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3apeructpupoBano B Muntocte Poccuu 26 mapta 2019 1. N 54173

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKON ®EQEPALIUN

NMPUKA3
oT 14 auBapsa 2019 r. N 4H

Ob YTBEPXOEHWUN NMOPALOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIENTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE MNMPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHWUA

B cootBercTBuM ¢ myHkTOM 16 wactu 2 crateu 14 ®@enepanpHoro 3akoHa ot 21 Hoa6psa 2011 r. N
323-®3 "OO6 ocHOBax oOXxpaHbl 370pOBbi TpaxnaH B Poccuiickorr ®eneparuu" (Cobpanue
3akoHoarenbcTBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2014, N 30, cT.
4257; N 49, ct. 6927; 2015, N 10, ct. 1425; N 29, ct. 4397; 2016, N 1, ct. 9; N 15, c1. 2055; N 18, cT.
2488; N 27, cr. 4219; 2017, N 31, ct. 4791; N 50, ct. 7544, 7563) u noanyukramu 5.2.177, 5.2.179 n
5.2.180 ITonoxenuss o MuHHCTEpCTBE 3apaBooxpaHeHusi Poccuiickoii denepanuiv, yTBEPKIACHHOTO
nocraHoBienueM llpaButensctBa Poccuiickoit @enepamuu ot 19 wmrons 2012 r. N 608 (CoGpanue
3akoHojarenbeTBa Poccuiickoit @enepanun, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477,
N 22, ct. 2812; N 33, c1. 4386; N 45, cr. 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, ct. 3333; 2016, N 2, cT1. 325; N 9, c1. 1268; N 27,
cT. 4497; N 28, cT. 4741; N 34, cT. 5255; N 49, c1. 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, cT.
6273), npuKasbIBaro:

1. YTBepauTh:
MOPSIIOK Ha3HAYEHUS JICKAPCTBEHHBIX MPENapaToB COMNIACHO MpuiioxeHuto N 1;
(bopMBI perienTypHBIX 0JJaHKOB Ha JIEKapCTBEHHBIE MPETapaThl COrIaCHO MPpUiIoKeHuio N 2;

HopsI0K 0hopMIIeHHS PELENTYPHBIX OJJAHKOB Ha JIEKAPCTBEHHBIE TpenapaThl, UX y4eTa U XpaHeHHS
COTJIACHO MpuiioxkeHuto N 3.

2. Ilpu3HaTh yTpaTUBIIMMU CHIIY:

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit deneparun ot 20 nexadbps 2012 r. N 11751
"O6 yTBep)KACHUU TMOPSAJKA HA3HAYEHUS U BBIMUCHIBAHMS JIEKAPCTBEHHBIX IPENaparoB, a Takxke (opm
pelenTypHbIX OJIaHKOB Ha JIEKAPCTBEHHBIE MpEenaparhl, Mopsiaka opopMIICHHs yKa3aHHBIX OJaHKOB, MX
ydyera U XpaHeHHs" (3aperucrpupoBaH MuHucrepctBoM octunuu Poccuiickoit ®@enepanuu 25 HroHs
2013 r., peructparmorssiii N 28883);

OYHKT 2 W3MEHEHUH, KOTOpble BHOCATCA B llOpsiioK co3maHUs M JIEATENBHOCTH BpaueOHOM
KOMHUCCUM MEIUIMHCKON OpraHW3aliy, YTBEP)KICHHBIA NMpPUKa3oM MUHHCTEpPCTBA 31PaBOOXPAHECHUS U
counanbHoro pa3sutus Poccuiickoit @enepauun ot 5 mag 2012 r. N 5021, u B Ilopsinok Ha3HaueHUs U
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BBIIIMCBIBAHNUS JIEKAPCTBEHHBIX [IPENAPATOB, YTBEPKACHHBIN NPpUKa30M MUHHCTEPCTBA 31paBOOXPAHECHUS
Poccuiickoit ®enepanuu ot 20 mexabps 2012 r. N 1175H, yTBepKIeHHBIX NPHUKAa30M MHHHCTEpCTBA
3apaBooxpaneHus Poccuiickoit @enepanuu or 2 gexkabps 2013 r. N 886H (3apeructpupoBaH
MununctepcTBoM roctuninu Poccuiickoit @enepanuu 23 nexkadbps 2013 r., peructparuonssii N 30714);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 utonst 2015 r. N 386H "O
BHECEHUM M3MEHEHUW B MPUIOKEHUS K TNpukazy MuHUCTEpCTBa 3/ApaBoOXpaHeHHs Poccuiickoi
@eneparn ot 20 nexkadbpsa 2012 r. N 11751 "O06 yTBep»IeHUHU MOPsIKa HA3HAYEHUS U BBIUCHIBAHUS
JIEKapCTBEHHBIX IPENapaToB, a Takxke (POpPM pELEenTypHbIX OJAaHKOB Ha JIEKapCTBEHHbIE Ipenapartsl,
nopsiika oopMIIEHHUS YKa3aHHBIX OJaHKOB, MX y4eTa M XpaHeHUus" (3apeructpupoBaH MHUHUCTEPCTBOM
rocturu Poccuiickoit @enepanun 6 aBrycra 2015 r., peructpanuonnsiii N 38379);

INYHKT | M3MeHeHull, KOTopble BHOCATCS B Mpuka3 MuHUCTepcTBa 3/1paBooXpaHeHus Poccuiickoit
®enepanun ot 20 gexadps 2012 r. N 11758 "OO0 yTBep:KICHHH TOPsIKAa HA3HAYCHUS] M BBITTHCHIBAHUS
JIEKapCTBEHHBIX MpPENapaToB, a Takxke (OpPM pELEenTypHbIX OJAaHKOB Ha JIEKApCTBEHHbIE Iperapartsl,
nopsiika opopMIIEHUST yYKa3aHHBIX OJIAHKOB, WX ydeTa W XpaHeHus" W mpuiokeHne N 2 K MpuKazy
MunucrepcTBa 3apaBooxpaHeHuss Poccuiickoit @enepaumu ot 1 asrycra 2012 r. N 54n "OG
yTBepKAeHUH (GOpMbl OJAHKOB PELENTOB, COAEPKAIIMX Ha3HAYE€HHE HAPKOTUYECKUX CPEACTB WIIU
IICUXOTPOITHBIX BEIIECTB, NOPSKA UX U3TOTOBIIEHUS, PACIIPEIEICHUS, PETUCTPALIMY, yUeTa U XPAHEHHUS, a
TaKke TpaBmil oopmieHus", YyTBEpKIACHHBIX MPUKa3oM MUHHCTEPCTBA 3/IpaBoOXpaHeHusi Poccuiickoi
@enepauun ot 21 anpens 2016 r. N 254n (3apeructpupoBan MuHucrepcTBoM roctuiuu Poccuiickoit
Oenepanun 18 uronst 2016 r., peructpanronssiii N 42887);

IYHKT 5 U3MEHEHUH, KOTOpPBIE BHOCATCS B HEKOTOpBIE NTPUKa3bl MUHUCTEPCTBA 34pABOOXPAHEHUS U
conuanbHoro passutus Poccuiickoit ®deneparmu u MunHHCTEpCTBAa 3ApaBoOoXpaHeHus Poccuiickoit
@enepaniyi MO BOMpPOCaM OOpAIIeHUsl JIEKAPCTBEHHBIX IPENapaToB, COJAEPKAIIUX HAPKOTHYECKUE
CpeICTBa, MCHXOTPOMHBIE BEIIeCTBA M HMX MPEKYypCOpbl, M JIEKAPCTBEHHBIX CPEJICTB, MOMAJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETYy, YTBEPXKIEHHBIX IpHUKa3oM MUHHUCTEPCTBA 31paBOOXpPaHEHUS
Poccutiickoit @enepanun ot 31 okTsadps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 9 suBaps 2018 r., peructpanonssiii N 49561).

Munuctp
B.N1.CKBOPLIOBA

[Tpunoxenue N 1

K Nprka3zy MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 14 suBaps 2019 1. N 4u

NOPAAOK HABHAYEHUA JIEKAPCTBEHHbIX NMPEMNAPATOB

. O6wme nonoxeHusa
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1. HacToAmmil mopsAoK ycTaHaBIMBAeT NpaBUja HA3HAUYEHUs JIEKAPCTBEHHBIX IPENapaToB JUIs
MEAUIIMHCKOTO PUMEHEHUs (Jayee - JIeKapCTBEHHbIE Mpenaparbl) 1 oQOpMIIEHUS MX Ha3HAuYEHUS MPHU
OKa3aHUHU MEIUIIMHCKON MOMOIIY B METUIIMHCKUX OpraHu3ausax <1>.

<1> Ilynkt 11 crarbu 2 @enepanbpHoro 3akoHa ot 21 nostOpst 2011 1. N 323-®3 "O6 ocHoBax
oXpaHbl 3/10poBbsi Trpaknan B Poccuiickoit ®enepanuu" (CobOpaHue 3akoHomarenbcTBa Poccuiickoit

@enepanun, 2011, N 48, ct. 6724; 2016, N 1, c1. 9, 28; 2017, N 31, ct. 4791).

2. Ha3naueHue JEKapCTBEHHBIX MPEMApaTOB OCYIIECTBISICTCS JIEYAlUM BpadoM, (elbIIiepom,
aKylIepKOW B Cily4ae BO3J0KE€HHs HA HHUX IOJHOMOYMM JIeHallero Bpada B MOPSJKE, YCTAHOBICHHOM
IIpUKa3oM MHHHCTEPCTBA 3/IpaBOOXPAHEHUS M COLMAIbHOTO pa3BuTusa Poccuiickoit ®@enepanuu ot 23
mapta 2012 r. N 2520 "OO6 yrBepxaeHuu Ilopsinka Bo3nmokeHHs Ha (Qenpamiepa, akKylmiepKy
PYKOBOJAMTENIEM  MEAWIMHCKOW  OpraHu3allid  OpU  OpraHU3alMd  OKa3aHUsl  MEePBUYHOMN
MEJIUKO-CAHUTAPHON MOMOIIN W CKOPOW MEIMIIMHCKON MOMOIIM OTIEIbHBIX (YHKIIUN JIeUallero Bpaya
M0 HETOCPEICTBEHHOMY OKa3aHHWI0 MEAMIIMHCKOW MOMOIIY MAIMeHTY B MEPUOJI HAOIIONCHUS 32 HUM U
€ro JICYCHMs, B TOM YHCJIIE [0 HA3HAYECHHI0 U NPUMEHEHUIO JIEKapCTBEHHBIX IPEnaparoB, BKIOYas
HAapKOTUYECKHUE JIEKAPCTBEHHBIC IIpenaparbl MU ICUXOTPOIHBIE JIEKAPCTBEHHBbIE Mpemnaparbl’ <2>,
WHIUBUAYAIbHBIMU MPEANPUHUMATENSIMU, OCYIIECTBISIIOIIMMHA MEAMIIMHCKYIO AESITeIbHOCTh (najnee -
MEIUIIMHCKUE PA0OTHUKH).

<2> 3apeructpupoBad MunucrtepctBom toctuuun Poccuiickoit ®@enepanuu 28 anpens 2012 r.,
peructpauroHHbii N 23971, ¢ u3MEHEHUsIMH, BHECEHHBIMH MPUKa30M MHUHUCTEPCTBA 3APABOOXPAHECHUS
Poccuiickoit ®eneparmu ot 31 okTsa0ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIIMU
Poccutickoit ®eneparuun 9 saaps 2018 ., peructpannonssiii N 49561).

3. CBemeHus O Ha3HAYEHHOM JIEKAPCTBEHHOM Ipernapare (HauMEHOBAHHME JIEKapCTBEHHOIO
npernapara, J103UpOBKa, CIIOCO0 BBEACHUS W NMPHUMEHEHHsS, PEKUM J03UPOBAHUS, MPOJODKUTEIEHOCTh
JedeHrs 1 000CHOBaHME Ha3HAUEHHUS JIGKAPCTBEHHOTO Iperapara) BHOCATCS MEIUIIUHCKUM paOOTHUKOM
B MEAMIIMHCKYIO TOKYMEHTALMIO MTAlIEHTA.

B cnywasx, ykazaHHbIX B myHkTax 9 - 12 Hacrosmero Ilopsaka, METUIIMHCKUN paOOTHHK
oopmisier Ha3HaYeHHE JICKAPCTBEHHBIX IPEMapaToB, B TOM YHCIE IMOAJESKAIIMX H3TOTOBICHHIO H
OTIYCKYy AamnTeYHbIMU OpraHu3alusMu (Jajee - JIeKapCTBEHHBIE TIpernaparbl HWHIWBUIYaJIbHOTO
M3TOTOBIICHHS), HA PeUEnTypHOM OiaHke, 0o()OPMIIEHHOM Ha OyMa)KHOM HOCHUTEJIE 3a CBOEU IMOJAIMHUCHIO
(mamee - pemenT Ha OyMaXHOM HOCHTeNe), W (WIM) C COIJIacHs TMAalWeHTa WIW €ro 3aKOHHOTO
NpeJCTaBUTENs <3> Ha pelenTypHOM OjaHkKe B (OpMe 3JIEKTPOHHOIO JOKYMEHTA C HCIOJIb30BAaHUEM
YCUJIEHHOM KBaTM(ULIMPOBAHHOMN AIEKTPOHHON MOANMMCH MEIUIIMHCKOTO paboTHHKA (Jajiee - perent B
(opme IMEKTPOHHOTO JOKYMEHTA).

<3> B OTHOIIIEHUH JIMIIA, YKa3aHHOTO B 4yacTu 2 crathu 20 DenepanbHOro 3akoHa oT 21 HOSIOps
2011 1. N 323-®3 "O6 ocHoBax OxpaHbl 3A0pOBbs rpaxknaH B Poccuiickoit ®enepanun" (Cobpanue
3akoHonarenbcTBa Poccuiickoit @eneparuu, 2011, N 48, cr. 6724; 2013, N 48, ct. 6165; 2017, N 31, cT.
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4791).

Petienit B hopMe AIIEKTPOHHOTO JOKYMEHTA, COACpKAIMUN Ha3HAYCHHE HAPKOTHUECKUX CPEACTB MU
TICUXOTPOIHBIX BEIIECTB, TIOJIMUCHIBAETCS C HCIOJIB30BAHMEM YCHUJICHHOW KBaTU(UIIUPOBAHHOMN
AJIEKTPOHHOM TMOATMCH JIeYallero Bpaya uin (enpamepa, aKylnepku, Ha KOTOPBIX BO3JI0XKEHBI (YHKIIUU
JIeHalIero Bpaya, 1 COOTBETCTBYIONIEH MEIUIIMHCKON OpraHu3aiun <4>.

<4> Yactp 1 crarbu 26 deaepanbHoro 3akoHa ot 8 suBaps 1998 r. N 3-O@3 "O HapKOTHUECKUX
cpencTBax W NcuXOTpomnHbIX BemecTBax" (CoOpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 1998,
N 2, cr. 219; 2003, N 27, cr. 2700; 2011, N 49, ct. 7019; 2013, N 48, cT. 6165; 2016, N 27, cr. 4238;
2017, N 31, ct. 4791).

Odopmitenne penentoB B (popMe 3MEKTPOHHBIX JOKYMEHTOB OCYIIECTBISETCS B CIIydae MPUHATHS
YIIOJITHOMOYEHHBIM OPTaHOM HCIIOTHUTEIBHOM BiIacTu cyobekTa Poccutickoit deneparin B COOTBETCTBUHU
c nynkrom 4 crateu 6 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obparienuu
JIEKApCTBEHHBIX CpEeACTB" <5> pemieHuss 00 WCIIONB30BAaHUM Ha TEPPUTOPUU CyObekTa Poccuiickoi
Odenepani HapsAAy € peleNTaMH Ha JIEKApCTBEHHBbIC MpernapaTthl, OGQOPMICHHBIMH Ha OyMa)KHOM
HOCHUTEJIE, PEIEeNTOB Ha JIEKAPCTBEHHBbIE NpemnapaThl, CPOPMUPOBAHHBIX B (HOpME AIIEKTPOHHBIX
JIOKYMEHTOB.

<5> Cobpanue 3akoHomarenscTBa Poccuiickoit deneparuu, 2010, N 16, cr. 1815; 2012, N 26, cr.
3446; 2017, N 31, cT. 4791.

4. Ilpu BbINHCKE NAIMEHTAa W3 MEAUIMHCKONM OpraHu3alyd, B KOTOpPOW €My OKa3blBaJlach
MEIUIMHCKAsI MIOMOIIb B CTAllMOHAPHBIX YCIOBHSX, JAHHOMY MAlMEHTy IO PELIEHUIO PYKOBOJIUTEIS
MEAUIIMHCKOW OpraHu3ali Ha3Ha4yaloTcs ¢ odhopMIIeHHEM perenTa B (opMe 3JIEKTPOHHOTO JOKYMEHTa
u (M) Ha OyMa)XKHOM HOCHUTENE (32 HCKIIOYeHHEM O(GOpPMIIEHHS pPEIENnTOB Ha JIEKapCTBEHHBIE
mpenaparsl, MOJIekKAIHEe OTITYCKY OeCIIaTHO WJIM CO CKHJIKOW) JTMOO BBINAIOTCS (MAMEHTy WU €ro
3aKOHHOMY TMIPEJCTAaBUTENI0) OAHOBPEMEHHO C BBIMMCKOM M3 HUCTOPUM OOJIE3HH JIEKapCTBEHHBIE
mpenapaTsl, B TOM YHCJI€ HapKOTHYECKHE U TCHUXOTPOIMHbIE JIEKAPCTBEHHBIE Mpenaparhl, BHECEHHbBIE B
cnucku II m III mepedyHss HApKOTHYECKHX CPEICTB, ICUXOTPOIHBIX BEIIECTB U HX IPEKYypCOpPOB,
nojyiexanux KoHTposito B Poccuiickoit denepannu, yTBEpKIECHHOTO noctaHoBieHueM [IpaButenbcTBa
Poccuiickoit ®eneparun ot 30 utons 1998 r. N 681 <6> (nmanee - IlepeueHn), CHIIBHOJIEUCTBYIOIINE
JIEKapCTBEHHbIE MPenapaThl, Ha CPOK MpUEMa MALUEHTOM JI0 5 THEH.

<6> CoOpanue 3akoHomarenbcTBa Poccuiickort @eneparuu, 1998, N 27, ct. 3198; 2004, N 8, crT.
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, cr. 314; N 17, c1. 2100; N 24, cT. 3035; N 28, c1. 3703; N 31, cT. 4271; N 45, c1. 5864; N 50,
cT. 6696, ct. 6720; 2011, N 10, ct. 1390; N 12, c1. 1635; N 29, cT. 4466, c1. 4473; N 42, c1. 5921; N 51,
cT. 7534; 2012, N 10, cT. 1232; N 11, cT. 1295; N 19, ct. 2400; N 22, ct. 2864; N 37, cT. 5002; N 41, cT.
5625; N 48, ct. 6686; N 49, c1. 6861; 2013, N 6, c1. 558; N 19, cT. 953; N 25, c1. 3159; N 29, cT. 3962;
N 37, ct. 4706; N 46, ct. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, cT1. 2987; N 27, c1. 3763; N

www.consultant.ru Crpanuna 5 u3 39
HaJCKHAA MPAaBOBas MOMICPIKKA



IIpuka3 Munsnpasa Poccuu ot 14.01.2019 N 4u
"O6 yTBepKACHHH MOPsiAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENaparoB, GopM
PELENTYPHBIX...

Joxyment npenocrasier Koncynsrantlmoc
Jlata coxpanenus: 25.01.2020

44, ct. 6068; N 51, ct. 7430; 2015, N 11, cT. 1593; N 16, ct. 2368; N 20, cT. 2914; N 28, ct1. 4232; N 42,
cT. 5805; 2016, N 15, ct. 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, ct. 4071.

5. Ha3naueHue 1E€KapCTBEHHBIX IIPENapaTOB IPH OKAa3aHUUM MEAMIMHCKOM IOMOIIU B
CTAllMOHAPHBIX YCIOBHAX B TpPEOOBaHMSX-HAKIAAHBIX, HANpPaBISIEMbIX B alTe4Hble OpraHU3allMH,
SBJIAIOIINECS CTPYKTYPHBIMHM TOJPA3ACICHUSAMU MEIULIMHCKONW OpraHU3alii, B KOTOPOW OKa3bIBAETCS
MEIMIMHCKAs TOMOILb, OCYILIECTBISETCS B COOTBETCTBUM C MHCTpYKIMEN O NMOPSAKE BBITUCHIBAHUS
JICKapCTBEHHBIX MpErnapaToB U OGOPMIIEHUS pPEIENTOB U TpeOOBaHHMI-HAKIATHBIX, YTBEPKIACHHOM
MprKa3oM MUHHCTEpCTBA 3/IPAaBOOXPAHEHUS M COIMaIbHOrO pa3Butus Poccuiickoin ®@enepauuun ot 12
¢despanst 2007 r. N 110 "O nopsake Ha3HAYECHUS U BBHINMCHIBAHUA JIEKAPCTBEHHBIX penapaToB, U3AEIUi
MEIULUHCKOT0 Ha3HAUYEHHs U CIEeLMaIU3UPOBAHHBIX IPOIYKTOB JIeYEOHOro muTanus" <7>.

<7> 3apeructpupoBad MunucrepctBom roctunuu Poccuiickoit @enepanuu 27 anpens 2007 r.,
peructpauoHHblii N 9364, ¢ n3MEHEHNUAMH, BHECEHHBIMU NTPUKa3aMU MUHHCTEPCTBA 31paBOOXPaHEHUS
u commanbHOro pa3Butus Poccuiickoir ®enepanuu ot 27 aBrycra 2007 r. N 560 (3apeructpupoBaH
MunuctepctBoM toctuniuu Poccuiickoit @enepanuu 14 centsops 2007 r., peructpanuonusiii N 10133),
ot 25 centsiops 2009 r. N 794n (3apeructpupoBan MunuctepcTBoM toctuniu Poccuiickoit deneparuu
25 wosiOps 2009 r., peructpanmuonubiidi N 15317), ot 20 smBaps 2011 r. N 131 (3apeructpupoBaH
MunucrepctBoM toctuiuu Poccuiickoir ®eneparun 15 mapra 2011 r., peructpamuonsasii N 20103),
nmpukazaMu MuHHcTepcTBa 3apaBooxpaHeHust Poccuiickoit ®@enepanuu ot 1 asrycra 2012 r. N 54n
(3apeructpupoBan  MuHucTtepcTBOM toctunmu Poccuiickoit ®enepammu 15 aBrycra 2012 1.,
peructparmonueiii N 25190), ot 26 depans 2013 r. N 94n (3apeructpupoBaH MHHHCTEPCTBOM
roctuiu Poccuiickoit @enepanuu 25 urons 2013 r., peructparmonasii N 28881).

6. Ha3HaueHue mneKkapCTBEHHBIX MPENapaToB OCYILECTBISETCS MEAUIIMHCKUM PabOTHUKOM IO
MEXIyHApOAHOMY HENAaTEHTOBAHHOMY HaUMEHOBAHUIO, a MPU €ro OTCYTCTBUM - TPYNIUPOBOYHOMY HIIH
XUMHUYECKOMY HaMMEHOBaHHI0. B ciydae OTCyTCTBHS  MEXKIYHAPOJHOTO  HEMAaTEHTOBAHHOTO
HAaMMEHOBAHHUS M TPYNINHUPOBOYHOTO WM XHUMHYECKOTO HAMMEHOBAHHUS JIEKAPCTBEHHOIO Ipemnapara,
JIEKapCTBEHHBIN Mpernapar Ha3HAYaeTCsl MEIUIMHCKUM PaOOTHUKOM 10 TOPrOBOMY HAaMMEHOBAHUIO.

[Ipn Hanuuum MEAULMHCKUX IOKa3aHWM (MHAUBUAYaAIbHAs HENEPEHOCHUMOCTb, IO >KU3HEHHBIM
MOKa3aHUSAM) IO PEIICHHI0 BpaueOHOM KOMHMCCHU MEAMIIMHCKOW OpraHu3alu <8> OCYLIECTBISETCS
HazHaueHHue U odopMieHHE Ha3HAYCHMs JIEKApCTBEHHBIX IPENapaToB, HE BXOMSIIUX B CTaHAAPTHI
MEIUIIMHCKOW TTOMOIIH, Pa3pabOTaHHBIX B COOTBETCTBUU ¢ MyHKTOM 4 ctaThu 10 denepanbHOro 3aK0HA
or 21.11.2011 N 323-®3 "OO6 ocHOBax OXpaHbl 3710pOBbs rpaxnaaH B Poccuiickoit @exepanun" <9>,
aub0 MO TOProBbIM HaWMEHOBaHUSAM. PemieHune BpaueOHOM KOMHMCCHM MEIUIIMHCKOM OpraHu3aluu
¢bukcupyercss B METUIIMHCKOMN TOKyMEHTALIMU MAallMEHTa U B )KypHaJie BpaueOHONH KOMHUCCHH.

<8> Ipuka3z Munsapascoupa3sutus Poccun ot 5 mast 2012 r. N 5021 "O06 yTBep»,AeHUU NOpsAKa
CO37aHUsI U JICATEILHOCTH BpadyeOHOW KOMHUCCHUU MEIUIMHCKOW opraHu3anuu" (3aperucTpupoBaH
Muntoctom Poccun 9 uronst 2012 r., perucrpanuonusiii N 24516), ¢ u3MeHEHUSIMHU, BHECEHHBIMHU
npuka3zomM Munszapasa Poccun ot 2 nexadbpst 2013 r. N 886H (3apeructpupoBan Muntoctom Poccun 23
nexabpst 2013 r., peructparmonnsiii N 30714).
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<9> Cobpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 2011, N 48, ct. 6724; 2014, N 49, cr.
6928; 2017, N 31, cT. 4791; 2018, N 53, cT. 8415.

7. Ha3naueHue JeKapCTBEHHOTO IperapaTa B pelente Ha OyMa)KHOM HOCHTENE WM pELeNTe B
dbopMe DIEKTPOHHOTO JOKyMEeHTa odopmisieTcs Ha UMS TaIlUeHTa, A KOTOPOro NpeaHa3HAYeH
JIEKapCTBEHHBIN Mpenapar.

Penenit Ha OymakHOM HocuTelne, OOPMIICHHBIM Ha perentypHoM Omanke dopm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (;1), yTBEpKIEHHBIX HACTOSAIIMM IPUKA30M, & TAKKE pElenT Ha OyMaKHOM
HocuTene, oopMIIeHHBIH Ha perentypHoM Onanke ¢dopmbl N 107/y-HII, yTBepxneHHOWH mpHKa3oM
MunucrepctBa 3apaBooxpaHeHusi Poccuiickoit ®eneparum ot 1 aBrycra 2012 r. N 54 "OO6
yTBep)KJIeHHUH (POpMBbI OJAHKOB pELENTOB, COACPXKAIIMX HA3HAYEHHE HAPKOTUYECKUX CPEACTB WIH
MICUXOTPOITHBIX BEIIECTB, MOPSIKA UX U3TOTOBIICHUS, paCIIPE/IeICHUs], PETUCTPALINU, yUeTa U XPaHEeHHUS, a
Takxe npasui opopmieHus" <10> (zanee - popma N 107/y-HII), MmoxkeT ObITH MOTy4YEeH MALUEHTOM, €TO
3aKOHHBIM MPEACTABUTEIEM WM JHUIIOM, UMEIOIIKUM O(OPMIIEHHYIO B COOTBETCTBUU C TPaJTaHCKUM
3aKOHOATeNnbCTBOM Poccuiickon ®Penepanyu JOBEPEHHOCTh OT MALMEHTA Ha IIPaBO IOJIY4YEHHUS TaKOTrO
perenta (j1anee - ymoJHOMOYEHHOE JIUIIO).

<10> 3apeructpupoBan MunHucrepctBoM roctui Poccuiickoit ®eneparuu 15 aBrycra 2012 r.,
peructpaumonHelii N 25190, ¢  u3MEHEHMSIMH, BHECEHHbIMM IpHKazaMu MmuHHCTEpCTBA
3npaBooxpanenuss Poccuiickoit ®enepammu ot 30 wmrons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM toctuiun Poccuiickoit @eneparuu 27 nosiops 2015 r., peructparmonnsiii N 39868), ot
21 ampenst 2016 . N 254n (3apeructpupoBan MunucrepcTBoM roctuiiuu Poccuiickont denepanun 18
utonss 2016 1., peructpammonnsiii N 42887), or 31 oxtsops 2017 r. N 882 (3apeructpupoBan
MunuctepcTBoM toctuniu Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructparmonssiii N 49561).

PenenT B ¢opMe 37IEKTPOHHOTO TOKYMEHTa (POPMHUPYETCS C HCIIOIB30BAaHUEM TOCYIapCTBEHHOMN
nHPOpPMAIIMOHHON cucTeMbl B cdepe 37paBooxpaHeHus cyObekra Poccuiickoit ®eneparmu,
MEIUIIMHCKOW MH(POPMAIIMOHHON CUCTEMbI MEIMITMHCKON opraHu3amuu <1 1>,

<11> Cratpu 91 u 91.1 denepanpHoro 3akoHa ot 21 HOsOps 2011 roma N 323-d3 "O6 ocHOBax
OXpaHbl 370poBbsl TpaxaaH B Poccuiickoit ®enepamuu" (CobOpanue 3akoHoAarenbcTBa Poccuiickoit
@enepanun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, c1. 3477; N 39, ct1. 4883; N 48, cr.
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, ct. 4397; 2016, N 1, c1. 9, 28; N 15, ct. 2055; N 18, ct. 2488; N 27, c1. 4219; 2017,
N 18, cT. 2663; N 31, cT. 4794).

@akT BbBIIAYM pelLenTa Ha JIEKapCTBEHHBIM IIpernapar 3aKOHHOMY IPEICTABUTENIO0  WIIU
YIOJTHOMOYEHHOMY JIHIY (PUKCUPYETCS B MEIUIIMHCKOM TOKyMEHTAllUU MallMeHTa.

8. MenuuHCKUM paboOTHHKAM 3ampemaercs opopMIIATh PELenThl MPU OTCYTCTBUU Yy TalMEHTa
MEIMIVHCKUX TIOKa3aHUM; Ha HE3apETMCTPUPOBAHHBIE JICKAPCTBEHHBIE IIpemaparel <12>; Ha
JIEKapCTBEHHbIE MPENaparhbl, KOTOPbIE B COOTBETCTBUU ¢ MHCTPYKLUEH 10 MEAULIIMHCKOMY NPUMEHEHHIO
IIPEIHAa3HAYEHBI ISl IPUMEHEHUS TOJIBKO B MEIULINHCKAX OPraHU3alMsaX; HA HAPKOTUYECKHUE CPEACTBA U
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IICUXOTPOIHBIE BEIIECTBA, BHECEHHble B crucok Il IlepeuHs, 3aperucTpupoBaHHBIE B KayeCTBE
JIEKAPCTBEHHBIX IIPENAapATOB, B LEISAX IPUMEHEHUS JJIs JICUCHHUS] HAPKOMaHUU.

<12> Pemenue CoBera EBpa3uiickoii sKOHOMHYECKOW Komuccuu oT 3 HosiOps 2016 r. N 78 "O
[IpaBmiax perucTpanuu M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB s MEIUIMHCKOTO TMpHUMEHEeHus"
(ourmanpHbIA caldT EBpazuiickoro 3KOHOMHYECKOTO coro3a http://www.eaeunion.org/, 21 Hos6ps 2016
r.). Crates 13 ®denepanbhoro 3akona ot 12 ampens 2010 r. N 61-®3 "O06 oOpaiieHun J1eKapCTBEHHBIX
cpenct st MeaunnHckoro npumeHeHus" (Cobpanue 3akoHomarenbcTBa Poccniickoit @enepanuu, 2010,
N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

NuauBruayaneHbIM — OPEANPUHUMATENSAM,  OCYLIECTBISIOIIMM — MEIHUIMHCKYIO  J€ATEIbHOCTb,
JIOTIOIHUTENBHO K TpeOOBaHMSIM, YKa3aHHBIM B a03alle MEepBOM HACTOSLIETO IMyHKTa, 3amlpeniaercs
oopMIIATH perenThl Ha HAPKOTHUYECKUE CPENICTBA U MICUXOTPOITHBIE BENIECTBA, BHECEHHBIC B cIHCKU 11 1
III Tlepeuns (manee - HAPKOTHYECKHWE W TICUXOTPOITHBIE JIEKapCTBEHHBIC mpemnapaThl cruckoB 11 u 111
Ilepeuns).

9. Ilpu Ha3HaAYeHWM HAPKOTHMYECKHUX M TCHXOTPONHBIX JIEKAPCTBEHHBIX MpenapaToB cnucka Il
Ilepeunsi, 3a UCKIIOYEHUEM JIEKAPCTBEHHBIX IIPENApaToB B BUAEC TPAHCACPMAIBHBIX TEPAIEBTUYECKUX
CUCTEM U JIEKAPCTBEHHBIX IPENaparoB, COAEPKAIIUX HAPKOTHMUECKOE CPEICTBO B COYETAHUU C
AQHTarOHUCTOM ONHOUAHBIX PELENTOPOB, pelenTsl Ha OyMaXHOM HoOcHTene O(GOPMIISIOTCS Ha
penenitypaoM 6manke popmer N 107/y-HIT.

10. Peuentypnsrii 6mank ¢popmsl N 148-1/y-88 odopmiisercs npu Ha3HAYSHUU:

1) HapKOTHYECKUX W TICHXOTPOINMHBIX JIeKapCTBEHHBIX mpernapatoB crucka II Tlepeunss B Buae
TpaHCIEPMAJIbHbIX TEPAllEBTUYECKUX CUCTEM, HApPKOTUYECKUX JIEKAPCTBEHHBIX IpernaparoB cnucka Il
[lepeuns, coaepkanMx HApKOTUYECKOE CPEACTBO B COYETAHHMM C AHTArOHUCTOM OIHOMJIHBIX
peLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos ciucka [II [lepeuns;

2) JIEKapCTBEHHBIX MpPEMapaToB, 00JAJAIOMNX aHA0OJIMYECKOW aKTUBHOCTBIO (B COOTBETCTBHH C
OCHOBHBIM (hapMaKOJOTHYECKUM JCHCTBHEM) M OTHOCSIIHUXCS MO aHATOMO-TEPAIEBTHUECKO-XUMUIECKOM
Kiaccudukamnum, pekoMeH0BaHHON BecemupHoii opranusarnueit 3apaBooxpanenus (ganee - ATX) <13>,
K aHabonmueckuMm ctepouaam (kom Al4A) (mamee - JeKapCTBEHHBIE Mpemaparsl, OO0JIaTaromIue
aHa0OoIMYECKO aKTUBHOCTHIO B COOTBETCTBUU C OCHOBHBIM (DApMaKOIOTHUECKUM JEHCTBHEM);

<13> Cratesa 18 dDepepanpHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O6 obpamieHun

JIEKapCTBEHHBIX CpeACTB sl MeauuuHckoro npumenenus" (CoOpanue 3akoHonaTenbcTBa Poccuiickoi
®enepanuu, 2010, N 16, ct. 1815; 2014, N 52, cT. 7540).

3) nmexapCTBEHHBIX MpEnapaToB, YKa3aHHBbIX B myHKTe 5 [lopsnka ormycka (pu3myeckum Juiiam
JICKApCTBCHHBIX IMpE€mapaTroB I MCAUIHMHCKOIO0 MPUMCHCHU, COACPKAIINX KPOME MAJIbIX KOJIUYCCTB
HApKOTUYECKUX CPENCTB, MCHXOTPOMHBIX BEUIECTB W HMX MPEKYpCOpOB Apyrue QpapMakoIOrHuecKue
AKTUBHBIC BCHICCTBA, YTBCPKACHHOTO IPUKA30M MI/IHI/ICTepCTBa 3APaBOOXpPAaHCHUA HW COLMUAJIBHOI'O
pasButusi Poccuiickoit ®eneparuu ot 17 mas 2012 r. N 5620 <14> (manee - Ilopsmok otmycka
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JIEKapCTBEHHBIX NPENApaTOB);

<14> 3apeructpupoBan MunuctepctBoMm roctuiuu Poccuiickoir ®enepauun 1 umrons 2012 r.,
peructpauroHHblii N 24438, ¢  U3MEHEHHMSIMH, BHECEHHBIMHM TMpUKa3zaMd MUHHUCTEpCTBA
3npaBooxpanenus Poccuiickoit ®enepauuu ot 10 wumrons 2013 r. N 369 (3apeructpupoBaH
MunuctepctBoM toctuniii Poccuiickoit @eaepanuu 15 urons 2013 r., peructpamuonssidi N 29064), ot
21 asrycra 2014 r. N 4651 (3apeructpupoBad MunucrepctsoMm toctuiun Poccuiickoit denepaunn 10
centsaops 2014 r., perucrpanuonubii N 34024), ot 10 centsadps 2015 r. N 634n (3apeructpupoBaH
MunuctepctBoM toctuniuu Poccutickoit enepanuu 30 centsiops 2015 r., perucrpanuonssiii N 39063),
ot 31 okTs6pst 2017 r. N 882H (3apeructpupoBan MunHcTepcTBOM tocTuiinu Poccutickont denepanuu 9
sauBaps 2018 r., peructpaunonnsiii N 49561).

4) nexapCTBEHHBIX IPENapaToB WHAMBHAYAJIbHOTO H3TOTOBJIEHHS, COJAEP)KALIMX HAPKOTHUECKOE
CPEACTBO WM NCUXOTponHoe BemecTBo crnucka Il Ilepeuns, n npyrue dapmaxonornueckue akTUBHBIE
BEIIECTBA B [J103€, HE IIPEBBIMAIOIIECH BBICIIYI0 pa30BYK J03y, U IPU YCJIOBHHM, 4YTO OTOT
KOMOVMHUPOBAHHBII JIEKAPCTBEHHBI Ipernapar He SBIAETCS HAPKOTUYECKMM WM ICHUXOTPOIHBIM
JIEKapCTBEHHBIM IIpenapaToM cnucka Il [lepeuns;

5) JeKapCTBEHHBIX TIpenapaToB, MOJUICKANUX IPEIMETHO-KOJIMYECTBEHHOMY ydYeTy, He
NEPCUUCIICHHBIX B MOAITYHKTAaX 1-4 HACTOAIICTO ITYHKTA (321 HUCKIIIOYCHHUEM JICKAPCTBCHHBIX ITPCIIApaToB,
OTITyCKaeMBIX O€3 perenTa).

11. Penentypusiii 6:1ank ¢popmbl N 148-1/y-04 (1) opopmisieTcs npu Ha3HAYCHUHU JIEKapPCTBEHHBIX
IpenaparoB rpakaaHaM, UMEIOIIMM IPpaBo Ha OeCIIaTHOE MOJydeHHE JIEKApCTBEHHBIX MPETapaToB WU
MOJTyYEeHHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOH.

12. Penenrtypsusiii 61ank hopmer N 107-1/y odhopmitsieTcst mpu Ha3HAYCHUU:

1) nexkapcTBEHHBIX MNpenaparoB, yKa3aHHbIX B IyHKTe 4 Ilopsaka oTmycka JeKapCTBEHHBIX
IIPEenaparos;

2) nekapCTBEHHBIX IIPENAPATOB, HE YKa3aHHBIX B MyHKTax 9 - 11 Hactosmero [Topsaka.

13. Ilpn Ha3HaYeHUU JIEKAPCTBEHHOI'O Ipenapara WHAMBUIYAIIBHOIO M3TOTOBIICHHS B PELIENITE Ha
OymMa)kHOM HocuTene u (wiM) penente B (QoOpMe DIEKTPOHHOTO JOKYMEHTa HaWMEHOBAaHUS
JIEKAPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B IEPEYECHb JICKAPCTBEHHBIX CPEACTB UISI MEIUIMHCKOTO
IIPUMEHEHHUS, MOJUIEKAIINX IPEIMETHO-KOJIMUECTBEHHOMY YueTy <I15> (mamee - JeKapCTBEHHBIE
npemnapaTsl, BkiItoueHHble B nepeueHsb [IKY), ykaszpiBaioTcs B Hadaje pelenta, 3aTeM - BCe OCTaJIbHbBIE
UHIPEUEHTHI.

<15> Ilpuka3z MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 22 anpenst 2014 r. N
183u "OO yTBEepKIECHUH TIEpPEUHs JIEKAPCTBEHHBIX CPEJACTB [JII MEIUIIMHCKOTO TPHUMEHEHHS,
MOJJIEKAUX TPEAMETHO-KOJIMYECTBEHHOMY yueTy" (3apeructpupoBaH MUHUCTEPCTBOM HOCTULUHU
Poccutiickoit @eneparuu 22 utons 2014 r., peructpanuonnsiii N 33210), ¢ u3MeHEHUSIMH, BHECEHHBIMHU
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npukazamMu MuHHCTEpCTBa 3/1paBooxpaneHus: Poccuiickoit denepanuu ot 10 centsiops 2015 r. N 634n
(3apeructpupoBan  MuHnuctepctBoM toctuiuu  Poccuiickoit ®deneparuun 30 centsiops 2015 T,
peructparoHHsii N 39063), ot 31 okrsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
rocturmu Poccuiickoit deneparuu 9 saBaps 2018 r., peructpanmonusiid N 49561), ot 5 anpens 2018 T.
N 1491 (3apeructpupoBan MuHnuctepctBoM roctuiuu Poccuiickoir ®eneparmu 3 mas 2018 1.,
peructpanuonsbii N 50961), ot 27 utonsg 2018 r. N 4711 (3apeructpupoBad MUHHUCTEPCTBOM FOCTHUITUN
Poccuiickoit @enepanuu 14 asrycra 2018 r., peructpaunonnsiii N 51885).

14. Ilpu Ha3HaueHHWM JIEKAPCTBEHHOTO Npernapara B pelente Ha OyMakHOM HocuTese W (WJIH)
peuente B (opMe 3IIEKTPOHHOIO JOKYMEHTa 3alpellacTcs MPEeBBIIIATh KOJIMYECTBO HAPKOTHYECKUX
CPEACTB WM TICUXOTPONHBIX BEIIECTB, KOTOPOE MOKET OBITh BBITUCAHO B OJHOM peELENTe,
ycraHoBieHHOe npuioxkeHneM N 1 k HactosmeMy Ilopsaky, 3a MCKIIIOYEHHEM CIy4aeB, YKa3aHHBIX B
nyHkTax 16 u 25 nacrosmero [lopsizka.

15. Ilpu Ha3HaUYeHWU JEKAPCTBEHHBIX MPEnapaToB, BKIOUYEHHBIX B nepedeHb [IKY, mo3a koTophix
NPEBBIIACT BBICIIMN OJHOKPATHBIM IpHEM, MEIUIMHCKHA paboTHUK 0003HayaeT 103y JTOTo
JIEKapCTBEHHOI'O Ipernapara B penente Ha OyMaXHOM HOCHTENE IMPOIUChI0 C MPOCTaBIEHUEM
BOCKJIMIIATENIFHOTO 3HAKa M (WMJIM) MPOCTABISET BOCKIMIATENbHBIA 3HAK NMPH O(OPMIIEHUH pellenTta B
(dbopMe AIIEeKTPOHHOTO JOKYMEHTA.

16. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BKIIOUYEHHBIX B nepedeHb [IKY, npu
OKa3aHMM MaLMEHTaM, HYXIAIOMUMCS B JUIMTEIbHOM JIEUYCHUM, IEPBHUYHOW MEIUKO-CaHUTApHOMN
MOMOIIY Y TMAaJUIMaTUBHON MEIMIIMHCKOW IMOMOIIM MOXET OBITh YBENIWYeHO He Oojee ueM B 2 pasa 1o
CPaBHEHMIO C KOJIMUYECTBOM HapKOTHUYECKUX CPEJCTB WU IICUXOTPOIHBIX BELIECTB, KOTOPOE MOXKET OBITh
BBINMKMCAHO B OJJHOM pELENTe, YCTAaHOBJIEHHBIM IpriioxkenneM N 1 k Hactosmemy [lopsaxy.

B cnyuasx, npeaycMOTpeHHBIX a03alleM NEepBbIM HACTOSILEro MyHKTA, Ha pelenTax Ha OyMakHOM
HOcHTeNE Mpou3BoauTcs Haanuch "[lo crenmanbHOMY Ha3HA4YEHMIO", OTAEIBHO 3aBEPEHHAs MOANUCHIO
MEIUIIMHCKOTO paOOTHUKA M TIEYaThI0 MEAMIIMHCKOW opraHu3amuu "Jljis pernenToB", Ha perenTtax B
dopme DIEKTPOHHOTO JOKyMEHTa mpous3BoguTca oTMmerka "l[lo chenuanbHOMY Ha3Ha4YeHHIO" C
IIPOCTABJICHUEM YCHUJIEHHOW KBATHM(UIIMPOBAHHON 3JIEKTPOHHOH MOANNCH MEAUIIMHCKOTO pabOTHHUKA.

17. CocraB JeKapCTBEHHOTO IMpemnapara, JeKapcTBeHHas (opma U oOpalieHHe MEAUIIHHCKOTO
paboTHHKA K (hapMalleBTHUYECKOMY PaOOTHHKY 00 OTITYCKE JISKapCTBEHHOTO Tpenapara opopMIIsSIoTCs Ha
JATUHCKOM SI3BIKE B POJIUTEIILHOM TaJIeXKeE.

[Tpu opopmiieHHH pelenTYpPHBIX OJIAHKOB JOMYCKAETCs HCIIOB30BAaHUE COKPANICHUH (TIPUIIOKEHHE
N 2 k Hacrosmemy [lopsnky).

[Ipy Ha3HaueHWM JIEKAPCTBEHHOIO TMpernapara He JOIMYCKaeTcs COKpalleHHe OJIM3KUX II0
HAaUMEHOBAHHUSM HMHIPEIUEHTOB, COCTABJSIOIIMX JIEKAPCTBEHHBIM Tpernapar, HE MO3BOJSIOLIUX
YCTaHOBUTH, KAKOW UMEHHO JIEKapCTBEHHBIH Mpenapar Ha3HayeH.

18. Crioco0 mpuMeHeHHs JIEKapCTBEHHOTO Mpemnapara 0003HayaeTcs ¢ yKa3aHUEM J03bl, YaCTOTHI,
BpPEMEHHU IpHEeMa OTHOCHTEIbHO cHa (YTpOM, Ha HOYb) M €ro JTUTEIBHOCTH, a JJIS JEKapCTBEHHBIX
MperaparoB, B3aUMOACHCTBYIOIUX C MHIIEH, - BDEMEHU UX YIMOTPeOIeHUs OTHOCUTEIHHO MpHeMa MUIIN
(Mo enpl, BO BpeMsi €1Ibl, TTOCIIE €]IbI).
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19. TIpn HEOOXOMMOCTH HEMEIJICHHOTO MM CPOYHOTO (B TeYeHHE ABYX pabouux IHEi) oTmycka
JIEKapCTBEHHOIO Ipernapara MalMeHTy B BEpXHEH uvacTH peuenta Ha OyMaXHOM HOCHTENe
MPOCTaBISAIOTCS 0003HaYeHus "cito" (cpouno) minum "statim" (HemenneHHO). AHAJIOTUYHBIE 0003HAYCHHS
IIPOCTABJISIOTCS B BUJIE OTMETOK MPpHU 0()OPMIIEHUH perienTa B popMe 3IEKTPOHHOIO TOKYMEHTA.

20. IIpu oopmieHnn Ha3HAYEHUsI TOTOBOTO JIEKAPCTBEHHOTO MpernapaTa B pelente Ha OyMakHOM
HOCHUTENIE WM penente B ¢GopMe 3JIEKTPOHHOTO JOKYMEHTa KOJIWYECTBO JACMCTBYIOUIMX BEIIECTB
YKa3bIBa€TCs B COOTBETCTBMM C MHCTPYKIMEN IO MEIUIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO
npernapara.

[Ipu odopmiieHnn Ha3HAYEHHs JIEKAPCTBEHHOTO Mpernapara WHIANBUAYAIBHOTO W3TOTOBICHUS B
periente Ha OyMa)XHOM HOCHUTENIE WM pelente B (opMe MEKTPOHHOTO JOKYMEHTA KOJMYECTBO TBEPIBIX
U chimyyux (hapMmameBTHUECKUX cybOcraHiuii ykaspiBaercss B rpammax (0,001; 0,5; 1,0), xxugkux - B
MUJUTAINTPAX, FpaMMax U Karisix.

21. Peuentsl Ha OyMa)XHOM HOCHTEJNE, B (OpPME IIEKTPOHHOTO JOKyMEHTa, O(OpMIICEHHBIE Ha
peuenitypaoM Onanke (opmel N 148-1/y-88 u mnpenHazHaueHHBIE JUISI OTMYCKa JIEKAPCTBEHHBIX
IIpenapaToB, NPEAYCMOTPEHHBIX MOoANYHKTaMu 2 - 5 myHkTta 10 Hacrosmero Ilopsaka, nelicTBUTENbHBI B
TeueHue 15 quel co mHA ohopMIICHHS.

22. PeuenTsl Ha OyMa)kHOM HOCHTEJNE, B (OpME IIEKTPOHHOTO JOKyMEHTa, O(OpMIIEHHBIE Ha
peuenntypaoM Onanke dopmbl N 148-1/y-04 (1) w mpegHa3HaueHHBIE JUISl OTIYCKa JIEKAPCTBEHHBIX
IIpenapaToB rpakaaHaM, ykazaHHbIM B nmyHKTe 11 Hactosmero Ilopsinka, neiictBuTenbHbl B TeueHue 30
THEN co THA 0(hOpPMIICHHS.

23. PeuenTsl Ha OyMa)kHOM HOcHTEJNE, B (OpME IIEKTPOHHOTO JOKyMEHTa, O(OpMIIEHHBIE Ha
peuenntypaoM Onanke dopmbl N 148-1/y-04 (1) w mpegHa3HaueHHBIE TSI OTIYCKa JIEKAPCTBEHHBIX
IpernapaTroB TrpaKJaaHaM, JOCTUTIIUM TIEHCHOHHOTO BO3pacTa, WHBAJIWAAM IE€PBOM  TPYIIIHI,
JETSAM-MHBAIIUIaM, a TAaKXKe TPaKIAaHaM, CTPAAIONIMM XPOHHUYECKHUMH 3a00JICBaHUSIMHU, TPEOYIOIIMMU
JUTUTENIEHOT'O KYpCOBOT'O JICUEHUS, IeHiCTBUTENbHBI B TeueHne 90 aHel co aHs opopMieHus.

Jns nedeHHs XPOHMYECKHX 3a00J€BaHMM YKAa3aHHBIM KaTEropusM TpakAaH JIEKapCTBEHHBIC
npernaparsl ¢ opopMIIEHHEM PELENTOB Ha OyMa)KHOM HOCHUTENE WM PELEeNnTOB B (hopMe AIIEKTPOHHOTO
JOKYMEHTa MOTYT Ha3HauaThCs Ha Kypc jedeHus 10 90 nueil.

24. PeuenTsl Ha OyMa)XHOM HOCHTEJNE, B (OpME IJIEKTPOHHOTO JOKyMEHTa, O(OpMIIEHHBIE Ha
penentypaoM 6sanke Gopmer N 107-1/y u npegHazHaueHHBIE IS OTIYCKA JIEKAPCTBEHHBIX MpErapaTos,
MpeAYyCMOTPEHHBIX MyHKTOM 12 Hacrosimiero Ilopsinka, necTBuTenbHBl B TeueHue 60 nHel co aHS
oopMIIeHHU .

[Ipy Ha3HaYeHMHM TOTOBBIX JICKAPCTBEHHBIX IPEMapaToB U JIEKAPCTBEHHBIX IPENaparoB
MHIUBHIyaTbHOTO M3TOTOBIICHHS MAalMEHTaM ¢ 3a00JIeBaHUSMH, TPEOYIONMMHI JIUTEIFHOTO KYPCOBOTO
neueHus, ¢ opopmieHreM Ha perentypHoMm Omnanke Gpopmbsl N 107-1/y penenita Ha OyMa)XHOM HOCHTEINE
WM B popMe IIEKTPOHHOTO JOKYMEHTa YCTaHABINBACTCS CPOK JEHCTBHS PELeNTa B peaesax 10 OJHOTO
KaJICHJApPHOTO ToJa.

B ciydae ycraHoBneHus cpoka JeCTBHA peLenTa B Ipefenax O OJHOro roja B peLente
npocrapnserca orMerka "[lo crnenumanbHOMY HazHaueHHUIO", 0003HAYaeTCsl CPOK JCHCTBUS pelenTta U
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HepI/IOI[I/I‘-IHOCTB OTHyCKa HeKapCTBeHHBIX npenapaTOB n3 aHTequﬁ opraHmauI/m NIJIn I/IHI[I/IBI/II[yaHbHBIM
MpeANpPUHUMATENIEM, UMEIONTUM JIMIIEH3UI0 Ha (apMarieBTUUYECKYIO NeSITeIbHOCTh <16> (eKeHenenbHO,
CXKECMECAYHO U HHBIC HepI/IO,Z[BI). I[OHOJIHI/ITGJIBHO 3TO yKa3aHI/I€ SaBepHGTCH IIOAIIMCBhKO U II€UYATBIO
MEIUIIMHCKOTO pabOTHHKA, a TAaK)KEe IMeUaThi0 MEeIUITMHCKON opranu3anuu "Jist penenToB” (st perenTa
Ha OyMa)KHOM HOCHUTEJIC) UM YCUJIEHHOW KBAIU(UIIUPOBAHHOMN AJIEKTPOHHOHN MOANMCHI0O METUIIMTHCKOTO
pabOTHHKA M JIWIIA, YITOJTHOMOYEHHOTO 3aBEPATh TOKYMEHTHI OT UMEHH MEIUITMHCKOW OpraHu3aiuu (s
perenita B hopme IIMEKTPOHHOTO JOKYMEHTA).

<16> Ilynkt 47 wactu 1 crareu 12 ®enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-@3 "O
JUIIEH3UPOBAHUM  OTAEIBHBIX BHUIOB nestenbHocTH" (CoOpaHuwe 3akoHOmarenscTBa Poccuiickoi
®enepanun, 2011, N 19, ct. 2716; 2012, N 31, ct1. 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, ct1. 4342; N 44, c1. 6047; 2016, N 1, c1. 51; 2018, N
31, cT. 4838; N 32, ct. 5116; N 45, ct. 6841; N 53, ct. 8424).

25. Peuentsl Ha NPOU3BOJHBIE OapOUTYpOBOWH KHCIOTHI, KOMOWHUPOBAHHBIE JIEKApCTBEHHBIC
npenaparsl, coJAepXKalue KOAEeWH (€ro ColM), MHble KOMOMHUPOBAHHBIC JIEKAPCTBEHHBIE IIPETaparThl,
MoJyIeXkKAIUe  MPEIMETHO-KOJIMYECTBEHHOMY  y4eTy, JIEKapCTBEHHbIE Ipemnaparbl, oOajaromue
aHa0OINYeCKOW AaKTHBHOCTBIO B COOTBETCTBUM C OCHOBHBIM (DapMaKOJIIOTHUECKMM JEHCTBUEM, IS
JIeUEHHsI TAIUEHTOB C XPOHUYECKUMHU 3a00JIeBaHUSMHU MOTYT O(OPMIIATHCS Ha Kypc JieueHus 10 60 qHei.

B namHBIX cnoydasx B pemnenTtax Ha OyMaXHOM HOCHTeNle Tmpou3BoauTcs Haamuch "lIlo
CHEIUaJIbHOMY Ha3HA4YEeHHIO", 3aBEepeHHass MOJMUCHI0 MEAUIIMHCKOro pabOTHUKA U  MeYaThblo
MEIUIIMHCKOW opranm3anuu  "Jlns  pemenToB", pementax B (opmMe 3JIEKTPOHHOTO JOKYMEHTa
npousBoautTcss  ormerka "Ilo cmenmaneHOMY — Ha3HauyeHHUIO', € INPOCTABIEHUEM  YCUIIEHHOH
KBIN(UIIMPOBAHHON 3JIEKTPOHHOU TMOAMMCH MEIUIUHCKOrO paboTHUKA W JIUIA, YIOJHOMOYEHHOTO
3aBEPATh JOKYMEHTBI OT UMEHU MEAUIIMHCKON OpraHu3aIiy.

26. Pemnent Ha OymMakHOM HOcHUTeNne, B (OpMe JJIEKTPOHHOTO JAOKYMEHTa, O(GOpPMIIECHHBIN C
HAapyYHICHUEM YCTAHOBJIICHHBIX HACTOAIIIUM HOpSII[KOM Tpe6OBaHI/II>'I, CUHUTACTCA HCHGﬁCTBHTeHLHBIM.

Il. HasaHayeHMe NekapCTBEHHbLIX NpenapaToB NPU okasaHun
MeAULUHCKOW NOMOLLM B CTaLMOHAPHbIX YCNOBUAX

27. Ilpun oOKa3aHWUM NALUEHTY MEIUIMHCKOW MOMOIIM B CTAIllMOHAPHBIX YCIOBUSX Ha3HAYECHUE
JICKApCTBEHHBIX TPEMNapaToB MPOU3BOAUTCS 0e3 odopmieHus perenta MEIUIUHCKUM DPaOOTHHUKOM
€IMHOJIMYHO, 33 UCKIIIOUEHHEM CITy4yaeB, yKa3aHHBIX B MyHKTe 28 HacTosmero [lopsaka.

28 COFJIaCOBaHI/Ie HAa3HAYCHUA HeKapCTBeHHBIX HpenapaTOB C 3aBeI[yIOH_II/IM OTACJIICHUEM HWJIN
OTBETCTBEHHBIM JICKYPHBIM BpayoM JIMOO JPYTUM JIUIIOM, YITOJIHOMOYSHHBIM MPHUKA30M TJIABHOTO Bpada
MCI[HHHHCKOﬁ OpFaHI/ISaL[I/II/I, a TaKXeC, HpI/I HaJInu4uum, C Bpa‘-IOM - KIIMHNWYCCKHUM (bapMaKO.HOl"OM
HEO0OXO0UMO B CITyJasix:

1) oJHOBpeMEHHOTO Ha3HAUEHUsI IIATH U 00JIee JIEKapCTBEHHBIX MPENapaToB OJHOMY HAIMEHTY;

2) Ha3HAYEHUS JIEKAPCTBEHHBIX MpENapaToB, HE BXOAAIIUX B IEPEUYEHb )KU3HEHHO HEOOXOAUMBIX U
BOXHEUIINX JICKApPCTBEHHBIX IpernapaToB <17>, mpu HETUNMYHOM TEYEHHMH 3a00JIeBaHUS, HAIUYUU
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OCJIO)KHEHUH OCHOBHOTO 3a0oNieBaHMA M (WJIM) COIYTCTBYIOIIMX 3a00J€BaHUM, NpPU Ha3HAYECHUHU
JIEKapCTBEHHBIX IPENapaToB, OCOOCHHOCTU B3aUMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIHSAM 10 UX TPUMEHEHHIO TPHUBOIAT K CHUXKEHUIO 3(pdexktuBHOCTH M 0Oe30macHOCTH
(bapMakoTepanuu 1 (WIK) cO34a0T NOTEHIHAIBHYIO ONTACHOCTD JUISl AKU3HHU U 3[J0POBbs MAIMEHTA.

<17> Ilynkr 1 ctateu 60 denepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpamenun
nexapctBeHHBIX cpencTB" (CobOpanue 3akoHonarenbcTBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815;
2012, N 26, ct. 3446; 2014, N 52, cT. 7540).

B ykazaHHBIX cilydasX Ha3Ha4eHHE JIEKApCTBEHHBIX IpernapaToB (PUKCUPYETCs B METUIIMHCKOI
JOKYMEHTAIlUM TMAalMeHTa W 3aBepseTcs TMOJMNUChI0 MEIUIIMHCKOTO pabOTHHKAa M  3aBEAYIOIIETO
oTJeneHneM (OTBETCTBEHHOTO JIeKYPHOT0 Bpaya Wil JIPYroro yrnoJHOMOYEHHOTO JIUIA).

29. MemuuuHCKUN paOOTHUK MEIUIMHCKOW OpraHM3alu (€€ CTPYKTYPHOIO NOJpa3fieiieHus),
pacrojOKEeHHOW B CEIbCKOM HACEJIEHHOM IYHKTE, OCYIIECTBISIET Ha3HauYe€HUE JIeKapCTBEHHBIX
MpenaparoB B Clly4asiX, yka3aHHbIX B myHKTax 28 u 30 Hacrosiiero [lopsika, e1MHOINYHO.

30. Tlo pemennio BpaueOHON KOMHUCCHHU TAITMEHTaAM NPH OKAa3aHWW UM MEIMIIMHCKOW TOMOIIU B
CTaI_[I/IOHapHBIX yCJIOBI/IHX Ha3HA4YarTCs HeKapCTBeHHBIC npenapaTLI, HC BKJIIFOUCHHBIC B HepequL
KU3HEHHO HEOOXOIMMBIX W BaKHEUINWX JICKAPCTBEHHBIX IIPENapaTroB, B Clydae WX 3aMEHBl H3-3a
HHHHBHI{yaHLHOﬁ HeHepeHOCI/IMOCTI/I, 110  KN3HCHHBIM ITOKA3aHUAM.

Pemenne BpaueOHON KOMUCCHU (PUKCHPYETCS B MEIUIIMHCKOW JOKYMEHTAIMH allMeHTa U )KypHaJe
BpaueOHOM KOMHCCHH.

31. B cmyuasx oOcnemoBaHusi M JIEYEHHs] TpakJIaHWHA B CTAllMOHAPHBIX YCJIOBHUAX B paMKax
IIPEIOCTABIICHUS] MEAMIMHCKUX YCIYyr Ha BO3ME3/JHOM OCHOBE 3a CUET JMYHBIX CPEJICTB TpakJaH,
CPEICTB IOPUJIMYECKHX JIMI] U HHBIX CPEACTB HAa OCHOBAaHUHU JIOTOBOpPA, B TOM YHCIIE JOTOBOpPA
JTOOpPOBOJBHOTO MEAMIMHCKOTO CTpaxoBaHus <I18>, eMy MOryT OBITh Ha3HA4€HBI JIEKAPCTBEHHBIC
mpernapaTsl, HE BXOJSIIME B IMEpPeueHb KU3HEHHO HEOOXOIMMBIX U BaXKHEMIINX JIEKapCTBEHHBIX
MpernaparoB, €CIIM UX Ha3HAYCHHE U IPUMEHEHUE 00YCIOBIIEHO MEIUIIMHCKUMHU MOKa3aHUSIMH.

<18> IlocranoBnenue [IpaBurensctBa Poccuiickoit deaeparmu ot 4 oxts6ps 2012 r. N 1006 "O6
yTBepkaeHnH [IpaBui mpenocTaBieHnss MEANITMHCKAME OPTraHU3aIMsIMU TUIATHBIX MEIUIIMHCKUX yCIyT"
(Cobpanwue 3axkoHonatenscTBa Poccuiickoit @eneparmn, 2012, N 41, ct. 5628).

lll. HasHauyeHuMe nekapcTBEHHbLIX NpenapaToB
npu oKasaHUM NepBUYHON MeAUKO-CaHUTAPHOWN NOMOLLN, CKOPOW
MeOULMHCKOW NOMOLLM U NanimaTuBHON MeaULMNHCKOW NOMOLLMU

32. Ilpu oOka3aHUM MEPBUYHON MEAMKO-CAaHUTAPHOW MOMOIIM W MAJUIMATUBHOM MEIUIIMHCKOMN
MOMOIM B aMOYJIATOPHBIX YCJIOBHSX HA3HAUYCHHUE JICKAPCTBEHHBIX MPENapaToOB OCYIIECTBIISACTCS
MEIUIIMHCKUM PaOOTHUKOM B CITy4asiX THITMYHOTO TEUEHUS 3a00JIeBaHUS MAIIUEHTA UCXO/IS U3 TSHKECTH U
XapakTepa 3a00JIeBaHMUS.
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33. Ha3naueHue JEKapCTBEHHBIX MpENapaToB IO PEHICHUIO0 BpadyeOHOW KOMHMCCHU TPH OKa3aHUH
MIEPBUYHON MEIMKO-CAaHUTAPHON TIOMOIIHM, MAJUTMATUBHON MEAMITMHCKONW TOMOIIM B aMOYJaTOPHBIX
YCJIOBUSIX MPOU3BOJIUTCS B CIyUYasIX:

1) ogHOBpEeMEHHOT0 Ha3HAYEHUs OJHOMY IMALMEHTy MATH U 0oJiee JeKapCTBEHHBIX MpEnapaTroB B
TEUEHHUE OJIHUX CYTOK HJIU CBBIIIE JIECSITH HAMMEHOBAHUM B T€UEHUE OJTHOTO MECAIIA;

2) Ha3HA4YeHMsI JIEKAPCTBEHHBIX INpEnapaToB IpPU HETUIMYHOM TEUEHMM 3a00JIeBaHUs, HAIUYUU
OCJIO)KHEHUH OCHOBHOTO 3a0oNieBaHMA M (WJIM) COIYTCTBYIOIIMX 3a00J€BaHWM, NpPU Ha3HAYECHUHU
JIEKapCTBEHHBIX IPENapaTtoB, OCOOCHHOCTU B3aUMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIUSAM 10 MX MPUMEHEHHUIO MPUBOJAT K CHUKEHUIO Y(PPEKTHBHOCTH M 0€30MaCHOCTH JICUEHUS
NalueHTa 1 (WIn) co3at0T NOTEHIUAIbHYIO OIACHOCTb IS )KU3HU U 370POBbS MALIUEHTA;

3) NEPBUYHOIO0 HA3HAYCHUA TMANUCHTY HAPKOTHYCCKUX UW MCHUXOTPOMHBIX JICKAPCTBCHHBIX
npenaparoB criuckos Il u III [Tepeuns (B caydae mpuHATHS PYKOBOJAMTEIIEM METUIIMHCKOW OpraHU3aINI
pelIeHrs 0 HEOOXOAMMOCTH COTJIACOBAaHUS Ha3HAYCHUS TAKUX JICKAPCTBEHHBIX MPENapaToB ¢ BpauyeOHOM
KOMHCCHEM ).

34. IloBTOpHOE Ha3HAYEHHE HAPKOTMYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIpErapaTroB
cruckoB Il u III Tlepeuns mpous3BOAMTCS MEIUIIMHCKAM PAOOTHUKOM CaMOCTOSATENIBHO MaleHTaM ¢
BBIPQKEHHBIM OOJIEBHIM CHHJPOMOM JIFOOOTO T'eHe3a, HapyLUIeHHEM CHa, CYJOPOXHBIMH COCTOSHHSIMH,
TPEBOKHBIMH PacCTPOMCTBAMH, (HOOUSIMHU, ICHXOMOTOPHBIM BO30YKICHHEM.

35. Ilpu oxa3aHMM CKOpPOM MEAMIIMHCKOW ITOMOLIM JIEKAPCTBEHHBIE IpenapaThl Ha3HAYaKOTCs
MEAUIMHCKUM pPaOOTHUKOM BBIE3HON Opuraabl CKOpOH MEOUIMHCKOW TOMOIIM, MEAUIIMHCKUM
pabOTHUKOM MEIUIIMHCKOM OpraHM3alMd TPH OKa3aHHMM MEAWLIUHCKOW TOMOIIM Tpa)<JaHaMm IpH
3a00JIeBaHUSAX, HECYACTHBIX CIIy4asX, TpaBMaxX, OTPABICHHUSIX M JPYIMX COCTOSHUSX, TPeOYyIOIIUX
CPOYHOI'0 MEIUIIMHCKOTO BMENIATEIbCTBA.

IV. HasHa4yeHue nekapCTBEHHbIX NMpenapaToB rpaxaaHam,
MMeKLLMM NpaBo Ha becnnaTHoe NosyYeHue feKapCTBEeHHbIX
npenapaTtoB UMM NOJlyYeHUe fieKapCTBEHHbIX NpenapaTos
CO CKMAKOWN, NpPU OKa3aHuM NepBUYHOMN
MeAUNKO-CaHUTapPHOM NOMOLUM

36. Ilpu oka3aHWHM TEPBUYHOW MEIUKO-CAHUTAPHOW TIOMOINY HA3HAYCHHE MEIUIUHCKUM
pabOTHUKOM B COOTBETCTBHH CO CTaHAAPTaAMH MEIUITUHCKON TToMOIH <19> jeKapCTBEHHBIX MPENapaToB,
OTITYCKAaeMBIX OECIIATHO WM CO CKUIKOH, OCYIIECTBISETCS Ha peuentypHoMm Onanke (opmbr N
148-1/y-04 (1) ¢ yueTom pa3BuTHs 3a00J1€BaHUs, OCOOCHHOCTEH TEYCHHSI OCHOBHOTO U COITYTCTBYIOIIETO
3a00JIeBaHUI CIEIYIOIIUM KaTerOPUsM TPaKIaH:

<19> Ilynkr 4 yactu 1 crateu 37 PenepanpHoro 3akona otT 21 nHostOpst 2011 r. N 323-03 "O6
OCHOBaxX OXpaHbl 370poBbs TpaxknaaH B Poccuiickori ®Denepanun" (CoOpaHue 3aKOHOIATEITHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2018, N 53, ct. 8415).

1) rpaxnaHaM, MMEIOIIMM IIPaBO Ha MOJYYEHHE TOCYAAPCTBEHHOM COIMAIBHOM MOMOILIU B BUAE
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HabOpa COIMABHBIX YCIIYT, B COOTBETCTBHUH C MEPEUHEM JICKAPCTBEHHBIX MPEMapaToB ISk METUITTHCKOTO
MIPUMEHEHHUS, B TOM YHCJIe JIEKaPCTBEHHBIX MPEnapaToB Ul MEAUIIMHCKOTO MPUMEHEHHsI, Ha3HaYaeMbIX
0 PELICHUIO BPaueOHbIX KOMUCCHI MEAUIIMHCKUX OopraHu3anuit <20>;

<20> Yacte 2 cratbu 6.2 @enepanpHoro 3akoHa ot 17 wumrons 1999 r. N 178-®3 "O

rocygaapcTBeHHOM connanbHoi momontu" (CoOpanue 3akoHoaTenbcTBa Poccuiickoit denepanun, 1999,
N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165).

2) nunam, OOJBHBIM reMopUINel, MyKOBUCIIMI030M, THIIO(GU3apHBIM HAaHU3MOM, Oose3Hbio [ ome,
3JI0KauYeCTBEHHBIMH HOBOOOpA30BaHUAMHU JUMQPOUIHON, KPOBETBOPHOW M POJACTBEHHBIX UM TKaHEH,
paccestHHBIM CKJIEPO30M, '€éMOJIMTUKO-YPEMUUECKUM CHUHIPOMOM, IOHOUIECKUM apTPUTOM C CUCTEMHBIM
HavajoM, Mmykoroiucaxapuao3om I, II u VI tumnos, nuil mocsie TpaHCIUTAHTAIMKM OPTaHOB U (WJTM) TKaHEH
B COOTBETCTBUH C IIEPEYHEM JICKAPCTBEHHBIX IPENAPaToB, yIBepKIaeMbIM IIpaBurenscTBoM Poccuiickoit
Oenepanun <21>.

<21> Yactp 7 cratbu 44 denepanbHoro 3akoHa ot 21 HosiOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 370poBbs TpaxaaH B Poccuiickoit ®enepanuu" (CobOpanue 3akoHoAarenbcTBa Poccuiickoit
@eneparuu, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2016, N 18, c1. 2488; 2018, N 32, ct. 5092).

3) rpaxxgaHaMm, MMEIOUIMM IPaBO Ha MOJydYe€HUE JIEKAapCTBEHHBIX IpernapaToB OecIiaTHO WIH
MOJTy4eHHUE JICKAPCTBEHHBIX MPENapaToB cO CKUIKOM 3a cUeT CpeaCcTB 010/KeTOB cyOnekToB Poccuiickoit
denepanun, B COOTBETCTBHMH ¢ IlepeuHem rpynm HacelneHWss W KaTeropuil 3a0oJieBaHHM, NpH
aMOyJTaTOPHOM JICYEHWH KOTOPBIX JIEKAPCTBEHHBIC CPEICTBA M H3ACIUS MEIUIIMHCKOTO Ha3HAYCHUS
OTIIyCKAalOTCA MO pelentaM Bpaueill OecruiatHo, u Ilepeunem rpynn HaceneHHs, NMpU aMOyIaTOPHOM
JIEYEHUN KOTOPBIX JIEKApPCTBEHHBIE CPEJICTBA OTIYCKAKOTCSA IO penentaMm Bpaued ¢ S0-mporeHTHOH
CKHJIKOM CO CBOOOJHBIX II€H, YTBEPXKIECHHBIMH TocTaHOoBIeHHeM I[lIpaBurenscTtBa Poccuiickoii
®enepanun ot 30 utonst 1994 r. N 890 <22>;

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

4) TpaxmaHaMm, CTPAJAIONIUM IKU3HEYTPOKAIOIIMMH W XPOHUYECKHUMH TPOTPECCUPYIONIIMHI
penxkumu (opdaHHBIMH) 3a00JI€BaHUSMH, TPUBOASIIUMH K COKPAIIEHUIO TMPOJIOJDKUTEILHOCTH JKU3HU
TPaKJaH U UX UHBAIUIHOCTH <23>.

<23> IlocranoBnenue IlpaButensctBa Poccuiickoit ®enepanun ot 26 anpens 2012 r. N 403 "O
nopsiaike BeaeHus denepanbHOro perucTpa Jinl, CTPAJAOLINX KU3HEYIPOKAIOIMMMUA U XPOHUYECKUMU
IPOTPECCUPYIOIIMMU  peKUMU  (OpdaHHBIMH) 3a00J€BaHUAMHU, MPUBOAAIIMMH K COKpAIIECHUIO
MPOAOJDKUTEIBHOCTH KU3HH TPaKIaH M UX MHBAJIMIHOCTH, U €r0 peruoHanabHoro cermeHta" (Cobpanue
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3akoHoaarenbcTBa Poccuiickoit denepanuu, 2012, N 19, ct. 2428; N 37, ct. 5002).

IIpu odopmnenun peuenta Ha Onanke ¢opmbel N 148-1/y-04 (1) Ha OymMaKHOM HOCHTENE
0(hOpMIISIOTCS /IBa 3K3EMIUIAPA, OAWH M3 KOTOPBIX OCTAETCSl B aNTEYHOW OpraHM3allid, BTOPOH - B
MEIULIUHCKON JOKYMEHTAINH MAI[eHTA.

37. IlpaBo Ha3HauaTh JEKApCTBEHHbIC INpeNaparhl rpaxJaHaM, UMEIOIIUM IpaBO Ha OecIUIaTHOE
II0JIy4Y€HUE JIEKApCTBEHHBIX MTPENAapaTOB WM NOJYyYEHHUE JIEKAPCTBEHHBIX IPENapaToB CO CKUAKOM, TaKkKe
UMEIOT:

1) MmemuuMHCKHUE paOOTHUKH, pabOTAONINE B MEAUIIMHCKOW OPTaHU3AIMU 10 COBMECTUTENBCTBY (B
Tpezesiax CBOeH KOMIIETEHITNN );

2) MeauIUHCKHE pPaOOTHUKM CTAIlMOHAPHBIX OPTraHHW3AIMil COIMAIBHOTO OOCIY)KUBAHUS TPHU
HAJIMYUM JIMIEH3UM Ha OCYIIECTBICHUE MEIUIMHCKOW NESITEIbHOCTH <24>, mpenycMaTpuBaronien
BBINIOJTHEHUE paboOT (OKa3aHHWE YCIYr) IO OKa3aHWIO IEPBUYHONM MENMKO-CAaHUTAPHOM ITOMOLIM B
aMOyJIaTOPHBIX YCIOBUSAX (HE3aBHCHUMO OT BEIOMCTBEHHOMN NMPHHAIIICKHOCTH);

<24> Ilyukr 46 4vactu 1 crateu 12 ®epepanbHoro 3akoHa ot 4 mag 2011 r. N 99-®@3 "O
JUIIEH3UPOBAHUU OTAEIbHBIX BHIOB JnestensHOocTH" (CoOpaHue 3akoHoAarenbcTBa Poccuiickoit
®enepanuu, 2011, N 19, ct. 2716; 2012, N 31, cr. 4322; 2013, N 9, ct. 874; N 27, c1. 3477; 2014, N 30,
cT. 4256; N 42, ct. 5615; 2015, N 1, cT. 11; N 29, cr. 4342; N 44, ct. 6047; 2016, N 1, ct. 51; 2018, N
31, cT. 4838; N 32, ct. 5116; N 45, ct1. 6841; N 53, cT. 8424).

3) MemuUUHCKHE pa0OTHUKM MEAMIMHCKHX  OpraHu3alliid, OKa3bIBAIOIIHUX MEPBUUYHYIO
MCIUKO-CAHUTAPHYIO MOMOMIb, MOABCAOMCTBCHHBIX (bellepaJIBHBIM opraHam HUCIIOJIHUTEIILHOA BJIACTU
WJTU OpraHaM UCIIOJIHUTEILHON BIacTu cyOnekToB Poccuiickoit deneparuu;

4) WHAUBUIYyAJIbHbIE MNPEANPUHUMATENH, OCYLIECTBIISIONME MEIUIMHCKYIO JEATeIbHOCTh U
BKJIFOUYEHHBIE B PEECTp MEIUIIMHCKUX OpTaHU3alHi, OCYIIECTBISIOMUX JEATeIbHOCTh B cdepe
00513aTeTFHOTO METUITTHCKOTO CTPaXOBaHUSI.

38. IIpu Ha3HaueHUU JIEKAPCTBEHHBIX MpENaparoB rpakJaHaM, UMEIOLIUM MpaBo Ha OecIiaTHOE
IIOJIyYE€HUE JIEKAPCTBEHHBIX IIPENApPAaTOB WJIM MOJIYYEHHE JIEKApCTBEHHBIX MPENapaTroB CO CKHUIKOMU, B
peliente ykKas3blBaeTcsi HOMep TenedoHa, MO KOTOpOMY paOOTHUK anTeYHOH OpraHu3aluu IMpu
HEO0XO0AUMOCTH MOXKET COTJIACOBATh C MEAMIIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOTO Ipernapara.

39. HazHaueHue HapKOTUYECKUX W MCUXOTPOIHBIX JIEKAPCTBEHHBIX mpenapartoB crnucka Il [Tepeuns
(32 UCKIIIOUEHHEM JIEKapCTBEHHBIX MPENapaToB B BUAE TPAHCIEPMATbHBIX TEPANIEBTHUECKUX CHCTEM, a
TaKk)K€ JIeKapCTBEHHBIX IMPENapaToB, COAEpPXKAIIUX HAPKOTUYECKOE CPEACTBO B COYETAHUU C
AQHTarOHUCTOM ONHMOUJIHBIX PEIENTOPOB) TpaKAaHAM, MMEIOIIMM IpaBO Ha OecIUIaTHOE MOJy4YeHHe
JIEKapCTBEHHBIX MPEnapaToB WM MOJIyUYEHHUs JIEKAPCTBEHHBIX MPENapaToB cO CKUAKOM, OCYIIECTBISETCS
Ha penentypHoM Onanke ¢opmbl N 107/y-HII, k KOTOpOMY JOMOJIHUTENBHO OQOPMIISETCS pelenT Ha
penentypaoM Onanke Gopmbl N 148-1/y-04 (1) (B 1ByX 3K3eMIUIsIpax Mpu 0GOPMIICHUH Ha OyMaKHOM
HOCHUTEIIE).
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40. Ha3naueHue HapKOTUYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX NpenapaTos cnucka II Ilepeuns
B BHUJAE TPAHCACPMAIbHBIX TEPANEBTUYECKUX CUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IIPENapaTOB
cinucka II Ilepeuns, comepkamux HapKOTHYECKOE CPENCTBO B COYETAHWU C AHTAarOHUCTOM OIMOUIHBIX
peLenTopoB, TCUXOTPOMHBIX JIEKAapCTBEHHBIX mpenapaTtoB cnucka III Ilepeunsa, nexapcTBEHHBIX
IpernaparoB, BKIOYEHHBIX B iepedeHs 1KY, nekapcTBEHHBIX MpenapaToB, 001aJal0uX aHa00IMYeCKOn
aKTUBHOCTBIO B COOTBETCTBUM C OCHOBHBIM (PapMaKoOJOTHYECKUM JIeHCTBHEM, KOMOMHHMPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToB, YKa3aHHbIX B mnoanyHkre 3 mnyHkra 10 Hacrosmero Ilopsaka,
IpeJHa3sHauYeHHbIE I JEUSHMs I'paXkJlaH, UMEIOIIMX MPpaBo Ha OeclIaTHOE MOJyYeHHE JIEKAPCTBEHHBIX
IIPeNnapaToB WM MOJIyYE€HUE JEKaPCTBEHHBIX MPENapaToB CO CKUJKON, OCYIECTBISAETCS HA PELENTYPHOM
omanke Gopmbel N 148-1/y-88, K KOTOpOMY MOTMOITHHUTEIBHO OGOPMIISIETCS PELENT Ha PEelenTypHOM
6manke Gopmbl N 148-1/y-04 (1) (B ABYX dK3eMIUIsIpax Mpu opopMICHHH Ha OyMaKHOM HOCHTEJE).

ITpunoxxenne N 1

K [lopsiaky Ha3HAYeHUA
JIEKapCTBEHHBIX MPETAPaTOB,
YTBEPKACHHOMY NPUKA30M
MuHucTepceTBa 34paBOOXpaHEHUS
Poccuiickoit @enepanuu

ot 14 suBaps 2019 1. N 4u

KOJIMMECTBO
HAPKOTUYECKUX CPEACTB U NCUXOTPOINHbLIX BEWWECTB, KOTOPOE
MOXET BblTb BbINMMCAHO B OOHOM PELUENTE

N MexnynapoaHoe ®dopwma BbIITyCKa U KonnuectBo
I/l | HEMaTEHTOBAHHOE HAaUMEHOBAHUE JI03UPOBKA
HapKOTHUYECKOTO U
TICUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
1 bymnpenopdun + Hanokcon TabneTku 60 TabmeTok
CyOMHTBaIHHBIC
0,2 mr + 0,2 Mr (ymakoBka, kpaTHas N
20)
2 bynpenopdun PactBop mst
ynpeHop TBOp At 30 ammyn
uHbeKuui, 0,3 mr/mi 1
(WM pHI-TIOOUKOB)
MJT
3 Bymnpenopdun TpancaepMaabHbIiI
ITACTHIPh
www.consultant.ru Crpanuma 17 u3 39

HaJCKHAA MPAaBOBas MOMICPIKKA



Ipuxa3 Munzapasa Poccuu ot 14.01.2019 N 41

"O6 yTBepKACHHH MOPsiAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENaparoB, GopM HAoxyment npefioctasien Koncynsrantllnioc
? Jlata coxpanenus: 25.01.2020
PELENTYPHBIX...
35 Mkr/4gac 20 mmacTeipei
52,5 MKr/9ac 10 mnacTeipeit
70 MKr/49ac 5 macTeIpei
4 JluruapokoaenH TaOneTkn
IIPOJIOHTUPOBAHHOI'O
NEUCTBUA
60 mMr 40 TabneTok
90 mr 30 tabieTox
120 mr 20 TabneTox
5 Mopdun PactBop st

WHBEKIUM, pacTBOp ISt

20 ammyn
MOJIKO’KHOTO BBEJICHUS

(mmpuUI-TIOOUKOB)

10 mr/mu 1 Mt

6 | Komeun + Mopdun + Hockanus + PactBop st
[TarmaBepun + Tebaun OJIKOKHOT'O BBEJICHUS
0,72+5,75+2,7+ 20 aMva
0,36 + 0,05 mr/mi 1 Y

1,44 +115+54+
0,72 + 0,1 mr/mit 1 mn

7 Tpumenepuana Tabmerku 25 mr 50 TabieTok

8 Tpumenepuana PacTtBOp mi1st mHBEKIMI

20 ammyn

10 mr/mon 1 Mo
(mmpuUI-TIOOUKOB)

20 mr/mut 1 Mt

9 Mopdun TabneTku (Kancyss)
MIPOJIOHTUPOBAHHOTO
NEeNCTBUS
10 mr 180 Tabu. (xamc.)
30 mMr 60 Tabu1. (karc.)
60 Mr 40 tabmx. (karc.)
100 mr 20 tab:x. (karc.)
200 mr 20 tab:x. (karc.)
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DELETITYPHEIX... Jlata coxpanenus: 25.01.2020
10 Mopdun Tabmerku
5wMr 100 tabierox
10 mr 100 tabnerox
11 Mopdun Kamm nns mpuema
BHYTPE 4 ¢nakona
20 mr/mi 20 M
12 Mopdun PactBop miist mpuema
BHYTPb (MOHO/03bI)
2 Mr/mn 5 mi 100 ammyn />
6 Mr/mi 5 mi 80 ammyn /3
20 mr/mit 5 M 30 ammyn /3
13 Oxkcukonon + Hanokcon Tabnerku
MIPOJIOHTUPOBAHHOTO
JIEUCTBUSA

5wMr+2,5wMr
10 Mr + 5 mr
20 Mr + 10 Mr

40 mr + 20 mMr

100 tadneTok
60 TadeTox
40 tabneTok

20 TabieTok

14 | TIponmmoHMI(PEHUIITOKCUI THIIITHTT

TaOseTkH 3aleydnie

50 TabeTox

EpUIUH 20 mr
15 denTaHun TpancnepManbHas
TeparneBTHYecKast
cucreMa
12,5 mkr/gac 20 mnacTeipeit
25 MKr/gac 20 mmacTeipei
50 Mkr/49ac 10 mmacTeipeit
75 MKr/49ac 10 mnacTeipeit
100 mkr/gac 10 mnacTeipeit
16 DeHTaHUIT TabneTku
50 TabneTok
MOIBS3BITHBIC
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Jlata coxpanenus: 25.01.2020

0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 mr
0,8 mr
17 denTaHun Cripeil Ha3aJIbHBII
®nakon 50 MKr/mo3a
2,0 M (10 no3) 24 ¢nakona
3,2 ma (20 n03) 12 ¢akoHOB
5,0 mi (40 mo3) 6 akoHoB
dnakon 100 MKr/mo3a
2,0 M (10 mo3) 12 pmakoHOB
3,2 mn (20 mo3) 6 (akoHOB
5,0 mi (40 mo3) 3 ¢makona
dnakon 200 MKr/mo3a
2,0 mi1 (10 no3) 12 ¢gakoHOB
3,2 M1 (20 103) 6 (hmakoHOB
5,0 m1 (40 m03) 3 dbnakona
18 Byropdanon PactBop 111 MHBEKLINI 20 ammyn
2 mr/mn 1 mn
19 Hanbydun PactBop a1 uHbEKITUI
10 mr/mon 1 Mo 50 ammyn
20 mr/mi 1 Mo 25 ammmyn
20 ®denobapOuTan TabneTku
Swmr
50 mr 50 tabieTok
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100 mr

ITpunoxenne N 2

K [lopsiaky Ha3HAYEHUA
JIEKapCTBEHHBIX IIPENapaToB,
YTBEPKACHHOMY NPUKA30M
MuHucTepceTBa 34paBOOXpaHEHUS
Poccuiickoit @enepanuu

ot 14 suBaps 2019 1. N 4u

CnpaBouHo

PEKOMEHOOBAHHbIE K UCMNOJIb3OBAHUIO COKPALLIEHUA

NnPU O®OPMJIEHUU PELIENTOB

Cokpanienue ITonmxoe Hanmucanue [TepeBon
aa ana 0, TIOPOBHY
ac., acid. acidum KHCJIOTa
aer. aerozolum a’p030I1b
amp. ampulla ammyna
aq. aqua BOJA
aq. purif. aqua purifikata BOJIa OUHUIIICHHAS
but. butyrum MacJio (TBepaoe)
caps. capsula Karcyra
comp., cps compositus (a, um) CJIOXKHBIHN
D. Da (Detur, Dentur) Brigaii (mycTh BeIIAHO, ITYCTh
OyZIeT BBIIAHO)
D.S. Da, Signa Detur, Signetur Brigaii, 0003Ha4b
[TycTes OyneT BbIIaHO,
0003HAYECHO
D.t.d. Da (Dentur) tales doses Brinaii (Ilycts 6ynyT

BBIJIaHBI) TAKHE JT03bI

HaJCKHAA MPAaBOBas MOMICPIKKA
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Jlata coxpanenus: 25.01.2020

PELENTYPHBIX...

dil. dilutus pa3BeICHHBIN
Div. in p. aeq. Divide in partes aequales Pa3nenu Ha paBHBIE YacTH
emuls. emulsio AMYJIbCHS
extr. extractum JKCTPAaKT, BBITSKKA
F. Fiat (fiant) [TycTts 0Opazyercs
(oGpasyrores)
gran. granulum TpaHyJIbI
qt., qtt qutta, guttae KaIuis, Kamiu
qtt. peror. guttae peroralis Karum ISl IpueMa BHYTPb
inf. infusum HACTOU
in amp. in ampullis B aMITyJ1ax
in tab. in tab(u)lettis B TabJaeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B TalJIETKaX C
MTPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B Ta0JeTKax ¢

obductis MPOJIOHTHPOBAHHBIM
BBICBOOOKIEHHUEM,
MTOKPBITHIX 000JIOUKOI
lin. linimentum JKUIKasg Masb
lig. liquor KUJKOCTh
lot. lotion JOChOH
m. pil. massa pilularum MAJTIONIbHAS Macca

membr. bucc.

membranulae buccales

IIJICHKH 3alllCYHbIC

M. Misce, Misceatur Cwmermaii (Iycts Oyzmer
CMEIIaHO)
mixt. mixtura MHUKCTypa
N. numero YHUCIIOM
ol. oleum Macio (KUIKOE)
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past. pasta nacra
pil. pilula, pilulae TTAJTIONISL, TIUJTEOJTH
p. aeq. partes aequales paBHBIC YacTH
ppt., praec. praecipitatus OCaKJICHHBIN
pulv. pulvis MTOPOIIOK
q. s. quantum satis CKOJIbKO MOTpedyercs,
CKOJIBKO HaJI0
r., rad. radix KOpEHb
Rp. Recipe Bozpmu
Rep. Repete, Repetatur [TosTopu (ITycTs Oynet
MTOBTOPEHO)
rhiz. rhizoma KOPHEBUILIE
S. Signa, Signetur O6o3nausb (ITycts Oymer
0003HAYEHO)
sem. semen cems
simpl. simplex IPOCTOM
Sir. sirupus CHpOII
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBop AJis pueMa BHYTpPb
spr. spray cripei
Spr. nas. spray nasale CIIpel Ha3aJbHbBIN
supp. suppositorium cBeya
susp. suspensio CYCIICH3HsI, B3BECh
tabl. tab(u)letta TabieTka
t-ra, tinct. tinctura HAaCTOMKa
STT Systemata Therapeutica TpaHCAepMalIbHAs
Transcutanea TepaneBTHYECKas CUCTEMa
ung. unguentum Masb
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Vitr. vitrum CKJISTHKA

ITpunoxenne N 2

K IpHUKa3y MUHUCTEPCTBA 3/IpaBOOXPAHEHUS
Poccuiickoit denepanuu

oT 14 sauBaps 2019 r. N 41

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

MMHMCTEPCTBO 3OPaBOOXPAaHEHUA Kon dopmer no OKYI

Poccumickon demepauum Kon yupexnmenma no OKIIO
MemMumHCKasa HOOKYyMEHTALMA

HavMeHOBaHMe (WTaMII) dopma N 107-1/y

MEeIOMUVHCKOM OPpTaHM3aluMn YTBepXIeHa NPUKa30M
MuHMUCTEepCTBa 3OPAaBOOXPAaHEHUA

HamMmeHOBaHMe (WITaMII) Poccurickon demepauun

VHIMBUAOYAJIBHOT'O MNpPenNpMHUMAaTETIA or 14 suBapsa 2019 r. N 4H

(ykaszarb ampec, HOMEp M IaTy JIMLEeH3WUM,
HaMMEHOBAaHME OpTraHa TOCYyIapCTBEHHOM
BJIACTM, BHOABIIETO JIMLIEH3UIO)

PEOEIT
(B3pOCIBEM, IOETCKMM — HYXHOE [NOIOUYEPKHYTH)
" " 2 O I‘ .
daMmIMsa, MHMLUMAJEL MMEHM UM OTuecTBa ([ocjenHee — IIPM HaJIMdUM)
nauMeHTa
JaTa poxneHuA
daMmIMsa, MHMLMAJE MMEHM M OTUYecCcTBa (IocJienHee - IIPM HaJIMUUM)
Jleyamero Bpada (denbnumepa, akyLEepKM)
py0.|xomn.| Rp.
pyO.|xomn.| Rp.
pyo. |xomo. | Rp
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Honnuce M.II.
¥ IeyaTh JeuameIro Bpauda
(nomnmucek Gerypbmmepa, aKylepKM)

PelenT memcTBUTeJIeH B TeueHue 60 mHelt, mo 1 roma ( )
(HyXHOEe INOOUEPKHYTH) (ykazaTb KOJIUUECTBO
MeCslLeB)

ObopoTHasa CTOpPOHAa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peneHuIo BpayeOHon
KOMHCCHHU

[TpuroToBun [Iposepun Otnyctun

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

MUHMCTEPCTBO 3APaBOOXPAHEHNI

Poccurickon demepaumm Kom dopmer mo OKYI 3108805
MenuumHCKas OOKYyMeHTalUMs
HammeHoBaHMe (WTaMil) dopma N 148-1/y-88
MEeOUMIUVHCKOM OpIaHM3aLUn YTBepxImeHa IPMUKa30M
MyHMCTEepCTBa 3OPaBOOXPAHEHUS
HamMmeHoOBaHMe (WTaMII) Poccumrickon denmepaumm
VHIMBUAOYAJIBHOT'O MNpPenlNpMHUMATETIA or 14 suBapsa 2019 r. N 4u

(ykazsaTb ampec, HOMEp M HATy JIULEH3UM,
HaVMEeHOBAaHME oOpraHa I'OCYIapCTBEHHOMU
BJIACTM, BHIABIEIO JIMLEH3UL)

rarararn rararararna
Cepusa N
LJL 4L dL LdJLJdLJdJLdL J
PELIENT oo 20 r.
(naTa odopmMIIeHMA PpeLelTa)

(B3pOCUBI, IOEeTCKMM — HYXHOEe IIOINUEPKHYTH)
daMuIMsa, MHULMAJIE MMEHM M OTUuecTBa (IocjienHee — NIPU HaJIU4UUM)
naumMeHTa
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PELENTYPHBIX...

JaTa poxnmeHuda

Anpec MecTa XMTEeJIbECTBa mjm N MeIMUMHCKOM KapTeL aM6ynaTopHor\o InanumMeHTa,
IIoJIiydJanmero MeIMIMHCKYI IIOMOIBb B aMGyJ’IaTOprIX YCIIOBUAX

daMmIMsa, WVHMLUMAJE MMEHM M OTUYecCcTBa (IocjenHee — MOPY HAJMUWM)
Jleyamero Bpada (denbrnumepa, akyLepKM)

[lognmuce M nevaTh Jedalero Bpauda M.II.
(nomnucek oGerypmmepa, aKyllepKM)

PeuenTt merCcTBUTEJIEH B TeueHMe 15 nHeun

OBopoTHas CTOPOHA

OtMmeTKa 0 Ha3HAYCHUH JIEKAPCTBEHHOTO
npernapaTa 1o pelieHuIo BpaueOHOH
KOMHUCCHH

IIpurorosun IIposepun Otnyctun

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

MMHMCTEPCTBO 3OPaBOOXPAaHEHUA YTBEPXIEHA
Poccumickoy denmepauum npmukasoM MuMHMCTepCTBa 3OpaBOOXpPaHeHUd
Poccurickon denmepauum
or 14 suBapga 2019 r. N 4H

Tamn
Kon
MENVUMHCKOM OpTaHM3alun
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PELENTYPHBIX...

Tamn
Kon

VMHIOVBUOYAJIBHOT'O IPEenlpMHMMaTEeIJIA

Konm dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)

Kon Kon Hcrounnk puHAHCUPOBAHMUS: % omnaThel:
KaTEropu | HO30JOTMYECKOU (MOTYEPKHYTH) (MOTYEPKHYTH)
rpaxaan | ¢opmsl (mo MKB)
1. ®denepabHBIN OIOKET 1. Becrutatso
2. Bromket cyonekta Poccuiickoit 2.50%
®denepauun

3. MyHuIMnagbHbINA OFOKET

PEOEIT Cepusa N Hata obopmiieHUA: 20 .

daMUIMa, MHULMAJE MMEHU UM OTUYeCcTBa
(mocnenHee - OpM HaJU4dUM)
naumeHTa

JaTa poxneHuAa
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CHWJIC

N nommca
00513aTEJIbHOTO
MCEAUITUHCKOT'O
CTpaxOBaHUS:

HoMep MeIMUMHCKOM KapTh naureHTa, [OOJyJYanlero MeIUIINHCKY
aMOyJIaTOPHEIX YCIIOBUSAX

ITOMOIIb

B

daMmIMsa, WVHMLUMAJE MMEHM M OTUYeCTBa (ImocjenHee — MOPY HAJUUUM)
Jleyamero Bpada (denbrumepa, akyULepKM)

[lognmuce M nevaTh Jedalero Bpada M.II.
(mopnuce Qespamepa, akyllepKn)

PelenTt pmemncrBuUTeJeH B TeueHue 15 mHem, 30 pHert, 90 nHeu
(HYyXHOE IMNOOUEPKHYTH)

www.consultant.ru
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OTnyuieHo no peuenty: ToproBoe HaMMEHOBaHUE U JIO3UPOBKA:
Iara ormycka: " " 20 . Konuuectso:
[TpuroroBuit: [IpoBepuit: OtnycTuit:

(JIuHUS OTPBHIBA)

Kopemok penentypHoro 6manka Cnoco6 npuMeHeHUs:
[IponoKUTENBHOCTD THen

HanmeHoBaHMe JIeKapCTBEHHOTO MIperapara:

Jlo3upoBka: KonnuecTBo mpueMoB B A€Hb: pa3

Ha 1 npuewm: el.

ObopoTHasa CTOpOHA

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peneHuio BpayeOHon
KOMHCCHHU

[TpurotoBun [IpoBepun Otnyctun

ITpunoxxenne N 3

K IpUKa3y MUHUCTEPCTBA 3IpaBOOXPAHEHUS
Poccuiickoit denepanuu

oT 14 sauBaps 2019 r. N 41

NnOoPAAOOK
OPOPMJIEHUA PELUENTYPHbIX BJTIAHKOB HA NIEKAPCTBEHHbDIE NMPEMAPATbI,
NX YYETA U XPAHEHUA
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Joxyment npenocrasier Koncynsrantlmoc
Jlata coxpanenus: 25.01.2020

I. OchopmneHue peuenta Ha 6yMmaXxHOM HocuTene

1. Ha peunentypnsix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€eBOM BEepXHEM
YIIy TMPOCTaBISETCS INTaMIl MEAWIIMHCKOW OpraHW3allii C YKa3aHHEeM e€¢ HAauMEHOBAaHWsS, ajpeca U
TenedoHa.

JononHutenbHO Ha penentypHoM Omanke ¢opmbel N 148-1/y-04(;1) mpoctaBisieTcss KoA
MEIUIIMHCKOW OpraHu3alii B COOTBETCTBHMM ¢ OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPAMOHHBIM
Homepom (nanee - OI'PH).

Cepust penentypHoro Omanka ¢dopmbl N 148-1/y-04(;1) Brirowaer kon cyowekta Poccmiickoit
denepanun, COOTBETCTBYIONMIUN IBYM MepBbIM IHdpam OOIEpoCCUiickoro kiaccupukaropa 00ObEKTOB
aIMUHUCTPATUBHO-TEppUTOpUaNbHOTO Aenenus (naiee - OKATO).

Paspemaercs n3roraBnuBarh penentypHsiii 6maHK (opmbl 107-1/y ¢ MOMOIIBIO KOMIBIOTEPHBIX
TEXHOJIOTUH.

2. Ha penentypHbix OnaHkKax, oOGOPMIIIEMBIX WHAMBUIYAIbHBIMH TMPEANPHHUMATENSIMH,
UMEIOIIMMH JIMIIEH3UI0 HAa MEIUIMHCKYIO J€ATeJbHOCTh, B BEPXHEM JIEBOM YINIy TUHOrpadCKuM
CIOCOOOM WJIM TyT€M MPOCTABICHMUS INTaMIa JODKEH OBbITh yKa3zaH aJpec WHAMBHIYaJIbHOTO
IpEeApUHUMATENS, HOMEP M Jara JMICH3WH, HAaWMMEHOBAaHUE OpraHa TIOCYIJapCTBEHHOM BIIACTH,
BBIJIABILIETO JIMIIEH3UIO.

3. Penentypubie Omanku ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) 3amomHstOTCS
MEIUIUHCKUM pabOTHUKOM pa300pUUBO, YETKO, YEPHUIIAMH WM HIAPUKOBON PYyUKOM.

4. Jlomyckaetcst opopMIIeHHE BCEX PEKBU3UTOB (3a MCKIOUeHHeM pekBu3uTa "[loanmuck nedaiiero
Bpaua (moamuch Qemnpamiepa, axkymepku'") penentypHsix OnaHkoB ¢opmbel N 107-1/y, ¢opmsr N
148-1/y-88 u hopmbr N 148-1/y-04(11) ¢ UCTIOTB30BAaHUEM TIEYATAFOIINX YCTPOUCTB.

5. Odopmrnenne peuentypHbix OmankoB ¢opmsel N 148-1/y-04(;1) Bkmowaer uudpoBoe
KOJIMPOBAHUE.

HudpoBoe koaupOBaHUE YKA3aHHBIX PEIEITYPHBIX OJIAHKOB BKIIIOUYAET:

1) xox MemuumHckoi opranuzamuu (OI'PH) unm xom WHAMBUIYaTbHOTO TPEANPUHUMATENS B
COOTBCTCTBUU C OCHOBHBIM FOCyI[apCTBeHHBIM peFI/ICTpaLII/IOHHBIM HOMepOM I/IHI[I/IBI/II[yaJIBHOI‘O
npeanpuanmatens (nanee - O PHUII), npoctaBisemplii TPy U3rOTOBICHUH PEIENTYPHBIX OJJaHKOB;

2) KOA KaTeropuu TpaxJaH, MMEIOIIMX IPaBO Ha IOJIYYEHHUE JIEKApCTBEHHBIX IIPENAapaToB B
COOTBETCTBHUU cO cTaTtheit 6.1 denepanbHoro 3akoHa ot 17 urong 1999 r. N 178-D3 "O rocyaapcTBEeHHOM
coupanbHOW momou" <1>, W KOJ HO30JOTHUYecCKOW (GopMbl M0 MeXIyHapOIHOW CTaTUCTHYECKOMN
kinaccudukamuu 6onesneit (nanee - MKDB), 3amonHsemMble edamyM BpauyoM MyTeM 3aHECEHUS KaKIOu
1UGPHI B MyCThIEe TYEHKU, TIPU 3TOM TOUYKA MPOCTABISIETCS B OTACIBHOM siueiike;
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<1> Cobpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 1999, N 29, ct. 3699; 2009, N 30, cr.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormerka 00 ucrouHWke (uHAHCHUpOBaHMS ((penaepanbHbIii OromKeT [1], OrOMKET CcyOBeKTa
Poccwuiickoit @eneparuu [2], MyHHIUTAIBHBIA Of0/KeT [3]) M MpOLIEHTE OIUIaThl penenta (OecTuiaTHO
[1], 50% [2]);

6. B peuentypubix 6mankax Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) B rpade "Damunms,
WHUIMAJIBl MMEHU M oT4yecTBa (IMOCIENHEe - TPU HAJMYMHU) TalMeHTa" yKa3bIBalOTCS (aMumms,
WHUIMATB IMCHH U OTYECTBA (MIPY HATTMYHMH ) TIAIIHCHTA.

7. B peuentypabix Omankax dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(;n) B rpade "Jlata
pokJieHHs" yKa3bIBaeTCs 1aTa POKJICHUS MalkeHTa (Y4UCiI0, MECsll, TO).

JonomHuTeHO B penentypHbix Onankax Gopmbel N 148-1/y-88 u ¢popmer N 107-1/y nnsa nereit B
Bo3pacTte 70 1 rona B rpade "/laTa poxaeHus" yKa3pIBaeTCsl KOJIMYECTBO MOJHBIX MECSIIEB.

8. B penentypubix Omankax ¢dopmbel N 148-1/y-04(1) B rpadax "CHUIIC" m "N monmca
0053aTEIbHOTO MEAMLUHCKOTO CTPaXxOBaHMs'" YKa3bIBAaIOTCS CTPAaxOBOM HOMEp WHIMBHYaIbHOTO
nuneBoro cueta rpaxknannaa B [lencuonnom ¢onne Poccutickoit @enepannu (CHUJIC) (mpu Haymuum)
1 HOMCD 110JIMCa 06}I3aT€HBHOFO MCIUIUHCKOI'O CTpaxOBaHUs.

9. B peuentypusix 6mankax Gopmber N 148-1/y-88 B rpade "Anpec mMecra KUTEIHCTBA I HOMEP
MEIUIIMHCKOW KapThl MAIMEHTa, MOJTYYaloero METUIIMHCKYIO MOMOIb, B aMOylIaTOPHBIX yCIOBHSX"
YKa3bIBAETCSl aJpec MeCTa KHUTENhCTBA (MecTa MpeObIBaHUS WM MecTa (PAaKTUYECKOrO MPOKUBAHUS)
MarMeHTa WX HOMEpP MEIUIMHCKOW KapThl MAlMeHTa, MOJYYAIOMero MEIUIIMHCKYI TOMOIIb B
aMOyJIaTOPHBIX YCIOBUAX <2>,

<2> Tlpukaz MunHCTEpCTBa 3ApaBooxpaneHus Poccuiickoit deaepanmu ot 15 nexadps 2014 r. N
8341 "OO0 yTBepkAeHUM YHU(PHUIMPOBAHHBIX (OPM MEIUIIMHCKON ITOKYMEHTAllUW, HMCIOJIb3YeMBbIX B
MEIULUHCKUX OpPraHU3alMsaX, OKa3bIBAIOIIMX MEIUIMHCKYIO MOMOIIb B aMOYJIATOPHBIX YCIOBHAX, U
MOPSAJIKOB 10 MX 3aloJHEHHI0" (3apeructpupoBaH MunucrepcTBoM roctuiuu Poccuiickoit @enepanuun
20 despans 2015 1., peructpanmonHslidi N 36160), ¢ HU3MEHEHUSMH, BHECEHHBIMH IPUKA30M
Munuctepctsa 3apaBooxpanenust Poccuiickoit ®enepaunn ot 9 sHBaps 2018 r. N 2 (3apeructpupoBan
MunucrepctBoM roctutiuu Poccutickoit ®enepanuu 4 ampens 2018 r., peructpammonssii N 50614)
(manee - npuka3 N 834H).

B penentypnsix 0mankax Gopmsl N 148-1/y-04(11) B rpade "Homep METUIIMHCKOM KapThl MAIIUEHTA,
MOJTYYAOIIET0 MEIUITMHCKYIO TTOMOIIh B aMOYJIaTOPHBIX YCIOBUSX' YKa3bIBaeTCS HOMEP MEIUITTHCKON
KapThI MAIMEHTA, MTOJIYYaOIIero MEJUIIMHCKYIO TOMOIIL B aMOYJIaTOPHBIX YCIOBUSIX <3>.

<3> IIpuxa3 N 834H.

10. B rpade "damunms, MHUIIMATBI IMEHH U OTYECTBA (TIOCIIeTHEE - TPH HAJTMYUH ) JISYAIlero Bpada
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(penmpamepa, akymepku)" peuentypHeix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i)
PYYHBIM CIIOCOOOM WM C TIOMOIIBIO HITAMIIa YKa3bIBAIOTCS (haMWiIns, WHUIMAIBI UMEHH M OTYECTBA
(mocneaHee - MpHU HAJIWYMK) MEIUIIMHCKOTO pabOTHMKA, Ha3HAYMBIIETO JIGKAPCTBEHHBIC IpenapaTsl U
0(OPMHBIIIETO PEIICTIT.

11. B rpade "Rp" peuentypusix OmankoB ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1)
yKa3bIBACTCS:

1) HauMeHOBaHUE JIEKaPCTBEHHOI'O Mpenapara (MeXAyHapoAHOE HEMAaTEHTOBAHHOE HAUMEHOBAHUE,
IPYNIUPOBOYHOE WM XMMHUYECKOE HAMMEHOBaHWE, TOPTrOBOE HAMMEHOBAaHWE) Ha JIATUHCKOM S3BIKE,
¢dopma BhIITyCKa, T03UPOBKA, KOJIHMUYECTBO;

2) cmoco0 TpUMEHEHHUs JIEKapCTBEHHOIO Ipernapara Ha TOCYAapCTBEHHOM s3bIke Poccuiickoit
@enepanuy WIM Ha TrocyAapcTBeHHOM s3bike Poccuiickoil denepanuu U rocyAapCTBEHHOM SI3BIKE
pecnyONIMK M MHBIX sI3bIKaxX Hapo1oB Poccuiickoit Meneparmm <4>.

<4> Yacte 1 crateu 15 3akona Poccwuiickoit ®@enepammu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIkax HapoaoB Poccuiickoit ®enepamuun” (Bemomoctu cbhe3na Hapoaubix genyraroB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanme 3akoHomarenbcTBa Poccuiickoit
Oenepanun, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

12. TTpu ohopmiieHNH pelenTypHBIX OJIAHKOB 3alpeiaeTcs OrpaHUINBATHCS OOIIMMHE YKa3aHHUSIMH,
Hanpumep, "Buyrpennee", "MU3BectHo".

13. Peuent, odopmieHHblii Ha peuentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(1), moAmMCHIBACTCS MEAUITUHCKIM paOOTHUKOM U 3aBEPSIETCS €T0 NeYaThio.

Penenit, opopmiennslii Ha peuentypHoMm Onanke ¢popmbl N 148-1/y-88 u dopmbr N 148-1/y-04(m)
JIOTIOJTHUTEIBHO 3aBEPSAETCS MeYaThi0 MEUIIMHCKON opranu3aruu "Jist penentos".

14. Ha ogaom peuentypaom 6manke ¢opmbl N 148-1/y-88 u ¢popmsr N 148-1/y-04(:) pazpemaercs
OCYIIECTBIISATH HA3HAUCHHE TOJIFKO OJTHOIO HaMMEHOBAHHSI JIEKAPCTBEHHOTO Ipernapara.

Ha omgnom peuentypnom Onanke ¢opmbl N 107-1/y paspemraercs OCYyIIECTBISTh Ha3HAuYCHUE
TOJBKO OJHOTO HAaMMEHOBAHUA JIEKAPCTBEHHOrO0 TIpemapara, orHocsmerocs 1o ATX k
aHTurncuxorudeckum cpeactsaM (koa NOSA), ankcuonutukam (kojx NO5SB), CHOTBOPHBIM U celaTUBHBIM
cpencTBam (xon NO05C), aHTHUJIETIPpEcCCaHTaM (xon NO6A) u HE [IOJIEKAIIETO
MPEIMETHO-KOJIMYECTBEHHOMY YUEeTY, U JI0 TPEX HAMMEHOBAHUH JICKAPCTBEHHBIX MPEMAapaTOB - JUISI HHBIX
JIEKapCTBEHHBIX MpENaparoB, HE OTHECEHHBIX K BhIlIeyKa3zaHHbIM ATX.

15. VctipaBienus B penienTe He JOMYCKaOTCS.

16. IIpu odopmiiennn penentypHbix 01ankoB hopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JIEKapCTBCHHBIC TIperaparbl, Ha3HAuUEHHBIE [0 pEIICHUIO BpadyeOHON Kommccud, Ha o00opoTe
pelenTypHoro GjaHKa CTAaBUTCS CTICIMAIbHAS OTMETKA (IIITaMIT).
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17. Ha penenityprom 6manke ¢opmsl N 148-1/y-04(:1) BHU3Y UMeeTCs JIMHUS OTPBIBA, pa3Aessaiomas
peLenTypHbIi OJIaHK M KOPEIIIOK.

Kopemok ot pernienta, opOpMIICHHOTO Ha yKa3aHHOM DPEIENTYpHOM OJIaHKe, BBIIACTCS MAIIMEHTY
(ero 3aKOHHOMY TMIpEICTABUTEII0) B aNTEYHON OpraHW3alMy, Ha KOpEUIKe JesaeTcs OTMETKa O
HAaUMEHOBAHHUH JIEKAPCTBEHHOTO TIperapara, J03UpOBKe, KOIIMYECTBE, CIIOCO0E MPUMEHEHUS.

18. OdopmieHne CHenuasbHOTO PEIEeNTYpHOro OJaHKa Ha HAPKOTHYECKOE CPEICTBO U
MICUXOTPOITHOE  BEIIECTBO  OCYILIECTBISAECTCS B  COOTBETCTBUM C MpUKa3oM MHHHCTEpCTBa
3npaBooxpanenus Poccuiickoii ®denepanuu ot 1 aBrycta 2012 r. N 541 "OO6 yrBepkneHuu (HOpMmMbI
OJIaHKOB PEIENTOB, COACPKAINUX HA3HAYCHHE HAPKOTHYECKHUX CPEJICTB MM TCUXOTPOMHBIX BEIIECTB,
MOpSAKAa WX HW3TOTOBIEHUS, PACHpPENENICHUs, PETUCTpAllMU, Y4yeTa W XpaHEHHs, a TakXKe TMpaBuil
oopmrenus" <5>.

<5> 3apeructpupoBan MunuctepctBoM toctuniuu Poccuiickoit @enepauun 15 asrycra 2012 r.,
peructpaumondbii N 25190, ¢  u3MeHEHHMSIMH, BHECEHHBIMHM TMpUKa3zaMu MUHHUCTEpCTBA
3npaBooxpanenus Poccuiickoit ®enepanu ot 30 wurons 2015 r. N 385H (3apeructpupoBan
MunuctepctBoM roctuiuu Poccutickoit @enepanuu 27 HosiOpst 2015 1., peructparmonusii N 39868), ot
21 anpens 2016 r. N 254n (3apeructpupoBan MunucrepctBoM toctuuun Poccuiickont ®enepannn 18
utonsgs 2016 1., peructpanmonubii N 42887), ot 31 oxtabps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM roctuninu Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructparmonssiii N 49561).

Il. OchopmneHune peuenta B (popme INEKTPOHHOro AOKYMEHTa

19. Penienit B hopMe 3JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCUJICHHOW KBaTU(UIIMPOBAHHON
ANEKTPOHHON MOJIMUCKHIO, (OPMUPYETCS MEAUIIMHCKUM paOOTHUKOM, CBEACHHUS O KOTOPOM BHECEHBI B
dbenepanbHBI  PErHCTp MEIUIIMHCKAX pAOOTHUKOB <6>, a TakkKe NpPH YCIOBHH PETUCTPAINH
MEAUIMHCKOW OpraHu3alyu, B KOTOPOH odopMisieTcss pelent, B (perepaibHOM peecTpe METUIIUHCKUX
opranuzanuii <7> eIuHON ToCyIapCTBEHHON MH(DOPMAIMOHHONW CHCTEMBI B cepe 31paBOOXpaHEHUs U
MTOAKITIOUEHUST TaKOW MEIMIIMHCKOW OpraHu3ali K TOCYJapCTBEHHON WH(OPMAIMOHHOW CHCTEME B
cdepe 3npaBooxpaneHus cyobekTa Poccuiickoit denepannn <8>.

<6> IlynkTsl 6, 7 [lomokeHUsI O €IMHOM rocyJapCcTBEHHOM HMH(MOpPMAIMOHHON cucteme B cdepe
3paBOOXPAHEHUS, YTBEPKAECHHOTO nocTtaHoBieHueM I[IpaButensctBa Poccuiickoit denepanuu ot 5 Mast
2018 r. N 555 (Cobpanue 3akoHomatenbeTBa Poccniickoit @eneparuu, 2018, N 20, ct. 2849; N 49, cr.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (manee - [Tonoxxenue o eTMHON CUCTEME).

<7> Ilynktsl 9, 10 ITonoxeHust 0 €IUHON CUCTEME.

<8> Crarpu 91 u 91.1 denepanpuoro 3akoHa ot 21 Hos0ps 2011 roga N 323-®3 "OO6 ocHoBax
OXpaHbl 370poBbs TpaxaaH B Poccuiickoit ®enepamuu" (CobOpanue 3akoHoAarenbcTBa Poccuiickoit
®enepaun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, c1. 3477; N 39, c1. 4883; N 48, cr.
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, ct. 4397; 2016, N 1, c1. 9, 28; N 15, ct. 2055; N 18, ct. 2488; N 27, cT. 4219; 2017,
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N 18, ct. 2663; N 31, cT. 4794).

20. IIpu opopmienun perenra B GopMe dMEKTPOHHOTO JOKYMEHTA Ha JIGKAPCTBEHHBIC TPENaparhl,
yKa3aHHble B mojamyHkTax 2 - 5 nmyHkra 10 m nynkre 12 Ilopsiaka Ha3HauyeHWs JE€KapCTBEHHBIX
MpenaparoB, YTBEPXKJACHHOTO HACTOSIIMM TMPUKA30M, M OTHYCKaeMble 3a TOJHYI CTOUMOCTb,
3aIOHSIOTCS CIEAYIOUIUE PEKBU3UTHI:

1) kon cyomekta Poccwmiickoit ®enepanuu mo OKATO, ompegenstomuii rocynapCTBEHHYIO
WH(pOPMAIMOHHYIO CHCTEMY B cdepe 3paBooxpaHeHus cyObekra Poccuiickoit denepanun, B KOTOPOM
chopMHUPOBaH perent B (opMe IMEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHWE MEIUIIMHCKON OpTaHMU3aIliu, ajpec, TeeGoH Win HaMuiIns, HHUITUATIB HMEHU U
oTuecTBa (MOCHEAHEE - MPU HATUYUHU) UHIUBUIYATBHOTO MPEANPUHUMATENS, UMEIOIIETO JUIEH3UI0 Ha
METHUIIMHCKYIO JIeSITEIbBHOCTD, €ro aJapec;

3) OI'PH ropunmyeckoro nuua (MeauuuHckod opranuzauuu) win OI'PHUIT maauBuayanbHOTrO
IpeaIpuHUMAaTes;

4) nata odopMieHHs perenTa (yKa3bIBaeTCs YUCIIO0, MECSIII, TON);

5) nmara okoHYaHHsS JAeWCTBUS perenta (HopMHUPYETCs TOCYAApCTBEHHOW WH(POPMAIMOHHOMN
cucreMol B chepe 3apaBooxpaneHus: cyobekra Poccuiickoit denepaniyi B COOTBETCTBHH CO CPOKaMHU
newictBus penentoB: 15 auei, 30 queit, 60 aueit, 90 nuei, 1o 1 roga);

6) yHUKaIbHBIA HOMep perenta (hOopMHUPYETCs rOCyJapCTBEHHONH MH(OPMAIIMOHHON CHUCTEMOM B
chepe 3apaBooxpaHeHuss cyoObekTa Poccuiickoin @Denepanmmu W 00€CIIEYMBAET OJIHO3HAYHYIO
UACHTH(PUKAIUIO perenTta B ¢GopMme 3IeKTpoHHOTO JokymeHta B couetaHuu ¢ OKATO, OI'PH wumm
OI'PHUII);

7) ormetku "cito" (cpouno) wim "statim" (HEMEUIEHHO) TpH HEOOXOJUMOCTH CPOYHOTO HITH
HEMEJIEHHOTO OTIyCKa JIEKApCTBEHHOI'O MperapaTa MalueHTy,

8) aapec mammeHTa (yKas3bIBaeTCsl TOYTOBBIMA ajpec MecTa >KUTENIbCTBA (MecTa MpeObIBAaHUS WM
MecTa (DaKTUYECKOTO MPOKUBAHUA) C YKa3aHUEM WHJEKCA, HAMMEHOBAHUS Kpas, 00J1acTH, pecrmyOInuKH,
ABTOHOMHOTO OKpyra, HaWMEHOBAHMs HACEIECHHOTO ITyHKTa, HAWMEHOBAHUS YJHIBI (TPOCIIEKTA,
nepeyJsika, mpoeszaa), HoMepa aoMa (C yKazaHueM KOpIyca, Tpy HAJIMYKN ), HOMepa KBapTHPHI);

9) HOMEp >NMEKTPOHHOM MEIUIIMHCKON KapThl MalueHTa B TOCYAApCTBEHHOW HH(POPMAlMOHHOM
cucteme B cepe 3npaBooxpaneHus cyobekta Poccuiickoit denepanu;

10) pammuust, ©Ms1, OTIECTBO (IIPU HATMYHH) TAIIEHTA MTOJIHOCTHIO;

11) nmata poxaeHuss marueHTa (yKa3bIBaeTCs YHCIIO, MeECSI, Ton), il Jetedr mo 1 ronma
JOITOJIHUTCIBbHO yKa3BIBaeTC$I KOJINYCCTBO ITOJIHBIX MCCAILICB,

12) dhaMumnus, THUUAIBI KMEHU M 0TYeCTBa (TTOCIIeTHEE - TIPU HAJIMYUH ) MEAUITTHCKOTO PaOOTHHUKA
MOJTHOCTHIO;

13) HauMMeHOBaHWE  JIGKAPCTBEHHOTO  mpemapara  (MEXIyHapoAHOE  HENaTeHTOBAaHHOE
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HAaMMEHOBAaHHE, TPYNIUPOBOYHOE WM XUMHYECKOE HAMMEHOBAaHHME, TOPrOBO€ HAMMEHOBAHME) Ha
JATUHCKOM S3bIKE, TO3UPOBKA, (hOpMa BBIMTYCKa, KOJIHUYECTBO;

14) cnoco0 nmpuMeHEHHs JEKapCTBEHHOI'O Ipernapara Ha TOCyJapCTBEHHOM si3blke Poccuiickoii
denepan WIM Ha TOCYJIapCTBEHHOM s3bike Poccuiickoii denepanii M rocyJlapCTBEHHOM  SI3bIKE
pecnyOiIMK M UHBIX si3bIKaX HapoaoB Poccuiickoit deneparyn <9>;

<9>Yacte 1 crareu 15 3akona N 1807-1.

15) mpusHak yTBEpXKACHHS HA3HAYCHUS JIEKAPCTBEHHOrO MpermapaTa IO PEIICHUI0 BpavdeOHOM
KOMHUCCUHU MEIULIMHCKON OpraHu3ally;

16) oTMeTka O Ha3HAYEHWHU JIEKAPCTBEHHOTO IIperapara MO PEUIeHHI0 BpaueOHON KOMHUCCHH
MEIMLMHCKOW OpraHu3aliM B CllydasX, yKa3aHHbIX B a0zaie BTOpoMm InyHKTa 6 Ilopsaka HazHadeHus
JIEKapCTBEHHBIX NIPENAPATOB, YTBEPKACHHOIO HACTOSAIIUM IPUKA30M;

17) oTMeTKa O CrenMaibHOM Ha3HAYCHWHW JICKAPCTBEHHOTO Iperapara (3amojHsIeTCs B CIydasx,
yKa3aHHbIX B NyHKTax 16 m 25 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX IPENapaToB, YTBEPXKIECHHOIO
HACTOSIIUM TTPUKA30M);

18) oTMeTKa O crienMaIbHOM HAa3HAYEHUH JIGKAPCTBEHHOTO IMpernapara MalueHTy ¢ 3a0ojIeBaHueM,
TpeOYIOIINM IITUTEILHOTO KypCOBOTO JIeUeHHUs (3aloNHsIeTcs B ciayyae, ykazaHHoM B nyHkTe 24 [lopsaka
Ha3HA4YeHMS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKJIECHHOTO HACTOAILIMM IPUKA30M) C MPOCTABICHHEM
MEePUOJUYHOCTH OTIYCKA JIEKAPCTBEHHOT'O IIperapara;

19) mpu odopmieHnn perenrta B popme MEKTPOHHOTO JTOKYMEHTA Ha JIEKAPCTBEHHBIE MPENaparhl,
yKa3zaHHble B mnojamyHkTax 2 - 5 nmyHkra 10 m nynkre 12 Ilopsianka HazHauyeHHWs JE€KapCTBEHHBIX
IPenaparoB, YTBEPXKIEHHOIO HACTOSALIMM IPHUKA30M, Ipa)kJaHaM, MMEIOLIMM IMpaBo Ha OecruiaTHOe
MOJIy4E€HUE JIEKAPCTBEHHBIX IMPENapaToB WM MOJyYeHHE JIEKAPCTBEHHBIX IPENnaparoB CO CKUJIKOH,
3aMOJIHSIIOTCS. PEKBU3UTHI, IPEIYCMOTPEHHbIE MOANYHKTaMHM 1 - 18 HacTosIlero myHKTa, a Takke
CJIETYIOIINE PEKBUUTHI:

a) KaTeropusi TpaXJaH, HMMEIOLUIMX TMPAaBO Ha TMOJYyYEHHUE JIEKAPCTBEHHBIX MPENapaToB B
COOTBETCTBHUU cO cTatheit 6.1 denepanbHoro 3akoHa ot 17 urong 1999 r. N 178-D3 "O rocyaapcTBEeHHOM
coyaisHOM momonn" <10>;

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

0) xox Ho3oorudeckoi ¢hopmsl Mo MKB;

B) ucTOuHUK (uHaHcupoBanus (1 - QenepanbHblii OropkeT, 2 - OMKET cyObekTa Poccuiickoii
denepanuu, 3 - MyHUIIUTAILHBIN OFODKET);
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r) pazmep omutathl (1 - 6ecmatHo, 2 - 50%);

1) CTPaxoBOW HOMEpP HHIWBUIYaJbHOTO JMIIEBOrO cueTa rpaxaaHuHa B I[leHcmoHHOM QoHe
Poccuiickoit ®enepanuu (npu Hanuuuun) (CHUIIC);

€) HOMep ToJInca 0053aTeTbHOT0 METUIIMHCKOTO CTPAaXOBaHUS.

21. Ilpu mpocTaBiieHUM OTMETKH, yKa3aHHOW B mojanyHkre 16 mynkra 20 Hactosumiero Ilopsnka,
peuent B (opMe 3NIEKTPOHHOIO JIOKYMEHTa IIOANUCHIBAETCS YCHJIEHHOW KBaJU(UIIMPOBAHHOM
AJIGKTPOHHOW TMOJAMUCHIO TpeAcCenaTenss WIA CeKpeTaps BpauyeOHOM KOMHMCCHUH MEIUIUHCKON
OpraHM3allvy, MPU MPOCTABJICHUU OTMETOK, YKa3aHHBIX B MoAnyHkTax 17 u 18 mynkra 20 HacTosmiero
[Topsinka, - YCWJIEHHBIMH KBaJU(PHUIMPOBAHHBIMU HJIEKTPOHHBIMH TOAMUCAMH COOTBETCTBYIOLIMX
MEIULUHCKUX PAOOTHUKOB.

22. [lo TpeOOBaHMIO TAalMEHTa WIM €ro 3aKOHHOTO MpEICTAaBUTENs O(OpMIISETCs 3K3EeMILIp
peuenta B (opMe 3IIEKTPOHHOTO JNOKYMEHTa Ha OyMaXHOM HOCHTENEe, B TOM YHCJIE IyTEeM €ro
oopmienus Ha perentypHsix Omankax Gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(;1) ¢ oTmMeTKO
"JlyOmuKat 3JeKTpOHHOTO TOKYMEHTa'.

lll. YyeT peuentypHbix 6GnaHKoB

23. Vuer penentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(n),
M3TOTaBIMBAEMBIX TUIOTPACKUM CIIOCOOOM (Hajiee - pelenTypHbE OJaHKH, MOJIEKAIIUE YYery),
OCYIIECTBISIETCS B )KYpHalIax ydera, IPOHYMEPOBAaHHBIX, POITHYPOBAHHBIX U CKPEIUICHHBIX MOAMUCKHIO
PYKOBOIUTENS M T[€YaTbl0 MEAMIMHCKOW OpraHuM3alliil WM  TOANUCHI0  MHIUBUAYaJTBHOTO
MPEIIPUHUMATEISI, UMEFOIIETO JIUIICH3HIO Ha METUITTHCKYIO IeATEIIbHOCTb.

24. XKypnan y4era peuentypHbix 61ankoB popmel N 107-1/y conepkut cienyronue rpagsl:

1) HOMED O TIOPSIZIKY;

2) B paznene "[lpuxon":

a) JlaTa perucTpaluy JOKyMEHTa, TOITBEPKAAIONIETO MOCTYILICHHE;

0) HOMep U J1aTa TOKYMEHTa, TIOATBEPIKIAIOIIEr0 MOCTYIUIEHHE, HAMMEHOBAaHHUE MTOCTABIINKA,

B) 00I11ee KOJTMYECTBO MOCTYIMUBIINX PEIENTYPHBIX OJIAHKOB;

r) pamMuIns, HHUIMAIBI IMEHH U O0TYecTBa (TIOCTIeTIHEe - TIPU HAJUYHUK) U TIOJITUCh OTBETCTBEHHOTO
MEAUIIMHCKOTO pabOTHUKA, MOTYYUBIIETO PEIENTYPHbIE OJaHKU OT MOCTABILUKA;

3) B paznene "Pacxon":
a) J1aTa BBIJA4YM PELENTYPHBIX OJIAHKOB,;
0) KOJIMYECTBO BBIIAHHBIX PEIENITYPHBIX OJIAHKOB,;

B) (amwims, WHUIMATBI WMEHHM W OTYecTBa (TOCIeqHEe - TpPH HaJUYHH) OTBETCTBEHHOTO
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PELENTYPHBIX...

MEIULIUHCKOT0 pabOTHUKA, TOJIYUYUBIIETO PELENTYPHbIE OJIaHKHU;
T') IOANKUCH OTBETCTBEHHOI'O MEAUIIMHCKOTO PaOOTHHKA, MOTYYHUBILIETO PEIeNTYpHbIE OJaHKu;

4) bamunus, THUIMABGI IMEHU U OTYECTBA (TIOCIIETHEE - TPU HATMYHH ) U TIOJIMUCh OTBETCTBEHHOTO
MEIUIIMHCKOTO pabOTHUKA, BBIJABIIETO PEIENTypHbIE OJIaHKH;

5) oCTaToOK perenTypHbIX OJIaHKOB.

25. XKypnan ydera penentypHbix OnmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(;1) comepxuT
cienyromue rpadar:

1) HOMEp MO TIOPSIZIKY;

2) B paznene "[Ipuxon™:

a) JlaTa PeruCcTpanuy JTOKyMEHTA, TOITBEPKAAIOIIETO MOCTYIICHHE;

0) HOMep U J1aTa JOKYMEHTA, MOATBEPIKIAIOIIEr0 MOCTYIUICHUE, HANMEHOBAHUE TIOCTABIIHNKA;
B) 00I11ee KOJTMYECTBO MOCTYIMUBIINX PEIENTYPHBIX OJIAHKOB;

T') CepHH U HOMEPa PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJIaHKOB I10 CEPHSIM;

€) pamMuIvs, MHUIIUAIB IMEHH U OT4YecTBa (TIOCTIEHEE - IPU HAJTUYUN) U TIOJITUCh OTBETCTBEHHOTO
MEAUIIMHCKOTO pabOTHHUKA, MOTYYUBIIETO PEHENTYpHbIE OJaHKU OT MOCTABILIUKA;

3) B paznene "Pacxon":

a) J1aTa BBIJA4YM PELENITYPHBIX OJIAaHKOB,

0) cepuM ¥ HOMEpa BBIJJAHHBIX PELENTYPHBIX OJAHKOB;
B) KOJIMUYECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢amuivs, WHUIUATBI UMEHHM M oOTdyecTBa (MOCIenHee - TPU HAJIWNYWH) OTBETCTBEHHOTO
MEAUIIMHCKOTO pabOTHUKA, TOJYyYUBIIETO pelenTypHbIe OJIaHKH;

1) IOANKMCH OTBETCTBEHHOI'O MEAUIIMHCKOTO paOOTHHKA, TOJYYHUBILErO PELENTYpHbIE OlaHKY;

4) damuaus, MHUIIMATBEI UMEHH U 0TYeCTBa (ITOCIIEIHEE - TPU HATMYHUH) U TTOAMUCH OTBETCTBEHHOTO
MEIULUHCKOT0 pabOTHUKA, BBIAABIIETO PELENITypHbIE OJIaHKH;

5) OCTaTOK pelenTypHbIX OJIAHKOB.

26. Ydyer cneuuanbHbIX PELENTYPHBIX OJAHKOB Ha HAPKOTHYECKOE CPEICTBO M ICHUXOTPOITHOE
BEIIIECTBO OCYIIECTBIISAECTCS B COOTBETCTBUM C MPUKA30M MUHHCTEPCTBA 37paBOOXpaHeHus Poccuiickoi
@eneparuu ot 1 aBrycta 2012 r. N 541 "O6 yrBepxkaeHHH (OpMBI OJaHKOB PELENTOB, COAEPIKAIINX
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HAa3HAYCHUEC HAPKOTUYCCKUX CPCACTB MM TMCUXOTPOIIHBIX BCIICCTB, INOpAAKAa HUX HU3TOTOBJICHU,
pacmpeeneHus, pErUCTpalliy, yaeTa U XpaHeHHs, a TaKxke mpaBmt opopmiteHus" <11>,

<11> 3apeructpupoBan MunucrepctBoM roctuii Poccuiickoit ®eneparuu 15 aBrycra 2012 r.,
peructpaumonHelii N 25190, ¢  u3MEHEHMSMH, BHECEHHbIMM IpHKazaMu MmuHHCTEpCTBA
3npaBooxpanenuss Poccuiickoit ®enepammu ot 30 wmrons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM toctuiun Poccuiickoit @eneparuu 27 nosiops 2015 r., peructpammonssiii N 39868), ot
21 ampenst 2016 . N 2541 (3apeructpupoBan MuHuctepcTBoM roctuiiuu Poccuiickont denepanun 18
utonss 2016 1., peructpammonnsiii N 42887), or 31 oxtsaops 2017 r. N 882H (3apeructpupoBan
MunucrepctBoM roctuninu Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructparmonsasiii N 49561).

27. Vder penentoB, oQopMIEHHBIX B (OpME IIIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B
rOCyJapCTBEeHHON WH(GOpPMAIMOHHON cucteMe B cdepe 3apaBoOXpaHeHHMs cyObekTra Poccuiickoit
®denepanv TOCPEACTBOM BEJIEHUSI €IMHOTO PeecTpa PelenToB, OPOPMICHHBIX B (OpPME AIIEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB

28. MeaMuMHCKUE OpraHU3alMy MOJY4aroT HEOOXOIMMBbIE pelenTypHble OJaHKH, OQOpPMIICHHbIE
TUNOrPa)CKUM  CIIOCOOOM, uepe3 TEPPUTOPUANIbHBIE OpIaHbl YINPaBIEHUS 3ApPaBOOXPAHEHUEM WM
OpraHu3aIiy, YIMOJHOMOUYEHHBIE Ha 3TO OpraHaMHU MCIIOJHHUTEIBHON BiacTu cyObekToB Poccuiickoit
denepanuu.

29. Pe].[eHTypHBIC 6JI3.HKI/I, nmouIC)Kalme y4eTy, XpaHATCAd OTBCTCTBCHHLIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOJMTENIEM MEIAUIIMHCKOW OpraHu3alliid, B 3alHpaeMoOM MeTajuindeckoM mkady (ceitde) wumum
MCTAJININYCCKOM AIIUKE.

30. UaauBuayanbHbld TpeANPUHUMATEND, UMEIOLIUNA JTUIEH3UI0 Ha MEAUIIUHCKYIO JESTEIbHOCTD,
XpaHHUT pelenTypHble OJTaHKH, MOAJEKAIINE YUETy, B 3allMPaeMOM METaNTHYeckoM mKkady (ceiide) umu
METALUTHYECKOM SIIHKE.

31. IlpoBepka COCTOSHUS XpaHECHHs, y4eTa, (DaKTHUEeCKOro HAIWYMs W Pacxojia PelenTypHBIX
OJlaHKOB, MOJJIEKAUIUX Y4YeTy, OAMH pa3 B KBapTaJl OCYIIECTBISETCS KOMHUCCHEH, CO3/IaHHOW B
MEIUIMHCKON OpraHu3alnH.

32. Peunentypnsie Onanku, odopmisiemMbie Ha OyMa)XKHOM HOCHUTENE U TOJICKAIINE YyUeTy,
BBIIAIOTCSI MEIUIIMHCKAM pPa0OTHHUKAM, MMEIOIIUM IMPaBO OPOPMIICHUS PEIENTOB, MO PACIOPSHKEHUIO
TJIABHOTO Bpaya MJIH €ro 3aMEeCTUTEIIS.

[lomyyennsle penentypHele OJIaHKM Ha OyMaXHBIX HOCHTEISX XpaHATCA MEIUIIMHCKUMH
pabOTHHKAaMU B MOMEILEHHX, 00€CIIEYUBAIOLINX UX COXPAHHOCTb.

33. XpaHeHue creranbHbIX PEUENTYPHBIX OJIaHKOB HAa HApPKOTHYECKOE CPEACTBO U MCUXOTPOITHOE
BELIECTBO M BbIJlaya yKa3aHHBIX PEHENTYPHBIX OJAHKOB MEIUIIMHCKOMY PaOOTHUKY OCYIIECTBIISETCS B
COOTBETCTBHMHM C NMpUKa3oM MuHucrepcTBa 3apaBooxpanenus Poccuiickoit ®denepannn ot 1 aBrycra 2012
r. N 54u "O06 yrtBepxkaeHun (GopMbl OJIAHKOB PEIENTOB, COJEPKAIMMX Ha3HAYCHHE HAPKOTHYECKHUX
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CpCACTB WK IMCUXOTPOIHBIX BCIICCTB, MOPAAKA UX U3TOTOBJICHUA, paCIPCACICHUA, PETUCTPALlUA, YUCTaA
Y XpaHEHMs, a TaKke nmpaBwmil odopmiteHus " <12>.

<12> 3apeructpupoBan MunucrepctBoM roctuiiu Poccutickoit @eneparuu 15 aBrycra 2012 r.,
peructpaumonHelii N 25190, ¢  u3MEHEHMSMH, BHECEHHbIMM IpHKazaMu MmuHHCTEpCTBA
3npaBooxpanenuss Poccuiickoit ®enepammu ot 30 wmrons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM toctuiun Poccuiickoit @eneparuu 27 nosiops 2015 r., peructpanumonnsiii N 39868), ot
21 ampenst 2016 . N 2541 (3apeructpupoBan MuHuctepcTBoM roctuiiuu Poccuiickont denepanun 18
utonss 2016 1., peructpammonnsiii N 42887), or 31 oxtsaops 2017 r. N 882H (3apeructpupoBan
MunucrepctBoM roctuniu Poccuiickoit @enepanuu 9 ssuapst 2018 r., peructparmonssii N 49561).

34. TIporpaMMHO-TEXHUYECKHE CPENICTBA TOCYIAPCTBEHHBIX MH(OPMAIMOHHBIX CHUCTEM B cdepe
3ApaBOOXpaHCHUA, MCOAUILIUHCKUX I/IH(l)OpMaI_[I/IOHHBIX CUCTEM MCIUITUHCKUX OpFaHI/IBaHI/Iﬁ O6CCHC‘-II/IB3.IOT
XpaHEHHE DJICKTPOHHBIX PEIenToB, OPOPMIICHHBIX B (pOpMe SJIEKTPOHHBIX JTOKYMEHTOB B TEYCHHUE
CPOKOB, YCTaHOBJIEHHBIX JUISI XpaHEHHs PELEeNnToOB, OPOPMIEHHBIX HAa COOTBETCTBYIOUIMX (opMax
pelenTypHBIX OJJAaHKOB Ha OyMakHOM Hocutene <13>.

<13> IlynkTt 14 mpaBui oTHycKa JIEKAPCTBEHHBIX MpenapaToB Uil MEIUIIMHCKOTO MPUMEHEHUS, B
TOM YHCI€ WMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX IPENaparoB, anTEYHbIMU OpraHU3alUsMHU,
WHIUBUAYAIBHBIMU TPEIIPUHUMATEIIMHI, UMEIOIIMMU JIMLIEH3HUIO Ha (apMaleBTUUYECKYIO JIeATEIbHOCTD,
YTBEPKACHHBIX NpUKa30M MuHMCTEpCTBa 3apaBooxpaneHus Poccuiickoin @enepanuu ot 11 nrons 2017
r. N 4031 (3apeructpupoBadn MuHHCTEpCTBOM rOCTUIIMK Poccuiickoit @enepammu 8 centsaops 2017 r.,
peructpanvoHHblii N 48125).
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