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OO0 yreepxaenun
NOPAAKa HAZHAYEHHS JIEKAPCTBEHABIX NPeNnapaToB,
thopM penenTypHBIX 6/1AHKOB HA JTeKAPCTBEHHbIC HPENAPATHI,
nopaaKa ogpopMICHAN YKa3aHHLIX 0JIAHKOB, HX Y9€TA H XpaHEeHAS

B cootBerctBUM ¢ myHKTOM 16 dactu 2 cratem 14 DegepalbHOTO 3aKOHA
oT 21 Hosbpa 2011 r. Ne 323-03 «O0 ocHOBax OXpaHBI 3IOPOBBS TpaxKAaH
B Poccuiickoit @enepaumn» (Cobpanue 3akoHogatenscTBa Poccuiickoii ®enepanuu,
2011, Ne 48, ct. 6724; 2013, Ne 48, cr. 6165; 2014, Ne 30, c1. 4257; Ne 49, cr. 6927,
2015, Ne 10, ct. 1425; Ne 29, ct. 4397; 2016, No 1, c¢t. 9; Ne 15, ct. 2055;
Ne 18, cr. 2488; Ne 27, ct. 4219; 2017, Ne 31, ct. 4791; Ne 50, ct. 7544, 7563)
n noamynktamu 5.2.177, 52.179 wn 5.2.180 Ilonoxenus o Munucrepcrse
3apaBooXpaHeHus Pocculickoit ®elepallud, YTBEPKICHHOIO TNOCTAHOBICHUEM
IIpaButenscTia Poccuiickoit ®enepanun ot 19 mona 2012 r. Ne 608 (CoGpanne
3aKoHoJaTenscTsa Poccuiickoi ®@enepammu, 2012, Ne 26, cr. 3526; 2013, Ne 16,
ct. 1970; Ne 20,ct. 2477; Ne 22, c1. 2812; No 33, c1. 4386; Ne 45, ¢r. 5822; 2014,
Ne 12, cr. 1296; Ne 26, ct. 3577; Ne 30, ct. 4307; Ne 37, ct. 4969; 2015, Ne 2, cT. 491,
No 12, ct. 1763; Ne 23, ¢1.3333; 2016, Ne 2, cT. 325; Ne 9, c1. 1268; Ne 27, cT. 4497; Ne
28, cT. 4741; Ne 34, cT, 5255; Ne 49,cT. 6922; 2017, Ne 7, ¢T. 1066; Ne 33, cr. 5202; Ne
37, c1. 5535; Ne 40, cT. 5864; Ne 52, cr. 8131; 2018, Ne 13, ct. 1805; Ne i8,
CT. 2638; No 36, c1. 5634; Ne 41, ¢1. 6273),ipH K a3 bl Balo:

1. YrBepnuts:

HOPAOOK Ha3HAYEeHHS JIEKAPCTBEHHEBIX pernaparos COrJIaCHO
IpMITOXKEeHUIo Ne 1;

bopMbt peuemypnmx O61aHKOB Ha JIEKApCTBeHHBIE IIPEIAPAThl COINIACHO
mprtoxeHuio Ne 2

NopAAOK oq)opwmeﬂnﬂ pelenTypHeIX OlaHKOB Ha JIEKapCTBEHHBIC npenapa'rb'
HX y9€Ta ¥ XpaHeHUsA COrNIacHO NpUnoxeHuto Ne 3.




2. Ilpu3Hath yTpaTHBIUUMH CUITY:

npukas  MuHucrtepcTBa  3apaBooXpaHeHHs — Poccmiickoit Depepaumnn
oT 20 gexkabpa 2012r. Ne 1175 «0O0 yTBepKIAEHUM NOPANKA HaA3HAYCHHS
W BBINUCHIBAHHA JIEKAPCTBEHHBIX MPENapaToB, a Takke (HOpM peLeNTYPHBIX 0JaHKOB
Ha JIeKapCTBeHHBIE Mpenapathl, mopsaaKka oGopMiIeHHd YKa3aHHBIX OJIaHKOB, HX yueTa
U XpaHeHuM» (3aperncTpupoBaH MuHucTEpcTBOM rocTHIMH Poccuiickoil ®enepamyn
25 wons 2013 r., peructpanuonnsiii Ne 28883);

ITYHKT 2 H3MeHeHUH, KOTophle BHOCATCA B Ilopaiok co3jaHud ¥ JeATeNbHOCTH
BpayeOHOH KOMHCCHM MEIMLIWHCKOH OpTaHW3al¥H, YTBEp)KACHHBIM MPHKa30M
MuHHCcTEpCcTBa 30paBOOXPAaHEHUSA U COLHANBHOTO pa3BUTHA Poccuiickoil deneparuu
or 5 mag 2012 r. Ne 5028, u B [Topaaok Ha3HaUEHUs U BEITHCEIBAHHA JEKaPCTBEHHBIX
OpenapaToB, yIBep X AeHHIH NTpukazoM MUHHCTEpPCTRa 3paBooXpaHeHus Poccuiickoit
®epepaun ot 20 xexadpa 2012 r. Ne 11751, yTBep)KAeHHBIX MpHKa3oM MHHHCTEPCTBA
sgpaBooxpaHeHns Poccuiickoit ®egmepanuu ot 2 gexabpa 2013 1. Ne 886m
(3apeructpupoBan  MUHUCTEPCTBOM  IOCTHILHH Poccuiickoii ~ denepamuu
23 mexaOps 2013 r., peructpauuoHHsIit Ne 30714);

npukas  Munucrepcrsa  3apaBooxpaHeHus — Poccmiickodn  ®Penmepaumu
oT 30 mons 2015 r. Ne 3861 «O BHeceHHM U3MEHEHUH B NMPHIOKEHUA K IpUKa3y
MunncrepcTBa 3apaBooxpanenns Poccuiickoit ®eaepanmn ot 20 mexabpsa 2012 r.
Ne 11750 «O0 yTBepKIeHHH MOpPAAKA HA3HAYCHHA H BBHITHCHIBAHUS J€KapCTBEHHBIX
NpernaparoB, a Takke ()OpM peLeNTYpHBEIX OJaHKOB Ha JIEKapCTBEHHBIE IPENapaThl,
nopsifka o)OpMIIEHUA YKa3aHHBIX OaHKOB, X yueTa U XpaHeHHs» (3aperucTpHpOBaH
MunucrepctBoM  1octunuu  Poccuiickoit  ®exepanmm 6 aBrycra 2015 r.,
perucTpanmonHslii Ne 38379);

OyHKT 1 HM3MeHeHHWH, KOTOpBle BHOCATCA B IIpuka3 Munucrepcrsa
snpaBooxpaHenus Poccuiickoit Penmepanyn ot 20 mexabps 2012r. Ne1175n
«O0 yTBepXXAEHUY NMOPAJKa Ha3HAYECHHS M BHIITUCHIBAHUA JIEKAPCTBEHHBIX MIPENapaToB,
a Take (OpM peLenTypHEIX ONaHKOB Ha JIEKapCTBEHHbIE IIpEMaparthbl, MOPAAKa
odopmiteHus YKa3aHHBIX OJ1aHKOB, Ux yuera 5} XpaHeHHs»
U mpunoxeHne Ne 2 k mnpukazy Munucrepcrsa sipasooxpaHeHus PoccHiickoi
®eneparmu ot 1 aBrycta 2012 r. Ne 541 «O6 yrBepyaeHuH (opMbi OJIaHKOB PELIETITOB,
COAepKalUX Ha3HA4YeHHE HApKOTHUECKHX CPEICTB WM MCUXOTPOMNHBIX BEHIECTB,
HopsifiKa ux H3rOTOBJICHHS, pacrpenencHus, PETHCTPALINH, y4yeTa
H XpaHeHH4, a Takoke NpaBui OhOPMIICHHS», YTBEPXKICHHBIX pHKazoM MuHuCTepcTBa
3npaBooxpaHenus Poccumiickoli @epmepauuu ot 21 ampens 2016r. Ne254m
(3apeructpupoad  MuHucTepcTBOM  rocTHUMH  Poccuiickoii  @enepanuu
18 mrona 2016 r., peructpaunorublit Ne 42887);

NYHKT 5 W3MEHEHH#, KOTOpbIe BHOCATCH B HEKOTOpHIe MpHKa3kl MUHHCTEPCTBA
3MpaBOOXpaHeHHd M COLHalbHOro  pa3BHUTHA  Poccumiickoii  ®enmepaiun
H MuHucTtepcTBa 3apaBooxpaHenus Poccuiickoii ®eaepauyn no BonpocaMm
oOpaleHAsl JIEKAPCTBEHHBIX IIPENAaparos, COJIEPXKAIMX HAPKOTHYECKHE CpelCTBa,



NICUXOTPOTHEIE BEIIECTBA H HX [IPEKYPCOPH, H JIEKAPCTBEHHBIX CPEICTB, MOANIEKAIIUX
APEAMETHO-KONMYSCTBCHHOMY Y4eTy, YTBEP)KIEHHBIX IpHKa3oM MHHHUCTEpPCTBA
3apaBooxpanenust Poccuiickot Penmepamuu ot 31 okrabpa 2017 r. Ne 882m
(3apeructpuposan  MumnmcrepctBoM roctuin Poccuiickoil ®eneparuu 9 aHpaps
2018 r., perucTpaunoHHsIi Ne 49561).

MuHuctp B.H. Cksopliiora




ITpunoxenune Ne |
K TIpUKa3y MuHUCTEPCTBA 34paBOOXPAHEHHS
Poccuiickont @enepann

oT /'?M'@éf lia NQIZ/H'

Hopaaok
HA3HAYEHHS JeKAPCTBEHHBIX NPENApPaToOB

I. O6mmue nosoXxeHus

1. HacTosiuii mopsAmox yCcTaHaBIMBAET IPABHIA Ha3HAYEHHS JEKAPCTBEHHBIX
npenapaToB A MEeTUIIHHCKOIO NpHMEHEHUs (Oajiee — JIeKapCTBEHHbIe MpenapaTh)
H oQOpMIICHHUS HX Ha3HAYCHUS MPH OKa3aHHH METULHHCKON TIOMOLH B MEIAIMHCKHX
OpraHH3alHusx’.

2. Haznauenme NeKapCTBEHHBIX NPENMApaToB OCYINECTBISAETCS JIeYAl[HM
Bpa4oM, ¢enpalepoM, akymIepkoil B CIy4ae BO3JIOXKEHHS HAa HHX ITOJTHOMOYHIA
Jedallero Bpaya B MOPAAKE, YCTAHOBICHHOM IpHKasoM MUHHCTEpCTBa
3/{(pAaBOOXPAHEHHA U couManbHoro pasputus Poccuiickoit @eneparim ot 23 mapra 2012
r. Ne 2521 «O6 yrepxaeHuu I[lopsiaka BO3NOKeHHS Ha (eNbALIEpa, aKyMIEPKY
PYKOBOAMTENEM MEAMLMHCKON OpraHMU3aliy IPH OpraHUu3alMy OKa3aHUs MepBHYHON
MENUKO-CAHUTAPHOU TIOMOIIU U CKOPOH MeAUHUHCKON MOMOLIN OTASABHBIX (GYHKLHUH
JieYallero Bpaya 1o HENOCPEACTBEHHOMY OKa3aHHI0 MEAHLIMHCKOH NOMOILHU MAlHEHTY
B Mepuo], HaOMIOJeHHs 3a HUM W €ro JeYeHHs, B TOM YHCJE 10 HA3HAYCHHIO H
NPUMEHEHHIO IEKAPCTBEHHBIX NPENapaToB, BKIIKOYAS HAPKOTHYESCKHE JIeKapCTBEHHBIE
Mpenaparbl ¥ TCHXOTPONHBIE JEKAPCTBEHHBIE IIPEMapaThl» >, HHIMBH/YAJIbHBIMH
IPEANPHHUMATENSAMH, OCYIIECTBASIONIMMHE MEIWULHHCKYIO HeATeNbHOCTh (Janee —
MeIULHHCKHE pabOTHHKH ).

3.CBenenus o0 Ha3sHAYEHHOM JIEKApCTBEHHOM IIpemapaTe (HAHMEHOBAHUE
JIEKAPCTBEHHOrO Tperapara, JO3UPOBKa, CIOCO0 BBeIeHHS H IMPHMEHCHUS, PEXKUM
DO3UPOBaHUSA, TIPOAOC/DKMTENBHOCTh JieWeHW W 0O0OCHOBaHHE  HA3HAYEHUS
NeKapCTBEHHOTO Mpenapara) BHOCATCS MEIHHHHCKAM PaOOTHHKOM B MEAULIMHCKYIO
JIOKYMEHTALUIO NalHeHTAa.

B ciydadx, ykazaHHBIX B NyHKTax 9-12 Hacrosmero [Topsiaka, MeqULIMHCKHUE
paboTHUK oQopMIsAeT Ha3HAYCHHE JIEKAPCTBEHHBIX IMIPEenapaToB, B TOM YHUCIE
MOAJICKAIIYX HM3TOTOBJIEHUID W OTMNYCKY AaNTEYHBHIMH OpraHH3alMiMH (Janee —
JIEKapCTBEHHBIE MpenapaThl HWHAMBHUAYANBHOTO H3rOTOBIIEHHA), Ha peLENTYPHOM
Onaske, odopMIIEHHOM Ha OYMaXXHOM HOCHTENE 33 CBOEH MOATHCHIO (Janee — peent
Ha OyMa)XHOM HocuTene), U (WIM) ¢ COTJIacHs [MAIMEeHTa WIH €ro 3aKOHHOTO

! Thynkr 11 crathi 2 PeaepansHoro 3akoHa oT 21 Hoabpsa 2011 r. Ne 323-®3 «O6 ocHOBax OXpaHsl 3AOPOBBA FPaKIaH
B Poccufickoil Pegepanuin» (Cobpanne 2akcHonarensctea Poccriickolt Menepamuy, 2011, Ne 48, cr. 6724, 2016, Ne 1, ¢T,
9, 28; 2017, Ne 31, ct1. 4791).

% 3aperucTpHpoBaH MHHHCTepCTBOM 10cTHIMH Poccuiickoli ®enepainm 28 anpens 2012 T., perucTpaUHOHHBIN
Ne 23971, ¢ M3MeHeHWAMH, BHECEHHBIMH OPHKa3oM MHHMCTepeTBa 3apaBooxpaveHHs Poccuiickoit ®degepanan
oT 31 okTabpa 2017 r. Ne 882H (3apeructpuporan MuHncTepcTROM 0cTHINEA Poccuiickoil deaepaunn 9 aupapa 2018 r.,
PerHcTpalHOHHBIH Ne 49561).
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NpeACTAaBHTENS ° HA pelenTypHoM Onakke B (opMe 3JIEKTPOHHOrO NOKYMEHTA
¢ WCIIONB30BAHMEM YCHWICHHOM KBAIH(HUMPOBAHHOH JIEKTPOHHOH MOMMHCH
MeAMEHHCKOTo paboTHUKA (Hasee — peuent B GopMe 2IeKTPOHHOTO JTOKYMEHTA).

Peuentr B (OpMe 3SNEKTPOHHOTO JIOKYMEHTA, CONePXKAlMH HasHAUuCHHe
HApKOTHYECKUX  CPEACTB WM  TICHXOTPONIHBIX  BEIIECTB,  MOAMHCHIBACTCA
¢ HCTHONB30BAHNEM YCHICHHOH KBANM(HUIMPOBAHHOHW 3MeKTPOHHOH TIOANHMCH
Jeqaliero Bpada WiM Qenpiiepa, akymepkd, Ha KOTOPBIX BO3JIOXCHEI byHKUUU
Jeyalero ppaya, i COOTBETCTBYIONIEH MeAHITMHCKOH opranusauuu’.

Odopmienne perento B GopMe IEKTPOHHBIX AOKYMEHTOB OCYIIECTBIIACTCA
B CIIyuae MPHHATHS YIOIHOMOYEHHBIM OPTaHOM HCTIONHHTENbHON BIACTH cyObeKTa
Poccuiickoit defepaliii B COOTBETCTBHM ¢ TyHKTOM 4 cTathi 6 PefepanbHOro
saxoHa or 12 ampemst 2010 r. Ne 61-03 «O6 obpalueHur J1E€KapCTBEHHBIX CpemCTB»’
pemienns 06 HCNONB30BAHWM HA TEPPUTOPHUH CyOBEKTa Poccuiickoit ®epepauun
Haps/ly ¢ pelielTaMu Ha JIeKapCTBEHHEIE Npenaparsl, 0GopMICHHBIMU Ha OyMaKHOM
HOCHTENe, PELENTOB Ha JIeKapCTBEHHbIE IIpenapaTsl, C(OPMHPOBAHHBIX B dbopme
3JIEKTPOHHBIX JOKYMEHTOB.

4. Tlpu BHIOKCKE MAUUEHTa H3 MEIWUMHCKOH OpraHW3allud, B KOTOpOit
€My OKA3BIBANIACH MEIMIIMHCKAA MOMOLIb B CTallHOHAPHEIX YCNOBHAX, NaHHOMY
MALEEHTY N0  PEUIHWI0  PYKOBOAMTENA  ME[MIMHCKOH  OpraHu3aluy
Ha3sHAYaloTCA ¢ opopMIeHHeM pelenTa B GopMe 1EKTPOHHOTO JOKYMEHTA H (nmm)
Ha GymaxHOM  HocuTese (32  HCKIIOYEHHEM  OQOPMICHMS  PELCNTOB
Ha NeKapcTBEHHBIE MpENapaThl, NOAIEKAIIME OTIYCKY OecIiaTHO WM CO CKUAKO#)
nu6o BBLIAIOTCA (TALMEHTY WM €ro 3aKOHHOMY NPENCTABHTENO) ONHOBPEMEHHO
¢ BHIMUCKOH M3 WCTOpME OONE3HH JEeKapCTBEHHBIE Mpenapartel, B TOM HHCNC
HAPDKOTHYECKHE ¥ TCHXOTPONHBIE JICKapCTBeHHBIC MpeNapartbl, BHECCHHBIC
B cmucku 11 u I1] mepeuss HAPKOTHYECKHX CPEACTB, MCHUXOTPOIHBIX BEILECTB M HX
TIPeKypcopoB, MOMIEKAINX KOHTpomo B Poccuiickoii denepaiuy, yTBEPKACHHOrO
noctanosneHneM IIpaputenscTea Poccuiickolt ®emepauyn ot 30 mioHA 1998 .
Ne 681° (nanee — Ilepeuens), CHIbHOAEHCTBYIOUIHE JEKApPCTBEHHBIE [IPCMApaThl, Ha
CPOK MpHeMa alUEHTOM JI0 5 AHEH.

5. HasHaueHue JIeKapCTBEHHBIX [pPENapaToB MNpH OKA3aHHH MeEIMLMHCKOH
IOMOIUM B CTALIMOHAPHBIX YCIOBHAX B TPeOOBaHHMAX-HAKIIAIHBIX, HAIPaBIAEMBIX
B aNTeYHble OpraHu3aluyl, ABAAIOIHMECS CTIPYKTYPHBIMM  TIOAPa3sAENeHUsIMH

3 B OTHOWEHVH /HIA, YKA3aWHOro B uacTd 2 cratei 20 denepansuoro 3akoa oT 21 Bosbpa 2011 r. Ne 323-03
«O6 OCHOBAX OXpaMBl 340poBbA rpaxiaH B Pocchiickol denepaunn» (Cobpanme 3akoHomarenncTa Poccuiickoit
®enepammm, 2011, Ne 48, cr. 6724; 2013, Ne 48, cx. 6165; 2017, Ne 31, cr. 4791).

4 Yaers, 1 cTaTen 26 DemepansHoro 3akoMa oT § smaps 1998 r. Ne 3-03 «O HAPKOTHUECKHX CPeNCTBAX
¥ RCHXOTPONHEIX BemecTraxy (Cobpanue 3akoHomatenscTBa Pocchiickolt deaepamin, 1998, Ne 2, cr. 219; 2003, Me 27,
cT. 2700; 2011, Ne 49, cT. 7019; 2013, Ne 48, ct. 6165; 2016, Ne 27, cT. 4238; 2017, Ne 31, e 4791).

% Cobpanne 3akoHOAATeNECTBA Poccuiickoll denepauuy, 2010, Ne 16, cr. 1815; 2012, Ne 26, ct. 3446; 2017, Ne 31,
cT. 4791,

¢ Cobpanne 3axkoHOmaTeNbeTBa Poccufickoil Denepanns, 1998, Ne 27, cT. 3198; 2004, Ne 8, ct. 663; Ne 47, cT. 4666;
2006, Ne 29, c1. 3253; 2007, Ne 28, ct. 3439; 2009, Ne 26, cr. 3183; Ne 52, c1. 6572; 2010, MNe 3, cr. 314; Ne 17,
cT. 2100; Ne 24, cr. 3035; Ne 28, c1. 3703; Ne 31, cT. 4271; Ne 45, cT. 5864: Ne 50, c1. 6696, cr. 6720; 2011, Ne 10,
or. 1390; Ne 12, c1. 1635; Ne 29, cr. 4466, cT. 4473; Ne 42, cr. 5921; Ne 51, er. 7534; 2012, Ne 10, cr, 1232; Ne 11,
cT. 1295; Ne 19, cr. 2400; Ne 22, c1. 2864; Ne 37, c1. 5002; Ne 41, cT. 5625; Ne 48, ¢t 6686; Ne 49, ct. 6861, 2013, Ne 6,
CT. 558; Ne 19, ¢t. 953; Ne 25, cr. 3159; Ne 29, ct. 3962; Ne 37, cr. 4706; Ne 46, ct. 5943; Ne 51, cr. 6869; 2014, Ne 14,
or. 1626: Ne 23, cr. 2987; Ne 27, cr. 3763; Ne 44, cr. 6068; Ne 51, cr. 7430; 2015, Me 11, c1. 1593;
Ne 16, ¢1. 2368; Ne 20, cT. 2914; Ne 28, cr. 4232; Ne 42, cr. 5805; 2016, Ne 15, ct. 2088; 2017, Ne 4, cr. 671; Ne 10,
cT. 1481; Ne 23, cr. 3330; Ne 30, c1. 4664; Ne 33, cv., 5182; 2018, Ne 27, o, 4071,
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MEIMLUMHCKON OpraHU3alMH, B KOTOpOH OKashiBacTCs MEIMLWHCKas MOMOIb,
ocymecTensercs B CooTBercTBuM ¢ MHCTpykumed O TOpSAKE BBIMHCHIBAHHA
NEKAPCTBEHHBIX TIPEMApaToB H OHQOPMICHHA PELNENTOB U TpeGOBaHMI-HAKIIA/HEIX,
yTBEepPIKAEHHOHN NprKa3oM MHHHCTEPCTBa 3/|pABOOXPAHEHHS H COLHANBHOTO PA3BUTIA
Poccriickoit ®epepanpn ot 12 ¢espana 2007 r. Ne 110 «O nopsanxe HasHaICHHUA
¥ BHIMHCHIBAHNSA NEKAPCTBEHHBIX MPENaparoB, U3JENHH MEAMIHHCKOrO Ha3HaYCHHA
¥ CIeHHATH3MPOBAHHBIX [IPOTYKTOB JIe1eOHOTO TIHTaHHS .

6. HasnauyeHue NeKApCTBEHHBIX IPENapaToB OCYINECTBIACTCA MEIMLHHCKHM
paGOTHHKOM M0 MEXTYHapOIHOMY HENaTeHTOBaHHOMY HAMMEHOBAHMIO, a TIpH €ro
OTCYTCTBHM — TIPYIIHPOBOYHOMY MIM XHMHYECKOMY HAHMEHOBAHHIO. B ciyuae
OTCYTCTBHSA MEX/(yHAPOJHOTO HEMATeHTOBAHHOTO HAUMEHOBAHN W TPYNITMPOBOYHOIO
WA XAMHYECKOTO HAMMEHOBAHMA NEKapCTBEHHOro Npernapara, JIeKapCTBeHHBIA
npemnapaT Ha3Ha4YaeTcs MeTHUMHCKMM PabOTHHKOM 110 TOPrOBOMY HaHMEHOBAHHIO.

ITpu HaJNYUHU MeJUITMHCKAX noxa3aHuH (MHAMBUIYTBHASL
HETIePEHOCHMOCTb, [0 KM3HEHHBIM IMOKa3aHWAM) MO peLICHHIO BpauetnON
KOMMCCHH MeTHLMHCKON OpraHu3alMi® OCylIeCTBIACTCA Ha3Ha4YeHHe U ohopMiIeHHe
HASHAUCHH JTCKapCTBEHHBIX IPENapaToB, HE BXOJAAMMX B CTAaHIAPTHL MEAMITUHCKOH
moMOIM, pa3pabOTaHHEIX B COOTBETCTBHM C  IIYHKTOM 4 craten 10
depepansHoro  3akoHa ot 21.11.2011 Ne 323-03 «O6 OCHOBaX OXpaHBI
310poBbA rpaxaaH B Poccuiickoi depepauun»’, TH0O IO TOPTOBEIM HANMEHOBAHUSM.
PemeHHe BpadcOHON KOMHCCHHM — MENWIMHCKOH — OpraHu3alMH ¢ukcupyercs
B MeTUILHHCKOM IOKYMEHTAllNK MalHeHTa d B XKypHae Bpade6HON KOMHCCHH.

7. HazHayeHue JIeKapcTBEHHOTO Mpeliapata B penente Ha GyMaKHOM HOCHTENE
WM penente B (opMe MEKTPOHHOTO NOKYyMeHTa OQOPMIARTCA HA MMS NAlHCHTa,
I KOTOPOr'o Ipe/JHa3HaYeH JIEKAPCTBEHHEIH Tpenapart.

Pelent Ha GyMa)KHOM HOCHTeJie, opOpMIICHHBIH Ha pelenTypHOM bilanke dopM
Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04 (i), yTBepKN€HHBIX HACTOALIMM NPHKA3OM,
a TalKe pelentT Ha GYMaXHOM HOCHTENe, 0bOPMISHHBIH Ha peHeNTypHOM Onanke
dopmpt Ne 107/y-HII, yTeepxacHHOH NpHKa3OM MMHHUCTEPCTBA 3APaBOOXPAHCHHA
Poccuiickoil ®emepaumn ot 1 aerycra 2012 r. Ne 54u «O6 yTBepxeHHH ¢hopMBt
6NIAHKOB pENENTOB, COAEPKAIMMX HAasHAYEHWEe HAPKOTHYCCKHX CPEACTB  WIH
IICHXOTPOTHLIX BELIECTB, MOPANKA UX H3TOTOBICHHA, PaCIpeNeneHHs, perucTpali,

? 3aperncTpupoBal  MHHHCTEPCTBOM KOCTHLHH Poccuiickolt denepammma 27 ampena 2007 r., perucTpauioHHBIHA
Ne 0364, c WiMEHEHWSIMH, BHECEHHBIMM NpHKasaMii MHEHMCTEPCTBA 3APABOOXPAHEHUA I COLMANBHOTO DasBHTHA
Poccwiickoli ®enepaunn or 27 asrycra 2007 r. Ne 560 (3aperucTpupoBaH MHHHCTEpPCTBOM KCTHUNE Pocchiickoi
Degepanmy 14 centabpa 2007 r., peracTpamMOHHbI Ne 10133), ot 25 centaGpa 2009 r. Ne 794u (3aperucTpHpoBak
MuHHCTepCTBOM  FOCTHIMH  Poccmiickoif  ®efepaumy 25 Hobps 2009 r., perucTpaumonnmi M 15317),
or 20 gmBapa 2011 r. Ne 13n (3apeructpupoBa MUHHCTEDCTBOM IOCTHLHMH Poccufickoit Pegepanym 15 Mapta
2011 r.,, perdcTpauMoHHbii Ne 20103), npuxasamd MHHHCTEpCTBA 3XDaBOOXDAHCHHUA Poccuiickoit Penepalnm
ot 1 aBrycra 2012 r. Ne 54u (3apeructpupoBa MHHACTEPCTBOM FOCTHUNH Poccwiicxoit Peaepawnn 15 aprycta 2012 T,
perrcTpanmoHHsli Ne 25190), o1 26 despan 2013 r. Mo 94u (3aperncTpuposal MHHHCTEPCTBOM 10CTHLNH Poccniickon
Denepankn 25 wons 2013 ., perHCTPALHOHHEIH N 28881).

8 [Ipukas Munsnpasconpaseutns Poccwn oT 5 mag 2012 r. Ne 502H «OO6 yTBepXKIeHHM HOpAMKA CO3MAHNA
B LEATENLHOCTH BpaYeOHOM KOMHMCCHH MEAHUHHCKON  Opranusauni (saperucTpuposad MumiocToM Poccun
9 moua 2012 r., perucTpauMoHHbi# Ne 24516), ¢ U3MECHEHHAMH, BHECEHHBIMH TNPHKA3OM Munsgpasa Poccnu
oT 2 Aexabps 2013 . Ne 8861 (3aperucTpuposan MuHIOCTOM Poccnn 23 nexadpa 2013 r., peructpauuonnsii Ne 30714).
9 Cobpanme 3aKoHOpaTenbcTBa Poccuifckodt deaepanun, 2011, Ne 48, cT. 6724; 2014, Ne 49, cr. 6928; 2017, Ne 31,
cT. 4791; 2018, Me 53, cT. 8415.
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ydeTa M XpaHeHHs, a TaxKe NMpaBHiI odopmienua»'® (nanee — gopma Ne 107/y-HIT),
MOXET OBITh MOJy4eH MALHEHTOM, €r0 3aKOHHBIM IPEACTABUTENEM HIH JIHLIOM,
MMEIONIEM O(GOPMIICHHYIO B COOTBETCTBUM C [PAKNAHCKUM 3aKOHOAATEIBCTBOM
Poccuiickoli @enepalini JOBEPEHHOCTH OT MAaleHTa Ha MpPaBO MOJTYYCHHA TaKOro
perienTa (fanee — yIOIHOMOUSHHOE JIANO).

Peuent B $opMe MEKTPOHHOrO TOKYMEHTa (OPMHEPYETCA C HCHONL30BaHHEM
rocyaapcTBeHHOH MH(OPMALMOHHOK cHCTEMBl B Chepe 3/PpaBOOXpaHEHNs cyOBeKTa
Poccuiickoii ®efepanny, MeIUUHHCKOH HHPOPMALHOHHON CHCTEMBI MeAULHHCKOM
opranuzanyu '

QakT BBIIAYM peleNnTa HA JIGKAPCTBEHHBIH  mpermapar  3aKOHHOMY
MpeCTABATENI0 WM YNOJTHOMOYEHHOMY JHLY (HUKCHpyeTcs B MeTUIUHCKON
JAOKYMEHTAIUY TIatHeHTa.

3. MemnruuckuM ~ paGoTHukaM  zamperuaerca  OGoOpMIATE  PELEMTHI
TIpH OTCYTCTBHM y IAlEHTa MEIUUMHCKHX [OKa3aHWH; Ha HE3aPErHCTPHPOBAHHEIC
NeKapCTBeHHBIG Tpemaparsl !> ; Ha JIeKapCTBEHHBIE [PENapaTel, KOTOphie B
COOTBETCTBMH ¢ HHCTPYKIMEH 1Mo MeIHIMHCKOMY MPUMEHEHHIO NpeJHa3Ha eHbl JUTA
MpHUMEHEHUs TONBKO B MEIWIMHCKHX OPraHM3alliiaX; HA HapKOTHYECKHe CpelCTBa
M [CHXOTPOIIHEIE BEIECTBa, BHeCceHHbIE B cnucok I Ilepetns, 3aperucTpUpoBatHbIe
B KauecTBe JEKAPCTBEHHBIX MpENapaToB, B LENIX MNPHMEHEHMA Ui JICUCHHA
HApKOMaHUH.

VHauBAIyalbHbIM — TPENNPUHAMATENAM, OCYIIECTBILTIOIKAM MEAHULMHCKYIO
NeATeBHOCTs, HOTONHHTENLHO K TpeGOBaHMAM, YKa3aHHBIM B afsalie MEpBOM
HACTOSIIEro MyHKTA, 3ampemaercs opopMIAITh peHenThl Ha HApKOTHUECKHE CPEACTBaA
M TNCHXOTPONHBIE BEleCTBA, BHEeCEHHble B cmucku I m III Ilepeuns (manee —
HApKOTHYECKUEe H HCHXOTPOIHBIE JICKapCTBECHHBIC TPEMApaThl CIHCKOB II m I
[epeuns).

9.[Tpu HA3HAYCHUH HAPKOTMECKUX K ICHXOTPOMHBIX JIEKAPCTBEHHBIX
npenaparos crmcka I1 Ilepeuns, 3a HCKIIIOUYSHHEM JICKapCTBEHHEIX NPENApaToB B BUAS
TpaHCIEPMATIBHBIX ~TEPANEBTHYECKHX CHCTEM M JICKApCTBEHHBIX IIPEnaparos,
COZIEPXKAINMX HAPKOTHIECKOE CPEACTBO B COYETAHHH ¢ AHTATOHMCTOM ONMHOMIHBIX
PelenTopoB, pelenThl Ha GymaxHOoM Hocurele OQOPMIAIOTCS HA PELeNTypHOM
6nanke dpopmet Ne 107/y-HIL

1 JapergcTpupoBal MuHHCTepcTBOM focTHUUH Poccutickol degepatmn 15 asrycra 2012 r., perrCTpalHOHHBIA
Ne 25190, ¢ usMeHeHWAMH, BReCEHHBIMH mNpukasamd MUHHCTEPCTBA 3ApaBOOXpaHEHHHA Poccuiickoit Pencpallnd
oT 30 mons 2015 1. Ne 3854 (3aperncTpuposan MunuctepeTsom ocTHuuy Poconiickoli depepatin 27 oAdpa 2015 r,,
perncTpanoHHb Ne 39868), or 21 anpens 2016 r. Ne 254n (3aperncTpupoBal MuHHKCTepcTROM locTaumK Poccuiickol
Gegepaupi 18 mons 2016 r., perucTpaumonrsii Ne 42887), ot 31 okrabpa 2017 r. Ne 882H (3aperncTpHpoBaH
MHHHCTEpCTBOM FOCTHIHE Poccutickoil depepaunn 9 anpapa 2018 1., perncTpauHoHHBIH Ne 49561).

1t Cratsl 91 u 91.1 Genepansroro 3akona oT 21 HoaGpa 2011 roga Ne 323-03 «O6 oCHOBAX OXpaHB! 3A0POBbA TPLKIAH
B Poccuiicxoit eaepaunyy (Cofpatine 3aK0HONATEIRCTBE Poccatickoit ®encpaunn, 2011, Ne 48, c1. 6724; 2012, No 26,
CT. 3446; 2013, Ne 27, c1. 3477; Ne 39, c1. 4883; Ne 48, ¢r. 6165; 2014, Ne 30, cr. 4257; Ne 43, cr. 5798; Ne 49, cT. 6927,
6928; 2015, Ne 1, cx. 85; Ne 10, c1. 1425; Ne 27, cr. 3951; Ne 29, ct. 4397; 2016, Ne 1, ct. 9, 28; Ne 15, cT. 20555 Na 18,
cT. 2488; Ne 27, cT. 4219; 2017, Ne 18, cr. 2663; Ne 31, ¢t. 4794).

12 peenne CoBeTa EBpasHiicKkol 3KOHOMHUECKOH koMucCHH OT 3 noaGpa 2016 r. Ne 78 «O Tpasunrax perncrpanuu
W OKCHEPTH3H JIEKAPCTBEHHBIX CPEACTB [N MEIHUHMHCKOIO TMPHMCHCHHAY (oduwsansusii calit  Eppasuiickoro
IKOHOMHYECKOTO Coi03a http://www.eaeunion.org/, 21 noaopsa 2016 r.). Cratba 13 depepansHoro 3axkoHa ot 12 anpens
2010 r. Ne 61-®3 «O6 obpameHdH JNeKApCTBEHHbIX CPeACTB WA MEAHLHHCKOr0 NPHMCHCHHA» (Cobpanse
sakoHOIaTeNbcTEa Poccutickoil Benepatmu, 2010, Ne 16, cr. 1815; 2015, No 29, c1. 4367; 2018, Ne 24, ct. 3407).
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10. PenenTypuenii Gnanx dpopMer Ne 148-1/y-88 odopmisgercs Npy HasHAICHUMH:

1) HAPKOTHYECKMX M IICHXOTPONHBIX JIEKAPCTBEHHBIX NpPENapaToB CIHMCKA I
[lepeuns B BHAe TPAHCAEPMANBHEIX TEPANEeBTHYECKHX CHMCTEM, HAPKOTHYCCKHX
neKapcTBeHHbIx npemaparoB cnucka Il Ilepeuss, comepxkamyx HapKOTHUECKOE
CPEACTBO B COYETAHHH ¢ AHTATOHHUCTOM ONMOMIHBIX PELENTOPOB, ICHXOTPOIHBEX
NeKapcTBEHHBIX Mpenapartos cmicka III Tlepeus;

2) NeKApCTBEHHBIX NpENapaToB, 00NANalOMUX aHAGONN4YECKOH aKTHBHOCTBIO
(B COOTBETCTBMH C OCHOBHBIM (PAPMAKONOTHMYECKUM JeHCTBHEM) ¥ OTHOCAIIMXCA
0 aHATOMO-TEPAleBTUYECKO-XMMUYECKON  KJIACCHMHKAIMM, —DPEKOMEHOBAHHOH
BeeMupHO#l opranusauyeii 3ApaBooXpaHeHHs (Janee — ATX)" k anabosmyeckum

creporaaM (kof Al4A) (manee — JIEKapCTBCHHBIC IpeEMaparhl, o0nataloIume
aHaGOINYeCKOl AKTHBHOCTBIO B COOTBETCTBHM C OCHOBHBIM (PapMaKoNOTHYECKUM
JeiCTBUEM);

3) ITeKapCTBEHHBIX MPENapaToOB, YKA3aHHHIX B NyHkTe 5 llopdnka oTmycka
GU3MYECKHM JHIAM JIEKAPCTBEHHBIX MNPENapatoB il MEIHIMHCKOTO NPUMEHEHHH,
colepXKaluX KpPOMe MajblX KOJHYEeCTB HApKOTHYECKHX CPENCTB, NCHXOTPOMHBIX
BEIECTB M HX MPEKypcopoB Apyrue (apMakoJorHuecKue AKTHUBHBIC BEHICCTBA,
YTBEPAKAEHHOTO TIPHKA30M MUHHCTEPCTBA 30PABOOXPAHEHHS M COLHAIBHOTO
passuta Poccuiickoif ®emepanuu oT 17 Mas 2012 1. Ne 562u'* (nanee — INopanok
OTIYCKa JIEKAPCTBEHHBIX NPETIapaToB);

4) NexapCTBEHHEIX NpenapaToB HHAUBHAYAIBHOTO H3rOTOBICHHS, COACPIKALIIX
HAPKOTHYECKOE CPEIICTBO WM TICHXOTpomHoe BemecTBo cucka Il Ilepeuns, u apyrue
dbapMakooTHIECKHE AKTHBHBIE BellleCTBA B 03¢, He MPEBHILAJOIIEH BBHICITYIO
pasoBYIO [O3y, M TP YCIOBHH, 4YTO 3TOT KOMOMHMPOBAHHBIH JIEKapCTBEHHBIH
mpemapaT He ABACTCA HAPKOTHIECKUM WM JICHXOTPOIHBIM  JIEKAPCTBEHHEIM
npenapatoM cnycka I Iepeuns;

5) NnexapCTBEHHBIX IIPETapaToB, TOJIEKAIMX TMPeAMETHO-KONHUCCTBEHHOMY
yueTy, He TEpeYUCICHHBIX B MOAMYHKTaX 1-4 HACTOSALIEro MyHKTA (328 HCKIMO4YeHHEM
NeKapCTBEHHBIX NPENAapaToB, OTIYCKaeMEIX Oe3 pelenta).

11. PeuenTypusii  Gmamk  Qopmsr Mo 148-1/y-04 (1) odopmisercs
NpH HAa3HAYEHHH JIGKapCTBSHHBIX MpENapaToB IpaKNaHaM, HMEIOIMM IIPaso
Ha OecluaTHOE IONyYeHUE JIEKApCTBEHHBIX MPENApaToB HIH  TMOJYUCHHE
NIEKAPCTBEHHBIX MPENapaToB CO CKUAKOH.

12. PenenTypHsiit 6nanx dopmbt Ne 107-1/y opopmisercs npu HasHA4YEHUH:

1) JekapCTBeHHBIX mpemapaTos, ykasaHHeix B myHkre 4 Ilopsanka ormycka
JIeKapCTBEHHBIX MPENapaToB;

2) NeXapcTBEHHBIX IIPENapaToB, He YKa3aHHBIX B MyHkTax 9-11 HacTosInero

13 Cratea 18 @enepanbHoro sakoHa oT 12 anpena 2010 r. Ne 61-03 «O6 obpallleHHH MEKAPCTBEHHBIX CPEACTR ANA
MeIHIHACKoro npuMereHus» (ColGpanHe 3aKOHOAATSARCTBA Poccutickoli ®enepaumn, 2010, Ne 16, cr. 1815; 2014,
Ne 52, c1. 7540).

4 Japernctpuposal MuFucTepcTBOM tocTHUMH Poccmiickofl ®enepaun 1 mona 2012 r., PETHCTPALHOHHBIR
Ne 24438, ¢ H3MEHEHWAMM, BHECEHHBIMH TpHKa3aMHW MHHHCTepcTBa 3mpaooxpatienns Poccuiickoit denepaunn
or 10 wmona 2013 r. Ne 369 (sapernctpuposa MuHucTepcTBOM tocTHUMHM Poccuiickoft ®encpauny 15 wmona
2013 r., perucTpamEonEbiii Ne 29064), ot 21 asrycta 2014 1. Ne 465H (3apericTpuposas MHHHCTEPCTBOM HOCTHIHH
Poccaiickoli @enepaumn 10 ceHTabpa 2014 r., perncTpawdonrsiéi Ne 34024), ot 10 cenrabps 2015 r. Me 634n
(3aperncTprpoBal MHHHMCTEPCTBOM IOCTHUHH Poccuiickoli Peaepaliy 30 centabpa 2015 r., perucTpauKOHHBIN
Ne 39063), or 31 oxrabps 2017 T. Ne 882H (3apervcTpHporan MunucTepcTBOM tocThumEs Poccutickod denepauus
9 appapa 2018 r., perrcTpaluHoHHEbIH Ne 49561).




ITopsanxa.

13.7Ipn  Ha3sHaYeHMM  JICKapCTBEHHOIC  MNpemapara  HHAWBUIYAIBHOTO
M3TOTOBNEHHA B pellenTe Ha OymMaxHOM HocHTese M (Wnm) peuente B opme
3IEKTPOHHOTO JOKYMEHTa HANMEHOBAHHS JIEKAPCTBEHHBIX MPenapaToB, BKIIOYCHHBIX
B [lepedeHb JIEKapCTBEHHBIX CPEACTB I  MENULMHCKOrOo  NPMMEHEHH,
NOANeXAUMX MPeIMEeTHO-KONMYECTBEHHOMY Y4eTy ° (Zalee — JleKapCTBEHHbIE
TIpenaparhl, BKIodeHHEe B nepedeHs [IKY), ykaspigaloTes B Havalle PELENTa, 3aTeM —
BCE OCTAJIbHBIE HHIPESTHEHTHI.

14. TTpy Ha3HA9eHWH JIEKAPCTBEHHOTO NperiapaTa B pelenTe Ha GyMaKHOM
HocuTelne M (W) pemente B (opMe 3IEKIPOHHOTO MNOKYMEHTa 3alpellacTcA
NpeBHIIATS KOMHYECTBO HAPKOTHYECKUX CPENCTB WIH ICHXOTPONHBIX BEIUECTB,
KOTOPOE MOXET OBITh BBIIMCAHO B OJHOM peleNTe, YCTAHOBICHHOS MPHIIOKEHHEM
Ne 1 & HacrosmeMy ITopsaky, 3a HCK/IIOUEHHEM CIIydaeB, YKAa3aHHBIX B IyHKTax 16
u 25 nacrosmuero Iopsiaxa.

15. Mpy Ha3HaYeHUM JICKAPCTBEHHBIX MPENIApaToB, BKIIOYESHHBIX B IEPEUCHB
[IKY, m03a KOTOPHIX MpPEBBIIAET BHCIIAN ONHOKPATHBIH MpHEM, MeIWUHHCKAH
paboTHHK 0603HayaeT 03y OSTOr0 JIEKapCTBEHHOro Inpenapara B PeLENTe
Ha OYMaKHOM HOCHTEJIe NPONHUCHLIO € MPOCTABIEHHEM BOCKIHLIATEIRHOTO 3HAKA
¥ (WIH) TIPOCTaBiseT BOCKMHMLATENBHEIN 3HAK MpH odopMiIeHHH pelienta B dopMe
3NEKTPOHHOTO JOKYMEHTa.

16. KonuiecTBo HasHAYeHHBIX JIEKAPCTBEHHBIX TpPENapaTos, BKIFOYCHHBIX
B nepeucHs [IKY, Apy oka3aHUM NalHeHTaM, HY )KARIOIUMCS B JUTUTENIBHOM JICUCHHH,
TIEPBUYHON MEINKO-CAHMTAPHOH MOMOIIY M NAITHATHBHOW MEJHIYHCKOH MOMOIIM
MOKeT OBITH yBelqudeHo He Oonee deM B 2 pasa MO CPaBHEHHIO C KOJHYECTBOM
HAPKOTHUECKHX CPEACTB MIH ICHXOTPOMHBIX BEIIECTB, KOTOPOE MOXET OBITE
BBIMHCAHO B OJHOM pElENTe, YCTAHOBNEHHBIM MpuioxeHueM Ne 1 K HacTofIIEMy
[lopsiaky.

B ciyyasx, mnpeycCMOTPEHHBIX a03aleM IepBbIM HACTOSAINEro IIYHKTA,
Ha pelenTax Ha OyMaXHOM HOCHTENe NPOM3BOAMTCS Ha/NKCh «llo cnenuanbHOMy
HA3HAUEHMIO», OTHENLHO 3aBEPEeHHas IIOJIMMCBI0  MEJUIHMHCKOTO  paloTHMKA
H OeYaThi0 MeIUIMHCKOH opranmsammm «J[ns peuemroB», Ha pellentax B (opme
9IeKTPOHHOrO JOKYMEHTa MPOM3BOAHTCA OTMeTKa «Ilo crenuanbHOMy Ha3HAYEHHIO»
C TPOCTABNEHHEM YCHICHHOH KBalu(HIMPOBAHHOH ONEKTPOHHON  NOANMCH
MEIHIMACKOrO paboTHHKA.

17. CocraB JiekapcTBEHHOIO Tpenapara, jekapcTBeHHad dopma u obpalieHue
MeIULHHCKOTO paboTHMKa K (apMmaueBTHUecKoMy paboTHHMKY 00 OTIycke
JIEKapPCTBEHHOro Tpenapara OGOPMISIOTCA Ha JIATHHCKOM A3BIKE B POTUTCIBHOM
najseske.

15 [Tpuxas Munucrepctsa 3npasooxparenns Poccuitckoli Qefepaluy o1 22 anpens 2014 r. Ne 1838 «O6 yTBEpRACHHH
Mepeuns JEKAPCTBEHHEIX CPENCTB A MEAHIHMHCKOTO APAMEHEHIA, NOMNEKAIUNX IPEAMETHO-KONHUECTBCHHOMY YIeTy»
(3aperucTpHpoBaH MUHHECTEpCTBOM I0CTHIMH Poceatickoll denepauny 22 yons 2014 r., perucrpaunoHHEii Ne 33210),
¢ M3MEHEHHAMH, BHECEHHBIMH NpykasamMu MEHWCTepCTSa 30paBooxpaHenns Poccuiickol ®enepawwu ot 10 ceHTAdpA
2015 r. Ne 634u (3apeructpupoBan MumuctepcTeom locTHuan Poccmiickoli ®epepawnn 30 centabps 2015 r.,
perucTpalonHsii Ne 39063), or 31 oxTabps 2017 r. Ne 882a (3aperncTpyposal MUHHCTEPCTBOM FOCTHLIH Poccniickoii
@emepan 9 sweaps 2018 r., perucTpanmonmnii Ne 49561), ot 5 ampens 2018 r. Ne 1491 (zaperucTpHpoBaH
MuructepeTBoM focTauuy Poccriickoll Menepaunn 3 Mad 2018 r., peructpannonHeift Ne 50961), or 27 mons 2018 r.
Ne 471w (3aperucTpHpoBad MuHncTepeTBOM tocTHLMH Poccuiickoii Peaepalin 14 aprycra 2018 r., perucTpallHOHHBIN
Ne 51885).
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Ipr oGOpMsIEHHM PELENTYPHBIX ONaHKOB JOIYCKAETCA HCIONB30BAHMUE
cokpalleHuii (nprinokenre Ne 2 K HacTOALIEMY Topsanky).

[Ipn Ha3HAYEHWH JEKapCTBEHHOTO MpenapaTa He NOMYCKaeTcs COKpaIlCHHUe
GNH3KUX 1O HAMMEHOBAHMAM MHIPEJMEHTOB, COCTABJAIONIMX JIEKApPCTBECHHBIM
npenapar, He [O3BOJISUOIIMX YCTAHOBHTH, KAKOH MMEHHO NEKapCTBeHHBIH npenapar
Ha3HAYeH.

18. Crioco6  NpHMEHeHHs  JIeKapCTBEHHOTO  Tipemapata  00O3HAYacTCs
¢ yKasaHHeM 03B, Y4cTOTHl, BpPEeMEeHH TIpHEMa OTHOCHTENBHO CHA (yTpoMm,
HA HOYp) H €ro JUIMTENbHOCTH, 2 JUIi JIEKapCTBEHHBIX — MPETIaparos,
B3aMMOJEHCTBYIOIHX ¢ TIHILEH, — BpeMEeHH UX YNOTPeOIeHHs OTHOCHTENBHO MpHEMa
Ay (A0 €151, BO BpeMA €1Ibl, ToCe /Ib1).

19.TIpH HEOGXOAWMOCTH HEMEINEHHOTO MIM CPOYHOro (B TeueHUE JIBYX
pabouux IHei) OTIMycKa JIEKAPCTBEHHOTo IMpernapara MalieHTy B BEpXHEH YacTH
penenTa Ha 6yMaXHOM HOCHTENE MPOCTABIIAIOTCA 0003HaUeHHs1 «Cito» (CPOYHO) KM
«statim» (HeMeUIeHHO). AHaNOrHYHEIe 0003HaYeHNs MPOCTABAAIOTCA B BUIC OTMETOK
npy ohOpMIIEHHH pelienTa B popMe 31eKTPOHHOTO TOKYMEHTA.

20.TIpy o¢opMIEHHM Ha3HAUEHHs TOTOBOTO JICKApCTBEHHOTO Ipenapara
B pellenTe Ha GyMaXHOM HOCHTENE HIH peuente B GopMe 3eKTPOHHOTO AOKYMEHTA
KOJIVYECTBO MEHCTBYIONMX BENIECTB YKa3BIBACTCS B COOTBETCTBHM C MHCTPYKIHEH
110 MEXULIMHCKOMY NMPHMEHEHUIO JIEKApCTBEHHOTO Mpenapara.

Tpu odopmieHHH HA3HAYEHHs JEKapCTBEHHOTO Mpernapara HHAMBHIYalbHOTO
M3rOTOBJIEHUS B peuente Ha OyMakHOM HOCHTEAC HIM peuente B hopme
3NEKTPOHHOTO IOKYMEHTAa KOJMYECTBO TBEPABIX H CHINYYHX ¢apMarieBTHYECKUX
cybcTaHIuit yKa3bIBaeTCA B I'paMmax (0,001; 0,5; 1,0), XuaKuX — B MUIUIHTDAX,
rpaMMax H Karx.

21. PeuenTsl Ha GyMaxHOM Hocutene, B (opMe dIEKTPOHHOTO HOKYMEHTa,
o(OpMICHHBIE Ha pelienTypHoM Gianke ¢popmbr Ne 148-1/y-88 u mpeAHa3HaYCHHBIE
AN OTIYCKa JIeKapCTBEHHBIX MPENapaToB, NpellyCMOTPEHHBIX MONIYHKTAMA 2-5
nyukra 10 Hactosmiero Ilopsmka, AeHCTBHTENBHEI B TEYEHHC 15 auet co aHA
oopMaeHns.

22. Penentsl Ha GyMaXXHOM HOCHTENe, B QopMme ICKTPOHHOrO JOKyMEHTa,
o(OPMIIEHHEIE Ha pelleRTypHOM GaaHke GpopMbl Nel48- 1/y-04 (;1) ¥ npeaHa3HAYECHHDIC
Ul OTIYCKA JIEKAPCTBEHHBIX IPENapatoB rpaXJaHaM, YKa3aHHBIM B ITYHKTE 11
nacroawero IJops/ka, IeACTBHTENBHEL B TeueHue 30 THel co 1HA OPopMIEHHUA.

23. PemtenTpl Ha OYMaXXHOM HOCHTENE, B (OpMe DJICKTPOHHOIO JIOKYMEHTa,
obopMIeHHEE Ha pelenTypHoM Onanke ¢opmbl N 148-1/y-04 (1) =
TpeHA3HAYEHHbIE AIs OTITYCKa JEKAPCTBEHHEBIX NPENapaTos rpaxaaHaM, TOCTUITIHM
IEHCHOHHOTO BO3DACTa, WHBAIW/AM NEPBOH [PYNNBI, ACTAM-HHBAIUAAM, a TaKKe
rpaXiaHaM, CTPajaiolluM  XPOHHYECKHMH  3a00NeBaHUAMH, TpeCyoIuMHy
JTUTENLHOTO KYPCOBOTO JiedeHus, ACHCTBHTENbHEI B Tedenve 90 JHEH co AHA
ohopMITEHUSL.

Jlns nedeHMA XPOHHYECKUX 3a00NEBaHMH YKa3aHHBIM KaTEropusM Tpax/iaH
JIeKapCTBECHHBIE MpenapaThl ¢ O(pOpMICHHEM PELENTOoB Ha OyMaXHOM HOCHTENe
WA pellenToB B (OPME 3JIEKTPOHHOTO JOKyMEHTa MOTYT HasHa4alTkCd Ha Kype
neueHus Ao 90 nuek.

24. PerienTsl Ha GYMaXHOM HocuTele, B (opMe SIEKTPOHHOTO JIOKYMEHTa,
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odopmieHHbIe HA pelenTypHoM 6nanke dopmer Ne 107-1/y u npeaxHasHaueHHBIS 115
OTITyCKa JIEKAPCTBEHHBIX IMPENapaToB, NPeAyCMOTPEHHBIX IyHKTOM 12 HacTogiiero
[Mopsiaka, neiCTBATENBHBI B TeueHUe 60 aHel co AHA odopMIeHU.

Ilpy HasHaYeHWM TOTOBBIX JEKAPCTBEHHBIX MPeNapaToB W JHeKapCTBEHHBIX
NpenapaTtoB HHAWBHIYAIBHOTO W3COTOBJIEHMS NalieHTaM ¢  3a00JeBaHUAMY,
TpeOyIOIMUMH UTHTENBHOIO KYPCOBOTO JieueHHs, ¢ o(pOpMICHHEM HA peLenTypHOM
onanke dopmer Ne 107-1/y peunenta Ha GymaxHOM HOCHTeNe HIM B (dopme
3NMEKTPOHHOTO NTOKYMEHTa YCTaHABIHMBaeTCAd CPOK NEHCTBUA pelEnTa B Tpeaenax
Z0 OJHOTO KaJIeHAAPHOTO rofia.

B cnydae ycTaHOBIEHHsS cpoKa AeHCTBHA pelienTa B MpeAenax n0 OJHOTO rola
B peLenTe npocTapinsierca otMeTka «Ilo crienuanrbHOMy Ha3HAUEHHIO», 0003HAYAeTCS
CpOK JeficTBHA peLlenTa U NEPUOAMYHOCTH OTIYCKA JIEKAPCTBEHHBIX NpenapaToB
M3 ANTeyHOW OpraHuM3anuy WIH WHAUBHAYANLHBIM IpeANpPUHHMATENEM, HMEHOMNM
JULEH3HI0 Ha (ApMAaleBTHUECKYIO JeATEeNbHOCTD ¢ (eXeHeaeMbHO, eXKEMECIUHO H
HHBIe MepuoAbl). JIOMOMHUTENFHO 3TO YKa3aHHe 3aBepsAeTCd MOANUCHIO W IeYaTbio
MEAULHHCKOrO paGoTHHKA, 4 TakkKe NeYaThlo MEJHLIHHCKOM  OpraHu3aiiy
«lna peuentosy (MNA pelenta Ha OyMaXKHOM HOCHTeNE) WM YCHJICHHOH
KBAJTH(UIMPOBAHHON >IEKTPOHHOM MOANNCHI MEIHIHMHCKOro paboTHHKa U IHIA,
YIONHOMOUEHHOTO 3aBEPATH NOKYMEHTHl OT HMEHH MEJMUUHCKOH OpraHH3aluH
(nns petenra B hopMe 3MEKTPOHHOTO JOKYMEHTA).

25. PeuenTthl Ha NMpoM3BOAHBE GapGHTYpPOBOH KHCIOTE, KOMOHHHPOBAHHEIE
JNeKapCTBEHHBlE  TpenapaTel, —CofepKalHe  KONEHH  (ero  CoOM),  MHBIE
KOMOHHHpOBaHHbIE  JICKAPCTBEHHBIE  NIPEMapaThl, TOUICKAMME  TPEAMETHO-
KONHUECTBEHHOMY YUeTy, JIeKapCTBEHHBIE fpenapaThl, o0najfaiomue aHaboIuuecKkon
AKTHBHOCTBIO B COOTBETCTBMM C OCHOBHEIM (DapMaKONOTMYECKHM IEHCTBHEM,
JUIA JleUeHHS TALMEHTOB ¢ XPOHHYECKHMH 3a00NeBaHMAMH MOTYT OQOPMIATHCA
Ha Kypc JieueHus 10 60 nuen.

B maHHBIX coyyasx B peUenTax Ha OyMaXXHOM HOCHTEJIC IIPOU3BOANTCSA HANIUCH
«[lo cmeunansHOMy HA3HAYEHUIO», 3aBEPEHHAs MOANHCHI0  MEIUIMHCKOrO
pabOTHHKAa U TIeYaThl0 MEIMIMHCKOH oOpraHusauuu «[Uis peLenToB», peHentax
B (OpMe DIEKTPOHHOTO NOKYMEHTa MpousBomuTcs oTMerka «Ilo creunansHOMY
HA3HAYEHUIO», C TPOCTABJNCHHEM YCWICHHOH KBaln(UUMPOBAHHOH 3JIEKTPOHHOH
NIOATMCH MEJHILHHCKOTO paGoTHHKA M JHIA, YIIOMHOMOYEHHOTO 3aBepATh NOKYMEHTERI
OT UMEHH MeIUIIMHCKON OpraHu3aliH.

26. Perent Ha OyMakHOM HOcHUTeNe, B (opMe 3NEKTPOHHOrO AOKYMEHTa,
ohOpMICHHBIH ¢ HapylIEHHeM YCTAHOBJIEHHBIX HacrosiuM IlopankoMm TpeboBanHi,
CYUTAETCd HEACHCTBUTENBHBIM.

16 Tlynkr 47 wacth | craten 12 MegepankHoro 3akoHa ot 4 Mad 2011 r. Ne 99-03 «Q NUUEH3HPOBAHHH OTIENBHBIX
BIIOB AesTenbHOCTHY (CobpaHme s3akonopaTenbcTBa Poccuiickoi Pemepaiii, 2011, Ne 19, cr. 2716; 2012, Ne 31,
CT. 4322; 2013, Ne 9, ct. 874; Ne 27, cr. 3477, 2014, Ne 30, cT, 4256; No 42, c1. 5615; 2015, Ne 1, ¢1. 11; Ne 29, cT. 4342;
Ne 44, ct. 6047; 2016, Me 1, cr. 51; 2018, Ne 31, c1. 4838; Ne 32, ct. 5116; Ne 45, cT. 6841; Ne 53, c1. 8424).




1. HasHaueHMe NeKapCTBEHHBIX MPETapaToB MpH OXa3aHHH
MeTHIIMHCKOMN MOMOIIH B CTAL[MOHAPHBIX YCIOBHAX

27.7Ipu OKa3zaHMM TALMEHTY MEAULMHCKOH TOMOIM B CTAalHOHAPHBIX
YCNIOBHSIX Ha3HAYCHHE JIEKapCTBEHHBIX NPEMNapaToB NPOU3BOJXHTCA 6e3 odopmIIeHHS
penenTa MeIMUHHCKHM pa0OTHMKOM €[HHONHYHO, 33 MCKMOYCHHEM CIydacs,
yKa3aHHBIX B IyHKTe 28 HacTosero Iopsaxa.

98. CornacoBanie Ha3HauYeHMs NIEKApCTBEHHBIX IIperiapaTtoB ¢ 3aBENYIOINM
OTHENEHHEM WA OTBETCTBEHHBIM JEXyPHBIM BpadoM 1H0O JpYTMM JIMLOM,
YIIONHOMOYEHHBIM ~ TIDMKa30M  [JIABHOIO  Bpata MEMLMHCKON  OpraHu3aiuH,
a TaKxe, NPH HAIHYMH, C BPauoM — KIMHMYECKUM dapmakonoroM He0OXOIUMO

B CITyJasx:
1) ONHOBPEMEHHOrO Ha3HAYeHUA MATH M Gonee JIEKApCTBEHHBIX NpeNapatos
OJIHOMY FAITHEHTY;
2) Ha3HAYEHNA NEeKapCTBEHRBIX IpEenaparos, HE BXOIALINX
17

B MepedeHb KU3HEHHO HCOGXONMMBIX M BAKHEHIMX JEKapCTBEHHRIX NPEnapaTos ,
OpH HETUNMYHOM TeyeHWH 3aboNeBaHHd, HAJIAYHH OCJIOHEHUH OCHOBHOIO
saGoNeBanmMsa ¥ (WIH)  CONYTCTRYIOMMX  3a0oneBaHHH, TpM  Ha3HAYCHHH
JNIEKAPCTBEHHBIX TIPEHapaToB, OCOGEHHOCTH B3aMMOJICHCTBHA H COBMECTHMOCTH
KOTOPBIX COTJIACHO HHCTPYKIMAM N0 HX NPUMEHEHWIO IPHBOJAT K CHIDKCHHIO
sdhexTHBHOCTH U Ge30macHOCTH (apMaKoTepalvH X (MM) CO3aI0T IOTEHUNANIBHYIO
OMAaCROCTh IS *KH3HM K 3{0POBhs MAaLIHEHTA.

B yka3aHHBIX Cly4asdX Ha3Ha4YCHHE NEKApCTBEHHBIX NpENnaparos duxcHpyeTcH
B MENMIMHCKON JOKYMEHTAlWU TAlUeHTa W 3aBepsAeTcs IMOAMHCHI0 MEIHIHHCKOTO
paGoTHWKA ¥ 3aBeyIOlIero OTAENEeHHeM (OTBETCTBEHHOrO JCKYPHOTO Bpadd MIH
APYroro yHOJHOMOUEHHOTO JIULa).

20, MequUMHCKA} PaGOTHHK MeJMIMHCKOH OpraHusaupu (ee CIPyKTYpHOro
ToApasIeNeHHs), PACIIONOKEHHON B CENBCKOM HACENECHHOM IIYHKTE, OCYIIECTBIACT
Ha3HAYEHHE JIEKApCTBEHHBIX MPENapaToB B Cy4adx, YKa3aHHBIX B IyHKTax 28 u 30
nacrosuiero [Topsanka, €(MHOIIAYHO.

30.[To pemenno BpadyeGHOH KOMMCCHH TallMEHTaM [NpH  OKasaHWH
HM MeIMIHHCKON NOMOIM B CTALHOHAPHEIX YCIIOBUSX HA3HAYAIOTCS NCKapCTBCHHBIC
TIpenaparel, He BKIIOYEHHBIE B MEPEHEHb XM3HEHHO HEOOXOAUMBIX H BaKHEHIINX
NIEKApCTBeHHBIX IpeniapaToB, B Ciy4ae MX 3aMeHBl H3-3a HHJ(UBHIYAJTBHOM
HeMepeHOCHMOCTH, 10 )KU3HEHHBIM NOKa3aHUAM.

Pemenne BpaueOHOIl kKOMHCCHH (PHKCHPYETCA B MEAUIUHCKON HOKYMEHTAuH
nalpeHTa | KypHaie BpaueOHON KOMUCCHY.

31.B cayuasx ofClTeZoBaHMA H JICYSHHA TIpaXAaHWHa B CTRUMOHApHBIX
YCIOBHAX B paMKax MpeNOCTaBNeHHA MEIMLMHCKHX yCIyr Ha BO3ME3THOH OCHOBE
3a cYeT JIMMHBIX CPEACTB TPaX[aH, CPENCTB FOPHANYECKMX JHUIl H HHBIX CPCACTB
Ha OCHOBAaHHH AOTOBOPA, B TOM YHCNE JOrosopa NOGPOBOIBHOre MEJHIMHCKOrO

1 ITysxr 1 crathn 60 QeqepalbHOrO 3aKOHA 0T 12 anpens 2010 r. Ne 61-03 «O6 oGpalleHnr JEKAPCTBEHHEIX CPCACTR?
{CoGpaHre 3aKOHOMATENBCTER Poccuitckoit denepaumu, 2010, M 16, c1. 18155 2012, Ne 26, ct. 3446; 2014, Ne 52,

¢T1. 7540).
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cTpaxopanms '8, eMy MoryT OHITb HA3HAYEHHl JEKapCTBEHHBIC INPETIApathl, HE
BXONAIME B MEPEUCHh XXUIHEHHO HEOOXOIMMBIX H BaXHEHMUX JEKapCTBEHHBIX
[pemapaToB, eclM HX HasHAYeHHe M TPHMEHCHue OOYCIOBICHO MEIUUMHCKAMH
TIOKA3aHUSIMU,

I11. HasHauenne JeKapcTBEHHBIX NpenapaTos
IIPH OKA3aHHY MEPBUYHOM MEHUKO-CaHUTapHOH IIOMOIIIH, CKOpoH
MeIUIIHCKON MOMOIIM ¥ MAJUTHATHBHON MEAUIUHCKOW MOMOIIH

32. IIpu OKa3aHHY NMEPBUYHON MEJUKO-CAHHTAPHOH NIOMOLIM Y NAIHATHBHOR
MEIMIMECKO} MOMOIM B aMOYIATOPHBIX YCIOBHAX Ha3Ha4yeHHE JICKapCTBCHHBIX
penapaToB OCYLIECTBISACTCS MEAMUMHCKUM DPaGOTHHKOM B ClydasX THIMYHOTO
TeyeHns 3a60JIeBaHKs ALHEHTa HCXOMS M3 TSDKECTH Y XapakTepa 3a00/1eBaHHs.

33. HasnaueHde JICKAPCTBEHHBIX IIPENApaToB MO peHICHHIO BpavebHOH
KOMHCCHH TIPH OKA3aHHH MEPBHYHON MEJHMKO-CAHMTApHOH NMOMOLUM, NaIHATHBHOH
MEIMLHHCKOHN NOMOIIH B aMOyJIaTOPHBIX YCJIOBHSAX MPOU3BOJAUTCA B CIyHasX:

1) 0OIHOBpEMEHHOTO  Ha3Ha4YeHHMA OJHOMY MAlMEeHTy DOATH H bonee
JNIEKApCTBEHHBIX [IPeNapaToB B TeueHWe OJHMX CYTOK MM CBbIIE JECATH
HAUMEHOBAHH B TCUEHHE OTHOTO MECALIA,

2) Ha3HAYEHNs JIEKApCTBCHHBIX IPENapaToB NpH HETUNHIHOM TEUCHHH
3a6ONeBaHMA, HANMYMM  OCTOHEHMH OCHOBHOro 3abonepanus W (HiH)
CONMyTCTBYIOIMX 3aConeBaHul, IpH Ha3HA9eHUH JIEKAPCTBEHHBIX I[pPErapaTos,
0COOGEHHOCTH B3aUMOJCSHCTBHA M COBMECTUMOCTH KOTOPBIX COIJIACHO HHCTPYKIMAM
110 BX PUMEHEHHUIO IPUBOAT K CHIDKEHHMIO 2 QEKTUBHOCTH ¥ Ge30MaCHOCTH JIEUeHHA
nampeHta M (WIH) CO3MAIOT NOTEHUMAIBHYIO OMACHOCThH UM JKM3HK U 3MOpOBBA
MaLUCHTa;

3) NEpBMYHOrO Ha3Ha4YeHHs MAlUEeHTY HApKOTHYECKHMX H IMCHXOTPOMHAIX
nexkapcTBeHHbIX nperapatop cnmckos 11 m III Tlepeusns (B cnyuae TIPHHATHA
PYKOBOZHWTENIEM  MEIMIMHCKON  OpraHu3ali¥  pPEIIeHHs O HeoOXO/IMMOCTH
COTJIACOBAHHMS HA3HAYEHWS TAKUX JIEKAPCTBEHHBIX IIpenapaToB ¢  BpaueCHOM
KOMHCCHEH).

34. IToBrOpHOE Ha3HAYEeHHE HAPKOTHYECKUX H IICHXOTPONHBIX JIEKAPCTBCHHBIX
npenaparoB crycko II u III Ilepeuns mpoM3BOAMTCA MEMUUMHCKUM paboTHHKOM
CAMOCTOATENBHO TALFEHTAM C BHIPAXEHHBIM GONECBEIM CHHAPOMOM JE0GOro reHesa,
HapyIIeHHEM CHA, CYJOPOXHBIMH COCTOSHHAMH, TPEBOXHBIMH paccTpoiicTBaMH,
oBUAME, TICHXOMOTOPHEIM BO36YXK/ICHHEM.

35. TIpu OKa3aHWK CKOPOH MEAMLMHCKOH MOMOMIA JICKApCTBeHHBIE NPEnapaThl
HA3HAYAIOTCA MEIMLMHCKAM paGOTHMKOM BEIE3NHON Gpurambl CKOpOH MeIUIMHCKOH
HOMOINH, MEIWHHHCKMM pPabOTHHKOM MEIUIMHCKOH OpraHusalMu Npd OKa3aHWH
MeMIMHCKOH ITOMOIM TpaxJaHaM IpH 3aoneBaHMAX, HECUACTHBIX Ciy4asx,
TpaBMaX, OTPABAECHHIX M IAPYIHX COCTOSAHHAX, TPEOYIOUHUX CPOIHOTO MEAULMHCKOrO
BMEIIATENLCTBA.

18 [Joctanosnenne [Tpasirrenbetea Poccriickoit Genepanun oT 4 oxtabpa 2012 r. Ne 1006 «O6 yrsepkueHum IMpasen
TPENOCTABNEHHS MEIMIMHCKUMY OPTaHH3AUMAMH [IATHBIX MEMMLMHCKHX  yCHAyT» (Cofipalive 33KOHONATENLCTBA
Poccamiickoii Menepannn, 2012, Ne 41, c1. 5628).
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IV. Ha3HaueHue NeKapCTBEHHBIX MPENapaToB
rpakAaHaM, MMEIOIHHM [1paBo Ha fecriaTHOoe MonyyueHue
JIeKapCTBEHHBIX NPENapaToB WK MOJNYyYEHHE JCKApPCTBEHHBIX
NIpENnapaToB CO CKUAKOH, IPH OKA3aHWH NEPBUYHOHA
MeIHKO-CaHUTapHON NIOMOIIY

36.Ilpn OKa3aHWH IIEPBHYHOM MENHUKO-CAaHUTAPHOH TIOMOIIN HA3HAYCHHE
MEAMIMHCKMM PaGOTHUKOM B COOTBETCTBHYU CO CTAHAAPTAMH MEAHLIMHCKOM nomota'
NEKapCTBEHHBIX  IIPEMaparoB, OTIYCKaeMBIX OeCINIaTHO MIH €O CKMJKOMH,
OCYINECTBNAETCA Ha peuentypHoMm Gmanke dopmer Ne 148-1/y-04 () ¢ yuerom
pasBuTHA 3a0oneBaHus, OCOOEHHOCTEH TeYEHHS OCHOBHOTO H COMYTCTBYIOLIETO
3a60/1€BaHHI CIIeNYIOIIUM KaTeErOpHAM IPpaXkIaH:

1) rpaxmanaM, MMEIOLIAM TIPABO Ha MOTy4eHHE TOCYIaPCTBEHHON COLNANLHOM
IOMOIIM B Buie HaGopa COLUMANBHBIX YCIYT, B COOTBETCTBHH ¢ IICpEUHEM
JIEKAPCTBEHHBIX TPeapaToB Uil MEIHUMHCKOTO TpPUMEHEeHUs, B TOM 4HCIE
NEKapCTBEHHBIX MPEIapaToB AT  MENHIHMHCKOTO TPHMEHEHMS, Ha3HA4aeMBIX
110 peleHHIO BpaueGHBIX KOMHCCHH MeIUIMHCKIX OpraHm3anui’’;

2) nunaM, GonbHRIM  remoduimeil, MyKOBHCIMIO3OM, TI'HNOGU3APHBIM
HaHU3MOM, GolesHbio Tollle, 3MOKAYECTBEHHHME HOBOOOPA3OBaHUAMH THM(OMAHOH,
KpOBETBOPHOH H POACTBEHHBIX UM TKaHEH, PAacCEAHHBIM CKIEPO30M, TEMOJHTHKO-
YPEMUUYECKHM CHHIPOMOM, IOHOIIECKAM apTPUTOM C CHCTEMHBIM HAqaJIoM,
Mykomoymcaxapunozom I, Il 1 VI TUIoB, JIMIL [OCIe TPAHCTLIAHTALIMH OPTaHOB | (HIIH)
TKaHell B COOTBETCTBHM C MEpeYHEM JICKApCTBEHHBLIX NPENapaToB, YTBEPIKAACMBIM
TIpasurenscreoM Poccuiickoii ®enepanun’'.

3) rpaxpaHaM, UMEIOUHM NPaBO Ha MONYYEHHE JICKApCTBEHHBIX MPEnapaToB
GecIaTHO WX TONYYeHHe JIeKapCTBEHHBIX NPENapaToB CO CKUAKOM 3a CUET CPeACTB
GromxeToB cybpekToB Poccmiickoit denepanuu, B COOTBETCTBUH ¢ [lepeyHeM rpymnm
HacelleHns M Kateropwii 3aboneBanuii, TIpH amOYJIaTOPHOM JICUCHHH KOTOPBIX
NeKapCTBEHHBIE CPEACTBa M H3JIENHA MEAULMHCKOTO Ha3HaueHHA OTIMyCKaTCH
10 perienTaM Bpaueii GecruiaTHo, U [lepeyHeM TpyIn HaceNeHus, MpH aMOyraTopHOM
NevYeHMM KOTOPHIX JEKApPCTBEHHBIE CPEICTBA OTIYCKAIOTCA IO pEleNnTaM Bpaded
¢ 50-npouentHoli ckMAKOH cO CBOOOMHBIX L€H, YTBEPXACHHBIMH IOCTaZHOBICHNEM
ITpasutenscrsa Poccuiickoit ®enepannu ot 30 mons 1994 r. Ne 8907

19 [lynkr 4 yacTu | crarsd 37 DenepansHoro 3akora ot 21 Hosbpa 2011 r. Ne 323-03 «O6 ocRoBaX OXpaHsl 310pOBbA
rpaxnan & Poccutickoli Peaepaunn» (Cobpanie 3akoHOAATENLCTRA Poccuiickoll @enepawmn, 2011, Ne 48, cr. 6724,
2018, No 53, ct. 8415).

2 Yacre 2 crathu 6.2 QemepambHoro 3akoHa ot 17 momg 1999 r. Ne 178-@3 «O rocynapcTBeHnoli colBabHON
nomome» (Cofpanne 3akoHoaTeNbcTBa Poccubickol deacpaunn, 1999, Ne 29, cr. 3699; 2009, Ne 30, cr. 3739; 2010,
Ne 50, cT. 6603; 2013, Ne 48, c1. 6165).

21 Yacrs 7 cTaThil 44 OeacpalbHOre 3aKkoHa oT 21 Hoabps 2011 r. Mo 323-03 «O06 ocHOBaX OXpaHb! 310pOBbA IPAKAAH
8 Poccriickoli ®enepamiuy» (Cobpanue 3axoHogaTensctea Poccuiickod ®enepatmn, 2011, Ne 48, cT. 6724, 2013, Ne 48,
cT. 6165; 2016, Ne 18, ct. 2488; 2018, Ne 32, c1. 5092). _

2 Cobpanme 3axoHoAaTeNbCTBA Poccnbickoili deepatnm, 1994, Ne 15, cr. 1791; 1995, Ne 29, ct. 2806; 1998, Me 1,
¢t 133, Ne 32, c1. 3917; 1999, Ne 14, cr. 1724, Ne 15, cv. 1824; 2000, Ne 39, cr. 3830; 2002, Ne 7, cT. 699.
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4) TpaxnaHaM, CTPajalOLUM >KH3HEYIPOXKAOWMMH H XPOHHYECKUMH
TpOTPeCCHPYIOIUMY  PEAKUMH  (OphaHHBIMH) — 3a60NCBAHHAMY, MPHBOASLLUMHA
K COKPAINECHHUIO POAOIKUTETLHOCTH XU3HM MPAXIaH U UX WHBATHIHOCTHS,

TIpu odopmrennn penenta Ha Gnarke dopmer Ne 148-1/y-04 (1) Ha 6ymMaXkHOM
HocHTelle OGOPMIIAIOTCS [IBA 9K3EMILTAPA, ONHH H3 KOTOPHIX OCTAaeTCAd B anTe4yHOH
OpraHu3alliy, BTOPOH — B MEAMIIMHCKON AOKYMEHTAIMH [TALHEHTA.

37. IlpaBo Ha3sHAYATh JEKAPCTBEHHEIE TIpeTaparThl rpaXkJIaHaM, UMEIOLIAM MPABo
Ha OeclUlaTHOe MOJNy4YeHHe JIEKApPCTBEHHBIX NpenaparoB HIH  NONyYeHHE
JEeKapCTBCHHBIX NPENapaToB ¢O CKMIKOH, TAKKe HMEIOT:

1) Menmuunckme paGoTHUKH, paGoTalolFe B MeTULMHCKOMN OpraHu3aLuu
IO COBMCCTHTENBCTBY (B NpeAeaX CBOSH KOMIETEHITHH);

2) MeauuUMHCKHE paGOTHHKHU CTALMOHAPHBIX OPraHW3aldil COMHATBHOTO
O0CIy)XHBaHHS TUPH HANMMHH JIMUCH3UU Ha OCYLIECTRIEHHE MEeJHIHHCKOMN
ZeATeNbHOCTH *, mpeftycMaTpuBatomeli BINONHEHHe paGoT (OKasaHHe yCiIyr) mmo
OKa3aHHIO MEPBHYHOH MENHKO-CaHUTAPHOH NOMOWM B aMGyJIaTOPHEIX YCJIOBUAX
(HEe3aBHCHAMO OT BEJOMCTBEHHOIM MPHHAIICKHOCTH),

3) MeIuIHHCKHe pPaGOTHHKH MeIHIHHCKHX OpraHH3alui, OKAa3BEIBAIOIIUX
TICPBHYHYI0  MEINKO-CAHUTAPHYIO TOMOIUB, TOIBEJOMCTBEHHBIX (eepanbHBIM
OpraHaM HCIIONHUTENBHOH BJIACTH HIIM OPraHaM HCITOIHHTENBHOM BIACTH CYOGHEKTOB
Poccuiickoti ®enepanum;

4) VHEMBMIyaNbHBIE MpeNNpPHHHMATEINH, OCYIIECTBIAIOINHME METHLHHCKYIO
ACATENBHOCTE M BKIIOYEHHBIE B PeeCTp  MENHUMHCKMX  OpraHH3aumuii,
OCYMECTBIMOMAX ~ NEATENIBHOCTh B Cepe  06A3aTENLHOTO  MeTMLIMHCKOTO
CTPaxoOBaHHL.

38.Tlpn Ha3HauYeHHU JIEKAPCTBEHHBIX NIpEeNapaToB TIpaXAaHaM, HMEOLIHM
NpaBoO Ha GeCIUIaTHOE [IONyYEeHHe NICKapCTBEHHBIX IIPEMAPATOB WM TOJNYYECHHE
JICKapCTECHHBIX MPENapaToB cO CKHAKOH, B PELeNTe yKa3hIBASTCA HOMep TeleoHa,
MO KOTOPOMY paGOTHHK anTeYHOH OPraHM3alUMM TNPH HEOOGXOAMMOCTH MOXKET
COrIacoBaTh ¢ MEAMUMHCKHM PaGOTHHKOM 3aMeHy JIEKapPCTBEHHOrO Npemapara.

39. Hasnauenne HapKOTHYECKHX H NICHXOTPOIHBIX JIEKapPCTBEHHBIX MPenapaToB
cnucka II Tlepeuna (3a HCKTOYEHHWEM JIEKAPCTBEHHBIX TIPENApaToB B BHAE
TPaHCACPMAITBHEIX TePANeBTHYECKAX CHCTEM, a4 TalOKe JIeKapCTBEHHBIX TpeNapaTos,
CONCPXKAlMX HAPKOTHYECKOE CPEACTBO B COYETAHHH C AHTATOHHCTOM OIMHOHIHBIX
PELENTOPOB)  rpaX/aHaM, MMEIOLIMM NpaB0 Ha  OecIUIaTHOe TNIOJIy9eHHE
JICKApCTBEHHBIX ~ NPENapaToB  WIH  MONYYeHHS JIEKAapPCTBEHHBIX MpenaparoB
CO CKMAKOHM, OCYIHECTBIAETCA HA PpELENTYPHOM OJIaHKe dopMmer Ne  107/y-HIT,

# TMoctanosnenue Ipasutenscrsa Poccuiickolt Menepauun or 26 ampens 2012 r. Ne 403 «Q nopanxe BemcHws
DelepabHOTO PErHCTPa JIHIL, CTPANAIWMX KH3HEYTPOKAIOWHMH 1 XPOHHMECKHMH NPOIPECCHPYIONMMH PEAKHMH
(oppannpmMu) 3aboNeBanMAMY, NPHBOMALLMMM K COKPALMCHHIO TNPOAOMKMTEAbHOCTH XU3HH TpPakiaH K KX
HHBATHNHOCTH, W €ro PperroHaNbHOro cermedtan (Colpanne 3akoHomaTeNscTBa PocCHHCKON Denepanun, 2012,
Ne 19, ct. 2428; Ne 37, c1. 5002).

2 Tynxr 46 vacth 1 cratsn 12 denepansuoro saxona or 4 mag 2011 . Ne 99-4P3 «O THUEH3HPOBAHMH OTASIbHEIX
BHIOB AeATensHoCTH» {CoOpaHue 3akoHOZaTeNnborBa Pocciiickoil Denepaurn, 2011, MNe 19, cr. 2716; 2012, Ne 31,
o1, 4322; 2013, No 9, cr. 874; Ne 27, c1. 3477; 2014, Me 30, c1. 4256; Ne 42, cT1. 5615; 2015, Ne 1, cr. 11; Ne 29, ct, 4342;
Ne 44, c1. 6047; 2016, Ne 1, 1. 51; 2018, Me 31, ct. 4838; Ne 32, 1. 5116; Ne 45, c. 6841; Ne 53, ct. 8424).
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K KOTOPOMY AOIONHHATENRHO OhOpMISETCS PELENT Ha PeUenTypHOM Onanke (popMEl
Ne 148-1/y-04 (i) (B AByX 3K3eMIUMApaX NpH ohOPMIIEHHH HA OYMaXHOM HOCHTEJE).
40. Ha3HaueHME HAPKOTHUECKHUX U NICHXOTPONHLIX JIEKAPCTBEHHBIX NPETIapaToB
cmicka 11 Tlepeuns B BuJe TPaHCACPMANbHBIX TEPANEBTHYECKUX CHCTCM,
HAPKOTHUECKHX JEKapCTBeHHBIX Tpemapatos cmucka II Tlepeyns, conepxammx
HApKOTHYECKOE CPEACTBO B COYETAHMH ¢ AHTATOHMCTOM OMNHOWJHBIX PELENTOPOB,
TICHXOTPONHLIX JIeKapCTBEHHBIX Tpenaparos crucka I Ilepeuns, JekapCTBCHHEIX
MpenapaToB, BKAIOYEHHHIX B nepeyeHs IIKY, JekapCTBEHHBIX —IIPENaparos,
obnagaomMXx aHaboNHYeckoil AaKTHBHOCTHIO B COOTBCTCTBHM €  OCHOBHBIM
dapMakonorudeckuM JeiicTeHeM, KOMOMHHPOBAHHBIX JIEKAPCTBCHHBIX MPEMaparos,
YKa3aHHBIX B NOANMyHKTe 3 myHkra 10 HacToAmero Tlopsyika, mpeaHasHauYCHHEIC
VI JIeYeHMs FpakaaH, MMEOLMX TNpapo Ha  OeciuarHoe  MONyYeHHe
NEKAapCTBEHHBIX [peNapaToB WM  [OJNY4eHHMe JIEKapCTBEHHBIX  MpEnaparos
CO CKHIKOMN, OCYIIECTBISETCA Ha pelenTypHoM Onanke ¢opMbr Ne 148-1/y-88,
K KOTOPOMY JONONHATENbHO OQOPMIIETCA PENenT Ha PeLeNnTypHOM OnaHke dhopME!
Ne 148-1/y-04 (1) (B OBYX 3K3eMIIApax npu oHopMIEHHH Ha GyMaXKHOM HOCHTEJIE).
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Hpunoxernne Ne 1
k ITopsaky HasHAYCHHA
JIeKapCTBEHHBIX [IPEIIAPaToB,
yTBEPKIEHHOMY MPHKa30M
MunucTepcrBa 3ApaBoOXpaHeHH
Poccuiicko#i ®enepanmu 4/

m/‘/mf@// 2019T. N 7Y

Konnuecrso HaPKOTHHECKHX CpencTB HIIH ACHXOTPONMHLIX BCIHECTE,
KOTOPO€ MOXKCT OBITh BBIMTHCAHO B OOHOM peLenTe

Ne MexayHapoaROe HENATEHTOBAHHOE $ropMa BbINYCKA KoanuecTso
n/n HAHMEAOBAHHE HAPKOTHIECKOIO
H NCHXOTPOIAOIO JIEKAPCTESHAOTO H N103HpOBKA
npenapara
1 Bynpenop¢uu+Hanoxcod TabaeTku cyOnMHrBaNbHLIC 60 Tabnetok
0,2 Mr+0,2 mr {ynakoBKka, KpaTHaa
Ne 20)
2 Bynpesopdun Pacteop A5 uHbeKUMii, 0,3 30 ammyn
mr/mn 1 mn (umpHL-TIOGHKOB)
3 Bynperopdun TpaHcaepmManbHbIH
[UIACTRIPE
35 MKr/dac
20 nnacTeipei
52,5 MKr/4ac
10 nnacTeipeH
70 mxr/yac
5 nacTeipeti
4 JuruapokoneHn Tafnerky
TIPOJIOHTHPOBAHHOTO
AelicTBUA
60 mr 40 TabnetTox
90 mr 30 rabnetok

120 mMr 20 TabneTox




5 Mopdan PacTBop A HHBCKUMH,
PacTBOP NS MOAKOKHOTO
BBEICHUS 20 ammyn
{Lunpui-TIOOHKOB)
10 Mr/mn 1 mn
6 Koaenn+Mopdur+Hockanua+IlanasepHH PacTBOp 414 NOAKOKHOTO
BBEAECHHA
+Teban 0,72+5,75+2,7+0,36+0,05 20 ammyn
mr/mr 1 M
1,44+11,5+5,4+0,72+0,1
Mr/mn 1 Mn
7 TpumenepuanH Tabnetkwn 25 mr 50 Tabnetox
8 TpumenepnanH PacTeOp M1 HHBEKLMH
10 mr/mm 1 mn 20 ammmyn
(wmpun-TIoGHKOB)
20 Mr/mn 1 mn
9 Mopgun TaGnerkn (Kancynbl)
APONIOHTUPOBAHHOTO
AeficTaua
10 Mr 180 Tabn. (xanc.)
30 mr 60 Tabn. (xarnc.)
60 Mr 40 Tabn. (kanc.)
100 mMr 20 rabn. (kanc.)
200 mr 20 tabn. (kanc.)
10 Mopgun Tabnetkn
5wmr 100 Tabnerox
10 mr 100 TabneTox
i1 Mopdun Kannu ans nippeMa BHYTPb
20 mr/mun 20 ma 4 thnakoHa
12 Mopdun PacTBOp WIS MpHEMa
BHYTPb {MOHOAO3BI)
2 mMr/Ma 5 Ma 100 ammya n/s
6 Mr/mn 5 Mn 80 ammyn 11/3

20 mr/mn 5 mn

30 amnyn n/3




TabneTku

TNPONOHTUPOBAHHOTO
13 Oxcukopon+HanokcoH neHicTEHA
5 Mr+2,5 mr 100 Tabnerok
10 Mr+5 mMr 60 TabneTok
20 Mr+10 Mr 40 TabneTok
40 mMr+20 mr 20 Tabnerox
14 TIponuOHHNGEHANITOKCHITHIMANCPH THH Tabnetku 3aLueqnbie 20 Mr 50 tabneTok
15 DenTanun TpaHcaepMaibHas%
TepaneBTHYESCKAd CHCTEMA
12,5 MKr/4ac 20 mnacThipei
25 mkr/uac 20 nnacteipeH
50 mxr/uac 10 rinacTeipeit
75 MKI/yac 10 nnacTeipeh
100 MKr/4ac 10 macreipeii
16 (PeHTaHKUN TabneTku NOABAILIYHEIE
0,1 mr
0,2 mr
0,3 Mr 50 Tabnetox
0,4 Mr
0,6 Mr
0,8 mr
17 (DeHTaHUN Crnipeit HasaNbLHEIA
®nakoH 50 MKr/nosa
2,0 mn (10 no3) 24 {nakona
3,2 mn (20 no3) 12 dmaxoHos
5,0 M1 (40 no3) 6 naxonon
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Oiaxon 100 mxr/nosa

2,0 mn (10 no3) 12 ¢pmakoHoB
3,2 mn (20 nos) 6 ¢nakoHoB
5,0 s (40 ro3) 3 dnakoHa

drnakon 200 Mxr/nosa

2,0 ma (10 no3) 12 ¢pmaxoHoB
3.2 s (20 po3) 6 dnakoHOB
5,0 ma (40 no3) 3 dnaxoHa
18 Byropganon PacTBOp U1t HHBEKUMHA
2 mr/mi 1 Ma
20 ammyn
19 Hanbydun PacTsop AN UHBEKLHHR
10 mr/mn 1 ma 50 ammyn
20 Mr/mn 1 mn 25 ammyn
20 Genobapburan Tabnetkn
5uMr
50 Mr 50 TabneToK

100 mr




IMpunoxenne Ne 2
| K Ilopsaky HasHaUCHHS
| NIeKapCTBEHHBIX IIPENapaTos,
| YTBEPXKACHHOMY PAKA30M
MUHHCTEPCTRA 30PaBOOXPAHCHHUSA
Poccuiicxoit Genepannn
or /4 @ﬁéﬁ 2019r. N7

CnpaBo4HO
PexoMeHAOBAHRHBIE K HCIIOIb30BAHHIO COKPALIEHHSA
npu o(pOpMIAECHHH PElenTOB
Coxpame.ﬂne HosHoe HANHCAHHE Heperoxa
aa ana IO, IOPOBHY
ac., acid. acidum KHCTIOTA
aer. aerozolum as’po30Nib
amp. ampulla aMnyna
aq. aqua BOZA
aq. purif. aqua purifikata BOJIa OUYHILEHHAs
but. butyrum Macino (Teepaoe)
caps. capsula Kancyma
comp., cps compositus (a, um) CIIO)KHBIH
D. Da (Detur, Dentur) Beigai {iycTh BBLIAHO, MYCTD
OyaeT BRIIAHO)
D.S. Da, Signa Beripaii, 0603HauS
Detur, Signetur IIycts Oyzmer BBIAAHO,
obo3HaYeHO
D.td. Da (Dentur) tales doses Beiaait (ITycTh GyayT BEIIAHED)
TaKue A03hl
dil. dilutus pa3sBecHABIA
Div. in p. aeq. Divide in partes aecquales Pa3fenu Ha paBHBIC FaCTH
emuls. emulsio SMYNBCHS
extr. extractum JKCTPaXT, BRITSKKE




19

F. Fiat (fiant) [TycTs oGpasyercs (obpasyioTcs)
gran. granulum rpaHyJIbl
qt., qtt qutta, guttac Karg, Kamnm
qtt. peror. guttae peroralis KATUTA AJis IPUEMa BHYTPE
inf, infusum HAcTOH
in amp. in ampullis B aMITyTIax
in tab. in tab{u)lettis B TabmeTkax
in tab. prolong. in tab(u)lettis prolongatis B TabneTkax
¢ MPOIOHTHPOBARHBIM
BRICBOOOKICHHEM
in tab(u)lettis prolongatis B TaleTKax

in tab. prolong. obd.

obductis ¢ MPOJIOHFHPOBAHHEIM
BHICBOOOXKICHHEM, ITOKPBITEIX
0bomoakoi
hin. linimentum AHUIKAS MA3b
lig. liquor KHIKOCTD
lot. lotion JIOCHOH
m. pil. massa pilularum TMHTIONbHAS Macca
membr. bucc. membranulae buccales IUICHKH 3alieqHbIE
M. Misce, Misceatur Cwermaii (TTycts Gyzmer cMemano)
mixt. mixtura MHKCTYpa
N. numero YHCIIOM
ol. oleum MAco (HKHIKOE)
past. pasta nacta
pil. pilula, pilulae TIAJIIOIIS, TIHTFOITH
p. aeq. partes acquales paBHBIE YacTH
ppt., praec. praecipitatus OCaXKREHHBIN
pulv. pulvis MOPOIIOK
q. S. quantum satis CKOMBKO noTpedyercd,

CKOIIBXO HAAO
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r., tad. radix KOPEHb
Rp. Recipe Bozsmu
Rep. Repete, Repetatur Fosropu (Tlycte Gyner
TOBTOPEHO)
rhiz. rhizoma KOpPHEBHIIE
S. Signa, Signetur O6Go3uaus (Ilycts Oyner
0003HaYEHO)
sem. semen ceMa
simpl. simplex npoctofi
sir. sirupus cHpon
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp AL IpHEMa BHYTPh
Spr. spray crpe
spr. nas. spray nasale crpeii HazanbHblH
supp. suppositorium cBEYa
susp. suspensio CYCICH3HS, B3BECH
tabl. tab(u)]efta tabiaeTKa
t-ra, tinct. tinctura HacTOHKa
STT Systemata TpaHcAepMaabHasL
Therapeutica TepaneBTHYECKAd CHCTEMA
Transcutanea
ung. unguentum Mazb
vitr. vitrum CKJITHKA




Ipunoxenue Ne 2

K IIpHUKa3y MuHHCTEpCTBa 30paBOOXPaHEHHS
Pocculickoii ®eqepanuu

oT %/WM"’& 'W.ﬁ{ v

OOPMA PELIEITTYPHOI'O BAHKA Ne 107-1/y

MuHucTepeTBO 3ApaBOOXpaHeHU Kona dopmet mo OKVY]T

Poccuiickoit Pepepatpn Kon yupexxaenus no OKIIO
Meaununackas TOKYMeHTALHs

HauMeroranHe (mTamMm) ®opma Ne 107-1/y

MEIHIMHCKOH OpraHu3aluu YTBepiKAcHa IPHKA3OM
MHUHHCTEPCTBA 3APABOOXPAHSHHA

Hanmenosanne (1rramm) Poccuiickoii ®enepanun

MHINBHAYANBHOTO NPESANMPHHUMATE S ot 7 %WW//?NQ #"/

(yxazaTh agpec, HOMEP H JaTy JIMUCHIHH,
HaHMEHOBaHHE OpraHa rocyJapcTBeHHOMR BIacTH,
BbIAABIIETO JTHICH3HIO)

PEILEIIT
(B3poCibIi, AeTCKUH — HYKHOE MOAYEPKHYTH)
« » 20 r.

MaMHINs, MTHHIHMATL MMEHH H OTYECTBA (OCeAHEe — TIPH HANHYHH)
namHeHrTa
Hara poxaenus
DaMunus, HHHUHAAE HMEHH H OTYeCTBA {[OCICGIHES — MPH HAITHYHH)
Nevallero ppaya ((enpaiepa, akylwepKi)

py0.jxon.| Rp. |

oooooooooooooooooooooooooooooooooooooooooooo

..............................

............................................

.......................................

...........................................

..............................

IMogmuce
H NeYath IeYaliero Bpaya M.IL
{noanuch henpamepa, akyepKH)

Penent peiicTruTencH B Teyenue 60 anel, Ao 1 roga ( )
(Hy>¢HOE NIOAYCPKHYTh) {yKa3aTb KOAHYECTBO MCCALIEB)




OGopoTHag CTOPOHA

OTMeTKa O HaZHAYEHHH JIEKAPCTBEHHOTO

npenapara [0 peleHHIo BpauyeGHOH KOMUCCHH

[Tpurorosun

ITpoBepua
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©®OPMA PELIETNITYPHOI'O BAHKA Ne 148-1/y-88

MunucTepeTBo 3ApaBOOXPAHEHHA

Poccuiickoit ®enepaunu Kox dopmer mo OKY 1 3108805
MeaunyHCcKas AOKyMEHTAUHS
HanmeHosanue (1ramn) Popma Ne 148-1/y-88
MERHUUHHCKOH OpraHu3alny YTBepikaeHa npukazoM
MunHerepeTBa 3ApaBooxpaHeHIA
Hanmenosanue (wrammn) Poccnitckoli Depepanun
HHAHBHAYATHLHOTO NPEATPHHHMATENA o Y. MM A fn\fo

(yxasaTh anpec, HOMEp H AATy NHLICH3HH,
HaHMEHOBAHHE OpTaHa OCYJApCTBEHHOM BilacTH,

BBIAABLLETO JHLECH3UIO)
A rmr I
Cepua | || [F 1T 4w | [0 AL 11| |
[ Y N (I O N N Y
PEL[EHT «__» 20 r.
(nata odopmnenus-peuenra)

(B3pOCABIH, METCKHIE - HYXHOE TOAYEPKHYTE)

DaMuHA, MHEUHATH HMCHY Y OTYECTRA (IOCTEHEE — P HATTAYUH)
naLyeHTa

Hara poxnenns

Anpec MeCTa JKHTELCTBA WIH No MeMUMHCKOH KapThl aMOyNaTOpHOTO MALMEHTA, NOyYAIOWIErO
MEIHIHHCKYIO MOMOLE B aMOYNaTOPHBIX YCIOBYAX

(DaMWIHSA, HHUIHATE HMEHH M OTUeCcTBA (TIOC/eAHEe — TIPH HAJTHYHH)
Aevailero spada ((enpamepa, axywepkn)

............................................................................
----------------------------------------------------------------------------
----------------------------------------------------------------------------
............................................................................

----------------------------------------------------------------------------

IMoanHer 1 neyats Nevalnero epaya
(nonmuce denpaiepa, akymepkn) M.IL

Peuent pneticreuteneH B Teuenue 15 mneii




O6opoTHas CTOPOHA

OTMeTKa 0 Ha3HAUCHHH JIEKAPCTBCHHOIO
Tipenapara [0 peleHHIO BpaueOHolH KOMUCCHH

[MpuroTosdn [Tposepun OtoycTun
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©OPMA PELIEIITYPHOI'O BAHKA Ne 148-1/y-04 (1)

MuHNCTEpCTBO 3ApaROOXpaHEHHA YTBEPXKAEHA
Poccutickoit Menepaimu OpHKA30M MUHHCTEPCTEA 3APaB0OXPAHCHHA
Poccutickolt Pepepaunu

or K prtlbrg b /97 ze I
wer [T |
Kon
MEAHUHHECKOR OpraHHIALIHK

NN NEEEEEEE

e [TTT1]
Kox
HHAHBUAYAILHOTO NpeanpHHUMATEA

Kon dopmel no OKVY]] 3108805
Popma Ne 148-1/y-04 (1)

Koa kareropun Herounuk GHEAHCHPOBAHNA!
TPAKAAH Kon Hosonormseckoli GopuMel {MoAuepRHYTE) % omnaTh:
{no MKE) {MOAMEPKHYTE)
1. DenepanvHeiil G LKer
2. Bioner cydvexta Pocchiickoif @epepaupd | 1. Becnnarso
3. MyHuuHNAaneHMA SI0mreT

2. 50%

PE]_[EHT Cepus Ne JiaTa odopMicHNA: 20 T

DaMUNUs, HHHIHATLL MMEHH H 0TYeCTBa (TIOCENHEE — MPH HANHNYHU)
MALMEHTA JlaTa poskaeHHs

CHMHJIC

Ne nonuca
oOA3aTENEHOIG
MEAHUHHCKOTC
CTPAXOBAHHA:

Homep MeAHLHHCKOH KapThl HAlIHEHTA, TIOMYYal0IIero MEHLMHCKYO OMOILL B amMOynaTopHBIX.
YCIIOBHAX
MamMuIKA, HHELHATIL AIMEHH H OT4ECTBA (MOCIeAHee — NMPH HATHYMH)
nedawero ppava (denpamepa, aKymepkH)

Py6. Komn. Rp:

...... SOURUURR S 1-. 1 ¥ D UPPOUU PR PR e S S R D

TToanych W NeYaTs AEYAILEro Bpaya

(noamuck denbamepa, aKymepkH) M.IL

Penent geificteutencd b TeueHue 15 anedi, 30 nuelf, 90 anei
(HYKHOE TOTIEPKHYTE)
--------------- (3amoMHsEeTCS CHSUNATHCTOM ANTCYHON OpraHH3alii)

OToyIeHo 10 PELenTy: Toproeoe HAHMEHOBAHHE H AO3HPOBKA:

Jlata otmycka: «__ » 20 r. Kommectno:

IMpurorosun: IMposepun: OTmycTH.

{JIHHHA OTPHIBA)
Kopellok peLienTypHoro 6anka Criocol MpHMEHSHIA:
HammeHoBaHHe [MpoAOHKHTENLHOCTE IHeH
JIeKApCTBCHHOTO Dpenapara:
Jo3daposKa: KonrmuecTso NpHEMOR B ICHB: pa3
Ha 1 mprem: el




O6opoTHAas CTOPOHA

OTMeTKA 0 HA3HAUYEHHH JICKAPCTBEHHOTO
TpENapaTa no pelieHHAro BpaueOHOH KOMECCHH

[Ipurorosuia ITpoBepun OTtmycTun




Ipunoxenne Ne 3
K OpuKasy MHHHCTEpCTBA 3ApaBOOXPpaHEHHA
Poccuiickoii denepaniuu

OT ’f/?MWM?fNQ 4K

Hopaaok
odopMiienus pelenTyPHLIX 0JIaHKOB Ha JIeKaPCTBEHHBIC NpenapaThl,
HX YHeTA H XpaHeHHs

1. Odpopmienue penenta Ha O6yMa>KHOM HOCHTENE

1.Ha peuentyprbx Omamkax ¢opm Ne 107-1/y, Ne  148-1/y-88
u Ne 148-1/y-04(n1) B 11€BOM BepXHEM YINIY MPOCTABIAETCS INTAMI MENHI[MHCKOH
OPTraHH3allUH C YKa3aHHEeM ¢ HAaWMEHOBAaHUA, afipeca H TeNedoHa.

JIOMONHATENEHO HA  pellenTypHoM Onanke ¢opmer  Ne  148-1/y-04(xm)
NpOCTABAACTCA KOA MEIMNUHCKOM OpraHW3alliM B COOTBETCTBHM C (CHOBHBIM
roCyapCTBEHHBIM PETMCTPALMOHHEIM HOMepoM (Janee — OI'PH).

Cepus peuentypHoro Omanka ¢opMbel Ne 148-1/y-04(n) BKkmIOYaeT KoA
cybrexta Poccuiickoii @enepauun, COOTBETCTBYIONMH JAByM TepBbiM LH(pam
Ob6epoccuiickoro kiaccupukaropa 00beKTOB aAMAHUCTPATUBHO-TEPPUTOPHATEHOTO
nenenus (aanee — OKATO).

Paspemraercs  M3roTaBnMBath  peuenTypHeii  Gnank  dopmer  107-1/y
¢ MOMOILBI0 KOMIBIOTEPHBIX TEXHOJIOTHIA.

2.Ha  peuenrypHeix  OmaHkax,  OQOpPM/IIEMBIX  WHIMBHIYanbHBIMH
NpeANpPUHUMATENSAME, HMEIOMUMH JIHUEH3HIO HAa MEAULMHCKYIO JeATe/IBHOCT,
B BEPXHEM JIEBOM YLy THIOrpadckumM criocoboM WM IyTEM MPOCTABICHHA NITAMIIA
moJnkeH GBITh YKazaH afpec WHAWBHAYAIBHOTO MpeINpHHUMATENs, HOMEp M Jata
JIMIIEH3MH, HANMEHOBAHNE OpraHa rocyapCTBEHHO! BIACTH, BBLIABILETO JHIICH3HIO.

3. Penentypusie 6manxu dopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(x)
3ANONHAIOTCA MEUIMHCKIM pabOTHHKOM pa30opuuBO, YE€TKO, YEPHUNIAMHU HIH
IIAPUKOBOHN PY4KOH.

4. Jlonyckaerca o(opMIIeHHE BCeX PEKBU3HTOB (34 HCKIOYEHHEM PEKBH3HTA
«[Tognuchy mevyamero Bpaya (MOAMMCH ¢esbamepa, AKyLIEPKM») PeLEnTYPHBIX
Gnankos ¢gopmel Ne 107-1/y n popmsr Ne 148-1/y-88 ¢ HCnoNp30BaHUEM NEYATAIOINHX
YCTPOHCTB.

5. Odopmienue peuentyphbix Grmankos ¢opmsl Ne 148-1/y-04(x) Brmoudaer
LUPPOBOE KOAUPOBAHHE.

[udpoBoe koaMpoBaHHE YKA3aHHBIX PeLeNITYPHBIX GJIAHKOB BKJIFOYACT:

1) xon Memuuuuckoil opranusauud (OI'PH) wid koA HWHAWBHXYaJbHOTO
MpeArpHHAMATeNs B COOTBETCTBHM ¢ OCHOBHBIM  IOCYJAapCTBCHHBIM
PETHCTPALMOHHBIM HOMEPOM MHAMBUAYATBHOrO INpeANpHHUMAteNs (Jagee —
OI'PHUII), npocTapisieMslii Py U3TOTOBNEHHHN PeLieNTyPHBIX OJaHKOB;

2) KOA Kareropuu TpaxkJaH, HMEIOIIUX NpPaBo HA MOJyYeHUe JCKAapCTBEHHBIX
TNPEnapaTos B COOTBETCTBHHM co cTaThell 6.1 ®eaepanbHoOro 3akona o 17 mons 1999 r.
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Ne 178-@3 «O rocynapcTBeHHON COLMANEHON NOMOII»!, ¥ KOX HO30JI0THYecKOil
(opMbI Mo MexxayHapoAHON CTATHCTHYECKOH KnaccuukaLmeit Gonesueil (manee —
MKB), 3anonuseMble JeyalliiM BpauoM IyTeM 3aHeceHus Kaxmoil LIAPPEL B MyCThIe
AYEHKH, NIPH 3TOM TOUKA [IPOCTABIAETCSA B OTACABHOMN AYeikKe;

3)otMeTka 006 McTOUHHKE (HHAHCHPOBAHHS (benepanenbiii  Gromker [1],
Gromker cyGwekra Poccmiickoii Qepmepanmu [2], MyHMuMmansHei Gromker [3D)
¥ IPOLIEHTe OIIIATHI perienTa (6ecrnatho [1], 50% [2]);

6. B peuentypHeix 6nankax gopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(n)
B rpade «DaMuius, HHALNHUANBI HMEHH M OTYECTBA (mocnenHee — nMpH HaAMYKK)
MAaHEeHTa» YKashIBAIOTCA (aMWIMSA, MHHLHANL MMEHM M OTYeCTBa (MpH  HaIMYMK)
TAlAEHTA.

7. B penentypnbix Gnankax popm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(m)
B rpade «Jlata pOXACHHS» yKasBIBAeTCA JaTa POXNCACHHA NAIHEHTa (umcno, mecs,
roj).

JIONONHATENBHO B PELENTYPHBIX Gnarkax (opMel N 148-1/y-88 u dropmer
Ne 107-1/y mna mereit B Bospacte jio 1 roma B rpade «Jlata poxaeHHs» yKa3pIBaeTCS
KOJIMYECTBO IOJHBIX MECALEB.

8. B peuentypubrx Gmankax Qopmpi Ne 148-1/y-04(1) B rpadax «CHUJIC»
U «Ne monuca 06:13aTeNEHOTO MeIHIMHCKOTO CTPAXOBAHKA» YKA3HIBAKOTCA CTPaxoBOi
HOMEp HHIHBHRYaNBHOTO JHMIEBOTO CYeTa rpaxaaHnHa B IleHCHOHHOM ¢oHJe
Poccuiickoit ®enepanyu (CHUJIC) (mpu HAJTHYUY) 0 HOMEp TIONHCA 00A3aTeIbHOrO
MEIULMHCKOTO CTPaXOBaHusl.

9.B penentypHeix Onankax dopmbl Ne 148-1/y-88 B rpade «AJnipec Mecta
KHTCNIECTBA KW HOMEp MEAMLMHCKOM  KapThl NAuMeHTa, MOMy4aloLiero
MCIMIHHCKYIO IOMOIE B aMOyNaTOPHBIX YCNOBMSX», YKA3BIBAETCA ampec Mecta
KHTENBCTBA (MecTa NMpeOBIBaHHA HIH MecTa (paKTHUECKOTO POXUBAHUS) MAlHEHTa
HIH HOMEP MEIHUMHCKOH KapThl MalHeHTa, MOJY4alolero MeAHHHHCKYIO TOMOLIb
B aMOyJIaTOPHBIX YCIOBHSX>.

B peuentypupix Omamkax ¢opmer Ne 148-1/y-04(1) B rpade «Homep
ME/IMUMHCKOH  KapThl ~ DAUMEHTA,  ITONYYalOIET0  MEAWIHHCKYI0O  MOMOIb
B aMOYJaTOPHBIX YCNOBHAXY» YKAa3HIBAETCH HOMEp MEIHLHHCKOL KapTel MallHeHTa,
N0y 4aroero MEANLMHCKYIO TOMOIIB B aMGYIAaTOPHEIX YCIOBHIX-.

10. B rpade «DaMuinsg, MHALHATL AMEHH M OTYECTBA (ocnenree — mpu
HAIHYHHA) Nevalnero Bpaya (denbamepa, aKyliepKn)» peuenTypHeIX GnaHKOB dopm
No 148-1/y-88, Ne 107-1/y m Ne 148-1/y-04(n1) py9HEIM CIOCOBOM WM ¢ TOMOLIBIO
IITaMIa yKashlBalOTCS (paMHNMs, MHHLHAILL HMEHH W OTYecTBa (IIOCIEmHee — opy
HAMYIMH) MEIMLUUHCKOro paGOTHHKA, HA3HAYUBINETO NIEKAPCTBEHHEBIE penapaThl
4 O(POPMHUBIIIETO pellenT.,

! CoGpanne sakosomaTenscrsa Poccuifckoif @enepaunn, 1999, Ne 29, ct. 3699; 2009, Ne 30, cr. 3739; 2010, Xe 50,
cT. 6603; 2013, Ne 48, c1. 6165,

2 Nprkas MuEKCTePCTRa 3MpaBoOXpaHenia Poccutickol deaepauun ot 15 nexabpa 2014 r. Ne 8341 «O6 yreepikaenun
YHEQUIUPOBAHABIX POPM MEAMUMHCKOH JOKYMEHTAIMH, HCIONB3YEMBIX B MeIMLUHHCKHX OPraHH3alHAX, OKA3BIBAIOUIHX
MEANLMHCKYIO NOMOWb B  aMOYNATOPHBIX YCNOBHAX, H HODANKOB N0 HX 3aNONHEHHIO»  (3aperHCTPHPOBAH
Munncrepersom wctrumn Poccutickolt denepaunu 20 deppans 2015 r., perucTpauHoaHei Ne 36160), ¢ HaMeHeHHAMNA,
BHECEHHBIMH MPHKA3OM MHHHCTepcTBa 3apaBooxpaHeHma Poccmitckoit depepaunn ot 9 ausaps 2018 r. Ne 2
(3aperucTpuposaH MunvcTepcTBOM WocTHINIH Poccitckoli Denepauuu 4 anpena 2018 r, peructparmonnsiit Ne 50614)
(Janee — npukas Ne 834u).

¥ Ipuxas Ne 834n.
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11. B rpade «Rp» peuentypusix GiankoB ¢opm Ne 148-1/y-88, Ne 107-1/y
u Ne 148-1/y-04(x1) yxaspisaeTcs:

1) HanMeHOBaHHE TIEKapCTBEHROTO mpenapara (MexAyHapoaHOe
HETaTeHTOBAHHOE HAUMEHOBAHKE, MPYIIUPOBOYHOE HIIH XHMHUYECKOS HANMCHOBAaHHE,
TOProBo€ HAUMEHOBAaHWE) Ha JATHHCKOM sA3blKe, (opMa BBINYCKa, NO3HPOBKA,
KOJIMYECTBO;

2) criocof NpHUMEHEHMS JIEKApCTBEHHOTO Mpemapara Ha IoCYAapCTBEHHOM
sspike  Poccmiickoit ®efiepani WIH HA [OCYAApCTBEHHOM A3biKe Poccubickoi
denepauuy M IoCyJAPCTBEHHOM SA3BIKE PpeCmyONIMK M HMHBIX A3blKaX HapOJOB
Poccniickoii ®eaepamyn®,

12. TIpn odopMIeHUH pelenTypHHIX OJaHKOB 3alpelaeTcs OrpaHHYHBaTbCs
oOUMH YKa3aHUAMH, HanipuMmep, «BHyTpeHHee», «3BecTHOY.

13. Peuent, odopMieHHb# Ha peuentypHom OGnanke dopm Ne 148-1/y-88,
Ne 107-1/y m Ne 148-1/y-04(n), mnOANMCHIBAeTCA METMUMHCKUM paGOTHUKOM
H 3aBEPACTCA €ro MeUaThio.

Perient, odopMieHHEIH Ha peuentypHoM Onanxke dQopmer Ne 148-1/y-88
n dopmel Ne 148-1/y-04(3) MOTIONHUTENBHO 3aBEPAETCS IEYATHIO MEIULHHCKOH
opranusauuy «ns penentos».

14.Ha omuoM peuentypmom OGnanmke ¢dopmer Ne 148-1/y-88 m  ¢dopmel
Ne  148-1/y-04(n) paspemraercs OCYINECTBJATH HA3HAYEHME TONBKO OJHOTO
HaNMEHOBAHHUA JICKAPCTBEHHOTO TIIpenapara.

Ha onxHoM penentypHom Onanke ¢opmer Ne  107-1/y  paspeiaercs
OCYLIECTBIATL HA3HaUeHHe TONBKO OIHOTO HAWMEHOBAHHA JICKAPCTBEHHOIO
npenapara, oTHocsAmerocsa no ATX K aHTHICHXOTHYECKAM CPEACTBaM (KOJ NO5A),
aukcronuTkaM (ko NOSB), CHOTBOpPHBIM U CEAaTHBHBIM cpeacTBaM (kod NOSC),
anTagenpeccantaM (kox NO6A) H He MOLIEKAILETO NPEAMETHO-KONHMYCCTBEHHOMY
yYeTy, M JAO TpeX HaHMEHOBAHUH JIeKAPCTBEHHBIX TPEMapaToB — JUIA  HHBIX
NeKapCTBEHHBIX PENAPaToB, He OTHECEHHBIX K BhIIeyKazaHHEIM ATX.

15. UcnpapiaeHus B pelieNiTe He AOIYCKalOTCH.

16. IIpu ocbopMIeHnH penenTypHEIX GnankoB dopm Ne 148-1/y-38, Ne 107-1/y
n Ne 148-1/y-04(n) nHa nekapcIBeHHbIC MPEMAPATEl, Ha3HAYEHHBIE [0 PEIICHUIO
BpaueOHOH KOMMCCHH, HA 00OpOTe pelleNTypHOro ONaHKa CTABHTCA CHEHHANbHAA
oTMeTKa (IITaMIT).

17. Ha penenrypuoM Gnanke ¢opmbl Ne 148-1/y-04(;1) BHU3Y HMeeTCS NHHHUSA
OTpHIBA, pa3fiefIIONIas pelenTyPHBIA OaHK H KOPELLOK.

Kopemox oT peuenta, 0GpOpMICHHOIO Ha yKa3aHHOM peLENTypHOM GiiaHKe,
BBIAAETCA MAlMeHTy (ero 3aKOHHOMY MPE/CTABHTENI0) B AlTEeYHONH OpraHu3allH,
Ha KOpellKe JenaeTcsi OTMETKa O HAUMEHOBAHUM JIEKAPCTBEHHOrO IpErNapara,
IO3UPOBKE, KOJIMYECTBE, CIIOCO0E NPUMEHEHHA.

18. OdopmieHne CrelUaNbHOTO pelenTypHOro OiaHKa Ha HAPKOTHYECKOe
CPENCTBO H MCHXOTPOIHOE BEMIECTBO OCYIIECTBIAETCA B COOTBETCTBAN ¢ IPHUKA3OM
MuHncTepersa 3apaBooxpanenusa Poccuiickoli ®enepauun or 1 asrycra 2012 r.

4 Ygers, 1 cramen 15 3axona Pocchtickolt ®enepauny oT 25 okrabpa 1991 r. Ne 1807-1 «O a3wikax Hapogos Poccuickoh
®egepapmy (BeaoMocTH che3na HapoaHbiX Aemytaros PCOCP n BepxopHoro Coera PCOCP, 1991, Ne 50, ct. 1740;
Cofpanue 3akosonatenscTea Poccniickoit Penepannn, 1998, Ne 31, cr. 3804) (nanee — 3akoH Ne 1807-1).



Ne 54n «O6 yrBeprkiieHun (GOpMBI ONaHKOB DPELENTOB, COACPXKAMX HA3HAUCHHE
HAPKOTHYECKHX CPE/ICTB HIH HCHXOTPOMHBIX BEINECTB, MOPAAKAa HX H3rOTOBICHM,

paclpe/ieieHus, PerucTpalii, yueTa H XpaHeHus, a Takxke NpaBull odopMIIeHHA»’,

II. OdopMnerue peneliTa B HopMe IMEKTPOHHOTO TOKyMEHTa

19.Peent B ¢dopMe  SNMEKTPOHHOTO  AOKYMEHTa,  IIOJNHCAHHOTO
YCMIEHHOH  KBaTM(UIMPOBAHHOH  OJNEKTPOHHOH  NoAmUCH,  popMupyercs
MEIULIHCKHIM paGOTHUKOM, CBEICHHA O KOTOPOM BHECEHB! B (peflepalbHbI PerucTp
MeJHIHHCKHX PaGOTHHKOB®, a Takxe NpH YCIOBHHM PETHCTPALMHM MENHMIHHCKOHN
OpraHM3alWH, B KOTOpOH odopmideTca peuent, B QenepalbHOM peecTpe
MeINITMHCKUX OpTaHH3alluil’ equHOl rocyAapcTBEHHOH HHGOPMALMOHHON CHCTEMEI
B cdepe 3ApaBOOXpaHEHHS WU TNOAKIIOYEHHA TaKOi MEJMLIMHCKOH OpraHu3alHy
K TOCY/apCTBEHHON MHPOPMAIIMOHHOMN cHCTeMe B cepe 3paBOOXPaHEHHs CyOBeKTa
Poccuitckoii ®enepauun’,

20.TIpn odopmneHun petenta B (GopMEe ISNEKTPOHHOTO  HOKYMCHTa
HA JIeKAPCTBEHHEIE MPEMAPaTE, YKa3aHHsIe B MOAMyHKTaX 2-5 nynkra 10 u mynxre 12
ITopsanka HasHAYEHHS NEKapCTBEHHBIX IPENapaToB, YTBEPKACHHOrO HACTOAIIMM
MPUKA30M, H OTIyCKaeMble 3a [MONHYIO CTOUMOCTb, 3aNOIHAIOTCA CIEHYIOIME
PEKBU3HUTHL:

1)xom cy6rekra Poccuiickoit ®emepannu no OKATO, ompegmensiowmuit
rocyJapCcTBEHHYI0 HHGOPMALUOHHYIO CHCTeMY B cdepe 3ApaBOOXpaHeHHs CyOBeKTa
Poccuiickoii Penepanyn B KOTOpo# cPOPMHUPOBaH peLenT B (OpME 3IEKTPOHHOTO
JOKYMEHTA,;

2) HAUMEHOBaHHE MENMIMHCKON OpraHH3aliy, ajapec, TeNeGOoH il paMuius,
MHHUIHANEl AMEHH W OTYecTBa (IOCieJHee — IIPH HalM4HH) HHINBHIYaTbHOTO
NpeANpPUHAMATENS, HMEIONIETO JHICH3HIO Ha MeJULMHCKYIO JEATeNHHOCTh, €ro
aznpec;

3) OI'PH 1opuamdeckoro auna (MeAuuuHCKOH opranusauuu) win OI'PHMII
HHIMBYIYATHHOTO NpeApUHIMATENA;

4) nata oopmieHHs perenta (yka3pBaeTcs YMCIOo, MECAL, TON);

5 3apeructpupoBar MumncTepcToM locTHumu Poccufickolt dexepamnm 15 asrycra 2012 r, PerHCTPauMOMHEIH
Ne 25190, ¢ H3MEHeHMAMH, BHECEHHHIMM NpHKasaMm MEHHCTepCTBa 3mpaBooxpanenua Poccmiickolt {enepatmi
ot 30 wions 2015 r. Ne 385k (aperncTpuponan MurncTepcTsoM locTHimu Poccuiickolt degepatun 27 Hofbpa 2015 .,
peractpanmonssiii Ne 39868), ot 21 anpens 2016 r. Ne 254w (3apeructpiporan MUHHCTEPCTEOM IOCTHLHE Poccuiicko#
Menepamn 18 mons 2016 r., perncTpammonssiii Ne 42887), ot 31 oxtabpa 2017 r. Ne 882n (3aperucTpHpoBaH
MHHHCTEPCTBOM FocTHLIHHA Poccuiickolt denepamun 9 arBapa 2018 r., perncTpaudonHbIf Ne 49561).

¢ TypkTet 6,7 [onoxerus O eNMHON TOCYIApCTBEHHON HHPOPMALMOHHON CHCTEME B cepe 3ApaBOOXPAHEHMUT,
yIBEp#KAEHHOr0 MocTaHoBIeHHeM Ilpasurenbctsa Poccmiickoit Peaepaliil oT 5 Mad 2018 r. M 555 (Cobpanne
3aKoHOJATENbCTEA Poccrickoli Pemeparmu, 2018, Ne 20, c1. 2849; Ned9, cr. 7600; Ne 50, cr. 7755; 2019, Ne 6, c. 533)
(nanee — IonoxeHne 0 SARHOMN CHCTEME).

? Myuxtsl 9, 10 ITonokeHAS 0 CAHHOR CHCTEME.

8 Cratbh 91 1 91.1 Pedepamsroro 3axoHa o1 21 HoAGps 2011 roga Ne 323-03 «0O06 0CHOBAX OXPaHB! 300POBbS MPakaaH
B Poccuiickoit ®enepaman» (Cofpanue 3akoHoaatenscTBa Poccuiickoli ®enepaumy, 2011, Me 48, cr. 6724; 2012, Ne 26,
1. 3446; 2013, Ne 27, c1. 3477; Ne 39, ct, 4883; Ne 48, ct. 6165; 2014, Ne 30, cT. 4257 Ne 43, c1. 5798; Ne 49, ct. 6927,
6928: 2015, Ne 1, c1. 85; Ne 10, c1. 1425; Ne 27, cT. 3951; Ne 29, cr. 4397; 2016, Ne I, cr. 9,28; Ne 15, ct. 2055; Ne 18,
T, 2488; Ne 27, et. 4219; 2017, Ne 18, cT. 2663; Ne 31, c1. 4794).




5)mata oxonuaHHs JeiictBus penenta (GopMHpYeTCS TOCYIapCTBEHHOMU
uHpopMAIMOHHOl cucTeMoll B cbepe 3/paBooxpanHenus CyOwekra Poccuiickoit
depmepani B COOTBETCTBHH €O Cpokamu JieHicTBusa pemenToB: 15 aueit, 30 mHed,
60 nueit, 90 queii, no 1 ropa);

6) yHHKanbHEIE ~ HOMep  pelienta  (popMupyeTcas  TOCYRApCTBEHHOH
uHpopManMoHHo# cucTemolt B cdepe 3apasooxpaHeHns CyOnekra Poccmiickol
®enepanid B 00eCTEYMBACT ONHOZHAYHYIO HASHTHOWKAUMIO pelenta B ¢opMe
3J€KTPOHHOTO JiokyMeHTa B codeTannu ¢ OKATO, OI'PH win OI'PHUII);

7) OTMETKH «cito» (CpouHO) WK «statim» (HeMeIJeHHO) NP HEOOXOMUMOCTH
CPOYHOTO HITH HEMEIICHHOIO OTITyCKa JIEKAPCTBEHHOrO Mpenapatra NalueHry;

8) agpec naudeHTta (YKa3bIBaeTCA MOYTOBBIH afipec MECTa XKHTENbCTBA (MECTa
npeGbiBaHuA WM MecTa (aKTHYEeCKOro MNpOXKMBAHHA) ¢ YyKasaHHeM HHJEKCa,
HauMEHOBaHMS Kpas, o0nacTH, pecnyONHKH, aBTOHOMHOIO OKpYTa, HAaMMCHOBaHMSA
HAcelleHHOTO MyHKTa, HAaUMEHOBAHMsA YNULBI (TPOCNEKTa, IEpeynKa, Tpoesna),
HOMepa JoMa (¢ yKa3aHueM KOpILyca, MPH HalIA9HH ), HOMepa KBapTHPEI);

0) HOMEp 3NEKTPOHHOM MENUIUMHCKOH KapThl MalMeHTa B TOCYAapCTBEHHOM
uHbOpMALUMOHHOM cucteme B cdepe 3xpaBooxpaneHus cybObekra Poccuiickoi
®enepanuy;

10) dhamunus, uMs, 0TYeCTBO (PN HATHYHY) MALIEHTa MOJTHOCTHIO,

11) mata poXKAEHHs NAUMeHTa (YKashIBaeTcsA YHCIO0, MeCAl, o), And aerel
70 1 roaa AONONHUTENBHO YKA3BIBAETCAS KOMUYECTBO TIOJTHBIX MECALIEB;

12) pamMuiuA, WHULMATEI MMEHH H OTdecTBa (TOCHefHee — TNpU HATHYKH)
MEULUHHCKOTrO pabOTHHKA ITOJIHOCTRIO;

13) HauMeHOBaHUe JIeKapCTBEHHOTO npemnapara (MexgyHapoaHOe
HeNaTeHTOBAHHOE HaHMEHOBAHHE, MPYNNUPOBOYHOE HIH XMMHUYECKOe HAUMCHOBaHUE,
TOProBOE HAMMEHOBAHWE) HA NATHHCKOM A3BIKE, JIO3MPOBKA, (OpMa BBIMYCKa,
KOJINYECTBO;

14) cmoco$ mpuMeHEHHs JIEKapCTBEHHOIO Tperapara Ha TOCYAapCTBCHHOM
a3pike  Poccuiickolt Deflepaudl WIH Ha TOCYIApPCTBEHHOM si3blke Poccuickoi
defepand U TOCYAAPCTBEHHOM SA3BIKE pEeCHyONHK M MHBIX A3BIKaX HapOJOB
Poccuiickoii Qezieparan’.

15) npusHak  yTBepXKAEGHMA  HA3HAUEHHs  JICKAPCTBEHHOTO  Ipenapara
110 peLIeHHIO BpaueOHOH KOMUCCHH MEMIIMHCKON OpraHu3alig;

16) oTMeTKa © HasHAYEHMHM JIEKAapCTBEHHOrO IpernapaTa MO PeLICHHUIO
BpaueOHON KOMMCCHM MEJIUIMHCKOM OpraHdzallid B CIOy4aiX, YKasaHHBIX
B ab3ame BropoM mnyHkTa 6 Ilopsaka HasHa4yeHUs JEKapCTBEHHBIX IPENaparoB,
YTBEPKAEHHOTO HACTOSIIUM IPHKA30M;

17) oTMETKA © CHELHAIBHOM HA3HAYCHHUYM JIEKAPCTBEHHOTO Ipenapara
(3anmonHsfeTcs B CAy4asX, ykasaHHBIX B MyHkTax 16 u 25 ITlopsaka HasHaYeHHUA -
JIEKAPCTBEHHBIX MPENApaTos, YTBEPKACHHOTO HACTOAIIMM TIPHKA30M);

18) oTMETKa O CHelHATFHOM Ha3HAYCHUH JIEKAPCTBEHHOTO IpenapaTa [MalUeHTy
¢ 3aGoneBanyeM, TpeOYIOIMM [UTHTENIBHOTO KYypCOBOTO JI€YEHUs (3AIOJHASTCS
B CJIyuae, yKasaHHOM B IyHKTe 24 [Topajka HasHaYeHUS JIEKapCTBEHHBIX NPENapaTos,
YTBEPXKICHHOIO HACTOAIIMM NPHKA30M) C MPOCTaBjIeHHEM NEPUOINYHOCTH OTIyCKa

? Yaere 1 crarei 15 3akona MNe 1807-1



JIEKapCTBEHHOTIO NIpenapara;

19)mpr  oopmnennn penenta B ¢opMe  aneKkTpoHHOrO  FOKyMeHTa
Ha JICKApCTBEHHLIC IPETapaThl, yKa3aHHbIE B NOAMYHKTAX 2-5 nyHkTa 10 u nyakre 12
Iopsinka HasHAYeHWs JIEKAPCTBEHHEIX NpenaparoB, YTBEP)KACHHOTO HACTOSLIMM
NPHKa3OM, rpaxxiaHaM, HMEIOIIMM NPAaBO Ha GeclaTHoe moNMydeHue JNEeKapCTBEHHBIX
TIpENapaToR WM [OJyE€HHe NeKAPCTBEHHBIX NPEeNapaToB co CKUAKOM, 3aTONHAIOTCS
PEKBH3UTEL, NPEXYCMOTPEHHBIE NOANMyHKTaMM 1-18 macrosmero MYHKTa, a TaKxe
CNIEAYIOLINE PEKBUZHTEI:

) KaTeTOpUA TPaXAAH, WMEIOMIHX OpaBO Ha NOMYYEHHE JIeKaPCTBEHHBIX
IpenapatoB B COOTBETCTBHMM €O CTaThell 6.1 ®enepansHoro 3akoHa or 17 wrons
1999 r. Ne 178-®3 «O rocynapcTBeHHOM COMHATBHOM romMo1mm» 19

6) xox Ho307M0THYECKOH QopMbI o MKBE;

B) HCTOYHHK (uHaHCHpoBamms (1 — (emepansHeli Gromxer, 2 — 6GromKer
cyowsekta Poccuiickoit ®eneparuy, 3 — MYHHLHNANBHELR GrOKeT);

r) pasmep omtat (1 — 6ecrnarro, 2 — 50%);

) CTPaXOBOM HOMEp WHAMBHIYAIbHOTO JMIEBOTO CueTa TpaKAaHHHA
B [leHcHonHOM ¢onne Poccuiickoit Deneparuy (npu nammaun) (CHUIC);

€) HOMep MojIKca 00A3aTENBHOr0 MeAULMHCKOTO CTPAXOBAHHS.

21.Tlpy mpocTaBNEHHU OTMETKH, YKa3aHHOH B moamyHkte 16 nynkra 20
Hacrosmero ITopsanka, penent B ¢opme 3MeKTPoHHOrO JOKYMEHTa HOATHCHIBACTCA
YCUNICHHOH KBaNH(UUMPOBAHHON 3NEKTPOHHON IOAMUCHIO npejcenarens HIH
CEeKpeTaps BpaycOHOM KOMHCCHH MemUIHHCKOM OpraHmu3alliM, IIpd NpPOCTaBIeHUH
OTMETOK, yKa3saHHBIX B MOANYHKTax 17 m 18 mywkTa 20 HacTosmero INopsnka, —
YCUNCHHBIMH KBATH(QHUNPOBAHHBIMU 3€KTPOHHBIMHA TIOMMHCIMH COOTBETCTBYIOMIMX
MEIULUMHCKUX paboTHHKOB.

22.Tlo TpeGOBaHMIO NANMEHTA WM €ro  3aKOHHOTO NpeaCTaBUTENA
OOPMIIAETCS SK3EMILIAP penenTa B (opme 3nmexTpoHHOrO NOKYMEHTA Ha OyMaXHOM
HOCHTENE, B TOM WYHCIe INyTeM ero O(pOPMNCHHS Ha PENENTYPHBIX GIAHKAX
dopm  Ne 107-17y, Ne 148-1/y-88, Ne 148-1/y-04(n1) ¢ otMerkolt «Jly6mukar
BNIEKTPOHHOTO IOKYMEHTA».

II. Yyer penentypHbIx 61aHKOB

23. VYyer peulenTypHHX OGNAaHKOB dopm Ne 107-1/y, Ne 148-1/y-88
n Ne 148-1/y-04(;), wusroraBauBaeMEIX THMOTPA(CKHM  crmocoboM  (anee —
PeLeNTypHbIE ONAaHKH, MOINEXAIUME YYETy), OCYIIECTBIACTCS B XKYpHanax yuera,
TpOHYMEPOBAHHBIX, NPOLIHYPOBAHHBIX H CKPEILICHHBIX MOAMHCHIO PYKOBOAHTENS
H MeYaTel0 MEAMIMHCKOH OpraHM3alMH  WIH  ITOAMHCHIO HH/THBHIYaNbHOTO
IPEAMPUHHMATEIE, HMEIOIIETO JINUEHINIO Ha MEANLMACKYIO NEATENBHOCTS.

24. KypHanm ydera peuenTypHBIX GIaHKOB Gopmpr Ne 107-1/y comepsxur
crenyronie rpager:

1) HoMep 1o nopszKy;

1® CoBpanne 3akoHOZaTenscTea PoccricKoit @enepanem, 1999, Ne 29, cr. 3699; 2009, Ne 30, cr. 3739; 2010, Ne 50,
CT. 6603; 2013, Ne 48, cT. 6165,



2) B paszgene «IIpuxom»:

a) laTa perucTpaluy JOKyMEHTa, IOATBEPXK TAIOLIEro MOCTYILICHHE;

6) HOMep M JaTa HOKYMEHTa, MONTBEPHAAIOMIEro NOCTYILUIEHHe, HAUMEHOBAHHE
[OCTaBLIHKa;

B) oblilee KONMYECTRBO NOCTYNHUBIUAX PENENTYPHBIX GIAHKOB;

r) paMunus, HHHUHANBl HMEHM H OTHeCTBa (NOCTETHEE — TIPY  HAJHYHH )
H MOANHACE OTBETCTBEHHOIO MEAHUHHCKOrO pPaGOTHHKA, IOIYYMBIUETO PELENTYPHbIE
ONaHKH OT MOCTABINHUKA;

3) B pasgene «Pacxony:

a) laTa BBIAAYU PELeNTyPHBIX GIIaHKOB;

6) KONU9ECTBO BHIIAHHBIX PENENTYPHBIX GIAHKOB;

B) GaMu/MsA, MHHLMANBI MMERH W OTYecTBa (MOC/eNHEee — IOpY HaNHYHH)
OTBETCTBEHHOTO MEAMLMHCKOTO PabOTHHKA, NOTYYHBIIETO PELeNTYPHbIEC GlaHKmu,

I) MOANMCH  OTBETCTBEHHOTO  MEAMIMHCKOLO  paGOTHHKA, TIOTyYHUBILIETO
penenTypHble 0J1aHKY;

4) pamunns, MHALMANEI HMEHH M OTY4eCTBA (IOCTENHEE — OpH  HaJH4YHH)
¥ NONMHUCE OTBETCTBEHHOTO MEJHLUMHCKOrO pabGOTHHKA, BBINABIIETO pElEHTYPHBIE
Onanku;

5) OCTaTOK peLenTypHbIX GIaHKOB,

25.)KypHan ydera  peLENTYpHHIX GIAHKOB dopm N 148-1/y-88
1 Ne 148-1/y-04(1) comepiut cnepyromue rpagst:

1) HOMep 110 OPAAKY;

2) B paznene «IIpuxomy:

a) AaTa peTHCTPallUH JOKYMEHTA, IIOATBePXIAI0MEro HOCTYIUIEHHE;

6) HOMep | J1aTa JOKyMeHTa, [IOATBEPAIAIOIIEr0 I0CTYILICHHE, HAMMEHOBAHHE
TIOCTABIIHKA;

B) of1uee KOMMYECTBO MOCTYNUBLINX PELENITYPHEIX GIaHKOB;

T) CEpMH M HOMEpa PELeNTYPHEIX GIaHKOB;

X} KONHYECTBO PEUENTYPHBIX GIAHKOB N0 CEPHAM;

€) bamunus, HHHIMATBl UMEHM H OTY4eCTBA (TOCHeHee — IIPY  HAIHYNH)
M NOANHCE OTBETCTBEHHOTO MEAMIMHCKOTO palOTHHKA, TTONYYHBIIErO PEUeNTypHbIe
OJaHKH OT MMOCTABIIHKA;

3) B pasnene «Pacxomy:

a) JlaTa BBINAYH PEUENTYPHBIX GAHKOE;

6) cepru M HOMepa BBLIAHHBIX PEIENTYPHEIX GIAHKOB;

B) KONMYECTBO BHIJAHHBIX PELIENTYPHBIX GIaHKOB;

r) aMunus, MHHUMATHI HMEHM M OTYecTBa (NOC/TeAHEEe — NpH HATUYUH)
OTBETCTBEHHOTO MCAHIMHCKOrO PabOTHUKA, MOy YHBILIETO PELENTYPHBIS GIAHKI;

I) MOANNMCH  OTBETCTBEHHOrO MEMUMHCKOTO  paGOTHHKA, HONYYHUBLIETO
penenTtypHeie ONaHKH;

4) Gammins, MHMIMANEL WMEHH M OTYecTBa (IOCHERHEE — IPH HaJIMTHH)
M TIOANHMCH OTBETCTBEHHOTO MENHMUHMHCKOrO paGoTHMKA, BBIJABIUENO pPENENTYpHBIE
Onanku;

5) OCTaToK pelentypHbIX GIaHKOB.

26. Yuer crenmanbHEIX PELENTYPHEIX GNAHKOB Ha HApKOTHIECKOE CPEenCTBO
M ICHXOTPOTIHOE BEIIECTBO OCYIUECTBIAETCA B COOTBETCTBHH C TIPHKA30M
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MmuHucTepcTBa 31paBooxpaHeHus Poccuiickoi ®enepanun ot 1 asrycra 2012 r.
Ne 54n «O6 ytBepwaenun dopMbl 61aHKOB PELENTOB, COAEPKAILMX Ha3HAYeHHe
HAPKOTUYECKUX CPEACTB MM NCHXOTPONHBIX BELIECTB, MOPAAKA HX H3rOTOBNICHHS,
PaCHpeLIeNCHHs, pErUCTPANM, Y9eTa M XPaHEHH A, 8 TAKKE TIPaBUI odopmirerus»'!,

27. VYdyer penentos, oQOpPMACHHEIX B $opMe 3nekTpoHHOrO mOKyMeHTa,
OCYIECTBIETCS. B rOCYJapCTBEHHOH HHGOPMALHOHHOW cHCTeMe B chepe
3apaBooxpanenns cybbekta Poccuniickoit ®eneparuu ITOCPENCTBOM BENSHHSA €AUROTO
peecTpa penentos, opOpMIEHHBIX B hopMe 3MeKTPOHHBIX JIOKYMEHTOB.

IV. XpaHenue penentypHeix 61anKoB

28. MenuumHCcKkHe oOpranuzamuu NOTy4al0T HEeOOXOANMEBIE peLenTyYpHBIe
bnanky, opopmieHHble TUITOrpadcKIM CrocoGoM, 4epes TeppHTOPHANLHEIE OPTaHbl
YIPABIEHHA 31PABOOXPAHCHHEM WIHM OpTaHM3AUMH, YIONHOMOYSHHBIE HA 5TO
OpraHaMM HCTIOMHUTENBHOM BNAcTH CyGBeKToB PoccHiickoil Denepanuy.

29. PenentypHsle GNaHKYM, MOANEXALIHE Y4E€TY, XPaAHATCA OTBETCTBEHHEBIM
JHILOM, Ha3HAYCHHBIM DYKOBOIHTENEM MEAHHMHCKOH OpraHH3aluy, B 3anmupaeMoM
METaU4IeCKOM IIKady (cerde) MM MeTanmuaeckoM sImIuKe.

30. ManusuayanbHerit IpeanpUHUMATEND, HMEIOIINH JHIEH3NIO
Ha  MEJUMUMHCKYIO [IeATENbHOCTh, XPaHHT PeHENTypHBle OGNAaHKH, MOMTeKAILHe
YHeTY, B 3alMpacMOM METALINHECKOM IuKady (celide) min MeTammmueckoM SIuKe.

31. IlpoBepka cOCTOSHHS XpaHeHNs, yueTa, (hakTHYeCKOro Ha/M4MA M pacxoza
PeLENTYPHBIX GIaHKOB, MOAMEXAIMX Y9ETY, OUH Pas B KBapTall OCYILECTRINETCA
KOMHCCHEH, CO3/aHHOI B MEAHIMHCKOH OpraHu3aLHY.

32. Peuentyprele Gnaskm, oQopMmiIseMble Ha OymMaxkHOM  HocHTelne
H NOLNICKAINNE Y4eTy, BBIAAIOTCA MEAMUMHCKHM paGOTHHKAM, HMEIOMMM IIPaBo
OGOPMIIEHNS PELENTOB, MO PACTIOPSIKEHHIO TIABHOTO Bpaya MM €T0 3aMECTHTEN.

Ilomyyennbte pewenrtypeble GnaHkM Ha OyMaXHBIX HOCHTENAX XPAHATCH
MEUUMHCKUMH paGOTHUKaME B TOMEIEHHAX, 06ECIeUHBAIONINX HX COXPaHHOCTb.

33. XpaHeHHe CTelHaNbHBIX PELUENTYPHBIX ONIAaHKOB HAa HAPKOTHYECKOE
CPCACTBO M NCHXOTPOMHOE BELIECTBO W BhifaYa YKA3aHHBIX PEHENTYPHEIX GIaHKOB
MEIUUAHCKOMY pa0OTHHKY OCYIUECTBIAETCS B COOTBETCTBHH ¢ NPUKAa30M
MunucTepcTBa 3apaBooxpanenus Poceuiickoif ®enepanuu ot 1 asrycra 2012 .
Ne 54n «O6 ytepxneHnu (opMsl Granxos PeUENTOB, COAEPKAUIMX Ha3HAYCHUE
HAPKOTHIECKMX CPENCTB MM MCHXOTPOIHBIX BEWIECTB, MOPAAKA MX H3TOTOBJICHHA,
PaCTIpEACNICHHA, PETUCTPALIIH, YIeTa U XPaHEHMUS, a TAKXKe MPaBu oopMIeHHs» 2,

"' 3apeructpHposan MHHHCTEPCTBOM IOCTHIME PocCHICKO ®epepaunn 15 asrycTa 2012 r., perHcTpaUHOHHbIH
Ne 25190, ¢ A3MEHCHWAMH, BHECEHHBIMH MPHKA3AMH Munmcrepeta 3apaBooxpanenns Poccriickoi Deacpanuq
ot 30 mroHs 2015 r. Ne 3851 (3aperucrpuposan Muuucrepcrsom roctrunnk Poccutickol Genepanuy 27 Hoalpa 2015 r,,
PperucTpanmonHslil Ne 39868), o1 21 anpens 2016 r. No 254n {3aperncTpupoBaH MuRHCTEPCTBOM 10CTHIMU Poccritckol
Depepaunu 18 mona 2016 r., perncTpalMORREE No 42887), ot 31 okrabpa 2017 r. Ne 882n (3aperucTpHpoBan
Munnicrepcteom rocTnmu Pocentickoit ®enepaumy 9 AuBaps 2018 r., peructpawnonssiti Ne 49561).

12 3aperactpupopan MuHucTepcTBOM FocTRURR Pocchiickoi Qenepauuu 15 aerycta 2012 r., perHcTpaLHOHHBIN
Ne 25190, ¢ H3MeHeWHAMH, BHECEHHEIMH NpykazaMd MUHHCTEpPCTBA 3ApaBOOXpaHeHHs Poccuiickoi Pepepanuu
or 30 mous 2015 r. Ne 385H (3aperncTpyposan Munrcrepeteom iocTHIg Poccutickolt Penepawyn 27 HoAOpsa 2015 1.,
perHcTpauHoHHLIi Ne 39868), or 21 anpens 2016 r. Ne 254y (3aperrcTpHpoBan MRAKCTEPCTBOM OCTHLHE Poccriickol
Denepaunu 18 mona 2016 r., peructpaupMoHHBd N 42887), ot 31 oxtsabps 2017 r. Ne 832n (3aperucTpuposan
Muuncrepereom loctrumK Poccritckolt Genepauny 9 suBaps 2018 r., peructpauHonHeit Ne 49561),
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34. TlporpamMmuoO-TeXHIYECKHE CpeICTBA TOCY 1apCTBEHHBIX HHGOPMALMOHHEIX
CHCTeM B chepe 3ApaBOOXPAHEHHSA, MeIUIMHCKIX HHOOPMALHOHHBIX CHCTEM
MEIMLUHCKUX OpraHusaliiii obecHeYHBAIOT XpaHeHHe SMEKTPOHHLIX PELENTOB,
obopMnenHsIx B dopme SNCKTPOHHBIX  NOKYMEHTOB B  TEYEHHE CpPOKOB,
YCTAHOBICHHBIX INIA XpaHEHHA PeleNToB, OQOPMICHHBIX Ha COOTBETCTBYIOHIMX
thopmax peuenTypHbIx Gnankor Ha GymaxaoM HocHTene',

' Tynkr 14 npaBun OTIYCxa JNICKAPCTBEHHBIX NPENApaToB ATA MEAMUMHCKOTO NPUMEHEHAS, B TOM 4HCIe
HMMYHOOHONIOTHYECKHX  NIEKapCTBEHHBIX IPCNapaToR,  anTeUHBIMH  OPraHH3alMAMH,  HHAMBMIYANBbHBIMK
NPCAMPHRUMATENAMY, HMEIOIMMH JIHUCH3WO Ha  (PapMANeBTHICCKYIO IeATCHABHOCTD, YTBEPKACHHBIX IPHUKA3OM
MuuuctepeTea 3apasooxpanenna  Pocchiickolf Penepanmu ot 11 wmona 2017 r. Ne 403y (3aperucTpHpoBan
Muunctepcteom KCTHUHH Poccuiickolt Genepannn 8 cenrabps 2017 r., pernctpaunonnnii Ne 48125),



