MUHHCTEPCTBO 3/IPABOOXPAHEHUS
POCCHMICKOMH ®EJEPAIIUHA

(MHUH3PAB POCCHN)

o NPUKA3
/4”}4//%71@’ 204 J= e % 41y

MBHHCTEPCTRO FOCTHLMH POCCHRCKOR PEAEPALUN

SAPLITHCTPUPOBAHO
Peruerpaunonsii No 2 %/ 7 gé
o Z0eLL 2 I WG,

06 yTBep:xaeHnHn
NOPAAKA HA3HAYEHHH JIEKAPCTBEHHBIX MPENapaTos,
thopm penenTypHbIX 6;1aHKOB Ha JIeKapCTBeHHbIE MPeNapaThl,
nopsiika 0popMJICHHS YKA3aHHBIX OJIAHKOB, HX Y4eTa H XPaHEHHS

B coorserctBuM ¢ myHkTOM 16 wactm 2 crtateu 14 DemepabHOTO 3aKOHA
oT 21 Hos6ps 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHbl 3OPOBBS TI'paXKAaH
B Poccuiickoit @enepanuu» (Cobpanue 3akoHomarenbeTBa Poccuiickoit @eneparum,
2011, Ne 48, ct. 6724; 2013, Ne 48, ct. 6165; 2014, Ne 30, ct. 4257; Ne 49, ct. 6927;
2015, Ne 10, ct. 1425; Ne 29, cr. 4397; 2016, Ne 1, ct. 9; Ne 15, cr. 2055;
Ne 18, c1. 2488; Ne 27, cr. 4219; 2017, Ne 31, ct. 4791; Ne 50, ct. 7544, 7563)
u mnoamyHktamu 5.2.177, 5.2.179 u 5.2.180 Ilonoxenus o MuHucrepcrae
3npaBooxpaHeHus Poccuiickoit @Depnepalldd, YTBEPXIEHHOIO IIOCTaHOBJICHUEM
IIpaBurensctBa Poccuiickoit ®enepanuu ot 19 mrons 2012 r. Ne 608 (Cobpanme
3aKoHozarenbcTBa Poccuiickoir ®@eneparuu, 2012, Ne 26, ct. 3526; 2013, Ne 16,
cr. 1970; Ne 20,ct. 2477; Ne 22, ct. 2812; Ne 33, c1. 4386; Ne 45, ct. 5822; 2014,
Ne 12, ct. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, cT. 4969; 2015, Ne 2, ct. 491;
Ne 12, ct. 1763; Ne 23, ct. 3333; 2016, Ne 2, c1. 325; Ne 9, cT. 1268; Ne 27, c1. 4497; Ne
28, cT. 4741; Ne 34, ct. 5255; Ne 49,c1. 6922; 2017, Ne 7, cT. 1066; Ne 33, cT. 5202; Ne
37, ct. 5535; No 40, ct. 5864; Ne 52, cr. 8131; 2018, Ne 13, ct. 1805; Ne 18,
cT. 2638; Ne 36, c1. 5634; Ne 41, c1. 6273),npH K a3 b Bao:

1. YTBepauTs:

HOPSIIOK Ha3Ha4YeHHS JIEKapCTBEHHBIX IIpernaparoB COTJIaCHO
npuiIoXkeHuro Ne 1;

dbopMBI perlenTypHBIX OJIAaHKOB Ha JIEKapCTBEHHBIE IIPEHapaThl COIIACHO
npunoxeHuro Ne 2; 4

nopsok odopMiIeHNsl peleNTypHbIX OJIaHKOB Ha JIeKapCTBEHHbIE IIperapats!,
WX y4ueTa U XpaHEHUs COTJIacCHO MpUIoXkeHHo Ne 3.




2. Ilpu3HaTh yTpaTUBIUUMU CHILY:

npuka3  MuHucTepcTBa  3ApaBooxpaHeHust  Poccuiickoit = ®epepanuu
or 20 pgexabps 2012r. Ne1175H «O06 yTBepXAeHMM TOpsAAKa Ha3HAYEHUS
U BBINKMCHIBAaHUA JIEKAPCTBEHHBIX IIpenaparoB, a Takke (opM peLenTypHBIX OJIaHKOB
Ha JIEKapCTBEHHBIE Npenaparsl, nopsaka ohopMIIeHHs YKa3aHHBIX OJIaHKOB, UX ydeTa
U XpaHeHUsD» (3aperucTpupoBaH MuHHCTepcTBOM IOCTHINHM Poccuiickoit @enepaiyn
25 utons 2013 r., peructpanuonHbli Ne 28883);

IYHKT 2 U3MEHEHUH, KOTOpble BHOCATCS B IlopsaIoK co3laHUs U JEATENBHOCTH
BpaueOHON KOMHCCHHM MEAMLMHCKOW OpraHu3aliid, YTBEpXACHHBIN MpHKa3oM
MunncTepeTBa 34paBOOXPaHEHHs U COLUAIBHOTO pa3BuTus Poccuiickoit Penepanyu
ot 5 Mas 2012 r. Ne 5028, u B [lopsanok Ha3Ha4YeHNS ¥ BBINMCHIBAHUS JICKAPCTBEHHBIX
IpenaparoB, yTBEPKAeHHBIH ITpuka3zoM MUHUCTepCTBa 3ipaBooxpaHeHus Poccuiickoii
®epneparyu ot 20 nexabps 2012 r. Ne 11751, yrBepkIeHHBIX pruKa3oM MUHHCTEpCTBA
3npaBooxpaneHuss Poccuiickoit ®@epmepanuu ot 2 nekabps 2013 1. Ne 886H
(3aperucTpypoBaH MuHHCTEPCTBOM IOCTHLIUY Poccuiickoit Oenepanuu
23 nexabps 2013 r., peructparuionssiii Ne 30714);

npukas  MuHucTtepcTBa  3OpaBooxpaHeHHMs — Poccuiickonn = ®Dexnepanuu
oT 30 mrons 2015 r. Ne 386H «O BHeceHUM HM3MEHEHUH B IPUIIOKEHMs K IPUKA3Y
MunncrepctBa 3apaBooxpanenus Poccuiickoit @enepanu ot 20 mexabps 2012 r.
Ne 11751 «O06 yTBepXIeHUH MOpsAKa HA3HAYEHUS M BBIHUCHIBAHMS JIEKaPCTBEHHBIX
TpenaparoB, a Takxke (OpM peLeNTypHBIX OJIaHKOB Ha JIEKApCTBEHHBIE IIpenapaTsl,
nopsika opopmiieHHs YKa3aHHbBIX 0J1aHKOB, HX y4eTa M XpaHEHUs» (3aperuCTpUPOBaH
MunucrepctBoM  toctuimu  Poccmiickoii  ®epepaumm 6 aBrycta 2015 T,
peructpaunoHHblit Ne 38379);

myHKT 1 W3MeHeHUH, KOTOpble BHOCATCA B IIpHKa3 MuHHCTEpCTBa
3npaBooxpaneHuss Poccuiickoit ®@epepauuu ot 20 nexabps 2012r. Ne 1175H
«O0 yTBepXI€HUU NOPAAKa HA3HAUYECHUS U BBINUCHIBAHUS JIEKAPCTBEHHBIX NIPENapaToB,
a TaKke (QOpM peLenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE IIpenaparthl, MOPsKa
oopMmieHus yKa3aHHBIX OJ1aHKOB, 1754 ydera " XpaHEHUSD)
1 npunokeHne Ne 2 K mpukazy MuHuctepcrBa 3apaBooxpaHeHus Poccuiickoin
®epepammu ot 1 aBrycra 2012 r. Ne 541 «O6 yTBepxkIeHUH GOpMEI OJ1aHKOB PELIENTOB,
CoZlepXaliX Ha3HA4YeHHEe HapKOTUYECKUX CPEACTB HIIM IICUXOTPOIHBIX BELIECTB,
nopsiiKa X M3TOTOBJICHHUS, pacnpeneneHus, pEerucTpanmy, ydeta
1 XpaHeHHs, a Taloke IMpaBuil 0GOopMIICHHS», yTBEPKIEHHBIX IpHKa3oM MHUHHCTEpCTBa
3apaBooxpaHeHuss Poccuiickoit ®@epmepauuu ot 21 ampenss  2016r.  Ne 254n
(3aperucTpupoBaH MuHUCTEPCTBOM  IOCTULUHU Poccuiickoit ®enepauuu
18 mrons 2016 r., peructpauroHHbIi Ne 42887);

IIyHKT 5 W3MEHEHHUH, KOTOphle BHOCSTCS B HEKOTOpbIE IpHKa3sl MUHHCTEPCTBA
30paBOOXpaHEHHs W  coluanbHoro  pa3Butusi  Poccuiickoit ~ ®epepaunu
u MuHucTtepcTBa 3ApaBooxpaHeHus Poccuiickoii dPepepauyyi 1o  BOIpocaM
ofpalleHHs JIeKapCTBEHHBIX IIPENapaToB, COAEPXKAILUX HApPKOTUYECKUE CPEICTBA,



¥

IICUXOTPOIIHBIC BEIIECTBA U UX IIPEKYPCOPHI, U JIEKAPCTBEHHBIX CPEICTB, HOIEKAIIMX
NPEAMETHO-KOJIMYECTBCHHOMY YyYeTy, YTBEP)KICHHBIX IpPHKa3oM MHUHHCTEPCTBA
3apaBooxpaHeHus Poccuiickot ®enmepanuu ot 31 okta6ps 2017 r. Ne 882m

(3aperucTpupoBaH MuUHHCTepCTBOM FOCTHIMM Poccuiickoii ®emepauuu 9 sHBaps
2018 r., peructpanuonHsIit Ne 49561).

Munuctp B.A. CkBopioBa




IIpunoxenue Ne 1
K nprkasy MuHucrepcTBa 34paBOOXpaHEHNUS
Poccuiickoit @eaepanu

or/yﬂgéf i NQIZ//

Hopsaaok
Ha3HAYEHHS JIEKAPCTBEHHBbIX NpenapaToB

I. O6mme nosoxxeHus

1. HacToammii nopsaok ycTaHaBIHBaeT NpaBHIa HAa3HAYEHHS JIEKAPCTBEHHBIX
IpenapaToB s MEAULIMHCKOrO MpPUMEHEHHs (Hajee — JIEKapCTBEHHBIE Iperaparhl)
1 0QOpMIIEHUS UX HA3HAYEHUS NP OKa3aHMH MEIUI[HHCKON IIOMOIIH B MEIUIIMHCKHX
opraamzanusx’.

2. Ha3naueHue NeKapCTBEHHBIX IIPENApaToOB OCYLIECTBIAETCS JIEYA[M
Bpa4yoM, (enpAliepoM, aKylmIepKod B CIydae BO3J0XKEHHS HA HHMX IIOJHOMOYMMH
Jevyamiero Bpaya B IOpAAKE, YCTAHOBIEHHOM IIpHKa3oM MMHHCTEpCTBa
3IpaBOOXPAHEHHA M COLMANIBHOTO pa3BUTHsl Poccuiickoit ®enepanmu ot 23 mapta 2012
r. Ne 252 «O06 ytBepxnenun Ilopsiaika BosioxeHHS Ha (epiiiepa, aKylIepKy
PYKOBOJHUTEJIEM MEIULIMHCKON OpraHU3alliy NpH OpraHu3aliy OKa3aHUs MepBUYHON
MEIMKO-CAaHUTApHOU IIOMOIIY M CKOPOU MEIULHMHCKON MOMOIIM OTASIBHBIX (PYHKIUI
JieJallero Bpaya I10 HEIOCPEACTBEHHOMY OKa3aHHI0 MEAUIIHHCKON ITOMOIIY MAIlUEHTY
B NepHOj HaOJIOACHUS 3a HUM M €ro JIeYeHHSA, B TOM YHCJIEe 0 HAa3HAYECHHUIO U
IIPUMEHEHHUIO JIEKapCTBEHHBIX IPENapaToB, BKIIFOYas HAPKOTHYECKHE JIEKAPCTBEHHbBIE
npemnapaTtsl M IICHXOTPOIHBIE JIEKAPCTBEHHBIE IMPEMApaThDy >, HHAUBHILYAILHBIMU
[IPEINPHHAMATENIMH, OCYLIECTBISIONIMMA MEIULMHCKYIO IeATeIbHOCTh (lajee —
MeIULMHCKHE PaOOTHHKH).

3.CBeneHus 0 Ha3HAYCHHOM JIEKApCTBEHHOM TIperiapaTe (HaMMEHOBaHHE
JIEKapCTBEHHOIO Ipenapara, AO3UPOBKa, CIOCO0 BBeJCHUS W IPUMEHEHUS, PEKUM
JO3UPOBaHMs, IPOJAOJDKUTENBHOCTh JiedeHHss H  0OOCHOBaAHME  Ha3HAYEHUS
JIEKapCTBEHHOIO IIperapara) BHOCSATCS MEAWLHMHCKAM PaOOTHHUKOM B MEIUILIMHCKYIO
JOKyMEHTALUIO MallieHTa.

B cnyusasx, ykazanueix B myHKTax 9-12 Hactosmero Ilopsiika, MeIULIMHCKUN
paboTHUK odopMIIsieT Ha3HAYEHWe JIEKAPCTBEHHBIX I[IPENapaToB, B TOM YHUCIE
NOJJIe)KAIIMX W3TOTOBIEHUIO W OTIYCKY AalTEeYHBIMH OpraHu3alusMu (Janee —
JIeKapCTBEHHBIE Mpenaparbl HWHAWBUIYaNbHOTO H3TOTOBIIEHUSA), Ha pELENTypPHOM
OnaHke, oopMIIEHHOM Ha OyMa)XHOM HOCHTEJIE 332 CBOEH IMOJIMUCKHIO (Aajee — pelenT
Ha OyMa)XHOM HocHuTene), W (WIM) C COTJIACHs MAIMEHTa WJIH €ro 3aKOHHOIO

Tlynkr 11 crathu 2 ®enepanbroro 3akoHa ot 21 Hoa6pa 2011 r. Ne 323-®3 «O6 0CHOBaX OXpPaHbI 370POBbS IPAXKAAH
B Poccuiickoii @enepammu» (Cobpanue 3akoHoaaTenbeTBa Poceuiickoit @eneparnun, 2011, Ne 48, ct. 6724; 2016, Ne 1, cT.
9, 28; 2017, Ne 31, cT. 4791).

2 3aperucTpupoBaH MuHHCTEpcTBOM tocTHiMH Poccuiickoii ®enepammu 28 anpens 2012 T., perucTpalMOHHBIH
Ne 23971, ¢ u3MCHEHMAMH, BHECEHHBIMH TpHKa3oM MuHHCTepcTBa 3ApaBooXpaHeHMs Poccuiickoit Peaepaluu
oT 31 okrsa6ps 2017 r. Ne 882H (3aperucrpuposan MunucrepctBoM roctuimn Poccuiickoit Gepepamnnm 9 supaps 2018 r.,
perucTpanuoHHbI Ne 49561).
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IpefCTaBUTENs ° HA peLenTypHoM Onanke B (OpMe 3JICKTPOHHOrO JOKyMEHTa
C HCIONB30BAaHWEM YCIIEHHOW KBaIM()HIMPOBAHHOH 3JIEKTPOHHOH IOIMHCH
MeIUIMHCKOro paGoTHYKA (fajiee — pelenT B JopMe 3/IeKTPOHHOTO JOKYMEHTa).

Peuent B (OpMe OJIEKTPOHHOrO JIOKYMEHTa, COAEPXKAlllMi Ha3HAYCHHe
HAPKOTHYECKAX  CPEACTB ~ HJIM  TCHXOTPONHBIX  BEINECTB,  MOJIHCHIBACTCA
C HCIOJB30BAaHMEM YCHIEHHOW KBalM(HIMPOBAHHOW 3JIEKTPOHHOH IOATHCH
Jedamiero Bpaua WM (ebAlepa, aKyllepkd, Ha KOTOPBIX BO3JOXKEHB! (yHKIUHM
JieYalero Bpava, ¥ COOTBETCTBYIOIIEH MEUIIMHCKON opranu3zanuu’.

OdopmiieHne pelentoB B (HopMe 3IEKTPOHHBIX JOKYMEHTOB OCYIIECTBIIACTCA
B CIIy4ae IPUHSTHS yIOJHOMOYEHHBIM OPTaHOM HCIONHUTENBHOM BIACTH cyOBeKTa
Poccuiickoii ®efepanid B COOTBETCTBHH C IyHKTOM 4 cTathu 6 ®enepanbHOro
sakoHa ot 12 anpens 2010 r. Ne 61-03 «O6 obparueHu# 1eKapCTBEHHBIX CPECTB»
pelreHrss 00 MCMONb30BaHUKM Ha TEPPUTOPUH cyonsekra Poccuiickoit Denepauuu
Hapsily C PeleNTaMy Ha JICKapCTBEHHEIE NpenapaThl, 0GOPMICHHBIME Ha OyMa)KHOM
HOCHTENe, PelelTOB Ha JIeKapCTBEHHBIE IIpemaparsl, C(pOPMHUPOBAHHBIX B dopme
3JIEKTPOHHBIX JOKYMEHTOB.

4.TIpy BHIIMCKE TAlMEHTa U3 MEIWLMHCKOH OpraHM3aldd, B KOTOPOH
eMy OKa3blBalach MEMHMIMHCKAsd IIOMOIIb B CTAllHOHAPHBIX YCJIOBHAX, INaHHOMY
NAUMeHTy 1O  pPEleHHI0  DPYKOBOAWTENS  MENMLMHCKOH  OpraHH3alyy
HasHaualoTCs ¢ 0OPMIIEHUEM pellenTa B (GopMe dJIEKTPOHHOTO JOKyMeHTa M (HIH)
Ha GymaxHOM  HOocuTele (32  HCKIIOYEHMEM  OQOPMIICHMS — PELENTOB
Ha JIeKapCTBEHHBIE IIperiapaThl, MOIeXalHe OTIYCKy OecCIaTHO MIIH €O CKHUJKOH)
60 BBUIAIOTCA (TALMEHTY MM ero 3aKOHHOMY MpPEeNCTaBUTENIO) OJHOBPEMEHHO
C BBHIMHACKOH U3 HCTOpMH OONIe3HM JEeKapCTBEHHbIE MpenapaTbl, B TOM HHCIC
HAPKOTHYECKME ¥  IICHXOTPONHBIE  JICKapCTBEHHBIC —Mpenaparthl, —BHECEHHBIC
B criucku II u III nepednss HAPKOTHYECKHX CPENCTB, IMCHXOTPONHBIX BEINECTB M MX
TIPeKypCopoB, NOoIexaIux KoHTpomo B Poccuiickoil denepanuu, yTBEPKACHHOIO
nocraHopneHueM IlpasutenscTBa Poccuiickoit Penepanuu OT 30 urous 1998 T.
Ne 681° (manee — TlepeueHs), CHIBHOAEHCTBYIOLIHE JIE€KApPCTBEHHbIE Mpenaparhbl, Ha
CPOK IIprieMa IIalHEeHTOM 10 5 JIHEeH.

5. HasHaueHwe JIGKapCTBEHHBIX MPENaparoB NpH OKa3aHWM MeEJMIHHCKOMU
[IOMOILIM B CTAlAOHAPHBIX YCIOBHAX B TpeOOBaHMsIX-HAKIAJHBIX, HANpaBIIEMBIX
B amTeyHble OpraHW3alW¥, SBIAIOIIMECS CTPYKTYPHBIMH  IIOJpas[eneHUsIMH

3 B OTHOWIEHWM JHLA, YKa3aHHOTO B 4YacTé 2 cTathi 20 DenepajbHOro 3akoHa OT 21 mosbps 2011 r. Ne 323-03
«O6 OCHOBaX OXpaHbl 3HOPOBbA TpakmaH B Poccuiickoit Denepauym» (Cobpanme 3akoHomarenscTa Poccuiickol
®enepaunn, 2011, Ne 48, ct. 6724; 2013, Ne 48, cT. 6165; 2017, Ne 31, cT. 4791).

4 Yacrp 1 crateu 26 PenepansHoro 3akosa oT 8 smeapa 1998 r. Ne 3-03 «O HapKOTHYECKMX CpPEACTBax
¥ IICHXOTPOMHBIX BemecTBax» (CobpanHue 3aKOHONATeILCTBA Poccuiickoit ®enepamn, 1998, Ne 2, ct. 219; 2003, Ne 27,
cr. 2700; 2011, Ne 49, c1. 7019; 2013, Ne 48, ct. 6165; 2016, Ne 27, cT. 4238; 2017, Ne 31, cT. 4791).

5 Cobpanme 3akoHofaTenscTa Poccuiickoit @enepauuy, 2010, Ne 16, ct. 1815; 2012, Ne 26, cT. 3446; 2017, Ne 31,
cT. 4791.

6 Cobpanre 3aKkoHOmaTenbCcTBa Poccuiickoit @enepaluy, 1998, Ne 27, ct. 3198; 2004, Ne 8, cr. 663; Ne 47, cT. 4666;
2006, Ne 29, ctT. 3253; 2007, Ne 28, cr. 3439; 2009, Ne 26, ct. 3183; No 52, ct. 6572; 2010, Ne 3, cr. 314; Ne 17,
cr. 2100; Ne 24, c1. 3035; Ne 28, cr. 3703; Ne 31, c1. 4271; Ne 45, ct. 5864; Ne 50, ctr. 6696, ct. 6720; 2011, Ne 10,
cr. 1390; Ne 12, cr. 1635; Ne 29, ct. 4466, ct. 4473; Ne 42, cT. 5921; Ne 51, c1. 7534; 2012, Ne 10, ct. 1232; Ne 11,
cT. 1295; Ne 19, c1. 2400; Ne 22, cT. 2864; Ne 37, ct. 5002; Ne 41, ct. 5625; Ne 48, cT. 6686; Ne 49, cr. 6861; 2013, Ne 6,
cT. 558; Ne 19, c1. 953; Ne 25, cr. 3159; Ne 29, cr. 3962; Ne 37, cr. 4706; Ne 46, cr. 5943; Ne 51, cr. 6869; 2014, Ne 14,
cr. 1626; Ne 23, cr. 2987, Ne 27, cr. 3763; Ne 44, cr. 6068; Ne 51, cr. 7430; 2015, Ne 11, cr. 1593;
Ne 16, cr. 2368; Ne 20, cT. 2914; Ne 28, cr. 4232; Ne 42, cT. 5805; 2016, Ne 15, ct. 2088; 2017, Ne 4, ct. 671; Ne 10,
c1. 1481; Ne 23, cT. 3330; Ne 30, ct. 4664; Ne 33, ct. 5182; 2018, Ne 27, cT. 4071.
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MEQUIMHCKOH OpraHu3alldM, B KOTOPOH OKa3bIBAaeTCA MEIUIWHCKAs IIOMOMIb,
ocymecTeisercs B cootBercTBud ¢ MHCTpykumued O MOpSAKe BBIMMCHIBAHMA
JNIEKApCTBEHHBIX MPENapaToB M OGOPMIEHHS DPELENTOB M TpeOOoBaHUN-HAKIAIHBIX,
yTBEpIKIEHHON NprKa3oM MHEHHCTEPCTBa 31PaBOOXPAHEHHUS U COLMAIBHOTO Pa3BHTHS
Poccuiickoii ®eneparmu ot 12 despans 2007 r. Ne 110 «O mopszxe HasHaYCHH
M BLINVMCHIBAHMUS JIEKAPCTBEHHBIX NPENapaToB, U3/eNUi MEAMLIUHCKOrO Ha3HAYCHMS
¥ CIIELHAM3HPOBAHHBIX [IPOIYKTOB JIe4eOHOro IUTaHUSD .

6. HaznaueHne JEKapCTBEHHBIX IIPENaparoB OCYLIECTBIACTCA MEAULHHCKMM
paGOTHHKOM 10 MEXIyHAPOAHOMY HENaTeHTOBAHHOMY HAaWMEHOBAHMIO, & IIpH ero
OTCYTCTBMM — TIPYIIHPOBOYHOMY MIH XHMMYECKOMY HAHMEHOBAHHIO. B cinyuae
OTCYTCTBHSA MEXIyHapOITHOTO HEMaTeHTOBAHHOr0 HAUMECHOBAHMST 1 TPYIITMPOBOTHOTO
WM XAMHYECKOTO HAMMEHOBAHHS JEKapCTBEHHOIO Iperapara, JIeKapCTBeHHBIX
npenapar Ha3HA4aeTcs MEJUIMHCKUM PabOTHUKOM 110 TOProOBOMY HaHMEHOBAHHMIO.

ITpn HaJIMIiU METUIAHCKUX TIOKa3aHui (vHIUBUYATBHANA
HENEPEeHOCHMOCTb, 10 JKM3HEHHBIM TMOKA3aHMsIM) IO  PEIICHHIO BpaueOHON
KOMACCHHM MeTHIIMHCKO} OpraHM3aIlMK® OCyIIECTBIETCS HasHaueHne U opopMIIeHHe
HA3HAUCHHS JTeKAPCTBEHHBIX IIPENapaToB, HE BXOISIIMX B CTaHIAPTHL MeEIHIIUHCKON
[IOMOINM, pa3pabOTaHHBIX B COOTBETICTBHH C  IyHKTOM 4 cratem 10
OegnepansHoro 3akoHa oT 21.11.2011 Ne 323-03 «0O06 ocHOBax OXpaHBbI
370pOBbs rpaxIaH B Poccuiickoi denepanun»’, TM0O 10 TOPrOBBIM HAUMCHOBAHHUAM.
Pemrenyie  BpadeGHOM KOMHCCHM — MEIULHMHCKOM — OpraHu3alyy bukcupyercs
B MeIMIIMHCKOM JOKyMEHTAILWH TIallKeHTa | B XypHaye BpadeOHOH KOMUCCHH.

7. HazHadeHue JeKapcTBEHHOTO NpeliapaTa B pelenTe Ha OyMaXKHOM HOCHTENe
WK pelernTe B (OpME MEKTPOHHOIO JOKyMEHTa OQOpMIIICeTCS Ha MMS MAIHMeHTa,
JUISL KOTOPOT'o MpeiHa3HayeH JIEKapCTBEHHBIN ITpenapat.

PerjenT Ha 6yMa)KHOM HOcUTelNe, OQOPMIIEHHBIH Ha pEEeNTypPHOM Onanke hopM
Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04 (;1), yTBep>XICHHBIX HACTOALIMM HPHKA3OM,
a TaKKe perentT Ha OGyMaXHOM HOCHTelNe, O(QOPMICHHBIH Ha PELENnTypHOM OnaHKe
dopmer Ne 107/y-HII, yTBepXAeHHOH NPUKa3OM MunucTepcTBa 3ApaBOOXPaHCHUS
Poccuiickoit @enepauuu ot 1 asrycra 2012 1. Ne 54u «OO0 yTBepx)neHAH (dhopMEI
GIAaHKOB PELEHTOB, COMACPXKAIMX Ha3HAYeHHE HAPKOTHYECKUX CPEACTB MM
IICHXOTPOMHBIX BELIECTB, MOPAJIKA UX M3TOTOBJICHHS, PACIpeNie/IeHIs, PerucTpatiy,

7 3aperucTpupoBaH MHHHCTEPCTBOM IOCTULIHH Poccuiickoii Pepepaumu 27 ampeas 2007 r., PETHCTPAIMOHHBIH
Ne 9364, ¢ WM3MEHEHWAMH, BHECEHHBIMHM NpHKasaMu MUHHCTEPCTBA 3APAaBOOXPAHEHHA H COLHANBHOTO pasBuTHA
Poccuiickoii ®enepamum ot 27 asrycra 2007 r. Ne 560 (3aperucTpupoBaH MHUHHCTEPCTBOM OCTHIHH Poccuiicko#
®enepaman 14 centsbps 2007 r., perucTpammOHHBIN No 10133), ot 25 cents6ps 2009 r. Ne 794n (3aperucTpHpoBaH
MuHHCTEpCTBOM  focTHIMHM  Poccuiickoit  Dexepanuy 25 Hos6pa 2009 1., perucTpauMOHHbI Ne 15317),
or 20 smBaps 2011 r. Ne 13m (3apermctpupoBaH MHHMCTEPCTBOM HOCTHLHMH Poccuiickoii ®enepaun 15 mapTa
2011 r., peructpamdoHHsiii Ne 20103), mnpukasamu MUHUCTEPCTBA 3APaBOOXPAHCHHUA Poccuiickoit ®enepanuu
ot 1 aBrycra 2012 r. Ne 54H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIHH Poccuiickoit ®enepaumn 15 asrycra 2012 r.,
perucTpanronnsiit Ne 25190), ot 26 depans 2013 r. Ne 94u (3aperucTpupoBa MUHACTEPCTBOM IOCTALIN Poccuiickoit
denepauyn 25 wons 2013 r., peTHCTPALMOHHBIH Ne 28881).

8 [Ipukas Mumnsnpascoupassutus Poccum oT 5 mag 2012 r. Ne 502 «OO0 yTBepKACHHM MOpAAKA CO3MAHAA
M JIeSTENbHOCTH BpaueOHON KOMHMCCHH MEIMIMHCKOH OpraHn3alyiy (3apeructpupoBaH MumiocTom Poccuu
9 mons 2012 r., perucTpanoHHbi Ne 24516), ¢ H3MCHEHHSIMH, BHECCHHBIMH TNpPHKasOM Munzgpasa Poccuu
ot 2 nexaGps 2013 r. Ne 886H (3apeructpupoBai MHHIOCTOM Poccuy 23 nexabps 2013 r., perucTpalkoRHbIA Ne 30714).

9 CobpaHne 3aKOHOAATENLCTBA Poccuiickoit denepammy, 2011, Ne 48, c1. 6724; 2014, Ne 49, ct. 6928; 2017, Ne 31,
cr. 4791; 2018, Ne 53, ct. 8415.
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ydeTa U XpaHeHHMs, a TakKe IpaBHII odopmierus»!? (nanee — dopma Ne 107/y-HIT),
MOXKET OBITh IOJNYYEeH MAIMEeHTOM, €ro 3aKOHHBIM IPEe/CTaBUTENIEM WIN JIUIOM,
pMeroIeM O(GOPMIIEHHYIO B COOTBETCTBHH C TIPaXJAaHCKMM 3aKOHOAATCIBCTBOM
Poccuiickoit Penepanuy TOBEPEHHOCTh OT MAlMeHTa Ha NPaBO IOIY4YEHHsS TaKOro
penenTa (najee — yIIOJIHOMOYEHHOE JIUIIO).

PeuenT B (opMe DIIEKTPOHHOTO TOKyMEHTa (OPMHPYETCs C MCIOJB30BaHHCM
rOCyAapCTBEHHON MH(QOPMALMOHHON CHCTEMBI B Chepe 3ApaBOOXPAHEHHS cyOBeKTa
Poccuiickoii ®eneparnuy, MeIUIUHCKOR HHPOPMAIIMOHHON CHCTEMBI MEIUIAHCKOH
opraguzanun '

daxkT BHAYM pellenTa Ha JIEKApCTBEHHBIA  Ipemapar  3aKOHHOMY
NPeACTABUTENIO WM YIONHOMOYEHHOMY IJHLY (HKCHpYeTCs B MEIULUHCKOM
JOKyMEHTAlLIUH TTanyenTa.

8. MequuuHCcKUM ~ paboTHMKaM  3ampemiaeTcas  OQOPMISTE  PELENTHI
TIpH OTCYTCTBHM y IALMeHTa MEJUIMHCKUX [I0Ka3aHHH; HA HE3apErHCTPUPOBAHHBIC
JIeKapCTBEHHbIE Ipemapathl '> ; Ha JIEKapCTBEHHBIC MpemapaThl, KOTOpEIE B
COOTBETCTBUH C HMHCTPYKIHMEH MO MEIMIMHCKOMY NMPUMEHEHHIO IpeIHasHaICHbl I
IIpEMEHEHNs TOJBKO B MEJHMIMHCKMX OpraHu3aliiX; Ha HAPKOTHYSCKHE CPCACTBA
¥ [ICUXOTPOIIHEIE BEIECTBa, BHECEHHBIE B CrMCOK II Ilepewns, 3aperuCTpupOBaHHEIC
B KayecTBE JIEKAPCTBEHHBIX IIPENaparoB, B LENIX NPUMEHEHHS Ui JeUCHHA
HapKOMaHHUH.

VHIUBUIyalbHbIM  [PeJIPHHAMATENAM, OCYILECTBIIIOMNM MEIUIUHCKYIO
eSTeNBHOCTh, NONOIHUTENFHO K TpeGOBAaHHAM, YKasaHHBIM B a03alle IEpBOM
HACTOSILETrO IyHKTa, 3alperaeTcss OpopMIATh PeLenThl Ha HAPKOTHYECKHUE CPE/ICTBA
¥ [CUXOTpONHEIE BemecTa, BHecenHple B crucku II u III Ilepeuns (manee —
HApKOTHYECKHe H IICHXOTPOIHbIE JICKapCTBEHHBIE TpEMaparsl CIHMCKOB II u IlI
Iepeuns).

9.TIpy HasHAYeHWH HAPKOTHYECKUX M MCHXOTPONHBIX JIEKAPCTBEHHBIX
npenapatos crrcka I1 INepeyns, 3a HCKIIOYCHHEM JEKAPCTBEHHBIX NPETIapaToB B BUC
TpaHCIEPMAIBHBIX TEPANEBTHYECKUX CHCTEM M JIEKAapCTBEHHBIX IIPErnaparos,
CcoZlepKalliiX HapKOTHYECKOEe CPENCTBO B COUYCTAHMU C AHTATOHMCTOM ONHOMIHBIX
PEIENTOPOB, pelenTsl Ha OyMaXHOM HOCHUTENe 0hOpPMILIIOTCS. Ha DELENTYPHOM
6nanxe Ghopmsr Ne 107/y-HIL

10 3aperncTpupoBaH MUHHCTEPCTBOM FoCTHUMHM Poccuiickoi Genepannu 15 asrycra 2012 T., PerdCTpaLMOHHBIH
Ne 25190, ¢ HM3MEHEHHMAMH, BHECEHHBIMH TNpHKasaMH MHHHMCTEPCTBA 34PaBOOXpaHEHUA Poccuiickoit Penepaiuu
ot 30 mons 2015 T. Ne 385k (3apeructpuposan MuHucTepcTBOM focTHLMA Poceuiickoil Denepaiyu 27 nosbps 2015 r.,
perucrpauyoHnbit Ne 39868), ot 21 anpens 2016 r. Ne 254H (3aperucTpupoBas MUHHCTEPCTBOM FocTHLIMK Poccuiickoi
®Oepepamu 18 mona 2016 r., perucTpauMOHHBIA Ne 42887), ot 31 okrabps 2017 r. Ne 882H (3aperncTpHpoBaH
MuHuCTepCTBOM ocTHMK Poccutickol @enepauun 9 sHBaps 2018 r., peructpauroHHbIH Ne 49561).

1 Crateu 91 1 91.1 QenepansHoro 3akona ot 21 Hos6ps 2011 roga Ne 323-®3 «O6 ocHOBax OXpaHB! 3A0POBbA IPAKAAH
B Poccuiickoii ®eneparmmy» (CobpaHue 3aKOHOAATENBCTBA Poccniickoit ®enepauny, 2011, Ne 48, c1. 6724; 2012, Ne 26,
cT. 3446; 2013, Ne 27, ct. 3477; Ne 39, ct. 4883; Ne 48, c1. 6165; 2014, Ne 30, cT. 4257, Ne 43, c1. 5798; Ne 49, cr. 6927,
6928; 2015, Ne 1, c1. 85; Ne 10, cr. 1425; Ne 27, cr. 3951; Ne 29, ct. 4397; 2016, Ne 1, ct. 9, 28; Ne 15, cr. 2055; Ne 18,
cT. 2488; Ne 27, ct. 4219; 2017, Ne 18, ct. 2663; Ne 31, cT. 4794).

12 pemenie CoBeTa EBpasuiickoOi 3KOHOMHYECKOH KOMHCCHH OT 3 Hos6ps 2016 T. Ne 78 «O IlpaBunax peracrpannn
H JKCNEPTU3H JIEKAPCTBEHHBIX CPEACTB JUIS MEIULUMHCKOrO TMPUMCHEHHA» (oduumansHelil calit Espasuiickoro
SKOHOMIIECKOTO coio3a http:/www.eaeunion.org/, 21 Hoa6ps 2016 r.). Cratea 13 denepanbHOTO 3aKOHa OT 12 anpesst
2010 r. Ne 61-®3 «O6 oOpalieHUH JIEKaPCTBEHHBIX CPEACTB I MEIWIMHCKOro NPUMCHEHHA» (Cobpanue
3aKoHoJaTebcTBa Poccuiickoit ®enepaumy, 2010, Ne 16, cr. 1815; 2015, No 29, cT. 4367; 2018, Ne 24, ct. 3407).
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10. PenentypHsiii 61anK dhopmbl Ne 148-1/y-88 odopmiisiercs py Ha3HAYECHHUH:

1) HapKOTMYECKHX M IICHXOTPOIHBIX JICKAPCTBEHHBIX IIPENApaToB CIHCKA I
[lepeuns B BuAe TPaHCAEPMAIBHBIX TEPANCBTHYECKUX CHCTEM, HAPKOTHYCCKUX
nekapcTBeHHBIX mnpemaparoB cnmcka II Ilepeuns, comepxamyx HapKOTHIECKOS
CPEeIICTBO B COYETAHWH C aHTarOHMCTOM ONMOHMAHBIX PEIENTOPOB, IMCHXOTPOIHBIX
JNeKapCcTBEHHBIX npenapaTos crmcka I IMepedns;

2) NeKapcTBEHHBIX IpPeapaToB, 0ONAJAOIIKMX aHAOOMNIECKOH AKTMBHOCTHIO
(B COOTBETCTBHH C OCHOBHBIM ()apMaKOJIOTHYECKHM JEHCTBHEM) M OTHOCAIIMXCS
M0 aHAaTOMO-TePATeBTHYECKO-XHMUYECKON  KiacCH(QUKAlWK, PEKOMEHIOBaHHOM
BceMupHO# OpraHM3alliell 31paBoOOXpaHeHHs (nanee — ATX)", x anaGomndeckum

crepougaM (xox Al4A) (nmanee — JeKapCTBEHHBIC MpENapaTsl, of0ajaromye
aHaOOIMYECKOH AKTHBHOCTHIO B COOTBETCTBHH C OCHOBHBIM (PapMaKOJIOTHYECKUM
IeiCTBHEM);

3) JTeKapCTBEHHBIX MpENapaToB, yKa3aHHBIX B IyHkre 5 llopsnka OTIycka
QU3MYIECKMM JIMIaM JICKAPCTBEHHBIX MPENaparoB i MEAUIMHCKOrO NPUMEHEHHS,
COIEPXAIMX KPOME MAIBIX KOJHMYECTB HAPKOTHYECKUX CPEJCTB, IICHXOTPOIHBIX
BEIIECTB M HMX MPEKYPCOpPOB Apyrue (papMakoJOTHYeCKHe aKTUBHBIE BEIIECTBA,
YTBEDKAEHHOTO TPHKa3oM MHHHCTEpCTBA 3[PaBOOXPAHEHHMS M COLUAIBHOTO
passuths Poccuiickoit ®emepamuu ot 17 Mas 2012 1. Ne 562u'* (manee — Ilopsimok
OTHYyCKa JIEKAPCTBEHHBIX NIPENapaToB);

4) exapCTBEHHBIX NPENapaToB MHAMBUAYAIBHOTO U3TOTOBIECHHU, COAEPKALIUX
HapKOTHIECKOE CPEICTBO MM IICHXOTPOMHOE BemecTBo crucka II 1lepeuns, u npyrue
(hapMaKoONOTHYEeCKe AKTHBHBIC BEIIECTBA B /03¢, HE MNPEBBIMAIONIEH BBHICIIYIO
pa3oBYI0 03y, W IPH YCIOBHH, YTO 3TOT KOMOWHHPOBAHHBIH JIeKapCTBEHHBIH
mpenapar He SBIACTCA HApKOTHYECKMM WM TCHUXOTPOIHEIM JIEKaPCTBEHHBIM
npenaparoM crucka Il Ilepeuns;

5) nexapcTBEHHBIX IPeNaparoB, NOMIEKAIINX NPEAMETHO-KONHYECTBEHHOMY
yueTy, He IepeYHCIeHHBIX B MOAMYHKTaX 1-4 HACTOSIIEro MyHKTa (33 MCKIIOYEHHEM
JIeKapCTBEHHBIX MPENApaToB, OTIYCKaeMEIX 6€3 perenTa).

11. Penentypueii  Gmamk  ¢opmsr  Ne  148-1/y-04 (1) odopmsercs
IpH HAa3HAUEHWH JICKapCTBEHHBIX MPENaparoB TrpaxziaHaM, HMMEIOIMM IIpaBo
Ha OecIulaTHOE IIOJAyYE€HHE JIEKapCTBEHHBIX IIPENaparoB MWK  IOJIy4YCHHE
JIEKAPCTBEHHBIX IIPENIapaToOB CO CKUIKOM.

12. Penientypusbiit 6iank ¢popmsr Ne 107-1/y odopmitsiercs ipy Ha3sHAYECHHM:

1) neKapcTBEHHBIX IIpenapaToB, yKasaHHBIX B myHkre 4 Ilopsanaka oTmycka
JIEKApCTBEHHBIX MPEIapaToB;

2) NeKapcTBEHHBIX NPENaparoB, He yKa3aHHBIX B IyHKTax 9-11 Hacrosmiero

13 Craten 18 ®enepansHoro 3axona or 12 ampens 2010 r. Ne 61-®3 «O6 obpameHun JEKapCTBEHHbIX CPEACTB Il
MeanuHEcKoro mpuMeneHus» (CoOpaHue 3aKOHONATENbLCTBA Poccuiickoit ®enepauun, 2010, Ne 16, ct. 1815; 2014,
Ne 52, cr. 7540).

14 3aperucTpupoBaH MuHHCTEPCTBOM IocTulMKM Poccniickol Penepanuu 1 wmona 2012 r., perucTpalMOHHEIH
Ne 24438, ¢ M3MCHEHHAMM, BHECCHHBIMH TNpHKasaMM MHHHCTEPCTBA 31PaBOOXPAHCHHUS Poccuiickoit ®enepanun
or 10 mons 2013 r. Ne 369H (3aperucTpupoBaH MuHHCTEpCTBOM IocTHlMH Poccuickodt denepanyu 15 mona
2013 r., peructpalonHbiit Ne 29064), ot 21 asrycta 2014 r. Ne 465H (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHLIHH
Poccuiickolt ®enepaumn 10 centspsa 2014 r., permcTpammonnsiéi Ne 34024), ot 10 centabpa 2015 r. Ne 634n
(3aperucTpupoBaH MuHHCTEpPCTBOM ocTHUMK Poccuiickoit Denepatviv 30 ceursabps 2015 r., peruCTPAUMOHHBIH
Ne 39063), or 31 oxtabps 2017 r. Ne 882H (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHUHMH Poccuiickoii denepaiiiu
9 suBaps 2018 r., perucTpaupoHHbIi Ne 49561).




TTopsanka.

13.1Ipy  Ha3HaueHWW JICKAPCTBEHHOTO  Ipenapara  UHIAMBHIYaJIbHOTO
M3TOTOBNEHHS B pelente Ha OyMaxHOM HocuTene M (M) pemente B Qopme
3JIEKTPOHHOTO JOKYMEHTa HaUMEHOBAHHs JIEKapCTBEHHBIX NPENapaToB, BKIIOUCHHBIX
B IepedYeHb JIEKAPCTBEHHBIX CPEACTB I  MEIUIMHCKOro  IpPHUMEHCHHS,
MOMIEXAIUX [PeAMETHO-KOJMYECTBEHHOMY ydeTy ° (alee — JIEeKapCTBEHHEIE
Tpenaparkl, BKIIoYeHHsIe B epedeHs IIKY), ykaspiBaroTcs B Hauaje pelenta, 3aTeM —
BCE OCTaJIbHbIe HHIPEAUEHTHI.

14. TIpy Ha3Ha4YeHWM JIEKAPCTBEHHOrO Ipenapara B pelenTe Ha OyMaxXHOM
HocuTelle M (WiM) penente B (opMe BIEKTPOHHOTO [OKYMEHTa 3anpellacTcs
TpEBHIIIATh KOJMMYECTBO HAPKOTHYECKUX CPENCTB WM ICHXOTPONHBIX BEIIECTB,
KOTOpPO€ MOXXET OBITh BBIIIMCAHO B OJHOM pEILENTe, YCTaHOBICHHOE NPUIIOKECHHEM
Ne 1 k HacrosmeMy IJopsKy, 32 HCKIIOUEHHEM ClydaeB, YKa3aHHBIX B IyHKTax 16
u 25 macrosmero Iopsnxa.

15. [Ipy Ha3sHaYeHHW JIEKAPCTBEHHBIX NPENaparoB, BKIIOYCHHBIX B IEPEYCHB
[IKY, [03a KOTOPHIX IIPEBBIAET BHICUIMH ONHOKPATHBIA TNpHUEM, MeIULMHCKHH
paboTHHK o00O3Ha4YaeT 03y 9TOr0 JIEKApCTBEHHOrO IpenapaTa B pPELeNTe
Ha GYMaXHOM HOCHTeNe IIPOIHCHIO € MNPOCTABIEHHEM BOCKIHLATENBHOIO 3HAKA
¥ (MIM) IPOCTABNAET BOCKJIHMIATENBHBIN 3HAK IpH OQOPMIIEHUH pelenta B Gopme
3IIEKTPOHHOTO TOKYMEHTA.

16. KonuuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX IIPENapaToB, BKIFOYEHHBIX
B nepeuens [IKY, npy Oka3aHUM MAlMEHTaM, HyXIIOLMMCS B JUINTEILHOM JICHEHNH,
IEepPBUYHON MEIMKO-CAHUTApHON MOMOIIM M HAJUTHATUBHON MEJULMHCKOH IIOMOIIHA
MOXeT OBITh yBelIuueHo He Gonee ueM B 2 pasa IO CPaBHEHHIO C KOJHYECTBOM
HAPKOTHYECKHX CPEACTB WM ICHXOTPONHBIX BEINECTB, KOTOPOE MOXET OBbITh
BBIIMCAHO B OJHOM pelelTe, YCTAHOBIEGHHBIM IpuinoxeHdeM Ne 1 k HacrosmeMmy
Ilopsnky.

B cnyuasx, NOpeIyCMOTPEHHBIX a03alleM II€pBHIM HACTOSAIIETO IyHKTa,
Ha pelenTax Ha GyMaKHOM HOCHTeNe NPOM3BOAMTCS Haamuch «llo cmenuanpHOMy
HA3HAYEHUIO», OTAENBHO 3aBEpEeHHAs [OJNHCHI0 MEJUIMHCKOro  paboTHHKA
M [eYaThl0 MeIMIMHCKOH opraHusamuyu «Jlisi pelentoB», Ha pelentax B (opme
3IEKTPOHHOTO JOKYMEHTa MPOU3BOJUTCA OTMETKA «Ilo criennarb-HOMY Ha3HAYEHUIO»
C TpPOCTaBIEHHEM YCHWIEHHOH KBaIMOMIMPOBAHHONW OIEKTPOHHOH  IOIMHCH
MEIUIMTHCKOTO pabOTHHUKA.

17. CocraB JeKapcTBEHHOTO IIperapara, ekapcTBeHHas ¢popma U oOpaleHue
MEIUIMHCKOrO paboTHMKa K (papManeBTHUeCKOMy pabOTHHKY 00 OTIycKe
JIeKapCTBEHHOro mpemnapara OGOPMIAIOTCS Ha JIATHHCKOM SA3BIKE B POJUTENBHOM
maJiexe.

15 ITpuka3 MunKCTepCTBa 31paBooXpanenus Poccuiickodt denepatu OT 22 anpens 2014 r. Ne 1831 «O6 yTBepxKACHHH
TepedHs JIEKAPCTBEHHbIX CPEJCTR JUI MEIULIHCKOTO NPUMEHEHHS, NOIVIEKAIHMX PEAMETHO-KOMHECTBCHHOMY YUETy)
(3apeructpupoBaH MunnCTepCcTBOM focTHUMH Poccutickol Penepaunu 22 monsa 2014 r., peructpanuoHHEI Ne 33210),
C M3MEHEHHSMY, BHECEHHBIMH TpHKa3aMu MuUHHCTEPCTBA 3ApaBOOXpaHeHus Poccuiickoit denepanmu oT 10 ceHtsa0psa
2015 r. Ne 634n (3aperucTpupoBan MunuctepctBoM foctuumu Poccuiickolt ®enepaumn 30 centsabpa 2015 r.,
perucTpauuonHstit Ne 39063), ot 31 oxta6ps 2017 r. Ne 882H (3aperncTpnpoBan MuHucTEpCTBOM FoCTHLHN Poccuiickoi
denepauuu 9 suBaps 2018 r., perucTpaloHHbIH Ne 49561), ot 5 anpens 2018 r. Ne 149m (3aperucTpupoBan
MusuctepeTBoM focTuLwy Poccniickoit ®enepammn 3 mast 2018 r., perncTpalyoHHbIH Ne 50961), ot 27 mons 2018 r.
Ne 471H (3aperucTpupoBaH MunycTepcTBOM tocTHIMM Poccuiickoit Peaepauun 14 aprycra 2018 r., perucTpalMOHHEIH
Ne 51885).
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IIpr oGOpMIEHHH pElenTypHbIX OJaHKOB JOMYCKAeTCs MHCIOJIB30BAHUC
cokpaineHuit (npunoxenue Ne 2 K HaCTOAMEMY [Topsinky).

IIpy HasHAYEHWH JIEKAPCTBEHHOIO Mperapara He JOMyCKaeTcs COKpallleHue
6IM3KMX [0 HAVMEHOBAHWSM HHIPEIHEHTOB, COCTABISIOIIMX JIEKAapCTBCHHBIH
mperapar, He MO3BOJISIONIUX YCTAHOBHUTH, KaKOH HMMEHHO JIEKapCTBEHHBIH Ipenapar
Ha3Hay4eH.

18. Cioco6  NpUMeHeHHs ~ JIEKapCTBEHHOTO — Tipemapata  0003HadaeTcs
C yKasaHHeM [03l, YacTOTHl, BPEMEHH IIpHEMa OTHOCHTENIBHO CHA (yTpom,
Ha HOYB) M €ro JUIMTENBHOCTH, @ JUI1 JIeKapCTBEHHBIX  INPENaparos,
B3aMMOZEHCTBYIOIIUX C MUINEH, — BpEeMEHH HX yNOTpeOJIeH:s OTHOCUTENBHO NIpHeMa
muig (0 eJIB1, BO BpEMs eJIbl, [OCIIE eJIbl).

19.TIpu HeOOXOOVMOCTH HEMEIEHHOTO HJH CPOYHOTO (B TedeHHe IBYX
pabounx IHe#l) OTIyCKa JIEKAPCTBEHHOIO IIperapara MAalieHTy B BepxXHEW 4YacTu
penenTa Ha GyMaXHOM HOCHTENE NPOCTABIAIOTCS 0003Ha4YeHHus «Cito» (CpOYHO) WU
«statim» (HemeIeHHO). AHAJIOTUYHbIE 0003HaYeHHUs IPOCTABIAIOTCA B BUAEC OTMETOK
npy 0OPMIIEHHH pelenTa B popMe 3JIEKTPOHHOTO TOKYMEHTA.

20.TIpu odopmieHnM Ha3HAYEHMs TOTOBOTO JIEKAPCTBEHHOIO IIperapara
B pelienTe Ha OyMa)KHOM HOCHTEJNe WIH PELEITE B ¢GopMe 3NEKTPOHHOIO JOKyMEHTA
KOJIMYECTBO [EHCTBYIOIIMX BEIIECTB YKA3bIBAeTCS B COOTBETCTBHH C HHCTPYKIHEH
110 MEAUIIMHCKOMY IIPHUMEHEHHIO JIEKapCTBEHHOTO TIpenapara.

ITpu odopmiieHHH Ha3HAYEHMs JIEKAPCTBEHHOIO Npernapara WHIAMBUAYalbHOTO
M3TOTOBNIEHUS B pelente Ha OyMaXHOM HOCHTENEe MWJIHM pelente B dopme
3IEKTPOHHOTO JOKYMEHTAa KOJIMYECTBO TBEPABIX M CBIITY4HX (bapMaLeBTHYECKUX
cyOcTaHIMi yKa3hIBae€TCsl B IpaMMax (0,001; 0,5; 1,0), »xuaKux — B MUJUIHIUTPAX,
rpaMMax H Karisx.

21. Perentsl Ha OyMakHOM HocuTele, B (GopMe OJICKTPOHHOTO NOKyMEHTa,
o(hopMIICHHBIE Ha pelenTypHOM Gnanke Gopmbl No 148-1/y-88 u mpenHa3HauYCHHbIC
JUIS OTIIyCKa JIEKAPCTBEHHBIX MPENaparoB, NPeAyCMOTPEHHBIX IOAIYHKTAMH 2-5
myakra 10 Hactosmiero Ilopszaka, ASHCTBUTENBHBI B TEUCHHC 15 nmueit co musA
odopmieHus.

22. Penentsl Ha OyMaKHOM HOcHTeNe, B (opme dIEKTPOHHOTO NOKYMEHTa,
othOpMIIEHHbIE Ha PeLeNTYpPHOM Orarke HopMbI No148-1/y-04 (1) v npeAHa3HAYCHHBIE
UL OTIIyCKa JIEKApCTBEHHBIX IIPeNaparoB IpaXKIaHaM, yKa3aHHBIM B IIyHKTE 11
Hactosmero ITopsaka, IeHCTBUTENBHBI B TCUCHHE 30 gueit co aus odhOpMIICHH.

23. PereriTel Ha OGyMakHOM HOCHTeNe, B (opMme 3JIEKTPOHHOro JOKyMCHTa,
ohOpMIIEHHBlE Ha PpElenTypHOM OiaHke dopmer  Ne  148-1/y-04 (1) ®m
TpeTHA3HAYEHHbIE JUIsl OTITyCKa JIEKaPCTBEHHBIX NPENapaTos rpax/aHaM, JOCTHITINM
[IEHCHOHHOTO BO3pacTa, MHBAJIMJIAM HEPBOH IPYINIBI, ACTAM-HHBAIHAAM, & TAKKE
rpaxnaHaM, CTPajalolliM  XPOHUYECKUMH 3a00NeBaHUAMH,  TPEOYIOIUMHU
JUIUTENILHOTO KYpPCOBOTO JIEUEHMs, NCHCTBUTENBHBI B TEYCHHE 90 pgHelt co IHA
odopmieHus.

Jlns TedeHHss XpOHMYECKHX 3aboreBaHuii yKa3aHHBIM KaTerOpHAM IpaXaH
NeKapcTBeHHbIE IperapaThl ¢ O(QOpMIICHHEM pENENTOB Ha OyMaXHOM HOCHTENE
WA penentoB B (opMe SIEKTPOHHOTO JOKYMEHTa MOTyT Ha3HadaThCA Ha Kype
neuenus 10 90 qHEM.

24. Penienithl Ha GyMakHOM HOCHTeNe, B (opMe IJIEKTPOHHOIO JOKYMEHTa,
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ohopMIleHHbIE Ha pelienTypHOM Onanke opmbl Ne 107-1/y u npenHasHadeHHbIC IS
OTIIyCKa JIEKApCTBEHHBIX MPEMaparoB, NPeXyCMOTPEHHBIX IYHKTOM 12 HacTosIiero
ITopsika, qelicTBUTENBHEI B TeueHue 60 1Helt co AHS 0QOpMIICHUS.

Ilpy Ha3HAYEHHH TOTOBBIX JIEKAPCTBEHHBIX NPENapaToB M JIEKaPCTBEHHBIX
NpEeNaparoB MHIMBUAYAIGHOTO M3COTOBIEHHMs IaldeHTaM C 3a00JeBaHHsAMHY,
TpeOYIOIUMHK JITUTEJBHOTO KYPCOBOTO JIeUeHHs, ¢ OQOpMIIEHUEM Ha DPELENTYPHOM
6manke ¢opmel Ne 107-1/y peuenta Ha OyMaXHOM HOCHTele HIM B (opme
3JIEKTPOHHOTO JOKYMEHTa YCTaHABIMBAeTCS CpPOK IEHCTBHS pelenTa B Ipenenax
JI0 OJTHOTO KaJIeHAapHOTO rofa.

B cnydae ycTaHOBIIEHHMS CpOKa JeHCTBUS pelelnTa B IpeAesiax A0 OOHOTro roja
B pelienTe IpocTaBnseTcs oTMeTKa «I1o crenuasbHOMy HasHAueHHIO», 0003HaYaeTCs
CPOK HOEHCTBHSA pelleNTa M IEPUOJUYHOCTh OTIYCKa JIEKaPCTBEHHBIX IpenapaToB
U3 anTeyHOW OpraHu3alliid WIM WHAWBHIYAJIbHBIM NpEANpPUHHMATENICM, HUMEIOIUM
JIMIEH3MIO Ha (hapMalleBTHUECKYIO JEATENBHOCTD © (eXeHeeNnbHO, eXEMECTIHO U
MHEIE MepHOBI). JIOMOJHUTENEHO 3TO yKa3aHHE 3aBEPAETCs IMOAMUCHIO U IEYaThIO
MEIUMIMHCKOro paboTHMKA, a Takke Ie4aThi0 MEAMIMHCKOH OpraHu3anyn
«Jlna peumenToB» (mns pelenTa Ha OyMaXHOM HOCHTENE) MIM YCHICHHOH
KBAJTH(HUIMPOBAHHON 3JIEKTPOHHOM MOAMKCHIO MEIMIMHCKOrOo pabOTHHKA M JHIIA,
YHOJHOMOYEHHOTO 3aBepATh JOKYMEHTbl OT HMMEHH MEIMIMHCKOH OpraHu3alluy
(nns perenta B popme MEKTPOHHOIO JOKYMEHTA).

25. PeuenThl Ha TNpPOM3BOAHBEIE GapOUTYPOBOM KHCIOTHI, KOMOHMHHPOBAaHHBIE
JleKapCTBEHHBE  ITIPEMapaThl,  COIepXaliue  KOAeMH  (ero  CojiM),  HHbIE
KOMOMHUPOBAHHBIE  JIKAPCTBEHHBIE  IIPENAaparhbl, IOAJEXKamue  MPEeAMETHO-
KOJMYECTBEHHOMY YH4eTy, JIEKapCTBEHHBIE Tpelaparsl, obnajaomue aHabonIecKoi
AKTHBHOCTBIO B COOTBETCTBHM C OCHOBHBIM (papMaKOJNOTHYECKHM JCHCTBHEM,
JUIS NeYeHWs TALUMEHTOB C XPOHHYECKMMH 3a00JeBaHMSMH MOTYT OQOPMIATECS
Ha Kypc JedeHus go 60 auei.

B maHHBIX clIydasx B pelentax Ha OyMaXxHOM HOCHTENe MPOU3BOMUTCS HAAMCDH
«ITo chenuanbHOMy  HAa3HAYEHHWIO», 3aBEPeHHas MOANMCHIO  MEAUIHMHCKOIO
pabOTHMKA W TIEYaThi0 MEIUIMHCKOH opranmsamuu «JJis pelenToB», penentax
B (OpMe SIEKTPOHHOTO JOKyMEHTa MNpOM3BOAMTCS OTMeTKa «llo crenuanrbHOMy
HA3HAYEHHUIO», C MPOCTABIEHWEM YCHICHHOH KBaTM(QUUMPOBaHHOH 3JIEKTPOHHOM
OMMCH MEIUIIUHCKOrO pabOTHHKA U JIULA, YIIOJTHOMOYEHHOTO 3aBEPATh NOKYMEHTHI
OT UMEHH MEIUIIMHCKON OpraHu3aluH.

26. Pemnent Ha OyMaxHOM HOcHTele, B (OpMe JJICKTPOHHOTO MOKYyMCHT4,
o(OpMJICHHBIH C HapyIlIEHHEM yCTaHOBJICHHBIX HACTOSMINM [MopsimkoMm TpeGOBaHMIA,
CUHMTaeTCs HEJeHCTBUTENBHEIM.

16 Tlyaxr 47 uactu 1 crareu 12 PenepalbHOro 3aKOHA OT 4 mag 2011 r. Ne 99-03 «O nuileH3UPOBAHUN OTACIBbHBIX
BUIOB AesTenpHOCTH» (CobpaHHe 3aKOHOZATENhCTBA Poccuickoit ®epepaumn, 2011, Ne 19, cr. 2716; 2012, Ne 31,
CT. 4322; 2013, No 9, cT. 874; Ne 27, c1. 3477, 2014, Ne 30, cT. 4256; Ne 42, c1. 5615; 2015, Ne 1, cT. 115 Ne 29, cT. 4342,
Ne 44, ct. 6047;2016, Ne 1, 1. 51; 2018, Ne 31, ct. 4838; Ne 32, cT. 5116; Ne 45, c1. 6841; Ne 53, cT. 8424).




[I. HaznaueHue JeKapCTBEHHBIX NIPEnapaToB IPU OKa3aHHH
MEIUIIMHCKOM TOMOMIX B CTAllMOHAPHBIX YCIOBHAX

27.7Ipn OKa3saHMM MAlMEHTy MENMLMHCKOH TOMOIM B CTAalMOHApHBIX
YCIOBHAX Ha3HAueHHE JIEKApCTBEHHBIX IIPENapaToB NPOM3BOAMTCA 0e3 odopMiIeHUA
pellenTa MENULUHCKEM PpabOTHUKOM EIMHONMYHO, 33 MCKIIOYEHHEM  CIyHacs,
yKa3aHHBIX B IyHKTe 28 Hactosiero Ilopska.

28. CoracoBauye Ha3HAYECHMs JIEKQPCTBEHHBIX IIpenapaToB C 3aBEAyIOMHM
OTHCTEHHEM WM OTBETCTBEHHBIM JEXYPHEIM BpadOM JHOO IpYruM JIHLOM,
YIOJIHOMOYEHHBIM ~ TIPMKa30M TJIaBHOro  Bpada MEIUITMHCKOM  OpraHu3alumy,
a TaKKe, IPH HATMYMH, C BPAYOM — KIMHHYECKHM (PApMaKonoromM He00X0AUMO
B CIy4asx:

1) OXHOBPEMEHHOTO Ha3HaueHHs NATH M Oojee JIEKapCTBEHHBIX NPErapatos
OJIHOMY MAaLUEHTY,

2) Ha3HA4YCHUA JIEeKapCTBEHHBIX Tpernaparos, HE BXOAMIUX
B IIepedYeHb KM3HEHHO HEOOXOMMMBIX M BaXHEMIIMX JIEKapCTBEHHBIX npenapatos'’,
MpH HETHNVYHOM TeUeHHH 3a0O0NeBaHMs, HAIMIAN OCJIOXXHEHHH OCHOBHOTO
saGoneBaHdss W (WIM) COIYTICTBYIOIMX 3aloneBaHui, TNpH  Ha3HAYCHHH
JIeKapCTBEHHBIX [IPErIapaToB, OCOOEHHOCTH B3aUMOJICHCTBHS U COBMECTHMOCTH
KOTOPBIX COIJIACHO HMHCTPYKIMAM IO HX NPUMEHEHHIO IPUBOIAT K CHIDKCHHIO
5((hEeKTUBHOCTH i Ge30TIaCHOCTH (apMaKoTepaniy 1 (uK) CO3MAIOT MOTEHIUABHYIO
OIMaCHOCTH IS )KU3HU U 310POBRS MaLKEHTA.

B yKa3aHHBIX CIy4asX Ha3HayeHue JIEKApCTBEHHBIX Iperaparos buxcupyeTcs
B MEIMIMHCKOM JOKYMEHTALMM INAllMeHTa M 3aBepsSeTCA IOANUCHI0 MCIHIMHCKOTO
paboTHHKA M 3aBEIyIOIIEro OTACICHUEM (OTBETCTBEHHOTO JIEXYpPHOIO Bpava HIH
APYTOTo YNOTHOMOYEHHOTO JIUIa).

29, MemuuMHCKIH paGOTHUK MEIUIMHCKON OpraHM3aluu (ee CTPYKTYpPHOTO
ToJpa3fieNeHns), PacoNONKEHHON B CEIBCKOM HACENCHHOM ITyHKTE, OCYIIECTBIISET
Ha3HAYeHNE JEeKapPCTBEHHBIX IIPENapaToB B Cllydasx, yKasaHHBIX B HYHKTax 28 u 30
HacTosero ITopsika, € IMHOIMYHO.

30.ITo pemenuro BpadeOHOH KOMHCCHH MAlMEHTaM IpH  OKasaHWH
MM MEIHMIMHECKOM TOMOIIY B CTAIMOHAPHBIX YCJIOBHAX HAa3HAYAKOTCS JICKAPCTBEHHBIC
TIpenaparhl, He BKIIOYEHHBIE B NEPEIeHb KUSHCHHO HEOOXOAMMBIX W BaXKHEHIINX
JeKapCTBEHHBIX ~[IPenaparoB, B CiIydac MX 3aMEHBl H3-32 HHMBUIYaJIbHOM
HEeIepEHOCHMOCTH, N0 XXU3HEHHBIM NTOKa3aHHsIM.

PeweHne BpaueOHONU KOMHCCHM (QUKCHPYeTCd B MEIUIMHCKON JOKyMEHTaluH
MalHeHTa U XypHaile BpaueOHOH KOMUCCHHL.

31.B ciydasx oOCieIOBaHHA M JIEYCHHs TIpaXHaHWHA B CTAIIHOHAPHBIX
YCIOBHSX B paMKaX NpPENOCTABNECHMA MENMLMHCKHX yCIyr Ha BO3ME3JJHOW OCHOBE
33 CYeT JIMYHBIX CPEICTB IPAXIaH, CPEACTB IOPHUAMYECKHX JHI[ M HHBIX CpeICTB
HAa OCHOBAHMHM JOTOBOPa, B TOM YHCIE JOTOBOpa NOOPOBOJIBHOTO MEUIMHCKOrO

17 TTynkr 1 cratey 60 PegepanbHOro 3aK0Ha OT 12 ampesns 2010 r. Ne 61-®3 «OG6 obpaueHnH JIEKapCTBEHHEIX CPEACTE)
(Cobpanne 3aKOHOJATENbCTBA Poccuiickoit ®enepaunu, 2010, Ne 16, c1. 1815; 2012, Ne 26, cT. 3446; 2014, Ne 52,

cT. 7540).
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cTpaxoBanusa '8, eMy Moryr OBITb HasHaueHs! JEKApCTBEHHBIC IPENapaThl, HE
BXOIALIME B IIEPEUYEHb JKM3HEHHO HEOOXONMMBIX M BaXKHEHIIMX JIEKApCTBEHHBIX
[pelapaToB, €ci¥ HMX HasHAYeHWE M TpPUMEHEHHe OOYCIIOBIEHO METHLMHCKUMH
TIOKa3aHUSMH.

I11. HasHaueHwue JeKapCTBEHHBIX MIPENapaToB
IIPH OKa3aHHY NIEPBUYHOM MeIHKO-CAaHUTAPHOH [OMOIIH, CKOPO
MeqUIIMHCKOM TOMOIIHY M IaJUTMaTHBHON MEAUIMHCKON ITOMOLIH

32. Ilpu oKa3aHWW IEPBUYHOH MEIMKO-CAHUTAPHOH MOMOIIM M HaJUTMaTUBHOMN
MEeUITMHCKOH IIOMOIIM B aMmOyJIaTOPHBIX YCIOBHSX Ha3Hau€HHE JIEKApCTBEHHBIX
IpenapaToB OCYLIECTBISETCS MEIUIMHCKHM DabOTHUKOM B CIy4asx THIMTHOIO
TeueHHs 3a60IeBaHyIs TALMEHTa UCXOA U3 TSDKECTH M XapaKTepa 3a00eBaHus.

33. HasHaueHde JIGKApCTBEHHBIX IIpeNaparoB IO pEUIEHUIO BpaveOHOU
KOMHCCHU TPH OKA3aHHH MEPBUYHON MEIMKO-CAHHTapHOM MOMOLIY, NalIMaTHBHOW
MeIUIIHCKOM TOMOIIY B aMOYJIATOPHBIX YCIOBHUAX MPOU3BOJUTCA B CIIyYasX:

1) ONHOBPEMEHHOTO ~ HA3HAYeHHMs ONHOMY TMalMeHTy Isith M Ooree
JNIEKApPCTBEHHBIX I[PENapaToB B TEYEHHE OJHUX CYTOK MIJHM CBBIIC JECATH
Ha¥MEHOBaHHH B TEUEHUE OJHOIO MECSII;

2) Ha3HAYEHHUs JIEKApCTBEHHBIX MpENapaToB IPH HETUIUIHOM TEYCHUH
3a00NeBaHMs, HAIMYME  OCIOXHEHHMH OCHOBHOrO 3aboneBamms W (WiH)
COIYTCTBYIOIIMX 3a0OoNeBaHWH, IpH Ha3Ha4YeHWH JIEKapCTBEHHBIX IPeIapaTos,
0COGEHHOCTH B3aMMOIECHCTBUS U COBMECTUMOCTH KOTOPBIX COINIACHO HMHCTPYKLHUAM
[0 UX PHMEHEHHIO IPUBOJIAT K CHIDKEHHUIO 5 (EKTUBHOCTH ¥ 6€30IIaCHOCTH JIEYEHHS
manpenTa U (WIM) CO3[Al0T MOTEHIHANBHYIO OIACHOCTh VIS XM3HM U 3/10pOBBA
NalKEeHTa;

3) NepBHYHOrO0 HA3HAYEHHs MANMEHTy HAPKOTHYECKMX M IICHXOTPOIHBIX
nexapcTBeHHBIX mpernaparoB cmuckos II m I Tlepeunst (B ciydae NPUHSTHA
PYKOBOAMTENEM  MEIMLMHCKOM  OpraHu3alliM  pPEIIeHus O HeoOXOJUMOCTH
COTJIACOBAHMS HA3HAYEHWS TAKUX JIEKAPCTBEHHBIX IIpernaparoB C BpayeOHOH
KOMHCCHEH).

34. TToBTOpHOE Ha3HAYEHUE HAPKOTHYECKUX H NCUXOTPOMNHBIX JIEKAPCTBECHHBIX
npenaparoB cuuckoB 1I u III ITepeuns mpoM3BOAMTCS MEMUIUHCKIM pabOTHUKOM
CAMOCTOSTENBHO TAIMEHTaM C BBIPAXXEHHBIM GOJNEBBIM CHHIAPOMOM JIr00Oro reHesa,
HapyLIEHHEM CHa, CYJOPOXHBIMH COCTOSHHAMH, TPEBOXHBIMH paccTpoiicTBamy,
OGHAMH, IICHXOMOTOPHBIM BO30YKIACHHUEM.

35. Tlpu okasaHu{ CKOpOH MeIUMIMHCKOW [OMOIIM JIEKAPCTBEHHBIC NPENapaThl
HA3HAYAIOTCA MEIMLMHCKAM PaGOTHMKOM BBIE3[HOM GPHrabl CKOPOH MEeMLMHCKOH
IOMOIIM, MEIUIMHCKAM pPaGOTHAKOM MEIMIIMHCKON OpraHu3alMy IpPH OKa3aHUH
MEIVIMHCKOM TIOMOIM TpaxKaaHaM IIpu 3aboNeBaHusAX, HECYACTHBIX CIydasx,
TpaBMaXx, OTPABJIEHHUSIX U JIPYTHX COCTOSHHAX, TPEOYIONHX CPOYHOIrO MEIULHHCKOro
BMeIIaTeIbCTBA.

18 [Tocranosnenne IIpasutenscrsa Poccuiickolt denepaunu 0T 4 OKTAGPA 2012 r. Ne 1006 «O6 yreepxaenun IIpaBun
TIPENOCTABNEHHS MEIMIMHCKHMY OPTaHu3alMAMH IJIATHBIX MEJMUMHCKHX yCIyr» (Cobpanne 3aKOHONATENHCTBA
Poccuiickoit ®enepauuy, 2012, Ne 41, c1. 5628).
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IV. Ha3naueHue neKapCTBEHHBIX NpenapaToB
rpaXkaHaM, IMEIOIIUM IIpaBo Ha OECILIATHOE MMOJyYeHHUE
JIeKapCTBEHHBIX MIPENapaToB WK IIOIyYeHNe JIEKapCTBEHHBIX
IIpENapaToB CO CKUIKON, IPH OKa3aHUH IIEPBUIHON
MeINKO-CaHUTAPHOM ITOMOIIH

36.Ilpy oOKa3aHMM IIEPBUYHOH MEIMKO-CAHHTAPHOW IOMOIM Ha3HAYCHHE
MeAUIUHCKAM PaGOTHUKOM B COOTBETCTBHH CO CTaHAAPTAMU MEIUIIMHCKON nomoru'’
JEKApCTBEHHBIX IIPEMaparoB, OTIYCKaeMBIX O€CIIaTHO HWIM CO  CKHAKOH,
OCyIIeCTBIsAeTCd Ha pelentypHoM Onanke Qopmel Ne 148-1/y-04 (1) c yuerom
pasBuTus 3a00NeBaHHs, OCOOEHHOCTEH TEYEHWsS OCHOBHOIO M CONMYTCTBYIOLIEIO
3a00JI€BaHM CIIeTYIOLIUM KaTErOPHAIM IpaXaH:

1) rpaxaanaM, UMEIOIIMUM TIPaBo Ha MOJy4YeHHe rocyIapCTBEHHOM COLUANbHOM
noMoIM B BHJE Habopa COLMANBHBIX YCIYr, B COOTBETCTBHH C IMEPEYHEM
JEKApCTBEHHBIX MpernapaToB A1 MEIUIUHCKOrO TIPHMEHEHHs, B TOM YHUCIIe
JEKapCTBEHHBIX MpENapaTtoB Add MEIMIMHCKOTO NPUMEHEHMs, Ha3sHaYacMBIX
II0 PELIeHHIO BpaueOHBIX KOMHUCCHI MEIUIIMHCKUX opraamzanui’;

2) munaM, OoNbHBIM — remo¢wided,, MyKOBHCIMIO30M, THIOGU3APHBIM
HaHU3MOM, 6osie3HbI0 ['olle, 30Ka4eCTBEHHBIME HOBOOOPa30BaHUAMHU JTHM(OUIHOH,
KPOBETBOPDHOM W POACTBEHHBIX MM TKaHEH, PacCesHHBIM CKICPO30M, I'€MOIHMTHKO-
YyPEMHYECKAM CHHIPOMOM, IOHOIIGCKMM apTPUTOM C CHCTEMHBIM HadajoM,
mykomnomucaxapunosom I, II 1 VI THIOB, JIHI [OC/E TPAHCILIAHTAIIMH OPraHoB ¥ (WIH)
TKaHell B COOTBETCTBHH C IEpEeYHEM JIEKapCTBEHHBIX IIPENapaToB, YTBEP)KIAEMBIM
IIpaBuTenscTBoM Poccuiickoit @eneparuu®.

3) rpaxpaHam, UMEIOIIUM IIPaBO Ha IONyYeHHE JIEKApCTBCHHBIX IIPEIapaToB
GecIUIaTHO MM IOJIyYeHHe JIEKapCTBEHHBIX IIPENapaToB CO CKMIKO#H 3a CYeT CpelCTB
GromxkeToB cybnekToB Poccuiickoii @enepaunu, B COOTBETCTBHH ¢ IlepedHeM rpymnn
HaceleHHMss M Kareropuil 3aboneBaHWH, NpH aMOyJaTOPHOM JIEY€HHH KOTOPBIX
JEKapCTBEHHbIE CPECTBA M H3JIENUA MEIUIMHCKOrO Ha3HAYeHHUs OTILyCKArOTCH
1o pellenTaM Bpadell GecruiatHo, U [lepedHeM rpynn HaceaeHus, pu aMOyIaTOpHOM
JIeYeHWH KOTOPBIX JIEKAPCTBEHHBIE CPE/CTBA OTIIYCKAIOTCA MO pelentaMm Bpauel
¢ 50-mpoueHTHON CKUAKOH CO CBOOOJHBIX II€H, YTBEPXKICHHBIMH IOCTAHOBICHHEM
ITpasuTenscTa Poccuiickoit @enepanyu ot 30 mrons 1994 r. Ne 89072

19 [Tyt 4 wactu 1 ctateu 37 @enepansHoro 3akoHa ot 21 HosOps 2011 r. Ne 323-03 «O0 oCHOBax OXpaHsl 310POBbA
rpaxnan B Poccuiickoit ®enepaumm» (Cobpanue 3axonomarenbcTsa Poccuiickoii denepauuy, 2011, Ne 48, cr. 6724;
2018, Ne 53, ct. 8415).

20 Yacrs 2 cratbu 6.2 PenepanbHoro 3akosa or 17 mroms 1999 r. Ne 178-®3 «O rocynapcTBeHHOH COUHAIBHOM
nomomm» (Cobpanme 3akoHonarenbcTBa Poceniickoli ®enepauuu, 1999, Ne 29, cr. 3699; 2009, Ne 30, ct. 3739; 2010,
Ne 50, cT. 6603; 2013, Ne 48, cT. 6165).

21 Yacre 7 cTaThu 44 ®enepanbHoro 3akoHa ot 21 Hoa6ps 2011 r. Ne 323-03 «O6 ocHoBax 0XpaHsl 310POBbs TPaXAaH
B Poccwiickoii ®enepauuu» (Cobpanue 3akoHoAaTebCTBa Poccniickoi denepanny, 2011, Ne 48, ct. 6724; 2013, Ne 48,
cT. 6165; 2016, Ne 18, ct. 2488; 2018, Ne 32, ct. 5092). .

22 Cobpaunune 3axoHOmaTenscTBa Poccmiickoii Menepauun, 1994, Ne 15, ct. 1791; 1995, Ne 29, ct. 2806; 1998, Ne 1,
cr. 133, Ne 32, ct. 3917; 1999, Ne 14, ct. 1724, Ne 15, ct. 1824; 2000, Ne 39, c. 3880; 2002, Ne 7, ct. 699.
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4) rpaxnaHaMm, CTpajaloOLIUM XKUZHEYTPOXKAIOIMUMH M XPOHHYECKUMHU
POTPECCUPYIOIMMY  PENKUMHE  (OpGAHHBIMM)  3a0O0NECBAHMSME, IPUBOAILIAME
K COKpaIeHHIO NPONOKUTENbHOCTH JKU3HHU IPaXKIaH M UX HHBATHIHOCTHS,

IIpu opopmiennn penenra Ha 6aanKe popmbl Ne 148-1/y-04 (;1) Ha GymaxHOM
HOCHTeNe O(QOPMIIAIOTCS ABA IK3EMILIAPA, OJUH K3 KOTOPHIX OCTaeTCAd B alTEYHOU
OpraHU3alHy, BTOPOH — B MEAMIIMHCKON NOKYMEHTAIMH [TAlHEHTa.

37. TlpaBo Ha3Ha4aTk JIEKAPCTBEHHbIE penaparsl rpaxaaHaM, UMEIOIIIM [IPaBo
Ha OecIUlaTHOE IOJNyYeHHe JIeKapCTBEHHBIX IpenapaToB HUIM  MOJyYeHHE
JICKapCTBEHHBIX IIPENapaToOB CO CKHAKOM, TAK)XE UMEIOT:

1) memuuwnckue paGoTHHMKH, paGoTalole B MeTUIMHCKOIN OpraHU3alHH
II0 COBMECTUTENBCTBY (B MpeliefaX CBOSH KOMIIETEHITHHN);

2) MemunuHCKHEe pabOTHHKH CTallMOHApHBIX OpPraHW3alUil  COLUATIBHOTO
OOCTy)XMBaHUSA [PH HaNIUMIHM JIMNEH3AM Ha OCYIIECTBIICHHE MEIMLMHCKOL
HEATENBHOCTA 2, mpeycMaTpUBarOIeil BBITONHEHHE pabor (okazanue yciyr) mo
OKa3aHHIO TIEPBUYHONM MEIUKO-CAHHTAPHOH IOMOLIM B aMOyJIaTOPHBIX  YCIIOBHSX
(He3aBHCHMO OT BEJOMCTBEHHOIM IPHUHAJICKHOCTH);

3) MemMIMHCKHE DPaGOTHHKH MeIUIHUHCKIX OpraHM3anuil, OKa3bIBAIOLIUX
TICPBIYHYI0  MCAMKO-CAHUTADHYIO IOMOIIb, MOABEJOMCTBEHHBIX (helepalbHBIM
OpraHaMm HCIIOJTHUTENIbHOM BJIAaCTH WJIM OPraHaM HCIIONHHUTENbHON BIIACTH CcyOBeKTOB
Poccuiickoit ®enepanumy;

4) wWHEIMBHIYyaNbHbIE MpPEeANPHHAMATEINH, OCYILECTBIAIOIKE MEIULIMHCKYIO
ACATENBHOCTE M BKJIIOYEHHBIE B DPEECTp  MENHIMHCKMX  OpraHH3aluii,
OCYMIECTBIAIOMNX  NEATENIBHOCTD B Cepe  00A3aTENLHOTO  MEIULMHCKOTO
CTpaxOBaHHA.

38.1lpn HasHayeHWM JIeKAPCTBEHHBIX IpernapaToB TIpa)KAaHaM, HMMEIOLUM
npaBo Ha GecIulaTHOe IIOJTy4eHHE JICKAPCTBEHHBIX IIPENAapaToOB WM IONyYeHHUE
JICKapCTBEHHBIX NpPEIapaToB CO CKUAKOM, B peuenTe ykasblBaeTCs HOMep Tele(oHa,
IO KOTOPOMY pa0OTHHMK anTeyHOH OpraHW3aldd TNPH HEOOXOTUMOCTH MOXKET
COTIACOBATE C MEAUIMHCKUM PaOOTHAKOM 3aMEHY JIEKapCTBEHHOTO MpeNapara.

39. Hasnauenwe HApKOTHYECKHX M TICHXOTPOIHBIX JIEKapCTBEHHLIX NpernapaToB
cnucka II Ilepeuns (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX [IpEnapaToB B BHJE
TPaHCACPMAIIbHBIX TEPANEBTHIECKUX CHCTEM, & TAKKe JISKAPCTBEHHBIX IIPENapaTos,
COACPKAIMX HAapKOTUYECKOE CPEJCTBO B COYETAHHH C AHTATOHMCTOM OIHOMIHBIX
PENENTOPOB)  rpa¥JaHaM, WMEIOUIMM MpaBO HAa  OeCIIaTHOe NIOJIyYEeHHE
JICKapCTBCHHBIX  NPENIapaTOB WM  NOJYYEHHS JIEKapCTBEHHBIX  IpEHaparoB
CO CKHIKOH, OCYIIECTBIAETCA Ha PELENTYPHOM OJaHKe dopmer Ne  107/y-HII,

2 TlocraHOBNEHNE Ilpasurensctsa Poccniickoit ®enepamun ot 26 anpenst 2012 r. Ne 403 «O nopamke BegeHUs
QenepalbHOTO PErucTpa MMM, CTPAJAIOMIMX KH3HEYTPOKAIOMAMHA H XPOHMYECKMMH TNPOTPECCHPYIOMIAMH PEAKHMH
(opdanneMu) 3aboneBaHMAMY, NPHBOIAIUAMM K COKDAWICHHIO TNPOAOJDKUTENLHOCTH JKW3HM TpaxIaH H UX
UHBAIMAHOCTH, W €ro0 pPETHOHANBLHOrO cerMenta» (CobpaHue 3akoHomaTenscTBa PoccHifckoii Oepepanun, 2012,
Ne 19, c1. 2428; Ne 37, ct. 5002).

2 TMynkt 46 yacty 1 craten 12 DenepansHOro 3akoHa ot 4 mas 2011 r. Ne 99-®3 «O JIMUEH3HPOBAHUH OTAENBHBIX
BHIOB fearenbHOCTH» (CobpaHHe 3akoHomaTenscTBa PoccHiickoil Denepauun, 2011, Ne 19, cr. 2716; 2012, Ne 31,
CT. 4322; 2013, Ne 9, c1. 874; Ne 27, ct. 3477; 2014, Ne 30, ct. 4256; Ne 42, c1. 5615; 2015, Ne 1, cT. 11; Ne 29, ct. 4342;
Ne 44, ct. 6047; 2016, Ne 1, c1. 51; 2018, Ne 31, cr. 4838; Ne 32, ct. 5116; Ne 45, c1. 6841; Ne 53, cr. 8424).
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K KOTOPOMY IOTOJHUTENBHO O(GOpMIIETCS PELENT Ha PELenTypHOM OnaHke (QOPMEI
Ne 148-1/y-04 (;1) (B ABYX 9K3eMILIApax Npu OYOPMIICHHY Ha OYMaXXHOM HOCHUTEJIE).
40. Ha3HaueHHe HAPKOTHUECKUX M IICHXOTPONHBIX JICKAPCTBEHHbIX NPEIIapaToB
coucka 11 Tlepeuns B BuUIe TPaHCAEPMAIBHBIX TEPANEBTHYECKUX  CHCTEM,
HapKOTHYECKUX JIEKapCTBEHHBIX IPEnapaToB CIHMCKa II Tlepeuns, coaepXKammx
HApPKOTHYECKOE CPEACTBO B COYETAHWM C AHTATOHHMCTOM ONMOMIHBEIX PENENTOPOB,
TICHXOTPONHBIX JIeKapCcTBEHHEBIX npenapartos crcka III llepeuns, JeKkapCTBEHHBIX
TperapaToB, BKIIOYEHHBIX B Tepedenb IIKY, neKapcTBEHHBIX —IPENaparos,
00NamAoIMX aHaOOMMYECKOM aKTHBHOCTBIO B COOTBETCTBUM C  OCHOBHBIM
hapMaKoJIOTMYEeCKHM JeHCTBHEM, KOMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX MNPENaparTos,
yKa3aHHBIX B MOMIyHKTe 3 myHkra 10 HacTosImero ITopsinka, npeaHasHAYCHHBIC
JUIs  JieueHHs ~TpaXAaH, KMMEINMX IIpaBo  Ha  OecrulaTHOE — IONydYeHHe
JIEKapCTBEHHBIX ~ [PENapaToB MIM  [OJyYeHHWe JIEKapCTBEHHBIX  IPElIapaTos
CO CKHMIKOM, OCYIIECTBJISETCS Ha perentypHoM Onanke ¢opmbl Ne 148-1/y-88,
K KOTOpOMY JOIOJHHTENBHO 0QOpMIIETCS PENENnT Ha PEeUeNTypHOM 6manke HopMBI
No 148-1/y-04 (1) (B ABYX 3K3eMIUIIpaX MpH o(opMiIeHHH Ha OyMaXHOM HOCHTETE).
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Ipuoxxenue Ne 1
K ITopsaKy Ha3HaYeHHS
JIeKapCTBEHHBIX [IPENapaToB,
YTBEPXKICHHOMY IIPHKA30M
MuHucTepcTBa 34paBOOXPaHEHHS
Poccuiickoit ®enepanun

OT///OZ/«C/Q’/// 2019 1. Ne 4[{

KoanuecTBo HAPKOTHYECCKHUX CPEACTB WIH NCHXOTPONHLIX BEIICCTB,
KOTOPO€ MOKET OBITH BLINHCAHO B OAHOM peuenTe

Ne MexayHapoaHOe HEIATEHTOBAHHOE @Popma BbINYCKA KoangecTso
n/n HANMEHOBAHHE HAPKOTHYECKOIo
H HCHXOTPONHOTO JIEKAPCTBEHHOTO H 103HpOBKA
mpenapara
1 Bynpenopdun-+Hanokcon TabneTku CyONUHIBalIbHBIE 60 Tabnerok
0,2 Mr+0,2 mMr (ynakoBka, KpaTHas
Ne 20)
2 BynpenopduH Pacteop mns uHbeKLMH, 0,3 30 ammyn
mr/ma 1 ma (wnpu-TI06HKOB)
3 BynpeHopdun TpaHcepManbHbIHA
TJ1aCTHIPb
35 Mkr/yac
20 nnacTeipeit
52,5 MKr/uac
10 rmacTeipeit
70 mxr/uac
5 nmacteipe
4 JIMrugpoKoAeHH Tabnerku
TMPOSIOHT MPOBAHHOTO
JefcTBHA
60 mr 40 TabneTok
90 mMr 30 TabseTok
120 mr 20 tabneTox




5 Mopdun PacTBOp 115 MHBEKLIUH,
pacTBOp JUIA MOAKOXHOTO
BBEJIEHUS 20 amnyn
(lnpyI-TIO6MKOB)
10 mr/mn 1 M
6 Konena+Mopdun+Hockamun-+IlanaBepux PacTBOp A1 NOJKOXKHOTO
BBEJCHU
+Tebann 0,72+5,75+2,7+0,36+0,05 20 ammyn
mr/ma 1 mn
1,44+11,5+5,4+0,72+0,1
Mr/mi 1 mi
7 Tpumenepuanx Tabnetku 25 mMr 50 TabneTok
8 TpumenepuavH PacTtBop 19 MHBEKLIUH
10 mr/mn 1 mn 20 ammyan
(WIPUL-TIOOUKOB)
20 mr/ma 1 M
9 Mopdur Tabnetku (KamncyJibl)
MPOJIOHTHPOBAHHOIO
JericTeyd
10 mMr 180 Tabn. (kanc.)
30 mr 60 Tab. (xarc.)
60 mr 40 Tabn. (karc.)
100 mr 20 Tabur. (karc.)
200 mr 20 Tabu. (karmc.)
10 Mop¢un Tabnerku
Sw™r 100 tabnetok
10 mMr 100 tabneTox
11 MopduH Kannm mis npyieMa BHYTPb
20 mr/mn 20 mn 4 ¢nakona
12 Mopdun PactBOp Iist pyeMa
BHYTpPb (MOHOJ03bI)
2 Mr/mn 5 M 100 ammyn /3
6 Mr/Mi 5 M 80 ammyn n/3

20 mr/mMn 5 ma

30 ammmyn /3




Tabnerku

[POJIOHTMPOBAHHOTO
13 Oxkcukonon+HanokcoH ReficTBuS
5 Mr+2,5 mr 100 Tabnerok
10 Mr+5 mMr 60 TabneTok
20 mr+10 Mr 40 Tabnerok
40 mMr+20 mr 20 Tabnetox
14 TMponoHMIPEHUTITOKCHITHIIHTICPUIHH Tabnerxu 3aweynsie 20 Mr 50 Tabnetok
15 ®Denranun TpancaepManbHas
TepaneBTHYecKas cucTeMa
12,5 Mkr/uac 20 nnacTeIpei
25 MKr/4ac 20 niacTeipeit
50 mxr/4yac 10 nnacTepet
75 MKr/4yac 10 nnacTeipel
100 mxr/uac 10 nnacteipeit
16 OeHTaHuI Ta6neTku NOAbA3BIYHBIE
0,1 mMr
0,2 mr
0,3 mr 50 Tabnerox
0,4 Mr
0,6 mr
0,8 Mmr
17 DeHTaHuN Crpeii Ha3aNIbHBIH

®nakoH 50 Mxr/nosa

2,0 mn (10 go3)
3,2 mn (20 no3)

5,0 ma (40 no3)

24 dnakoHa
12 ¢naxoHOB

6 dnaxoHOB
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®naxon 100 Mxr/nosa

2,0 mat (10 o3)

3,2 mu (20 mo3)

5,0 ma (40 no3)

®naxon 200 mMxr/noza

12 ¢naxoHOB
6 ¢akoHOB

3 ¢dnakoHa

100 mr

2,0 ma (10 mo3) 12 ¢naxoHOB
3,2 mn (20 po3) 6 ¢diakoHOB
5,0 ma (40 no3) 3 dimaxona
18 Byropdanon PacTBop 11 MHBEKUMI
2 mr/mit 1 Ma
20 ammyn
19 Hanbydun PacTBOp AN1st MHBEKLIN#H
10 mr/mit 1 M 50 ammyn
20 mr/mn 1 mn 25 amrtyn
20 denobapburan Tabnetkn
5wMr
50 Mr 50 TabneTok




ITpunoxxenue Ne 2
| K [Topsiaxy Ha3HaYeHUs
| JIeKapCTBEHHBIX IIPENapaTos,
| YTBEPXKICHHOMY IIPUKA30M
MuHucTepCTBa 3paBOOXpaHEHHUS

Poccuiickoit Oenepanuu 4,

or faudeby 20191 % T4

CnpaBo4HO
PexoMeHa0BaHHbIE K HCIIOJ/IL30BAHHIO COKPAUICHHUS
npu opopMIIEHHH pelenToB
Coxpame‘fme IMosHoe HaNHCaHHE IlepeBon
aa ana 110, IOPOBHY
ac., acid. acidum KHCIOTa
aer. aerozolum a’po30J1b
amp. ampulla amIyna
aq. aqua BOZa
aq. purif. aqua purifikata BOJIa OYHIICHHASL
but. butyrum MacJjio (TBepaoe)
caps. capsula Karcymna
comp., Cps compositus (a, um) CJIOXKHBIH
D. Da (Detur, Dentur) Beigait (rycTh BBIAAHO, IYCTh
OyHmeT BBLIAHO)
D.S. Da, Signa Brigait, 0603Ha4b
Detur, Signetur [TycTs 6yzmeT BBIAAHO,
0603HaYeHO
D.t.d. Da (Dentur) tales doses Bripait (TTycts OyxyT BBIAAHEI)
TaKue 03B
dil. dilutus Pa3BEICHHBIH
Div. in p. aeq. Divide in partes aequales Pasneny Ha paBHBIE YaCTH
emuls. emulsio OMYJIbCHUS
extr. extractum 3KCTPAKT, BBITSKKA
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F. Fiat (fiant) ITycts o6pasyercs (00pa3yroTcs)
gran. granulum IpaHyJIbl
qt., qtt qutta, guttae Karuw, Karin
qtt. peror. guttae peroralis Karuy s IpueMa BHYTPb
inf. infusum HacToi
in amp. in ampullis B aMIIyJIax
in tab. in tab(u)lettis B TabJIeTKax
in tab. prolong. in tab(u)lettis prolongatis B TabneTkax
C MIPOJIOHTHPOBAaHHBIM
BBICBOOOKIECHUEM
in tab(u)lettis prolongatis B TabNeTKax

in tab. prolong. obd.

obductis C MMPOJIOHTMPOBaHHBIM
BBICBOOOXIEHHEM, MOKPBITHIX
06010uKOM
lin. linimentum KUJIKas Ma3b
lig. liquor KHIKOCTD
lot. lotion JIOCHOH
m. pil. massa pilularum UITIONbHAs Macca
membr. bucc. membranulae buccales IUICHKH 3aIle4HbIC
M. Misce, Misceatur Cwmemaii (ITycts Gyaer cMeImaHo)
mixt. mixtura MHKCTYpa
N. numero YHCIIOM
ol. oleum MacJio (KUIKOE)
past. pasta nacTa
pil. pilula, pilulae IHITIONSA, THTIONH
p. aeq. partes aequales paBHbIE YaCTH
ppt., pracc. praecipitatus OCaKIECHHBIH
pulv. pulvis HOPOIIOK
q.s. quantum satis CKOJIbKO TTOTpedyercs,

CKOJIBKO HaIO
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r., rad. radix KOpEHb
Rp. Recipe Bo3smu
Rep. Repete, Repetatur IMosropu (Ilycts 6yner
TIOBTOPEHO)
thiz. rhizoma KOpHEBHIIIE
S. Signa, Signetur O603Haus ([Tycts Gyner
0003HAYEHO)

SCm.

semen

cemid

simpl.

simplex

MpOCTOM

Sir.

sirupus

CHpOTI

sol.

solutio

pacTBOp

sol. peror.

solutio peroralis

pacTBOp I IIpreMa BHYTPb

Spr.

spray

crpe#

Spr. nas.

spray nasale

cripeit Ha3aabHBIA

supp.

suppositorium

CBCUa

susp. suspensio CYCIIeH3Hs, B3BECh
tabl. tab(u)letta TabneTka
t-ra, tinct. tinctura HacToHKa

STT

Systemata
Therapeutica
Transcutanea

TpaHcacpMaiibHasd
TepaneBTHYCCKad CHCTCMA

ung.

unguentum

Ma3b

vitrum

CKJIJHKa




[Ipunoxxenne Ne 2

K IIpUKa3y MuHUCTEpCTBA 31paBOOXpaHEHUS
Poccuiickoit @enepanuu

oT WWWM/J@' %//

®OPMA PEILIEITTYPHOI'O BAHKA Ne 107-1/y

MuHucTepcTBO 3ApaBOOXpaHEHHUS Kox dopmsr mo OKY /]

Poccuiickoit ®eneparun Kon yupexnenus mo OKIIO
MenuuuHcKas JOKyMEHTAIHS

HaumenoBanue (urramin) ®opma Ne 107-1/y

MEIMLMHCKOM opranu3anuu Y TBepxKAeHa IPUKA30M
MunuctepcTBa 31paBOOXpaHEHU

Hanmenoranue (mrramn) Poccuiickoii ®enepanyn

WHAUBHIYATHOTO IPEIPUHAMATES or 77 ,WW%/%’NQ # A

(YxazaTh agpec, HOMep H JaTy JIHIECH3UH,
HaHMEHOBAHHUE OpraHa rocy/IapCTBCHHOU BIACTH,
BBIAABIIETO JIUIIEH3HIO)

PELIEIIT
(B3pOCIIBIii, IETCKHIi — HyXKHOE MOAYEPKHYTH)
« » 20 r.

DaMuTHst, UHUITHATE IMEHH U OTYeCTBa (TOCIIeAHee — PH HAJTUYMH)
MalyeHTa
Hara poxaenus
MaMuIKsl, HHALHEAIB MMEHH M OTYECTBA ([IOCTICAHEE — NPH HAJIHYHH)
neyauiero Bpaya ((eapauiepa, aKymepKH)

py0.|Jxom.| Rp.

IToanuce
U MeYaTh JIeYallero spaya M.IL
(noanuck dhenpaiepa, aKymepKi)

Penent neiictButencH B TedeHue 60 aueii, mo 1 roma ( )
(Hy>kKHOe TIOTYEPKHYTb) (yKa3aTh KOJIMYECTBO MECSLIEB)




OGopoTHasg CTOpOHa

OTMeTKa O Ha3HAYEHUH JIEKapCTBEHHOTO
Ipenapara o peleH o BpaueGHOi KOMUCCHH

[MpuroroBua [Tposepun OtmycTun




®OPMA PELIEIITYPHOI'O BAHKA Ne 148-1/y-88

MunuCTEpCTBO 30paBOOXpaHEHHs

Poccwiickoit ®enepanun Kox dopmel no OKY T 3108805
MenuumHcKkas JoOKyMeHTaus
HanmenoBanue (trramn) Popma Ne 148-1/y-88
METHIMHCKOM OpraHu3alyy VYTBepikneHa npukasom
MunrcrepcTBa 3MpaBoOXpaHeH s
HanmenoBanue (wramm) Poccutickoii ®enepanuu
HHOWBHYaJILHOTO NPEeANPHHAMATENIA o 7. /Mﬂ/"&p 2N ‘4 ~

(yxasath anpec, HOMep H AaTy JIMLIEH3HH,
HaUMEHOBaHME OpPraHa rocyJapCTBEHHOM BIIACTH,

BBIIaBLIETO JTHLIEH3HIO)
| T A Y B I [ I T N i N
Cepus | [| || 1| [ ® | [ ][I []]
I I Ty I Ny O O Y
PEI_[EHT «_» 20__r.

(nata odopmiteHus-perienTa)

(B3pOCIIBIi, AETCKHI - HY)KHOE TOAYEPKHYTH)

Damunus, FHULMATE IMEHH H OTYECTBA (TIOCIIEHEE — IPU HATHYHK)
naLuyeHTa

Jara poxxaenns

AJZlpec MecTa XKMTENbCTBA WM No MEIMUMHCKOH KapThl amGy/NaTOPHOTO MAIMEHTA, MOJIyYaroWero
MEAHLMHCKYXO MOMOLIb B aMOYIATOPHBIX YCIIOBHSX

Damuiusd, MHULMATE! AMEHH M OTYECTBA (TIOC/IEAHEe — MPH HATHYMH)
nevainero Bpaya (enpamepa, akymepkH)

IMoamuce u neyars nevarero Bpaya
(moanuck denpauepa, akyuepKu) M.IIL

Peuent neiicteureneH B TedeHue 15 gueii




OGopoTHas CTOpOHa

Tpernapara o peIeHHUIO BpauyeOHOH KOMUCCHH

OTMeTKa 0 Ha3HAYCHMH JIEKaPCTBEHHOTO

[Ipurorosun

ITposepun

OTnycTun
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®OPMA PELIEIITYPHOI'O BAHKA Ne 148-1/y-04 (1)

M#HHCTEPCTBO 3APaBOOXpaHEHUSA YTBEPXJEHA
Poccutickoi Denepauyu MPHKa30M MUHUCTEPCTBA 3APaBOOXPAHEHHA

Poccuiickoii ®enepannn
Kona

or L4 rtligl 757 N TH
MEIMIMHCKON OpraHu3alyu

HEEEEEENEEEEEEN
o [T T
Kon
HHIMBHAYATBHOTO MpeANpUHUMATENA
LT TP TP PTITT]
Kox ¢popmer mo OKY /] 3108805
®opma Ne 148-1/y-04 (1)
Kon kareropun Ycrounnk dHHAHCHPOBAHHKA:
rpaxaaH Koz Hozonoruyeckoit dopMbr (IOA4EPKHYTH) % OIIATHL:
(no MKB) (TIOA4EPKHYTH)

1.MenepanbHblii GrOmKET

2. Bromker cyonekta Poccuiickoit Genepaus | 1.BecuiatHo

3. MyHHUHMNABHBIH GIODKET

2. 50%

PE]_[EHT Cepus Ne Jlata opopmiieHuA: 20 T
QaMuIKs, HHULKAJBI KMMEHH B OTYeCTBa (TIOC/IeTHEee — IPH HAJIUYUH)
TIalucHTa IIaTa POXACHHUA
CHUJIC
Ne nonuca
o0s13aTenbHOro
M€ IULIUHCKOTO
CTPaxOBaHHA:

HoMep MeIMIMHCKOM KapThl TALMEHTa, TOTYy4aioiero METUIMHCKYIO MOMOIb B aMOy1aTOPHbIX
YCIIOBHSX
®aMWwIUs, HHALMATE MIMEHM U OTYeCTBa (TOCIIe/Hee — NIPH HaJM4UK)
nedamero Bpaya (Qenpauiepa, akymepKm)

Py6. Kon. Rp:
vre ven oo ee SIENALek et e e et e e

IMoamuck 1 nevyartk Jieyalero Bpaia
(moamuce henpauepa, akymepKH) M.IL

PenienrT AeiicTBUTENCH B TeueHde 15 queit, 30 aueit, 90 auei
(Hy>KHOE TOTIEPKHYTb)

--------------- (3amoNHsAETCS CHIELUANHCTOM ANTEYHOH OpraHu3al|y) -====-===="==""""~

OTynieHo no peuenty: ToproBoe HAMMEHOBAHHE M O3MPOBKA:
Jara otmycka: «___» 20 I. KosmaecTso:
ITpurorosui: ITposepun: OTnycTHit:

--------------------------------------------- (IMHESA OTPBIBA)====================m=c=-==o—— s e

Koperiok penientypHoro 61aHka Crioco6 NpHMEHEHHUS: )

HanmeHoraHue ITpoOKUTENIBLHOCTD JHei

NIEKAPCTBEHHOTO TIpenapara;

Jlo3upoBka: KonH4ecTBO MpreMoB B ICHb: pa3
Ha 1 npuem: el




O6opoTHas CTOpOHA

OTMeTKa O Ha3HAYECHUH JIEKAPCTBEHHOTO
npenapara 1o peleHHIo BpayeGHOH KOMUCCHH

[Ipurorosui IIpoBepun OtnycTtun




ITpunoxxenue Ne 3
K IpHKa3sy MuHHCTEpCTBA 3ApaBOOXPAHCHHUS
Poccuiickoit @enepaiiuu

oT ////WWM%’NQ o

Iopsnox
odopmiieHHs pelenTYPHbIX 01aHKOB HA JIeKAPCTBEHHbIE penapaTkbl,
HX y4eTa H XpaHeHHHA

I. Odopmienue perenita Ha OyMaKHOM HOCHUTEJIE

1.Ha penentypueix Omamkax ¢opm Ne 107-1/y, Ne 148-1/y-88
u Ne 148-1/y-04(71) B neBOM BepXHEM YINIy MPOCTaBISETCS INTAaMI MEIUIMHCKOH
OpraHHM3alliKu C yKa3aHUEM ee HAaWMEHOBaHU, afipeca U TeneoHa.

JlomonHUTENbHO Ha pellenTypHom Omanke Qopmsr  Ne  148-1/y-04(i)
TIpOCTaBAfeTCS KOJ MENHWIMHCKOM OpraHuW3aldd B COOTBETCTBMM C OCHOBHBIM
roCyJapCTBEHHBIM PErUCTPAlMOHHBIM HoMepoM (fnanee — OI'PH).

Cepus penentypHoro Onanka ¢opMbsl Ne 148-1/y-04(1) BKIIOYaeT KOA
cyosekta Poccuiickoit ®enepanvy, COOTBETCTBYIOUIMH JIBYM II€PBBIM udpam
O61epoccuiickoro kiaccupuxaropa 06beKTOB aIMUHHCTPATUBHO-TEPPUTOPHAILHOIO
nenenus (ganee — OKATO).

Paspelmaercs  HM3TOTaBIMBaTh  peuentypHsii Gmank  dopmer  107-1y
C MOMOIIBI0 KOMIBIOTEPHBIX TEXHOIOTHH.

2.Ha  peuentypueix — OnaHkax,  OGOpPMIIIEMBIX  HHIUBHIYaJIbHBIMH
NpeNpUHAMATENSAMY, HMEIOMUMH JIMIECH3UIO Ha METUUUHCKYIO JeATEIBHOCTH,
B BEPXHEM JIEBOM YIIIy THIOrpad)cKUM CIocoOOM MM IyTEM IPOCTABICHHUA HITaMIla
IOIDKEH OBITh yKasaH aJpec HHAWBHAYAIBHOIO IpeANpHHUMATENs, HOMEp W Jara
JIMIIEH3UH, HaUMEHOBAaHHE OpraHa rocy1apCTBEHHOM BIIAaCTH, BBIIABIIETO JTULICH3HIO.

3. PenentypHbie 6manku dopm Ne 148-1/y-88, Ne 107-1/y m Ne 148-1/y-04(x)
3a[OJHSAIOTCS MEIULMHCKAM pabOTHUKOM pa30op4KBO, YETKO, UYEPHHUIAMHU HIIH
IIIAPUKOBOH PYYKOH.

4. Jlonyckaercs o(OpMIIEHHE BCEX PEKBU3HUTOB (32 HCKIIOYCHHEM DPEKBH3UTA
«[Toamuce nedamero Bpada (TOANMCH (enbamiepa, aKyIIEpKH») PeLenTypHBIX
6nankoB dopmel Ne 107-1/y u dopmbr Ne 148-1/y-88 ¢ ucmosib30BaHHEeM NE€9aTaAIOIIHUX
YCTPOMCTB.

5. OdopmieHre penentypHbix GnaHkoB (opmsl Ne 148-1/y-04(x) BKIOYaeT
UG POBOE KOANUPOBAHUE.

IlubpoBoe KoaupoBaHKe YKa3aHHBIX PELENTYPHBIX OIIaHKOB BKIIOYACT:

1) xon Memuuuuckoit opranmzauuu (OI'PH) wminM xox HHAUBUAYATBEHOTO
NpeANpUHUMATeIss B coOTBeTcTBUM ¢ OCHOBHBIM  TrOCYyJapCTBCHHBIM
PETMCTPAlIOHHEIM HOMEPOM  HHIMBUIYATbHOTO IpEeANpHHHAMATENs (Hamee —
OI'PHUII), npocTaBiseMbIii IIpy H3TOTOBIEHHH PELENTYPHBIX OIaHKOB;

2) KOA KaTeropuM rpakKJaH, UMEIOMHMX NMPaBO Ha IOJy4YeHHe JEeKapCTBEHHBIX
IIpenapaToB B COOTBETCTBHH cO cTaTbel 6.1 PenepanpHOro 3akona ot 17 uronst 1999 1.



2

Ne 178-®3 «O rocymapcTBeHHON COLMANEHON IMOMOIIM»!, M KOJ HO30JIOTHYECKOR
dopmbl Mo MexaynaponHoii craructHueckoit Kraccuukaiyei Gonesnell (ganee —
MKB), zanonnsemele JleqanM BpauoM IyTeM 3aHECEHMsS KaxkIoil IM(PEL B IyCTHIE
AYEHKH, IIPY HTOM TOYKA IIPOCTABISETCS B OT/IEIBHOMN SUeHKe;

3) oTMeTka 06 WCTOYHMKE (HUHAHCHPOBAHUS (benepanbubiit Gromxer [1],
Oromxer cybnekta Poccumiickoit ®enepariuu [2], mynununaneusii Gromxer [3])
H IIPOUEHTE OIIIATH perenTa (becmtatHo [1], 50% [2]);

6. B penentypHsIx 6nankax Gpopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(n)
B rpade «Damuivis, HHULMAIE UMEHM H OTYeCTBa (IOCIENHEe — IpY HaJIUYIHH)
MALHCHTaY yKA3BIBAIOTCA (aMMINS, WHAIHANbl HMEHH M OTYecTBa (IpH HaJINYUH )
HanyeHTa.

7. B peuentypnpix 6mankax Gpopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(n)
B rpae «Jlata poxeHHs» yKa3blBaeTcs NaTa POXKACHHS MAIHEHTA (umncno, Mecsi,
ron).

JIOTIONHUTENBHO B pENENTYpHBIX GnaHKax (opMmsr No 148-1/y-88 u ¢opmsr
Ne 107-1/y nnst mereit B Bo3pacre 10 1 rona B rpae «Jlata poxxaeHus» ykasbIBaeTCs
KOJIMYECTBO NOJHBIX MECSIIEB.

8.B penentypreix Omamkax Qopmel No 148-1/y-04(1) B rpagax «CHUJIC»
u «Ne roimica 06513aTeNbHOT0 MEAHIMHCKOTO CTPAaXOBaHMs» YKa3hIBAIOTCA CTpaxoBoit
HOMEp HMHIHMBHIYanbHOTO JIMLEBOIO c4eTa TIpaxAaHHHa B IleHCHOHHOM (oHze
Poccuiickoit ®enepanun (CHWIC) (npu mammuun) u HOMEp InoJiuca 00sI3aTeILHOro
MEIUIHHCKOTO CTPaXOBaHMs.

9.B penenTypHbIX Onankax (opMbl No 148-1/y-88 B rpade «Ampec Mecta
KUTCIILCTBA MM HOMED  MEIUIMHCKOH  KapThl MAlMeHTa, MOJYYaloLIero
MEJIMLUHCKYI0 TIOMOIIL B aMOYJATOPHBIX YCIOBHSX», YKa3bIBACTCA afpec MecTa
KUTENBCTBA (MecTa NMpeOBIBaHHI WM MeCTa (haKTHUeCKOro IIPOXXUBAHUS) TMalHEHTa
HIIM HOMEP MEIMUMHCKOH KapThl NAlMeHTa, MONYYaloIero MeIUIHMHCKYIO OMOIb
B aMOyJIaTOPHBIX YCIIOBHSAX.

B penentypHeIx Onankax ¢opMer Ne 148-1/y-04(m) B rpade «Homep
MEJULMHCKOH ~ KapThl ~ NAalWeHTa, IOMyYalOUlero  MEJMIMHCKYI0  [OMOIIb
B aMOY/IaTOPHBEIX YCIOBHAX» YKa3bIBAETCS HOMEP MENHULUHCKOM KapTel MalHUeHTa,
NOJTy9arOlIEro MEAUIHHCKYIO IIOMOIIb B aMOYIaTOPHEIX YCIIOBUAIX .

10. B rpade «®Damunus, vHHMIMANE HMEHH M OTYECTBA (mocnemuee — mpu
HAJIMYHH) JIeYalllero Bpada (Qensamrepa, aKyIlepku)» PeLeNTypHBIX GIaHKOB dopm
Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(;1) py4HBIM cIioco6OM HITH C HOMOIIIBIO
IITaMIa YKa3bIBAIOTCS (haMuiMs, MHHIHAIGl HMEHM M OTYecTBa (IIOCIEHHee — npu
HAIMIHHA) MEAULMHCKOTO DPaGOTHWKA, HA3HAYHMBINErO JEKAPCTBEHHDBIE IIpenaparkl
1 0OPMHUBIIIETO PELENT.

! CoGpanme 3akoHOmaTeNsCTBa POCCHICKOl Denepauun, 1999, Ne 29, cr. 3699; 2009, Ne 30, cr. 3739; 2010, Ne 50,
CT. 6603; 2013, Ne 48, cT. 6165.

? [pukas MunucrepcTa 3mpaBooxpaHeHHs Poccuiickoit ®enepauun ot 15 nexabps 2014 r. Ne 834u «O6 YTBEPXACHHUH
YHHQHLUMPOBAHHBIX (OPM METULHMHCKOMN T0KyMEHTALMH, HCIOIb3yEMBIX B METHIIHHCKIX OpraHu3aliuaX, OKa3bIBAIOLIMX
MCIHMUMHCKYI0O TOMOIb B aMOyJaTOPHBIX YCIOBHSX, M MOPAAKOB IO MX 3aMOJHEHHION (3aperucTpupoBan
MunncrepereoM toctummn Poccuiickoit ®enepaunu 20 despans 2015 r., perucTtpauroHHsIi Ne 36160), ¢ usMeHeHHAMH,
BHECCHHRIMM TPHXa30M MHUHHCTEPCTBA 3ApaBOOXPAHEHMs PoccHitckoil @enepaunn ot 9 sueaps 2018 r. Ne 2
(3aperucTpupoBaH MHHHCTEPCTBOM FOCTHIMH PoccHiickoi Denepauuu 4 anpens 2018 r, perucrpauronnsit Ne 50614)
(manee — mpukas Ne 834m),

3 Ipukas Ne 834H.



11.B rpade «Rp» peuentypHsix GinankoB ¢opm Ne 148-1/y-88, Ne 107-1fy
u Ne 148-1/y-04(x1) yxa3piBaeTcs:

1) HanMeHOBaHUE JIEKaQpCTBEHHOTO nperiapara (MexayHapogHoe
HeIlaTeHTOBAHHOE HaHMEHOBaHHUe, IPYNIUPOBOYHOE UM XHMHYECKOe HANMEHOBAHHUE,
TOpProBoe HAaMMEHOBaHHE) Ha JAaTHHCKOM sA3biKe, (opMa BBINYCKa, JO3HPOBKA,
KOJIUYECTBO;

2) croco0 MpUMEHEHMs JIeKapCTBEHHOIo IIpemapara Ha TIOCYAapCTBEHHOM
s3pike Poccuiickoit @efepallid WM Ha TOCYHapCTBEHHOM A3bIKe Poccuiickoi
desiepallii M TOCYIapCTBEHHOM S3BIKE PECIYONMK W HHBIX S3bIKaX HApOJOB
Poccuiickoit ®eneparmyn®,

12.TIpu oopMIICHMH DPELENTYypPHBIX OJaHKOB 3arpelnaeTcs OrpaHHYUBaTHCS
o0LIMMM YKa3aHUsIMH, HaripuMep, «BHyTpenHee», «3BeCTHOY.

13. Penenrt, odopMieHHEIM Ha peuentypHoM Onanke dopm Ne 148-1/y-88,
Ne 107-1/y m Ne 148-1/y-04(n1), moAmMCHIBAeTCA MEIHMIMHCKMM pabOTHHKOM
H 3aBEPSETCS ero 1e4Yarblo.

Penienit, obopMIeHHEIH Ha peuentypHoM OnaHke Qopmer Ne 148-1/y-88
u ¢dopmer Ne 148-1/y-04(1) HONONHHUTENBHO 3aBEPAETCS IEYATHIO MEIULMHCKOH
opranu3anu « /s penenrtosy.

14.Ha omHoM peuentypHom Onanke ¢opmer Ne 148-1/y-88 u  dopmsl
Ne 148-1/y-04(n) paspemaeTcss OCYIECTBIATh Ha3HauYeHHE TOJBKO OJIHOTO
Ha¥MEHOBaHUS JIEKaPCTBEHHOTO IIpernapara.

Ha oguoMm penentypHom Omanke ¢opmsl Ne 107-1/y  paspemaercs
OCYIIECTBIATH Ha3HaYeHHE TOJBKO OJHOrO HAMMEHOBAHUS JIEKapPCTBEHHOI'O
npenapara, otHocsmerocs o ATX x aHTHIcHXoTHdeckuM cpenctsam (kon NOSA),
ankcronurrkaM (kog NO5SB), cHOTBOpHBIM ¥ cemaTéBHBIM cpencTBam (kon NO5C),
anTugenpeccantam (kox NO6A) ¥ He NOIJIEXAINEro NPeAMETHO-KOIHIECTBEHHOMY
yueTy, ¥ [0 TpeX HaUMEHOBAHMH JIEKapCTBEHHBIX IpenapaTtoB — JUId HHBIX
JIeKapCTBEHHBIX NPENapaToB, He OTHECEHHBIX K BhIeyKazaHHBIM ATX.

15. McnipaBieHus B pelenTe He JOITyCKatoTCs.

16. IIpu obopmiTeHHH pelenTypHbIX GiaankoB popm Ne 148-1/y-88, Ne 107-1/y
u Ne 148-1/y-04(n1) Ha neKapCTBEHHBIE NpEMapaThl, HA3HAYCHHBIC IO PELICHUIO
BpadeOHOH KOMMCCHH, Ha 00OpOTe pelenTypHoro OyiaHka CTABHUTCS CIEHHalbHAs
oTMeTKa (IITami).

17. Ha penentyprom Gianke dopmel No 148-1/y-04(;1) BHU3Y MMeeTCs IMHHUA
OTpBIBA, Pa3esIsIoNas pelleNTYPHbIA OIaHK U KOPEIIIOK.

Kopemmok oT pementa, oGOpMICHHOIO Ha YKa3aHHOM pENENTypHOM OlaHKe,
BBIAeTCS MaleHTy (ero 3aKOHHOMY IPEACTABHTENIO) B alTeYHOW OpraHu3ally,
Ha KOpEINKe Jeliaercss OTMETKAa O HAaWMEHOBAHWM JIEKapCTBEHHOIO Ipenapara,
JIO3UPOBKE, KOJIMYECTBE, CIOCO0e NPUMEHEHHUS.

18. OdopMiIeHHE CIELUANEHOr0 pelenTypHoro OjiaHka Ha HApKOTHYECKOE
CPEIICTBO M MCHUXOTPOHHOE BEIIECTBO OCYINECTBISETCS B COOTBETCTBUU C NMPHUKA30M
MunncrepcTBa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 1 asrycra 2012 r.

4 Ugerp 1 cTath 15 3axona Poccuiickoit ®enepauun o 25 oktabps 1991 r. Ne 1807-1 «O s3wikax Hapoaos Poccuiickoi
®enepanum» (BegoMocTH cbesna HapomHbix aemyTatos PCOCP u BepxosHoro Cosera PCOCP, 1991, Ne 50, ct. 1740;
Co6panme 3akoHOnaTenscTBa Pocculickoit Geneparuu, 1998, Ne 31, c1. 3804) (namee — 3akon Ne 1807-1).



Ne 541 «O6 yrtBepxaeHuu (GopMbl OIAHKOB PELENTOB, COJACPXKALMX HAa3HAYCHHE
HapKOTUYECKHMX CPEeJCTB MM IICHXOTPOIHBIX BELIECTB, MOPSAKa MX H3rOTOBICHHS,

pacrpeaciicHus, perucTpalun, yucTa i XpaHCHUs, a TAKXKE IIPpaBUJI 0(1)0pMJ'ICHI/I$I»5.

II. Odopmienne perenita B GopMe dIIEKTPOHHOTO TOKYMEHTa

19.Penent B ¢dopMe  DBIEKTPOHHOIO  JOKYMEHTa,  IOANHCAHHOIO
ycHNeHHOM  KBalM(GUUYMPOBAHHOW  OJIEKTPOHHOM  NOANMCBHIO,  (QOpMUpYyeTCH
MeIHIMHCKIM paGOTHUKOM, CBEIEHHUS O KOTOPOM BHECEHEI B ()eJlepalibHbI PETHCTP
MeMIMHCKIX paGoTHHKOB®, a Takxe NpH YCIOBMM PETHCTPAllMd MENUIHHCKOH
OpraHm3aliM, B KOTOpo#l odopmisercs peuent, B (enepaibHOM —peecTpe
MeIMIMHCKUAX OpTaHM3aluii’ eMHOM rocyIapCTBEHHOH MH(OPMAIMOHHON CHCTEMBI
B cdepe 3IpaBOOXpaHEHHS H IOAKIIOYEHHA TAKOW MEIMIMHCKOH OpraHu3alyy
K TOCYJapCTBEHHON MHQOPMAIMOHHOMN crcTeMe B chepe 31paBooxpaHeHus cyObekTa
Poccniickoii ®enepanun®.

20.TIpu odopmnenur penenta B (QOpME OIEKTPOHHOTO  JOKYMEHTa
Ha JIeKapCTBEHHEIE MPeNaparhl, yKasaHHbIe B IIOJIyHKTax 2-5 myHkra 10 u myskre 12
IMopsiika HasHaUeHWs JIEKapCTBEHHBIX [IPENaparoB, YTBEPXKIECHHOIO HACTOAIIMM
IpPHKAa30M, W OTIyCKaeMble 33 IOJHYI0 CTOMMOCTH, 3alOJHAIOTCA CIeAyromue
PEKBU3UTHI:

1) kox cyowexta Poccuiickoit ®enepamuu 10 OKATO, onpenensroomuin
roCyJapCTBEHHYIO MH(OPMALMOHHYIO CHCTEMY B cepe 37paBOOXpaHeHHs CyObeKTa
Poccuiickoil @enepamyu B KOTOpOil cHOPMUPOBAH pelenT B (opME BIEKTPOHHOTO
JOKYMEHTa,

2) HaMMEHOBaHNE MEUIUHCKON OpraHU3alliy, ajapec, TeneoH Win pamuus,
MHWIMANE] MMEHH M oTdecTBa (MOCiefHee — IPH HAJIWYWM) HHIAUBUILYATBHOTO
IpeIPUHAMATENS, HMEIOIEro JHIEH3HI0 HAa MEeIUIHHCKYIO NEATENbHOCTh, €ro
azpec;

3) OI'PH ropuamdeckoro Jmua (MemuuuHckol opranusamuu) wix OI'PHUII
UHIMBHIYATHHOTO NPEATPUHAMATEIS,

4) nata ohopmiieHHs perenta (yKa3pIBaeTCs YUCIIO0, MECSL, TON);

5 3aperucTpupoBan MuHHCTEpCTBOM IocTuumH Poccuiickoit Penepanyuu 15 asrycra 2012 r., perncTpalliOHHBIR
Ne 25190, ¢ W3MEHGHWAMH, BHECEHHBIMH NpuKasaMu MUHHCTEpCTBa 31paBooxpaHenus Poccuiicko# Oenepanuu
oT 30 mons 2015 r. Ne 385H (3aperncTpupoBan MunucTepcTsoM focTuimn Poccniickoit @enepatmn 27 Hosbpa 2015 T,
peructpaumonnsiii Ne 39868), ot 21 anpens 2016 r. Ne 254u (3aperncTpuposaH MHEHHCTEPCTBOM FOCTHIHH Poccuiickoit
®eneparmu 18 mons 2016 r., perucrpauMonHeiii Ne 42887), or 31 oktabpa 2017 r. Ne 882m (3aperucTpupoBaH
MuHHCTepcTBOM tocTHmK Poccuiickoit denepamuu 9 auaps 2018 r., perncTparioHHbI# Ne 49561).

6 MyuxTel 6,7 IlonokeHHs O eQMHOM TOCYNApCTBEHHOH HHGOPMALMOHHOH CHCTEME B cdepe 31paBoOXpaHEHHUS,
yTBEpXKIEHHOro mocraHoBieHuem IIpasurenscTsa Poccuiickoi ®enepamuu ot 5 mas 2018 r. Ne 555 (Cobpanme
3akoHoaareNbcTBa Poccumiickoit denepauym, 2018, Ne 20, cr. 2849; Ned9, ct. 7600; Ne 50, ct. 7755; 2019, Ne 6, c1. 533)
(nanee — IonoxeHue 0 EAUHO} CHCTEME).

T Iynkrer 9, 10 ITonokeHHs 0 €AWHON CHCTEME.

8 Cratbu 91 1 91.1 denepanbroro 3akona ot 21 Hos6ps 2011 roaa Ne 323-03 «O6 0cHOBaX OXpaHBI 310POBbA IPAXKIAH
B Poccuiickoit denepammn» (Cobpanue 3akoHofaTenscTBa Poccuiickoii Penepanuy, 2011, Ne 48, ct. 6724; 2012, Ne 26,
cr. 3446; 2013, Ne 27, ct. 3477; Ne 39, cT. 4883; Ne 48, c1. 6165; 2014, Ne 30, cr. 4257; Ne 43, ct. 5798; Ne 49, cr. 6927,
6928; 2015, Ne 1, cr. 85; Ne 10, cT. 1425; Ne 27, ct. 3951; Ne 29, cr. 4397; 2016, Ne 1, cr. 9, 28; Ne 15, cr. 2055; Ne 18,
cT. 2488; Ne 27, c1. 4219; 2017, Ne 18, ct. 2663; Ne 31, ct. 4794).




5)naTa oxoH4aHMs JedcTBHs pelenta (QoOpMHpYeTCs IOCYIapCTBEHHON
¥HGOPMALMOHHOM cucTeMoit B cdepe 3]paBooxpaHeHus cCyObekra Poccuiickoid
®ezepaniii B COOTBETCTBHH CO CpPOKaMM JeHcTBUA penentoB: 15 nueit, 30 nued,
60 nueit, 90 nueii, no 1 rona);

6) yHUKaIBHBI ~ HOMep  pementa  (GopMMpyeTca  TOCYAApCTBEHHOU
nHEQOPMALMOHHOM cHcTeMOll B cdepe 31paBoOXpaHeHUs CyObexra Poccuiickoi
deneparuy M 00ECIIEYNBAET OAHOZHAYHYIO HICHTH(UKAUHMIO pelenta B ¢opMme
371eKTpoHHOro JoKkyMenTa B codetanun ¢ OKATO, OI'PH unu OI'PHUIT);

7) OTMETKH «Citoy (cpouHO) wmiu «statimy» (HeMeIJIeHHO) IpH HEOOXOAUMOCTH
CPOYHOTO HJIM HEMEIJICHHOTO OTIIyCKa JEKapCTBEHHOro Npernapara NalyeHTy;

8) agpec mamueHTta (yKashlBaeTCsl MOYTOBBIN aipec MecTa XHUTENbCTBA (MecTa
npebbIBaHUs WM MecTa (DAKTHYeCKOro IPOXMBAHWA) C YyKasaHHeM HHJEKca,
HaUMEHOBAHUA Kpasd, oONacTH, pecIyOnHKd, aBTOHOMHOIO OKpyra, HalMEHOBaHHs
HACEeTeHHOro IyHKTa, Ha¥MMEHOBaHHs yJIUIBI (IIPOCIEKTa, Ilepeynka, Npoe3nia),
HOMepa JioMa (C yKa3aHHUeM KOpITyca, IPY HaJIMYHiH), HOMepa KBapTHPHI);

9) HOMep SJEKTPOHHOM MEIULMHCKON KapThl HAaMeHTa B rOCYAAPCTBEHHOU
nHQOpMALMOHHOM cucTeme B cdepe 3apaBooxpaHeHus cyObekra Poccuiickoi
®denepanuy,

10) pamunus, uMsi, OTHECTBO (TIPU HATMYHM) NAIIMEHTA IIOJTHOCTHIO;

11) mata poxmeHus IaudeHTa (yKashlBaeTCs 4YHCIO, MECAL, rof), MWid JAerei
10 1 rozia JOMOJHUTEBHO YKa3hIBAeTCA KOJUYECTBO MIOJIHEIX MECSAIIEB,;

12) bamMuius, WHMIMAIGI MMEHH ¥ OTYeCTBa (TOCIeqHee — INPH HAIMYKH)
MEAMLITHCKOTO pabOTHHKA ITOJTHOCTBIO;

13) HauMeHOBaHHE JIEKapCTBEHHOI'O npernapara (MexayHapogHoe
HeNnaTeHTOBAHHOE Ha¥MEHOBaHHe, IPYNIKUPOBOYHOE MIH XMMHYECKOEe HAUMCHOBaHHUE,
TOProBOE HAWMEHOBAHWE) Ha JIATHHCKOM S3BIKE, JO3MPOBKA, (opma BHIIYCKa,
KOJIM4ECTBO;

14) cmoco6 npuMeHeHMs JIEKapCTBEHHOIO IIpernapara Ha TIocyJapCTBEHHOM
s3pike  Poccumiickoii ®ezepanuy WId Ha TOCYHAapCTBEHHOM sA3bIKe Poccuickoi
denepanyd U rOCyJapCTBEHHOM S3bIKE PECIMYONUK M HHBIX S3bIKax HapoaoB
Poccuiickoii @epeparun’.

15) mpu3HaK  yTBEp)KACHHs  Ha3HAueHWs  JIEKApCTBEHHOIO  IperapaTa
TI0 PEIleHHI0 BpaueOHO KOMUCCUM MEAUIIMHCKON OpraHu3alyy;

16) oTMeTKa © Ha3HAUeHHMH JIEKAPCTBEHHOTO Ipemapara IO PEHICHHIO
BpayeOHOM KOMHCCHM MEJWLMHCKOM OpraHusalud B CIy4asX, yKa3aHHBIX
B ab3ane BropoM myHkTa 6 Ilopsnka HasHayeHHWs JIEKApCTBEHHBIX MpeENaparos,
YTBEPKIEHHOT0 HACTOSIIUM IIPUKA30M;

17) otMeTKka O CHEIUAIBHOM Ha3HA4YCHHMH JICKApCTBEHHOro Npenapara
(3amoyHseTcss B Ciydvasx, ykasaHHBIX B IyHktax 16 u 25 Ilopsnka Ha3HAa4eHHS
JIeKapCTBEHHBIX NPENApaToB, YTBEPKIEHHOTO HACTOSALIMM TIPHKAa30M);

18) oT™MeTKa O CHENHATHHOM Ha3HAYEHUM JIEKAPCTBEHHOTO Ipenapara NanueHTy
¢ 3aboneBaHHeM, TpeOYIOIMM UIMTEIFHOTO KypCOBOIO JI€YEHHUs (3amOJIHAETCS
B cllyvae, yKa3aHHOM B IyHKTe 24 Iopsaka HasHaYeHUs JIEKAPCTBEHHBIX NPENIapaTos,
YTBEPKIEHHOTO HACTOSIIUM IIPHUKA30M) C IPOCTaBJIEHHEM MEPUOANYHOCTH OTIIyCKa

9 Yacrs 1 ctatey 15 3akona Ne 1807-1



JIEKapCTBEHHOTO IIperapara;

19)npu  opopmiennn penenta B dopme  >neKTpoHHOTO  HOKYMeHTa
Ha JICKapCTBECHHbIE IIPENIApAaThI, yKa3aHHbIE B MOIYHKTAX 2-5 nyHkTa 10 u mynkre 12
llopsinka Ha3HaYeHHs JeKapCTBEHHBIX NPEenapaToB, YTBEPXKACHHOTO HACTOAIIMM
TNPUKasoM, IpakaHaM, UMEIOLIHM [PaBo Ha GeCILIaTHOE HONydeHHe JIEKapCTBEHHBIX
TIPETIApaTOB MMM IIOIyYEHHE JIGKAPCTBEHHBIX NPENapaToB CO CKHIKOH, 3aMOJHSIOTCS
PEKBU3UTEL, NMPENyCMOTPEHHBIE NOANMYHKTaMH 1-18 Hacrosmero IMYyHKTA, a TaKXe
CIIEAYIOINUE PEKBU3UTEI:

a) KaTeropus TpaxAaH, HMEOIHX IIpaBO Ha IIOJyY€HHE JIEKAPCTBEHHBIX
TIpCIapaToB B COOTBETCTBHM €O cTaThel 6.1 DemepambHoro 3axoHa or 17 wrojs
1999 r. Ne 178-®3 «O rOCYyIapCTBEHHOM COLHanbHON momMom» 'Y

6) xox Ho30MOTHYECKO# BopMEI 0 MKE;

B) HCTOYHHK (huHaHCHpoBamms (1 — ¢enepansHbll GlomkeT, 2 — GromKer
cybsexra Poccuiickoii ®enepanuu, 3 — MYHULIHNAIBHEIN GromKeT);

r) pasmep ormnatsl (1 — 6ecratHo, 2 — 50%);

J) CIPaXOBOM HOMED WHAMBHIAYaIbHOTO IIHIEBOTO  CyeTa rpaxiiaHuHa
B [lencnonHOM (onne Poccuiickoit Oenepanuu (py Hanmuyun) (CHUJIC);

@) HoMep Iojirca 06s3aTeNLHOT0 MeqUI[MHCKOTO CTpaxOBaHHS.

2]1.Tlpu npocTaBieHHH OTMETKH, YKa3aHHOM B moxmyHkTe 16 myHkTa 20
Hacroswmero llopsinka, penent B Gpopme 3MeKTPOHHOrO JOKYMEHTa NOAIHUCHIBACTCS
YCHICHHOH KBalU(DHIMPOBAHHOM 3NEKTPOHHON MOIMCHIO opencenareins Wiu
CeKperaps BpauyeOHON KOMHCCHH MeIMIMECKOL OpraHW3alliHi, IPU NPOCTABICHUH
OTMETOK, YKa3aHHBIX B NOANMYHKTaXx 17 m 18 mynkra 20 Hacrosimero Iopsnka, —
YCHIICHHBIMH KBATM(QUIMPOBAHHBIME 3JIEKTPOHHBIMU TTOITHCIMH COOTBETCTBYIOLIUX
MEIWIHHCKUX paOOTHHUKOB.

22.1lo TpeGOBaHMIO TalMEHTAa WIM €ro  3aKOHHOIO IIpeICTaBUTEIS
OOPMITAETCS SK3EMILTAP pelenTa B (opme 3NMEeKTPOHHOTrO JOKYMeHTa Ha OyMaXHOM
HOCHTENE, B TOM 4HCIE IIYyTeM €ro OQOpMIEHHS Ha PENENTyPHBIX OIaHKAX
dopm  Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(m) ¢ otmetkolt «JlyGmukar
3JIEKTPOHHOT'O IOKYMEHTA.

III. Yyer peuentypHbIX 61aHKOB

23. Vyer peuenTypHBIX GIAaHKOB dopm Ne 107-1/y, Ne 148-1/y-88
u Ne 148-1/y-04(;1), wm3roraBnMBaeMBIX TAIOrpadckuM  crmocoGoMm  (mamee —
PEUeNTypHEIe GnaHKM, MOMIEKAIIMe yYeTy), OCYIECTBIAETCS B XKypHajax ydJera,
TPOHYMEPOBAHHEIX, MPOLIHYPOBAHHBIX U CKPEIUICHHBIX MOANHCHIO PYKOBOAUTEINS
U TeYaThl0 MEIMIMHCKOM OpraHu3alMd MM ITOIIHCHIO HHAUBUIYAIEHOTO
TIpEIMPUHUMATEJIST, KMEIOLIETO JULEH3HIO Ha MEAULMHCKYIO e TEILHOCTD.

24. XypHan ydera peuenTypHBIX GIAHKOB ¢opmbr Ne 107-1/y comepxut
Cliexyroiue rpadsi:

1) HoMep 1o nopsaky;

19 CoGpanne 3axoHOmaTenscTBa POCCHICKOI Qenepauun, 1999, Ne 29, cr. 3699; 2009, Ne 30, ct. 3739; 2010, Ne 50,
CT. 6603; 2013, Ne 48, cT. 6165.



2) B paznene «IIpuxomy:

a) aTa PETMCTPAIUK JOKYMEHTA, TTOTBEePsK JAIOIIETO IIOCTYIUICHHE;

6) HOMep ¥ JjaTa OKYMEHTa, HONTBEPIAAIOLIEr0 IIOCTYIIJICHUE, HAUMEHOBaHUE
IIOCTaBIIHKA,

B) Oblllee KOMMYECTBO ITOCTYMUBIIMX PELENTYPHEIX OJ1aHKOB;

r) GaMuIIEsA, VHWOMATEI HMEHA W OTYECTBA (mocnennee — mpu HanU4YMM)
Y HOAMITHCE OTBETCTBEHHOTO MEAMIMHCKOrO pabOTHHKA, IOIYYMBIIETO PEIEHTyPHBIE
OaHKM OT IMOCTABIIHKA,

3) B pasnene «Pacxomy:

a) JlaTa BBLJAYH PELENTYPHBIX GIIaHKOB;

6) KONMYECTBO BEIAHHBIX PELENTYPHBIX GJIAHKOB;

B) GaMuius, WHHIMAIBl MMEHH M OT4eCTBa (IOCTemHEee — P HaJIUYHH)
OTBETCTBEHHOTO MEAMIMHCKOrO pabOTHUKA, IIOMY9HBIIET0 PENeNTypHEIE GIaHKH;

I) MOANUCE  OTBETCTBEHHOTO  MEJHMIMHCKOTO  DPabOTHUKA, IOy YHBIIETO
pelenTypHsbie OJTaHKH;

4) bamunus, MHWIMAIBI MMEHM M OT4ecTBa (IIOCTedHee — IpY  HAJTHYIUH)
¥ NOANHCE OTBETCTBEHHOTO MEIHMIMHCKOrO paGOTHHKA, BBINABIIETO pEIEHTYpPHBIE
OJ1aHKwY;

5) OCTaTOK peenTypHBIX GIaHKOB.

25.XKypHan ydera  pemUENTYpHBIX OJIAHKOB dopm  Ne  148-1/y-88
1 Ne 148-1/y-04(;1) conepsxur crenyrommue rpagsr:

1) HOMep o mopsIAKY;

2) B paznene «IIpuxom»:

a) aTa perucTpaIiy JOKYMEHTa, HOATBEPKAAIOLIErO IIOCTYIUICHHE;

0) HOMEp U J]aTa JOKYMEHTA, IIOATBEPHIAIOLIETO IIOCTYIUICHE, HAUMEHOBAaHHE
IIOCTABILUKA,;

B) 00lLLee KOJMYECTBO HOCTYIUBIIMX PEENTYPHEIX GIaHKOB;

T) CEpHH M HOMepa PELENTYPHBIX OIaHKOB;

J1) KOJINECTBO PEIENTYPHBIX GJIAHKOB [0 CEPUSIM;

€) GamMwins, WHHIMANEl MMEHH W OT4ecTBa (OCTEqHEE — IIPH HAJTHYHH)
1 NIOATHCE OTBETCTBEHHOTO MEAMIMHCKOTO PaGOTHMKA, IOTYYHBLIErO PELEHTyPHbIE
OJaHKH OT IMOCTaBIIHUKA;

3) B pasnene «Pacxom»:

a) 1aTa BBLIAYM PELENTyPHEIX O1aHKOB,

0) cepuu M HOMepa BBIIAHHBIX PENENTYPHbIX GIIAHKOB;

B) KOJIMYECTBO BBIIAHHEIX PELENTYPHBIX OIaHKOB;

I) Gamunvs, MHMIMATBI MMEHH M OTYecTBa (MOCIeqHee — NpU HaJIWIHH)
OTBETCTBEHHOTO MEIULMHCKOI0 PabOTHHKA, TIONYYHBIIIETO PELENTYPHBIC OIAHKH,

J) IONNKCH  OTBETCTBEHHOTO MENWIMHCKOrO  paGOTHHKA, IOJyYUBIIETO
peLentypHeie OIaHKY;

4) ¢damunus, MHEDMANE MMEHM M OTYecTBA (IIOCIENHEE — IIPY HAJIMYHH)
M TOAIHKCE OTBETCTBEHHOIO MEIHMUIHMHCKOrO pabOTHMKA, BHIABIUETO DEIENTYPHbIE
OnaHku;

5) OCTaTOK pelenTyPHBIX GIaHKOB.

26. Yuer cnelUalbHBEIX PELENTYpHHIX OJaHKOB Ha HapKOTHYECKOE CPEeICTBO
H IICHXOTPOITHOE BEIIECTBO OCYIIECTBIACTCA B COOTBETCTBHM C IPHKA30M
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MunucrepeTBa 3apaBooxpanenus Poccuiickoit ®enepanun or 1 asrycra 2012 .
Ne 54u «O6 ytBepxaeHHH (GOPMBI 6G1aHKOB PELIENITOB, coAepXalluX Ha3HAYEHHE
HAPKOTUHYECKUX CPEACTB MM IICHXOTPOIHBIX BELIECTB, ITOPSAKA HX H3TOTOBJICHHS,
PACIpEAENCHNS, PErUCTPALH, YIeTa H XPAHEHHUS, a TAKXKe IPABUJT obopmiieHus» !,

27. Yyer penentos, odoOpMIEHHHIX B hopMe 3MEKTPOHHOTO JOKyMeHTa,
OCYIIECTBIACTCS B TOCYHapCTBEHHOH WH(POPMALMOHHOM cHCTEMe B chepe
31paBoOXpaHeHus cyObekta Poccuiickoit Denepanun IIOCPEACTBOM BEACHHS €IUHOTO
peecTpa penenToB, ohOpMIEHHEIX B HOPME IMEKTPOHHBIX JIOKYMEHTOB.

IV. Xpanenue penentypHsix Giankos

28. MenununcKAe OpraHM3aIUH OJNY4al0T HEOOXONMMBIE peLENTypHEIE
OnaHkH, odopMiIeHHEIE TUIIOTPaCKUM CIIOCOGOM, depes TePPUTOPHAJIbHBIE OpraHbI
YIPABICHHS 31PABOOXDAaHEHUEM WM OPraHM3AlMH, YIIONHOMOYEHHBIE HA 3TO
OpraHaMy HCIOMHUTENBHOH BlIacTH cy6bexToB Poccuiickoit denepanun.

29. PenentypHsle GNaHKH, NOIEXKAIHe YUYeTy, XPaHATCA OTBETCTBEHHBIM
JIMLIOM, Ha3HAYCHHBIM DYKOBOIHUTENEM MEIULUHCKOM OpraHM3alyy, B 3anupaeMoM
METaJUIMIECKOM IuKady (cefde) umu MeTamnueckom sIike.

30. UanuBrayansHbIi IPENIIPUHUMATED, UMEIOIINH JIMLICH3HIO
Ha  MEAMIMHCKYIO IEATENBHOCTh, XDPAHUT PENENTyPHble ONaHKH, MOJUIEKALIHE
YHeTY, B 3allHpaeMOM METaJLTMYeCKOM Kady (ceiihe) uim MeTaIMIecKoM SIHKe.

31. IlpoBepka COCTOSIHUS XpaHEeHHs, yueTa, (haKTHIECKOro HAJMYUS M pacxoza
PeUenTypHBIX OJIaHKOB, NMOIIEXAIUX YYETY, ONHMH pa3 B KBapTaJl OCYIIECTBIAETCS
KOMHCCHEH, CO3aHHOH B MEAHLMHCKOH OpraHU3alHH.

32. Penentypusle 6naHKH, opopmiseMsle Ha OyMaXHOM HOCHTeJe
H HONJIEKAIINe YyYeTy, BBLIAIOTCS MEAMLUHCKAM pPabGOTHHKAM, HMEIONIHM IIpaBo
0(hOPMIIEHHS PELENITOB, M0 PACTIOPSIKEHHIO TIABHOTO Bpava HJIF €ro 3aMeCTHTES.

TlosyveHHbIe peuentypHble 6GIaHKH Ha OYMa)XHBIX HOCHTENSX XpaHATCS
MEAMUMHCKIMH PabOTHUKaMH B IOMEIIEHUSX, 00ECIIeUMBAIOIIIX HX COXPaHHOCTb.

33. XpaHeHHe CIEIMaNbHBIX pPEUENTYPHHIX OAHKOB Ha HApKOTUYECKOe
CPelICTBO H NMCUXOTPOIHOE BEIIECTBO M BBIAAYa yKA3aHHBIX PEHENTYPHBIX GIAHKOB
MEIMIIMHCKOMY  pa0OTHHKY OCYIUECTBISETCS B COOTBETCTBHH  C IIPUKa30M
Munwcrepersa 3apaBooxpanenus Poccuiickoi ®enepanuu ot 1 asrycra 2012 .
Ne 54u «O6 yTBepxmenumr (GOpMbI GIaHKOB PELeNTOB, CoAeCpXKAMX Ha3HAYEHUE
HAPKOTUYECKUX CPEACTB MIIM NCHXOTPOIHBIX BEINECTB, IOPAAKA X H3TOTOBIEHHS,
PaCIPENCIICHHS, PErUCTPALlNH, yieTa i XPaHeHHs, a TaKXKe [IPABHI 0hopMIIeHHs» 2,

1 3apeructpuposan MunucrepctBoM roctamuu  Poccuiickoi OGenepaunn 15 asrycra 2012 r., PETUCTPALMOHHbII
Ne 25190, ¢ u3MeHeHWAMH, BHECEHHBIMM nprkasaMH MunucTepcTBa 31paBooxpaHenus Poccuiickoii OQenepaunn
ot 30 mons 2015 r. Ne 385H (3aperucTpupoBaH MHHHACTEPCTBOM FOCTHIIM PoCCHICKOI @enepannn 27 Hoa6ps 2015 .,
peructpanroHusit Ne 39868), ot 21 anpens 2016 r. Ne 254n (3aperncTprpoBaH MUHHCTEPCTBOM I0CTHLMH POCCHItCKOH
Denepaumn 18 mona 2016 r., perucTpauHoHHEIH No 42887), ot 31 okrabpa 2017 r. Ne 882m (3aperucTpuposan
MunucrepcTBoM rocTimnn Poccuiickoit Denepanmu 9 susaps 2018 r., peructpauronHbii Ne 4956 1).

12 3apeructpuposan MunucrepcrBoM roctuunu Poccriickoi ®enepaumn 15 asrycra 2012 r., PETrHCTPalOHHBIH
Ne 25190, ¢ w3MeHenmaMH, BHECEHHBIMH NpukasaMH MUHKCTEPCTBA 3APaBOOXPaHEHHs PoCCHHCKOM Depepaunn
ot 30 mronst 2015 r. Ne 385H (3apeructpupopan Munuctepetsom roctunmnu Poccuiickoit ®enepaunu 27 HOA0ps 2015 r.,
perucTpannonHbIi Ne 39868), ot 21 anpens 2016 r. Ne 254n (3apeructpupoBaH MuHucTepCTBOM 10CTHIMH PocCHIfCKOl
®Qenepaunn 18 mons 2016 r., perncTpaudoHHbIH No 42887), ot 31 oxtabpa 2017 r. Ne 882m (3apeructpuposan
Munncrepersom roctimmu Poceriickoit depeparn 9 AuBaps 2018 r., peructpauroHHslit Ne 49561).
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34. TlporpaMMHO-TeXHHYECKHE CPEACTBA roCcyapCTBEHHBIX MHGOPMALMOHHBIX
CHCTEM B CQepe 31paBOOXPaHEHHS, MeIUIHHCKIX AHOOPMALMOHHEIX  CHCTEM
MEMMIHHCKUX OpraHu3alliii 00eCHeYHBAIOT XpaHeHHe 3JIEKTPOHHBIX PEIIENTOB,
oopMIEHHBIX B  (opMe SICKTPOHHBIX ~ JIOKYMEHTOB B TEYEHHE CPOKOB,
YCTQHOBJICHHBIX JUI XPaHEHHUS DPENEeNnToB, O(GOPMIICHHBIX Ha COOTBETCTBYIOLIUX
hopmax penenTypHBIX GlIaHKOB Ha GyMaxHOM HocuTele!?,

B Mynkr 14 npaemn ormycka JIEKApCTBCHHBIX [IPEMApaToOB JIi MEAMLIMHCKOLO NPHMEHEHHS, B TOM HCIIe
HMMMYHOOHONIOTHYECKHX  JIEKApCTBEHHBIX TNperapaTos, — anTeYHBIMM  OPraHA3ALMAMH,  MHIMBHUIYANbHBIMH
HPCAPHHAMATENAMY, HMEIOIMMY JIHUEH3MIO Ha (apManeBTHIECKYIO AeATENbHOCTb, YTBEPXACHHBIX IPHKA30M
MuuuctepcTa  3gpaBooxpanenns Poccuifckoit Denepaurn ot 11 wmona 2017 r. Ne 403m (3aperucTpuposan
MunncTepcTBOM I0cTHIMHK Poccuiickoit ®enepannn 8 centabpsa 2017 r., perucTpaunoHHsIi Ne 48125),



