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3apeructpupoBaHo B Muntocte Poccuu 26 mapta 2019 r. N 54173

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOW ®EQEPALINA

NMPUKA3
oT 14 anuBaps 2019 r. N 44

Ob YTBEPXAEHUU NMOPALOKA
HA3HAYEHWUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMNTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHbBIE NMPEMNAPATbI, MOPAOKA O®POPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA

B coorBercTBUM ¢ myHKTOM 16 yactu 2 crateu 14 denepanbHoro 3akoHa ot 21 Hosiops 2011 r. N
323-®3 "OO6 ocHOBax OXpaHBl 3I0pOBbs Tpaxrman B Poccmiickoit ®enepanuu" (CoOpanue
3akoHosarenbeTBa Poccuiickoit @enepanun, 2011, N 48, cr. 6724; 2013, N 48, ct1. 6165; 2014, N 30, cr.
4257; N 49, ct. 6927; 2015, N 10, ct. 1425; N 29, ct. 4397; 2016, N 1, c1. 9; N 15, ct. 2055; N 18, cT.
2488; N 27, ct. 4219; 2017, N 31, ct. 4791; N 50, ct. 7544, 7563) n nongnyukramu 5.2.177, 5.2.179 u
5.2.180 Ilosnoxenuss o MunucTepcTBe 31paBooxpaHeHHst Poccuiickonn ®enepanuu, yTBEpKIACHHOTO
nocranoBieHueM IIpaBurensctBa Poccmiickoit ®@enepannu ot 19 umrons 2012 r. N 608 (Cobpanue
3akoHosarenbeTBa Poccuiickoit @enepanun, 2012, N 26, ct. 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, cT. 325; N 9, c1. 1268; N 27,
cT. 4497; N 28, ct. 4741; N 34, ct. 5255; N 49, cr. 6922; 2017, N 7, ct. 1066; N 33, ct. 5202; N 37, cT.
5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N 13, ct. 1805; N 18, ct1. 2638; N 36, cT. 5634; N 41, cr.
6273), mpuKa3bIBalO:

1. YTBepauTh:
MOPSZI0K Ha3HAYEHUS JICKAPCTBEHHBIX MPENapaToB COrIacHO NMpuioxeHuto N 1;
(hopMBI pelenTypHBIX OJIAHKOB Ha JIEKAPCTBEHHBIE MPenapaThl COrNacHoO MpHIoKeHuto N 2;

MOPSIIOK OPOPMIICHHUS PELIETITYPHBIX OJTAHKOB Ha JIEGKAPCTBEHHBIE MTPEMapaThl, UX yueTa U XpaHEHUs
corjacHo npuioxeHuto N 3.

2. IIpu3HaTh yTpaTUBILIUMU CUILY:

npuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepaunu ot 20 nexadpst 2012 r. N 11751
"O6 yTBEp)KICHUU MOPAIKA HA3HAUYEHUS U BBIUCHIBAHUS JIEKAPCTBEHHBIX IMpPENaparoB, a Takxke Gpopm
pelenTypHbIX ONaHKOB Ha JIEKApCTBEHHbIE Mpemnaparbl, NOpsiika 0GOpMIIEHHUS YKa3aHHBIX OJAHKOB, MX
ydeta U XpaHeHHs" (3apeructpupoBaH MuHuctepctBoM toctuimu Poccuiickoit denepanuu 25 uroHS
2013 r., peructpanuonubiii N 28883);

INYHKT 2 W3MEHEHHUH, KOTOopble BHOCATCS B llopsimox co3maHust M JIEATENBHOCTH BpayeOHOM
KOMHCCUU MEIULMHCKON OpraHu3alluy, YTBEPXKACHHBIN MpPUKa30M MMHHCTEPCTBA 31paBOOXpPAaHEHUS U
connanpHoro passutus Poccuiickoit enepaunn ot 5 Mag 2012 r. N 502H, u B [lopsiiok Ha3HaueHUS U
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BBIIIMCBIBAHUS JIEKAPCTBEHHBIX MIPENapaToB, YTBEPKICHHBIN MTPHUKa30M MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit @enepanun ot 20 nekadpst 2012 r. N 11751, yTBepKIAeHHbIX NpPUKa30M MUHHUCTEpCTBA
3npaBooxpanenus Poccuiickoit Peneparmmu ot 2 gekabps 2013 1. N 886H (3apeructpupoBan
MunuctepctBoM rocturmu Poccuiickoit @eneparuu 23 nexadpst 2013 r., perucrpanuonusiii N 30714);

npuka3 MunucrepcrBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 30 utonsa 2015 r. N 386n "O
BHECECHUMM W3MEHEHHH B INPWIOXKEHUS K Ipukasy MuHucrepctBa 3apaBooxpaHeHuss Poccuiickoit
®enepaunu ot 20 nexadbpsa 2012 r. N 11751 "O06 yTBepk/ieHUU NMOpsAIKAa Ha3HAUEHUS U BBINHCHIBAHUS
JIEKapCTBEHHBIX MpPENapaToB, a Takke (GopM peHenTypHBIX OJIAHKOB Ha JIEKAPCTBEHHBIE MpENapaThl,
nopsiika 0(opMIIEHHS YKa3aHHBIX OJIaHKOB, UX ydeTa U XpaHeHus" (3apeructpupoBaH MUHUCTEPCTBOM
toctunu Poccuiickoii @enepannu 6 aBrycra 2015 r., peructpaunonssiii N 38379);

IIYHKT | M3MEHEHMI, KOTOpble BHOCATCA B NpUKa3 MuHHCTEpCTBA 31paBoOXpaHeHus Poccuiickoit
Oenepaunu ot 20 nexadbpsa 2012 r. N 11751 "O6 yTBepkJieHUM NMOPSAIKAa Ha3HAYEHUS U BBITUCHIBAHUS
JIEKapCTBEHHBIX IpPENapaToB, a Takke (OpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Mperaparsbl,
nopsiika opOpPMIICHUSI YKa3aHHBIX OJIAaHKOB, UX y4yeTa W XpaHeHHs" U mpuioxkeHue N 2 K NpuKazy
MunuctepctBa 3apaBooxpaHeHusi Poccuiickoit ®epeparuu ot 1 asrycra 2012 r. N 54 "O6
YTBEPKIACHUH (GOpMbI OJaHKOB PELENTOB, COAEpXKAIIUX Ha3HAUCHHE HAPKOTHUECKUX CPEICTB WIH
IICUXOTPOIHBIX BEIIECTB, MOPSAKA UX U3TOTOBIICHUS, PACIPEIEICHUS, PETUCTPALIMH, YUETa U XPAHEHUS, a
Takke mpaBuil odopMieHHs", YTBEPKIEHHBIX MpHUKa3oM MuHHcTepcTBa 3apaBooxpaHeHust Poccuiickoit
Oenepanun ot 21 anpens 2016 r. N 254n (3apeructpupoBaH MuHHUCTEPCTBOM [OCTUIIMU Poccuiickoi
Oenepanun 18 urons 2016 1., peructpanronubiii N 42887);

MYHKT 5 U3MEHEHU, KOTOpPbIE BHOCSATCS B HEKOTOPbIE MPUKa3bl MUHHUCTEPCTBA 3JpaBOOXPAHEHUS U
conuanbHoro pasputusa Poccuiickoit ®enepaurn 1 MuHHCTEpPCTBAa 3ApaBooxpaHeHusi Poccuiickoit
@enepan MO BOMpOcaM OOpalleHHus JIeKapCTBEHHBIX IPENapaToB, COJAEPXKAIIUX HAPKOTHUECKUE
CpeICTBa, ICHUXOTPOMHBIE BEUIECTBA M HMX MPEKYypCOphbl, M JIEKAPCTBEHHBIX CPEACTB, MOJUICKAIIUX
MPEeIMETHO-KOJIMYECTBEHHOMY YyYeTy, YTBEP)KIEHHBIX TNpHUKa3oM MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®enepanuu ot 31 oxTsa6pst 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHITUN
Poccuiickoit deneparuu 9 saBaps 2018 ., peructparmonusiii N 49561).

Munuctp
B.M1.CKBOPLIOBA

ITpunoxxenne N 1

K IIpHKa3y MUHHCTEpCTBA 3ApaBOOXPAaHEHUS
Poccuiickoit ®enepaunun

ot 14 auBaps 2019 1. N 4n

NOoPAAOK HASHAYEHUA NNEKAPCTBEHHbIX NPENAPATOB

|. O6LwWwme nonoxeHus
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1. Hacrosuuii mopsAaoK ycTaHaBIMBAeT NpaBUjla HAa3HAUEHUS JIEKAPCTBEHHBIX MpPENaparoB s
MEIUIMHCKOTO TMPUMEHEHH (Jlasiee - JISKapCTBEHHBIE MpernapaTsl) U 0GopMIIeHNsT WX Ha3HAYCHHS TPHU
OKa3aHUU MEAULMHCKON OMOIIM B MEUIIMHCKUX OpraHu3anusax <1>.

<I> Ilynkt 11 crareu 2 ®enepanpHoro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "OO6 ocHoBax
oXpaHbl 310poBbsi TpaxjaaH B Poccuiickoii ®@enepanun" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
®enepanum, 2011, N 48, ct. 6724; 2016, N 1, c1. 9, 28; 2017, N 31, cT. 4791).

2. Ha3HaueHue JeKapCTBEHHBIX IPENapaToB OCYIIECTBISIETCSA JI€YalUM BpadoM, (esbIIiepom,
aKyLIEpKOW B CiIy4ae BO3JIOKEHMsI HAa HHUX IOJHOMOYMM JIEHAllero Bpada B MOPSAIKE, YCTaHOBIEHHOM
MpuKa3oM MuHHCTEpCTBa 3/1paBOOXpPAaHEHUS] M COLMAIBLHOTO pa3BuThUsl Poccuiickoit ®enepanuu ot 23
mapra 2012 r. N 2520 "OO6 yrBepxknenuun Ilopsaka Bo3joKeHMsT Ha (Qenpamiepa, aKylepKy
PYKOBOJMUTENEM MEAMIMHCKOM OpPraHn3alMyd NpPU OpPraHU3alMM OKa3aHWs NEPBUYHOW MEIUKO-
CAaHWUTApPHOM TOMOINM M CKOPON MEIMIIMHCKOW TMOMOINM OTAEIBHBIX (YHKIIMW JIedaliero Bpada Iio
HEMOCPEJCTBEHHOMY OKa3aHMIO MEIWLUHCKOM MOMOIIY MalMeHTy B Mepuo/ HaOIIOJeHHs 32 HUM U €ro
JIe4eHUs, B TOM YHCJIE II0 HA3HAYEHUIO M NPUMEHEHUIO JIEKApCTBEHHBIX IPENaparoB, BKIOYAs
HapKOTUYECKHE JIEKAPCTBEHHBIE IIpenaparsl W IICUXOTPOIHBIE JIEKAPCTBEHHBIE IIpenaparsl’ <2>,
WHIUBUAYAIbHBIMU TMPEANPUHUMATENSMHU, OCYIIECTBISIOMIMMUA MEIULUHCKYIO JeSTENbHOCTh (nanee -
MEJIMIIUHCKUE PAOOTHUKH).

<2> 3apeructpupoBad MunHucrepctBoMm roctuuuu Poccuiickoit ®enepannu 28 ampens 2012 r.,
peructpauioHHbii N 23971, ¢ u3MeHeHUsIMU, BHECEHHBIMH MTPUKa30M MHUHHUCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoit ®enepanuu ot 31 okTsabpst 2017 r. N 882H (3apeructpupoBad MUHUCTEPCTBOM FOCTUIIUH
Poccuiickoit deneparuu 9 saBaps 2018 ., peructparmonusiii N 49561).

3. CBeaecHuss O Ha3HAYCHHOM JICKAPCTBEHHOM Ipernapare (HaMMEHOBAaHHE JIEKApPCTBEHHOTO
npenapara, JI03UpOBKa, CIOCOO BBEICHHUS M NMPUMEHEHHUS, PEKUM JIO3UPOBAHMS, MPOJIOJDKUTEILHOCTh
JIeYeHUsT 1 000CHOBAaHME Ha3HAYEHUS JICKAPCTBEHHOTO IMpernapaTa) BHOCATCS MEAUIIMHCKUM PaOOTHUKOM
B MEIUIIMHCKYIO TOKYMEHTAIUIO MAlUeHTAa.

B cnywasx, yka3aHHbIX B myHKTax 9 - 12 Hactosimiero Ilopsiika, MeIMIIMHCKHI pPaOOTHHK
odopMIIsieT Ha3HAYCHHE JICKAPCTBEHHBIX IPEMapaToB, B TOM YHUCIE MOJJICKAIIUX H3TOTOBICHUIO H
OTIYCKY AaNTEYHBIMU OpPraHM3alUsAMH (Jajiee - JIEKapCTBEHHBIC MPENaparbl HHIUBUIYaIbHOTO
W3TOTOBIICHHS), HA PEUENTYpHOM OJjaHKe, 0(OPMICHHOM Ha OyMa)KHOM HOCHTENE 3a CBOCU IOJIHCHIO
(manee - pement Ha OyMaXHOM HOcuTesde), W (WJIM) C COTJIacUsl MalMeHTa WM €ro 3aKOHHOTO
MpecTaBuTeNs <3> Ha pelenTypHoM OniaHke B (opMme 3IEeKTPOHHOTO JOKYMEHTa C HCMOJIb30BaHHEM
YCUJICHHOW KBaTU(UIIMPOBAHHOM >IEKTPOHHOM MOJIMUCH MEAUIIMHCKOTO pa0OTHUKA (Jajiee - PelenT B
(dbopMe INEKTPOHHOTO JOKYMEHTA).

<3> B OTHOIIECHUH JHIA, YKa3aHHOTO B 4yacTH 2 craThk 20 denepanbHoro 3akoHa ot 21 HosOps
2011 r. N 323-@3 "OO6 ocHoOBax OxpaHbl 3/10poBbs rpaxaaH B Poccuiickoit @enepanuun" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit @enepaunn, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N 31, cT.
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4791).

Pertenit B hopMe AIIEKTPOHHOTO JIOKYMEHTA, COJICPIKAIUN HA3HAYCHUE HAPKOTHUECKUX CPEIICTB HIIH
ICUXOTPOMHBIX BCHICCTB, MNOANHMCBIBACTCA C HCIIOJIb30BAHUCM yCPIJICHHOfI KBaHH(l)HHI/IpOBaHHOfI
AJIEKTPOHHOW TIOJIIMCH JICUalero Bpava win (enbaiepa, akKylnepkd, Ha KOTOPBIX BO3JIOKECHBI (DYHKITUN
JIieYaIero Bpava, 1 COOTBETCTBYIOIICH MEIUIIMHCKON OpraHu3aum <4>,

<4> Yactp | crarbu 26 ®enepanbHoro 3akoHa oT 8 sHBapsa 1998 r. N 3-®3 "O HapkoTHueCKUX
cpencTBax W ncuxoTponHbix BemiecTBax" (CoOpanne 3akoHoaarenbcTBa Poccuiickoit deneparuu, 1998,
N 2, ct. 219; 2003, N 27, ct. 2700; 2011, N 49, ct. 7019; 2013, N 48, cr. 6165; 2016, N 27, ct. 4238;
2017, N 31, ct. 4791).

Odopmienue perenToB B popMe 3IEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISIECTCS B Clydae MPUHATHUS
YIOJHOMOYEHHBIM OPraHOM HCIIOIHUTENBHON BiacTu cyobekTa Poccuiickoit @eaepanii B COOTBETCTBUN
¢ nyHktoM 4 crtatbu 6 @enepanpHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "OO obpauienun
JIEKapCTBEHHBIX CpeACcTB" <5> pemieHuss 00 WUCIOJIb30BAaHUM Ha TeppUTOpUH cyObekTa Poccuiickoit
Qenepan HapsAoy € pelenTaMd Ha JIEeKapCTBEHHbIE IpernapaTrhl, OGOpPMIEHHBIMH Ha OyMa)KHOM
HOCHUTEJNIe, pEeLEenTOB Ha JIEKApCTBEHHBbIE Ipernaparbl, CHOPMHUPOBAHHBIX B (OpMe AIIEKTPOHHBIX
JOKYMEHTOB.

<5> CoOpanue 3akoHonatenbcTBa Poccniickoit @enepanum, 2010, N 16, ct. 1815; 2012, N 26, cT.
3446; 2017, N 31, cT. 4791.

4. Tlpu BbIIUCKE MaUEHTa W3 MEIAUIMHCKOW OpraHU3alud, B KOTOPOW €My OKa3bIBalach
MEJUIIMHCKAsI MOMOIIb B CTAl[MOHAPHBIX YCIOBUSX, JAHHOMY IAalMEHTy MO PEUICHUI0 PYKOBOIUTENs
MEJUIIMHCKOM OpraHu3alui Ha3HA4yaloTcs ¢ 0opMIIeHHEM perenta B (opMe 3JIEKTPOHHOTO JTOKYMEHTa
u (nm) Ha OyMmMaXHOM HocHTeNle (3a HCKIYeHHEM O(OPMIICHHS PEILENTOB Ha JIEKApCTBEHHBIC
rpenapaTsl, MOAJEKAIIMe OTHYCKY OECIIaTHO WM CO CKHUJKOM) JMOO BBIAAIOTCS (MALUMEHTY WM €ro
3aKOHHOMY TMPEJCTaBUTENI0) OJHOBPEMEHHO C BBIIMCKOM M3 HCTOPUH OOJIE3HU JIEKApCTBEHHBIE
mpemnapaTsl, B TOM YHCIE HAPKOTHYECKHE W TICHXOTPOIMHbIC JIEKAPCTBEHHBIC MpPEraparhl, BHECECHHbIC B
cnucku Il u Il mepedyHss HApKOTUYECKHX CPEACTB, MCHUXOTPOMHBIX BEIIECTB M HUX IMPEKYpCOPOB,
nojnexamux KoHTpouo B Poccuiickoit @enepannu, yTBEp>KISHHOTO MOcTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoit @eneparuu ot 30 utons 1998 r. N 681 <6> (manee - IlepeueHb), CHIbHOACHUCTBYIOIINE
JIEKapCTBEHHbIE TPETaparhl, Ha CPOK MpUEMa MalUueHTOM JI0 5 THEH.

<6> CoOpanue 3akoHoaarenbcTBa Poccuiickoit @enepanuu, 1998, N 27, ct. 3198; 2004, N 8§, cr.
663; N 47, ct. 4666; 2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, cTt. 3183; N 52, cT. 6572;
2010, N 3, ct. 314; N 17, ct. 2100; N 24, ct. 3035; N 28, ct. 3703; N 31, cT. 4271; N 45, cT. 5864; N 50,
cT. 6696, cT. 6720; 2011, N 10, ct. 1390; N 12, cT. 1635; N 29, ct. 4466, c1. 4473; N 42, cT. 5921; N 51,
ctT. 7534; 2012, N 10, ct. 1232; N 11, ct1. 1295; N 19, ct1. 2400; N 22, cT. 2864; N 37, cT. 5002; N 41, cT.
5625; N 48, cT. 6686; N 49, cT. 6861; 2013, N 6, cT. 558; N 19, cT1. 953; N 25, cT. 3159; N 29, cT. 3962;
N 37, cT. 4706; N 46, ct. 5943; N 51, c1. 6869; 2014, N 14, c1. 1626; N 23, cT. 2987; N 27, c1. 3763; N
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44, ct. 6068; N 51, ct. 7430; 2015, N 11, ct. 1593; N 16, ct1. 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,
cr. 5182; 2018, N 27, ct. 4071.

5. Ha3HayeHue JIEKapCTBEHHBIX IpeNapaToB IpPU OKa3aHUM MEIUIMHCKON MOMOIIM B
CTallMOHAPHBIX YCJIOBHUSX B TpPeOOBAaHUSAX-HAKIIAIHBIX, HAINpPaBISEMbIX B allT€YHbIE OpPraHU3alUH,
SIBJISIOIIMECS CTPYKTYPHBIMHM HOJpPA3AEICHUSAMU MEAULMHCKONW OpraHu3alii, B KOTOPOM OKa3bIBaeTCs
MEJUIMHCKAsT MOMOIlb, OCYIIECTBJISETCSI B COOTBETCTBUM C MHCTpykuued O MOpsIKE BBHINUCHIBAHUS
JIEKapCTBEHHBIX IMpernapaToB M O(OPMIICHHS pELEeNnTOB U TpeOOBaHMI-HAKIIAIHBIX, YTBEPKIACHHOU
MpUKa3oM MHHHUCTEPCTBA 37PaBOOXPAHECHUS] M colMabHOTO pa3Butusi Poccuiickoit deneparuu ot 12
¢despasig 2007 r. N 110 "O nopsiake Ha3HAYEHUS U BHITUCBHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, U3AETUI
MEUIIMHCKOTO Ha3HAYEHUS U CTIEUaIM3UPOBAHHBIX MPOAYKTOB JeueOHOro nutanus" <7>.

<7> 3apeructpupoBad MwuHucrtepctBoM roctunmu Poccuiickoit ®enepannu 27 anpens 2007 r.,
peructpanvoHHbI N 9364, ¢ N3MEHEHHsIMU, BHECEHHBIMH ITPUKa3aMu MHUHHCTEPCTBA 3/IpaBOOXPAHEHUS
u coupanbHoro passutusi Poccuiickoit ®@enepamuu ot 27 asrycra 2007 r. N 560 (3apeructpupoBaH
MunuctepctBoM toctuninu Poccutickoit @enepanuu 14 centsaopst 2007 r., peructpanuonsbiii N 10133),
oT 25 centsiops 2009 r. N 794n (3apeructpupoBan MuHuctepcTBoM toctuiinu Poccuiickoit denepamumn
25 nos6ps 2009 r., perucrpannonubiii N 15317), ot 20 saBaps 2011 r. N 131 (3apeructpupoBan
MunucrepctBoM roctuiuu Poccutickoit ®eneparun 15 mapra 2011 r., peructparmonnsii N 20103),
npukazamu MuHHCTEpCTBa 3apaBooxpaHeHusi Poccuiickoit denepanmu ot 1 aBrycra 2012 r. N 54u
(3apeructpupoBan MuHucTtepcTBOM toctunmu  Poccmiickoit  ®denpepanuu 15 asrycra 2012 1.,
peructpanrionabii N 25190), ot 26 deBpans 2013 r. N 94 (3apeructpupoBaH MHUHHCTEPCTBOM
roctunuu Poccuiickoit @enepanuu 25 urons 2013 1., peructpanronnbiii N 28881).

6. Hasnauenwme JICKAPCTBCHHBIX IIpC€IapaToB OCYHICCTBIACTCA MCIAUIHUHCKHUM pa6OTHI/IKOM 10
MCKAYHAPOAHOMY HEIMMATCHTOBAHHOMY HAWMMCHOBAHHIO, 4 IIPHU €TI0 OTCYTCTBHUH - T'PYINIIMPOBOYHOMY HJIN
XUMHUYECKOMY HaWMCHOBaHHUIO. B ci1ydac OTCYTCTBUA  MCKIAYHAPOIHOI'O HEIIaTCHTOBAHHOI'O
HAaMMCHOBAHHA W TPYINIIUMPOBOYHOI'O HJIM XUMHYCCKOI'0O HaWMMCHOBAHMA JICKAPCTBCHHOI'O IIpCIiapara,
JIeKapCTBeHHBIP'I mnpernapar Ha3Ha4acTCa MEANIIMHCKUM pa6OTHI/IKOM I10 TOProBOMY HaMMCHOBAaHHIO.

[Ipy HaNMUYUM MEAMIMHCKHUX MOKa3aHWW (MHAMBHYaJbHAs HEMEPEHOCHUMOCTb, MO KU3HEHHBIM
MOKa3aHMUSM) MO PEIICHHUI0 BpayeOHON KOMHUCCHHM METUIIMHCKOW OpraHu3anuu <8> OCYIIECTBISETCS
Ha3Ha4YeHHEe W O(QOpMJICHHE HA3HAYCHHUS JIEKAPCTBEHHBIX INPEMapaToB, HE BXOMAIIUX B CTaHIAPTHI
MEUIIMHCKOW MOMOIIIH, pa3pad0TaHHBIX B COOTBETCTBUM ¢ MMyHKTOM 4 ctathl 10 denepanbHOro 3akoHa
oT 21.11.2011 N 323-®3 "OO6 ocHOBax oxpaHbl 3A0pOBbs IpakaaH B Poccuiickoit denepanuu" <9>,
nub0 TO TOProBbIM HaWMEHOBaHHSAM. PemieHune BpaueOHOW KOMHUCCHUM MEAMUIMHCKON OpraHu3aluu
(bukcupyercs B MEUIIMHCKOM JOKYMEHTAIIMH MallMeHTa U B )KypHalle BpaueOHOM KOMHUCCHU.

<8> IIpuka3 Munsapasconpazsutus Poccun ot 5 mast 2012 r. N 5021 "OO0 yTBEep)KIeHUH MOpPsIIKa
CO3/IaHUSl M JESATEIbHOCTH BpaueOHOM KOMHCCHM MEIUIMHCKOM opraHuzanuu" (3aperucTpupoBaH
Muntoctom Poccuu 9 wuronst 2012 r., peructpauuoHHbid N 24516), ¢ W3MEHEHHUSMHU, BHECEHHBIMU
npukazoM Mun3zapaBa Poccun ot 2 mekabpst 2013 r. N 886H (3apeructpupoBan Muntoctom Poccun 23
nexadpst 2013 r., peructpauuonnslii N 30714).
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<9> Cobpanue 3akoHonarenscTBa Poccuiickoit @enepamum, 2011, N 48, cr. 6724; 2014, N 49, cT.
6928; 2017, N 31, ct. 4791; 2018, N 53, ct. 8415.

7. Ha3HaueHue JICKapCTBEHHOTO IIperapara B pelenTe Ha OyMaKHOM HOCHTENIC WM pElenTe B
(dbopme BIIEKTPOHHOTO JOKyMEHTa odopmisieTcss Ha WM TalueHTa, JUIi KOTOPOTo MpeaHa3HauyeH
JIEKApCTBEHHBIN Mpernapar.

Pentenit Ha GymakHoM HOcuTene, 0(OpMIICHHBIN Ha perentypHoM Omanke Gopm N 107-1/y, N 148-
1/y-88, N 148-1/y-04 (1), yTBEp>KICHHBIX HACTOSIIIUM MPHUKA30M, a TaKXKe pelenT Ha OyMa)XHOM
Hocutene, oopmieHHbI Ha peuentypHoMm Osanke ¢opmbel N 107/y-HII, yrBepkaeHHOU MpuKa3om
MunucrepctBa 3apaBooxpaHeHusi Poccuiickoit ®epepanuu ot 1 asrycra 2012 r. N 54n "OO
yTBepKJIeHHH (PopMBI ONAaHKOB pELENTOB, COJCPKANINX Ha3HAuCHHE HAPKOTUYECKUX CPENCTB HIIU
TICUXOTPOITHBIX BEIIECTB, TIOPSIIKA UX U3TOTOBIICHHS, PACTIPEICIICHHS, PETUCTPAIINY, YUeTa U XPaHEeHHUs, a
Takke npasui opopmienus” <10> (nanee - popma N 107/y-HII), moxeT ObITh NOTY4YEeH NAL[UEHTOM, €TO0
3aKOHHBIM TIPEICTABUTEIEM WU JIMIIOM, UMEIOUIMM O(QOPMIICHHYIO B COOTBETCTBHH C T'PaXKIAHCKHM
3aKOHOJIaTeNbcTBOM Poccuiickoit denepannu JOBEPEHHOCTh OT MAllMEHTa HAa MPaBO MOJYYEHHS TAKOTO
perenta (ganee - yrmoJIHOMOYEHHOE JIUIIO).

<10> 3apeructpupoBan MunucrepctBoM roctuiimu Poccuiickoir @enepanun 15 aBrycra 2012 r.,
peructpauonsslii N 25190, ¢  u3MeHEHHMsIMH, BHECEHHBIMU TMpUKa3zaMu MwuHHUCTEpCTBa
3npaBooxpanenus Poccuiickoit ®Pepepanmm ot 30 wmrons 2015 1. N 385H (3apermctpupoBaH
MunucrtepctBoM roctuinu Poccuiickoit @eaepanuu 27 HosOpst 2015 1., peructpanmonusii N 39868), ot
21 ampens 2016 r. N 254n1 (3apeructpupoBan MunuctepcTBoM toctuiinu Poccuiickori denepanun 18
utonga 2016 1., perucrpaunonubii N 42887), ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH
MunucrtepctBoM roctuiu Poccuiickoit @eaepanuu 9 ssuaps 2018 r., peructpanvonnsiii N 49561).

Peuent B opme 37E€KTPOHHOTO JOKYMEHTa (OPMHUPYETCS C MCIOJIb30BAHUEM TOCYIapCTBEHHOM
nHpopManMoOHHOW cucteMbl B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoit denepanuu,
MEIUIIMHCKON HH(POPMAIIMOHHON CUCTEMbI MEIUIIMHCKOM opraHu3anun <1 1>,

<11> Cratpu 91 u 91.1 denepanpHoro 3akona ot 21 Hos0ps 2011 roma N 323-d3 "O6 ocHoBax
OXpaHbl 370poBbsi TpaxnaaH B Poccuiickoii ®enepanuun" (Cobpanue 3akoHomarenbcTBa Poccuiickoii
Oenepanuu, 2011, N 48, ct. 6724; 2012, N 26, c1. 3446; 2013, N 27, ct. 3477; N 39, c1. 4883; N 48, cT.
6165; 2014, N 30, ct. 4257; N 43, c1. 5798; N 49, c1. 6927, 6928; 2015, N 1, ct. 85; N 10, ct. 1425; N
27, ct. 3951; N 29, c1. 4397; 2016, N 1, cT. 9, 28; N 15, ct. 2055; N 18, cT. 2488; N 27, cT. 4219; 2017,
N 18, c1. 2663; N 31, cT. 4794).

dakT BBIJAUH peucira Ha HeKapCTBeHHBIﬁ npenapar 3aKOHHOMY IIPEACTAaBHUTCIIO HIIN
YIIOJIHOMOYCHHOMY JIMITY q)HKCpreTCSI B MEIUIIUHCKOM JOKYMCHTAIUU TMAlIUCHTA.

8. MenunuHckuM pabOTHHKaM 3arperniaercss oGopMIIATh pelenTsl MPpU OTCYTCTBUHU Yy MalMeHTa
MEIMLMHCKUX T[IOKa3aHUM; Ha He3aperucTpUPOBAHHbIC JIEKAPCTBEHHbIE IMpemaparel <12>; Ha
JIEKapCTBEHHBIE TPENapaThl, KOTOPbIE B COOTBETCTBUM C MHCTPYKIMENW IO MEAULMHCKOMY IIPUMEHEHHUIO
IIpeIHAa3HAYEHB! ISl IPUMEHEHUS TOJIBKO B MEAMLMHCKUX OpraHU3alUsaX; Ha HAPKOTUUECKHUE CPENICTBA U

www.consultant.ru Crpannna 7 u3 39
HajIe:KHAsl IPAaBOBas MOAJEPKKA


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

IIpuka3 Munsnpasa Poccun ot 14.01.2019 N 4un
"O6 yTBepKIEeHHUN IOPsIKa Ha3HAYCHUS JISKAPCTBEHHBIX IIPerapaToB, GopM
PELENTypHBIX...

Hoxyment npenocrasiieH Koncynbranrllmtoc
Jlara coxpanenus: 19.06.2019

IICUXOTPONIHBIE BEIECTBA, BHECEHHblE B crucok Il IlepeuHs, 3aperucTpupoBaHHBIE B KadyeCTBE
JIEKapCTBEHHBIX MPENAPATOB, B UEIAX TPUMEHEHUS IS JICUEHUS HAPKOMAHUH.

<12> Pemenune CoBera EBpasmiickoii sxkoHOMHYECKOW Komuccuu oT 3 HosiOps 2016 r. N 78 "O
[IpaBunax perucTpaud M SKCHEPTH3BI JIGKAPCTBEHHBIX CPEICTB JUII MEAMIMHCKOTO IMpUMEHEHHs"
(odummansHeIi caiiT EBpa3uiickoro 3KOHOMUYECKOTo coro3a http://www.eaeunion.org/, 21 Hos0ps 2016
r.). Crates 13 ®denepanbroro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 obparieHnn JeKapCTBEHHBIX
cpenctB st MeauimHckoro npumeHeHus" (Codpanue 3akoHonatenbcTBa Poccutickoit deneparuu, 2010,
N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, cT. 3407).

NHpuBuayalbHBIM — NPEANPUHUMATENSAM, OCYLIECTBISIOIIMM  MEIULIHUHCKYIO  JI€ATEIbHOCTb,
JIOTIONIHUTENBHO K TpeOOBaHMSIM, yKa3aHHBIM B a03alle NMEpBOM HACTOSIIEro IMyHKTa, 3alperaercs
0(pOpMIISITH pelEnThl HA HAPKOTUYECKUE CPEJCTBA U MCUXOTPOITHBIE BEIleCTBa, BHeCEHHbIE B criucku Il u
Il Tlepeuns (nanee - HapKOTHYECKHWE W TNCUXOTPOIHBIE JeKapcTBeHHblE mpemnaparbl cruckoB II u III
[lepeuns).

9. Ilpyn Ha3HAYE€HWH HAPKOTHMYECKUX M IICHUXOTPOIHBIX JIEKAPCTBEHHBIX IIpenaparoB crucka Il
[lepeuns, 3a MCKIIOYEHMEM JIEKAPCTBEHHBIX IPENApaToB B BHUJAE TPAHCAECPMAIbHBIX TEPANIEBTHYECKUX
CUCTEM U JIEKAPCTBEHHBIX IIPENAapaToB, COACPIKAIIUX HAPKOTUYECKOE CPEICTBO B COYETAHMH C
AQHTarOHUCTOM ONHUOUAHBIX PELENTOPOB, peLenTsl Ha OyMa)XHOM HocuTesne OoQopMISIOTCS Ha
penenitypaoM Oanke popmer N 107/y-HII.

10. Peuentypusiii 61ank Gopmbr N 148-1/y-88 oopmisiercs mpu HazHAYEHUU:

1) HapKOTHMYECKHX U MCUXOTPOIHBIX JEKapCTBEHHbIX mnpenaparoB cnucka Il Ilepeuns B Bume
TpaHCIepPMaJIbHBIX TEepPareBTUYECKHUX CHCTEM, HApPKOTHYECKHX JIEKApCTBEHHBIX MperapaToB crucka Il
[lepeunsi, copepkalluX HAPKOTUYECKOE CPEACTBO B COYETAHMM C AHTAarOHUCTOM OIHUOUIHBIX
PELEnTOPOB, ICUXOTPOIHBIX JIEKApCTBEHHBIX npenapatoB cnucka 1l [Tepeuns;

2) JIeKapCTBEHHBIX IpernapaToB, 00JaAAIOMIUX aHAOOJIMYECKOW aKTHBHOCTBIO (B COOTBETCTBHHU C
OCHOBHBIM (hapMaKOJIOTUYECKUM JEHCTBHEM) U OTHOCSIIUXCA 10 aHATOMO-TEPareBTHUYECKO-XUMUYECKOU
KJaccu(uKanuu, pekoMeHa0BaHHOM BeeMupHoit opranuzanueit 3apaBooxpanenus (nanee - ATX) <13>,
K aHabonmmueckuMm crtepouaam (koax Al4A) (manee - nekapCTBEHHBbIE IMpemapaThl, OO0Jagaroue
aHa0O0IMYECKON aKTUBHOCTBIO B COOTBETCTBUU C OCHOBHBIM (DapMaKOIOTHUECKUM JCHCTBUEM);

<13> Cratbs 18 ®epepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpameHun
JIEKapCTBEHHBIX CPEACTB Ul MeauuuHckoro npumenenus" (CoOpaHue 3akoHonaTenscTBa Poccuiickoii
®epnepaunn, 2010, N 16, ct. 1815; 2014, N 52, ct. 7540).

3) nexapCTBEHHBIX IpEnaparoB, yKa3aHHbBIX B NyHKTe 5 Ilopsaka oTmycka (u3MuecKUM JMLaM
JIEKapCTBEHHBIX IPENApaTOB sl MEAULUHCKOTO NMPUMEHEHUs, COAEpKAIIUX KpPOME MaJIbIX KOJINYECTB
HapKOTHYECKUX CPEJACTB, INCUXOTPOIMHBIX BEHIECTB M HUX IMPEKYypCOpPOB Jpyrue (papmMakoJOrHuecKue
aKTUBHBIE BEIIECTBA, YTBEP)KICHHOIO IPUKA30M MUHHCTEPCTBA 3APAaBOOXPAHEHUS M COLMAIBHOIO
paszsutus Poccuiickoit ®@enepanun ot 17 mas 2012 r. N 562 <14> (panee - Ilopsgok otmycka
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JIEKapCTBEHHBIX IIPENApaTOB);

<14> 3apeructpupoBan MunucrepctBom toctuiuu Poccuiickoii ®enepanuu 1 urons 2012 r.,
peructpauvonnslii N 24438, ¢  uU3MEHEHMSIMM, BHECEHHbIMM IIpHKa3aMu MwMHHCTEpPCTBA
3npaBooxpaHeHus Poccuiickoit @®enepanuu ot 10 wurons 2013 r. N 3691 (3apeructpupoBaH
MunucrepctBoM tocturinu Poccuiickoit @enepanuu 15 urons 2013 r., peructpaunonssiii N 29064), ot
21 aBrycra 2014 r. N 465H (3apeructpupoBan MunucrepcrBoM toctuniu Poccuiickoit @enepanuu 10
centsiopst 2014 r., perucrpanuonusiii N 34024), ot 10 centsiopss 2015 r. N 634n (3apeructpupoBaH
MunuctepctBoM toctuninu Poccutickoit @enepanuu 30 centsaopst 2015 r., peructpanronnsiii N 39063),
ot 31 okTsa6psa 2017 r. N 882H (3apeructpupoBan MunuctepctBoM toctuniuu Poccuiickoit denepannu 9
suBaps 2018 r., peructpaunonusiii N 49561).

4) nexapCTBEHHBIX IpENapaToB HHAWBUIYaIbHOTO HM3TOTOBIEHUS, COAEpKAIIUX HAPKOTHYECKOE
CpeICTBO WM HcuxoTponHoe BemiecTBo cnucka I [lepeuns, u apyrue dapmakosnornueckue akTHUBHbIE
BEIlECTBA B JI03€, HE MPEBBILAIONIEH BBICHIYIO pPa30BYH 103y, W IpPU YCIOBUH, YTO OTOT
KOMOMHHUPOBAHHBIA JIEKAPCTBEHHBIA Tpenapar He SBISETCS HAPKOTUYECKUM WJIM TCHUXOTPOIHBIM
JIeKapCTBEHHBIM IpenapaToM criucka II [lepeuns;

5) JeKkapCTBEHHBIX TMPEMapaTroB, NOJUICKANMX IMPEAMETHO-KOJIMYECTBCHHOMY Y4YeTy, He
MEPEYHCICHHBIX B TIOITYHKTaX | - 4 HACTOSIIEro MyHKTA (32 UCKIIIOUYSHHEM JICKAPCTBEHHBIX MPETapaTos,
OTIYyCKAaeMBbIX O€3 perenTa).

11. Peuentypusiii 6mank Gopmbr N 148-1/y-04 (;1) odopmiisercs pu Ha3HAYCHUH JICKAPCTBEHHBIX
MpenapaToB rpaXkJaHaM, UMEIOIIAM MPaBoO Ha OecIIaTHOE IMOJTyYCHUE JIEKAPCTBEHHBIX MPETapaToB HITH
MOJTy9YCHHUE JIEKAPCTBEHHBIX MTPETAapaToOB CO CKUIKOM.

12. Penentypusiii 6:1ank Gpopmer N 107-1/y oopmiisieTcss mpu Ha3HAYEHUU:

1) nexapcTBEHHBIX IpenaparoB, yKa3aHHbIX B mnyHkTe 4 Ilopsaka oTmycka JeKapCTBEHHBIX
MpernapaTos;

2) neKkapcTBEHHBIX MIPENapaToB, HE YKa3aHHBIX B MyHKTax 9 - 11 nacrosmero [lopska.

13. [Ipu Ha3HAYeHHUU JIEKAPCTBEHHOTO Mpenapara MHIMBUIYATbHOTO M3TOTOBJICHUS B PELIENTE Ha
OyMa)XHOM HocuTene W (wnu) perente B QopMe DIEKTPOHHOTO JOKYMEHTa HaUMEHOBaHUS
JIEKapCTBEHHBIX MPENapaToB, BKIIOYEHHBIX B MEPEUYECHb JIEKAPCTBEHHBIX CPENCTB AJISI MEIUIIUHCKOTO
MPUMEHEHHS], TOJUICKAIINX MPEeIMETHO-KOJIMUYECTBEHHOMY Yydery <I15> (manmee - neKkapCTBEHHbIE
npenaparsl, BKIOUeHHbIe B niepeueHb [IKY), yka3biBatoTcs B Hayase pelenTta, 3aTeéM - BCE OCTAJIbHBIE
WHTPETUCHTHI.

<15> Ilpuka3z MunucrepcrBa 3apaBooxpanenus Poccuiickoin @enepanuu ot 22 anpenst 2014 r. N
1831 "OO yTBepKIEHWU TIepeuHs JIEKAPCTBEHHBIX CPEACTB s MEAWIIMHCKOTO TMPUMEHEHHS,
MOJUISKAIUX MPEIMETHO-KOJIMUYECTBEHHOMY yueTy" (3apeructpupoBaH MUHUCTEPCTBOM IOCTUIIMU
Poccuiickoit @eneparuu 22 utons 2014 r., perucrparmonnsiii N 33210), ¢ u3MeHEHUSIMU, BHECEHHBIMHU
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npukazaMu MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 10 centsiops 2015 r. N 634u
(3apeructpupoBan MunuctepctBom toctuni  Poccuiickont ®enepaunn 30 centsaops 2015 r.,
peructpanrionubii N 39063), ot 31 oxtabps 2017 r. N 882n (3apeructpupoBan MuHUCTEPCTBOM
tocturinu Poccuiickoit @enepannu 9 ssuBapst 2018 r., peructpanuonnsii N 49561), ot 5 anpens 2018 r.
N 1491 (3apeructpupoBan MuHucrtepctBoM toctunmu Poccuiickoit ®enepaumn 3 mas 2018 r.,
peructpanuonsslii N 50961), ot 27 utonst 2018 r. N 4711 (3apeructpupoBad MUHHCTEPCTBOM FOCTHIIMU
Poccuiickoit deneparuu 14 aBrycra 2018 r., peructpanmonnsiii N 51885).

14. Tlpu Ha3HayeHMU JIEKApPCTBEHHOrO IpernapaTa B pelenTe Ha OyMmMa)kHOM HocuTele U (WiM)
peuente B (opMe SIIEKTPOHHOTO JOKYMEHTa 3alpeliaeTcs MPEBBIIIATh KOJIHMYECTBO HAPKOTHUECKHX
CPeACTB WM TICUXOTPONHBIX BEMIECTB, KOTOPOE MOKET OBITh BBIIMCAHO B OJHOM pEIeNTe,
ycraHoBiieHHOe npuiiokeHreM N 1 k Hactosmemy [lopsiaky, 3a MCKIIFOYEHHEM CIIydaeB, YKa3aHHBIX B
nyHkTax 16 u 25 nacrosmmero [opsiaka.

15. IIpn Ha3HAUYEHHHN JIEKAPCTBEHHBIX NPENapaToB, BKIOUEHHBIX B nepeueHb [IKY, no3za kotopsix
MPEBBIIAET BBICIIMN OJHOKPATHBIN NpHUeM, MEAULUHUHCKUA pabOTHUK 0003Ha4aeT [03y JTOro
JIEKapCTBEHHOI'O Ipernaparta B pelente Ha OyMa)kKHOM HOCHTEJEe MPONHUChI0 C IPOCTaBICHHEM
BOCKJIMIIATENIbHOTO 3HaKa U (WJIM) MPOCTaBIsIeT BOCKJIMLATENBHBIN 3HAK MpH O(QOPMIIEHUH pELEnTa B
(hopme PIIeKTPOHHOTO JOKYMEHTA.

16. KonnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MPENapaToB, BKIOUYEHHBIX B nepedeHs [IKY, npu
OKa3aHWU TMalMeHTaM, HYXJAIOUIMMCS B JUIMTEIbLHOM JICUEHUH, TEPBUYHON MEIUKO-CaHUTApHOU
MOMOIIY Y MaJUIMAaTUBHON MEAMIIMHCKOW MOMOIIM MOXKET ObITh yBETMYEHO HE Oosiee yeM B 2 pasa 1o
CPaBHEHHUIO C KOJIMYECTBOM HAPKOTUUYECKUX CPEJCTB MUJIM MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBbITh
BBINIMCAHO B OJIHOM pelenTe, ycTaHOBIeHHbIM npuioxkenueM N 1 k Hactosamemy [Topsnky.

B cnyuasx, nmpenycMOTpeHHBIX ab3alieM MepBbIM HACTOSIIETO IMyHKTa, Ha perenTax Ha OyMaKHOM
HOcHUTeJe Tpou3BoAUTCS Haanuch "llo crenuanbHOMY Ha3HAYEHHUIO", OTICIBHO 3aBEPEHHAs MOAMHUCHIO
MEIMIIMHCKOTO pa0OTHHKA W TIEYaThl0 MEAWIIMHCKOW opraHu3anmu "Jlis pernenToB", Ha pelentax B
dbopMe DJIEKTPOHHOTO JOKYMEHTa Mpou3BoauTcs oTMerka "Ilo cmenuasibHOMY Ha3Ha4YeHHIO" C
MIPOCTABJICHUEM YCUIICHHOHN KBAIM(DHUITMPOBAHHON AJIEKTPOHHOMN TOAIMUCH METUIIMHCKOTO paOOTHHKA.

17. CocraB JeKapCTBEHHOrO Ipemnapara, JeKapcTBeHHas (opma U oOpalieHHe MEAUIMHCKOTO
paboTHuKa K apMalieBTUUECKOMY pabOTHUKY 00 OTITYCKE JIEKapCTBEHHOTO Mpemnapara o(GopMIISIOTCS Ha
JATUHCKOM SI3bIKE B POJIUTEILHOM MaJIexKe.

[Tpu odopmiteHHH pEeLIETITYPHBIX OJIAHKOB JOIYCKAETCS MCII0JIb30BAaHUE COKpAIICHUH (TIPUIIOKEHHUE
N 2 x nactosmemy [lopsaky).

HpI/I Ha3HAUYCHUHN JICKAPCTBCHHOTO IIpCIllapaTa HE JOIYCKACTCAd COKpAIICHUC OJIM3KUX TI0
HauMCHOBAHUAM HWHIPCANCHTOB, COCTAaBJIAIOIINX J'IeKapCTBeHHHﬁ npemnapar, HE MNO3BOJIAOMIUX
YCTaAHOBUTD, KaKkod UMEHHO J'IeKapCTBCHHHﬁ Ipernapar Ha3HA4YCH.

18. Cnoco0 MPUMCHCHUA JICKAPCTBCHHOT'O IIpeIiapaTa 0003HayaeTcs ¢ YKa3aHUEM 103bl, 4aCTOTHI,
BpEMCHHU IIpHUEMa OTHOCUTCIIbHO CHA (YTpOM, Ha HOLIL) U €ro MINTCIBHOCTU, a4 I JICKAPCTBCHHBIX
Ipenaparos, B3aHMOHeﬁCTBy10H1HX C HHLHCﬁ, - BPpCMCHH HX ynOTpe6JleHI/I$I OTHOCHUTCIILHO ITpHEMa IMUIIN
(,Z[O C€bl, BO BpEMs €IbI, IOCJIC C,Z[LI).
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19. Ilpu HEOOXOIMMOCTH HEMEIICHHOTO MM CPOYHOTO (B TEUYEHHUE JIBYX pabO4MX JHEH) OTIycKa
JIEKapCTBEHHOTO Tpernapara NalMeHTy B BEpXHEH dYacTh pernenta Ha OyMakHOM HOCHUTEIE
MPOCTaBIISIOTCs 0003Ha4YeHHs "cito" (cpouHo) wim "statim" (HEeMeUIeHHO). AHAJOTHYHBIE 0003HAYCHUS
MPOCTABIISAIOTCS B BHJIE OTMETOK IPH 0(OPMIICHUH perienTa B (popMe dJeKTPOHHOTO TIOKYMEHTA.

20. IIpu odopmiaeHnr Ha3HAYCHUS TOTOBOTO JIEKAPCTBEHHOTO Iperapara B peuente Ha OyMaKHOM
HOCHUTENIE WM penente B (opMe 3JIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JAEWCTBYIOIIMX BELIECTB
YKa3bIBa€TCS B COOTBETCTBUM C HMHCTPYKIMEH MO MEIUIMHCKOMY HIPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara.

[Ipu odopmiieHnn Ha3zHAa4YeHUs JEKAPCTBEHHOTO TMperapaTa WHIWBHAYAJIbHOTO HW3TOTOBJICHUS B
perernte Ha OyMa)XHOM HOCUTEJIE UK perente B (opMe FIEKTPOHHOTO JOKYMEHTa KOJMYECTBO TBEPIBIX
U ceimydnx (apmareBTHUYEeCKuX cyOcTaHumii ykaswsiBaeTcss B rpammax (0,001; 0,5; 1,0), xugkux - B
MWUTHIATPAX, TpaMMax 1 Karuisx.

21. Penentel Ha OyMaXXHOM HOcUTENE, B (OopMe DIIEKTPOHHOTO JTOKYMEHTa, O(QOpMIICHHBIC Ha
penennitypuoMm Onmanke ¢opmbr N 148-1/y-88 um mnpegHazHaueHHbIE IS OTHYCKa JIEKAPCTBEHHBIX
MpEenapaToB, MPEAYCMOTPEHHBIX MOANYHKTaMH 2 - 5 myHKkTa 10 Hacrosmero [lopsaka, 1elicTBUTENbHBI B
TedeHue 15 qHei co nHA 0pOpMIICHHUSL.

22. Penenthl Ha OyMaXXHOM HOCUTENE, B (POpME DIIEKTPOHHOTO JOKyMEHTa, O(QOpMIICHHBIC Ha
peuentypaoM Onanke Gopmer N 148-1/y-04 (;1) m mpemHa3HadYeHHBIC 711 OTITYCKAa JICKAPCTBEHHBIX
MpEenapaToB rpakJiaHaM, yka3aHHbIM B nyHKTe 11 Hacrosmero Ilopsiaka, neiictButenbHbl B TeueHue 30
THEHN co THS 0(OpPMIICHHUS.

23. Penentel Ha OyMaXHOM HOcHTeNe, B (opMe AJIEKTPOHHOTO JOKYMEHTa, O(opMIICHHBIC Ha
peuentypaoM Onanke Gopmer N 148-1/y-04 (1) m mpemHa3HadYeHHBIC MJIs OTITyCKAa JICKAPCTBEHHBIX
MpernapaToB TrpakaaHaMm, IOCTHTIIAM TICHCHOHHOTO BO3pacTa, WHBAIWAAM IIEPBOW T'PYIIIbI, ICTSIM-
WHBAIAJAM, a TaKkKe TIpaxJaHaMm, CTPAJArOIIUM XPOHHYECKUMH 3a00JICBaHUSIMH, TPEOYIOIIUMU
JUTUTEITLHOTO KypCOBOTO JICYCHUSI, ICHCTBUTENBbHBI B TeueHue 90 nHel co nHs o(opMIIeHUS!.

Jia nedeHuss XpOHUYECKHX 3a00JIeBaHMN yKa3aHHBIM KaTEropusM TIpakJaH JeKapCTBEHHbIC
npenapaTsl ¢ 0pOpMIIEHHEM PELIENITOB HAa OyMa)XHOM HOCHUTENE WM PELENnTOB B (opMe AIIEKTPOHHOTO
JOKYMEHTa MOTYT Ha3Ha4yaThCs Ha Kypc JedeHus 10 90 qHeid.

24. Penentel Ha OyMaXHOM HOcHTElE, B (OpME IEKTPOHHOIO JOKYMEHTa, O(OpMIICHHBIC Ha
peuentypaoM Onanke Gopmbel N 107-1/y u npeqHa3HaueHHBIE U1l OTITYCKA JIEKAPCTBEHHBIX MPENapaToB,
MPEyCMOTPEHHBIX MyHKTOM 12 Hactosmero Ilopsiaka, medcTBUTENnbHBI B TeueHue 60 mHEH co IHS
ohopMIICHHSL.

IIpy Ha3HaYeHHWH TOTOBBIX JICKAPCTBEHHBIX IpernapaToB M JIEKAPCTBEHHBIX IpenapaToB
WH/IMBUYAJIIbHOTO M3TOTOBJIEHUS MallMEHTaM C 3a00JIeBaHUSAMHM, TPEOYIOIIUMHU JITUTEILHOIO KypCOBOTO
neueHus, ¢ opopmieHreM Ha perentypHoM Onanke ¢popmbl N 107-1/y perenta Ha OyMaXKHOM HOCHTENE
WK B (hopMe 3JEKTPOHHOTO JOKYMEHTA YCTaHABIUBACTCS CPOK JACUCTBUS pellenTa B peienax JI0 OJHOTO
KaJIEHAApHOTO roa.

B CJIydya€ YCTAHOBJICHHA CpPOKa JEeNCTBUS peucnra B MOpeAciiax a0 OAHOIr0 roaa B PCUCITC
MMpOCTaBJIACTCA OTMCTKaA "Tlo cricquaJibHOMY HaSHaquPIIO", 0003HauaeTcs CpOK JencTBUs peucnra nu
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NEPUOINYHOCTD OTITYCKA JIEKAPCTBEHHBIX MPENapaToB U3 aNTeYHONH OpraHW3alud WIA WHAWBUYAIbHBIM
MpeIIpPUHIMATEIEM, UMEIOIIUM JIMIECH3UI0 Ha (papMaleBTUUECKYIO JeSTeNFHOCTh <16> (eXeHeaeIbHO,
€KEMECAYHO U HHble nepuoibl). JlOMOJHUTENBHO 3TO YKa3aHME 3aBepsieTCsl MOANMCHIO U IeYaTbio
MEJIMIIMHCKOTO pabOTHHKA, a TAaKXKe MeYaThio MEAUIIMHCKON opranu3anuu "Jlins peuentoB" (ams penenta
Ha OyMa)KHOM HOCHUTEJIE) MM YCHIICHHOW KBAIM(UIIIPOBAHHON 3JIEKTPOHHOM MOIMHUCHI0 METUIIMHCKOTO
paOOTHHKA | JUIIA, YIIOJTHOMOYEHHOTO 3aBEPATh JOKYMEHTHI OT UMEHHU MEAULIMHCKOW OpraHu3anuu (s
perernta B popmMe dJIEKTPOHHOTO TOKYMEHTA).

<16> Ilynkr 47 yactu 1 cratem 12 @enepanpHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JUIEH3UPOBAHUM OTACIbHBIX BUIOB JnestenbHocTH" (CoOpaHue 3akoHOmaTeNnbcTBAa Poccuiickoit
@eneparum, 2011, N 19, ct. 2716; 2012, N 31, ct. 4322; 2013, N 9, ct. 874; N 27, ct. 3477; 2014, N 30,
cT. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, ct1. 4342; N 44, cT. 6047; 2016, N 1, cT. 51; 2018, N
31, ct. 4838; N 32, ct. 5116; N 45, c1. 6841; N 53, cT. 8424).

25. PeuenTsl Ha mNpou3BOJAHBIE O0apOUTYpPOBOW KHCIOTHI, KOMOMHHpPOBAHHBIE JIEKAPCTBEHHBIE
mpenaparsl, COJepXkallfe KOJECWH (€ro coyi), MHbie KOMOWHHMPOBAHHBIE JIEKAPCTBEHHBIC IMpEnaparhl,
MoJJIeXKalue TMpeAMETHO-KOJIMYECTBEHHOMY — y4yeTy, JIEKapCTBEHHBIE IIpernaparsl, OO0ajgaromniue
aHa0O0JIMYeCKON aKTUBHOCTHIO B COOTBETCTBHHM C OCHOBHBIM (DapMaKOJOTUYECKUM JAeUCTBUEM, IS
JIeUeHUsI MAlMEHTOB C XPOHUYECKUMHU 3a00JI€BAaHUSMH MOTYT O(OPMIIATBCS Ha Kypc JeueHust 10 60 nHeil.

B nmamHBIX cnywasx B penentax Ha OyMaXHOM HOCHTele mpom3BoAuTcs Haamuch '"Tlo
CHelMallbHOMY Ha3HAueHUIO", 3aBepeHHas TMOANHMCHI0 MEIAMIMHCKOrO pa0OTHHKA U  IeYaTbio
MEIUIMHCKON opranm3anun "Jlns  pernentoB", penentax B (GoOpMe SIEKTPOHHOTO JIOKYMEHTa
npousBoauTca oTtMmerka "[lo crnenmuanbHOMY — HAa3HAYEHMIO", €  MPOCTABICHUEM  YCUJIIEHHOU
KBAIM(UIUPOBAHHON SIEKTPOHHOW MOAMUCHA MEIUIIMHCKOr0 pabOTHHKA U JIMIA, YIOJIHOMOYEHHOIO
3aBepATh JOKYMEHTBI OT UMEHU MEUIIMHCKONM OpraHu3aIii.

26. Peuent Ha OymakHOM HoOcuTelle, B (opMe 53JIEKTPOHHOTO JOKYMEHTa, O(OpMIIECHHBIA C
HapyIIEHUEM YCTaHOBJIEHHbIX HacTosmuM [lopsiakom TpeboBaHUM, CUNTACTCS HEIEHCTBUTEIbHBIM.

Il. HazHayeHMe nekapcTBEHHbIX NpenapaToB MNpPU oKkasaHuUU
MeAULMHCKOW NOMOLUM B CTaLMOHAPHbIX YCIOBUAX

217. HpI/I OKa3zaHHU MalUCHTY MEIUIIMHCKOM IIOMOINY B CTAllMOHAPHBIX YCJIIOBHUAX HA3HAYCHHC
JICKAPCTBCHHLIX IIPCIIApATOB IMMPOU3BOJUTCA 0e3 O(I)OpMJ'IeHI/ISI peuciTta MCIULIUHCKUM pa6OTHI/IKOM
CANHOJINYHO, 3a UCKIIFOYCHHUEM CJIYYacCB, YKA3dHHBIX B ITYHKTC 28 HaACTOAIICTO HOpr,Z[Ka.

28. CormacoBaHHe Ha3HA4YCHUS JIEKAPCTBEHHBIX INPEMapaToB C 3aBEAYIOIIUM OTACICHUEM HIIH
OTBETCTBEHHBIM JISKYPHBIM BPA4yOM JINOO JPYTUM JIMILIOM, YIOJTHOMOYEHHBIM IPHKAa30M TJIaBHOTO Bpada
MEIUIIMHCKOW OpraHu3aliy, a Takke, NMPU HAIAYHH, C BpadyoM - KIMHHYECKHM (papMakoIorom
HE00X0/IMMO B CITydasx:

1) OJHOBPCMCHHOT'O HA3HAYUCHUA IISITU U Ooiee JICKAPCTBCHHBIX MPECIIapaTOB OAHOMY MAIIUCHTY,

2) Ha3HAUYCHUS JICKAPCTBCHHBIX MPCIIapaToOB, HC BXOJAIIUX B IICPECUCHDb KU3HCHHO HCO6XO,Z[I/IMLIX n
Ba)KHEMIIIHX JICKAPCTBCHHBIX IPCIapaToB <17>, Npu HCTHUIIMYHOM TCUCHUU 3a6OJ'IeBaHI/I$I, HaJIM4UH
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OCJIO’)KHEHUH OCHOBHOIO 3a0oseBaHMsl W (WIM) COIYTCTBYIOIIMX 3a00J€BaHUl, IpU Ha3HAYCHUU
JICKApCTBCHHBIX IIpCIapaTosB, 0COOEHHOCTH BSaI/IMOI[eﬁCTBHﬂ U COBMCCTHUMOCTH KOTOPLIX COTJIACHO
MHCTPYKIUSAM 10 WX TPUMEHEHHIO TIPUBOJAT K CHWXKEHHIO d(pdexktuBHOCTH M Oe30macHOCTH
dapmakoTepanuu u (WIH) CO3/IAI0T MOTCHINATBHYIO OTIAaCHOCTH JIJIS )KU3HH H 3I0POBbS MAITUCHTA.

<17> Ilynkr 1 crarbu 60 ®enepanpHoro 3akoHa ot 12 anpenst 2010 r. N 61-®3 "O6 obpaienuun
nekapcTBeHHbIX cpeacTB" (CoOpanue 3akoHonaTenbeTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2012, N 26, ct. 3446; 2014, N 52, ct. 7540).

B ykazaHHBIX Cily4asX Ha3Hau€HHUE JIEKApCTBEHHBIX IpernaparoB (PUKCHpYeTcs B MEAMIIMHCKOM
JOKYMEHTAllMM TMaleHTa M 3aBepsAeTcs MOANUCHI0O MEIULUHCKOTO pabOTHUKA U 3aBEAYIOIIETO
oT/ielIeHHeM (OTBETCTBEHHOTO JIe)KYPHOTO Bpaya WIH JPYTroro yIOJHOMOUYEHHOTO JIUIA).

29. MenuuuHCKUNA paOOTHHUK METUIIMHCKOM OpraHu3anuu (ee CTPYKTYpPHOIO MOJpa3ieieHus),
PacCIOJIO)KEHHOM B CEIbCKOM HACEIEHHOM ITyHKTE, OCYIIECTBIISICT HAa3HAYECHUE JIEKapCTBEHHBIX
MIpernapaToB B ciydasx, ykazaHHbIX B myHkTax 28 u 30 Hacrosero [lopsnka, eAMHONNYHO.

30. Ilo pemenuto BpaueOHONW KOMHUCCHU TAIUEHTaM TPHU OKa3aHUU MM MEIUIIMHCKOW MOMOIIN B
CTAIlMOHAPHBIX YCJIOBHUSAX HAa3HAYAIOTCSl JICKAPCTBEHHBIE TMperapaThl, HE BKIIOUYEHHBIE B IEpEUYCHb
KU3HEHHO HEOOXOIMMBIX W BAXKHEUINMX JICKAPCTBEHHBIX IPENapaTroB, B Ciydae WX 3aMEHbl H3-3a
WHJIMBHUIYAIBHOW HETIEPEHOCUMOCTH, 10 )KU3HEHHBIM TTOKA3aHHSM.

Pemenne BpaueOHON KOMHCCUH (PUKCUPYETCS B MEIUITMHCKOW JJOKYMEHTAIINY TIAIIMEHTA U JKypHaJle
BpauyeOHOM KOMHCCHH.

31. B ciuyuasx oOcnemoBaHus M JI€UEHUS TPaXJAaHWHA B CTAIlMOHAPHBIX YCJIOBHUSIX B paMKax
MIPEIOCTABJICHUS MEAUIMHCKUX YCIYI Ha BO3ME3HOM OCHOBE 3a CHUET JIMYHBIX CPEACTB TpaxaaH,
CPEICTB IOPUIMYECKUX JIMI[ M HHBIX CPEACTB HAa OCHOBAHHUU JOTOBOpa, B TOM YHCIE JIOTOBOpA
JTOOPOBOJIBHOTO MEAULMHCKOTO CcTpaxoBaHus <I8>, emy MOryT ObITh Ha3HA4Y€Hbl JIEKAPCTBEHHBIC
mpemnapaTbl, HE BXOJSIIME B IEpPeUYeHb KU3HEHHO HEOOXOJUMBIX M Ba)KHEHUIIMX JEKapCTBEHHBIX
MpernapaToB, €M UX Ha3HAUYCHUE U IPUMEHEHNE 00YCIIOBICHO MEAUIIMHCKIUMHU TTOKa3aHUSIMH.

<18> Ilocranosnenue [IpaButensctBa Poccuiickoit denepanuu ot 4 okts6ps 2012 r. N 1006 "O6
yTBepxkaeHuu [IpaBui npenocTaBieHuss MEIUIIMHCKUMU OPraHU3aldAMHU TIATHBIX MEIUIIMHCKUX YCIyr"
(Cobpanue 3akoHoaarenbeTBa Poccuiickoit ®eneparuu, 2012, N 41, ct. 5628).

lll. HazHayeHMe nekapCcTBEHHbIX NpenapaToB
npu okasaHUM NepBUYHON MeAUKO-CaHUMTAapPHOM NOMOLUU, CKOpPOM
MeAWULMHCKOW NOMOLUU U nannuaTUBHON MeAULIMHCKOM NMOMOLLM

32. Ilpu oka3aHMM NEPBUYHOM MENMKO-CAHUTAPHOM IMOMOUIM M MNAJUVIMATUBHOW MEIUIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCIOBHUSAX Ha3HAYEHUE JIEKAPCTBEHHBIX INPEnapaToB OCYIIECTBIISETCS
MEIULUHCKUM PaOOTHUKOM B CIIy4dastX TUITMYHOTO T€UEHUS 3a00JIeBaHUS MAlMEHTa UCXOs U3 TAKECTH U
XapakTepa 3a00JIeBaHusl.
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33. Hasnauenue neKapCTBEHHBIX NpEnapaToB MO PEUICHWIO BpauyeOHOW KOMHMCCHH MPHU OKAa3aHWUU
MEPBUYHON MEIUKO-CAHUTAPHOW TIOMOINH, MAJUTMATUBHONW MEIUIIMHCKON IMOMOIIM B aMOYJIaTOPHBIX
YCHOBHUSIX IMPOU3BOJIUTCS B CIyHasX:

1) OTHOBpPEMEHHOr0 Ha3HAYEHMsI OJJHOMY IMALMEHTY MATH U 00Jiee JIEKAPCTBEHHBIX IpPEnapaToB B
TEUEHUE OJHUX CYTOK WJIH CBBILIE AECATH HAMMEHOBAaHUI B TEYEHUE OJTHOTO MECALA;

2) Ha3HAUCHMS JICKAPCTBCHHBIX IMPENapaToB IPH HETUIMYHOM TEUCHHU 3a00JICBaHUS, HAJTHMYHU
OCJIO’)KHEHUN OCHOBHOTO 3abojeBaHusl W (WJIM) COIYTCTBYIOIIMX 3a00JjeBaHUl, NpU Ha3HAYEHUU
JICKApCTBCHHBIX IIpC€IapaTosB, 0COOEHHOCTH B33PIMOI[€I7[CTBI/I$I U COBMCCTHUMOCTH KOTOPBIX COTJIACHO
HHCTPYKIUAM IO UX MPHUMCHCHUIO IMPUBOJAAT K CHUIKCHHIO 3(1)(1)CKTI/IBHOCTI/I 1 0e30I1aCHOCTH JIEYEHHUS
IIannueHTa u (I/IJ'II/I) CO3Iar0T MOTCHIHUAJIIbHYIO OITACHOCTD JJIA ) KU3HU U 3J0POBbS IMTAITUCHTA,

3) MNEepBUYHOTO HA3HAYEHMs TMALUEHTY HAPKOTUYECKUX U TCHUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapaTtoB cruckoB II u III Ilepeuns (B ciiyyae npuHATUS PYKOBOJUTENIEM MEIUIIMHCKON OpraHu3aiuu
pelIeHns 0 He0OXOAUMOCTH COTJIAaCOBAHMUS Ha3HAUEHUS TAKUX JIEKAPCTBEHHBIX MPernapaToB ¢ BpaueOHOM
KOMHUCCHEH).

34. IloBTopHOE Ha3HAYEHHE HAPKOTUYECKMX M ICUXOTPOIHBIX JIEKApPCTBEHHBIX IMpEnapaTroB
cinuckoB II u III Ilepeynss mpou3BOAUTCS METUIIMHCKUM PAOOTHHUKOM CaMOCTOSITENBHO MalUeHTaM C
BBIPQKEHHBIM OOJIEBBIM CHHIPOMOM JIFOOOTO I'€He3a, HAapYIIEHUEM CHA, CYAOPOXHBIMH COCTOSHHUSAMU,
TPEBOXHBIMH PacCTpOCTBaMU, (HOOHUSIMHU, TICUXOMOTOPHBIM BO30YKICHUEM.

35. Ilpu oka3zaHMM CKOPOW MEIUIIMHCKOM TMOMOIIM JIEKAPCTBEHHBIE MpenapaTbl Ha3HAYAKOTCA
MEIUIIMHCKUM pPaOOTHUKOM BBIE3JIHON Opuraapl CKOpOM MEAWLIHMHCKON MOMOIIM, MEIUIUHCKUM
pabOTHUKOM MEAULMHCKON OpraHuM3aldyd OpU OKa3aHWU MEAWLMHCKOM TMOMOIINM TpaxaaHaM IIpH
3a00JIeBaHUSIX, HECYACTHBIX CIIydasiX, TpaBMax, OTPABICHUSX U JIPYTHX COCTOSHHSX, TPeOYIOuX
CPOYHOT'O MEJUIIMHCKOTO BMEIIATENbCTRA.

IV. HasHauyeHne nekapCcTBEeHHbIX NpenapaToB rpaxaaHam,
MMerLWMM NpaBo Ha becnnaTHoe nonyyeHue nekapcTBeHHbIX
npenapaToB UMK Nony4yeHUe NeKkapcTBEHHbIX NpenapaTtos
CO CKMAKOWN, NPU OKa3saHUM NepBUYHOMN
MeAUKO-CaHUTapHOM NOMOLUM

36. Ilpu oka3aHUMM TNEPBUYHOM MEIUKO-CAHUTAPHOW TOMOIIM HAa3HAYCHHE MEAULUHCKUM
pabOTHUKOM B COOTBETCTBHH CO CTaHJAPTaMU MEAUIIMHCKOM oMoInu <19> nekapcTBEeHHBIX MIPEnapaTos,
OTITyCKaeMbIX OECIIJIaATHO MJIU CO CKHUJKOMW, OCYILECTBIIAECTCS Ha perentypHoM Onanke ¢popmel N 148-1/y-
04 (1) ¢ yueToMm pa3BUTHS 3a00JieBaHUS, OCOOCHHOCTEH TEUEHUS OCHOBHOTO M COIYTCTBYIOIIETO
3a00JIeBaHUIA CIETYIOIIUM KaTErOpUsM TPak/IaH:

<19> Ilynkt 4 yactu 1 crateu 37 PenepanbHoro 3akoHa ot 21 HostOps 2011 r. N 323-03 "O6
OCHOBaX OXpaHbl 3710poBbs TpaxkaaH B Poccuiickoit ®enepanuu” (CoOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit @enepanuu, 2011, N 48, cr. 6724; 2018, N 53, ct. 8415).

1) rpaxxjaHaM, UMCHOUINM IIPAaBO Ha IOJIYYCHHC FOCY,Z[apCTBCHHOf/'I COIIMAILHOM IIOMOIIM B BUJIE
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Habopa COIMANBHBIX YCIYT, B COOTBETCTBHUH C MIEPEUYHEM JIEKAPCTBEHHBIX MPENAPATOB JJIsI MEIUIIUMHCKOTO
MIPUMEHEHHUSI, B TOM UYHCJIE JICKAPCTBEHHBIX MPENapaToB JUIsi MEAUIIMHCKOTO MPUMEHEHUS, Ha3HAYaeMbIX
10 PEIICHUIO BpaueOHbIX KOMUCCHM MEAUIIMHCKUX OpraHu3anui <20>;

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

rocynapcTBeHHor conuansHou momonu" (Cobpanue 3akoHomarenbcTBa Poccuiickoit ®enepanuu, 1999,
N 29, cr. 3699; 2009, N 30, ct. 3739; 2010, N 50, cT. 6603; 2013, N 48, cT. 6165).

2) nuiaM, OOJIbHBIM reModuIueii, MyKOBUCIIMI030M, TUIIO(PHU3apHBIM HAaHU3MOM, OoJie3Hbto ['ome,
3JI0KaY€CTBEHHBIMU HOBOOOPA30BaHUAMM JUMQPOUIHOW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH,
PAacCesHHBIM CKJIEPO30M, T€MOJUTUKO-YPEMHUUECKUM CHHJPOMOM, FOHOIIECKUM apTPUTOM C CUCTEMHBIM
HavajoM, MykonosincaxapuaosoM I, I u VI tumnos, nui nocnie TpaHCIJIaHTAI[MN OPTaHOB U (MJIM) TKaHEH
B COOTBETCTBMHM C IEPEYHEM JIEKAPCTBEHHBIX MPENapaToB, yreepkaaeMbiM [IpaBurensctBoM Pocceniickoit
Oenepanun <21>.

<21> Yactp 7 crathu 44 DenepanbHoro 3akoHa oT 21 Hoa0ps 2011 r. N 323-®3 "O6 ocHoBax
oXpaHbl 3/10poBbsl rpakaaH B Poccuiickoit @enepamuu" (CoOpanue 3akoHomarenbcTBa Poccuiickoit
Oenepanuun, 2011, N 48, ct. 6724; 2013, N 48, c1. 6165; 2016, N 18, ct1. 2488; 2018, N 32, cT. 5092).

3) rpaxgaHaM, MMEIONIAM TPAaBO Ha TOJyYEHHE JICKAPCTBEHHBIX IpPENapaToB OECIUIATHO WIIH
MOJTy4YCHHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOU 3a CUET CPEACTB OIOKETOB CYObEeKTOB Poccuiickoit
denepanun, B COOTBETCTBHMH C IlepedHem Tpymm HaceleHHMss M KaTeropuil 3a00JIeBaHHM, MpH
aMOyJIaTOPHOM JICYEHHUH KOTOPBIX JIEKAPCTBEHHBIC CPEJACTBA M M3JICIUS MEIUIIMHCKOTO Ha3HAYCHHS
OTIYCKAIOTCS IO pelentaMm Bpaded OecruiatHo, u [lepeyHem rpynm HacejleHUs, NMpU aMOyJaTOPHOM
JICYCHUU KOTOPBIX JICKAPCTBEHHBIE CPEACTBA OTITYCKAIOTCS IO perenTtam Bpaded ¢ S0-TpoueHTHOU
CKHJIKOM €O CBOOOJHBIX II€H, YTBEP)KICHHBIMU TocTaHOBIeHHeM IlpaBurtenscTtBa Poccuiickoit
Oenepanuu ot 30 urong 1994 r. N 890 <22>;

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

4) rpaxaaHaMm, CTPaJAIOUIUM KU3HEYIPOKAIOIMIMUMU U XPOHUYECKHUMH MPOTPECCUPYIOIIUMHU
peaxkumu (opdaHHBIME) 3a00JEBAHUSAMU, MPUBOSAIIMMHU K COKPAIICHUIO MPOJIOIKUTENFHOCTH KU3HU
TPaKJIaH U UX UHBAIUAHOCTU <23>.

<23> IlocranoBnenue IIpaButensctBa Poccuiickont @enepanuu ot 26 anpens 2012 r. N 403 "O
nopsiike BeneHus: PenepanbHOrO perucTpa Jul, CTPaJarolliuX KU3HEYTPOXKAIOIUMU U XPOHUYECKUMHU
IPOTPECCUPYIOIIMMU  peAKUMHU  (OpdaHHBIMH) 3a00JIeBaHUSIMU, MPUBOAALUIMMU K COKpAIIECHUIO
MPOJOJDKUTEILHOCTH )KU3HU TPAXKAAH U MX UHBAIUJHOCTH, M €ro peruoHanbHoro cermenra” (Cobpanue
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3akoHoaarenbcTBa Poccuiickoit denepanuu, 2012, N 19, ct. 2428; N 37, cT. 5002).

[Ipu odopmnenun peunenta Ha Omanke (opmber N 148-1/y-04 (1) Ha OyMaKHOM HOCHTENE
0QOPMIISIOTCST JIBa SK3EMIUISIPA, OJAWH M3 KOTOPBIX OCTaeTCs B aANTEYHOH OpraHM3alid, BTOPOH - B
MEIUIUHCKOW JOKYMEHTAINH TAI[EHTA.

37. [lpaBo Ha3HauaTh JIEKAPCTBEHHBIC Ipenaparsl rpakJaHaM, UMEIOIIUM IpaBo Ha OecIiaTHOE
MOJTy4YCHHE JICKAPCTBEHHBIX MTPENapaToB WIK MOJy4eHHE JIEKapCTBEHHBIX MPENapaToB CO CKUIKOM, TaKKe
HUMEIOT:

1) MenuuuHCKHE PAaOOTHUKH, PAOOTAIONIME B MEIUITMHCKONW OpraHU3aliyl 10 COBMECTUTENHCTBRY (B
npeienax CBOeil KOMIIETEHIUH );

2) MeOUIMHCKHE pabOTHUKU CTAllMOHAPHBIX OPTraHM3alMid COLMAIBHOTO OOCTYXHBAaHUS IpU
HAJIMYMUM JIAIEH3UM Ha OCYIIECTBICHUE MEIUIMHCKOW JEATENIbHOCTH <24>, mpeaycMaTpuBaromein
BBITIOJIHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHHWI0 MEPBUYHON MEIUKO-CaHUTApHOM MOMOLIU B
aMOYJIaTOPHBIX YCIOBUAX (HE3aBHCHMO OT BEJJOMCTBEHHOU MPUHAITIEKHOCTH);

<24> Ilynkt 46 yactu | crarbum 12 ®enpepanbHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JUICH3UPOBAHUM OTACIbHBIX BUIOB JnestenbHOocTH" (CoOpaHme 3akoHOJATeNnbcTBA Poccuiickoit
®enepanun, 2011, N 19, ct. 2716; 2012, N 31, ct1. 4322; 2013, N 9, c1. 874; N 27, ct1. 3477; 2014, N 30,
cT. 4256; N 42, ct1. 5615; 2015, N 1, ct. 11; N 29, ct1. 4342; N 44, c1. 6047; 2016, N 1, ct. 51; 2018, N
31, ct. 4838; N 32, c1. 5116; N 45, ct. 6841; N 53, c1. 8424).

3) MenuuuHCKUE PAOOTHUKM MEAWLMHCKUX OpPraHM3allfil, OKa3bIBAIOIIUX MEPBUYHYIO MEIUKO-
CaHUTAPHYIO TOMOIb, IOJBEJIOMCTBEHHBIX (perepaTbHbIM OpraHaM HWCIHOJHUTEIBHON BIIACTH WU
opraHaM HCITOJTHUTEJIBHOW BJIacTH CyObeKTOB Poccuiickoit denepanuu;

4) WHAUBUAYAJIIBHBIC MPCANIPHUHUMATCIN, OCYHICCTBIAIOIMNE MCIUIHUHCKYIO JOCATCIbHOCTh H
BKIIFOYCHHBIC B PECCTP MCIAUIHUHCKUX 0pl"aHPI3aI.[Hﬁ, OCYIICCTBIIAKOIINUX JOCATCIBHOCTh B cq)epe
00513aTEJILHOTO MCAUIUHCKOT'O CTPAaXOBAHH.

38. HpI/I Ha3HAYCHHUU JICKAPCTBCHHBIX IIPCIIAPATOB I'paKJaHaM, UMCIOINKUM IIpaBO Ha OecIutaTHOE
MOJIYYCHHC JICKAPCTBCHHBIX IIPCIIAPATOB WM IIOJTYUYCHHUC JICKAPCTBCHHBLIX IIPCIIapaToB CO CKHHKOﬁ, B
PCLCIITC YKAa3bIBACTCA HOMCEP TCJ'ICCI)OHB., o KOTOpOMY pa6OTHI/IK anTeyHoU OpraHusanuu IIpHu
H606XOI[I/IMOCTI/I MOXKCET CcorjiacoBatb C MCANIITMHCKHUM pa6OTHI/IKOM 3aMCHY JICKApCTBCHHOTO IIpeIiapara.

39. Ha3HaueHHe HapKOTUYECKUX M IICUXOTPOIHBIX JEKapCTBEHHBIX mpemnaparos crnucka Il [Tepeuns
(32 UCKJIIOUEHHEM JIEKapCTBEHHBIX MpEnapaToB B BUJAE TPAHCAEPMAIbHBIX TEPANEBTHUECKUX CHUCTEM, a
TaKXKe JIEKapCTBEHHBIX IMPENaparoB, COJACPXKALIMX HAPKOTHUECKOE CpPEACTBO B COYETAHUU C
AQHTarOHUCTOM ONMOUJHBIX PELENTOPOB) TpakAaHaM, HUMEIOIIUM IpaBO Ha OeCIUIaTHOE MOJydyeHHe
JIEKapCTBEHHBIX MpenapaToB WU MOJydeHHs JEKAPCTBEHHBIX MPENapaToB CO CKUIKOW, OCYIIECTBIISIETCS
Ha penentypHoM Oxanke ¢opmbel N 107/y-HII, k koTopoMy HOHOJIHUTENBHO O(GOPMISIETCS peLenT Ha
peuentypHoM Onanke ¢opmbl N 148-1/y-04 (;1) (B ABYX 3K3eMIuIgpax npu opOpMICHHH HAa OyMaKHOM
HOCHUTEJIE).
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40. Ha3HaueHue HapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB crnucka I [lepeuns
B BHUJE TpPAaHCACPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTHUUECKHUX JIEKAPCTBEHHBIX IIpErnapaToB
cinucka II Ilepeuns, comepKammx HAPKOTHUYECKOE CPEICTBO B COYETAHWM C AHTAarOHMCTOM OIMOUIHBIX
pEeLenToOpOB, ICUXOTPONHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka [II Ilepedns, jexapCTBEHHBIX
IIpenapaToB, BKIIOUYEHHBIX B niepeueHb [IKY, nexapcTBeHHBIX npenapaToB, o01aiaonmx aHa00InyecKou
aKTUBHOCTHIO B COOTBETCTBHHM C OCHOBHBIM (PAPMAKOJOTHYECKUM JICHCTBHEM, KOMOMHHPOBAaHHBIX
JIEKapCTBEHHBIX IIPENapaToB, YKa3aHHbIX B mnojanyHkre 3 mnyHkta 10 Hactosmero [lopsnka,
MpeHa3HaYeHHbIE Ui JeUEHUs Tpax/J1aH, UMEIOIIMX MpaBo Ha OecIIaTHOE MOJyYeHHE JIEKaPCTBEHHBIX
IIpenapaToB WIM MOJyYEHUE JIEKAPCTBEHHBIX IIPENApaTOB CO CKUAKOM, OCYIIECTBIIETCS HA PELENTYPHOM
omanke Qopmbr N 148-1/y-88, kK KOTOpOMY JOTOJHHUTENHHO O(OPMIIIETCS PEIENT Ha PelenTypHOM
omanke ¢popmbl N 148-1/y-04 (1) (B 1BYX dK3eMIUIsApax npu oGopMIeHUH Ha OyMa>KHOM HOCHUTEJIE).

ITpunoxenne N 1

K [lopsanky Ha3HaueHus
JIEKapCTBEHHBIX MIPENapaToB,
YTBEPKIACHHOMY NPUKa30M
MuHuncTepcTBa 31paBOOXpaHEHNUs
Poccuiickoit denepanuu

oT 14 suBapsa 2019 r. N 4u

KOJIMYECTBO
HAPKOTUYECKUX CPELOCTB UITIN NCUXOTPOINHbIX BELUECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OAHOM PELIENTE

N MexnyHapoaHoe ®dopma BbIITYCKA U KosnnaectBo
/Tl | HEMAaTEeHTOBAHHOE HAUMEHOBAHHE JO3UPOBKA
HapKOTHYECKOTO U
TICUXOTPOITHOTO JIEKAPCTBEHHOTO
npemnapara
1 Bbynpenopdun + Hanokcon TabieTku 60 TabyieTok
CyOJMHTBaJIbHBIC
0,2 mr + 0,2 mr (ynakoBka, kpaTHast N
20)
2 bymnpenopdpun PactBop ms
ynpenopd TBOP At 30 amnyn (mumpuir-
nHbeknui, 0,3 mr/mi 1
TIOOUKOB)
MUIT
3 bynpenopoun TpancaepManbHbIi
MTaCTHIPh
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35 MKr/4yac 20 mmacteIpeit
52,5 mxr/4gac 10 mmacteipeit
70 MKr/49ac 5 mumacTeIpei
4 Juruapoxoneux TaOmeTkn
MIPOJIOHTHPOBAHHOTO
e cTBUS
60 mr 40 TabieTok
90 mMr 30 TabaeTox
120 mr 20 TabneTok
5 Mopdun PactBop mst

WHBEKIUH, pacTBOP IS

20 ammyn (Lmpui-
MOAKOKHOTO BBEACHUS

TIOOMKOB)
10 mr/m 1 Mo
6 | Komenn + Mopdun + Hockanun + PactBop s
[TammaBepun + Tebann IMOJIKO>KHOT'O BBEICHUS
0,72+575+2,7+ 20 aMIVI
0,36 + 0,05 mr/m 1 M1 4
1,44+115+54+
0,72 + 0,1 mr/mi 1 M
7 Tpumenepuana Tabnerku 25 mMr 50 TabieTok
8 Tpumenepuana PacTtBOp /U151 MHBEKIUI
10 mr/ma 1 ma 20 awmyn (mmpun-
TIOOUKOB)
20 mMr/ma 1 mn
9 Mopdun TabneTku (Kancysbl)
MPOJIOHTUPOBAHHOTO
IEUCTBUA
10 mr 180 Tabm. (xamc.)
30 mMr 60 Tab:. (karc.)
60 Mr 40 tabmn. (xamc.)
100 mr 20 Tabn. (xamc.)
200 mr 20 tabmn. (karmc.)
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10 Mopdun Tabnetku
5w™mr 100 Tabnerok
10 mr 100 tabierok
11 Mopodun Kannu nns npuema
BHYTpE 4 ¢nakoHa
20 mr/mn 20 M
12 Mopdun PactBop 11t nmpuema
BHYTPb (MOHO03bI)
2 mr/mit 5 Mt 100 ammyn 11/
6 Mr/mi1 5 Mt 80 ammyn /3
20 Mr/mMi 5 mi 30 ammmyn 11/3
13 Oxcukoton + Hamokcon Tabnerkn
MPOJIOHTUPOBAHHOTO
NEUCTBUA
SwMr+2,5wMr 100 TabneTok
10 mr + 5 mr 60 TabneTox
20 mr + 10 mMr 40 tabneTox
40 mr + 20 mr 20 TabneTok
14 | IIponmmoHMIpEHMIITOKCHAITUITINIT | TabneTku 3amiedHbpie 50 1abIIeTOK
epUINH 20 mMr
15 deHTaHnI TpancaepManbHas
TepaneBTHYECcKas
cuctema
12,5 mkr/gac 20 nnacTeIpeit
25 MKr/yac 20 nacteipeit
50 MKr/4yac 10 mnacteipeit
75 MKr/4yac 10 nmacteipeit
100 mkr/gac 10 nmacteipeit
16 deHTaHuI Tabnetku
50 TabneTok
MIO/TbSI3bIYHBIE
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0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 Mr
0,8 mr
17 deHTaHnI Cripeil Ha3anbHBII
®nakon 50 MKr/no3a
2,0 mi (10 mo3) 24 ¢makona
3,2 M (20 mo3) 12 pmakoHoB
5,0 M (40 mo3) 6 ¢rakoHOB
dnakon 100 Mkr/mo3a
2,0 i (10 mo3) 12 pmakonoB
3,2 M (20 mo3) 6 ¢rakoHOB
5,0 M (40 mo3) 3 ¢uakona
dnakon 200 MKr/mo3a
2,0 i1 (10 mo3) 12 pnakoHoB
3,2 ma (20 mo3) 6 ¢urakoHOB
5,0 ma (40 mo3) 3 ¢urakona
18 Byropdanon PaCT]320p JUTSI THBEKITUH 20 ammyn
mr/mi 1 mi
19 HanOydpun PactBop 1t nHBEKITUI
10 mr/mi 1 M 50 ammyn
20 mr/mi 1 M 25 ammyn
20 denobapOuTan Tabnerku
S wmr
50 mr 50 Tabnerok
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100 mr

[Tpunoxenue N 2

K [lopsaaky Ha3HaueHus
JIEKapCTBEHHBIX MIPeNapaToB,
YTBEPKIACHHOMY NPUKa30M
MuHucTepcTBa 3/1paBOOXpaHEHUS
Poccuiickoit ®enepanuu

oT 14 auBaps 2019 1. N 4u

CnpaBo4HO

PEKOMEHAOOBAHHBIE K UCMOJIb3OBAHUIO COKPALLEHUA
NnPU O®OPMJIEHUU PELIENTOB

Cokpanienue [TonHoe HanucaHue ITepeBon
aa ana 110, IOPOBHY
ac., acid. acidum KHCIIOTa
aer. aerozolum a’po30Jib
amp. ampulla amIyna
ag. aqua BOZA
aq. purif. aqua purifikata BOJIa OYHILICHHAS
but. butyrum Macito (TBepaoe)
caps. capsula Karmcysia
comp., cps compositus (a, um) CJIOKHBIH
D. Da (Detur, Dentur) Beinaii (mycTh BBIJAHO, ITYCTh
OyZIeT BBIJaHO)
D.S. Da, Signa Detur, Signetur Beinaii, 0003Ha4b
[TycTts Oyner BbAAHO,
0003Ha4YCHO
D.t.d. Da (Dentur) tales doses Beoinait (ITycts OynyT

BBIJIaHbI) TAKKHE JTI03bI
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dil. dilutus pa3BEICHHBIN
Div. in p. aeq. Divide in partes aequales Pa3nenu Ha paBHBIE YacTH
emuls. emulsio IMYJIbCHS
extr. extractum JKCTPAKT, BBITSKKA
F. Fiat (fiant) [TycTh 0Opa3zyercs
(oOpasyrotcs)
gran. granulum TpaHyIbI
qt., qtt qutta, guttae Karurs, Karm
qgtt. peror. guttae peroralis KaIlld T TpUeMa BHYTPb
inf. infusum HACTOM
in amp. in ampullis B aMITyJlax
in tab. in tab(u)lettis B Ta0IeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B Ta0JIETKax C
MPOJIOHTUPOBAHHBIM
BBICBOOOKIEHHEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B Ta0JIEeTKax ¢

obductis IIPOJIOHTHPOBAHHBIM
BBICBOOOIKIEHHEM,
MOKPBITHIX 000I0YKOM
lin. linimentum JKUIKAS Ma3b
lig. liquor KHUIKOCTh
lot. lotion JIOCBOH
m. pil. massa pilularum IUITIOJIbHAS Macca
membr. bucc. membranulae buccales IUICHKH 3aIeYHbIC
M. Misce, Misceatur Cwmermraii (ITycts Oyner
CMEIIIaHoO)
mixt. mixtura MHKCTYypa
N. numero YHUCJIOM
ol. oleum Macio (KUIKOE)
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past. pasta rnacra
pil. pilula, pilulae TIVUTIONIS, TTMJTEOITA
p. aeq. partes aequales PaBHBIC YaCTH
ppt., praec. praecipitatus OCaXKICHHBIN
pulv. pulvis TTOPOTIIOK
g.s. quantum satis CKOJIbKO TIOTpelyeTcH,
CKOJIBKO HAJIO
r., rad. radix KOpEHb
Rp. Recipe Bozbmu
Rep. Repete, Repetatur [ToBTopm (ITycTh OyneT
MTOBTOPEHO)
rhiz. rhizoma KOPHEBHUIIIC
S. Signa, Signetur O603naup (ITycts Oyaer
0003HAYEHO)
sem. semen cemst
simpl. simplex POCTOM
sir. sirupus CHPOTI
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp IS IIprUeMa BHYTPb
spr. spray cripei
Spr. nas. spray nasale CIipel Ha3aJbHbIN
supp. suppositorium cBeua
susp. suspensio CyCIIeH3Hsl, B3BECh
tabl. tab(u)letta TabieTKa
t-ra, tinct. tinctura HacToMKa
STT Systemata Therapeutica TpaHCcIepMabHas
Transcutanea TepaneBTHUYECKasi CUCTeMa
ung. unguentum Ma3b
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Vitr.

vitrum CKJISIHKA

[Tpunoxenue N 2

K IIpuKazy MuHHCTEpCTBa 31paBOOXPaHEHUS
Poccniickoit @enepanun

oT 14 auBaps 2019 1. N 4u

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

MUHMCTEPCTBO 3IPaBOOXPaHEHUS
Poccurickonm demepauum

Kon dopmer mo OKVY[I
Kon yupexnenmsa no OKIIO
MenmumHCKasa OOKYMEHTALUSI
dopma N 107-1/y

YTBepxIOeHa IIPUKA30M
MyHMCTepCTBa 3IPaBOOXPAaHEHMS
Poccurickom denmepaumnm
or 14 suBaps 2019 r.

HavMeHOBaHME (WITaMII)
MEOULIMHCKOM OpIaHM3alunu

HavMeHOBaHME (WITaMII)

VHOVBUOYAJBHOTO MNPEeINPUHMMATETS
(ykazaTep azmpec, HOMep M IaTy JMLEeH3UH,
HaMMeHOBaHMEe OpraHa I'OCyINapCTBEHHOM
BJIaCTM, BBEIOABUWETO JIMLIEH3UIO)

N 4u

PEIEIT
OETCKUM — HYXHOE NONUEPKHYTH)
" 20 .

(B3pPOCIELL,
"

damMmmsa, (mocJyienHee - HOpM HaJIMUMM)
naumMeHTa

HJaTa poxXOeHuda
dammnma, MHMLMAJE MMEHM M OTUeCcTBa (IocjenHee — IPpM HaJIMUMM)

Jledyaumero Bpaua (benbmmepa, akyllepKu)

MHVUIMAaJIBl VMIMEHM M OTUeCTBa

www.consultant.ru
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[omnmce M.II.
¥ [IedaThb Jledallero Bpaua
(momnmce denbamepa, akyllepPKM)

PeuenT melicTBUTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOE MOINUEePKHYThH) (yKazsaTb KOJIUUECTBO
MeCcHleB)

OBopoTHas CTOPOHA

OTMeTKa 0 Ha3HAYEHUH JICKApCTBCHHOT'O
npernapara 1o pelIeHHIo BpaueOHOH
KOMUCCHUH

[Ipurorosuin [IpoBepun Otmyctui

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

MUHMCTEPCTBO 3OPABOOXPAHEHUS

Poccurickon Odemepaumm Kon dopmer mo OKYI 3108805
MemmumHCKas OOKYMEHTALMs
HamMmeHOBaHMe (WwTaml) dopma N 148-1/y-88
MEIMUMHCKOM OpTaHM3aLuu YTBepXOeHa NPMUKA30M
MuHMCTEPCTBA 3OPaBOOXPaHEHMS
HamMmeHoBaHMe (mWTaMiIl) Poccurickom demepaumm
VHOVMBUOYAJLHOTO IIPENIPUHUMATEIS or 14 suBaps 2019 r. N 4H

(ykazsaTbe ampec, HOMEp M OaTy JIMLEeH3UM,
HaVMEHOBAaHME OpTaHa I'OCYyIapCTBEHHOMU
BJIACTM, BHIABIEI'O JIMLEH3MO)

rarararn rararararn
N

LJsL 1L 1L I Y I B

PELEIT mo 20 .
(maTa odopmIleHMsa peLenTa)

Cepusa

(B3pOCIEI, IOETCKMM — HYXHOE NOOUEPKHYTDH)

daMuIiga, MHMLIMAJE MMEHM UM OTueCTBa (nocnenHee - npn HaJIMUUM)
IIallMeHTa
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IaTa poxXneHuda

Anpec MecTa XKMTEeJIbCTBa i N MeOULIVMHCKOM KapThel aMGynaTopHoro InalumeHTa,
IIoJjriyvarnumero MeIMUIVMHCKYI IIOMOIE B aMGyHaTOprIX YCIIOBUAX

damMmMsg, MHULMAJE MMEHUM M OTUecTBa (IIocjienHee — [IpU HaJIUUUM)
Jlevamero Bpaua (benbrmepa, akymepKu)

[lognuche M NnedaThb Jledaler'o Bpauda M.II.
(nomnmce oQenpnumepa, aKylepKM)

PeuenT pemcTBUTEJIEH B TeueHme 15 pgHen

OBopoTHas CTOPOHA

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peneHuo BpadyeOHon
KOMHUCCHU

[IpurotoBui [IpoBepu Otnyctun

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

MMHMCTEPCTBO 3IOPaBOOXPaHEHUA YTBEPXIEHA
Poccurickon demepaumm nprukasoM MyMHMCTepCTBa 3OPpaBOOXPaHEeHUd
Poccurickon demepaumun
or 14 supaps 2019 r. N 4H

Tamm
Kon
MEIULMHCKOM OpT'aHMU3aluMn
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PELENTypHBIX...

Tamm

Kon
VMHIOVBMOYAJIBHOT'O INPEenlpVHMMaATETIA

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

Kon Kon Hcrounuk GpuHaHcHpOBaHUS: % ormu1aThl:
KAaTerOpuu | HO30JIOTMYECKOMN (MOUepKHYTH) (MOUepKHYTH)
rpaxaad | ¢opmel (mo MKB)
1. ®enepayibHbBINA OIOIKET 1. becruiatHO
2. bromker cyonsekra Poccuiickoit 2. 50%
®denepanun

3. MyHUIIMTIaTBHBIN OFOKET

PELEIT Cepus N OaTa obopmiieHMS : 20 T.
daMmIIMsa, MHMLMAJE MMEHM U OTUeCcTBa

(nocynemHee - NpM HAJIUUUM)

rnaumeHTa IaTa poxXmeHus
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CHUJIC

N nmonuca
00513aTEILHOTO
MCOUITUHCKOI'O
CTpaxOBaHHUS:

Homep MeIMUMHCKOM KapTH nmauyeHTa, I[OJIydawnlero MeIULMHCKYI IIOMOIb
aMOyJIaTOPHBEIX YCJIOBUAX

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

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

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

PeuenTt pemcrBuUTeJieH B TeueHue 15 mHewr, 30 nmHert, 90 gHenl
(HyXHOE NOIOYEPKHYTH)
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OTmyIeHo mo peuenry: ToproBoe HamMEHOBaHUE U TO3UPOBKA:
Hara ormycka: " " 20 T. KomnuecTBO:
[TpurotoBmi: IIpoBeput: Otnyctut:

Kopemok penientypHoro 6ianka Croco6 npuMeHeHHUS:
--------------------------------------- IIpo10IKUTENBHOCTD THEH

HaumeHnoBaHue nekapcTBEHHOTO Ipernapara:

Jo3upoBka: KosmdecTBO mpueMoB B A€HbB: pa3

Ha 1 npuewm: en.

OBopOTHasA CTOPOHA

OTMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
npernapara 1o peneHuo BpadyeOHon
KOMHUCCHHU

[IpurotoBui [IpoBepu Otnyctuin

ITpunoxxenne N 3

K IIpHKa3y MUHHCTEpCTBA 3ApaBOOXPAaHEHUS
Poccuiickoit denepaunun

ot 14 auBaps 2019 1. N 4n

NnOoPAOOK
OPOPMIIEHUA PELENTYPHbIX BJIAHKOB HA NIEKAPCTBEHHbDIE MNPEMNAPATbI,
UX YYETA N XPAHEHUA
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l. OchopmneHue peuenta Ha 6yMaKHOM HocuTene

1. Ha penentypubix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B JIeBOM BepXHEM
yIJIy TPOCTaBISETCS INTaMI MEIUIIMHCKOM OpraHM3allié C yKa3aHWEM ¢ HauMEHOBAaHWs, ajapeca |
tenedona.

JononuurenbHo Ha penentypHoM Omanke ¢opmbl N 148-1/y-04(;1) mnpocraBisieTcss KoJ
MGHHHHHCKOﬁ opraHusaliii B COOTBETCTBUH C OCHOBHBIM TOCYAApCTBCHHBIM PETUCTPALMOHHBIM
Homepowm (nanee - OI'PH).

Cepus penentypunoro Omanka dopmbel N 148-1/y-04(;1) Brmrowaer koja cyowekra Poccuiickoit
denepanun, COOTBETCTBYIOMUM IBYM TEepBbIM Iidpam OOIIEepoCcCHiicKoro KiaccupukaTtopa 00OBEKTOB
aJIMMHHUCTPaTUBHO-TEppUTOpHaNIbHOTO enenus (nanee - OKATO).

Pa3pemaercs usroraBnuBaTh peuentypHbid OmgaHk (Gopmbl 107-1/y ¢ MOMOLIBI0 KOMIIBIOTEPHBIX
TEXHOJIOTUH.

2. Ha peuentypHbix OnaHkaX, oO(OpMIISEMBbIX HHIUBUIYaIbHBIMU MPEIIPUHUMATEISIMH,
UMEIOLIUMHU JIMIEH3UI0 Ha MEIUIMHCKYIO JESTeNbHOCTh, B BEPXHEM JIEBOM YINIy TUIOTpapCKuM
CrocoOOM WM MyTEeM [MPOCTaBICHHUS IITaMIa JOJDKeH OBbITh YKa3aH aJpec HWHAUBUAYaJTIbHOTO
NpeANpUHUMATENS,, HOMEp M Jara JIMLIEH3UM, HAauMEHOBAaHME OpraHa TIOCYJapCTBEHHOM BIACTH,
BBIJIABILETO JULEH3UIO.

3. Penentypubie Omanku ¢dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x1) 3amoaHsrOTCS
MEIUIMHCKUM paOOTHUKOM pa300pUUBO, YETKO, YSPHUIAMH WITH IIIAPHKOBOH PYYKOM.

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

5. Odopmienue peuentypHbix OmankoB ¢opmbl N 148-1/y-04(1) Bxirouaetr 1udpoBoe
KOJHMPOBaHUE.

]_II/I(prBOC KOAWPOBAHUC YKA3aHHBIX PCUCIITYPHBIX OJIaHKOB BKJIIOYAET:

1) xon memummHckoi opranuzammu (OI'PH) wim xon WHOMBUIYanbHOTO NpEANpUHUMATENS B
COOTBETCTBUU C (OCHOBHBIM TI'OCYJAapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHAUBUAYAIbHOTO
npennpuaumarens (naiee - OI'PHUII), npocTaBiiseMblil Ipu U3rOTOBJIEHUU PELENTYPHBIX OJIaHKOB;

2) KO KaTeropuu Tpax</JaH, HMMEIOIIMX IPaBO Ha MOJy4YEHHE JIEKApCTBEHHBIX IpPEnapaToB B
COOTBETCTBUU CO cTaThell 6.1 PenepanbHoro 3akoHa ot 17 nrons 1999 r. N 178-03 "O rocynapcTBeHHOU
couuanbHoi momou" <1>, U KoJ HO30JOrHuYecKod (opmbl Mo MexXayHapoJHOH CTATHCTUYECKOM
kinaccupukanuu 6onesnert (nanee - MKDB), 3amonHsiemble jeyamuM BpauoM IyTEM 3aHECEHUS KaKIOou
UGpbI B MycThIe SYEHKH, TIPU 3TOM TOUYKA MPOCTABIISIETCS B OT/AEIBHOM sueiike;
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<1> Cobpanue 3akoHonarenscTBa Poccuiickoit @enepamun, 1999, N 29, cr. 3699; 2009, N 30, cT.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormerka 00 wuctouHwke ¢uHaHCHUpoBaHUs (PenepanpHbiii Oromker [1], Omker cyObekTa
Poccuiickoit @enepanuu [2], MyHUIMIaIbHBIN O0ukeT [3]) U mpoueHTe omarkl penenTa (OecriaTHO
[1], 50% [2]);

6. B penentypnsix Omankax ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "Pamumus,
WHULMAIBl MUMEHM W OT4yecTBa (MOCJIeJHEee - MpH HAJM4YMM) NalueHTa" yKas3blBaloTcd (paMuims,
MHUIMAJIbl IMEHU U OTYEeCTBA (IIPU HAJUYMH) MALMEHTA.

7. B peuentypubix Omankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "[ara
pOXKICHHS" YKA3bIBACTCS 1aTa POKJICHUS MalMeHTa (YMCII0, MECSII, TON).

JlonoHUTENBHO B peuenTypHbix Onankax Gopmel N 148-1/y-88 u ¢popmer N 107-1/y nns nereit B
Bo3pacte 10 1 rona B rpade "JlaTta poxacHuUs" yKa3bIBACTCS KOJTHMYECTBO MOJTHBIX MECSIIEB.

8. B peuentypusix Omankax ¢opmbel N 148-1/y-04(n) B rpadax "CHUIIC" u "N mnonwmca
0053aTeNIbHOTO MEIUIIMHCKOTO CTpPaxOBaHHUA" YKa3bIBAIOTCA CTPAaxXOBOW HOMEpP HWHAMBUAYATIHLHOTO
JUIEBOro cyeTa rpaxaanuHa B [lencuonnom gonne Poccuiickoit @enepanuu (CHUJIC) (pu Hanuyuum)
Y HOMED NoJKca 00513aTeIbHOIO MEIUIIUHCKOTO CTPaXOBaHHUS.

9. B peuentypubsix 01ankax Gopmbel N 148-1/y-88 B rpade "Anpec mecTta >XKUTEIbCTBA WM HOMEP
MEJUIIMHCKON KapThl MAllMEHTa, MOJIYYalolIero MEAUIIMHCKYI0 MOMOIIb B aMOyJIaTOpPHBIX YCIOBHUSX"
YKa3bIBaeTCS aJpec MeCTa KUTEIhCTBA (MecTa NMPeOBbIBaHUS WIM MecTa (DAaKTHYECKOTO IPOKHUBAHUS)
ManueHTa WK HOMEp MEAMLMHCKONW KapThl MallMeHTa, MOJIy4alollero MEAMIIMHCKYI0 MOMOIIb B
aMOyJIaTOPHBIX YCIOBHUAX <2>.

<2> Ilpuka3 MunHCTEepCTBa 37paBooxpanenus Poccuiickoit @enepannu ot 15 nexadps 2014 r. N
8341 "OO yrBepkAcHUH YHU(MUIHUPOBAHHBIX (OPM MEAWIIMHCKON JTOKYMEHTAIMH, HCIIOIh3yEeMbIX B
MEJUIIMHCKUX OpPraHU3alusaX, OKa3bIBAIOUIMX MEAMIMHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIOBUSIX, U
MOPSIIKOB MO MX 3amojHeHuIo" (3apeructpupoBan MunHuctepcTBoM foctuiiun Poccuiickoit @enepannu
20 despans 2015 1., peructpammonnbii N 36160), ¢ U3MEHEHHSAMH, BHECCHHBIMH IPUKA30M
MunucrtepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 9 sHBaps 2018 r. N 2 (3apeructpupoBaH
MunucrepctBoM toctuniun Poccutickoit ®@enepanuu 4 ampens 2018 r., perucrpanuonasiii N 50614)
(manee - nmpukas N 834H).

B penentypubix 6mankax gopmsl N 148-1/y-04(11) B rpade "Homep MenUIIMHCKOM KapThl MAlMEHTA,

noJryqaromero MCIUIHUHCKYHO ITOMOIIbL B aM6y.]'IaTOpHBIX YCJ'IOBI/ISIX" YKa3bIBaACTCA HOMCD MEIUITUHCKON
KapThbl MMAIUCHTA, MMOJIyHaromero MCIUIUHCKYIO ITIOMOIIb B aM6y.]'IaTOpHBIX YCIOBUAX <3>,

<3> [Ipuxa3 N 834H.

10. B rpade "damumms, MHUITMATBI UMEHH U OTYECTBA (TIOCIEIHEE - MPU HATMYHH ) JIeUallero Bpaya
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(penpamepa, axymepku)" penentypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1)
PYIHBIM CII0co0OOM HIIM C IIOMOLIBIO IITaMIIa YKa3bIBAIOTCH (1)3.MI/IJ'II/I$I, HHHUIKMaJIbl UMEHHU U OTUYECTBA
(mocnenHee - NMpU HAJIWYUU) MEAMIIMHCKOTO pabOTHHMKA, HA3HAYMBILIETO JIEKAPCTBEHHBIC Ipenaparbl U
O0(OPMUBIIIETO PEIENT.

11. B rpade "Rp" penentypueix OmankoB ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(xm)
YKa3bIBaeTCs:

1) HauMeHOBaHUE JIEKAPCTBEHHOT'O Mpenapara (MeXIyHapoJHOE HEaTeHTOBAaHHOE HaUMEHOBAHUE,
IPYNIHUPOBOYHOE WM XMMHMUYECKOE HANMEHOBAaHUE, TOPrOBOE€ HAWMEHOBAaHHE) HAa JIATMHCKOM S3BIKE,
(opMa BbIIyCKa, J103UPOBKA, KOJIMYECTBO;

2) cnocob MpUMEHEHHs JIEKapCTBEHHOIO IpernapaTa Ha TOCyAapCTBEHHOM si3bike Poccuiickoit
QPenepanuy WIA Ha TOCyAapcTBEHHOM s3bike Poccmiickon ®denepanuy M TOCyAAPCTBEHHOM  SI3bIKE
pecnyOIIMK U UHBIX S3bIKax Hapo10B Poccuiickoit denepannn <4>.

<4> Yacte 1 crateu 15 3akona Poccwmiickoit ®@enepanuu ot 25 oktsiops 1991 r. N 1807-1 "O
sa3plkax HapoaoB Poccuiickoit @enepanun" (Bemomoctu cbe3na Hapoasbix aenyraroB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue 3akoHOmaTenbcTBa Poccuiickoi
Ddeneparun, 1998, N 31, ct. 3804) (gance - 3akon N 1807-1).

12. IIpu opopmiieHHH peenTypHbIX OJaHKOB 3alpeIlaeTcs OrpaHunYUBaThCSl OOLUUMH YKa3aHUSIMHU,
Hanpumep, "Buyrpennee", "M3BecTHo".

13. Penenit, opopmieHHsbIn Ha penentypHoM Omanke Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(11), moIMUCHIBACTCS MEIUITUHCKUM PAOOTHUKOM U 3aBEPSIETCS €T0 MeYaThIo.

Penent, odopmiennsiii Ha penentypHoM Onanke Gopmbl N 148-1/y-88 u dopmber N 148-1/y-04(i1)
JIOTIOJTHUTEIBHO 3aBEPSAETCS NEeYaThi0 MEIMIIMHCKON opranu3aruu "Jlis penentos".

14. Ha ogaoMm penentypHoMm Onanke Gopmbr N 148-1/y-88 u dpopmbr N 148-1/y-04(11) pazpemaercst
OCYIIECTBIISITh HA3HAYCHHUE TOJBKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Tperapara.

Ha omnom peuentypHom Onanke ¢dopmbl N 107-1/y paspemaercss OCyIIECTBISATh Ha3HAuYCHUE
TOJBKO OJHOTO HAMMEHOBAaHUS JIGKAPCTBEHHOrO  Tpemapara, oTHocsmerocs 1mo ATX k
AHTUIICUXOTHYECKUM cpeacTBaM (koa NOSA), ankcuosutukam (ko NO5SB), CHOTBOPHBIM M C€JaTUBHBIM
cpenctBam  (kox  NO5SC), antuaenpeccantam (kog NO6A) u  HE TOMISKAIIEro IPEAMETHO-
KOJIMYECTBEHHOMY Yy4Y€Ty, MU JO TpEX HAMMEHOBAHWIl JIEKAPCTBEHHBIX IpPENapaToB - MJs HMHBIX
JIEKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhIlIeyKa3aHHbIM ATX.

15. McnpaBiieHus B peLenTe He JOMyCKatoTCs.

16. Ilpu opopminennn peuentypusix OmankoB gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) Ha
JIEKapCTBEHHbIE IIpernaparhl, HAa3HAYEHHbIE MO PpEHICHHWI0 BpadyeOHOW KOMHCCHM, Ha o00opoTe
pelenTypHoro 6JaHKa CTaBUTCA CHelMaibHas OTMETKa (IITam).
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17. Ha penentypHom 6manke Gopmsl N 148-1/y-04(:1) BHU3Y UMeeTCS TMHUS OTPBIBA, pa3Aessromas
pelenTypHbIN OJIaHK U KOPEIIIOK.

Kopemok ot peuenta, opopMIEHHOTO Ha YKa3aHHOM DPELENTYPHOM OJIaHKE, BbIAAETCS MAallMEHTY
(ero 3aKOHHOMY NPEICTaBUTENI0) B ANTEYHON OpraHu3alMM, Ha KOpEIIKE MAEJaeTcsi OTMETKa O
HaWMEHOBAHUH JICKAPCTBEHHOTO Tperapara, J03UPOBKE, KOJIMYECTBE, CIIOCO0E TPUMEHEHUSI.

18. OdopmiieHrne CHIEMUATBHOTO pEIEnTYpHOrO OJaHKa Ha HAPKOTHYECKOE CPEICTBO M
MICUXOTPOITHOE  BEMIECTBO  OCYIIECTBISIETCS B COOTBETCTBMM €  NpUKazoM  MUHHCTEpCTBA
3npaBooxpaHeHus: Poccuiickoit ®@enepanuun ot 1 asBrycra 2012 r. N 54n "OO yrBepkaeHUu (QOpMbl
01aHKOB PEUCITOB, COACPIKAIINX HA3HAUCHUC HAPKOTHUYCCKUX CPCACTB HIIM IICUXOTPOIMHBIX BCHICCTB,
nopsaaka WX M3TOTOBJIICHUA, PACHPCACIICHUA, PErUCTpaldr, Y4Y€Ta W XPAaHCHUA, a TaKKC IpPaBUIL
obopmiieHus" <5>.

<5> 3apeructpupoBan MunucrepctBoM roctunmu Poccuiickoit @enepanuu 15 aBrycra 2012 r.,
peructpanvoHnHbli - N 25190, ¢  W3MeHEHWs MM, BHECEHHbIMM IIpuKa3amMu  MwuHucCTEpCcTBa
3npaBooxpaHeHus Poccuiickoii ®epepanun ot 30 wmroHs 2015 r. N 3851 (3apeructpupoBaH
MunucrtepctBoM roctuiuu Poccutickoit @eneparuu 27 HosiOps 2015 r., peructparmonsasiii N 39868), ot
21 ampenst 2016 r. N 254n (3apeructpupoBan MunuctepctBoM toctuniuu Poccuiickoit @enepamuu 18
utonga 2016 1., perucrpaunonubii N 42887), ot 31 oxtsabps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM octuimu Poccuiickoit @eneparuu 9 ssaBaps 2018 r., peructpannonssiii N 49561).

Il. OpopmneHue peuenta B hopme 3N1IEKTPOHHOrO AOKYMEHTa

19. Penenit B popMe 3JIEKTPOHHOTO JTOKYMEHTA, MOAMUCAHHOTO YCHJICHHOW KBaTH(HUIIMPOBAHHON
AIIEKTPOHHOU MOAINHUCHI0, (POPMUPYETCS MEAULMHCKUM pPAaOOTHUKOM, CBEJCHHSA O KOTOPOM BHECEHBI B
(benepanbHbIl  PErUCTp MEAULMHCKAX pabOTHUKOB <6>, a TakkKe INpU YCIOBHUM PETUCTpALUU
MEJHUIIMHCKON OpraHu3aiuu, B KOTOpoil odopMisieTcst pelent, B GelepaJbHOM peecTpe METUIIMHCKHX
opranuzanuii <7> eIUMHON rocylapCTBEHHOW HMH()OPMAIMOHHOM CHUCTEMBbI B cdepe 3ApaBOOXpaHEHUS U
MOAKIIIOUEHUSI TaKOW MEIULMHCKON OpraHu3alvyd K roCyIapCTBEHHON HH(POPMAIMOHHOW CHUCTEME B
cdepe 3npaBooxpaneHus cyobekra Poccuiickoit deneparnuum <8>.

<6> Ilynktel 6, 7 IlomoxkeHuss 0 €AMHON rOCyAapCTBEHHOW WH(GOPMAIMOHHON cHucTeMe B cdepe
3paBOOXPAaHEHUS, YTBEPKIACHHOTO nocTtaHoBieHueM [IpaBurenscrBa Poccuiickoit @enepaunu ot 5 mas
2018 r. N 555 (Cobpanue 3akonomatenbcTBa Poccuiickoit denepanun, 2018, N 20, cr. 2849; N 49, cr.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (nanee - [lonoxxeHne o €AMHON CHCTEME).

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

<8> Crarpu 91 u 91.1 denepansHoro 3akoHa ot 21 HosiOps 2011 roma N 323-®3 "O6 ocHOBax
oxpaHbl 370poBbsl rpaxiaaH B Poccuiickoit ®denepauun" (CoOpanue 3akoHonarenbcTBa Poccuiickoit
®epnepauun, 2011, N 48, cT. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, cT. 4883; N 48, cr.
6165; 2014, N 30, ct. 4257; N 43, c1. 5798; N 49, c1. 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, c1. 2055; N 18, c1. 2488; N 27, cT. 4219; 2017,
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N 18, c1. 2663; N 31, cT. 4794).

20. IIpu oopmiennu peuenta B opMe IEKTPOHHOTO JOKYMEHTA Ha JICKAPCTBEHHBIE MpETaparsl,
yKa3zaHHble B mojanyHkrax 2 - 5 nyHkta 10 u mynkre 12 Ilopsaka Ha3zHaueHMsI JIEKapCTBEHHBIX
[IpenapaToB, YTBEPKACHHOIO HACTOALIMM IPUKA30M, M OTIyCKaeMble 3a IOJIHYI0 CTOHUMOCTb,
3aIIOJIHAIOTCS CIENYIOLUINE PEKBUZUTHL:

1) xon cyowekta Poccuiickoit ®@enepanuu mo OKATO, omnpemensioniuii rocyaapCTBEHHYIO
MH(OPMALIMOHHYIO CHUCTEMY B cdepe 3apaBooxpaHeHust cyobekTa Poccuiickoit denepanuu, B KOTOpoi
chopMupoBaH perent B (popme eKTPOHHOTO JOKYMEHTA;

2) HaMEHOBaHUE MEUIIMHCKONW OpraHu3aluy, aapec, TenedoH ik GamMuwins, UHALIKAIbl UMEHU U
oTuecTBa (TOCeNHEee - NMPU HAIWYUHM) WHIMBUIYaIbHOTO MPEINPUHUMATEINSI, UMEIOIIEro JUIEH3UIO Ha
MEAULUHCKYIO JAEATENBHOCTb, €r0 aJIpec;

3) OI'PH ropuanueckoro nuna (MeauuuHckoid opranuzanuu) win OI'PHUII unauBuayambHOTO
MpeapUHUMATENS;

4) nata odopmiieHus perenta (yka3zblBaeTCs YUCII0, MECSII, TOT);

5) nara okoHYaHHsS JAEUCTBHUS pernenta (GOpMHPYETCS TOCYIapCTBEHHOW WH(OOPMAIMOHHOMN
cucteMoil B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit denmepaiiiu B COOTBETCTBHHM CO CPOKaMH
neiictBus peuentoB: 15 mueit, 30 qaeit, 60 aueit, 90 nuei, 1o 1 roga);

6) yHHKaIbHBIM HOMEp penenTta (hopMUpPYETCsl TOCYIapCTBEHHON HHGOPMAIIMOHHONW CHUCTEMOW B
chepe 3apaBooxpaHeHHsi cyOwbekra Poccmiickoit @Depepanuum U 00€CTICUMBAET  OJIHO3HAYHYIO
uneHtTudukanuio perenta B Gopme anmekTpoHHOro AokyMeHTa B couetanun ¢ OKATO, OI'PH wumm
OI'PHUII);

7) ormetku "cito" (cpounHo) wim "statim" (HEMeIUICHHO) TpPH HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEJUICHHOTO OTITyCKa JICKAPCTBEHHOTO Mpernapara NalyeHTy;

8) agpec mamueHTa (yKa3bIBaeTCsl MOYTOBBIM aJpec MecTa >KUTENbCTBA (MecTa MpeObIBaHUS WIIU
MecTa (aKTUYECKOTO MPOKMBAHUA) C YKa3aHHEM HMHJIEKCa, HAUMEHOBaHMsI Kpas, 00JacTu, peciyOauKu,
ABTOHOMHOTO OKpyra, HaMMEHOBAaHHUS HACENEHHOrOo IyHKTa, HAMMEHOBAaHMs YIUII (TMPOCIEKTa,
nepeylika, mpoesza), HoMepa joma (¢ ykazaHhueM KopIyca, Py HAJIMYUH ), HOMepa KBapTHPHI);

9) HOMEp DNMEKTPOHHON MEIUIMHCKOW KapThl MalUeHTa B TOCYAapCTBEHHOW WHOOPMALMOHHON
cucteme B cepe 3apaBooxpanenus cyorekra Poccuiickoit @eneparui;

10) damunus, umsi, 0TYECTBO (MPU HATMYHMH) TTAIIMEHTa TOJHOCTHIO;

11) para poknaeHus mnanueHTa (yka3bIBaeTcsl 4YHMCIO, Mecsll, rona), Ans aere mo | roxa
JOTIOJIHUTEIBHO YKa3bIBAETCS KOJIUYECTBO MOJIHBIX MECSIIEB;

12) damunus, THUIMAIB MMEHU U OTYECTBA (TIOCIIEHEe - TPH HATMYHUN) MEIULIMHCKOTO paOOTHHKA
MOJHOCTEIO;

1 3) HaAaNMMCHOBAHUC JICKApCTBCHHOTO nperapara (Me)K,ZLYHapO,Z[HOC HCIMaTCHTOBAHHOC
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HAaMMEHOBaHHUE, TPYNIUPOBOYHOE WIM XHMHUYECKOE HAMMEHOBAHME, TOPrOBOE HAaWMEHOBAHHUE) Ha
JATUHCKOM SI3BIKE, T03UPOBKA, (popMa BBIITYyCKa, KOJIUYECTBO;

14) crmoco6 mpuMeHeHHs JEKapCTBEHHOTO Iperapara Ha TOCYHapCTBEHHOM s3blke Poccuiickoi
Qenepanuy WIA Ha TOCylapCcTBEHHOM s3bike Poccuiickoit denepanuu M roCylapCTBEHHOM S3BIKE
pecnyOJIMK B MHBIX s3bIKax HapoioB Poccuiickoit denepanun <9>;

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

15) mpusHak yTBEepXAECHHUsS HA3HAYEHHUS JIEKAPCTBEHHOIO IIpernapaTra IO PEIIeHHI0 BpadyeOHOM
KOMHCCUHU MEIULIMHCKON OpTraHu3alllu;

16) orMeTka O Ha3HAYEHHMM JIEKAPCTBEHHOTO IIperapara MO pPEIIeHUI0 BpadyeOHOM KoMHCCHH
MEJUIIMHCKON OpraHu3aluy B clydasX, yKa3aHHBIX B a03aie BTopoMm mnyHkTa 6 Ilopsnka HazHaueHus
JIEKapCTBEHHBIX MTPENapaToB, YTBEPKICHHOIO HACTOSIIUM MPUKA30M;

17) oTMeTKa O cCIleIMAPHOM HAa3HAYCHHWH JICKAPCTBEHHOTO Ipernapara (3aroJHsAeTCS B CIIydasXx,
yKa3aHHbIX B myHkTax 16 m 25 Tlopsaka Ha3HaueHUs JIEKAPCTBEHHBIX MPENapaTroB, YTBEP)KIECHHOTO
HACTOSIIUM TTPUKA30M);

18) oTMeTKa O crenMaJIbHOM Ha3HAUEHUU JIEKAPCTBEHHOTO IMpenapara MalueHTy ¢ 3a0ojeBaHueM,
TpeOYIOIINM JIUTEILHOTO KypCOBOTO JIeUeHHUs (3aIll0JIHAETCS B cilydae, ykazaHHOM B myHkTe 24 [lopsaka
HA3HAYEHUS JIEKAPCTBEHHBIX IPENapaToB, YTBEPKJACHHOTO HACTOSLIMM IPUKA30M) C IMPOCTaBICHHEM
MEePUOTUYHOCTH OTIYCKa JIEKApCTBEHHOTO Ipernapara;

19) npu odopmieHun peuenta B popme JIEKTPOHHOTO JOKYMEHTA Ha JEKapCTBEHHBIE MpernapaThl,
yKa3aHHble B mojamyHkTax 2 - 5 nyHkra 10 u nyukte 12 Ilopsnka Ha3HayeHUs JIEKapCTBEHHBIX
MIpernapaToB, YTBEP)KJIEHHOTO HACTOSAIIUM IPUKa30M, Tpa)<JaHaM, HMEIOIIUM IpaBo Ha OecruiaTHOE
MOJIyY€HHUE JIEKAPCTBEHHBIX MpENapaToB WIM MOJy4eHHE JIEKapCTBEHHBIX IPENapaToB CO CKUAKOM,
3aMOJHIIOTCS PEKBU3UTHI, IPEIyCMOTPEHHble NoAnyHKTamMu | - 18 HacTosiiero myHKTa, a TaKxke
CJIEYIOIINE PEKBU3UTHI:

a) Kareropusi TrpaxkJaH, HUMEIOUIMX IMpPaBO Ha TOJy4eHHE JIEKApCTBEHHBIX MpenaparoB B
COOTBETCTBUU €O cTaTtheil 6.1 denepanbHoro 3akona ot 17 utonst 1999 r. N 178-D3 "O rocynapcTBeHHOU
coransHOM oMo <10>;

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

6) ko Hozosoruveckoit popmsl o MKBb;

B) UCTOYHUK (puHaHcupoBanus (1 - denepanbHblil OrpKeT, 2 - O0KeT cyObekTra Poccuiickoit
denepany, 3 - MyHULIUTIAIBHBIA OOKET);
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r) pa3mep orutathl (1 - Gecrarho, 2 - 50%);

J) CTpPaxOBOW HOMEp MHIMBUIYaJIbHOTO JIMLIEBOIO cueTa rpaxkigaHuHa B IleHcrnoHHOM ¢oHze
Poccuiickoit ®enepanuu (npu Hanuuun) (CHUJIIC);

€) HOMep ToJInca 0053aTeIbHOTO MEUITMHCKOTO CTPAaXOBaHUSI.

21. Ilpu npocTaBieHUH OTMETKH, yYKa3aHHOW B moanyHkre 16 nmynkra 20 Hactosimero Ilopsaxa,
peuent B QopMe AJIEKTPOHHOTO JIOKYMEHTa TMOJMKMCHIBAETCS YCUJIEHHOM KBaIM(DPUIMPOBAHHOMN
AJIEKTPOHHOW TMOJMNHUCHIO MpeAcenaTenss WIM CceKperaps BpadyeOHONM KOMHCCUU  MEIUIIMHCKOU
OpraHu3aluy, IpHU MPOCTAaBICHUN OTMETOK, YKa3aHHBIX B NOANyHKTax 17 m 18 mynkra 20 Hacrosmero
[lopsinka, - yCUIEHHBIMM KBaJU(PUIUPOBAHHBIMU D3JEKTPOHHBIMHU TOJIUCAMU COOTBETCTBYIOIIHUX
MEUIIMHCKUX PaOOTHUKOB.

22. Ilo TpeOoBaHHMIO NAaIMEHTa WM €r0 3aKOHHOTO TMpeACTaBUTENS O(OpMIIIETCS HK3EMILISP
perenta B (opme 3IEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HOCHUTENE, B TOM YHCJIE MyTEM €ro
odopmiteHHs Ha penenTypHbiXx Omankax Gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(;1) ¢ oTmerkoit
" lyOmuKat 3JeKTpOHHOTO JOKyMEeHTa'.

lll. Y4yeT peuentypHbIX 6naHKoB

23. VYuer penentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
M3TOTaBIMBAEMBIX THIOTPadCKUM CIOCOOOM (majiee - perenTypHbie OJaHKH, IMOJJICKAIIUE YYETY),
OCYIIECTBIISIETCS B )KYpHAJIAX ydeTa, MIPOHYMEPOBAHHBIX, MPOITHYPOBAHHBIX M CKPEIUICHHBIX MOAMUCHIO
PYKOBOJWTENSI W TE€YaTbl0 MEIHWIIMHCKOW OpraHu3allii WM  TOANMUCHI0  HHIMUBHIYaTbHOTO
MPEIIPUHUMATEISI, UMEIOIIEro JIMIICH3UIO HA METUIIMHCKYIO IESITeTbHOCTb.

24. )Xypnan yuera perentypHbix 0:1aHKkoB ¢opmbl N 107-1/y comepkuT ciemyroniue rpadso:
1) HOMEp 1O MOPSIKY;

2) B pazaene "[puxon™:

a) JlaTa perucTpanuy J0KyMeHTa, OATBEPKIAI0IIET0 MOCTYILUICHUE;

0) HOMep U JaTa JOKYMEHTa, MOATBEPKIAIOLIET0 MOCTYIJICHHE, HANMEHOBAHHE MTOCTABIIUKA;
B) oOliee KOJTUYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIaHKOB;

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

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

B) (baMI/IJ'II/ISI, nHUOUaJlbl MMCHHU MU OTYCCTBaA (HOCJ'IC,Z[HCC - IIpu HaJII/I‘-II/II/I) OTBETCTBCHHOTI'O
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MEIULUHCKOTO PabOTHUKA, MOJYIUBILEr0 pEeENTypHbIE OJaHKH;
I') IOANKCH OTBETCTBEHHOTO MEIULIMHCKOTO pabOTHUKA, MTOJIyYUBLIETO PELENTYpPHbIE OJIAaHKH;

4) Gamuus, THAIIAIBI IMEHU U 0TYeCTBA (ITOCIICAHEE - MPU HAIMYHH) U TIOIITUCh OTBETCTBEHHOTO
MEMIIMHCKOTO paOOTHUKA, BBIJABIICTO PEIENTYPHBIC OJaHKH;

5) OCTaTOK pelenTypHBIX OJAHKOB.

25. XKypnan yuera peuentypHbix OmankoB (opm N 148-1/y-88 m N 148-1/y-04(x) comepkut
cienytomue rpador:

1) HOMep 1O MOPSAKY;

2) B pazznene "[Ipuxoxn":

a) laTa PerucTpalny JOKyMEHTa, IOTBEPKIAIOIIET0 OCTYIICHNUE;

0) HOMep U J1aTa TOKYMEHTa, MOATBEPKTAIOIIEro MOCTYIUICHHE, HANMEHOBAHHE TIOCTABIINKA,;
B) oOl1ee KOJUYECTBO MOCTYMUBIINX PELIENTYPHBIX OJIAHKOB;

T') CepUH U HOMEPA PEENTYPHBIX OJTaHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJAHKOB TI0 CEPHUsIM;

e) haMuIns, MHUIIUAIIBI UMEHU U O0TYeCTBa (TIOCTEaHEE - TPY HAIMYKU) U TIOAIMKUCH OTBETCTBEHHOTO
MEJIUIMHCKOTO PabOTHUKA, ITOJTYYHBIIErO PEUENTypHbIC OJAHKH OT IMOCTABIIHKA,

3) B paznene "Pacxon:

a) J1aTa BBIJJA4U PELeNTypHBIX OJaHKOB;

0) cepur 1 HOMEPA BBIJITAHHBIX PEIIENTYPHBIX OJIAHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PEIENTYPHBIX OJIaHKOB;

r) (baMI/IJ'II/ISI, HHHUIKMAaJIbl HMMCHH M OTYCCTBaA (HOCJ’IGI[HGG - IIpu HaJ'II/I‘lI/II/I) OTBCTCTBCHHOI'O
MCAUIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBIHICTO PECUCIITYPHBIC 6J'IaHKI/I;

,[[) oAU Ch OTBETCTBCHHOTO MCAUITMHCKOI'O pa6OTHI/IKa, MOJIYYUBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) (l)aMI/IJ'II/IH, HMHUIKAJIbl UMCHHU U OTYECTBA (HOCJ’IGI[HGG - Ipu HaJ'II/I‘lI/II/I) 1 NnOANMUCh OTBETCTBCHHOTI'O
MCIHUIIMHCKOT'O pa60THI/IKa, BBIIABHICTO PCLCIITYPHBIC 6J'IaHKI/I;

5) ocTaTok peuenTypHbIX OJIAHKOB.

26. Yuer cnenuaigbHBIX PELENTYPHBIX OJaHKOB Ha HAPKOTHYECKOE CPEACTBO M ICHUXOTPOITHOE
BEIIECTBO OCYUIECTBIIIETCA B COOTBETCTBHM € IIpUKa3oM MMHHCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit
@enepanuu ot 1 aBrycra 2012 r. N 541 "O6 yrBepkaeHHH (OpPMBI OJIAHKOB PELENTOB, COJEPKaIIUX
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Ha3HAYEHUE HAPKOTUYECKUX CPEJICTB WJIM IICUXOTPONHBIX BELIECTB, IOPAAKA HX H3rOTOBJIECHHUS,
pacripenesieHus], pEruCTpalim, ydeTa U XpaHeHHsl, a TakKke nmpaBuit opopmierus” <11>.

<11> 3apeructpupoBan MunucrepcrBoMm tocturiuu Poccuiickoit ®enepaunu 15 asrycra 2012 r.,
peructpanuonselii N 25190, ¢  u3MEHEHMSIMM, BHECEHHBIMH IpHKa3aMu MMHHHUCTEpPCTBA
3apaBooxpanenus Poccuiickoit ®Pepepauuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM roctuiiuu Poccutickoit @eneparuu 27 Hosiops 2015 r., peructparmonssiii N 39868), ot
21 anpens 2016 r. N 254 (3apeructpupoBan MunucrepcrBoM toctuiun Poccuiickoit denepauun 18
urona 2016 1., perucrpaunonubii N 42887), ot 31 oxtsabps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM roctuimu Poccuiickoit @eneparuu 9 ssaBaps 2018 r., peructpannonssiii N 49561).

27. Yder peuentoB, 0GOpMIEHHBIX B (OpME DJIEKTPOHHOTO JOKYMEHTa, OCYIIECTBISETCS B
rocyiapcTBeHHOW UWH(GOpPMallMOHHON cucTeMe B cdepe 3lapaBooxpaHeHHs cyObekTta Poccuiickoit
denepanyy TOCPEICTBOM BEICHUS €IMHOTO PEECTpa PErenToB, 0(OPMIICHHBIX B (popMe AIEeKTPOHHBIX
JTOKYMEHTOB.

IV. XpaHeHune peuenTypHbIX 6naHkoB

28. MeauuMHCKHE OpraHU3alldy MOJIy4aloT HEOOXOIUMBbIE pelenTypHble OaHKU, 0(QOpPMIICHHbIE
TUNOTPadCKUM  CIIOCOOOM, 4Yepe3 TeppUTOpPHANIbHBIE OpraHbl YIPaBICHHUS 3ApPaBOOXPAHEHHUEM HWIIU
OpraHu3aIy, YIOJHOMOYEHHBIC Ha 3TO OpPraHaMM HCIIOJHUTEIBHOW BIIACTH CyOBEKTOB Poccuiickoit
denepanuu.

29. PenentypHble OnaHKH, MOAJEKAIIUE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYE€HHBIM
PYKOBOJIUTENIEM MEIUIMHCKOW OpraHu3allid, B 3alupaeMoM MeTajuinueckoM mikady (ceride) wumm
METaJTUYECKOM SILIUKE.

30. MunuBUAYyanbHbIA TPEATPUHUMATEb, UMEIOIIUN JTUIEH3UI0 Ha MEIUIIMHCKYIO JIESITEIbHOCTD,
XpaHUT PeIenTypHbIC OJaHKH, TOIJISKAIHE YUETy, B 3allMpaeMOM MeTautndeckoM mmkady (cetide) nmu
METAJUTHYECKOM SIIITHKE.

31. IlpoBepka COCTOSIHMSI XpaHEHHs, ydeTa, (PaKTHMUECKOTO HaJM4Yusi U pacxoda peuenTypHBIX
ONaHKOB, MOJUICKAIIUX Y4YeTy, OJUH pa3 B KBapTal OCYILECTBISETCS KOMHCCHEH, CO3/IaHHOW B
MEJHUIIMHCKOW OpraHu3aIiHy.

32. PeuentypHble OnaHku, odopmisieMble Ha OyMa)kKHOM HOCHTEIE W HOJUIeXKAlIHe Yy4ery,
BBIIAIOTCSI MEIMIUHCKUM paOOTHHUKAM, MMEIOIIUM IPaBO O(QOPMIICHHS PELENTOB, [0 PACHOPSHKEHUIO
IJIaBHOTO Bpayda WIH €ro 3aMeCTUTEIS.

HOJ'IyLIeHHHC peOCUTYPHBIC OJlaHKM Ha 6YM8.)KHBIX HOCUTCIIIX XpaHATCd MCIUIIUHCKUMU
pa6OTHI/IKaMI/I B NIOMCIICHUAX, 06€CHe‘lI/IBaIOH_II/IX HUX COXpPaHHOCTE.

33. XpaHeHHe ClenUaTbHBIX PELENTYPHBIX OJJaHKOB Ha HAPKOTHYECKOE CPEACTBO M NCUXOTPOITHOE
BEIIECTBO M BbIJaua yKa3aHHBIX PELENTYpPHbIX OJaHKOB MEIUIMHCKOMY PaOOTHHUKY OCYILECTBIISETCS B
COOTBETCTBUU C IIpUKa3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparum ot 1 aBrycra 2012
r. N 54n "OO0 yrBepkaeHuu (OpMbI OJIAHKOB PEILENTOB, COJEPXKAIIMX Ha3HAUYEHUE HAPKOTUYECKUX
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IIpuka3 Munsnpasa Poccun ot 14.01.2019 N 4n
"O6 yTBepKIEeHHUN IOPsIKa Ha3HAYCHUS JISKAPCTBEHHBIX IIPerapaToB, GopM
PELENTypHBIX...

Hoxyment npenocrasiieH Koncynbranrllmtoc
Jlara coxpanenus: 19.06.2019

CPEICTB WJIN IICUXOTPOIHBIX BELIECTB, NOPSAIKA UX U3FOTOBJIEHUS, PACIIPEAEICHMS], PETUCTPALIUH, YUeTa
U XpaHEeHUsl, a Takxke npaBui odopmieHus" <12>.

<12> 3apeructpupoBan MunucrepcrBoM rocturuu Poccuiickoit ®enepaunu 15 asrycra 2012 r.,
peructpanvonselii N 25190, ¢  u3MEeHEHMs MM, BHECEHHbIMH IpuKa3aMu MUHUCTEPCTBA
3apaBooxpanenus Poccuiickoit ®Pepepauuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM roctuiiuu Poccutickoit @eneparuu 27 Hosiops 2015 r., peructparmonssiii N 39868), ot
21 anpens 2016 r. N 254u (3apeructpupoBan MunucrepctBom toctuumu Poccuiickoit denepauun 18
urona 2016 1., perucrpaunonubii N 42887), ot 31 oxtsabps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM roctuimu Poccuiickoit @eneparuu 9 ssaBaps 2018 r., peructpannonssiii N 49561).

34. TIporpaMMHO-TEXHUYECKHE CPEJICTBA TOCYJapCTBEHHBIX MH(OPMALMOHHBIX CHUCTEM B cdepe
3/IpaBOOXpaHEHUs, MEAUIIMHCKIX UH(OOPMALIMOHHBIX CUCTEM MEIUIUHCKUX OpraHu3alii o0ecneunBaoT
XpaHEHHE 3JIEKTPOHHBIX pELEeNnToB, OGOPMIEHHBIX B ()OpME AIIEKTPOHHBIX JOKYMEHTOB B TEUYEHHE
CPOKOB, YCTAHOBJIEHHBIX JJISi XpaHEHUs pelenTtoB, O(OPMIIEHHBIX Ha COOTBETCTBYIOIIUX (opmax
pelenTypHbIX OJIaHKOB Ha OyMakHOM Hocutene <13>.

<13> Ilynkrt 14 npaBui oTHycKa JEKAPCTBEHHBIX MPEMApaTOB ISl MEIULIMHCKOTO MTPUMEHEHUS, B
TOM YHCI€ HMMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX IpPENaparoB, AanTEYHbBIMH OPTraHU3ALUIMU,
MHIUBUAYAIbHBIMU TIPEITPUHAMATEISIMH, UMEIOUTUMU JIMIEH3UIO Ha (hapMalleBTHUECKYIO I€ATEIbHOCTD,
YTBEPKJICHHBIX MpUKa3oM MuHucrepcTBa 3npaBooxpanenusi Poccuiickoit @enepanuu ot 11 urons 2017
r. N 4031 (3apeructpupoBaH MuHuctepctBoM roctuiuu Poccuiickoit deneparuu 8 centsops 2017 r.,
peructpanroHHubiii N 48125).
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