIMU
HeaoOpoKaYeCTBEHHbIMU, KOHTpadaKTHbLIMU TOBapaMm anTe4yHoro
aCCOpPTUMEHTa;

K) cobnogeHne orpaHMYeHnn, Hanaraembix Ha papmMaLeBTUYECKUX PaOOTHUKOB
npu ocywecTBeHnn nmm npodeccnoHanbHON AeATENIbHOCTMH;

n) coBeplweHcTBOBaHMe 3HaHuu o JIIN, B ToM yncne BocrniponsseneHHbix JIM1,
B3anmo3ameHsiembix Jll1, ymMeHue npeacrtaBnAaATb CpaBHUTENIbHYIO

uHdhopmauumto no JiIl n ueHam, B Tom yncne JM LeHOBOro cermMeHTa, 0 HOBbIX
I, nekapcTBeHHbIX (popmax JII1, nokazaHnAX K npumeHeHuro J1I1;

M) MeToAbl OOpPabOTKM AaHHbIX, MOTyYeHHbIX OT MOKynaTesien no Bonpocam
npumeHeHusa JIMN, BbIABNEeHHbIM B npouecce NPpUMeHeHNs1, NOOOYHbIM
AeNCTBUAM, AoBeAeHMe 3ToM nHcpopmaumm Ao 3auHTepecoBaHHbIX NUL;

H) cobnoaeHue TpedboBaHMM NO oOXpaHe TpyAa.



[lpaBuna ornycka
NeKapCTBEeHHbIX
npenapaTtoB

eaHoBa T.E.

[Mpenogasatenb CIMXOA
(dbapmaLeBTNYECKUN
TEXHUKYM)



3aperucrpuposano B Munwcre P® 8 cenrsaopsa 2017
BCTYNMJI B cuay -22.09.17

{Ipuxka3 MuHucrepcrBa 3apasooxpanenus P® or 11
uroJis 2017 . Ne 403n
“O0 yTBep:KAeHUH MPABUJI OTIIYCKA JIEKAPCTBEHHbIX
npenaparoB AJs MeANUUHCKOI0 IPUMEHEHHUS, B TOM
YUCcJge UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHbIX
npenaparoB, anTe4YHbIMHU OPraHU3alMAMU,
UHAMBHUAYAJbHBIMHU NPEeANPUHAMATEISAMU,
UMEKIIUMU JUUECH3UI0 HA hapMalleBTHYECKY IO
NeITeJbHOCTh”’



[Mpn3HaTh yTpaTUBLLMMMN CURY:

* npukas M3 PO ot 14 nekabps 2005 r. Ne 785 “O
[lopaake oTnycKa rnekapCcTBeHHbIX cpencts”

* npukas MunHagpascoLpas3BUTnA OT 12
doeBpansi 2007 r. Ne 109 “O BHeceHUn
nameHeHuu B 'opagok otTnycka
NeKapCTBEHHbIX CPEeaCTB, YTBEPXXOAEHHbLIN
npukaszoMm MunHmncTepcTBa 34paBoOOXpPaHEHUA U
couunanbHoro pa3sutus Poccunckou
depnepaumnm ot 14 nekabps 2005 r. Ne 785”



OOwune TpedboBaHUSA K OTMYCKY
JFIeKapCTBEHHbIX NpenapaTtoB Ans

MeOAULUMHCKOro npuMmeHeHus
* JlnueH3na Ha dpapM. AeATENbHOCTb

* [lo peuentam, 6e3 peLenTa, No TPeOOBaAHUSAM

e anTekamu; anTeyvyHbIMU NYHKTaMmn, anTeYHbIMU
kmockamu; AN nmerowmmm nnueH3uno Ha @A

* I - 3a ncknrovyeHnem otnycka HC n B

 Otnyck HIMwm Tl no peuentam
OCYLLECTBINSETCA anmmeKaMu U anme4YHbiMu
nyHKmMamu, UMeLLMMUN FIMLEH3UIO Ha
AEeATeNbHOCTbL MO 0OOPOTY HAPKOTUYECKUX
cpencTB, MCUXOTPOMNHbIX BELLECTB U UX
npeKypcopoB

« Otnyck UBJIIN no peuenTtam ocyLlecTBNAeTCH
anmeKamu U anmeYHbIMU nMyHKmMamu.




* Ne 107/y-HI1

* Ne 148-1/y-88

 Ne 107-1/y

* Ne 148-1/y-04 (n) nnn Ne 148-1/y-06 (n)

« OTNyCcK NeKapCTBEHHbIX NpenapaTosB 0e3
peuenTtoB OCYLLIECTBIAETCAH B
COOTBETCTBUMN C UHCTPYKLIMAMM MO UX
MEeONLIMHCKOMY MPUMEHEHUIO




« CpoK OeNCTBUA peLenTa - B TEYEHNE
yKa3aHHOro B peLienTe cpoKa ero 4eUcTBuS

OTcpoYeHHOe obcnyXXmnBaHue

* Statim -B Te4yeHne ogHoro pabo4vero gHs
CO AHS obpalleHus

* Cito- B Te4EHME ABYX pabo4ynx gHewn

* BXOOALIMN B MUHUMATbHBIN aCCOPTUMEHT-
B TeYEeHME NATU padbovnx JHEN

e DecnnaTtHO U co CKUAKOU N He
BoLleLn B MUHUMarIbHbIM aCCOPTUMEHT-
B TEYEHME AeCATU padbovnx OHen




* Ha3zHa4YaeMble Mo peLLIEHU0 BpavyebHOM
KOMUCCUN- B TEYEHUE NATHaAALATU
pabouunx gHemn

* C UICTEKLLMM CPOKOM AENCTBUS - Ha
OTCPOYEHHOM OOCIyXnBaHUMU OE3 ero
nepeodopMeHuns



B konn4yecTBe, ykazaHHOM B peLenTe

 [TayneHTam, ¢ XpOHUYECKUM TEYEHUEM
DonesHu

* YCTaHOBEHDI rnpeneryibHo AornycrmnMmoe niin
peKoOMeHOO0BaHHOE KOJIM4ECTBO A1
BbIlMUCbIBAHUA HA OOWNH peueriT

* OTNn4ne B 0O3NPOBKE



* B MEPBUYHON N BTOPUYHOWU (NOTPEDOUTENBCKON)
ynakoBKax, MapKMpoBKa KOTOPbIX AOMKHa OTBEYaTh
TpeboBaHmnaMm Ne 61-O3 “O6 obpalleHnn NekapCTBEHHbIX
cpencts”n Ne 3-903 “O HapKoTUYEeCKNX cpeacTBax U
NCUXOTPOMNHbIX BeLlecTBax”

« HapylieHue nepBNUYHOU YNaKOBKU NeKapCTBEHHOIO
npenapara nNpu ero oTrnycke 3anpeLiaeTcs.

* HapylleHne BTOPpUYHON YNaKOBKU U OTNYCK B
nepBUYHOM yNaKOBKe [0MyCKaeTcs B Criyyae, ecrnu
KONTMYECTBO JleKapCTBEHHOIO Npenapara, ykasaHHoe B
peuenTte nnu Heodxogumoe nuuy, npuobpeTaroLlemy
rlekapCTBEHHLIN Npenapar (npu 6e3peuenTypHOM
OTMyCKe), MeHbLLE Konn4yecTsa fiekapCTBEHHOIo
npenapara, coaepalleroca BoO BTOPUYHON yNaKOBKeE.

* MNpPenoCTaBNAETCA MHCTPYKLUMS (KONUSA MHCTPYKLMK) NO
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OTmeTKa Ha peuenTe 06 oTNycke NEKAPCTBEHHOrO
npenapara c ykasaHUeM:

HaVMEeHOBaHUA anTe4YHon opraHusaummn (dbamunum,

MMEHU, OTYECTBa (NpY HaNn4Mn) HaAnBUAyanbHOro
npeanpuHUmMmaTens);

TOProBOro HaMMeHoBaHUA, 4O3MPOBKU U KOJINYECTBA
OTMNYyLLEHHOrO NTIeKapCTBEHHOIO Npenapara;

hbamunuu, UMeHu, otT4ecTBa (NPK HaNU4nn)
MeaANLIMHCKOro paboTHUKA Nnpu OTNycKe

PEKBU3NTOB OOKYMEHTA, YOOCTOBEPAIOLLEID
NMYHOCTb N1La, NONy4YMBLLENO NEKapCTBEHHbIN
npenapar

doamunum, UMeHun, oT4ecTBa (Npu HaNU4nUK)
drapmaueBTNYECKOro paboTHUKa, OTNYCTUBLLETO
neKapCcTBeHHLIN NMpenapart, U ero NoANUCH;

[aTbl OTNyCcKa NneKkapcTBeHHOro npenapara.




* peuenT Bo3BpallaeTcd nuuy,
npmobpeTarLleEMY NTeKapCTBEHHbIN Npenapar,
C OTMETKOU

* B Clly4yae NpuodbpeTeHmns Konm4ecTBa
NeKkapCTBEHHOro npenaparta,
COOTBETCTBYOLLEro MakcumarnbHoOMy
KONIM4eCTBY, YKasaHHOMY B peLenTte 1unu no
NCTEYEHUN CPOKa OENCTBUSA peLienTa, Ha
peuenTe NpocTaBndaeTcs Wwramn
“IlekapCTBEHHbIN Npenapar oTnyLwieH”

* peLenT Bo3BpalllaeTcs naumneHTy

* EOQnMHOBpPEMEHHLIN OTMYCK NeKapCTBEHHOIO
npenapara no peLenTy no corfnacoBaHuo Cc
MeOULUMNHCKUM PaBbOTHUKOM



* [1pn oTnNycke HapKOTUYECKOro U
NCUXOTPOMNHOIO NIEKapCTBEHHOIO
npenapara cnucka |l Ha peuenTe 00
OTMNYCKe NeKkapCcTBEHHOro npenapara
NpocTaBNAeTCs neYyaTb anTeku unu
anTe4yHOoro NyHKTa, B KOTOPOW yKa3aHo UX
NOSITHOE HanMeHoBaHWE (NPU HanNM4un
ne4yarTu).



* Ha peuenTe Uun KopeLlke peuenTa
yKa3blBaeTCca TOYHOE BpPeMSA (B Hacax U
MWHYTax) OTNyCcKa JfieKapCTBEHHOIro
npenapara.

OTNyCK OCYLLECTBIIAETCA MPU HANNM4nm y
NoKynaTena cneunanbHOro TepMOKOHTEUHEPAQ,
B KOTOPbIN NOMELLAeTCAa NNeKapCTBEHHbLIN
npenapart, C pa3bACHEHMEM HEODXOANMOCTU
OO0CTaBKM JaHHOro NekapcTBeHHOro
npenapara B MeOuLMHCKYH opraHu3auuo npu
YCITOBUM XpaHEHUSA B cneunanbHOM
TEPMOKOHTEUHEPE B CPOK, HE MPEBbLILLAOLLINN
48 YacoB MNocre ero NpuodpeTeHms.



e C OTMETKoMN “JlekapCcTBeHHbIW Npenapar oTnyLeH”
HIT v 1 cnucka I, T cnucka 1l - B Te4eHne NATU NeT;

oTnyckaeMble 6ecnnaTHO UK CO CKUOKOMN, - B TEYEHUe
Tpex nerT;

fiekapCcTBeHHble NpenapaThbl, nognexalyue npegmeTHo-
KONMNYEeCTBEHHOMY YYETY, - B TEYEHUWE TPEX NET;

neKapCcTBEHHbIE NpenapaThbl B XXUOKOW NeKapCTBEHHOM
doopme, cogepxalime bonee 15% 3TMNOBOro cnupTa oT
obbema rotoBou NpPoAyKUMKU, UHbIE JIEKAPCTBEHHbIE
npenapatbl, oTHocALwmecs no ATX K
aHTUNCUXoTNUYeCcKknM cpegcrteam (kog NO5SA),
aHKcuonutukam (kog NO5B), CHOTBOPHbIM U
ceaaTtuBHbIM cpeacTBam (kog NO5C),
aHTngenpeccaHTam (kog NO6A) n He noanexatwime
npegMeTHO-KONMYeCTBEHHOMY YYETY, - B TEYEHUE TPEX
MecsLEB.



* PeuenTbl Ha ocTanbHble Npenaparhbl
oTMe4atoTcs wrtamnom “JlekapcTBeHHbIN
npenapar oTnyLleH”n BO3BpaLlaTCca nuuy,
Nony4YymBLLEMY NEKapCTBEHHbLIV Npenapar.

« PeuenTbl, BbIMMCAHHbIE C HAPYLUEHNEM
YCTaHOBIIEHHbIX NPaBWUIT PETMCTPUPYIOTCH B
XXypHane

e OTMevarTcd wrtamnom “Peuent
HeaeuncTBuTerneH”

* BO3BpAaLLaTCA NuLy, NpeacTaBmBLLEMY
peLenT.

* O pakTax HapyLueHus npaBu oPopMIIEHUS
peuenToB CyObEKT PO3HUYHOWN TOProBIN
MHCPOPMUPYET PyKOBOAUTENS
COOTBETCTBYIOLLEN MEAULMHCKON
opraHm3auun.



* [lpn oTNnycke nekapcTBeHHOro npenapara
doapmaueBTUYECKNIN PADOTHUK
MHOPMUPYET NNLIO, NpuodpeTatoLLee
(monyyatollee) nekapcTBeHHbIU Npenapar,
O pexXuMme n gosax ero npuema, npaBunax
XpaHeHUs B JOMALLUHUX YCITOBUSIX, O
B3anMoaeucTBUM C APYrmmu
NIeKapCTBEHHbIMM NpenapaTamMmum.



* [1pn oTnycke nekapcTBeHHOro npenapara
doapmaueBTnYeCKn paboTHUK HE BNpaBe
NnpeanocTaBnATb HEAOCTOBEPHYIO U (M)
HEMNOTHY NHAOPMaLNI0O O HAaNN4Yun
neKapcTBeHHbIX NpenapaToB, BKMoYad
npenapartbl, umetone oanHakosoe MHH

* CKpbIBaTb MHAOPMALIMUIO O HAaNU4nm
flekapCTBEHHbIX NpenapaToB, MMEIOLLIUX
boriee HMU3KYIO LIEHY

« 3anpeluaeTcs oTnyck panbcudnunpoBaHHbIX,
HegobpoKayYeCTBEHHbIX N KOHTPadaKTHbIX
npenapartoB



TpeboBaHUA K OTNYCKY HAPKOTUYECKNX U
NMCUXOTPOMNHLbIX JIEKAPCTBEHHbIX
npenaparoB, JIeKapCTBEHHbIX
npenaparoB, oornagaroLwmx
aHabOoJINYeCKON aKTUBHOCTbHO, UHbIX
JFleKapCTBEHHbIX NpenapaTos,
noanexawux npeaMeTHO-
KOFIM4EeCTBEHHOMY YYeTy



* Otnyck HIM wn 11, aHabonn4yeckmnx
npenaparoB , NIeKapCTBEHHbLIX MPEnapaTos,
nognexawux NKY, ocyuwiectengaercd
doapmaueBTUYECKMMU PABOTHUKaMU,
3aHUMaLWMMN OOIMKHOCTU, BKITHOYEHHbIE B
nepe4vyeHb OOMKHOCTEMN
chapmaLueBTUYECKNX U MeAULUHCKUX
PabOTHUKOB B OpraHn3aumsix, KOTopbim
npenocTaBfieHO NpaBo OTMyCcKa
HAaPKOTUYECKMX JIEKAPCTBEHHBIX MPEenapaToB U
NCUXOTPOMHbIX JIEKAPCTBEHHbIX NpenapaToB
don3nyecknm nmuam, yTeepXXaeHHbIV
npukaszom MmnHucTepcTBa 34paBooXpaHEHUSA
Poccumnckon Penepaumm ot 7 ceHTA0pA 2016 T.
Ne 681H



« HITun I'll'l cnucka ll, 3a ncknoYeHnem
NEeKapCTBEHHbIX MpenapaToB B BUAE
TpaHcaepMarnbHbIX TepaneBTUYECKUX
CUCTEM, OTMYCKalTCA NpU NpeabsaBleHnN
OOKYMEHTA, ya0CTOBEPAIOLLEro NMNYHOCTD,
nvuy, ykasaHHOMY B peLlenTe, ero
3aKOHHOMY NpeacTaBUTENIO UM NALLY,
nMverLiemMy oPopMIIeEHHYIO B
COOTBETCTBUU C 3aKOHOOAATENbLCTBOM
Poccunckon Pegeparinm JOBEPEHHOCTb Ha
NpaBo MoSIy4eHNA TakKUX HaPKOTUYECKUX U
NCUXOTPOMHbIX NTIEKAPCTBEHHbIX
npenaparTos.



@ Ne107 HIT+ 148-1/y -04 (J1) nnn 148-1/y
-06 (J1)

@ Ne 148-1/y -88+ 148-1/y -04 (J1) nnw
148-1/y -06 (1)



e CXXenTou nonocowu B BepxHewn Yactu n Hagnucbio
YyepHbIM LWPpUdTOM

* HauMeHoBaHMue N agpec MectoHaxoxaeHus AO
* HOMEp W JaTta BbINMCAHHOIO peLenTa;

« bamMunmsa, UMs, OTYECTBO (MPU HaNM4Mm) NaumeHTa, ero
BO3pacT;

* HOMEpP MEAULIMHCKOW KapTbl NALMEHTA,

* hamunus, nMmsi, OTYECTBO (NPY HaNM4YnUM) MeanULIMHCKOro
paboTHMKA, ero KOHTaKTHbIN TenedoH NMbo TenedoH
MeONLMHCKOW OpraHn3aLuunm;

« cogepXaHue peuenTa Ha NaTUHCKOM A3bIKE;

* baMunus, UMs, OTYECTBO (NPW HaNU4YnUM) N NOANUChH
doapmaueBTUYeCKoro paboTHnKa, OTNyCTUBLLETO
NeKkapCTBEHHbIW Npenapar;

 [aTa oTnycka NnekapCcTBEHHOro npenapara.



* OTNycK 3TUNOBOIo cCnupTa NPoOnu3BoOaAUTCS
No peuenTy C Y4eTOM YCTaHOBIEHHbIX
TpeboBaHUN K 00bEMY Tapbl, YakOBKe U
KOMMIEKTHOCTU NIeKapCTBEHHbIX
npenapartoB

« JlekapcTBeHHbIE NpenapaTthbl, cogepkaLlne
9TUNOBbIN CNINPT, B TOM YUCHE
N3roTOBIIEHHbIE MO PeLenTy CyObeKToOM
PO3HUYHOW TOProBnuv, UMEOLL UM
nuueHsunto Ha @1 c npaBoM N3rOTOBNEHUS
rleKapCTBEHHbIX NpenapaToB, OTMNyCcKaloTCS
C Y4ETOM YCTAHOBJIEHHbIX TPeboBaHUN K
00bemy Tapbl, yN1akOBKe U KOMMJTIEKTHOCTU



TpeboBaHUSA K OTNYCKY JNIEKAPCTBEHHbLIX
npenaparoB No TpedboBaHUAM-
HaknagaHbIM MeANLMHCKUX OpraHn3auunu,
nHauBuAayanbHbIX NpeanpuHUMaTenen,
MMEHLUNX NTINLEeH3UI0 HA MEAULIMHCKYIO
OEeATEeNIbHOCTDb




* TpeboBaHne-HaknagHass oPopMIIAETCH B
COOTBETCTBUU C IHCTPYKUMEN O NopaaKe
BbIMUCbIBAHMS NEKAPCTBEHHbIX
npenapartoB 1 OPOPMNEHNA PELIENTOB U
TpeboBaHUN-HAKNAOHbIX, YTBEPXOAEHHOM
NpuKasom

Ne 110

“O nopsiake Ha3Ha4YeHUsa U BbIMUCbIBAHUSA
NneKapCcTBEHHbIX NMpenapaToB, N3aenmm
MeaAULIMHCKOro HasHa4YeHusa u
crneymanm3npoBaHHbIX MPOOYKTOB
ne4yebHOro NUTaHUA



« [lonyckaeTcst OTNYCK JIEKapCTBEHHbIX
npenapartoB No TpeboBaHUAM-HaKNaaHbIM
MeOULIMHCKNX OpraHu3aLmm 1
MHOMBUAYATbHbIX NPEANPUHUMATENEN,
MMEKLLINX NNLIEH3NIO Ha MEOULMHCKYHO
NesATenbHOCTb, 0OPMIIEHHBIM B
3NeKTPOHHOM Buae



* OTNyCcK HAPKOTUYECKUX U MCUXOTPOMHbIX
flekapCTBEHHbIX NpenapaToB cnucka ll,
NCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapaTtoB cnucka lll, MHbIX
NIeKapCTBEHHbIX MpenapaTos,
nognexawimx npeaMmeTHo-
KONIMYECTBEHHOMY YYETY, B TOM 4YuUcrne
oTrnycKkaeMbiXx 0e3 peuenTa,
OCYLLIECTBNSIETCS MO OTAENMbHbIM
TpeboBaHMSIM-HaKNaaHbIM.

« [Ina U He oTnyckarTcH



* [lpn oTnycke npenapartoB
dbapmaueBTUYECKUN PAaDOTHUK NPOBEPSIET
odpopmneHune TpeboBaHMsA-HaKNagHON U
npocTaBngeT Ha HEU OTMETKY O
KONMYeCTBE U CTOUMOCTU OTNYLLEHHbIX
NeKkapCcTBEHHbLIX NpenapaToB

* Bce TpeboBaHus-HaknagHble, Mo KOTOPbIM
OTNYLLUEHbI JIeKapCTBEHHbIE Npenaparhl,
noaneXxaTt OCTaBMEHUIO N XPAHEHUIO Y
cybbekTa pO3HNYHOMN TOProBNU



* Ha HAPKOTUHECKNE U TICUXOTPOTHbIE
NekapCcTBeHHble npenapaTtbl cnucka ll,
NMNCUXOTPOTIHbIE J1IEKAPCTBEHHDbIE
npenapartbl cnncka lll - B TedeHne NdTun 1ner,;

* Ha NekapcTBeHHbIe npenaparbl,
noanexalune npeamMmeTHo-
KONMYeCTBEHHOMY YYeTY, - B TEYEHUE Tpex
neT;

* Ha UHble NeKapCTBEHHbIE NpenapaThl - B
TeyeHne ogHOoro roga.



* HapylLieHne nepBUYHOU YNAKOBKU
rNleKkapCTBEHHOro npenapara npu ero oTnycke
no TpeboBaHUIO-HaKNagHoOU AONyCKaeTcs
CyOBLEKTOM PO3HMYHOW TOProBnn, UMELLNUM
NULEH3MIO Ha b apMaLLeBTUYECKYIO
NEeATENbHOCTb C MPaBOM U3roToBJIEHUSA
rNekapCTBeHHLIX npenapaToB. B Takom cnyyae
OTNYCK JIeKapCTBEHHOIO Npenapara
OCYLLieCTBnseTcs B yrnakoBke, opopMrieHHOU
B YCTaHOBITIEHHOM NOpPSAAKe, C
npenocTaBneHNeEM UMHCTPYKLUK (Konnn
MHCTPYKLUNKN) MO NPUMEHEHMIO OTNYCKaeMoro
nekapcTBEHHOro npenapara.






