


OpPMAaTMBHbIE

0 Ipuxas Munsapasa P® or 24 HOAGPs 21 . N2 1094H «O0 yTBep)KAeHUH OPAIKA
Ha3Ha4YeHWs JIEKaPCTBEHHBIX MpernaparoB, GopM pelenTypHbIX 0JIaHKOB Ha
JIeKapCTBEeHHbIE IPenapaTsl, MOPAAKA 0popMIeHHUs YKa3aHHBIX 0JIAaHKOB, UX y4eTa U
xpaHeHus, GopM OJIAHKOB PELeNTOB, COAEeP)KALNX Ha3HAYE€HH e HAPKOTHYEeCKUAX
CpeACTB WU ICUXOTPOIHBIX BellleCTB, MOPsIAKa UX U3TOTOB/IE€HUS, paciipeseleHus,
PErucTpanuy, ydeta ¥ XpaHeHus, a TAK)Ke MPaBuI opopMiaeHns 6JITAHKOB PeLienToB, B
TOM YK cJie B popme 3JIEKTPOHHBIX JOKYMEHTOB»



/

| TIACHMO M3 P® ot 27 derpais A0AT221

= O nanpasjaeHun MeToau4yeCKUX peKOMEH/ ALl 110 OpraHu3amuu 00o0poTa
HAPKOTHYECKHUX U MCUXOTPONHBIX JEKAPCTBEHHBIX NMPENapaTroB JAJs MeIULIUHCKOI0
NMPUMEHEHUS B MEAUIUHCKUX U ANITEYHbIX OPraHU3aIMAX

IV. HazHayeHue U BhINTUChIBAaHUE HAPKOTUYECKUX U IICUXOTPOMHBIX T€KapCTBEHHBIX
nmpenaparos

B cooTBeTCcTBHMU cO cTaThelt 25 PenepanbHOro 3akoHa oT 8 suBapsa 1998 r. N 3-$3 "O
HAPKOTHUYECKUX CPEJICTBAX U IICHXOTPOMHBIX BeltecTBax' (zmasee - 3akoH N 3-O3) mpu
Ha3HaYeHWH HAaPKOTUYECKUX U IICUXOTPOITHBIX JIEKAPCTBEHHBIX IIPEMApPaTOB, BHECEHHBIX
B ciinicku 11 v [11 [epeuns, nevaiuuii Bpa4 (enpaiiep, aKyliepka) ZO/DKEH OMIPOCUTD
MaLMeHTa O MPeABIIYIINX Ha3HAYeHUSIX HAPKOTHYeCKUX WU IICUXOTPOITHBIX
JIeKapCTBEHHBIX MTPENapaToB U C/Ie/IaTh COOTBETCTBYIOLIYIO 3aITUCh B MEeIUIIMHCKHUX
JOKyMEHTaX.

BaHpemaeTCH BBITIMCHIBATh HAPKOTHUYE€CKHNE U IICUXOTPOITHbIE JIEKAPCTBEHHBIE ITPEIIaPaThI
NHAWBUAYAJIbHBIM IIpEAINPUHUMATETIAM, OCYLIECTBIAIOIINM MEANUILITUHCKYTO
JeATEe/IbHOCTD.

HasHayeHue 1 BhIITUChIBAHHE HAPKOTHUYECKHUX U IICUXOTPOITHBIX IEKAPCTBEHHDbIX
IMperapaToB OCyIeCTBIAECTCA MEAUITNHCKUM pa6OTHI/IKOM Mo MEeXXAYHAapOOJHOMY
HeIlaTEHTOBAHHOMY HAaMME€HOBAHHIO, a IIPH €I'0 OTCYTCTBHUH - I'DYILIIMPOBOYHOMY
HauMeHOBaHUIO. B ci1y4dae OTCYTCTBUS BbIII€YKAa3daHHbBIX HaHMMeHOBaHUM HapKOTI/I‘-IeCKI/IIL/'I
u HCI/IXOTPOHHI:Jﬁ JIeKapCTBeHHbIIL/'I npemnapaT Ha3HA4Ya€TCsA U BbIIIMChIBAE€TCSA
MeIJNITNHCKHM pa6OTHI/IKOM ITO TOProBoOMy HaMME€HOBAHHIO.



IUCBMO M3 P® ot 27 despais 2018 T ~471071-1221

e O Hanpapjenur MeToguyeCKNX peKOMEHIAIMM 110 OPraHu3anuu 000pora
HAPKOTHYECKHUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENAPaTOB JIsl MEAUIUHCKOTO0
NpUMEHEeHUs] B MEIUUMHCKUX U ANITEYHbIX OPraHu3alMusIX

[Tomumo 3TOrO MatMeHTy (MpY HAJIMYKUH Y HETO MeIUIIMHCKUX
IMOKA3aHUU - UHAUBUIYA/IbHAS HEIIEPeHOCUMOCTb, 110 YXU3HEeHHbIM
MTOKa3aHHUSIM) MOXXET OBITH IO PelIeHUI0 BpadyeOHOM KOMHCCHUH
MeJULIMHCKOU OPraHM3aliy Ha3HAYeH U BBIIIUCAaH HAPKOTUYECKUU U
TICUXOTPOITHBIN JIEKAPCTBEHHBIU IIperiapar:

® 1) 10 TOPrOBOMY HAMMEHOBAHUIO;
® 2) He BXOASIINMN B CTAHZAPTHI MEUITMHCKOM ITOMOIIIH.

[Ipu 3TOM pelnreHre BpaueOHOM KOMUCCHUU JODKHO OBIThH
3aPUKCUPOBAHO B METUIIMHCKUX JJOKYMEHTAX MAIleHTa U JKypHaJie
BpaueOHOU KOMHCCUH.

(CBeneHMs1 O Ha3HAYEeHHOM Y BBIIMTMCAHHOM HAPKOTHUYECKOM U
IICUXOTPOITHOM JIEKAPCTBEHHOM IperapaTe (HauMeHOBaHHE
JIeKapCTBEHHOTO Tpelapara, pa3oBas 034, CII0Co0 M KPaTHOCTh
IpyieMa WIW BBeJIeHUs, [IUTUTETbHOCTD Kypca, 000CHOBaHHeE
Ha3HAYeHHUs JIEKAPCTBEHHOTO IpelapaTa) TaK)Ke YKa3bIBAlOTCS B
MeIULIMHCKOM KapTe IMaleHTa.
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O nanpasyienun MeToan4ecKUX PeKOMEHAANNN 110 OPraHU3AUMN 000POT3

DCTBCHHBLIX IIPEIIaparoB AJA-MeEAV
y’
INPUMECHCHUA B MCIUIMNHCKHUX U AlITCYHLIX OPraHm3alnusax
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X. HaszHa4yeHue u BbiNnUcbiBaHue HaPKOTUYECKUX U NCUXOTPOMNHbLIX
JIeKapCTBEeHHbLIX npenapartoB NP oKka3aHUu" MeOAVULMHCKOU NOMOLLM B

CTaluMnOHap

HbIX YCJIOBUAX:

[Mpn oka3zaHuM NaUMEHTY MeaMLIMHCKON MOMOLLIN B CTaLMOHAPHbIX
YCINOBUSAX HAa3Ha4YeHME NeKapCTBEHHbIX NMpenapaTos, B TOM YNcne

HapPKOTUYECKMX N MCUXOTPOMHbIX NNEKAPCTBEHHbIX NPENapaTos,
NPOU3BOAUTCA MEANLIMHCKUM PabOTHMKOM:

1) No cornacoBaHuio C 3aBeayoLWwmnM OTAeNeHneM
NN OTBETCTBEHHbBIM AEXYPHbBIM Bpa4yoM finbo
APYrMM NULOM, YNOFTHOMOYEHHbBIM NPUKa3oMm
rMaBHOMo Bpada MEAULMHCKOWM OpraHmM3aumm, a
TaKke, MNP HaNM4mMm, C BPa4OM - KINMHUYECKUM
bapMakosnorom, B criy4dasx:

* a) OAHOBPEMEHHOIO Ha3Ha4YeHus NATn u bonee
neKapcTBEHHbIX NpenapaToB O4HOMY NaUMEHTY;

» 6) Ha3Ha4YeHMs NeKapCTBEHHbIX NPenapaTos, He
BXoasLwwmx B nepeyveHb XXHBJIIM, npy HeTUnmM4yHOM
Te4YeHnn 3aboneBaHns, HaNM4YMM OCIOXKHEHWIN
OCHOBHOrO 3aboneBaHus 1 (UNKn) ConyTCTBYHOLLUNX
3aboneBaHuin, NPU Ha3HAYEeHUN NTIEKAPCTBEHHbIX
npenapaTtoB, 0COOEHHOCTN B3aMMOOENCTBUSA U
COBMECTUMOCTM KOTOPbIX COMMAacHO MHCTPYKLNSAM
MO UX NPUMEHEHUNIO MPUBOAAT K CHUKEHUIO
3 peKTNBHOCTN N BE30NACHOCTU
dapmakoTepanuu u (unn) cosgaroT
NOTEeHUWarnbHy ONacHOCTb AS1S XU3HU U
300pOBbA NAUNEHTa;

2) NO peLUeHunto
BpayebHoOn
KOoMumccum npu
Ha3Ha4YeHuu
nekapCTBEHHbIX
npenaparos, He
BKIHOYEHHbIX B
nepedeHb XKHBJIM,
B cny4vae mx
3aMeHbl n3-3a
NHOMBNOYyasnbHOM
HenepeHoOCMMOoCTH,
MO XXN3HEHHbIM
NoKasaHusM;

3) eanHoNn4Ho, 3a
WCKIOYEeHEM CriyvaeB
HeobxoaMmMocCTH
cornacoBaHus ¢
YNOSTHOMOYEHHbIM JTULIOM
nnun spavyebHon
KOMMUCCUEN, a TaKKe B
cny4vae paboTbl B
MeaULIMHCKOWN
opraHusaumm,
pacnosioXXeHHOM B
CErIbCKOM HacerieHHOM
NyHKTE NN HaceneHHoM
NyHKTE, PacrnosioXXeHHOM B
yAarneHHbIX n
TPYAHOOOCTYMHbIX
MECTHOCTSIX;

4) 6e3
odoopmMneH
ns
peuenTa.



IMNUCBMO M3 P® or 27 ¢deBpais 2018 roga N 25-4/10/1-1221
O nanpas/iennu MeToaH4ecKUX PEKOMEHIALUMII 110 OPraHU3al Ui 000POE:
ECKUX M NICUXOTPOIHBIX JIEKAPTTBEHHBIX_I] DB SIS MEAU TN HCKOT0
NpUMEHEeHUs] B MEIMUMHCKNX U ANITEYHbIX OPraHu3alusX

X. HazHa4yeHue u BbINnUcbiBaHue HaPKOTUN4YeCKUX U NCUXOTPOMNHbIX
JNIeKapCTBEeHHbIX npenapatoB Npu oKka3aHUu MeaULMHCKOM NOMOLUU B
CTaUMNOHAPHbIX yCJ1OBUSAX:

B cly4yae Heob6xoaMMOCTHM CornacoBaHUst Ha3Ha4YeHNs JIEKapCTBEHHbIX rnpenapartosB C YNOoJIHOMO4Y€HHbIM JTINLIOM
pelweHne o Ha3Ha4YeHnn CbI/IKCVIpyeTCFl B MEOUNLIMHCKMX OOKYMEHTaXx nauneHTa 1 3aBepaeTcd noanmncbo MegnLiMHCKOIro
6

PelueHne Bpa4ebHOM KOMUCCUN MEQULMHCKOM OpraHM3auumn o HadHa4eHUN NieKapCTBEHHbIX MpenapaToB
duKcnpyeTcs B MEANLIMHCKUX AOKYMEHTax naumeHTa u xxypHane BpadyebHon KoMUCCHM.

HasHaueHue nekapCcTBeHHbIX NpenapaToB NPy okasaHUM MeaNLMHCKON NOMOLLIM B CTaLMOHAPHbIX YCNOBUSX U UX
BbIMMCbIBAHME OCYLLECTBNSETCS MO MEXAYHAapOAHOMY HeENaTeHTOBAHHOMY, IPYNNMPOBOYHOMY UM TOPrOBOMY
HavMeHOBaHWo B TpeboBaHMsAX-HaKNaaHbIX B COOTBETCTBMM C VIHCTPYKLUMEN O NopsiaKke BbiNUChIBAHMS
nekapCcTBEHHbIX NpenapaToB 1 0hopMIIEHNsT peLenToB U TpeboBaHMA-HakNagHbIX, yTBEPXKAEHHOM npuka3om N 110.




HVIUDIVIU VIO I'WY OT &/ (peBpaJ'lﬂ V10 1I'0oaa IN 25-4/1V/1-1441

MECAUIMHCKHUX M AlITCYHBIX OPraHu
X. Ha3HayeHue un BbINUcbIBaHue HaPKOTUN4YEeCKUX U NCUXOTPOMHLIX JIeKapPpCTBEeHHbIX
npenapartoB NP oka3aHnun Me,qMLIMHCKOf;I nomMoLin B CTauMOHAPHbIX YCJTOBUAX:
:q1199 1A10W ‘XBnaowuroA xiaHdoLleuAgne g BUHahaL BuHaxLUoTodu sut AwowssLaedueH

N BMHEER)NOL SMNOHMNNTON animoiAgL0199.1000 AWamoianm ‘ALHauTel ‘XsmaoLrdA xiqHdeHomneLo a amowou oiAMoHMInIen yaimoieaideeso
‘nmnesnHeldo NONOHUTIMITON €M MMHeaI9ouUI9a ndu nMnesmHeldo noXoHNNNTaW BLUBLMToaoNAd oinHamad ou XBehALD XIGHALRBTLO g

1) Ha3Ha4YeHbl HaPKOTUYECKNE 1 MCMXOTPONHbIE NEKAaPCTBEHHbIE Npenapars!, 2) BblAaHbl HAPKOTUYECKME N NCUXOTPONHbIE NEKapCTBEHHbIE Mpenaparsbl,
CUNbHOAENCTBYOLLME NIeKapCTBEHHbIE NpenapaThl C MOCNeayoLLen BbINMUCKOM Ha  CUMbHOAEWCTBYIOLLME NEKapCTBEHHbIE NpenapaTthbl Ha CPOK MpuemMa naumMeHToM 4o 5
Hux peuenTa dpopmbl N 107/y-HIT nnn N 148-1/y-88; OHen.

B YKa3aHHbIX CIlydadax peuent Uin J'IeKapCTBeHHbIIZ npenapar BblaeTcAd naunmeHTy oqHoBpeMeHHO C BbINUCKON U3 ncTopun
bonesHun. B NCTOopUnN OonesHu NnaumeHTa genaeTcs 3annchb o nonyyeHnn peuenta uin HapKoTn4eckoro, NCMXoTpornHoro,
CI/IJ'IbHO,D,eMCTBleLLl,eFO J'IeKapCTBeHHOFO npenaparta Cc ykadaHnem ero HammeHoBaHu4, J'IeKapCTBeHHOI/I C*)OprI ,EI,O3I/IpOBKI/I

B pacxoagHom YacTu cneumanbHOro XXypHana permctpaumm onepawmm, CBA3aHHbIX C 060POTOM HapKOTUYECKMUX CPeaCTB U
NCUXOTPOIHbIX BELLECTB, B rpade "HanmeHoBaHue, N n aata pacxonHoro OOKyMeHTa" Kpowle Homepa uctopumn 6onesnn, ®.1.0.

MopsiooK OCyLLECTBEHNS BbllleyKa3aHHbIX AEACTBUIA CrieayeT yTBepAnTb NPUKa3oM PyKOBOAMTENS MEeANLIMHCKOM
opraHusauuu.
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rfpenapar
MeIUIIUHCKUH JOKYMEHT YCTAaHOBJIEeHHOU (POPMbI, COAeP>Kalvii
Ha3Ha4YeHMe JIeKapCTBEHHOI'O Iperapara st MeJULMHCKOTO
pUMeHeHMs], BBIIAHHBIN MeJUITMHCKAM Pa0OOTHUKOM B IIe/IsIX OTITyCKa
JIEKapPCTBEHHOTO IIpernapara Uiu ero U3roToBJIeHUs U OTITyCKa Ha
OyMa)KHOM HOCHUTEJIe WJIH C COT/IaCHs MAI[eHTa WX ero 3aKOHHOTO
npeacTaBUTeNs B popMe ITEeKTPOHHOTO JOKYMEHTAQ, TOAITMCAaHHOTO C
HCITO/Tb30BaHHUEM YCUIEHHON KBAaTMPUITUPOBAHHOM 2IEKTPOHHOU TTOATIHCH
MeIUIIMHCKOTO PaOOTHUKA, TMOO TOKYMEHT YCTAaHOBIEHHOU POPMBI,
CcoZep)Xalliii Ha3HA4YeHMe JIeKapCTBeHHOTO Mpenapara A/ BETepUHapPHOI'o
pUMeHEeHWsI, BbIIAHHBIM BeTePUHAPHBIM PAOOTHUKOM B II€/ISIX OTITyCKA
JIEKQPCTBEHHOTO IIpernapaTa Uin ero U3roToBJIeHUs U OTITyCKa Ha
OyMa>XHOM HOCHTeJIE.

[1.4. PepepanbHbiil 3aKOH PD 0T 12.04.2010 N2 61-03
«O06 o6paleHNH TIeKapCTBEHHBIX CPEICTB»



—

3anpelwjaeTcs BbiNUCbIBaATb

peulenTbl:

MeAWIMHCKUM PAa0OoTHUKaM (11.7):
[ mpu OoTCYyTCTBUY MEeIULIMHCKUX TOKA3aHWM;
[ na /I, He 3aperucTprpoBaHHbIe Ha TeppuTopuun PD;

[ na JIII, KoTOpBIE B COOTBETCTBHUHU C UHCTPYKLHEU IO
MeIUITMHCKOMY ITPpUMeHeHUI0 TTpelHa3HaYeHbI [IJIsT TIPUMeHeHUsT
TOJIBKO B MEIUIIMHCKUX OPTaHU3aLMSIX (U3 TUIOBBIN dPUP

3¢up HAPKO3HBIN CTAOMIN3UPOBAHHBIN ), KETAMUH
KaJINIICOJI), MponaHuauja (coMOpeBrH));

[ Ha HapKOTHYeCKue CpeACTBA U ICUXOTPOIHBIE BEleCTBa,
BHECEHHbIE B epeyYHs, 3aPerucCTpUupOBaHHbIE B
KayeCTBe JIeKapCTBeHHBIX NPeIapaToB, B Le/IsIX IPUMEeHEeHUs 151
JIeYeHUsI HAPKOMaHMHU.

VWHIVBUAYAJIBHBIM NPEeANPUHHAMATE/ISAM,
OCYLLeCTBJISIOIIUM Me,ZLI/IﬁI/IHC}]C_}[fIO IesATe/IbHOCTD, 3alpellaeTcs
obopmiisiTh pertenitol Ha HC u I'1B, BHecerHbIe B criicku 11 u 111
Ilepeuns.
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O1aHKOB:

OdopMAAIOTCA UCKTIOYUTETBHO TUOTPAaPCKUM CITOCOO0M!

OO0s3aTe/TbHbIE PEKBU3UTHI PELENITYPHbBIX OIAHKOB:

[Itamm MO c ykazaHveM HaMeHOBaHHs, aipeca U TeredpoHa
/laTta BBINTMCKHU peLernTa;

®MO mamnmeHTa (MMOTHOCTHIO) U €70 BO3PACT (KOTUYECTBO MOTHBIX JIET), JOIMYCTUMO
yKa3aHHe JaThl POXKAEHUS TalleHTa

®HO nmevarero Bpaya (ITOTHOCTHIO);

MHH, rpynmupoBo4yHoe uan xumudeckoe, TH (Ha 1aTHHCKOM sI3bIKE MM PYyCCKOM
s3bIKe), popMa BBITTYCKA, TO3UPOBKA U Komn4vecTBO J/IC (yKa3bIBaeTCs MPOIMMCHIO);

Crioco6 mprMeHeHHsI Ha PYCCKOM WJTH PYCCKOM Y HAalITMOHAJIbBHOM SI3bIKAX
(3armpernaeTcsi OrpaHUYMBATHCS OOIIMMU YKasaHUAMM Tuma "MsBecTHO",
"BayTpennee");

[lopnuce Bpaya;
Jln4yHas nevaTsh Bpada
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- neumanbHbIN peuenTypHbIN bnaH 7/y-HI1 Ha
HapKOTU4YeCcKoe cpeacTBO UMK NCUXOTPONHOE BeLecTBO :
JOMO/IHUTE/JIbHBIE PEKBU3UWTHI:

] CepuiiHbBIF HOMED pellenTYPHOTO O/IaHKa;

fi3i]

Cepust 1 HOMep MmoJirca 00s13aTe/TbHOTO MeAUITMHCKOTO CTPAaXOBAHUS;

[1 Homep mMeauimHCKOii KapThl aM6y/IaTOPHOTO GOTBHOTO FUTH MCTOPHU
00JIe3HH TTAllMEeHTa, BBIMTHCHIBAEMOTO U3 MEIUIIMHCKON OpPraHHU3allvH;

[l 3amonnsiercs Bpayom, mu60 denbauiepom (aKyiepkoii), Ha 6/1aHKe
BBITIMCHIBAETCSI OJJHO HAMMEHOBAaHKe HAPKOTUYECKOTO (TICMXOTPOITHOTO)
JIIT;

[l mewars MegumHCKOI OpraHM3aIMy TMG0 CTPYKTYPHOTO NTOAPa3eIeH s
MEeIWLIMHCKOM OPraHu3anuu « /s peuentosy», IPOCTABASIEMOHA

[l muuom, ymomHoMoueHHBIM pyKoBoguTeneM MO c ykazaHueM paMHINH,

MMEHH, OTYeCTBa (IIpY HaIMYUH) U €T0 JTUIHOM ITOAIIHCH.

[l Wcnpapnenus B perente He fomycKaroTcs



/

HKOB:

B popme 37TeKTPOHHOTO JokyMeHTa:

Pettenit B popme 3/1eKTPOHHOTO TOKYMEHTA, NOONUCAHHO20
yCuleHHOU K8anuduuyupos8aHHoU 31eKMpPOHHOU NOJNUCHH0,
dbopMUpyeTCcss MeAUITMHCKUM PA0OOTHUKOM, CBeJIeHHsI 0 KOTOPOM
BHECEHBI 8 hedepanbHbill pecucmp meduyuHckux pabomHukos, a
TaKOKe TIPU YCIOBUM pe2ucmpayuu MedUyUHCKOU opeaHu3ayuu, B
KOTOPOU 0pOpMJISIETCS pelienT, 8 hedepanbHOM peecmpe
MedUYUHCKUX Op2aHu3auuli eTMHOW roCyJlapCTBEHHOU
HHg)OpMaHHOHHOﬁ CHCTeMBI B cpepe 3IpaBOOXPAHEHHUS U
nodkarveHUs makol MedUUUHCKOU OpeaHu3ayuu K
eocydapcmeeHHoU UHPOPMayuoHHOU cucmeme B cepe
3ApaBooXpaHeHUs cyobekTa Poccmiickoit Pepepativiu.

[To Tpe6oBaHMIO MalIMEHTA WJIH €T0 3aKOHHOTO MTPEeCTABUTEIS
odopMJISIETCS DK3eMIUISAP pelernTa B GopMe 3/IeKTPOHHOTO
TOKYMeHTa Ha OyMa>KHOM HOCHTeJIe C OTMETKOM " [lyomukar
9IEKTPOHHOTO JOKYMEHTA'".



©OPMA PELIEIITYPHOT'O BJTAHKA N 148-1/V-88

MHHHCTEPCTBO 31PaBOOXPAHEHH Kox dopmbr o OKV]1 3108805
Poccaiickoi deepar i MeaHuHHCKAs JOKYMEHTaLHA
DopmaN 148-1/y-88
Haxmeﬂoaan{ae (mrramm) VIBepAKIeHa IPHKA30M
METHITHHCKOH OpTaHH3aIlHH MHHHCTEPCTBA 31PABOOXDAHEHHL
PoccHiickoi denepaHu

0T 24 HOA6PA 2021 1. N 10941

HamMeHoBaHHe (IITaMIT)
HHIHBHIYaTbHOTO IIPeINpHHHMATeS
(YyKa3aTh ampec, HOMep H JaTy JTHIEH3HH,
HAHMEeHOBAHHe OPTaHa T0Cy1apCTBEHHOH
BJIACTH. BBIIABIIETO THIICH3HIO)

=[]0 O0O0ON

PELIENT " . 20 T
(mata oopMIEHH-PeLenTa)

(B3POCTIBIH, TETCKHH - Hy/KHOE IO TIePKHYTh)

<DaMHTHA, HHHITHATE] HMEHH H 0T9eCTBa (noale:mee - IIpH Hﬂ.’lH‘IH'H)
TalHeHTa

Jata posKIeHHS

AZpec MecTa JKHTETCTBA HIH N MEIHIHHCKOH KapThl aMOYIaTOpHOTO IIAIHEHTa,
TOTYHAOIEro METHITHHCKYIO TIOMOIITE B aMOyTaTOPHBIX YCIOBHX

DaMHTHS, HHHITHATE! HMEHH H 0TIeCTBA (TOCTIeHee - PH HATHIHH)
Jegamiero Bpada ((esamepa, akymepKH)

Py6. Kom. Rp:

IToamHCh H e9aTh JeYallero Bpada M.IL
(o AMHCh (epamepa, aKyIIepKH)

Perent eHCTBHTENEH B TeueHHe 15 qHe#

®opma N 148-1/y-88,
yTB. [13 M3 PO
N¢ 1094H.

OGopoTHAs CTOPOHA
OTMeTKa 0 Ha3HAIEHHH J1€KapCTBEHHOTO
TIpenapara I10 pelleHHIo BpadeGHoH
KOMHCCHH
TIpHrOTOBHI TIpoBepHT OTImycTHT




/
~ PeuenTypHbI 6riaHk dopmbl N 148-1/y-88

rnpegHa3Ha4veH AJid BbllMNCbIBAHUA:

1) HapKOTHYECKHX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapaToB cruvcka Il [lepeyns
» B BUAE€ TPpAaHCAEPMA/IbHbIX TE€pPAIlIEBTUYECCKHUX CHUCTEM

bynpenopoun (Tpancrek), Pentanun ([Jroporesmk Marpukc,
Genpusust, Pentagon Marpukc, Penranon PesepByap;

° HAPKOTHMYECKMX JICKAPCTBEHHBIX MpenaparoB cnucka Il
[lepeuHsi, comepXammux HAPKOTHUYECKOE CpeACcTBO B
COYETAQHUU C AHTArOHUCTOM OIMOUJHBIX PeLelTOpPOB
Hanokcon+Oxcukogon (Taprun, Tabn. ¢ IIPOJIOHT.
BBICBOOOKIEHUEM  I1/0), bynpenopdun+Hanokcon
(BymmpaxkcoH, Tabs1. CyGIHHTBa/IbHbIE);

* TICUXOTPONHBIX BELLeCTB, BHECeHHbIX B crucok Il
llepeyHsi, 3aperuCTPUPOBAHHBIX B YCTAHOBJIEHHOM
MOPsIZIKe B KaUeCTBe JIEKaPCTBEHHBIX ITPerapaTos;




/

cok III - Cnucox [ICUXOTPOITH OT komopbix 6

P(P OI'PAHHYEH u 6 omHoweHUuU KOmopblx aonyCKaemCﬂ HUCKJIIOYEHHUE
HEeKOmMopblX Mep KOHMpOJis 8 CoO0OMeemcmeuu ¢ 3akoHodamenbcmeom PP u

MmencdyHapodHbimu do2osopamu PP.

MHH / CocTaB
(pycckoe, naTtuHckoe)

ToprOBoe HanmeHoBaHue

NekapcTBeHHan dopma

Annpasonam  Alprazolamum Anzonam Ta6
Annpa3sonam Tab
3onomakc Tab
Xenekc Tab
Xenekc CP Tab NPonoHr
EyTOpd)aHon Butorphano|um BytopdaHon p-p B/B u B/M

BytopdaHona TapTpar

p-p B/B 1 B/M, p-p B/M

Bepo-bytopcaHon

p-p B/B 1 B/M

[Ovasenam Diazepamum AnaypuH p-p B/B M B/M, Ta6 nlo
PenaHnym p-p B/B 1 B/M
Pennym p-p B/B 1 B/M, p-p A/vH, Ta6 n/o
CenyKceH p-p B/B 1 B/M, Tab
Cunba3oH p-p B/B 1 B/M, p-p A/vH, Tab
3onnuaem  Zolpidemum 3onnuaewm Ta6
3onbcaHa Tab n/o
MUBapan Tab n/o
HutpecT Tab n/o
CaHnBan Tab n/o
CHoBuTen Tab n/o
KnoHasenam Clonazepamum Knonasenam Tab
HopasenaM Lorazepamum NopadheH Tab n/o
Me3anam Tab

Mepnaszenam Medazepamum




/
~ PeuenTypHbIn 6naHk dopmbl N 148-1/y-88

rnpegHa3Ha4veH AJid BbllMNCbIBAHUA:

[] 3) mexapcTBeHHBIX MpenapaToB HHIAWBUIYaTbHOTO
M3TrOTOBJIEHUS, COLEPXKALLIMX HAPKOTUYECKOe CPeZCTBO NI
MCUXOTPOITHOeE BelecTBO cnucka Il I[lepeuns, u gpyrue
dapMakosiornyeckre akTUBHbIE BellleCcTBa B 103e, He
MPEeBbILIAOLIEN BBICITYIO Pa30BYIO 03y, U IPU YCJIOBUY, YTO
3TOT KOMOMHUPOBAaHHbBIN JIEKAPCTBEHHBIN Mpernapar He
SIBJISIETCS HAPKOTUYECKUM WJIU IICUXOTPOITHBIM
JIKapCTBEHHBIM nperaparom cnucka Il Ilepeyns;

[l 4) nexapcTBeHHBIX ITpemnapaToB, BKIIIOYEHHBIX B
JIKAPCTBEHHBIX CPEACTB AJISI MeULIMHCKOTO MPUMEHeHUS,
O/JIEXKAIIUX IIPeIMEeTHO-KOJIMYEeCTBEHHOMY y4eTy (maee -
JIeKapCTBeHHbIE MpeIaparhl, BKIoYeHHbIe B rtepedeHb [TKY).

[l TTepeuens JII1, nognexxamyx ITKY yrBepxkaen ITprukaszom
MunsapaBa Poccun ot 22.04.2014 N2183H (pen. oT 27.07.2018)



B/IaHKM M3rOTaB/INBAIOTCS MCKIIOYUTETFHO TUNOTPadCKUM CIIOCOO0M
O06s3aTe TbHBbIE PEKBU3UTHI PELIENTYPHBIX OJITAHKOB:

HItamn MO ¢ ykazanreMm HaMeHOBaHUs, afipeca U TesnedoHa; ais MI1, nmeronum mnmeH3no Ha
MeAMLIMHCKYIO JesITeIbHOCTD - agpec W11, Homep u fgaTa muijeH3ny, HaMMeHOBaHMe OpPraHa roCcyJapCTBEHHOMN
BJIACTH, BbIJABILEro UL EeH3UIO
[laTa BBITUCKY peLenTa;
damunus, nannmansl MO nanyedTa v gaTta poXXAeHYs], JOTIOTHUTETBHO B PeLleNITYPHbIX O1aHKaxX AJIsl JeTeld B
BO3pacrTe 710 1 roja B rpade "/lata poxkaeHus" yKa3bpIBaeTCsl KOTMYECTBO MOTHBIX MECSIIeB;
®amunus, nannuanel MO nedaiuero Bpayva;
MHH, rpynnupoBoutoe, xumudeckoe TH (Ha 1aTUHCKOM sI3bIKe MK Ha PYCCKOM si3bike) (pOpMa BBITYCKa,

A4O3NPOBKa U KOJINYECTBO HC,

- II.16. CocTaB 1eKapCcTBEHHOTO Mpemnapara, JeKapcTBeHHast popma 1 oOpalieHrne MeJUIIMHCKOTO pabOTHHKA K
dapmaLieBTHYeCKOMY PaOOTHHKY 00 OTITyCKe JIeKapCTBEHHOTO Mpernapara Ha OyMa)KHOM HocuTe e 0GOPMIISIIOTCS Ha
JIATUHCKOM MY PYCCKOM SI3bIKE B POAMTEIFHOM IaZieKe, 33 UCKII0YeHreM 0pOpMIIeHHsI peLlenToB B popMe 3/1eKTPOHHOTO
JOKYMEHTA, OCYILeCTBJISIEMOTO Ha PYCCKOM SI3bIKE.

Cnoco6 IMpUMEeHEHUS Ha PyYCCKOM NI PYCCKOM Y HATNMOHAJIBHOM SI3bIKAX (3anpemaeTCH OTPaHNUYUBATHCS

o6iwuMH yKazanussmu Tuma "MsBectHo", "BHyTpeHHee");

- Il.17 Crmoco6 mpuMeHeHUs IeKapCTBEHHOTO IpenapaTa 0003HavYaeTcsI C yKa3aHUeM ITyTH BBeleHU s, 03B, YaCTOTHI,
BpPEMEHH TpreMa OTHOCUTETbHO CHA (YTPOM, Ha HOYb) U €r0 JJIMTETbHOCTH, a /ISl IEKAPCTBEHHBIX MPENapaTos.,
B3aMMO/ENCTBYIOLIUX C MUILEH, - BpeMEHH MX YIOTPeOIeH ] OTHOCUTE/IBHO MpreMa MUIIU (10 ejbl, BO BpEMsI e/Ibl, TIOC/Ie
ezpl).

[lopmuce Bpaya;

JIngHas rmeyaThb Bpa4a



-

148-1/y-88
JOITO/IHUTEJIbHBIE PEKBU3UTbI:

[l CEPUS u HOMEP peuenra;

[l AJIPEC mnu HOMEP MEJUILIMHCKOM KAPTBI aM6y/1aTOpHOTO MalMeHTa;

YkazaHue 1 aipeca MeCTa XUTe/TbCTBA 1 HOMePAa MeIUIIMHCKOM KapThI TTAIlUEeHTa,
MOy YaIoIero MeJUITMHCKYO ITOMOIIH B aMOY/IaTOPHBIX YCIOBUSIX, He A8/19eMmCS
owubkoll.

[Tesats MO «ZIJIS PELIEITTOB»;

HA OTHOM OJIaHKe pa3pelraeTcs BBIMTUCHIBATH TOIBKO OTHO HauMeHoBaHue JII1;
HcnipaBieHus B peuenTe He JOMYCKAIOTCS;

Ha o6opoTHOi#1 cTopoHe peltenTypHOTO O/1aHKa popmbl N° 148-1/y-88

[ ITpemycmoTpeno MecTo /15t OTMeTKH 0 HazHaueHuH JI[T o norrarre: ~ DU

OTMETKa 0 HasHa4yeHWW NEKAPCTBEHHOIO

npenaparta no peLeHno Bpa4yetHON
KOMHCCHUM

[TpuroroBun [TpoBepun OtnycTuin




/
Obtye nonoKeHnsS HasHavYeHns
/

J1:

§ Hasnauenue JII1 OCYLIECTBJISIETCA  JIeYAlllUM  BpPayoM,
denpaiiepoM, aKyImIEpKOU B CJ/iydyae BO3JIOKEHHS Ha HUX

MO/JTHOMOYHMM Jleyallero Bpaya B MOPsiiKe, YCTaHOB/IeHHbIM [13
M3 u CP PO ot 23.03.20121. N2252H.

§ CBemenmsi o HazHayeHHOM JI[1 BHOCATCS MeTUIIMHCKUAM
pabOTHUKOM B MEAUIIMHCKYIO JAOKYMEHTAIUIO0 TMalheHTa.
MeanumHcKkuit paboTHUK opopmiisieTr Ha3HaueHwue JII1, B T.4.
WHIWUBUIYa/IbHOTO U3TOTOB/IIEHUS, Ha pelenNTypHOM OJIaHKe,
opopMIeHHOM Ha OYyMa)XHOM HOCHTeNe, W ¢ COT/IACUSs
[MAlIMEHTa WU  €ero  3aKOHHOI'0 MPeACTaBUTEe/Nd  Ha
pellenTypHoM GsiaHKe B dopMe 3/IeEKTPOHHOIO JOKYMEHTA C
HICIT0/Ib30BaHHEM YCUJIEHHOU KBATUPUIIMPOBAHHOM
3IEKTPOHHOM MOAITHNCH MeIUITMHCKOTO pabOTHUKA.

§ MenuiuHCKHE pPaOOTHHUKM BBITHCHIBAIOT perenThbl Ha JIIT 3a
CBO€M MOAMUCHIO.




OBLLIVE MONOKEHWSHASHAYSHUS
= J1:

§ HasHaueHue 1eKapCTBEHHBIX MTPENAPATOB 10 PEIIEHUIO
BpaueOHOM KOMHCCHU ITPU OKa3aHUH TTIEPBUYHON MeIHUKO-
CAHUTAPHOU IMMOMOILLIH, MAJ/UIMAaTUBHON MEIULIMHCKOU TOMOIIU
B aMOY/IaTOPHBIX YCJIOBUSX ITPOU3BOIUTCS B CTydasiX:

1) OAHOBPEMEHHOI'O HA3HAYE€HHWS OAHOMY ITALIHUEHTY IISITU U 6oJstee JIEKAapPpCTBE€EHHbBIX
IMperiapaToB B T€HE€HWE€ OAHNX CYTOK MJIU CBbIIIE JECATHU HaMMeHOBAaHUU B
TedeHue OaHOIro Mecdala,

2) Ha3Ha4YeHHMs JIEKapCTBEHHBIX IPENapaToB IPY HETUITMYHOM T€YeHUH
3a00/1€eBaHUsA, HAJIMYMU OCJIOXKHEeHUH OCHOBHOTO 3a00/1eBaHusA U (M)
COMYTCTBYIOIIMX 3a00/1eBaHUH;

3) mnepBUYHOro Ha3HA4YeHUs MALUEHTY HAPKOTHYECKUX U TICMXOTPOIHBIX
JieKapcTBeHHbIX npernapaToB cnuckoB I u I11 Tepeuns (B c/iyyae mpuHATHS
PYKOBOAMTEIEM MEIULIMHCKOW OPTraHU3aIUH PeLIeHHs 0 HeOOXOAMMOCTH
COT/IACOBAaHUS Ha3HAYEHM I TAKUX JIEKAPCTBEHHBIX MIPEIapaToB ¢ BpadyeOHOH
KOMUCCHEN ).



O/@LLWI%H@ﬂG%K&HweM
= EiEE

§ Pewuent Ha GyMa)kKHOM HOcUTe/Ie, 0POPMIEHHBIN Ha PeLeNTyPHOM
6manke popMm Ne107-1/y, N°148-1/y-88, a Taroke perent Ha OYMa>KHOM
HOCHTesie, 0pOPMJIEHHBIN HA pellenTypHOM OsaHKe Gpopmbl N°107/y-
HII, mo)xeT OBITH MOTyUYeH MAllMeHTOM, €r0 3aKOHHBIM
MpeACTAaBUTEIEM UJTH JIULIOM, UMeIoINM 0pOPMIEHHYIO B
COOTBETCTBUH C TPAKIAHCKUM 3aKOHOAATETHCTBOM PP
IOBEPEHHOCTH OT TMallMeHTa Ha TIPABo MOJyYeHUsI TAKOTO pelierTa.

§ Tlpu BBIMMCHIBAHUY PELEIITa 3alIPeLIAeTCs MPEBBILIATh KOTUIECTBO
HC wmnu [1B, koTopoe Mo)keT OBITh BBIITHMCAHO B OJTHOM PelienTe,
yctaHoBieHHOe npuiaoxeHnruem N 1 K [ Ipukasy N°1094H, 3a
HMCK/IIDYEHUEM CJIy4asi, YKa3aHHOI'O B ITYHKTAX 15 U 24 JAHHOI'O
TpPUKasa.



Mp
e

€nclilb nMoe KO

TAEJIbHBIX"HAaPKOTUYE CKNX WU-[] TPOMHDBIX

NeKapCTBEHHbIX NpenapaToB A9 BbINUCbIBAHUA Ha OOWH peuenT
(15 HaMMmeHoBaHUN)

N n/n MexayHapogHoe HenaTeHTOBaHHOE HaMMeHOBaHMe dopma BbInycka 1 403UpoBKa KonunuecTBo
HAPKOTMYECKOrO M NCUXOTPOMHOIO NIEKAPCTBEHHOTO CpeacTBa
1 TabneTtkn cybnuHreanbHble 60 TabneTok (ynakoBka,
+
Eyl'lpeHOpCbl/lH HaHOKCOH 0,2 mr+0,2 mr kpatHasa N 20)
2 Eyl'lpeHOdel/lH PactBop ans uHbekumn, 0,3 mr/mn 1 mn 30 amnyn (wnpuu-TO6MKOB)
3 TpaHcaepmanbHbI NNacTbipb
Eyl'lpeHOdeI/lH 35 mMkr/vac 20 nnacTblpen
52,5 mkr/uac 10 nnactbipen
70 Mkr/yac 5 nnacTtblpen
4 PacTBop Ons NOAKOXHOro BBEAEHMS 20 amnyn
OMHOHOH 0,72+45,75+2,7+0,36+ 0,05 mr/mn 1 mn
KogenH+MopduH+HockannH+anaBepuH+TebanH 1,44+11,5+5,4+0,72+0,1 mr/mn 1 mn
= Tp|/| MenepuanH TabneTku 25 Mr 50 TabreTok
6 PacTtBop onst MHbeEKLMI
TpMMenepM'D'MH 10 mr/mn 1 mn 20 amnyn
20 mr/mn 1 mn (wnpwuu-TrO6MKOB)
7 TabneTkn NPONOHIMPOBAHHOIO OENCTBUA
OkcukogoH+HanokcoH P 2 8
5 mr+2,5 mr 100 Tabnetok
10 mr+5 mr 60 Tabnetok
20 mr+10 mr 40 Tabnetok
40 mr+20 mr 20 Tabnetok
8 TpaHcgoepmanbHas TepaneBTuyeckas cuctema
CDeHTaHI/IJ'I 12,5 Mkr/uac 20 nnacTblpen
25 mkr/vac 20 nnacTblpen
50 mkr/vac 10 nnactbipen
75 MKr/vac 10 nnactbipen
100 mkr/yac 10 nnacTbipen
9
HpOHHOHI’IJIq)eHI/IJI:)TOKCI/I:)THJIHHHepHHI/IH TabmxeTkn 3allICYHBIC 20 mr 50 TabneToK




/
_ 15 npukasa Ne1094H:

Konn4ecTBO Ha3HaueHHBIX TeKapCTBEHHbBIX MPeNapaToOB, BKIIIOYEHHBIX B
nepeydens [ IKY, npu okazaHuu manueHTaM, HY)XXJAKOLMMCS B IJIUTEIbHOM
JIeYeHUH, TIePBUYHON MeJMKO-CAHUTAPHOMW MTOMOILLU Y TA/IJIMATUBHOM
MeIUIIMHCKOU MTOMOIIY MOYKET OBITh YBETUYE€HO C yY€TOM KIMHUYECKHUX
PEeKOMeHIallNii He 0oJjiee YeM B 2 pasa [0 CPAaBHEHHIO C KOJTUYECTBOM
HapKOTHUYECKUX CPeCTB UIU IICUXOTPOMHBIX BElleCTB, KOTOPOE MOXXET
OBITH BBITTMCAHO B OTHOM pellelTe, yCTAaHOB/IeHHBIM TTpuiokeHreM N 1 K
HacTtosweMy [lopsaaxy.

B cny4dasx, mpegycMoTpeHHbBIX ab3alieM IepBbIM HACTOSIIEro MyHKTa, Ha
perenTax Ha OyMa>KHOM HOCHUTeJie TPOU3BOAUTCSA HaaANUCh '11o
CeMa/IbHOMY Ha3HAYE€HUI0' ', OTAe/IbHO 3aBepeHHasT MO CHIO
MeIUIMHCKOTO PaOOTHHKA U ITeYaThi0 MeTUITMHCKOM opraHu3anuu s
pelenToB’,

Ha pellenTax B popMe 3/IeKTPOHHOTO AOKYMEHTA MMPOU3BOAUTCS OTMETKA 110
crielfa/;IbHOMY Ha3Ha4eHUIO ' C MPOCTaBIeHNEeM YCUIEHHOU
KBa/TMPULIMPOBAHHOM 3/IEKTPOHHOU MOATINCH MeIULIMHCKOTO PAOOTHHKA.



/
=

OCHOBHbIE rnpaBuiia BbllNMNCbIBAHUA PELUETNTOB:

§ Tlpu BBINMMCBHIBAHUYM HAPKOTUYECKUX U IICUXOTPOITHBIX
JIeKapCTBeHHBIX IpenapaTtoB cnuckoB 1l v Il Ilepeuns, nHabix
JIEKapPCTBEHHBIX IIPENapaToB, MOAJIeXaluX MPegMeTHO-
KOJINYECTBEHHOMY Y4eTY, 1032 KOTOPBIX ITPEeBbILIAET BbICIIUMN
OTHOKPATHBIHN NTpHUeM, MeTUIIMHCKUH PAaOOTHHUK ITHIIET T03Y
3TOrO Ipernapara IIPOMUCHI0 U CTAaBUT BOCKIIULIATE/ILHBIN 3HAK.

§ TIpu odpopmieHnY pelenTypHbIX OIAHKOB JOIYCKAeTC S
MCIT0/Ib30BaHue cokpalienuii (mpunoxxkerure N 2 k [Nopsaky).
[Tpu Ha3HAUYeHUH JIEKapCTBEHHOTO ITpeTlapaTa He TOMyCKAeTC s
COKpallleHre HauMeHOBaHUI UHTPeIEHTOB, COCTABJISIOIIX
JIeKAapCTBEHHBIN Mpemnapar, He TTO3BOJISIOLUIUX YCTAaHOBUTH,
KaKOU UMEHHO JIEKAPCTBEeHHbBIN IpenapaT Ha3HayeH.



T e T sl
~— CpoKu oencrtemsa peLenTos:

/

dopma [pynnbl NekapcTBeHHbIX NpenapaToB Cpok
peuenTypHOro OencTems
OnaHka peuenTa
107/-HN HapkoTunyeckume n ncuxotponHble J1I1, BHeceHHble B CnNuUCOoK 15 gHen
[Mepeydns HC, B n nx npekypcopos, noasnexalinx KOHTpornto B PO,
3a ucknro4veHuem J1lB Buae TpaHcoepmarsbHbIX TepaneBTUYEeCKNX
CUCTEM
148-1/y-88 HapkoTunyeckume n ncuxotponHble J1I1, BHeceHHble B CnNuUCoK 15 gHen

[Mepeydns HC, B n nx npekypcopoB B BUAE TpaHcaepManbHbIX
TepaneBTUYECKNX CUCTEM.

[McuxoTponHsle J1, BHeceHHbIX B cnucok Il NepeyHa HC, NB u nx
NPEKypCcopoB, noasexawmx KOHTposto B PO.

JI1, copgepxawme cunbHOOeNCTBYOWME N AO0BUTbIE BELLeCcTBa.
KombunHupoBaHHbie JII1, cogepxawme KpoMme MarnbiX KONM4yecTB
HC, B n ux npekypcopoB apyrne hapmakonormyeckme akTuBHbIE
BellecTBa.

JIM vHguBmayanbHOro mM3rotoBreHusi, cogepxawme HC wnnn INB
cnucka ll, u gpyrue papmakoriormndyeckne akTUBHblE BellecTBa B
[03€e, He NpeBbllatowen BbICLLY pa3oByo 403y, U NPU YCITOBUM,
YTO ATOT KOMOMHUpPOBaHHbIN J1 He sABNAEeTCS HAPKOTUYECKUM Ui
ncuxotoonHsbiM NI cnvcka |l




/
~—Tlpukas M3 PO Ne1093H oT

24 L E2021F

«00 yrBepxaenvu [IpaBua oTIyCcKa IeKapCTBEHHBIX IMMPeraparoB
AJISI MeIUITMHCKOTO IIPUMEHEHHA alTeIHbIMU OPTaHU3aIUsMH,
WHAWBUYA/IbHBIMHA MPeAIIPUHUMATEIIMH, UMEIOIIUMU THUI[€H3H IO
Ha ocyuiecTBiaeHue papMalieBTUIeCKOH JeATe/TbHOCTH,
MeTUIINHCKUMHA OPraHU3alHAMU, MMEIOIIUMU JIUIIeH3UI0 Ha
ocyiecTBiienne ¢papMaleBTUIYECKOM AeATeTbHOCTH, H UX
000C00/IeHHBIMHU TTOAPa3ae/TeHuAMHU (aMOyIaTOPUAMH,
denpamepckumMu 1 PpenbIaepCcKo-aKylepCKUMUA MyHKTaMU,
neHTpamMu (oTHe/IeHuAMMU) 001ei BpadyeOHoM (ceMeHOI)
IMMPAKTHKH ), PACIIOIOXK€eHHBIMHU B C€/IbCKUX IMMOCEIeHUAX, B KOTOPBIX
OTCYTCTBYIOT aliTeYHbI€ OPraHU3aIliH, a Taxoke [IpaBua oTmycka
HAPKOTUYECKHUX CPEJCTB U ICUXOTPOITHBIX BElleCTB,
3aperuCTpMpPOBaHHBIX B...»

(3apeructpupoBano B Muniocre Poccuu 30.11.2021 N 66142)
JlercTBYeT C 01.03.2022 T.



[Mpnkas M3 P® o1 24.11.2021 Ne 1093H

[1.11. OTnyck J1I' ocyuiecTBnseTcsa B Te4eHNe ykasaHHOro B peLenTe
CpOKa ero 4eucteusi npy obpatlleHnn nmua K cyobekTy po3HUYHON
TOProBrun.

OTnyck nekapcTBEHHOro rnpenaparta rno HaxoasiLeMycs Ha OTCPOYEHHOM
obcnyXuBaHUM peuenTy C UCTEKLLMM CPOKOM AENCTBUSA OCYLLECTBIIAETCS
0e3 ero nepeodopmneHus B TedeHne 90 AHEN CO AHSA UCTEYEHUSA CPOKa
OEVNCTBUS TaKoro peuenTa.




~——TlekapcTBeHHble Npenaparbl

OTMnycKalTCS:

B KO/IMYECTBEC, YKAa3dHHOM B PELEIITC,

3a MCKJIIOYeHUEeM ci1y4aes, Korga asis JII1 yctaHoB/ieHbl
npeaeabHO [OJOMYCTUMOE W/IM PEKOMEHJOBAaHHOEe
KOJIMYEeCTBO [Ji BBIIMUCBIBAHUS HA OLWH PpeLernT
(lMpunokere N 1 K TOpSAKY Ha3HAaYeHUS U
BeItMcbiBaHus JII1, yrBepyxaeHHOMY IpHKa3oM N 1094H).



npenapara:

doopmmpoBaHue nuua, NnpeacTaBMBLLErO peLenT,
PYKOBOAUTENSA COOTBETCTBYOLLIEN MEeANLIMHCKON
opraHusaumu

C npeBbilLEHNEM e OTI'IyCK YCTaHOBJ1EHHOIO rnpeanenbHO JonyCcTtnumMoro Uin
npenernbLHO AoNyCTUMOro peKoOMeHOOBaAHHOIo KOJIN4eCTBa JIEKAPCTBEHHOIO rnpenaparta

(pekoMeHOoBaHHOrO ) | [MpocTaBneHne COOTBETCTBYHOLLIEN OTMETKM B peLenTe
Konu4yecTtBa

e OTNyCK BO3MOXEH, eClniv 403MPOBKa Y UMELOLLEerocs
NeKkapCTBEHHOrO npenapara MeHbLle YKa3aHHOW B
peuenTe, c nepecyeTom konuyectaa J1l' Ha Kypc neveHns

Hanuuune nekapctBeHHOro [ Ho3nposka nmetorerocs J1N 6ornbLue ykazaHHOM B

npenapara ¢ OTNNYaloLLEencs peuenTe — peLleHne o0b oTnycke NpuHMMaeT
MeOMLUMHCKNN pabOoTHUK, BbINUCaBLLUUK peuenT

O031POBKOW, yKa3aHHOW B
peuenTte




OTtnyck JIlN ocywectensieTcs B nefgiAg ra /
MapKMPOBKa KOTOPbIX AOIMKHA OTBEYA T 1DE
ynakoBKa A1 HAPKOTUYECKUX U NCU

N BTOPUYHOW YnakoBKax,
BaHUAM CT. 46 3 Ne61-d3, a
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F— TlpuoTnycke It

o-pet

doapmaueBTUYECKMUN PaDOTHUK NPOCTaBMAET

[ OTMETKY 00 ofnycxe JMc ]
yKasaHuem:
A

HanMCHOBAHMS alITCHHOU OpraHu3aluu

‘ A
OUO MEeAUIIMHCKOTO pabOTHUKA
AR

s

PexBU3UTOB NOKYMEHTA, YIO0CTOBEPSAIOIIETO
JIMYHOCTH Jin1a, noxyuusiiero JIIT

|

®UO dapmarieBTUI€CKOro paboTHHKA,
ormryctusiiero JIII u ero moanucu

Jlater otycka JIII.

3aBepsiercs kpynion neyarbio AO, B OTTUCKE
KOTOPOM JTOJKHO OBITh MACHTU(UIIMPOBAHO MOJIHOE
HanMmeHoBaHue AO

B cirydae ornycka JIII ¢
JIO3UPOBKOM OOJIBIIIE, YEM

YKa3aHa B PCOCIITC,

B cnyyae otnycka HC n B
crnncka Il
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OTnyck HC, INB:

@ Ilo penenry

® AnTe4yHbIMH NyHKTaMU

® MegUIMHCKUMU OPraHM3alMsIMH, 000CO0I€HHBIMHU MOIPa3e/IeHUIMU MeTUITMHCKHX
OpTaHUBAlM, UMEIOIINMH JIULIEH3UIO Ha IesITeTbHOCTD M0 000POTY HAPKOTHUYECKUX
CpeJZCTB, IICUXOTPOITHBIX BELIECTB U UX MPEeKYPCOPOB, KYIbTUBUPOBAHUIO
HapPKOCOJEeDXKAIIHMX DACTEHU M.




ck HC nT1B:

® Ha peuen HbIX 6/1aHKax ¢popmsl N 107/y-HII, oTmyckarorcs
HAapKOTUYEeCKHE U [ICUXOTPOITHbIE JIEKapCTBEHHBIE ITPEIapaThl,
BHeceHHbIe B Crircok Il [lepeuns, 3a MckroueHreM HAPKOTUYECKUX U
IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IIPENAPATOB B BUJ€ TPAHCAePMaIbHbIX
TePANeBTUYeCKUX CUCTEM U JIEKAPCTBEHHBIX ITPenapaToB, COAePXKaLX
HAPKOTUYECKOEe CPEeCTBO B COYETAHNU C aHTarOHUCTOM OITMOUHBIX
pPeLenTopoB.

® Ha peuenTypHbIx 6;1aHKax popmbl N 148-1/y-88, oTmyckaroTcs:

® 1) ICUXOTPOITHBIE JIeKaPCTBeHHbIe TTpenapaTsl, BHeceHHbIe B Crimcox 1
[lepeuns;

® 2) HaPKOTHYeCKHe U IICUXOTPOTIHbIE IeKapCTBEHHbBIE Mpernaparsl crrcka 1 B
BU/I€ TPAHCAEPMa/IbHbIX TePANIeBTUYECKHUX CUCTEM U JIEKAPCTBEHHbIE
Ipernaparkl, cogeprkalliyie HAPKOTUYeCKOe CPeACTBO B COYETAaHUU C
AHTAarOHUCTOM OIMMUOUSHBIX PELIeITOPOB;

® 3) JieKapCTBeHHbIE MpernapaThl, U3rOTaBINBAaeMbIe M0 PelenTy Ha
JIEKapPCTBEHHbBIM MperapaT v CoAep)xalirue HApKOTUYeCKoe CPesiCTBO UIU
IICUXOTPOITHOE BelleCcTBO, BHeceHHOe B cnmucoK Il [lepeuns, u gpyrue
$bapmarooruiecKre aKTHBHbIE BELIECTBA B 03€, He NPEeBbIIIAOLIei
BBICIITYIO Pa30BYIO 03y, ¥ IIPH YC/IOBUH, YTO STOT KOMOMHHUPOBaHHBIN
JIEKapPCTBEHHBIM MpeIapaT He SIB/sIeTCs] HAPKOTUYEeCKUM UJIN
IICUXOTPOITHBIM JIEKAPCTBEHHBIM ITperapaToM cnucka ll.
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[0 TIlpwu oTIyCKe HAPKOTHYECKOTO U IICUXOTPOITHOTO JIEKAPCTBEHHOTO Mperapara
cricka Il Ha perienite 06 OTIyCKe IeKapCTBEHHOTO ITpernapara MpoCTaBIsAeTCs
MevyaTh ANTEeKU WU alITeYHOTO ITYHKTA, B KOTOPOU YKa3aHO MX MOTHOE
HanuMeHOBaHHe (ITpY HAJTUYHMH TI€YaTH);

0 OcymectBasieTcss papMalieBTUHYECKUMU U MeTUIIMHCKUMU PAOOTHHUKAMU,
3aHUMAaIOLIUMHU JO/DKHOCTH, BKIIOUYEHHbIE B IIepeYeHb JO/DKHOCTEN
dbapMareBTUYeCKUX U MeTUIIUHCKUX PAOOTHUKOB B OPTAaHU3AIUSX, KOTOPhIM
IpefoCTaB/IEHO ITPAaBO OTITYCKAa HAPKOTUYECKUX JIeKapCTBEHHBIX IIPeIapaToB U
TICUXOTPOTTHBIX JIEKAPCTBEHHBIX MPETAPaTOB PU3UUECKUM JTUIIAM

HomxkHOCTH papMalieBTUYeCKUX PAaOOTHHUKOB :
oUpeKTop (3aBeAyIoNINii, HAYa/IbHHUK) alITEYHOM OPraHU3alVH;
3aMeCTHTe/Ib TMPeKTOpa (3aBeyollero, Ha4ya/IbHUKA) allTeYHOM OpTraHHU3al1H;

3aBeyOInMi (HaYa/IbHUK) CTPYKTYPHOTO MOoapasaeneHus (0Taesa) anreqHoi
OpraHM3aluH;

IIPOBU30D;
MPOBU30P-TEXHOJIOT;
CTapLUUU NPOBU30P;
cTapunii papmarneBT;
dapmareBT.
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Il. 7. HapkoTnyeckue U nCUXOTPONHBIE JIEKAPCTBEHHBIE ITPeIapaThl
cniicka ll, 3a wucCKIO4eHMeM JIeKapCTBEHHBIX IpenaparoB B BUIE
TPAHCAEPMATbHBIX TepPANeBTUYECKUX CHUCTEM U KOMOWHUPOBAHHBIX B
COYETAHNH C aHTarOHUCTAMU ONMMOUIHBIX PELEIITOPOB, OTIIYCKAIOTCSA IIPHU
NpeabsABI€HUN [AOKYMEHTA, YJOCTOBEpAIIero JAYHOCTB, JIWILY,
YKa3aHHOMY B pellerniTe, €ro 3aKOHHOMY TIpeJCTaBUTENM0 (eciu
NalMeHTaMH SIB/ISTFOTCSI HeCOBepIlleHHO/IeTHHE WJIH HeJleeCIIoCOOHbIe); WTH
JIUILy, ©MerolieMy OopOPMIIEHHYI0 B COOTBETCTBHUU C 3aKOHOZATE/THCTBOM
Poccuiickonn ®Pepepanyv [OBEPEHHOCTh Ha IPaBO IIONYYEHUS TaKHX
HAPKOTUYeCKUX Y ICUXOTPOMHBIX JIEKAPCTBEHHBIX ITPenapaToB.

~

@@ THOIIIEHUU JOBEPEHHOCTH OT IMalleHTa Ha MoTydYeHre HAaPKOTUYEeCKUX
M TICUXOTPOITHBIX JIEKAPCTBEHHBIX MPENapaToB AaHbl PA3bsICHEHUS], YTO
oHa odopMIAEeTCSI B MPOCTOM HMHUCbMEHHOM (RopMe (crarbst 185
[paxkxmanckoro kopekca Poccuiickoit ®Penepaliivi) W MOXET OBIThH
HOTAPHUA/IBHO YAOCTOBEpPEeHa MO JKe/JaHWUK MalUeHTa WIU [OpH
HEBO3MOXHOCTHM HM HAIlMCaTh JOBEPEeHHOCTh (cTaTtbu 163 U 185.1
['pakgaHckoro kogekca Poccutickoit Pemepaiinn).

[1pu aToM, eciu B IOBEp@HHOCTH He yKa3aH CPOK ee IeMCTBUS, OHA
COXPaHseT CHUJIy B TeYeHHe IroZia CO AHA ee IOAIUCAHUSA.
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~ OTnyck HC n MNB:

v [lpu HeBO3MOXKHOCTH 0POpPM/IEHHSI UHKYpaOe/TbHbIMU OOTbHBIMU
Ha 3aBepIlAOIIEeM dTale XU3HHU JOBEPEHHOCTH Ha IMPaBO
MO/TyYeHHUs YKa3aHHbBIX B ab3alle mepBOM HACTOSIIETO MyHKTa
HAPKOTHUYECKHUX U TICUXOTPOITHBIX JIEKAPCTBEHHBIX IIPerapaToB
TaKUe JiIeKapCTBEHHbIe TTperapaThl OTIYCKAKTCS MHBIM JIUIIAM,
OCYIIECTB/ISIONIAM YXO/ 3a HUMHM, IIPU MPeIbABI€HUU
OJHOBPEMEHHO C pellelITOM Ha JIeKapCTBEHHBIH MperapaT
IOKYMEHTa, YIOCTOBEPAIOIIEro ITUIHOCTD, U JOKYMEHTA,
MOATBEPIKJAI0IEero MHKypaoeabHOe COCTOTHHE 00JIbHOTO,
coZiep)Kallero CBeIeHUs O JIUIle, KOTOPOe MOTy4aeT IeKapCTBEHHBIE
mpernaparsl 1o pernenty (bamMuans, UMs, OTYeCTBO (ITpY HATUYMH),
BU/I, cepusi U (M) HOMEpP TOKYMEHTA, YAOCTOBEPSIOIIEro
JINYHOCTh), 3aBEePEHHOIO MOJAMKCHIO U ITeYaAThI0 MeIUIITHCKOIO
pPabOTHHUKA, A TAK)Ke MeYaThio MeTUIIMHCKOH OPraHU3al1H.

v JlokyMeHT, moATBEePXKIAIOIINU HHKYpaOeTbHOe COCTOSTHHE
60JIPHOTO, OCTAETCSI B allTEYHOU OPTAaHU3AIUH.
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9. [locsie oTIiycKa HAPKOTUYECKUX U IICUXOTPOITHBIX JIEKAPCTBEHHBIX NMpenapaToB cnucka I, B Tom
YUCJie B BUJe TPAHCAEPMaJIbHbIX TePalleBTUYeCKUX CUCTEM U JIEKapCTBEHHBIX IPenapaTos,
CcoZepXXalllX HAPKOTUYeCKOe CPeZiCTBO B COY€TAHNUU C aHTarOHUCTOM OITMOUJHBIX PeLleNITOPOB,
IICUXOTPOITHBIX JIEKAPCTBEHHBIX ITpenaparos crnrcka III nuiy, nonyyrsiieMy 1eKapCTBeHHBIN
Ipernapar, BbIIAETCSl CUTHATYpPa C XKeJITOU IT0JIOCOM B BEPXHEN YaCTH U HAAIIMChIO YePHBIM
mprudTom Ha Heil "CurHarypa”, B KOTOPOU YKa3bIBalOTCS:

1) HAUMEHOBAHME U a/IpeC MECTOHAXOXKJEHHUST ATITEKH, ANITEYHOTO IMyHKTA, MeJUITUHCKOMN
OopraHusalnu, 000Cc00IEHHOTO MOApa3e/IeHUsI MeIULIMHCKOU OpraHH3al1H;

2.) HOMEDP U aTa BbIITMCAHHOTO pELEIITa;

3) damuus, MMs1, OT4eCTBO (ITPY HAJIMIKHN) JTHIIA, ISt KOTOPOTO MpeIHa3HavYeH IeKapCTBEHHbIN
rpenapar, ero Bo3pacT;

4) HOMED Me,I[I/IL[I/IHCKOIL/,I KapThbl IIalIUE€HTA, ITOJIy4alouiero MeJuIinHCKY0 I1IOMOIb B
aM6Y]IaTOprIX YC10BHUAX, OJIsS1 KOTOPOI'O IIpeJJHa3HaA4Y€H HeKapCTBeHHBIﬁ npemnapar;

5) GaMuIHsL, UMSsI, OTYEeCTBO (IIPU HATMYMU) MEIUITMHCKOTO PabOTHHUKA, BHITIMCABIIErO PEIETIT,
€ro KOHTaKTHbIH TesiepoH 160 TenedpOH MeIUITMHCKON OPTaHU3alINY;

6) comep)XxaHue pelenTa Ha IATUHCKOM SI3bIKE UJIM PYCCKOM SI3BIKE;

7) (1)aMI/IJII/I}I, HUMs, OTH4ECTBO (HPI/I Ha]II/I‘-II/II/I) H ITOAITNCH (1)apMaH,eBTI/I‘-IeCKOFO NN MeJUIITHMHCKOTO
pa6OTHI/IKa, OTIIYCTUBLIETO ]IEKapCTBeHHBIfl npemnapar,

8) JaTa OTIyCKa IeKapCTBEHHOIO Mpernapara.

10. 3ampeniaeTcs OTIYCK CyO'b€KTOM PO3HUYHOU TOPTOBJIH MO pPelienTaM BeTepUHAPHBIX
OpraHM3alii HAPKOTUYECKUX U MICUXOTPOITHBIX JIeKAPCTBEHHBIX ITPeNnapaTos.
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