bromxetHoe YUpexKICHHE Pec\py6mxn<1/1 KaJ'IMbIKI/IS\IJ
«PECIIYBJIMKAHCKHH NETCKHUHU MEJIMIIMHCKUU IEHTP
UMEHU MAHJDKMEBOUW BAJIEHTUHBI JIDKAJIOBHbBI»

ITPUKAS
«25» aprycra 2025r. Dnucta Ne 348

«QO mopsaake otnycka amMOyIaTOPHBIM OOBHBIM
HAPKOTHYECKUX CPEICTB U ICUXOTPOITHBIX
BCILICCTB [0 PELICIITAM)

Bo ncnonnaenune npukaza Munzapasa Poccun ot 24.11.2021 roga N 10941 «O6 yTBEep:KACHHH TOPSIKA
HA3HAUCHHS JICKAPCTBCHHEIX MPENaparos, (popM pelenTypHbIX OTaHKOB HA JICKAPCTBCHHEIC MPENapaThl, MOPAKA
ohopMIICHUS YKA3aHHBIX OJIAHKOB, UX y4eTa W XpaHCHUs, (hopM OJIAHKOB PELICTITOB, COACPIKAIMUX HAZHAUCHHUC
HAPKOTHYECKUX CPEACTB WM INCHXOTPOIHBIX BCINECTB, MOPSAAKA HMX H3TOTOBICHHUS, PaCHPCACICHUS,
PETHUCTpaLMK, YYeTa W XPAaHCHUS, a Takke mpasBuia odopMmicHHS OJaHKOB PELENTOB, B TOM 4HCIC B (opme
3JCKTPOHHBIX JOKYMCHTOB),

HNPUKA3BIBAKD:

1. VYr1Bepants:

1.1. Tlopsaok oTnycka amMOymaToOpHBIM GOIBHBIM HAPKOTHUSCKUX CPEACTB U MCUXOTPOITHBIX BSIICCTB B

BY PK «PJIML] um. Manmxuesoii B J1.» (Ipuioxenue Ne 1).

12, Comcox BpaueH, HMCIOMMX MPaBO BBINHCKA PELENTOB HAa HAPKOTHYCCKHE CPEACTBA U

ncuxoTponssie BewmecTsa (I Ipunoxkenue Ne 2).

2, 3aMECTUTCIIO T[ABHOrO Bpaua no JAeTckoi monukiauHuke  Hacywosort BI'. (mmubo muiy,

HCTIOTHSIFOIIEMY OOsM3aHHOCTH):

2.1.  obecneunts BeinonHeHHUE [lopsaka ornycka aMOynaTopHBIM OOJIBHBIM HAPKOTHYECKHX CPEACTB U

ncuxotponHsx Bemects B BY PK «PAMLI um. Manmkuesoit B.J.», yTBEpKACHHOTO JaHHBIM MPHUKA30M

(ITpunoxenne Ne 1).

2.2, TlpuHATH K UCTIOJHEHHIO:

- uaopManuo o0 TpPeOOBAHMAX MO HA3HAUCHHIO W BBINHCHIBAHUIO HAPKOTHYCCKUX CPCACTB H
TICHXOTPOTHBIX BEMIECTE B COOTBETCTBHH C Iprka3zoM Munsapasa Poccum ot 24.11.2021 roxa N 1094#;
3. Haznaunts OTBETCTBCHHBIM IHLOM 32 (OPMHPOBAHHE CBOAHOH 3a4BKH HA HAPKOTHUYCCKHE

CPEICTBA U ICHXOTPOITHBIC BEIECTRA:

3.1.x1a obecneuenus aMOVIATOPHOH M CTAlMOHAPHOM CayKOBl (papMarieBTa anTeKH TOTOBBIX
nekapcTeeHHBIX GopMm [logyHoy U.B., 3aBeayiomyio antekoil roToBbIX NEKAPCTBCHHBIX (opM (mpu
HATAYHA (QU3HYCCKOTO JTHLA);

3.2.q19 oOecrmedyeHUs aMOVIATOPHBIX OOJBHBIX HAPKOTHUYCCKUMH CPEACTBAMH U IICHUXOTPOIHBIMH
BEIIECTBAMM  3aBEAYIOUIYIO OTAEJIEHHUEM BBIE3AHOM MNAaTPOHAKHON MNANIMATUBHONW MEIULIMHCKOM
MOMOIIH JETAM, B CIYYAE €€ OTCYTCTBHS- MEANLIMHCKYIO cecTpy Koxnaesy O.B.

3.3.119 oOecmeueHusl OTACICHUS AHECTE3HOJIOTHMH W PCaHUMALMH W KPYIVIOCYTOYHOTO CTAallMOHAPA
HAPKOTHYCCKUMH CPEACTBAMH U ICUXOTPOITHBIMH BELICCTBAMH MCAMLIMHCKYIO CECTPY MPOLIEAYPHOU
cayx0b1 o ucnonb3oBanuo HC u [1B, exoxsmux B covicok [T u Il Topsiesy K.B.

4. HasnaunTh 0TBETCTBCHHEIM JTMLOM IJIaBHYIO MEAHIUHCKYIO cecTpy batripeBy C.b. 3a:

4.1. mony4eHue, XpaHEHUE, YIET U BbIJAUy PELCIITYPHBIX OJaHKOB CTPOTOH OTYETHOCTH;

4.2. momy4eHHE M OTHOYCK OONBHOMY, MOMYYCHHEIX B AITCKE HAPKOTHYCCKHX CPEACTB M IICHXOTPOITHBIX

BCIICCTB MO BHIMUCAHHBIM peuenTaM (B CAy4ac HEBO3MOMKHOCTH HOJYYCHHS OONBHBIMH HIH HX

MPEACTABUTEISIMH [0 MECTY KHTECNBCTBA B I'DIUCTA HAPKOTUICCKUX CPEACTB M NMCUXOTPOIHBIX BCIICCTB

IO BBIMUCAHHBIM PELICTITAM).

5. OTBETCTBCHHOMY NIy - TMaBHOM meauiuHckou cectpe bareipeBoii C.B., B cnyuac HEBO3MOXKHOCTH

MONYYCHUS OOMBHBIMH HMIH WX MPEACTABUTCIIMH IO MECTY SKHTCIBCTBA B T.JIHCTA HAPKOTUUCCKUX

CPEICTB U MCUXOTPOIHBIX BEIIECTB MO BBIMUCAHHBIM PELCTITAM:

5.1.na asrotpancnopre BY PK «PJIMIl um. Manmxuesoir B.J[.» ¢ cobaroacHuem TpeOoBaHME IPH

TPAHCTIOPTUPOBKE HAPKOTHYCCKHX CPEACTB M ICHXOTPOIHBIX BCLICCTB, [0 BBIMUCAHHBIM PELCTITAM

nonyuuts B anteke AY PK «AnreuHoe ynpasieHue» no agpecy r.9aucra, yia. B.W. Jlennna, 248a



HApKOTHYECKHE CPEJCTBA U IICUXOTPOIHbIE BENIeCTBA M AOCTaBUTh UX IO MECTY KHUTEIbCTBA NAlIMEHTa B

r. Dnucra;

5.2.000pMUTH IO yCTaHOBJIEHHOU (opMe XKypHal MO y4eTy MNOJYYEHHBIX MO BBIMHCAHHBIM peuenTaM

HApKOTHYECKHUX CPEACTB U NICHUXOTPOMHBIX BelecTs (ganee HC u [1B);

5.3. npu mocraBke natmeHty Ha 1oM HC u I1B, momydeHHBIX MO BEIMMCAHHBIM perentaM, pUKCUpOBaTh B

xypHane yuera HC u [IB Bpems, maTy, HauMeHOBaHHe M KonuuecTBo ormymieHHsix HC u IIB, 3a

MOJIITUCHIO 3aKOHHOTO TPEACTABUTEIS B MOJYyUEHHUH TIperapara.

6. 3amMecTHUTEIO TIaBHOTO Bpaya 1o MeauuuHckoi dactu (bamkaesa B.O.) ocymiecTBIATE KOHTPOJIb 3a:

6.1.xpaHeHueM, ydetoM, ucnoaszoBanieM HC u [1B mo kpyriocyrouyHoMmy cTalMoHapy U OTAENEHHUIO

aHECTE3WONIOTHH W PeaHuMalluH;

7. 3aMecTUTeNI0 TJIABHOTO Bpaya mo pAeTckod mnonuknuauke (Hacynosa B.I'., nubGo numy,

UCTIONHAIOLIEMY 00513aHHOCTH ) OCYIIECTBIISITh KOHTPOJIb 3a:

7.1. cBoeBpeMeHHBIM obecneueHueM amOymaTOpHBIX OonbHBIX, Hyxmawonmxes B HC wu IIB,

HEoOXOJUMbIMHU TIpenapaTaMu.

7.2. 03HAKOMHUTb 3aBEIYIOLIHX NeauaTpuyeckumu otaeneHusmu, KJIO No 2 ¢ naHHBIM MTPUKa30M.

8. 3aBenyromiell oTAeIeHHEM BBIE3IHOH MAaTPOHAKHON MaTMATUBHON MeIUIIMHCKOHN MOMOIIHU OeTsIM (B
cllydae ee OTCYTCTBUS, MEIUIIHHCKON cecTpe):

8.1. cBOeBpeMEHHO (QOPMHPOBATH CIIUCKH OOJIBHBIX, HYKOAIOUIMXCS B TMOJYyYEHHH HAPKOTHYECKUX
CPEICTB U ICUXOTPOIMHEBIX BEILECTB 10 MEIMIIMHCKUM MOKa3aHHsIM;

8.2. manpaButh B AY PK «AnteuHoe ymnpaBieHHe» aKTyajbHbIe CHHCKH OOJBHBIX, KOTOpHIE
HYXXJAI0TCA B TOJIYYEHHH HApKOTHYECKUX CPEACTB U NMCUXOTPOMHBIX BELIECTB, aKTyaJbHBIE CIIUCKU
Bpaueil, HIMEIOLINX MPaBO BBIMUCKH PELENTOB Ha HAPKOTUYECKUE CPEICTBA M MCHUXOTPOIHBIE BEILECTBA
¢ oOpasnamMu ux MOAInCeH;

9. Haganmsauky [150 (HactaeBa A.H.): mpu HeoOX0MUMOCTH 3aKIIOYNUTh MOTOJHHUTEIBHOE COTTANICHUE K
JOTOBOPY Ha COMPOBOXKAEHHE aBTOTPaHCNOpPTa MpH TPAaHCHOPTHPOBKE HAPKOTHYECKUX CPENCTB U
MICUXOTPOTHBIX BEIIECTB O MeCTa MPOKUBaHUS MallMeHTa B I.DNUCTA.

10. 3amectuTento rnaBHoOro Bpada mo OMP [Ixanmxueroit A.U. pasmectuts Ha calite BY PK «PJIMI] um.
Manmxuesoit B./Jl.» Ilopsmok otmycka amOymaTopHBIM OOJBHBIM HapKOTHMYECKHX CpPEICTB H
ncuxotponHbix Bemects B bY PK «PIMII um. Manmxuesoii B.[1.» (Ilpunoxenue Nel).

11. MpuzHare yrpatuBmuM cuiy npukaz bBY PK «PJMILI um. Manmkuesoit B.J1.» ot 17.04.2023r. Ne
222 «O mopsake OTIMycKa aMOyTaTOpHBIM OONBHBIM HAPKOTHYECKUX CPEACTB U NCUXOTPOIHBIX
BEIIECTB MO PEeIeTTaM.

12. Hayanpauky otmena kaapoB (Xyagamu FO.FO.) 03HAakOMHTB ¢  NpHKa30M OTBETCTBEHHBIX JIHII:
TIaBHYI0 MeIMIMHCKYIo cecTpy bateipeBy C.B., MEIMLMHCKYIO CECTpy OTHAENEHUs BBIE3THON
NMaTPOHAXXHOW NaTMATUBHON MemuIWHCKOW momomu aetam Kommaesy O.B. u Bpada-nemmatpa
KortenoBy H.HU., 3amecTuTens rmaBHOro Bpaya no aerckoi nonukinuHuke HacynoBy B.I'., 3aMm.ri1.Bpaua
no BKKuBMJT u KDP KoctukoBy A.B., dapmaiieBTa amnTekd TOTOBBIX JEKAPCTBEHHBIX (OPM
IMoayrnoBy M.B., 3am.ri.Bpaya mo MenunMHCKOW yacth bamxaey B.O., zam.rm.Bpaga nmo OMP
JxaamxueBy A.U.

13. TlepconanbHyto oTBeTcTBEHHOCTh 0 BY PK «PIMII um. Manmxueroit B.J1.» 3a y4eT, COXpaHHOCTb,
OTIyCK M HCIHOJNb30BaHUE HAPKOTUYECKUX CPEINCTB M IICHXOTPOIIHBIX BELIECTB M CIELHAIBHBIX
PELeNTyPHBIX GNIAHKOB OCTABIISIO 38 OBOM. 1]

i L ¥ Z[o,p\m/leB AH.
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IIpunoxenne Ne 1k mpukaszy bY PK «PIMII um. Manmgxuesoit B.J1.»
or 25.08. 2025 r. Ne 348

Hopsinok ornmycka aMO0yJIATOPHBIM 00JbHBIM
HAPKOTHYeCKHX cpeAcTB U ncuxorponHbix Bemects B BY PK «PJIMIL um. Manaxkuesoii B.JI.»

Hacrosmmii ITopsinok pa3paboran B mensix odecneueHust aMOyJIaTOPHBIX OONBHBIX HAPKOTHYECKUMHU
CpeACTBAMU U TICUXOTPOIIHBIMM BEINECTBAMU M OIpenAessieT NPUHLUIBI B3aUMOAEMCTBUA MEXKAY
CJIEYIOIUMH YYaCTHUKAMHU!

- MunucrepcTBoM 31paBooxpanenus Pecnyommku Kanmbikus;,

- bY PK «PAMI] wum. Manmxuesoii B.Jl», Ha3HavyarOIUM W BBIOUCBHIBAIOIIMM, B CJy4ae
HEOOXOIMMOCTH, aMOyJIaTOPHBIM OOJBHBIM PELEeNnTbl Ha HAPKOTHYECKHE CPEACTBA M TCHXOTPOITHBIE
BELIECTBA;

- anreunsiM yupexnenueM (AY PK  «AnredHoe ympaBieHHe»), OCYILIECTBISIFOIIEH — OTITyCK
HapKOTUYECKUX CPEACTB U NMCUXOTPOMHBIX BEIIECTB MO BBIMHCAHHBIM PELIETITaM.

I. MunncrepcrBo 3apaBooxpaHenus: PecnyOmukn Kanmbikust (majsee- MUHHCTEPCTBO) COBMECTHO C
YIIOJIHOMOYEHHOU OpraHU3aLuen:

1.¢opmupyer cBOAHYIO 3asBKY pecryONUKN Ha HAPKOTHUYECKHE CPEACTBA M MCHUXOTPOITHBIC BELIECTBA HA
OCHOBAHHUH 3as1BOK MEAULMHCKUX OpTraHU3aLui;

2.MpOU3BOAMT 3aKYNKy HApPKOTHYECKUX CPEACTB M IICUXOTPOMHBIX BEINECTB Ha OCHOBAHUM CBOAHOHN
3asIBKU pECITyOIINKY,

3.0Ka3bIBaE€T OPTraHMU3ALMOHHO-METOAMUYECKYI0 IOMOIIh MEIULUHCKIM OpraHu3alMsM pecryOuKd U
anTEeYHbIM VYPEKOAEHUSM IO BOINPOCaM HA3HAYEHUS U OTIyCKAa HAPKOTUYECKUX CPEACTB H
MICUXOTPOMNHBIX BELIECTB.

II. BY PK «PAML] um. Manmxuesoi B.J[.»:

1. oOmyro CBOJHYIO 3asBKY Ha HAPKOTHYECKHE CPEACTBA M MCUXOTpOnHbIe BemecTa 1o bY PK «PJAMI]
uM. Manmkuesoii B.J1.» ¢popmupyer papmaneBT anTekl rOTOBBIX JIeKapcTBeHHbIX ¢opm IlogyHosa 1B,
3aBEeAyIOIIasl anTeKOH TOTOBBIX JIEKAPCTBEHHBIX (opM (MpU HadWMuuM (PU3MUECKOro JMua), o
NPEACTABICHUIO 3asBOK CTaLIMOHAPHON M amOynaropHoi ciyxObel u HampasisieT B AY PK «Anreunoe
ynpasieHue» u MuHUCTepPCTBO 3apaBooxpanenus PK;

- 3asBKY Il OTJEJICHUsl aHECTE3MOJOTUH U PEaHMMALMH U KPYIVIOCYTOYHOIO CTallMOHapa ONpEeAessieT
noTpeOHOCTh 1 (POPMHUPYET METUIIMHCKAsL CecTpa MporenypHoi ciykObl o ucnonb3osannto HC u I1B,
Bxomsux B criucok 11 u 11 T'opsiesa K.B. u npencrasnsieT papMareBTy anTeku rOTOBBIX JEKAPCTBEHHBIX
¢opm Ilomynomoit M.B., 3aBenyromed anTekoil TOTOBBIX JIEKAPCTBEHHBIX (GopM (NpH HATUYUU
¢usmueckoro nuna) bY PK «PJIMIL] um. Maumxuesoii B.[1»;

- 11 aMOyJIaTOPHBIX OOJIHBIX CBOZIHYIO 3asBKY-MOTPEOHOCTD, B Clydae HEOOXOAUMOCTH, MPHU HAJTUYUU
nered, HyKIAOIIUXCsSl B MOJYYEHUH HAPKOTHYECKUX CPEICTB M INCUXOTPOITHBIX BELIECTB, (GOPMHUPYET
3aBenyroomasi (B ciay4ae €e OTCYTCTBHs, MEIMLMHCKAs CECTpa) OTHENICHUS BBIE3HOW NaTPOHAKHOM
NaJUIMATUBHON MEAULIMHCKON MOMOIIH IETAM IO NPEACTaBIeHUIO Bpadel-cnenuanuctos bY PK «PJIMILL
uM. Manmkuesoid B.J[.» m mpenmocraBisier (apManeBTy — anTeKd TOTOBBIX JIEKAPCTBEHHBIX (HOpM
ITonynosoii M.B., 3aBenyromeil anTekol roTOBBIX JIGKAPCTBEHHBIX (opM (TPU HANMUYHU (PU3HUECKOTO
JUI).

2. rnaBHbII Bpaud yTBepxkaaer Cnucku Bpadell, HMEIOUIMX MPaBO BBIMUCKU pPELENTOB Ha

HAapKOTHUYECKHUE U MICUXOTPOIHBIE JEKAPCTBEHHBIE MIPENapaTsl O MPEACTABICHUIO 3aMECTUTENS TJIABHOTO
Bpaya o MEAULMHCKON YaCTH U 3aMECTUTEIIS [NIABHOTO Bpada Mo A€TCKOW MOJUKINHUKHY,
3. 3aBexyromas (B ciiydae ee OTCYTCTBUS, MEIUIIMHCKAs CECTPa) OTAENIEHUEM BBIC3THON MaTPOHAKHOMN
NAJTHATUBHOW METUIIMHCKON IMOMOINM JETSM IO TMPENCTABJIEHHIO Bpaudeh-CreUaIUCTOB (OPMHUPYET
Criucku 60JBHBIX, KOTOPbIE HY)KAAIOTCS B TIOJTYYEHUH HAPKOTHUYECKUX U MCHUXOTPOITHBIX JIEKAPCTBEHHBIX
npenapaTos B aMOyJIaTOPHBIX YCIOBHUSX,



4. 3aBenyromas (B ciydae €€ OTCYTCTBHUS, MEIULIMHCKAsI CECTPa) OTHEJICHHUEM BBIE3HOW MaTPOHAKHOU
NaJNIMaTUBHOM MEIUIIMHCKON MOMOIIM J1eTM HalpasiisieT B anTedHoe yupexnaeHue AY PK «Anreunoe
yIpaBJICHNE» CHHUCKH OOJBHBIX, KOTOPBIE HYKIAIOTCS B MOJYYEHHH HAPKOTUYECKHX M TCHXOTPOIHBIX
JIEKaPCTBEHHBIX IMPENaparoB; CIHUCKU Bpayel, HMEIIIUX NPAaBO BBIMUCKH PELENTOB HA HAPKOTHYECKHE
cpencTna u ncuxorponnbie BemecTsa (nanee HC u [1B), ¢ obpasiamu ux moamuceit,

5. BpauM-CIIEHUANNCTBl OCYINECTBISIIOT MO MEOUIMHCKUM IOKa3aHWsIM aMOyJIaTOpHBIM OOJNBHBIM
Ha3HaueHue U Beimucky HC u I1B Ha cienmanbHBIX perenTypHbIX OaHKax.

6. B ciay4asix HEBO3MOXKHOCTU TMOJYYeHUsI OOJBHBIMH MJIM MX MPEACTABUTENSIMH 110 MECTY JKUTEIIbCTBA
HC u IIB no BeinucanHeIM peuentaMm, opranusyeTr noiydeHue HC u IIB mo BbimucaHHBIM peLientam
cunamu cotpyaHukoB bY PK «PIMIl um. Manmxuesoir B.J[.», mpu 3TOM BBINOJHHUB CIEAYOLINE
YCJIOBHUSI:

6.1.Ha3Ha4aeT MpPUKa30M OTBETCTBEHHBIX NIl 3a nonydyeHue HC u IIB mo BeinucaHHbIM peLentaMm U3
YHClia COTPYAHUKOB, UIMEIOIINX JOMYCK K padore, cBsizanHol ¢ oboporom HC u I1B;

6.2.BBIACNAECT ABTOTPAHCHOPT Al mojyueHuss oTBeTrcTBeHHbIM juiioM HC u I[IB mo BeImucCaHHBIM
peuenTaM 1 X JOCTaBKH IO MECTY JKUTENIbCTBA OOJNBHBIX;

6.3.0popMIIseT 1Mo yCTaHOBJIEHHOH (PopMe SKypHAIbI MO YYETY MOJYYEHHBIX IO BBIMMCAHHBIM perenTam
HAapPKOTUYECKUX CPEICTB U NICUXOTPOIHBIX BEIIECTB,

6.4.oriyckaet 6opHBIM HC 1 [1B, mony4eHHbIe OTBETCTBEHHBIMH JIULIAMHU IO BBITHCAHHBIM PELENTaM, C
00s13aTeNbHBIM (PUKCUPOBAHUEM B JKypHAJIE yUeTa HAPKOTUYECKUX CPEACTB U IICUXOTPOIHBIX BEIIECTB U
NMOAMUCKI0 OosibHOTO B moydyenun HC u T1B.

I1I. AnTedHble yUpexKIeHUs:

1. OcylecTBisIIOT OTIYCK HApKOTHMYECKHUX CPEACTB U ICUXOTPOMHBIX BEIIECTB IO BBIMMCAHHBIM
peuenTaM B COOTBETCTBUH ¢ TpeboBaHMsIMH npuka3a Munsapascorpassutus P@ ot 14.12.2005r. Ne 785
«O nopsike OTIyCKa JEKaPCTBEHHBIX CPENICTBY.

ITpunoxenune Ne 2

k npukasy bY PK «P/IML]
um. Manmxkuesoit B.J1»
oT 25.08.2025 r. Ne 348

Cnucok Bpavei-crnenuajIucToB,
HMEKIIHX MPABO BHIMUCKH PeLenTOB
HA HAPKOTHYECKHE U NCUXOTPONHbIE JIEKAPCTBEHHbIE MPenapaThl

Konxuesa banpa AnaTtonbeBHa - Bpau-HEBPOJIOT,

Hactunosa Onbra AnexceeBHa — Bpau-HEBPOJIOT;

Kyuekosa Onbra HukonaesHa — Bpad-HEBpOJIOT;

Hacynosa b.I'. - 3am.rn.Bpada 1o neTCKON NOJUKINHUKE, Bpad-NeauaTp.

D=



Ipunoxcenue N 1

K npuxazy Munucmepcmea 30pasooxpanenus
Poccuiickoit @eoepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJOK HASHAYEHUA JIEKAPCTBEHHbBIX ITIPEITAPATOB

1. O0mue moroxKeHus

1. HazHaueHne JeKapCTBEHHBIX MPENapaToB Ui MEAHIIMHCKOTO MPUMEHEHHs (Jajiee - JIEKapCTBEHHBIC
npernapaTel) OCYLIECTBISIETCS JIEHaIUM BpayoM, (pepamepom, akymepKkoi B ciiydae BO3JIOKEHUS HA HUX
MOJIHOMOYMI! Jiedalliero Bpava, NMpy OKa3aHUM MEAULMHCKONW MOMOIIY B MEIULIMHCKUX OpPraHU3allusX, B
MOpsIZIKe, YCTAHOBJIEHHOM MPHUKa30M MMHHCTEpPCTBA 3/paBOOXPAHEHUS U COLMAJIbHOIO pa3BUTHS
Poccwmiickoit @eneparun ot 23 maprta 2012 r. N 2521 "OO6 yrBep:knenuu llopsinka BO3NOXKEHHS Ha
denpaimepa, akymepKky pPyKOBOOUTENEM MEIULMHCKOH OpTraHU3alH IPH OPraHU3alMd OKa3aHHs
NEPBUYHON METUKO-CAHUTAPHOH NOMOINM M CKOPOH MENMLMHCKOW IMOMOINM OTAENbHBIX (PYHKLUUH
Jeyaliero Bpada IO HENOCPEACTBEHHOMY OKa3aHUI0 MEJUIMHCKOM MNOMOIIM NalueHTy B MepUoA
HaOJMIOEHUST 32 HUM M €rO JICUSHHs, B TOM YHCJE IO HA3HAUYEHUIO U MPHUMEHEHHIO JIEKaPCTBEHHBIX
IIpenaparoB, BKJOYAas HApKOTUYECKHE JIEKapCTBEHHbIE IpernapaTbl U ICUXOTPOMHbIE JIEKApCTBEHHBIE
npenaparbl’,  WHAUBUAYAIbHBIMH  MPEANPUHUMATENSMY,  OCYLIECTBJSAIOIIUMU  MEAMLIMHCKYIO
IeATeIbHOCTD (ajiee - MEOUIIMHCKHUE PAaOOTHHUKH).

MenuuuHCKUE pabOTHUK, O(QOPMHBLIMI peLenT C HApPYLUIEHHWEM HACTOSINEro TMOpsAKa, WIH
PYKOBOIUTENb MEOMIMHCKONH OpraHm3aiuu  00eCIeYMBalOT CBOEBPEMEHHOe mepeodopMIleHHe
TpeOyeMoro ISl MaleHTa peLenTa.

2. CBeneHust O Ha3HAYEHHOM JICKAPCTBEHHOM Ipernapare (HAaUMEHOBAHHE JIEKAPCTBEHHOT'O Ipernapara,
IO3UPOBKA, CIOCOO BBENEHUS U MPHUMEHEHHs, PEKUM AO3MPOBAHUS, MPOAOJIKUTEIBHOCTh JICYEHUS U
00OCHOBaHME HA3HAYEHUS JICKAPCTBEHHOTO TNIpenapara) BHOCATCS MEAMIHMHCKUM pPaOOTHHUKOM B
MEIMLMHCKYIO JOKYMEHTALUIO MalUeHTa.

B cnyyasix, ykasanabix B myHKTax 8 - 11 Hactosimero ITopsinka, MemUUMHCKHIA paOOTHUK, HA3HAYMBIIUH
JEKapCTBEHHBIH mpemnapar, O(opMIIsieT Ha3HA4YeHHE JIEKAPCTBEHHBIX MIPernapaToB, B TOM YHCIE
MOJUICXKAINX W3TOTOBIIEHUIO M OTIYCKY aIlTeYHbIMU OpTaHU3alusIMH (najnee - JIeKapCTBEHHbBIE
npenapaTel MHANBUIYaJIbHOTO M3TOTOBJIEHUS), HA PELENITYPHOM OnaHke, oQpOpMIEHHOM Ha OyMa)kKHOM
HOCHUTEJIE 32 CBOEH MOANMCHIO (Jlanee - peLent Ha OyMaKHOM HOcUTene), U (WiIM) C COTJIacHs MalleHTa
WIA €r0 3aKOHHOTO TPEACTaBUTENs Ha penentypHoM OjaHke B (OpMe SJIEKTPOHHOTO JOKYMEHTa C
UCTIOJIB30BAHUEM YCHJICHHONW KBAIN(UIIMPOBAHHON 3JEKTPOHHOH MOANMCH MEOHIIMHCKOTO PabOTHHKA
(manee - peuent B (hOpMe 3IEKTPOHHOTO TOKYMEHTA).

Peuent B opme 3IEKTPOHHOTO AOKYMEHTA, CONEpIKAIUN Ha3HAUYE€HUE HAPKOTHYECKHUX CPENCTB WM
NCUXOTPOIHBIX BCIICCTB, TOANHNCHIBACTCA C HCIOJIBb30BAHUEM yCPIJ'IGHHOfI KBaHH(I)HHHpOBaHHOﬁ
3JICKTPOHHOM MOMIMUCH JIeHalero Bpava win (epamepa, aKymepky, Ha KOTOPBIX BO3JIOKEHbI (PYHKIIUN
Jleqauiero Bpayda, i COOTBETCTBYIOIIEH MEAULIMHCKON OpraHUu3aLyu.

Odopmnenne peuentoB B (PopMe SIEKTPOHHBIX TOKYMEHTOB OCYIIECTBISIETCS B CIy4ae IPUHATHS
YIIOJTHOMOYEHHBIM OPTaHOM HUCIIOJTHUTEIBHOM BracTu cyobekTa Poccuiickoii @enepannu B COOTBETCTBUH
¢ nyHktoM 4 crateu 6 @enepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6 oOpamenun
JEKapCTBEHHBIX CPEACTB" pewmeHuss o0 WCIONb30BAaHUM Ha TeppUTOpUn CcyObekTra Poccuiickoit
QDenepanun HapsiAy € pelentamMu Ha JIEKAPCTBEHHbBIE Ipernapartbl, OPOpPMIIEHHBIMH Ha OyMa)kKHOM
HOCHUTEJNle, PELEeNTOB Ha JIEKapCTBEHHbIE Ipernaparsbl, CHOPMUPOBAHHBIX B (OPME 3IEKTPOHHBIX
JOKYMEHTOB.



3. Ilpu BBIMKMCKE MallMEHTa U3 MEAULIMHCKOW OPraHU3allU, B KOTOPOHU €My OKa3blBajlacb MEIMIMHCKas
NOMOIb B CTAIMOHAPHBIX YCIOBMAX, NMPU HEOOXOMUMOCTH MPOAOJDKEHUs TPHUEMa JIEKaPCTBEHHOTO
npernapara B aMOYJIATOPHBIX YCJIOBUSIX NaHHOMY MALUEHTY IO PELICHUIO0 PYKOBOIUTENS MEIHIIMHCKOM
OpTraHu3alMi HAa3HA4aKTCsA ¢ OopOpMIIEHHEM perenta B (OpMe 3IEKTPOHHOrO NOKyMeHTa M (MJIH) Ha
OyMa)kHOM HOCHUTENe (3a HCKIOUeHHeM O(pOPMIIEHUS] pPELENTOB Ha JIEKApCTBEHHBIE Iperaparsl,
NOJUIEKAINE OTIYCKY OeCIUIaTHO WJIM CO CKHAKOH) MO0 BBIHAIOTCA (MALMEHTY WM €ro 3aKOHHOMY
NPEACTABUTEIN0) OIHOBPEMEHHO C BBIMHCKOH M3 UCTOPUU OOJIE3HH JIGKAPCTBEHHBIE MpEnapaTsl, B TOM
YUCJle HAPKOTUYECKHE W IICUXOTPOINHBIE JIEKAPCTBEHHBbIEC MNpemnaparel, BHeceHHble B cnucku II u III
NepeyHsl HAPKOTHUECKUX CPENCTB, IICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJIEKALINX KOHTPOJIIO
B Poccuiickoit ®enepanmm, yreepkaeHHoro IlpasurenscrBom Poccuiickoit ®epepamyu (manee -
[Tepeuens), CHIBHOAECHCTBYIOLINE JIEKAPCTBEHHBIE MTPEMAPaThl, HA CPOK MPHEMa MALIUEHTOM JI0 S5 THEH.

4. Ha3zHaueHue JIEKapCTBEHHBIX MPENapaToB MPHU OKA3aHUM MEAULMHCKON MOMOIIM B CTAllMOHAPHBIX
YCIIOBUSIX ~ MOJKET  OCYINECTBJISITBCS  TOCPENCTBOM — TpeOOBaHMIA  MEOULIMHCKOH  OpTraHU3allvH,
HanpaBJSIEMbIX B anT€4YHble OpPraHU3alMM, SBISIOLIUECS CTPYKTYPHBIMU  MOAPa3IeCHUSAMHU
MEIULMHCKON OpraHU3aLuH.

5. Ha3HayeHWe JIEKaPCTBEHHBIX MPEMAPaTOB OCYIIECTBISIETCS MEIULUUHCKUM pPabOTHUKOM IO
MEKIyHAPOAHOMY HENAaTEHTOBAHHOMY HAMMEHOBAHUIO, & MPU €r0 OTCYTCTBUHU - TPYNITUPOBOYHOMY WU
XUMHUYECKOMY HAUMEHOBaHMIKO. B  ciydae OTCYTCTBUA MEXKIYHApPOAHOIO  HENATEHTOBAHHOIO
HAaUMEHOBAaHUS MU TPYNINUPOBOYHOIO UM XHUMHYECKOIO HAWMEHOBAHHUS JIEKAPCTBEHHOIO IIpernapara
JICKapPCTBEHHBIH MpernapaT Ha3HAYaeTCss MEIUIIMHCKUM paOOTHUKOM TIO TOPTOBOMY HauMeHOBaHUr0. [Ipu
HAJTMYUU MEAWIMHCKUX MOKA3aHWN (MHANBUIYAJIbHAS HEMEPEHOCUMOCTD, MO KM3HEHHBIM MOKA3aHUSIM)
MO pEeHIeHUI0 BpaueOHONW KOMHCCHU MEAWIIMHCKOW OpraHu3alliu OCYIINECTBISICTCS HAa3HAYCHHE W
oopmiieHre Ha3HAauYeHUS JICKAPCTBEHHBIX TPENapaToB, HE BXONAIIUX B CTAHIAPTHl MEIUIIUHCKOU
oMoy, pa3paboTaHHbIe B COOTBETCTBHM C NYHKTOM 14 crathu 37 DenepanbHoro 3akoHa N 323-D3,
WM HE TPEeIyCMOTPEHHBIX COOTBETCTBYIOIICH KJIMHUYECKOW peKkoMeHnanued, Judo MO TOPTOBBIM
HauMEHOBaHMsIM. PemeHne BpaueOHOH KOMUCCHH MEIULIMHCKOH OpraHm3anuu  (QuKcupyercss B
MEIUIIMHCKONW JOKYMEHTAIIMH MAlIUEeHTA U B XKypPHaJIe BpaueOHOW KOMUCCHUU.

Ecau MpU OKa3aHHUU MALHUCHTY MGHHHHHCKOﬁ IIOMOIIHN B MGHHHHHCKOﬁ OopraHu3alvid B CTAlMOHAPHBIX
YCJIOBUAX MO PCHICHUIO Bpaqe6Hoﬁ KOMHUCCUHU OCYHECTBJIAKOTCA HA3HAYCHUEC U TIPUMCHCHUE
JICKAPCTBCHHOT'O IIpfrnapara ¢ KOHKPETHBIM TOPTOBbBIM HAWMMCHOBAHUEM, TO IMPU OKa3aHUU HOaHHOMY
NanueHTy MGI[I/ILIHHCKOP'I IIoMoIu B WHOH MGHHHHHCKOﬁ OopraHu3alliid B CTAllMOHAPHBIX YCJIOBUAX, a
TakK>XeE B aM6y.]'IaTOprIX YCJIOBUAX OCYHIECTBIACTCA HA3HAYCHUEC €MY JICKAPCTBCHHOI'O Ipfriapata ¢ TEM
7K€ TOPTrOBbIM HAMMCHOBAHUECM.

6. HasHaueHune JekapCTBEHHOTO IpernapaTta B peuente Ha OyMa)KHOM HOCHTENe WM pelente B dopme
3JIEKTPOHHOTO JOKYMEHTa OQOPMIIIETCS Ha UMsI TALIUEHTA, Il KOTOPOTO MPEeIHA3HAYEH JIEKapCTBEHHbIN
npemnapar.

Penent Ha OymaxHoM HocuTene, ohopMIIeHHBIH Ha perentypHoM Omanke Gopm N 107/y-HIT, N 107-1/y,
N 148-1/y-88, N 148-1/y-04(x1), yTBep:KIEHHBIX HACTOSIIUM IPHKA30M, MOXET OBITh MOJy4YeH
MAMEHTOM, €ro 3aKOHHBIM MPEIACTABUTENIEM WM JIULOM, UMEIOIIUM O(QOPMIICHHYIO B COOTBETCTBUH C
FPaXXIAHCKUM 3aKOHOJATeNbCTBOM Poccuiickoil denepalud JOBEPEHHOCTh OT MALMEHTa Ha MPaBo
MOJTyYEHUS] TAKOTO perenTa (fajee - yIoJTHOMOYEHHOE JIHIIO).

IIpencraBneHne nOBEpEHHOCTH HE TPEOYETCsl B CIydae IOJyIeHUs PELeNTa Ha JIEKAPCTBEHHBIN IpenapaT
IJIs1 UHKYPaOeIbHOro OOJNBHOTO HA 3aBEPLIAOIIEM JTAlle €ro XU3HU JIMIOM, OCYIIECTBIISIOUINM YXOA 32
TakuM UHKypaOenbHbIM OonbHBIM. B  TakoM ciydae MenUUMHCKUI paOOTHHMK BBIAAET JIMLLY,
OCYLIECTBIISIIOLIEMY YXOI 32 HHKYpaOeNbHbIM OONBHBIM, JOKYMEHT, NOATBEPIKIAIOIINN HHKYpaOenbHOe
COCTOSIHME OOJNBHOrO, COAEpKAIUil CBeNeHWs O JuIe, KOTopoe OyheT MoNy4aTh JIeKapCTBEHHBIE
npernapaTel Mo penenty (damuins, UMs, OT4eCTBO (TIOCIEAHEE - NMPU HAIWYHU), BUI, Cepust U (WiH)
HOMEpP JOKYMEHTa, YIOCTOBEPSIOLIEr0 JIMYHOCTh), 3aBEPEHHBIH IOAMUCHI0 M TEYaThid JaHHOTO
MEIUIUHCKOrO Pa0OTHHUKA, & TAK)KE NEYaThiO MEAUIIMHCKON OpTaHU3aIiy.



JIOKYMEHT, TOATBEPKAAOUINI HHKYpabelbHOe COCTOSIHHE OOJIbHOTO, OCTaeTcsl B aNTeYHOU
OpraHu3aLuu.

Penent B ¢opme >IEKTPOHHOTO MOKyMEeHTa (POPMHUPYETCS € HCMOJBb30BAHUEM TOCYAAapPCTBEHHOM
uHPOPMALIMOHHONW CcHUCTeMbl B cdepe 3mpaBooxpaHeHuss cyOwbekta Poccuiickoii @eneparuu,
MEIUIMHCKONW WH(POPMALIMOHHON CHCTEMbl METUIIMHCKON OPTaHU3aIHH.

dakT BBNAYM peLEeNTa Ha JIGKAPCTBEHHBIM Ipenapar 3aKOHHOMY MNPEACTABUTENK0 WU
YIIOJTHOMOYEHHOMY JTULY (PUKCHUPYETCS] B MEOUIIMHCKON TOKYMEHTALUH TTallUeHTa.

7. MenuuuHCKHM pa0OTHUKAM 3ampermaercss opopMIATh pPELEenTbl NPH OTCYTCTBHM Y TNAIHEHTa
MEAULMHCKUX IMOKAa3aHUN, HA HE3aperuCTPUPOBAHHBIE JICKAPCTBEHHBIE MPENapaThl, HA JICKAPCTBEHHBIC
Ipenaparsl, KOTOPbIE B COOTBETCTBUU C UMHCTPYKLMEHN MO MEAULMHCKOMY NPUMEHEHUIO MPEIHA3HAYEHBI
17151 IPUMEHEHHUs! TOJIbKO B MEIULIIMHCKUX OPraHHU3aLUsaX, HA HAPKOTUYECKUE CPEACTBA U NCUXOTPOIHbIE
BelIeCTBA, BHeceHHble B cnucok [l Ilepeuns, 3aperucTpupoBaHHBIE B KadeCTBE JIEKAPCTBEHHBIX
MIPEenapaTos, B LEIAX NPUMEHEHUS 1JIs JISYEHUs] HAPKOMaHUU.

HWnnuBuayanpHbIM — MPEANPUHUMATEISAM, OCYLLECTBJISIOLIINM MEULUHCKYIO NEeATENbHOCTD,
IOTOHUTENBHO K TpeOOBaHMSAM, yKa3aHHBIM B ab3ale MEepBOM HACTOSINErO IyHKTA, 3aIperiaeTcs
o(hopMIIATE perenThl Ha HAPKOTHUYECKHE CPEACTBA U NICHXOTPOITHBIE BEIIECTBA, BHECEHHBIE B CIIMCKH 1 1
II Ilepeuns (manee - HapKOTUYECKHE M MCHUXOTPOIHBIE JIEKAPCTBEHHbIe mpenaparbl criuckos 11 u 111
[epeuns).

8. Ilpy Ha3HaUYE€HUM HAPKOTUYECKHUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTosB cnucka Il Ilepeuns,
32 UCKJIIOYEHHEM JIEKAPCTBEHHBIX MPENapaToB B BUAE TPAHCACPMAIBbHBIX TEPANEBTUYECKHX CHCTEM H
JIEKaPCTBEHHBIX MPENapaTroB, COAEPXKAIUMX HAPKOTHUYECKOE CPENCTBO B COYETAHWU C AHTAarOHUCTOM
OMUOMIHBIX PELENTOPOB, pPelenThl Ha OyMa)XHOM HOcHTelne O(QOPMIIIOTCS Ha peLenTypHOM OJaHKe
¢dopmer N 107/y-HIL

9. PenenirtypHherii 61ank popmbr N 148-1/y-88 odopmisercst mpu Ha3HAYEHUU:

1) HapKOTMYECKMX M TICHXOTPONHBIX JIEKAPCTBEHHBIX TmpenapatoB cnucka Il Ilepeunst B Bune
TPAHCAEPMAJBHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX NpenapaTroB cnucka Il
Ilepeuns, copep:kalMX HAPKOTHYECKOE CPEACTBO B COYETAHMM C AaHTArOHUCTOM ONHOWIHBIX
PeLenTopoB, NCUXOTPONHBIX JEKAPCTBEHHbIX Npenapartos cnucka Il Iepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPaTOB, COAEPIKAIIUX:

a) KOJIEWH WJIH €ro COJU (B MepecyeTe Ha YHCTOE BEIIeCTBO) B Kom4uecTBe 10 20 Mr BKIFOYUTENBLHO (Ha 1
103y TBEPAOH JIeKapCTBEeHHOM (hopMbl) miik B kKonmdecTse 70 200 mr BkmounTenbHO (Ha 100 mut wm 100
T KUAKOU JIEKAPCTBEHHOH (POPMBI JIsl BHYTPEHHETO MIPUMEHEHHS),

0) nceno3deprHa THAPOXJIOPHU B KOJMUECTBE, npeBbimaromem 30 mr, u 10 60 Mr BKIIIOUUTENBHO (Ha 1
T03Y TBEPIOH JIEKAPCTBEHHOM (hOPMBI);

B) niceBao3¢eapruHa TUAPOXIOPHU B KOJINYECTBE, MpeBbimaromeM 30 Mr, 1 70 60 Mr BKIFOUYUTENBHO B
COUYETaHUH C AEKCTpoMeTopdaHOM ruapoOPOMHUIOM B KOJWYecTBe, mpesbimaromieM 10 mr, u go 30 mr
BKJIFOUMTENBHO (Ha 1 103y TBEpAOH JIEKapCTBEHHOM (hOPMBI),

r) nekcrpomeropdana ruapodpomun B konmdectse a0 200 mr mouutenbHo (Ha 100 mu mm 100 1
JKUIKOH JIeKapCTBEHHOH (POPMBI 7151 BHYTPEHHETO IPUMEHEHUS ),

n) a¢eapuHa TUAPOXJIOPUA B KoudecTse, mpepbimatoineM 100 mr, u 1o 300 mr BkrouurensHo (Ha 100
wut win 100 1 KUIKOH JeKapCcTBEHHON (POPMBI IJIsi BHYTPEHHETO IPUMEHEHH ),

e) sdeapuHa THAPOXJIOPHUI B KOmuecTBe M0 SO Mr BKIIIOUUTENBbHO (Ha 1 103y TBEPIOU JIeKapCTBEHHON
hbopmer);
K) (QEHMJITPOMaHONAMHH B KOJMYECTBE O 75 MI BKJIIOYUTENIbHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU

¢dopmel) mu no 300 mr BriarounTenbHO (Ha 100 mi mim 100 T skMakoi JekapCTBEHHOH (GopMbl 1Ist
BHYTPEHHETO IPUMEHEHUS);



3) ¢eHobapOuTan B KOJMUECTBE A0 15 MI BKJIFOYUTENHLHO B COUETAHUHU C KOACHHOM (MJIH €r0 COJISTMH)
HE3aBUCHMO OT KoJnuecTsa (Ha 1 103y TBepaoi JiekapCTBEHHON (OpMBI);

u) ¢penodapburan B kojgudecTse 10 20 Mr BKIIIOUUTEIBHO B COYETAHHH C 3(PeIpPUHOM THAPOXJIOPUIOM
HE3aBUCHMO OT KoJnuecTsa (Ha 1 103y TBepaoii TekapCcTBEHHOH (POpMBI);

K) XJIODAMA3ETIOKCU/ B KoJuuecTBe, mpesbiuaromeM 10 mr, m n1o 20 mr BrmounTtensHO (Ha 1 mosy
TBEPIOH JIEKapCTBEHHOHN (HOPMBI);

3) NeKapCTBEHHBIX NPENapaToB WHAWBHUAYAJIBHOTO HM3TOTOBJICHUS, CONEPKAIIUX HAPKOTHYECKOE
CPEACTBO WM NCUXOTpornHOe BemecTBo crnmcka Il Tlepeuns, u npyrue papmMakoJOrHuecKue aKTHBHBIE
BEIIECTBA B J03€, HE MPEBBINAKNIEH BBICIIYIO pPa3OByHd MA03y, M MPH YCIOBUH, YTO OTOT
KOMOWHUPOBAHHBIN JIEKAPCTBEHHBIA IMpernapaTr He SBISETCS HAPKOTHYECKUM WJIHM TICHXOTPOITHBIM
JeKapCTBEeHHBIM IpenapatoM cnucka Il ITepeuns;

4) nexapCTBEHHBIX IMPENApPaTOB, BKIOYEHHBIX B MEPEYCHDb JIEKAPCTBEHHBIX CPEACTB ISl METULIMHCKOTO
NPUMEHEHHUs], TOMJIEKAIINUX MPEIMETHO-KOJIMYECTBEHHOMY YyUeTy (majiee - JISKapCTBEHHBIE Iperaparsl,
BKJIFOUEHHBIE B iepeueHsb [IKY).

10. Peuentypuerii 6mank ¢opmbl N 148-1/y-04(;1) odopmisercss mpu Ha3HAUYEHHH JIEKAPCTBEHHBIX
npenapaToB rpakaaHaM, UMEIOLIUM MPaBO Ha OeCIIaTHOE MOJYYEHHE JIEKAPCTBEHHBIX MPENapaToB HIIH
MOJIy4E€HHUE JIEKAPCTBEHHBIX MPETapaToB CO CKUIKOH.

11. PeuenTypsbiii Onank ¢popmer N 107-1/y opopmisercst npu Ha3HAYEHUH:
1) nekapCTBEHHBIX MPEMAPATOB, HE YKa3aHHBIX B MyHKTax 8, 9 Hacrosimero [lopsxka,;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPaTOB, COAEPIKAIIUX:

a) 5proTaMHUHa THAPOTAPTPAT B KOJHUUECTBE 0 5 MI' BKIFOUUTENBHO (Ha 1 03y TBEpOii JIeKapCTBEHHOM
hbopmer);

0) sdpeapuna runpoxnopun B kojmuectBe a0 100 mr BrmrouutenbHo (Ha 100 mu wim 100 T xupkoi
JIEKapCTBEHHOM (POPMBI 111 BHYTPEHHETO MPUMEHEHUS]);

B) mnceBnoddenpuHa ruApoOXIOpUA B KoaudecTBe, He mnpeBbimaromeM 30 mr (Ha 1 mo3y TBepmoi
JIeKapCTBEHHOH (hOpMBI);

r) mncesmod(denpuHa THAPOXJOPUA B KOJWYECTBE, HE mpeBblmaromeM 30 Mr, B COUETaHHH C
neKcTpoMeTophaHOM THAPOOPOMUAOM B KOJHUYeCTBe, TpeBbiatomeM 10 mr, u 10 30 MI BKJIFOUUTEIEHO
(1a 1 no3y TBepnOil NeKapCTBEHHON (POPMBI);

n) nexcrpomeropdana ruapoOpoMu B KonmuecTse, npesbimaromeM 10 mr, u 10 30 Mr BKIFOYHTEIHHO
(1a 1 no3y TBepnOil NeKapCTBEHHON (POPMBI);

e) ¢penobapburan B kKomuecTse, npesbimaromeM 20 mr, 1 10 S0 Mr BKIFOUYHTENHHO (Ha 1 103y TBepaoi
JIeKapCTBEHHOH (hOpMBI);

k) peHobapOuTan B kojamuecTse 10 20 MT BKIIFOYUTENILHO B COYETAHUHU C YPrOTAMHHOM THIPOTAPTPATOM
HE3aBUCHMO OT KoJnuecTsa (Ha 1 103y TBepaoii TekapCcTBEHHOH (POpMBI);

3) XJOopAua3enokcua B kojuuectBe n0 10 Mr BkimounMTenbHO (Ha 1 103y TBEpHOH JIEKapCTBEHHOMH
¢dbopmer).

12. Ilpu Ha3HayeHUW JEKAPCTBEHHOIO IpernapaTta WHAWBUAYAIbHOIO HW3IrOTOBJICHUS B peLENTe Ha
OymaxkHoM Hocutene u (wim) peuente B (QOpMe SJIEKTPOHHOTO JOKYMEHTAa HAWMEHOBAHHS
JIEKapCTBEHHBIX CPENCTB (BEIECTB), BKIOYEHHBIX B nepedeHb [IKY, ykaspiBaroTCs B Havajle peLenTa,
3aTEM - BCE OCTAJIbHBIE UHTPEUEHTBHI.

13. Tlpu Ha3HaueHUU JICKAPCTBEHHOTO Mpernapara B perente Ha OyMaKHOM HOcHTeJe U (MJTH) peLernTe B
¢dopMe 3IEKTPOHHOTO JOKYMEHTA 3aIpeIlaeTcsl MPEBBIIATh KOJINYECTBO HAPKOTHYECKUX CPENCTB HIIH
NICUXOTPOITHBIX BELIECTB, KOTOPOE MOXKET OBbITh BBIMHCAHO B OJHOM pELENTe, YCTAaHOBJIEHHOE
npunoxenueM N 1 k Hactosiemy llopsinky, 3a UCKIIIOUEHHUEM CIy4aeB, YKa3aHHBIX B MyHKTax 15 u 24



Hacroswero [lopsaaxka.

14. Ilpu Ha3Ha4YeHHUM JIEKapPCTBEHHBIX MPENapaToB, BKIHOYEHHBbIX B nepedeHb IIKY, nosa koropeix
NPEBLIIAECT BBICIIMH ONHOKPATHBIA MpHUEM, MEOUIMHCKHH pabOTHUK 0003Havaer 103y 3TOro
JEKapCTBEHHOTO TMperapara B pernente Ha OyMa)XHOM HOCHTENE IPOMUCHI0 C TPOCTABICHHUEM
BOCKJIMLIATEIIbHOTO 3HaKa W (WJIM) MPOCTABIsIET BOCKJIMLATENbHBIA 3HAK NMpU OPOpMIICHMH peLenTa B
(bopMe 3JTeKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX IpENapaToB, BKIOYEHHBIX B nepedeHb IIKY, npu
OKa3aHUM MAlUEHTaM, HYXXOAOLUMCA B [JIUTENIbHOM JICYCHHH, MEPBUYHONH MEAUKO-CAHUTAPHOU
MOMOINY W TMAJJIMATUBHOW MEIUIMHCKOH IOMOIIM MOJXET OBITh YBEJIUYEHO C Y4YETOM KJIMHHYECKUX
pekoMeHpauii He OoJjiee 4eM B 2 pas3a MO CPaBHEHHIO C KOJMYECTBOM HAPKOTHUECKHUX CPENCTB HIIU
NICUXOTPOITHBIX BEINECTB, KOTOPOE MOXKET OBITh BBIMHCAHO B OJHOM peLeNnTe, YCTAaHOBJICHHBIM
npunokeHueM N 1 k HacTosemMy Ilopsaaky.

B cnygasx, nmpemycMOTpeHHBIX ab3aleM NepBbIM HACTOSIIErO IMYHKTA, HA peLenTax Ha OyMa)KHOM
HOCHUTeJIe POU3BOAUTCS Haanuch "llo crenuanbHOMY Ha3HA4YEeHMIO", OTNEIbHO 3aBEPEHHAsl MOIIMHUCHIO
MEIUIUHCKOrOo pabOTHHKA W TMEeYaThbl0 MEOULMHCKOH opranmszauuu "Jlns pemenToB", Ha peuenTax B
dbopMe BIEKTPOHHOTO JAOKYMEHTa NpPOU3BOAUTCS oOTMeTka '"Ilo chenuanbHOMY Ha3Ha4YeHUIO" C
NPOCTABJICHUEM YCHJIEHHON KBATH()ULIMPOBAHHOHN 3JIEKTPOHHOM MOANICH METULITHCKOTO pabOTHHKA.

16. CocraB ekapCTBEHHOTO IpemnapaTta, JekapcTBeHHas popMa U oOpalieHne MEeAUILITHCKOTrO padoTHHIKA
K (apmaneBTuieckoMy pabOTHHKY 00 OTITyCKE JIEKAPCTBEHHOrO Iperapara Ha OyMaKHOM HOCHTEINe
O(l)OpMJ'I;II-OTC;[ Ha JIATUHCKOM WJIHW PYCCKOM SA3BIKE B POAUTCIBHOM TMAaACKe, 3a HCKIIHOYCHUEM
oopmiieHHs peLenToB B popMe 3JTEKTPOHHOTO JOKYMEHTA, OCYIIECTBISIEMOTO Ha PYCCKOM SI3bIKE.

[Ipu odopmneHnn penenTypHbIX OJaHKOB OMYCKAETCs UCIIONb30BaHUE COKpalneHull (mpuioxenne N 2
K Hactosiemy [Topsnky).

Ilpy Ha3sHayeHUM JEKApCTBEHHOrO Ipenapara HE JOMyCKAaeTCsl COKpalleHWe HauMEHOBAHWN
WHIPEIUEHTOB, COCTABJISIOIINX JIEKAPCTBEHHBIN MPenapar, He MO3BOJSOIINUX YCTAHOBUTD, KAKOW HMEHHO
JIEKapCTBEHHBIN Mpenapar Ha3HAYeH.

17. Ciocob nmpuMeHeHus JIEKapCTBEHHOTO Mpenapara 0003HavaeTcst C yKa3aHUeM IyTH BBEACHUS, O3B,
YacTOThI, BPEMEHH IpUeéMa OTHOCHTEIbHO CHa (YTpPOM, Ha HOYb) M €ro JUINTENbHOCTH, a s
JEKapCTBEHHBIX IPENapaTroB, B3aMMOACHCTBYIOIIMX C MHIIEH, - BPEeMEHH HX yHnoTpeOneHus
OTHOCHTEJIBHO MPUeMa MHIIH (10 €IIbl, BO BPEMsI €1Ibl, IIOCIIE €1IbI).

18. Ilpu HeoOXOAMMOCTH HEMEIJICHHOTO WJIM CPOYHOrO (B TE€YeHHE IBYX pabdouyuxX AHEH) OTHyCKa
JICKapCTBEHHOTO TIperapara MalueHTy B BepPXHEW dYacTh pementa Ha OyMaKHOM HOCHUTENe
MPOCTABJISIFOTCST 0003HadeHus "cito" (cpouHo) mam "statim" (HememaeHHO). AHATOTHYHBIE OO03HAYCHHS
MPOCTABJISIFOTCS] B BU/IE OTMETOK MpH 0QOpMIICHUH perienTa B OpMe 3JIEKTPOHHOTO JOKYMEHTA.

19. Tlpu odopmieHHH Ha3HAYEHHsI TOTOBOIO JIEKAPCTBEHHOIO Ipemnapara B perente Ha OyMaKHOM
HOCUTeNle WM pelente B (OpME 3JIEKTPOHHOIO JOKYMEHTA KOJIMYECTBO IEHCTBYIOIIMX BEINECTB
YKa3bIBa€TCS B COOTBETCTBUM C MHCTPYKLHUEH IO MEOUIMHCKOMY MPUMEHEHHIO JIEKapCTBEHHOTO
npenapata. JIonmyCcTUMO yKa3bIBaTh JTO3UPOBKY JIEKAPCTBEHHBIX MPENAapaTOB CUCTEMHOTO NeHCTBUS (IUIs
pe30opOTUBHOTO MpHUEMa) B TBEPABIX JEKAPCTBEHHBIX (popmax (Hampumep, TaOJIETKH, MOPOLIKH, KaTICyJIbl)
KaK COAep)KaHWe ONHOTO WJIM HECKOJNBKHX NEHCTBYIOIIMX BEINEeCTB B €AMHHUIAX MAacChl (B Ipammax,
MIULTArpaMMax). JIomyCTUMO yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOTO NEHCTBHS
(mast  pe3opOTHBHOrO NPHUMEHEHMs) B JKUAKHX JIEKAPCTBEHHBIX (opMax (Hampumep, pacTBOPHI,
CYCHEH3UH) KaK COAEP’KaHHE OJHOIO MJIM HECKOJBbKUX IEHCTBYIOLIMX BELIECTB B €AMHHULIAX MAacChl Ha
enuHAIy oO0beMa (HampuMep, MIUDIUTPAMM/MILULIIIIUTP) € YKa3aHueM oOmiero odbema JIeKapCTBEHHON

¢bopmBbL

[Ipu odopmieHnn Ha3HAYEHUS JEKAPCTBEHHOTO Mpernapara WHAHNBUIYAJTbHOTO M3TOTOBJICHUS B PeLeNTe
Ha OyMaXHOM HOCHUTENe Wi perente B (OpMe DJIEKTPOHHOTO MOKYMEHTa KOJUYECTBO TBEPIBIX U
ceimyunx (hapMaleBTUYeCKUX CyOCTaHmmii ykaseiBaercs B rpammax (0,001; 0,5; 1,0), kunkux - B
MUJUTHJIATPAX, TPaMMaxX M Karjisix.



20. Penentsl Ha OyMaXHOM HocuTene, B (pOopMe 3IEKTPOHHOrO IOKYMEHTa, OQOpPMIIEHHBIE Ha
penentypHom Onanke ¢opmbl N 148-1/y-88 u mpenHasHadeHHBbIC ISl OTIYCKA JIEKAPCTBEHHBIX
MpenapaToB, NPEeayCMOTPEHHBIX NOANYHKTaMu 1 - 3 myHkTa 9 Hacroswero llopsaka, 1eiCTBUTENbHBI B
TedyeHue 15 nHei co gHs oQopMIISHHUSL.

21. Penentsl Ha OyMaXHOM HocuTene, B (pOpMe BIEKTPOHHOrO IOKYMEHTa, OQOpPMIIEHHBIE Ha
penentypuom Onanke ¢opmbl N 148-1/y-04(;1) u npenHasHaueHHBbIE JUIsI OTHYCKA JIEKAPCTBEHHBIX
MpenapaToB rpaxaaHaM, ykazaHHbIM B nyHkTe 10 Hacroswero Ilopsaka, neiictButenbHbl B TeueHue 30
IHEN co IHs opopMIIeHHS, 32 UCKIFOUEHUEM ClTy4aeB O(pOPMIICHUS peLienTa B COOTBETCTBUU C MyHKTAMHU
38 u 39 nacrosimero Ilopsiaka, Mpu KOTOPBIX OH AEHCTBUTENEH B TeueHUe 15 nHel co aHsA opopMieHus.

22. Penentsl Ha OyMaXHOM HOCHTENe, B (OpPME BJIEKTPOHHOTO IOKYMEHTa, O(pOpPMIIEHHBIE Ha
penentypuom Onanke ¢opmbl N 148-1/y-04(;1) u npenHasHaueHHBbIE JUIsI OTHYCKA JIEKAPCTBEHHBIX
MpenapaToB IrpakJaHaM, JOCTUIIIMM IEHCHOHHOI'O BO3pacTa, WHBAIWAAM MEPBOM TPYyNNbl, AETAM-
UHBAJIMAAM, a TaKkKe TpakgaHaM, CTPajarollUM XpPOHHYECKUMH 3a00JeBaHUSIMH, TPeOYIOIUMU
IUTUTENIbHOTO KYPCOBOT'O JICUEHUsI, NeHCTBUTENbHbI B TeueHne 90 nHel co naHA oQopMileHHs, 3a
UCKJIFOYEHHEM CJIy4aeB, yKa3aHHbIX B NOyHKTax 38 u 39 Hacrosmero llopsnka, mpu KOTOpPBIX OH
neficTBUTENEH B TeueHue 15 nHel co qus ohopmiteHus.

Jlns nedeHust XpOHUIeCKHUX 3a00JIeBaHUI YKa3aHHBIM KaTErOPUsIM IPak/iaH JICKAPCTBEHHBIE MPEnapaThl C
oopmiieHHEM pelenToB Ha OyMakKHOM HOCHTENE WM PEeLenToB B (OpME 3JIEKTPOHHOTO AOKYMEHTa
MOTYT Ha3HA4aTbCs Ha Kypc jeueHus 10 180 nHei.

23. Penentbl Ha OyMaXHOM HOcHUTeNne, B (OpPME BJIEKTPOHHOTO IOKYMEHTa, O(pOpMIIEHHBIE Ha
peuentyproM Onanke Gopmer N 107-1/y u npenHa3HaueHHBIE IS OTITYCKA JIEKAPCTBEHHBIX MPENapaTos,
NpeayCMOTpeHHbIX NYHKTOM 11 Hacroswmero Ilopsaka, neicteurenbHbl B TedeHue 60 gHel cO OHA
oopmiieHusl.

HpI/I Ha3HA4YCHUHN I'OTOBBIX JICKAPCTBCHHBIX npenaparon u JICKAPCTBCHHbIX npernapaTroB
WHAWBHUYAJIbHOTO MU3TOTOBJICHUS MAlMEeHTaM ¢ 3a00JieBaHUSMH, TPEOYIOIIMMH JUTUTEIbHOTO KYPCOBOTO
JeueHust, ¢ opopMiIeHHeM Ha peuenTtypHoM Onanke Gopmbel N 107-1/y penenta Ha OyMakHOM HOCHUTEIE
WM B (hOpMeE 3JIEKTPOHHOTO JOKYMEHTA YCTAaHABJINBACTCS CPOK ACHCTBUS PELeNITa B IPeAesax A0 OJHOTO
rora.

B cnydae ycraHOBieHUs CpOKa JECTBUS pelienTa B Ipeesax A0 OJHOIO roja B peLenTe IpOou3BOAUTCS
Hanmuck: "[lo cnenmanpHOMY HasHa4deHHIO", 00O3HAYAETCS CPOK AEHCTBUS pelenta U MePpUOAHYHOCTD
OTIyCKa JIEKApPCTBEHHBbIX IIpeNapaToB M3 aNTe4yHOH OpraHuM3allud WM MHIUBUAYaJbHBIM
NpeANpPUHIMATENEM, HMEIOIIUM JIMLIEH3HI0 Ha (apMaleBTUYECKYIO [eATENbHOCTh (€KEHEHENbHO,
€KEMECSIYHO U HMHbIe Mepuosbl). JIOMOTHUTEIBHO 3TO YKa3aHUE 3aBEPSETCS MOMMUCHI0 METULIMTHCKOTO
pabOTHHUKA, a TAaK)Ke MeYaThi0 MEAMLIMHCKON opranm3anuu "Jlns penentos” (s penenTta Ha OyMaKHOM
HOCHUTEJIE) WM YCHJIEHHOH KBaTM(HUIUPOBAHHON 3JIEKTPOHHOHN MOANUCHI0 MEIUILIMTHCKOTO Pa0OTHUKA H
JHIa, YIOJHOMOYEHHOTO 3aBEPATh JOKYMEHTBI OT MMEHHM MEOMIMHCKOH OpraHu3auuu (As peuenta B
(bopMe 3JIeKTPOHHOTO TOKYMEHTA).

24. Peuentsl Ha JEKapCTBEHHbIE NpENapaThl, BKIIOYeHHbIE B niepedeHb 1IKY, a1 nedenus nanueHTos ¢
XPOHHUYECKUMH 3a00JIEBAHUAMHU MOTYT OQOPMIIATHCS Ha KypcC JieueHus 10 60 qHei.

B cnyuae, xorma xypc jedeHus cocrapisier Oojiee 30 mHel, NOMOJHUTENBHO B pelentax Ha OyMakHOM
HocuTene mnpousBoauTca Haanuck "[lo  cnenuanbHOMY Ha3HaueHHUIO", 3aBepeHHasl MOJIHUCHIO
MEIUIUHCKOrOo pabOTHHKA W TMEeYaThbl0 MEOULMHCKOH opranmszauuu "Jlns pemenToB", Ha peuenTax B
dopMe DBIEKTPOHHOTO JOKYMEHTa Mpou3BOauTCsS OTMeTrka '[lo crenuanbHOMY Ha3HAYEHHIO"! C
NPOCTABJICHUEM YCHJICHHOH KBAJU(UIMPOBAHHOW 3JEKTPOHHON MOANMMCH MEIUIMHCKOrO pabOTHHKA H
JUIA, YIIOJHOMOUYEHHOTO 3aBepsTh JOKYMEHTHI OT UMEHU MEULMHCKOM OpraHu3aluu.

25. Penient Ha OymMaskHOM HOcHTelNe B (popMe 3JIEKTPOHHOTO NOKYMEHTa, OOPMIIEHHBIN C HAPYILICHHEM
YCTaHOBJIEHHBIX HAacTOSIINM [Topsimkom TpeOOBaHMIA, CHUTAETCS] HEIEHCTBUTEIbHBIM,



II1. HazHaueHue JIeKaPpCTBEHHBIX NPENapaToB MPH OKA3aHUU NEPBUYHOI
MEANKO-CAHUTAPHOI MOMOIIH, CKOPOl MeIHIIMHCKON MOMOIIHU U
NAJJIHATUBHON MeAMIIHHCKOM MOMOIIH

31. Ilpu oxa3aHUM NMEPBUYHON MEAUKO-CAHUTAPHON MOMOIIM U NMAJIMATUBHON MEAULMHCKON MOMOILH B
aMOyJIaTOPHBIX YCJIOBHSIX HA3HAYEHHE JIGKAPCTBEHHBIX MPEMapaToB OCYMIECTBIISIETCS MEIULIMHCKHM
pabOTHUKOM B CJIy4asix THIMYHOTO Te4YeHMs 3a00JieBaHMs TMAIlMEHTa MCXOAS U3 TSDKECTH M Xapakrepa
3aboneBaHmMsL.

32. Ha3HaueHHe JI€KapCTBEHHBIX MpPENapaToB IO PEIIEHHIO BpadeOHOW KOMUCCHH TIPU OKa3aHUH
MEPBUYHON MEIUKO-CAHUTAPHON MMOMOINY, MAJUIMATUBHON MEOUIIMHCKOW TOMOIIM B aMOyJIaTOPHBIX
YCJIOBUSIX NPOU3BOAUTCS B CIyHasX:

1) OOHOBPECMCHHOI'O HA3HAUYCHUA OAHOMY MMAUCHTY ITATH U Oonee JICKAPCTBCHHBIX MPEIApaTOB B TCUHCHUE
OOHHUX CYTOK WJIK CBBILIC ACCATU HaMeHOBaHWIl B TeUEeHHE TpUALATH I[HGfI;

2) Ha3HAuUeHHs JICKAPCTBEHHBIX NPENMapaToB MpPHU HETUIUYHOM TEUEHUH 3a00JIeBaHUs, HAIMYUU
OCJIOKHEHWH OCHOBHOTO 3a0oneBaHHMss W (WJIM) CONYTCTBYIOIUMX 3a00J€BaHMH, NPU HA3HAYEHUHU
JICKAPCTBCHHLIX MPE€TIapaTos, 0CODOEHHOCTH BSaHMOHeﬁCTBHﬂ U COBMECTHUMOCTU KOTOPBIX COrIaCHO
HHCTPYKLIUAM MO HUX MPUMCHCHHUIO MPUBOAAT K CHUXKCHUIO 3(1)(1)6KTI/IBHOCTI/I 1 0e30MacHOCTH JIEUEHUS
ImannrueHTa u (I/IJ'II/I) CO31Aar0T MOTCHUUAJIBHYO OITACHOCTD AJIA YKU3HU U 3J0POBbS MALIUCHTA,

3) mepBUYHOrO Ha3HAUEHHs MALUEHTY HAPKOTHYECKHX U TCHXOTPONHBIX JIEKAPCTBEHHBIX IMPETapaToB
cnuckoB 11 u I Ilepeuns (B ciyuae NpUHATHS PYKOBOAMUTENEM MEIUIIMHCKON OpraHM3alU{ PEIIEHUs O
HEOOXOIMMOCTH  COIJIaCOBaHMsI HA3HAYEHUS TAKUX JIGKAPCTBEHHBIX IMPernapaTroB C BpaueOHOM
KOMUCCHEN).

33. IloBTOpHOE Ha3HAUYEHHE HAPKOTHUYECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB CIUCKOB Il u
1T TlepeyHst MPOU3BOAUTCS METUIIMHCKUM PaOOTHUKOM CaMOCTOSITENBHO MM €IUHOJIUYHO Oe3 ydacTus
BpaueOHOM KOMHCCHU MAlMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHIPOMOM JIIOOOTO reHes3a, HapyLIeHHEeM
CHa, CYIOPOKHBIMH COCTOSTHMSIMH, TPEBOXKHBIMH paccTpoiicTBamMu, (HoOHAMH, TMCHXOMOTOPHBIM
BO30Y KICHHEM.

34. Ilpu oOka3aHMU CKOPOHM MEOULMHCKON MOMOIIM JIEKAPCTBEHHbIC IIpEenapaTbl HA3HAYAOTCA
MENIUIMHCKUM pPaOOTHUKOM BBIE3THOW Opuragbl CKOpPOW TMOMOINM, MEAUIIMHCKUM PabOTHUKOM
MEIUIMHCKOW OPTaHM3alMKM TPU OKA3aHWUU MEIUIIMHCKOW MOMOINM TpaKIaHaM Mpu 3a00JIeBAHUSX,
HECUACTHBIX CIydasiX, TpaBMaX, OTPABJCHUSX M JAPYTUX COCTOSHUSIX, TPEOYIOIUX CPOYHOrO
MEIULIMHCKOrO BMEIIATENbCTBA.



