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

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUANCKOWU ®EOQEPALINA

NMPUKA3
oT 14 auBapsa 2019 r. N 4H

Ob YTBEPXOEHWUN NMOPALOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELENTYPHbIX
BJIAHKOB HA NEKAPCTBEHHbIE MNPEMAPATbI, MOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHWUA

B cootBercTBuM ¢ myHkTOM 16 wactu 2 crateu 14 ®@enepanbHoro 3akoHa ot 21 Hoa6psa 2011 r. N
323-®3 "OO6 ocHOBax oOXxpaHbl 370pOBbi TpaxnaH B Poccuiickoir Deneparuu" (Cobpanue
3akoHoarenbcTBa Poccuiickoit ®eneparuu, 2011, N 48, cr. 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 MunHucTEepcTBE 3apaBooxpaHeHusi Poccuiickoii denepanuiv, yTBEPKIACHHOIO
nocraHoBienueM IlpaButensctBa Poccuiickoit @enepamuu ot 19 urons 2012 r. N 608 (CoGpanue
3akoHojatenbeTBa 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, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N
37, ct. 4969; 2015, N 2, cT. 491; N 12, ct1. 1763; N 23, c1. 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 0JaHKOB Ha JIEKaPCTBEHHBIE MPETapaThl COrIaCHO MPUIoKeHuo N 2;

HopsiI0K 0popMIIeHHS PELENTYPHBIX OJAHKOB Ha JIEKAPCTBEHHBIE MpenapaThl, UX y4eTa U XpaHeHHS
COTJIACHO MpuiioxkeHnto N 3.

2. Ilpu3HaTh yTpaTUBIIMMU CHITY:

npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit deneparuun ot 20 nexadbps 2012 r. N 11751
"O0 yTBep)KACHUU TOPSAJIKA HA3HAYECHUS U BBIUCHIBAHMS JIEKAPCTBEHHBIX IPENaparoB, a Takxke (opm
pelenTypHbIX OJIaHKOB Ha JIEKAPCTBEHHBIE Mpenapathl, Mopsiaka opopMIIeHHs yKa3aHHBIX OJaHKOB, MX
ydyera U XpaHeHMs" (3aperucrpupoBaH MuHucrepctBoM octunnu Poccuiickoit ®@enepanuu 25 HroHA
2013 r., peructparmonssiii N 28883);

OYHKT 2 W3MEHEHUH, KOTOpble BHOCATCA B llOpsiiok co3laHUs M JIEATENBHOCTH BpaueOHOM
KOMHUCCUM MEIUIMHCKON OpraHu3alliy, YTBEP)KICHHBIA NMPUKa3oM MUHHCTEPCTBA 31PaBOOXPAHECHUSA U
counanbHoro passutus Poccuiickoit @enepaunn ot 5 mag 2012 r. N 50281, u B Ilopsinok Ha3HaueHUs U
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BBIIIMCHIBAHNUS JIEKAPCTBEHHBIX IIPENApaTOB, YTBEPKACHHBIN NpUKa30M MUHHCTEPCTBA 31paBOOXPAHECHUS
Poccuiickoit ®enepanuu ot 20 nexabps 2012 r. N 1175H, yTBepKIeHHBIX NPHUKAa30M MHHHCTEpCTBA
3apaBooxpaneHus Poccuiickoit @enepanuu or 2 gexabps 2013 r. N 886H (3apeructpupoBaH
MunuctepcTBoM roctuninu Poccuiickoit @enepanuu 23 nexkadbps 2013 r., peructparuonssiii N 30714);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuniickoit @enepanuu ot 30 mronst 2015 r. N 386H "O
BHECEHUM W3MEHEHUWW B MPUIIOKEHUS K TNpukazy MuHHCTEpCTBa 3/ApaBoOXpaHeHHs Poccuiickoi
@eneparun ot 20 nexadbps 2012 r. N 11751 "O06 yTBep»IeHUHN MOPsIKa HA3HAYEHUS U BBITHMCHIBAHUS
JIEKapCTBEHHBIX IPENapaToB, a Takxke (OpPM pELEenTypHbIX OJAaHKOB Ha JIEKapCTBEHHbIE Ipenapartsl,
nopsiika oopMIIEHHUS! YKa3aHHBIX OJaHKOB, MX y4eTa M XpaHeHUus" (3apeructpupoBaH MHUHUCTEPCTBOM
rocturu Poccuiickoit @enepanun 6 aBrycra 2015 r., perucrpanmonnsiii N 38379);

IOYHKT | M3MeHeHull, KOTOopble BHOCATCS B Mpuka3 MuHUCTEpCTBa 3/1paBoOXpaHeHus Poccuiickoit
®enepanun ot 20 gexadps 2012 r. N 11755 "OO0 yTBep:KIeHHH TOPsIKAa HA3HAYCHHS] M BBITTHCHIBAHUS
JIEKapCTBEHHBIX MpPENapaToB, a Takxke (HOpM peLEenTypHbIX OJAaHKOB Ha JIEKApCTBEHHbIE Iperapartsbl,
mopsiika oopMIIEHUST yYKa3aHHBIX OJIAHKOB, WX ydeTa W XpaHeHus" WU mpuiokeHne N 2 K IMpuKazy
MunuctepctBa 3apaBooxpaHeHus Poccuiickoii ®enepanum ot 1 asrycra 2012 r. N 54n "O06
yTBepKAeHUH (GOpMbI OJAHKOB pELENTOB, COAEPKAIIMX Ha3HAYE€HHE HAPKOTUYECKUX CPEACTB WIIU
IICUXOTPOITHBIX BEIIECTB, NOPSKA UX U3TOTOBIICHUS, 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 roctuimu Poccuiickoit
Oenepanun 18 uromns 2016 r., peructpanronnsiii N 42887);

NYHKT 5 U3BMEHEHUH, KOTOPbIE BHOCSATCS B HEKOTOPbIE IPHKa3bl MUHHCTEPCTBA 3PABOOXPAHCHUS U
conuanbHoro passutus Poccuiickoit deneparmu u MunHHCTEpCTBAa 3ApaBoOoXpaHeHus Poccuiickoit
@enepanii MO BOMpPOCAaM OOpAIIEHUs] JIEKAPCTBEHHBIX IPENapaToB, COJAEPKAIIUX HAPKOTHYECKUE
CpEICTBa, MCUXOTPOMHBIE BEUIeCTBA M HMX MPEKYypCOpbl, M JIEKAPCTBEHHBIX CPENICTB, MOMAJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETYy, YTBEPXKIEHHBIX NpHUKa3oM MUHUCTEPCTBA 31paBOOXpPaHEHUS
Poccuiickoit @enepanun ot 31 oxTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHUIIMH
Poccuiickoit @enepanuu 9 suBaps 2018 r., peructpanuonssiii N 49561).

Munuctp
B.N.CKBOPLIOBA

[Tpunoxenue N 1

K Nprka3zy MUHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanuu

ot 14 suBaps 2019 1. N 4u

NOPAAOK HABHAYEHUA JIEKAPCTBEHHbIX NMPEMNAPATOB

. O6wme nonoxeHusa
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1. Hacrosimuii mopsiiok yCTaHABIMBAET IMpaBUJia HAa3HAUYECHMS JICKAPCTBEHHBIX IMpenapaTroB s
MEAUIIMHCKOTO MPUMEHEHUs (Jaee - JIEKapCTBEHHbIE Mpenaparbl) 1 oQOpMIIEHUS UX Ha3HAuY€HUsS MpHU
OKa3aHUHU MEIUIIMHCKON MOMOIIY B METUIIMHCKUX OpraHu3anusax <1>.

<1> Ilynkt 11 crarbu 2 @enepanpHoro 3akona ot 21 nostOpst 2011 1. N 323-®3 "O6 ocHoBax
OoXpaHbl 3/10poBbsi TpakmaHn B Poccuiickoit denepanuu" (CobOpaHue 3akoHomarenbcTBa Poccuiickoit

O®enepanun, 2011, N 48, ct. 6724; 2016, N 1, ct1. 9, 28; 2017, N 31, cT. 4791).

2. Ha3HaueHue JEKapCTBEHHBIX MPEMApPaTOB OCYMIECTBISIETCS JIEYAlUM BpadoM, (elbIIiepom,
aKyLIEepKOW B Cily4ae BO3JI0KE€HHsI Ha HHUX IOJHOMOYMM JIeHallero Bpada B MOPSJKE, YCTAHOBICHHOM
IIpUKa3oM MHMHHCTEPCTBA 3/IpaBOOXPAHEHUS M COLMAIbHOrO pa3Butus Poccuiickoil ®@exnepanuun ot 23
mapta 2012 r. N 2520 "OO6 yrBepxaeHuu Ilopsiaka BosmokeHHs Ha (Qenpamiepa, akKylmiepKy
PYKOBOJAMTENIEM  MEAWIMHCKOW  OpraHu3allid  OpU  OpraHU3alMd  OKa3aHUs  MEePBHUYHOMN
MEJIUKO-CAHUTAPHON MOMOIIM W CKOPOW MEIMIIMHCKON MOMOIIM OTIEIbHBIX (YHKIIUN JIeUallero Bpaya
M0 HETOCPEICTBEHHOMY OKa3aHHWI0 MEAMIIMHCKOW MOMOIIY MAIMEHTY B MEPUOJI HAOIIONCHUS 32 HUM U
€ro JICYEHMs, B TOM YHCJIE [0 HA3HAYECHHIO U IPUMEHEHUIO JIEKapCTBEHHBIX IPENaparoB, BKIIOYas
HAapKOTUYECKHUE JIEKAPCTBEHHBIC IIpenaparbl M TICUXOTPOIHBIE JIEKAPCTBEHHBIE Hpemnaparbl’ <2>,
WHIUBUAYAIBHBIMU TMPEANPUHUMATENSIMU, OCYIIECTBISIIOIIMMHA MEAMIIMHCKYIO AESITeNbHOCTh (lajnee -
MEIUIIMHCKUE PAOOTHUKN).

<2> 3apeructpupoBad MunucrepctBom toctuuun Poccuiickoit ®@enepanuu 28 anpens 2012 r.,
peructpauroHHbii N 23971, ¢ u3MEHEHUsIMH, BHECEHHBIMH MTPUKa30M MHUHUCTEPCTBA 3APaBOOXPAHECHUS
Poccuiickoit ®eneparmu ot 31 oktsaops 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIIMU
Poccutickoit ®eneparun 9 saBaps 2018 ., peructpannonssiii N 49561).

3. CBemeHus O Ha3HAYEHHOM JIEKAPCTBEHHOM Ipernapare (HauMEHOBAHHME JIEKapCTBEHHOIO
mpermapara, J03UPOBKa, CIOCOO BBEACHHSI M MPUMEHEHUS, PEXKHUM JIO3UPOBAHHUS, MPOJIODKUTEILHOCTD
JedyeHns 1 000CHOBaHME Ha3HAUEHHUS JIGKAPCTBEHHOTO Iperapara) BHOCATCS MEIUIUHCKUM paOOTHUKOM
B MEJIMIIMHCKYIO JOKYMEHTAIMIO MAIMEeHTA.

B cnywasx, ykazaHHbIX B myHKTax 9 - 12 Hacrosmiero Ilopsaka, METUIIMHCKUN paOOTHHK
oopmisier Ha3HaYCHHE JICKAPCTBEHHBIX IPEMapaToB, B TOM YHCIE IMOAJESKAIMIUX H3TOTOBICHHIO M
OTIIYyCKYy AamnTeYHbIMU OpraHu3alusMu (Jajee - JIeKapCTBEHHBIE TIpernaparbl HWHIWBUIYaJIbHOTO
M3TOTOBIICHHS), HA PeUenTypHOM OiaHke, o()OpMIIEHHOM Ha OyMa)KHOM HOCHUTEJIE 3a CBOEU IMOJAIMHUCHIO
(mamee - pemenT Ha OyMaXHOM HOCHTeNe), W (WIM) C COIJIacHs TMalWeHTa WIW €ro 3aKOHHOTO
NpeJCTaBUTENs <3> Ha pelenTypHOM OjaHkKe B (OpMe 3JIEKTPOHHOI'O JOKYMEHTA C HCIOJIb30BaHUEM
YCUJIEHHOM KBaTM(ULIMPOBAHHOMN AIEKTPOHHON MOANMKMCH MEIUIIMHCKOTO paboTHHKA (Jajiee - perent B
(bopme 3IEKTPOHHOTO JOKYMEHTA).

<3> B OTHOIIEHUH JIMIIA, YKa3aHHOTO B 4yacTu 2 crath 20 DenepanbHOro 3akoHa oT 21 HOSIOps
2011 1. N 323-®3 "O6 ocHOBax oxpaHbl 3A0pOBbs rpaxknan 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, COACPKAIUN Ha3HAYCHHE HAPKOTHUECKUX CPEACTB WU
TICUXOTPOIHBIX BEIIECTB, TIOJIMUCHIBAETCS C HCIOJIB30BAHMEM YCHUJICHHOW KBaTU(UIIUPOBAHHOMN
AJIEKTPOHHOM TOATHMCH JIeYallero Bpaya uiM (enpaiepa, aKynepku, Ha KOTOPBIX BO3JIOXKEHBI (YHKIIUU
JIeHalero Bpaya, 1 COOTBETCTBYIONIEH MEIUIIMHCKON OpraHu3aiun <4>.

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

Odopmitenne penentoB B (popMe 3MEKTPOHHBIX JOKYMEHTOB OCYHIECTBISETCS B Cilydae MPUHATHS
YIIOJITHOMOYEHHBIM OPTaHOM HCIIOTHUTENBHOM BiIacTu cyobekTa Poccuiickoii deneparii B COOTBETCTBUHU
c nynkrom 4 cratebu 6 ®enepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obparienuu
JIEKApCTBEHHBIX CpEACTB" <5> pemieHus 00 WCIIONB30BAaHUM Ha TEPPUTOPUU CyObekTa Poccuiickoi
Oenepani HapsAAy C peleNTaMH Ha JIEKApCTBEHHBIC MpemnapaThl, OGQOPMICHHBIMH Ha OyMa)KHOM
HOCHUTEJIE, PEIENTOB Ha JIEKAPCTBEHHbIE NpernapaThl, CPOPMUPOBAHHBIX B (OpME DIIEKTPOHHBIX
JIOKYMEHTOB.

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

4. Ilpu BbINHCKE NAMEHTAa W3 MEAUIMHCKONM OpraHu3alyyd, B KOTOpPOW €My OKa3blBaJlach
MEIUIMHCKAsl MOMOIIb B CTAlIMOHAPHBIX YCIOBHUAX, TAHHOMY MALMEHTY IO PELICHUIO PYKOBOAMUTEIS
MEAUIMHCKOW OpraHu3alii Ha3HAayaloTcs ¢ odopMiIeHHEM perenTa B (opMe 3JIEKTPOHHOTO JOKYMEHTa
u (wmm) Ha OyMaXHOM HOCHUTele (3a UCKIIYeHHEeM OQGOpMIICHHS PEIENTOB Ha JIEKApPCTBEHHBIC
mpenaparsl, MOJIekKAINe OTITYCKY OeCIIaTHO WJIM CO CKHJIKOW) MO0 BBINAIOTCS (MAMEHTy WU €ro
3aKOHHOMY TIPEJICTABUTENI0) OJHOBPEMEHHO C BBIMMCKOH W3 WCTOPHH OOJIE3HH JIEKapCTBEHHBIC
npemnapaTsl, B TOM UYHCJIE HapKOTHYECKHE U TCHUXOTPOIMHbIE JIEKAPCTBEHHBIE MpEnaparhl, BHECEHHbBIE B
cnucku II m III mepedyHss HApKOTHYECKUX CPEICTB, ICUXOTPOIHBIX BEIIECTB U HX IPEKYypCOpPOB,
nojyiexanux KoHTposito B Poccuiickoit denepanniv, yTBEpKIESHHOTO MnmoctaHoBieHueM [IpaButenbcTBa
Poccuiickoit ®enepanuu ot 30 utons 1998 r. N 681 <6> (nmanee - IlepeueHn), CHIIBHOJIEUCTBYIOIINE
JIEKapCTBEHHbIE TMpPEenaparhl, Ha CPOK MMPUEMa MALUEHTOM JI0 5 THEH.

<6> CoOpanue 3akoHoaarenbcTBa 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
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44, ct. 6068; N 51, ct. 7430; 2015, N 11, ct. 1593; N 16, ct. 2368; N 20, cT. 2914; N 28, cT. 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 5E€KapCTBEHHBIX IIPENapaToOB IPHU OKa3aHUU MEIMIMHCKOM IOMOLIU B
CTALlMOHAPHBIX YCIOBHAX B TpPEOOBaHMSX-HAKIAAHBIX, HANpPaBISIEMbIX B alTeYHble OpraHU3allMH,
SBJIAIOIINECS CTPYKTYPHBIMHM MOJPA3ACICHUSAMU MEIMLIMHCKONW OpraHU3alii, B KOTOPOW OKa3bIBAETCS
MEIMIMHCKAs TOMOILb, OCYILIECTBISETCS B COOTBETCTBUM ¢ MHCTpYKIMEN O NMOPSAKE BBITMCHIBAHUS
JICKApCTBEHHBIX MpEnapaToB U O(GOPMIICHUS pPEIENTOB U TpeOOBaHHMI-HAKIATHBIX, YTBEPXKIACHHOM
MpUKa3oM MUHHCTEpCTBA 3/IPABOOXPAHEHHS M COIMaIbHOrO pa3Butus Poccuiickoir ®@enepauuu ot 12
¢despanst 2007 r. N 110 "O nopsake Ha3HAYECHUS U BBHINMCHIBAHUSA JIEKAPCTBEHHBIX MpenapaToB, U3AEIUi
MEIULUHCKOr0 Ha3HAUYEHHs U CIEeLMaIU3UPOBAHHBIX POIYKTOB JIe4eOHOro nuTanus" <7>.

<7> 3apeructpupoBadn MunucrepctBom rocturuu Poccuiickoit @enepanuu 27 anpens 2007 r.,
peructpauroHHblii N 9364, ¢ n3MEHEHUsAMH, BHECEHHBIMU NTPUKa3aMU MUHHCTEPCTBA 3/1paBOOXPaHEHUS
u commanbHOro pa3Butus Poccuiickoir denepanuu 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 toctunin Poccuiickoit deneparun
25 wosiOps 2009 r., peructpauuonubiidi N 15317), ot 20 suBaps 2011 r. N 131 (3apeructpupoBaH
MunucrepctBoM toctuiuu Poccuiickoir ®eneparun 15 mapra 2011 r., peructpamuonsasii N 20103),
nmpukazamMu MuHHcTepcTBa 3apaBooxpaHeHust Poccuiickoit ®@enepanuu ot 1 asrycra 2012 r. N 54n
(3apeructpupoBan  MuHuctepcTBOoM toctunmu Poccuiickoit ®enepammm 15 aBrycra 2012 1.,
peructparonusiii N 25190), ot 26 ¢espans 2013 r. N 94n (3apeructpupoBaH MUHHCTEPCTBOM
rocturu Poccuiickoit @enepanuu 25 urons 2013 r., peructparmondsii N 28881).

6. Ha3HaueHue mneKkapCTBEHHBIX MPENapaToB OCYILECTBISETCS MEAUIIMHCKUM pPabOTHUKOM IO
MEXIyHApOAHOMY HENAaTEHTOBAHHOMY HaUMEHOBAHUIO, a MPU €ro OTCYTCTBUM - TPYNIHUPOBOYHOMY HIIH
XUMHUYECKOMY HaMMEHOBaHHI0. B  ciydae OTCyTCTBHS  MEXKIYHAPOJHOTO  HEMAaTEHTOBAHHOTO
HAaWMEHOBAHHUS M TPYNNHUPOBOYHOTO MM XHUMHYECKOTO HAMMEHOBAHHUS JIEKAPCTBEHHOIO Ipemnapara,
JIEKapCTBEHHBIN Mpernapar Ha3HAYaeTCs] MEIUIIMHCKUM PaOOTHUKOM 10 TOPrOBOMY HAaMMEHOBAHUIO.

[Ipn Hanuuum MEAUIMHCKUX IOKa3aHUHM (MHAUMBUAYaAIbHAs HENEPEHOCHUMOCTb, IO >KU3HEHHBIM
MOKA3aHUSAM) IO PEIICHUI0 BpaueOHOM KOMHMCCHU MEAMIIMHCKOW OpraHu3aluu <8> OCYyLIECTBISETCS
HazHaueHHe U odopMieHHE Ha3HAYEHMs JIEKApCTBEHHBIX IpPEnapaToB, HE BXOMSIIMX B CTaHAAPTHI
MEJUIIMHCKOW TTOMOIIIH, pa3pabOTaHHBIX B COOTBETCTBUU ¢ MyHKTOM 4 ctaThu 10 denepanbHOr0 3aK0HA
or 21.11.2011 N 323-®3 "OO6 ocHOBax OXpaHbl 37J0pOBbs IpaxiaH B Poccuiickoii ®exepanun" <9>,
aub0 MO TOProBbIM HaWMEHOBaHUSAM. PelieHune BpaueOHOM KOMHMCCHM MEIUIIMHCKOM OpraHu3aluu
¢bukcupyercss B METUIIMHCKOMN TOKyMEHTAILIMHU MAallMeHTa U B )KypHaJie BpaueOHONH KOMHUCCHH.

<8> Ipuka3z Munsapascoupa3sutus Poccun ot 5 mast 2012 r. N 5021 "O0 yTBep>,AeHUU NOpsaKa
CO37aHUsI U JICATEIBHOCTH BpayeOHOW KOMHUCCHUU MEIUIIMHCKOW opraHu3anuu" (3aperucTpupoBaH
Muntoctom Poccun 9 uronst 2012 r., perucrpanuonusiii N 24516), ¢ u3MeHEHUSIMU, BHECEHHBIMHU
npuka3zom Munzapasa Poccun ot 2 nexadbpst 2013 r. N 886H (3apeructpupoBan Muntoctom Poccun 23
nexabpst 2013 r., peructparmonnsiii N 30714).
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<9> Cobpanue 3akoHomarenscTBa Poccuiickoit deneparuu, 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 WMs TaIlUeHTa, A KOTOPOro MpeaHa3Ha4YeH
JIEKapCTBEHHBIN Ipenapar.

Penient Ha OymakHoM HocuTene, opOpMIICHHBIM Ha penentypHoMm Omanke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (;1), yTBEpKIEHHBIX HACTOSAIIMM IPUKA30M, a TAKKE pEleNnT Ha OyMaKHOM
HocuTene, oopMiIeHHBIH Ha perentypHoM Onanke ¢dopmbel N 107/y-HII, yTBepxneHHOWH mpHKa3oM
MunucrepctBa 3apaBooxpaHeHuss Poccuiickoir ®enmeparun ot 1 aBrycra 2012 r. N 54 "OO6
yTBep)KAeHUH (POpMBbI OJAHKOB pELENTOB, COACPXKALIMX HA3HAYEHHE HAPKOTUYECKUX CPEACTB WIH
IICUXOTPOITHBIX BELIECTB, OPS/IKA UX U3TOTOBJICHUS, PACIIPE/ICIICHUS], PETUCTPALIMH, yUeTa U XPaHEHUs, a
Takxe npaBui opopmieHus" <10> (ganee - popma N 107/y-HII), MoxkeT ObITH MOTyYeH MALUEHTOM, €TO
3aKOHHBIM IIPEJICTABUTENEM WU JIMIIOM, UMEIOIUM OQOPMIEHHYI0 B COOTBETCTBUHU C T'PAXKAAHCKUM
3aKOHOATeNnbCTBOM Poccuiickon ®Penepanyy JOBEPEHHOCTh OT MALMEHTA Ha IIPaBO IOJIYYEHHUS TaKOTrO
perienta (j1anee - ymoJHOMOYEHHOE JIUIIO).

<10> 3apeructpupoBan MunHucrepctBoM roctumu 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 roctuiun Poccuiickoit @eneparuu 27 Hosiops 2015 r., peructpammonnsiii N 39868), ot
21 ampenst 2016 . N 254n (3apeructpupoBan MunucrepcTBoM roctuiiuu Poccuiickort denepanun 18
utonss 2016 1., peructparmonnsiii N 42887), or 31 oxtsops 2017 r. N 882H (3apeructpupoBan
MunucrepcTBoM toctuninu Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructparmonssiii N 49561).

Penent B ¢opme 37IEKTPOHHOTO TOKYMEHTa (POPMHUPYETCSl ¢ HCIIOJIB30BAaHWEM TOCYIapCTBEHHOMN
nHPOPMAIIMOHHON cucTeMbl B cdepe 37paBooxpaHeHus cyObekra Poccuiickoit ®eneparmn,
MEIUIIMHCKOW MH(POPMAIIMOHHON CUCTEMbI MEIUITMHCKON opraHu3amuu <1 1>,

<11> Cratpu 91 u 91.1 denepanpHoro 3akoHa ot 21 HOsOps 2011 roma N 323-d3 "O6 ocHOBax
OXpaHbl 310poBbs TpaxaaH B Poccuiickoit ®enepamuu" (CobOpanue 3akoHoAarenbcTBa Poccuiickoit
@enepanuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, c1. 3477; N 39, ct. 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,
N 18, cT. 2663; N 31, cT. 4794).

@akT BbBIAYM pelenTa Ha JIEKapCTBEHHBIM IIpernapar 3aKOHHOMY IPEJCTABUTENIO0 WIIU
YIOJTHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEIUIIMHCKOM TOKYMEHTAllUU MallMeHTa.

8. MemunuHckUM pabOTHUKaM 3arperaercs oQopMIIsSTh PELEenThl MpU OTCYTCTBUHM Yy MAIMEeHTa
MEIMIVHCKUX IIOKa3aHUH; Ha HE3apEeTMCTPUPOBAHHBIE JICKAPCTBEHHbIE Ipemaparel <12>; Ha
JIEKAPCTBEHHBIE IIpenaparsl, KOTOPbIE B COOTBETCTBUU ¢ MHCTPYKIMUEHN 10 MEIULIMHCKOMY IIPUMEHEHUIO
IIPETHAa3HAYEHBI ISl IPUMEHEHUS TOJIBKO B MEINLINHCKAX OPraHU3alMsIX; HA HAPKOTUYECKHUE CPEACTBA U

www.consultant.ru Crpannna 7 u3 39
HaJeKHAAA MPAaBOBas MOAICPIKKA



TIpuka3 Munsnpasa Poccuu ot 14.01.2019 N 4u
"O6 yTBepKICHHH MOpsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM
PCLENTYPHBIX...

Jokyment npenocrasier Koncynsrantllmoc
Jlara coxpanenus: 25.01.2020

IICUXOTPONHBIE BEILIECTBA, BHECEHHble B cnucok Il IlepeuHs, 3aperucTpupoBaHHBIE B KayeCTBE
JIEKAPCTBEHHBIX IIPENApATOB, B LEIAX IPUMEHEHUS JJIs JICUCHHUS] HAPKOMaHUU.

<12> Pemenue CoBera EBpa3uiickoii sKOHOMHYECKOW Komuccuu oT 3 HostOps 2016 r. N 78 "O
[IpaBmiax perucTpanuu M SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB s MEIUIMHCKOTO MpHUMEHEeHUs"
(ourmanpHeIA caliT EBpazuiickoro 3KOHOMHYECKOTO coro3a http://www.eaeunion.org/, 21 Hos6ps 2016
r.). Crates 13 ®denepanbhoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 oOpaiieHun J1eKapCTBEHHBIX
cpenct st MeaunnHckoro npumeHeHus" (Cobpanue 3akoHomarenbcTBa Poccniickoit denepanuu, 2010,
N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

NuauBruayanpbHbIM — OPEANPUHUMATENAM, OCYIIECTBISIOIIMM — MEIHMIMHCKYIO  J€ATEIbHOCTb,
JIOTIOJIHUTENBHO K TpeOOBaHMSIM, YKa3aHHBIM B a03alle MEepBOM HACTOSLIETO IyHKTa, 3alpeniaercs
oopMIIATH perenThl Ha HAPKOTHUYECKUE CPENICTBA U IMICUXOTPOITHEIE BEIIECTBA, BHECEHHBIC B cIHCKU 11 1
III Tlepeuns (manee - HAPKOTHYECKHME M TICUXOTPOITHBIE JIEKapCTBEHHBIC mpernapaThl cruckoB 11 u 111
Ilepeuns).

9. Ilpu Ha3HaAYEeHWHM HAPKOTHYECKHUX M TCHXOTPOMHBIX JIEKAPCTBEHHBIX MpenapaToB crnucka Il
Ilepeuns, 3a UCKIIOYEHUEM JIEKAPCTBEHHBIX IIPENAapaToB B BUAEC TPAHCAECPMAJIBHBIX TEPAIEBTUYECKUX
CUCTEM U JIEKAPCTBEHHBIX IPENaparoB, COAEPKAIIUX HAPKOTHUECKOE CPEICTBO B COYETAHUU C
AQHTarOHUCTOM ONHOUAHBIX PELENTOPOB, pElenTsl Ha OyMaXHOM HoOcHTene O(GOPMISIOTCS Ha
penentypaoM 6manke popmer N 107/y-HIT.

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

1) HapKOTHYECKHUX W TICHXOTPOIMHBIX JIeKapCTBEHHBIX mpernapatoB crmcka II Tlepeunss B Buae
TpaHCIEPMAJIbHBIX TEPAlleBTUYECKUX CUCTEM, HApPKOTUYECKUX JIEKaPCTBEHHBIX IpernaparoB cnucka Il
[lepeuns, coaepkanMXx HApKOTUYECKOE CPEACTBO B COYETAHHMM C AHTArOHUCTOM OIHOMJIHBIX
PeLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos ciucka [II [lepeuns;

2) JIEKapCTBEHHBIX MpPEMapaToB, 00JATAIOMIUX aHA00JIMYECKOW aKTUBHOCTHIO (B COOTBETCTBHH C
OCHOBHBIM (hapMaKOJIOTUYECKUM JCHCTBHEM) M OTHOCSIIUXCS M0 aHATOMO-TEPAIEBTHYECKO-XUMUYECKOM
Kiaccudukamnmm, pekoMeHa0BaHHON BcemupHoii opranusanmeit 3apaBooxpanenus (ganee - ATX) <13>,
K aHabonmueckuMm ctepouaam (kom Al4A) (mamee - JeKapCTBEHHBIE MpemapaTsl, OO0JIaTaromiue
aHa0OoIMYECKO aKTUBHOCTHIO B COOTBETCTBUU C OCHOBHBIM (DApMaKOJIOTMUECKUM JEHCTBHEM);

<13> Crates 18 DepepanpHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O6 obpamienun

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

3) nmexapCTBEHHBIX MpenapaToB, YKa3aHHbIX B myHKTe 5 [lopsnka ormycka (Qu3muyeckum iuiiam
JICKApCTBCHHBIX IMpE€rapaTroB I MCAUIMHCKOIO MPUMCHCHUA, COACPIKAIINX KPOME MaJIbIX KOJIUYCCTB
HAapKOTUYECKUX CPEJCTB, MCHXOTPOMHBIX BEUIECTB W HMX MPEKYpCOpOB Apyrue QpapMakoIOrHuecKue
AKTUBHBIC BCHICCTBA, YTBCPKACHHOTO IPUKA30M MI/IHI/ICTepCTBa 3APAaBOOXPAaHCHUA ©W COLMUAJIBHOI'O
pasButusi Poccuiickoit ®denmeparuu ot 17 mas 2012 r. N 5620 <14> (manee - Ilopsmok otmycka
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JIEKapCTBEHHBIX NIPENApaTOB);

<14> 3apeructpupoBan MunucrtepctBoMm roctuiuu Poccuiickoii ®enepauun 1 umrons 2012 r,
peructpauronHslii N 24438, ¢  U3MEHEHHMSIMH, BHECEHHBIMU TMpUKa3zaMu MUHHUCTEpCTBA
3npaBooxpanenus Poccuiickoit ®enepannu ot 10 wumrons 2013 r. N 369 (3apeructpupoBaH
MunuctepctBoM toctuniii Poccuiickoit @eaepamuu 15 urons 2013 r., peructpamumonsasiidi N 29064), ot
21 aBrycra 2014 r. N 4651 (3apeructpupoBan MunucrepctBoMm toctuiuu Poccuiickoit denepaunn 10
centsiops 2014 r., perucrpanuonubii N 34024), ot 10 centsaops 2015 r. N 634 (3apeructpupoBaH
MunuctepctBoM toctutiuu Poccutickoit ®enepanuu 30 centsiops 2015 r., perucrpanuonusiii N 39063),
ot 31 okTs6pst 2017 r. N 882H (3apeructpupoBan MunucTepcTBOM toctuiinu Poccutickont @enepanuu 9
sauBaps 2018 r., peructpaunonnsiii N 49561).

4) nexapCTBEHHBIX IPENapaTroB WHAMBHAYAJIbHOTO H3TOTOBJIEHHS, COJAEP)KALIMX HAPKOTHUECKOE
CPEACTBO WM NCUXOTponHoe BemecTBo crnucka Il Ilepeuns, n npyrue ¢apmakonornueckue akTUBHBIE
BEIIECTBA B [103€¢, HE IIPEBBIIAIOIICH 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 MPEIMETHO-KOJIMYECTBEHHOMY ydYeTy, He
NEPCUUCIICHHBIX B TOAITYHKTAX 1-4 HACTOAIICTO ITYHKTA (321 HUCKIIIOYCHHUEM JICKAPCTBCHHBIX ITPCIIApaToB,
OTITyCKaeMBIX O€3 perenTa).

11. Penentypusiii 6:1ank ¢popmbl N 148-1/y-04 (1) opopmisieTcs npy Ha3HAYSHUHU JIEKapPCTBEHHBIX
IpenaparoB rpakaaHaM, UMEIOIIMM MPaBo Ha OECIIaTHOE MOJydeHHE JIEKApCTBEHHBIX MPETapaToB WK
MOJTyYEeHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOH.

12. Penentypusiii 6;1ank hopmer N 107-1/y odhopmitsieTcst mpu Ha3HAYCHUU:

1) nexkapcTBEHHBIX MpenaparoB, yKa3aHHbIX B INyHKTe 4 Ilopsaka oTmycka JeKapCTBEHHBIX
[IPEnaparos;

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

13. Ilpn Ha3HaYeHUU JIEKAPCTBEHHOrO IMpenapara WHAMBHUIYAIIBHOIO M3TOTOBJICHHS B pELIENTE Ha
OymMa)kHOM HocuTene U (wiM) penente B (QOpMe DIEKTPOHHOTO JOKYMEHTa HaWMEHOBAaHUS
JIEKAPCTBEHHBIX NPENapaToB, BKIIOYEHHBIX B IMEPEYECHb JICKAPCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO
IIPUMEHEHHS, MOJUIEKAIINX IPEIMETHO-KOJIMUECTBEHHOMY YdeTy <I15> (manmee - JieKapCTBEHHBIE
npemnapartsl, BkiIoueHHble B nepeueHsb [IKVY), ykaspiBaioTcs B Hadaje pelenTa, 3aTeM - BCe OCTaJIbHbBIE
UHIPEUEHTHI.

<15> Ilpuka3 MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 22 anpens 2014 r. N
183u "OO yTBEepKIGHUHM TIEpPEUHs JIGKAPCTBEHHBIX CPEJACTB JJII MEIUIIMHCKOTO IPUMEHEHHS,
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 1.,
peructparonHsii N 39063), or 31 okrsaops 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
rocturu Poccuiickoit deneparuu 9 saBaps 2018 r., peructpanmonusiid N 49561), ot 5 anpens 2018 r.
N 1491 (3apeructpupoBan MuHnucrepctBoM toctunuu Poccuiickoit @enepanuu 3 mas 2018 r.,
peructpanronsbii N 50961), ot 27 utons 2018 r. N 4711 (3apeructpupoBad MUHHUCTEPCTBOM FOCTHITUN
Poccuiickoit @enepanuu 14 asrycra 2018 r., peructpaunonnsiii N 51885).

14. Ilpu Ha3HauYeHHWM JIEKAPCTBEHHOTO Mpernapara B pelente Ha OyMakHOM HocuTele W (WJIH)
peuente B (opMe 3IIEKTPOHHOIO JOKYMEHTa 3alpelacTcs MPeBBIIIATh KOJIMYECTBO HAPKOTHYECKUX
CPEACTB WJIM TICUXOTPONHBIX BEIIECTB, KOTOPOE MOKET OBITh BBITUCAHO B OJHOM peELENTe,
ycraHoBieHHOe npuiiokeHneM N 1 k HactosmeMy Ilopsaky, 3a MCKIIIOYEHHEM CIy4aeB, YKa3aHHBIX B
nyHkTax 16 u 25 nacrosmero [lopsiika.

15. Ilpu Ha3HaUYeHWU JEKAPCTBEHHBIX MPEnapaToB, BKIOUYEHHBIX B nepedeHsb [IKY, mo3a koTophix
NPEBBIIACT BBICIIMN OJHOKPATHBIM IpHEM, MEIUIMHCKHA paboTHUK 0003HayaeT 103y JTOro
JIEKapCTBEHHOI'O Ipenapara B pelente Ha OyMaXHOM HOCHTENEe MPOIUChI0 C MPOCTaBIEHUEM
BOCKJIMIIATENILHOTO 3HAaKa M (WMJIM) MPOCTABISET BOCKIMIATENbHBIA 3HAK NMPH O(OPMIIEHUH pelenTta B
(bopMe FIIEeKTPOHHOTO JOKYMEHTA.

16. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BKIIOUYEHHBIX B nepedeHb [IKY, npu
OKa3aHMM MaLMEHTaM, HYXIAIOIUMCS B JUIMTEIbHOM JIEUYCHUM, IEPBUYHOW MEIUKO-CaHUTApHON
MOMOIIY Y TMAaJUIMaTUBHON MEIMIIMHCKOW IMOMOIIM MOXET OBITh yBEIWYeHO He Oojee ueM B 2 pasa Mo
CPaBHEHMIO C KOJIMUYECTBOM HApKOTHUECKUX CPEJICTB WU IICUXOTPOIHBIX BELIECTB, KOTOPOE MOXKET OBITh
BBINKMCAHO B OJJHOM pELENTe, YCTAaHOBJIEHHBIM IpriioxkenneM N 1 k Hactosmemy [lopsaxy.

B cnyuasx, npeaycMOTpeHHBIX a03alleM NEepBbIM HACTOSILEro MyHKTa, Ha pelenTax Ha OyMakHOM
HOCHUTENE Mpou3BoauTcs Haanuch "[lo crenmanbHOMY Ha3HA4YeHMIO", OTAEIBHO 3aBEPEHHAs MOANUCHIO
MEIUIIMHCKOTO pa0OTHUKA M TIEYaThI0 MEAMIIMHCKOW opraHu3amuu "Jljis penenToB", Ha perenTtax B
dopme DIEKTPOHHOTO JOKyMEHTa mpous3BoguTcsa oTMmerka "l[lo chenuambHOMYy Ha3Ha4YeHHIO" C
IIPOCTABJICHUEM YCHJIEHHON KBATM(PULIIUPOBAHHOMN 3JIEKTPOHHOM MOANNCH MEAULIMHCKOTO pabOTHHUKA.

17. CocrtaB IleKapCTBEHHOTO TpemnapaTa, JiekapcTBeHHass ¢opma U oOpalieHue MEIUIUHCKOTO
paboTHHKA K (hapMaIleBTUUECKOMY PaOOTHHUKY 00 OTITYCKE JIEKapCTBEHHOTO TIpernapara o(popMIIsIoTCs Ha
JATUHCKOM SI3BIKE B POJIUTEIILHOM HaJIeKe.

[Tpu opopmiieHHH pellenTypHBIX OJIAHKOB JOMYCKASTCS HCITOIB30BAaHUE COKPANICHUH (TIPUIIOKEHHE
N 2 k Hacrosmemy [lopsnky).

[Ipy Ha3HaueHWM JIEKAPCTBEHHOIO TMpernapara He JOIMYCKaeTcs COKpalleHHe OJIM3KUX II0
HAaUMEHOBAHHUSM HMHIPEAUEHTOB, COCTABJSIOIIMX JIEKAPCTBEHHBIM Tpernapar, HE MO3BOJSIOIIUX
YCTaHOBUTH, KAKOW UMEHHO JIEKapCTBEHHBIH Mpenapar Ha3HayeH.

18. Crioco0 mpuMeHeHHs JIEKapCTBEHHOTO Mpemnapara 0003HayaeTcs ¢ yKa3aHUEM J03bI, YaCTOTHI,
BpPEMEHHU IpHeMa OTHOCHTEIbHO cHa (YTpOM, Ha HOYb) M €ro JIUTEIBHOCTH, a JJIS JEKapCTBEHHBIX
MpernaparoB, B3aUMOACHCTBYIOIUX C MHIIEH, - BDEMEHU UX YIMOTPeOIeHNs OTHOCUTEIBHO MpHeMa MUIIN
(Mo enpl, BO BpeMsi €11bI, TTOCIIE €]IbI).
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19. TIpn HEOOXOAMMOCTH HEMEIJICHHOTO MM CPOYHOTO (B T€YeHHE ABYX pabouux IHEil) oTmmycka
JIEKapCTBEHHOIO Ipernapara IMalMeHTy B BEpXHEH uYacTH peuenta Ha OyMaXHOM HOCHTENe
MPOCTaBISIOTCS 0003HaYeHus "cito" (cpouno) mnum "statim" (HemenneHHO). AHAJIOTUYHBIE 0003HAYCHHUS
IIPOCTABJIISIOTCS B BUJIE OTMETOK MPpH 0()OPMIIEHUH pelienTa B popMe 3JIEKTPOHHOTO TOKYMEHTA.

20. ITpu oopmieHnN Ha3HAYEHUsI TOTOBOTO JIEKAPCTBEHHOTO TpernapaTa B pelente Ha OyMakHOM
HOCHUTENIE WM penente B ¢opMe 3JIEKTPOHHOTO JOKYMEHTa KOJMYECTBO JACMCTBYIOUIMX BEIIECTB
YKa3bIBa€TCs B COOTBETCTBHUM C MHCTPYKIMEN IO MEIUIMHCKOMY IPUMEHEHHUIO JIEKapCTBEHHOIO
npernapara.

[Ipu odopmiieHnn Ha3HAYeHHs JIEKAPCTBEHHOTO Mpernapara WHIAWBUAYAIBHOTO W3TOTOBICHUS B
perente Ha OyMa)KHOM HOCHUTEJIE WU perente B (hopMe AIEKTPOHHOTO JOKYMEHTA KOJTMYECTBO TBEPABIX
U chimyyux (apmameBTHUeCKux cybcraHiuii ykaspiBaercss B rpammax (0,001; 0,5; 1,0), xxugkux - B
MUJUTHJIATPAX, TpaMMax M Karisax.

21. PeuenTsl Ha OyMa)XHOM HOCHTEJNE, B (OpME IIEKTPOHHOTO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuenntypaoM Onanke (opmbr N 148-1/y-88 u mpenHazHaueHHBIC JUISI OTIMYCKa JIEKAPCTBEHHBIX
IIPENnapaToB, NPEAYCMOTPEHHBIX MOANTYHKTaMu 2 - 5 myHkTta 10 Hacrosmero Ilopsaka, nelicCTBUTENbHBI B
TeueHue 15 qHel co nHA ohopMIICHHS.

22. PeuenTsl Ha OyMa)XHOM HOCHTEJNE, B (OpME IIEKTPOHHOTO JOKyMEHTa, O(OpMIIEHHBIE Ha
peuenntypaoM Onanke dopmbl N 148-1/y-04 (1) wm mpegHasHaueHHBIE JUISI OTIYCKAa JIEKAPCTBEHHBIX
IIpenapaToB rpakaaHaM, yka3aHHbIM B nyHKTe 11 Hactosmero Ilopsinka, neiictBuTenbHbl B TeueHue 30
JHEN co THS 0(hOpPMIICHHS.

23. PeuenTsl Ha OyMa)XHOM HOCHTEJNE, B (OpME IIEKTPOHHOrO JOKyMEHTa, O(OpMIIEHHBIE Ha
peuentypaoM Onanke dopmbl N 148-1/y-04 (1) w mpegHasHaueHHBIE JUISI OTIYCKa JIEKAPCTBEHHBIX
IpernapaTroB TrpaKJaaHaMm, JOCTUTIIUM TIEHCHOHHOTO BO3pacTa, WHBAJIWAAM IE€PBOM  TPYIIIHI,
JETSAM-MHBAIUIaM, a TAaKKe TPaKIaHaM, CTPANAIONIMM XPOHHUYECKHUMH 3a00JICBaHUSIMHU, TPEOYIOIIMMU
JUTUTENIFHOT'O KYPCOBOT'O JICUEHUSs, IeHCTBUTENbHBI B TeueHne 90 aHel co aHs opopMieHus.

Jns nedeHHMs XPOHMYECKHX 3a00J€BaHMM YKAa3aHHBIM KaTEropusM TpakAaH JIEKapCTBEHHBIC
npernaparsl ¢ opopMIIEHHEM PELENITOB Ha OyMa)KHOM HOCHUTENE WM PELEeNTOB B (hopMe AIIEKTPOHHOTO
JIOKYMEHTa MOT'YT Ha3HauyaTbCs Ha Kypc JedeHus 10 90 nueil.

24. PeuenTsl Ha OyMa)XHOM HOCHTEJNE, B (OpME IIEKTPOHHOTO JOKyMEHTa, O(OpMIIEHHBIE Ha
petenitypaoM 6sanke Gopmer N 107-1/y u npegHazHaueHHBIE IS OTIYCKA JIEKAPCTBEHHBIX MpErapaTos,
MpeAYyCMOTPEHHBIX MyHKTOM 12 Hacrosimiero Ilopsinka, nelcTBuTenbHBl B TeueHue 60 nHel co aHs
oopMIIeHUS.

[Ipy Ha3HaYeHMHM TOTOBBIX JICKAPCTBEHHBIX IIPEMapaToB M JIEKAPCTBEHHBIX IPENaparoB
MHIUBHIyaTbHOTO M3TOTOBIICHHS MAalMEHTaM ¢ 3a00JIeBaHUSAMH, TPEOYIONMMHU JIUTEIFHOTO KYPCOBOTO
neueHus, ¢ opopmieHreM Ha perentypHoMm Omanke ¢opmbsl N 107-1/y penenita Ha OymMa)XHOM HOCHTEINE
WM B popMe IIEKTPOHHOTO JOKYMEHTa YCTaHABINBACTCS CPOK JEHCTBHS PELeNTa B peesax 10 OHOTO
KaJICHJApPHOTO roJa.

B ciyuae ycraHoBneHus cpoka JeHCTBHA peLenTa B Ipefesax O OJHOr0 Toja B peLente
npocrasnserca orMerka "[lo crnenumanbHOMY HazHadyeHHUIO", 0003HAYaeTCsl CPOK JCHCTBUS pelenTta u
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HCpI/IO,Z[I/I‘-IHOCTL OTHyCKa HeKapCTBeHHBIX npenapaTOB nu3 aHTequﬁ opraHmauI/m NJIn I/IH,Z[I/IBI/II[yaHBHBIM
MpeANpPUHIMATENIEM, UMEIONTUM JIUIIEH3UI0 Ha (hapMareBTHUYECKYIO JEeITeIbHOCTh <16> (ekKeHenenpHo,
CXKECMECIAYHO U HHBIC HepI/IO,Z[BI). I[OHOJIHI/ITG.HBHO 3TO yKa3aHHe 3aBepﬂeTc;1 IIOAIIMCBhKO U II€UYATBIO
MEIUIIMHCKOTO pabOTHHKA, a TAaK)Ke IMeUaThi0 MEIUITMHCKONM opranu3anuu "Jist perenToB” (uist perenTa
Ha OyMa)KHOM HOCHUTEJIC) UM YCHJIEHHOW KBAIU(UIIUPOBAHHOMN AJIEKTPOHHOHN MOINHCHI0 METUIIMTHCKOTO
pabOTHHKA M JIMIIA, YITOJTHOMOYEHHOTO 3aBEPATh JTOKYMEHTHI 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 3akoHOmaTenscTBa Poccuiickoi
®enepanun, 2011, N 19, ct. 2716; 2012, N 31, ct1. 4322; 2013, N 9, c1. 874; N 27, c1. 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 OAapOUTYPOBOWH KHCIOTHI, KOMOWHUPOBAHHBIE JIEKApCTBEHHBIC
npenaparsl, cojAepXalue KOAEeWH (€ro conm), MHble KOMOMHUPOBAHHBIC JEKAPCTBEHHBIE IPENaparthl,
MoJyIeXkKAlue  MPEIMETHO-KOJIMYECTBEHHOMY  y4eTy, JIEKapCTBEHHbIE Ipemnaparbl, oOajaromue
aHa0OINYEeCKOW aKTHBHOCTBIO B COOTBETCTBUM C OCHOBHBIM (DapMaKOJIIOTHUECKMM JEHCTBUEM, IS
JIeUEHHsI TAIUEHTOB C XPOHUYECKUMHU 3a00JI€BaHUSMHU MOTYT O(OPMIIATHCS Ha Kypc JieueHus 10 60 qHei.

B nanmHBIX choydasx B pemnentax Ha OyMaXHOM HOCHUTeNe Tmpou3BoAuTcs Haamuch "lIlo
CIEeUMATbHOMY HA3HAYEHUIO", 3aBepeHHas TMOANHMCHI0O MEIUIIMHCKOTO pPa0OTHUKAa U IEYaThio
MEIUIIMHCKOW opranm3anuu "Jlns  pemenToB", pementax B (opmMe JJIEKTPOHHOTO JOKYMEHTa
npousBoautTcss  ormerka "[lo cmenManpHOMY — Ha3Hau€HHUIO', € MPOCTABIEHUEM  YCUIJIEHHOHN
KBIM(UIIMPOBAHHON 3JIEKTPOHHOU TMOAMMCH MEIUILMHCKOrO paboTHUKA W JIUIA, YIOJHOMOYEHHOTO
3aBepATh JOKYMEHTBI OT UIMEHU MEAUIIMHCKON OpraHU3aliH.

26. Pemnent Ha OymMakHOM HOCHUTeNe, B (OpMe IJIEKTPOHHOTO JOKYMEHTa, O(GOpPMIICHHBIN C
HAapyYHICHUEM YCTAHOBJICHHBIX HACTOAIIUM HOpSII[KOM Tpe6OBaHI/II>'I, CHHUTACTCA HCHGﬁCTBHTCHBHBIM.

Il. HasaHayeHMe NekapCTBEHHLIX NpenapaToB NPU okasaHun
MeAULMUHCKOW NOMOLLM B CTaLMOHAPHbIX YCNOBUAX

27. Ilpun oOKa3aHWUM NAIKUEHTY MEIUIMHCKOW MOMONIM B CTAIlMOHAPHBIX YCIOBUSX Ha3HAYCHUE
JICKapCTBEHHBIX IPEMNapaToB MPOU3BOAUTCS 0Oe3 odopmieHus perenta MEIUIUHCKUM DPaOOTHHUKOM
€IMHOJIMYHO, 33 UCKIIIOUEHUEM CITy4yaeB, yKa3aHHBIX B MyHKTe 28 HacTosmero [lopsaka.

28. CoryacoBaHUE€ HA3HAYEHUS JIEKAPCTBEHHBIX IIPENApPATOB C 3aBEAYIOLIUM OTAEICHUEM WIH
OTBETCTBEHHBIM JISKYPHBIM BPAaduoOM JIMOO APYTHM JIMIIOM, YIIOJTHOMOYEHHBIM MTPHUKA30M TJIaBHOTO Bpada
MEIUIMHCKOW OpraHu3aliy, a TakKXke, NP HAIUYUH, C BpPAauoOM - KIMHHYECKUM (papmakosgorom
HEOOXOUMO B CITyJasix:

1) oIHOBpeMEHHOTO Ha3HAUEHUSI IIATH U 00JIee JIEKapCTBEHHBIX MPENapaToB OJHOMY HAIUEHTY;

2) Ha3HAYEHUS JIEKAPCTBEHHBIX MpENapaToB, HE BXOASAIIUX B IEPEUYEHDb )KU3HEHHO HEOOXOAUMBIX U
BOXHEUIIMX JICKApPCTBEHHBIX MpernapaToB <17>, mpu HETUNHYHOM TEYEHHMH 3a00JIeBaHUS, HAIUYUU
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OCJIO)KHEHUH OCHOBHOTO 3a0oNieBaHMA M (WJIM) COIYTCTBYIOIIMX 3a00J€BaHUM, NpPU Ha3HAYECHUHU
JIEKapCTBEHHBIX IPENapaTtoB, OCOOCHHOCTU B3aUMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIMSAM 10 HUX TPUMEHEHUIO TPHUBOIAT K CHUXKEHHIO 3(pdexktuBHOCTH M 0Oe30macHOCTH
(bapMakoTepanuu 1 (WIK) cO34a0T NOTEHIHMAIBHYIO ONACHOCTb JUISl AKU3HHU U 3J0POBbs MAIMEHTA.

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

B ykazaHHBIX cilydasX Ha3HayeHHE JIEKapCTBEHHBIX IpernapaToB (PUKCUPYETCS B METUIIMHCKOI
JOKYMEHTAIlMU TAIlMeHTa ¥ 3aBepseTCsl TOJMUCHI0 MEIUIIMHCKOTO pPAa0OTHHKA W 3aBEIYIOIIETO
oTJeNeHreM (OTBETCTBEHHOTO JIeKYPHOTO Bpada Wil JIPYroro yroJIHOMOYEHHOTIO JIUIIA).

29. MenuiuHCKU pabOTHUK MEIUIIMHCKON OpraHu3anuu (€€ CTPYKTYPHOTO IMOJpa3/ieseHus),
pacroyIo)KEHHOM B CEJIbCKOM HACEJIEHHOM IyHKTE, OCYLIECTBISET Ha3HA4YE€HUE JIEKapCTBEHHBIX
IIPENapaToB B CIyyasX, yKa3aHHbIX B yHKTax 28 u 30 Hacrosmero [lopsanka, eAMHONIMYHO.

30. Tlo pemrennro BpaueOHON KOMHUCCHHU TAIMEHTaM NPH OKa3aHWW UM MEIMIIMHCKOW TOMOIIU B
CTaI_[I/IOHapHBIX yCJIOBI/IHX Ha3HA4YarTCs HeKapCTBeHHBIe npenapaTLI, HC BKJIIFOUCHHBIC B HepequL
KU3HECHHO HEOOXOIMMBIX W BaXKHEUIWX JICKAPCTBEHHBIX IIPENapaTroB, B Clydae WX 3aMEHBl H3-3a
HHHHBHI[yaHLHOﬁ HGHepeHOCI/IMOCTI/I, 110  KN3HCHHBIM IIOKA3aHUAM.

Pemenne BpaueOHON KOMUCCHU (PUKCHPYETCS] B MEIUIIMHCKONM JOKYMEHTAIMH AllMeHTa U )KypHaJe
BpaueOHOM KOMHUCCHHU.

31. B cinyuasx oOcnemnoBaHusi M JIeYEHHs] TpakJIaHWHA B CTAllMOHAPHBIX YCJIOBHUAX B paMKax
IIPEIOCTABIICHUSI MEAMLIMHCKUX YCIYyr Ha BO3ME3/JIHOM OCHOBE 3a CYET JMYHBIX CPEJICTB TpaklaH,
CPEICTB IOPUJIMYECKHX JIMI] M HHBIX CPEACTB HAa OCHOBAaHUM JIOTOBOpPA, B TOM YHCIIE JOTrOBOpPA
JTOOpPOBOJBHOTO MEAMIIMHCKOTO CTpaxoBaHus <18>, eMy MOryT OBITh Ha3HAU€HBl JIEKAPCTBEHHBIC
mpernapaTsl, HE BXOJIIME B IMEpPeueHb KU3HEHHO HEOOXOMMMBIX U BaXKHEMIINX JIEKapCTBEHHBIX
MpernaparoB, €CIIM UX Ha3HAYCHHE U IIPUMEHEHUE 00YCIOBICHO MEIUIIMHCKUMH MOKa3aHUSIMH.

<18> IlocranoBnenue [IpaBurensctBa Poccuiickoit deaepannu ot 4 okTs6ps 2012 r. N 1006 "O6
yrBepkaeHuH [IpaBun npenocraBieHns MEJUIIMHCKUMU OPraHU3alUsAMU IUIATHBIX MEIUIUHCKUX yCIyr"
(Cobpanue 3axkonogatenscTBa Poccuiickoit @eneparum, 2012, N 41, ct. 5628).

lll. HasHauyeHuMe nekapCcTBEHHbLIX NpenapaToB
npu oKasaHUM NepBUYHON MEeAUKO-CaAaHUTAPHOWN NOMOLLN, CKOPOW
MeOULMHCKOW NOMOLLM U NanimatTmuBHON MeaAULUMNHCKOW NOMOLLMU

32. Ilpu oOka3aHUM MEPBUYHON MEAMKO-CAHUTAPHOW MOMOIIM W MAUIMATUBHOM MEIUIIMHCKOMN
MOMOIIM B aMOYJIaTOPHBIX YCJIOBHSX HA3HAUCHHUE JICKAPCTBEHHBIX MPENapaToB OCYIIECTBISACTCS
MEIUIIMHCKUM PaOOTHUKOM B CITy4asiX THITMYHOTO TEUEHUS 3a00JIEBaHUS MAIUEHTA UCXO/IS U3 TSHKECTH U
XapakTepa 3a00JIeBaHMUSI.
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33. Ha3naueHue JEKapCTBEHHBIX MpEnapaToB IO PEHICHUIO BpadyeOHOW KOMHMCCHU TPH OKa3aHUH
MIEPBUYHON MEIMKO-CAaHUTAPHON TOMOIIHM, MAJUTMATUBHONW MEAMITMHCKONW TOMOIIM B aMOYJaTOPHBIX
YCJIOBUSIX MPOU3BOJIUTCS B CIyYasIX:

1) ogHOBpEeMEHHOT0 Ha3HAYEHUs OJHOMY IMALMEHTY MATH U 0ojiee JeKapCTBEHHBIX MpEnaparoB B
TEUEHHUE OJIHUX CYTOK HJIM CBBIIIE IECSITH HAMMEHOBAHUN B T€UEHUE OJIHOTO MECAIIA;

2) Ha3HAYEHMsI JIEKAPCTBEHHBIX INpEnapaToB IPU HETUIMYHOM TEUEHHM 3a00JIeBaHUs, HAIUYUU
OCJIO)KHEHUH OCHOBHOTO 3a0oNieBaHMA M (WJIM) COIYTCTBYIOIIMX 3a00J€BaHUM, NpU Ha3HAYECHUHU
JIEKapCTBEHHBIX IPENapaTtoB, OCOOCHHOCTU B3aUMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COIJIACHO
MHCTPYKLIUSAM 10 MX MPUMEHEHHUIO MPUBOJIAT K CHUKEHUIO YPPEKTHBHOCTH M 0€30MaCHOCTH JICUEHUS
HalueHTa U (WIn) co34ar0T NOTEHIUAIbHYIO ONIACHOCTb IS )KU3HU U 370POBbS MTALIUEHTA;

3) MNEPBUYHOIO0 HA3HAYCHUA TMANUCHTY HAPKOTHYCCKHUX UW TMNCHUXOTPOMNHBIX JICKAPCTBCHHBIX
npenapatoB criuckos II u III [Tepeuns (B ciaydae mpuHATHS PYKOBOJAUTEIIEM METUIIMHCKOW OpraHU3aINKI
peueHusd o HGO6XOI[I/IMOCTI/I COTJIaCOBaHUA HAa3HAYCHHA TaKHUX JICKAPCTBCHHBIX NPCIapaToB C Bpa‘-IeGHOﬁ
KOMHCCHEM ).

34. IloBTOpHOE Ha3HAYEHHE HAPKOTUYECKMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIpEnapaTroB
cruckoB II u III Tlepeuns mpous3BOAMTCS MEIUIIMHCKAM PAOOTHUKOM CaMOCTOSATENBHO MaleHTaM ¢
BBIPQ)KEHHBIM OOJIEBHIM CHHJPOMOM JIFOOOTO T'eHe3a, HapyUIeHHEM CHa, CYJOPOXHBIMH COCTOSHHSIMH,
TPEBOXKHBIMH PacCTPOMCTBAMU, (HOOUSIMHU, ICHXOMOTOPHBIM BO30YKICHHEM.

35. Ilpu oxa3aHMM CKOpPOM MEAMIMHCKOW IIOMOLIM JIEKApCTBEHHBIE IpernapaThl Ha3HAYaKOTCsA
MEAUIMHCKUM pPaOOTHUKOM BBIE3HON Opuraabl CKOpOH MEAUIIMHCKOW TOMOIIM, MEAUIIMHCKUM
pabOTHUKOM MEIUIIMHCKOM OpraHM3aluy TpH OKa3aHHMM MEAWLIUHCKOW TOMOIIM Tpa)kJaHaMm IMpH
3a00JIeBaHUSAX, HECYACTHBIX CIIy4asX, TpaBMax, OTPABICHHUSIX M JPYIMX COCTOSHUSX, TPeOYyIOIIUX
CPOYHOI'0 MEAUIIMHCKOTO BMENIATEIbCTBA.

IV. HasHa4yeHue nekapCTBEHHbIX MpenapaToB rpaxaaHam,
MMeKLLMM NpaBo Ha becnnaTHoe NoslyYeHue feKapCTBEeHHbIX
npenapaTtoB UMM NOJflyYeHUe fieKapCTBEHHbIX NpenapaTos
CO CKMAKOW, NpU OKa3aHUM NepBUYHOMN
MeAUNKO-CaHUTapHOM NOMOLUM

36. Ilpm oka3zaHUM TNEPBUYHONM MEAMKO-CAHUTAPHOM TIOMOIIM HA3HAUYEHHE MEAUIIUHCKUM
pabOTHUKOM B COOTBETCTBHH CO CTaHIApTaMU MEAUIIMHCKON OMOIIH <19> iekapcTBEHHBIX MPENaparos,
OTIYCKaeMBIX OECIUIaTHO WJIM CO CKHJIKOH, OCYLIECTBISETCS Ha peuenTypHoMm Omanke (opmbr N
148-1/y-04 (1) ¢ yueTom pa3BuTHs 3a00J€BaHUs, OCOOCHHOCTEH TEYCHHSI OCHOBHOTO U COITYTCTBYIOIIETO
3a00JIeBaHUI CIETYIOIIUM KaTerOPUSM TPakIaH:

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

1) rpaxnaHaMm, MMEIOIIMM IIPaBO Ha MOJYYEHHE TOCYAAPCTBEHHOW COIMAIBHOM MOMOILIU B BUAE
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HaOOpa COIMAIBHBIX YCIIYT, B COOTBETCTBHUH C MEPEUHEM JICKAPCTBEHHBIX MPEMapaToB ISk METUITTHCKOTO
IIPUMEHEHHUS], B TOM YHCIIE JIEKAPCTBEHHBIX IIPENAapaToB Ul MEAULIMHCKOIO IPUMEHEHUS, Ha3HAYaeMbIX
0 PENICHUIO Bpa4eOHBIX KOMUCCHI METUITMHCKUX Opranu3anuid <20>;

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

rocyaapcTBeHHOM conranbHoi nomontu" (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, OOMBHBIM reMouInel, MyKOBUCIIMI030M, THIIO(GU3AapPHBIM HAaHU3MOM, Oose3Hbio [ ome,
3JI0KaUY€CTBEHHBIMH HOBOOOpA30BaHUAMHU JUMQPOUIHON, KPOBETBOPHOW M POJACTBEHHBIX UM TKaHEH,
paccestHHBIM CKJIEPO30M, I'€MOJIMTUKO-YPEMUUECKUM CHUHJIPOMOM, FOHOUIECKUM apTPUTOM C CUCTEMHBIM
HavyaioM, Mykornoiucaxapuao3om I, II u VI tumnos, muil nmocsie TpaHCIUTAHTAIIMKM OPTaHOB U (MJTM) TKaHEH
B COOTBETCTBUH C IIEPEYHEM JICKAPCTBEHHBIX IPENAPaToB, yIBEpKIaeMbIM IIpaBurensctsoM Poccuiickoit
Oenepanun <21>.

<21> Yactp 7 cratbu 44 denepanbHOoro 3akoHa ot 21 HosiOps 2011 r. N 323-®3 "OO6 ocHoBax
OXpaHbl 310poBbs TpaxaaH B Poccuiickoit ®enepamuu" (CobOpanue 3akoHoAarenbcTBa Poccuiickoit
@eneparuu, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, ct. 5092).

3) rpaxxgaHaMm, MMEIOIIMM MpPaBO Ha MOJydYE€HUE JIEKAapCTBEHHBIX IpenapaToB OecIiaTHO WIN
MOJTyYeHHE JICKApCTBEHHBIX MPENapaToB CO CKUIKOM 3a cUeT CpeAcTB OI0KeTOB cyObekToB Poccuiickoit
denepanun, B COOTBETCTBHMH ¢ IlepeuHem Trpynm HacelneHWss W KaTeropwi 3a0oJieBaHHM, NpH
aMOyJIaTOPHOM JIEYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA M M3JENUS MEIUIUHCKOIO Ha3HAuYeHUs
OTIIyCKalOTCA MO perentaM Bpaueil OecruiatHo, u Ilepeuynem rpynn HaceneHHs, NMpU aMOyIaTOPHOM
JIEYEHUN KOTOPBIX JIEKAPCTBEHHBIE CPEJICTBA OTIYCKAKOTCS IO penentaMm Bpaued ¢ S0-mporieHTHOMH
CKHJIKOM CO CBOOOJHBIX II€H, YTBEPXKIEHHBIMH TocTaHoBIeHHeM I[lpaBurenscTtBa Poccuiickoii
®enepanun ot 30 utons 1994 r. N 890 <22>;

<22> Cobpanue 3akoHomarenbcTBa 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) TpaxIaHaMm, CTPAJAIONIUM IKU3HEYTPOKAIOIIMMH W XPOHUYECKHUMH TPOTPECCUPYIOIIIMHI
penxkumu (opdaHHBIMH) 3a00JI€BaHUSMH, TPUBOASIIUMH K COKPAIIEHUIO TMPOJIOJDKUTEILHOCTH JKU3HU
TPaKJaH U UX UHBAIMIHOCTH <23>.

<23> IlocranoBnenue IlpaButensctBa Poccuiickoit denepanun ot 26 anpens 2012 r. N 403 "O
nopsiake BeaeHus denepanbHOro perucTpa Jinl, CTPAJAOLINX JKU3HEYIPOXKAIOIIMMUA M XPOHUYECKUMHU
IPOTPECCUPYIOIIMMU  peKUMU  (OpdaHHBIMH) 3a00NEBaHMAMHU, MPUBOAAIIMMH K COKpAIICHUIO
MPOAOIKUTEIBHOCTH KU3HM TPAKIAAH M UX MHBAJIMIHOCTH, U €r0 pernoHaiabHoro cermeHta" (Cobpanue
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"O6 yTBepKICHHH MOpsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM
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Jokyment npenocrasier Koncynsrantllmoc
Jlara coxpanenus: 25.01.2020

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 JIBa SK3EMIUIAPA, OAWH M3 KOTOPBIX OCTAETCSl B alTEYHOW OpraHM3alliy, BTOPOH - B
MEIULIMHCKOW JOKYMEHTAIMH MAI[eHTa.

37. IlpaBo Ha3HauaTh JEKAPCTBEHHBIC Ipemaparhl rpakIaHaM, UMEIOIIMM IIpaBO Ha OecruiaTHOE
MIOJIy4YEHHE JICKAPCTBEHHBIX IPENAPAaTOB UM MOJy4YECHHUE JIEKAPCTBEHHBIX IIPENApaTOB CO CKUAKOM, TAKXKE
HUMEIOT:

1) MmenuuMHCKHUE paOOTHUKH, paOOTAONINE B MEAUIIMHCKOW OPTaHU3AIMU TI0 COBMECTUTENBCTBY (B
Tpezesiax CBOeH KOMIIETEHIINN );

2) MeauIHUHCKHE pPaOOTHUKM CTAIlMOHAPHBIX OPTraHHW3aIMil COIMAILHOTO OOCIY)KUBAHUS TPHU
HAJIMYUM JIMIIEH3UM Ha OCYIIECTBICHUE MEIULMHCKOW NESITEIbHOCTH <24>, mpenycMaTpuBaronIeH
BBITOJIHEHHE pPAa0OT (OKa3zaHHE YCIYTr) MO OKa3aHUIO TEPBUYHOM MEIUKO-CAHHUTAPHOM IOMOIIM B
aMOyJIaTOPHBIX YCIOBUSAX (HE3aBHCHUMO OT BEJJOMCTBEHHOMN NPHHAIIICKHOCTH);

<24> Ilyukr 46 4vactu 1 crateu 12 ®epepanbHoro 3akoHa ot 4 mag 2011 r. N 99-®@3 "O
JUIIEH3UPOBAHUU OTAETBHBIX BHIAOB nestensHocTH" (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, ctT. 6841; N 53, cT. 8424).

3) MemuUUHCKHE pa0OTHUKM MEAMIIMHCKMX  OpraHu3allii, OKa3bIBAIOIIMX MEPBUYHYIO
MCJIUKO-CAHUTAPHYIO MOMOMIb, MOABCIOMCTBCHHBIX (bellepaJIBHBIM opraHam HUCIIOJIHUTEIILHOA BJIACTU
WJITU OpraHaM UCIOJIHUTEILHON BIacTu cyOhekToB Poccuiickoit denepanuu;

4) WHAUBUIyAIbHbIE MPEANPUHUMATENH, OCYLIECTBIISIONIME MEIUIMHCKYIO JEATeIbHOCTh U
BKJIFOYEHHBIE B PEECTp MEIUIIMHCKUX OpTaHU3alHi, OCYIIECTBISIOMNUX JEATeIbHOCTh B cdepe
00513aTeTLHOTO METUITTHCKOTO CTPaXOBaHUSI.

38. Ilpu Ha3HAYEHWU JICKAPCTBEHHBIX MPENapaToB IpakJaHaM, UMEIOIIUM IMpPaBo Ha OecruiaTHOE
[IOJIyYEHHUE JIEKAPCTBEHHBIX IPENApPaTOB WM IOJY4YECHHE JICKAPCTBEHHBIX IIPENapaToB CO CKUAKOH, B
penente ykas3blBaeTcsi HOMep TenedoHa, MO KOTOpOMY paOOTHUK anTeYHOM OpraHu3aluu IMpu
HEO0OXOIMMOCTH MOKET COTJIACOBATH C METUIIMHCKAM PAaOOTHHKOM 3aMEHY JICKApCTBEHHOTO Mpemnapara.

39. HazHaueHue HapKOTUYECKUX W MCUXOTPOIHBIX JIEKaPCTBEHHBIX mpenapartoB cnucka Il [Tepeuns
(32 UCKIIIOUEHHEM JIEKapCTBEHHBIX MpPEnapaToB B BUAE TPAHCIEPMAIbHBIX TEPANEBTHUECKUX CHCTEM, a
TaK)K€ JIeKapCTBEHHBIX IPENapaToB, COAEpPXKAIIUX HAPKOTUYECKOE CPEACTBO B COYETAHUU C
AHTarOHUCTOM OIMOUWJHBIX PEIENTOPOB) TpaKAaHaM, MMEIOIIMM IpaBO Ha OecIUlaTHOE MOJy4YeHHe
JIEKapCTBEHHBIX MPEnapaToB WM MOJIyUYEHHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOM, OCYILIECTBISETCS
Ha penentypHoM Onanke ¢opmbl N 107/y-HII, k KOTOpOMY JOMOJIHUTENBHO OQOPMIISETCS pelenT Ha
petentypaoM Onanke Gopmbl N 148-1/y-04 (1) (B 1ByX 3K3eMIUIsIpax Mpu 0GhOpPMIICHUH Ha OyMaKHOM
HOCHUTEIIE).

www.consultant.ru Crpanuma 16 u3 39
HaJeKHAAA MPAaBOBas MOAICPIKKA



TIpuka3 Munsnpasa Poccuu ot 14.01.2019 N 4u
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PCLENTYPHBIX...

Jokyment npenocrasier Koncynsrantllmoc
Jlara coxpanenus: 25.01.2020

40. Ha3HaueHue HapKOTUYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX npenapaTos cnucka II Ilepeuns
B BHUJAE TPAHCACPMAIbHBIX TEPANECBTHYECKUX CUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IIPENapaTOB
cinucka II Ilepeuns, comepkamux HapKOTHYECKOE CPEICTBO B COUETAHWU C AHTArOHUCTOM OIHMOUIHBIX
peLenTopoB, TCUXOTPOMHBIX JIEKAapCTBEHHBIX mpenapaTtoB cnucka III Ilepeunsa, nexkapcTBEHHBIX
IpernaparoB, BKIOYEHHBIX B iepeueHs 1KY, nekapcTBEHHBIX MpenapaToB, 001aJal0uX aHa00IMYeCKON
aKTUBHOCTBIO B COOTBETCTBUM C OCHOBHBIM (PapMaKoOJOTHYECKUM JIeHCTBHEM, KOMOMHHMPOBAHHBIX
JIEKapCTBEHHBIX IIPENapaToB, YKa3aHHbIX B mnoanyHkre 3 mnyHkra 10 Hacrosmero Ilopsaka,
IpeJHa3sHauYeHHbIE [T JEUCHMs I'paXkJlaH, UMEIOIIMX MPpaBo Ha OeclIaTHOE MOJyYeHHE JIEKAPCTBEHHBIX
IIpernapaToB WM MOJIy4E€HUE JEKaPCTBEHHBIX MPENapaToB CO CKUJKON, OCYIIECTBISAETCS HA PELENTYPHOM
omanke Gopmbel N 148-1/y-88, K KOTOpOMY MOTMOITHHUTEIBHO OGOPMIISIETCS PELENT Ha PelenTypHOM
6manke Gopmbl N 148-1/y-04 (1) (B ABYX dK3eMIUIsIpax Mpu opOpMICHHH Ha OyMaKHOM HOCHTEJE).

ITpunoxxenne N 1

K [lopsiaky Ha3HaYeHUA
JIEKapCTBEHHBIX MPEMapaToB,
YTBEPKACHHOMY NPUKA30M
MuHucTepcTBa 31paBOOXPaHEHUS
Poccuiickoit @enepanuu

ot 14 suBaps 2019 1. N 4u

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

N MexynapoaHoe ®dopwma BbIITyCKa U KonnuectBo
I/l | HEMaTEHTOBAHHOE HAaUMEHOBAHUE JI03UPOBKA
HapKOTHUYECKOTO U
TICUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
1 bynpenopdun + Hanokcon TabneTku 60 TabmeTok
CyONMHTBaIbHBIC
0,2 mr + 0,2 mMr (ymakoBka, kpaTHas N
20)
2 bynpenopdun PactBop mmst
ynpeHop TBOp A 30 ammyn
uHbekuni, 0,3 mr/mi 1
(WM pHI-TIOOUKOB)
MIT
3 Bymnpenopdun TpancaepManbHbIiI
ITACTHIPh
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TIpuka3 Munsnpasa Poccuu ot 14.01.2019 N 4u

"O6 yTBepKICHHH MOpsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM HAoxyment npesioctasien Koncynsrantllnioc
? Jlara coxpanenus: 25.01.2020
PELENTYPHBIX...
35 Mkr/4gac 20 mmacTeipei
52,5 MKr/9ac 10 mnacTeipeit
70 MKr/49ac S macTeIpen
4 JluruapokoaenH TaOneTkn
IIPOJIOHTMPOBAHHOI'O
NEUCTBUA
60 mMr 40 TabneTok
90 mr 30 tabieTox
120 mr 20 TabneTok
5 Mopdun PactBop st

WHBEKIUM, pacTBOp IS

20 ammyn
MOJIKO’KHOTO BBEJICHUS

(mpuUI-TIOOUKOB)

10 mr/mur 1 Mo

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

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

7 Tpumenepuana Tabmerku 25 mr 50 TabieTok

8 Tpumenepunna PacTtBOp mi1st mHBEKIMI

20 ammyn

10 mr/mon 1 Mo
(mpuUI-TIOOUKOB)

20 mr/mut 1 Mt

9 Mopdun TabneTku (Kancyss)
MIPOJIOHTUPOBAHHOTO
JEeNCTBUS
10 mr 180 tabu. (xarmc.)
30 mMr 60 Tabu1. (karc.)
60 Mr 40 tabmn. (karc.)
100 mr 20 tabmx. (karc.)
200 mr 20 tab:x. (karc.)
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DELETITYPHEIX... Jlara coxpanenus: 25.01.2020
10 Mopdun Tabmerku
5wMr 100 tabierox
10 mr 100 tabierox
11 Mopdun Kamm nns mpuema
BHYTPE 4 ¢naxona
20 mr/mi 20 M
12 Mopdun PactBop st 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 + Haiokcon Tabnerku
MPOJIOHTUPOBAHHOTO
JIEUCTBUSA

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

40 mr + 20 mMr

100 tadneTok
60 TadeToK
40 tabneTok

20 TabneTok

14 | TIponmmoHMI(PEHUIITOKCHI THIIITHTT

TaOieTkH 3aleydsle

50 Ta0eTox

EpUIUH 20 mr
15 denTaHun TpancnepMmanbHas
TeparneBTHYecKast
cucreMa
12,5 mkr/gac 20 mnacTeipei
25 MKr/gac 20 mmacTeipei
50 Mkr/49ac 10 mnacTeipeit
75 MKr/4gac 10 mnacTeipeit
100 mkr/gac 10 mnacTeipeit
16 DeHTaHUIT Tabnetku
50 TabneTok
MOIBS3BITHBIC
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Jlara coxpanenus: 25.01.2020

0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 mr
0,8 mr
17 denTaHun Crpeil Ha3aJIbHBII
®nakon 50 MKr/mo3a
2,0 ma (10 no3) 24 ¢pnaxona
3,2 ma (20 103) 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 (akoHoOB
5,0 mi (40 mo3) 3 ¢makona
dnakon 200 MKr/m03a
2,0 mi1 (10 no3) 12 ¢akoHOB
3,2 M1 (20 103) 6 (hmakoHOB
5,0 mz (40 m03) 3 dbnakona
18 Byropdanon PactBop 11 MHBEKLINI 20 ammyn
2 mr/ma 1 mn
19 Hanbydun PactBop a1 uHbEKITUI
10 mr/mon 1 Mo 50 ammyn
20 mr/mi 1 Mo 25 ammyn
20 ®denobapOuTaT TabneTku
Swmr
50 mr 50 tabieTox
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100 mr

ITpunoxenne N 2

K [lopsiaky Ha3HaYeHUA
JIEKapCTBEHHBIX IIPENapaToB,
YTBEPKACHHOMY NPUKA30M
MuHucTepceTBa 34paBoOOXpaHEHUS
Poccuiickoit @enepanuu

ot 14 suBaps 2019 1. N 4u

CnpaBouHo

PEKOMEHOOBAHHbIE K UCMNOJIb3OBAHUIO COKPALLIEHUA

NnPU O®OPMJIEHUU PELIENTOB

Cokpanienue ITonHoe 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) CIIOXKHBIHN
D. Da (Detur, Dentur) Brigait (mycTh BeIIAHO, ITYCTh
OyZIeT BBIIAHO)
D.S. Da, Signa Detur, Signetur Brigaii, 0003Ha4b
[TycThs Oynet BbIIaHO,
0003HAYECHO
D.t.d. Da (Dentur) tales doses Brinaii (Ilycts OyayT

BBIJIaHBI) TAKHE JT03bI

HaJeKHAAA MPAaBOBas MOAICPIKKA
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" Hoxyment npenoctasner Koncynsrantllntoc
OO0 yTBepIKIeHHHU MOPSAKA Ha3HAUCHHS JICKAPCTBEHHBIX IIPeHapaTos, Gopm

Jlara coxpanenus: 25.01.2020

PCLENTYPHBIX...

dil. dilutus pa3BeICHHBIN
Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YacTH
emuls. emulsio AMYJIbCHS
extr. extractum DKCTPAKT, BBITSDKKA
F. Fiat (fiant) [TycTts 0Opazyercs
(oGpasyrores)
gran. granulum TpaHyJIbI
qt., qtt qutta, guttae KaIuis, Kamniu
qtt. peror. guttae peroralis Karum JijIs IpueMa BHYTPb
inf. infusum HAcCTOU
in amp. in ampullis B aMITyJ1ax
in tab. in tab(u)lettis B Ta0JIeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B TalJIETKaX C
MTPOJIOHTUPOBAHHBIM
BBICBOOOXKICHUEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B Ta0neTKax ¢

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

membr. bucc.

membranulae buccales

IIJICHKH 3alllCYHbIC

M. Misce, Misceatur Cwmemaii (Iycts Oyzner
CMEIIaHO)
mixt. mixtura MHUKCTypa
N. numero YHUCIIOM
ol. oleum Macio (KUIKOE)

HaJeKHAAA MPAaBOBas MOAICPIKKA
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Jlara coxpanenus: 25.01.2020

past. pasta nacra
pil. pilula, pilulae TTAJTIONISL, TIUJTEOJTH
p. aeq. partes aequales paBHBIC YacTH
ppt., praec. praecipitatus OCaKJICHHBIHN
pulv. pulvis MTOPOIIOK
q. s. quantum satis CKOJIbKO MOTpedyercs,
CKOJIBKO HAaJI0
r., rad. radix KOpEHb
Rp. Recipe Bozsmu
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 BHYTpPh
spr. spray cripei
Spr. nas. spray nasale CIipel Ha3aJbHbBIN
supp. suppositorium cBeya
susp. suspensio CYCTICH3HsI, B3BECh
tabl. tab(u)letta TabieTKa
t-ra, tinct. tinctura HAaCTOMKa
STT Systemata Therapeutica TpaHCAepMalIbHAs
Transcutanea TepaneBTHYECKas CUCTEMa
ung. unguentum Masb

HaJeKHAAA MPAaBOBas MOAICPIKKA
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Vitr. vitrum CKJISIHKA

ITpunoxenne N 2

K IpHUKa3y MUHUCTEPCTBA 3IpaBOOXPAHEHUS
Poccuiickoit denepanuu

oT 14 sauBaps 2019 . N 41

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

MMHMCTEPCTBO 3OPaBOOXPAaHEHUA Kon ¢opmer no OKYI

Poccumickon demepauum Kon yupexnmenma no OKIIO
MemMumHCKasa OOKYyMEHTALMA

HavMeHOBaHMe (WITaMII) dopma N 107-1/y

MEeIOMUVHCKOM OPpTaHM3aLuMn YTBepXxIeHa NPUKa30M
MyuHMCTEepCTBa 3OPABOOXPAHEHUA

HamMmeHOBaHMe (WITaMII) Poccurickon demepauun

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

(ykaszarb ampec, HOMEP M IOaTy JIMLEeH3WUM,
HaMMEHOBAaHME OpTraHa TOCYyIapPCTBEHHOM
BJIACTH, BHOABIIETO JIMLIEH3UIO)

PELEIT
(B3pOCUBI, IOETCKMM — HYXHOE [NOIOUYEPKHYTH)
" " 2 O I‘ .
daMmIMsa, MHMLUMAJE MMEHM UM OTUyecTBa ([ocjenHee — IIpPpM HaJIMdUM)
nauMeHTa
JaTa poxneHuA
daMmIMsa, MHMLMAJE MMEHM M OTUYecCcTBa (IocJielHee - IIPM HaJIMUUM)
Jleyamero Bpada (denbrumepa, akyLepKu)
py0.|xomn.| Rp.
pyO.|xomn.| Rp.
pyo. | kxomo. | Rp
www.consultant.ru Crpanuma 24 u3 39

HaJeKHAAA MPAaBOBas MOAICPIKKA



Ipuxa3 Munzapasa Poccuu ot 14.01.2019 N 41
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Jokyment npenocrasier Koncynsrantllmoc
Jlara coxpanenus: 25.01.2020

[onnuce M.II.
¥ IeuyaTh JleuameIro Bpauda
(nomnucek oGerypmmepa, aKylepKuM)

PellenT memcTBUTEJIeH B TeueHue 60 mHelt, mo 1 rToma ( )
(HyXHOE€ MNOOUEPKHYTH) (ykazaTb KOJIUUECTBO
MeCsleB)

ObopoTHasa CTOpPOHAa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOT'O
npernapara 1o peneHuIo BpayeOHon
KOMHCCUHU

[TpuroToBun [Iposepun Otnyctun

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

MUHMCTEPCTBO 3OPaBOOXPAHEHNI

Poccurickon demepaumm Kom dopmer mo OKYIO 3108805
MenuumHCKas OOKYyMeHTalUMXs
HammeHoBaHMe (WTaMil) dopma N 148-1/y-88
MEeOUMUMHCKOM OpIaHM3aLun YTBepxIeHa IPMUKa30M
MyHMCTEepCTBa 3OPaBOOXPAHEHUS
HamMmeHOBaHMe (WTaMII) Poccumnickon denmepaumm
VHIMBUAOYAJIBHOT'O MNPEeNNpMHUMAaTETIA or 14 suBapsa 2019 r. N 4u

(ykazaTb ampec, HOMEp M HATy JIULEH3UM,
HaVMEeHOBAaHME OpraHa I'OCYIapCTBEHHOM
BJIACTM, BHIABUEI'O JIMLEH3UL)

rarararn rararararna
Cepusa N
LJL 4L dL LdJLJdLJdJLdL J
PEIIENT noom 20 r.
(naTa odopmMmIIeHMA PpeLelTa)

(B3pPOCIB, IOEeTCKMM — HYXHOEe IIOINUEPKHYTH)
daMuIMsa, MHULMAJIE MMEHM M OTUuecTBa (IocjienHee — NIPU HaJIUUUM)
naumMeHTa
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TIpuka3 Munsnpasa Poccuu ot 14.01.2019 N 4u To e enocrasien Kore antTIioc
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PCLENTYPHBIX...

JaTa poxmeHuda

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

daMmIMs, WVHMUMAJE MMEHM M OTUYeCcTBa (IocjenHee — MOPY HAJMUUM)
Jleyamero Bpada (denbrnumepa, akyLepKu)

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

PeuenTt mencTBUTEJIEH B TeueHMe 15 nHeun

OBopoTHas CTOPOHA

OtMmeTKa 0 Ha3HAYECHUH JIEKAPCTBEHHOTO
npernapaTa 1o peleHuIo BpaueOHOH
KOMHUCCHH

IIpurorosun IIposepun Otnyctun

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

MMHMCTEPCTBO 3OPaBOOXPAaHEHUA YTBEPXIEHA
Poccumickon denmepauum npmukasoM MuMHMCTepCTBa 3OpaBOOXPaHEeHUd
Poccumickoy denmepauum
or 14 suBapg 2019 r. N 4H

Tamn
Kon
MENVUMHCKOM OpTaHM3alun

www.consultant.ru Crpanuma 26 u3 39
HaJeKHAAA MPAaBOBas MOAICPIKKA



TIpuka3 Munsnpasa Poccuu ot 14.01.2019 N 4u To e enocrasien KoncymsrantILioc
"O6 yTBepKICHHH MOpsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM KYMEHT IpelOCTABIICH v "
Jlara coxpanenus: 25.01.2020

PCLENTYPHBIX...

MTamn
Kon

VMHIOIVBUIOYAJIBHOT'O IPEenlIprMHMMaTEeIJIA

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

Kon Kon Hcrounnk puHAHCUPOBAHMUS: % omnaThel:
KaTEropu | HO30JOTMYECKOU (MOTYEPKHYTH) (MOTYEPKHYTH)
rpaxaad | ¢opmsl (mo MKB)
1. ®denepabHBINA OIOKET 1. Becrutatso
2. Bromxet cyonekra Poccuiickoit 2.50%
®denepauun

3. MyHUIIUNIaTbHBINA OFOKET

PEOEIT Cepusa N Hata obopmIIeHMUA: 20 .

daMUIMa, MHULMAJE MMEHU UM OTUYeCcTBa
(nocynenHee - OpM HaJU4UM)
naumeHTa

JaTa poxneHmAa
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CHWIC

N nomnmca
00513aTEJIbHOTO
MCEAUITUHCKOT'O
CTpaxOBaHUS:

HoMep MeIMUMHCKOM KapTh naureHTa, HOOJyJYanlero MeIUIINHCKY
aMOyJIATOPHEIX YCIIOBUSAX

ITOMOIIb

B

daMmIIMsa, WVHULUMAJE MMEHM M OTUYeCTBa (mocjenHee — MOPY HAJUUUM)
Jleyamero Bpada (denbrnumepa, akyLepKM)

llognmuce M nevaTh Jedalero Bpada M.II.
(mopnmucek Qespauepa, akyllepKn)

PelenTt memcrBuUTeJeH B TeueHue 15 mHem, 30 npHert, 90 nHenl
(HyXHOEe IOOUEPKHYTH)
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OTnyuieHo no penenty: ToproBoe HaMMEHOBaHUE U JIO3UPOBKA:
Iara ormycka: " " 20 . Konuuectso:
[IpuroroBuit: [Iposepuit: OtnycTuit:

(JIuHUS OTPHIBA)

Kopemok penentypHoro 6manka Crioco0 mpuMeHeHus:
[IponoKUTENBHOCTD THEen

HanmeHoBaHMe JIEKapCTBEHHOTO Mperapara:

Jlo3upoBka: KonndecTBO mpueMoB B A€Hb: pa3

Ha 1 npuewm: el.

ObopoTHasa CTOpOHAa

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peneHuIo BpadyeOHon
KOMHCCUHU

[TpuroToBun [IpoBepun Otnyctun

ITpunoxxenne N 3

K IpUKa3y MUHUCTEPCTBA 3/IpaBOOXPAHEHUS
Poccuiickoit denepanuu

oT 14 sauBaps 2019 . N 41

NnOPAAOOK
OPOPMJIEHUA PELUENTYPHbLIX BJTAHKOB HA NIEKAPCTBEHHbDIE NMPEMAPATbI,
MX YYETA U XPAHEHUA
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I. OchopmneHue peuenta Ha GyMmaXxHOM HocuTene

1. Ha peuentypnsix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€eBOM BEepXHEM
YIIy TMPOCTaBISETCS INITAaMIl MEAWIIMHCKOW OpraHW3alui C YKa3aHHWEeM €€ HAauMEHOBAaHWsS, ajpeca U
TenedoHa.

JlononHuTenbHO Ha penentypHoM Omanke ¢opmbel N 148-1/y-04(;1) mpoctaBisieTcss KoA
MEIUIIMHCKOW OpraHu3aliil B COOTBETCTBHMM ¢ OCHOBHBIM T'OCYIapCTBEHHBIM PETUCTPAMOHHBIM
Homepom (nanee - OI'PH).

Cepus penentypHoro Omanka ¢dopmbl N 148-1/y-04(;1) Brimrodaer konx cyowekta Poccmiickoit
denepanuu, COOTBETCTBYIONMIUN IBYM MepBbIM IHdpam OOIMEpOCCUiicKoro Kiaccupukaropa 0ObEKTOB
aIMUHUCTPATUBHO-TEppUTOpUalbHOTO Aenenus (naiee - OKATO).

Paspemaercs u3roraBnuBath penentypHslii 6maHkK ¢opmbl 107-1/y ¢ MOMOIIBIO KOMIBIOTEPHBIX
TEXHOJIOTUH.

2. Ha penentypHbix OnaHKax, OGOPMIIIEMBIX WHAMBUIYAIbHBIMH TMPEANPHHUMATENISIMH,
UMEIOIIMMHU JIMIIEH3UI0 HAa MEIUIUHCKYI0 JeATeJbHOCTh, B BEPXHEM JIEBOM YINIy TUIOrpadCKuM
CIOCOOOM WJIM TyTeM MPOCTABICHHUS INTaMIa JODKEH OBbITh yKa3zaH aJpec WHAMBHIYaIbHOTO
IpEeANpUHUMATENSl, HOMEP M Jara JMICH3WH, HAaWMMEHOBAaHUE OpraHa TIOCYIJapCTBEHHOM BIIACTH,
BBIIABILIETO JIMIIEH3UIO.

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

4. Jlomyckaetcst opopMIIeHHE BCEX PEKBU3UTOB (3a MCKIOUeHHeM pekBu3uTa "[loamuck nedaiero
Bpaua (moamuch Qenpamiepa, axkymepku') penentypHsix OmaHkoB ¢opmbel N 107-1/y, ¢opmsr N
148-1/y-88 u hopmbr N 148-1/y-04(11) ¢ UCTIOIB30BaHUEM TIEYATAIOIINX YCTPOUCTB.

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

HudpoBoe koaUpOBaHUE YKAa3aHHBIX PEIEITYPHBIX OJIAHKOB BKIIIOYAET:

1) xog MemuuumHckoi opranuzamuu (OI'PH) unu xom WHAMBUIYaTbHOTO TPEANPUHUMATENS B
COOTBCTCTBUU C OCHOBHBIM FOCyI[apCTBeHHBIM peFI/ICTpaLII/IOHHBIM HOMepOM I/IHI[I/IBI/II[yaJIBHOI‘O
npeanpuanmatens (nanee - O PHUII), npoctaBnsemplii TpH U3rOTOBICHUH PEIENTYPHBIX OJJaHKOB;

2) KOA KaTeropuu TIpaxJaH, MMEIOIIMX IPaBO Ha IOJIYYEHHUE JIEKapCTBEHHBIX IIPENapaToB B
COOTBETCTBHUU cO cTatheit 6.1 denepanbHoro 3akoHa ot 17 urong 1999 r. N 178-D3 "O rocyaapcTBEHHOM
couuanbHOW momou" <1>, W KOJ HO30JOTHUYecCKOW (GopMbl Mo MeXIyHapOIHOW CTaTUCTHYECKON
kinaccudukamuu 6onesneit (nanee - MKDB), 3amonHsemMbie edamM BpayoM IyTeM 3aHECEHUS KaKIOu
UGPHI B MyCThIEe TYEHKU, TIPU 3TOM TOUYKA MPOCTABISIETCS B OT/ACIBHOM siueiike;
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<1> Cobpanue 3akoHogarenscTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2009, N 30, cr.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormetka 00 ucrouHWKe (uHaHCHUpoBaHUS (denepanbHbiii OromkeT [1], OromKeT cyOBekTa
Poccwuiickoit @eneparuu [2], MyHHIUIATBHBIA OfO/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 MMEHH M oOT4yecTBa (MOCIEJHEE - TPU HAJTMYMHU) TalMeHTa" YKa3bIBAlOTCS (aMumms,
WHUIMAIB IMCHH U OTYECTBA (MIPU HATMYHH ) TIAIIUCHTA.

7. B peuentypubix Omankax dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(n) B rpacde "ata
poxJieHUs" yKa3bIBaeTCs 1aTa POKJICHUS MalkeHTa (Y4UCiI0, MeCsLl, TO).

JlonomHUTERHO B penenTypHbIx Onankax Gopmbl N 148-1/y-88 u ¢opmer N 107-1/y nnsa nereit B
Bo3pacte 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
0053aTENILHOTO MEAMLUHCKOTO CTPaxoOBaHMs" YKa3bIBAIOTCS CTPAaXxOBOM HOMEp WHIMBHIYaIbHOTO
nuneBoro cueta rpaknannaa B [lencnonnom donae Poccutickoit @enepannu (CHUJIC) (pu Haymyuum)
U HOMCD I10JIMCa 06H3aT€JIBHOFO MCIUIIUHCKOI'O0 CTpaxOBaHUs.

9. B penentypusix 6mankax Gopmber N 148-1/y-88 B rpade "Anpec mecra KUTEIHCTBA WM HOMEP
MEIUIIMHCKOW KapThl MAIMEHTa, MOIYYaloNIero METUIIMHCKYIO MOMOIb, B aMOylIaTOPHBIX yCIOBHX"
YKa3bIBaETCS aJpec MeCTa KHUTEIhCTBA (MecTa MpeObIBaHUS WM MecTa (PAaKTUUECKOrO MPOKUBAHUS)
MaryeHTa WM HOMEpP MEIUIMHCKOW KapThl MAIlMEHTa, MOJYYAOMIero MEIUIIMHCKYI0 TIOMOIIb B
aMOyJIaTOPHBIX YCIOBUAX <2>,

<2> Tlpukaz MunHCTEpCTBa 3ApaBooxpaneHus Poccuiickoit deaepanun ot 15 nexadps 2014 r. N
8341 "OO0 yTBepXkAeHUM YHU(PHUIMPOBAHHBIX (OPM MEIUIIMHCKON JTOKYMEHTAllUW, HCIIOJBb3YeMbIX B
MEIULUHCKUX OpPraHU3alMsaX, OKa3bIBAIOIIMX MEIMIMHCKYIO MOMOIIb B aMOYJIATOPHBIX YCIOBHAX, U
MOPSAJIKOB 10 MX 3aloJHEHMI0" (3apeructpupoBaH MunucrepcTBoM roctuiuu Poccuiickoit @enepanyuun
20 despans 2015 1., peructpanmonHsidi N 36160), ¢ U3MEHEHUSMH, BHECEHHBIMH IPHUKA30M
MunuctepctBa 3apaBooxpanenust Poccuiickoit ®enepannn ot 9 sHBapst 2018 r. N 2 (3apeructpupoBan
MunucrepctBoM roctutiuu Poccutickoit @enepanuu 4 ampens 2018 1., peructparmonssii N 50614)
(manee - npuka3 N 834n).

B penentypnsix 0mankax Gopmsel N 148-1/y-04(i1) B rpade "Homep MeTUIIMHCKOM KapThl MAIIMEHTA,
MOJTYYAOIIET0 MEIUITMHCKYIO MTOMOIIb B aMOYJIaTOPHBIX YCIOBUSX" YKa3bIBa€TCS HOMEP MEIUITUHCKOU
KapThI MAIMEHTA, MTOJIYYAOIIEro MEJUIIMHCKYIO TOMOIIL B aMOYIIaTOPHBIX YCIOBUSIX <3>.

<3> IIpuxa3 N 834H.

10. B rpade "damunmsi, MHUIIMATBI UMEHH U OTYECTBA (TIOCIICTHEE - IPH HAJIMYUH ) JISYAIero Bpada
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(penmpamepa, akymepku)" peuentypHsix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i)
PYYHBIM CIIOCOOOM WJIM C TIOMOIIBIO HITAMIIa YKa3bIBAIOTCS (paMWiIns, WHUIMAIBI UMEHH M OTYECTBA
(mocneaHee - MpU HAJIWYMK) MEIUIIMHCKOTO pabOTHHMKA, Ha3HAYMBILIETO JIEKAPCTBEHHBIC 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,
IPYNIIUPOBOYHOE WM XMMHUYECKOE HAWMEHOBAaHUE, TOPrOoBOE HAaMMEHOBAHME) Ha JIATMHCKOM SI3BIKE,
¢opma BhIITyCKa, T03UPOBKA, KOJIHUYECTBO;

2) crmoco0 TpUMEHEHHUs JIEKapCTBEHHOIO Ipernapara Ha TOCYAapCTBEHHOM s3bike Poccuiickoit
Qenepanuy WIM Ha TrocyAapcTBeHHOM s3bike Poccuiickoil denepanuu U rocyAapCTBEHHOM SI3BIKE
pecnyOJIMK ¥ MHBIX SI3bIKaxX Hapos1oB Poccuiickoit denepammm <4>.

<4> Yacte 1 crateu 15 3akona Poccwuiickoit @enepammu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIkax HapoaoB Poccuiickoit ®enepamun" (Bemomoctu cwhe3na HapoaHbix genyraroB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanme 3akoHomarenbcTBa Poccuiickoit
®enepanun, 1998, N 31, cr. 3804) (nanee - 3akon N 1807-1).

12. TTpu oopmIieHNH pelenTypHBIX OJIAHKOB 3alpeniaeTcs OrpaHuINBATHCS OOIIMMHE YKa3aHHUSIMH,
Hanpumep, "Buyrpennee", "MU3BecTHOo".

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

Penenit, opopmiennslii Ha peuentypHoMm Onanke ¢opmbl N 148-1/y-88 u dopmbr N 148-1/y-04(x)
JIOTIOJTHUTEIBHO 3aBEPSAETCS MeYaThi0 MEAUIIMHCKON opranu3aruu "Jis penentos".

14. Ha ogaom peuentypHom 6manke ¢opmbl N 148-1/y-88 u ¢popmsr N 148-1/y-04(:) pazpemaercs
OCYIIECTBIISITh HA3HAUYCHNE TOJIFKO OJTHOI0 HaMMEHOBAHHSI JIEKAPCTBEHHOTO Ipernapara.

Ha omgnom penentypHom Onanke ¢dopmbl N 107-1/y paspemiaercss OCyIIeCTBISATh Ha3HAuUCHUE
TOJBKO OJHOTO HAMMEHOBAHUA JIEKAPCTBEHHOrOo Tpemapara, orHocsmerocs 1o ATX k
aHTurncuxoruueckum cpeactsaM (koa NOSA), ankcuonutukam (ko1 NO5SB), CHOTBOpHBIM U celaTHBHBIM
cpencTBam (xon NO05C), aHTHUJETIpECCaHTaM (xon NO6A) u HE [IOUJIEKAIIETO
MPEIMETHO-KOJIMYECTBEHHOMY YUeTY, U JI0 TPEX HAMMEHOBAHUH JICKAPCTBEHHBIX MPETapaTOB - JUISI HHBIX
JIEKapCTBEHHBIX MpEnaparoB, HE OTHECEHHBIX K BhIlIeyKa3zaHHbIM ATX.

15. cnipaBienus B penienTe He JOMYCKaOTCS.

16. IIpu odopmiiennn perentypHbIx 01aHKoB hopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JIEKapCTBCHHBIC TIperaparbl, Ha3HAuUE€HHBIE [0 pEIICHHIO BpadeOHON Kommccuu, Ha o00opoTe
pelenTypHoro 0j1aHKa CTAaBUTCS CTIEIMAIbHAS OTMETKA (IIITaMIT).

www.consultant.ru Crpanuma 32 u3 39
HaJeKHAAA MPAaBOBas MOAICPIKKA



TIpuka3 Munsnpasa Poccuu ot 14.01.2019 N 4u
"O6 yTBepKACHHH MOpsAKa Ha3HAYECHUS JeKapCTBEHHBIX IIPENaparoB, GopM
PCLENTYPHBIX...

Jokyment npenocrasier Koncynsrantllmoc
Jlara coxpanenus: 25.01.2020

17. Ha penenrtyprom 6manke ¢popmsl N 148-1/y-04(:1) BHU3Y UMeeTCs JIMHUS OTPBIBA, pa3Aessatomas
peLenTypHbIi OJIaHK M KOPEIIOK.

Kopemok ot penenra, opopMICHHOTO Ha YKa3aHHOM peleNTypHOM OJIaHKe, BBIAAETCS MAlUeHTY
(ero 3aKOHHOMY TMIpEICTABUTENI0) B aNTEYHON OpraHu3alMy, Ha KOpEUIKe JesaeTcs OTMETKa O
HaMMEHOBAHMH JIEKAPCTBEHHOTO Iperapara, J03UPOBKE, KOJIUYECTBE, CIIOCO0E MPUMEHEHHS.

18. OdopmieHne CHenUagIbHOTO 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 (Hopmsl
OIaHKOB PEIENTOB, COACPKAIUX HA3HAYCHHE HAPKOTHYECKHUX CPENICTB WM TCUXOTPOMHBIX BEIIECTB,
MOpSAKA WX H3TOTOBIEHUS, PACHpPENENICHUs, PETUCTpAllMU, Yy4yeTa W XpaHEHHWs, a TakXKe IMpaBuil
oopmrnenus" <5>.

<5> 3apeructpupoBan MunuctepctBoM toctutiuu Poccuiickoit @enepaunn 15 asrycra 2012 r.,
peructpauronHslii N 25190, ¢  u3MeHEHHMSIMH, BHECEHHBIMU TMpUKazaMu MuUHHUCTEpCTBA
3npaBooxpanenus Poccuiickoit ®enepauuu ot 30 wurons 2015 r. N 385H (3apeructpupoBan
MunuctepctBoM roctuiuu Poccutickoit @enepanuu 27 HosiOpst 2015 1., peructparmonssiii N 39868), ot
21 anpens 2016 r. N 254n (3apeructpupoBan MunucrepctBoM toctunun Poccuiickont ®enepannn 18
utonsgs 2016 1., peructpanmonubii N 42887), ot 31 oxtabps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM roctuninu Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructparnmonssiii N 49561).

Il. OchopmneHune peuenta B (popme INEKTPOHHOro AOKYMEHTa

19. Pentenit B hopMe 3IEKTPOHHOTO JOKYMEHTA, MOJAMUCAHHOTO YCUJICHHOW KBaTU(UIIMPOBAHHOM
ANEKTPOHHON MOJMUCKHIO, (OPMUPYETCS MEAUIIMHCKUM paOOTHUKOM, CBEACHHUS O KOTOPOM BHECEHBI B
denepanbHBI  PErHCTp MEIUIIMHCKAX pAOOTHUKOB <6>, a TakkKe NpPH YCIOBHUH PETUCTPAINH
MEAUIMHCKOW OpraHu3alyu, B KOTOpPOoH odopMisieTcss pelent, B (perepaibHOM peecTpe METUIIUHCKUX
opranuzanuii <7> eIuHON roCyJapCTBEHHON MH()OPMAIMOHHOW CUCTEMBI B cepe 31paBOOXpaHEHUS U
MTOAKTIOUEHUSI TaKOW MEIMIIMHCKON OpraHu3ali K TOCyJapCTBEHHON WH(OPMAIMOHHOW CHCTEME B
cdepe 3npaBooxpaneHus cyobekTa Poccuiickoit denepannn <8>.

<6> IlynkTsl 6, 7 [lomokeHUst O €IMHOM rocyJapCTBEHHON MH(OpPMAIMOHHON cucteme B cdepe
3paBOOXPAHEHUS, YTBEPKAECHHOTO nocTtaHoBieHueM I[IpaButenscTBa Poccuiickoit denepanuu ot 5 Mast
2018 r. N 555 (Cobpanue 3akoHomaTenbeTBa Poccuiickoit @eneparuu, 2018, N 20, cr. 2849; N 49, cr.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (manee - [TonoxeHrue o eTMHON cUCTEME).

<7> IlynkTtsl 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 310poBbs 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, c1. 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, 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 perenta B GopMe dIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIC MPENaparhl,
yKa3zaHHble B mojamyHkTax 2 - 5 myHkra 10 m nynkre 12 Ilopsiaka HazHauyeHWs JE€KapCTBEHHBIX
MpenapaTroB, YTBEPXKJACHHOTO HACTOSIIMM TMPUKA30M, M OTHYCKaeMble 3a TMOJHYI0 CTOHMOCTb,
3aIMOHSIOTCS CIEAYIOUIUE PEKBU3UTHL:

1) xon cyowekta Poccmiickoit ®enepanuu mo OKATO, ompeaenstomuii rocynapCTBEHHYIO
nH(pOPMAIMOHHYIO CHCTEMY B cdepe 3lpaBooxpaHeHus cyObekra Poccuiickoit denepannn, B KOTOPOM
chopMHUPOBaH perent B (hopMe IMEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHWE MEIUIIMHCKON OpTaHMU3aIliu, ajapec, TeeGoH Wi haMuiIvs, HHUITUATB HMEHU U
oTuecTBa (MOCHEAHEE - MPU HATUYUHU) UHIUBUIYATBHOTO MPEANPUHUMATENS, UMEIOIIETO JUIEH3UI0 Ha
METUITMHCKYIO JIeSITEIbHOCTD, €r0 aJapec;

3) OI'PH ropunmyeckoro nuua (MeauuuHckod opranuzauuu) wian OI'PHUIT muauBuayanbHOTrO
IpeaIpuHUMAaTes;

4) nara ohopmiieHus perenta (yKa3bIBaeTCsl YUCII0, MECSI], TOM);

5) nmara okoHYaHHWs JAeWCTBUS perenta (GopMHUpYETCs TOCYAapCTBEHHOW WH(POPMAIMOHHOMN
cucreMol B chepe 3apaBooxpaneHus: cyobekra Poccuiickoit denepanii B COOTBETCTBHH CO CPOKaMHU
nevictBus penentoB: 15 queit, 30 queit, 60 gueit, 90 nuei, 1o 1 roga);

6) yHUKaIbHBIA HOMep pernenta (hopMHpPYETCss rocyJapCTBEHHONH MH(OPMAIIMOHHON CHUCTEMOM B
chepe 3apaBooxpaHeHUss cyoObekTa Poccuiickoir @Denepanmmu W 00ECHIEYMBAET OJIHO3HAYHYIO
UACHTH(PUKAIUIO perenTta B ¢GopMme 3JeKTpoHHOTO JokymeHta B couetaHuu ¢ OKATO, OI'PH wumm
OI'PHUII);

7) ormetku "cito" (cpouno) wim "statim" (HeMeAJIEHHO) TPU HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEJICHHOTO OTITyCKa JICKApCTBEHHOTO Mperapara NaueHTy;

8) ampec mamnmeHTa (yKa3bIBaeTCsl MOYTOBBIM aJpec MECTa >KUTENbCTBA (MecTa MpPeOBIBAHHS WU
MecTa (DaKTUYECKOTOo MPOKUBAHUA) C YKa3aHUEM WHJEKCAa, HAMMEHOBAHUS Kpas, 00J1acTH, pecrmyOIuKH,
ABTOHOMHOTO OKpyra, HAaWMEHOBAHHs HACEIECHHOTO ITyHKTa, HAUMEHOBAHUS YJHIBI (TPOCIIEKTA,
nepeyJsika, mpoes3zaa), HoMepa aoMa (C yKazaHhueM KOopIyca, Tpy HAIMYKN ), HOMepa KBapTHPHI);

9) HOMEp HNMEKTPOHHOM MEIMIIMHCKON KapThl MalueHTa B TOCYAApCTBEHHOW HH(POPMAlMOHHOM
cucteme B cepe 3npaBooxpaneHus cyobekta Poccuiickoit denepanu;

10) pammuust, ©Ms1, OTIECTBO (IIPU HATTMYHH) TAIIMEHTA MTOJIHOCTHIO;

11) nmata poxaeHuss marueHTta (yKa3bIBaeTCS YHCIIO, MeECsSI, Ton), il Jetedr mo 1 ronma
JOITOJIHUTCIBbHO yKa3BIBaeTC$I KOJINYCCTBO ITOJIHBIX MCCAILICB,

12) dhaMumnus, ”HUUAIBI KMEHU U 0TYeCTBa (TTOCIIeTHEE - TIPU HAJIMYUH ) MEAUITTHCKOTO PaOOTHHUKA
MOJTHOCTHIO;

13) HauMMeHOBaHWE  JIEKQPCTBEHHOTo  mpemapara  (MeXIyHapoAHOE  HEMaTeHTOBAaHHOE
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HAaWMEHOBAaHHE, TPYNIUPOBOYHOE WM XUMHYECKOE HAMMEHOBAaHHME, TOPrOBO€ HAMMEHOBAHME) Ha
JATUHCKOM S3bIKE, TO3UPOBKA, (hOopMa BBITYCKa, KOJTHMUYECTBO;

14) cmoco0 mpUMEHEHHUs JEKapCTBEHHOTO TMperapara Ha TOCYJapCTBEHHOM si3blke Poccuiickoii
denepan WIM Ha TOCYJapCTBEHHOM s3bike Poccuiickoit denepaniii M roCyJapCTBEHHOM SI3bIKE
pecnyOIMK U UHBIX s3bIKaX HapoaoB Poccuiickoit deneparyn <9>;

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

15) mpusHak yTBEpXKJACHHS Ha3HAYCHUS JIEKAPCTBEHHOrO IMpermapaTa IO PEIICHUI0 BpavyeOHOM
KOMHUCCUHU MEIULIMHCKON OpraHu3ally;

16) oTmMeTka O Ha3HAYEHWHU JIEKAPCTBEHHOTO IIperapara IO pPEUIeHHI0 BpaueOHON KOMHCCHH
MEIMLMHCKOW OpraHu3aliM B CllydyasX, YKa3aHHbIX B a0zale BTOpoMm nyHKTa 6 Ilopsaka HazHadeHus
JIEKapCTBEHHBIX NIPENAPATOB, YTBEPKACHHOIO HACTOSALIUM IPUKA30M;

17) oTMeTKa O CrenMaTbHOM Ha3HAYCHUHW 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 ¢ 3a00ojIeBaHueEM,
TpeOYIOIINM IITUTEIHOTO KypCOBOTO JIeUeHHUs (3aloNHsIeTCs B ciyyae, ykazaHHOM B nyHkTe 24 lopsaka
Ha3HA4YeHMS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKJIECHHOIO HACTOAILIMM IPUKA30M) C MPOCTABICHHEM
MEePUOJUYHOCTH OTIYCKA JIEKAPCTBEHHOT'O Iperapara;

19) mpu odopmieHnn perenrta B popMe IMEKTPOHHOTO TOKYMEHTA Ha JIEKAPCTBEHHBIE MPENaparhl,
yKa3zaHHble B mojamyHkTax 2 - 5 nmyHkra 10 m nynkre 12 Ilopsianka HazHauyeHWs JE€KapCTBEHHBIX
NPEenaparoB, YTBEPXKIEHHOTO HACTOSALIMM IPUKA30M, Ipa)kJaHaMm, MMEIOLIUM MpaBo Ha OecruiaTHOe
MOJIyYE€HUE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYeHUE JIEKAPCTBEHHBIX IPENaparoB CO CKUJKOH,
3aMOJIHSIOTCS PEKBU3UTHI, NPEIyCMOTPEHHbIE MOJANYHKTaMM 1 - 18 HacTosllero myHKTa, a Takke
CIIETYIOIINE PEKBU3UTHI:

a) KaTeropusi TpaXKJaH, HMEIOLUIMX TMPAaBO Ha TMOJYyYEHHUE JIEKAPCTBEHHBIX MPENapaToB B
COOTBETCTBHUU cO cTartheit 6.1 denepanbHoro 3akoHa ot 17 urong 1999 r. N 178-D3 "O rocyaapcTBEeHHOM
coyaibHOM rmomonn" <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 o MKb;

B) McTOuHUK (uHaHcupoBanus (1 - QenepanbHblii OropkeT, 2 - OMKET cyObekTa Poccuiickoii
®denepanuu, 3 - MyHUIIUTTAILHBIN OFODKET);
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r) pazmep omuiatel (1 - 6ecmatHo, 2 - 50%);

1) CTPaxoBOW HOMEp WHIWBUIYaJbHOTO JMIIEBOrO cueTa rpaxaaHuHa B I[leHcmoHHOM QoHe
Poccuiickoit ®enepanuu (npu vHanuuun) (CHUIIC);

€) HOMep ToJInca 0053aTeIbHOT0 METUIIMHCKOTO CTPAaxXOBaHUS.

21. Ilpu mpocTaBieHUM OTMETKH, yKa3aHHOW B mojanyHkre 16 mynkra 20 Hactosumiero Ilopsnka,
peuent B (opMe 3NIEKTPOHHOrO JIOKYMEHTa IIOANUCHIBAETCS YCHJIEHHOW KBaJU(UIIMPOBAHHOM
SJIGKTPOHHOW TOJANMUCHIO TpeAcenaTenss WIM CeKpeTaps BpauyeOHOM KOMHMCCHUH MEIUIUHCKON
OpraHM3allvy, MIPU MPOCTABJICHUU OTMETOK, YKa3aHHBIX B MoanyHkTax 17 u 18 mynkra 20 HacTosmiero
[Topsinka, - YCHJIEHHBIMH KBAaJU(PHUIMPOBAHHBIMU HJIEKTPOHHBIMH TOAMUCAMH COOTBETCTBYIOLIMX
MEIULUHCKUX PAOOTHUKOB.

22. [lo TpeOOBaHMIO TAalMEHTa WIM €ro 3aKOHHOTO MPEICTAaBUTENs O(OpMIISIETCS 3K3EeMILIp
peuenta B (opMe IIIEKTPOHHOTO NOKYMEHTa Ha OyMaXHOM HOCHTENEe, B TOM YHCJIE IyTEM €ro
oopmienus Ha perentypHbix Omankax Gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(;1) ¢ oTmMeTKoi
"JlyOnmuKat 3JeKTPOHHOTO TOKYMEHTa'.

lll. YyeT peuentypHbix 6GnaHKkoB

23. Vuer penentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(n),
M3TOTABIIMBAEMBIX THUMOrPaCKUM CrocoOoM (maiee - pelenTypHble OJaHKH, MOJJIeKAIIue YyUeTy),
OCYIIECTBIISIETCS B )KYpHaJIax ydera, IPOHYMEPOBAaHHBIX, POITHYPOBAHHBIX U CKPEIUICHHBIX MOAIUCKHIO
PYKOBOIMTENSS W TMEYaThl0 MEAWIIMHCKOW OpraHu3allid WIH TOAMKHCHI0  WHIAMBHIYAILHOTO
MPEIIPUHUMATEISI, UMEIOIIETO JIUIICH3UIO Ha METUITTHCKYIO IeATEIIbHOCTb.

24. XKypnan y4era peuentypHbix 61ankoB popmel N 107-1/y conepkut cienyronue rpads:
1) HOMED O TIOPSIZIKY;

2) B paznene "[Ipuxon™:

a) JlaTa perucTpaluy JOKyMEHTA, TOITBEPKAAIONIETO MOCTYILICHHE;

0) HOMep U J1aTa JOKYMEHTa, TIOJATBEP KIAI0IIET0 NOCTYIUIEHHE, HAMMEHOBAaHHUE MTOCTABIINKA,
B) 00I11ee KOJTMYECTBO MOCTYIMUBIIUX PEIENTYPHBIX OJIAHKOB;

r) pamMuIns, HHUITMAIBI IMEHH U O0T4ecTBa (TIOCTIeIHEe - TIPU HAJTUYHUN) U TIOJITUCh OTBETCTBEHHOTO
MEAUIIMHCKOT0 pabOTHHUKA, MOTYYUBIIETO PELENTYpHbIE OJaHKK OT MOCTABILUKA;

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

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

MEIULIUHCKOTO pabOTHUKA, OJIYUYUBIIETO PELENTYPHbIE OJIAHKHU;
T') OANKUCH OTBETCTBEHHOI'O0 MEAUIIMHCKOTO PaOOTHHKA, MOTYYHUBILIETO PEIeNTYpHbIE OJaHKu;

4) damunus, THUIMAIBI IMEHU U OTYECTBA (TIOCIIETHEE - TPU HAIMYHH ) U TIOJIMUCH OTBETCTBEHHOTO
MEJUIIMHCKOTO pabOTHUKA, BBIJABIIETO PEIENTypHbIE OJIaHKH;

5) oCTaToK perenTypHbIX OJIaHKOB.

25. XKypnan ydera pernentypHbix OnaHkoB ¢opm N 148-1/y-88 m N 148-1/y-04(;1) comepxut
cienyromue rpadsar:

1) HOMEp MO TIOPSIIKY;

2) B paznene "[lpuxon™:

a) JlaTa perucTpanuy JOKyMEHTA, TOITBEPKAAIONIETO MOCTYILICHHE;

0) HOMep U J1aTa JOKYMEHTA, MOATBEPIKIAIOIIET0 MOCTYIUICHUE, HAUMEHOBAHUE TIOCTABIINKA;
B) 00I11ee KOJTMYECTBO MOCTYIMUBIINX PEIENTYPHBIX OJIAHKOB;

T') CepHH U HOMEPa PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJIaHKOB I10 CEPHSIM;

€) pamMuIvs, MHUIIUAIBI IMEHH U OT4ecTBa (TIOCTIEIHEE - IPHU HAJTUYHN) U TIOJITUCh OTBETCTBEHHOTO
MEAUIIMHCKOTO pabOTHHUKA, MOTYYUBIIETO PELENTYPHbIE OJaHKU OT MOCTABILUKA;

3) B paznene "Pacxon":

a) J1aTa BBIJA4YM PELENTYPHBIX OJIAHKOB;

0) cepuy 1 HOMEpA BbIJIAHHBIX PELETITYPHBIX OJIAHKOB,;
B) KOJIMYECTBO BBIJJAHHBIX PEUENTYPHBIX OJaHKOB;

r) ¢amuivs, WHUIUATBI UMEHHM M oOTdecTBa (MOCIenHee - TPU HAJINYMWK) OTBETCTBEHHOTO
MEAUIMHCKOTO pabOTHUKA, OJYyYUBIIETO pelenTypHbIe OJIaHKH;

1) TIOANKICH OTBETCTBEHHOTO MEIUIIMHCKOTO PAOOTHHKA, MMOTYYHUBILETO PEIENTYPHbIC OJTaHKY;

4) damuus, MHUIIMAIBI IMEHH U 0TYeCTBa (ITOCIIEIHEE - TPH HATMYHUH) U TTOAMUCH OTBETCTBEHHOTO
MEIUIUHCKOT0 pabOTHUKA, BBIAABIIETO PELETITypHbIE OJIaHKH;

5) OCTaTOK pelenTypHBIX OJIAHKOB.

26. Ydyer cneuuanbHbIX PELENTYPHBIX OJAHKOB HAa HAPKOTHYECKOE CPEJCTBO M ICHUXOTPOITHOE
BEIIIECTBO OCYIIECTBIIAECTCS B COOTBETCTBUU C MPUKA30M MUHHCTEPCTBA 37paBoOOXpaHeHus Poccuiickoi
@eneparun ot 1 aBrycta 2012 r. N 541 "O6 yrBepxkaeHHH (OpMBI OJaHKOB PELENTOB, COAEPIKAIINX
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HAa3HA4YCHUEC HAPKOTUYCCKUX CPCACTB MM TMCUXOTPOIIHBIX BCIICCTB, NOpAAKAa HUX HU3TOTOBJICHU,
pacrmpeenieHus, pErUCTpalliy, yaeTa U XpaHeHHs, a TaKxke mpaBmt odpopmiteHus" <11>,

<11> 3apeructpupoBan MunucrepctBoM rocturu 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., peructpammonnsiii N 39868), ot
21 ampenst 2016 . N 254n (3apeructpupoBan MunuctepcTBoM roctuiiuu Poccuiickort denepanun 18
utonss 2016 1., peructpammonnsiii N 42887), or 31 oxtsOps 2017 r. N 882H (3apeructpupoBan
MunuctepcTBoM toctuniu Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructparmonssii N 49561).

27. Vder penentoB, oQoOpMIEHHBIX B (OpME IIIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B
roCyJapCTBEeHHON WH(GOpPMAMOHHON cucteMe B cdepe 3apaBoOXpaHeHHs cyObekTra Poccuiickoit
@denepanii TOCPEACTBOM BEJIEHUSI €IMHOTO PeecTpa PelenToB, OPOPMICHHBIX B (OpPME AIIEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB

28. MeaMuMHCKUE OpraHU3alMy MOJY4YaloT HEO0OXOIMMBbIE pelenTypHble OJXaHKH, OQOpPMIICHHbIE
TUNOrPa)CKUM  CIIOCOOOM, uepe3 TEPPUTOPUANIbHBIE OpraHbl YIPaBIEHUS 3ApPaBOOXPAHEHUEM WM
OpraHu3aliy, YINOJHOMOUYEHHBIE Ha 3TO OpraHaMHU MCIIOJHHUTEIBHON BiacTh CyObekToB Poccuiickoit
denepanuu.

29. PeuenTypHLIe 6HaHKI/I, nmoIC)Kalme y4eTy, XpaHATCAd OTBCTCTBCHHLIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOJMTENIEM MEAUIIMHCKOW OpraHu3allid, B 3alHpaeMoOM MeTauindeckoM mkady (ceitde) wumum
MCTAJININYCCKOM AIIUKE.

30. UaauBuayanbHbld TPEANPUHUMATEND, UMEIOIIMNA JTUIEH3UI0 Ha MEAUIIUHCKYIO JESTEIbHOCTD,
XpaHHUT pelenTypHble OJTaHKH, MOAJEKAIINE YUETy, B 3allMPaeMOM MeTalTn4eckoM mKkady (ceiide) umu
METAILTHYECKOM SIIHKE.

31. IlpoBepka COCTOSHUS XpaHEHHs, y4eTa, (DAaKTHUEeCKOro HaIW4Yus W Pacxojia PelenTypHBIX
OJIaHKOB, MOJJIEKALINX Y4YeTy, OAMH pa3 B KBapTaJl OCYIIECTBISETCS KOMHUCCHEH, CO3/IaHHOW B
MEIUIMHCKON OpraHu3aluH.

32. Peunentypnsie Onanku, odopmisiemMbie Ha OyMa)XKHOM HOCHUTENE U TOJICKAIINE YyUeTy,
BbIJAKOTCA MECAUIITNHCKUM pa6OTHI/IKaM, HUMCIOIIUM IIpaBO O(bOpMHCHI/IH PCLCIITOB, MO PACHOPAKCHUIO
TJIABHOTO Bpaya MJIH €ro 3aMEeCTUTEIIS.

[lomyyennsle penentypHele OJIaHKM Ha OYMaXHBIX HOCHTEISX XpAHATCA MEIUIIMHCKUMH
pabOTHHKAMU B MOMEILEHUX, 00ECIIEYUBAIOIINX UX COXPAHHOCTb.

33. XpaHeHue CreraabHbIX PELENTYPHBIX 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, COJEPIKAIMMX Ha3HAYCHHE HAPKOTHYECKHUX
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CpCACTB WK MCUXOTPOIHBIX BCIICCTB, MOPAAKA UX U3TOTOBJICHUA, paCPCACICHUA, PETUCTPALlUA, YUCTA
Y XpaHEHHMs, a TaKke nmpaBwi odopmiteHus" <12>.

<12> 3apeructpupoBan MunucrepctBoM roctuinu Poccuiickoit ®eaeparuu 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., peructpanmonnsiii N 39868), ot
21 ampenst 2016 . N 254n (3apeructpupoBan MunuctepcTBoM roctuiiuu Poccuiickort denepanun 18
utonss 2016 1., peructpammonnsiii N 42887), or 31 oxtsOps 2017 r. N 882H (3apeructpupoBan
MunucrepctBoM roctuninu Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructparmonssiii N 49561).

34. TIporpaMMHO-TEXHUYECKHE CPENCTBA TOCYIAPCTBEHHBIX WH(OPMAIMOHHBIX CHUCTEM B cdepe
3ApaBOOXpaHCHUSA, MCOAUIIUHCKUX I/IH(l)OpMaI_[I/IOHHBIX CUCTEM MCIUITUHCKUX OpFaHI/IBaHI/Iﬁ O6CCHC‘-II/IB8.IOT
XpaHEHHWE DJICKTPOHHBIX PEIenToB, OQOPMIICHHBIX B (OpMe SJIEKTPOHHBIX JTOKYMEHTOB B TEYCHHUE
CPOKOB, YCTaHOBJIEHHBIX JUIsI XpAHEHHs PELEeNnToOB, O(POPMICHHBIX HAa COOTBETCTBYIOUIMX (opMax
pelenTypHBIX OJJAaHKOB Ha OymMakHOM Hocutene <13>.

<13> IlynkTt 14 npaBui oTHycKa JIEKAPCTBEHHBIX MpenapaToB Uil MEIUIIMHCKOTO NMPUMEHEHUS, B
TOM 4YHCJI€ HWMMYHOOMOJOTHYECKUX JICKAPCTBEHHBIX IpPENapaToB, aNTEYHbBIMU OPTaHU3ALUSIMH,
WHJUBUAYAIBHBIMU TPEIIPUHUMATEIIMHI, UMEIOIIMMU JIMIIEH3HUIO Ha (apMaleBTUUYECKYIO JIeATEIbHOCTD,
YTBEPKACHHBIX NPUKa30M MuHMCTEpCTBa 3aApaBooxpaneHus Poccuiickoin @enepanuu ot 11 nronsa 2017
r. N 4031 (3apeructpupoBadn MuHHCTEpCTBOM FOCTUIIMK Poccuiickoit @enepanmu 8 centsaops 2017 r.,
peructpanoHHblil N 48125).
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