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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

3apeructpupoBaHo B Muntocte Poccun 26 mapra 2019 r. N 54173

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINA

NMPUKA3
oT 14 auBapsa 2019 r. N 44

OB YTBEPXAEHWUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIENTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHbBIE NMPEMAPATDI, MOPAOKA O®POPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHWUA

B cootBercTBUM ¢ myHkTOoM 16 wactu 2 crateu 14 ®expepanpHoro 3akoHa ot 21 Hos6psa 2011 r. N
323-®3 "O06 ocHOBax OXpaHbI 3I0pOBhs TpaxknaH B Poccuiickoit @eneparnuu” (CobpaHue 3aKOHOAATEIHCTBA
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, ct1. 4397, 2016, N 1, cT. 9; N 15, cT. 2055; N 18, cT1. 2488; N 27, cT. 4219; 2017,
N 31, cr. 4791; N 50, cr. 7544, 7563) m noamynkramu 5.2.177, 5.2.179 m 5.2.180 IlomoxeHus o
MunuctepctBe  3apaBooxpaHeHHs  Poccuiickoit ~ @Denmepanuu, — yTBEPKACHHOTO  MOCTAHOBJICHHUEM
[IpaButensctBa Poccuiickoit @eneparuu ot 19 wmrons 2012 r. N 608 (Cobpanue 3aKOHOAATEIHCTBA
Poccuiickoit @eaepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 33,
cT. 4386; N 45, cT. 5822; 2014, N 12, ct1. 1296; N 26, cT. 3577; N 30, ct. 4307; N 37, c1. 4969; 2015, N 2, cT.
491; N 12, ct. 1763; N 23, cT. 3333; 2016, N 2, c1. 325; N 9, cT. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34,
cT. 5255; N 49, cr. 6922; 2017, N 7, ct. 1066; N 33, ct. 5202; N 37, cT. 5535; N 40, ct. 5864; N 52, cT. 8131;
2018, N 13, ct. 1805; N 18, cT. 2638; N 36, cT. 5634; N 41, c1. 6273), npuka3bBao:

1. YTBepanTs:
IOPS/IOK Ha3HAUYEHUs JIEKapCTBEHHBIX IIPENapaToB corjiacHo npuiaoxenuto N 1;
(hopMBI perienTypHBIX OJaHKOB Ha JIEKAPCTBEHHBIE MPEMapaThl COTIACHO MPUIIOKEHUI0 N 2;

opsiIoK ohopMIICHUST PEeIeNTYpPHBIX OJaHKOB Ha JIEKAPCTBEHHBIC TMpEnaparhl, UX ydeTa W XpaHCHHS
COTJIACHO mpuiioxkeHuto N 3.

2. Ilpu3HaTh yTpaTUBIIUMU CUILY:

npuka3 MunuctepcTBa 31paBooxpanenus Poccuiickoit @eneparuu ot 20 nexadbps 2012 r. N 11751 "O6
YTBEP)KICHUM TOpsAAKAa Ha3HAUCHHWs M BBIUCHIBAHMS JIEKAPCTBEHHBIX IpenapaToB, a Takke (opm
penenTypHbIX OJaHKOB Ha JIEKapCTBEHHBIE MpENapaThl, Mopsaka opopMiIeHNsT yKa3aHHBIX OJJAHKOB, UX y4yeTa
u xpaHeHus" (3apeructpupoBaH MuHucTtepcTBoM toctunuu Poccuiickoit @enepauuu 25 uions 2013 r.,
peructpanroHHbiii N 28883);

MYHKT 2 U3MEHEHUH, KoTopble BHOCATCA B [lopsmok co3maHus M AesTENbHOCTH BpauyeOHON KOMHUCCUU
MEIULUHCKOW OpraHM3aluy, YTBEPXKIACHHBIM IMPUKa3oM MHUHHCTEPCTBA 31paBOOXPAHEHUS U COLMAIBHOIO
pasButusi Poccuiickoiri @enepanuu ot 5 mas 2012 r. N 5021, u B [lopsaok Ha3HAauY€HUs U BBIMCHIBAHUSA
JIEKapCTBEHHBIX MPEMapaToB, YTBEPKIACHHBIA MPHUKAa30M MHUHHUCTEPCTBA 3[paBOOXpaHeHus Poccuiickon
Oenepanuu ot 20 gexadbps 2012 r. N 1175H, yTBepKIeHHBIX MPHUKa30M MMHHCTEPCTBA 3/IpaBOOXpPAHEHUS

KoHcynbTaHnTlNKOC

www.consultant.ru CrpaHvua 1 u3 37
HafeXHasa npaBoBan noaAepXxkKa


http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru
http://www.consultant.ru

MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

Poccuiickoit @eneparu ot 2 gexadbps 2013 r. N 886 (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit @enepanuu 23 nexadpst 2013 r., peructparmonssiii N 30714);

npuka3 MunuctepcTBa 31paBooxpaHeHust Poccuiickoit ®@enepanun ot 30 utona 2015 r. N 386n "O
BHECEHMM M3MEHEHMI B IPWIOKEHUS K Npukazy Munucrepcrtsa 3npaBooxpanenus Poccuniickoit ®enepanuun
ot 20 nexabps 2012 r. N 11751 "OO0 yTBep:kaeHUHN NOPSAIKA Ha3HAYEHHUS W BBITUCBHIBAHUS JIEKAPCTBEHHBIX
IpenapaToB, a Takxke (HopM pelenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBbIE IpenapaTsl, Mopsaka o(opMIIEHUS
yKa3aHHbIX OJIaHKOB, MX y4yeTa W XpaHeHus" (3apeructpupoBaH MuHHUCTEpCTBOM tocTHLUU Poccuiickoit
®enepanuu 6 aBrycra 2015 r., peructpaumonnsii N 38379);

IYHKT | KM3MEHEHMH, KOTOpble BHOCATCS B IpuKa3 MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit
@eneparu ot 20 gexadbps 2012 r. N 11751 "OO yTBepkAeHUM NOpsAIKAa Ha3HAUEHHUS W BBINHUCHIBAHUS
JIEKapCTBEHHBIX MpEnaparoB, a Takxke (JOpM pelenTypHbIX OJaHKOB Ha JIEKAPCTBEHHbBIE Mpenapathl, MOpsSaKa
oopmieHHs yKa3aHHbIX OJIAHKOB, MX yueTa W XpaHeHus" W mpuiioxkeHue N 2 k npukazy MuHHcTepcTBa
3npaBooxpanenus Poccuiickoit ®@enepanuu ot 1 aBrycra 2012 r. N 54n "O6 yTBepxaeHun GopMbl OITaHKOB
PELENTOB, COAEpPKAIIMX HA3HAYEHHE HAPKOTHYECKUX CPEJCTB MJIM IICUXOTPOIHBIX BEUIECTB, MOPSAAKA HMX
W3TOTOBIICHUSI, PACIPENCICHUsl, PETUCTPAllMK, ydeTa M XpaHeHHWs, a Takke mpaBuil odopmieHus",
YTBEPKACHHBIX NTpHKa3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 21 anpens 2016 r. N
254n (3apeructpupoBaH MunnctepctBoM foctunmu Poccuiickoit ®eneparmu 18 wmromst 2016 1.,
peructpanuonnbiii N 42887);

IIYHKT 5 M3MEHEHMH, KOTOpBbIE BHOCATCS B HEKOTOpBIE NMpHKa3bl MUHUCTEPCTBA 31paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickon @enepaunu U MuHucrepcTBa 3apaBooxpaHeHuss Poccuiickon
@deneparuy 1Mo BOIpocaM oOpaleHus JeKapCTBEHHBIX MPENaparoB, COIEpKAIIUX HAPKOTHYECKUE CPE/ICTBA,
IICUXOTPOIIHbIE  BEIIECTBA W  UX  MPEKypcopbl, M  JIGKAPCTBEHHBIX  CPEICTB,  MOJUIEKAIINX
MPEeIMETHO-KOJIMYECTBEHHOMY ~ y4Ye€Ty, YTBEpPXJCHHBIX MpHKa3oM MMHHCTEpPCTBA  3/paBOOXpPAaHEHUS
Poccuiickoit ®enepanun ot 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH MHUHUCTEPCTBOM IOCTUIIMH
Poccuiickoit @enepanuu 9 ssuBaps 2018 r., perucrpaunonssiii N 49561).

Munuctp
B.N.CKBOPLIOBA

IIpunoxenune N 1

K IIpHKa3y MHUHHCTEpCTBA 3/IpaBOOXPAaHEHUS
Poccuiickoit deneparuu

ot 14 suBaps 2019 1. N 4u

norPAOOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wme nonoxeHus
1. HaCTOHH_[I/Iﬁ HOpH,ZLOK YCTaHaBJII/IBaeT HpaBI/IJ'Ia HAa3HAYCHUA J'IeKapCTBeHHLIX npenapaTOB JJIsL

MEIHUIIMHCKOTO TPUMEHEHUs (Jajnee - JIeKapCTBEHHBbIC Mpenaparbl) U OQOPMIICHHS MX HAa3HAYCHUS TMpU
OKa3aHUHU MEAUIIMHCKON MOMOIIY B MEIMIIMHCKUX OpTaHu3anusiax <1>.
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<I> Ilynkr 11 crateu 2 @enepanbHoro 3akoHa ot 21 HosiOps 2011 r. N 323-®D3 "OO6 ocHOBax OXpaHBI
310poBbs rpaxkaan B Poccuiickoit denepanun" (Cobpanue 3akoHonarensctBa Poccuiickoit denepanuu, 2011,
N 48, cT. 6724; 2016, N 1, cT. 9, 28; 2017, N 31, c1. 4791).

2. Ha3naueHue JeKapCTBEHHbIX IPENapaTOB OCYIIECTBIIAETCS JIeHallUM BpauyoM, (QelbImepom,
aKyIIepKON B CilIy4yac BO3JIOKEHUS Ha HUX IIOJIHOMOYMH JIEHalllero Bpada B IOPSJIKE, YCTaHOBJIEHHOM
MIpUKa3oM MUHHCTEPCTBA 34paBOOXPAaHEHMsI U cOLMANIbHOrO pa3BuThs Poccuiickoil @enepanuu ot 23 mapra
2012 . N 252u "OO6 ytBepxnenuu Ilopsinka BosnmokeHUss Ha (enmpamiepa, aKymiepKy pyKOBOJIUTEIIEM
MEJIMLIUHCKOW OpraHU3aliy MIPU OPraHU3alUU OKa3aHUs NEPBUYHON MEIUKO-CAaHUTAPHOW MOMOIIM M CKOPOU
MEJUIIMHCKOW TOMOIIM OTAETbHBIX (YHKIMM Jedallero Bpaya 10 HEMOCPEICTBEHHOMY OKa3aHUIO
MEIMIUHCKON OMOIIY NAIUEHTy B IEPUO/L HAOIIOAEHUS 32 HUM U €r0 JICYSHUs, B TOM YHUCIIE TI0 Ha3HAUEHHIO
U TIPUMEHEHUIO JIEKapCTBEHHBIX IIPENapaToB, BKIIOUYAs HApPKOTUYECKUE JIEKAPCTBEHHBIE IIpenapaTrsl U
IICUXOTPOIIHBIE  JIEKAPCTBEHHBIE  Ipemaparel’  <2>,  HMHAUBUAYaJbHBIMU  IPEANPUHUMATEISIMH,
OCYIIECTBIISIOUIMMU MEIUIIMHCKYIO AEATEIbHOCTD (J1anee - MeAMIUHCKIE PAaOOTHUKN).

<2> 3apeructpupoBaH MunHucTepctBoM roctuiuu Poccuiickonn @epepanmmn 28 ampens 2012 r.,
peructpaurondbli N 23971, ¢ u3MeHEHUsIMU, BHECEHHBIMM IpPUKa30M MUHHCTEpCTBA 3APaBOOXPAHCHUS
Poccuiickoit ®@enepaunn ot 31 okrab6ps 2017 r. N 882H (3apeructpupoBaH MHHUCTEPCTBOM IOCTHIIMU
Poccuiickoit @enepanuu 9 suBaps 2018 r., peructpanuonnsiii N 49561).

3. CBeneHusi 0 Ha3HAYEHHOM JIEKapCTBEHHOM IIpenapaTe (HauMEHOBaHUE JIEKapCTBEHHOI'O Ipernapara,
JO3UPOBKA, CHOCOO BBEIEHUS M MPUMEHEHUS, PEXKUM JI03UPOBAHUSA, NPOAOKUTEIBHOCTh JIEUCHHS U
00OCHOBaHME HA3HAYEHMs JIEKAPCTBEHHOI'O IIpernapara) BHOCATCS MEIUIMHCKUM paOOTHUKOM B
MEIUIUHCKYIO JOKYMEHTAIUIO MallMeHTA.

B cnywasx, yka3aHHbIX B myHKTax 9 - 12 nacrosmero Ilopsaka, MeaMIMHCKUN paOOTHUK odopmisier
Ha3HA4YCHUC JICKAPCTBCHHBLIX IPCIapaToB, B TOM YHCJIC NOAJICKAIINX H3TOTOBJICHUIO U OTIIYCKY allITCYHBIMH
OpraHM3alusIMH (J1ajee - JIEKapCTBEHHbIE IpernapaThl MHIMBUIYAJBbHOTO M3TOTOBJIEHHS), HA PELENTYPHOM
Omanke, oopmiieHHOM Ha OyMa)XHOM HOCHTENE 3a CBOEH MOANMMCHIO (Jajee - peuent Ha OyMakHOM
HOCHTeINe), U (WIH) C COTJIacHs MaleHTa WM €ro 3aKOHHOTO MPEICTABUTENs <3> Ha pelenTypHOM OlaHKe B
(dopMe SIEKTPOHHOTO JOKYMEHTa C HCIOJIb30BAaHHEM YCWJICHHOH KBAIM(HUINPOBAHHOW 3JIEKTPOHHOU
MOJITUCH MEIUIIMHCKOTO pabOTHHKA (fajiee - perent B (opMe MEKTPOHHOTO JOKYMEHTA).

<3> B oTHOIIEHUH JHIa, YKa3aHHOTO B yacTu 2 ctarbu 20 denepanbHoro 3akoHa ot 21 Hosiops 2011 r.
N 323-®3 "OO0 ocHoBax oxpaHbl 310poBbi rpaxkgaH B Poccuiickoit ®enepanun" (Cobpanue
3akoHojarenbeTBa Poccuiickont ®eneparuu, 2011, N 48, cr. 6724; 2013, N 48, ct. 6165; 2017, N 31, cT.
4791).

Petienit B popme 37MEKTPOHHOTO JAOKYMEHTA, COACpXKAIMK HAa3HAYCHHE HAPKOTUYECKUX CPEJICTB WU
TICUXOTPOITHBIX BEIIECTB, TOMUCHIBACTCS C MCIIOIH30BAHUEM YCUIICHHON KBATH(DUIIMPOBAHHOMN AJIEKTPOHHON
TIOATHCH JICUaIlero Bpada uiau (enpamepa, akymepk, Ha KOTOPBIX BO3JIOKEHBI (PYHKITUN JIeHAIIero Bpava, u
COOTBETCTBYIOLIECH MEAUIIMHCKON OpraHu3auu <4>.
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<4> Yactp 1 crareu 26 @enepanpHoro 3axkoHa or 8 sHBaps 1998 r. N 3-®3 "O HapKOTHUECKHX
CpelCcTBaxX M MCUXOoTponHbx BemecTBax" (CoOpanue 3akoHoAarenscTBa Poccuiickoit @eneparmm, 1998, N 2,
cT. 219; 2003, N 27, ct. 2700; 2011, N 49, ct. 7019; 2013, N 48, cT. 6165; 2016, N 27, c1. 4238; 2017, N 31,
cT. 4791).

Odopmnenne penentoB B (GopMe 3JIEKTPOHHBIX JOKYMEHTOB OCYILIECTBISIETCS B Clyyae NPUHSITHSA
YIOJIHOMOYEHHBIM OPraHOM HCIIOJIHUTENbHON BiIacTu cyObekTa Poccuiickoit ®Denepanuu B COOTBETCTBUU C
nyHKkToM 4 crathu 6 DexepansHoro 3akona ot 12 anpenst 2010 r. N 61-®3 "O06 obpaiieHun JeKapCTBEHHBIX
cpeactB" <5> pemeHusi 00 HMCMONB30BAHUM Ha TeppHTOpUHU cyObekTa Poccuiickoit deneparym Hapsmy c
penenTaMM Ha JEKapCTBEHHblE mpenapaTsl, OGOPMICHHBIMH Ha OyMa)KHOM HOCHTENE, pELENTOB Ha
JIeKapCTBEHHBIE IIpenapaThl, CQOPMUPOBAHHBIX B (POPME IIEKTPOHHBIX TOKYMEHTOB.

<5> CobOpanue 3akoHonarenbcTBa Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2012, N 26, ct. 3446;
2017, N 31, ct. 4791.

4. Ilpy BpINIUCKE MAMEHTA U3 MEIULIUHCKOW OpraHu3aluy, B KOTOPOM €My OKa3bIBAJIaCh MEIUIIMHCKAS
IIOMOLIb B CTAllMOHApHBIX YCIOBHUAX, JAHHOMY NALMEHTY [0 PELICHHIO PYKOBOAMUTENS MEIULUHCKON
OpraHu3alMi Ha3HadaloTcs ¢ OoQopmieHHEM pelenta B (opMe 3JIEKTPOHHOrO JOKyMEHTa M (WIM) Ha
OyMa)kHOM HOCHTelNE (3a UCKII0UeHHUEM O0(OpMIICHHUS PELENTOB Ha JIEKAPCTBEHHBIE MTPENapaThl, MoIekKaIue
OTIyCKy OECIUIATHO WM CO CKHJKOW) MO0 BBIJAIOTCS (MALMEHTY WJIH €ro 3aKOHHOMY IPEICTABHUTEIIO)
OJIHOBPEMEHHO C BBIMHCKOW U3 UCTOPUU OOJIE3HU JIEKApCTBEHHBIE MpEnaparhbl, B TOM YHUCIe HAPKOTUYECKUE U
TICUXOTPOIIHBIE JIEKAPCTBEHHBIE ITpenaparsl, BHeceHHbIe B cnucku I u 11l nepeuns HapkoTHYeCKHX CpenCTB,
IICUXOTPOIHBIX BEUIECTB M HUX MPEKypcoOpoB, MNOMIEKAUX KOHTpoiaro B Poccuiickon ®Penepanumy,
yTBEpKACHHOrO nocranosieHueM IIpasutensctBa Poccuiickoit @enepanuu ot 30 urona 1998 r. N 681 <6>
(nanee - IlepedeHb), CHIBHONEHCTBYIOIIME JIEKAPCTBEHHBIE NpenapaThl, HA CPOK NpHEMa MAalMEeHTOM J0 5
JHEH.

<6> Cobpanue 3akoHomarenbcTBa Poccuiickoit @enepanun, 1998, N 27, ct. 3198; 2004, N 8, cT. 663; N
47, c1. 4666; 2006, N 29, ct. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183; N 52, cT. 6572; 2010, N 3, CT.
314; N 17, ct. 2100; N 24, cT. 3035; N 28, c1. 3703; N 31, cT1. 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, ct1. 7534; 2012, N 10,
cr. 1232; N 11, ct. 1295; N 19, ct. 2400; N 22, ct1. 2864; N 37, cT. 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, cT. 6869; 2014, N 14, ct. 1626; N 23, cT. 2987; N 27, c1. 3763; N 44, cT. 6068; N 51, cT1. 7430;
2015, N 11, c1. 1593; N 16, ct1. 2368; N 20, cT. 2914; N 28, cT1. 4232; N 42, cT. 5805; 2016, N 15, cT1. 2088;
2017,N 4, ct. 671; N 10, ct. 1481; N 23, cT. 3330; N 30, cT. 4664; N 33, ct. 5182; 2018, N 27, c1. 4071.

5. Ha3HaueHue JIeKapCTBEHHBIX MPENapaTroB IPHU OKa3aHUM MEIUIUHCKON MOMOILM B CTAallMOHAPHBIX
yCIOBUSIX B  TpeOOBaHMUSIX-HAKIAJHbIX, HAMpaBiIs€eMbIX B alTEYHbIE OpraHU3aluu, SBIAIOIINAECS
CTPYKTYPHBIMH TOJIpa3elIeHUsIMU MEIUIMHCKON OpraHu3alud, B KOTOPOM OKa3bIBaeTCs MEIUIIMHCKAs
IIOMOIIb, OCYLIECTBJISIETCS B COOTBETCTBUM ¢ MHCTpyKuMelH O HOpsIKE BBINHMCHIBAHUS JIEKAPCTBEHHBIX
npenapaToB U 0(OpMIIEHUS PELENTOB U TPeOOBaHUIl-HAKIIAIHBIX, YTBEPKAEHHON MpHKa3oM MUHHCTEpCTBA
3JIpaBOOXpaHEHHs M coluanbHoro pa3sutus Poccuiickoit deneparmu ot 12 despans 2007 r. N 110 "O
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HOpsIIKE Ha3HAYeHUs U BBIIMCHIBAHMS JIEKAPCTBEHHBIX MpENapaToB, U3/ENUl MEIUIIMHCKOIO Ha3HA4YEHUS U
CHELUANTU3UPOBAHHBIX MPOAYKTOB JICUEOHOT0 MUTaHus" <7>.

<7> 3apeructpupoBadn MuHHCTEpcTBOM OCcTUIMU Poccuiickoit ®Denepaumu 27 ampens 2007 r.,
peructpanroHHbll N 9364, ¢ U3MEHEHMsIMHU, BHECEHHBIMU NpPHUKa3aMM MMHHCTEPCTBA 3APaBOOXPAHECHUS U
conmanbHoro passutus Poccuiickoit ®denepanuu ot 27 asrycta 2007 r. N 560 (3apeructpupoBaH
MunucrepctBoM tocturiu Poccuiickoit @enepanun 14 centsopst 2007 r., peructpanuonssii N 10133), ot 25
centsops 2009 r. N 794n (3apeructpupoBan MuH#cTepcTBOM focTuiuu Poccuiickoit @eneparun 25 HOSOps
2009 r., peructpaunonusii N 15317), or 20 suBaps 2011 r. N 13u (3apeructpupoBan MuHHCTEPCTBOM
toctunun  Poccuiickoit  ®enepaunn 15 wmapra 2011 r., peructpaumonsusii N 20103), mnpuxazamu
MunuctepctBa 31paBooxpaneHusi Poccuiickoit ®eneparuu ot 1 aBrycra 2012 r. N 541 (3apeructpupoBaH
MunucrepctBoM toctuniuu Poccutickoit @enepanuu 15 aBrycra 2012 1., peructpanuonssii N 25190), ot 26
¢espanst 2013 r. N 941 (3apeructpupoBad MunuctepcTBoM roctuiiuu Poceuiickoit ®denepaunu 25 utons 2013
I., peructpaunoHHsiii N 28881).

6. HasnaueHue JEKapCTBEHHBIX TMPEMApaTOB OCYHIECTBISETCS MEAUIIMHCKUM pPaOOTHUKOM TIO
MEXKIyHApOJHOMY HEMATCeHTOBAHHOMY HAWMEHOBAHMIO, a TPU €r0 OTCYTCTBUU - TPYIIHAPOBOYHOMY WIIH
XMMHYECKOMY HaUMEHOBaHHUIO. B ciyyae oTCyTCTBUS MEXAyHApOAHOIO HEMAaTEHTOBAHHOIO HAUMEHOBAHUS U
TPYNIUPOBOYHOTO MM XUMUYECKOTO HaMMEHOBAHU JIEKaPCTBEHHOT'O TMpernapaTta, JeKapCTBEHHBIN Mmpemnapat
Ha3HAYaeTCs] METUITMHCKUM paOOTHUKOM IO TOPTOBOMY HaMEHOBAHHUIO.

[Ipy Hanmuuuum MEIUUMHCKUX TOKa3aHWM (MHAMBUIAYyaJbHAas HENEPEeHOCHUMOCTb, IO >KU3HEHHBIM
MOKa3aHUsM) TI0 PEIICHHI0 BpadeOHONW KOMHUCCHUU MEAMIIMHCKONW OpraHu3anuu <8> OCYIIECTBISETCS
Ha3HavyeHWe W O(OpPMIICHHE HA3HAYCHHUS JICKAPCTBEHHBIX TMPEMapaToOB, HE BXOANIUX B CTAHJIAPTHI
MEUITMHCKON TTOMOIIH, pa3pabOTaHHBIX B COOTBETCTBHM C MyHKTOM 4 ctaThu 10 denepanpbHOro 3akoHa OT
21.11.2011 N 323-®@3 "OO6 ocHOBax OXpaHbI 3I0pOBBs rpaxkaad B Poccuiickoit ®enepanuu” <9>, nubo mo
TOPTOBBIM HAMMEHOBaHUSM. PelmieHue BpadyeOHON KOMHCCHM MEIUIIMHCKON OpraHu3anuud (UKCUpYyeTcs B
MEUIIMHCKOW JJOKYMEHTAIUH MAIMEeHTa U B )KypHaJe BpauyeOHON KOMHUCCHU.

<8> Ilpuxaz Munznpascoupa3sutuss Poccun ot 5 mas 2012 r. N 5021 "O6 yTBepkIeHUU HOpSAKA
CO3JIaHMsl U JeATEIbHOCTH BpaueOHONH KOMUCCUM MEJUIIMHCKOM opranu3auun (3aperucTpupoBad MUHIOCTOM
Poccun 9 urons 2012 r., perucrpaunonssiii N 24516), ¢ u3MeHeHUs MU, BHECEHHBIMM IIpUKa30oM MuH3/1paBa
Poccun or 2 pgexabpst 2013 r. N 886H (3apeructpupoBan Muntoctom Poccum 23 nexabps 2013 r.,
peructpanuonsslii N 30714).

<9> Cobpanue 3akoHonarenbcTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2014, N 49, ct. 6928;
2017, N 31, ct. 4791; 2018, N 53, cT. 8415.

7. Ha3zHaueHue JeKapCTBEHHOTO MpernapaTa B pelenTe Ha OyMaKHOM HOCHTENe WM peuente B Gopme
JIEKTPOHHOI'O JOKYMEHTa o(pOopMIIIeTCS Ha MMs IMalUeHTa, Ui KOTOPOro IMpeaHa3HaueH JIEKapCTBEHHBIN
mpemnapar.

Penent Ha OymakHoMm HocuTele, OQOPMIICHHBIH Ha pemnentypHoMm Omanke ¢gopm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (1), yTBEepKIEHHBIX HACTOSIIMM MPHUKA30M, a TaKXe pelent Ha OyMakHOM
HocuTene, o(opMIIeHHBIH Ha peuentypHoMm Omanke ¢opmbsl N 107/y-HII, yTBepkaeHHOH npuKa3zom
MunucrepctBa 3apaBooxpaHenus Poccuiickoit denepanuu ot 1 aBrycra 2012 r. N 54n "OG yTBepkaeHUN
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[aTta coxpaHeHus: 09.04.2019

(GopMBbI OJIAHKOB PELIENTOB, COJEPKAIUX Ha3HAYCHNE HAPKOTHUECKUX CPEIICTB WIIM IICUXOTPOITHBIX BEIICCTB,
MOps/IKa MX W3TOTOBIICHUSI, PACIIPEICIICHUS, PETHCTPALINY, YUeTa U XPAHCHHUS, & TAaKXKe MpaBuil opopmiieHHs "
<10> (manee - popma N 107/y-HII), MokeT OBITH MMOJIYYCH MAIIEHTOM, €r0 3aKOHHBIM MPEICTABUTEIIEM HIIN
JIMIIOM, HMEIOIIUM O(GOPMJICHHYI0O B COOTBETCTBHHM C TPaKIaHCKMM 3aKOHOJIATEILCTBOM Poccuiickoi
denepalini JOBEPEHHOCTh OT MAllMEHTa Ha MPaBO IMOJYUYEHHs TAKOTO perenTa (fgajee - YIOJTHOMOUYECHHOE
JIUIIO).

<10> 3apeructpupoBan MunucrepctBoM roctuiMu Poccuiickoit ®enepauuu 15 asrycra 2012 r.,
peructpauroHHelii N 25190, ¢ n3MeHEHUsIMH, BHECEHHBIMM IpHUKa3aMu MUHUCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit ®enepaunn ot 30 umrons 2015 r. N 385H (3apeructpupoBaH MMHHUCTEPCTBOM IOCTULIUU
Poccuiickoit @eneparuu 27 HosiOps 2015 r., peructpaunonssiii N 39868), ot 21 anpenst 2016 r. N 254u
(3apeructpupoBan MunuctepctBoM roctuituu Poccuiickoit @enepanuu 18 urons 2016 r., peructpariOHHBINA
N 42887), or 31 oxtsa0ps 2017 r. N 882H (3apeructpupoBaH MuHHCTepcTBOM rocTuluM Poccuiickoit
®enepanyu 9 sHBaps 2018 r., peructpaunonnsiii N 49561).

Penent B Qopme 3IEKTPOHHOTO JTOKyMeHTa (OPMHPYETCS C MCIOJIB30BAaHHUEM TOCYIapCTBEHHOM
nH(OPMaLIMOHHON CUCTEMBI B cdepe 3apaBooxpaHeHus: cyonekra Poccuiickoit denepannu, MeAUIIMHCKON
HH()OPMAITMOHHOW CUCTEMBbl MEUITMHCKON opranu3anuu <I1>.

<11> Cratbu 91 u 91.1 deaepanpHoro 3akoHa oT 21 HOs1Opst 2011 roma N 323-D3 "O6 ocHOBaX OXpaHBbI
310poBbsi TpakaaH B Poccuiickoii ®Denepanun" (Cobpanue 3akoHomarenbctBa Poccwiickoit denepanuu,
2011, N 48, ct. 6724; 2012, N 26, cT. 3446; 2013, N 27, cT. 3477; N 39, ct. 4883; N 48, ct. 6165; 2014, N 30,
cT. 4257; N 43, ct1. 5798; N 49, ct. 6927, 6928; 2015, N 1, ct. 85; N 10, ct. 1425; N 27, cT. 3951; N 29, cr.
4397; 2016, N 1, ct. 9, 28; N 15, ct. 2055; N 18, ct. 2488; N 27, ct. 4219; 2017, N 18, c1. 2663; N 31, cr.
4794).

@akT BBAAYM peUenTa Ha  JIEKAPCTBEHHBIM IIpenapar 3aKOHHOMY  IIPEACTABUTENI0  WIH
YIIOJITHOMOYEHHOMY JIUITY (PUKCHPYETCS] B MEUIIMHCKON JOKYMEHTAIIUH MTAI[UCHTA.

8. MemunuHckuM pabOTHUKAM 3ampemaeTcss opopMIISITh PEUENnTbl MpU OTCYTCTBUM Yy MalUeHTa
MEIMIUHCKHUX MOKa3aHUi; Ha He3aperuCTpUpOBaHHbIE JIEKAPCTBEHHbIE Mpenaparbl <12>; Ha JIeKapCTBEHHbIE
npenapaThl, KOTOpble B COOTBETCTBUU C MHCTPYKLMEH 1O MEAULMHCKOMY NMPUMEHEHUIO MpeIHa3HauYeHbl A
NIPUMEHEHHS TOJIBKO B MEIMLMHCKUX OpraHM3alMsIX; Ha HApKOTHUYECKUE CPEJICTBA M IICUXOTPOIHBIE
BellecTBa, BHeceHHbIE B cniucok Il Ilepeunst, 3aperucTpupoBaHHbIE B KaUE€CTBE JIEKAPCTBEHHBIX IIPENApaToB, B
LEeIsIX TPUMEHEHHUs JJis JIeUeHUs] HApKOMaHUU.

<12> Pemenne CoBera EBpasmiickoil skOHOMHUYECKOH Kommccuu OT 3 HosiOps 2016 r. N 78 "O
[IpaBumax peructpauuu ¥ OKCIEPTU3Bl JIEKAPCTBEHHBIX CPEACTB M MEIUIIMHCKOTO MpHUMEeHEeHUs"
(opunmansHbIi caiit EBpa3zuiickoro skoHoMu4eckoro corosa http:// www.eaeunion.org/, 21 nosiopst 2016 r.).
Crates 13 @enepanshoro 3akoHa ot 12 ampens 2010 r. N 61-@3 "O6 oOpaieHnu JIeKapCTBEHHBIX CPEICTB
st menunuHckoro npuMmeneHus” (CoOpanue 3axkoHonarenbcTBa Poccuiickoit @epepanun, 2010, N 16, cr.
1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).
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WHpuBuayanbHBIM — NOpPEANPUHUMATENSAM,  OCYLIECTBISIOIIMUM  MEAMIMHCKYIO  J€ATEIbHOCTD,
JIOTIOJTHUTEBHO K TPeOOBaHUM, yKa3aHHBIM B a03alle TIepBOM HACTOSIIETO MyHKTA, 3anperiaeTcs: ohopMiIiTh
peuenTsl Ha HAPKOTHUYECKHUE CPEICTBA M ICUXOTPONHBIE BelecTBa, BHeCeHHbIe B cniucku I u III Ilepeuns
(manee - HAPKOTUYECKHUE U NICUXOTPOIHBIE JeKapcTBeHHbIe npenapatsl crinckoB 11 u 11 Tlepeuns).

9. Ilpu Ha3Ha4YEHNM HAPKOTUYECKUX U IICUXOTPOIHBIX JEKAPCTBEHHBIX Ipenaparos crucka Il Ilepeuns,
3a MCKJIIYEHHEM JIEKAaPCTBEHHBIX IIPENApaToB B BHJE TPAHCAECPMAJIBHBIX TEPANEBTUUYECKUX CHCTEM U
JIEKapCTBEHHBIX IPENAapaToB, COACPXKAILIUX HAPKOTUYECKOE CPEICTBO B COYETAHMM C AHTarOHUCTOM
ONMOMIHBIX PELENTOPOB, PEUeNnThl Ha OyMa)KHOM HOCHUTEJe OQOPMIISIOTCS Ha PEeLEnTypHOM OJlaHKe (OpMbI
N 107/y-HIL

10. Peuentypssriii 6mank ¢popmsl N 148-1/y-88 odopmisercs nmpu Ha3HAYESHUU:

1) HapKOTHMUYECKMX U IICHXOTPOIHBIX JIEKapCTBEHHbIX mpemnapatoB crucka [l Ilepeuns B Bume
TPAHCIEPMAJIBHBIX TEPANCBTUUYECKUX CHCTEM, HAPKOTHMYECKHX JIEKAPCTBEHHBIX IpernapaToB cnucka I
Ilepeuns1, conmepkalux HApKOTHMYECKOE CPEICTBO B COUYETAHMM C AHTArOHHUCTOM OIMOMIHBIX PELENTOPOB,
IICUXOTPOIIHBIX JIEKapCTBEHHBIX NpernapaTos ciucka III [Tepeuns;

2) JeKapCTBEHHBIX IMpermapaToB, OOJAMAIOIINX aHAOOIUYECKOW AKTUBHOCTHIO (B COOTBETCTBHH C
OCHOBHBIM (DapMaKOJIOTHYECKHM ACWCTBUEM) M OTHOCSIIUXCS TI0 aHATOMO-TEPaNeBTHUECKO-XMMUYIECKON
KiaccupuKalny, peKOMEHI0BaHHON BcemupHoil opranuzanueit 3apaBooxpaHenus (fganee - ATX) <13>, k
aHaOosmueckuM crepounaam (ko A14A) (manee - JeKapCTBEHHBIE TPEMapaThl, 00JIaalomue aHaboINnIeCKOn
AKTUBHOCTBIO B COOTBETCTBHH C OCHOBHBIM (DapMaKOJIOTHUECKUM JCHCTBHEM);

<13> Cratbs 18 ®@enepanbaoro 3akona ot 12 anpens 2010 r. N 61-03 "OO6 obparieHuu eKapcTBEHHBIX
cpenctB st Meaumnuackoro npumeHeHus" (CoOpanue 3akoHomatenbeTBa Poccuiickoit ®enepanuu, 2010, N
16, ct. 1815; 2014, N 52, ct. 7540).

3) JexkapCTBEHHBIX IpenaparoB, YKa3aHHBIX B myHKkTe 5 Ilopsaka oTmycka (U3MYECKUM JIHIIaM
JIEKapCTBEHHBIX IPENaparoB JUIsi MEAMIMHCKOIO TNPUMEHEHHS, COJEp)KalluX KpOME MajblX KOJIMYECTB
HapKOTHYECKUX CPEJICTB, IICUXOTPOMHBIX BEUIECTB U UX MPEKYPCOPOB Apyrue (HapMaKkoIOTnIecKre aKTUBHBIC
BEIIECTBA, YTBEPXKAECHHOTO IPUKAa30M MMUHHCTEpPCTBA 3paBOOXPAHEHUS] U COLMAIBHOIO pPa3BUTHS
Poccuiickoit ®@enepanuu ot 17 mast 2012 r. N 5621 <14> (nmanee - Ilopsimok oTmycka JeKapCTBEHHBIX
MpernaparoB);

<14> 3apeructpupoBan MunucrepctBoMm roctuiuu Poccuiickoit ®enepanuu 1 wurons 2012 r.,
peructpauvoHHelii N 24438, ¢ M3MEHEHUsIMH, BHECEHHBIMM IpHUKa3aMu MUHUCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit ®enepauun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH MMHHUCTEPCTBOM IOCTULIUU
Poccuiickoit @enepanun 15 urons 2013 r., peructpaumonsusii N 29064), or 21 asrycra 2014 r. N 465H
(3apeructpupoBan MwuHHUCTEpCTBOM rocTuiuu  Poccuiickoit  ®eneparun 10 centsops 2014 1.,
peructpaunoHHbid N 34024), ot 10 centsiops 2015 r. N 634u (3apeructpupoBad MUHUCTEPCTBOM FOCTULIUN
Poccwuiickoit @eneparuu 30 centsiops 2015 r., peructpanuonusiii N 39063), ot 31 oktsa6ps 2017 r. N 882H
(3apeructpupoBan MunuctepctBoM roctuiiun Poccuiickoit @eneparuu 9 ssuBaps 2018 r., peructpaiioOHHbIN
N 49561).

4) JICKAPCTBCHHLBIX IIPEIapaToB HWHAWBUAYAJIBHOI'O H3TOTOBJICHUA, COACPXKAIIUX HAPKOTHYECKOC
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CpeACTBO WM ICUXOTpormHoe BemecTBo crnucka II Ilepeuns, u npyrue Qapmakosoruueckue akTHUBHBIE
BEIIIECTBA B JI03€, HE MPEBBILIAIONICH BHICIIYIO Pa30BYIO J103Y, M IPU YCIOBUH, YTO STOT KOMOMHHUPOBAHHBIN
JIEKapCTBEHHBIN IIpenapar He SBISAETCS HAPKOTUYECKMM WIHM IICUXOTPOIIHBIM JIEKAPCTBEHHBIM IIpEnapaToM
cnucka [I Ilepeuns;

5) NeKapCTBEHHBIX MPEMapaTOB, MOICKAIINX MPEAMETHO-KOJIMICCTBEHHOMY YUETY, HE TIEPEUHCICHHBIX
B MOJAIMYHKTaX 1 - 4 HACTOSINEro MyHKTa (3a UCKIIOYCHHEM JICKAPCTBCHHBIX MPENapaToB, OTIYCKAaeMbIX 0€3
perienra).

11. Penentypusiii Oxank ¢opmbel N 148-1/y-04 (;1) opopmisieTcs Npu Ha3HAYCHUHU JICKApCTBEHHBIX
MpernapaToB rpaKJaaHaM, MMEIONIMM IpaBO Ha OECIUIaTHOE MOJIYyYeHHE JIEKAPCTBEHHBIX IPENapaToB WIH
I0JIy4€HHUE JIEKApPCTBEHHBIX MPENapaToB CO CKUJIKOM.

12. Penentypusbiit 61ank ¢popmel N 107-1/y odopmisieTcs npu Ha3HAUCHUU:

1) 1ekapCTBEHHBIX MPENapaToB, yKa3aHHbIX B IyHKTe 4 [Topsaka oTmycka JieKapCTBEHHbBIX IIPENapaTos.;

2) nekapCTBEHHBIX MPeNnapaToB, He YKa3aHHBIX B MyHKTax 9 - 11 Hacrosmero [Topsaka.

13. Ilpm Ha3HaueHUM JIEKApCTBEHHOI'O IIpernapara WHAMBHUAYAJIbHOIO H3TOTOBIIEHUS B pELENTE Ha
OyMa)kHOM HOcuTene U (Win) peuente B GpopMe 3JIEKTPOHHOTO AOKYMEHTAa HAaUMEHOBAHHS JIEKAPCTBEHHBIX
MIpernapaToB, BKIIOUEHHBIX B IEpPEUYEHb JIEKAPCTBEHHBIX CPEACTB I MEAMIMHCKOIO HPUMEHEHUs,

MOJICKAIUX MTPEIMETHO-KOJIMYECTBEHHOMY yueTy <15> (maiee - jeKkapCTBEHHbIE MpenapaThl, BKIOUYECHHbIE
B niepeueHsb [IKY), ykaspiBaloTcs B Hauale perenTa, 3aTeM - BCE OCTaIbHBIC HHIPEIUEHTHI.

<15> IIpuxa3z MunucrepcTsa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 22 anpend 2014 r. N 1831
"O0 yTBEp)KICHUM NEPEYHs JIEKAPCTBEHHBIX CPEACTB IS MEIUIIMHCKOTO TNPUMEHEHUS, IOIekKAIINX
MPEAMETHO-KOJIMYECTBEHHOMY yueTy" (3apeructpupoBad MuHHUCTEPCTBOM tocTHINMH Poccuiickoit denepanun
22 utons 2014 r., peructpaunonsusii N 33210), ¢ u3MeHEHUSIMU, BHECEHHBIMH TpHKa3aMu MuUHHCTEpCTBA
3apaBooxpaHenus Poccuiickoit ®Penepanuu ot 10 centsOps 2015 1. N 634H (3aperucTpupoBaH
MunucrepcrBoM tocturinu Poccuiickoii @enepanun 30 centsopst 2015 r., peructpanmonssii N 39063), ot 31
okts0ps 2017 r. N 882n (3apeructpupoBan MuHucTtepcTBoM toctuimu Poccuiickoit @enepanuu 9 siHBaps
2018 r., peructpaunonusli N 49561), or 5 ampena 2018 r. N 149u (3apeructpupoBan MuHHCTEPCTBOM
toctuuuu Poccutickoit @enepanuu 3 masg 2018 r., peructpaunonusiii N 50961), ot 27 utons 2018 r. N 471n
(3apeructpupoBan  MwuHHCTEpcTBOM tocTHIMU  Poccmiickoit  ®enmeparuu 14 arycra 2018 1.
peructpanronnbiii N 51885).

9

14. Ilpu Ha3HAUEHHUHM JICKAPCTBEHHOT'O IpernapaTa B pelenTe Ha OyMa)KHOM HOCHTENE U (WIN) pelenTe B
(dopMe HIIEKTPOHHOTO JOKYMEHTa 3alpelacTcs MPEBBIIIATh KOJMYECTBO HAPKOTUYECKUX CPEACTB HIU
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOKET OBbITh BBHIIUCAHO B OJJHOM PELENTE, YCTAHOBIEHHOE MPHJIOKEHUEM
N 1 k nHacrosmemy Ilopsaky, 3a MCKIIOYEHHMEM CIydaeB, YKa3aHHbIX B IyHKTax 16 m 25 HacTosIero
[Topsinka.

15. Ilpn Ha3HaYeHMM JIEKAPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B nepeueHb [IKY, noza xotopsix
MIPEBBIIIACT BBHICIINN OJJTHOKPATHBIM MpHEeM, MEAULIMHCKUI pabOTHUK 0003HAYAET A03Y 3TOTO JIEKAPCTBEHHOTO
npernapara B pelente Ha OyMa’kHOM HOCHUTENE MPOIMCHI0 C MPOCTaBIEHHEM BOCKIHIATEILHOTO 3HAaKa U
(WITi) IPOCTAaBISIET BOCKIMIATENBHBIN 3HAK PH 0(OPMIIEHHH perenTa B (hopMe 3JeKTPOHHOTO JTOKYMEHTA.
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16. KonmuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX NPENapaTroB, BKIKOYEHHbIX B nepedeHb IIKY, npu
OKa3aHUU NALMEHTaM, HY>KJIAIOLUIUMCS B JUINTEIBHOM JICUEHUH, IEPBUYHON MEINKO-CAaHUTAPHOW MOMOIIU U
MAJUVTMATUBHOW METUITMHCKOW TOMOIIM MOXET OBITh YBEIMYCHO He Ooiiee 4yeM B 2 pa3a MO CPaBHEHUIO C
KOJIMYECTBOM HAapKOTHMUYECKUX CPEACTB WM ICUXOTPOIHBIX BEIIECTB, KOTOPOE MOKET OBbITh BBIIMCAHO B
OJIHOM peleNnTe, YCTAaHOBIEHHBIM npuiokeHrneM N 1 k Hacrosmemy [lopsaaky.

B cayuasx, nmpeaycMOTpeHHBIX ab3alieM IMEepBbIM HACTOSILEro IMYHKTa, Ha pelenTtax Ha OyMaskHOM
HOCHUTENIE TMpou3BoauTCA Haanuch '"[lo crenuanbHOMY Ha3HAYEHUIO", OTAENBHO 3aBEPEHHAs] MOJANUCHIO
MEJHUIIMHCKOTO pa0OTHHKA M TI€YaThi0 MEIUIMHCKON opraHu3anuu "J[is peuentoB”, Ha perentax B ¢opMme
3JIEKTPOHHOI'O JIOKYMEHTa Mpou3BOAUTCS oTMmeTka "[lo creuuanbHOMY Ha3HA4YeHUIO" C MPOCTaBICHUEM
YCUJICHHOW KBATH(DUIIMPOBAHHOHN 3JIEKTPOHHOM IMOAMCH MEIUIIHHCKOTO PaOOTHHKA.

17. CoctaB 7neKapCTBEHHOTO TIpemapara, JieKapcTBeHHas (opma u oOpamieHue MEeTUIMHCKOTO
paboTHuKa K (papmaneBTHYECKOMY pabOTHHKY 00 OTIyCKe JEeKapCTBEHHOTO Ipemnapara oGOpMIISIOTCS Ha
JIATUHCKOM $I3bIKE B POJUTEIILHOM MaJIeXKe.

[Tpu opopmiieHnn perenTypHbIX OJTaHKOB JOMYyCKAeTCs UCIONb30BaHUE COKpaIIeHui (puioxkennue N 2
K HactosmeMy [lopsnky).

IIpy Ha3zHauyeHUM JIEKAPCTBEHHOIO IIpemapaTra He JOIYCKAeTCs COKpallleHHue ONM3KUX IO
HaUMEHOBAHMSIM HMHTPEIUEHTOB, COCTABIISIIOIIMX JIEKAPCTBEHHBINM Mpernapar, He MO3BOJIIONINX YCTAHOBUTH,
KaKOI MIMEHHO JIEKapCTBEHHBIN IpenapaT Ha3HayeH.

18. Cnoco® mpuMeHeHHs JEKapCTBEHHOTO IMpemnapara 0003Ha4yaeTcsl C yKa3aHWeM J103bl, YacTOTHI,
BPEMEHH TpHeMa OTHOCHUTEIBHO CHa (YTpOM, Ha HOYb) W €ro JUIMTENBHOCTH, a JUIsl JIEKAPCTBEHHBIX
MpenaparoB, B3aUMOJICHCTBYIOIINX C MUIIEH, - BDEMEHU UX YIOTPeOJCHHUsI OTHOCUTENILHO IprUeMa MUy (10
€7Ibl, BO BPEMSI €1Ibl, TIOCJIE €1IbI).

19. Ilpu HEOOXOAMMOCTH HEMEIJECHHOTO WJIM CPOYHOrO (B TEUECHHME NBYX padOUmMX JHEH) OTITycKa
JICKapCTBEHHOT'0 Tperapara MalueHTy B BEpXHEH 4acTH perenTta Ha OyMa)XHOM HOCHUTENE MPOCTaBISIOTCS
ob0o3HaueHus '"cito" (cpouHo) unm "statim" (HeMeasneHHO). AHaJIOTHYHbIE 00O3HAYEHHUsS MPOCTABISIOTCS B
BUJIE OTMETOK MPHU 0(hOpMIIEHUH perenTa B popMe dJIEKTPOHHOTO TOKYMEHTA.

20. IIpu odopmieHnn Ha3HAYEHHs TOTOBOTO JIGKAPCTBEHHOTO Mpernapara B pelente Ha OyMakHOM
HOCHTEJIE WIN perente B (popMe IEKTPOHHOTO TOKYMEHTA KOJMYECTBO JEHCTBYIONIMX BEIIECTB YKa3bIBAETCS
B COOTBETCTBUU C MHCTPYKIIMEH M0 METUIIMHCKOMY MTPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapara.

[Tpu odopmileHnr Ha3HAYEHUS JIKAPCTBEHHOTO Mpenapara HHANBUIYATbHOTO H3TOTOBJICHUS B PEIETITE
Ha OyMa)KHOM HOCHTENE WU pelente B ¢popMe 3NIEKTPOHHOTO JOKYMEHTa KOJUYECTBO TBEPIBIX U CHITYyUHUX
(dapmaneBTrueckux cyOcTaHnmii ykassiBaerca B rpammax (0,001; 0,5; 1,0), KUAKHX - B MIJUTHIUTPAX,
rpamMmax M Karuisx.

21. PeumenTtsl Ha OyMa)XHOM HOcHTENe, B (OpPME IIIEKTPOHHOTO JOKYMEHTa, O(GOpMIICHHBIE Ha
peuentypaoM Onanke Gopmber N 148-1/y-88 u mpeaHazHadeHHBIC 1715 OTIYCKa JIEKAPCTBEHHBIX MPENapaToB,
MPEayCMOTPEHHBIX NToANyHKTamMu 2 - 5 myHkTta 10 Hactosimero [lopsiaka, AeCTBUTENBHBI B TeUeHUe 15 nHei
co Hs ohopmIeHus.

22. Penentsl Ha OyMaXHOM HocHTene, B (opMe DJIIEKTPOHHOTO JOKyMEHTa, Oo(OpMIEHHBIE Ha
penentypaoM Omanke ¢opmbl N 148-1/y-04 (1) W mpenHa3HadeHHBIE JUIS OTIYCKA JIEKApPCTBEHHBIX
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IpenapaToB rpaIaHaM, yKa3aHHbIM B nyHKTe 11 Hacrosimiero Ilopsika, neiictButenbHbl B TedueHne 30 nHeil
co AHA 0POPMIICHHUS.

23. PeuenTtsl Ha OyMa)XHOM HoOcHTeNe, B (OpPME IIIEKTPOHHOIO JOKYMEHTa, O(GOpMIICHHBIE Ha
peuentypHoM Onanke Gopmel N 148-1/y-04 (1) u mnpenHa3HadeHHBIE MJIA OTIyCKa JIEKAPCTBEHHBIX
MpernapaToB  TpaxjaaHaM, JOCTUTIIMM  [EHCHOHHOTO  BO3pacTa, MHBaJWJaM  MEpBOM  IPYIIIbI,
NEeTsIM-UHBalUAaM, a TakkKe TIpaxaaHaM, CTPaJaloluIMM XPOHUYECKUMHU 3a00JIeBaHUSMHU, TpPeOYIOMUMU
JUTUTENILHOTO KypCOBOTI'O JIEUEeHUs, IeficTBUTENNbHBI B TeueHne 90 aHel co 1HsA ohopMiIeHusl.

Jlist meueHus: XpOHMYECKHUX 3a00JIeBaHN YKa3aHHBIM KaTeTOPUsM TpaKJaH JEeKapCTBEHHBIE MTpemapaThl
¢ opopmiIeHHEM penenToB Ha OyMa)KHOM HOCHUTEJNIE WM PEUENTOB B (OPME 3JIEKTPOHHOTO JTOKYMEHTa MOTYT
Ha3HA4aThCs Ha Kypc JedeHus 10 90 queit.

24. PeunenTtsl Ha OyMaXHOM HocuTene, B (opMe HIIEKTPOHHOTO JOKyMEeHTa, O(OpMJIEHHBbIE Ha
peuentypHoM Osanke (opmbl N 107-1/y u mpenHazHaueHHbIE AJI OTIYCKa JIEKAPCTBEHHBIX IIPENaparos,
IIPEyCMOTPEHHBIX NYHKTOM 12 Hacrosmero Ilopsnka, nelictBurensHbl B TeueHue 60 aHed co OHSA
oopmieHus.

HpI/I Ha3HA4YCHUU T'OTOBBIX JICKApCTBCHHBIX npernapaTroB )41 JICKApCTBCHHBIX npenapaTron
WHJVMBHUIYATHbHOTO HW3TOTOBJICHUS TMAIlMEHTaM C 3a00JIeBaHUSIMHU, TPEOYIOIIMMU JIUTEIHHOTO KYpPCOBOTO
nedeHus, ¢ opopmiieHreM Ha perentypHoM Oanke Gpopmer N 107-1/y penierita Ha yMa)kHOM HOCHUTEINE WU B
(dopMe DJIEKTPOHHOIO JIOKyMEHTa YCTAHABJIMBACTCS CPOK JCWUCTBHUS pelenTta B Mpeieiax J0 OIHOTO
KaJICHJ]ApPHOTO TO/1a.

B cnyuae ycraHOBIEHMS CpokKa JeMCTBUS pelenrta B IpeAenaax 0 OJHOIO Troja B pelente
npocraBnsiercs orMeTrka "llo cmenumansHOMY Ha3zHadeHHWIO", 00O3HAa4YaeTcss CPOK MACWCTBUS pelenrta u
MEPUOIMIHOCTD OTITyCKa JICKAPCTBEHHBIX NpPENapaToB W3 ANTEYHOW OpraHW3alMyd WIM WHIUBUIYAIbHBIM
MpearnpuHUMAaTeIeM, HMEIOIIUM JIUIEH3UI0 Ha (apMaleBTHUECKYIO0 JeATeNbHOCTh <16> (exeHenenbHo,
©KEMECSIUHO M UHble Nepuojipl). JlOMOJIHUTENBHO 3TO YyKa3aHHE 3aBepsAeTCs MOJMMCBIO M IeYaTbio
MEIUIMHCKOr0 pabOTHHKA, a TAaKXKe MeYaThi0 MeIUIMHCKON opranu3auuu "Jlns penentoB” (Juist peuenTa Ha
OyMa)XHOM HOCHTENE) WIM YCHJICHHON KBaIM(PUUIMPOBAHHOM »HIIEKTPOHHOM MOMHMCHIO METUIIMHCKOTO
pabOTHHKA M JIUIA, YIOJIHOMOYEHHOTO 3aBEPATh JOKYMEHTHI OT MMEHHM MEIUIIMHCKON OpraHu3anuu (i
penenta B popMe 3JEKTPOHHOTO TOKYMEHTA).

<16> Ilynkt 47 wactu 1 crateu 12 @DepepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIICH3UPOBAHUU OTAENbHBIX BUIOB festenbHocTH" (CoOpanue 3akoHoAarenscTBa Poccuiickoit denepanuu,
2011, N 19, ct. 2716; 2012, N 31, cr. 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, c1. 4342; N 44, ct. 6047; 2016, N 1, ct. 51; 2018, N 31, ct. 4838; N 32, cr.
5116; N 45, ct. 6841; N 53, ct. 8424).

25. Penentbl Ha TPOW3BOJAHBIE OapOUTYPOBOM KHUCIOTH, KOMOMHHUPOBAaHHBIC JICKAPCTBCHHBIC
npenapaThl, COJCpXKallie KOJICHH (€ro CojH), WHble KOMOWHHPOBAHHBIC JICKAPCTBEHHBIC TMpenapaThl,
MOANIKAIUE  MPEAMETHO-KOIMYECTBEHHOMY  y4YeTy, JIeKapCTBEHHbIE  Mpenaparbl,  00Jajaroliue
aHa0OIMYECKON aKTUBHOCTHIO B COOTBETCTBHH C OCHOBHBIM (hapMaKOJOTHYECKUM JCHCTBHEM, ISl JICUCHUS
MAIUEHTOB ¢ XPOHHMUYECKUMU 3a00JIEBAHUSIMHU MOTYT OOPMIISIThCSI Ha Kype JiedeHus 10 60 THEH.

B nannbIX ciywasx B perentax Ha OyMa)KHOM HOCHTEJE MPOM3BOAUTCS Haamuch "llo crnenmambHOMY
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Ha3HaueHHIo", 3aBepeHHas MOJMHMCHI0O MEIUIMHCKOro pabOTHHMKA U IEYaThI0 MEIUIMHCKON OpraHu3aluu
"Jlns peuentoB”, peuentax B (opMe 3JIEKTPOHHOTO JIOKYMEHTa Mpou3BoauTcs otMetka "Ilo cnenuaibHOMY
Ha3HAYEHUIO", C MPOCTABICHUEM YCHUJICHHOW KBaTM(DUIMPOBAHHON SJIEKTPOHHON IMOAMUCH MEIUIITHCKOTO
pabOTHUKA U JINLA, YIIOJIHOMOYEHHOIO 3aBEPATh JOKYMEHThI OT UMEHU MEAULIMHCKON OpraHU3aliu.

26. Penent Ha OyMa)kHOM HOcHUTelNE, B (pOopMe 3JEKTPOHHOTO TIOKyMEHTa, O(OPMIICHHBIHN C HApyIIEHUEM
yCTaHOBJICHHBIX HacTosuM [lopsakom TpeGoBaHuil, cuUTaeTCs HENEHCTBUTEIbHBIM.

Il. HasHayeHne nekapCcTBEHHbIX NpenapaToB NPU OKasaHuU
MeaULMUHCKOW NOMOLUMN B CTaLMOHAPHbIX YCIOBUSAX

27. llpu oKa3aHWUM NANUEHTY MEAMIIMHCKON TMOMOIIM B CTallMOHAPHBIX YCIOBHUSIX HAa3HAYCHHE
JICKapCTBEHHBIX IpEnapaToB MPOW3BOAUTCA 0Oe3 odopMIICHHS perenrta MEAUIMHCKUM PabOTHHUKOM
€MHOJINYHO, 32 UCKIIIOUYEHUEM CIIy4YaeB, YKa3aHHBIX B IyHKTe 28 Hactoswero [lopsaxka.

28. CornacoBaHu€ Ha3HA4YCHHUsS JICKAPCTBEHHBIX MPENapaToB C 3aBEAYIOLIMM OTICICHUEM WU
OTBETCTBEHHBIM JIC)KYPHBIM BpPaduoM JIMOO APYTUM JIMIIOM, YIOJHOMOYCHHBIM TMPUKA30M TIJIABHOTO Bpaya
MEJIMIIMHCKOW OpraHu3alliy, a TAK)Ke, MPU HAJTUYHH, C BPAUOM - KIMHUYECKUM (PapMaKoJIOroM HEOOXOIMMO B
CIIyJasix:

1) OAHOBPEMCHHOI'O Ha3HAUCHUA IISITUH U Ooiee JICKApCTBCHHBIX IIPCIIapaTOB OAHOMY IMAKCHTY,

2) Ha3Ha4YeHHUs JICKApCTBEHHBIX MpEenapaToB, HE BXOJAIIMX B MEPEUCHb >KU3HEHHO HEOOXOIUMBIX U
BOXHEHIINX JIEKAPCTBEHHBIX IpemnaparoB <I7>, TOpu HETUIIMYHOM TEUYCHHUU 3a00JIeBaHUs, HAITUUYUHU
OCJIOKHEHUH OCHOBHOTO 3a0oneBaHMs W (WJIM) COIMYTCTBYIOIIUMX 3a00J€BaHWN, TPH HA3HAYCHUU
JIEKapCTBEHHBIX IpEnapaTroB, OCOOEHHOCTH B3aUMOJEHUCTBUS U COBMECTUMOCTH KOTOPBIX COTIJIaCHO
WHCTPYKLIMAM [0 MX TNPUMEHEHHUI0 MpPHUBOJIAT K CHIDKeHHIO d(ddexTuBHOCTH U 0e30macHOCTH
(dapmakoTepanuu U (WIK) CO3Jat0T MOTEHIMAIbHYIO ONIACHOCTH JUISl )KU3HHU U 3[J0POBbs NAIIUEHTA.

<17> Ilyukt 1 crarbu 60 ®enepanbHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O6 obpareHnu
nekapcTBeHHbIX cpenacTtB" (CoOpanue 3akoHonmatenscTBa Poccmiickoit @enepanuu, 2010, N 16, cr. 1815;
2012, N 26, ct. 3446; 2014, N 52, ct. 7540).

B ykazaHHBIX ciy4asx Ha3Hau€HHE JICKAPCTBEHHBIX IIpernapaTtoB (QHUKCUPYETCS B MEIULUHCKOMN
JOKYMEHTAIIUU TAlMeHTa U 3aBepseTCs MOAMHUCHI0 MEAWIIMHCKOTO pabOTHUKA M 3aBEIYIOIIETO OTICICHUEM
(OTBETCTBEHHOTO JIS)KYPHOT'O Bpaya WIIH JPYTroro yIOTHOMOUYEHHOTO JIUIA).

29. MemuuuHCKUM paOOTHUK MEAMLIMHCKONW OpraHu3aluu (€€ CTPYKTYpHOTO IOApa3/EICHHUs),
pAacmoJIOKEHHON B CEJILCKOM HACEJIEHHOM IyHKTE, OCYIIECTBIIAET HA3HAYCHHE JIEKAPCTBEHHBIX ITPENApaToB B
CIIy4asiX, yKa3aHHbIX B MyHKTax 28 u 30 Hacrosmero [lopsaka, eTMHOIUYHO.

30. Ilo pemeHnro BpauyeOHOW KOMMCCHM ITallMCHTaM TP OKa3aHWU UM MEIAMIIMHCKON IOMOIIU B
CTAIlOHAPHBIX YCIOBUSAX HAa3HAUAIOTCS JIEKApPCTBEHHBIE MpEnapaThl, HE BKIIOYCHHbBIE B MEPEYCHb KU3HEHHO
HEOOXOUMBIX M BaXHEHUINIWX JICKAPCTBEHHBIX MpENapaTtoB, B CIydyae WX 3aMEHbl M3-3a WHIUBUAYaTbHOU
HETEePEHOCUMOCTH, T10 KU3HEHHBIM MTOKA3aHUSIM.

Pemenne BpaueOHON KoMHCCHU (UKCUPYETCS B MEAMIMHCKOW JOKYMEHTAIMHM TAlMEHTa W KypHaje
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BpaueOHOM KOMHCCHU.

31. B cayuasx oOcienoBaHusi W JIEYEHHs TpakJaHMHA B CTAIllMOHApHBIX YCIOBUSX B paMKax
NIPEAOCTABIICHUS] MEIULIMHCKUX YCIYl Ha BO3ME3JHOW OCHOBE 3a CYET JIMYHBIX CPEICTB I'PAXKIaH, CPEICTB
IOpPUANYECKHUX JIMIl M HHBIX CPEACTB Ha OCHOBAaHUM JOrOBOpa, B TOM 4MCIE JOroBopa JA0OPOBOJIBHOTO
MEJHUIIMHCKOTO CTpaxoBaHusa <18>, eMy MOTYT ObITh Ha3HAUEHBI JIEKAPCTBEHHBIE MpENapaThl, He BXOIAIINE B
IepevyeHb >KU3HEHHO HEOOXOIMMBIX M BAXKHEHIIMX JICKApCTBEHHBIX IPENapaToB, €CIM MX Ha3HAYCHHE U
pUMEHEHHE 00YCIIOBIEHO MEAULIIMHCKUMHU MTOKa3aHUSIMH.

<18> Ilocranosnenue IIpaBurenscrBa Poccuiickoit ®enepamuu ot 4 oktsaops 2012 r. N 1006 "O6
yrBepkaeHnn [IpaBui mpenocTaBieHUs] MEIWIUHCKUMH OpPTaHW3alMsSMHU IUIATHBIX METUIMHCKHAX yCiayr"
(Cobpanue 3akonomarenbcTBa Poccuiickoit deneparuu, 2012, N 41, ct. 5628).

lll. HasaHayeHMe nekapCcTBeHHbIX NpenapaToB
npu oKkasaHMM NepBUYHON MeAUKO-CAaHUTAPHOW NOMOLLU, CKOPOU
MeAULMHCKOW NOMOLLM U nannvaTuBHOM MeAULIMHCKOM NOMOLLU

32. Ilpu oka3aHUM NEPBUYHON MEANKO-CAHUTAPHOW MOMOIIN Y MAJJTMATUBHON MEIUIIMHCKON TOMOIIH B
aMOyJIaTOPHBIX ~YCJIOBUSIX Ha3HAYCHUE JICKAPCTBEHHBIX IIPENapaToB OCYIIECTBIACTCS MEIUIIMHCKUM
pabOTHUKOM B CIIy4asxX TUIMYHOTO TeueHHus 3a00JeBaHMs MalMeHTa UCXOAS U3 TSHKECTH U XapakTepa
3a001eBaHus.

33. Ha3nHaueHue JEKapCTBEHHBIX IpPENapaToB IO PEIICHHI0 BpadyeOHON KOMHMCCHM IPU OKa3aHUU
MEPBUYHOIN MEINKO-CAaHUTAPHOU MMOMOIIH, MAJUIMATUBHON MEIULIMHCKON TTOMOIIM B aMOYyJIaTOPHBIX YCIOBHSIX
MIPOU3BOJUTCS B CIy4asX:

1) OOAHOBPEMCHHOI'0O HA3HAYCHHA OJHOMY IMaOUCHTY IIATH H boiee JICKApCTBCHHEBIX IIPE€IIapaToB B
TCUYCHUC OJHUX CYTOK WJIM CBBIIIC NCCATU HanMMEHOBAHMI B TEUCHHUE OJTHOTO MEcCiA1a,

2) Ha3HAYeHUS JIEKAPCTBEHHBIX IMPENapaToB IMPU HETUIIMYHOM TEUCHUM 3a00JieBaHMs, HAIUYUH
OCJIOKHEHUH OCHOBHOTO 3a0oneBaHMs W (WJIM) COIMYTCTBYIOIIUMX 3a00J€BaHUN, TPH HAa3HAYCHUHU
JIEKapCTBEHHBIX IpEnapaTroB, OCOOEHHOCTH B3aUMOJEHUCTBUS U COBMECTUMOCTH KOTOPBIX COTIJIAaCHO
WHCTPYKLIUAM IO MX HIPUMEHEHHUIO MPHUBOJAT K CHIKEHHIO 3(PPEKTUBHOCTH U OE30MaCHOCTHU JI€UEHUs
HalnyueHTa u (MIM) CO3Jal0T MOTEHIUAIBbHYIO OIIACHOCTD JJIS )KU3HU U 310pOBbsI ALIUEHTA,;

3) mepBUYHOIO Ha3HAYEHMs MALMEHTY HAPKOTUYECKUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpEnapaToB
ciuckoB II u III Tlepeunst (B ciiydyae MPUHATHS PYKOBOJUTEIEM MEIUIIMHCKON OpraHU3alliM pEIICHUs O
HE00XOIMMOCTH COTIIACOBAHMSI HA3HAYECHUS TAKHX JIEKAPCTBEHHBIX MTPETAapaToB ¢ BpaueOHOM KoMHCCHEH).

34. IloBTOpHOE Ha3HAUYEHNE HAPKOTUYECKUX U ICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB cruuckos 11 u
IIT TlepeuHss TPOM3BOAUTCS MEAULUHCKUM pPaOOTHUKOM CAMOCTOSITEIbHO TMalMeHTaM C BBIPAXKEHHBIM
0O0JIEBBIM CHHAPOMOM JIIOOOr0 TIeHe3a, HAPYLUIEHHEM CHA, CYJOpPOKHBIMU COCTOSHUSIMM, TPEBOKHBIMHU
pacctpoiicTBaMu, (poOUsIMHU, ICUXOMOTOPHBIM BO30YKICHHUEM.

35. Ilpm oxa3aHMM CKOpPOM MEIUIMHCKOM ITOMOLIM JIEKAPCTBEHHBIE IIpenapaTbl Ha3HAYarOTCs
MEIULMHCKUM PaOOTHUKOM BBIE3IHOW OpHUraabl CKOPOl MEAMIMHCKONW MOMOIIH, MEIUIIMHCKUM PaOOTHHKOM
MEIWIMHCKOW OpraHM3alliil TPH OKa3aHWU MEIUIIMHCKOH TIOMOIIM TpaKJAaHaM TIpu 3a00JIeBaHUsX,
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HECUYACTHBIX CIIy4asaX, TpaBMax, OTPABJICHUAX U APYIUX COCTOAHUAX, Tpe6y}oumx CpOYHOI'0O MEAUIUHCKOTO
BMEIIATCIILCTBA.

IV. HasHa4yeHue nekapCcTBEHHbIX NMpenapaToB rpaxaaHam,
MMeKLWMUM NpaBo Ha becnnaTHoe NonyYyeHue NneKapCcTBEHHbIX
npenapaTtoB UM NOJlyYeHUe fieKapCTBEHHbIX NpenapaToB
CO CKUAKOM, NPpU OKa3aHMU NepBUYHOMN
MeAUKO-CaHMTapHOW NOMOLLMU

36. [Ipu oka3zaHWU MTEPBUYHON MEIMKO-CAHUTAPHOHN MTOMOIIY HA3HAYCHUE MEIUIIMHCKHM PaOOTHUKOM B
COOTBETCTBUHU CO CTaHIAPTaMH MEIUIUHCKOH momMomu <19> jekapCTBEHHBIX MPENapaToB, OTITYCKASMBIX
OCCIUTaTHO WJIM CO CKHJIKOM, OCYIIECTBISAETCS Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04 (1) ¢ ydyerom
pa3BUTHS 3a00JIeBaHUs, OCOOCHHOCTEW TEUEHHsI OCHOBHOT'O W COIYTCTBYIOIIETO 3a00JICBAaHUN CIIEAYIOIIMM
KaTeropusiM TpakJiaH:

<19> IlynkT 4 wactu 1 crareu 37 @enepanbHoro 3akoHa oT 21 HOsiOpst 2011 1. N 323-D3 "O06 ocHOBax
oxpaHbl 37M0poBbs Tpaxaan B Poccuiickoit ®enepamuu" (CoOpanue 3akoHomaTenbcTBa Poccuiickoi
Oenepannn, 2011, N 48, ct. 6724; 2018, N 53, cT. 8415).

1) rpaxk1aHaM, UMEIOIIMM IIPaBO Ha MOJYYEHHE rOCYJapCTBEHHON COLMAIbHON MOMOIIM B BUIE Habopa
COLIMAIBHBIX YCIyI, B COOTBETCTBUM C IIEPEYHEM JIEKAPCTBEHHBIX IIPENApaToB Il MEIULMHCKOTO
IIPUMEHEHHUs], B TOM YHUCJE JIEKAPCTBEHHBIX IPENApaToB I MEIAULIMHCKOTO NPUMEHEHHUs, HA3HAYaeMBbIX I10
pelIeHNI0 BpauyeOHbIX KOMUCCHIM METUIIMHCKUX OpraHu3anuil <20>;

<20> Yacts 2 crarbu 6.2 @enepanbHoro 3akoHa ot 17 uronsg 1999 r. N 178-®3 "O rocynapcTBeHHON
couuanpHoi oMot (Cobpanue 3akoHogaTenscTBa Poccuiickoit @eneparun, 1999, N 29, cr. 3699; 2009, N
30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165).

2) nunam, OOJIbHBIM TreMouIneld, MyKOBUCIHMI030M, THINO(QHU3apHBIM HaHU3MOM, Ooiie3Hbio [ oie,
3JI0KaQYeCTBEHHBIMH HOBOOOPa30BaHUAMHU JMM(OUIHONW, KpPOBETBOPHOM M POACTBEHHBIX MM TKaHEM,
pPacCessHHBIM CKJIEPO30M, TIE€MOJUTHKO-YPEMHUUYECKUM CHHAPOMOM, HOHOLIECKMM apTPUTOM C CHUCTEMHBIM
HayvajoMm, mykononucaxapuao3oM I, II u VI Tunos, nui nocie TpaHCIJIaHTALMU OPraHOB U (WJIM) TKaHEH B
COOTBETCTBUM C IIEPEYHEM JICKAPCTBEHHBIX IIPENaparoB, yTBepxkaaeMmbIM IIpaButensctBom Poccuiickoin
Oepepanun <21>.

<21> Yacte 7 cratbu 44 OenepanbHoro 3akona ot 21 HosiOps 2011 1. N 323-®3 "O6 ocHOBax OXpaHbI
310poBbs rpaxaan B Poccuiickoit denepanun" (Codpanue 3akonoaarenscTBa Poccuiickoit @enepanuu, 2011,
N 48, c1. 6724; 2013, N 48, cT. 6165; 2016, N 18, c1. 2488; 2018, N 32, cT. 5092).

3) rpakaaHaM, IMEIOIIMM MTPABO Ha MOJyYSHHE JIEKAPCTBEHHBIX MPEnapaToB OECIUIATHO WIIH MOTyYeHHE
JIEKapCTBEHHBIX TPEMAapaTOB CO CKUIKOHN 3a CUET CPeNCTB Or0KEeTOB cyObekToB Poccmiickoit denepanuu, B
cooTBeTcTBUM ¢ llepeuneM rpymnm HaceneHHs M KaTeropuil 3aboneBaHuil, mpu amOyJIaTOPHOM JIE€UYEHUU
KOTOPBIX JICKAPCTBEHHBIEC CPEJICTBA U U3JEIUS METUIIMHCKOTO Ha3HAUEHHUS OTIYCKAIOTCA MO pelienTam Bpaueit
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[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

OecrutatHo, 1 [lepednem rpymn HaceneHUs, IPH aMOYJIaTOPHOM JICYEHHH KOTOPBIX JIEKAPCTBEHHBIE CPENICTBA
OTIIyCKAIOTCA MO perentaM Bpayed ¢ S50-mpOIeHTHONW CKUIKOW €O CBOOOAHBIX LEH, YTBEPXKICHHBIMHU
nocranoBieHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 30 urosg 1994 r. N 890 <22>;

<22> Cobpanue 3akoHomarenbcTBa Poccmiickoit deneparuu, 1994, N 15, ct. 1791; 1995, N 29, cr.
2806; 1998, N 1, ct. 133, N 32, c1. 3917; 1999, N 14, ct. 1724, N 15, ct. 1824; 2000, N 39, ct. 3880; 2002, N
7, cT. 699.

4) TpaxaaHaMm, CTPaJAIONIMM KU3HEYTPOKAIOIMUMUA U XPOHUYECKUMH MPOrPECCUPYIOIIMMU PEIKUMU
(opdanHBIMK) 3a00JICBAaHUSAMH, MIPUBOIAIIAMHI K COKPAIICHHUIO MPOJOJIKUTEILHOCTH KHU3HU TPAKIAH M HUX
WHBATUIHOCTH <23>.

<23> llocranosnenue IlpaButensctBa Poccuiickonn @enepanyu ot 26 ampens 2012 r. N 403 "O
nopsake BeneHuss PenepanbHOrO PETUCTpa JIML, CTPAJAIOLIMX JKU3HEYTPOKAIOUIMMH M XPOHMUYECKUMU
MpOTrpecCUpyomMMUA  peakumMu  (oppaHHbIMK)  3a00N€BaHUAMHU, TNPHUBOAIIMMH K  COKpAIICHUIO
MPOJOIDKUTEIHFHOCTH JKU3HH TPAKAAH M MX HHBAJIHMIHOCTH, U €ro pernoHaibHoro cermenta" (CoOpanme
3akoHoarenscTBa Poccuiickoit deneparuu, 2012, N 19, ct. 2428; N 37, ct. 5002).

[Tpu opopmnenun penenrta Ha 61anke popmbl N 148-1/y-04 (1) Ha OymMakHOM HOCHUTENE OPOPMITSIFOTCS
JIBa HK3EMIUIIpa, OJUH U3 KOTOPBIX OCTAaeTCsl B alTE€YHOH OpraHu3alud, BTOPOH - B MEAMLIUHCKON
JOKYMEHTAIUH MAIUCHTA.

37. IlpaBo Ha3HauaTh JEKAapCTBEHHbIE Npenaparbl Ipa)kAaHaM, HMEIOLIUM I[paBO Ha OecIuiaTHOE
TOJTyYeHHE JIEKAPCTBEHHBIX MPENapaToB WIM TOJYYCHHE JEKapCTBEHHBIX MPENapaToB CO CKUIKOW, TaKKe
UMEIOT:

1) meaunuHCcKkue pabOTHHKH, pabOTalolIe B METUIIMHCKOW OpraHU3aIllii 10 COBMECTUTENBCTBY (B
npezesiax CBOeH KOMIETEHIINN );

2) MeOMIMHCKUE PAOOTHUKU CTALIMOHAPHBIX OPraHU3alMi COIMAIBHOTO OOCITY>KMBAaHUS NMPU HATHYUH
JIMIIEH3WU Ha OCYIIECTBIIEHHE MEIUIUHCKON JEATEIBHOCTH <24>, MmpeaycMaTpUBAIOIIel BBITOJHEHHE padoT
(okazaHue yciIyr) Mo OKa3aHWIO MEPBUYHOW MEIUKO-CAHUTApHON MOMOIIM B aMOYJIaTOPHBIX YCIOBHUSAX
(HE3aBUCUMO OT BEIOMCTBEHHON IMPUHAJICKHOCTH);

<24> Ilynkr 46 wactu 1 crareu 12 ®epepanpHoro 3akoHa or 4 mag 2011 r. N 99-®3 "O
JMLIEH3UPOBAHUU OTAENIbHBIX BUJOB JesaTenbHocTH" (CoOpaHue 3akoHoaarenscTBa Poccuiickoit denepaunu,
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, c1. 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, ct. 8424).

3) MeauuUMHCKHE  pabOTHUKM  MEIWIMHCKMX  OpraHu3alui,  OKa3bIBAIOIIUMX  HEPBUYHYIO
MEIMKO-CAaHUTAPHYIO TIOMOIIb, MOJBEIOMCTBEHHBIX (eepabHbIM OpraHaM HCHOJHHUTEIBHON BIIACTH WIH
opraHam HCIIOJTHHUTEIBHOH BiacTh cyObekToB Poccuiickoit denepanmu;
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[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

4) WHIAUBUAYAJIBbHBIC NPCAINIPUHUMATCIIN, OCYHICCTBIAKOIMINEC MCIUIOHUHCKYIO  JCATCIBHOCTH U
BKJIFOUCHHBIC B pCCCTP MCAUIUHCKUX OpFaHHBaHHﬁ, OCYHICCTBJIAOMINUX ACATCIBHOCTL B cq)epe 00s13aTeIIbHOTO
MCIUIIUHCKOI'O0 CTpaxoOBaHUs.

38. Ilpu Ha3HaueHMM JIEKQPCTBEHHBIX IMPENapaToB Tpa)kaaHaM, HMEIOIMM IpPaBO Ha OecriaTHOE
TOJTyYeHHUE JIEKAPCTBEHHBIX MPEMapaToB WM MOJyYCHHE JICKaPCTBEHHBIX MPEMapaToB CO CKUIKOM, B PEIICTITE
yKa3bIBaeTcsl Homep TeneoHa, Mo KOTOPOMY paOOTHUK aNTeuHOM OpraHU3aluy P HEOOXOIUMOCTH MOKET
COTJIacOBaTh C MEIUIIUHCKUM PAOOTHUKOM 3aMEHY JIEKApCTBEHHOTO Mpernapara.

39. Ha3znaueHne HapKOTHUYECKUX M MCUXOTPOITHBIX JIEKApCTBEHHBIX MpenapaToB crnucka Il Ilepeuns (3a
UCKJIIOUYEHUEM JICKApCTBEHHBIX IMPENapaToB B BUAE TPAHCACPMAIBHBIX TEPANEBTUUECKUX CHUCTEM, a TaKKe
JIEKapCTBEHHBIX TIPEnapaToB, COACPKAINIMX HAPKOTHYECKOE CPEACTBO B COYETAHWUM C aHTarOHWCTOM
ONMMOMIHBIX PEIENTOPOB) TpaKIaHaM, HMEIOIIMM IMPaBO Ha OECIUIaTHOE TONyYEeHUE JIEKAPCTBEHHBIX
IpEenapaToB WM IOJYYCHUS JIEKAPCTBEHHBIX IPENapaToB CO CKUAKOH, OCYIIECTBISETCS Ha PEIlenTypHOM
o6nanke Gopmer N 107/y-HII, kK KOTOpOMYy AOMONHUTENBHO O(QOPMIISETCS pEelenT Ha PElenTypHOM OJaHKe
¢dopmbl N 148-1/y-04 (1) (B 1BYX 3K3eMILIsApax Npu 0OpMIIEHUH HAa OyMa>KHOM HOCHUTEJIE).

40. Ha3HaueHue HapKOTMUYECKUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka I Ilepeuns B
BUJIC TPAaHCIEPMAJbHBIX TEPANIeBTHYECKUX CHCTEM, HAPKOTHUYECKHX JIEKAPCTBEHHBIX IpernaparoB crucka II
[epeunst, comepammx HAPKOTHYECKOE CPEICTBO B COYCTAHWU C AHTarOHUCTOM OIMHOWIHBIX PEIENTOPOB,
NCUXOTPOIHBIX JIeKapCcTBEHHBIX npenaparoB crucka Il Ilepeuns, nekapcTBEHHBIX NMpenapaToB, BKIOUYEHHBIX
B nepedenb [IKY, nexkapcTBeHHBIX MpemnapaToB, 00MagalonX aHA00INYECKOM aKTUBHOCTHIO B COOTBETCTBUU
C OCHOBHBIM (hapMaKOJIOTHYECKHM JeCTBUEM, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB, YKa3aHHBIX
B noxnyHkre 3 mynkra 10 Hacrosimero Ilopsinka, mpeqHasHaueHHbIE IS JISYSHUS TPakIaH, UMEIOIINX PaBoO
Ha OecIUlaTHOE IOJydeHHE JIEKAPCTBEHHBIX IPETapaToB WM IOJyYeHHE JEKapCTBEHHBIX INPENapaToB CO
CKHJIKOM, OCYIIECTBIIsieTcs Ha pernentypHoMm Onanke (opmber N 148-1/y-88, kK KOTOpOMY IOIOJHHUTEIHEHO
opopmiisieTcss peuent Ha peuentypHoMm Onanke dopmbl N 148-1/y-04 (o1) (B IBYX SK3eMIUIIpax Mpu
odopmiieHnr Ha OyMakHOM HOCHUTEIE).

[Ipunoxenue N 1

k [lopsinky HazHaueHUS
JIEKapCTBEHHBIX IIPENapaToB,
YTBEPKIACHHOMY NPUKA30M
MunncTepcTBa 3paBOOXpaHEHUS
Poccuiickoit deneparuu

ot 14 suBaps 2019 1. N 4u

KOJNMMYECTBO
HAPKOTUYECKUX CPEOCTB UK NCUXOTPOINHbLIX BEWECTB, KOTOPOE
MOXET BblTb BbINMMCAHO B OOHOM PELENTE

N n/n MexnyHaponHoe @dopma BBIITYCKA U Komungectso
HEMaTEHTOBAHHOE HAUMEHOBAaHHE JO3UPOBKA
HapKOTUYECKOTO U
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H n K .

n KOHCY/IbTAHTIINIIOC
06 yTBEpXAEeHUM NopsiaKa Ha3HAYEHWs NeKapCTBEHHbIX OKYMERT npeAOCTange: co)?p::e:M:TaOg-l(-Mggg
npenapaTos, GOpM peLenTypHbIX...

MICUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
1 Bbynpenopdun + Hamokcon Tabnerku 60 TabneTok
CyOJIMHTBaJIbHBIC
0,2 mr + 0,2 mr (ynakoBka, kpaTHasi N
20)
2 Bympenopdpun PacIBop IS 30 ammyn
uabeknui, 0,3 mr/mia 1
(ImpUI-TIOOMKOB)
MJT
3 Bynpenopdun TpancaepmanbHbIN
IJIACTHIPh
35 Mkr/gac 20 nutacteipeit
52,5 MKr/9ac 10 mnacteipeit
70 MKr/4ac 5 mnacteipeit
4 Juruapokonens Tabnerku
MPOJIOHTUPOBAHHOTO
JIEUCTBUA
60 mr 40 Tabnerox
90 mr 30 TabneTok
120 mr 20 TabneTok
5 Mopdun PactBop mis
WHBEKIHI, pacTBOP
U HOJIKOKHOTO 20 ammyn
BBEJICHUSA (WTPHII-TIOOUKOB)
10 mr/mm 1 Mo
6 | Kogenn + Mopdun + Hockanus + PactBop mnis
[TarmaBepun + Tebaun MOJIKOKHOTO BBEJICHUS
0,72+ 5,75+ 2,7 + 20 aMIvI
0,36 + 0,05 mr/mn 1 M ¥y
1,44+ 11,5+54 +
0,72 + 0,1 mr/mi 1 mn
7 Tpumenepunra Tabnetku 25 mr 50 TabneTok
8 Tpumenepuna PacTtBop miia nuabeKIMI 20 ammyn
10 mr/mit 1 M (mprt-TioGHKOE)
KoHcynbTaHTINOC
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[JokymeHT npepoctasneH KoHcynbTaHTAOC

[aTta coxpaHeHus: 09.04.2019

20 mr/mit 1 Mo
9 Mopdun TaGnerku (xarcyJsl)
MPOJIOHTHPOBAHHOTO
JIEUCTBUA
10 mr 180 tabn. (xamc.)
30 mr 60 Tabur. (karc.)
60 mMr 40 tabmn. (karc.)
100 mr 20 Tabm. (karc.)
200 mr 20 tab:x. (karc.)
10 Mopdun TabneTku
5wmr 100 Tabnerox
10 mr 100 tabnerok
11 Mopdun Kammm s npuema
BHYTpb 4 ¢nakona
20 mr/ma 20 M
12 Mopdun PactBop 1 npuema
BHYTPb (MOHO/03bI)
2 mMr/mMa 5 mi 100 ammyn /3
6 Mr/mi 5 mn 80 ammy:n /3
20 mr/mi 5 mi 30 ammyn /3
13 OxcukonoH + Hanokcon TabneTku
IPOJIOHTUPOBAHHOTO
IEUCTBUA
SwMr+2,5Mr 100 TabneTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 Mr 40 TabneTok
40 mr + 20 mr 20 Tabnerox
14 | IlponmonungerumdTokcu3TINUN | TabneTku 3amevnsle 50 1a6I1eTOK
epUanH 20 mr
KoHcynbTaHTINOC
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[aTta coxpaHeHus: 09.04.2019

15 deHTaHun TpancnepManbHas
TepaneBTHYECKAs
cucreMa
12,5 Mkr/gac 20 mnacTeipei
25 MKr/4yac 20 nutactelpei
50 mkr/gac 10 rutacTeipeit
75 MKr/9ac 10 mnacteipeit
100 mkr/uac 10 mutacteipen
16 deHTaHuIT TabneTku
MOIbSI3BIYHBIE
0,1 mr
0,2 mr
0.3 Mr 50 TabneTok
0,4 mr
0,6 Mr
0,8 mr
17 deHTaHuI Crnpeii Ha3aIbHBINA
diakon 50 MKr/mo3a
2,0 mi (10 no3) 24 ¢nakona
3,2 mi (20 mo3) 12 ¢hnakoHOB
5,0 mut (40 m03) 6 (bmakoHOB
®nakon 100 Mkr/mo3a
2,0 M (10 mo3) 12 ¢hnakoHOB
3,2 mu (20 m03) 6 (bmakoHOB
5,0 mi (40 mo3) 3 dmakona
®diaxoH 200 MKr/mo3a
2,0 mut (10 mo3) 12 ¢pnaxonoB
3,2 mn (20 103) 6 bmakoHOB
5,0 mi (40 mo3) 3 ¢urakona
KoHcynbTaHTINOC
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18 Bytopdanon PacTBop /1 MHBEKUINI 20 ammyn
2 mr/mi 1 ot
19 Hanbydun PacTBop 11 nHBEKIIUI
10 mr/mi 1 ma 50 ammyn
20 mr/mi 1 mn 25 amiyn
20 denobapOuTan TabneTku
S mr
50 mr 50 Tabnerok
100 mr
[Tpunoxenue N 2
k [lopsinky Ha3HAUEHUS
JIeKapCTBEHHBIX MpEnapaToB,
YTBEPKJICHHOMY TIPUKa30M
MuH#CcTEpCTBA 3APAaBOOXPAHEHUS
Poccniickoit ®eneparn
oT 14 auBaps 2019 r. N 41
CnpaBoyHO
PEKOMEHOOBAHHbIE K UCNOJIb3OBAHUIKO COKPALLEHUA
NnPU OPOPMIIEHUUN PELENTOB
Coxkpaiuenue [TonHoe Hanucanue IlepeBon
aa ana 10, TIOPOBHY
ac., acid. acidum KHCIIOTa
aer. aerozolum a’p030Jib
amp. ampulla amimyJsia
aq. aqua BOJIA
aq. purif. aqua purifikata BOJIa OYHIIICHHAS
but. butyrum Macio (TBepaoe)
KoHcynbTaHTINI0C
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[aTta coxpaHeHus: 09.04.2019

caps. capsula KarcyJsa
comp., Cps compositus (a, um) CIIOXKHBIN
D. Da (Detur, Dentur) Boigait (mycTh BbIAAHO,
nycTh Oy/eT BBIAAHO)
D.S. Da, Signa Detur, Signetur Brimaii, 0003Ha4b
[Tycts Oyzer BeIIaHO,
0003HaYeHO
D.t.d. Da (Dentur) tales doses Beinaii (Ilycts OyayT
BBIJIaHBI) TAKUE JO3bI
dil. dilutus pa3BeCHHBIN
Div. in p. aeq. Divide in partes aequales Pa3nenu Ha paBHBIE YacTu
emuls. emulsio SMYIIbCHUS
extr. extractum OKCTPAKT, BBITSKKA
F. Fiat (fiant) [Tycts oOpazyercs
(oOpasyrotest)
gran. granulum TpaHyJIbl
qt., qtt qutta, guttae Kamnjs, Kanjian
qtt. peror. guttae peroralis KaIlIu 1715 IpueMa BHYTPhb
inf. infusum HacTou
in amp. in ampullis B aMITyJjiax
in tab. in tab(u)lettis B Ta0JIeTKaX
in tab. prolong. in tab(u)lettis prolongatis B Ta0JeTKax ¢
MIPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM
in tab. prolong. obd. in tab(u)lettis prolongatis B Ta0JIETKax C
obductis MIPOJIOHTHPOBAHHBIM
BBICBOOOKICHHEM,
HOKPBITBIX 000JI0YKOM
lin. linimentum JKUIKas Mas3b
liq. liquor KHUIKOCTh
KOHCVJ'I bTaHTlntoc www.consultant.ru Crpanuua 20 us 37
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[JokymeHT npepoctasneH KoHcynbTaHTAOC
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HafeXHasa npaBoBan noaAepXxkKa

lot. lotion JIOCbOH
m. pil. massa pilularum MIIIOJIbHAS Macca
membr. bucc. membranulae buccales IIEHKU 3alleYHbIe
M. Misce, Misceatur Cwmemraii (ITycts Oyner
CMEIIaHO)
mixt. mixtura MHKCTYpa
N. numero YHUCIIOM
ol. oleum Macyio (GKUIKOE)
past. pasta rnacra
pil. pilula, pilulae TTVJTEOJISL, TTVJTEOJIN
p. aeq. partes aequales paBHBIC YaCTH
ppt., praec. praecipitatus OCaKJICHHBIN
pulv. pulvis TTOPOIIIOK
q. s. quantum satis CKOJIbKO TIOTpelyeTcH,
CKOJIBKO HAJI0
r., rad. radix KOpEHb
Rp. Recipe Bozsmu
Rep. Repete, Repetatur [ToBTopu (IlycTs Oynmer
MTOBTOPEHO)
rhiz. rhizoma KOPHEBHUILE
S. Signa, Signetur O603Haub (IlycTs Oyner
0003HauYECHO)
sem. semen cemst
simpl. simplex MPOCTOMU
Sir. sirupus cupon
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp AJIs IpUeMa BHYTPb
KoHcynbTaHTINOC
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Spr. spray cupeu

sSpr. nas. spray nasale CIIPEH Ha3aJIbHBIN
supp. suppositorium cBeda
susp. suspensio CYCIEH3Hs, B3BECh
tabl. tab(u)letta TabJIeTKa

t-ra, tinct. tinctura HACTOMKa
STT Systemata Therapeutica TpaHcAepMabHas

Transcutanea TepaneBTHYECKasi CUCTEMa

ung. unguentum Masb
vitr. vitrum CKJISTHKa

[Tpunoxenue N 2

K IIpHKa3y MHUHHCTEpCTBA 3/IpaBOOXPAaHEHUS
Poccuiickoit deneparuu

ot 14 suBaps 2019 1. N 4n

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

MUHMCTEPCTBO 3OPaBOOXPaHEHUS
Poccuiickoy denepaumum

Kon ¢opmer nmo OKY]I
Kon yupexneHusa o OKIIO

MemoMUMHCKasa IOOKYMeHTaluus

HammMmeHOBaHme (mTawmii)
MEeOMLMHCKOY OpTaHM3alunu

dopma N 107-1/y
YTBepXIeHa [IPpMKasoM

MMHMCTepCTBa SIOPaBOOXPaHEeHNA

HammMmeHOBaHme (mTawmii)

VHOVNBUOYAJILHOTO [IPEeNIPUHYMATEIS
(yxazaTbe alpec, HOMEp M IaTy JUIEH3UM,
HaVMeHOBaHMe opraHa I'OCyIapCTBEHHOMU
BJIACTY, BHIOABWETO JIMIIEH3MIO)

Poccuiickon demepalum
or 14 gumBaps 2019 . N 4u

PEIIEINT
(B3POCJIE, HOEeTCKUM — HYXHOE [NOOUEPKHYTH)
"o 20 T.
daMunmsa, MHMLMAJE MMEHM M OTdeCTBa (IIocjiefHee - NPpM HaJIUdMM)
naumMeHTa
HJaTa pOXOEeHUA
daMunmsa, MHMLMAJE MMEHM M OTdeCTBa (IIocjiefHee - NPpM HaJIUdMM)

Jleyaumero Bpauda (dQenprumepa, aKylepKu)
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H

"O6 yTBEPXAEHWUN NOPSiAKA Ha3HAYEHWS NIEKAPCTBEHHBIX
npenapaTtos, (OpM peLenTypHbIX...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 09.04.2019

INonnuce
U IIedYaThb Jiedalero Bpada

(nopnuce Qenprumepa, akKyWEpPKM)

PeuenT nencTBuTesieH B TeueHume 60 mHel,
(HyXHOE€ NOOUEPKHYTH)

OBopoTHasa CTOPOHAa

no 1 roma (

(ykasaTb KOJIMUYECTBO
MecdlleB)

OTMeTKa 0 Ha3Ha4YEeHUH JICKApCTBEHHOT'O
npernapara 1o pereHnIo BpadyeOHoM

KOMHUCCHHU

[Ipurorosun

[Iposepui

Otnyctun

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

MMHMCTEPCTBO 3OPaBOOXPaHEHMs
Poccwuiickon demepaluun

HamMeHoBaHMe (mTaMil)
MeIOMUMHCKOM opTaHM3alum

HamMeHoBaHMe (mTaMil)

MHIVBUIOYAJIBHOT'O IMNpenllprHMMaTeld

(yxkazarb, ampec, HOMEp M OaTy JIMLEH3UM,

HaMMEHOBAHME OpTraHa T'OCYyLapCTBEHHOM

BJIACTM, BHIABIWETO JIMULEHI3MIO)

Cepusa

Kom ¢opmer mo OKYJ 3108805
MemuumHCKas OOKYMEHTaLMs
dopma N 148-1/y-88
YTBepxIeHa NPMKas0M
MyHMCTEpPCTBa 3OPaBOOXPaHEeHUA
Poccuiickoy denepaluum

ot 14 aumBaps 2019 r. N 4=

rarararna
LJiL 1L 1L

rararararna
LJL L 1L JdLd
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 09.04.2019

PELIENT oo 20 r.
(maTa odopmIieHMsa pelenTa)

(B3POCIE, HOeTCKUM — HYXHOe NONUEPKHYTbH)

daMunmsa, MHMLUMAJE MMEHM M OTUYeCTBa (IIoCjienHee — IIPM HaJIM4IUM)
naumeHTa

HaTa pOXIOEeHUA

A;Lpec MecTa XNUTeJIbCTBa nin N MeOULIMHCKOM KapTeL aM6ynaTopHoro InaumMeHTa,
InoJjriyvammero MeIMIMHCKYK IIOMOIBL B aM@yJ’IaTOprIX YCIIOBMAX

daMmIMsa, MHMLMAJE MMEeHM M OTUuecTBa ([IocCJjielHee — I[IPM HaJIMuuu)
Jledaumero Bpauda (denprumepa, akKylepKu)

[loonmce M nedaTh Jiedallero Bpaua M.II.
(nopnuce Qenprmepa, akKyWEpPKM)

PeuenT meMcTBUTEJIeH B TeudeHue 15 nHeml

ObopoTHasa CTOPOHa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peIeHnIo BpauyeOHoM
KOMHUCCHHU

[TpuroroBun [IpoBepun Otnyctui

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

MUHMCTEPCTBO 3OPaBOOXPAaHEHNA YTBEPXIEHA
Poccurickon dPemepauun NIpMKa30M MMHMCTEpCTBa 3IPaBOOXPaHEHUA
Poccunickon denmepaumm
ot 14 auBaps 2019 r. N 4=

Mlramn
Kon
MEIUUIVHCKOM OpIraHM3alumn

KoHcynbTaHTINOC
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Mpuka3 MuH3gpasa Poccun ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX

npenapaTtos, (OpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

Mramn
Kon
VMHIOVBVIOYAJIbHOT'O IIPEenlprHMMaTeIld
Kon dopwmer mo OKYI 3108805
®opma N 148-1/y-04 ()
Kog Kon HcTouHnk (puHAHCUPOBAHUS: % omaThl:
KAaTeropuy | HO30JIOTMYECKOU (MOq4EpKHYTH) (OaYEepKHYTH)
rpaxzaad | ¢popmsel (mo MKB)
1. ®enepanbHblil OIOIKET 1. becutatHo
2. Broket cyonsekta Poccuniickoit 2.50%
denepaunn
3. MyHUIMNIaIbHbIN OO KET
PELEIT Cepus N IOaTa obopmMmIleHM: 20 .
@aMVIJ’IVIH, VHMLIMAJIBEL MMEHM M OTueCTBa
(mocJyienHee - MNPU HaJMUUM)
IIaumMeHTa JlaTa POXOeHMA
KoHcynbTaHTINOC
Yy www.consultant.ru CrpaHuua 25 us 37
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Mpuka3 MuH3gpasa Poccun o1 14.01.2019 N 4H [JokymeHT npepoctaBneH KoncynbraHtatoc
"O6 yTBEepXaeHun nopsiaKa Ha3HaYeHWs NeKapcTBeHHbIX NpenapaTtos, GOpM peuenTypHbIX... [lata coxpaHeus: 09.04.2019

CHUIJIC

N mommca
00s13aTEIBHOTO
MEIHUIMHCKOTO
CTpPaxOBaHMSI:

HoMep MEeIOMUMHCKOM KapTEH naumMeHTa, [OoJiydanmero MeOUUIMHCKYI moMomb B
aMOyJIaTOPHEIX YCIJIOBUSIX

daMUIIMA, WVHULMAJE MMEeHM M OTYeCTBa (IocjenHee - MNPV HaJU4UM)

Jledaumero Bpada (denbrmepa, akyllepKu)

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

[ognmuce M HneyvaTks Jledallero bBpada M.II.
(momnmuce ¢Qersbrmepa, akylEpPKM)

Peuent pemicrBuUTeJieH B TeueHue 15 pguem, 30 muelr, 90 nHenl
(Hy’XHOE TMOOUEPKHYTH)
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

OTIy1eHo o peuenry: ToproBoe HAMMEHOBaHUE U JTI03UPOBKa:
Hara ornycka: " " 20 T. KoauuecTBo:
[TpurotoBui: [TpoBepuit: OtmycTuit:

(JIuHUS OTpBHIBA)

Kopemok penentypHoro 01anka Crioco6 mpuMeHeHUs:
[TponoKUTENBHOCTH JTHEW

HanmenoBanue JICKApCTBCHHOTO IIpCIiapara:

Z[OSI/IpOBKai KomnuectBo IIPUEMOB B JICHb: pas

Ha 1 npuewm: en.

OBopoTHasa CTOPOHAa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOT'O
npernapara 1o peeHnIo BpadyeOHom
KOMHCCHHU

[Ipurorosun IIposepui Otnycrun

ITpunoxxenne N 3

K IIpHKa3y MHUHHCTEpCTBA 31paBOOXPAaHEHUS
Poccuiickoit @enepanun

ot 14 suBaps 2019 r. N 4u

NOPAAOK
OPOPMITEHUA PELEENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbDIE NMPEMNAPATDI,
MX YYETA U XPAHEHUA

I. OdbopmneHue peuenta Ha GyMmaXHOM HocuTene

KoHcynbTaHTINOC
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

1. Ha peuentypusix 6mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B 1eBOM BepXHEM
YOIy TPOCTABISIETCA INTAMIT MEIWIMHCKOM OpraHu3alMy C yKa3aHHeM €€ HauMEHOBaHUs, aapeca U
TenedoHa.

HomnonmautensHo Ha penentypHoMm Omanke ¢opmbl N 148-1/y-04(1) mpocTaBisieTcss KO
MEIUIIMHCKOW OpraHu3allid B COOTBETCTBUU C (OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALMOHHBIM
Homepowm (nanee - OI'PH).

Cepusi peuentyprHoro 6manka ¢opmbl N 148-1/y-04(;1) BkItouaeT kon cyOwbekTa Poccuiickoit
denepary, COOTBETCTBYIOUIHIA ABYM MEpBhIM Iudpam OOmmepoccHiickoro kinaccudukaropa 00bEeKTOB
aJIMMHHUCTPaTUBHO-TEppUTOpHaNbHOTrO enenus (ganee - OKATO).

Pa3penraercs u3roraBiauBaTh pelentypHbiil 6aHk ¢opmbl 107-1/y ¢ MOMOIIBI0 KOMIBbIOTEPHBIX
TEXHOJIOTHH.

2. Ha penentypHbix OnaHkaX, OQOPMISEMBIX HWHIMBUAYAIbHBIMU IpeIIPUHUMATEISIMH,
UMEIOIIMMH JIMICH3UIO Ha MEIUIUHCKYIO JESTelIbHOCTh, B BEPXHEM JIEBOM YIJy THUHOTrpadCKuM
CIOCOOOM MM TYTEM NPOCTABICHMS INTaMIa JOJDKEH OBITh YyKa3zaH aApec HHIWBUAYAIbHOTO
MpealpuHUMAaTeNsl, HOMEp M JaTa JMIEH3MHM, HAauMEHOBaHME OpraHa TIOCYJapCTBEHHOH BJACTH,
BBIIABILIETO JIMIIEH3HIO.

3. Peuenrtypusie Omanku dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n) 3anmoyHSOTCS
MEJIHUIUTHCKUM pabOTHUKOM pa300pUUBO, YETKO, YSPHUIIAMH WM IIAPUKOBON PYUYKOH.

4. lomyckaercst ohopMIIeHHE BCeX PEKBU3HUTOB (3a MCKII0YeHHEeM pekBu3uta "[loanuck neyariero
Bpaua (moxmuch (enpamepa, akymepku') peuentypHeix OmaHkoB (opmer N 107-1/y, dopmber N
148-1/y-88 u ¢popmbl N 148-1/y-04(11) ¢ ucroap30BaHUEM MEUATAIOUINX YCTPOUCTB.

5. Odopmnenue penentypubix OmankoB ¢opmer N 148-1/y-04(;1) Brimrowaer mudpoBoe
KOJIMPOBaHUE.

[TudpoBoe KoxupoBaHHE yKa3aHHBIX PELIENTYPHBIX OJAHKOB BKIIOYAET:

1) kon meaunuHckod opranuzauuun (OI'PH) wim koa MHAMBUAYaNbHOTO MPEANPUHUMATENS B
coOTBETCTBUU € OCHOBHBIM T'OCYJAapPCTBEHHBIM PErHUCTPALIMOHHBIM HOMEPOM HWHIUBUIYaIbHOTO
npennpuaumarens (nanee - OI'PHUIL), npoctaBnsieMslii Ipy U3roTOBIEHUH pEeLENTYPHBIX OJaHKOB;

2) KOA KaTeropuH Tpa)KJAaH, UMEIONIMX IPaBO Ha IOJy4YEHHE JIEKAPCTBEHHBIX IpEnapaToB B
COOTBETCTBUU €O crathedl 6.1 dDenepanpHoro 3akoHa oT 17 wmrona 1999 r. N 178-®3 "O
roCy/apCTBEHHON COIMaNbHOM moMomu" <1>, U koA Ho3010rHuYecKoi (opMbl o MexayHapoaHOH
cTatucTudeckoi kinaccuduxanuu 6onesHeit (marnee - MKDB), 3amonHseMble JiedaliuM BpadoM ITyTEM
3aHECeHMS KaX10i HU(PHI B TyCThIC SYCUKH, TIPU 3TOM TOUYKA MPOCTABIISIETCS B OTACIBHOM SUeiKe;

<1> Cobpanue 3akonoaarenbcTBa 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 ucTOYHMKE (uHaHCHpoBaHUs ((enepanbHbIi Oromxker [1], OromkeT cyObekTa
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

Poccuiickoit @eneparuu [2], MyHUIIMTANBHBIA Or0/keT [3]) U mpoleHTe omIaThl perenta (6ecraaTHO
[1], 50% [2]);

6. B penentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpade
"®amunus, MHUIMAIBI UMEHU U OT4yecTBa (NOCIHEAHEE - MPH HaJIM4YMM) MalueHTa" yKa3blBaroTCs
(baMuIKsl, MHUIUAIBI MMEHH U OTYECTBA (IIPU HAJTMYMU) TAllUeHTa.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) B rpacde "Jlara
poxieHus" yKa3bIBaeTCsl JaTa POXKICHHS MAIEeHTa (YKCII0, MECSII, TON).

JlononHuTtenbHO B perienTypHbIX O1ankax Gopmel N 148-1/y-88 u popmer N 107-1/y ans nereit B
Bo3pacTte 10 1 roxa B rpade "JlaTa poxkaeHus" yKa3pIBaeTCs KOJIMYESCTBO MOJHBIX MECSIICB.

8. B penentypHeix Omankax ¢opmel N 148-1/y-04(1) B rpadax "CHWIC" u "N mnomuca
0053aTeTbHOTO MEIUIIMHCKOTO CTpaxoBaHUs" YKa3bIBAIOTCS CTPaxXOBOM HOMEpP WHAMBHUAYaIbHOTO
nuneBoro cuera rpaxaanuHa B [leacnonnom donne Poccutickoit @enepanuu (CHUJIC) (mpu Hanmuun)
Y HOMEp ToJjKca 00s13aTeIbHOTO MEIUIIMHCKOTO CTPAXOBaHUS.

9. B penentypubix 6mankax ¢Gopmer N 148-1/y-88 B rpade "Anpec mecTta )KUTEIBCTBA WIX HOMED
MEJIUIMHCKONW KapThl MAIMEeHTa, MOJYYaloIero MEIUIIMHCKYI0 OMOIIb B aMOYJIaTOPHBIX YCIOBHUX"
yKa3bIBaeTCsl aJpec MECTa JKUTENbCTBA (MecTa MpeObIBaHUS WM MecTa (DaKTMUECKOTO PO KUBAHMS)
ManueHTa WIKM HOMEP MEIHWLUHCKON KapThl MAallMeHTa, MOJYYalollero MEIUIMHCKYI0 IOMOIIb B
aMOyJIaTOPHBIX YCIOBUAX <2>,

<2> [1puka3 MunuctepcTBa 3apaBooxpanenusi Poccuiickoit deneparyu ot 15 nexadps 2014 r. N
8341 "OO0 yTBepx)ACHUH YHU(DUIMPOBAHHBIX (OPM MEIUIIMHCKOW JTOKYMEHTAIIUU, WCIIOJIb3YEMbIX B
MEIUIMHCKUX OpraHU3alusAX, OKa3bIBAIOIIMX MEAMULMHCKYIO MOMOIIb B aMOyJaTOPHBIX YCIOBHSX, U
TIOPSIIKOB TIO0 WX 3aIOJIHEHHIO" (3aperucTpupoBaH MuHucTepcTBOM toctuiinu Poccuiickoit deneparim
20 despans 2015 1., perucrparmmonHslii N 36160), ¢ HW3MEHEHHSIMH, BHECEHHBIMH IPHUKA30M
MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanun ot 9 suBaps 2018 r. N 2 (3apeructpupoBaH
MunucrepctBom roctuunu Poccuiickoin @enepanuu 4 anpenst 2018 r., peructpaunonnsiii N 50614)
(manee - npuka3 N 834n).

B peuentypubix Omankax ¢opmbl N 148-1/y-04(;1) B rpade "Homep MenumuumHCKON KapTbl
NAIMEHTa, MOJIYyYalolero MEeIUIUHCKYIO0 MOMOLIb B aMOYJIaTOPHBIX YCIOBUAX'" yKa3bIBae€TCs HOMEP
MEIMLMHCKONW KapThl MAalMeHTa, MOJYYarollero MEAMLMHCKYI0 MOMOIIb B aMOYyJaTOPHBIX YCIOBMSAX
<3>.

<3> [Ipuka3 N 834H.

10. B rpade "damunus, MHAIHAATBEI UMEHH M OTYECTBa (TOCIEAHEE - MPU HAIMYUM) JICYAIIETO
Bpaua (denpamepa, akymepku)' penenTypHbix OmankoB (opm N 148-1/y-88, N 107-1'y u N
148-1/y-04(;1) pyuHBIM CIIOCOOOM WJIM € TIOMOIIBIO MITaMIa yYKa3bIBAIOTCS (haMUIINs, HHUIMAIBI UMEHH
U oTyecTBa (MOCIETHEE - MPHU HATMYUHM) MEAMLIMHCKOTO pabOTHMKA, HA3HAYMBIIETO JICKAPCTBEHHBIE
npernapaTtsl 1 0)OPMHUBIIETO PEIETIT.
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

11. B rpade "Rp" peuentypubix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i)
yKa3bIBAETCS:

1) HaumeHOBaHME  JIEKapCTBEHHOTo  mpemnapara  (MEXIyHApOJHOE  HENAaTEHTOBAHHOE
HaUMEHOBAaHME, TPYIMIUPOBOYHOE WM XUMHYECKOE€ HaWMEHOBaHHE, TOPrOBO€ HAMMEHOBAHME) Ha
JATUHCKOM $fI3bIKe, (hOpMa BBIIMYCKa, JO3UPOBKA, KOJIUYECTBO;

2) cnoco0 NpUMEHEHMs JEKapCTBEHHOIO Ipernapara Ha IoCyJapCTBEHHOM s3blke Poccuiickoit
@denepan WM Ha TOCYNAapCTBEHHOM s3blke Poccuiickoil denepanuu U rocygapCTBEHHOM SI3BIKE
pecnyOIMK U UHBIX A3bIKax HapoaoB Poccuiickoit deneparm <4>.

<4> Yactp 1 crateu 15 3axona Poccuiickoit ®enepauuu ot 25 oktabps 1991 r. N 1807-1 "O
s3pikaXx HapoaoB Poccwuiickoit ®deneparuu" (Bemomoctu cheszna Hapomubix aenytatoB PCOCP u
Bepxosunoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOHmaTeabcTBa Poccuiickoit
Oenepanuu, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

12. Tlpu odopMiIeHHH pPEHENTYPHBIX OJIAHKOB 3amperiaeTcs OTrPaHUYMBATHCS —OOLIUMU
yKa3aHUsIMH, Hanpumep, "BayTtpennee", "M3BecTHO".

13. Penent, odopmienHsiii Ha peuentypHoMm Omanke dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(1), moaAnuchIBaeTCS MEAUIIMHCKAM PAaOOTHUKOM M 3aBEPSETCS €ro MeYaThlo.

Penient, opopmnennsii Ha penentypHoM Onanke ¢popmbl N 148-1/y-88 u ¢popmer N 148-1/y-04(i1)
JIOTIOJTHUTEIHHO 3aBEPSETCS MeUaThio MEAUIIMHCKON opranu3anuu "Jls peuentos'.

14. Ha omaom penentypaoMm Omanke ¢opmbr N 148-1/y-88 u dopmer N 148-1/y-04(i)
paspermraercsi OCyIIecTBIATh Ha3HAYEHUE TOJILKO OHOTO HAMMEHOBAHUS JISKAPCTBEHHOTO Tperapara.

Ha omnom penentyprom Omanke ¢opmbel N 107-1/y paspemmaeTcsi oCylIeCTBISTh Ha3HAUYCHHE
TOJIBKO OJHOIO HAauMEHOBaHHWsA JIEKapCTBEHHOIO Ipemnapara, oTHocsamerocs no ATX k
aHTUncuxotuyeckuM cpenctsam (kox NOSA), ankcuonutukam (koxg NOS5B), CHOTBOpHBIM U
cematuBHbIM cpenactBam (kox NOS5SC), antuaenpeccantam (kog NO6A) u He MOANEXKAIIETO
MPEAMETHO-KOJIMYECTBEHHOMY YYeTy, U JO TpPeX HAaUMEHOBAHUU JICKAPCTBEHHBIX MpenapaTroB - IS
WHBIX JIEKAPCTBEHHBIX MPEMApaTOB, HE OTHECEHHBIX K BbIlIeyKazaHHbIM ATX.

15. UcnipaBnenus B penenTe He T0ITyCKaroTCs.

16. ITpu odbopmiiernn penentypHbix 01aHkoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:)
Ha JICKQpPCTBEHHBIC Mperaparhl, HAa3HAYCHHBIC 10 PEHICHUI0 BpayeOHOW KOMHCCHHM, Ha 000pOTE
penenTypHoro OJlaHKa CTaBUTCS CleUaIbHas OTMETKA (IITaMI).

17. Ha penentypHom Omanke ¢opmbel N 148-1/y-04(;) BHU3Y uMeeTcs JIMHUSL OTPBIBA,
paszesnsonas perenTypHblid OJaHK U KOPEIIOK.

Kopemok ot peuenra, opopmieHHOT0 Ha yKa3aHHOM pELEnTYpHOM OJIaHKe, BbIIAeTCsl MallUeHTy
(ero 3aKOHHOMY MPEJICTABUTENIO) B AaNTEYHOW OpraHu3allM, Ha KOpEIIKe JeNlaeTcsi OTMETKa O
HAaMMEHOBAHMHU JIEKaPCTBEHHOTO TIpernapara, J03UpOBKe, KOINYECTBE, CIIOCOOE MPUMEHEHHS.
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

18. OdopmiieHne crnenuanbHOr0 pELEenTypHOro OjlaHKa Ha HapKOTHYECKOE CpEeACTBO U
NICUXOTPOITHOE  BEIECTBO  OCYIIECTBIAETCS B COOTBETCTBMM C TpPUKAa3oM MHHHCTEpCTBa
3npaBooxpaneHus Poccuiickoit @enepauun ot 1 aBrycra 2012 r. N 541 "OO yTBepkaeHUU (OPMBI
OJTAaHKOB PEIENTOB, COJACPKAIINX Ha3HAYCHHWE HAPKOTHUYECKUX CPEJICTB WMJIHM TICHXOTPOIHBIX BEIIECTB,
MOpsiIKA WX W3TOTOBJICHHS, PACIPEICIICHUsI, PETUCTPAINH, ydeTa M XpaHCHHS, a TaKKe MPaBHI
opopmieHus" <5>.

<5> 3apeructpupoBan MunucrepctBom roctuiuu Poccuiickoit @enepanun 15 aBrycra 2012 r.,
peructpaumonHelidi N 25190, ¢ u3MeHeHusIMH, BHECEHHBIMH IpuKa3aMuM MuUHUCTEpCTBa
3npaBooxpanenus Poccuiickoit ®eneparun ot 30 wurons 2015 r. N 385 (3apeructpupoBaH
MunuctepctBoM toctunuu Poccuiickoit @enepanuu 27 Hosa0ps 2015 r., peructpanuonasii N 39868),
ot 21 anpens 2016 r. N 2541 (3apeructpupoBad MuHHCTEpCTBOM OCTHITMN Poccuiickoit denepanun 18
utonst 2016 r., perucrpauuonnslidi N 42887), or 31 okrabps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM roctunnu Poccuiickoit @eneparun 9 suBaps 2018 r., peructpanuonssiii N 49561).

Il. OcpopmneHue peuenta B opme 3N1EKTPOHHOro AOKYMEHTa

19. Penienit B opMe 3JIEKTPOHHOTO JOKYMEHTA, IMOIIMTUCAHHOTO YCHJICHHON KBaJTU(DHUIIMPOBAHHON
ANEKTPOHHON MOAMUCHI0, POPMUPYETCS MEAUIIMHCKUM PaOOTHUKOM, CBEJECHHS O KOTOPOM BHECEHHI B
(benepanbHBIl PErHCTp MEAUIMHCKMX paOOTHUKOB <6>, a TakkKe INpU YCIOBUU PETUCTPAIUH
MEIULMHCKOW OpTaHU3aIlH, B KOTOPOH OQOpPMIISETCS PeLenT, B (heAepalbHOM PEeecTpe MEIUIIMHCKUX
opraHuzanyii <7> eAMHON TOCYJapCTBEHHON MH(POPMALMOHHON CHUCTEMBI B chepe 37paBOOXpAaHECHHUS H
MOJIKJIIOUEHUSI TaKOH MEIMIIMHCKOW OpraHu3alliu K TOCYJapCTBEHHON MH(GOPMAIlMOHHON CUCTEME B
ctepe 3apaBooxpaHeHus cyobekTa Poccuiickoit denepanun <8>.

<6> Ilynktel 6, 7 IlonoxeHus o eIMHON TOCyJapCTBEHHON MH(OpMAIMOHHON cucTeMe B cdepe
3paBOOXPAaHEHUS, YTBEPAKAECHHOIO nocraHosieHueM IIpasurensctBa Poccuiickoit deneparuu ot S5 mast
2018 r. N 555 (Cobpanue 3akononatennbcTBa Poccuiickoit @enepanmu, 2018, N 20, cT. 2849; N 49, cr.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (manee - [lonoxxeHue o eTMHON cUCTEME).

<7> Ilynktsl 9, 10 [TonoxeHus o €IMHON CUCTEME.

<8> Cratbu 91 u 91.1 denepanpHoro 3akoHa ot 21 HosiOps 2011 roga N 323-®3 "O6 ocHoBax
OXpaHbl 370poBbs rpaxaaH B Poccuiickoit ®enepamuu” (Cobpanue 3akoHoaatenbcTBa Poccuiickoit
@enepanuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, cr.
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, c1. 4397; 2016, N 1, cT. 9, 28; N 15, cT. 2055; N 18, ct. 2488; N 27, cT. 4219; 2017,
N 18, ct. 2663; N 31, cT. 4794).

20. Ilpu odopmiieHun penenta B (GopMe 3IEKTPOHHOIO JIOKYMEHTa Ha JIEKapCTBEHHBIE
IpenapaTsl, yKazaHHble B nojanyHkTax 2 - 5 nynkra 10 u nynkre 12 Ilopsaka Ha3HaueHus
JIEKapCTBEHHBIX IPENapaToB, YTBEPXKJACHHOTO HACTOSIIMM NPUKA30M, U OTIyCKaeMmble 3a IOJHYIO
CTOMMOCTb, 3aIIOJIHSIIOTCS CIEAYIOIUE PEKBU3UTHI:

1) xon cyobekta Poccuiickoit ®enepammu o OKATO, omnpeaensroniuii rocy1apCTBEHHYIO
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"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

MH(POPMALIMOHHYIO CUCTEMY B cepe 31paBooxpaHeHus: cyobekra Poccuiickoit denepannu, B KOTOPOi
copMHpOBaH peLent B (hopMe 3JIEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBAaHME MEIUIIMHCKON OpraHu3aiuu, aapec, TenedoH ik (GaMuaus, MHUIUAIB UMEHU
1 oT4yecTBa (TOCleHEee - IPU HAJTUMYUK) UHIUBUAYAJIBLHOTO MPEANPUHUMATENIS, UMEIOIIETO JTUIEH3HIO
Ha MEIUIMHCKYIO JIEATEIIbHOCTh, €ro aJIpec;

3) OI'PH ropuanyeckoro numa (MenuuuHckor opranmsaruu) wim OI'PHUIT manuBuayamsHOTO
MpeanpUHUMATEIS;

4) nata ohopmiieHus perenta (yKa3bIBaeTCsl YUCIIO0, MECHIL, TOM);

5) nara okoHuYaHUs JeicTBUs perenta (GOpMHpPYETCs TrOCyNapCTBEHHON HH(GOPMAIMOHHON
cucreMoii B cepe 31paBooxpaHeHus cyobekta Poccuiickoir @enepanni B COOTBETCTBUH CO CPOKaMH
nevictBus perentoB: 15 nueit, 30 gueit, 60 nueit, 90 nuei, 1o 1 roxa);

6) yHUKaJIbHBINH HOMep perenTa ((popMupyercs rocy1apcTBEHHONH MHGOPMAIIMOHHONW CUCTEMOM B
chepe 3mpaBooxpaHeHusi cyObekta Poccuiickoit ®enepanuu U oOecrneuynBaeT OJHO3HAUHYIO
uaeHTuUKaAIMI0 perenta B ¢opMe dMeKTpoHHOro nokymeHta B couetanmu ¢ OKATO, OI'PH wmu
OI'PHUII);

7) ormetku "cito" (cpouno) wim "statim" (HeMeIJIEHHO) MPU HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEUICHHOTO OTITyCKa JICKApCTBEHHOTO Mperapara NaueHTy;

8) angpec manueHTa (yKa3bIBaeTCs MOUYTOBBIA aJipec MECTa KHUTEIbCTBA (MecTa MpeObIBaHUS WU
MecTa (PaKTUYECKOTO MPOKUBAHUS) C yKa3aHUEM HHIEKCa, HAMMEHOBAHUS Kpasi, 00JIacTH, PECITyOIUKH,
ABTOHOMHOT'O OKpyra, HaWMMEHOBAHHUS HACEJIEHHOIO ITYHKTa, HAUMEHOBAaHUS YJULBI (IIPOCIEKTA,
nepeyIika, poe3zaa), HoMepa Joma (C yKazaHHUEM KOpIlyca, IPU HAJIM4YUK ), HOMEpPa KBapTUPBHI);

9) HOMEp AIIEKTPOHHOW MEIUIIMHCKOW KapThl MAlMeHTa B TOCYIApCTBEHHOW WH(MOPMAIIMOHHON
cucteme B cepe 3npaBooxpaneHus cyobekTa Poccuiickoit denepanuu;

10) dbamumnus, uMs, 0T4€CTBO (ITPY HATUYWH) TIAIUEHTA TIOJHOCTBIO;

11) mata pokaeHusi manueHTa (yKa3bIBaeTCsl YHUCIO, MeCAl, roxa), s aetedl mo 1 roga
JOTIOJTHUTENBHO YKA3bIBAETCSl KOJIUYECTBO MOJTHBIX MECSILIEB;

12) ¢davunms, WHUIMATBI UMEHH W OTYecTBa (IMOCIEAHEE - TPH HAIWYUHM) MEIUIUHCKOTO
pabOTHHKA TIOJIHOCTHIO;

13) HamMeHOBaHHME JIEKAPCTBEHHOrO  Tpemapara  (MEXIYHApOJAHOE  HEMAaTeHTOBAHHOE
HAaUMEHOBAaHME, TPYIIUPOBOYHOE MM XUMHYECKOE HaWMEHOBaHHE, TOPrOBOe HAMMEHOBAaHME) Ha
JATUHCKOM $SI3BbIKE, JO3HUPOBKA, (hopMa BBIITYCKa, KOIUYECTBO;

14) croco® mpuMeHeHHs JIEKapCTBEHHOTO MpernapaTa Ha roCyJapCTBEHHOM si3blke Poccuiickoit
@enepanuy WIM Ha TOCYAApCTBEHHOM s3blke Poccuiickon ®enepanuu U rocyJapCTBEHHOM SI3BIKE
pecmyOJIMK ¥ UHBIX sI3bIKax HapoJ0B Poccuiickoit deaepannn <9>;
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<9>Yactpe 1 craten 15 3akona N 1807-1.

15) mpusHak yTBEpKICHHUS HAa3HAYCHHUsS JICKAPCTBEHHOTO TMperapara Mo PEHICHHIO BpadyeOHOM
KOMHCCHH MEIUIIMHCKON OpraHu3aliui;

16) oTmMeTka O Ha3HAYEHWHU JIEKAPCTBEHHOIO Ipenapara IO PElIeHUI0 BpayeOHONH KOMHUCCUU
MEJULMHCKONW OpraHM3alluu B CIy4asx, YKa3aHHBIX B ab3ale BTOpoM IyHKTa 6 Ilopsaka HazHaueHUs
JIEKapCTBEHHBIX MPENapaToB, YTBEPKICHHOTO HACTOSAIIUM IPUKA30M;

17) orMeTKa O crenualbHOM Ha3HAYEHHUHU JICKApCTBEHHOTO Ipernapara (3amojHsIeTcs B Clydasx,
yKa3aHHbIX B myHKTax 16 m 25 ITlopsaka HazHaueHMs JIEKAPCTBEHHBIX IPENApaToB, YTBEPKACHHOIO
HACTOSIIUM IPUKA30M);

18) oTMeTKa O crennanbHOM Ha3HAUEHUH JIEKapCTBEHHOTO IpernapaTa NalleHTy ¢ 3a00JIeBaHuEM,
TpeOyIOMMM JUIUTEIBHOTO KypCOBOTO JieUeHHUs (3amojHseTcsl B Cilydae, YKa3aHHOM B IyHKTe 24
[lopsinka Ha3HAUeHHS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOTO HACTOSIIMM MPHKA30M) C
MPOCTABJIICHUEM MEPUOJUYHOCTH OTIYCKa JICKAPCTBEHHOTO IIpenapara;

19) npu odopmiieHnu perenrta B GopMe IEKTPOHHOTO JOKYMEHTa Ha JIGKAPCTBEHHBIC MTPEapaThl,
yKasaHHble B moamyHkTax 2 - 5 myHkta 10 m myHkrte 12 Ilopsiaka Ha3HayeHuUs JIEKapCTBEHHBIX
MpernapaToB, YTBEPJACHHOTO HACTOSIIKMM MpPUKa30M, TpaxkJaHaM, MUMEIOIIMM MpaBo Ha OecriaTHOE
IIOJIyYE€HUE JIEKapPCTBEHHBIX IIPENApaTOB MM IOJYYEHHUE JIEKAPCTBEHHBIX IIPENApaToB CO CKHUIKOW,
3aIIOJIHSIOTCSL PEKBU3HTHI, NMPEAYCMOTPEHHBIE MOAMYHKTaMH 1 - 18 Hacrosiiero myHKTa, a Takke
CIIEYIOIINE PEKBU3UTHI:

a) KaTeropus TIpa)<[1aH, HUMEIOUIMX [pPaBO Ha IIOJY4YEHHUE JIEKAPCTBEHHBIX IPENapaTroB B
COOTBETCTBUU cO crtartheit 6.1 dDenmepanbHoro 3akona ot 17 wurons 1999 r. N 178-®3 "O
rOCyIapCTBEHHOW COUAIbHON momotn" <10>;

<10> CoOpanue 3akoHomarenscTBa Poccuiickoit @enepanuu, 1999, N 29, ct. 3699; 2009, N 30,
ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

0) xox HO30sOTHYECKO# popmbl mo MKB;

B) MCTOYHUK (puHaHcupoBaHus (1 - ¢enepanbHblil Or0KeT, 2 - OroKeT cyobekra Poccuiickoit
denepanu, 3 - MyHUIIATIATILHBIN OFOKET);

r) pa3mep omathl (1 - 6ecruiarHo, 2 - 50%);

J1) CTpaxoBOM HOMEp HHAMBHIYaJbHOTO JIMIEBOrO cueTa rpaxaaHuHa B IleHcuonHom Qonze
Poccuiickoit @enepanuu (npu Hanuuun) (CHUJIIC);

€) HOMep ToJInca 0053aTeTbHOTO MEUITMHCKOTO CTPAXOBaHUSI.

21. Ilpn npocTaBieHUN OTMETKH, yKa3aHHOM B noanyHkre 16 myHkra 20 Hacrosmero Ilopsaka,
peuent B (QopMe 3JIEKTPOHHOIO JOKYMEHTa IOJMMCHIBACTCS YCUJICHHOM KBalM(UUUPOBAHHON
JIEKTPOHHON TOAINMUCHIO MpeJcenaTeNss MM CceKperaps BpadyeOHOW KOMHUCCHM —MEIUIIMHCKOMN
OpraHM3aliy, IpU IPOCTABICHUN OTMETOK, YKAa3aHHBIX B MOANYHKTax 17 m 18 nmynkra 20 HacTosIero
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Mpuka3 MuH3gpasa Poccun ot 14.01.2019 N 4H [lokyMeHT npefocTasnes KoncynbtanTilntoc
n

KOHCYJIbTAHTIIIOC
06 yTBepXaeHnM nopsaka Ha3HauyeHWs! NTeKapCTBEHHbIX [laTa coxparerms: 09.04.2019

npenapaTtos, (OpM peLenTypHbIX...

Hopﬂzu(a, - YCUIICHHBIMHU KBaJ'II/ICI)I/II_[I/IpOBaHHBIMI/I QJICKTPOHHBIMH MOAINUCAMHU COOTBCTCTBYIOIIUX
MCINIMHCKHUX pa6OTHI/IKOB.

22. Ilo TpeOOBaHMIO MAIMEHTAa WM €r0 3aKOHHOTO MPEACTABHTENS OPOPMIISIETCS SK3EMIUISIP
peuenta B (opMe S3JIEKTPOHHOTO IOKYMEHTa Ha OyMa)KHOM HOCHTENE, B TOM YHCJIE IYTEM €ro
odopmiieHus Ha perentypHbeix Omankax Gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(i;1) ¢ ormMeTKO#
" lybmuKkat 3JeKTpOHHOTO TOKyMEHTa".

lll. YyeT peuentypHbIX 6naHkoB

23. VYuer peuentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
M3rOTABIIMBAEMBIX THUIIOTPAPCKUM CIIOCOOOM (Jlajee - pelenTypHble OJaHKH, MOJJICKAIIHe YYeTy),
OCYIIECTBIISICTCS B KypHaJlaX ydeTa, IPOHYMEPOBaHHBIX, IIPOITHYPOBAHHBIX U CKPETJICHHBIX TIOJITHCHIO
PYKOBOJIUTENST W TICYaThl0 MEOUIIMHCKOM OpraHu3alMyd WIA TOJIHChI0  HHIMBHIYaJTbHOTO
MpeANPUHUMATES, IMEIOIIETO JUIICH3UI0 Ha METUIIUHCKYIO IeITeTbHOCTb.

24. Kypnan yueta perentypHbix 01ankoB ¢popmer N 107-1/y comepxur ciemyromniue rpadsl:
1) HOMep MO TOPSIIKY;

2) B pazaene "[Ipuxox":

a) JlaTa PerucTpalny JTOKyMEHTa, TOTBEPKIAIONIETO MOCTYIJICHNUE;

0) HOMEp U J1aTa JOKYMEHTa, MOATBEPKAAIOIIETO MOCTYIUICHHE, HAMMEHOBAHUE TOCTABIIUKA,;
B) 00II[ee KOJTMYECTBO MOCTYMHUBIIUX PEICTITYPHBIX OJIAHKOB,

r) damMwinusg, WHAINHAIBI HMEHM H OT4ecTBa (TWOCJIeNHee - MpPU HAIMYUU) W TOJIHUCH
OTBETCTBEHHOTO MEIUIIMHCKOTO pa0OTHHKA, MTOJyYHUBIIETO PEIENTYPHbIC OJIAHKH OT MOCTABIIHMKA;

3) B paznene "Pacxon":
a) JlaTa BBIJJAYH PEIETITYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJAaHKOB;

B) (damuius, MHULIMANBI UMEHM M OTYecTBa (MOCIeAHee - NpPU HAJIMYUH) OTBETCTBEHHOTO
MEJIULUHCKOTO Pa0OTHHUKA, TOJYYUBIIErO pElEeNTypHbIe OJaHKH;

T') IOANKUCH OTBETCTBEHHOI'O MEIULIMHCKOI0 paOOTHHKA, MTOJIyYHUBILIErO PELENTypHbIE OJIaHKH;

4) ¢amwiug, UHULOMANBI HWMEHHM W OTYecTBa (IMOCHEAHEee - MpU HaJIWMYMU) U MOJIHUCH
OTBETCTBEHHOI'0 MEAMLIMHCKOrO paOOTHUKA, BBIIABIIETO PELENITYpHbIC ONaHKHU;

5) ocTaTok peuenTypHbIX OJaHKOB.

25. Kypnan yuera penentypHsix OmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(a) comepxut
cienyromme rpador:
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[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

1) HOMep 1O MOPAIKY;

2) B paznene "llpuxon":

a) JlaTa PEerucTpalny JOKyMEHTa, HOATBEPKIAIOIIETO NOCTYIIJICHNUE;

0) HOMEp U J1aTa JOKYMEHTa, TOATBEPKAAIONIETO MOCTYIUICHHE, HANMEHOBAHNE TIOCTABIINKA,;
B) o0111ee KOJIMUYECTBO MOCTYNUBIIUX PELENTYPHBIX OJIaHKOB;

I') CepUU B HOMEpa PeleNTypPHBIX OJIaHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJaHKOB IO CEPHSIM;

e) (baMI/IJ'II/ISI, HWHHUIIKMAJIbI HMCHH H OTYCCTBA (HOCJ’IGI[HGG - IHpu HaHI/Ilﬂ/II/I) n TIOAIIHNCH
OTBCTCTBCHHOI'O MCIHUIIMHCKOI'O pa6OTHI/IKa, MOJIyYMBHICTO PCUCIITYPHBIC OJIaHKH OT IIOCTaBIIMKaA,

3) B paznene "Pacxon":

a) J1aTa BBIJJA4H PEIETITYPHBIX OJIAHKOB;

0) cepuu ¥ HOMEpa BBIJJAHHBIX PEIIENTYPHBIX OJaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PELETITYPHBIX OJIAHKOB;

r) ¢amuiaus, WHULIUAIBI MMEHM M OTuYecTBa (MOCIeAHEe - MpH HAJUYUU) OTBETCTBEHHOTO
MEIULUHCKOTO Pa0OTHHUKA, TOJYYUBIIErO pelEeNTypHbIC OJIaHKH;

1) IOANKUCH OTBETCTBEHHOI'O0 MEAMIIMHCKOIO pa0OTHHKA, TOYUYHMBILErO PELENTypHbIE OJIaHKY;

4) ¢amwiug, WHUALMANBI HMMEHH W OTYecTBa (IMOCIEAHEee - MpU HaJIUMYMU) U MOJIHUCH
OTBETCTBEHHOI'0 MEAMLIMHCKOTO PaOOTHUKA, BBIIABIIETO PELENTYpHbIC ONaHKHU;

5) ocTaToK peuenTypHbIX OJaHKOB.

26. YueT crneuualbHBIX PELENTYpHbIX OJIAHKOB Ha HAPKOTUYECKOE CPEJCTBO M IMCHUXOTPOITHOE
BEILIECTBO OCYILECTBIISIETCS B COOTBETCTBUM C IIPUKa30M MUHUCTEPCTBA 31paBooXxpaHeHus Poccuiickoi
@eneparun ot 1 aBrycra 2012 r. N 54u "OO0 ytBepxaeHnu (HopMbl OJIAHKOB PEIETITOB, COMEPIKAIINX
Ha3HayeHHe HApPKOTHUYECKUX CPEACTB MU TICHUXOTPOMHBIX BEIIECTB, IMOpPSAKAa HMX H3TOTOBICHUS,
pacrpeieneHus1, perucTpaluy, yueTa u XpaHeHusl, a Takke npaBuil opopmienus” <11>.

<11> 3apeructpuposan Munucrepctsom roctuunuu Poccuiickoir @enepanuu 15 asrycra 2012 r.,
peructpaumonHelidi N 25190, ¢ u3MeHeHusIMH, BHECEHHBIMH IpuKa3aMu MuUHUCTEpCTBA
3npaBooxpanenus Poccuiickoit ®eneparun ot 30 wumrons 2015 r. N 385 (3apeructpupoBaH
MunuctepctBoM toctunuu Poccuiickoit @enepanuu 27 Hosa0ps 2015 r., peructpanuonasii N 39868),
ot 21 anpens 2016 r. N 2541 (3apeructpupoBad MuHHCTEpCTBOM OCTHITNN Poccuiickoit denepanun 18
utonst 2016 r., perucrpauuonnslii N 42887), or 31 okrabps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM roctuinu Poccuiickoit @eneparun 9 suBaps 2018 r., peructpanuonssii N 49561).
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MNpukas MuH3apasa Poccum ot 14.01.2019 N 4H
"06 yTBEpXAEHNM NMOopsiAKa Ha3HAYEHMS! TEKAaPCTBEHHbIX
npenapaTos, GOpM peLenTypHbIX...

[JokymeHT npepoctasneH KoHcynbTaHTAOC
[aTta coxpaHeHus: 09.04.2019

27. Yder penentoB, o(QOpMICHHBIX B (hOpME 3IIEKTPOHHOI'O JIOKYMEHTa, OCYLIECTBISETCS B
roCyJapCTBEHHON HH(MOPMAIIMOHHON cucteMe B cdepe 3ApaBoOXpaHeHus cyobekra Poccuiickoit
denepary MOCPEICTBOM BEICHUS €MHOTO peecTpa PerenToB, 0OPMIIEHHBIX B (hOPME AIIEKTPOHHBIX
JOKYMCHTOB.

IV. XpaHeHue peuenTypHbIX bnaHkoB

28. MeIuMIMHCKHE OpraHu3alyy MOJydaloT HeOOXOIUMBIC pelenTypHbIe ONaHKH, 0(hOpMIICHHBIC
TUATIOTPAPCKUM CIIOCOOOM, dYepe3 TEePPUTOPHATBHBIC OpPTraHbl YIPABICHHUS 3APABOOXPAHCHUEM WIIH
OpraHU3aIMH, YIIOJTHOMOYEHHBIE HA 3TO OpraHaMH HCTIOJHUTEIHHOW BIacTH CyOBeKTOB Poccuiickoit
denepanuu.

29. PeuentypHble OJIaHKH, NMOAJIEKAIINE YUETY, XPAaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOJIUTENEM MEIUIMHCKON OpraHM3allid, B 3allUpaeMOM MeTaliMueckoM Mmkady (ceide) wumu
METAJJINYECKOM SIIUKE.

30. MaauBuayansHBIH TPEANPUHIMATENb, UMEIOIINN JTHIIEH3MUI0 Ha MEAUIUHCKYIO IEATEIbHOCTS,
XpaHUT pelenTypHble OaHKH, MOAJIEKAIUE YUETY, B 3allHpacMoOM MeTaJlTnueckoM mkady (ceide) mim
METaJUTMYECKOM SIIHKE.

31. IlpoBepka COCTOSHUSI XpaHEHHs, ydeTa, (aKTHUECKOro HalW4Ms M PaCcX0Aa pPEeLenTypHBIX
ONaHKOB, MOMJEXKAIIUX YYeTy, OJMH pa3 B KBapTal OCYILIECTBISETCS KOMHUCCHEW, CO3/laHHOH B
MEJIULHUHCKON OPraHu3alUu.

32. Penentypubie Omanku, odopmisieMble Ha OyMa)KHOM HOCHTENE M TMOIJICkKAIIUE YYETy,
BBIJJAIOTCS MEIUITMHCKUM pPAaOOTHHKAM, UMEIOIUM TIPaBo OGOPMIICHUS PEIENTOB, MO PACIOPSIKEHHIO
TJIaBHOTO Bpaua WX €ro 3aMeCTUTEIIS.

HOJIy‘{eHHBIe PELCIITYPHBIC OlaHKM Ha 6YM8.)KHLIX HOCHUTCIIAX XpaHATCAd MCEIUITUHCKUMHA
paGOTHI/IKaMI/I B IIOMCIICHUAX, O6€CH€‘{I/IBaIOH_[I/IX X COXpPaHHOCTL.

33. XpaHeHue CHEUMATBHBIX pPELENTYPHbIX OJIAHKOB Ha HAPKOTUYECKOE CpPEICTBO U
TICUXOTPOITHOE BEIIECTBO M BBIIaya yKa3aHHBIX PELENTYPHBIX OJAaHKOB MEIUIIMHCKOMY pPaOOTHUKY
OCYILIECTBIISIETCA B COOTBETCTBMM C IIpUKa3oM MuHuCTepcTBa 3/IpaBooxpaHeHus Poccuiickoit
®enepanuu ot 1 aBrycra 2012 r. N 54 "OO6 ytBepkaeHuu (GopMbl OJIAHKOB PEIIETITOB, COASPIKAIINX
Ha3HauY€HHE HAPKOTHUYECKUX CPEACTB WM IICUXOTPOMHBIX BEUIECTB, MOPsJAKAa HMX H3TOTOBJIEHUS,
pacripesieieHus], perucTpalyy, yueTa U XpaHeHusl, a Takke npaBuil opopmienus" <12>.

<12> 3apeructpupoan MunucrepctBom roctuuuu Poccuiickoit @enepanuu 15 aBrycra 2012 r.,
peructpanvoHHbii - N 25190, ¢ W3MEHEHHsAMM, BHECEHHbIMM IIpUKa3amMu MUHHCTEpPCTBA
3npaBooxpanenus Poccuiickoit ®eneparun ot 30 wumrons 2015 r. N 385 (3apeructpupoBaH
MunucrepctBoM toctuimu Poccuiickoit ®eneparnun 27 Hoa0ps 2015 r., peructpanmonssiii N 39868),
ot 21 ampens 2016 r. N 254n (3apeructpupoBad MunuctepctBoM roctuiiun Poceuiickoit @enepannn 18
utonst 2016 r., perucrpaumonnsiid N 42887), or 31 okrsaops 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM roctuninin Poccuiickoit @eneparuu 9 stuBaps 2018 r., peructpanronnsiii N 49561).

34. IIporpaMMHO-TEXHUYECKHE CPEICTBA T'OCYNAapPCTBEHHBIX MH(OPMALMOHHBIX CUCTEM B chepe
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Mpuka3 MuH3gpasa Poccun ot 14.01.2019 N 4H [loKyMeHT npeaocTasnieH KoncynbTanTItoc
n

KOHCYJIbTAHTI IJTHOC
06 yTBepXaeHnM nopsaka Ha3HauyeHWs! NTeKapCTBEHHbIX [laTa coxpareHws:: 09.04.2019

npenapaTtos, (OpM peLenTypHbIX...

30paBOOXPAaHEHUS, MEIUIMHCKMX  WH(QOPMAIMOHHBIX  CHCTEM  MEIHIMHCKHX  OpraHH3alui
o0ecreynBaloT XpaHeHNE JEKTPOHHBIX PEIEeNTOB, OPOPMIICHHBIX B (pOpME IEKTPOHHBIX JTOKYMEHTOB
B TEUCHHE CPOKOB, YCTAHOBJCHHBIX U XPAaHEHHUsS PELENTOB, OPOPMICHHBIX HAa COOTBETCTBYIOIIMX
(dopmax perenTypHbIX OJaHKOB Ha OyMaXHOM HocuTene <13>.

<13> ITyskT 14 npaBui OTITyCKa JEKapCTBEHHBIX MPENapaToB UIsi MEAULIIMHCKOIO IPUMEHEHMS, B
TOM YHCJIE€ HMMYHOOHOJOIMYECKMX JIEKAPCTBEHHBIX IIPENapaTtoB, aNTeYHbIMH OpraHU3alUsiIMH,
WHAUBUIYAIbHBIMU  MPEANPUHUMATEISIMA, HUMEIOIIUMH  JUIEH3HI0 Ha  (hapMaleBTHUECKYIO
JeATEIbHOCTD, YTBEPKACHHBIX IIPUKa30M MUHKCTEPCTBA 3ApaBooxpaHeHus Poccuiickon @enepannuu ot
11 mrons 2017 r. N 4031 (3apeructpupoBan MunucrepctsoM toctuuuu Poccuiickoit denepaunn 8
ceHts10ps 2017 r., peructpanonnsiii N 48125).
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