3apeructpupoBano B Muntocte Poccun 26 mapta 2019 r. N 54173
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MWUHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOW ®EQEPALINA

NMPUKA3
oT 14 auBaps 2019 r. N 44

Ob YTBEPXAEHUU NMOPAOKA
HA3HAYEHWUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMNTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHbBIE NMPEMAPATbI, NTOPAOKA O®POPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA

B cootBercTBuU ¢ myHKTOM 16 yacTtu 2 crateu 14 @enepanbHoro 3akoHa oT 21 Hos10ps 2011 r. N 323-
@3 "O6 ocHOBax OxpaHbl 3/10poBbs rpaxkaaH B Poccuiickoit ®enepanun" (CobpaHue 3akOHOAATENbCTBA
Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2014, N 30, ct. 4257; N 49, ct1. 6927;
2015, N 10, cT. 1425; N 29, c1. 4397; 2016, N 1, ct. 9; N 15, c1. 2055; N 18, c1. 2488; N 27, c1. 4219; 2017,
N 31, cr. 4791; N 50, ct. 7544, 7563) u nommynkramu 5.2.177, 5.2.179 u 5.2.180 Ilonoxxenus o
MununcrepctBe  3apaBooxpaHeHus  Poccmiicko  @Depepannu,  yTBEPXKACHHOTO  MOCTAaHOBJIECHHEM
[IpaButensctBa Poccuiickoit ®enepaunu ot 19 urons 2012 r. N 608 (Cobpanue 3aKOHOAATENHCTBA
Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2013, N 16, c1. 1970; N 20, c1. 2477; N 22, cT. 2812; N 33,
cT. 4386; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, ct. 4969; 2015, N 2,
cT. 491; N 12, ct. 1763; N 23, c1. 3333; 2016, N 2, ct. 325; N 9, c1. 1268; N 27, c1. 4497; N 28, cT. 4741; N
34, ct. 5255; N 49, ct. 6922; 2017, N 7, c1. 1066; N 33, ct. 5202; N 37, c1. 5535; N 40, ct. 5864; N 52, cT.
8131; 2018, N 13, ct. 1805; N 18, c1. 2638; N 36, ct. 5634; N 41, cT. 6273), npuKa3bIBato:

1. YTBepauTh:
MOPSZIOK Ha3HAYEHUS JICKAPCTBEHHBIX MPENapaToB COrIacHO NMprioxeHuto N 1;
(hopMBI perenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE ITPEnapaThl COrjacHO MPUIIOKEeHUO N 2;

MOPSIIOK 0(opMIIEHHUS PEENTYPHBIX OJaHKOB Ha JIEKAPCTBEHHBIEC MPENaparThl, UX y4yeTa U XpaHCHUS
corjacHo npuioxeHuto N 3.

2. IIpu3HaTh yTpaTUBILIUMU CUILY:

npuka3 MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit ®eneparnuu ot 20 nekadps 2012 r. N 11751
"O0 yTBepXkJEHUM IMOpPs/IKa HA3HAUYEHUS U BBIIMCHIBAHUS JIEKAPCTBEHHBIX IPENaparoB, a Takke (opm
peLEenTypHbIX OJIAHKOB Ha JIEKApCTBEHHbIE Mpenapatsl, nopsaka o(opMIIEHUS YKa3aHHBIX OJIaHKOB, MX
yuyeta U xpaHeHus" (3apeructpupoBaH MuHuctepcTBoM toctuunu Poccuiickoit @enepanuu 25 urons 2013
I., peructpannoHHelii N 28883);

MYHKT 2 U3MEHEHUH, KoTopble BHOCATCS B [lopsiiok co3anust U JesITeIbHOCTH BpaueOHO KOMUCCHH
MEJUIIMHCKON OpraHu3aliy, YTBEpKIEHHBIM IPUKa30oM MUHUCTEPCTBA 3paBOOXPAHEHNUS U COLMAIEHOTO
passutus Poccuiickoit @enepanuu ot 5 Mag 2012 r. N 5021, u B [lopa10k Ha3Ha4Y€HUs U BBIITUCBHIBAHUS
JIEKapCTBEHHBIX IPENapaToB, YTBEP)KJIEHHBIM IpHKazoM MuHHUCTEpCTBa 31paBoOXpaHeHus Poccuiickoit
@eneparun ot 20 nexadpst 2012 r. N 11751, yrBepKIeHHBIX TPUKa30M MUHHUCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoit denepaunn ot 2 nexadpst 2013 r. N 886H (3apeructpupoBaH MHHHCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 23 nexadps 2013 r., peructpanuonssiii N 30714);

npuka3 MunucrepcerBa 3apaBooxpanenust Poccuiickoit ®denepanun ot 30 urona 2015 r. N 386n "O
BHECCHUH U3MEHEHUN B IIPUJIOKEHNUS K IIpUKa3y MuHucTepeTBa 3apaBooxpanenus Pocculickoit @enepannu



ot 20 nexaOpst 2012 r. N 11751 "O0 yTBepk/I1eHHHU NOPsAKA Ha3HAYECHUS U BBIMHUCHIBAHUS JIEKApCTBEHHBIX
MperaparoB, a Takke (popM perentypHbIX OJTaHKOB Ha JIEKAPCTBEHHBIE MPENapaThl, Mopsaka oGpopMIeHUs
yKa3aHHbIX OJAHKOB, MX y4yeTa M XpaHeHus" (3apeructpupoBaH MunHcTepcTBOM IocTHIMU Poccuiickoit
®epnepauun 6 aBrycra 2015 r., peructpanuonusiii N 38379);

NYHKT |1 M3MEHEHMI, KOTOpble BHOCATCS B Ipuka3 MuHUCTEpCTBa 31paBooxpaHeHMst Poccuiickoit
@enepanuu ot 20 nexadps 2012 r. N 11751 "OO yTBep»ACHUU TMOPsAIKAa HA3HAUYCHHUS M BBIUCHIBAHUS
JICKapCTBEHHBIX TIpEenapaToB, a Takxke (opM peunenTypHbIX ONaHKOB Ha JIEKAPCTBEHHBIC IPETapaThl,
nopsika o(OpMIICHUSI yKa3aHHBIX OJaHKOB, WX ydeTa W XpaHeHHs' W mpwiokeHue N 2 K HpUKazy
MunuctepctBa 31paBooxpanenust Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "OO yrBepxaeHun
(GopMBI OJIAHKOB PEIENTOB, COJACP)KAIIUX HAa3HAYCHHWE HAPKOTHUYECKMX CPEACTB WM IICHXOTPOITHBIX
BEIIECTB, MOPsAKAa UX U3TOTOBJICHUS, PACTIPEAEICHUS, pErUCTPpallM, ydeTa U XpaHEHHUs, a TaKXKe MpaBuil
odopmiieHHs", YTBEP K ICHHBIX IPUKa30M MUHHUCTEpCTBA 3jpaBooxpanHeHus Poccuiickoit deneparuu ot 21
anpens 2016 r. N 2541 (3apeructpupoBan MunuctepctBoM roctuiiuu Poccutickoit @eneparuu 18 urons
2016 r., peructpaunoHHsii N 42887);

IIYHKT 5 U3MEHEHHH, KOTOPbIE BHOCSTCS B HEKOTOPBIE NMPUKa3bl MUHHUCTEPCTBA 31paBOOXPAHEHUS U
coruanbHOro passutus Poccuiickoit @enepaumn m MunucTepcTBa 3apaBooxpaHeHus Poccuiickoin
®denepanuy 1o BOpocaM 00palieHus JIEKapCTBEHHBIX IIPENapaToB, COAEpKalliX HAPKOTUYECKHE CPECTBA,
IICUXOTPOIIHBIE BEIIECTBA M MX IPEKYpCOPBI, M JEKAPCTBEHHBIX CPEACTB, MOJUIKAIUX IPEIMETHO-
KOJIMYECTBEHHOMY y4eTy, YTBEPKJIEHHBIX NpHKa3oM MwuHucTepcrBa 3apaBooxpaHeHus Poccuiickon
Oenepaunu oT 31 oktabpst 2017 r. N 882n (3apeructpupoBaH MuHuctepcTBoM toctunuu Poccuiickoit
Oenepanun 9 ssuBaps 2018 r., peructparmonssii N 49561).

Munuctp
B.1. CKBOPLIOBA



ITpunoxxenne N 1

K [IpMKa3y MuHHCTEpCTBA 3ApaBOOXPaHEHUS
Poccuiickoit denepanyun

oT 14 auBaps 2019 1. N 4u

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMAPATOB
. O6LwMe nonoxeHus

1. Hacrosdmuii mopsiiok ycCTaHaBJIMBAaeT IpaBWia HAa3HAUYEHUs JIEKAPCTBEHHBIX IpPENapaToB s
MEIUIMHCKOTO MPUMEHEHHs (hajee - JIEKapCTBEHHBIC MpernapaTthl) U O0GOpPMIICHUS MX HAa3HAYCHHS IPH
OKa3aHUU MEJAULMHCKON IOMOIIM B MEUIIMHCKUX OpraHu3anusax <1>.

<1>I1ynkr 11 crateu 2 ®enepanpHoro 3akoHa oT 21 Hos106ps 2011 r. N 323-03 "OO0 ocHOBax 0XpaHbl
310poBhs TpaxkaaH B Poccuiickoit ®eneparuu" (CoOpanue 3akoHoaarenbcTBa Poccuiickoit deneparumy,
2011, N 48, ct. 6724; 2016, N 1, ct. 9, 28; 2017, N 31, ct. 4791).

2. Ha3HaueHue JeKapCTBEHHBIX MPENapaToB OCYIIECTBIAETCS J€YalluM BpauoM, (erapamepoM,
aKyIIEpKOW B CiIy4ae BO3JIOKEHUS HAa HUX ITOJHOMOYMH JIEHalllero Bpaya B IMOPSJAKE, YCTAHOBIECHHOM
MpuKa3oM MUHHCTEPCTBA 3ApaBOOXPAHEHNS U COLMAIIBHOTO pa3BUTHs Poccuiickoit @denepanuu ot 23 Mapra
2012 r. N 2521 "O6 yrBepxknaenun [lopsiaka Bo3noxkeHWs Ha (enpamiepa, akylmepky pyKOBOIAUTEIEM
MEJIMIMHCKON OpraHu3alvi IpPH OpPraHU3allMd OKa3aHWs NEPBUYHOM MEIAMKO-CAHUTAPHOM INOMOIIU H
CKOPOM METUIIMHCKOM MOMOIIM OTIAENbHBIX (YHKIIHM Jieyallero Bpaya o HEMmoCpeICTBEHHOMY OKa3aHUIO
MEAULMHCKOW IMOMOINM MNAaIlMEHTy B IEpUOJ HAOMIONEHHUS 32 HUM M €ro JIEYEHHs, B TOM YHUCIE IO
HA3HAYCHUI0 U TPUMEHEHUIO JICKAPCTBEHHBIX IIPENaparoB, BKIKOYAas HAPKOTUYECKHE JIEKAPCTBCHHBIC
IIpenapaTsl U ICUXOTPOIIHBIE JIEKAPCTBEHHBIE ITpenaparsl” <2>, MHAWBUALYalbHBIMU NIPEANPUHUMATEIISIMH,
OCYILIECTBIISAIOIMMH MEAULUHCKYIO AEATEIBHOCTD (Jlajiee - MEULIMHCKUE PAOOTHUKH).

<2> 3apeructpupoBan MuHuctepctBoM tocturiu Poccuiickoit @enepanun 28 ampens 2012 1.,
peructpauioHHsii N 23971, ¢ U3MEHEHUsIMU, BHECEHHBIMH MPHUKa30M MUHHCTEPCTBA 3/IPaBOOXPAHECHUS
Poccuiickoit ®eneparuu ot 31 okts6ps 2017 r. N 882H (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIUH
Poccuiickoit deneparuu 9 saBaps 2018 ., peructparmonusiii N 49561).

3. CeneHus 0 HA3HAYEHHOM JICKApPCTBEHHOM Ipernapare (HaMMEHOBaHKE JIEKAPCTBEHHOTO TIpenapara,
JO3UPOBKA, CIMOCOO BBEICHUS M IPUMEHEHUS, PEKHUM JO3UPOBAHUS, MPOJOHKUTEIBHOCTh JICUCHUS H
000CHOBAaHME Ha3HAUYCHUS JICKAPCTBEHHOTO TMperapara) BHOCITCS MEIUIMHCKUM paOOTHHKOM B
MEJHUIIMHCKYIO TOKYMEHTAIUIO MalUeHTa.

B cnyuasx, ykazaHHbIX B yHKTax 9 - 12 nacrosero Ilopsiaka, MmenunuHckuil pabOTHUK 0QopmIIseT
Ha3HaYeHHE JIEKaPCTBEHHBIX MIPENapaToB, B TOM YUCIIE MO UIEKANINX U3TOTOBIICHUIO U OTITYCKY allTEYHBIMU
OpraHu3anusaMu (aanee - TeKapCTBEHHbIE MpenapaThl HHAUBUAYAILHOTO MU3TOTOBIEHUS), HA PELIENITYPHOM
6nanke, odopmieHHOM Ha OyMa)XHOM HOCHTEJIE 3a CBOEH MOAMUCHIO (Janee - pelenT Ha OyMakHOM
HOCHTeNe), U (MJIM) C COTJIacusl MaIlMeHTa WM €r0 3aKOHHOTO MPEJCTaBUTENs <3> Ha pelenTypHOM OJIaHKe
B (opMe DIEKTPOHHOTO JOKYMEHTa C HCIHOJB30BAHUEM YCHJICHHOW KBaNIU(DUIIMPOBAHHON AIIEKTPOHHOMN
MOANKUCH MEAUIIMHCKOTO paboTHHKA (fanee - petuent B popMe dIEKTPOHHOTO TOKYMEHTA).

<3> B OTHOIIIEHHUH JIMLIA, YKa3aHHOTO B yacTu 2 ctatbu 20 denepansHoro 3akoHa ot 21 HostOpst 2011
r. N 323-®3 "OO ocHoBax oXxpaHbl 3/10poBbs rpaxkaaH B Poccuiickoit ®enepauun" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2017, N 31, cT.
4791).



Petienit B popme AJIEKTPOHHOTO JTOKYMEHTA, COJCPIKAIINA Ha3HAUYCHUE HAPKOTHUECKUX CPEICTB MU
MNCUXOTPOMHBIX BCIICCTB, MOAINUCHBIBACTCA C HUCIOJIB30BAHUCM yCPIJIGHHOfI KBaJIH(l)HHI/IpOBaHHOfI
AJIEKTPOHHOMW TMOJAIMKCHU JICHAIEro Bpava win (enpaniepa, akylmepku, Ha KOTOPBIX BO3JIOKEHBI (DYHKITUU
Jieyallero Bpava, 1 COOTBETCTBYIOIIECH MEIUIIMHCKON OpraHu3aum <4>.

<4> Yactp | crathu 26 ®enepanbHoro 3akoHa ot 8 sHBapsa 1998 r. N 3-®3 "O HapkoTHdecKHX
cpencTBax U ncuxoTponHbix BemecTBax" (Cobpanue 3akoHoAarenbeTBa Poccuiickoit @enepannu, 1998, N
2, cr. 219; 2003, N 27, ct. 2700; 2011, N 49, ct. 7019; 2013, N 48, ct1. 6165; 2016, N 27, cT. 4238; 2017, N
31, ct. 4791).

Odopmiienue penenToB B (GopMe 3JIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIETCS B CIydae MPUHITHS
YIOJHOMOYEHHBIM OPT'aHOM HUCIIOJIHUTENBHOM Bi1acTu cyobekTa Poccuiickoit denepaiinu B COOTBETCTBUU C
nyHkToM 4 ctateu 6 DenepanpHoro 3akoHa ot 12 ampenst 2010 r. N 61-D3 "O06 oOpaiiieHnn JIeKapCTBEHHBIX
cpenctB" <5> pemieHus 00 MCNOJIb30BAaHUM Ha TeppuTopun cyobekTa Poccuiickoit @eaepanuu Hapsaay c
pelienTaMM Ha JIEKapCTBEHHbIE Ipenaparbl, OQOPMIEHHBIMM Ha OyMa)XHOM HOCHUTENE, DPELENTOB Ha
JIEKapCTBEHHbIE IIPenapaThl, CPOPMUPOBAHHBIX B POPME DNIEKTPOHHBIX JOKYMEHTOB.

<5> Cobpanmne 3akoHomarenbcTBa Poccuiickoit ®enepammu, 2010, N 16, ct. 1815; 2012, N 26, cT.
3446; 2017, N 31, cT. 4791.

4. ITpu BBINKMCKE MALMEHTA U3 MEAUIIMHCKON OpraHu3aluy, B KOTOPOH €My OKa3bIBAJIACh MEIUITUHCKAS
MOMOIIb B CTAI[MOHAPHBIX YCIOBUAX, JAHHOMY MNAI[MEHTY MO PEHICHUIO PYKOBOJIUTENS MEIUIIUHCKOM
OpraHu3aIMy Ha3HA4YaroTCsA ¢ odopmieHHEM perenta B (opMe SJIEKTPOHHOTO JTOKyMEHTa W (WMJIu) Ha
OyMa)XHOM HoOcuTelle (32 HCKIIOUeHHeM OGOpMIIEHHSI pELENTOB Ha JEeKapCTBEHHbIE Ipenaparsl,
MOJYIeKAIUE OTIYCKY OECIUIATHO WJIM CO CKHAKOM) MO0 BBIIAIOTCS (MAIMEHTY WJIM €r0 3aKOHHOMY
MIPEICTAaBUTEIIO) OTHOBPEMEHHO C BBIMMCKOW M3 UCTOPUH O0JIE3HU JIeKapCTBEHHBIE MPenaparhl, B TOM YUCIIE
HApPKOTHUYECKHE WM TCUXOTPOIHBIC JIEKAPCTBEHHbIE MpenapaThl, BHeCeHHbIe B cnucku I u III mepeuns
HAapKOTHYECKUX CPEJACTB, INCHUXOTPONHBIX BEIIECTB M HMX MPEKYpPCOPOB, MOAJIEKAIIUX KOHTPOJIIO B
Poccuiickoit @enepanuu, yrBepaaeHHoro nocraHoBiaeHueM [IpaBurensctBa Poccuiickoit @enepanuu ot 30
nroHs 1998 r. N 681 <6> (manee - Ilepedenp), CUIIBHOICHCTBYIONTUE JIEKAPCTBEHHBIC TIPEMapaThl, Ha CPOK
npreMa NaluyMeHToOM J10 5 JHEH.

<6> CoOpanue 3akoHopateabcTBa Poccutickoit @enepanun, 1998, N 27, cr. 3198; 2004, N 8, cT. 663;
N 47, ct. 4666; 2006, N 29, ct. 3253; 2007, N 28, c1. 3439; 2009, N 26, ct. 3183; N 52, cT. 6572; 2010, N
3,cT.314; N 17, cT. 2100; N 24, c1. 3035; N 28, ct. 3703; N 31, cT. 4271; N 45, cT. 5864; N 50, cT. 6696,
ct. 6720; 2011, N 10, ct. 1390; N 12, cT. 1635; N 29, cT. 4466, ct. 4473; N 42, ct. 5921; N 51, cT. 7534;
2012, N 10, ct. 1232; N 11, c1. 1295; N 19, ct. 2400; N 22, c1. 2864; N 37, c1. 5002; N 41, cT. 5625; N 48,
cT. 6686; N 49, ct. 6861; 2013, N 6, cT. 558; N 19, cT. 953; N 25, cT. 3159; N 29, cT. 3962; N 37, cT. 4706;
N 46, cT. 5943; N 51, cT1. 6869; 2014, N 14, cT. 1626; N 23, cT. 2987; N 27, c1. 3763; N 44, c1. 6068; N 51,
ctT. 7430; 2015, N 11, ct. 1593; N 16, cT. 2368; N 20, cT. 2914; N 28, cT1. 4232; N 42, c1. 5805; 2016, N 15,
ct. 2088; 2017, N4, ct. 671; N 10, cT. 1481; N 23, ct. 3330; N 30, cT. 4664; N 33, cT. 5182; 2018, N 27, cT.
4071.

5. Ha3zHaueHue eKapCTBEHHBIX IIPENApaToB NpU OKa3aHUHM MEAULIMHCKON ITOMOIIM B CTallMOHAPHBIX
YyCIOBUAX B TpeOOBaHMIX-HAKIAJHBIX, HANpaBIsIEeMbIX B aNTEYHbIE OpPraHMU3ALUH, SBISIOLIUECS
CTPYKTYpPHBIMM IOJpa3AcICHUsAMN MENNULUHCKON OpraHu3alii, B KOTOPOM OKa3bIBa€TCs MEAMIIMHCKAS
MIOMOIIb, OCYILECTBISETCS B COOTBETCTBUU € MHCTpyKuMeH O NOPSAAKE BHITMCBHIBAHUS JIEKAPCTBEHHBIX
IpernapaToB U 0(OPMIICHHS PELIENTOB U TpeOOBaHUI -HAKIIAHBIX, YTBEPKICHHON MpHKa3oM MUHUCTEpPCTBA
3JIpaBOOXpaHEHMs M colaibHOro pa3Buths Poccuiickoit @enepaunn ot 12 ¢espans 2007 r. N 110 "O
MOPSIIKE HA3HAYEHMsI U BBIIMCBIBAHUS JIEKAPCTBEHHBIX MPENapaToB, U3AEIUI MEIULIMHCKOTO Ha3HAUEHUS U
CIELUANTU3UPOBAHHBIX MPOJYKTOB JIe4eOHOTO MUTaHUs" <7>.



<7> 3apeructpupoBan MunucrepctBoM toctuuuu Poccuiickoit ®enepauun 27 amnpens 2007 r.,
peructpanioHHblii N 9364, ¢ n3MeHeHusIMU, BHECEHHBIMU ITpHKa3aMi MUHUCTEPCTBA 3/[paBOOXPAHEHUS U
cormanbHoro pazsutus Poccuiickoit ®enepaunu ot 27 asrycrta 2007 r. N 560 (3apeructpupoBaH
MunuctepctBoMm toctuiuu Poccutickoit @eneparuu 14 centsops 2007 r., peructpanmonnsiii N 10133), ot
25 centsi6pst 2009 r. N 794n (3apeructpupoBan MunucrepctBoM toctunuu Poccuiickoit @epepaunu 25
HosiOpst 2009 r., peructpammonnbii N 15317), ot 20 smBaps 2011 r. N 13 (3aperucrpupoBaH
MunucrepctBoM toctuimu Poccuiickoit @enepanuu 15 mapra 2011 r., perucrpammonssiii N 20103),
npukazaMu MuHuctepeTBa 3apaBooxpaHeHust Poccuiickoir ®@enepanuu ot 1 aBrycra 2012 r. N 54n
(3apeructpupoBan MunucrepctBom toctuumu Poccuiickoir  ®enepaumu 15  aBrycra 2012 .,
peructparnuonssiii N 25190), ot 26 despanst 2013 . N 941 (3apeructpupoBaH MHHUCTEPCTBOM FOCTHIIMA
Poccuiickoit @eneparnuu 25 utons 2013 r., peructpaunonssii N 28881).

6. Ha3naueHue JeKkapCTBEHHBIX IIPENapaToB OCYIIECTBIAETCS MEIULIUHCKUM paOOTHUKOM IO
MEKIyHAPOJHOMY HENAaTEHTOBAaHHOMY HAMMEHOBAHUIO, a MPU €ro OTCYTCTBHUH - TPYNIIMPOBOYHOMY WU
XMMUYECKOMY HAUMEHOBAHUIO. B ciyyae OTCYTCTBUSA MEK/yHapOJHOTO HEITATEHTOBAHHOIO HANMEHOBAHUS
U TPYHNIHAPOBOYHOIO WIM XMMHYECKOIO HAMMEHOBAHUS JIEKAPCTBEHHOIO IpENapara, JEKapCTBEHHBIN
IpenapaT Ha3Ha4aeTcss MEAUIIMHCKUM paOOTHUKOM 10 TOPrOBOMY HAMMEHOBAHUIO.

[Ipy Hamuuuu MEIUIMHCKUX TOKa3aHWW (MHAMBHUIYyaJbHAs HENEPEHOCUMOCTh, MO >KHU3HEHHBIM
MOKa3aHMUSM) 10 PELIEHUI0 BpaueOHOW KOMHCCHM MEIUIIMHCKOW OpraHu3aluu <8> OCYILECTBISETCS
Ha3HavyeHHe U OQGOPMIICHHE HA3HAUCHUS JIEKAPCTBEHHBIX IMpENapaToB, HE BXOSIMHMX B CTaHAAPTHI
MEIMIIMHCKOM MTOMOIIH, pa3paO0TaHHBIX B COOTBETCTBUU ¢ TyHKTOM 4 ctathu 10 denepanbHOro 3aKkoHa OT
21.11.2011 N 323-®3 "O06 ocHOBax OXpaHbI 37J0POBbs TpaxkaaH B Poccuiickoit deneparuu’ <9>, mubdo 1mo
TOProBBIM HaWMEHOBaHMM. PernieHue BpaueOHONW KOMHUCCHHM MEIUIIMHCKON OpraHu3alnuu (puKCUpyeTcs B
MEIMIIMHCKOM TOKYMEHTAIIMH TTAllMeHTa U B )KypHaJie BpaueOHOH KOMUCCHH.

<8> Ilpuka3z Munszapasconpa3sutus Poccun ot 5 mast 2012 r. N 5021 "OO0 yTBepKIeHUH TOPSIKA
CO3MIaHUs M JIEATCILHOCTH BpayeOHOW KOMHMCCHHM MEIUITMHCKONW oOpraHu3anuu’ (3aperucTpupoBaH
Munroctom Poccun 9 urons 2012 r., peructpannontbiii N 24516), ¢ i3MeHEHUSIMH, BHECEHHBIMU TTPHKA30M
MunzapaBa Poccun ot 2 aexadbps 2013 r. N 886H (3apeructpupoBad Muntoctom Poccun 23 nexabps 2013
r., peructpanroHubiii N 30714).

<9> Cobpanmne 3akoHomarenbeTBa Poccuiickort @enepanmu, 2011, N 48, ct. 6724; 2014, N 49, cT.
6928; 2017, N 31, ct. 4791; 2018, N 53, cT. 8415.

7. HaznaueHue nekapcTBEHHOTO MIpenapara B perente Ha OyMa)kHOM HOCUTENE WK perente B popme
AIIEKTPOHHOTO JOKYMEHTa o(opMIIsieTcss Ha UM MalMeHTa, Ui KOTOPOro MpelHa3HayeH JIEKapCTBEHHBIN
npemnapar.

Penient Ha OymaxkHoMm Hocutene, oopmiieHHBINH Ha penentypHoM Omanke Gopm N 107-1/y, N 148-
1/y-88, N 148-1/y-04 (i1), yTBEp>KAECHHBIX HACTOSIIIUM ITPUKA30M, a TAKXKE pelienT Ha OyMa)kHOM HOCHUTEIIE,
odopmieHHbI Ha penentypHoM Onanke ¢opmel N 107/y-HII, yrBepxaeHHON npukazoM MuHUCTEpCTBa
3npaBooxpaneHus Poccuiickoit @enepanyu ot 1 aBrycta 2012 r. N 541 "O0 yrBepxaeHU GopMbl OJIaHKOB
PELENTOB, CoJepKaIlUX Ha3HaYeHHE HApKOTHYECKUX CPEJICTB WJIM MCUXOTPOIHBIX BEIECTB, MOpsAAKa MX
W3TOTOBJICHUS, pacIpeleNeHus], perucTpalny, ydyeTa U XpaHeHHs, a Takke npaBuil odopmiienus” <10>
(nanee - ¢popma N 107/y-HII), MoxxeT ObITh MOJyY€H MAIMEHTOM, €r0 3aKOHHBIM MpEACTaBUTEIEM WIN
JIMIIOM, MMEIOUIUM O(OPMIICHHYI0O B COOTBETCTBHHM C TPa)KAAaHCKUM 3aKOHOJATelbcTBOM Poccuiickoit
denepali JOBEPEHHOCTh OT MAIMEHTa Ha MPaBo MOJIYYEHHUs TAKOTo pelenTa (Jlajee - yrmoJHOMOYEHHOe
JIUIIO).

<10> 3apeructpupoBan MunuctepctBoM toctuiimu Poccuiickoit @enepauun 15 asrycra 2012 r.,



peructpanioHHeli N 25190, ¢ n3MeHEHUsIMH, BHECEHHBIMU NIpHKa3aMU MUHHCTEPCTBA 3ApaBOOXPaHEHUS
Poccuiickoit ®@enepanuu ot 30 utons 2015 r. N 385H (3apeructpupoBaH MHHHUCTEPCTBOM IOCTHLIMM
Poccuiickoit @eneparu 27 HostOpst 2015 r., peructpanmonusiit N 39868), ot 21 anpens 2016 r. N 254n
(3apeructpupoBan  MuHnuctepctBoM roctuiun  Poccuiickoit  ®enepauuu 18 wumrona 2016 .,
peructpanonusiii N 42887), ot 31 oxTs16ps 2017 r. N 882H (3apeructpupoBad MUHUCTEPCTBOM IOCTULIUT
Poccuiickoit ®enepanuu 9 ssuBaps 2018 r., perucrpaunonssiii N 49561).

Penent B popme 37eKTpPOHHOTO NOKYyMEHTa (HOPMHUPYETCS C HCIOJIB30BAHHEM TOCYAapCTBEHHOM
nHGOPMAIIMOHHON CHCTEMBI B cdepe 3apaBooxpaHeHns cyobekTa Poccuiickoit denepannu, MEAUIIMHCKON
WH(GOPMAIMOHHOHN CUCTEMbI MEUIIMHCKOM opranu3anuu <11>.

<11> Crarbu 91 u 91.1 ®enepanpHoro 3akoHa ot 21 Hos6ps 2011 roga N 323-®3 "OO ocHoBax
oxpaHbl 3710poBbs rpaxkgaH B Poccuiickoit ®denepanun" (CobOpanue 3akoHOnaTenbcTBa Poccuiickoit
@eneparum, 2011, N 48, ct. 6724; 2012, N 26, cr. 3446; 2013, N 27, ct. 3477; N 39, cr. 4883; N 48, cr.
6165; 2014, N 30, ct. 4257; N 43, c1. 5798; N 49, c1. 6927, 6928; 2015, N 1, cT. 85; N 10, ct. 1425; N 27,
ctT. 3951; N 29, ct. 4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, c1. 2488; N 27, cT. 4219; 2017, N 18,
cT. 2663; N 31, ct. 4794).

@akT BBIJAYM peleNTa Ha JIEKAPCTBEHHBIM IIpenapar 3aKOHHOMY IPEICTaBUTENI WU
YIOJHOMOYEHHOMY JUIYy GUKCUPYETCS B METUIIMHCKON TOKYMEHTAIMH MallueHTa.

8. MemuuuHCKUM pabOTHUKaM 3ampemaercs oQpopMIIsATh pelenTbl IpU OTCYTCTBHH Yy HaIMeHTa
MEUIIMHCKUX T[IOKa3aHUil; Ha He3aperuCTpUpOBaHHBIE JIEKAPCTBEHHbIE Mpemnaparel <12>; Ha
JIEKapCTBEHHBIE IPENaparThl, KOTOPbIE B COOTBETCTBUU C MHCTPYKLHUEH 10 MEAULIUHCKOMY IPUMEHEHUIO
IIpEeJHA3HAYECHBI JUIsl IPUMEHEHUS TOJBKO B MEAMLMHCKUX OPraHU3alUsIX; Ha HAPKOTHUYECKUE CPEICTBA U
IICUXOTPOIIHbIE BeIlecTBa, BHeceHHble B cmucok Il Ilepeuns, 3apeructpupoBaHHBIE B KadyecTBe
JIEKapCTBEHHbIX IIPENapaToB, B LESAX IPUMEHEHHUs AJIs JIEYEHUsI HApKOMAHUU.

<12> Pemenue CoBera EBpasuiickoil 3KOHOMHYECKOW KoMuccuu oT 3 Hos0ps 2016 r. N 78 "O
[IpaBunax peructpali U SKCHEPTU3BI JIEKAPCTBEHHBIX CPEACTB Ui MEAMIMHCKOTO MpUMEHeHus"
(odurmanpHeIi caldT EBpa3zuiickoro SkKoHOMUYECKOTO coro3a http://www.eaeunion.org/, 21 Hosiops 2016 1.).
Cratbs 13 denepanpHoro 3akona ot 12 anpens 2010 r. N 61-®D3 "O6 oOparieHuH JTeKapCTBEHHBIX CPEICTB
it MmeauimHekoro npumeHeHus" (CoOpanue 3akoHoaarenbeTBa Poccutickoit @enepamuu, 2010, N 16, cT.
1815; 2015, N 29, ct1. 4367; 2018, N 24, ct. 3407).

WHnuBuayanbHbIM — NPEANPUHUMATENSM,  OCYLIECTBJSIOIIUM  MEOUIMHCKYIO  JCSTEIbHOCTD,
JOTIOTHUTEIBHO K TpeOOBaHWSAM, YKa3aHHBIM B a03alle MEepBOM HACTOSIIEro IMyHKTa, 3ampeliaercs
0o(OpPMIISTH PELIeNITHl HA HAPKOTHYECKHE CPEICTBA U TICUXOTPOIIHbIE BelllecTBa, BHeceHHbIe B criucku 11 u 111
[Tepeuns (nanee - HAPKOTUYECKUE U TICUXOTPOIIHBIC JIeKapcTBEeHHBIE npernapaThl criuckoB 11 u 111 Tlepeuns).

9. Ilpn Ha3Haue€HUM HAPKOTHYECKUX U TICUXOTPONHBIX JIEKAPCTBEHHBIX IHpernaparoB crnucka Il
Ilepeuns, 3a MCKIIOUEHHEM JIEKAapCTBEHHBIX INpenapaToB B BUJIE TPAHCAECPMAIbHBIX TEPANEBTHUYECKHX
CHCTEM U JIEKapCTBEHHBIX IIPENapaToB, COJAEPXKAIIUX HAPKOTUYECKOE CPEACTBO B COYETAHUU C
AHTAarOHUCTOM OTIMOUIHBIX PELIETITOPOB, PELENThl Ha OyMa)KHOM HOCHUTENE O(POPMIISIOTCS Ha PeLleNITYPHOM
6nanke popmbr N 107/y-HII.

10. Peuentypusiif 6ank popmer N 148-1/y-88 odopmisiercs npu Ha3HAYSHUH:

1) HapKOTMYECKMX M ICHUXOTPOIIHBIX JIEKapCTBEHHbIX NpenapatoB cnucka II Ilepeuns B Buze
TPaHCACPMAIIBHBIX TEPANEeBTUYECKUX CHUCTEM, HAPKOTHUYECKUX JICKAPCTBEHHBIX IIpenaparoB cmucka Il
Ilepeuns, conepkalux HAPKOTUYECKOE CPEICTBO B COYETAHUU C AHTArOHMCTOM OIMOUHBIX PELENTOPOB,
IICUXOTPOIIHBIX JIEKAPCTBEHHBIX Npernapatos cnucka III [Tepeuns;

2) nexapCTBEHHBIX MpEenaparToB, OONagaromUX aHAOOIMYECKOW aKTUBHOCTHIO (B COOTBETCTBHM C



OCHOBHBIM (h)apMaKOJIOTHYECKUM JIeHICTBHEM) M OTHOCSIIMXCS MO0 aHATOMO-TEPaIeBTUYECKO-XUMHUECKON
KJaccu(uKaum, peKoMeHJ0BaHHOW BeeMupHoil opranmuszanueit 3npaBooxpanenus (qanee - ATX) <13>, k
aHabonmuueckuM ctepounaMm (kox  Al4A) (manmee - JeKapcTBEHHbBIE TMpemaparbl, 00Jajaroue
aHa0OJTMYECKOI aKTUBHOCTBIO B COOTBETCTBHU C OCHOBHBIM (DapMaKOJIOTUYECKUM JICHCTBUEM);

<13> Crarps 18 ®enepanibHoro 3axkoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpanieHun
JIEKApCTBEHHBIX CPEACTB i MeauimHckoro npuMenenus" (CoOpanue 3akoHonaTenbcTBa Poccuiickoi
®epnepanun, 2010, N 16, ct. 1815; 2014, N 52, cT. 7540).

3) nexapCTBEHHBIX IpeNapaToB, YKa3aHHbIX B NyHKTe 5 Ilopsaka oTmycka (U3WYECKUM JIHMIIAM
JIEKapCTBEHHBIX IPENapaToB Uil MEAUIMHCKOIO MPUMEHEHHUs, COJEpXAIIMX KpOME MaJbIX KOJHUYECTB
HapKOTHYECKUX CPEJCTB, ICHUXOTPOIHBIX BELIECTB U MX MPEKypCOpoB Jpyrue (HapMakoJOTH4ecKue
aKTUBHbBIE BEIIECTBA, YTBEPXKACHHOTO IpPUKa30oM MUHUCTEPCTBA 3/IPaBOOXPAHEHUS U COLMAIBLHOTO
paszButust Poccuiickoit ®enepanuu ot 17 mas 2012 r. N 562u <14> (nmanee - Ilopsgok oTmycka
JIEKapCTBEHHBIX MIPENapaToB);

<14> 3apeructpupoBan MunucrepcrtBom toctunmn Poccuiickoit ®eneparuu 1 utona 2012 r.,
peructpanvoHHb N 24438, ¢ ”3MEHEHUsIMY, BHECEHHBIMU MpUKa3aMi MUHHCTEPCTBA 3IpaBOOXPAHEHHUS
Poccuiickoit ®@enepanun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH MHHHCTEPCTBOM IOCTULIUU
Poccuiickoit @enepanuu 15 utons 2013 r., peructpaunonusii N 29064), ot 21 asrycra 2014 r. N 4651
(3apeructpupoBan MunucrepctBom tocturmu  Poccmiickoit ®denmeparmuun 10 centsops 2014 1.,
peructpanvionnbiii N 34024), ot 10 centsOpst 2015 r. N 6341 (3apeructpupoBad MUHHUCTEPCTBOM FOCTHITUN
Poccuiickoit @enepanuu 30 cenTsiops 2015 r., peructpanuonsasii N 39063), ot 31 oktsa6ps 2017 r. N 882H
(3apeructpupoBan MunucrepctBoM toctuniun  Poccumiickoit  ®enpepanuu 9 suBaps 2018 .,
peructpanronnbiii N 49561).

4) nexkapCTBEHHBIX MpenaparoB WHAMBUAYAJbHOTO HW3TOTOBJICHMS, COJAEPKAIIUX HAPKOTHUECKOE
CPeICTBO WK McuxoTponHoe BemecTBo crnucka Il Ilepeuns, u apyrue ¢dapmakosornyecKkue aKTUBHBIE
BEII[ECTBA B JI03€, HE MPEBBILIAIONIEH BBICIIYIO PA30BYIO 103y, U IPU YCIOBUH, YTO 3TOT KOMOMHUPOBAHHBIN
JIEKapCTBEHHBIN IMpernapaT He SBISETCS HAPKOTUYECKUM WIIM TICUXOTPOIIHBIM JIEKApPCTBEHHBIM MpernapaToM
criucka II [lepeuns;

5) JeKapCTBEHHBIX TpenapaToB, MOJUICKANMX NPEAMETHO-KOJMYECTBEHHOMY Y4YeTy, He
MEPEYHCICHHBIX B MOJIYHKTaX | - 4 HACTOSAIIETO MyHKTA (32 UCKIFOUEHHEM JICKAPCTBEHHBIX MPEapaToB,
OTITyCKaeMbIX 0e3 perenTa).

11. Peuentypubiii 6nank dopmbl N 148-1/y-04 (1) odopmiisieTcs npu Ha3HAYEHHUH JIEKAPCTBEHHBIX
MpenaparoB rpaxkJaHaM, UMEIONIMM TPaBO Ha OECIUIATHOE IMOJIyYCHHE JICKAPCTBEHHBIX MPENapaToB WU
MOJTy4YCHHUE JIEKAPCTBEHHBIX MPETAapaToOB CO CKUJIKOM.

12. Peuentypuslii 6i1ank popmel N 107-1/y opopmisieTcs npu Ha3HaAuCHUH:

1) nexapcTBEHHBIX IpemnaparoB, yka3aHHbIX B myHkre 4 Ilopsaka oTmycka JeKapCTBEHHBIX
IPenapaTos;

2) neKapCTBEHHBIX MpenapaToB, HE yKa3aHHBIX B MyHKTax 9 - 11 Hactosmero [Topsaka.

13. HpI/I Ha3HA4YCHUHN JICKAPCTBCHHOT'O IIPCIllapaTa MHAUBUAYAJIIbHOT'O HU3TOTOBJICHUSA B PCLCIITC Ha
6YMa)KHOM HOCHUTCIIC U (I/I.III/I) PCLCIITC B (popMe QJICKTPOHHOT'O JOKYMCHTA HAMMCHOBAHUS JICKAPCTBCHHBIX
npenaparoB, BKIOYCHHLBIX B IICPCUCHB JICKAPCTBCHHBLIX CPCACTB IAJId MCIAUIUHCKOI'O IMPUMCHCHMHA,
nogiciKamux MnpeaAMETHO-KOJINYCCTBCHHOMY  YUCTY <15> (I[aJ'ICC - JICKApCTBCHHLBIC IIPCIIapaThl,
BKJIFOYCHHBIC B IICPCUYCHDb HKy), YKa3bIBAOTCA B HAYAJIC pCUCIITA, 3aTCM - BCC OCTAJIbHBIC UHTI'PCAUCHTHI.



<15> IIpuka3z Munucrepctsa 3apaBooxpanenus Poccuiickoit @enepaunu ot 22 anpensa 2014 1. N 1831
"O0 yTBepKIECHHH TEpEeyYHs JIEKAPCTBEHHBIX CPEACTB U MEAMLIMHCKOTO TPHUMEHEHUS, IMOJIekKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY  yueTy" (3apeructpupoBaH MuHucrepcTBoM roctunuu Poccuiickoit
Oenepauun 22 utons 2014 r., peructpauuonnsii N 33210), ¢ u3MeHEHUSIMU, BHECEHHBIMHU MpPHUKa3aMU
MunucrepcTBa 3apaBooxpaneHus Poccuiickoit ®epepaumu ot 10 centsiops 2015 r. N 634n
(3apeructpupoBan MunucrepctBom toctuuuu Poccuiickoit ®eneparuun 30 centsops 2015 .,
peructpanuonsbsiii N 39063), ot 31 okts6ps 2017 r. N 882n (3apeructpupoBad MUHUCTEPCTBOM FOCTHIIHH
Poccuiickoit ®enepauuu 9 suBaps 2018 r., perucrpaunonnsiii N 49561), or 5 anpens 2018 r. N 1491
(3apeructpupoBan MunuctepctBoM roctuninu Poccuiickoit @enepanuu 3 mas 2018 r., peructpanroHHbiii N
50961), ot 27 uronst 2018 r. N 4711 (3apeructpupoBan MuHHCTepcTBOM IocTUINHN Poccuiickoit deneparuu
14 aBrycra 2018 r., peructpanuonssiii N 51885).

14. Ilpu Ha3HAUYEHUH JIEKApPCTBEHHOIO MIpenapaTa B perente Ha OyMa)XxHOM HOCUTeNEe U (WIN) peLenTe
B (hopMe 3JIEKTPOHHOTO JOKYMEHTa 3aIlpellaeTcsl MPEeBBIIAaTh KOJIMYECTBO HAPKOTHUECKUX CPENCTB WU
MICUXOTPOIHBIX BELIECTB, KOTOPOE MOXKET OBITh BBIMMCAHO B OJTHOM PELENTE, YCTAHOBIEHHOE MTPUIIOKEHUEM
N 1 x Hacrosimemy llopsiiky, 3a MCKIIOYEHHEM CIy4aeB, YKa3aHHBIX B IyHKTax 16 u 25 HacTosImero
[Topsnxa.

15. IIpu Ha3HauYeHHMM JEKAPCTBEHHBIX IIPENapaTroB, BKIIOYEHHBIX B nepedeHb IIKY, no3a xoTopeix
MPEBBIIIAET BBICHIMM OJHOKPATHBIA MpHEM, MEIUIMHCKUI pabOTHUK 0003Ha4yaeT [d03y JTOro
JIEKapCTBEHHOIO TIpernapara B peuente Ha OyMa)kHOM HOCHUTENIE IIPONHUCBI0 C  IPOCTABICHUEM
BOCKJIMIIATEJILHOTO 3HaKa U (WJIM) MPOCTAaBIISET BOCKIUIATENbHBIN 3HAK TPH OPOPMIIEHHH perenTa B popme
JJIEKTPOHHOTO JOKYMEHTA.

16. KonuuecTBO Ha3HAu€HHBIX JIEKAPCTBEHHBIX IpENaparoB, BKIOUEHHBIX B nepeuyeHb [IKY, mpu
OKa3aHUU MallMeHTaM, HyKJAIOIHUMCS B IJIUTEIBHOM JIEUEHUH, IEPBUYHON MEUKO-CAaHUTAPHOMN MOMOILH 1
MaJNIMaTUBHOM MEIUIIMHCKOM MOMOIIM MOKET ObITh YBEJIMYEHO He Oosiee YyeM B 2 pa3a MO CPaBHEHHIO C
KOJIMYECTBOM HApKOTUYECKUX CPEICTB WM MCUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIMHCAHO B
OJIHOM pelenTe, ycTaHOBJIeHHbIM npuiioskeHneM N 1 k Hactosemy [opsnky.

B caywasx, mpeaycMOTpeHHBIX ab3arieM TEpBBIM HACTOSIIETO IMyHKTA, Ha perenrtax Ha OyMakHOM
HOcHUTeJe Tpom3BoAMTCS Haanuchk "Ilo crenuambHOMY Ha3HAYeHUIO", OTACIIBHO 3aBEpEHHas TOJIHCHIO
MEJIMIIMHCKOTO PabOTHUKA ¥ TIEYaThI0 MEAUITMHCKON opranu3aruu "J{is perenTos", Ha pernenTtax B hopme
AJIEKTPOHHOTO JIOKYMEHTa MpOu3BOauTCs oTMeTKa "[lo crnenuasbHOMY Ha3HAuYeHHUIO" ¢ MPOCTaBICHUEM
YCUJICHHOM KBaJIM(PUIIMPOBAHHOMN AJIEKTPOHHOMN MOJIMCH METUIIMHCKOTO paOOTHHUKA.

17. CocraB JIeKapCTBEHHOTO IIpernapara, JiekapcTBeHHass (opma u oOpallleHne MEeTUIITHCKOTO
paboTHHUKa K (papmMalieBTUUECKOMY pabOTHUKY 00 OTITyCKE JIEKAPCTBEHHOTO Mpernapara opopMIISIOTCS Ha
JATUHCKOM SI3bIKE B POJIUTEILHOM MaJIexKe.

[Tpu opopmieHHNH perenTypHBIX OJTAHKOB JOIYCKAETCs UCTIOJIb30BaHUE COKpaIleHu (Tpuiioxkenue N
2 x "Hacrosmemy [lopsaxy).

HpI/I Ha3HA4YCHUMU JICKAPCTBCHHOI'O IIpCliapaTa HE MOOIYCKACTCA COKpAlICHHUC ONH3KHX IO
HauMCHOBAaHUAM UHI'PEAUCHTOB, COCTABJISFOIINUX HeKapCTBeHHLIﬁ npemnapar, HE MMO3BOJIAIOIMINX YCTAHOBUTD,
KaKko¥ UMEHHO J'IeKapCTBeHHHﬁ npenapar Ha3HA4YCH.

18. Cmoco6 MPUMCHCHUA JICKAPCTBCHHOI'O IIpeIiapaTa 0003HayUaeTcs C YKa3aHUEM IO03bl, YaCTOTHI,
BpEMCHHU IIpUCMa OTHOCHTCJIBHO CHa (YTpOM, Ha HO‘-II)) U C€ro MIUTCIBbHOCTH, a I JICKAPCTBCHHBIX
Ipenaparos, B3aHMOHeﬁCTBYIOMHX C HPII.I.IGfI, - BpCMCHU HUX YHOTpe6J'IeHI/I$I OTHOCHUTCIILHO ITpHUEMa IMUIIH (I[O
CIbl, BO BPpEMA CJIbl, IIOCJIC CZ[LI).

19. Ilpu HEOOXOAUMOCTH HEMEIJIEHHOTO WJIM CPOYHOro (B TEUEHHE IBYX pabo4Mx JHEH) OTmycka
JIEKapCTBEHHOTO Mpernapara MaiueHTy B BepXHel JacTH pelenta Ha OyMa>)kHOM HOCHTENE MPOCTaBIISIFOTCS
obo3HadeHus "cito" (cpouHo) wnum "statim" (HemMemneHHO). AHaNOTUYHBIe 0003HAYCHHS TPOCTABISIOTCS B
BHJIE OTMETOK TIpY OPOPMIICHHH pelienTa B GopMe IJIEKTPOHHOTO TIOKYMEHTA.

20. IIpu odopmiieHMH Ha3HAYEHUsI TOTOBOTO JIEKAPCTBEHHOr'O TpernapaTa B pelente Ha OyMakHOM



HOCHUTENIE WM penente B (GopMe 3IEKTPOHHOTO JOKYMEHTa KOJIMYECTBO JCUCTBYIOIIUX BEIIECTB
YKa3bIBAE€TCS B COOTBETCTBUM C MHCTPYKLIHEHN 10 MEAULMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOIO MIpEIapara.

[Ipu odopmiieHnn Ha3HAYCHHS JIEKAPCTBEHHOTO MperapaTa HWHIUBUIAYAIBHOTO HM3TOTOBICHHUS B
periente Ha OyMa)XHOM HOCHUTEJE WU perienTe B (hopMe IEKTPOHHOTO JOKYMEHTA KOJMYECTBO TBEPBIX U
ChIMydnx (apMaleBTHUECKUX CyOCTaHmmii ykaswsiBaercs B rpammax (0,001; 0,5; 1,0), xugkux - B
MUWUTWIMTPAX, FpaMMax 1 Karuisx.

21. Penentel Ha OyMaXHOM HOCHUTENe, B (OpME DIIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIC Ha
penentypaoM 6manke popmbl N 148-1/y-88 u npenra3zHadeHHBIC TS OTITYCKa JICKAPCTBCHHBIX MTPEIapaTosB,
MPEAYCMOTPEHHBIX MOJANMyHKTaMu 2 - 5 myHkta 10 Hacrosmero Ilopsimka, nedcTBUTENbHBI B TeUeHHUE 15
JHEHN co THA 0(hOpMIICHHUSI.

22. Penentsl Ha OymMa)XHOM HOcHUTENE, B (opMe 3IEKTPOHHOTO JOKyMEHTa, O(QOpMIICHHBIE Ha
peuentypuoMm Onanke ¢opmbr N 148-1/y-04 (;1) ¥ mpeaHa3HAYeHHBIE MJIsi OTIYCKA JIEKAPCTBEHHBIX
MpenapaToB Ipaxk/laHaM, yKa3aHHbIM B IyHKTe 11 HacTosmero Ilopsinka, nefictBuTenbHbl B TeueHue 30 auei
co JHs 0(hOpMIICHHS.

23. Penentsl Ha OyMa)kHOM HoOcuTesle, B (OpME AJIEKTPOHHOTO JIOKYMEHTa, O(OpMIIEHHBIE Ha
peuenntypuoM Onanke ¢opmbr N 148-1/y-04 (;1) W mpeaHa3HAaYeHHBIE MJIs OTIYCKA JIEKAPCTBEHHBIX
MpernapaToB TpaKJaHaM, AOCTUTLIMM II€HCHOHHOIO BO3pacTa, WHBAIWJIAM TEpBOIl TpyMIMbl, JIETAM-
MHBAJIUAAM, a TakXke TIpaxJaHaM, CTPAJAlolUM XPOHWYECKUMH 3a00JIeBaHUSAMHU, TPEOYIOIIMMU
JUITUTEIBHOTO KYpCOBOTO JICUEHUS, IeHCTBUTENbHBI B TeueHne 90 qHei co AHS 0(pOopMIICHHUSL.

Jlnst  nedeHus XpOHUYECKUX 3a00JIeBaHWI yKa3aHHBIM KaTErOpUsSM TpaXkJaH JIeKapCTBEHHBIC
npenaparsl ¢ 0)OPMIICHHEM PEIENTOB Ha OyMa)KHOM HOCHTENE WM PEIenToB B (OpME 3IEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3Ha4aTbCs Ha Kypc jedeHus 10 90 nueil.

24. Penentel Ha OyMaXHOM HOcHUTENE, B (opMme S3JIEKTPOHHOTO JTOKyMEHTa, O(QOpMIICHHBIC Ha
penentypaoM Onanke ¢opmbl N 107-1/y u npeaHa3sHadeHHBIC ISl OTITYCKA JICKAPCTBEHHBIX MPENapaTos,
NPEeyCMOTPEHHBIX MYyHKTOM 12 Hactosimero Ilopsiaka, nedcTBuTenbHbl B TedeHue 60 gHEH co IHS
ohopMIICHHUSL.

[Ipy Ha3HAYEHWW TOTOBBIX JIGKAPCTBCHHBIX IMPEMapaToB M JICKAPCTBEHHBIX IPEIapaToB
WH/IMBUyAIbHOTO HM3TOTOBJICHUS MALMEHTaM C 3a00JCBaHHUSIMH, TPEOYIOUIMMH JUIUTEIIEHOTO KYpCOBOTO
nedeHus1, ¢ opopMieHuEM Ha perientypHoM Omanke ¢hopmbl N 107-1/y perierita Ha OyMa>KHOM HOCHUTENE HITHA
B (OpMe IIEKTPOHHOTO JOKYMEHTA YCTaHABJIMBACTCS CPOK JICHCTBHS pelenTa B IMpenesax 10 OJHOTO
KaJICHIApPHOTO ToJa.

B cnydae ycraHOBieHHMs CpoKa JAEWCTBUS peLenTa B Mpelesiax 10 OJHOTO Toja B pelente
npocraBusiercss otMerka "[lo crneunanpHOMY Ha3zHadeHHIO", 0003HA4YaeTCss CPOK NCHCTBHUS pelenTta u
MEPUOTUYHOCTh OTITYCKA JIGKAPCTBEHHBIX IPENapaToB M3 aNTEUYHON OpraHu3aluy WiIN MHAWBHUIYaTbHBIM
MpearnpuHUMaTeNeM, UMEIOIIUM JUIEH3UI0 Ha (papMaleBTHUECKYIO AESITeNbHOCTh <16> (exeHeneNnbHo,
©KEMECAYHO M HHbIe Tepuojbl). J(OMOTHUTENFHO 3TO YyKa3aHHE 3aBepsieTCsl MOJMUCHI0 U IEYaThIo
MEJHUIIMHCKOTO PabOTHHKA, a TAK)Ke IMeYaThlo METUITMHCKOM opranm3anuu [ perento” (A perenta Ha
OyMa)XHOM HOCHUTENE) WM YCHUJICHHOW KBaTU(PHUIIMPOBAHHOW DIEKTPOHHOW MOJMUCHI0 METUIIUHCKOTO
paboTHUKA U JIHIIA, YIIOJTHOMOYEHHOTO 3aBEPITh JOKYMEHTHI OT UMEHU MEIUIIMHCKON opraHu3auuu (Ass
perenTa B popMe IEKTPOHHOTO JTOKYMEHTA).

<16> Ilynxr 47 wactu 1 cratem 12 @epepanbHoro 3akoHa or 4 mas 2011 r. N 99-®@3 "O
TUIEH3UPOBAHUU OTAETbHBIX BHIOB JHesTenbHocTH" (CoOpanHue 3akoHoaaTenbcTBa Poccuiickoit
®epnepauun, 2011, N 19, ct. 2716; 2012, N 31, cT. 4322; 2013, N 9, ct. 874; N 27, ct. 3477; 2014, N 30, cT.
4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, ct. 4342; N 44, ct. 6047; 2016, N 1, ct. 51; 2018, N 31, cT.
4838; N 32, ct. 5116; N 45, cT. 6841; N 53, ct1. 8424).

25. PeuenTsl Ha MNpOW3BOAHBIE OapOUTYPOBOM KHUCIOTHI, KOMOMHHPOBAaHHBIC JICKAPCTBEHHBIC



mpemapaTsl, CoAepXkaliue KOACUH (€ro COJNM), WHbIe KOMOWHUPOBAHHBIC JICKAPCTBEHHBIC MpETaparsl,
MOJUIeKAIIME  MPEIMETHO-KOJMYECTBEHHOMY — Y4YeTy, JIEKapCTBEHHBbIE IpenapaTsl, 00Jajaromnme
aHa0O0TMYECKON aKTUBHOCTHIO B COOTBETCTBUU C OCHOBHBIM (DApMaKOJIOTHUECKUM JACUCTBUEM, /IS JICUCHHUSI
MAIMEHTOB ¢ XPOHUYECKUMH 3a00JIEBaHUSMHU MOTYT 0(OPMIISITHCSI Ha Kypc JieueHus 10 60 THEH.

B nanHBIX coydasx B perenrtax Ha OyMaKHOM HOCHTENE Mpou3BoAuTcs Haanuch "[lo crenumanisHOMY
Ha3HAYEHUIO", 3aBEPEHHAs MOANUCHI0 MEIUIIMHCKOTO pabOTHUKA U MEYaThl0 MEIUIIMHCKON OpraHu3alun
"Il peuentoB", perentax B GopMe JMEKTPOHHOTO JOKYMEHTA Mpou3BoauTcsa orMeTka "[lo cnenuansHOMY
Ha3HAYEHUIO", C TIPOCTABICHNEM YCHJICHHOH KBaTM(DUIIMPOBAHHOMN IEKTPOHHON MOAIUCH MEIUITUTHCKOTO
pabOTHHKA U JIMIA, YITOJHOMOYEHHOTO 3aBEPATh JOKYMEHTH OT UMEHH MEIUIIMHCKON OpraHu3alHy.

26. Peuent Ha OyMa)kHOM HOcCHTeNe, B (OpMe 3JIEKTPOHHOTO IOKYMEHTa, O(OpPMIICHHBIA C
HapyIIeHHEM yCTaHOBJICHHBIX HacTosmuM [lopsaxom TpeGoBaHUH, CUMTACTCS HEACHCTBUTEIHHBIM.

Il. HazHa4yeHue JNIeKapCTBeHHbLIX npenapaTtoB Npu okasaHUu
MeAULMHCKOM NoOMOLM B CTauMOHAPHbLIX yCIoBUAX

27. Tlpu oka3aHWUW MAlNMEHTY MEAMIIMHCKOW IMOMOINM B CTAI[MOHAPHBIX YCJIOBUAX Ha3HAYCHUE
JIEKAPCTBEHHBIX TMpPENapaToB MPOU3BOIUTCA O€3 o(OopMIICHHS pelenta MEIUIHMHCKAM pPabOTHHUKOM
€IMHOJIMYHO, 33 UCKJIIOUYEHHEM CITy4aeB, yKa3aHHBIX B MyHKTe 28 HacTosmiero [lopsaka.

28. CormacoBaHve Ha3HAYEHHUs JIEKAPCTBEHHBIX IPEMAPATOB C 3aBEAYIOIIMM OTACICHHEM WU
OTBCTCTBCHHBLIM JCKYPHBIM BpPaduOM 100 ApYyruMm JUoM, YIHOJJHOMOYCHHBIM IIPUKA30M TI'JIaBHOT'O Bpayda
MG)II/II.[I/IHCKOﬁ OpraHusanuuy, a Takke, Ipyu HAJIMYUH, C Bpa4OM - KIIMHUYCCKUM (i)apMaKO.]'IOFOM HGO6X0)II/IMO
B CIIy4asix:

1) ofHOBpEMEHHOTO Ha3HAYCHHUSI [IATU U O0Jiee JIEKapCTBEHHBIX MTPEnapaToB OJHOMY MAllUEHTY;

2) Ha3HAYCHUS JICKAPCTBEHHBIX TpPEnapaToB, HE BXOIIIMX B MEpEUYEHb )KMU3HEHHO HEOOXOJUMBIX U
BOXHEWINHNX JICKAPCTBEHHBIX IMpernaparoB <l17>, mpW HETUNMHYHOM TEYCHUHW 3a00JICBaHUs, HATUYUU
OCJIO)KHEHUH OCHOBHOTO 3a0oJjieBaHMsl W (WJIM) CONMYTCTBYIOIIMX 3a00JieBaHWM, TPH Ha3HAUYCHUU
JICKApCTBEHHBIX MPENapaTroB, OCOOCHHOCTH B3aUMOJICHCTBHUS W COBMECTHMOCTH KOTOPBIX COTJIACHO
WHCTPYKIUSAM [0 MX NPUMEHEHUIO TMPHBOIAT K CHIKCHHIO S()(EKTUBHOCTH U 0€301acHOCTH
(bapMakoTepanuu U (W) CO3JA0T MOTCHIIMAIBHYIO0 ONIACHOCTD JIJIS )KU3HU U 3JI0POBbsI MAICHTA.

<17> Ilynkt 1 crarbu 60 denepanbpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpamieHun
nekapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomatensctBa Poccuiickoit @eneparuu, 2010, N 16, ct. 1815;
2012, N 26, ct. 3446; 2014, N 52, ct. 7540).

B YKa3aHHBIX CJIydasaX HA3HAUCHUC JICKAPCTBCHHBIX IIPCIIApaTOB (bHKCpreTCH B MGHHHHHCKOﬁ
AOKYMCHTAIUU IMAlIMCHTA U 3aBEPACTCA MOAINUCHIO MCIUITUHCKOT'O pa6OTHI/IKa " 3aBCAYHOLICTO OTACIICHUEM
(OTBGTCTBCHHOFO ACKYPHOI'O Bpada U ApYroro yrmoJIHOMO4YC€HHOI'O J'II/II_Ia).

29. MeauuuHCKUM pabOTHUK MEIUIMHCKOM OpraHu3aluud (ee CTPYKTYpPHOTO MOApa3feieHns),
PacroJIOKEHHOU B CENBCKOM HACEJIEHHOM IIYHKTE, OCYILECTBIISIET Ha3HAUYEHHUE JIEKAPCTBEHHBIX IPENapaToB
B CllyyasiX, yka3aHHbIX B yHKTax 28 u 30 Hactosmero [lopsaka, eTMHOIUYHO.

30. ITo PCUHICHUTIO Bpaqe6H0171 KOMUCCHHU MAlIUCHTAM IIpHU OKAa3aHUHU UM MEIUIIUHCKON IIOMOIIH B
CTallUOHAPHBIX YCIIOBHUAX HA3HAYAIOTCS JICKAPCTBCHHLIC IIPLCIIAPAThl, HC BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO
HCO6XO,Z[I/IMBIX U Ba)KHEUIIIHX JICKApPCTBCHHLBIX IIPCIAapaToB, B CJIy4aC MX 3aMCHBI H3-3a HHI[I/IBI/II[yaHBHOﬁ
HCTICPCHOCUMOCTH, IO KNU3HCHHLIM INIOKA3aHUAM.

Pemenne BpaueOHOI koMuCcCHU (PUKCHpPYETCS B MEUIIMHCKON JOKYMEHTAIlMM MallleHTa U XKypHae
BpaueOHOI KOMUCCHHU.

31. B cayudasx oOcienoBaHMs W JIEUCHHMS TpaXKJaHMHA B CTAllMOHAPHBIX YCIOBUSX B pPaMKax



IIPEAO0CTABJICHUS] MEIULMHCKUX YCIyr HAa BO3ME3HON OCHOBE 3a CUET JIMYHBIX CPEICTB I'PaXKJaH, CPEICTB
IOPUAMYECKUX JIMIL U UHBIX CPEACTB Ha OCHOBAaHHMM JIOIOBOPA, B TOM 4YMCJIE JOrOBOpa A0OPOBOJIBHOTO
MEIULMHCKOTO CTpaxoBaHus <18>, eMy MOTyT ObITh Ha3HAYCHBI JIEKAPCTBEHHBIE TPEMapaThl, He BXOAIINE
B IIepEUeHb KU3HEHHO HEOOXOAMMBIX M BRKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, €CIU UX HAa3HAUYCHUE U
pUMEHEHHE 00YCIOBICHO MEIUIIMHCKUMU TTOKA3aHUSMHU.

<18> IlocranoBnenue [IpaBurtenbcTBa Poccuiickoit @enepanmu ot 4 oktsiops 2012 r. N 1006 "O6
yrBepKAcHUH [IpaBmil mpeaocTaBiICHUs] MEIUIMHCKAMU OPraHU3alUsIMU TUIATHBIX MEAMIIMHCKUX YCIIyr"
(Cobpanwue 3axoHonarenscTBa Poccuiickoit @enepanuu, 2012, N 41, ct. 5628).

lll. HazHayeHMe nekapCcTBEHHbIX NpenapaToB
npu oKasaHUM NepBUYHON MeAUKO-CaHUTAPHOW NOMOLLM, CKOPOW
MeAMLMHCKOM NOMOLUM U NansiMaTMBHOW MeAULIMHCKOMN NMOMOLUU

32. Ilpu oka3aHuM MEPBUYHON METUKO-CAHUTAPHOM TTOMOIIU U MAJUTHATUBHON METUIIMHCKOW TOMOIIIN
B aMOyJaTOPHBIX YCIOBHSX HA3HAUEHUE JICKAPCTBEHHBIX MPENapaToB OCYIIECTBISIETCS MEIUIIMHCKUM
pabOTHUKOM B CIIy4asX THUIWYHOTO TEUYEHHUs 3a00JIEBaHMs TMAlMEHTa MCXOMS W3 TSHKECTH M XapakTepa
3a00JIeBaHUS.

33. Ha3HaueHue neKapCTBEHHBIX IPENapaToB MO PEUICHHIO BpaueOHOM KOMHCCHM NpPHU OKa3aHUU
MEPBUYHON MEIUKO-CAHUTAPHOW TIOMOIIH, MAJUTHATUBHONW MEIUIIMHCKON TOMOIIM B aMOyJaTOPHBIX
YCHOBHUSIX MPOU3BOJUTCS B CIyHasiX:

1) OAHOBPEMEHHOIO Ha3HAYEHHs] OJHOMY MAllMEHTY MATH U 0OoJiee JEKapCTBEHHBIX IMpernapaToB B
TE€YEHHE OJJHUX CYTOK WJIM CBBIIIE AECATH HAUMEHOBAHU B TEUEHHUE OJTHOTO MECsIIIa;

2) Ha3HAuUEHMs JIGKAPCTBEHHBIX MpPENapaToB MpPU HETUIHYHOM TEYCHHU 3a00JICBaHUS, HATUYUH
OCJIO)KHEHUW OCHOBHOTO 3a0oJjieBaHMsI W (WJIM) COMYTCTBYIOIMX 3a00JIeBaHWM, TPH Ha3HAYCHUU
JICKApCTBEHHBIX MPENapaToB, OCOOCHHOCTH B3aUMOJICHCTBHUS W COBMECTHMOCTH KOTOPBIX COTJIACHO
WHCTPYKIHUSAM TI0 WX TPUMEHECHHIO TPHBOJT K CHIDKCHUIO S(Q(MEKTUBHOCTH U OE30MACHOCTH JICYCHUS
narpenTa u (WIM) Co3/1al0T MOTEHIIMAIBHYIO OMACHOCTb IS )KU3HH U 3/I0POBBS MAIUCHTA;

3) nepBUYHOTO Ha3HAYEHHUS NAIIUEHTY HAPKOTUYECKUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IIPENapaToB
cruckoB II u III Ilepeuns (B ciaydae NPUHATHS PYKOBOJIUTEIEM MEIUIIMHCKOW OpraHU3alMK PEIICHUS O
HEO0OXO0IMMOCTH COTJIACOBAaHUS Ha3HAYCHHs TAKHUX JIKAPCTBEHHBIX MPENapaToB ¢ BpauyeOHON KomMuccueit).

34. [loBTOpHOE HAa3HAYEHUE HAPKOTUUECKUX M MCUXOTPOMHBIX JIEKAPCTBEHHBIX MPENApaTOB CIIKCKOB
II u III ITepeuynst mpoU3BOAUTCS MEIUIIMHCKUM PaOOTHUKOM CaMOCTOSITEIIBHO MAIMEHTaM C BBIPaYKEHHBIM
00JIeBBIM CHHIPOMOM JIIOOOTO TEHEe3a, HapYIICHHEM CHa, CYJOPOKHBIMU COCTOSIHUSIMH, TPEBOXKHBIMH
paccrpoiictBamu, HOOHSIMH, ICUXOMOTOPHBIM BO30YKICHUEM.

35. HpI/I OKa3aHUuH CKOpOﬁ MEIUIMHCKON MOMOIIH JICKAPCTBCHHLIC IIPCIIapaTbl HA3HAYAIOTCSA
MCIHUIMHCKHUM pa60THI/II(OM BBIC3THOM 6pI/Ira,Z[LI CKOpOfI MEIUITUHCKON nomomy, MCEIUIHWMHCKHM
pa6OTHI/IKOM MEIUITUHCKON OopraHu3al IIphu OKa3aHHUU MEIUIIMHCKON MOMOIIHU TrpaXxJaHaM IIpu
3360J’ICBaHI/I${X, HECUACTHBIX CIIy4YasaX, TpaBMax, OTPABJIICHUAX U APYTUX COCTOAHUAX, Tpe6y’I-OIJ_II/IX CpPOYHOI'O
MCIHUIMHCKOT'O BMCIIATCIILCTBA.

IV. Ha3HauyeHune nekapCTBEHHbIX NpenapaToB rpaxaaHam,
MMEeKLKMM NpaBo Ha becnnaTtHoe Nosly4YeHue NeKapCTBeHHbIX
npenapaTtoB UNY NOJNlyYeHUe NieKapCTBEHHbIX NpenapaToB
CO CKMAKOWN, NPU OKa3aHUM NepBUYHOMN
MeAUKO-CaHUTapHOM NOMOLUM

36. Ilpu oxa3zaHMM IEPBUYHON MEIUKO-CAaHUTAPHONW NOMOIIM Ha3HAYEHUE MEIUIIMHCKUM paOOTHUKOM



B COOTBETCTBUU CO CTaHAAPTAMU MEAULIMHCKON NMOMOIIHU <19> jIeKapCTBEHHBIX MPENapaToB, OTIYCKAEMBbIX
0ecCIuIaTHO MJIM CO CKHJIKOM, OCYIIECTBIIAETCS Ha perientypHoM Onanke Gopmbl N 148-1/y-04 (1) ¢ yuetom
pa3BuUTHSA 3200JI€BaHUs, 0COOEHHOCTEN TEUEHUSI OCHOBHOTO U COITYTCTBYIOIIETO 3a00JICBaHUIl CIIeIyOINUM
KaTerOpUsM TpaKJIaH:

<19> Ilynkr 4 yactu 1 crarbu 37 ®enepanbHoro 3akoHa oT 21 HOs0pst 2011 1. N 323-®3 "O06 ocHoBax
oxpaHbl 3710poBbsi rpaxkaan B Poccuiickoit ®enepanuun" (CoOpanue 3akoHonarenbcTBa Poccuiickoit
@enepanun, 2011, N 48, ct. 6724; 2018, N 53, ct. 8415).

1) rpaxxnaHam, MMEIOUIMM IIPaBO Ha MOJIy4YEHHE TOCYAApCTBEHHOMN COLMAIBHOW MOMOIIM B BHJIE
HaboOpa COIMANBHBIX YCIIYT, B COOTBETCTBUH C MEPEYHEM JICKAPCTBEHHBIX MPENapaToB JUISI MEAUITUHCKOTO
MIPUMEHEHHMS], B TOM YHUCJIE JIEKAPCTBEHHBIX IIPENapaToB il MEJUIIMHCKOTO IPUMEHEHN S, Ha3HaYaeMbIX I10
pELIeHNIO BpauyeOHbIX KOMUCCHI METMIIMHCKUX OpraHu3anui <20>;

<20> Yacts 2 cratbu 6.2 OenepanpHoro 3akona ot 17 uronsg 1999 r. N 178-D3 "O rocynapcTBeHHOM
cormanbHOM momomu" (CobOpanue 3akoHoaarenbcTBa Poccuiickoit denepamuu, 1999, N 29, ct. 3699; 2009,
N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, c1. 6165).

2) nuuaMm, OOJBHBIM reMoQuiInel, MyKOBUCIHI030M, TUIIO(GU3apHBIM HAaHU3MOM, Ooje3Hbio [ oie,
3JI0Ka4Y€CTBEHHBIMU HOBOOOpPa30BaHMUSIMU JUM(OUIHON, KPOBETBOPHOM U POJCTBEHHBIX MM TKaHEH,
PacCcesiHHBIM CKJIEPO30M, T€MOJIMTUKO-YPEMUUYECKUM CHHIPOMOM, IOHOIIECKUM apTPUTOM C CHUCTEMHBIM
HavyaioM, Mykomnosucaxapuao3om I, Il u VI tumos, auil mociie TpaHCIIaHTAIIMK OPTaHOB U (MJIM) TKaHEH B
COOTBETCTBUHU C TEPEYHEM JICKAPCTBEHHBIX MpemnapaTtoB, yrBepxkaaeMbiM [IpaButensctBoMm Poccuiickoi
Oenepanun <21>.

<21>Yacrtsb 7 cratbu 44 ®enepanbHoro 3akoHa oT 21 HOs10ps 2011 1. N 323-D3 "O6 ocHOBaX 0XpaHbI
310poBbs TpaxkaaH B Poccuiickoit ®eneparuu" (CobOpanue 3akoHoaarenbcTBa Poccuiickoit deneparumy,
2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, cT. 5092).

3) rpaxaaHaMm, HWMCIOIIMM IIpaBO Ha IOJyYCHHE JICKAPCTBEHHBIX IpErapaToB OECIUIATHO WK
MOJTy4YCHHUE JICKAPCTBEHHBIX MpENapaToB CO CKUAKOM 3a CYET CPEJCTB OIOHKETOB CyOBeKTOB Poccuiickoit
depnepanun, B COOTBETCTBHUH ¢ [lepednem rpynn HacelleHHsl U KaTeropuid 3a001eBaHUH, IPU aMOyJIaTOPHOM
JIEYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA M M3JEIUS MEIULUMHCKOIO HAa3HAYEHUs OTIIYCKAIOTCS IO
penientam Bpauel OecrnaTHo, u [lepeuyHem rpynn HaceneHHs, IpH aMOYJIaTOPHOM JIEYEHHH KOTOPBIX
JIEKapCTBEHHBIE CPEAICTBA OTIMYCKAIOTCS MO pelenTtaMm Bpauei ¢ SO-TpOIEHTHON CKUIKON cO CBOOOIHBIX
LIEH, YTBEpKIeHHbIMU NIocTaHoBiIeHHeM I IpaBurtenscTBa Poccuiickoit @enepaunn ot 30 uronst 1994 r. N 890
<22>:

<22> CoOpanue 3akoHoaarenbcTBa Poccuiickoit @enepanun, 1994, N 15, cr. 1791; 1995, N 29, crt.
2806; 1998, N 1, cT. 133, N 32, cT. 3917; 1999, N 14, ct. 1724, N 15, cT1. 1824; 2000, N 39, cT. 3880; 2002,
N 7, ct. 699.

4) rpaxkiaHaM, CTPAJAIOIIUM KU3HEYTPOKAIOIUMHU U XPOHUYECKUMHE MPOTPECCUPYIOIIUMHU PEIKUMHU
(ophanubIMM) 3200JI€BaHUSMH, TPUBOAAIIMMHI K COKPAIICHUIO TPOI0JDKUTETBHOCTH )KU3HU TPXKIaH U UX
UHBAJIMIHOCTH <23>.

<23> IlocranoBnenue IlpaButensctBa Poccuiickoit ®@enepanuu ot 26 ampens 2012 r. N 403 "O
nopsiike BeaeHud denepanpbHOr0 perucTpa JUL, CTPaJAIoLUX JKU3HEYIPOXKAIOIMMH U XPOHUYECKUMU



MPOTPECCUPYIOIIMMU  peAKUMU  (ophaHHBIMHM) 3a00JE€BaHUSIMH, MPHUBOAALIMMHU K  COKpAILEHUIO
MPOJOJDKUTEIBLHOCTH JKU3HU TPAXKIAH U UX MHBAIMIHOCTH, U €ro peruoHanpHoro cermenra" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2012, N 19, ct. 2428; N 37, ct. 5002).

[Ipu odopmiennn penenta Ha Omanke ¢opmer N 148-1/y-04 (1) Ha OyMaXHOM HOCHTENE
0oGOPMIISIOTCS JIBa SK3EMIUISIpA, OJUH M3 KOTOPHIX OCTAeTCsl B aNTEYHOM OpraHu3aluu, BTOPOH - B
MEIULUHCKOW JOKYMEHTAINH TAIlHEHTA.

37. IlpaBo Ha3HayaTh JICKAPCTBEHHBIC Mpenaparbl rpa)kaaHam, HUMEIOIIUM NpaBO Ha OeCIUIaTHOE
MOJTy4CHHE JIEKAPCTBEHHBIX MTPENapaToB MM MOJYYEHHUE JICKAPCTBEHHBIX MPENapaToB CO CKUIKOU, TaAKKE
HUMEIOT:

1) memuimHCKHe pabOTHUKH, pabOTarOIIUe B MEIUIIMHCKON OpraHW3aIlui 10 COBMECTUTEIILCTBY (B
npeienax CBOeil KOMIIETEHIIUH );

2) MEUIMHCKIE PaOOTHUKYU CTAllMOHAPHBIX OpraHU3alluii COUAIBHOTO 00CITYKUBAHUS ITPU HATTMUUU
JUIEH3UN Ha OCYILECTBICHHE MEIULMHCKON JeSITeIbHOCTH <24>, mpeaycMaTpUBaloOllel BbINOJIHEHHE
pabot (oKazaHHWE YCIYr) MO OKa3aHUIO TEPBUYHONW MEIUKO-CAaHUTAPHOW TOMOIIM B aMOYIaTOPHBIX
YCIIOBUAX (HE3aBUCUMO OT BEJOMCTBEHHOM NMPUHA/IIEKHOCTH);

<24> TIlynkr 46 uwactum | crarem 12 @enepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®@3 "O
JUIIEH3UPOBAHUM  OTACITBHBIX BHIOB jaestenbHocTH" (CoOpaHue 3akoHOnATenbCcTBa Poccuiickoi
®enepanun, 2011, N 19, ct. 2716; 2012, N 31, cT. 4322; 2013, N 9, cT. 874; N 27, ct. 3477; 2014, N 30, cT.
4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, ct. 4342; N 44, c1. 6047; 2016, N 1, cT. 51; 2018, N 31, cT.
4838; N 32, cT. 5116; N 45, cT. 6841; N 53, c1. 8424).

3) MeaWIMHCKHE PAaOOTHUKHA MEIWIMHCKUX OpraHW3alliid, OKAa3bIBAIOIIUX MEPBUYHYIO MEINKO-
CaHUTAPHYIO TTOMOIIlb, TOABEAOMCTBEHHBIX (De/lepabHBIM OpraHaM UCIOJIHUTEILHOMN BJIACTH UJTH OpraHaM
WCTIOJTHUTEIBHON BiIacTH cyOBbekToB Poccuiickoit deneparuu;

4) HHAUBUAYAJIIBHBIC MPCANPUHHUMATCIIN, OCYIICCTBIAOIINUEC MCEIUIUHCKYHO JCIATCIIBHOCTE U
BKIIFOYCHHBIC B PEECTp MCIAUIHUHCKUX OpFaHH3aHHﬁ, OCYIICCTBIIAKOINNX JOCATCIBHOCTh B cq)epe
00513aTEJILHOTO MCOULUHCKOI'O CTPAXOBAHMA.

38. HpI/I Ha3HA4YCHUU JICKAPCTBCHHBIX IIPEIapaToB rpaxkjaHaM, MMCIOIIHMM IIpaBO Ha OecmiaTHOE
IMOJYYCHHUE JICKAPCTBCHHBIX IIP€HapaToB HIIM IIOJYYCHHE JICKAPCTBCHHBIX IIp€riapaToB CO CKHHKOﬁ, B
PCLCIITC YKA3bIBACTCA HOMCD Teﬂe(bOHa, [0  KOTOpOMY pa6OTHI/IK anTeyHou OopraHus3anuvu IIpHu
HeO6XOI[I/IMOCTI/I MOXKET corjiacoBatb C MCANIITMHCKHUM pa6OTHI/IKOM 3aMCHY JICKApCTBCHHOTO IIpeIiapara.

39. Ha3zHaueHne HapKOTHYECKUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX mpernapaToB cnucka 11 [lepeuns
(32 MCKIIIOYEHHEM JICKAPCTBEHHBIX NPEMapaToB B BHJEC TPAHCACPMAIBHBIX TEPANEBTUYECKUX CHCTEM, a
TaKKe JIEKAPCTBEHHBIX MPENapaToB, CONEPKALIMX HAPKOTHIECKOE CPE/ICTBO B COUCTAHUH C aHTArOHUCTOM
ONMOMJIHBIX PELENTOPOB) TIpaxkJaHaM, HUMEIOLIUM IpaBO Ha OECIUIaTHOE MOJIydYeHHE JIEKapCTBEHHBIX
MIPenapaToB WM MOJYYEHHUS JIEKapCTBEHHBIX MPENapaToB cO CKUIKOM, OCYLIECTBISETCS Ha PELeNTypHOM
6nanke ¢opmbl N 107/y-HII, k koTopoMy AONOJHUTENBHO O(QOPMIISIETCS PELeNT Ha PeLelITYpHOM OJlaHKe
¢dopmel N 148-1/y-04 (1) (B ABYX 3K3eMILIApax Npu 0(hOpMIIEHUN Ha OYMa)KHOM HOCHTEIIE).

40. Ha3zHaueHHe HapKOTHYECKUX U MCUXOTPOIHBIX JIEKapCTBEHHBIX MpenaparoB crnucka Il [lepeuns B
BUJIE TPAHCEPMAIBHBIX TEPANEeBTUYECKUX CUCTEM, HAPKOTHUECKUX JICKApPCTBEHHBIX Mpernaparos crucka Il
[lepeuns, coaepkanmx HAPKOTHUYECKOE CPEJCTBO B COYETAHUHU C AaHTAarOHHCTOM OIMOUIHBIX PEIENTOPOB,
NICUXOTPOITHBIX JIGKAPCTBEHHBIX mpenapatoB cnucka III Ilepeunsi, JeKapcTBEHHBIX MpenapaTos,
BKJIFOYEHHBIX B niepedenb [IKY, nekapcTBeHHBIX npenapaToB, 001 Jal0uX aHA00IMYECKOW aKTUBHOCTBIO
B COOTBETCTBHM C OCHOBHBIM (DapMaKkoJIOTHMUECKHUM JAEHCTBHEM, KOMOMHHUPOBAHHBIX JIEKApCTBEHHBIX
MpernaparoB, yKa3zaHHbIX B MoAnyHkre 3 myHkra 10 Hacrosero [lopska, npeaHa3HadeHHbIE ISl JeUSHUs
rpax/aH, MMEIOLINX IpaBO Ha OecIUIaTHOE IOJIydYeHHE JICKapCTBEHHBIX IPENapaToB WU IOJIydeHHE
JICKapCTBEHHBIX MPENapaToB cO CKUAKOM, OCYIIECTBIIETCS Ha perentypHoM Omanke ¢popmsl N 148-1/y-88,



K KOTOPOMY JOMOJHHUTEIHHO O0(opMIIsieTcsl perent Ha pernentypHoMm Oianke gopmsl N 148-1/y-04 (1) (B
IBYX SK3eMIUIIpax mpu opopmiIeHHH Ha OyMa>KHOM HOCHTEJIE).



ITpunoxxenne N 1

K [lopsnky Ha3HaueHus
JIEKapCTBEHHBIX IIPENapaToB,
YTBEPKIACHHOMY IIPUKa30M
MuHucTepcTBa 31paBOOXpaHEHU S
Poccuiickoit denepanuun

oT 14 auBaps 2019 1. N 4u

KOJIMNYECTBO
HAPKOTUYECKUX CPEAOCTB UJITN NCUXOTPOMNHbIX BELLECTB, KOTOPOE
MOXET BbITb BbINMMCAHO B O4QHOM PELIENTE

N MexnayHapoaHoe dopma BBIITyCKa U Komnuectso
/Tl | HEMaTeHTOBAHHOE HAMMEHOBAHWE JIO3MPOBKA
HapKOTHYECKOTO U
MICUXOTPOITHOTO JIEKAPCTBEHHOTO
mpernapara
1 Bbynpenopdun + Hanokcon Tabnetku 60 TabneTox
CyOJIMHTBaJIbHbIE
0,2 mr + 0,2 mr (ynakoBka, kpatHas N 20)
2 Bbynpenopdpun PactBop 11t MHBEKINI, 30 amnyn (mmpui-
0,3 mr/mi 1 M TIOOMKOB)
3 bynpenopdun TpancaepManbHbIT
IJ1aCThIPh
35 Mkr/4gac 20 mmacTeIpei
52,5 mMxr/4ac 10 mnacTeipeit
70 MKr/4ac 5 macTeIpeit
4 JluruapokoieuH TaoOmeTkn
MPOJIOHTUPOBAHHOTO
IEUCTBUA
60 mr 40 tabnetox
90 mr 30 Tabnerok
120 mr 20 TabneTox
5 Mopodun PactBOp 111 MUHBEKLINH,
pacTBOP AJIS MOAKOKHOTO 20 ammys (mmpHI-
BBCACHUA TIOOMKOB)
10 mr/mn 1 M
6 | Kogeun + Mopdun + Hockanun + | PacTBop Juts 0JIKOKHOTO
[TanaBepun + Tebann BBeaeHusa 0,72 + 5,75 + 2,7
+ 0,36 + 0,05 mr/mi 1 M 20 ammyn
144+115+54+0,72 +
0,1 mr/ma 1 mi
7 Tpumenepuann Tabnerku 25 mr 50 TabneTok




8 Tpumenepuans PacTtBOp 1151 MHBEKIMIA
10 mr/ma 1 ma 20 awmysr (mmpun-
TIOOUKOB)
20 mMr/ma 1 ma
9 Mopdun TabneTku (Kancyssl)
MPOJIOHTUPOBAHHOTO
JIEUCTBUSA
10 mr 180 Tabm. (karc.)
30 mr 60 Tabu1. (karc.)
60 Mr 40 tab:. (xamc.)
100 mr 20 tabmn. (xarmc.)
200 mr 20 tabmn. (xarmc.)
10 Mopdun Tabmerku
5 mr 100 Tabnerok
10 mr 100 Tabnerok
11 Mopdun Karmum s npuema BHyTpb
4 ¢dnakona
20 mr/ma 20 M
12 Mopdun PactBop mist mpuema
BHYTPb (MOHOIO3bI)
2 Mr/mit 5 mut 100 ammyn 11/
6 Mr/mit 5 mut 80 ammyn 11/3
20 Mr/mi 5 M 30 amrryn 11/3
13 OxcukonoH + Hamokcon Ta0meTkun
MPOJIOHTUPOBAHHOTO
IEUCTBUA
SwMr+2,5Mr 100 TabneTox
10 Mr + 5 mr 60 TabieTox
20 mr + 10 mr 40 TabneTox
40 mr + 20 mr 20 TabneTox
14 | HponuonuadermITOKCHTH I Tabnerku 3ameunsie 20 Mr 50 TabneTok
epUIuH
15 deHTaHuI

TpancnepmanbHas
TEpareBTUUYECKAsl CUCTEMA

12,5 Mkr/gac
25 MKr/4ac

50 MKr/4ac

20 nnacteipeit
20 nnacteipeit

10 nmacteipeit




75 MKr/yac

100 mkr/4gac

10 mnacTeipeit

10 mnacTeipeit

16 deHTaHuI TabneTku o IbA3bIYHEBIE
0,1 mr
0,2 mr
0,3 mr 50 TabieTok
0,4 mr
0,6 Mr
0,8 mr
17 deHTaHuI Cripeil Ha3anbHbII
®nakon 50 MKr/no3a
2,0 M (10 no3) 24 ¢naxona
3,2 M (20 mo3) 12 pmakoHoB
5,0 M (40 mo3) 6 ¢rakoHOB
dnakon 100 Mkr/mo3a
2,0 i (10 mo3) 12 pmakonoB
3,2 ma (20 mo3) 6 ¢rakoHOB
5,0 M (40 mo3) 3 ¢urakona
dnakon 200 MKr/mo3a
2,0 i1 (10 mo3) 12 pnakoHoB
3,2 ma (20 mo3) 6 ¢urakoHOB
5,0 ma (40 mo3) 3 ¢urakona
18 Byropdanon PactBop st uHBEKININ 2 20 ammyn
mr/mi 1 mi
19 HanOydpun PactBop 1t nHBEKITUI
10 mr/mi 1 M 50 ammyn
20 mr/mi 1 M 25 ammyn
20 denobapOuTan Tabnerku
Swmr
50 mr 50 Tabnerok

100 mr




ITpunoxenue N 2

K [lopsnky Ha3HaueHus
JIEKapCTBEHHBIX IIPENapaToB,
YTBEPKIACHHOMY IIPUKa30M
MuHucTepcTBa 31paBOOXpaHEHUS
Poccuiickoit denepanuun

oT 14 auBaps 2019 1. N 4u

CrpaBo4HO

PEKOMEHAOBAHHBIE K UCMOJIb3OBAHUIO COKPALLEHUA
NnPU O®OPMJIEHUU PELIENTOB

Coxkpaiuenue [TonHoe Hanncanue IlepeBon
aa ana 1o, IIOPOBHY
ac., acid. acidum KHCIIOTa
aer. aerozolum a’po30J1b
amp. ampulla amIyrma
ag. aqua BOJA
aq. purif. aqua purifikata BOJIa OYHIIICHHAS
but. butyrum Macito (TBepaoe)
caps. capsula Karcya
comp., cps compositus (a, um) CIIOKHBIH
D. Da (Detur, Dentur) Bbizaii (mycTh BBIIAHO, IyCTh
OyJIIeT BBIJAHO)
D.S. Da, Signa Detur, Signetur Beizaii, 0603Haub
[Tycts Oyner BbIIAHO,
0003Ha4YCHO
D.t.d. Da (Dentur) tales doses Boigaii (ITycts OyayT
BBIJIaHbI) TAaKKE J03bI
dil. dilutus pa3BeIeHHbIN
Div. in p. aeq. Divide in partes aequales Pasnenu Ha paBHbBIC YacTH
emuls. emulsio OIMYIBCHS
extr. extractum OKCTPAKT, BBITSKKA
F. Fiat (fiant) [Tycts oOpazyercst
(oOpazyrotcs)
gran. granulum rpaHyJbl
gt., qtt qutta, guttae KarIuIs, Kariu
gtt. peror. guttae peroralis KaIlIu JIjIs TipueMa BHYTPb




inf. infusum HACTOM
in amp. in ampullis B aMITyJlax
in tab. in tab(u)lettis B Ta0JIeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B Ta0JIETKax ¢
MIPOJIOHTUPOBAHHBIM
BBICBOOOXK IEHUEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B Ta0JIeTKax ¢

obductis HPOJIOHTMPOBAHHBIM
BBICBOOOKIEHHUEM,
MOKPBITHIX 000JIOYKOM
lin. linimentum JKHJIKast Ma3b
lig. liquor KHUJIKOCTh
lot. lotion JOChOH
m. pil. massa pilularum NITIOIbHAS Macca
membr. bucc. membranulae buccales IUICHKY 3aleYHbIC
M. Misce, Misceatur Cwmerraii (ITycts Oymer
CMEIIIaHO)
mixt. mixtura MHUKCTYpa
N. numero YHCIIOM
ol. oleum Macio (KUIKOE)
past. pasta rnacra
pil. pilula, pilulae TIAUTEOJIS, TTHJTFOJTA
p. aeq. partes aequales paBHBIE YaCTH
ppt., praec. praecipitatus OCaXKICHHBIN
pulv. pulvis MOPOIIOK
g.s. guantum satis CKOJIBKO MOTpedyeTcs,
CKOJIBKO HaJI0
r., rad. radix KOpEHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur [TosTopu (Ilycts Oyner
MTOBTOPEHO)
rhiz. rhizoma KOPHEBHUILIE
S. Signa, Signetur O6o03nausb (ITycts Oymer
0003Ha4YEHO)
sem. semen cema




simpl. simplex POCTOM
Sir. sirupus cupon
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp UIs IpHUEMa BHYTPb
spr. spray crpen
spr. nas. spray nasale CIpeil Ha3aIbHBIN
supp. suppositorium cBeua
susp. suspensio CYCIICH3HSI, B3BECh
tabl. tab(u)letta TabiaeTKa
t-ra, tinct. tinctura HACTOWKa
STT Systemata Therapeutica TpaHcAepMaIbHast
Transcutanea TepaneBTUYeCKasi CUCTeEMa
ung. unguentum Ma3b
vitr. vitrum CKJISTHKA




ITpunoxenue N 2

K [IpMKa3y MuHHCTEpCTBA 3ApaBOOXPaHEHUS

Poccuiickoit denepanyun
oT 14 auBaps 2019 1. N 4u

®OPMA PELEIITYPHOI'O BJIAHKA N 107-1/y

MUHMCTEepCTBO 3OPaBOOXPAaHEHUA Kon ¢opmer nmo OKY]

Poccurickon demepaumm Kon yupexnenmsa no OKIIO
MenuumHCKas IOOKYMEHTalUUS

HavMeHOBaHMe (IITaMII) dopma N 107-1/y

MeIMLMHCKOM OpIT'aHM3alumn YTBRepXIeHa IIPpMKa30M
MyHMCTEepPCTBa 3IPaBOOXPaHEeHUS

HauvmMmeHOBaHMe (WITaMII) Poccurickon demepaumm

VHOVBUOYAJBHOTO MNPEeINIPUHMMATENS or 14 supaps 2019 . N 4H

(ykasaTb ampec, HOMEp M HaTy JIMULEeH3UU,
HaMMEeHOBAaHME opraHa T'OCYIapCTBEHHOMU
BJIACTM, BHIOABIIETO JIMLIEHSBUDO)

PELEIT
(B3pOCIBElL, IOEeTCKUM — HYXHOE INOIOUYEPKHYTH)
" " 20 .
dammnma, MHMLMAJB MMEHM M OTUYeCcTBa (IocJienHee — IIPpM HAJMUMM)
naumeHTa
JaTa poxXOeHusA
dammnma, MHMLMAJB MMEHM M OTUYeCcTBa (IocJenHee — IIPpM HAaJMUMM)

Jeyamero Bpauda (denbnumepa, akylLepKu)

I[loponmce M.II.
¥ IeyaThb Jledyamero Bpaua
(moonmuchs denpamepa, akyllepKu)
PeuenT meMcrTBUTeJIeH B TeueHue 60 mHelt, mo 1 roma ( )
(HyXHOE NOOUEPKHYTH) (YyKaz3aTh KOJMUECTBO

MeCHIlleB)



OBoOpOTHass CTOPOHA

OTMeTKa 0 Ha3HAYCHHH JIEKAPCTBEHHOTO
npernapara 1o pelIeHHIo BpaueOHOH
KOMHCCHH

[Ipurorosui

[IpoBepun Otnyctun




®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/y-88

MMHMCTepCTBO SOPaBOOXPAaHEHMA

Poccurickon demepauuu Kon dopmer mo OKYI 3108805
MeoMUMHCKAs IOOKYyMEeHTAaLMs
HavMeHOBaHMe (IITAaMII) dopma N 148-1/y-88
MeIULMHCKOM OpIT'aHM3alumn YTBRepxIeHa IIpKKa30M
MyHMCTEepCTBa 3IPaBOOXPaHeHUd
HauvmMmeHOBaHMeE (WITaMII) Poccurickon demepaumm
VHOVBUOYAJIBHOTO MNPEenlIPpUHMMATEN S or 14 supaps 2019 . N 4H

(ykazaTb ampec, HOMEp M IaTy JIMLEeH3UM,
HaVMMEeHOBAaHME oOpraHa I'OCYIapCTBEHHOM
BJIACTM, BHOABIIETO JIMLIEHSBUDO)

rairararna rairarararna
Cepusa N
LdL 1L JL 1 LdLdLJdLdL 4
PELENT mon 20 .
(naTa odopMIIeHMA pelenTa)

(BBPOCIIEIN, IETCKMM — HYXHOE IOOUEPKHYTH)

damMmmsa, MHMULMAJE MMEHM UM OTUeCcTBa ([IocjemHee — IIPM HaJIMUuUM)
naumeHTa

IaTa poxneHus

Ampec MecTa XuUTeJbCTBa WM N MEeOIMIMHCKOM KapTe aMOyJIaTOPHOI'O IHalMeHTa,
IoJIydamnlero MeIMUMHCKYI IOMOUIbL B aMOyJIAaTOPHBEIX YCJIOBUAX

damMmnmsa, MHMUOMAJE MMEHM M OTdUecTBa (IIocjliegHee — IIPM HaJudum)
Jedamero Bpauda (denbnumepa, akylLepKu)

[loonmce M HnedaThs Jedalero Bpada M.II.
(moonmuchs denpamepa, akyllepKu)

PeuenT mercTBUTEJIEH B TeueHue 15 mHen



OBoOpOTHass CTOPOHA

OTMeTKa 0 Ha3HAYCHHH JIEKAPCTBEHHOTO
npernapara 1o pelIeHHIo BpaueOHOH
KOMHCCHH

[Ipurorosui

[IpoBepun Otnyctun




®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/y-04 (1)

MUHMCTEPCTBO 3OPaBOOXPAHEHUA YTBEPXIEHA
Poccurickon demepalum NprKa3oM MMHUCTepCTBa 3OPaBOOXPAaHEHUA
Poccuirickoy demepalun
or 14 auBapsa 2019 r. N 4mu

Tamm
Kon
MEeIULMHCKOM OpIT'aHM3alumn

Tamm
Kon
MHIVBUIOYAJIBHOT'O I[IPenlpUHMMAaTeETA

Kon dopmer mo OKYIO 3108805
dopma N 148-1/y-04 (i)

Kon Kon Hcrounuk GpuHAHCUPOBAHMUS: % OILIaTHI:
KAaTerOpuu | HO30JIOTMYECKOMN (mOT4epKHYTD) (OIUepKHYTH)
rpaxaad | ¢opmsl (mo MKB)

1. ®enepanbHblil OrOKET 1. becninatHO
2. Brommxet cyobekra Poccuniickoit 2. 50%
®denepanun

3. MyHUIIMTIaTBHBIN OFOKET

PELEIIT Cepus N OaTa obopmieHMA: 20 .

daMmIIMsa, MHUMLMAJE VMMEHM M OTUecTBa
(mocyenHee — OpM HaJIUUUM)
rnalumeHTa HJaTa poxXOeHuda




IIpuka3 Munsnpasa Poccun ot 14.01.2019 N 4n
"O6 yTBepKICHHUH IOPsIKa Ha3HAUCHUS JICKAPCTBEHHBIX IIPEapaToB, GOpM pelenTypHbIX. ..

Joxyment npenocrasieH Koncynpranrllmoc
Jara coxpanenus: 18.12.2019

CHUJIC

N nmonuca
00513aTEILHOTO
MCOUITUHCKOI'O
CTpaxOBaHHUS:

Homep MeIMUMHCKOM KapTH nauMeHTa, I[OJIydawnlero MeIULMHCKYI IIOMOIlb
aMOyJIaTOPHBEIX YCJIOBUAX

daMmIIMsa, MHULOMAJE MMEHM M OTUYeCcTBa ([IocjenHee — MIPU HaJIMUUM)
Jeyamero Bpauda (denbnumepa, akyLepKu)

Py6. Kom. Rp:
D.t.d.
Signa:...

[Momnuce M [IedaTh Jiedallerro Bpada M.II.
(moonmce Qenpamepa, akyllEepKM)

PeuenTt pemcrBuUTeJieH B TeueHue 15 muert, 30 nmHemnt, 90 nHenl
(HyXHOE NOIOUEPKHYTH)



http://www.consultant.ru/

TOpI‘OBOG HanMMCHOBAHUC U JO3UPOBKA:

Hara ormycka: " " 20 T.

KomnunuectBo:

[Ipurorosuir:

[Iposepui: Otnycrun:

HaumeHnoBaHue ekapcTBEHHOIO Ipernapara:

Jlo3upoBka:

Crioco6 npuMeHeHHUs:
[Ipo1omKUTENLHOCTD JTHEW

KosmuecTBo npremMoB B JI€Hb: pa3

Ha 1 npuewm: el.




OBoOpOTHasAs CTOpPOHA

OTMeTKa 0 Ha3HAYCHHH JICKApPCTBEHHOTO
npernapara 1o pelIeHHIo BpaueOHOH
KOMHCCHH

[Ipurorosui

[IpoBepun Otnycrun




ITpunoxxenue N 3

K IpUKa3y MUHUCTEPCTBA 3/IpaBOOXPAHCHHS
Poccuiickoit @enepanyun

oT 14 auBaps 2019 1. N 4u

NOPAAOK
OPOPMIIEHUA PELIENTYPHbIX BJIAHKOB HA NIEKAPCTBEHHbDIE NMPEMAPATHI,
MX YYETA U XPAHEHUA

l. OchopmneHue peuenta Ha BymMaXKHOM HocuTene

1. Ha penentypubix 6nankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B JIeBOM BepXHEM
YOIy TPOCTaBISETCS IITaMI MEIUIIMHCKOM OpraHM3allii C yKa3aHWEM €€ HauMEHOBAaHWs, ajapeca |
TenedoHa.

JlononuurenbHo Ha penentypHoM Omanke ¢opmbl N 148-1/y-04(;1) mnpocraBisieTcss KoJ
MGHHHHHCKOﬁ OopraHusanu B COOTBETCTBUH C OCHOBHBIM roCcyaapCTBECHHBIM PETrUCTpAllMOHHBIM HOMEPOM
(manee - OI'PH).

Cepus penentypuoro Omanka ¢opmbel N 148-1/y-04(1) BrmrowaeTr koa cyowekra Poccmiickoit
denepanun, COOTBETCTBYIOMMUA IBYM TEepBbIM Iidpam OOIIEpoCCHIiCKOTO KiaccupukaTopa 0OBEKTOB
aJIMMHHUCTPaTUBHO-TEppUTOpHaNIbHOTO Aenenus (nanee - OKATO).

Pa3pemaercs usroraBnuBaTh peuentypHbld O1aHk (Gopmbl 107-1/y ¢ MOMOLIBI0 KOMITBIOTEPHBIX
TEXHOJIOTUH.

2. Ha peuentypHsbix OaHkax, 0(poOpMIIiEeMbIX HHANBUAYATIbHBIMH MPEITPUHUMATEIIMHI, HUMEIOIIUMHU
JUEH3UI0 Ha MEAULIUHCKYIO JAESTeITbHOCTh, B BEPXHEM JIEBOM YIJ1y TUIIOTpap)CKUM CIIOCOOOM MIIH ITyTEM
MIPOCTaBJICHUS IITaMIIa JOJDKEH ObITh YKa3aH aipec MHAUBHUAYAJIBLHOTO MpeANpUHUMATENS, HOMEp U J1aTa
JTUIEH31Y, HAUMEHOBAaHUE OpraHa roCcyJJapCTBEHHOM BJIACTH, BBIIABLIETO JIMIEH3UIO.

3. Penentypubie Omanku ¢dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n) 3anonaHsArOTCS
MEJIUIMHCKUM paOOTHUKOM pa300pUUBO, YETKO, YSPHUIIAMH WITH IIIAPHUKOBOH PYYKOM.

4. Jlonyckaetcs opopMIIeHHE BCEX PEKBU3HMTOB (3a MCKIIOYeHHEM pekBusuTa "lloamnuck nedaniero
Bpaya (rmoanuck (enpamepa, akymepku') perentypHbix 01ankoB ¢opmbl N 107-1/y, popmber N 148-1/y-
88 u popmbr N 148-1/y-04(11) ¢ MCTIOJIL30BaHUEM TIEYATAIOIINX YCTPOUCTB.

5. Odopmnenue penentypHbix 01ankoB Gopmbl N 148-1/y-04(1) BkItogaeT udppoBoe KOAUPOBAHHE.
[{udpoBoe kKoAUPOBaHUE YKa3aHHBIX PEIENTYPHBIX OJIAHKOB BKITIOYACT:

1) kox memuinmHckoil opranuzauuu (OI'PH) wim koj MHIMBUAYadbHOTO MpEeANpUHUMATENS B
cooTBeTcTBUM ¢ (OCHOBHBIM TI'OCYJAPCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHIMBUAYAJIBLHOIO
npeanpuHumarens (naiee - OI'PHUII), npocTaBnseMblil py U3TOTOBJICHUHN PELENTYPHBIX OJIAHKOB;

2) KO KaTeropuu Tpax</JaH, HMMEIOIIMX IPaBO Ha MOJYy4YEHUE JICKApCTBEHHBIX NpPEnapaToB B
COOTBETCTBUU CO cTaThell 6.1 PenepanbHoro 3akoHa ot 17 nurons 1999 r. N 178-P3 "O rocynapcTBeHHOM
couuanbHo momouu" <1>, W KOJ HO30J0THuYecKOH (GopMbl MO0 MexayHapOJHONH CTaTHCTUYECKOM
kinaccupukanuu 6onesnert (nanee - MKDB), 3amonHsemble jeyamuM BpauoM IYTEM 3aHECEHUS KaKIOou
UGPHI B MyCThIE TYEHKHU, TIPU 3TOM TOUYKA MPOCTABIISIETCS B OTAEIBHOM siueiike;

<1> Cobpanue 3akoHonarenscTBa Poccuiickoit @enepamun, 1999, N 29, ct. 3699; 2009, N 30, cT.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.




3) ormerka 00 wuctouHwke ¢uHaHCHUpoBaHUs (PenepanbHbiii Oromker [1], Owmker cyObekTa
Poccuiickoit @eneparuu [2], MyHUIIMTIATBHBIN OrOKET [3]) 1 ipolieHTe oTuIaThl perenta (becrutatro [1],
50% [2]);

6. B penentypnsix Omankax ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "Pamunus,
VMHUIMAJIBI IMEHU M OTYEeCTBA (TIOCIIEAHEE - TP HAJTMYMH) MAMeHTa" yKa3bIBAIOTCS (haMUIIHsI, MHUIIAAIIBI
HMMEHU U OT4YecTBa (IIpU HAJIMYMH) MALUEHTA.

7. B penentypubeix Omankax ¢Gopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x1) B rpade "Iara
pOXKACHHS" YKA3bIBACTCS 1aTa POKJICHUS MalMeHTa (YUCII0, MECSII, TON).

JlomioTHUTENBHO B penenTypHbix Onankax ¢opmer N 148-1/y-88 u dopmer N 107-1/y mis nereit B
Bo3pacte 10 1 roga B rpade "ata poxaeHus" yKa3bIBa€TCs KOJTMYECTBO MOJTHBIX MECSIIEB.

8. B penentypusix Omankax ¢dopmer N 148-1/y-04(1) B rpadax "CHUIIC" u "N monmca
0053aTeNbHOTO MEIUIIMHCKOTO CTpaxoBaHUA" YKa3bIBAIOTCA CTPAaxXOBOW HOMEpP HWHAMBUAYATIBLHOTO
JUIEBOro cueTa rpaxaanuHa B [lencuonnom ¢onae Poccuiickoit @enepaunu (CHWIIC) (npu Hanuuumn) u
HOMeEp M0JINCca 00513aTeIbHOT0 MEJUIIMHCKOTO CTPAXOBaHMUSI.

9. B penentypubix 61ankax ¢opmbel N 148-1/y-88 B rpade "Anpec MecTta KUTEIbCTBA UM HOMED
MEJUIIMHCKOM KapThl MAallMEHTa, MOJIYYalolIero MEAUIIMHCKYI0 MOMOIIbr B aMOyJIaTOPHBIX YCIOBHSX'
YKa3bIBAaeTCsl aJpec MecTa >KUTEJIbCTBa (MecTa MpeObIBaHUS WM MecTa (aKTUYECKOTO IMPOKHUBAHUS)
ManueHTa WK HOMEp MEAMIMHCKOM KapThl MNallMeHTa, MOJIy4alollero MEAMIIMHCKYI0 MOMOIIb B
aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> Tlpuka3 MunHHCTEpCTBa 37paBooxpanenust Poccuiickoit denepanun ot 15 nexadps 2014 r. N
8341 "OO yrBepkAcHUH YHU(DUIMPOBAHHBIX (OPM MEAUIIMHCKON TOKYMEHTAIMH, HCIIOIh3yEeMbIX B
MEJUIIMHCKUX OpPraHU3alusaX, OKa3bIBAIOUIMX MEAMIIMHCKYIO MOMOIIb B aMOYIaTOPHBIX YCIOBUSX, U
TIOPSKOB TI0 UX 3aMOJHEHUI0" (3aperucTpupoBad MunnctepcTBoM octutinu Poccuiickoit deneparuu 20
deBpans 2015 r., peructpannonnbiii N 36160), ¢ ©3MEHEHHSIMH, BHECEHHBIMU TTPUKa30M MUHUCTEPCTBA
3napaBooxpanenus Poccuiickoit @enepamnuu ot 9 ssHBaps 2018 r. N 2 (3apeructpupoBan MUHHCTEPCTBOM

octurimu Poccuiickoit denepanun 4 anpens 2018 r., perucrpamuonssii N 50614) (manee - npukaz N
834n).

B peuentypusix 6nankax ¢opmbel N 148-1/y-04(i1) B rpade "Homep MeTUIIMHCKOM KapThl MMAlMCHTA,
MOJTyYAOIIET0 MEIUIIUHCKYIO MTOMOIIIb B aMOYJIATOPHBIX YCIOBUSX" YKA3bIBACTCS HOMEP MEIUIIMHCKOM
KapThl MAlMEHTA, TIOIYYaroIIero MEAUIMHCKYIO TOMOIIb B aMOYyJIaTOPHBIX YCIOBUSIX <3>.

<3> IIpuka3 N 834H.

10. B rpade "damunus, MHUIHAIBI UMEHU U OTYECTBa (IIOCTeIHee - IPU HAJIMYMN) JIeUalllero Bpaya
(penpamepa, axymepku)" penentypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn)
PYYHBIM CIIOCOOOM WJIM C MOMOIIBIO IITaMIa yKa3blBaroTcs (paMuivs, MHULIMANBI UIMEHH U OTYECTBa
(mocneaHee - MpH HAIWYMM) MEIUIMHCKOTO PabOTHMKA, HA3HAUMBIIErO JIEKAPCTBEHHBIE MpenapaThl U
0(OPMUBIIIETO PEIENT.

11. B rpade "Rp" penentypueix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xm)
yKa3bIBaETCSI:

1) HaNMMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapara (MexcnyHapo;[Hoe HCIMMaTCHTOBAHHOC HAMMCHOBAHUC,
IpyIImMIpoOBOYHOC WM XUMHUYCCKOC HAMMCHOBAHHUEC, TOPIOBOC HaI/IMeHOBaHI/Ie) Ha JIATUHCKOM S3BIKC,
(bopMa BBIITYCKA, JO3UPOBKA, KOJIMYCCTBO,




2) cmoco® MpUMEHEHHs JIEKapCTBEHHOTO Tpernapara Ha TOCYAapcTBEHHOM si3bike Poccuiickoii
Qenepanuy WIA Ha TOCyAapCcTBEHHOM s3bike Poccuiickoir denepanuum ¥ roCylapCTBEHHOM S3BIKE
pecnyOiIrK M UHBIX SA3bIKax HapoAoB Poccuiickoii @eneparym <4>.

<4>Yacts 1 cratbu 15 3akona Poccuiickoit @eneparnuu ot 25 okts16ps 1991 r. N 1807-1 "O s13p1xax
HaposoB Poccuiickoit ®enepanun" (Benomoctu cbe3na Hapoausix jgenyratoB PCOCP u BepxosHoro
Cosetra PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akononarenbctBa Poccuiickoit deneparuu, 1998, N
31, cr. 3804) (manee - 3akon N 1807-1).

12. TIpu opopmiteHHH peenTypHBIX OJaHKOB 3alpeIacTcs OrpaHuINBATHCS OOIMMY YKA3aHUSIMH,
Hanpumep, "Bryrpennee", "N3BecTHO".

13. Penenit, opopmiieHHBIH Ha penentypHoMm Omanke ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(1), moAMUCHIBACTCS MEAUITMHCKUM PaOOTHHUKOM U 3aBEPSETCS €T0 MeYaThio.

Pentent, ohopmiieHHsIid Ha pernientypHoM Onanke Gopmbl N 148-1/y-88 u popmer N 148-1/y-04()
JOTIOJTHUTEIHHO 3aBEPSETCS MeYaThi0 MEIUIIMHCKON opranu3anuu "J{is penentoB".

14. Ha ogaoMm penienitypaoMm Osanke Gopmbr N 148-1/y-88 u popmbr N 148-1/y-04(11) paszpernaercst
OCYIIECTBIISATh Ha3HAYCHHE TOJILKO OJTHOTO HANMEHOBAHUS JICKAPCTBEHHOTO IMTperapara.

Ha ogrom perientypHom 6manke Gpopmbr N 107-1/y pa3pemnraercst OCymecTBIsITh Ha3HaYeHHUE TOJTBKO
OJHOTO HAMMEHOBAaHUA JIEKAPCTBEHHOTO mpemnapara, oTHocsamerocs no ATX K aHTUIICHXOTHYECKUM
cpenctBam (kox NOSA), ankcuonutukam (ko NOSB), CHOTBOpHBIM M CENAaTUBHBIM cpencTtBaMm (KOJ
NO5C), antunenpeccantam (koa NO6A) v HE MOYISKAIIETO MPEAMETHO-KOJIMUYECTBEHHOMY YUETY, U JI0
TpeX HAaUMEHOBAaHMN JIEKAPCTBEHHBIX TpenapaTtoB - JJis HMHBIX JIEKAPCTBEHHBIX IpENaparoB, He
OTHECEHHBIX K BbIlIeyka3zaHHbIM ATX.

15. McnpaBiieHus B pelenTe He T0MYCKAIOTCA.

16. Ilpu odopmitennn peuentypHbix 6gankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JICKapCTBEHHBIE MIPETapaThl, HA3HAYEHHBIC [0 PEUICHUIO BpauyeOHOW KOMUCCHH, Ha 000pOTE PEIETITYPHOTO
OJIaHKa CTaBUTCS CIICMAIbHAsI OTMETKA (IIITaMI).

17. Ha penentypaom Osianke ¢popmbl N 148-1/y-04(1) BHU3Y UMEETCS TUHUS OTPHIBA, pa3eIisiroIias
pelenTypHbIN OJaHK U KOPEIIOK.

KOpeI_HOK OT pcCucIiTa, O(i)OpMJ'IeHHOFO Ha YKa3aHHOM PCLCITYPHOM 6J'IaHKC, BbLIACTCA MAaIUCHTY (ero
3dKOHHOMY HpeI[CTaBI/ITeJIIO) B allTEYHOM OpraHu3anuu, Ha KOPCUIKE ACJIACTCA OTMCTKA O HAMMCHOBAHU K
JICKAapCTBCHHOI'O IIpfCIiapara, 103UPOBKE, KOJIMYCCTBC, crocode IIPpUMCHCHHA.

18. OdopmieHue crnenuagbHOrO pELEeNnTYpHOro OjaHKa Ha HApKOTUYECKOE CpPEACTBO U
IICUXOTPOITHOE BELIECTBO OCYILECTBIISETCS B COOTBETCTBUU C MIPUKA30M MUHHUCTEPCTBA 34pPaBOOXPAHEHHUS
Poccuiickoit ®@enepanuu ot 1 aBrycra 2012 r. N 54n "OO6 yrBepkaeHun ¢Gopmbl OJaHKOB PELENTOB,
COJIep/KallluX Ha3HAYCHHE HAPKOTUYECKUX CPEACTB WIM IICUXOTPOIHBIX BEIIECTB, MOpAIKAa HX
M3TOTOBIICHUS, pacIipeiefieHHs], pErUCTpaluy, yueTa U XpaHeHHUs, a TaKkxkKe MpaBuil opopmiieHus" <5>.

<5> 3apeructpupoBan MunuctepctBoM toctutiun Poccuiickoit ®@enepauun 15 aBrycra 2012 r.,
peructpanroHHelii N 25190, ¢ n3MeHeHussMu, BHECEHHBIMU NpUKa3aMu MUHKMCTEPCTBA 3ApaBOOXPaHEHUS
Poccuiickoit ®enepaunn ot 30 urons 2015 r. N 385H (3apeructpupoBaH MHUHHCTEPCTBOM HOCTHLIMH
Poccuiickoit ®denepannu 27 nosi6ps 2015 r., peructpanuonnsiii N 39868), ot 21 anpens 2016 r. N 254n
(3apeructpupoBan MuHnuctepctBoM toctuumu  Poccuiickoit  ®enepanmu 18 wumrons 2016 T,
peructpanonHbiit N 42887), ot 31 okTs16ps 2017 r. N 882H (3apeructprupoBaH MUHUCTEPCTBOM IOCTULIUU




Poccuiickoit @eneparuu 9 susaps 2018 r., peructpanmonusiii N 49561).
Il. OchopmneHue peuenta B hopmMe 351IEKTPOHHOro AOKYMEHTa

19. Peuent B opme AIIEKTPOHHOTO JOKYMEHTA, MOANMUCAHHOTO YCHJIICHHOW KBaTH(UIIMPOBAHHON
AIIEKTPOHHON MOIMNHCHI0, (POPMHUPYETCS MEJUIIMHCKAM PAaOOTHUKOM, CBEIEHHS O KOTOPOM BHECEHBI B
(benepanbHBIN PETUCTP MEAUIUHCKUX PAaOOTHUKOB <6>, a TAKXKE MPHU YCIOBUU PETUCTPAIIH METUIIMHCKOM
OpraHu3aIiy, B KOTOPOH 0(hOPMIIIETCS PEIIETIT, B (he/lepalbHOM peecTpe MEAUIMHCKUX OpraHu3anui <7>
€IMHOM TOCYIapCTBEHHOH MH(OPMAIIMOHHOHN CUCTEMBI B cpepe 31paBOOXpaHEHHS U TIOJKITIOUSHHS TAaKOH
MEIUIMHCKOW OpTaHU3aIlH K TOCYAapCTBEHHOW MH(POPMAIMOHHON cucTeMe B cepe 3apaBOOXpaHEHUS
cyonekTa Poccuiickoii @enepamnmn <8>.

<6> Ilynktel 6, 7 IlosoxeHuss 0 eAMHON roCyAapCTBEHHOM MH(pOPMAalMOHHON cHucTeMe B cdepe
3paBOOXPAHEHUS, YTBEPKACHHOTO nocTtaHoBiieHreM [IpaButenscTtBa Poccuiickoit depepanuu ot 5 mas
2018 r. N 555 (Cobpanue 3akonomatenscTBa Poccuiickoit @enepanuu, 2018, N 20, cr. 2849; N 49, cr.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (nanee - [lonoxxeHue o eAMHON CUCTEME).

<7> Ilynktsl 9, 10 ITosoxkeHns 0 €TUHON CHCTEME.

<8> Crarpu 91 u 91.1 denepanpHoro 3akona ot 21 HosiOps 2011 roga N 323-d3 "O6 ocHOBax
oXpaHbl 370poBbsi TpaxnaaH B Poccuiickoit ®enepanun" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
Oenepauuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, c1. 3477; N 39, ct. 4883; N 48, cT.
6165; 2014, N 30, ct. 4257; N 43, cT. 5798; N 49, cT. 6927, 6928; 2015, N 1, ct. 85; N 10, cT. 1425; N 27,
cT. 3951; N 29, ct1. 4397; 2016, N 1, c1. 9, 28; N 15, c1. 2055; N 18, c1. 2488; N 27, c1. 4219; 2017, N 18,
cT. 2663; N 31, ct. 4794).

20. ITpu odopmiiernn perenta B opMe JIEKTPOHHOTO JTOKYMEHTa Ha JICKaPCTBEHHBIE MpeTapaThl,
yKa3aHHbIE B OJNyHKTaxX 2 - 5 myHkTa 10 u nynkre 12 [lopsiaka Ha3HauYEHHS JICKAPCTBEHHBIX MIPEenapaToB,
YTBEP>KICHHOTO HACTOSIIUM MPUKA30M, U OTIIYCKaeMBbI€ 3a TIOJHYIO CTOUMOCTb, 3aIIOJHSIOTCS CIEAYIOIINE
PEKBU3UTHI:

1) xon cyowekra Poccuiickoit ®enepamuu mo OKATO, ompeaensmoomuii ToCyaapCTBEHHYIO
nH(OPMALIMOHHYIO cHUCTeMYy B cdepe 3apaBooxpaHeHust cyobekTa Poccuiickoit denepaunu, B KOTOpOn
chopMupoBaH perent B GopMe JEKTPOHHOTO JOKYMEHTA;

2) HauMCHOBAHHUC MCHHHHHCKOﬁ OopraHus3anuvu, aapec, TCJIC(I)OH NI q)aMI/IJ'II/ISI, HHUIIKAJIbl UMCHHU U
O0T4YCCTBA (HOCJ'ICI[HCC - IIpu HaJ'II/I‘{I/II/I) HHAWBUAYAJIBHOI'O MPCANPUHUMATECIIA, UMCIOLICTO JIMIICH3WIO Ha
MCIUIUHCKYIO ACATCIBHOCTD, €I0 aAPEC;

3) OI'PH ropuanyeckoro nuna (MeauuuHckod opranuzanuu) win OI'PHUII unauBuayansHOTO
MpeapUHUMATEIS;

4) nata ohopmiieHus perenta (yKa3plBaeTCsl UUCIIO, MECSI], TOM);

5) nmara okOHYaHHUs JAeWcTBUA peuenta (GopMupyeTcss TrocydapCcTBEHHON WHOOPMAIMOHHON
cucTeMoil B cdepe 3apaBooxpaHeHust cyonekta Poccuiickoit @enepanyii B COOTBETCTBUU CO CPOKaMU
neiictBus peurenTos: 15 queit, 30 queit, 60 queit, 90 nuei, g0 1 roqa);

6) yHUKaJbHBIM HOMEp perenta (hopMUpyeTcsl rocyAapcTBEHHOW MHGOPMAIMOHHON CHCTEMOW B
chepe 3mpaBooxpaHeHHs cyObekTta Poccuiickoit ®egeparmmu u  obecreunBaeT  OJHO3HAYHYIO
uaeHTUQUKAIMIO perenta B Gopme 3IeKTpoHHOro nokymeHTa B coudetannn ¢ OKATO, OI'PH wmm
OI'PHUII);

7) otmetku "cito" (cpouno) wim "statim" (HEMEANEHHO) MPU HEOOXOIUMOCTH CPOYHOTO HIIU
HEMEJIEHHOTO OTITyCKa JISKAPCTBEHHOTO IperapaTa MaiueHry,




8) anpec marnmeHTa (yKa3bIBaeTCs MOYTOBBIN aJ[peC MECTa KUTEIbCTBA (MECTa TPEOBIBAHMSI HJTK MECTa
(aKTHUECKOr0 MpOKMBAaHUS) C YKa3aHUEM HWHAEKCAa, HAaWMEHOBAaHUS Kpas, 00JacTd, pecimyOJHKH,
ABTOHOMHOTI'O OKpYyra, HAUMCHOBAHWA HACCIICHHOI'O ITYHKTA, HAMMCHOBAHU A YJIMIIbI (HpOCHCKTa, epeylika,
IIpoe3/1a), HoMepa JoMa (C yKa3aHHeM KOopIlyca, IpY HaJIMYMH), HOMEpa KBapTHUPHI);

9) HOMEp ANEKTPOHHON MEIUIMHCKOW KapThl MAIlMeHTa B TOCYJapCTBEHHON HH()OPMAIMOHHOU
cucteme B cepe 3apaBooxpaHeHus cyorekTa Poccuiickoit denepanuuy;

10) pamunmst, uMst, 0T4ECTBO (ITPHU HAIMYMH) MTAITUEHTA TIOJTHOCTHIO;

11) para pokaeHuss mnamueHTa (yKa3bIBaeTCsl 4YMCIO, Mecsl, rona), aias nered no | roxa
JIOTIOJTHUTEIBHO YKa3bIBAETCS KOJMYECTBO MOJHBIX MECALIEB;

12) ¢pamunus, MHUIMANIBI UMEHU U OTYeCTBa (IIOCJIEAHEE - TPU HAJTMYKN) MEIULIUHCKOTO paOOTHHKA
MOJIHOCTBIO;

13) HanMeHOBaHMe JIEKapCTBEHHOTO Mpenapara (MeX1yHapo HOE HETaTeHTOBAaHHOE HaMMEHOBaHHE,
IPYNIHUPOBOYHOE WM XMMHMUYECKOE HANMEHOBAaHUE, TOPrOBOE€ HAWMEHOBAaHHE) Ha JIATMHCKOM SI3bIKE,
J03UPOBKa, (hopMa BBIYCKa, KOJIMUYECTBO;

14) cmoco® mpuMEHEHHs JIEKQpCTBEHHOTO TperapaTa Ha TOCYAapCTBEHHOM si3bike Poccuiickoit
QPenepanny WIA Ha TOCYIapCTBEHHOM s3bike Poccumiickoit denepanii M roCylapCTBEHHOM  SI3BIKE
pecnyONuK B MHBIX sI3bIKax Hapo10B Poccuiickoii denepanun <9>;

<9>Yacre 1 crareu 15 3axona N 1807-1.

15) mpusHak yTBEpKACHHS Ha3HAYEHUs JICKAPCTBEHHOIO IIpemapara I0 PEIICHHUI0 BpadyeOHOM
KOMHCCUHU MEIULIMHCKON OpTraHu3alluu;

16) oTMeTka O Ha3HAYCHWHM JICKAPCTBEHHOTO IMIpemapara IO PEIIeHHI0 BpayeOHON KOMUCCHH
MEIUIIMHCKON OpraHu3alluy B Clly4yasX, yKa3aHHbIX B a03aie Btopom mnyHkTa 6 [lopsnka HazHaueHus
JIEKapCTBEHHBIX MIPENapaToOB, YTBEPKICHHOIO HACTOSALIUM IPUKA30M;

17) ormeTka O clenualbHOM Ha3HAYEHHH JIEKAPCTBEHHOTO Ipemnapara (3aloJIHAeTCs B clydasx,
yKa3zaHHbIX B mnyHkTax 16 m 25 Ilopsaka Ha3HaueHUs JIEKAPCTBEHHBIX MPENapaTroB, YTBEP)KICHHOTO
HACTOSIIIIUM IPUKA30M);

18) OTMCTKaA O CIICHUAJIBHOM HA3HAYUCHUH JICKAPCTBCHHOIO IIpCIlapaTa IMaluCHTY C 3360HeBaHI/I€M,
Tpe6y10H_II/IM JJIUTCIIBHOTO KYPCOBOI'O JICHCHUSA (SaHOJ'IHHGTCH B CJIydac, YKa3aHHOM B ITYHKTC 24 Hop;mKa
Ha3HA4YCHUA JICKAPCTBCHHBIX IIPCIapaToOB, YTBCPIKIACHHOI'O HACTOAIUM HpI/IKaSOM) C IIPOCTaBJICHUEM
NEPpUOAUIHOCTHU OTITYCKA JICKApCTBCHHOI'O IIPCIIapara,

19) npu oopmienun peuenta B GopMe 3JIEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHBIE MPENaparhl,
yKa3aHHbIe B MoAnyHKTax 2 - 5 myHkTa 10 u nynkre 12 [lopsiaka Ha3HAUSHMS JIEKapCTBEHHBIX IPENapaToB,
YTBEP)KJCHHOTO HACTOSIIIUM TIPUKA30M, IpaxkJaHaM, HMMEIOIIMM IMpaBO Ha OecIiaTHOE IMOJIydyeHHue
JIEKapCTBEHHBIX IPENapaToB WIH MOJIY4YEHHE JIEKApCTBEHHBIX NPENapaTroB CO CKUJAKOHW, 3alOIHSIIOTCS
PEKBU3UTHI, IpPEIyCMOTpPEHHble NOANyHKTaMu 1 - 18 Hacrosmiero myHKTa, a TakXke CleAyIoIine
PEKBU3UTHI:

a) KaTeropus rpak/JaH, UMEIOIINX TPABO Ha MOJYYEHUE JIeKapCTBEHHBIX MPENapaToB B COOTBETCTBU U
co cratbel 6.1 PenepanbHoro 3akoHa ot 17 nronsg 1999 r. N 178-D3 "O rocyaapcTBEHHOM cOLMaIbHON
momotu" <10>;




<10> Cobpanue 3akonoaarenbpcTBa Poccuiickoit @enepamuu, 1999, N 29, cr. 3699; 2009, N 30, cr.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

0) ko Ho30s0oTHYECKO# opmbl o MKB;

B) ucTO4YHMK (puHaHcupoBanus (1 - ¢enepanbublii O0KeT, 2 - O0KET cyObekTra Poccuiickoit
®denepanuu, 3 - MyHUIIUNIATBHBIN OIOKET);

r) pa3mep orutatsi (1 - Gecrnarho, 2 - 50%);

1) CTpaxoBOW HOMEp HHIMBHIYaJTbHOTO JIMIIEBOTO cyeTra rpaxkaaHuHa B lleHcmoHHOM (oHIE
Poccuiickoit ®enepanuu (npu Hanuuun) (CHUJIC);

€) HOMep ToJInca 0053aTeTbHOTO METUITMHCKOTO CTPAaXOBaHUSI.

21. Ilpu mpocTaBieHUN OTMETKH, yKa3aHHOW B moanyHkre 16 mynkra 20 Hactosimero Ilopsaxa,
peuent B QopMe 3NEKTPOHHOIO JIOKYMEHTa MOJMHCHIBAETCS YCUJIEHHOM KBanu(UIUPOBaHHOU
AJIEKTPOHHOM MOMKCHIO MIPeICeAATENS] NN CEKpeTaps BpaueOHON KOMUCCHHN MEAUIIMHCKON OpraHu3aluy,
IIpY MPOCTABJIICHUM OTMETOK, YKa3aHHbIX B noamyHkrax 17 m 18 mynkra 20 Hacrosmero Ilopsaxa, -
YCUJIEHHBIMH KBAaTM(QUIMPOBAHHBIMU 3JIEKTPOHHBIMHU TMOAMUCAMH COOTBETCTBYIOIIUX MEIUIIMHCKUX
pPabOTHHUKOB.

22. Tlo TpeboBaHNIO MAIIMEHTAa WM €T0 3aKOHHOTO MPECTaBUTENS 0(POPMIIIETCS SK3EMIUISIP perenTa
B (hopMe PIEKTPOHHOTO JOKYMEHTa Ha OyMa)kKHOM HOCHTEJNE, B TOM YHCJIE MyTeM ero oGopMIieHHus Ha
peuentypubix Omankax ¢dopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(;1) ¢ ormerkoit "JlyOommkat
3JIEKTPOHHOTO JOKyMeHTa".

lll. YyeT peuentypHbIX 6naHKoB

23. VYuer penentypHbix OmankoB ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3TOTaBIMBAEMBIX THIOTPAdCKUM CIOCOOOM (majiee - perenTypHbie OJaHKH, MOJJICKAIIUE YUETY),
OCYIIECTBIISICTCS B )KYpHAJIAX ydeTa, IPOHYMEPOBAHHBIX, IPOITHYPOBAHHBIX U CKPEIUICHHBIX IMOJIMTUCHIO
PYKOBOJWTENSI W TEYaTbl0 MEIMIIMHCKOW OpraHu3allii WM  TOJAMUCHI0  HHIUBHIYaTbHOTO
MPEIIPUHUMATEISI, UMEFOIIEr0 JIMIICH3HIO HA MEIMIIMHCKYIO JIESITeIIbHOCTb.

24. )Xypnan yuera perentypHbix 0;1aHkoB ¢opmbl N 107-1/y conepkuT ciemyroniue rpadsor:
1) HOMEp 1O MOPSIKY;

2) B pazaene "l[lpuxon™:

a) JlaTa perucTpanuy J0KyMeHTa, MOATBEPKIAI0IIET0 MOCTYILUICHUE;

0) HOMep U J1aTa JOKYMEHTa, MOATBEPKIAI0IIEro MOCTYIJICHHE, HAMMEHOBAaHUE TOCTABIIHNKA;
B) oOliee KOJTUYECTBO MOCTYMUBIIUX PEIENITYPHBIX OIAHKOB;

r) CI)aMI/IJ'II/ISI, HMHHUIAJIbl UMCHH U OTUYCCTBA (HOCJ’IGI[HCC - Ipu HaJ'II/I‘lI/II/I) 1 IOAIIMCh OTBECTCTBCHHOTI'O
MCIHUIIMHCKOT'O pa60THI/IKa, MOJIYYUBHICTO PEUCIITYPHBIC OJIaHKH OT nOoCTaBIIMKa,

3) B paznene "Pacxon":
a) JlaTa BbIJIa4M PELENTYpHBIX OJaHKOB;
0) KOJINYECTBO BBIIAHHBIX PELIENITYPHBIX OJaHKOB;

B) ¢amuiaus, HWHUIMAIBl UMEHM W OT4yecTBa (MOCHeAHee - TMpPH HAJIMYUU) OTBETCTBEHHOTO
MEIULMHCKOTO pabOTHUKA, ITOJYIUBILEr0 pEeLENTypHbIE OJIaHKH;




I') OANKUCH OTBETCTBEHHOT'O MEIULIMHCKOTO Pa0OTHHKA, ITOJTYYUBILIErO PELENITYpHbIE OJIaHKH;

4) Gamuus, THAIMAJIBI UIMEHU U 0TYeCTBA (ITOCIICAHEE - MPU HAIMYHH) U TIOIITUCh OTBETCTBEHHOTO
MEUIIMHCKOTO paOOTHUKA, BBIJABIIETO PEIENTYPHbBIC OJaHKU;

5) OCTaTOK pelenTypHbIX OJAHKOB.

25. XKypnan yuera peuentypHbix OmaHkoB (opm N 148-1/y-88 m N 148-1/y-04(x) comepkut
cienyromue rpads:

1) HOmMep 1O MOPSIIKY;

2) B pazznene "[Ipuxoxn:

a) JlaTa perucTpanuu JOKyMeHTa, OATBEPKIAIOIIEr0 MOCTYIUIEHUE;

0) HOMep U J1aTa JOKYMEHTa, MOITBEP:KIAOLIET0 MOCTYIUIEHHE, HAMMEHOBAHHUE MOCTABIIMKA;
B) o0l1ee KOJUYECTBO MOCTYMUBIIUX PELENTYPHBIX OJIAHKOB;

T') CepUH U HOMEPA PEENTYPHBIX OJTaHKOB;

1) KOJTMYECTBO PELENTYPHBIX OJIAHKOB IO CEPUSIM;

) haMuIvs, MHUIIUAIIBI IMEHU U 0TYeCTBa (TOCIEAHEE - TPU HAIMYWN) U TIOANMKUCH OTBETCTBEHHOTO
MEJIMIIMHCKOTO PabOTHUKA, TTOJTYIUBIIETO PEIIENTYPHBIC OJaHKHA OT MOCTABIINKA;

3) B paznene "Pacxon:

a) J1aTa BBIJA4YM PELETITYPHBIX OJIaHKOB;

0) cepur 1 HOMEPA BBIJIAHHBIX PEIENTYPHBIX OJTaHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PEUENTYPHBIX OJIAHKOB;

r) (baMI/IJ'II/IH, HMHUOWaJlbl MUMCHH U OTYCCTBaA (HOCJ’IGI[HGG - IIpu HaJ'II/ILII/II/I) OTBCTCTBCHHOI'O
MCIAUIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBIICTO PEUCIITYPHBIC 6J'IaHKI/I;

,Z[) oAU Ch OTBETCTBCHHOT'O MEAUIITMHCKOI'O pa6OTHI/IKa, IMOJTYYMBLICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) (baMI/IJ'II/IH, HMHHUIKMAJIbl HMCHH U OTYCCTBA (HOCJ’IGL[HGG - IIpu HaJ'II/I‘lI/II/I) U IIOAIMUCHh OTBETCTBCHHOTI'O
MCAUILIMHCKOI'O pa6OTHI/IKa, BBIABHICTO PCLCIITYPHBIC 6J'IaHKI/I;

5) ocTaToK peuenTypHbIX OJIaHKOB.

26. Yuyer cnenMaigbHbIX PELENTYPHBIX OJaHKOB Ha HApKOTHYECKOE CPEJACTBO U IICHUXOTPOIHOE
BEIIECTBO OCYLIECTBIIAETCS B COOTBETCTBUM € IPHUKa30M MuHHCTEpCTBa 31paBooxpaHeHus Poccuiickon
@enepanuu ot 1 aBrycra 2012 r. N 541 "O6 yrBepxkaeHHH (OpMBI OJIAHKOB PELENTOB, COJEPKaIUX
HA3HAYEHUE HApPKOTMYECKUX CPEJICTB WJIM ICUXOTPOIHBIX BEIIECTB, MOPSAKA WX H3TOTOBIICHUS,
pacripeielieHus], perucTpaluy, ydeTa U XpaHeHHs], a Takke npaBui opopmieHus” <11>.

<11> 3apeructpupoan MunucrepcrBoM roctuimu Poccuiickoii ®enepaunn 15 asrycra 2012 r.,
peructpanroHHelii N 25190, ¢ n3MeHeHusIMHU, BHECEHHBIMU NPUKa3aMi MUHHCTEPCTBA 3/IpaBOOXPaHEHMS
Poccuiickoit ®enepaunn ot 30 urons 2015 r. N 3851 (3apeructpupoBaH MHUHHCTEPCTBOM IOCTHLIMH
Poccuiickoit ®denepaunu 27 Hosi6ps 2015 1., peructpanmonnsiii N 39868), ot 21 anpens 2016 r. N 254n
(3apeructpupoBan MuHnucrepctBoM toctuumu  Poccuiickoit  ®@epepaumun 18 wurons 2016 1.,




peructpauoHHblii N 42887), ot 31 okta0pst 2017 r. N 882H (3apeructpupoBad MUHUCTEPCTBOM FOCTULIMU
Poccuiickoit ®enepanuu 9 ssuBaps 2018 r., perucrpaunonssiii N 49561).

27. VYder peuenrtoB, oGOpPMIEHHBIX B (hOpME 3UIEKTPOHHOIO JOKYMEHTa, OCYIIECTBIIETCS B
roCcyJapCcTBeHHON WH(pOpMAIMOHHON cucteme B cdepe 3apaBooxpaHeHusi cydowbekta Poccuiickoit
denepanyy TOCPEACTBOM BEJCHUS €IUHOTO PEECTpa pPEIenToB, 0(OPMIICHHBIX B (pOpMe 3IEKTPOHHBIX
JOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 611aHKOB

28. MeaMIMHCKHE OpraHu3alliy MOJyJaroT HEOOXOIMMBIC peIenTypHbIe OMaHKH, 0(GOopMIICHHBIC
TATIOTPACKUM  CITOCOOOM, dYepe3 TEPPUTOPHAIILHBIE OpraHbl YIIPABICHHUS 3IPaBOOXPAHCHHUEM HWIIU
OpraHu3aIiy, YIMOJHOMOYEHHBIC Ha 3TO OpraHaMy HCIIOJIHHUTENIBHOW BiacTH CyOBekToB Poccuiickoit
denepanuu.

29. PenentypHble ONAaHKH, MOJJICKANUE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOJHUTENIEM MEIUIIMHCKON OpTraHHW3alliy, B 3alUpaeMOM MeTaTHdeckoMm mkady (ceiide) wumm
METAJLUTHIECCKOM SIIITUKE.

30. MHnuBUAYyanbHBIA TPEATPUHAMATEND, UMEIOIINI JTUIEH3UI0 Ha MEIULIUHCKYIO JESITEIbHOCTD,
XpaHUT PerenTypHbIe OJaHKH, TOIJISKAIINe YUeTy, B 3allMpaeMoOM MeTautmdeckoM mmkady (ceride) nmu
METAJUTHIECKOM SIIITHKE.

31. IlpoBepka cOCTOSIHMSI XpaHEHHMs, ydeTa, (PaKTHUUECKOTO HaJIMuus U pacxoda pPeLenTypHBIX
ONaHKOB, MOJUIEKAIUX Y4YEeTy, OAMH pPa3 B KBapTaJl OCYIIECTBIIAETCS KOMHUCCHEW, CO3JaHHOM B
MEAULMHCKOW OpraHu3aIyH.

32. PeuentypHsbie 6aHKU, 0popmiiseMble Ha OyMa)KHOM HOCHUTEJIE U TIOJUIeKaIINe YUETY, BbIIAl0TCS
MEJUIIMHCKUM pabOTHUKAM, UMEIOIINM IPaBo 0(OPMIICHHS PELIETITOB, O PACOPSYKEHHUIO ITIaBHOTO Bpaya
WM €TO 3aMECTUTENSL.

HonyquHHe PEUCIITYPHBIC OlaHKH Ha 6YMa)KHBIX HOCHUTCIIIX XpaHATCA MCEIUIMHCKHMH
pa6OTHI/IKaMI/I B [IOMCIICHUAX, O6CCHCLII/IBaIOIJ_[I/IX HUX COXpPaHHOCTb.

33. XpaHeHue cHelUaibHbIX PELENTYPHbIX OJaHKOB Ha HAPKOTUYECKOE CPEACTBO U IICUXOTPOIHOE
BEII[ECTBO M BblJlaya yKa3aHHBIX PELENTYPHbIX OJaHKOB MEIUIMHCKOMY PaOOTHUKY OCYILECTBISETCS B
COOTBETCTBHUU C IpUKa3oM MuHucTepcTBa 3/1paBooxpanenus Poccuiickoit @enepauun ot 1 aBrycra 2012
r. N 541 "O0 yrBepxaeHuu GopMbl OJaHKOB PEIIETITOB, COIEPKALINX Ha3HAYEHUE HAPKOTUYECKUX CPEJICTB
WIM TICUXOTPOIHBIX BELIECTB, MOPSAKA MX H3TOTOBJICHHS, PACHpPENCIICHUs, PETUCTPALUU, y4yeTa H
XpaHeHHsI, a TaKxke paBuit oopmineHus" <12>,

<12> 3apeructpupoBan MunucrepctBom toctuiu Poccuiickoit @enepauuu 15 asrycra 2012 r.,
peructpanoHHelid N 25190, ¢ n3MeHeHusIMHU, BHECEHHBIMU NTpUKa3aMi MUHUCTEPCTBA 3paBOOXPAHEHHUS
Poccuiickoit @enepaunn ot 30 urons 2015 r. N 385H (3apeructpupoBaH MHHHCTEPCTBOM IOCTHLIMH
Poccuiickoit ®denepannu 27 Hos6ps 2015 1., peructpanmonsslid N 39868), ot 21 ampens 2016 r. N 254n
(3apeructpupoBan MuHuctepctBoM toctuiuu  Poccuiickoit  ®epeparuu 18 wumrons 2016 1.,
peructpanoHHbiit N 42887), ot 31 okTs16ps 2017 r. N 882H (3apeructprupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit @enepanuu 9 ssuBaps 2018 r., perucrpanmonssiii N 49561).

34. TIporpaMMHO-TEXHUYECKHE CPEJICTBA T'OCYJapCTBEHHBIX MH(POPMALMOHHBIX CHUCTEM B cdepe
3/IPaBOOXPAHEHMSI, MEMIIMHCKUX UH(OPMAIIMOHHBIX CUCTEM MEIUIIMHCKUX OpraHu3alui 00ecrieunBaoT
XpaHEHHUE IEKTPOHHBIX PELENTOB, 0()OPMIIEHHBIX B ()OpME HIIEKTPOHHBIX TOKYyMEHTOB B TEYEHUE CPOKOB,
YCTaHOBJICHHBIX JUIS XpaHEHHs PELEeNnTOB, O(OPMIIEHHBIX Ha COOTBETCTBYIOMIMX (hopMax perenTypHBIX
67aHKOB Ha OyMa)XxHOM HocuTene <13>.




<13> Ilynkr 14 nmpaBui OTIyCKa JEKapCTBEHHBIX NPENapaToB AJs MEAULMHCKOIO NIPUMEHEHHUS, B
TOM 4YHCJI€ HWMMYHOOMOJIOTHYECKUX JIEKAPCTBEHHBIX IPENapaTroB, aNTE€YHbIMU OPTraHU3AIHSIMH,
WHIMBUIYAIBHBIMH MTPEIAIPUHIMATEISIMUA, UIMEIOLIIMH JMIIEH3UIO Ha (papManeBTUYECKYIO I TeIbHOCTD,
YTBEPXKACHHBIX IpUKazoM MuHucrtepcersa 31paBooxpanenus Poccuiickoit @enepanuu ot 11 urons 2017 r.
N 403n (3apeructpupoBan MunuctepctBoM toctunmu Poccuiickoin ®@enepanun 8 centsaops 2017 r.,
peructpanonsblii N 48125).
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