MUHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOW ®EOEPALINA

NMPUKA3
ot 14 auBapsa 2019 r. N 44

Ob YTBEPXXOEHWU NOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIENTYPHbIX
BNAHKOB HA JNIEKAPCTBEHHBbIE NMPENAPATbI, MOPAOKA O®OPMIJIEHUA
YKA3AHHbIX BJIAHKOB, X YYETA U XPAHEHUA

B coorercTBum ¢ myHktoM 16 wactu 2 ctathu 14 ®enepansHoro 3akoHa ot 21 Hosiops 2011 r. N 323-®d3 "O6 ocHOBax OXpaHbI
310poBbs rpaxkaaH B Poccuiickoit denepanun” (Cobpanue 3akoHomarenscTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2013, N 48,
cT. 6165; 2014, N 30, c1. 4257; N 49, c1. 6927; 2015, N 10, ct. 1425; N 29, c1. 4397; 2016, N 1, c1. 9; N 15, c1. 2055; N 18, c1. 2488; N 27,
ct. 4219; 2017, N 31, ct. 4791; N 50, cr. 7544, 7563) u moamynktamu 5.2.177, 5.2.179 u 5.2.180 Ilonoxenuss o MwuHuCTEpCTBE
3npaBooxpaneHus Poccuiickoit @enepanmu, yTBepkIeHHOTO TocTaHOBIeHHeM [IpaButensctBa Poccniickoit denepannu ot 19 mrons 2012 r.
N 608 (Cobpanue 3akoHOHaTenbCTBa Poccuiickoit denepamun, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, cr. 2812;
N 33, ct. 4386; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, c1. 3577; N 30, c1. 4307; N 37, c1. 4969; 2015, N 2, ct. 491; N 12, cT. 1763; N
23, cT.3333; 2016, N 2, cT. 325; N 9, cT. 1268; N 27, c1. 4497; N 28, cT. 4741; N 34, cT. 5255; N 49, ct1. 6922; 2017, N 7, c1. 1066; N 33, CT.
5202; N 37, c1. 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), npuka3biBaro:

1. YTBepauTh:

MOPSI0K Ha3HAUEHHUS JIEKapPCTBEHHBIX MPENApaToB COITacHO mpuioxeHuio N 1;

(hopMBI peIenTypHBIX OJIAHKOB Ha JIEKapCTBEHHBIE IPEMapaThl COrIacHO MpHiIokeHuio N 2;

HOPSAAOK 0pOPMIIEHHS PEIeNTyPHBIX OJIAHKOB Ha JICKAPCTBEHHBIE IPETIapaThl, HX y9eTa M XPaHEHHs COTIaCHO NMprioxeHnio N 3.
2. IIpu3HaTh yTPaTUBILIUMHU CHUILY:

npuka3 MuHucTepcTBa 31paBooxpanenust Poccuiickoit @eneparun ot 20 nexabps 2012 r. N 11758 "OO6 yTBepKICHHH MOpPSIKa
Ha3HAYCHHUS U BBIMCHIBAHMS JICKapPCTBEHHBIX IPETapaToB, a Takke (OpM peLenTypHBIX OJIAHKOB Ha JISKApCTBEHHBIE Ipenaparsl, Hopsaka
odopmiIeHHs yKa3aHHBIX OJaHKOB, MX y4eTa M XpaHeHus" (3aperucTpupoBaH MuHucTepcTBoM focTuimu Poccuiickoit @eneparyn 25 uroHs
2013 r., peructpaunonHsiii N 28883);

MyHKT 2 U3MEeHEHUH, KoTopble BHOCATCS B Ilopsmok co3fmanHus U AEATENbHOCTH BPadeOHONH KOMUCCUHM MEJHUIMHCKON OpraHu3aluH,
YTBEp>KICHHBIN MPUKa30M MHUHUCTEPCTBA 3IPaBOOXPAHEHHS U COLUAIBHOTO pa3BuTus Poccuiickoit @enepammu ot 5 mast 2012 r. N 5021, u
B Ilopsnok Ha3Ha4YeHWs ¥ BBHIIHNCHIBAHUS JIEKApPCTBEHHBIX IIPENApaTOB, YTBEP)KACHHBIH IPUKa30M MMUHHCTEPCTBA 3APaBOOXPAHCHHUS
Poccuiickoit ®enepanmu ot 20 nexabpst 2012 r. N 1175H, yTBepKASHHBIX NpHKa3oM MHUHHCTepCTBa 37paBooxpaHeHus Poccuiickoit
Oeneparun ot 2 nexabps 2013 r. N 886H (3apeructpupoBan MunmcrepctBoM loctunun Poccuiickoit @eneparm 23 nexabpst 2013 r.,
peructpauonnsiii N 30714);

npuka3 MuHnucrepcTBa 3apaBooxpaHeHuss Pocculickoit denepanun ot 30 umrons 2015 r. N 386n "O BHeceHMHM HM3MEHCHUH B
NPWIOXKEHHsT K npukaly MuHnucTepcTBa 31paBooxpanenust Poccuiickoit ®eneparuu ot 20 nexabpst 2012 r. N 11751 "O6 yTBepxaeHUN
HOps/IKa HA3HAUCHHS M BBINMCHIBAHUS JICKAPCTBEHHBIX MPENapaToB, a Takke (GOpM pelenTypHbIX OJaHKOB HA JICKAPCTBEHHbIE Npenaparhl,
nopsizka ohopMICHHS YKa3aHHBIX OJJAHKOB, MX y4yeTa U XpaHeHus" (3apeructpupoBad MunuctepcTBoM roctuiuu Poceuiickoit denepanun 6
asrycra 2015 r., perucrpanuonssiii N 38379);

MyHKT | U3MEHEeHNni, KOTOpbIe BHOCATCS B MpHKa3 MUHKCTEPCTBA 31paBooxpaHeHus Poccuiickoit @enepannu ot 20 nexadpst 2012 .
N 11751 "O6 yTBepkAE€HHU MOpPsAKA HA3HAYEHHS M BHIMUCHIBAHMS JICKAPCTBEHHBIX IIPENapaToB, a Takke (OPM PelenTypHBIX OJIaHKOB Ha
JIEKapCTBEHHbBIE IIperapartsl, Mopsaka O(OpMIIEHHS yKa3aHHBIX OJIAHKOB, MX ydeTa M XpaHeHHs" W mpwioxeHne N 2 K IpuKasy
MunucrepcrBa 3apaBooxpanenust Poccuiickoit ®enepanmu ot 1 aBrycra 2012 r. N 54n "O6 ytBepxkaeHun (GopMbl OJIAHKOB PELENTOB,
coJiep KallliX Ha3HAUCHUE HAPKOTHUYECKUX CPEJICTB WM IICUXOTPOIHBIX BEIECTB, IOPAIKA UX U3TOTOBJICHUS, PACHIPEACICHU, PErUCTPaALUH,
ydera M XpaHeHHs, a TaKkKe npaBuil opopmiieHHs", YTBepPIKACHHBIX IPHKa3oM MUHKCTEpCTBa 3ApaBooxpaneHus Poccuiickoit denepanun ot
21 ampenst 2016 r. N 254n (3apeructpupoBad MunucrepctBoM roctuiiu Poccuiickoit @eneparmuu 18 urons 2016 r., peructpaunoHssiii N
42887);

MYHKT 5 W3MEHEHHH, KOTOpBIE BHOCATCA B HEKOTOpHIE INpPHKa3bl MUHHCTEPCTBA 3IPABOOXPAHEHHS U COIMAIBHOTO Pa3BUTHUS
Poccuiickoit @enepanmu u MuHucTepcTBa 3z1paBooxpaHeHnst Poccuiickoii @emepammu mo BompocaM OOpamieHUs JICKapCTBEHHBIX
[IpenapaToB, COACPKALIUX HAPKOTUYECKUE CPEICTBA, IICUXOTPOIHBIC BELIECTBA U UX IIPEKYPCOPBL, U JIEKAPCTBEHHBIX CPEICTB, IOATICKALINX
IIPEMETHO-KOIMYECTBEHHOMY Y4eTy, YTBEPKACHHbIX NIpUKa3oM MuHuctepcTBa 3apaBooxpanenus Poccuiickoit denepanuu oT 31 okTabps
2017 r. N 882H (3apeructpupoBad MunuctepctBoM rocturuu Poccuiickoit @enepannu 9 siBaps 2018 r., peructpanuonusiii N 49561).

Munuctp



B.M.CKBOPLIOBA

[punoxenne N 1

K IIpHKa3y MUHHCTEPCTBA 3ApaBOOXPAHEHHUS
Poccuiickoit ®enepanyu

ot 14 suBaps 2019 r. N 4n

norPAAOK HABHAYEHUA NEKAPCTBEHHbIX MPEMAPATOB
l. O6Wwme nonoxeHus

1. HacTosimmit MopsiIoK yCTaHABIMBAET IMPABMIIA HA3HAYCHHS JIEKapCTBEHHBIX MPETapaToB I MEAUIIMHCKOTO NIPIMEHEHHs (Jamee -
JIeKapCTBEHHBIE IIpenaparsl) 1 oopMIIeHHs MX Ha3HAUYCHHUS IIPU OKa3aHHH MEAUIMHCKON IIOMOIIY B MEIUIMHCKUX OpraHu3aImsix <1>.

<1> Tlynkt 11 craten 2 ®enepanpHoro 3akoHa ot 21 Hos6ps 2011 r. N 323-03 "O6 ocHOBaX OXpaHBI 370POBbSI IPAKAAH B
Poccuiickoit ®enepanuun" (Cobpanue 3akoHonarenbcTBa Poccuiickoit deneparun, 2011, N 48, ct. 6724; 2016, N 1, cT. 9, 28; 2017, N 31,
ct. 4791).

2. Ha3HaueHne 1eKapCTBEHHBIX MPETApaToB OCYIIECTBIACTCS JICUAlUM BpadoM, (ebAmepoM, aKyIepKoi B CITydae BO3IOKEHHUS Ha
HHUX TIOJHOMOYHH JI€Yallero Bpada B IIOPSIKE, YCTAHOBIEHHOM IPHKa30M MHHHCTEpPCTBA 3IpaBOOXPAHEHUS M COIMAIBHOTO PAa3BUTHS
Poccutickoit @eneparm ot 23 mapra 2012 r. N 2521 "O6 yrBepskaennu Ilopsika Bo3nokeHUs Ha (Gebmepa, aKymepKy pyKOBOIUTEIEM
MEJUIMHCKOA OpraHu3aluy IpU OpraHM3ally OKa3aHUs INEPBUYHOU MEIUKO-CAHUTAPHOM IOMOHIM U CKOPOH MEJULIUHCKON [OMOIIU
OTAENBHBIX (DYHKLHUH Jieyalnero Bpaya 1o HermoCpeICTBEHHOMY OKa3aHHIO MEJUIIMHCKOMN IIOMOIIY NAallMeHTy B IepUOA HaOMIOACHHS 32 HUM
U €ro JIeYeHUs, B TOM YHUCIIC II0 HAa3HAUCHUIO U IIPUMECHEHHIO JIGKAPCTBEHHBIX IIPENaparoB, BKIOYAs HAPKOTUYECKUE JICKApCTBEHHBIC
mpemapaTbl M NCHXOTPONHBIE JIEKApCTBEHHBIE Mpenaparel” <2>, MHIUBHAYaIbHBIMHU TNPEANPUHUMATENSIMU, OCYIIECTBIISIOIMMU
MEAUIMHCKYIO JESITeIbHOCTD (anee - MeJULMHCKIE PAOOTHUKH).

<2> 3apeructpupoBan MuHHCTepcTBOM rocTUIMU Poccmiickoit Depepamuu 28 ampens 2012 r., peructpamuonHsid N 23971, ¢
N3MEHEHUSIMU, BHECEHHBIMH IIpHKa3oM MuHmcTepcTBa 3apaBooxpaHeHus Poccuiickoit ®enmepanmu ot 31 oxrsabps 2017 r. N 882m
(3apeructpupoBaH MunncrepctBoM roctuimu Poccuiickoit @eneparmu 9 ssaBaps 2018 r., peructpanuonssiii N 49561).

3. CBeleHUs O Ha3HAYCHHOM JICKAPCTBCHHOM IpernapaTe (HauMEHOBaHUE JICKAPCTBEHHOTO MpenapaTa, JO3UPOBKa, Cioco0 BBEIACHUS
¥ TMPUMCHCHUS, PEXKUM JTO3MPOBAHHUS, MPOJOJDKUTEIBHOCTD JIeueHHs ¥ 000CHOBAaHHME Ha3HAYCHHS JICKAPCTBCHHOTO MpernapaTa) BHOCITCS
MEAUIMHCKUM PaOOTHHKOM B MEAUIIMHCKYIO JJOKYMEHTALIUIO MTAI[UEHTA.

B cnyuasx, ykazaHHbIX B myHKTax 9 - 12 mactosmero [lopsaka, MeauuuHCKuil paOOTHUK O(GOpPMIIIeT Ha3HAYEHUE JIEKapCTBEHHBIX
IperapaToB, B TOM YHCIC IOJICKAIIMX HM3TOTOBJICHHIO W OTIYCKY aNTeYHBIMH OpraHM3alMsIMH (ajee - JICKapCTBEHHBIC MHpenapaThl
MHIWBUIYaJIbHOTO U3TOTOBIICHHA), HA PELENTYpHOM OJlaHKe, 0)OPMICHHOM Ha OyMa)XHOM HOCHTEINE 32 CBOEH MOANHCHIO (Hajiee - perenT
Ha OyMa)XKHOM HOcHTelne), ¥ (WIM) C COIJIaCHsl IAI[MeHTa WIM €ro 3aKOHHOTO MpeJCTaBHTeNs <3> Ha perenTypHoM OyaHke B (opme
JIEKTPOHHOTO JOKYMEHTa C HCIOIB30BaHUEM YCHICHHON KBaIU(HUIIMPOBAHHOM JIEKTPOHHOH MOIUCH MEIUIMHCKOrO paboTHHKA (naiee -
peuent B popMe NEKTPOHHOTO JOKYMEHTA).

<3> B OTHOIIEHHH JMIa, yKa3aHHOTO B 4acTh 2 ctathu 20 DenepanpHoro 3akoHa oT 21 Hos0ps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHBbl 310poBbs rpakaaH B Poccuiickoit denepanun” (Cobpanue 3akoHomatenscTBa Poccuiickoit @enepaunn, 2011, N 48, cr. 6724; 2013,
N 48, cr. 6165; 2017, N 31, cr. 4791).

Penent B (bopMe OJICKTPOHHOI'O0 HNOKYMECHTa, co;:(ep)xamﬂﬁ Ha3HA4YCHUEC HAPKOTUYCCKUX CPCACTB HJIM IMCUXOTPOIHBIX BEIICCTB,
IOAIMUCBIBACTCS C UCITIOJIB30BaAHUEM yCPUIeHHOﬁ KBaHPI(i)PIIIPIpOBaHHOﬁ 3J'IeKTpOHHOI71 TIOATIUCH JICHallero Bpaia UJiIn (bem)muepa, aKyLICPKHU,
Ha KOTOPBIX BO3JIOKCHbBI (byHKLII/II/I JicHauero Bpayda, u COOTBGTCTByIOH.[efI MEIUIIUHCKON Oopranusanuu <4>,

<4> Yacte 1 crateu 26 PenepanpHoro 3akoHa ot 8 suBapsa 1998 r. N 3-@3 "O HapKOTHUECKHX CPEACTBAX M ICHUXOTPOIHBIX
BemecTBax" (Cobpanue 3akoHomatenscTBa Poccmiickoit @epeparu, 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, c1. 4791).



Odopmnenne penentoB B (opMe IEKTPOHHBIX JOKYMEHTOB OCYIIECTBISICTCS B ClIydae HMPHUHSATHS YIOJHOMOYEHHBIM OPraHOM
HCTIOJHUTENBHOH BiacTh cyObekTa Poccniickoit denepanuu B cooTBeTCTBHH C IMyHKTOM 4 crathu 6 denepanbHOro 3akoHa oT 12 ampens
2010 r. N 61-®3 "O6 oOpamieHun JIeKapCTBEHHBIX CpeAcTB" <5> pemieHus 00 HCIONb30BAaHUM Ha TeppUTOpUH cyObekTa Poccuiickoit
Odenepanun HapsLy ¢ peLenTaMy Ha JICKapCTBEHHBIE Npenaparhl, 0pOopMIEHHBIMI Ha OYMa)KHOM HOCHUTEJE, PELENTOB Ha JIEKapCTBEHHBIS
npemnaparbl, chOpMUPOBAHHBIX B (POPME 3JIEKTPOHHBIX JTOKYMEHTOB.

<5> Cobpanue 3akoHoHaTenbcTBa Poccuiickoit @enepannu, 2010, N 16, ct. 1815; 2012, N 26, ct. 3446; 2017, N 31, ct. 4791.

4. Ilpu BbINUCKE MaUEHTa U3 MEAMLIUHCKOM OpraHU3alliy, B KOTOPOH €My OKa3blBalach MEJULMHCKAs OMOLIb B CTAllMOHAPHBIX
YCIIOBHSX, JaHHOMY HaIMEeHTy 10 PEIICHHUIO PYKOBOIHUTEINS MEAUIMHCKOW OpraHu3alii Ha3HAdYaroTCs ¢ 0(OpPMIICHHEM perenta B Gopme
JIEKTPOHHOTO JIOKyMeHTa M (WIM) Ha OyMa)KHOM HocHTelle (32 MCKIIOYeHHEeM O(QOpPMIICHHS PELENTOB Ha JICKapCTBEHHBIEC Iperaparsl,
HOUIEKAIIUE OTHYCKy OECIUIATHO WJIM CO CKUIKOH) ian00 BbIAOTCS (HMALMEHTY MM €ro 3aKOHHOMY HPEICTAaBUTENI0) OJAHOBPEMEHHO C
BBIMTICKON U3 MCTOpUH OONE3HH JEeKapCTBEHHBIE MpENaparhl, B TOM YUCIE HAPKOTHYECKHE U TICHXOTPOIHBIE JIEKAPCTBEHHBIE MPENaparsl,
BHeceHHble B cnivcku II u Il nepeuHs HapKOTMUECKMX CPEACTB, NCUXOTPONHBIX BEILECTB U UX MPEKYPCOPOB, MOIEKAIIUX KOHTPOJIO B
Poccuiickoit ®enepanuu, yrBepkaeHHOr0 IoctaHoBIeHHeM [IpaBurensctBa Poccuiickoit @epepariu ot 30 utoHs 1998 r. N 681 <6> (nanee
- [lepedeHs), CHIIBHOICHCTBYIOIIIE JIEKAPCTBEHHBIE TIPETIapaThl, HA CPOK IpHEMa MAIEHTOM JI0 5 THEH.

<6> Cobpanue 3akoHoaarenbeTBa Poccuiickoit @enepannu, 1998, N 27, cr. 3198; 2004, N 8, ct. 663; N 47, ct. 4666; 2006, N 29, cT.
3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, c1. 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, 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, c1. 2864; N 37, c1. 5002; N 41, ct. 5625; N 48, c1. 6686; N 49, cT. 6861;
2013, N 6, ct. 558; N 19, ct. 953; N 25, ct. 3159; N 29, cT. 3962; N 37, c1. 4706; N 46, ct. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N
23, cr. 2987; N 27, ct. 3763; N 44, ct. 6068; N 51, ct. 7430; 2015, N 11, ct. 1593; N 16, cT. 2368; N 20, ct. 2914; N 28, cT. 4232; N 42, cT.
5805; 2016, N 15, ct. 2088; 2017, N 4, cT. 671; N 10, cT. 1481; N 23, c1. 3330; N 30, ct. 4664; N 33, cT. 5182; 2018, N 27, cT. 4071.

5. HasHadueHme IeKapCTBEHHBIX IIPENapaToB IpH OKa3aHWM MEJUNMHCKOM IIOMOIIM B CTAl[MOHAPHBIX YCIOBHSX B
TpeOOBaHUAX-HAKIAAHBIX, HANPaBISIEMBIX B aNTeYHbIC OPraHW3alMH, SBISIOIIMECS CTPYKTYPHBIMH IOJPA3JEeNCHUSIMH MEIUINHCKON
OpraHu3alny, B KOTOPOH OKa3bIBACTCSI MEAUIIMHCKAs! IOMOILb, OCYIIECTBISIETCS B COOTBETCTBHHU ¢ MHCTpYKIMEH O NOpsAKE BHITHCHIBAHUS
JIGKapCTBEHHBIX MpenapatoB M O(OPMICHHS peLenTtoB M TpeOOBaHMH-HAKIAIHBIX, YTBEPXKICHHOI NpUKa3oM MHUHHCTEpCTBA
30paBOOXPAaHEHUss M coluanbHOro pas3utusi Poccuiickoit ®depepaunu ot 12 ¢eppans 2007 r. N 110 "O mnopsiike Ha3HaueHHS WU
BBINMCHIBAHUS JIEKAPCTBEHHBIX TIPENapaToB, 3ACIHN MEIUIIMHCKOTO HA3HAYCHHS U CIICIUAIN3HPOBAHHBIX IPOIYKTOB JIe4eOHOr0 nmuTanus"
<7>.

<7> 3apeructpupoBadn MunuctepctBoM toctunuu Poccuiickoit depepanuu 27 ampens 2007 r., perucrpanuonsslii N 9364, c
N3MEHEHUSIMU, BHECEHHBIMHU TIpHKa3aMyi MHUHHCTEPCTBA 3[PAaBOOXPAHEHNS U COLMAIbHOTO pa3BuThs Poccuiickoit denepanuu ot 27 aBrycra
2007 r. N 560 (3apeructpupoBan MunucTepcTBoM foctuin Poccuiickoit @enepanun 14 centsiops 2007 r., perucrpanmonssiid N 10133), ot
25 centa6ps 2009 r. N 794 (3apeructpupoBad MunucTepcTBOM rocTuitu Poccuiickoit denepanun 25 Hosiops 2009 T., perucTpanuoHHbIH
N 15317), ot 20 smBaps 2011 r. N 13n (3apeructpupoBan MunucrepctBoM toctuimu Poccuiickoit denepauun 15 mapra 2011 r.,
peructpaumonnsii N 20103), mpukazamu MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoir ®enepamuu ot 1 aBrycra 2012 r. N 54n
(3apeructpupoBaH MuHHCcTepcTBOM focTunu Poccmiickoit @eneparmu 15 aprycra 2012 r., peructpanumonssiii N 25190), ot 26 ¢eBpans
2013 r. N 94H (3apeructpupoBan MuHucTepcTBOM roctunu Poccuniickoit deneparm 25 ntons 2013 r., peructpaunonssiii N 28881).

6. Ha3HaueHne JIeKapCTBEHHBIX IIPENapaToB OCYIIECTBIIETCS MEIUIIMHCKUM PAaOOTHHKOM I10 MEKITyHapOIHOMY HENaTEeHTOBAHHOMY
HaMMEHOBAHMIO, a MPH €ro OTCYTCTBUM - I'PYNIMPOBOYHOMY WIM XMMHUYECKOMY HaUMEHOBAaHUIO. B ciydae OTCyTCTBHUS MEXIyHapOIHOIO
HEMAaTeHTOBAHHOI'O0 HAMMEHOBAHUSA U TPYNIUPOBOYHOIO MM XMMHUYECKOIO HAaMMCHOBAHUS JIEKAPCTBEHHOIO Iperapara, JIEKapCTBEHHBIN
IpenapaT Ha3HAauaeTCss MEAUIIMHCKUM PabOTHHUKOM MO TOPrOBOMY HaUMEHOBAHHIO.

Ilpn Hanuuuu MEAMIMHCKMX TOKa3aHWM (MHAUBHIyalbHass HEMNEPEHOCHMOCTb, MO JXHM3HEHHBIM IIOKAa3aHHMSAM) IO PELICHHIO
BpadeOHONH KOMHCCHHM MEIUIMHCKONH OpraHW3aliM <§8> OCYIIECTBISETCS Ha3Ha4eHWe U O(OpPMIICHHE HA3HAYCHUS JICKapPCTBEHHBIX
MPemapaToB, HE BXOAAIINX B CTAHAAPTH MEIUIMHCKON ITOMOIIH, pa3pabOTaHHBIX B COOTBETCTBHH C IyHKTOM 4 ctaTthu 10 ®denepampHoro
3akoHa ot 21.11.2011 N 323-®3 "OO6 ocHOBax oOXpaHBI 3OpOBBsl TpaxnaH B Poccumiickoit ®eneparun” <9>, nmub0 1m0 TOPTrOBEIM
HaMMEHOBaHMAM. Pemenne BpaueOHOM KOMHCCHY MEIMIIMHCKOM OpraHu3anun (GUKCHPyeTcs B MEAUIMHCKOM TOKyMEHTallH ITalieHTa U B
XKypHaje BpaueOHOW KOMHCCHU.

<8> Ilpuka3z Munsapasconpa3sutusi Poccun ot 5 mast 2012 r. N 5021 "OO6 yTBep)KICHUH MOPSAKA CO3MAHUS U IEATEIBHOCTH
BpaueOHON KOMHCCHU MEIUIMHCKON opranusauun" (3apeructpupoBad MuntoctoM Poccuu 9 utonst 2012 r., peructpaumonssiii N 24516), ¢
W3MEHEHUSIMH, BHECCHHBIMU NpHKa3oM Munsapasa Poccun ot 2 nexabpst 2013 r. N 886H (3apeructpupoBan MuntoctoM Poccnn 23 nexabpst
2013 r., peructpannonnsiii N 30714).



<9> Cobpanue 3akoHOmatTenbcTBa Poccniickort denepanum, 2011, N 48, ct. 6724; 2014, N 49, c1. 6928; 2017, N 31, ct. 4791; 2018,
N 53, cr. 8415.

7. Ha3zHaueHue J1eKapCTBEHHOTO HpenapaTa B pelente Ha OyMakHOM HOCHUTEIe WIM perente B GopMe IEKTPOHHOTO JOKYMEHTa
odopmisieTcs Ha UMS NALMEHTA, 1711 KOTOPOTro Mpe/lHa3HaueH JICKapCTBEHHBII penapar.

Penient Ha OyMakHOM HocuTene, opOpMIICHHBIH Ha peunentypHoM Omanke ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04 (),
YTBEPXKJICHHBIX HACTOSIIMM MPHKA30M, a TAaKXKe PEHenT Ha OyMakHOM HocuTene, ohOpPMIICHHBI Ha perenTypHoM Omanke (opMbel N
107/y-HI1, yTBepkaeHHOH mnpukazoM MuHHCTEepcTBa 3apaBooxpaHeHus: Poccuiickoit ®@enmepammu ot 1 aBrycra 2012 r. N 54n "O6
YTBEpXKJICHUH (POPMEI OIAHKOB PEIENTOB, COAEPKAMMX Ha3HAYCHHE HAPKOTHYECKHX CPEICTB WM IICHXOTPOIHBIX BEIIECTB, MOPSAKA MX
H3TOTOBJIEHHS, paclpe/e]IeHNs, pETHCTPAaLlUY, YIeTa M XpaHeHHs, a Takke npasml opopmienus” <10> (nanee - popma N 107/y-HIT), moxer
OBITH IMOJY4YeH IAlMEHTOM, €ro 3aKOHHBIM IPEACTAaBUTENIEM MM JIMIIOM, UMEIOIMM O(GOPMIICHHYIO B COOTBETCTBHH C TPaXKIaHCKUM
3aKoHOJaTeNbCTBOM Poccuiickoit denepanny 10BEPEHHOCTH OT MAMEHTA HA MPAaBO MOMyYEeHHs TAaKOro pelenTa (Jajee - YIOJIHOMOYEHHOE
JIUIO).

<10> 3apeructpupoBan MunuctepctBoM toctuiiu Poccuiickoit ®enepauun 15 asrycra 2012 r., peructpanmonnsiii N 25190, ¢
W3MEHEHUSMH, BHECEHHBIMU NpHKa3aMH MuUHHCTEpCTBa 3apaBooxpaHeHusi Poccuiickoit @enepanmu ot 30 wmrons 2015 r. N 385H
(3apeructpupoBaH MunncrepcTsoM roctuin Poccuiickoit denepanun 27 HostOps 2015 1., perucrpannonnsiii N 39868), ot 21 anpens 2016
r. N 254n (3apeructpupoBan MunncrepcrsoM toctunun Poccutickoit @enepanun 18 mions 2016 r., peructpanuonnsiit N 42887), ot 31
okTs10pst 2017 r. N 882n (3apeructpupoBan MunuctepctBoM roctuiun Poccuiickoit denepanun 9 suaps 2018 r., peructparmonssii N
49561).

PenenT B opMe 3IEKTPOHHOTO IOKyMEHTa (POPMHUPYETCs ¢ MCIONB30BAHHEM T'OCYAApCTBEHHON NH(OPMAILIMOHHON CHCTEMBI B cdepe
3npaBooxpaHeHus cyobekTa Poccuiickoit @enepannu, MEAUIIMHCKOW HHYOPMAMOHHON CHCTEMBI MEIUIIMHCKON opranu3anun <11>.

<11> Crarsu 91 n 91.1 denepansaoro 3akona ot 21 Hos6ps 2011 roga N 323-®d3 "OO6 ocHOBax OXpaHBI 3[J0POBBSI TpaXJaH B
Poccwuiickoit denepanun" (Cobpanue 3akoHomarenbeTBa Poccutickoit @enepanmu, 2011, N 48, ct. 6724; 2012, N 26, cr. 3446; 2013, N 27,
cT. 3477; N 39, ct. 4883; N 48, c1. 6165; 2014, N 30, c1. 4257; N 43, cT. 5798; N 49, ct. 6927, 6928; 2015, N 1, ct. 85; N 10, ct. 1425; N
27, cr. 3951; N 29, c1. 4397; 2016, N 1, ct. 9, 28; N 15, ct. 2055; N 18, c1. 2488; N 27, cT1. 4219; 2017, N 18, c1. 2663; N 31, cT. 4794).

@axT BbIIAYM peLeNTa Ha JICKAPCTBEHHBIH INpernapar 3aKOHHOMY IPEJICTaBUTEIIO WM YIIOJHOMOUYCHHOMY JHLYy (UKcHpyercs B
MEIUIUHCKON JOKyMEHTAIlNH TTaI[eHTa.

8. MeaumuHCKEM pabOTHHKAM 3ampemniaeTcs oGOpMILATh PELenTsl MPH OTCYTCTBHH y TAIMeHTa MEIUIMHCKHX MOKa3aHWH; Ha
HE3aperuCTPUPOBAaHHbIC JICKAPCTBCHHBIC NpenapaTsl <12>; Ha JEKapCTBEHHBIC IpENaparhl, KOTOPblE B COOTBETCTBUU C MHCTPYKLUEH I10
MEIUIMHCKOMY IMPUMECHEHUIO MIPEJHA3HAUCHBl JUI1 IPUMCHEHHS TOJBKO B MEIUIMHCKUX OpraHM3alMsX; Ha HapKOTHYECKHE CPEICTBA U
IICUXOTpPOIHbIE BellecTBa, BHeCeHHble B cnucok II Ilepeuns, 3aperucTpupoBaHHbIE B KayecTBE JIEKAPCTBEHHBIX IpENapaToB, B LEJIX
IIPUMEHEHUS JUIS JIeYeHHUsI HApKOMaHHH.

<12> Pemenne CoBera EBpasmiickoil skoHOMHYecKkod komuccuu oT 3 Hosi0pa 2016 r. N 78 "O IlpaBunax perucrpanuu U
9KCHEPTHU3bl JICKAPCTBEHHBIX CPEJICTB U1 MEIMIMHCKOro npuMmeHeHus"' (oduuuanbHblii caT EBpasuiCKOro 3KOHOMHYECKOTO COIO3a
http://www.eaeunion.org/, 21 nos0pss 2016 r.). Crates 13 demepamproro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 obpamenuu
JIEKapCTBEHHBIX CPEACTB JUId MeaunuHckoro npuMeneHus" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit @epeparmnm, 2010, N 16, ct. 1815;
2015, N 29, ct. 4367, 2018, N 24, c1. 3407).

WHnuBHAyaabHBIM  IPEAIPHHUMATEINSAM, OCYIIECTBILSIIONIMM MEIMIMHCKYIO AESTENbHOCTh, JONOJHUTENFHO K TpeOOBaHUSM,
yKa3aHHBIM B a03ale MepBOM HACTOSILIEro IyHKTA, 3ampemiaercs oGopMiIsTh pelenThl Ha HapKOTHYECKHE CPEICTBA M IICHXOTPOITHBIE
BemiecTBa, BHeceHHble B criicku I u III [lepeuns (manee - HapKOTHYECKUE M NCUXOTPOIIHBIC JIEKapCTBEHHBIE mpenapaTsl cruckoB 11 u 111
[epeuns).

9. Ilpu Ha3HaYeHWH HAPKOTHUYECKMX M TICHXOTPOMHBIX JIEKAPCTBEHHBIX NpemaparoB cmucka 1l Ilepeuns, 3a HCKIIOYCHHEM
JIEKapCTBEHHBIX MpENapaToB B BHAE TPAHCAEPMAIbHBIX TEPANEBTHYECKHX CHCTEM WU JEKapCTBEHHBIX IIPENapaToB, COAEPIKAIINX
HapKOTHYECKOE CPEICTBO B COUYETAHHUH C AHTArOHHCTOM OIHMOUAHBIX PEIENTOPOB, PELENnTHl Ha OyMaXXHOM HocuTene O(OpMIIIOTCS Ha
peuenryproM Gianke Gopmsr N 107/y-HIT.

10. Peuenrypnsrit 6nank Gpopmbr N 148-1/y-88 odopmiisiercst npy Ha3HAUCHUH:

1) HApKOTHYECKHX M MCHXOTPOIHBIX JICKAPCTBEHHBIX MperapaToB crucka II TlepedHst B BUaE TpaHCACPMAIbHBIX TEPANEBTHUCCKHX
CHCTEM, HApKOTHYECKHX JIEKapCTBEHHBIX mpenaparoB cnucka II Ilepeuns, comepxaliux HAapKOTHYECKOE CPEJICTBO B COYETAHHU C



AHTAarOHUCTOM OIMHMOUJIHBIX PEHEIITOPOB, ICUXOTPONHBIX JICKAPCTBEHHBIX NPEIIapaToOB CIIMCKa I HepeqHﬂ;

2) JIeKapCTBCHHBIX MpPENapaTroB, O0JAJAIOMINX aHAOOINIECKOW aKTUBHOCTBHIO (B COOTBETCTBUU C OCHOBHBIM (DapMaKOJIOTHYECKUM
JICHCTBHEM) U OTHOCSIIUXCS MO aHATOMO-TEPANIeBTUUCCKO-XUMHUYECCKOIM KiaccuuKaluy, peKoOMeHI0BaHHOW BceeMupHO#l opranu3aiuein
3npaBooxpaneHus (manee - ATX) <13>, k anabomuueckum ctepounam (kox Al4A) (masiee - JeKapCTBEHHBIC IMpenaparhbl, 00JaJaroIne
aHabOJIMUEeCKON aKTUBHOCTBIO B COOTBETCTBUH C OCHOBHBIM (hapMaKOJIOTHYECKUM ACHCTBHEM);

<13> Crarbs 18 ®enepanproro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 obparieHnn 1eKapcTBEHHBIX CPEICTB I MEIHIITHCKOTO
npumenenus" (Cobpanue 3akoHoaaTenbcTBa Poceuniickoit @epeparmu, 2010, N 16, ct. 1815; 2014, N 52, c1. 7540).

3) JmexkapCTBEHHBIX IIperapaToB, yKa3aHHBIX B ImyHKTe 5 Ilopsaka oTmycka (M3MYECKHM JHI[aM JIEKapCTBEHHBIX IPENapaToB JUls
MEJMLIUHCKOTO NPHUMEHEHHsI, CO/IePIKAIUX KPOME MaJIbIX KOJIMYECTB HAPKOTUYECKUX CPEACTB, ICUXOTPOITHBIX BEIIECTB U UX MIPEKYPCOPOB
npyrue GpapMaKoJIOrHYecKie aKTUBHbIC BELIECTBA, yTBEP)KICHHOIO MPHKa30M MHUHHCTEPCTBA 3[PAaBOOXPAHEHUS] U COLUAIBHOIO Pa3BUTHS
Poccuiickoit @eneparuu ot 17 masg 2012 r. N 5621 <14> (nanee - [lopsaok oTIycKa JeKapCTBEHHbIX IPENapaToB);

<14> 3apeructpupoBan MuHHcTepcTBOM focthuuu Poccuiickoit @enepamuu 1 wrons 2012 r., peructpaumonHsiii N 24438, ¢
W3MEHEHUSIMH, BHECEHHBIMU INpHKa3aMH MuUHHCTEpCTBa 3apaBooxpaHeHusi Poccuiickoit @enepanmu ot 10 wmrons 2013 r. N 369H
(3apeructpupoBaH MunucTepcTBoM focTuimu Poccuiickoit ®@enepannu 15 uromst 2013 r., peructpanuonnsiii N 29064), ot 21 asrycra 2014
r. N 4651 (3apeructpupoBan MununcrepcrsoM foctunun Poccutickoit @eneparmym 10 centsiops 2014 r., peructpanuonnsiii N 34024), ot 10
centsaops 2015 r. N 634H (3apeructpupoBan MunucTepcTBOM ocTiiuu Poccuiickoit @deneparun 30 centsops 2015 ., peructpanoHnbii N
39063), ot 31 okrsaops 2017 r. N 882H (3apeructpupoBan MunuctepctBoM tocTuiun Poccuiickoit denepanun 9 saBapst 2018 r.,
peructpaunonssiii N 49561).

4) IeKapCTBEHHBIX INPEMapaToB HHAMBHUAYAIFHOTO H3TOTOBJICHHSA, CONCPKAIIMX HAPKOTHUECKOE CPEACTBO WM IICHXOTPOITHOE
BemiecTBo crucka 11 Ilepeuns, u apyrue dapmakojgorndeckue akKTUBHBIE BEUIECTBA B 103€, HE MPEBBIIAIONICH BBHICIIYIO Pa30BYIO A03Yy, U
IIPUA YCJIOBUH, YTO 3TOT KOMOWHHPOBAHHBIH JICKAPCTBECHHBIN MpenapaT HE SBISACTCS HAPKOTUYCCKUM WIIM TICHXOTPOITHBIM JIEKapCTBEHHBIM
npenaparoM crucka I [lepeuns;

5) JeKapCcTBEHHBIX INPENaparoB, IOJJICKAIINX IPEIMETHO-KOJINYECTBCHHOMY Y4YeTy, HEe HEepEedYHCIICHHBIX B INOMIyHKTax 1 - 4
HACTOSILETO IyHKTA (32 UCKIIOYEHHEM JIEKapCTBEHHBIX IIPEeNapaToB, OTIIyCKaeMbIX 03 perenTa).

11. Peuentypusiii 6mank ¢opmel N 148-1/y-04 (;1) odopmisieTcs mpu Ha3HAYCHHWHM JIEKAPCTBEHHBIX MPENapaToB TIpaxKIaHaM,
MMEIOLINM TIPaBO Ha OECIUIATHOE MOTYYEHUE JICKAPCTBEHHBIX PENapaToB MM MOTyYEHHE JICKAPCTBEHHbIX NPENapaToB CO CKUAKOM.

12. Penentypusrit 61ank Gopmsl N 107-1/y odopmirsieTcs npu Ha3HAUCHHU:
1) nexapcTBEHHBIX MIPEMapaToB, YKAa3aHHBIX B IyHKTE 4 [lopsiaka OTIycka IeKapCTBEHHBIX MIPENapaToB;
2) JIeKapCTBEHHBIX NIPENapaToB, He YKa3aHHBIX B IMyHKTax 9 - 11 HacTosmiero [opsaxa.

13. HpI/I Ha3HAYCHUU JICKAPCTBCHHOI'O IIpC€riapaTa MHAWBUAYAJIbHOTO HM3TOTOBJICHHSA B PEUCHTE Ha 6yMa)KHOM HOCHUTCIIC U (I/UII/I)
peuenre B (bOpMC OJICKTPOHHOI'O JIOKYMCHTAa HAaUMEHOBaHUS JICKAPCTBECHHBIX IIpErapaToB, BKIIOYCHHBIX B IEPECYCHbL JICKAPCTBCHHBIX
Cp€aCTB Jid MEAUIHUHCKOIO0 NPUMEHEHHUS, MOMJICKAMNUX NPEAMETHO-KOJINYCCTBEHHOMY YUCTY <15> ([[anee - JICKapCTBCHHBLIC NpEnaparhl,
BKJIIOUYCHHBIC B IICPCUCHDb HKY), YKa3bpIBarOTCA B Ha4YaJIC pEUCITa, 3aTEM - BCC OCTAJIbHBIC UHI'PEAUCHTHI.

<15> Ilpuxa3 MunucTepcTBa 31paBooxpaneHus Poccuiickoit @enepanuu ot 22 anpens 2014 r. N 1831 "O06 yTBepkIeHUU MEpeUHs
JIEKapCTBEHHBIX CPEACTB JUIS MEJHWIMHCKOTO TNPUMEHCHHUS, MOAJNEKAMUX MHPeIMETHO-KOIMIECTBEHHOMY ydeTy" (3aperucTpHpoBaH
MunuctepctBoM toctunun Poccuiickoit ®enepaunn 22 wmtons 2014 r., peructpauuonusiii N 33210), ¢ M3MEHEHHSIMH, BHECCHHBIMHU
npuka3amMu MuHucTepcTBa 31paBooxpanenus Poccuiickoit denepanun ot 10 cenrsiops 2015 r. N 634n (3aperucrpupoBan MUHHCTEPCTBOM
toctuimu Poccuiickoit @eneparmu 30 centsopst 2015 r., perucrpanmonnsiii N 39063), ot 31 okrs6ps 2017 r. N 882n (3aperucrpupoBan
MunucrepcrBoM toctuimuu Poccuiickoit @enepamyu 9 suBaps 2018 1., perucrpaunonsbsii N 49561), or 5 ampens 2018 r. N 1491
(3apeructpupoBad MunucrepctBoM toctuiu Poccuiickoit @enepanuu 3 mas 2018 r., perucrpaunonssiii N 50961), ot 27 utons 2018 r. N
4711 (3apeructpupoBan MunucrepcTBoM roctumu Poccuiickoit denepanun 14 asrycra 2018 r., peructpauuonusii N 51885).

14. Tlpn Ha3HaYCHWW JIEKAPCTBEHHOTO IMperapaTa B pelente Ha OyMaXKHOM HoOcuTele W (WiH) peunente B (opMe dIECKTPOHHOTO
JIOKYMEHTA 3alpeniaeTcs MPEBhIaTh KOJTUIECTBO HAPKOTHYECKUX CPEACTB MIIM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOKET OBITH BHIIIICAHO B
OJIHOM pelenTe, ycTaHoBieHHoe npuiiokeHueM N 1 k Hacrosimemy [lopsiiky, 3a HCKIIIOUEHHEM CIlydaeB, yKa3aHHBIX B IyHKTax 16 u 25
Hactosuiero [Topska.



15. Ilpu Ha3HAUYEHUU JIEKAPCTBEHHBIX IIpernapaTroB, BKIIOUYeHHBIX B mnepeueHb IIKY, mo3a KOTOpBIX MpeBbIIIAE€T BbICIIUI
OJTHOKPATHBIN MPHEM, MEIUIMHCKUN PaOOTHHK 00O3HAYaeT J03y ATOTO JIGKAPCTBEHHOTO Iperapara B perente Ha OyMakHOM HOCHTEIE
MPOIMHKCHIO ¢ MPOCTABJICHUEM BOCKJIMIATEIBHOIO 3HAKAa U (MJIM) MPOCTABIISCT BOCKJIUIATEILHBIN 3HAK PU 0GQOPMIICHUH perenta B Gpopme
JJIEKTPOHHOTO JIOKYMEHTA.

16. KonuyecTBO Ha3HA4YEHHBIX JIEKAPCTBEHHBIX NpENapaTroB, BKIIOUEHHbIX B mepedeHb IIKY, mpu oka3aHum mnamueHTaM,
HY’KJQIOLIUMCS B JUIUTEIBHOM JICUCHHH, TIEPBUYHOI MEINKO-CAaHUTAPHOM MOMOIIM U NAJUIMATUBHON MEIMIMHCKON MOMOIIN MOXET OBITh
YBEJIMYEHO He 0ojiee 4eM B 2 pasa MO CPaBHEHHIO C KOJMYECTBOM HAPKOTHYECKHX CPEICTB HJIM NCHXOTPOINHBIX BELIECTB, KOTOPOE MOXKET
OBITh BBHITMCAHO B OJJHOM PELENTE, YCTAHOBICHHBIM HpriioxkerneM N 1 k Hactosiemy ITopsiaky.

B ciryuasix, npeycMOTpeHHBIX ab3alieM IepBEIM HACTOSIIETO MyHKTa, HA pelenTax Ha OyMa)KHOM HOCHTeENIE ITPOU3BOJUTCS HAIINCh
"Ilo crenuanbHOMY Ha3HA4YEHWIO", OTIEIBHO 3aBEpPEHHAs! MOAIMICHI0 MEIUIMHCKOro pabOTHHKA M MEYaThI0 MEIHUIIMHCKON OpraHM3aluH
"Ilnst peuentoB", Ha penentax B (opMe 3IIEKTPOHHOTO JOKyMeHTa IpousBoautcss orMmerka '"Ilo crernmanbHOMy HaszHayeHHIO" C
MIPOCTABJICHHEM yCHIICHHOH KBUTU(DUIIMPOBAHHOM SJIEKTPOHHOM NOAMCH MEIHUIIMHCKOTO paOOTHHUKA.

17. CocTaB JeKapCTBEHHOTO IMperapaTa, jJekapcTBeHHas (opMa U oOpalieHre MeAMIUMHCKOro paboTHUKA K (papMaleBTHYECKOMY
paboTHUKY 00 OTITyCKe JIEKapCTBEHHOTO Mpenapara 0QOPMIISIOTCS Ha JIATHHCKOM S3bIKE B POIUTEIBHOM I1a/IeKe.

IIpu oopmiteHHN perenTypHBIX OIaHKOB AOMYCKAeTCsl HCIONb30BaHUe coKpatieHni (mpuinokenue N 2 k Hactosimemy [lopsaky).

IIpn Ha3HaYeHHM JEKApCTBEHHOTO IIpemapaTa HE IOIyCKAeTCsl COKpaIleHWe ONM3KUX 110 HAaMMEHOBAaHMSAM WHIPEAHECHTOB,
COCTABJIAIOILUX JIEKAPCTBEHHBIN Npenapar, He O3BOJIAIONINX YCTaHOBUTh, KAKOM UMEHHO JIEKapCTBEHHBIH IIpenapaT Ha3Ha4yeH.

18. Crioco6 HNPUMCHCHUA JICKApCTBCHHOI'O IIpeIiapara 0003HavaeTcs C YKasaHuEM J03bl, 4aCTOTbl, BpEMCHHU IIpHUE€Ma OTHOCUTECIILHO
CHa (yTpOM, Ha HO‘{I:) " €ro JIUTEJILHOCTH, a JJId JICKAPCTBECHHBIX IIPEIapaTos, BSaPIMOZ[eﬁCTByIOH_[I/IX C m«[meﬁ, - BpEMECHHU UX yHOTpC6J’IeHI/Iﬂ
OTHOCHUTCIIbHO IpHUEMa MU (I[O €bl, BO BpEMs €/bI, IIOCIIC CZ[I)I).

19. TIpu HEOOXOOMMOCTH HEMEUICHHOTO WM CPOYHOTO (B TEYECHHE IBYX pabouyMx JHEW) OTIyCKa JISKApCTBEHHOIO IMpemapara
MAalMeHTyY B BepXHEi yacT peuenta Ha OyMa)KHOM HOCHTEJE MPOCTABIAIOTCS 0003HadeHHs "cito" (cpouHo) min "statim" (HeMeaIeHHO).
Amnanornussle 0003HauCHUS IPOCTABIISIOTCS B BHE OTMETOK IPH 0(OPMIICHNH perenTa B (opMe JIEKTPOHHOTO JOKYMEHTA.

20. [Tpu odopmiIeHHr Ha3HAYEHHS TOTOBOTO JIEKAPCTBEHHOTO TIperapara B pelnente Ha OyMa)kHOM HOCUTENIE WM perente B Gpopme
JICKTPOHHOTO JOKYMEHTa KOJIMYECTBO HEHCTBYIOIIMX BEIIECTB YKa3bIBA€TCS B COOTBETCTBHM C HWHCTPYKIHEH II0 MEIHUIIMHCKOMY
IIPUMEHEHHIO JICKapCTBEHHOT'O IperapaTa.

TIpu ohopmiteHHH HAa3HAUCHHS JICKAPCTBEHHOTO Mpenapara HHINBUIYILHOTO H3TOTOBJICHHUS B PELICITE Ha OyMa)KHOM HOCHUTENIC UITH
peuenTe B (GopMe 3IEKTPOHHOTO TOKYMEHTA KOJMYECTBO TBEPHBIX M CHIMYYHX (PapMaleBTHYCCKUX CYOCTAaHIMHA YKa3bIBacTCsS B TpaMmax
(0,001; 0,5; 1,0), ’KUAKHX - B MIWUTHIUTPAX, FpaMMax U Karuiix.

21. Peuentsl Ha OymakHOM HocuTene, B (OpPME IJIEKTPOHHOTO JOKyMeHTa, oopMiIeHHbIE Ha peuenTypHoMm Onanke (Gopmbl N
148-1/y-88 u mpeaHa3HaueHHbIC ML OTIYCKa JIEKapCTBEHHBIX MPENapaToB, MPeIyCMOTPEHHBIX MOANYHKTaMu 2 - 5 myHKTa 10 HacTosIiero
[Nopsnka, neiicTBUTENBHBI B TeUeHUE 15 mHEl co THS opOopMIeHUS.

22. Penentsl Ha OyMaXHOM HocuTene, B (hopMe DIEKTPOHHOTO JOKYMEHTa, O(OPMIICHHBIE Ha peuentypHoM Omanke (opmsel N
148-1/y-04 (1) n mpeHa3HAYCHHBIE JUIS OTIyCKa JIEKAPCTBEHHBIX IIPENIapaToB IpasklaHaM, yKa3aHHBIM B IyHKTe 11 Hacrosimero IMopsaka,
JeiicTBUTEIbHBI B TedeHue 30 nHei co THSI 0OpMIICHUS.

23. Penentsl Ha OymMaKHOM HocuTene, B (opMe dIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIE Ha peuentypHoM Omanke (opmbel N
148-1/y-04 (1) 1 mpeHa3HAYCHHBIC JUIS OTITYyCKa JICKAPCTBEHHBIX MPEMapaToB rpaxIaHaM, JOCTUTIIAM IEHCHOHHOTO BO3pacTa, HHBAUIAM
MEepBOil TPYIIbL, ACTIM-WHBAJIHAAM, a TaKKe TpakIaHaM, CTPAJAlOLUIMM XPOHHYECKUMHU 3a00JeBaHUSAMHU, TPEOYIOMINMH IJIHTEIBHOTO
KyPCOBOTO JIeUeHNs, AeHCTBUTENbHBI B TeueHue 90 aHei co qHs oopMIIeHUSL.

Jlnst nedeHuss XpOHMUYECKUX 3a00JIeBaHIH yKa3aHHBIM KaTeTOPHAM IpakIaH JISKAPCTBEHHBIE IpenapaTsl ¢ 0(hOPMICHHEM PEIENTOB
Ha OyMa)XHOM HOCHTEJIE WIIH PELENITOB B (JopMe SIEKTPOHHOTO JOKYMEHTa MOTYT Ha3HAuaThCs Ha Kypc JiedeHust 1o 90 queil.

24. PeuenThl Ha OyMaXHOM HOCHTENE, B (pOpPME DIICKTPOHHOTO JOKYMEHTa, O(OpPMIICHHBIC Ha perenTypHoM Onanke (opmbl N
107-1/y w mnpegHa3HauCHHBIC IS OTIYCKa JICKAPCTBCHHBIX IpENapaToB, INPEIyCMOTPEHHBIX NyHKTOM 12 Hactosimero [lopsnka,
JIeHCTBUTEIBHBI B TeueHue 60 nHEi co THSI 0OpMIICHUS.

IIpn Ha3HAYEHUM TOTOBBIX JICKAPCTBEHHBIX IIPENAapaToB U JIEKAPCTBEHHBIX IPENapaToB WHIMBUYAIFHOTO N3rOTOBJICHHS HallIeHTaM
¢ 3a00JIeBaHUSIMH, TPEOYIOIMMH UTUTEIBHOTO KYPCOBOTO JieYeHHs, ¢ ohopMiIeHHeM Ha perentypaoM Onanke ¢popmbl N 107-1/y penenrta Ha
OyMa)KHOM HOCHTeNe WiIM B (OpME 3IEKTPOHHOIO JOKYMECHTA YCTaHABIMBACTCA CPOK MACHCTBHA peLenTa B INpeaesiax A0 ORHOTOo
KaJICH/IApHOTO To/1a.



B ciyuae ycraHOBIEHHS cpoka JAeHCTBHS pementa B IpeAesiiax M0 OJHOTO Toja B pemente Ipocrasiserca ormerka "[lo
CHeHaIbHOMY Ha3HAuCHHUIO", 0003HAYAETCsl CPOK JEHCTBUS pelenTa U IMepUOIUIHOCTE OTITyCKa JICKAPCTBEHHBIX MPENapaToB U3 alTedHON
OpraHu3alli¥l WM HMHAWBHIAYAJbHBIM IpEINpUHUMATENIeM, HMCIONIMM JIMLIEH3UI0 Ha (apMaleBTHYECKYyIO JesTeNIbHOCTh <16>
(e)KEHEeIeNbHO, €©KEMECSIYHO M HHbIe NepHobl). JIOMONHMTEIBHO ATO yKa3aHHWE 3aBepseTCSl IMOJINUCHI0 M MEeYaThI0 MEIUIUHCKOTO
paboTHHKa, a TaKKe MeYaThbl0 MEAMLUHCKON opranmzauuu "lns penentoB" (i peuenta Ha OyMaKHOM HOCHTENE) WIM YCHJICHHOU
KBaJIM(HUIUPOBAHHOH JIEKTPOHHON IIOJNUCHI0 MEIUIMHCKOrO PabOTHMKA M JIMLA, YIOJIHOMOYEHHOIO 3aBEPSTh JOKYMEHTHI OT MMEHH
MEAUIHCKON OpraHu3auu (I1s petenta B popMe JIeKTPOHHOTO JOKYMEHTA).

<16> Ilynkr 47 uwactu 1 crareu 12 ®denepanbhHoro 3axona ot 4 mas 2011 r. N 99-®3 "O nuueH3UpOBaHUU OTIENIBHBIX BUIOB
nesitenpHOCTH" (CoOpanue 3akoHOoAaTenbcTBa Poccuiickoit @enepanuu, 2011, N 19, cr. 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, ct. 4342; N 44, ct. 6047; 2016, N 1, cT. 51; 2018, N 31, cT.
4838; N 32, ct. 5116; N 45, ct. 6841; N 53, ct. 8424).

25. PenenTsl Ha MPOM3BOAHBIE OAPOUTYPOBOI KUCIOTHI, KOMOMHUPOBAHHbIE JIEKAPCTBEHHBIE MpenapaThl, CoAeprKalliue KOJIeHH (ero
conM), HHble KOMOMHHMPOBAHHbBIC JICKAPCTBEHHBIC MpENapaThl, MOUICKAIINE MPEAMETHO-KOJIMYECTBEHHOMY YYeTy, JIeKapCTBEHHbBIC
npernaparbl, o0Jafaroune aHaOOIMYECKOH aKTHBHOCTHIO B COOTBETCTBHHM C OCHOBHBIM (DapMaKOJOTHYECKMM JCHCTBHEM, IS JICUCHUS
MAIUEHTOB ¢ XPOHMUECKUMH 3a00JICBAHUSIMI MOTYT O(OPMIITECS Ha Kypc JiedeHust 1o 60 Heit.

B naHHBIX cilydasx B perenrax Ha OyMa)KHOM HOCHTENIC Mpou3BoAuTcs Haamuch "Ilo crenuaibHOMY Ha3HA4YCHHUIO'", 3aBEpCHHAS
MOJMKCHI0 MEMIMHCKOrO pabOTHHKA W MEYaThbi0 MEIUIMHCKOW opranusanuu "[lns perenToB", perientax B (opMe BICKTPOHHOTO
JIOKyMeHTa mpou3BoauTcs otMmetka "[lo crenuanbHOMY Ha3HAUYCHHUIO', ¢ MPOCTABICHUEM YCHJICHHOW KBAJTHU(HUIIUPOBAHHON 3IICKTPOHHOU
MOJMHUCH MEIULUHCKOTO PA0OOTHHKA U JIMLA, YIIOJTHOMOYEHHOTO 3aBEePATh JOKYMEHTHI OT UMEHU MEANUIIMHCKON OpraHU3alliy.

26. Peuent Ha OyMaXHOM HocuTesle, B ()OPME 3JIEKTPOHHOTO NOKYMEHTa, O(QOPMIICHHBI C HapyIICHHEM YCTaHOBJICHHBIX
HacroswM [lopsakom TpeboBaHMiA, CUUTAETCA HEACHCTBUTEIEHBIM.

Il. HasaHayeHuMe nekapcTBEeHHbIX NpenapaToB NpPU okasaHun
MeAWNLIMHCKOM NOMOLUM B CTauMOHaApPHbIX yCITOBUAX

27. Tlpum oxa3aHWM NAlMEHTy MEIUIMHCKOW IIOMOLIM B CTallMOHAPHBIX YCJIOBHSAX HAa3HAUCHUE JIEKAPCTBEHHBIX MPENapaToB
MPOM3BOAMTCS 0e3 opOpMICHHUsS pelenTa MEAULIUHCKAM pabOTHHKOM €JUHOJIMYHO, 32 HCKIIOYEHHEM CIy4aeB, YKa3aHHBIX B IyHKTe 28
Hactosauero [lopsnka.

28. CornacoBaHne Ha3HAYCHUSI JEKAPCTBEHHBIX MPEMapaToB C 3aBEAYIONIIMM OTACICHHEM MM OTBETCTBEHHBIM JCKYPHBIM BPAdOM
100 APYTUM JIMIOM, yTIOJHOMOYEHHBIM IPHKA30M TJaBHOTO Bpada MEIUNMHCKONW OpraHU3alliM, a TakkKe, NPU HAINYUH, C BPAdOM -
KIMHIYECKUM (hapMaKoIoroM HEOOXOIMMO B CITydasx:

1) OAHOBPEMCHHOI'O HA3HAYUCHUS IISITH U Oosiee JICKapCTBCHHLIX NIpEapaToB OAHOMY NMAIUCHTY,

2) Ha3HAa4YeHHs JICKAPCTBEHHBIX IPENapaToB, HE BXOMSIIUX B IEPEUYCHb JKU3HEHHO HEOOXOAMMBIX M BAKHEWIINX JICKapCTBEHHBIX
npenapaToB <17>, NMpH HETUNUYHOM TEUSHUM 3a00JICBaHWS, HAJWYMM OCJIOXHEHUH OCHOBHOTO 3a00JieBaHMS W (MJIH) COIYTCTBYIOIINX
3a0oneBaHUH, NMPU HAa3HAYCHHM JIEKAPCTBEHHBIX MpENapaToB, OCOOCHHOCTH B3aUMOJCHCTBUSI M COBMECTHMOCTH KOTOPBIX COTJIaCHO
MHCTPYKLMAM 10 MX INPUMEHEHHIO HPHBOIAT K CHIDKCHHIO 3(dexTuBHOCTH M Oe3omacHocTH (apMmakoTepanuu U (WIM) CO3IA0T
MOTEHIMAIBHYIO OMTACHOCTD JUISl KM3HU U 3/10POBb MAI[HEHTA.

<17> Ilynkr 1 crareu 60 ®enepanpHoro 3akoHa oT 12 ampems 2010 r. N 61-®3 "OO6 obpamieHun JIEKapCTBEHHBIX CpPEICTB"
(Cobpanue 3axoHonarenbetBa Poccuiickoit @eneparmu, 2010, N 16, ct. 1815; 2012, N 26, ct. 3446; 2014, N 52, c1. 7540).

B ykazaHHBIX ClydasX Ha3Ha4yeHHE JICKAPCTBEHHBIX IPENapaToB (GUKCHPYETCs B MEAWIMHCKOW JOKYMEHTAlWH MalUeHTa |
3aBepseTCsl MOIIUCHI0 MEIUIMHCKOTO Pa0OTHHKAa W 3aBEeIyIOIIEro OTAENEHHEM (OTBETCTBEHHOI'O MIEXKYpPHOTO Bpaya WM JAPYroro
YIOJIHOMOYEHHOTO JIUIIA).

29. MepuiyHCKUN pabOTHUK MEIUIMHCKOW OpraHu3aluM (€€ CTPYKTYPHOTO IOIpa3[eNieHus), PAcHOJ0KEHHOH B CEIbCKOM
HACEJICHHOM ITyHKTE, OCYIIECTBIISICT HA3HAUYEHHE JICKAPCTBEHHBIX IIPENapaToB B CIydasX, yKa3aHHBIX B IMyHKTax 28 u 30 HacTosmiero
[opsinka, eMHOANYHO.

30. ITo PCUICHUIO Bpaqe6H0171 KOMHUCCHUHN IMMAallMCHTaM IIpU OKa3aHUHW UM MeﬂPH.[PIHCKOﬁ noMomy B CTAalMOHAPHBIX YCJIIOBUSX
Ha3HAYarOTCs JICKApCTBCHHBIC IIp€raparbl, HC BKIIOYCHHBIC B IICPECUCHb KU3HCHHO HeO6XOIII/IMI)IX W BaXHEUIUX JICKapCTBECHHBIX
npenaparosB, B ClIydac UuX 3aMCHbI U3-3a I/IHI[I/IBI/IZ[yaJ'ILHOﬁ HENIEPEHOCUMOCTH, 110 )KU3HCHHBIM ITOKa3aHUIM.

Peurenue Bpaqe6H0ﬁ KOMHCCHHU (I)I/IKCI/IpyeTCH B Me):[I/IHI/IHCKOﬁ JOKYMCHTalIUM MMallME€HTa U XXypHaJC Bpaqe6H0i«'1 KOMHCCHH.



31.B clrydasax 06CII€I[OB3HI/ISI " JICYCHUS TpaXJaHWHA B CTAITUOHAPHBIX YCJIIOBUAX B paMKaX MPEAOCTAaBJICHUS MEIUIIUHCKUX YCIIYT Ha
BO3ME3/THOM OCHOBE 3a CUET JIMYHBIX CpCACTB I'paxkJiaH, CpECACTB IOPUAUYCCKUX JIUIl U UHBIX CPEACTB HAa OCHOBAHUU J0TOBOpA, B TOM YUCIIC
J0roBopa Z[O6p0BOJ'II:HOFO MEIUIMHCKOI'O CTpaxoBaHUs <18>, €My MOryT OBITH Ha3HAYEHBI JICKapCTBCHHLIC IIpEriapaTrbl, HE BXOJAAIIUE B
NEPECUCHb XU3HCHHO HeO6XOZ[I/IMLIX U BaXKHEHIIMX JICKapCTBCHHLIX IIp€riapaToB, €CJIM WX HA3HAYCHUE W NPUMCEHCHHUE 06yCJ'IOBJ'IeHO
MCIUIIMHCKHUMH ITOKA3aHUSIMMU.

<18> IlocranoBnenue IlpaBurensctBa Poccuiickoit ®emepauun ot 4 oxtsiOps 2012 r. N 1006 "O6 yrtBepxkaeHnu IlpaBun
MIPEIOCTAaBICHUS MEAUIIMHCKAMH OpTaHU3alMsAMH IUTATHBIX MenunuHCKux ycuyr" (CoOpanue 3axoHomarenbeTBa Poccuiickoit deneparmn,
2012, N 41, ct. 5628).

Ill. HasHa4yeHMe nekapcTBeHHbIX NpenapaToB
npu okasaHUM NepBUYHON MeAUKO-CaHUTapHOM MOMOLLM, CKOPOW
MeAULMHCKOW NOMOLUU U NannuaTMBHON MeAULMHCKOW nomoLum

32. IIpu oka3aHWM NMEPBUYHON MEIHKO-CAHUTAPHOW MOMOIIM M MAJTHATHBHON MEIUIIMHCKOW MOMOIIM B aMOYJIaTOPHBIX YCIOBHSAX
Ha3HAUCHNE JIEKapCTBEHHBIX IPENapaToB OCYMIECTBIAETCS MEIUIUHCKAM PaOOTHUKOM B CIydasxX THIMYHOTO TedeHUs! 3a0oieBaHMS
MAIUEeHTA UCXOJI U3 TSHKECTH U XapaKTepa 3a00JIeBaHMsI.

33. Ha3znauenue JICKapCTBCHHBIX MpPEnapaToB MO0 PEHICHUIO Bpaqe6H0171 KOMHUCCHUH IIPpU OKa3aHUH HepBH‘IHOﬁ MeI[I/IKO-CaHHTapHOfI
oMoy, MaJTHATHBHOM Mel[PIHPIHCKOﬁ IIOMOIIU B aM6yJ’[aTOpHI)IX YCJIOBUAX TPOU3BOAUTCS B ClIydasXx:

1) OIHOBPEMEHHOTO HAa3HAYCHHSI OJJHOMY MAIMCHTY IISITH U 00Jiee JICKAPCTBEHHBIX MPENapaToB B TCUCHHE OJHUX CYTOK MU CBBIIIC
JIeCSITH HAMMECHOBAHMI B TCUCHUE OJHOI'O MECSIIa;

2) Ha3HAueHUWs JIEKAPCTBEHHBIX IIPENApaToOB IPH HETUIIMYHOM TEUCHMM 3a00JICBaHMS, HAJIMYMU OCIOKHEHUH OCHOBHOTO
3a00eBaHs W (WJIM) COIyTCTBYIOLIMX 3a0OJICBaHWM, NMPU HA3HAUCHHWHW JICKAPCTBEHHBIX IIPETApaTOB, OCOOCHHOCTH B3aMMOJICHCTBHUS U
COBMECTHMOCTH KOTOPBIX COTJIACHO MHCTPYKLMSM IO X HPUMEHEHMIO MPHBOIAT K CHIDKCHHIO 3G (EKTHBHOCTH M GE30MaCHOCTH JICUCHUS
ManUeHTa ¥ (WIN) CO3Mal0T NOTEHINAIBHYIO OIACHOCTD IS )KU3HH U 3JJ0POBbS NTAIIUCHTA;

3) mepBUYHOrO HAa3HAYEHHS IAI[UEHTy HAPKOTHYECKHUX M MCHXOTPOIHBIX JIEKapCTBEHHBIX npenapaTos crmckoB II u III IMepeuns (B
cllyyae NPHHATHS PYKOBOAUTENEM MEAWIMHCKOW OpraHu3allik pelieHHs O HEOOXOAMMOCTH COIJIACOBAaHMSl HA3HAUCHUS TaKUX
JIEKapCTBEHHBIX MPENapaToB ¢ BpauyeOHOH KOMUCCHEH).

34. IloBTOpHOE Ha3HAYEHHE HAPKOTHYECKUX M IICHXOTPOIHBIX JIEKapCTBeHHBIX npenapaToB cruckos 11 u 111 Tlepeuns nmpousBoautcst
MEJIULUHCKAM pPaOOTHUKOM CaMOCTOSITENBbHO MAalMEHTaM C BBIPAKEHHBIM OOJEBBIM CHHIPOMOM JIO0OTO TIeHe3a, HapylIeHHeM CHa,
CYIOpPOXHBIMH COCTOSTHUSIMH, TPEBOXKHBIMH pacCcTpoiicTBaMu, HOOUSIMHU, ICHXOMOTOPHBIM BO30YKICHHEM.

35. Ilpu oka3aHWUU CKOPOH MEAWIIMHCKOW TMTOMOIIH JEKAPCTBEHHBIC MPemapaThl Ha3HAYAIOTCS MEAULIUHCKAM PaOOTHHKOM BBIC3THOM
OpHrajsl CKOpOH MEAUIMHCKOH MOMOIIY, MEJUIIMHCKIM PaOOTHUKOM MEIUIMHCKON OPraHM3allUU IPH OKAa3aHHU MEAUIMHCKOH MOMOIIN
rpakiaHaM IIpH 3a00JIeBaHMAX, HECUACTHBIX CIIydasx, TpPaBMax, OTPABJICHUSIX U JPYTHX COCTOSHHUSX, TPEOYIOMIMX CPOUHOTO MEIUIUHCKOTO
BMeIIIaTeIbCTBA.

IV. HasHayeHMe NeKapCcTBeHHbIX NpenapaToB rpaxgaaHam,
MMerLWUM NpaBo Ha 6ecnnaTHoe Nony4YyeHue NeKapCTBEeHHbIX
npenapaToB U1 Nosny4YeHue fieKapcTBeHHbIX NpenapaTosB
CO CKMAKOM, NPX OKa3aHUU NepBUYHOMN
MeAMKO-CaHUTapHOM NOMOLLMU

36. Ilpu oka3aHWU MEPBUYHOW MEIMKO-CAHHTAPHOW IOMOINY HA3HAYCHUE MEAUIMHCKAM pPAa0OTHHKOM B COOTBETCTBHH CO
CTaHJapTaMU METUIIMHCKON momonu <19> JekapcTBEHHBIX MPENapaToB, OTIYCKAEMBIX OCCIIATHO MIIM CO CKHUIKOW, OCYIICCTBIIACTCS Ha
peuentyproM Onanke ¢popmbl N 148-1/y-04 (;1) ¢ yueTom pa3BuTHs 3a00JeBaHUS, OCOOCHHOCTEH TECUCHHS OCHOBHOTO U COMYTCTBYIOIICTO
3a00JIeBaHNH CIICAYIOLINM KaTerOPHsIM rPaXkaaH:

<19> Ilynkrt 4 vactu 1 crateu 37 enepansHoro 3akoHa ot 21 Hos0pst 2011 r. N 323-D3 "O6 ocHOBaX OXpaHbI 310pOBbS TPaKAaH B
Poccwuiickoit @enepamun” (Codbpanne 3axoHoatenscTBa Poccmiickoit @enepannu, 2011, N 48, ct. 6724; 2018, N 53, cr. 8415).

1) rpaxgaHaM, MMEIONIMM IIPaBO Ha IOJTYyYCHHE TOCYNApCTBEHHON CONMAIbHON IIOMONIM B BHIE HabOpa CONMAIBHBIX YCIYT, B
COOTBETCTBUU C IEPEYHEM JIEKaPCTBCHHBIX IPENapaToB A MEIULMHCKOIO MPUMEHEHHs, B TOM 4YHUCIIE JIEKAPCTBEHHBIX IIPENapaToB AJIsL
MEIMIUHCKOTO IPUMEHEHHS, Ha3HaYaeMbIX 110 PEIICHUIO BpaueOHBIX KOMUCCHI MEULIMHCKUX OpraHn3anuii <20>;




<20> Yactp 2 cratbu 6.2 denepanbHoro 3akoHa ot 17 urons 1999 r. N 178-®3 "O rocynapcTBeHHON cOLMalbHONW rmomouu"
(Cobpanue 3akoHOAatenscTBa Poccuiickoit @enepanuu, 1999, N 29, cr. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, ct.
6165).

2) nuuam, OONBHBIM reMo(WINeH, MYyKOBHCIHAO30M, THIOQU3apHBIM HAHH3MOM, Oo0Je3Hbi0 [olle, 3710Ka4eCTBEHHBIMU
HOBOOOpPa30BaHUAMHU JUMQOUIHON, KPOBETBOPHOM M POACTBCHHBIX MM TKaHEH, PAaCCESHHBIM CKIEPO30M, I€MOJUTHUKO-ypPEMHYECKUM
CHUHAPOMOM, IOHOILIECKUM apTPUTOM C CUCTEMHBIM HauanoM, Mykononucaxapunao3oM I, II u VI tunos, nui nocie TpaHcniaaHTalluyu OpraHoB
1 (WIM) TKaHEeH B COOTBETCTBHH C IIEPEYHEM JICKAPCTBEHHBIX MPETapaToB, yTBep:kaaeMbM [IpasurensctBom Poccuiickoit @enepanmum <21>.

<21> Yacte 7 craten 44 denepanphoro 3akoHa oT 21 HosOps 2011 r. N 323-@3 "O6 ocHOBax OXpaHBI 3[J0POBbSI TPAKIAH B
Poccuiickoit deaepanun" (Cobpanune 3akoHomarenabetBa Poccutickoit @eneparmu, 2011, N 48, ct. 6724; 2013, N 48, cr. 6165; 2016, N 18,
cT. 2488; 2018, N 32, ct. 5092).

3) rpaxaaHaM, HMMEIOIIMM IPaBO Ha IONTYyYEHHE JIEKAPCTBEHHBIX MpEMnapaToB OECIIaTHO MM IOTy4eHHE JIeKapCTBEHHBIX
MpenapaToB CO CKUAKOH 3a CHYeT CpeAcTB OrokeToB cyOnhekToB Poccuiickoit deneparyu, B cOOTBETCTBHU ¢ [lepednem rpynm HaceIeHus U
KaTeropuii 3aboneBaHMi, Npu amMOyJTaTOPHOM JIEYEHHHM KOTOPBIX JIEKapPCTBEHHBIE CPEACTBA M M3ACIHSA MEIUIMHCKOTO Ha3HAUCHUS
OTIyCKAIOTCS 10 perentaM Bpadel OecruiatHo, n [lepeuHem rpymnm HaceleHUs, IpH aMOyJIaTOPHOM JICUCHHH KOTOPBIX JEKapCTBEHHBIC
Cpe/ACTBa OTIYCKAIOTCA MO pementam Bpaded ¢ 50-TPOIEHTHOH CKHAKOM €O CBOOOAHBIX IIEH, YTBEPXKICHHBIMU IIOCTAHOBIICHHEM
[IpaButenscrBa Poccuiickoit denepanuu ot 30 uromnst 1994 r. N 890 <22>;

<22> Cobpanue 3akoHonarenbeTBa Poceniickoit @enepanuu, 1994, N 15, cr. 1791; 1995, N 29, c1. 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) rpaxgaHam, CTPadaloIM )KU3HEYTPOKAOIIMMU U XPOHHYECKUMH MPOTPECCUPYIONIMMHA PeaKUMU (0pdaHHBIMK) 3a00JIeBaHUSIMH,
MIPUBOSIIUMY K COKPAIIECHHIO NTPOJOIDKUTEIBHOCTH JKH3HHU IPaKIaH ¥ UX HHBAJIMIHOCTH <23>.

<23> Tlocranosnenue [IpaBurenscrBa Poccuiickoit @enepaunu ot 26 anpenst 2012 r. N 403 "O nopsake Benenus: denepaibHOro
perucTpa JHil, CTPAJAIOUIMX >KU3HCYTPOXKAIONIMMH M XPOHUYCCKUMU MNPOTPECCHPYIOMUME peakumu (opdaHHbIME) 3a00JICBaHUAMH,
MPUBOIAIIUMH K COKpAIIEHHIO HMPOJODKUTEIBHOCTH KU3HU TPAXIAH M MX WHBAIUAHOCTH, M ero pernoHansHoro cermenra" (Cobpanue
3akoHomatenscTBa Poccuiickoit denepanun, 2012, N 19, c1. 2428; N 37, ct. 5002).

IIpu odopmnennn perenta Ha Gnanke Gopmbl N 148-1/y-04 (;1) Ha OymakHOM HOcHTeNne OGOPMIISIOTCS ABa dK3EMIUIAPa, OJUH H3
KOTOPBIX OCTaeTCs B AITEYHON OpraHU3allluy, BTOPOIl - B MEMITMHCKOM JOKYMEHTAIMH MTallUeHTa.

37. HpaBo Ha3HavyaTb JICKAPCTBCHHLIC IIpEIiapaThl I'paxJaHaM, HUMCIOIIUM IIpaBO Ha OecriaTHOE TOJIYy4Y€HHUEC JICKAapCTBCHHBIX
npenapaToB UK MOJYYECHHUEC JICKAPCTBEHHBIX MIPEIIapaToB CO CKHﬂKOﬁ, TaKXXE UMCIOT:

1) MCUILUHCKUEC pa6OTHI/IKI/I, pa60Tanume B Me[[PILIPIHCKOﬁ opraHusalnyu 1o COBMECTUTECIILCTBY (B npeaeinax cBOCH KOMHCTCHL{I/II/I);

2) MEIULUHCKIE PA0OTHUKH CTAl[MOHAPHBIX OPraHM3alMi COLMAILHOTO 00CITY)KUBAHUS IIPY HAINYUH JMICH3UH Ha OCYILECTBIICHUE
MEAUIMHCKOW AeATeNbHOCTH <24>, mpemaycMaTpUBAIOLIel BBIIOJHEHHE pPa0OT (OKa3aHHE YCIyr) IO OKa3aHWI0 IEepBHYHOU
ME/IMKO-CaHUTapHOM MOMOIIN B aMOYJIaTOPHBIX YCIOBUSX (HE3aBHCHMO OT BEJOMCTBEHHOMN NPHHAICKHOCTH);

<24> [lynkt 46 ywactu 1 crateu 12 ®enepanpHoro 3akoHa oT 4 mast 2011 r. N 99-®3 "O nuneH3upOBaHUM OTACIBHBIX BUIOB
nesitenpHOCTH" (CoOpanue 3akoHOoAaTenbeTBa Poceuiickoit @enepannu, 2011, N 19, cr. 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, ct. 4342; N 44, ct. 6047; 2016, N 1, cr. 51; 2018, N 31, cr.
4838; N 32, ct. 5116; N 45, ct. 6841; N 53, ct. 8424).

3) MeoMIMHCKHE pPabOTHUKM MEOMIMHCKHX OpraHW3alui, OKa3bIBAIOIIMX MEPBUYHYI0 MEJHKO-CAHHUTApHYIO IOMOIIb,
MOZIBEIOMCTBEHHBIX (eliepajbHbIM OpraHaM HCIIOJHHUTENBHOW BJIACTH WIJIM OpraHaM HCIIOJHHUTENBHOW BilacTH CyOBekToB Poccuiickoit
denepaumy;

4) MHOMBUAYaIbHBIE TPEANPUHIMATENH, OCYIIECTBISIOMNE MEIUIUHCKYIO NESITEIbHOCTh M BKIIOUCHHBIE B PEECTP MEIHINHCKHX
OpraHu3aIrii, OCYIIECTBISIIONINX JIEATEIBHOCTD B cepe 00s3aTeIILHOTO MEAUIIHCKOTO CTPaXOBaHHS.

38. HpI/I Ha3HA4YCHUU JICKAPCTBCHHBIX IIPEHAapaToOB rIpaxJaHaM, HMMCKOIMWM IIpaBO Ha OecruiaTHOE NOJIy4YCHHUE JICKAapCTBCHHBIX
npenapaTroB WM IOJYYCHUE JICKAPCTBCHHBIX MPErapaTroB CO CKI/IZ[KOf;I, B peUCNTE YKa3bIBaCTCs HOMED Teﬂe(bOHa, 10 KOTOpOMY pa6OTHI/IK



anTevyHon OpraHusanuu 1npu HCO6XOI[I/IMOCTI/I MOXKET corjracoBatb ¢ MCAUIIUMHCKUM paGOTHI/IKOM 3aMCHY JICKapCTBEHHOTO IIperiapara.

39. Ha3naueHme HapKOTHUECKMX M IICHXOTPOIHBIX JIEKapCTBEHHBIX IpemaparoB cmucka I Ilepeuns (3a wnckioueHHeM
JIEKapCTBEHHBIX IIPErIapaToB B BUJE TPAHCACPMAIBHBIX TEPAlleBTUUECKUX CHCTEM, a TAK)KE JICKAPCTBEHHBIX IPENapaToB, COAEPIKAIINX
HApKOTHYECKOE CPEJICTBO B COUCTAHUY C AHTArOHHCTOM OIMOUIHBIX PELEITOPOB) IpaXkIaHaM, UMEIOLUM IIpaBo Ha OecIUIaTHOE IOJyYeHHe
JIGKapCTBEHHBIX IPENapaToB WM IOJIyUYCHHs JICKAPCTBEHHBIX MPENapaToB CO CKUKOH, OCYLIECTBIISETCSA Ha peLenTypHoM Onanke (popmbl N
107/y-HII, x KOTOpOMY DOHOJHUTEIBHO 0(OPMIIIETCS pelenT Ha peuentypHoM Omanke Gopmbl N 148-1/y-04 (1) (B IBYX 3K3eMIUIIpax IpU
odopmiieHNH Ha OyMa>KHOM HOCHTEIIE).

40. Ha3HayeHHe HApKOTHYECKHX M IICHXOTPOIHBIX JICKApCTBEHHBIX mpenapartoB crucka II IlepedHs B Buje TpaHCACpMalbHBIX
TEpPaIeBTHYECKUX CHCTEM, HapKOTHYECKHX JIEKapCTBEHHBIX IpenaparoB crmcka II Ilepeuns, comepskamux HApKOTHYECKOE CPEICTBO B
COYETaHUM C aHTAarOHNCTOM ONHMOMIHBIX PELENTOPOB, IICHXOTPOIHBIX JIEKAPCTBEHHBIX HpenaparoB crucka III Tlepeuns, rexapcTBEHHBIX
IpernapaToB, BKIIOYEHHBIX B repeueHb [IKY, exkapcTBEeHHBIX IpenaparoB, o0ialaronuX aHaOboIMYeCKON aKTHBHOCTBIO B COOTBETCTBUH C
OCHOBHBIM (hapMaKOJIOTHYECKUM JeHCTBHEM, KOMOMHUPOBAHHBIX JICKAPCTBEHHBIX IPENapaToB, YKa3aHHBIX B HOANMYyHKTe 3 myHkTa 10
Hactosero [Topsaka, npefHa3HaueHHbIE 115 JICUSHHUs IPaXIaH, UMEIOIIUX IIPaBO Ha OeclulaTHOE MOJIy4YeHHE JEeKapCTBEHHBIX IPENnapaToB
WK TIOJTyYeHHE JIEKapCTBEHHBIX MPEHNapaToB CO CKHIKOM, OCYLIECTBISIETCS Ha peuentypHoM Onanke ¢opmbl N 148-1/y-88, k kotopomy
JIOTIONTHHUTENFHO OopMIIAETCS pelenT Ha perentypHoMm Omanke ¢opmbl N 148-1/y-04 (;1) (B OBYX SK3eMIUIApax NpH OGOPMIICHUU Ha
OyMa’KHOM HOCHTEIIE).

[Ipunoxenue N 1

k [lopsinky Ha3sHAuUEHUs
JIEKapCTBEHHBIX MPETapaTos,
YTBEPXKJICHHOMY IIPUKa30M
MuHHCTEpCTBA 3APAaBOOXPAHEHHS
Poccuiickoit ®eneparuu

ot 14 suBaps 2019 r. N 4n

KOJINYECTBO
HAPKOTUYECKUX CPEACTB UIU NCUXOTPONHBLIX BEWECTB, KOTOPOE
MOXET BbiTb BbIMMCAHO B OOQHOM PELIENTE

N /i MexryHapoiHOE HelaTeHTOBaHHOE dopma BbIITyCKa U 103UPOBKa KonmuectBo
HaMMEHOBaHHE HAPKOTHYECKOTO U
TICUXOTPOITHOTO JIEKapPCTBEHHOTO Mpenapara
1 Bynpenop¢us + Hanokcon Tabnetkn cyOIMHIBaIbHbIC 60 TabneTok
0,2 mMr + 0,2 mr (ymakoBka, kparHast N 20)
2 Bynpenopun PactBop mist mabexnuid, 0,3
ynpenop p A I, O, 30 ammyJ1 (ILIpUI-TIOOHKOB)
mr/mi 1 mox
3 Bynpenoppun TpaHncaepManbHbIil 1aCTBIPb
35 mkr/gac 20 mtacTeIpeit
52,5 Mxr/49ac 10 mnacteipeit
70 MKr/4ac 5 mmacTeIpeit
4 JurunpokoaenH TabneTKu MPONIOHTMPOBAHHOTO
JelcTBU
60 mr 40 tabnetox
90 mr 30 tabnerok
120 mMr 20 tabneTox
5 Mopdun PactBop asist uHbeKUUH
PP p A TTHE, 20 ammyn (IIMPUAL-TIOOUKOB)
pacTBOp YIS TOJKOXKHOTO




BBCJICHUA

10 mr/mi 1 mon

6 Kopenn + Mop¢wun + Hockanun + [lanaBepun PacTBOp 17151 MOKOKHOTO
+ Tebaun BBegenus 0,72 + 5,75+ 2,7+
0,36 + 0,05 mr/ma 1 mut 1,44 + 20 ammyn
11,5+5,4+0,72 + 0,1 mr/mm 1
MII
7 Tpumenepunux Tabnerku 25 Mr 50 TabneTok
8 Tpumenepuana PactBop ans uabekunit
10 mr/mi 1 M 20 amiysn (IIIPHL-TIOOUKOB)
20 mr/mi 1 Mo
9 Mopdun TaGmeTku (Kancyisr)
HPOJOHTHPOBAHHOTO ACHCTBHS
10 mr 180 Tabun. (xarc.)
30 mr 60 tabn. (karc.)
60 mr 40 tabm. (xarc.)
100 mr 20 Tab. (karc.)
200 mr 20 Tab. (karc.)
10 Mopoun Tabnerkn
Swmr 100 tabmeTox
10 mr 100 Tabnerox
11 Mopoun Kamnu n1st npuema BHyTpb
4 ¢maxoHa
20 mr/mit 20 mi
12 Mopdun PacTBOp A5 mpremMa BHYTpPb
(MOHOIO3BI)
2 mr/min 5 mn 100 ammy /3
6 Mr/mi1 5 Mt 80 ammyn /3
20 mr/mi 5 M 30 ammyn /3
13 OxcukozoH + Hanmokcon TaGneTku MPONOHIMPOBAHHOTO
JercTBUL
SwMr+2,5Mr 100 TaGiieTox
10 mr + 5 mMr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
14 IMpornroHnpeHMIITOKCUI THIITUIIEPUUH Tabnerku 3ameydnsie 20 Mr 50 TabneTok
15 deHraHun TpancnepmanpHas

TEparieBTUYCCKass CUCTEMaA




12,5 MKr/4ac
25 MKr/4ac
50 MKr/gac
75 mkr/4gac

100 mkr/gac

20 ruiacteipeit
20 nnactelpeit
10 mnacteipeit
10 mnacteipeit

10 rutacteipeit

16 denranun TabneTky noabsI3bIYHbIE
0,1 mr
0,2 mMr
0,3 mMr 50 Tabrerox
0,4 mr
0,6 mMr
0,8 mr
17 Denrannn Crpeit Ha3anbHBIN
®naxon 50 MKr/mo3a
2,0 mi1 (10 no3) 24 ¢nakoHa
3,2 M1 (20 no3) 12 ¢hmakonoB
5,0 mut (40 m03) 6 ¢akoHOB
®naxon 100 Mkr/no3a
2,0 M1 (10 mo3) 12 ¢hmaxonoB
3,2 M (20 mo3) 6 hmakoHOB
5,0 mut (40 103) 3 ¢akoHa
®naxon 200 MKr/no3a
2,0 ma1 (10 no3) 12 ¢maxoHoB
3,2 mut (20 103) 6 ¢akoHOB
5,0 mit (40 103) 3 ¢akoHa
18 ByTopdanon PacTBop nns uebeknuii 2 20 anryn
Mr/mi 1 M
19 Hanby¢pun PacTBop ans uHbEKINI
10 mr/mi 1 M 50 ammyn
20 mr/mi 1 M 25 ammyn
20 denobapbuTan Tabnerkn
S Mr

50 mr

50 Tabierox




100 mr

[Ipunoxenue N 2

k [lopsnky Ha3HaueHUs
JIEKapCTBEHHBIX MPETapaToB,
YTBEPXKICHHOMY IIPUKa30M
MuHHCTEpPCTBA 3APaBOOXPAHEHHS
Poccuiickoit ®enepanyu

ot 14 suBaps 2019 r. N 4n

CrpaBoyHO

PEKOMEHAOBAHHbIE K UICMOJIb3OBAHUIO COKPALLEHUA
NP OPOPMINEHUUN PELIENTOB

CokpatieHue ITonHoe HanucaHue IlepeBon
aa ana 10, IOPOBHY
ac., acid. acidum KHCJIOTa
aer. aerozolum a3po30J1b
amp. ampulla amIya
aq. aqua BOZIA
aq. purif. aqua purifikata BOJIa OYHMIIICHHAs
but. butyrum Macio (TBepaoe)
caps. capsula Karcyna
comp., cps compositus (a, um) CIIOXKHBIN
D. Da (Detur, Dentur) Beriaii (mycTh BbIIaHO, MyCTh OyAeT
BBIJIAHO)
D.S. Da, Signa Detur, Signetur Berinaii, 0603Ha4b
Ilycts Oyaer BeIAaHO, 0003HAUCHO
D.t.d. Da (Dentur) tales doses Beinaii (ITycts OymyT BBLIAHEL) TakHe
JI03BI
dil. dilutus pa3BeeHHBII
Div. in p. aeq. Divide in partes aequales Pa3znenu Ha paBHbIC YacTu
emuls. emulsio IMYJIBCUS
extr. extractum 9KCTPAKT, BBITSDKKA
F. Fiat (fiant) [Tycts obpazyercs (0OpasyroTces)
gran. granulum IpaHyJIbl
qt., qtt qutta, guttae Karuis, Karim
qtt. peror. guttae peroralis KaIUTH A7 IpreMa BHYTPb




inf. infusum HacToi
in amp. in ampullis B aMIIyJlax
in tab. in tab(u)lettis B TabieTKax

in tab. prolong.

in tab(u)lettis prolongatis

B TabJICTKax C MPOJIOHTHPOBAHHBIM
BBICBOOOKIEHHEM

in tab. prolong. obd.

in tab(u)lettis prolongatis obductis

B Ta0JIeTKax ¢ IPOJIOHI'MPOBAHHBIM
BLICBO60)K,Z[6HPI€M, IOKPBITBIX

0005104KOit
lin. linimentum JKHIKas Ma3b
liq. liquor JKUJIKOCTh
lot. lotion JIOCBOH
m. pil. massa pilularum MUJIIOJIbHAS Macca

membr. bucc.

membranulae buccales

TJICHKH 3alllCYHBIC

M. Misce, Misceatur Cwmemaii (Ilycts Oynmet cmeniano)
mixt. mixtura MHKCTYpa
N. numero YHUCIIOM
ol. oleum Maciio (KUAKOE)
past. pasta rnacra
pil. pilula, pilulae TIWTOJISL, TIMJIFOJIU
p. aeq. partes aequales paBHBIE 9acTH
ppt., praec. praecipitatus OCaXXJICHHBIN
pulv. pulvis MOPOILIOK
qg.s. quantum satis CKOJIBKO MOTpeOyeTcst, CKOJIBKO Halo
r., rad. radix KOpEHb
Rp. Recipe Bo3bmu
Rep. Repete, Repetatur IosTopu (IlycTh OymeT MOBTOPEHO)
rhiz. rhizoma KOPHEBHILE
S. Signa, Signetur 0O603Haus ([Iycts Oymet 0603HaYECHO)
sem. semen cemst
simpl. simplex NpoCTON
Sir. sirupus CHpOTI
sol. solutio pactBop
sol. peror. solutio peroralis pacTBOp I IpreMa BHYTPb
Spr. spray crpei




Spr. nas. spray nasale cripeii Ha3aJIbHBIH
supp. suppositorium cBeva
susp. suspensio CyCIIeH3Hs1, B3BECh
tabl. tab(u)letta TabeTka
t-ra, tinct. tinctura HacTolKa
STT Systemata Therapeutica Transcutanea TpaHCAEpMabHas TeparleBTHICCKas
cucTeMa
ung. unguentum Mas3b
vitr. vitrum CKJISTHKA

MI/IHI/ICTepCTBO 30PaBOOXPAaHEHNMA

Poccurickon demepaumm

HamMeHOBaHMe (mTaMIl)
MEeIMUIMHCKOY OpTaHM3alus

HauMeHOBaHMe (mWTaMIl)

[Ipunoxenue N 2

K IIpHKa3y MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit denepanuu

ot 14 saBaps 2019 1. N 4u

OOPMA PEIEIITYPHOI'O BJIAHKA N 107-1/y

Kon ¢opmer nmo OKY]

Kon yupexnenHusa no OKIIO
MemuumMHCKas IOKYMEeHTalLMsd
dopma N 107-1/y

YTBepXxIeHa NPpMKa30M
MuHMCTEPCTBA 3OPaBOOXPaHEHUs
Poccuiickolt denepalun

VHOVUBUNYAJILHOTO [IPEeNIPUHYMATEIS or 14 guBaps 2019 r. N 4u

(yxazarTe ampec, HOMEp M HATy JMLEH3UM,
HaYMEHOBaHME oOpraHa I'OCYyHapCTBEHHOM
BJIACTM, BHIABWETO JIMLEH3UIO)

PELEIT
(B3POCIE, IeTCKMM — HYXHOE IOOUEPKHYTH)
"o 20 T.
daMmIMsa, MHMLMAJE MMEHM M OTUecTBa ([ocjienHee — IIPpM HaJIMuuu)
nauyeHTa
JIaTa poxneHus
daMunmMsa, MHMLUMAJE MMEHM M OTUYeCcTBa (IlocjienHee - MPM HaJIW4UM)

Jledamero Bpada (benprmepa, akyllEepKM)

py0. |xom. | Rp.




Momnuce M.II.
¥ rneyaTh Jedalero Bpaua
(moponuce Qesprmepa, akyllepKu)

PeuenT pemcrTBuUTeJeH B TeueHume 60 mHelr, nmo 1 roma ( )
(HyXHOE MOOUEPKHYTH) (ykazsaTb KOJIUUECTBO
MecsdlleB)

ObopoTHasaA CTOpOHa

OtMeTKa 0 Ha3HAYCHUH JIEKAPCTBEHHOTO Ipernapara 1no
PEILICHUIO BpaueOHOM KOMUCCHU

[IpuroroBun [Iposepun Otnyctun

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

MMHMCTepCTBO 30PaBOOXPAaHEHNMA

Poccurickon denepaumnm Konm dopwmer mo OKYJI 3108805
MenouuMHCKAg OOKYyMeHTalud
HauMeHOBaHMe (WTaMIl) dopma N 148-1/y-88
MEeOUIMHCKOM OpTaHM3alum YTBepXIoeHa NPUKa30M
MyHMCTEepCTBa BOPAaBOOXPAHEHUSI
HauMeHOBaHMe (WTaMIl) Poccurickon demepaumum
VHOVUBUNYAJILHOTO I[IPEeNIPUHYIMATEIS or 14 guBaps 2019 r. N 4u

(yxazarTes ampec, HOMEp M HATy JIMLEH3UM,
Ha)MEHOBaHME opTraHa I'OCYyIHapCTBEHHOM
BJIACTM, BHIABWETO JIMLEH3UIO)

rarararn rararararna
Cepusa N
S R Iy B LJL1L 1L JdLd

PELENT moom 20 r.
(maTa obopmMmIieHUs pelLenTa)

(B3pPOCJIBI, IOETCKMUM — HYXHOE IMOIUYEPKHYTH)

daMuIMsa, MHMLUMAJE MMEHM M OTYeCTBa (IIocjienHee — MIPUY HaJMdUM)
naumeHTa

JaTa poxmeHMA

Anpec MecTa XMUTeJIbCTBaA nin N MeOULIMHCKOM KapTel aM@ynaTopHoro InaumeHTa,
InoJjiyvammero MeIMUIMHCKY IIOMOIb B aM6yHaTOpHHX YCIIOBUMAX

daMuMsa, MHMUMAJE MMEHM M OTYeCTBa (IIocjienHee — I[IPY HaJM4UM)
Jleyaumero Bpada (denbrmepa, akyllepKu)




[loonuce M HnedaThb Jedallero Bpaua

(moponuce Qesprmepa, akyllepKu)

PellenT meMCcTBUTEJIeH B TedeHue 15 mHenl

OBbopoTHasa CTOpPOHa

OTMeTKa 0 Ha3HAUCHUH JIEKAPCTBEHHOT'O ITpernapaTa 1o
peLICHUIO BpaueOHOM KOMUCCUU

[Ipurorosun

[Iposepun

Otnyctun

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

MUHMCTEPCTBO 3OPaBOOXPaHEeHUS
Poccurickon demepaumm

MTamno

Kon
MeIOUMLVHCKOM

opraHmu3aumumn

Tamn

Konm

VMHIVBVOYAJIBHOT'O IPEenlprHMMaTeJld

YTBEPXIEHA

IpMKas30oM MUHMCTEPCTBA 3OPaBOOXPaHEHUS
Poccuiickor denepalum

or 14 sauBapda

Kon ¢opwmel 1o

2019 . N 4H

OKyI 3108805

dopma N 148-1/y-04 (xm)

Kox xareropuu Koz Hozonornyeckoi HcTounnk GpuHAHCHPOBAHUS: % oratsl:
rpaxaan ¢dopwmsr (mo MKB) (mOAYepKHYTh) (IOAYEepPKHYTH)
1. ®enepanpHblil OrOIKET 1. BecrutatHO
2. bromker cyonekra Poccniickoii denepanun 2.50%
3. MyHHUIUNANbHbIH OI01KeT
PELEIT Cepus N OaTa odopMmileHM : 20 T.

damMmIMa, MHMLMAJE MMEHM M OTUeCTBa

(mocnenHee
naumeHTa

- NpY HaJIu4dum)

JaTa poxneHus




IMpuxa3 Munsapasa Poccun ot 14.01.2019 N 4u

"OO6 yTBEepIKIICHHHU MOPSAKA Ha3HAYEHHUS JIEKapCTBEHHBIX IIPENapaToB, (JOPM PeenTypHbIX...

Jokyment npenocrasned Koncynsrantlinoc
Jara coxpanenus: 14.05.2019

CHUIJIC

N nonuca
00513aTeILHOTO
MEIULIMHCKOTO
CTpaxOBaHUS:

HoMep MeIMUMHCKOM KapTH naluueHTa,

aMOyJIaTOPHEIX YCJIOBMAX

noJiydamnumero

MEIUILIMHCKYIO IIoMOIb

daMmIIMss, MHMLMAJBE MMEeHM M OTYeCTBa
Jledamero Bpada (denprmepa, akyllepKu)

(nocjyienHee - NPV HaJU4YUM)

Py6. Kom. Rp:

cee eee ... Signaz... oo o .

[Mognmuce ¥ HnedaTk Jledallero bBpada M.II.
(momnuce ¢Qersbrmepa, akyllepKu)
PeuenT nelcTBuUTeJiIeH B TeueHue 15 mHert, 30 mHew, 90 mHeM
(HyXHOEe NOIOYUEePKHYTH)
KOHcyHbTaHTHJIIOC www.consultant.ru Crpanuna 18 u3 26

HaJIe:KHAs IPABOBas NMOJJEPKKA



IMpuxa3z Munsapasa Poccun ot 14.01.2019 N 4u

"OG6 yTBepIKICHHHU MOPSAKA Ha3HAYECHHS JIEKAPCTBEHHBIX Mpenaparos, Gopm

PELENTypHBIX...

Joxkyment npenoctasieHn Koncynsrantllmtoc
Jata coxpanenus: 14.05.2019

OTmyIueHo Mo penenty:

ToproBoe HaMMEHOBaHME M I03UPOBKA:

Jara ornycka: " " 20

KomunyecTBo:

IIpuroroBu:

IIposepui: Ormycrun:

(TMHMS OTpBIBA)

Kopermok peuentypHoro 61anka

Jlo3upoBka:

HaumenoBanue JICKApCTBCHHOI'O ITpfriapara:

Crioco0 npuMeHeHus:

[IponomxurenbHOCTh JHen
KonuuecTBo npueMoB B JIeHb: pas
Ha 1 npuewm: en.

O6opoTHas CTOPOHA

OTMeTKa 0 Ha3HAUEHHUH JIKapCTBEHHOTO IIperapara 1o
PEILICHUIO BpaueOHOM KOMUCCHU

[IpuroroBun

[IpoBepun Ornycrun

IIpunoxenue N 3

K IIprKa3y MUHHCTEPCTBa 3paBOOXPAHEHHUS
Poccuiickoit ®eneparun

ot 14 suBaps 2019 1. N 4u

NOoPALOOK

O®OPMIIEHUA PELIENTYPHBLIX BJIAHKOB HA NEKAPCTBEHHbIE NPEMAPATbDI,

MUX YYETA U XPAHEHUA

I. OcdhopMneHue peuenta Ha GyMaXKHOM HocuTene

1. Ha peuentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BEpXHEM YIJIy HPOCTABIISETCS IITAMII
MEJIMIMHCKOI OpraHU3alliy ¢ yKa3aHUEeM ee HAMMEHOBaHUs, ajipeca U TenedoHa.

JonoxauTensHO Ha penentypHoM OnaHke ¢popMel N 148-1/y-04(i1) mpocTaBiseTcss KO MEAUIIMHCKON OpraHU3alui B COOTBETCTBUHU
¢ OCHOBHBIM TOCYIapCTBEHHBIM PETUCTPALMOHHBIM HOMepoM (nanee - OT'PH).

Cepust penentyproro 6Gianka ¢gopmsr N 148-1/y-04(;1) Bkimogaer kox cyobekra Poceniickoit denepariy, COOTBETCTBYIOMNI ABYM
nepBbIM I pam Obmepoccuiickoro kaccudukaropa 00bEKTOB aIMHHICTPaTUBHO-TEPPUTOpHaIbHOTO nenenus (naiee - OKATO).

Pasperaercst U3roTaBaMBaTh pelenTypHbIN OyaHk Gpopmbl 107-1/y ¢ TOMOLIBI0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Koncyastanrlliroc

HaJeKHaf NMpaBoBasi MOJACPKKa

www.consultant.ru Crpanuna 19 u3 26



IMpuxa3z Munsapasa Poccun ot 14.01.2019 N 4u
"OG6 yTBepIKICHHHU MOPSAKA Ha3HAYECHHS JIEKAPCTBEHHBIX Mpenaparos, Gopm
PELENTYPHBIX...

Joxkyment npenoctasieHn Koncynsrantllmtoc
Jata coxpanenus: 14.05.2019

2. Ha peUCnTypHLIX 6J'IaHKaX, O(bOpMJ'IHGMI)IX WHIAUBUAYAJIbHBIMU NPEANIPUHUMATEIIAMA, UMCIOUIUMU JIMIICH3UIO HAa MEAUIIUHCKYIO
JACATCIIBHOCTb, B BCPXHCM JICBOM YIUIY TI/IHOFpa(bCKI/IM CII0CO00M  HITH IIyTEM IIPOCTABJICHUS MITaMIla JTOJIXKEH OBITh YKaszaH ajapec
WHAUBUAYAJIBHOTO NPEANIPUHUMATENISA, HOMEP U AaTa JIMIEH3UU, HAUMEHOBAHUE OpraHa FOCy,IlapCTBeHHOﬁ BJIACTH, BBIAABIICTO JIMILICH3HIO.

3. Penentypusie 6manku ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) 3an0nHsrOTCSI MEAULMHCKUM PabOTHUKOM pa3bopyHBoO,
YETKO, YEPHUJIAMH UJIM IIAPUKOBOM PYUYKOM.

4. HNomyckaercsi oOopMIIEHHE BCEX PEKBU3UTOB (3a MCKIIOUeHHEM pekBm3uTa "lloamuch nedamiero Bpava (moamuchk Qepamepa,
akymepku'") penentypHbeix 6sankoB ¢opmsl N 107-1/y, dopmsr N 148-1/y-88 u dopmsr N 148-1/y-04(:1) ¢ Bcnons30BaHNEM TT€YATAIOIINX
YCTpPOMCTB.

5. Odopmienue perentypHbix 071aHKOB opmbl N 148-1/y-04(:1) BKiIFOUaeT 1udpoBOE KOJUPOBAHHKE.
IudpoBoe KOAUPOBAHUE YKA3AHHBIX PELENTYPHBIX OJAHKOB BKJIIOYAET:

1) xon memuumuckod opranmzamuu (OI'PH) winm kol WMHAMBHIYaJIBHOTO NPEINPUHHMATENST B COOTBETCTBHM C OCHOBHBIM
rOCYJAapCTBEHHbIM pErUCTPAllMOHHBIM HOMEPOM HHIMBHUAyalbHOro mnpeamnpunumarens (mainee - OI'PHUII), mpocraBisemslii mpu
H3rOTOBJIEHHH PELENTYPHBIX OJTaHKOB;

2) KOI KaTeropuH TpaKJaH, MMEIOMIMX MNpaBO Ha IOJyYeHHE JICKAPCTBEHHBIX IPEMapaToB B COOTBETCTBUH €O cTaThed 6.1
®DenepanpHoro 3akoHa ot 17 utong 1999 r. N 178-®3 "O rocyaapcTBeHHON connansHON nomonn” <1>, ¥ KOJl HO30JIOTHYECKOI (POPMBI 110
MexyHaponHO# cTaTticTHIecKoi kinaccudukanun O6onesneil (nanee - MKDB), 3amonHsemble j1edamuM BpauoM IIyTE€M 3aHECEHHS KaXKIon
U QPEI B ITycThIe STYSHKH, IPU 9TOM TOUKA IIPOCTABIAETCS B OTACIBHON sUehKe;

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

3) ormerka 00 wucTOuHHKE (uHAHCcHpoBaHUs ((enepansHblii Oomker [1], Owmker cyOwvekra Poccuiickoit ®demepamun [2],
MYHUIHNAIBHBIN OokeT [3]) u mpoueHTe oruiaTel penenta (OecmutatHo [1], 50% [2]);

6. B penentypnbix Grankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpade "damums, HHAHAIB IMCHU U OTYECTBA
(TroceiHee - IPH HAIMYUH) MAIUeHTa" yKa3bIBAIOTCs (paMIIIns, MHUIMAIBI IMCHH U OTYeCTBa (NP HAJIWYNH) TAIUCHTA.

7. B penentypubix Onankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpade "Jlata poxacHus" yka3biBacTCs aaTa
POXIcHHS NalUeHTa (YKCII0, MECSII, TOT).

JlononHuTeNbHO B penentypHsix 6nankax ¢popmbl N 148-1/y-88 u ¢popmsr N 107-1/y mnst meteit B Bo3pacte 1o 1 roga B rpade "Jlara
pOXeHHA" yKa3bIBaeTCs KOJIMYECTBO MOJTHBIX MECSIIEB.

8. B penentypHasix 6mankax ¢popmer N 148-1/y-04(11) B rpadax "CHUJIC" u "N momnuca 00s3aTeIbHOT0 MEUIIMHCKOTO CTpaXxoBaHUs"
YKa3bIBAIOTCS CTPAaXOBOH HOMEp MHAMBUAYAIFHOTO JIUIIEBOTO cUeTa rpaxnannHa B [leHcnonnoM ¢ouae Poccuiickoit ®eneparmu (CHUIIC)
(TIpH HaMMYUK) ¥ HOMEP II0JIHCca 0053aTeIbHOTO MEAUIIMHCKOTO CTPAaXOBAHHSI.

9. B penentypusix 6mankax ¢gopmer N 148-1/y-88 B rpade "Anpec MecTa XKHUTEIbCTBA HIIM HOMEP MEIUIMHCKON KapThl NMAIUCHTA,
MOJTYYAOIIero MEAUIMHCKYIO IIOMOIIb B aMOyJIaTOPHBIX YCIOBHAX' YKa3bIBaeTCs aJpec MeCTa JKHTEJILCTBA (MecTa MpeObIBaHMs WIIM MecTa
(haKTUUECKOr0 TPOXKUBAHKS) MALMEHTA WK HOMEP MEIUIIMHCKON KapThl MAIMEHTa, TOJIYYalolero MEANIUHCKY O OMOIbL B aMOyJIaTOPHBIX
YCIOBUAX <2>.

<2> [lpuka3 MunucrepctBa 3apaBooxpaneHus Poccuiickoit @enepanmu ot 15 mexabps 2014 r. N 834n "OO yTBepkOcHUU
YHAQHUIUPOBAHHBIX (OPM MEAUIMHCKOH JOKYMEHTAIMH, WCIOJIb3YEMbIX B MEIHIMHCKIX OPraHW3AIMAX, OKA3BIBAIONIMX MEIHIIHCKYIO
IIOMOIE B aMOYJIATOPHBIX YCIOBHUSX, M IIOPSIKOB IO WX 3aIlOJHEHHIO" (3aperncTpupoBaH MHHHCTEPCTBOM IocTHIMM Poccuiickoit
Oeneparun 20 pespans 2015 r., perucrpanuonusii N 36160), ¢ n3MEeHEHUSIMH, BHECEHHBIMU IIPHKa30M MUHUCTEpCTBa 3APABOOXPaHEHHUS
Poccuiickoit deneparuu ot 9 suBapst 2018 r. N 2 (3apeructpuposad MunucrepctsoM roctuiiuu Poccuiickoit ®enepanuu 4 anpens 2018 r.,
peructpannonusiit N 50614) (nanee - npukas N 834H).

B peuentypubix 6mankax gopmbl N 148-1/y-04(;1) B rpade "Homep MeaAnMIMHCKOW KapThl MalMeHTa, MOMYYAIOMIEr0 MEANILMHCKYIO
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nomouis B aMOyJIaTOPHBIX YCIOBHSIX" yKa3bIBACTCSl HOMEP MEIMIMHCKON KapThl MAalKEHTa, MOJTYYarolero MEAMIHHCKYIO IOMOIIb B
aMOyJIaTOPHBIX YCIOBHAX <3>.

<3>JIpuxa3 N 834H.

10. B rpade "dammnms, HHUIHAIEI UMEHH H OTYECTBa (TOCIECOHEE - NMPU HAIWYMH) Jiedaniero Bpada (denpamepa, akymepku)"
peuentypusix OmaHkoB (opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) pydHBIM CIIOCOOOM HJIM C HOMOIIBIO INTAMIIA YKa3bIBAIOTCS
(aMuITHs, THUOUATIBE IMEHH U OTYeCTBa (TIOCJIeHEee - TP HAJIMIUN) MEIUIIMHCKOTO Pa0OTHHIKA, HA3HAYMBILIETO JICKApCTBCHHBIE IIPETIapaThl
U 0(OPMHBLIETO PELEIT.

11. B rpade "Rp" penentypHbix 6inankoB ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) ykaspiBaeTcs:

1) HaMCHOBAHHUE JICKAPCTBEHHOI'O IIpcriapara (Me)KZ[yHapO)IHOC HENATCHTOBAHHOC HAUWMEHOBAHUEC, TIPYIIIUPOBOYHOEC WIIHU
XUMHYECKOE€ HAMMEHOBAHUE, TOPIrOBOE HaI/IMeHOBaHI/Ie) Ha JJATUHCKOM S3bIKEC, Q)opMa BBIITYCKa, TO3UPOBKA, KOJIMIECTBO,

2) cnoco0 NpUMEHEeHHUs JIeKapCTBEHHOTO TperapaTta Ha rocyJapcTBeHHOM si3bike Poccuiickoit denepanun win Ha rocyJapCTBEHHOM
si3p1ke Poccutickoit depepanun U rocy1apCTBEHHOM SI3BIKE peciyOIIMK M MHBIX S3bIKax HaponoB Poccuiickoit @enepanun <4>.

<4> Yacte 1 crareu 15 3akona Poccuiickoit @enepamum ot 25 oktsops 1991 r. N 1807-1 "O s3pikax HapomoB Poccuiickoit
ODeneparuu” (Bemomoctu cbezna Hapomubix gemnytatoB PCOCP u Bepxoenoro Cosera PCOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHoaaTenscTBa Poccutiickoit denepanun, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

12. IIpu odopmieHNN peLenTypHBIX OJAHKOB 3alpellaeTcs OrpaHUYMBaThCA OOLIMMHU yKa3zaHWSAMH, Hampumep, "BHyTpennee",
"H3BecTHO".

13. Penment, odopmieHHbIi Ha peuentypHoM Onanke ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x1), moamuceiBaeTcs
MEIMIMHCKHM Pa0OTHUKOM H 3aBEPSETCS €ro HeYaThio.

Penent, opopmiennsiii Ha penentypHoM Omanke (opmer N 148-1/y-88 u dopmbr N 148-1/y-04(;1) 1ONONHUTEIBHO 3aBEPSETCS
revyaTbio MEAULIMHCKOM opranu3zanuu "J{ist perentos”.

14. Ha oanom peuentypHoMm Omanke ¢opmber N 148-1/y-88 u dopmer N 148-1/y-04(11) paspermaetcsi OCYNIECTBIATh HA3HAYCHUE
TOJILKO OJTHOTO HAUMEHOBAHHsI JICKAPCTBEHHOTO Mpernapara.

Ha omgnom peuentypHom Omanke ¢opmbel N 107-1/y paspemiaercss OCyIIECTBISTh Ha3HAUYEHHE TOJBKO OJHOTO HAWMEHOBAHUS
JICKapCTBEHHOT0 mpenapara, otHocsmerocs no ATX k antumcuxorndeckuMm cpeactBaMm (kox NOSA), ankcuonutukam (kox NOSB),
CHOTBOPHBIM M cefaTuBHBIM cpenctBaM (kog NOSC), antupenpeccantam (kox NO6A) m He MOAJTIEKAMETO MPEIMETHO-KOTMYECTBCHHOMY
yUeTy, U 10 TPeX HAUMCHOBAHHH JICKAPCTBEHHBIX MPETIAPaTOB - JUIS MHBIX JIEKapCTBEHHBIX IPEIapaToB, HE OTHECEHHBIX K BBILICYKa3aHHBIM
ATX.

15. UcnpasiieHys B pelenTe He Oy CKalOTCs.

16. IIpu odopmnennn peuentypusix GrankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) Ha jexapCTBEHHBIE Npenaparhl,
Ha3HAYEHHBIC 10 PEIICHUIO BpaueOHOI KOMUCCHH, Ha 000pOTe PeLenTYPHOTO OJIaHKa CTaBUTCS CHEeLMalbHas OTMETKA (LITaMIT).

17. Ha peuentypuom Onanke ¢opmbl N 148-1/y-04(;1) BHM3y MMeeTCsl JMHHS OTPBIBA, pasfelisiolas pPEeLENTYPHbId OJaHK H
KOPELLOK.

Kopemrok ot penenra, 0hopMIEHHOTO Ha yKa3aHHOM PELENTYPHOM ONaHKe, BBIAAETCS MANUEHTY (€r0 3aKOHHOMY NPEACTaBUTEINIO) B
anTevHOl OpraHW3alMH, Ha KOPEIIKEe JENAeTCss OTMETKAa O HAMMEHOBAaHMH JICKAPCTBEHHOTO IMperapaTa, J03MPOBKE, KOJIMIECTBE, Cocobe
IIPUMEHEHHSI.

18. OcopmiteHHe CIIEIMAIBHOTO PELENTYPHOro O1aHKa Ha HAPKOTUYECKOE CPEICTBO U NCUXOTPOITHOE BELIECTBO OCYIIECTBISETCS B
COOTBETCTBUM C INpHKa3zoM MuHHcTepcTBa 31paBooxpaHeHus Poccuiickoin @enepanuu ot 1 aBrycra 2012 r. N 54n "O6 yTBepkaeHHH
(OopMBI OJTaHKOB PELENTOB, COACPXKAIIMX HAa3HAYEHHE HAPKOTHYECKHX CPEACTB MM IICHMXOTPOIHBIX BEIIECTB, NMOPSIKA UX WU3TOTOBJICHHMS,
pacrpeneneHus, perucTpaliy, y4eTa i XpaHeHus, a Takke mpasui opopmiienus” <5>.
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<5> 3apeructpupoBan MunucrepctBoM roctunuu Poccuiickoit @enepanuu 15 aBrycra 2012 r., peructpauuonssii N 25190, c
W3MEHEHUsIMH, BHECEHHBIMU IpHKa3aMH MuHHcTepcTBa 31apaBooxpaHeHus Poccuiickoit @enmepannu ot 30 umions 2015 r. N 385
(3apeructpupoBad MuHucTepcTBOM 1ocTiuu Poccuiickoit denepanun 27 Hos6ps 2015 r., peructpanmonssiid N 39868), ot 21 ampens 2016
r. N 254n (3apeructpupoBan MunucrepcTBoM toctuiu Poccuiickoit ®enepanun 18 mrons 2016 r., peructpanmonnsiii N 42887), ot 31
okTsi0ps 2017 r. N 882n (3apeructpupoBan MunucrepctBoM toctuiun Poccuiickoit ®enepaunn 9 suBaps 2018 r., perucrpanuonssii N
49561).

Il. OcbopmneHue peuenTta B (oopmMe 3NEKTPOHHOro AOKYMeHTa

19. Penent B ¢opMe 3JIEKTPOHHOIO JOKYMEHTa, IIOJIIHMCAHHOTO YCWJICHHOH KBaJIM(HLIUPOBAHHON OSJIEKTPOHHOW MOAIKCHIO,
(bopMupyeTcst MEAULUHCKUM PaOOTHUKOM, CBEACHUS O KOTOPOM BHECEHBI B (he/iepabHbIil pErucTp MEAUIMHCKUX PAaOOTHUKOB <6>, a TaKxkKe
IPH YCIOBHM PETMCTPAlUM MEIMIMHCKON OpraHm3ald, B KOTOpOH odopmisiercs perent, B (eaepaJbHOM peecTpe MEAHLMHCKHX
opranmzanuii <7> eIWHON TOCyAapcTBEHHOW MH(OPMALMOHHOMN CHCTEMBI B cepe 3IpaBOOXPAHEHHS U TMOAKIIOUEHHIS TaKOH MEIUIIMHCKON
OpraHU3alry K roCyJapCTBEHHOI HHPOPMAIIMOHHOM crcTeMe B cdepe 3apaBooxpaHeHus cyonekra Poceniickoit demeparm <8>.

<6> [lyHkTsl 6, 7 [lonOXEHUS 0 €MUHOI TOCYIapPCTBEHHONW HH(POPMAIIOHHOW CHCTeME B cepe 3paBOOXpaHCHHS, YTBEPKACHHOTO
nocraHoByienneM IIpaBurtensctBa Poccuniickoit @enepamu ot 5 mast 2018 r. N 555 (Cobpanne 3akononarensctBa Poccuiickoit ®eneparuy,
2018, N 20, ct. 2849; N 49, ct. 7600; N 50, ct. 7755; 2019, N 6, cT. 533) (nanee - [lonoxxeHre 0 SIUHON CHCTEME).

<7> Ilynktsl 9, 10 [TonoxeHust o eAuHON cucTeMe.

<8> Crarbu 91 u 91.1 denepanbroro 3akoHa ot 21 HosOps 2011 roga N 323-®3 "OO6 ocHOBax OXpaHBI 3AOPOBbS I'PaKIaH B
Poccuiickoit ®enepanun” (Cobpanue 3akoHonarenbeTBa Poccniickoit @eneparmu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27,
ct. 3477; N 39, cr. 4883; N 48, c1. 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, cr. 3951; N 29, ct. 4397; 2016, N 1, ct. 9, 28; N 15, ct. 2055; N 18, ct. 2488; N 27, ct1. 4219; 2017, N 18, c1. 2663; N 31, cT. 4794).

20. TIpu odopmienuu penenta B GopMe dICKTPOHHOTO JOKYMEHTA Ha JICKAPCTBCHHBIC MPENapaThl, yKa3aHHbIC B MOAMYHKTaX 2 - 5
nyHkta 10 u nynkre 12 Iopsaka Ha3HaYeHMs JICKAPCTBEHHBIX MPENApaToB, YTBEPMKACHHOTO HACTOSIIMM IPUKA30M, M OTIyCKaeMble 3a
MOJIHYI0 CTOUMOCTb, 3aIIOJIHAIOTCS CIEAYIOINE PEKBU3HUTHI:

1) xon cyowexra Poccuiickoit @enepannn no OKATO, ompenensronuii rocyAapcTBEHHYI0 HHPOPMAMOHHYIO CHCTEMY B cdepe
3IpaBooxpaHeHus cyobekTa Poccuiickoit @enepannu, B KOTopoit chopMupoBaH penent B GopMe dJIEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHWE MEAMIMHCKON OpraHM3aluH, aapec, TeledoH WiH (aMIiInsi, HHUIHAIEI UMEHH W OTYECTBa (MOcieqHee - IpH
HaJIMYHY ) MHAWBUIYAIBHOTO IIPEIIIPUHIMATEIS], IMEIONIET0 JIMIEH3UIO Ha MEJUIIMHCKYIO JIeSITeIbHOCTD, €TI0 aIpec;

3) OI'PH ropuanaeckoro ymna (MeauuHckoi opranusanun) wim OI'PHUIT uaauButyansHOTO IpeIIpHHIMATEIS;
4) nara oopmieHus penenta (ykaspIBaeTCsl YUCIIO, MECHLL, TOJT);

5) nara oxoHuaHus AedcTBHs peuenta (GopMuUpyeTcs rocylapcTBEHHOH MH(OPMALMOHHOW cUCTeMOW B cdepe 3apaBoOXpaHEHHs
cy0Obekra Poccuiickoit denepariiii B COOTBETCTBHU CO CPOKaMU AeicTBUs peuentos: 15 nueit, 30 aueit, 60 nueii, 90 aueil, no 1 rona);

6) yHHKaNbHBIH HOMep penenta ((GOpMHPYETCsl TOCYAapCTBEHHON HH(GOPMALMOHHOW CHCTEMOH B cepe 31paBOOXpaHeHHUs CyObeKTa
Poccuiickoit depepamym 1 obecrieunBaeT OJHO3HAYHYIO HACHTH(UKAIMIO peuenta B (opMe DIICKTPOHHOTO TOKYMEHTa B COYETAHHU C
OKATO, OI'PH nn OI'PHUII);

7) ormetkn "cito" (cpouHo) mitH "statim" (HeMeIeHHO) TP HeOOXOANMOCTH CPOYHOTO HIIM HEMEIJIEHHOTO OTITyCKa JIEKapCTBEHHOTO
IpernapaTa MayuenTy;

8) anpec manuenTa (yka3slBaeTCs IOYTOBBIH apec MecTa XKHUTEIbCTBA (MecTa peObIBaHUs I MecTa (paKTHIECKOro MPOXKUBAHMUS) C
yKa3aHHEM HHJIEKCa, HAMMEHOBAaHMS Kpas, oOOJacTH, pecIyOJHKH, aBTOHOMHOTO OKpyra, HAaWMEHOBAaHHS HACCJICHHOTO ITyHKTA,
HaMMEHOBAHMA yJIHLBI (IPOCIEKTa, epeyiKa, Ipoe3aa), HoMepa AoMa (¢ yKa3aHHeM KOpILyca, IpH HAJIM4UH), HOMEpa KBapTUPHI);

9) HOMep IEKTPOHHOI MEIUIIMHCKON KapThl MallMeHTa B TOCYJapCTBEHHOH MH(POPMALMOHHON cucTeMe B cdepe 3ApaBoOXpaHeHHs
cyObekra Poccuiickoit deneparyu;
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10) damuus, UM, OTYECTBO (IIPH HATWYNH) MALMEHTa MOITHOCTHIO;

11) nara poxxaeHus nanueHTa (yKasbIBaeTCsl YMCIIO, MECAL], TOA), Ui JeTeil 1o 1 roja JOMOJHUTENIBHO YKa3bIBAeTCsl KOJIMYECTBO
TIOJTHBIX MECSILIEB;

12) amumst, MHUIMAIBEI UMEHH M OTYeCTBa (IIOCJIEAHEE - IPH HATMYUK) MEIULUHCKOTO paOOTHHUKA MOJTHOCTHIO;

13) HamMeHOBaHME JIEKAPCTBEHHOTO TIIpemapara (MEXIyHapoAHOe HEMAaTeHTOBAHHOE HANMEHOBAHHE, TPYMNITHPOBOYHOE WIIH
XMMHYECKOe HaMEHOBaHHE, TOPTOBOE HANMEHOBAHNE) HA JIATHHCKOM S3bIKE, JO3UPOBKA, (hopMa BBIMYCKa, KOJIUIECTBO;

14) crioco6 mpuMeHeHHs JISKapCTBEHHOT'0 IpeTiapaTa Ha roCyAapCTBEHHOM si3bIke Poccniickoit denepanuy Wi Ha TOCYJapCTBEHHOM
si3pIke Poccniickoit Ddenepanuy 1 rocy1apcTBEHHOM SI3bIKE PECIYOIHK M MHBIX sI3bIKaX HapoJoB Poccuiickoit @eneparmm <9>;

<9> YacTts 1 crateu 15 3akona N 1807-1.
15) npu3HaK yTBep)KICHHS Ha3HAYCHUS JIEKAPCTBEHHOTO MPernapaTa 1o PeIeHn o BpaueOHONH KOMUCCHE MEUILITHCKON OpraHnu3annm;

16) oTMeTKa 0 Ha3HAYEHUH JICKAPCTBEHHOTO IIpenapaTa 1o pelleHuo BpaueOHOW KOMUCCUN MEIULIMHCKON OpraHU3aluy B CIIydasx,
YKa3aHHbIX B ab3a1ie BTOpoM IyHKTa 6 TTopsiika Ha3HAYEHUs JIEKapCTBEHHBIX PENapaToB, YTBEPIKICHHOTO HACTOSAIIUM ITPUKA30M;

17) oTMeTKa O cHenHaabHOM Ha3HAYEeHHWH JEKapCTBEHHOTO INpenapaTta (3amoNHSAETCS B CIydasX, YKa3aHHBIX B MyHKTax 16 u 25
IMopsinka Ha3HAYECHUS JIEKapCTBEHHBIX IIPENIapaToB, YTBEPKICHHOTO HACTOSIIIAM PUKA30M);

18) OTMETKa O CIEHHaJIbHOM HAa3HA4YCHHUU JICKAPCTBCHHOI'O IIp€liapara IMalueHTy C 3360HeBaHI/IeM, Tpe6yIOHH/IM JUIUTCIIBHOI'O
KypCOBOI'O JICUCHUA (33HOHH${€TC${ B ClIy4ya€, YKa3aHHOM B ITYHKTC 24 Hopﬂzuca Ha3Ha4YCHU JICKaAPpCTBCHHBIX IPENapaToB, YTBEPIKIACHHOTO
HaCTOAIUM nana30M) C IPOCTaBJICHUEM IEPUOJUIHOCTH OTITYCKa JICKAPCTBEHHOTO IIperiapara,

19) npu odopmiiennu perenta B GopMme 3JIEKTPOHHOTO JOKyMEHTAa Ha JIEKapCTBEHHbIC Mpenaparsl, yKa3aHHbIE B MOAMYHKTaxX 2 - 5
nyHkra 10 n nmynkre 12 ITopsaka Ha3HauUCHHS JIEKAPCTBEHHBIX NIPENapaToB, yTBEPKICHHOTO HACTOAIINM IIPUKA30M, rpaXKJaHaM, HMEIOILUM
npaBo Ha OECIIaTHOE MOJYHYCHHE JICKApCTBEHHBIX MPENapaToB WM IOJyYCHHE JEKapCTBEHHBIX IPENapaToB CO CKHIKOM, 3aIOIHSAOTCS
PEKBHU3HTBI, IPElyCMOTPEHHBIC IOITYHKTaMH | - 18 HacTOSAIIEro MyHKTa, a TAKKE CIEIYIOIINE PeKBU3HUTHI:

a) KaTeropus rpakaaH, MMEIOIIUX MIPaBO HA MMOIYUYCHUE JICKAPCTBCHHBIX MPEMApaToOB B COOTBETCTBHU CO cTaTheil 6.1 denepaisHOro
3akoHa ot 17 uronst 1999 r. N 178-®3 "O rocyaapcTBeHHOM connanbHoi momouu" <10>;

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

0) xox Ho3oM0THYecKOi (hopmbl o MKB;

B) UCTOUHHK (uHaHcupoBanus (1 - genepanpHbIil O0mKeT, 2 - OroKeT cyObekTa Poccuiickoit denepannu, 3 - MyHUIHUNATBEHBIN
Oro/IKET);

r) pasmep omiatsl (1 - 6ecrutatHo, 2 - 50%);

JI) CTPaxoBOW HOMEP HWHIMBHIYaJIbHOI'O JIMIICBOrO cyeTa rpakaaHuHa B IlencumonHoMm ¢ouae Poccuiickoit ®eneparuu (mpu
naymmyun) (CHUJIC);

€) HOMep ToJnca 0053aTeIbHOT0 MEIUIIMHCKOTO CTPAXOBaHHUS.

21. Tlpu mpocTaBiIeHHH OTMETKH, yKa3aHHOW B moamyHkte 16 mynkrta 20 nacrosimero ITopsaka, peuent B GopMme 37I€KTPOHHOTO
JIOKYMEHTA MOAIHMCHIBACTCS yCHICHHOM KBATH(UIMPOBAHHOI JIEKTPOHHON MOINUCHIO MPECEaTeNs M CeKpeTapsi BpauyeOHOil KOMHCCHH
MEIUIMHCKOW OpraHU3allid, IPH TPOCTABICHUM OTMETOK, YKa3aHHbIX B moamyHkTax 17 u 18 mynkra 20 Hacrosmero [lopsiaka, -
YCHJIEHHBIMH KBATH(DUIIMPOBAHHEIMH JICKTPOHHBIMH TIOIIHCSIMU COOTBETCTBYIOIIUX MEIHUIIHCKIX PAaOOTHHKOB.

22. Tlo Tpe60BaHI/IIO nanueHTa WKW €ro 3aKOHHOI'0 IIPEACTAaBUTEIISL Oq)OpMJISICTCH OK3EMIUIAp peuerra B Q)opMe DJIEKTPOHHOI'O
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JIOKYMEHTa Ha OyMa)KHOM HOCHTEIIC, B TOM YHCJIC MyTeM ero oGopMJICHHUS Ha peuentypHbix Omankax gopm N 107-1/y, N 148-1/y-88, N
148-1/y-04(:1) ¢ otmeTkoii "lyOnuKar 3JeKTpOHHOrO JTOKyMeHTa'".

lll. YyeT peuenTypHbIx 61aHKoB

23. Vuer peuentypHbix 6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1), H3roTaBIMBaeMbIX THIOTPAPCKIM CIHOCOOOM
(manmee - pemenTypHble ONAHKH, MOJJIEkKAIIHE YUYETy), OCYIIECTBISIETCS B JKypHalaX ydeTa, NPOHYMEPOBAaHHBIX, NPOIIHYpPOBaHHBIX H
CKPEIUICHHBIX IIOJIHCHI0O PYKOBOJWUTENS M MEYaThIO MEIUNMHCKOW OpraHW3alliy WM TOJIUCHI0 MHIWBUIYAIFHOTO MpeANpHHUMATEN,
MMEIOLIET0 JIMLEH3HIO HA MEAULIUHCKYIO JAESTeIbHOCTb.

24. Kypnai ydera perentypHbix 61ankoB ¢popmsl N 107-1/y conepxut cienyronye rpador:

1) HOMep 110 NOPSAKY;

2) B pa3zene "[Ipuxon":

a) JlaTa PerucTpaLuy JOKyMEHTa, OATBEPKAAI0IIEero NOCTYINICHHE;

6) HOMep M JlaTa JJOKYMEHTA, II0ITBEPIKIAI0IIETr0 OCTYIICHHE, HAMMEHOBAHHE MTOCTABIINKA;

B) 001I1ee KOJTMYECTBO MOCTYMUBIIUX PELECTITYPHBIX OIaHKOB;

F) q)aMI/IJ'II/ISI, HWHULUAJIBI UMCHH W OTYCCTBa (HOCJ’ICIIHGG - 1Ipu HaJ'II/I‘{I/II/I) U MoANMCh OTBECTCTBECHHOI'O MEAMIHUHCKOT'O pa60THI/IKa,
TOJIyYUBHICTO PELCIITYPHBIC OJIaHKH OT ocTaBIIHKa,

3) B pasznene "Pacxon'":
a) J1aTa BBLIAYM PELENTYPHbIX OJIAHKOB;
0) KOJIMUECTBO BBIIAHHBIX PELIENTYPHBIX OJIaHKOB;

B) (hamuIusl, MHUIMAIBI KMEHU U OTYECTBa (IIOCIEIHEE - IPU HAJIMYMK) OTBETCTBEHHOI'O MEAUIMHCKOr0 paOOTHHKA, NOTYyYUBILIETO
peuenTypHbie OJaHKH;

T') IOANNCH OTBETCTBEHHOTO MEAUIIMHCKOTO paOOTHHKA, Oy IHBINETO PEIENTyPHBIE ONaHKH;

4) q)aMI/IJ'II/ISI, HWHULAIBI UMCHU U OTYECTBaA (HOCIIGI[HGC - 1IpH HaJ'II/I‘II/II/I) W NOAINHCh OTBETCTBCHHOI'0O MCIUIIMHCKOI'O paﬁOTHI/IKa,
BbIJABIICIO PEUCITYPHBIC 6JIaHKI/I;

5) OCTaTOK pelenTypHbIX OJAHKOB.

25. XKypHan yueta petientypHbix 01aHkoB Gopm N 148-1/y-88 u N 148-1/y-04(;1) comepkut ciieayronue rpadsor:
1) HOMep 1o MOPSAKY;

2) B pa3zene "[Ipuxon":

a) JIaTa PerucTpanny JOKYMEHTa, MOATBEPIKAAIONIET0 MOCTYILICHHE;

6) HOMep H J1aTa JOKyMEHTa, II0ATBEPKIAIOUIEr0 MOCTYIICHHE, HANMEHOBAHUE [IOCTABIIMKA;

B) o0Iiee KOJMIECTBO NOCTYNUBIINX PEIENTYPHEIX OJIAHKOB;

T') CepUH U HOMEPAa PEENTYPHBIX OJaHKOB;

1) KOJIMYECTBO PELICITYPHBIX OJIAHKOB 110 CEPHSIM;

e) (amuiIMs, UHUIKAIBI UMEHH M OTYecTBa (IOCNeIHee - NPH HAIWYUK) U MOINUCH OTBETCTBEHHOTO MEAMIMHCKOrO pabOTHHKA,
MOy YUBIIETO PEUENTYPHBIE OJaHKH OT MOCTABINUKA;
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3) B pasuene "Pacxon":

a) JaTa BBLIAYM PELENTYPHbIX OJIAHKOB;

0) cepuu M HOMEpa BBIAAHHBIX PELETITYPHBIX OJIaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PELCTITYPHBIX OJIAHKOB,;

r) ¢hamMuiIns, MHUOAAIE IMEHU U OTYecTBa (MIOCIEIHEE - MPHU HAJMYHK) OTBETCTBEHHOTO MEAUIIMHCKOTO paOOTHHKA, MOTYYHBIIECTO
peuenTypHbie OJaHKH;

Z[) HOANMUCH OTBETCTBEHHOI'O MEIUIIUHCKOI'O pa60THI/IKa, NOJIyYUBLICTO PELCNTYPHBIC 6J'IaHKI/I;

4) q)aMI/IJ'II/ISI, HWHULAIBI UMEHU U OTYECTBaA (HOCIIGI[HGC - 1Ipu HaJ'II/I‘{I/II/I) YU NOANHUCh OTBETCTBCHHOI'0O MCIUIIMHCKOI'O paﬁOTHI/IKa,
BbIJABIICIO PEUCITYPHBIC 6J'IaHKI/I;

5) ocTaToK perenTypHbIX OJIAHKOB.

26. YyeT crenuajgbHBIX PELENTYpHBIX OJaHKOB Ha HApKOTHYECKOE CPEICTBO M IICHXOTPOITHOE BEUIECTBO OCYILIECTBISIETCS B
COOTBETCTBUHU C IpHKa3oM MuHucrepctBa 3apaBooxpaneHus Poccuiickoit @enepammu ot 1 aBrycra 2012 r. N 541 "OO6 yTBepkaeHUH
(GopMbI OJ1aHKOB PELIENTOB, COACPIKAIINX Ha3HAYCHHE HAPKOTHYECKHX CPEJICTB MIJIM NCHXOTPOIHBIX BEILECTB, MOPAAKA MX HU3TOTOBICHHUS,
pacrmpeneneHus, perucTpalim, y4eTa i XpaHeHHs, a TaKoke mpaBwi opopmieHus" <11>.

<11> 3apeructpuposan MunucrtepcrsoM roctunuu Poccuiickoit ®enepanun 15 asrycra 2012 r., peructpanuonssiii N 25190, ¢
M3MEHCHUSMH, BHECEHHBIMU IIpHKa3aMu MuHucrepcTBa 31apaBooxpaHeHus Poccuiickoil @epepauuu ot 30 urons 2015 r. N 385H
(3aperucTpupoBan MuHHCTEpCTBOM rocTHIUU Poccuiickoit deneparuu 27 Hos0pst 2015 r., peructparmonnsiii N 39868), ot 21 ampesst 2016
r. N 254n (3apeructpupoBan MunncrepctBoM roctunuu Poccuiickoit @enepanun 18 mrons 2016 r., perucrpanuonnsiit N 42887), ot 31
okTs10psa 2017 r. N 882n (3apeructpupoBan MunucrepctBoM toctunun Poccuiickoit denepaunu 9 suaps 2018 r., perucrpaiyioHHbiii N
49561).

27. Yuer peuentoB, oGopMIIEHHBIX B ()OpME JIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B TOCYAAapCTBCHHOW MH()OPMALMOHHON
cucreMe B cdepe 3apaBooxpaHeHus cyorexta Poccuiickoit denepanuy NocpecTBOM BECHHUS €AUHOTO PeecTpa PeLenToB, 0(pOpMICHHBIX B
(opMe INEKTPOHHBIX TOKYMEHTOB.

IV. XpaHeHue peuenTypHbIXx 611aHKOB

28. MeauiuHCKIe OpraHU3aliy MOoNy4YaloT HeoOXOANMbIe pelenTypHble OIaHkd, opopMiIeHHbIe THIIOrPadCKHUM CIocoboM, depes
TepPUTOPHATBHBIE OPTaHbl YIIPABICHUS 3IPaBOOXPAHCHHEM WM OPTaHU3ALNH, YIOIHOMOUYCHHBIE Ha 3TO OpPTaHAMH HCIOIHHTEIHHON
Biactu cy0nekToB Poccuiickoit @eneparmn.

29. PenentypHele OnaHKH, IOUISKANINE YUETy, XPAHITCS OTBETCTBEHHBIM JIHIIOM, Ha3HAUCHHBIM PYKOBOJHUTENIEM MEIHUIMHCKOM
OpraHM3aluH, B 3alIHPAEMOM MeTaUTHIecKoM mKady (ceie) Him MeTaNIMIecKOM SIIHKE.

30. MnanBuayanbHBIA MpeIpHHAMATENb, UMEIOIUH JIMIEH3UI0 Ha MEIHMIMHCKYIO NeSTeIbHOCTh, XPaHUT PELENTypHbIE OJIaHKH,
MOJIeKAIINE YUETy, B 3alIMPacMOM MEeTaIUINYecKoM IKady (ceide) N MeTauInuecKoM SIIHKE.

31. IIpoBepka COCTOSIHUSI XpAHEHUs], y4eTa, (PaKTUIECKOTO HAIMYMS M PAcXofa PELEeNTYPHBIX OJaHKOB, MOIEKAIINX YUETY, OJUH
pa3 B KBapTaJl OCYILLECTBIIAETCS KOMUCCUEH, CO31aHHON B MEAMLIMHCKOM OpraHu3alyu.

32. PeuentypHsie O1aHKH, 0opMisieMble HA OyMa)XKHOM HOCHTENIC U TOAJICKAIINE YUeTy, BBIAAIOTCS MEIULIUHCKHM PaOOTHHKAM,
UMEIOLINM TIPaBO 0OPMIICHHS PELIETITOB, 110 PACIIOPSHKCHHUIO TIIABHOTO Bpaya MM €ro 3aMECTUTEIIS.

HOJ’Iy‘IeHHLIe PEUCIITYPHBIC OJIaHKH Ha 6yMa)KHbIX HOCUTCIIAX XpaHATCA MCEAUIUHCKUMU pa60THI/IKaMI/I B TIOMCIICHUAX,
O6eCHe‘II/IBaIOHII/IX X COXPaHHOCTb.

33. XpaHeHHe CHelHalbHbIX PELEeNTyPHBIX OJaHKOB Ha HAPKOTHYECKOE CPEJCTBO U MCHXOTPOIHOE BELIECTBO M BblIaya yYKa3aHHBIX
peLenTypHBIX OJIaHKOB MEJUIMHCKOMY paOOTHHKY OCYLIECTBISIETCS B COOTBETCTBHM C TIPHKa3oM MHUHMCTEpPCTBA 31pPaBOOXPAHEHHMS
Poccuiickoit ®enepanmu or 1 asrycra 2012 r. N 54u "OG6 yrtBepkaeHHH (GOpMbI OIAHKOB PELENTOB, COACPIKAIIMX Ha3HAUYCHHE
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HapKOTUYECKUX CPEACTB MU ICHUXOTPOIHBIX BELIECTB, HMOPsIKAa MX HU3TOTOBIEHMS, PaclpeliesieHUs, perucTpaluy, y4eTa U XpaHEeHus, a
TaKoke npasui opopmienus” <12>.

<12> 3apeructpupoBan MunuctepctBoM toctuuu Poccuiickoit ®enepauun 15 aBrycra 2012 r., peructpaunonnsiii N 25190, c
W3MEHEHUSIMH, BHECEHHBIMU INpHKa3aMH MuUHHUCTEpCTBa 3apaBooxpaHeHusi Poccuiickoit @enepanmu ot 30 wmrons 2015 r. N 385H
(3apeructpupoBad MuHHCTEpCTBOM focTHINH Poccuiickoit deneparun 27 Hos0pst 2015 r., peructpanmonnsid N 39868), ot 21 ampenst 2016
r. N 254n (3apeructpupoBan MunncrepcrsoM toctunun Poccutickoit @enepanyn 18 mions 2016 r., perucrpanuonnsiit N 42887), ot 31
oktsa0pst 2017 r. N 882m (3apeructpupoBan MunucrepctBoM rocturun Poccuiickoit @eneparuu 9 saBapst 2018 r., perncrparonssiii N
49561).

34. TIporpaMMHO-TEXHHYECKHE CPEJICTBA T'OCYIapCTBEHHBIX MH()OPMAIMOHHBIX CHCTEM B cdepe 31paBOOXPAHEHUS, MEIUINHCKUX
MHQOPMALIMOHHBIX CHCTEM MEAMLMHCKMX OpraHU3alMil 00eCreyMBalOT XpaHEHHE 3JIEKTPOHHBIX peLenToB, oopMIeHHBIX B (opme
3JIEKTPOHHBIX JOKYMEHTOB B TEUCHHE CPOKOB, YCTAQHOBJICHHBIX UIs XPaHCHUs PELENTOB, OQOPMIICHHBIX Ha COOTBETCTBYIOIIMX (hopMmax
peLUenTypHBIX OJIAHKOB Ha OyMa)KHOM HocuTene <13>.

<13> Ilymxr 14 mpaBun OTIycKa JEKAPCTBEHHBIX [IPENapaToB JUId MEJULMHCKOIO IPUMEHEHHUs, B TOM 4HUCIE
MMMYHOOHOJIOTUUECKUX JICKAPCTBEHHBIX MIPEIapaToB, alTeYHbIMH OpraHU3aIIMY, HHANBHIYAIbHBIMH IPEIIPUHIMATEISIMH, UMEIOIIMUI
JIMLEH3UIO Ha (papMaleBTHYECKYIO SSTENIbHOCTD, YTBEPXKICHHBIX NpHKa3oM MUHUCTepCcTBa 3apaBooxpaneHus Poccuiickoit denepanyn ot
11 mrons 2017 r. N 403H (3apeructpupoBad MununcrepctBoM toctunun Poccuiickoit denepannu 8 centsops 2017 r., peructpannonHsiii N
48125).
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