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

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINU

NMPUKA3
oT 14 auBapsa 2019 r. N 44

Ob YTBEPXAOEHWUU NMOPAOKA
HA3SHAYEHWUA NEKAPCTBEHHbIX NMPEMNAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE NPEMAPATbDI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHWUA

B coorBercTBuu ¢ nynktom 16 yactu 2 crateu 14 denepanbHoro 3akoHa ot 21 HosOpsa 2011 r. N
323-®3 "OO6 ocHoBax oOxpaHbl 310poBbA TpaxaaH B Poccuiickoit ®enepauun" (Cobpanue
3aKkoHoarenbcTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2014, N 30, ct.
4257; N 49, cT. 6927; 2015, N 10, cTt. 1425; N 29, ct1. 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 nonmyakramu 5.2.177, 5.2.179 n
5.2.180 Ilonoxenus o MuHuctepcTBe 3ApaBooxpaHeHus Poccuiickoit Denepanuiul, yTBEPKICHHOTO
noctanoBieHreM I[IpaBurenscTtBa Poccuiickoit ®@epepanuu ot 19 urons 2012 r. N 608 (CobOpanue
3aKkoHoarenbcTBa Poccuiickoit @enepaunn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477;
N 22, ct. 2812; N 33, ct1. 4386; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N
37, ct. 4969; 2015, N 2, cT. 491; N 12, cT. 1763; N 23, cT. 3333; 2016, N 2, c1. 325; N 9, cT. 1268; N 27,
cT. 4497; N 28, cT. 4741; N 34, cT. 5255; N 49, 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:
MOPsIZIOK Ha3HAYEHUS JICKAPCTBEHHBIX MPEnapaToB COMIACHO MpuiioxkeHuto N 1;
(bopMBI perlenTypHBIX OJTaHKOB Ha JIEKapCTBEHHBIE MPenapaThl COTIACHO MpuiokeHuto N 2;

NopsI0K 0hopMIIeHUs! PELIETITYPHBIX OJJAHKOB Ha JIEKAPCTBEHHBIE IIPENapaThl, X yueTa U XpaHEeHUs
COIJIaCHO MpuiioxeHuto N 3.

2. Ilpr3HaTh yTpaTUBIINMH CHITY:

npuka3 MunuctepcTsa 3apaBooxpanenus Poccuiickoit @enepanunu ot 20 nexadps 2012 r. N 11751
"O6 yTBep>KACHUM MOPSAKAa Ha3HAUYEHUs M BHINMCHIBAHUS JIEKAPCTBEHHBIX IMPENapaToB, a Takxke Gpopm
peLenTypHbIX OJaHKOB Ha JEKapCTBEHHBIE Mpenaparhl, Mopsaka opopMIeHHUs YKa3aHHBIX OJIAaHKOB, MX
ydeta W xpaHeHus" (3apeructpupoBaH MuHucTtepcTBOM OcTHIMU Poccuiickoit denepanuu 25 uioHs
2013 r., peructparonHsiii N 28883);

MYHKT 2 W3MEHEHHH, KOTOpble BHOCATCS B Ilopsmok co3maHusi W JEATEIHHOCTH BpadeOHOMU
KOMMCCHM MEIULIMHCKOM OpPraHM3aliy, YTBEPXKIACHHBIM NPUKA30M MMHHUCTEPCTBA 31paBOOXPAHEHHUS U
conuanbHoro passutus Poccuiickoir @enepannu ot 5 mag 2012 r. N 502H, u B Ilopsnok Ha3HaueHUs U
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BBIIIMCBIBAHUS JIEKAPCTBEHHBIX NIPENApaTOB, YTBEPKAECHHBIN MTpHKa30M MUHUCTEPCTBA 3JpaBOOXPaHEHMS
Poccutickoit ®eneparuun ot 20 mexadbps 2012 r. N 1175H, yTBepKIACHHBIX NMpUKa3oM MUHHCTEpPCTBA
3npaBooxpanenust Poccuiickoit @Peneparun or 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MunucrtepctBoM roctuninu Poccuiickoit @eneparuu 23 nexadps 2013 r., peructparuonssiii N 30714);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 utons 2015 r. N 386n "O
BHECEHUH H3MEHEHMH B NPWIOKEHUs K INpukazy MuHHcTepcTBa 31paBooxpaHeHus Poccuiickoit
@enepanun ot 20 nexadbps 2012 r. N 11751 "O06 yTBepkKIeHUM MOPSIKAa HA3HAUYEHUS M BBITUCHIBAHHS
JIEKapCTBEHHBIX IPEnapaToB, a Takke (OpM peLenTypHbIX OJAHKOB Ha JIEKAPCTBEHHBIE Ipenaparsl,
nopsiika oopMIIEHHUS YKa3aHHBIX OJaHKOB, UX y4eTa M XpaHeHUus" (3aperucTpupoBaH MUHUCTEPCTBOM
toctuunu Poccuiickoit @enepannu 6 aBrycra 2015 r., peructpaunonusiii N 38379);

IIYHKT | M3MEHEHHMI, KOTOpbIE BHOCATCA B IpUKa3 MuHMCTEpCTBA 3apaBooXpaHeHuss Poccuiickoi
Oenepannu ot 20 nexadbps 2012 r. N 11751 "O6 yTBepkIeHUU MOPsAIKAa Ha3HAUEHUS U BHIUCHIBAHUS
JICKApCTBEHHBIX MpPENapaToB, a Takke (OpM penenTypHbIX OJIaHKOB Ha JIGKAPCTBEHHBIC IpenapaThl,
nopsiaika opOpMIICHHMS YyKa3aHHBIX OJAHKOB, UX y4yeTa M XpaHeHusa" u npuioxkeHue N 2 K NpuKazy
MunucrepctBa 3apaBooxpaHenuss Poccuiickoit ®enepanuun or 1 asrycra 2012 r. N 541 "OO
YTBEP)KICHUU (DOpMBI OJIAHKOB PELENTOB, COAEPXKAIIMX Ha3HAUYCHHE HApKOTHUECKUX CPEICTB HIIU
IICUXOTPOITHBIX BEIIECTB, NOPSAKA UX U3TOTOBIIEHUS, PACIIPEICICHUS, PETUCTPALIUHY, YUETa U XPaHEHUs, a
TaKxke npaBuil oopmieHus", yTBEp)KICHHbBIX IIpUKa30M MHHHUCTEpCTBa 3/1paBooXpaHeHust Poccuiickoit
®enepauun ot 21 anpens 2016 r. N 254u (3apeructpupoBad MuHUCTEpCTBOM tocTUlMK Poccuiickoit
®enepanun 18 utons 2016 r., peructpanronHsiii N 42887);

IYHKT 5 U3MEHEHUH, KOTOPbIE BHOCSTCS B HEKOTOPbIE TPHKa3bl MUHHUCTEPCTBA 3APaBOOXPAHEHUS U
couranbHOro passutus Poccuiickonn @Pexepaunu u MuHucTepcTBa 3apaBoOXpaHeHus Pocculickon
@enepan 10 BONpocaM OOpallleHHs JEKapCTBEHHBIX IPENapaToB, COJAEPXKALIUX HAPKOTHUECKHE
CPEICTBa, ICUXOTPOIHBIE BEUIECTBA M HMX IPEKYypCOpbI, M JIEKAPCTBEHHBIX CPEICTB, IOJIEKAIINX
MIPEIMETHO-KOJIMYECTBEHHOMY y4eTy, YTBEP)KIEHHBIX HpHUKa3oM MUHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®enepaunn ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTULIUU
Poccuiickoit @enepanuu 9 suBaps 2018 r., peructparonssiii N 49561).

Munuctp
B.N.CKBOPIIOBA

[Tpunoxenne N 1

K IpuKazy MuHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit denepanuu

ot 14 suBaps 2019 r. N 4n

NOPAAOK HASHAYEHUA NEKAPCTBEHHbBIX NMPEMAPATOB

. Oowme nonoxeHun
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1. HacTtosAmmuil mopsAoK ycTaHaBIMBAeT MpaBUjia HAa3HAUEHUs JIEKApPCTBEHHBIX IperapaTroB IJis
MEIUIIMHCKOTO PUMEHEHUs (Jajiee - JIeKapCTBeHHbIE Mpenapatsl) U opopMIICHUS UX HA3HAYCHHS MPU
OKa3aHUM MEJAUIIMHCKON TOMOIIY B METUIIMHCKUX OpraHu3anusx <I1>.

<1> Ilynkr 11 crateu 2 ®denepanphoro 3akoHa oT 21 Hos6psa 2011 r. N 323-@3 "O6 ocHoBax
oXpaHbl 3/10poBbsi rpakaaHn B Poccuiickoit ®denepamuun" (Cobpanue 3akoHonaTenbcTBa Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724; 2016, N 1, ct. 9, 28; 2017, N 31, cT. 4791).

2. Ha3naueHue jeKapCTBEHHBIX IpPENapaToOB OCYLIECTBISETCS JIE€YALIUM BpauoM, (esbIIiepom,
aKylLIepKOM B Clly4ae BO3JI0OKE€HHS HAa HUX MOJHOMOYMU JIeHalllero Bpaya B MOPSJIKE, YCTAHOBICHHOM
IpUKa3oM MuUHHCTEPCTBA 3/IpaBOOXpPAaHEHUS U COLMabHOrO pa3Butus Poccuiickoin ®enepanuu ot 23
mapra 2012 1. N 2520 "OO6 ytBepxkaenuu Ilopsinka BO3NMOXKEHUS Ha (Qenpaniepa, aKylmepky
PYKOBOJUTENEM  MEAMIMHCKOW  OpraHu3aluyd  OpU  OpraHu3aldyd  OKa3aHWs  NEPBUYHOM
MEIMKO-CAHUTAPHON MOMOIIM M CKOPOM MEIMIIMHCKON MOMOIIM OTIENBbHBIX (PYHKIMHA JIeHalero Bpaya
110 HEMOCPEICTBEHHOMY OKa3aHUI0 MEIUIIMHCKON MOMOIIY MAlMEHTY B MEpUo HAOMIOACHUS 32 HUM U
€ro JICYEHMs, B TOM YHCJE [0 HA3HAUYECHUIO M NPUMEHEHUIO JIEKAPCTBEHHBIX IPENaparoB, BKIOYas
HapKOTUYECKUE JIEKApCTBEHHBIE IIpernapaTbl U IICUXOTPONHbIE JIEKAPCTBEHHBbIE Iperaparbl” <2>,
WHIUBUAYAIBHBIMU TMPEANPUHUMATENSMHU, OCYHIECTBISIOMUMUA MEIULUHCKYIO NIeATeIbHOCTh (nanee -
MEIUIIUHCKUE PAa0OTHUKH).

<2> 3apeructpupoBad MunucrtepctBoM toctuniuu Poccuiickonr @enepanuu 28 ampens 2012 .,
peructpauroHHelii N 23971, ¢ u3MEHEHUSIMY, BHECEHHBIMU NIPUKAa30M MUHHCTEPCTBA 34PABOOXPAHECHHUS
Poccuiickoit ®enepaunu ot 31 oxtabpsa 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 9 ssuBaps 2018 r., perucrpaunonssiii N 49561).

3. CBGI[CHI/ISI O HAa3HAYCHHOM JICKAPCTBCHHOM IIpCIliapaTe (HaI/IMeHOBaHI/IC JICKApCTBCHHOT' O
npemapara, J03UpPOBKa, croco0 BBCACHHA W IPHUMCHCHUSA, PCKUM OO3HUPOBAHUSA, MPOAOJDKUTCIBHOCTD
JIe4YeHHUs] 1 000CHOBaHWE HAa3HAYCHHUS JICKApCTBECHHOT'O HpenapaTa) BHOCATCA MCAUIITMHCKHM pa6OTHI/IKOM
B MCIMIMWHCKYIO TOKYMCHTAIHIO IMMAlIUCHTA.

B cnywasx, ykazaHHbIX B nyHKTax 9 - 12 Hactosmero Ilopsaka, MEIMIIMHCKHM pabOOTHHMK
OCbOpMJ'IerT HAa3HA4YCHUE JICKAPCTBCHHBIX IIPEraparoB, B TOM YHCIC IMMOJJICKAIIUX HU3TOTOBJICHHIO H
OTIYCKY anTeYyHbIMH OpraHM3alMsAMH (Janee - JIeKapCTBEHHbIE MpenapaThl WHAMBHIYaTbHOTO
W3TOTOBJIEHUS), HA pelenTypHOM OaHke, OpOPMIIEHHOM Ha OyMa)XHOM HOCHUTEJNE 3a CBOEH MOJIMHUCHIO
(mamee - peuent Ha OyMaXHOM HOCHUTeNe), W (WJIM) C COIJIacUsl MAIMeHTa WIM ero 3aKOHHOTO
MPEJCTaBUTENS <3> Ha pelenTypHOM OJaHKe B (opMe AIIEKTPOHHOTO JOKYMEHTa C HCIOJIh30BaHUEM
YCUJICHHOM KBalIU(PUIIUPOBAHHOM 3JIEKTPOHHON MOJMMCH MEAMIMHCKOro paboTHHMKA (Jlajiee - pelentT B
(hopme IEeKTPOHHOTO JOKYMEHTA).

<3> B OTHOIIICHUH JUIa, YKa3aHHOTO B 4yacTu 2 ctaThu 20 ®denepanbHOro 3akoHa oT 21 HOAOps
2011 r. N 323-®3 "O6 ocHOBax OXpaHbl 370pOBbs rpaxnaH B Poccuiickoit ®@enepanun" (CobOpanue
3akoHojarenbeTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N 31, cT.
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4791).

Penent B (hopme 371€KTPOHHOTO JOKYMEHTA, COACPKAIIMN Ha3HAUECHNE HAPKOTHUECKUX CPECTB WIIH
IICUXOTPOITHBIX ~BEILECTB, IOANUCHIBACTCSI C MCIOJB30BAaHHMEM YCWJICHHOH KBaJu(pHUIMPOBAHHOU
AJIEKTPOHHOM MOATMCH JIEYAIero Bpaya Win (enbaiepa, aKylnepky, Ha KOTOPBIX BO3JI0XKEHBI (PyHKIIUU
JIeyallero Bpaya, 1 COOTBETCTBYIOIIEH MEINIIMHCKON OpraHu3auy <4>.

<4> Yacte 1 crarpu 26 denepanpHoro 3akoHa ot 8 suBaps 1998 r. N 3-®3 "O HapKOTHYECKUX
cpenctBax u ncuxoTpornHbix BemiecTBax" (Cobpanue 3akoHoparenbcTBa Poccuiickoit deneparuu, 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).

Odopmrnenue penentoB B GopMe IEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISICTCS B CIydae NMPUHATHS
YIIOJIHOMOYEHHBIM OPTaHOM UCIIOJTHUTENIBHOM BlacTh cyobekTa Poccuiickoit denepalyiv B COOTBETCTBHU
¢ nyHktoM 4 crarbu 6 @PenepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO obOpauienuu
JICKApCTBEHHBIX cpelncTB" <5> pemieHuss 00 WUCIOJNB30BaHUM Ha TeppuTopuH cyObekTa Poccuiickoii
@denepany Hapsily C pelenTamMH Ha JIEKapCTBEHHBIE Ipernaparbl, OQOPMICHHBIMH Ha OyMa)KHOM
HOCHUTEJIC, PEIECNTOB Ha JICKAPCTBEHHBIC Iperaparbl, CPOPMHPOBAHHBIX B (OpME 3JICKTPOHHBIX
AOKYMCHTOB.

<5> Co0Opanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 2010, N 16, ct. 1815; 2012, N 26, cr.
3446; 2017, N 31, ct. 4791.

4. Tlpu BbIIUCKE TMAalMEHTa M3 MEAWIMHCKOW OpraHu3allid, B KOTOPOM €My OKa3bIBalach
MEMIIMHCKAsT TTOMOIIb B CTAIlMOHAPHBIX YCIOBUSAX, JaHHOMY ITAlIUEHTY 10 PEIICHUIO PYKOBOIUTEIS
MEIHUIIMHCKOW OpraHHu3ally Ha3HA4YaroTcs ¢ 0OopMIICHHEM pelenTta B popMe dJIEKTPOHHOTO TOKYMEHTa
u (uam) Ha OyMmMaXHOM HocHTeNle (32 HCKIIOYeHHEM O(GOpPMIICHUS PELENTOB Ha JIEKapCTBEHHbBIS
npemnapaTsl, MOJIeKallie OTHYCKY OecIIaTHO WM CO CKUIKOM) MO0 BbInaioTcs (MalMeHTy WM €ro
3aKOHHOMY TIPEJICTABUTENI0) OJHOBPEMEHHO C BBIMCKOH W3 WCTOPHH OOJIE3HW JICKapCTBEHHBIC
mpemapaTsl, B TOM UYMCJI€ HApKOTHUYECKHE U TCUXOTPOIHBIE JIEKAPCTBEHHBIE Mpenaparhl, BHECEHHBIC B
cmucku Il m Il mepedHss HaApKOTHYECKUX CPEACTB, TICHXOTPOITHBIX BEIIECTB M HMX IPEKYPCOPOB,
nmoANexamux KoHTponto B Poccuiickoit @enepainu, yTBepKIEHHOTO NOCcTaHOBIeHHEM [IpaBuTenbpcTBa
Poccutiickoit ®eneparuu ot 30 mrons 1998 r. N 681 <6> (manee - IlepeueHs), CHIIBHOICHCTBYIOIINE
JIEKapCTBEHHBIE MPEnapaThl, Ha CPOK MpHEeMa MAIMEHTOM JI0 5 THEH.

<6> CoOpanue 3akoHomarenbcTBa Poccuiickoit @eneparun, 1998, N 27, cr. 3198; 2004, N 8§, cr.
663; N 47, ct. 4666; 2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, cT. 6572;
2010, N 3, ct. 314; N 17, c1. 2100; N 24, cT. 3035; N 28, c1. 3703; N 31, cT. 4271; N 45, cT. 5864; N 50,
cT. 6696, ct. 6720; 2011, N 10, ct. 1390; N 12, c1. 1635; N 29, cT. 4466, cT. 4473; N 42, cT. 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, ct. 6861; 2013, N 6, cT. 558; N 19, cT. 953; N 25, ct. 3159; N 29, ct. 3962;
N 37, ct. 4706; N 46, ct. 5943; N 51, cT. 6869; 2014, N 14, ct. 1626; N 23, cT. 2987; N 27, c1. 3763; N
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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, cr. 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. HasnaueHue JeKapCTBEHHBIX IIpeMapaToB NpPH OKa3aHUM MEIUIMHCKOM IIOMOIIU B
CTAllMOHAPHBIX YCJIOBHUSX B TpeOOBaHUSAX-HAKIIATHBIX, HANpPABIsSEMbIX B aNTEUHble OpraHHU3aINH,
SBJIAIOIINECS CTPYKTYPHBIMHM MOJPA3ACICHUSAMU MEIULMHCKON OpraHu3alii, B KOTOPOH OKa3bIBAETCS
MEIUIIMHCKAsT MOMOIlb, OCYIIECTBISIETCS B COOTBETCTBUU C MHCTpyKIMEH O MOpsAKE BBHIMTUCHIBAHUS
JICKApCTBEHHBIX MpenapaToB ¥ O(GOPMIICHUS PELENTOB W TpeOOBaHMI-HAKIATHBIX, YTBEPKIACHHOM
MpUKa3oM MUHHUCTEPCTBA 3/IPAaBOOXPAHEHUs] U COLMaIbHOTO pa3Butus Poccuiickoin ®enepaunuun ot 12
despanst 2007 r. N 110 "O mopsiake Ha3HAYECHUS U BBINUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, U3ICITHi
MEAUIIMHCKOTO Ha3HAYEHUS U CTICHUATU3UPOBAHHBIX IPOAYKTOB JieueOHOTO muTanus" <7>.

<7> 3apeructpupoBan MunucrepctBoMm toctuuuu Poccuiickoit @enepanun 27 anpens 2007 r.,
peructpauroHHblii N 9364, ¢ n3MeHEeHUs MU, BHECEHHBIMH IIpUKa3aMu MUHHCTEPCTBA 3]paBOOXPaHEHHUS
U comuanbHoro passutusi Poccuiickoit @enepanuu ot 27 aBrycra 2007 r. N 560 (3apeructpupoBaH
MunuctepctBoM roctuniuu Poccuiickoit @enepanuu 14 centsopst 2007 r., perucrpanuonusiidi N 10133),
ot 25 cents6ps 2009 r. N 794n (3apeructpupoBan MuHucTepcTBOM ocTunnu Poccuiickoit deneparuun
25 Hosi6ps 2009 1., peructpanmonusii N 15317), or 20 suBaps 2011 r. N 13H (3apeructpupoBan
MunucrepctBoM toctuiu Poccuiickoit @enepaunn 15 mapra 2011 r., perucrpaunonssii N 20103),
npukazamMu MuHHcTepcTBa 31paBooxpaHeHust Poccuiickoit @enepanuu or 1 asrycra 2012 r. N 54n
(3apeructpupoBaH MunuctepctBoM toctuiuu  Poccuiickoit ®eneparuu 15 asrycra 2012 1,
peructpauronHelii N 25190), ot 26 despans 2013 r. N 94n (3apeructpupoBaH MUHUCTEPCTBOM
toctuimu Poccuiickoit @eneparuu 25 utons 2013 r., peructpanuonnsiii N 28881).

6. Hasnauenue JICKApPCTBCHHBIX MNPCHapaToB OCYHICCTBIIACTCA MCIUIMUHCKHM pa6OTHI/IKOM 110
MCKAYHAPOAHOMY HCIIATCHTOBAHHOMY HAMMCHOBAHHIO, a4 IPHU €ro OTCYTCTBUU - TPYHIIUPOBOYHOMY HIIN
XUMHUYCCKOMY  HAWUMCHOBAHHIO. B ciIydace OTCYTCTBHUA  MCKIAYHAPOJHOI'O  HCIATCHTOBAHHOI'O
HAaMMCHOBAHUSA W TPYHIIHUPOBOYHOI'0 WM XHUMHWYCCKOTO HAMMCHOBAHUA JICKAPCTBCHHOTIO IIpliapara,
J'IeKapCTBeHHHﬁ npemnapar Ha3Ha4acTCd MEAULIMHCKUM pa6OTHI/IKOM 10 TOProBOMY HAMMCHOBAHUIO.

[Ipn HamUYMM METUIIMHCKUX TOKa3aHWi (MHAMBUAYyadbHAs HEMEPEHOCHMOCTH, IO >KU3HEHHBIM
MOKa3aHUsAM) TIO0 PEIICHUI0 BpayeOHOW KOMUCCHMU MEIMIIMHCKONW OpraHM3aliu <8> OCYIIECTBISETCS
Ha3zHAa4YC€HUEC U Oq)OpMJ'IeHI/Ie Ha3HA4YCHUA JICKAPCTBCHHBIX MPC€rIapaToB, HE BXOAAIIHUX B CTaHAAPTHI
MEIHUIIMHCKOW TTOMOIIH, pa3pad0TaHHBIX B COOTBETCTBUU ¢ MyHKTOM 4 crathu 10 deaepanbHOro 3akoHa
or 21.11.2011 N 323-®3 "OO6 ocHoBax oxpaHbI 3A0pOBbs IpaknaH B Poccuiickoit denepanun" <9>,
nub0 O TOProBBIM HaWMEHOBaHHSAM. PemieHune BpaueOHOW KOMHCCHUM MEAUIIMHCKOW OpTraHHU3alliy
¢bukcupyercs B MEAMIIMHCKON JOKYMEHTAIIMH MallieHTa U B )KypHaJyle BpaueOHOW KOMUCCHUH.

<8> Ilpukaz Munznpascornpazputusi Poccun ot 5 mast 2012 r. N 5021 "OO0 yTBEep)KIeHHH TTOPSIKA
CO3JIaHUsI U JEATENbHOCTH BpauyeOHOM KOMHCCHM MEIWIMHCKOW oOpraHuzanuu” (3aperucTpupoBaH
Muntoctom Poccun wrons 2012 1., peructpanuonasidi N 24516), ¢ uW3MEHEHUsSMH, BHECEHHBIMU
npukazoM Mun3zapaBa Poccun ot 2 nekabps 2013 r. N 886nH (3apeructpupoan Muntoctom Poccun 23
nexadps 2013 r., peructpanvrionnsiii N 30714).
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<9> Cobpanue 3akoHonarenscTBa Poccuiickoit @eneparuu, 2011, N 48, cr. 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 HOCHUTENE WIHM pelenTe B
dbopMe DIEKTPOHHOTO JOKyMEHTa O(opmIIseTcs Ha HMS TAIUeHTa, A KOTOPOro TMpeaHa3HAYCH
JIEKapCTBEHHBIN Iperapar.

Penent Ha OymaxHoM HocuTene, opopMieHHbIH Ha pernentypHoM Omanke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (i1), yTBEp»IACHHBIX HACTOSIIMM TPHKA30M, a TaK)Ke perenT Ha OyMa)KHOM
HocuTene, oopMIIeHHBIH Ha perentypHoM Omanke ¢opmbel N 107/y-HII, yTBepxaeHHON mpHKa3oM
MunuctepctBa 3apaBooxpanenus Poccuiickoit ®eneparmuun ot 1 asrycra 2012 r. N 541 "OO0
yTBep)KIeHHH (OpMBI OJIAHKOB pPELENTOB, COACPIKAIIMX Ha3HAUYCHUE HAPKOTUYECKUX CPEACTB WIIH
IICUXOTPOITHBIX BEILIECTB, NOPSIKA UX NU3TOTOBIICHUS, PACIIPEEIICHHs], PETUCTPALIUY, YUEeTa U XpaHEHHs], a
takxke mpaBuil opopmiieHus" <10> (manee - popma N 107/y-HIT), MoxeT ObITH MOTyYEH MAITUEHTOM, €TI0
3aKOHHBIM IIPEJICTABUTEIEM WJIM JIMLIOM, UMEIOIUM O(QOPMIICHHYI0 B COOTBETCTBUH C TI'Pa)JIaHCKUM
3aKoHomarenbCcTBOM Poccniickoit @enepanuy JOBEPEHHOCTh OT IALMEHTA HA MPABO IOJYYEHHUs TaKOTO
peuernTa (fajnee - ynoJHOMOUYEHHOE JIUIIO).

<10> 3apeructpupoBan MunucrtepcrBom toctuiuu Poccuiickoit ®enepanun 15 asrycra 2012 r.,
peructpauonHelii N 25190, ¢  u3MEHEHMs MM, BHECEHHbIMM IpHKazaMu MuHHCTEpCTBa
3npaBooxpaHenust Poccuiickoit ®enepaunu or 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM octuiuu Poccuiickoit @eneparuu 27 HosiOps 2015 r., peructpanmonnsii N 39868), ot
21 ampens 2016 r. N 2541 (3apeructpupoBaH MunuctepctBoM toctuin Poccuiickoit ®enepanyn 18
utonss 2016 1., peructpanuonnsii N 42887), or 31 oxtabps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM foctuimu Poccuiickoit @eneparun 9 stuBaps 2018 r., perucrpaunonssiii N 49561).

Peniennt B popMe 351€KTPOHHOIO JOKYMEHTa (POPMHUPYETCS C UCIOIb30BAHUEM TOCYAApPCTBEHHON
nH(OpPMALIMOHHONW CcUCTeMbl B cdepe 3apaBooxpaHeHuss cyOwbekta Poccuiickoit @enepanuu,
MEIULUHCKOW HH(POPMALIMOHHOM CUCTEMbI MEAMLIMHCKON opranuzanuu <11>.

<11> Crarbu 91 u 91.1 ®enepanbHoro 3akoHa ot 21 HoaOps 2011 roga N 323-®3 "O6 ocHoBax
oXpaHbl 3/10poBbs TpaxjaaH B Poccuiickoit ®enepanun" (CoOpanue 3akoHonaTenbcTBa Poccuiickoit
®enepauun, 2011, N 48, cT. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, cT. 4883; N 48, cr.
6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, ct. 6927, 6928; 2015, N 1, ct. 85; N 10, cT. 1425; N
27, ct. 3951; N 29, cr1. 4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, c1. 2488; N 27, cT. 4219; 2017,
N 18, c1. 2663; N 31, ct. 4794).

daxkTt BblIA4YM PCICIITA Ha HeKapCTBeHHBIf/II npemapar 3aKOHHOMY MPCACTAaBUTCIIIO WA
YIIOJIHOMOYCHHOMY JIMIY (I)I/IKCI/IpyeTC}I B MC,Z[I/ILIHHCKOf/'I AOKYMCHTAIUU IMAllUCHTA.

8. MeauuMHCKUM pabOTHHUKAM 3ampeniaercss oQpopMIISITh PELEenThl NMPU OTCYTCTBHM Yy TallMEHTa
MEAUIMHCKUX TI0Ka3aHWI; Ha HE3aperuCTPUPOBAaHHBIE JIEKApCTBEHHbIE Ipemnaparsl <12>; Ha
JIEKapCTBEHHBIE IIPENapaThbl, KOTOPbIE B COOTBETCTBUU C MHCTPYKLHUEH 10 MEAUIIMHCKOMY NPUMEHEHUIO
IIpeIHa3HAYEHBI JUUIs1 IPUMEHEHUS TOJIBKO B MEIULIMHCKUX OpraHU3alMsIX; Ha HAPKOTUUECKHUE CPEACTBA U
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ICUXOTPOMHBIC BCHICCTBA, BHCCCHHBLIC B CIHMCOK II HepeqH;I, 3apCruCTPUPOBAHHBIC B KAa4YCCTBC
JICKApCTBCHHBIX MPEIApaTOB, B HCIIAX MPUMEHCHUA T JICUCHUA HAPKOMAaHUH.

<12> Pemenune CoBera EBpasmiickoil 3xkoHOMHUYECKOW KoMuccuu oT 3 Hos6ps 2016 r. N 78 "O
[IpaBwiax perucTpamuu W SKCIEPTU3bI JIEKAPCTBEHHBIX CPEACTB ISl METUIIUHCKOTO TpPUMEHEHUS"
(ourmanpHbIA caliT EBpazuiickoro 3KOHOMHYECKOTo coro3a http://www.eaeunion.org/, 21 Hosi6ps 2016
r.). Crates 13 ®enepanbHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "O06 oOpaleHun JIeKapCTBEHHBIX

cpenct s Meaunnackoro npuMmeHeHus" (CoOpanue 3akoHomaTenbcTBa Poccutickoit deneparuu, 2010,
N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

NHauBUAYaQIBHBIM — MPEANPUHUMATEIISIM,  OCYIISCTBISIIONIAM — MEIAWIIMHCKYIO  JCSTCILHOCTD,
JIOTIONIHUTEIBHO K TpeOOBaHMSM, yKa3aHHBIM B a03alle MEpBOM HACTOSALIETO IYyHKTA, 3ampeniaercs
oopMIIATH perenThl Ha HAPKOTHYECKUE CPEJICTBA U IMICUXOTPOITHBIC BEIIECTBA, BHECEHHBIC B clUCKU 11
Il Tlepeuns (manee - HAPKOTHYECKHWE M IICHMXOTPOITHBIE JIEKapCTBEeHHbIE mNpenaparhl cnuckoB 11 u 11
[lepeuns).

9. Ilpn Ha3HAUYEHHM HAPKOTUYECKUX M TICUXOTPOIHBIX JIEKaPCTBEHHBIX IpenapaToB crucka Il
[lepeuns, 3a WMCKIIOYEHUEM JICKAPCTBEHHBIX IPENapaToB B BUAE TPAHCIACPMAIBHBIX TEPANIEBTUYECKHUX
CHCTEM H JICKapCTBEHHBIX IPENapaToB, COAEPKAIIUX HAPKOTHYECKOE CPEICTBO B COYETAHUU C
AQHTarOHUCTOM ONHMOWJHBIX PEHEeNTOPOB, peHenThl Ha OyMakHOM HocuTelne O(OpMISIOTCS Ha
peuentypHoM Onanke Gopmer N 107/y-HII.

10. Penenitypusiit 61ank Gopmbl N 148-1/y-88 opopmitsercs mpu Ha3HAYCHUU:

1) HapKOTHMYECKMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaToB crucka Il Ilepeuns B Buze
TPAHCAEPMAJIBHBIX TEPANIEBTUYECKUX CHCTEM, HAPKOTHYECKUX JIEKApCTBEHHBIX IpernaparoB crucka Il
Ilepeuns, coxpepKaluX HApPKOTUYECKOE CPEACTBO B COYETAHUM C AHTAarOHUMCTOM ONMOUIHBIX
PEeLEenToOpOB, ICUXOTPONHBIX JEKAPCTBEHHBIX NpenapaToB cnucka [II [lepeuns;

2) JeKapCTBEHHBIX IpenapaToB, 00JalalONIMX aHAOOJMYECKOM aKTMBHOCTBIO (B COOTBETCTBHUHU C
OCHOBHBIM (h)apMaKOJOTUYECKUM JAEHCTBUEM) U OTHOCSILUXCS IO aHATOMO-TEPaeBTHUECKO-XUMUYECKOM
KJaccu(uKaluy, peKOMeH/1I0BaHHOM BeemupHoli opranusanueit 3apaBooxpanenus (naiee - ATX) <13>,
K anHabommueckuMm cTtepougam (koax Al4A) (mamee - JEKapCTBEHHBIE TIpemapathbl, 00JIaaroIIne
aHa0OJIMYECKOM aKTUBHOCTBIO B COOTBETCTBHU C OCHOBHBIM (hapMaKOJIOTHYECKUM JCHCTBUEM);

<13> Crarps 18 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpamenun
JIEKApCTBEHHBIX CPEICTB I MeauuuHCKOTo nmpuMeHenus" (CoOpanue 3akoHomaTenscTBa Poccuiickoii
®enepauun, 2010, N 16, ct. 1815; 2014, N 52, ct. 7540).

3) nexkapCTBEHHBIX IpENaparoB, yYKa3aHHBIX B MyHKTe 5 [lopsaka oTmycka (u3HYEeCKHM JUIAM
JIEKapCTBEHHBIX IMPENapaToB ISl MEIUIUHCKOTO MPUMEHEHHS, COAEPKAIIUX KPOME MAaJbIX KOJIUYECTB
HapKOTHYECKUX CPEACTB, NCUXOTPOIMHBIX BEUIECTB M HUX NPEKYPCOPOB Jpyrue (papMakoJIOrHUECKue
aKTHBHBIC BEILECTBA, YTBEPXKJIEHHOIO IpHKa3oM MUHMCTEpCTBA 3ApaBOOXPAHEHHUS U COLUAIBHOTO
pasButus Poccuiickoit @enepauuu ot 17 mas 2012 r. N 562n <14> (nmanee - Ilopsmok ormycka
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JIEKapCTBEHHBIX IIPENapaToB);

<14> 3apeructpupoBan MunucrtepctBom toctuuu Poccuiickoit ®enepanuu 1 urons 2012 r.,
peructpauroHHblii N 24438, ¢  uU3MEHEHHUSIMH, BHECEHHBIMU IpUKa3zaMu MwuHUCTEpCTBA
3napaBooxpanenus Poccuiickoit ®epepauun ot 10 wurons 2013 r. N 3691 (3apeructpupoBan
MunucrepctBoM roctuniik Poccuiickoit @enepanuu 15 urons 2013 r., peructpanuonnbii N 29064), ot
21 asrycra 2014 r. N 4651 (3apeructpupoBan MunucrepctBoM roctuiun Poccuiickoit ®enepaunn 10
centsaops 2014 r., perucrpanuonubii N 34024), ot 10 centsaops 2015 r. N 634nH (3apeructpupoBaH
MunuctepctBoM toctuniuu Poccuiickoit @enepannu 30 centsadps 2015 r., peructparmonasii N 39063),
ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBan MuHHCTEpCTBOM ocTurinK Poccuiickoit ®denepanuu 9
sHuBaps 2018 r., peructpaunonnsiii N 49561).

4) nexkapCTBEHHBIX IPENapaToB HHAMBHUIYAJbHOTO HM3IOTOBJICHHUS, COJEP)KALIUX HAPKOTUYECKOE
CpeACTBO WIN NcuxoTponHoe BemecTBo crnucka Il Ilepeuns, u npyrue dapmakonornueckue akTHBHbIE
BEIIECTBA B [103€, HE MPEBBILAKMIECH BBICHIYIO pa3OBYH 103y, M IpPU YCIOBUU, YTO ITOT
KOMOMHUPOBAHHbII JIEKApCTBEHHBIN Ipernapar He SBIAETCS HAPKOTUYECKMM MWJIIM ICUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaToM crucka Il [lepeuns;

5) J5eKkapCTBEHHBIX IpenapaToB, MOJUIEKALIUX IPEIMETHO-KOJMYECTBEHHOMY Yy4eTy, He
MIEPEYUCIICHHBIX B MOANMYHKTaX | - 4 HACTOALIEro MyHKTa (32 UCKIIOYEHUEM JIEKaPCTBEHHBIX IIPENapaTos,
OTITyCKaeMBbIX 0e3 perLenta).

11. Peuentypnsiii 6mank popmsl N 148-1/y-04 (1) odopmisieTcss pu Ha3HAYEHUU JIEKAPCTBEHHBIX
IIpernapaToB rpaxJaHaM, UMEIOIUM MpaBo Ha OecliaTHOE MOJyYeHHE JIEKAPCTBEHHBIX MpenapaToB MU
MOJIy4Y€HHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUIKOM.

12. Peuentypusiii 61ank ¢popmsl N 107-1/y opopmisiercs npu Ha3HaAUEHUU:

1) JexapcTBEHHBIX TMperapaToB, yKa3zaHHbIX B myHkTe 4 [lopsiaka oTmycka JeKapCTBEHHBIX
IpEeIaparos;

2) nexapCTBEHHBIX MPENapaToB, HE YKa3aHHbIX B MyHKTax 9 - 11 Hacrosimero Iopsaka.

13. Ilpu Ha3HAUYEHUM JIEKAPCTBEHHOIO IpernapaTa UHIMBHIYaJIbHOIO M3TOTOBIEHHS B peLenTe Ha
OymMaxHOM HocutTere U (unu) perente B ¢GopMe DIEKTPOHHOTO JIOKYMEHTa HauMEHOBAaHUS
JIEKapCTBEHHBIX MpEenapaToB, BKIIOUYEHHBIX B MEpEUeHb JIEKAPCTBEHHBIX CPEICTB Ul MEIUIIMHCKOTO
MPUMEHEHHS, TIOMISKANINX IPEIMETHO-KOJIMYECTBEHHOMY ydeTy <I15> (mamee - IlekapcTBEHHBIC
npemnaparsl, BKIOYeHHble B nepeueHb [1IKY), yka3piBaioTcsi B Hadaje pelenTa, 3aTeM - BCe OCTalIbHbIE
WHTPEIUEHTEI.

<15> [lpukaz MunucrepctBa 3apaBooxpaneHust Poccuiickoit denepaunu ot 22 ampens 2014 r. N
1831 "OO yTBepkKAEHWU TIepeuHs JIeKAPCTBEHHBIX CPEACTB IJS MEAWIIMHCKOTO TMPUMEHEHHS,
MOJICKAITUX TPEIMETHO-KOJIMYECTBEHHOMY y4eTy" (3aperucTpupoBaH MUHUCTEPCTBOM FOCTUIIUU
Poccuiickoit ®eneparuu 22 utonst 2014 r., peructpaunonubiii N 33210), ¢ u3BMeHEHUSIMU, BHECEHHBIMU
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npukazamu MuHHCTEpCTBa 31paBooxpaneHus: Poccuiickoit @enepaunu ot 10 centsiops 2015 r. N 634n
(3apeructpupoBan  MuHnucrtepcTBoM tocturuu  Poccuiickoit ®eneparuu 30 centsadps 2015 1.,
peructpanmonuerii N 39063), ot 31 oktsaOps 2017 r. N 882H (3apeructpupoBaH MUHHUCTEPCTBOM
rocturu Poccuiickoit deneparuu 9 saBaps 2018 1., peructpanuonnsid N 49561), ot 5 anpens 2018 r.
N 1491 (3apeructpupoBan MunucrtepctBoM tocturiu Poccuiickoit ®enepaunun 3 mas 2018 r.,
peructpanroHHbii N 50961), ot 27 utons 2018 r. N 4711 (3apeructpupoBaH MUHUCTEPCTBOM IOCTUIIMH
Poccuiickoit ®eneparuu 14 aBrycra 2018 r., peructpanuonusiii N 51885).

14. Ilpu Ha3HaueHHWM JIEKAPCTBEHHOTO Mpenapara B pelente Ha OyMakHOM HocuTene W (WiIH)
peuente B (opMe 3IEKTPOHHOTO JOKYMEHTA 3alpeliaeTcs MPEBbIIAaTh KOJINYECTBO HAPKOTHUECKHX
CpCACTB WM ICHUXOTPOIIHBIX BCHIECCTB, KOTOPOC MOKET OBITH BBIIMCAHO B OAHOM pPCLCIITE,
ycTaHoBiieHHOe mpuiioxkeHneM N 1 k Hacrosmemy [lopsiaky, 3a UCKIIIOYEHUEM CIy4aeB, yKa3aHHBIX B
nyHktax 16 u 25 nacrosimero Ilopsinka.

15. Ilpn Ha3HA4YeHMHU JIEKApCTBEHHBIX IIPENapaToB, BKIOUEHHBIX B nepedyeHsb [IKY, nosa xoropeix
MPEBBIIACT BBICIIMN OJHOKPATHBIA IpHEM, METUIMHCKHNA paOOTHUK O00O03HA4YaeT 03y ITOTO
JIEKapCTBEHHOI'0 IpenapaTa B pelente Ha OyMaXHOM HOCUTENEe HPONHMCHIO C MPOCTaBIECHUEM
BOCKJIMIIATEJIbHOTO 3HaKa M (WJIM) MPOCTAaBISIET BOCKJIMLATENbHBIA 3HAK NPU OPOPMIIEHUU pELEeNTa B
(bopMe 3MEKTPOHHOTO JJOKYMEHTA.

16. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX MpENapaTroB, BKIOUEHHBIX B nepedenb [IKY, npu
OKa3aHUM MAalUeHTaM, HYXIAWUMCAd B JUIMTCIBHOM JICYCHUH, IIEPBUYHOM MEIAUKO-CaHUTApHOU
MTOMOIIY U MaJUIMaTUBHOM MEIMIIMHCKON MOMOIIM MOXXET ObITh yBEIMYEHO He Oosiee ueM B 2 pasza 1o
CPAaBHEHMIO C KOJIMYECTBOM HAPKOTHUYECKUX CPEJCTB MIIHM IMCUXOTPOMHBIX BEIIECTB, KOTOPOE MOXKET OBITH
BBIIIMCAHO B OJTHOM PELENTE, YCTaHOBIEHHBIM npwiiokenueM N | k HacTosmemMy Iopsnaky.

B cnyuasx, npeaycMOTpeHHBIX a03alieM NEepBbIM HACTOSINErO IMyHKTa, Ha pelenTtax Ha OyMakHOM
HocuTene nmpousBoauTcs Haanuch "[lo crnenuanbHOMY Ha3HAYEHUIO", OTAEIBHO 3aBEPEHHAsl MOJIHUCHIO
MEIUILMHCKOTO0 pabOTHHKA U IEYaThl0 MEIUIMHCKOM opraHm3zanuu "Jlnsg peuenTtos", Ha peuenrtax B
(dbopMe DIEKTPOHHOTO JOKyMeHTa mpou3Boiurcs orMerka "Ilo choenuanbHOMY Ha3HaueHuUio" ¢
IIPOCTABJICHUEM YCHUJIEHHON KBaTHU(PHUIMPOBAHHON 3JIEKTPOHHOM MOAMUCH MEAULIMHCKOTO pabOTHHUKA.

17. CocrtaB JeKapCTBEHHOIO Tpemapara, JIeKapcTBeHHas (opma M oOpalleHre METUIIUHCKOTO
paboTHUKa K apMaleBTUYECKOMY PabOTHUKY 00 OTIyCKe JIEKapCTBEHHOTO MpemnapaTta opopMIIIIOTCS Ha
JJATUHCKOM A3BIKC B POAHUTCIBHOM ITaZCKE.

[Tpu ohopmIieHUH pelenTypHBIX OJIAHKOB JTOIMTYCKAETCsl UCIIOIB30BaHNE COKPAIEHUH (TIPUI0OKEHUE
N 2 x Hacrosimemy [lopsiaky).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOTO IIpCliapata HE MOOMYCKACTCA COKpPALICHUC ONU3KUX 110
HAaMMCHOBAHUSAM HWHIPEAUCHTOB, COCTABIAIOIIUX HeKapCTBeHHI)II\/'I npernapar, HE MTO3BOJIAIONIUX
YCTAHOBUTD, KaKko¥ UMEHHO HCKapCTBCHHBIfI npenapar Ha3HA4YCH.

18. Cnnoco0 mpuMeHeHHUs JIKapCTBEHHOTO Tpemnapara 0003Ha4aeTcsl ¢ YKa3aHUEM JI03bl, YaCTOTHI,
BPEMEHU TNpPHEMA OTHOCUTENBHO CHA (YTPOM, Ha HOYb) W €ro AJUTEIBbHOCTH, a JJIsl JIEKApCTBEHHBIX
MpernapaToB, B3aMMOACUCTBYIONIMX C MUILEH, - BpEMEHH UX YIOTPeOJIeHNUs OTHOCUTEIBHO MpreMa MUIIH
(1o enwl, BO BpeMsi €1Ibl, MIOCIIE €]IbI).
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19. TIpn HEOOXOAMMOCTH HEMEJICHHOTO WJIM CPOYHOTO (B T€YEHHE JBYX pabouyux JHEH) OTIycKa
JIEKapCTBEHHOTO IIpernapara MalMeHTy B BEpXHEH dacTW penenta Ha OyMakKHOM HOCHTEIE
MPOCTaBJIAIOTCS 0003HaueHus "cito" (cpouno) uimum "statim" (HemeIIeHHO). AHATOTHYHBIE 0003HAYCHUS
MPOCTABIISIOTCS B BUJIE OTMETOK IpU 0(OPMIICHUH pelenTa B (popme 3JIEKTPOHHOTO JTOKYMEHTA.

20. IIpu oopmieHnN Ha3HAYEHUSI TOTOBOTO JIEKAPCTBEHHOTO TpernapaTa B perente Ha OyMaKHOM
HOCUTEJIE WM peuente B (opMe 3JIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JEHCTBYIOIMX BEIIECTB
YKa3bIBAa€TCsI B COOTBETCTBUM C MHCTPYKUMEW 10 MEAUIMHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO
npernapara.

[Ipu odopmiieHnr Ha3HAYCHHUS JIEKAPCTBEHHOIO IperapaTa WHIUBUIYAIBHOTO H3TOTOBJICHUS B
perente Ha OyMa)KHOM HOCHTENE WM pelenTe B popMe IEKTPOHHOTO IOKYMEHTa KOJTHYECTBO TBEP/bIX
U chimyyux (apmameBTHUeCKux cyOctaHmii ykaspiBaetcss B rpammax (0,001; 0,5; 1,0), xuakux - B
MUJUTHUIMTPAX, TpaMMax M Karuisax.

21. Penentel Ha OymMa)kHOM HoOcUTele, B (popMe 3JIEKTPOHHOTO JOKYMEHTa, OPOPMIICHHBIC Ha
peuentypuoM Omanke Gopmbr N 148-1/y-88 u mnpennasHaueHHbIE MO OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB, MPEeyCMOTPEHHBIX MOAMYHKTamMu 2 - 5 niyHkTa 10 Hacrosiero [lopsiaka, 1eldicTBUTENbHBI B
TeueHue 15 quel co mHS oopMIICHHS.

22. Penentsl Ha OyMa)XHOM HOCUTEJE, B (POpPME 3JIEKTPOHHOTO JIOKYMEHTA, OPOPMIICHHBIE Ha
peuentypuoM Omnanke ¢dopmbl N 148-1/y-04 (1) u mpegHa3HAuYeHHbIE AN OTIYCKa JIEKAPCTBEHHBIX
IpernapaToB rpakaaHaM, yka3aHHbIM B nmyHkTe 11 Hactosmero Ilopsaka, nefictButenbHbl B TeueHue 30
THEN co AHA 0pOPMIICHHUS.

23. Penentsl Ha OyMaXHOM HoOcUTeJ€, B (POpME 3JIEKTPOHHOTO JIOKYMEHTa, OPOPMIICHHbIE Ha
perentypaoM Omnanke ¢dopmbl N 148-1/y-04 (1) u mpegHa3HAUYeHHBIE AN OTIYCKa JIEKAPCTBEHHBIX
[pernapaToB TpaxJaHaM, JOCTUTIIMM [IEHCMOHHOTO BO3pacTa, WHBAJIWAAM MEpPBOH  TPYIIBL,
JEeTsIM-UHBANIUAaM, a TakKe Tpa)<JIaHaM, CTPaJaolUM XPOHHUYECKUMHU 3a00JIeBaHUAMHU, TPEOYIOIIHMMHU
JUINTEIBHOTO KYpPCOBOTO JIEUEHMUSI, IEHCTBUTENbHBI B TeueHue 90 n1Hel co aHs oopMIIeHUs.

Jis nedeHHs XpOHMYECKMX 3a00JIeBaHUIM YKa3aHHBIM KaTeropusM TpakIaH JEeKapCTBEHHBIE
npenaparsl ¢ 0pOpMIIEHUEM PELENTOB HAa OyMa)KHOM HOCHUTENIE WM PELENTOB B (hOpME DIEKTPOHHOIO
JOKYMEHTa MOT'YT Ha3Ha4yaTbCsl Ha Kypc jedeHus 10 90 nHei.

24. Penentsl Ha OyMaXHOM HoOcUTese, B (pOpME 3JIEKTPOHHOTO JOKYMEHTa, O(QOPMIICHHBIE Ha
peuentypHoM Osanke Gopmel N 107-1/y u npegHa3HaueHHbIE AJIS OTITYCKa JIGKAPCTBEHHBIX MPENapaToB,
MpelyCMOTPEHHBIX NYHKTOM 12 Hactosimero I[lopsnka, aeicTBUTenbHbI B TeueHwe 60 mHEW co IHS
oopmieHus.

HpI/I Ha3HA4YCHUMW TOTOBBIX JICKAPCTBCHHBIX IIPCMapaToB MW JICKAPCTBCHHBLIX IMIPCIIapaToB
WHIUBUAYAIBHOTO U3TOTOBJICHUS MAllMEHTaM C 3a00JIeBaHUSIMH, TPEOYIOIIUMHE JITUTETFHOTO KYPCOBOTO
nedeHus1, ¢ opopMiieHHeM Ha perentypHoM omanke ¢opmbel N 107-1/y penenta Ha OyMaXHOM HOCHUTETIE
WK B popMe dIEKTPOHHOTO JTIOKYMEHTA YCTaHABIUBAETCS CPOK JIEHCTBUS pelieriTa B Ipe/eax 10 OJJHOTO
KaJICHTAPHOTO TO/Ia.

B ciydae ycraHOBiIeHHs CpOKa IEHCTBHMsS pelenTa B Ipeaenax A0 OAHOIO roja B peLente
npocrtaBisieTcs: otMeTka "[lo cnenumanbHOMYy Ha3HadYeHHIO", 0003HAYAETCs CPOK JEHCTBHS peElenTa H
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MEPUOUYHOCTh OTIYCKA JIEKAPCTBEHHBIX MPENapaToB U3 alTEeYHOW OPraHU3alUU WIA UHAUBUIYaTbHBIM
NpeANpPUHUMATENIEM, HMEIONTUM JIMIICH3UI0 Ha (hapMaleBTUYCCKYIO JIeATeIbHOCTh <16> (eKeHeaenbpHO,
€XKEMECSIYHO W HMHBbIE TEpHOJbl). J[OMONMHUTEIBHO 3TO YKa3aHWE 3aBEPSieTCS MOJINUCHI0 U TEYaThio
MEJIUIIMHCKOTO pabOTHHKA, a TAK)KE MeYaThi0 MEAUITMHCKON opranu3anuu "J{is penentoB" (ais perernrta
Ha OyMa)KHOM HOCHTEJIC) WJIM YCHIICHHOW KBAJTU(UIIMPOBAHHON AJIEKTPOHHON MOAIMKUCHI0 MEAUIIMHCKOTO
pabOTHHKA M JIMIIA, YITOJTHOMOYEHHOTO 3aBEPATh TOKYMEHTHI OT UIMEHH MEAUIIMHCKONW OpraHu3anuu (i
perenita B hopme IMEKTPOHHOTO JOKYMEHTA).

<16> Ilynkr 47 wactu 1 crateu 12 @enepanpHoro 3akona ot 4 mas 2011 r. N 99-@3 "O
JUIEH3UPOBAHUKM OTJACIBHBIX BUIOB JnesarenbHOCTH" (CoOpaHue 3akoHOHaTeNnbcTBA Poccuiickoit
Oenepanun, 2011, N 19, ct. 2716; 2012, N 31, cr. 4322; 2013, N 9, ct. 874; N 27, ct. 3477, 2014, N 30,
cT. 4256; N 42, cT. 5615; 2015, N 1, ct. 11; N 29, ct. 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. PerenThl Ha TNPOU3BOJHBIC OApPOUTYPOBON KHCIOTHI, KOMOWHHPOBAHHBIC JIEKAPCTBECHHBIC
MpernapaTel, COJACpKaIIUe KOJIEUH (€ro CoJHM), WHbIe KOMOWHUpPOBAHHBIC JICKAPCTBEHHBIC MpenapaThl,
MOJUIeXKAIIUE  NPEIMETHO-KOJIMYECTBEHHOMY  y4eTy, JIEKapCTBEHHBIE Tpemnaparsl, oO0Jajgaromune
aHa0OJIMYECKOW aKTUBHOCTBIO B COOTBETCTBHHM C OCHOBHBIM (DapMaKOJOTHUECKUM JICHCTBHEM, JUIS
JICYCHUS TAIUEHTOB C XPOHHUYECKUMHU 3a00JIEBAHUSAMHU MOTYT OPOPMIISITHCSI Ha Kypc JiedeHus 10 60 qHE.

B maHHBIX ciydasx B penenTax Ha OyMaXHOM HocuTede mpousBoauTcs Haanuchk "Ilo
CHenuaJbHOMY Ha3HAUYEeHHIO", 3aBEpEeHHas TMOJIUCHI0 MEAMIIMHCKOTO paOOTHUKA W  TI€YaThi0
MEAUIMHCKOW opranm3anuu "J{ns penenToB"”, pernentax B (QopMme ANEKTPOHHOTO JOKyMEHTa
npousBoautTcss otmerka "I[lo cmenmaneHOMY — Ha3Hau€HUIO', C  IPOCTABIEHHUEM  YCHIIEHHOM
KBATU(UIIMPOBAHHON AJIEKTPOHHOW MOAMHUCH MEIUIIMHCKOTO pabOTHHKA W JIHIA, YIMOJIHOMOYEHHOTO
3aBEPATh JOKYMEHTHI OT UMEHHU MEAUITMHCKON OpraHu3aIliy.

26. Peuent Ha OyMaXHOM HocuTene, B (OpME 3IIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIH ¢
HapylLIeHUEM YCTaHOBJIEHHBIX HacTosUM [lopsakom TpeboBaHUM, CUUTAETCS HEIEHCTBUTEIIBHBIM.

Il. HasHauyeHune JIeKapCTBEeHHbIX npenapatoB Npu oKasaHUu
MeAULMHCKOW NOMOLLM B CTAaLlMOHAPHbLIX YCITOBUAX

27. Ilpu oka3aHUM NALMEHTY MEAMIMHCKONW IOMOILIM B CTAallMOHAPHBIX YCIOBHUSX Ha3HAUYECHUE
JIEKapCTBEHHBIX MPENapaToB MPOU3BOAMUTCA Oe3 oQopMIIeHHs pelenTa MEAUIMHCKUM pPaOOTHUKOM
€IMHOJIMYHO, 33 UCKIIIOUEHUEM CIIy4YaeB, yKa3aHHBIX B IyHKTe 28 HacTosAwmero [lopsaaxa.

28. CorylacoBaHH€ Ha3HAYEHHs JIEKAPCTBEHHBIX IIPENapaToB C 3aBEAYIOIIMM OTACICHHEM WU
OTBETCTBEHHBIM JIEKYPHBIM BpauyoM JIHOO JPYTUM JIMIIOM, YIIOJTHOMOUYEHHBIM MTPUKA30M IJIaBHOTO Bpaya
MG}IHHHHCKOﬁ opraHu3alvii, a TakKxXxeE, MIpu HAJIW4YUHU, C BpadOM - KIMHUYCCKHM (bapMaKOJ'IOFOM
HE00XO0/AUMO B CITyyasix:

1) oIHOBpEMEHHOT0 Ha3HAUYEHUs ISATH U 0oJiee JIEKapCTBEHHBIX MPENapaToB OJJHOMY HaIlEeHTY;

2) Ha3HAYCHUS JIEKAPCTBEHHBIX MPEMAapaTOB, HE BXOAIINX B MEPEUEHb KU3ZHEHHO HEOOXOUMBIX U
BOKHEHIINX JIEKAPCTBEHHBIX MpernapaToB <17>, MpU HETUNUYHOM TEUYEHHH 3a00JIeBaHUS, HAIUYUU
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OCJIO)KHEHUH OCHOBHOTO 3a0ojieBaHMA M (WIM) COIYTCTBYIOIIMX 3a00JIeBaHUM, NpU Ha3HAUYCHHUH
JIEKapCTBEHHBIX MPENapaToB, OCOOCHHOCTH B3aMMOJCHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKIMSAM 10 HUX TNPUMEHEHUIO TPHUBOIIT K CHIWXKEHUIO 3(pdexktuBHOCTH M OGe30macHOCTH
(bapmakoTepanuu 1 (MIM) CO31aI0T MOTEHINAIBHYIO ONACHOCTD JUIS )KU3HH U 370pOBbs NAlMCHTA.

<17> Ilynkrt 1 cratbu 60 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpameHnmn
nexapctBeHHBIX cpenacTB" (CoOpanue 3akoHonatenbeTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2012, N 26, ct. 3446; 2014, N 52, cT. 7540).

B YKa3aHHBIX CJIY4adX HA3HAYCHHUC JICKAPCTBCHHBIX IIPCIIApaTOB (I)I/IKCI/IpyeTCH B MEIUILIMHCKOM
AOKYMCHTAIIMK TIMAlIMCHTA MW 3aBCPACTCA MOANHNCBIO MCAUIUHCKOIO pa6OTHI/IKa U 3aBCAYIOLICTO
OTACIICHUECM (OTBGTCTBGHHOFO ACKYPHOI'O Bpada WK APpYroro ynoJlHOMOYECHHOI'O J'II/II_Ia).

29. MemuuuHCKUi pabOTHUK MEIUIMHCKOW OpraHu3aluu (€€ CTPYKTYPHOI'O MOJpa3zieiieHus),
pacroyio)KEHHOM B CEJIbCKOM HACEIEHHOM IIYHKTE, OCYIIECTBISIET Ha3HaueHHe JIeKapCTBEHHBIX
MpEerapaToB B CIIyJasx, ykazaHHbIX B myHKTax 28 u 30 nacrosmero Ilopsinka, eTmHOIIMIHO.

30. ITo PCUICHUIO Bpaqe6H0171 KOMHCCHUHU ITAaOMUCHTaM IIPHU OKa3aHUHU UM MeI[HHHHCKOﬁ IIOMOIIIK B
CTalMOHAPHBIX YCJIIOBUAX HA3HAYAIOTCA JICKAPCTBCHHBLIC IIPCriapaTbl, HC BKIIOYCHHBLIC B IICPCUCHDL
ZKHN3HCHHO HCO6XO,Z[I/IMLIX A BaKHEHIINX JICKApCTBCHHBIX IIPCIapaToB, B CIIydya€ HUX 3aMCHbI H3-3a
I/IH)II/IBHI[YHJ'IBHO?I HETICPCHOCUMOCTH, I10 )KNU3HCHHBIM IMOKAa3aHUSM.

Pemenue BpaueOHOI KoMuccHM (PUKCUPYETCS B MEIUIIMHCKON TOKYMEHTAIUY NallueHTa U )KypHaJe
BpaueOHOM KOMHUCCHUHU.

31. B cinyuasx oOcnemoBaHMsl M JIEYEHUS TIpaXJaHMHA B CTAlMOHAPHBIX YCIOBUSAX B paMKax
MIPEAOCTABIICHUS] MEIWIMHCKHAX YCIYyr Ha BO3ME3JHOM OCHOBE 3a CYET JIMYHBIX CPEACTB TIPaxkIaH,
CPEICTB IOPHUIMYECKHUX JIMI U HUHBIX CPEACTB HAa OCHOBAHMM JOrOBOpa, B TOM YHCIE J0rOBOpa
NOOPOBOJIBHOTO MEIULMHCKOrO cTpaxoBaHusi <18>, eMmy MOryr OBbITh Ha3HA4Y€Hbl JIEKAPCTBEHHBIE
Ipenaparel, HE BXOJJIIME B MEPEYCHb >XU3HEHHO HEOOXOJUMBIX M BaKHEMIIUX JIEKapCTBEHHBIX
MIpernapaToB, €CJIM X Ha3HAUEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKIUMHU ITOKa3aHUSIMH.

<18> Ilocranornenue IIpaBurenscTBa Poccuiickoit @eaeparuu ot 4 oktsaops 2012 r. N 1006 "O6
yTBepxkaeHun [IpaBui npenocTaBieHns MEIUIIMHCKUMU OPTaHU3AIUSIMH TUIATHBIX METUIIMHCKUX YCIyT"
(Cobpanue 3akonomarenscTBa Poccuiickoit deneparuu, 2012, N 41, ct. 5628).

lll. HasHayeHne nekapcTBEHHbIX NpenapaToB
npu oKasaHMM NEPBUYHON MeAUKO-CaHUTAPHOW MOMOLLU, CKOPOM
MeAULMHCKOW NOMOLUM U NansinatTuBHON MeAULUHCKOM NOMOLLMU

32. Ilpu oka3aHWMM TEPBHUYHOM MEAUKO-CAHUTAPHOM TMOMONIM W TaUIMATUBHOM MEIUIIMHCKON
MOMOIM B aMOYJaTOPHBIX YCIOBHSX Ha3HAYEHHWE JIGKAPCTBEHHBIX MPEMapaToB OCYIIECTBISICTCS
MEIUIIMHCKUM PaOOTHUKOM B CITy4asX TUITUYHOTO TEUCHUS 3a00JICBaHUS TAIMEHTA UCXOIS U3 TSHKECTH U
XapakTepa 3a00JieBaHUsL.

KOHcyHbTaHTHJIIOc www.consultant.ru Crpanuna 13 u3 39

HaJeKHasl IpaBoBasi MOAAEPIKKa


http://www.consultant.ru/
http://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=314858&date=01.04.2019&dst=506&fld=134
https://login.consultant.ru/link/?req=doc&base=RZR&n=136209&date=01.04.2019

IIpuxa3 Munzapasa Poccuu ot 14.01.2019 N 41
"O6 yTBepKICHHH MOPsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM
PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

33. Ha3naueHue JIEKapCTBEHHBIX MPEMapaToB IO PEIICHUIO BPaueOHONH KOMHUCCHM TPU OKa3aHUHU
NEePBUYHON MEAMKO-CAHUTAPHOM MOMOIIM, MAJUIMATUBHONM MEAMLMHCKOW MOMOLIM B aMOYJIaTOPHBIX
YCIIOBUSIX IPOU3BOJUTCS B CIydasixX:

1) OIHOBPCMCHHOT'O HAa3HAYCHUA OJHOMY IMAIUCHTY IIATH U Ooiee JICKApCTBCHHLIX IIPCIIapaTOB B
TCUCHUC OJHUX CYTOK HJIM CBBILIC JCCATU HaMEHOBaHUM B TCUCHUE OJJHOI'0 MECs11a,

2) Ha3HAYeHMs JIEKAPCTBEHHBIX IpENapaToB NpPU HETUIMYHOM TEYEHHMU 3a00JIeBaHUs, HAINYUU
OCJIO)KHEHUH OCHOBHOTO 3a0oJieBaHMA M (WJIM) COIYTCTBYIOIIMX 3a00J€BaHUN, NpU Ha3HAYCHUHU
JICKapCTBEHHBIX IPENapaTroB, OCOOCHHOCTH B3aWMOJIEHCTBHA M COBMECTUMOCTH KOTOPBIX COIJIACHO
HHCTPYKIUAM II0 UX MPUMCHCHUIO IPUBOAAT K CHMIKCHHIO B(bq)eKTHBHOCTH 1 0e30I1acHOCTH JICUEHHUS
NalueHTa U (WIM) Co3/1al0T MOTEHIUAIbHYIO OIACHOCTb JUIS XKU3HU U 30POBbS MALUEHTA;

3) TEepBUYHOTO HA3HAYCHHUS TMAIUEHTY HAPKOTHYECKUX H IICUXOTPOITHBIX JIEKApPCTBEHHBIX
npenaparos criuckoB I u Il [Tepeuns (B ciydae NpuHATHS PYKOBOIUTEIEM MEIUIIMHCKONW OpraHU3aluu
pelIeHrs 0 HEOOXOMMOCTH COTJIACOBAaHUS Ha3HAUCHUS TAKHMX JICKAPCTBEHHBIX MIPEIapaToB C BpadeOHOM
KOMHCCHEH ).

34. IloBTOpHOE Ha3HAUE€HHWE HAPKOTHMYECKUX M IICUXOTPOMHBIX JIEKApPCTBEHHBIX IpPENnapaToB
cinuckoB Il u Ill Ilepeunss mpou3BOAMTCS MEIULMHCKMM PAaOOTHMKOM CaMOCTOATENBbHO MAIMEHTaM C
BBIPQ)XEHHBIM OOJIEBBIM CHHIPOMOM JIFOOOTO T€HEe3a, HAPYIICHWEM CHA, CYJAOPOKHBIMH COCTOSTHHUSIMH,
TPEBOXKHBIMH paccTpoiicTBaMu, GoOUSIMU, ICUXOMOTOPHBIM BO30YKICHHEM.

35. Ilpu oxa3aHMM CKOpPOM MEAMIIMHCKOW IOMOUIM JIEKApCTBEHHBIE IpernapaThl Ha3HAYaIOTCs
MEIULUHCKUM PpaOOTHUKOM BBIE3HOW Opuragpl CKOpOH MEIUIIMHCKOM MOMOIIM, MEAMLUHCKUM
pabOTHUKOM MEIMLMHCKON OpraHu3alid OpU OKa3aHWM MEAMIIMHCKOW IOMOIIM TpaxJIaHaMm Ipu
3a00JIeBaHUAX, HECYACTHBIX CIy4asx, TPaBMaxX, OTPABICHMUAX U JPYIMX COCTOSHMSX, TpPeOYIOIIMX
CPOYHOTO MEAUIMHCKOIO BMEIIATEIbCTBA.

IV. HasHa4yeHue nekapCTBEHHbIX NpenapaToB rpaxapaHam,
MMeloLWUM NpaBo Ha 6ecnnaTtHoe nony4vyeHue nekapCcTBEeHHbIX
npenapaTtoB UM Nosny4YeHune fieKapCTBEHHbIX NpenapaTos
CO CKMAKOW, NPU OKa3aHUN NepBUYHOMN
MeaUKO-CaHMTapPHOM NOMOLLMU

36. Ilpm oOkazaHuM TNEPBUYHOM MEIUKO-CAHUTAPHOW TIOMOIIM HA3HAYCHHE MEIUIUHCKUM
pabOTHUKOM B COOTBETCTBHH CO CTaHIapTaMU MEIUIIMHCKON MOMOIIHU <19> nekapCTBEeHHBIX MPENapaToB,
OTITyCKaeMBIX OECIUTaTHO WM CO CKHJKOH, OCYIIECTBISIETCS Ha pelentypHoM Omanke ¢opmbl N
148-1/y-04 (;1) ¢ yuetom pa3BuTHs 3a001€BaHMsI, OCOOCHHOCTEH Te€UEHUSI OCHOBHOTO U COMyTCTBYIOILIETO
3a00JIeBaHNH CIIEAYIOIINM KaTeTOPUSIM TpaX/IaH:

<19> Ilynkt 4 vactu | crateu 37 denepanpHoro 3akoHa ot 21 HosOps 2011 . N 323-@3 "O06
OCHOBax OXpaHbl 370poBbi TpaxkaaH B Poccuiickoit ®enepamuu" (CoOpaHue 3aKOHOIATENHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2018, N 53, cT. 8415).

1) rpaknaHaM, UMEIOIIUM MPAaBO Ha MOJYYEHHE TOCYAapCTBEHHOW COLMAIBHOM MOMOLIM B BHJE
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Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

Habopa COIMANIBHBIX YCIIYT, B COOTBETCTBUU C NEPEYHEM JIEKApCTBEHHBIX MPENapaToB Il MEIUIITHCKOTO
IIPUMEHEHHUs, B TOM YHCJIE JICKAPCTBEHHBIX IIPENApaToB A1 MEAULHUHCKOIO NPUMEHEHMS, HA3HAYaeMbIX
[0 PELICHHUIO BpaueOHBIX KOMUCCUI MEUIIMHCKUX OopraHu3anuii <20>;

<20> Yactp 2 cratbu 6.2 @enepanpHoro 3akoHa ot 17 wumioast 1999 r. N 178-®3 "O
rocyaapcTBeHHOM conuanbHoi momonu" (Cobpanue 3akoHoaaTenbcTBa Poccniickont denepanun, 1999,
N 29, c1. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165).

2) nunam, OOTBHBIM reMopMInel, MyKOBUCIIHI030M, THITIO(GHU3apHBIM HAHU3MOM, OoJie3Hbo [ ome,
3JI0KaQYeCTBEHHBIMH HOBOOOPA30BaHUAMHU JUM(POUAHON, KPOBETBOPHONM M POJICTBEHHBIX UM TKaHEH,
pPaccestHHbIM CKJIEPO30M, F€MOJUTUKO-YPEMUUECKUM CHHIPOMOM, IOHOIIECKUM apTPUTOM C CUCTEMHBIM
HayvajioM, Mmykononucaxapuno3oM I, I u VI tunos, nui nociie TpaHCIUIAHTALMK OPraHOB M (UJIM) TKaHEH
B COOTBETCTBUH C IIEPEYHEM JIEKAPCTBEHHBIX IIPENapaToB, yTBepkaaeMbIM [IpaBurenscTBoM Pocculickoi
Oenepanuu <21>.

<21> Yactp 7 crateu 44 denepanbHoro 3akona ot 21 Hos6ps 2011 r. N 323-03 "OO6 ocHoBax
OXpaHbl 370poBbsi Tpaxgan B Poccuiickoit denepanmu” (Cobpanue 3akoHOAarenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2016, N 18, c1. 2488; 2018, N 32, cT. 5092).

3) rpaxiaaHaM, MMEIOLIMM IpaBO Ha IMOJy4E€HHUE JIEKapCTBEHHBIX IMpernaparoB OecCIIaTHO WU
MOJTyYeHHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM 3a CYET CPENCTB O0HKETOB CyOBeKTOB Poccuiickoi
@enepanuy, B COOTBETCTBMM ¢ IlepeuHem rpymnm HaceneHMs W KaTeropuil 3a0ojeBaHUM, IpH
aMOyJIaTOPHOM JIEUEHUU KOTOPBIX JIEKAPCTBEHHbIE CPEJICTBA W M3AENUS MEIUIIMHCKOTO Ha3HA4YeHUS
OTIIYCKAIOTCS MO perentaM Bpauedl OecriatHo, u Ilepeunem rpymnm HaceneHus, mpu amOyJaTOPHOM
JICYEHUH KOTOPBIX JIEKApCTBEHHBIE CPEJICTBA OTIYCKAIOTCS IO perentaMm Bpaued ¢ S0-mporeHTHOH
CKUAKOH €O CBOOOAHBIX I1I€H, YTBEpXKACHHBIMU MocTaHoBieHHeM [IpaBurenbctBa Poccuiickoii
Oenepanuu ot 30 utonst 1994 r. N 890 <22>;

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

4) TpaxgaHaM, CTPAJAIOIMIUM KU3HEYTPOXKAIONIUMUA W XPOHUUYECKHUMH TPOTPECCUPYIOIIMMHU
penkumu (ophaHHBIMH) 3a00J€BaHUSAMH, MPHUBOISIIIMMHA K COKPAIICHUIO MPOJOIKUTEIFHOCTUA JKU3HH
rpakJaH U UX UHBAUIMJIHOCTH <23>.

<23> llocranorienue [IpaBurenscTBa Poccuiickoit ®@eneparuu ot 26 ampens 2012 r. N 403 "O
nopsiike BeaeHus dexepanbHOrO perucTpa Jui, CTPaJAIOUINX JKU3HEYTPOKAIOIMIMMU U XPOHUYECKUMHU
MPOTpECCUPYIOMUMH  peAKkuMH  (opdaHHBIMH) 3a00JICBAaHUSIMU, TPUBOIAIIMMHU K  COKPAIICHHUIO
MPOAOIDKUTELHOCTH )KU3HU TPAXKAAH U MX MHBAJHMIHOCTH, U €ro peruoHanbHoro cermenta" (CoOpanue
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3akoHonarenscTBa Poccuiickoit denepanuu, 2012, N 19, ct. 2428; N 37, ct. 5002).

[Ipu odopmienun peuenta Ha Onanke ¢opmbl N 148-1/y-04 (1) Ha OyMaKHOM HOCHTENE
0(hOpMIISIOTCS JIBa SK3EMIUIAPA, OAWH W3 KOTOPBIX OCTAETCSl B alTEYHOW OpraHW3alud, BTOPOH - B
MEIULIUHCKONW JOKYMEHTAIMH MAIeHTa.

37. IlpaBo Ha3HA4aTh JIEKAPCTBEHHBIE Mpenaparhl rpakJaHaM, UMEIOIIMM MpaBo Ha OecriaTHOE
MOJTyYEHUE JICKAPCTBEHHBIX MPENapaToB WM MOJyUYE€HHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUJIKOM, TAKKE
HUMEIOT:

1) MenmuuMHCKHAE paOOTHUKH, padOTAIONINEe B MEIUIIMHCKON OpraHU3alliy 110 COBMECTHTEILCTRY (B
Mpezesiax CBOSH KOMIIETEHIINN );

2) MeaMUMHCKHE paOOTHUKM CTAallMOHAPHBIX OpraHM3alMil COLMAJIBHOTO OOCIYKMBaHUS IPU
HIMYUM JIMLEH3UM Ha OCYILECTBJIEHHUE MEAMLIMHCKOW JAeATeNbHOCTH <24>, mpeaycMaTpHUBarollei
BBIIIOJIHEHUE paboT (OKa3aHHWE YCIYr) MO OKa3aHHUIO MEPBUYHOM MEIUKO-CAaHUTAPHOM IOMOUIM B
amMOyJIaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEJIOMCTBEHHON MPUHAIEKHOCTH);

<24> Ilynktr 46 uvactu 1 crateu 12 ®epepanbHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JULEH3UPOBAHUN OTAEIbHBIX BUIOB aedrenbHocTu" (CoOpaHue 3akoHojarenbcTBa Poccuiickoi
®enepauun, 2011, N 19, ct. 2716; 2012, N 31, cr. 4322; 2013, N 9, ct. 874; N 27, ct. 3477, 2014, N 30,
cT. 4256; N 42, cT. 5615; 2015, N 1, cT. 11; N 29, ct. 4342; N 44, ct. 6047; 2016, N 1, cT. 51; 2018, N
31, cT. 4838; N 32, c1. 5116; N 45, ct. 6841; N 53, c1. 8424).

3) MeauuUHCKHE pab0OTHUKM MEIUMIUHCKMX  OpraHM3aluii, OKa3bIBAIOIIMX MEPBUYHYIO
MEIMKO-CAaHUTAPHYI0 TIOMOIIb, MOJABEIOMCTBEHHBIX (PelepaibHbIM OpraHaM HCHOJIHUTEIbHOW BIACTH
WJIM OpraHaM MCIIOJHUTENbHOM BiacT cyobekToB Poccuiickoii ®eneparum;

4) uHIUBUAYyaJbHBbIE MpPEANPUHUMATENN, OCYIIECTBISIONINE MEIUIUHCKYIO JAESITeNbHOCTh H
BKJIIOYEHHbIE B PEECTpP MEIUIMHCKUX OpraHu3alui, OCYLIECTBISIOMIMX JEATeNIbHOCTE B cdepe
0053aTeIbHOTO0 METUIIMHCKOTO CTPaXOBaHUSI.

38. IIpu Ha3HaueHWU JIEKAPCTBEHHBIX MPENapaToOB TpakJaHaM, UMEIOIIUM MPaBO Ha OecIiaTHOE
MOJTydeHUE JIEKAPCTBEHHBIX TMPEMapaTOB WM TIOJYyUYCHHE JICKAPCTBEHHBIX IMPENapaToB CO CKHJKOW, B
periente yKasplBaeTcsi HoMmep TenedoHa, MO KOTOpOMY pAOOTHHK amnTeYHOW OpraHu3aluud MpH
HE00XOJIMMOCTH MOKET COIIACOBATh C MEAUIIMHCKUM PaOOTHUKOM 3aMEHY JIEKapCTBEHHOTO Mpenapara.

39. Ha3naueHne HapKOTHUECKUX U ICUXOTPOIHBIX JeKapCTBEHHbIX mpemnapatoB crucka Il Ilepeuns
(32 UCKITFOUEHHNEM JIEKapCTBEHHBIX NPENapaToB B BUJE TPAHCIEPMAaIbHBIX TEPANEBTUYECKUX CHCTEM, a
TaKXKe JIEKApCTBEHHBIX NPENapaToB, COAEPKALIMX HAPKOTHMUYECKOE CpPEACTBO B COYETaHHM C
AQHTarOHUCTOM OIHMOMWIHBIX PEIENITOPOB) TpaXkJaaHaM, UMEIOIIMM IpPaBO Ha OECIUIaTHOE IOyYeHHEe
JIEKapCTBEHHBIX MpPEnapaToB WU MOJYyYSHUS JIEKAPCTBEHHBIX MPENapaToB CO CKUAKON, OCYILECTBIIAETCS
Ha peuentypHoM Onanke (opmbl N 107/y-HII, k koTopoMy AOMOJHUTENBHO O(OpMIIETCS peLenT Ha
peuentypHoM Omanke Gopmbl N 148-1/y-04 (;1) (B ABYX 3K3eMIuIApax npu oQopMiIeHHH Ha OyMa)KHOM
HOCHTEJIE).
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40. Ha3naueHue HapKOTUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB crnucka Il Ilepeuns
B BHJIE TPAHCAEPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTHUYECKHX JIEKApCTBEHHBIX IIPENaparoB
cinucka II Ilepeuns, comepkamux HapKOTHYECKOE CPEICTBO B COUETAHHWU C AHTAarOHHWCTOM OIHMOUIHBIX
pELeNTOpPOB, ICUXOTPOIHBIX JIEKAapCTBEHHBIX mpenapatoB cnucka III Ilepeuns, aexapcTBEHHbIX
IpernapaToB, BKIOYEHHBIX B niepedeHs [IKY, nekapcTBeHHBIX mpenapaToB, 00I1aJaroIuX aHa00INnIeCKOi
aKTUBHOCTBIO B COOTBETCTBUM C OCHOBHBIM (DApMaKOJOIMUECKUM JieficCTBHEM, KOMOMHHPOBAaHHBIX
JIEKapCTBEHHBIX IIperapaTroB, YKa3aHHbIX B mnoanyHkre 3 mnyHkra 10 nHacrosmero Ilopsnka,
IpeJHa3HauYCHHbIE Ul JIEUYEHUs I'pak[aH, UMEIOIIUX [IPaBO Ha OeCIUIaTHOE MOJY4YEeHUE JIEKapCTBEHHBIX
IIpenapaToB WM MOJIy4E€HHUE JIEKApPCTBEHHBIX MIPENAapaTOB CO CKUJKOM, OCYILIECTBISETCS Ha peLenTypHOM
omanke ¢opmbel N 148-1/y-88, Kk KOTOpOMYy IOIMOJHHUTEIBHO OGOPMIIAECTCS PELENT Ha PelenTypHOM
omanke Gopmbl N 148-1/y-04 (1) (B ABYX 3K3eMILIsIpax Mpu 0POPMIICHHH Ha OYMaKHOM HOCHTEJIE).

ITpunoxenne N 1

K [Topsaky Ha3HaueHUS
JIEKapCTBEHHBIX NIPENapaTos,
YTBEPXKICHHOMY IIPUKa30M
MunucTepcTBa 31paBoOOXpaHEHUS
Poccuiickoit denepanuu

ot 14 suBaps 2019 r. N 4u

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB U NCUXOTPOINHbLIX BELLUECTB, KOTOPOE
MOXET bbITb BbIMMCAHO B O4HOM PELENTE

N MexayHapoiHOE dopma BeIITycKa U KonnyectBo
/1 | HEMaTeHTOBAHHOE HAaMMEHOBAHUE JI03UPOBKA
HapKOTHYECKOTO U
TICHXOTPOITHOTO JIEKAPCTBEHHOTO

mpernapara

1 Bynpenopdun + Hanmokcon Tabnerku 60 TabneTok
CyONTMHTBaIbHBIE
0,2 mr + 0,2 mr (ynakoBka, kpaTHast N
20)

2 bymnpenoppun PactBop miis

ynpesopg TR0 A 30 ammyn

nHbeKnui, 0,3 mr/mi 1
(WmpHI-TIOOUKOB)
MII
3 Bynpenopdun TpancaepManbHbIN
IUIaCThIPb
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35 MKr/4ac

52,5 Mxr/gac

20 macTeipeit

10 miacteipeit

WHBEKIUH, pacTBOP JIJIs
MOJKOKHOTO BBEICHUS

10 mr/mur 1 Mt

70 MKr/49ac 5 miiacTeipen
4 JluruapokoaenH TabmeTku
MIPOJIOHTUPOBAHHOTO
IEUCTBUA
60 mr 40 TabieTox
90 mr 30 TabmeTox
120 mr 20 TabieTox
5 Mopdun PactBop mis

20 amryn
(IWmpuUI-TIOOUKOB)

6 | Kogeun + Mopdun + Hockanun +
[TanaBepun + TeGaun

PactBop miis
TTOKOKHOTO BBEJICHUS
0,72+5,75+ 2,7 +
0,36 + 0,05 mr/ma 1 M
144 +115+54 +
0,72 + 0,1 mr/ma 1 mn

20 ammyn

7 Tpumenepunnx Tabnerku 25 mr 50 TabneTok
8 Tpumenepuana PacTtBop miiga nHbEKIUI
10 mr/m 1 Mo 20 amryn
(WTPHI-TIOOUKOB)
20 mr/mi 1 mi
9 Mopdur TaGnerku (Karcysr)
MIPOJIOHTUPOBAHHOTO
JIEUCTBUS
10 mr 180 Tabu. (karc.)
30 mr 60 Tabu. (karc.)
60 mr 40 tab:x. (karc.)
100 mr 20 Tabmn. (karc.)
200 mr 20 tab:. (karc.)
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10 Mopdun

TaoOneTkn

5 mr

10 mr

100 Tabnerok

100 Tabierok

11 Mopdun

Kannu nis mpuema
BHYTPb

20 mr/mit 20 mut

4 ¢nakona

12 Mopdun

PactBop s npuema
BHYTPb (MOHO/103bI)

2 Mr/mi 5 mut
6 mMr/mi 5 mun

20 mr/mit 5 M

100 amrryi /3
80 amrryn /3

30 ammyn /3

13 OxcukonoH + Haokcon

Tabnerku
MPOJIOHTUPOBAHHOT'O
NENCTBUA

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

40 mr + 20 mMr

100 Tabnerok
60 TabieToK
40 TtabneTok

20 TabieToK

14 | [IponuoHMI(PEHUITITOKCUI THIITHUI

TabneTku 3alllCYHbIC

50 TabieTok

€pUIUH 20 mr
15 deHTaHnn TpancnepManbpHas
TEpaNeBTUYECKAs
cucTema
12,5 mxr/gac 20 macTeipen
25 MKr/4yac 20 nnactelpei
50 Mkr/gac 10 nutacteipeit
75 MKr/4yac 10 nutacteipent
100 mkr/gac 10 nutacteipeit
16 DeHTaHuI Tabnerku
50 TabneTok
MOJUbSI3bIYHBIE
KouncyabrantIlitoc
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0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 M
0,8 Mr
17 deHTaHuI Crpeil Ha3aJIbHBII
®nakon 50 MKr/m03a
2,0 mut (10 mo3) 24 (hnakona
3,2 mu (20 103) 12 ¢nakoHoB
5,0 mi (40 no3) 6 drakoHOB
®dnakoH 100 MKr/mo3a
2,0 mi (10 no3) 12 ¢makoHoB
3,2 ma (20 m03) 6 bmakoHOB
5,0 ma (40 mo3) 3 nmakona
®nakon 200 MKr/mo3a
2,0 M (10 no3) 12 ¢akoHoB
3,2 mi (20 no3) 6 (rakoHOB
5,0 mi (40 mo3) 3 ¢urakona
18 ByTropdanon PacTBop /1 MHBEKIIHT
2 mr/ma 1 mn
20 ammyn
19 HanGydun PactBop 11 nHBEKLINI
10 mr/ma 1 mn 50 ammyn
20 mr/mi 1 mi 25 amnyn
20 denobapOuTan Tabnerku
S5wmr
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"O6 yTBepKICHHH MOPsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM

PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

50 mr

100 mr

50 TabieTok

[Ipunoxenne N 2

k [lopsanky HazHaueHus
JIEKApCTBEHHBIX MPETapaToB,
YTBEPKACHHOMY MPUKA30M
MuHucTepcTBa 3[paBOOXpaHEHUS
Poccuiickoit @enepanuu

ot 14 suBaps 2019 r. N 4u

CrpaBoyHO

PEKOMEHOOBAHHbIE K UCNOJIb3OBAHUIO COKPALLIEHUA

nPU OPOPMIIEHUN PELIENTOB

CoxpameHI/Ie ITonHoe HanmcaHue HepeBoL[
aa ana 10, ITIOPOBHY
ac., acid. acidum KHCJIOTa
aer. aerozolum a’p030l1b
amp. ampulla amIryna
aqg. aqua BOJIA
aqg. purif. aqua purifikata BOJIa OYHIIICHHAS
but. butyrum Macito (TBepoe)
caps. capsula Karcyna
comp., Cps compositus (a, um) CIIOKHBIN
D. Da (Detur, Dentur) Beriaii (mycTh BBIIAHO, MMYCTh
OyJieT BBIaHO)
D.S. Da, Signa Detur, Signetur Brigaii, 0003Ha4b
[Tyctb OyneT BeIIaHO,
0003Ha4YCHO
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"O6 yTBepKICHHH MOPsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM
PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

D.t.d. Da (Dentur) tales doses Beinaii (ITycts Oyayt
BBIJIaHbI ) TAKHE JO3bI
dil. dilutus pa3BeICHHBIN
Div. in p. aeq. Divide in partes aequales Paznienu Ha paBHBIE YacTu
emuls. emulsio IMYJIBCHS
extr. extractum SKCTPAKT, BBITSIKKA
F. Fiat (fiant) ITycTh 0Opasyercs
(o6pazyrores)
gran. granulum TpaHyJIbI
qt., qtt qutta, guttae Karuis, Karjiu
qtt. peror. guttae peroralis KaIlUld Il IpUeMa BHYTPb
inf. infusum HacTON
in amp. in ampullis B aMITyJIax
in tab. in tab(u)lettis B Ta0JIeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B Ta0JIETKax C
MPOJIOHTHPOBAHHBIM
BBICBOOOXKIEHUEM

in tab. prolong, obd.

in tab(u)lettis prolongatis

B Ta0JIE€TKax C

obductis HPOJIOHTHPOBAHHBIM
BBICBOOOXKICHUEM,
MOKPBITHIX 000JIOYKOH
lin. linimentum KAIKas Ma3hb
lig. liquor KHIKOCTD
lot. lotion JIOCHOH
m. pil. massa pilularum MUTIOJIbHAS Macca
membr. bucc. membranulae buccales TUIEHKH 3allleyHble
M. Misce, Misceatur Cwmemaii (ITycts Oyner
CMEIIaHoO)
mixt. mixtura MHUKCTYpa
N. numero YHCIIOM
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"O6 yTBepKICHHH MOPsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM

PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

ol. oleum Macio (KUIKOE)
past. pasta rmacra
pil. pilula, pilulae TAJTEOJIS, TTHJTFOJTA
p. aeq. partes aequales pAaBHBIE YACTH
ppt., praec. praecipitatus OCaXICHHBII
pulv. pulvis MIOPOIIIOK
g.s. quantum satis CKOJIBKO TIOTpeOyeTcs,
CKOJIbKO HAaJI0
r., rad. radix KOpEHb
Rp. Recipe Bosbmu
Rep. Repete, Repetatur [ToTopu (Ilycts Oyner
MOBTOPEHO)
rhiz. rhizoma KOPHEBHUIIIE
S. Signa, Signetur O06o3Hausb (ITycts Oyzmer
0003Ha4Y€eHO)
sem. semen ceMs
simpl. simplex MIPOCTOM
Sir. sirupus CHpOTI
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp IS IPHEMa BHYTPb
Spr. spray cripen
Spr. nas. spray nasale CIIpel Ha3aJIbHbIN
supp. suppositorium cBeYa
susp. suspensio CYCIEH3Usl, B3BECh
tabl. tab(u)letta Tabierka
t-ra, tinct. tinctura HacTolKa
STT Systemata Therapeutica TpaHcAepMaIbHast
Transcutanea TepaneBTHUYECKasl CUcTeEMa
KOHcyﬂbTaHTHHIOc www.consultant.ru Crpanuna 23 u3 39

HaJeKHasl IpaBoBasi MOAAEPIKKa



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

IIpuxa3 Munzapasa Poccuu ot 14.01.2019 N 41
"O6 yTBepKICHHH MOPsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM
PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

ung. unguentum

Ma3b

vitr. vitrum

CKJIsIHKa

[Ipunoxenne N 2

K IIpUKa3y MUHHCTEPCTBA 3/paBOOXPAHEHUS
Poccniickoit ®enepanuun

oT 14 auBaps 2019 r. N 4n

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

MMHMCTEPCTBO 3IPaBOOXPaHEHUS
Poccurickon demepaumm

HamMmeHoBaHMe (WTaMII)
MEOUMLMHCKOM OpIaHM3alun

HammeHoBaHMe (WTaMil)

VHIMBUOYAJIEHOTO MPEeONPUHMMA TS
(yxkazaTb alpec, HOMEp M IaTy JMLEH3UN,
HalMEeHOBaHME oOpraHa I'OCYyIapCTBEHHOMU
BJIACTM, BHIOABIWEIO JIMLEHS3MIO)

Kon dopmel nmo OKY[I

Kon yupexneHua no OKIIO
MemMumMHCKasa HOOKYyMEHTAalLMs
dopma N 107-1/y

YTBepXIOeHa NPMKas30M
MyHMCTepCTBa 3OPaBOOXPAHEHMA
Poccurickon demepaunm

or 14 suBapsa 2019 r. N 4H

PEIEIT
(B3pPOCJEM, IOETCKMM — HYXHOE IMOINUEPKHYTH)
"o 20 T.
daMmnmsg, MHULMAJE MMEHM M OTUeCcTBa (IocJienHee - IIPM HaJMUUM)
nauMeHTa
IJaTa poxIoeHMs
daMmIMa, MHMLUMAJE MMEHM UM OTUuecTBa ([ocjenHee - IpM HaJIUuUM)

Jlevamero Bpaua (benbrmepa, akymepkKu)
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Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

Mognuce M.II.
¥ [IeyaThb Jieyalero Bpaua
(nomnmuce Gerypnmepa, akyllepKM)

PeuenT melicTBUTeJieH B TeueHue 60 mHer, mo 1 roma ( )
(HEHYXHOE BaYepKHYThH) (ykazaTb KOJIUUECTBO
MeCcHdleB)

OBopoTHas CTOPOHA

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 1o pelieHuIo BpaueOHOi
KOMHCCHH

[Ipurorosun [Iposepui Otnyctun

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

MUHMCTEPCTBO 3IPAaBOOXPAHEHUSI

Poccurickon demepaumm Kon dopmer mo OKYI 3108805
MemMuUMHCKasA OOKYMEHTAalLUsd
HamMeHOBaHMe (wTamI) dopma N 148-1/y-88
MEeIOMUMHCKOM OpTraHM3aluumn YTBepXIOeHa NPpMKa30M
MyHMCTEepCTBa 3O0PaBOOXPaHEHUS
HamMmeHoBaHMe (WTaMiIl) Poccunickoy denmepauum
VHIUBMAOYAJIBHOT'O MpenNpUHUMATETIA or 14 suBapsa 2019 r. N 4H

(ykazaTb alpec, HOMep M IaTy JMLEeH3UU,
HalMeHOBaHMe opraHa I'OCyIapCTBEHHOMU
BJIACTM, BHIOABIIETO JIMIEHS3UIO)

rairararn rairarararna
Cepusa N
LlL 4L dL ] LlL 4L JdLdL 4]
PELEIT "o 20 .

(naTa obopMmiieHMda pelenTa)

(B3pOCUEIM, IOEeTCKMM — HYXHOEe IIOINUEPKHYTH)
daMuMs, MHULMAJIE MMEeHM ¥ OTuecTBa (IocjiemHee — [IpU HaJUu4dumM)
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)

yT s
"O6 yTBepKICHHH MOPsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM
PELENTYPHBIX...

Jara coxpanenus: 01.04.2019

IIalMeHTa

HaTa poxXIOeHud

Anmpec wMecTa XuTeJbCcTBa MM N MEIMUMHCKOM KapThH aMOyJlaTOPHOTO IallMeHTa,

InoJiydJanmero MeIMIIMHCKYI IIOMOIBb B aM@yﬂaTOpHHX YCIIOBUAX

daMmnMsa, MHULOMAJE MMEHM M OTUeCTRBRa (IIocJienHee — IIPY HaJIMUUM)
Jleyamero Bpauda (denbnumepa, akyLepKu)

[loonuce M HNedaThk Jiedalero Bpaua M.II.
(momnmuch Qenbamepa, akyllepKu)

PeuenT memcTBUTeJIeH B TedeHme 15 nHen

OBbopoTHasas CTOPOHAa

OTMmeTKa 0 Ha3HaYEHHUH JIEKaPCTBEHHOTO
npernapara 1o peleHuIo BpaueOHoi
KOMHUCCUU

IIpurorosun IIposepui Ornyctun

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

MUHMCTEpPCTBO 3OPaBOOXPAaHEHUA YTBEPXIEHA

Poccurickon demepauum IprKa3oM MUMHMCTEPCTBa 3IPaBOOXPaHEeHMSI
Poccurickon demepauun

or 14 suBaps 2019 .

Tamn
Kon
MEOMLMHCKOM OpITaHM3aLuu

N 4u

KoncyabranrlLioc www.consultant.ru
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"O6 yTBepKICHHH MOPsAKa Ha3HAYECHUS JTeKapCTBEHHBIX IIPENapaToB, GopM

PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc

Jara coxpanenus: 01.04.2019

Tamn
Kon
MEOVLMHCKOM OpTaHM3aLuu

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

Kon Kon
KaTerOpUH | HO30JIOTWYECKOil
rpaxaad | ¢popmsl (mo MKB)

Ncrounuk puHAHCHPOBAHUS:
(MO4epKHYTH)

1. ®enepanbHbBIN OFOKET

2. bromxer cyobekTa Poccutickoit
®enepanun

3. MyHuuunaabHbIA OFOIKET

% OTLIATHI:
(MO4epKHYTH)

1. Becrutatao

2. 50%

PEOEIT Cepmusa N

IHaTa odopMIIEeHMUA:

daMmIig, MHMLMAJE MMEHM UM OTUeCTBa

20 T.

(nocnenHee - IpPM HaJUUUM)
InanumMeHTa JZLaTa POXIOEeHMA
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IIpuka3 Munsapasa Poccuu ot 14.01.2019 N 4u
"O6 yTBepKICHUH NOPsIKa Ha3HAYEHNUS IeKapCTBEHHBIX MIPENIapaToB, ()OPM PELEHTYPHBIX. ..

JoxymenTt npenoctasner Koncynprantllntoc
Jara coxpanenus: 01.04.2019

CHMIIC

N nonuca
00513aTEJIbHOIO
MEIULMHCKOIO
CTpaxOBaHMS:

HomMep MeOMUMHCKOM KapTH naumMeHTa, [oJiydawolero MeOULMHCKYII
aMOyJIaTOPHBEIX YCIIOBUAX

IIOMOIIb

B

daMmiMsa, MHULOMAJIE MMEHM M OTduecTBa (IocjiefHee — IIPM HaJIM4UM)
Jleyamero Bpada (denbnumepa, akyLepKu)

Py6. Komn. Rp:
B A A &
cee eee ... Signaz... oo ool ..

[Tognmucek M NeyaThk Jiedamero Bpada M.II.
(moponmuch Qerspamepa, akyllepKu)

Peuent newvcrBuTeJeH B TeueHue 15 pgHem, 30 nuemt, 90 nHen
(HyXHOE MNOOYEPKHYTH)

KouncyabranrtIlitoc

HaJeKHaAsA MPAaBOBas MOAACPIKKA

www.consultant.ru

Crpanwura 28 u3 39


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

IIpuxa3 Munzapasa Poccuu ot 14.01.2019 N 41
"O6 yTBepKICHHUH MOPsAKA Ha3HAYCHUS JTeKapCTBEHHBIX IIPENaparToB, HopM
PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

OTmy1eHo 1o peuenry: ToproBoe HaMMEHOBAHUE U JI03UPOBKa:
Tlara ormycka: " " 20 T. Konunuectno:
[IpuroroBuit: [IpoBepuir: OtnycTun:

Kopemok peuentypaoro 6ianka Cnioco6 npuMeHeHUs:
-------------------- - IIpomoImKUTENLHOCTD JHEH

HaumeHnoBanue JICKAPCTBCHHOTI'O IIplIiapara:

ZIOSI/IpOBKaZ KommuectBo IMPpUEMOB B JICHDb: pas

Ha 1 npuewm: en.

OBbopoTHasas CTOPOHAa

OTMmeTKa 0 Ha3HaYEHHUH JIEKaPCTBEHHOTO
npenapara 1o peleH1o BpaueoHoi
KOMHUCCUU

IIpurorosuin IIposepui Ornyctun

[Ipunoxenne N 3

K IIpUKa3y MUHHCTEpCTBA 31paBOOXPAHEHNUS
Poccuiickoit @enepanuu

ot 14 suBaps 2019 r. N 4n

NnoPALOOK
ODPOPMIEHUA PELENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE NMPEMNAPATDI,
MX YYETA U XPAHEHUA
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"O6 yTBepKICHHUH MOPsAKA Ha3HAYCHUS JTeKapCTBEHHBIX IIPENaparToB, HopM
PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

I. OchopmneHue peuenta Ha 6yMmaXHOM HocuTene

1. Ha peuentypnsix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B 1eBOM BepXxHEM
yriIy TPOCTAaBJSETCS IITAMI MEIUIMHCKOW OpraHM3allik C YKa3aHWEM €€ HAMMEHOBaHUs, ajpeca H
TenedoHa.

JomnonaurensbHO Ha pernentypHoM Omanke ¢opmbl N 148-1/y-04(1) mnpocraBusieTcss Koi
MEIUIIMHCKOW OpraHu3alluid B COOTBETCTBUU € (OCHOBHBIM TOCYIApPCTBEHHBIM PErHCTPALlMOHHBIM
Homepom (nanee - OI'PH).

Cepusi peuentypHoro Omanka ¢opmbl N 148-1/y-04(;1) BkimrouaeT koj cyObekTa Poccuiickoii
denepanuu, COOTBETCTBYIONUN IBYM TiepBbIM mudpaM OOMIEPOCCHIICKOTO KIIacCU(PUKATOpa 0OBEKTOB
aJIMMHHUCTPATUBHO-TEppUTOpHANIbHOTO AeneHus (qanee - OKATO).

Paspemaercs m3roraBnuBarh penentypHbiii 61aHK (opmbr 107-1/y ¢ MOMOIIBIO KOMIBIOTEPHBIX
TEXHOJIOTUH.

2. Ha penentypHbsix OnaHKaxX, OQOPMIIIEMBIX WHAWBUIYAIBHBIMUA TPEANPUHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0 HAa MEIUIMHCKYIO JIeATEIbHOCTh, B BEPXHEM JIEBOM YIUIy THIOIpa@CKUM
CIOCOOOM WJIM TyT€M NPOCTABICHHS UITaMIa JOJDKEH OBITh yKa3aH aapec WHAWBUIYAIBHOTO
IpealpUHUMATENsl, HOMEP W Jara JIMIEH3UMM, HAauMEHOBAaHME OpraHa TOCYJApCTBEHHOW BIACTH,
BBIJIaBLIETO JIULEH3HIO.

3. Penentypusle Omanku ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(;1) 3anomHsroTCS
MEIUIUHCKUM PabOTHUKOM pa300pUMBO, YETKO, YSPHIIIAMH HJIH IIAPUKOBON PYyUKOM.

4. NonyckaeTcst opopMIIeHHE BCEX PEKBU3HMTOB (3a MCKItOUeHHeM pekBu3uta "lloanuck nevaiiero
Bpaua (moamuch (enpamepa, akymepku') penenTypHbix OnankoB (opmsl N 107-1/y u dopmser N
148-1/y-88 ¢ ucnonp3oBaHuEeM Me4YaTalOUIMX YCTPOUCTB.

5. Odopmnenne peuentypusix OmankoB ¢opmbl N 148-1/y-04(;1) Brimodaer uudpoBoe
KOJMpPOBaHUE.

[{udpoBoe KoaMpOBaHNE YKAa3aHHBIX PELIENITYPHBIX 0JIAaHKOB BKJIIOYAET:

1) xon memunumHckoil opranmzanmu (OI'PH) mnm xoxn MHAMBHIYanbHOrO NpPENNPUHHUMATENS B
coOTBeTCTBUM ¢ OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHIUBUAYATbHOIO
npennpunumarens (naiee - OI'PHUIL), npocTaBnsiemblii Ipu U3TOTOBICHUH PELIENITYPHBIX OJIaHKOB;

2) KOJ KaTeropuu TpaxJaH, MMEIOIIMX IMPaBO Ha IMOJIyY€HHE JIEKApCTBEHHBIX IPENapaToB B
COOTBETCTBHUHM cO cTaThel 6.1 PenepanbHoro 3akoHa ot 17 uronsa 1999 r. N 178-®D3 "O rocynapcTBeHHOM
couuangbHOW momomu" <1>, u KojJ Ho3o0y0THYecKOW (opMbl MO0 MexayHapOAHOW CTaTHCTUYECKOU
knaccupukanuu 6osnesnert (nanee - MKDB), 3anmonHsiemble jedaluM BpayoM IyTeM 3aHECEHUS KaxKaIol
uupsl B MycThle SUEHKU, IPU ITOM TOUKA IPOCTABISETCS B OTAEIBHON siueiKe;
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IIpuxa3 Munzapasa Poccuu ot 14.01.2019 N 41
"O6 yTBepKICHHUH MOPsAKA Ha3HAYCHUS JTeKapCTBEHHBIX IIPENaparToB, HopM
PELENTYPHBIX...

Hoxyment npenoctasien Koncynsrantlmoc
Jara coxpanenus: 01.04.2019

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

3) ormetka 00 ucrouHMKe (uHaHCHUpoBaHMs ((peaepanbHbIii OrmKeT [1], OrOTKET CyOBEeKTa
Poccwuiickoit @enepanuu [2], MyHHIMIATBHBIA Or0KeT [3]) U mpoleHTe ommIaThl penenta (OecruiaTHO
[1], 50% [2]);

6. B peuentypnsix O1ankax ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "damunus,
MHHULMAIBl MMEHM M OTYeCTBa (IOCieJHee - TPH HAIMYMKM) TalieHTa" yKa3blBalOTCA (QaMuins,
VMHUIMAJIBI IMEHU M OTYECTBA (TIPU HAJTMYUH ) AIIUEHTA.

7. B penentypubix Omankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) B rpade "Iara
pOXKIeHMs" yKa3bIBAeTCs JlaTa POXKJICHUS HallMeHTa (YMCio, MECSIL, FOJ).

JomnonaurensHo B peuentypHbix O6mankax ¢opmel N 148-1/y-88 u dopmer N 107-1/y nns nereit B
Bo3pacte 10 1 roxa B rpade "JlaTa pokaeHus" yKka3plBaeTCsl KOJIMYECTBO MOJIHBIX MECSIICB.

8. B peuentypusix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHUIIC" u "N mnonuca
00513aTeTLHOT0  MEIUITMHCKOTO CTPaXOBaHUA" YKa3bIBAIOTCS CTPAXOBOWM HOMEP WHIUBUAYAITHHOTO
JTUIEeBoro cyera rpaxaanuHa B [lencuonnom ¢ouae Poccuiickoit @enepanun (CHUIIC) (mpu Hanuyum)
¥ HOMEp T0JIHca 0053aTeTbHOTO MEUIIUHCKOTO CTPaXOBAHHUS.

9. B penentypHbsix 6nankax ¢gopmer N 148-1/y-88 B rpade "Anpec Mecta KHUTEIbCTBA HIIM HOMEP
MEIUIMHCKONW KapThl TMAKMEHTA, TOIYYaIOUIer0 MEIUIIMHCKYIO TOMOIIh B aMOyJaTOPHBIX YCIOBHAX"
yKa3bIBAa€TCsl aJpec MecTa JKUTEeNbCTBA (MecTa MpeObIBaHMsS WIM MecTa (DAaKTHUYECKOro IMPOXKHBAHMUSA)
MaleHTa WM HOMEpP MEIUIIMHCKOH KapThl NalWeHTa, MOJYYalomero MEIWIMHCKYIO IOMOIIh B
amMOyNaTOPHBIX YCIOBUAX <2>.

<2> [Ipuka3 MuHnuctepcrBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 15 gexadps 2014 r. N
8341 "OO6 yrBepxkAeHUU YHU(PUIMPOBAHHBIX (POPM MEIAUIIMHCKON JOKYMEHTAI[UH, HCIIOJIb3YEeMbIX B
MEIULUHCKUX OpPTraHU3alUsaX, OKa3bIBAIOIIMX MEIMIIMHCKYIO MOMOIIb B aMOYJIATOPHBIX YCIOBHAX, U
TIOPSIIKOB 10 MX 3arojHeHuto" (3apeructpupoBaH MuHuCTEpCTBOM rocTuiinu Poccuiickoit deneparuun
20 despans 2015 1., peructpanuonHbslii N 36160), ¢ H3MEHEHHSIMH, BHECEHHBIMH MPUKA30M
MunucrtepcTBa 3apaBooxpanenusi Poccuiickoit ®eneparuu ot 9 saBapst 2018 r. N 2 (3apeructpupoBaH
MunucrepctBom roctunun Poccuiickoit ®@enepanuun 4 anpens 2018 r., peructpaunonsslii N 50614)
(manee - mpuka3 N 834H).

B penentypubix 6mankax ¢popmbl N 148-1/y-04(11) B rpade "Homep MeaUIIMHCKOM KapThl MallMeHTa,
MOJTYyYAOIIero MEeIUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBHUX" YKa3bIBA€TCS HOMEP METUIIMHCKOMN
KapThl MAIMEHTa, MOJIyYaolero MEJAUIIMHCKYIO TOMOIIh B aMOYJIaTOPHBIX YCIOBUAX <3>.

<3> [Ipuka3 N 834H.

10. B rpade "damuinsi, ”HAIIHAIBI UMEHU U 0TYeCTBa (ITOCJIEIHEE - TPU HAIMYKHN ) JICUaIlero Bpaya
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(penpamepa, akymepku)" peuentypusix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04()
PYYHBIM CIIOCOOOM WIJIM C TIOMOINBIO INTaMIla YKa3bIBAIOTCS (paMMIINS, WHULIMAIBI UMEHU M OTYECTBA
(mocnenHee - MpHU HAJIWYKMK) MEJUIIMHCKOTO pabOTHHKA, Ha3HAYMBILETO JIEKAPCTBEHHBIC MpenapaTsl U
0(hOPMHBIIETO PEIIETIT.

11. B rpade "Rp" peuentypusix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn)
yKa3bIBaeTCs:

1) HauMeHOBaHUE JIEKAPCTBEHHOI'O Mpenapara (MeXayHapoAHOE HENTaTEHTOBAHHOE HaUMEHOBAaHUE,
TPYNIUPOBOYHOE MM XMMHMYECKOE HAMMEHOBAaHUE, TOPrOBOE HAUMEHOBAaHUE) Ha JIATMHCKOM SI3BIKE,
¢dopma BEIITyCKa, T03UPOBKA, KOJTHYECTBO;

2) crocod NpUMEHEHHUs JIEKapCTBEHHOIO Ipernapara Ha TrocylapcTBEHHOM s3blke Poccuiickoii
@enepanuy WIM Ha TrocyAapcTBeHHOM s3bike Poccuiickoit denepanuy M TroCyIapCTBEHHOM  SI3bIKE
pecnyOIMK U UHBIX s13bIKax HapoaoB Poccuiickoit denepanyu <4>.

<4> Yactp | crarbu 15 3akona Poccuiickoit ®eneparuu ot 25 oktsops 1991 r. N 1807-1 "O
s3pIkax HapoaoB Poccuiickoit ®epepannu" (Begomoctu cwe3na Hapoanwix aemyratoB PCOCP u
Bepxosnoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanme 3akoHoOmarenbcTBa Poccuiickoit
Ddeneparun, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

12. IIpu odopmiieHnH pelieNTYPHBIX OJTaHKOB 3alPEIIaeTCsl OTPAHMYUBATHCS OOIMMH YKa3aHUSIMHU,
Hanpumep, "Brytpennee", "3BecTHO".

13. Peuent, odopmieHHbii Ha peunentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moANHUCHIBAETCSI METUITUHCKAM PAOOTHUKOM U 3aBEPSIETCS €T MeYaThio.

Penent, opopmiennsiii Ha penentypHoMm Onanke ¢popmbr N 148-1/y-88 u dhopmer N 148-1/y-04(m)
JIOTIOJIHATEIIBHO 3aBEPSAETCS MEYaThI0 MEAULIMHCKON opranu3anuu "l peuentos”.

14. Ha onHOoM penenitypHOoM Ostanke ¢opMmbl N 148-1/y-88 u dopmbr N 148-1/y-04() paspenraercs
OCYIIECTBIISATh HA3HAYCHHUE TOJIBKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO TIperapara.

Ha omnom peunentyprHom Omanke dopmbl N 107-1/y paspemiaetcsi OCyImIeCTBIISITh Ha3zHAYCHUE
TOJBKO OJHOTO HAMMEHOBAaHUS JIEKApCTBEHHOrO Ipenapara, oTHocsamerocs 1o ATX k
aHTUICUXOoTUYecKUM cpeacTtBaM (ko NOSA), ankcuonutukam (koa NOSB), CHOTBOPHBIM U CeTaTUBHBIM
CpeACTBaM (xom  NO5C), AHTHUJIETIPECCAHTAM (xom  NO6A) U  HE MOJJIEXKAIIETO
MIPEeIMETHO-KOJIMYECTBEHHOMY YUETY, U 10 TPEX HaUMEHOBAHUI JIEKApCTBEHHBIX MPENapaToB - sl HHBIX
JIEKapCTBEHHBIX NIPENApaToOB, HE OTHECEHHBIX K BbIlIeyKa3aHHbIM ATX.

15. UcnpaBnenus B peiente He T0MyCKartoTCsl.

16. IIpu opopmienuu perentypHsix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) nHa
JIEKapCTBEHHBIE TMperaparhl, Ha3HAYCHHbIE TI0 pEIICHHWI0 BpadyeOHOW KOMHCCHHM, Ha 00o0poTe
pelenTypHOro OJlaHKa CTaBUTCS CIIeMaIbHAs OTMETKA (IITaMI).
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17. Ha penentyprom 6manke ¢popmsl N 148-1/y-04(i1) BHU3Y UMeeTCs TMHUS OTPBIBA, pa3Aessatomas
peLenTypHbIi OJIaHK U KOPEIIOK.

Kopemok ot pernenta, opopMIEHHOTO Ha YKa3aHHOM pPELENTypHOM OJIaHKE, BBITACTCS MAIUEHTY
(ero 3aKOHHOMY MIPEICTABUTENIO) B AaNTEYHONl OpraHu3allM, Ha KOpEIIKEe JAeNaeTcsi OTMETKa O
HAaUMEHOBAHHH JICKAPCTBEHHOT'O TIperapara, J03UPOBKe, KOJIMYECTBE, CIOCOOE MPUMEHEHHUS.

18. Odopmienue cHenuanbHOrO peHenTypHOro OJaHKa Ha HApKOTHYECKOE CpEeICcTBO U
MICUXOTPOITHOE  BEIIECTBO  OCYILIECTBISETCS B  COOTBETCTBUM €  MPUKA3oM  MUHHUCTEpCTBa
3napaBooxpanenus Poccuiickori @enepanuu ot 1 aBrycra 2012 r. N 54n "OO6 yrBepkaeHuu GHOpMbl
OJIaHKOB PEIENTOB, COJACPKAMUX HA3HAYCHHE HAPKOTHYECKHUX CPEICTB MM TICUXOTPOIHBIX BEIICCTB,
MOpSAKA WX W3TOTOBICHUS, pACHpEICNICHUs, PETUCTPAllMU, Y4yeTa U XpaHEHHs, a TaKkKe MpaBuil
odopmiteHns" <5>.

<5> 3apeructpupoBan MunuctepctBoMm toctuniuu Poccuiickoit @enepaunu 15 asrycra 2012 r.,
peructpaurondeli N 25190, ¢  u3MeHEHMSIMH, BHECEHHBIMU IpUKa3zaMu MWuHHCTEpCTBA
3apaBooxpanenus Poccuiickoit ®epepannu ot 30 wurons 2015 1. N 385" (3apeructpupoBaH
MunuctepctBoM octuiuu Poccutickoit @eneparuu 27 Hosi0pst 2015 r., peructpanuonnsiii N 39868), ot
21 ampens 2016 r. N 2541 (3apeructpupoBan MunuctepcTBoM roctuiu Poccuiickoit ®enepanym 18
urosg 2016 1., peructparmonusii N 42887), ot 31 okta6ps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit deneparuu 9 stuBapst 2018 r., peructpanronssiii N 49561).

Il. OchopmneHune peuenta B popmMme 3N1EKTPOHHOro AOKYMEHTa

19. PenienT B (hopme 3JIEKTPOHHOTO TOKYMEHTA, MOIMUCAHHOTO YCHUJIICHHON KBaTU(UIIUPOBAHHOMN
3JIEKTPOHHON MOAMUCHIO, (OPMHUPYETCS] MEJUIIMHCKUM PaOOTHHKOM, CBEJIEHHs O KOTOPOM BHECEHBI B
(benepanbHBIE pEruCTp MEIUIMHCKUX pabOTHUKOB <6>, a TakkKe INpU YCIOBHUM PETUCTPALUU
MEIULMHCKONW OpraHu3aluu, B KOTOpoil odopmisiercs penent, B ¢GenepaJbHOM peecTpe METULIMHCKUX
opranmsanuii <7> eAuMHON rocyaapCTBEHHOW MH()OPMAIIMOHHOM CHCTEMBI B cepe 31paBOOXpaHEHUs U
MOJIKJIIOYEHUS! TaKOM METUIIMHCKOM OpraHu3aldid K TOCyIapCTBEHHOM HMH(OpMAIMOHHON cHCTEME B
cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit @eneparun <8>.

<6> [lynkter 6, 7 [lomoxeHHus O €IWHOW TOCYAapCTBEHHOW MH(OPMAIMOHHOW CHCTEME B cdepe
3paBOOXPAaHEHUS, YTBEPKACHHOTO roctaHoBieHueM IlpaBurenscrBa Poccuiickont @enepanuu ot 5 Masd
2018 r. N 555 (Cobpanue 3akonomatensctBa Poccutickont @eneparuu, 2018, N 20, ct. 2849; N 49, cT.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (manee - [TonoxeHHe 0 €AMHOM CHCTEME).

<7> [lynktsl 9, 10 ITonoxxeHust 0 AUHON CHCTEME.

<8> Crarbu 91 u 91.1 ®denepanpHoro 3akoHa oT 21 HosOpsa 2011 roga N 323-03 "OO6 ocHoBax
oXpaHbl 3/10poBbs TpaxnaaH B Poccuiickoit ®denepanun" (CoOpanue 3akoHonmarenbcTBa Poccuiickoit
Oenepauun, 2011, N 48, cT. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, cT. 4883; N 48, cr.
6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, ct. 6927, 6928; 2015, N 1, cr. 85; N 10, cT. 1425; N
27, ct. 3951; N 29, ct1. 4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, c1. 2488; N 27, cT. 4219; 2017,
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N 18, ct. 2663; N 31, cT. 4794).

20. IIpu opopmnenun perenta B GopMe dIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIC MPENapaThl,
yKa3zaHHble B mojanyHkTax 2 - 5 myHkra 10 u nynkre 12 Ilopsiaka Ha3HauyeHWs! JEKapCTBEHHBIX
MpenapaTroB, YTBEPXKJACHHOTO HACTOSIIMM TMPUKA30M, W OTIYCKaeMble 3a TMOJHYK CTOMMOCTb,
3aIOHSIOTCS CIEAYIOUUE PEKBU3UTHI:

1) kon cyowekta Poccwmiickoit ®enepanuu mo OKATO, ompenenstoomuii rocylapCTBEHHYIO
MHPOPMAIIMOHHYIO CHUCTeMY B cdepe 3/1paBooxpaHeHus: cyobekra Poccuiickoit denepanum, B KOTOPOit
chOopMHUPOBaH perent B (PopMe AMEKTPOHHOTO JOKYMEHTA;

2) HanMCHOBAHUC MC,Z[I/II_II/IHCKOI‘/'I OopraHusanuu, aapec, Teﬂeq}OH nin CI)aMI/IJ'II/IH, HMHHUIKMAaJIbl UMCHHU U
OoT4YeCTBa (HOCJIG[[HGG - I[Ipu HaJII/I‘II/II/I) HHIAWBUAYAJIBHOTO MPECANIPUHUMATEIA, UMCIHOIICTO JIMICH3UIO Ha
MCIUIUHCKYHO ACATCIIBHOCTD, €ro agpecC,

3) OI'PH ropunuyeckoro nuua (MeauuuHckoil opranuzanuu) win OI'PHUII unauBuayaibHOrO
IpeANPUHUMATEIS;

4) nara opopmiieHus perenta (yKa3blBaeTCs YUCII0, MECSIL, TO/);

5) nmara OKOHYaHHUs JeWcTBUA peuenta (dhopMupyeTcs TroCyJapCTBEHHON HH(OpPMAIMOHHON
cucreMol B chepe 3apaBooxpaneHust cyobpekra Poccuiickoii deneparyii B COOTBETCTBHH CO CPOKAMH
neiictBus perenToB: 15 queit, 30 queit, 60 queit, 90 aueii, no 1 roxa);

6) yHUKaIbHBIM HOMEp penenta (popMUpyeTCsl TOCYTaPCTBEHHON MH(POPMAIIMOHHON CHCTEMOU B
chepe 3mpaBooxpaHeHUs cyObekta Poccuiickoit ®enepanuu U o0ecmeurMBaeT  OJHO3HAYHYIO
uneHtTudukanuo perenra B Gopme aekTpoHHOTo AokymeHTa B couetanun ¢ OKATO, OI'PH wumm
OI'PHUII);

7) ormetrku "cito" (cpouno) unm "statim" (HEMeUIEHHO) MpH HEOOXOAMMOCTH CPOYHOTO WIIH
HEMEJIEHHOTO OTIYyCKa JIEKapCTBEHHOT'O IIperapara MnaueHTy;

8) agpec mammeHTa (yKa3bIBae€TCs MOYTOBBIM aJpec MeCTa >KUTENIbCTBa (MecTa MpeObIBaHUS WM
MecTa (aKTUYECKOro MPOKMBAHUA) C YKa3aHUEM HHJIEKCAa, HAMMEHOBAHUS Kpas, 00JacTH, PeciyOIuKH,
ABTOHOMHOI'O OKpyra, HaWMMCHOBAaHHA HACCJICHHOI'O ITYHKTAa, HAWMCHOBAHUA YJIIMUIbI (HpOCHeKTa,
nepeyIka, mpoesaa), HoMepa qoma (C yKkazaHUEeM KopITyca, TP HaJIH4WH ), HOMepa KBapTUPHI);

9) HOMEp 3JEKTPOHHOM METUIIMHCKOM KapThl MalMeHTa B TOCYAapCTBEHHOM HHGOpMALMOHHON
cucteme B chepe 3apaBooxpaHeHus cyorekra Poccuiickoit @enepanum;

10) pamuinust, uMsi, 0TYECTBO (IIPU HATMYKMH) TAI[UEHTA MOJIHOCTHIO;

11) nmata poxxaeHuss nanueHTa (yKas3blBaeTCsl YHCIO, Mecsl, Toja), Ajud jaered ao 1 roxa
JOTIOJTHUTEIFHO YKA3bIBAETCSI KOJTUYECTBO IMOJTHBIX MECSIICB;

12) pamunus, THUIHATBI UMEHU U 0TYeCcTBa (MOCIEAHEE - IPU HATHYWN) METUIIUHCKOTO paOOTHHKA
MMOJIHOCTEIO;

13) HauMeHOBaHUE  JIEKQpCTBEHHOTO  Ipernapara  (MEXAYyHapoAHOE  HENaTEeHTOBAHHOE
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HAaMMCHOBAHUC, TPYIIIHUPOBOYHOC HIIM XUMHYCCKOC HAUMCHOBAHHE, TOPIroOBOC HaI/IMeHOBaHI/Ie) Ha
JJATUHCKOM S3BIKE, JO3UPOBKaA, (bopMa BBIITYCKa, KOJIMYECTBO,

14) cnoco0 mpuMeHeHHUs JIEKapCTBEHHOrO MperapaTa Ha ToCyIapCTBEHHOM si3blke Poccuiickoit
@denepalli UIM HAa TOCYIAapCTBEHHOM si3bike Poccuiickoit ®Denepaliii U TOCYIapCTBEHHOM SI3BIKE
pecnyOJIMK ¥ MHBIX si3bIKaxX HapoJ10B Poccuiickoit @enepannn <9>;

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

15) mpusHak yTBEpXkAE€HHUS HA3HAYEHMs JIEKAPCTBEHHOI'O Iperapara IO PELIEHUI0 BpaueOHOMU
KOMMCCHUHU METULIMHCKOI OpraHu3anuy;

16) oTmMeTka O Ha3HAYEHWHW JIEKAPCTBEHHOTO IMperapara IO pEHICHHI0 BpauyeOHOW KOMHUCCHU
MEIUIIMHCKOW OpraHu3alliy B CIIydasX, YKa3aHHBIX B a03aue BTopoM myHKTa 6 [lopsaka HasHadeHUS
JIEKApCTBEHHBIX MPENapaToB, YTBEPKACHHOTO HACTOSIIMM IPUKA30M;

17) oTMeTka O crenMalbHOM Ha3HAYEHUU JIEKAPCTBEHHOTrO Ipernapara (3amojHseTcs B Cilyyasx,
yKa3zaHHBIX B myHKTax 16 m 25 Ilopsinka Ha3HaueHHs JEKApCTBEHHBIX MpPENapaToB, YTBEPKIECHHOTO
HACTOSIIUM IPUKA30M);

18) oTmMeTKa 0 crenuanbHOM Ha3HAYEHHUM JIEKAapCTBEHHOI'O IpernapaTa MalueHTy ¢ 3a00JIeBaHUEM,
TpeOYIOIINM ITTUTEILHOTO KypCOBOTO JieueHus (3aloJIHAETCS B CiIydae, ykazaHHOM B myHkTe 24 [lopsaka
Ha3HAYCHHS JICKAPCTBEHHBIX IMPENapaToB, YTBEP>KJIEHHOTO HACTOSIIUM MPUKA30M) C MPOCTaBICHUEM
MEPUOIMYHOCTH OTITYCKa JIEKAPCTBEHHOIO Mpernapara;

19) npu opopmiiennun perenta B popme dIEKTPOHHOTO TOKYMEHTa Ha JIEKApCTBEHHBIC TTpernaparhl,
yKazaHHble B noAmyHkTrax 2 - 5 nyHkta 10 u mynkre 12 Ilopsaka HazHadeHMsI JIEKapCTBEHHBIX
MIpenapaToB, YTBEP)KJIEHHOTO HACTOAILIMM IPUKA30M, Tpa)kJIaHaM, HMEIOIIMM MpaBO Ha OecruiaTHOe
MOJTyYeHHE JIEKapCTBEHHBIX MPENapaToB WIM TMOJTY4YE€HHE JIEKapCTBEHHBIX NpenapaToB CO CKHUJKOM,
3aIOJTHSIOTCS. PEKBU3UTHI, TPEAYCMOTPEHHBIE MOAIMyHKTamMu | - 18 HacTosmiero myHKTa, a TaKke
CIIENYIOINE PEKBU3HTHI:

a) KaTeropusi TrpakJaH, HMEIOIIUX I@PaBO Ha TMOJyYEeHHE JIEKapCTBEHHBIX IpernapaToB B
COOTBETCTBHHM CO cTaThel 6.1 PenepanbHoro 3akoHa ot 17 uronsa 1999 r. N 178-®D3 "O rocynapcTBeHHOM
conuabHOM mmomontn" <10>;

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

0) xox Ho30s0THYeckoi Gopmbl o MKB;

B) UCTOYHUK (puHaHcupoBaHus (1 - denepanbHbIil OrOmKeET, 2 - OOKEeT cyObekTra Poccuiickoit
Denepanu, 3 - MyHULIUTIATHHBINA OFO/IKET);
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r) pasmep omuiathi (1 - 6ecratho, 2 - 50%);

1) CTpaxoBOW HOMEp MHIMBHIYaJbHOI'O JIMIIEBOIO cyera rpaxaaHuHa B IleHcmoHHOM ¢oHIe
Poccuiickoit @enepanuu (npu Hanuuun) (CHUJIIC);

e) HOMED I1oJInca 00513aTEJIbHOIO MCIUIUHCKOI'O CTPAXOBAHH.

21. Ilpu mpocTaBiieHUM OTMETKH, YKa3aHHOW B moianyHkre 16 nmynkra 20 Hactosmero Ilopsaka,
peuent B (opMe 3NIEKTPOHHOrO JIOKYMEHTa IIOJAINMCBIBACTCS YCHJIEHHON KBaJU(HUIMPOBAHHOM
AJIGKTPOHHOW TMOJANMUCHIO TpeAcenareiss WIA CeKpeTraps BpayeOHOM KOMMCCHUM —MEIUIIMHCKON
OpraHu3al|M, [IPU MPOCTABICHUH OTMETOK, YKa3aHHBIX B mojanyHkrax 17 u 18 mynkra 20 HacTosiuero
[lopsnka, - yCUIEHHBIMH KBaIU(PUIUPOBAHHBIMU 3JIEKTPOHHBIMU MOAMMCSIMH COOTBETCTBYIOLIUX
MEIULUHCKUX PAOOTHUKOB.

22. Tlo TpeOOBaHWIO TAalMEHTa WJIA €r0 3aKOHHOTO TPEACTaBUTENS O(OPMIIAETCS SK3EMILIIp
peuenta B (opMe 3JIEKTPOHHOIO JOKYMEHTa Ha OyMa)kHOM HOCHUTENE, B TOM YHUCIE IyTEM €ro
odopmitenns Ha penentypHbix Omankax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(n) ¢ oTMeTKOM
"JlyOnuKaT 3JeKTPOHHOTO JOKyMeHTa".

lll. YyeT peuentypHbIXx GnaHkoB

23. VYyer peuentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
M3rOTABIIMBAEMBIX THUHOrpadCcKUM CIOocOOOM (Hanee - pelenTypHble OJaHKH, MOAJeXKallue YYeTy),
OCYILECTBISIETCS B )KypHalIax ydera, IPOHYMEPOBAaHHbBIX, IPOIIHYPOBAHHBIX U CKPEIUIEHHBIX MOANUCHIO
PYKOBOIMTENS W IMe4YaTbl0 MEAMIMHCKOW OpraHu3alud WIM [OANUCHIO  HHJWBHUIYaJbHOTO
NpEeINpPUHUMATEINS, UMEIOLIET0 JUIEH3UI0 HA METUIIMHCKYIO 1€ TeIbHOCTb.

24. Kypnan yuera perentypHbix 01aHkoB Gopmbl N 107-1/y comepkut cneayromnue rpadsb:
1) HOMep 1O TOPAIKY;

2) B pazaene "[lpuxox":

a) laTa perucTpaluy JOKyMeHTa, OATBEPKIAIOIIETO MOCTYIUJICHHE;

0) HOMeDp U J1aTa TOKYMEHTA, TIOJATBEPKIAIOIIET0 TIOCTYIUICHHE, HANMEHOBAHHE TTOCTABIINKA;
B) 00I1Iee KOJTMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIAHKOB;

r) pamMuius, HHUIMAIB MMEHU U 0TYecTBa (TOciIelHee - IPU HaJU4KUK) U MOJIUCh OTBETCTBEHHOTO
MEIULUHCKOTO paOOTHUKA, MOJYYUBIIETO PEUENTYPHbIE OJIAHKU OT MOCTABIIHUKA;

3) B paznene "Pacxon":
a) laTa BBIJJAYU PEIENITYPHBIX OJaHKOB,
0) KOJIMYECTBO BBIIAHHBIX PEIENITYPHBIX OJIAHKOB,;

B) q)aMI/I.HI/ISI, HWHUIIYAJIbl HMMCHHU M OTYCCTBaA (HOCHGI{HCC - IIpu HaHI/I‘-II/II/I) OTBCTCTBCHHOI'O
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MEIULMHCKOTO PaOOTHUKA, ITOJYYUBIIETO PEENTYPHbIE OJAaHKH;
I') HOJIIMCh OTBETCTBEHHOI'O MEUIIMHCKOTO paOOTHHKA, MOIY4YHBLIETO peLENITypHbIE OJIaHKH;

4) hamuiusi, THUIMATBI UIMEHU U OTYECTBA (ITOCIICAHEE - TPU HAIMYHH) U TIOJIITUCh OTBETCTBEHHOTO
MEJIUIIMHCKOTO paOOTHUKA, BBIAABIIETO PEICNTYpPHbIC OJaHKH;

5) OCTaTOK perenTypHbIX OJaHKOB.

25. XKypnan ydera peunentypHbix OnaHkoB ¢dopm N 148-1/y-88 m N 148-1/y-04(;1) comepkut
cienyromue rpadbr:

1) HOMep 1O TOPAIKY;

2) B pazaene "[lpuxon":

a) laTa perucTpaiuy J0KyMeHTa, MOATBEPKIAIOIIEr0 MOCTYIICHHE,

0) HOMep U J1aTa JOKYMEHTA, TOATBEPIKIAI0IEro NOCTYINIEHNE, HAUMEHOBAHUE ITOCTABIIMKA;
B) 00111ee KOJIMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIaHKOB;

') CEpUU U HOMEPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) dhaMuius, MHULUAIIBI UMEHU U 0TYeCTBa (TIOCTeaHEE - IPU HAIUYUHU) U TIOJNMHUCHh OTBETCTBEHHOTO
MEIUIIMHCKOTO paOOTHUKA, MOJYYHBIIETO PEIENTYPHBIE OJaHKU OT MOCTABIIMKA;

3) B paznene "Pacxon":

a) laTa BBIJJAYU PELENITYPHBIX OJIaHKOB;

0) cepur U HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PEIENITYPHBIX OJIAHKOB;

r) ¢amwivsg, HWHUOUAIBI UMEHHM M OT4yecTBa (MOC/IEeqHEe - NpPU HaJIMYMK) OTBETCTBEHHOI'O
MEIULMHCKOTO PaOOTHUKA, ITOJYYUBIIErO pEENTYpHbIE OJaHKH;

1) TOANKCH OTBETCTBEHHOI'O MEUIIMHCKOTO PaOOTHHKA, MOJTYUYHUBILErO PeLeNTypHbIe OJaHKY;

4) hamwmins, THULMAIIBI UIMEHHU U OTYECTBA (TIOCJIEAHEE - IPU HAJMYUH) U TOJIHUCh OTBETCTBEHHOTO
MEIUIIMHCKOT0 pabOTHUKA, BBIJABIIETO pElENTypHbIE OJIaHKH;

5) ocTaToK perenTypHbIX OJIaHKOB.

26. Y4er crneuManbHbIX PELENTYPHBIX OJAHKOB Ha HAPKOTHYECKOE CPEACTBO M ICHUXOTPOITHOE
BEILECTBO OCYILIECTBIISCTCS B COOTBETCTBUU C IIpUKa3oM MuHucrepcrsa 3apaBooxpanenus Poccuiickon
®enepanun o1 1 aBrycta 2012 r. N 541 "OO0 yTtBepkaeHuu (OpMbI OIAHKOB PEILIETITOB, COJEPIKAIINX
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Ha3HAYCHHE HAPKOTUYECKUX CPEJICTB WM IICUXOTPOMHBIX BEHIECTB, MOpSAIKAa HX HW3TOTOBJICHUS,
pacnpeziesieHus, perucTpaluy, yueTa u XpaHeHusl, a Takxke rnpasui odpopmieHus” <11>.

<11> 3apeructpupoBan MunuctepctBoM toctuiimu Poccuiickoir enepanuu 15 aBrycra 2012 r.,
peructpauMonHelii N 25190, ¢  u3MEHEHMsIMHM, BHECEHHBIMM IpUKazaMu MwuHHCTEpCTBa
3napaBooxpanenus Poccuiickoit ®Depepanmu ot 30 wmrons 2015 1. N 385H (3apeructpupoBaH
MunuctepctBoM octuiuu Poccuiickoit @enepanuu 27 Hosiops 2015 r., peructparmonnsii N 39868), ot
21 ampenst 2016 r. N 2541 (3apeructpupoBan MunucrepcTBoM roctuiiuu Poccutickoit ®denepanun 18
utonst 2016 r., perucrpaumonsasiii N 42887), or 31 oxrsabps 2017 r. N 882 (3apeructpupoBaH
MunucrtepcTBoM roctuninu Poccuiickoit @eneparuu 9 ssuBaps 2018 r., perucrparmonssii N 49561).

27. Ywuer peuentoB, o(QOpMIEHHBIX B (OpPME 3JIEKTPOHHOIO JIOKYMEHTA, OCYIIECTBIIETCS B
rOCyJapCTBEeHHON WH(GOPMAMOHHON cuctemMe B cdepe 37paBooxpaHeHHs cyObekTa Poccuiickoit
denepanyy NOCPEICTBOM BEACHUS €MHOIO PEeecTpa pelenToB, 0GOPMIIEHHBIX B (OpME 3JIEKTPOHHBIX
AOKYMCHTOB.

IV. XpaHeHue peuenTypHbIX 6naHkoB

28. MeauuMHCKUE OpraHW3alMy TOJIY4aloT HEOOXOAWMBIC PEUENTypHbIe OJIaHKH, 0(OpMIICHHBIC
TUNOTPa)CKUM  CIIOCOOOM, Yepe3 TeppUTOpUANIbHBIE OpraHbl YIPABICHHS 3]PABOOXPAaHEHHEM WU
OpraHu3alyy, YIOJHOMOYEHHBIE Ha 3TO OpPraHaMHM HCIOJHUTEIBHOW BIacTU CyOBekTOB Poccuiickoit
denepanuu.

29. PeuentypHble OIaHKH, MOJJIEKAIINE YUETy, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOJUTENEM MEIUIMHCKOM OpraHu3alyy, B 3allUpaeMoM MeTaulndeckoM Imkady (cedide) umum
METAJIJINYECKOM SIIIIHKE.

30. MuauBuayaabHBIN TpeANpUHUMATENb, UMEIOIUI JIMIEH3UI0 Ha METUIIMHCKYIO JEATeNbHOCTD,
XPaHUT pelenTypHble OJaHKH, MOAJEKAIUE YUETy, B 3alIMPaeMOM MeTallIndeckoM Ikady (ceide) mim
METAJUINYECKOM SIIITUKE.

31. IlpoBepka cOCTOSIHUS XpaHEHHUs, ydera, (PaKTHMUECKOTO HaJW4Ms M pacxoja pelenTypHBIX
ONaHKOB, MOJUIEXKAIUX Y4YeTy, OAMH pa3 B KBapTaJll OCYLIECTBISAETCS KOMHCCHEH, CO3JaHHOH B
MEIHUIIMHCKON OpraHu3aluH.

32. Peuentypueie OnaHku, odopmisieMble Ha OyMaKHOM HOCHTEIE W TMOJUIeXKAIINE Y4eTy,
BBIIAIOTCSI MEIULMHCKUM pa0OTHHKAaM, MMEIOIIMM IMPaBO OPOPMIIEHUS PELENTOB, MO PaCIOPsHKEHUIO
IJIaBHOTO Bpaya WJIN €ro 3aMECTUTEIS.

HOJ’Iy‘-IeHHI)Ie PEUCITYPHBIC OlaHKM Ha 6YMa)KHI)IX HOCUTCIIAX XpPaHATCAd MCIUIWMHCKUMU
pa6OTHI/IKaMI/I B IOMCUICHUAX, 066CHC‘II/IBaIOH_II/IX X COXpPAaHHOCTh.

33. XpaHeHue crenuaibHbIX PEeIEeNTYPHBIX OJaHKOB HA HAPKOTHYECKOE CPEICTBO M MCUXOTPOITHOE
BEIIECTBO M BBIJIa4a yYKa3aHHBIX PEIECNTYPHBIX OJaHKOB MEAUIIMHCKOMY PaOOTHHKY OCYIIECTBISETCS B
COOTBETCTBHUU € MpHKazoM MuHucrepcTBa 3apaBooxpanenus Poccuiickoit denepanuu ot 1 aBrycra 2012
r. N 54u "O06 yrtBepxkaeHUU (GOpMbI OJTAHKOB PEIENTOB, COACPKAINUX HAa3HAUYCHHWE HAPKOTUYECKHX
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CPEJICTB WJIU TICUXOTPOIHBIX BEIIECTB, MOPSAKA UX U3TOTOBJICHHS, paCIpeIesiCHUs, PETUCTPAIlMH, YUeTa
Y XpaHEHHMS, a TaKKe nmpaBuil odopmiteHus " <12>.

<12> 3apeructpupoBan MunuctepctBoM toctuiimu Poccuiickoir @enepanun 15 aBrycra 2012 r.,
peructpauMonHelii N 25190, ¢  u3MEHEHMsIMHM, BHECEHHBIMM IpUKazaMu MwuHHCTEpCTBa
3napaBooxpanenus Poccuiickoir ®Depepanmu ot 30 wmrons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM octuiuu Poccuiickoit @enepanuu 27 HosiOps 2015 r., peructpanuonnsii N 39868), ot
21 ampenst 2016 r. N 2541 (3apeructpupoBan MunucrepcTBoM roctuiiuu Poccutickoit ®denepanun 18
utonst 2016 r., perucrpaumonnsiii N 42887), or 31 oktaops 2017 r. N 882 (3apeructpupoBaH
MunuctepcTBoM roctuninu Poccuiickoit @eneparuu 9 stuaps 2018 r., peructpanronsbiii N 49561).

34. IlporpaMMHO-TEXHUYECKHUE CPEJICTBA I'OCYJapCTBEHHBIX MH()OPMALMOHHBIX CUCTEM B cdepe
31IpaBOOXPAaHEHHS, MEAUIIMHCKUX HWH()OPMAIIMOHHBIX CHCTEM MEIUIIMHCKUX OpPTaHU3aIMid 00eCreunBaoT
XpaHEHHUE SJIEKTPOHHBIX PpELeNnToB, OQOPMICHHBIX B (POpMe 3JIEKTPOHHBIX JOKYMEHTOB B TEUYEHUE
CPOKOB, YCTaHOBJICHHBIX JUIS XpPaHEHHUS pelenToB, O(GOPMICHHBIX Ha COOTBETCTBYIOMMX (opmax
peLenTypHbIX 0JIaHKOB Ha OyMa)KHOM HocuTene <13>.

<13> Ilynkr 14 npaBui oTIIycKa JEKapCTBEHHBIX MPENapaToB Ul MEAULMHCKOrO MPUMEHEHUs, B
TOM YHCI€ WMMYHOOMOJIOTUYECKUX JIEKAPCTBEHHBIX IpPENaparoB, anTeYHbIMU OpraHU3aLUsIMHU,
VH/MBUYAIbHBIMU IPEANPUHUMATENISIMHU, UMEIOLIMMHU JIULIEH3UI0 Ha (papMalleBTUUECKYIO JIeSTebHOCTD,
YTBEPKACHHBIX NMPUKa30M MuHHCTEpCTBa 31paBooxpanenus Poccuiickoit ®enepauuu ot 11 urons 2017
r. N 4031 (3apeructpupoBan MunucrepcTBoM roctuiiun Poccuiickoit ®@enepanun 8 centsiops 2017 r.,
peructpauroHHblii N 48125).
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