MWHUCTEPCTBO 3[PABOOXPAHEHNA POCCUNCKOWU ®EOEPALINA

NMPUKA3
ot 14 auBapsa 2019 r. N 4H

Ob YTBEPXOEHWUN NMOPAOKA
HA3HAYEHUA JIEKAPCTBEHHbIX NMPEMNAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHbIE MNMPEMAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHUA

B cootBercTBUU ¢ yHKTOM 16 yacTtu 2 ctarbu 14 ®@enepanbHoro 3akoHa ot 21 HostOps 2011 .
N 323-®3 "OO6 ocHoBax oOxpaHbl 3710poBbs TpaxaaH B Poccuiickoit ®enepamuun" (CobOpanue
3akoHoparenbcTBa Poccuiickoit deneparum, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2014, N 30,
cT. 4257; N 49, cT. 6927; 2015, N 10, cT. 1425; N 29, cT. 4397; 2016, N 1, c1. 9; N 15, c1. 2055; N 18,
cT. 2488; N 27, cT. 4219; 2017, N 31, c1. 4791; N 50, ct. 7544, 7563) v noamyakramu 5.2.177,5.2.179
1 5.2.180 INonoxenust o MunucrepctBe 3apaBooxpaneHust Poccuiickoit @enepannu, yTBEp:KISHHOTO
nocranoBieHueM [IpaBurensctBa Poccuiickoit @enepanuu ot 19 utonst 2012 . N 608 (Cobpanue
3akoHonarenbcTBa Poccuiickont @enepanuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cT.
2477; N 22, ct. 2812; N 33, c1. 4386; N 45, c1. 5822; 2014, N 12, cT. 1296; N 26, cT. 3577; N 30, cT.
4307; N 37, c1. 4969; 2015, N 2, ¢1. 491; N 12, c1. 1763; N 23, cT. 3333; 2016, N 2, cT. 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, cT1. 2638; N 36, CT.
5634; N 41, ct. 6273), npuka3biBao:

1. YTBepauTh:
MOPsIZIOK Ha3HAUYEHUSI JIEKAPCTBEHHBIX MPETapaToB COrMacHo npuiaoxkeHuto N 1;
(bopMBI pellenTypHbIX OJJAHKOB Ha JIEKAPCTBEHHBIE MIPETaparhl COMMACHO MPUIoKeHUI0 N 2;

NOpSA0K O(QOPMIIEHHS pELENTypHbIX OJaHKOB Ha JIEKAPCTBEHHbIE Ipemnaparbl, UX ydyeTra U
XpaHEHUs COITIaCHO NpUiIokeHHo N 3.

2. [Ipu3Hath yTpaTUBLIIMMHU CUITY:

npuka3 MuHucTepcTBa 31paBooxpanenust Poccuiickoit denepanmu ot 20 nexabdbps 2012 . N
11751 "O6 yTBep:kKIE€HUU MOpsAJIKAa HA3HAUYEHUs U BBIIUCBHIBAHUS JIEKAPCTBEHHBIX NpPENaparToB, a
Takke (opM pelenTypHbIXx OJIaHKOB Ha JIEKApCTBEHHbIE IIpenaparsl, Hopsaka o(QopMiIeHUs
yKa3aHHbIX OJIaHKOB, HMX YyueTa U XpaHeHus" (3aperucTpupoBaH MUHUCTEPCTBOM IOCTULIMU
Poccuiickoit ®enepanuu 25 urons 2013 r., peructpannonsasiii N 28883);

MYHKT 2 U3MEHEHMH, KoTopble BHOCATCS B Ilopsaok co3maHus W A€ATEIbHOCTH BpauyeOHOM
KOMHCCUHU MEUIIMHCKON OpraHu3alliy, yTBEP KIECHHBIN IpUKa3oM MUHHUCTEPCTBA 3paBOOXPAHEHUS
u conranbHoro pa3sutus Poccuiickont ®enepaunu ot S mast 2012 . N 502H, u B [Topsiiok Ha3HaYeHUS
U BBIIMCBIBAHMA JIEKAPCTBEHHBIX IIPENaparoB, YTBEP)KJIEHHBIM mpuka3oM MuHUCTEpCTBA
3npaBooxpaHeHus Poccuiickoit @enepaunu ot 20 gexabps 2012 r. N 1175H, yTBepX AeHHBIX
npuka3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @eneparun ot 2 nexadpst 2013 . N 8861
(3apeructpupoBan  MunHHCTepcTBOM foctunmu Poccuiickoit ®deneparuu 23 nmekabpst 2013 t,
peructparnonssiii N 30714);

npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit ®enepannu ot 30 utons 2015 . N 386H
"O BHECEHMM W3MEHEHUH B NPUJIOKEHUS K NMpUKazy MuUHUCTEpCTBA 3ipaBooXpaHeHus Poccuiickoit
®enepanuu ot 20 nexadps 2012 . N 11751 "OO6 yTBepKAeHUH MOPsIKa HA3HAYCHUSI U BHITUCHIBAHUS
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JIEKapPCTBEHHBIX MPEnapaToB, a Takke (opM perenTypHbBIX OJTaHKOB Ha JIEKApCTBEHHBIC MPENapaThl,
nopsiika o(opMIICHHs yKa3aHHBIX OJAHKOB, WX Yyd4era © XpaHeHus" (3aperucTpupoBaH
MunuctepctBoMm roctuiiuu Poccuiickoit denepanuu 6 aprycra 2015 r., peructpanuonusiii N 38379);

OyHKT | W3MEHEHUH, KOTOpbleé BHOCATCS B NpHKa3 MMHHUCTEPCTBA 3ApPaBOOXpPaHEHUS
Poccuiickoit @eneparuu ot 20 nexadpst 2012 . N 11751 "OO6 yTBepKACHUN NOPsIKA HA3HAYCHUS U
BBIIIMCHIBAHUSL JICKAPCTBEHHBIX IIpEmaparoB, a Takxke (OpM peLenTypHbIX ONaHKOB Ha
JIEKapCTBEHHBIE IMperapaThl, MOpsiika opopMIIeHUsT YKa3aHHBIX OJaHKOB, MX y4yeTa W XpaHEeHus" U
npuiioxkenue N 2 k npukazy Munucrepcrna 3apaBooxpanenust Poccuiickoit @enepaiuu ot 1 aBrycra
2012 . N 54u "OO6 yrBepxkaeHuu (opmbl ONAHKOB PEIENTOB, COIEPXKAIIUX Ha3HAYCHUE
HapKOTHYECKHUX CPEJICTB UM IICUXOTPOIHBIX BEIECTB, MOPSAIKA X U3TOTOBJICHHUS, paCIIpPEIeICHNUS,
perucTpanym, y4dera ¥ XpaHCHHs, a Takke NpaBwil OoQOpMIICHHS", YTBEP)KICHHBIX MPUKA30M
MunucrepctBa 3apaBooxpaneHusi Poccuiickoit ®enepaunu ot 21 ampens 2016 . N 254u
(3apeructpupoBan MunuctepctBoM toctunu Poccuiickoit ®enepanuu 18 wurons 2016 r,
peructpanuonabii N 42887);

IIYHKT S5 W3MEHEHUM, KOTOpbIE BHOCATCA B HEKOTOpbIE IpHKa3bl MuHucrepcrsa
3ApaBOOXpAaHECHUsI W colnMaidbHOro pa3Butusi Poccuiickot dDenepannu u  MuHUCTEpCTBA
3apaBooxpanenust Poccuiickoit @enepauu o Bompocam 0OpalieHus JIEKapCTBEHHBIX MPETaparos,
COJEPXKALMX HAPKOTUYECKUE CPEACTBA, IICUXOTPOIIHBIE BELIECTBA M UX IPEKypcopbl, U
JIEKapCTBEHHBIX CPEJCTB, MOJUIEKAIIMX IPEIMETHO-KOJIUUYECTBEHHOMY YYETY, YTBEpPKICHHbIX
npuka3zoM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanum ot 31 oktsaops 2017 . N 8820
(3apeructpupoBan MunucrepctBom roctuniuu Poccuiickoit ®epepauuu 9 sauBaps 2018 r,
peructpanronubii N 49561).

Munuctp
B.N.CKBOPLIOBA

[Ipunoxenue N 1

K ITpuKa3y MUHUCTEPCTBA 3APaBOOXPAaHEHUS
Poccuiickon ®@enepanuun

ot 14 suBaps 2019 . N 4n

norPAAOK HASHAYEHUA NEKAPCTBEHHDbIX NMPEMAPATOB
|. O6wWwme nonoxeHus
1. Hacmamnﬁ l'[OpSI,Z[OK yCTaHaBHI/IBaeT npaBI/ma HaA3HA4YCHU A J'ICKapCTBeHHBIX npenapaTOB JUJISA

MEAMIIMHCKOTO MPUMEHEHUS (J1ajee - JeKapCTBEHHbIE Ipernaparbl) U opOpMIIEHHUS UX Ha3HAuYEHUs
IIPY OKa3aHUH MEAMLIMHCKOM MOMOIIM B MEAUIIMHCKUX OpraHu3anusax <1>.

<1> Ilynkr 11 crarsu 2 @enepanpHoro 3akoHa ot 21 HosOps 2011 . N 323-03 "O0 ocHoBax
OXpaHbl 310poBbs rpaxkaad B Poccuiickoit @enepannn" (Cobpanue 3akoHoarenbcTBa Poccuiickoi
®enepanun, 2011, N 48, ct. 6724; 2016, N 1, cT. 9, 28; 2017, N 31, cT. 4791).

2. Ha3HaueHue J1eKapCTBEHHBIX MTPENapaToB OCYIIECTBISAETCS JIEYALTIM BpauoM, (esbaIepom,
aKyIIEpKOH B ClIy4ae BO3JIOKEHHUS HAa HUX MTOJIHOMOYMH JIEHAIllero Bpaya B MOPSAKE, YCTAHOBICHHOM
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IIpuKa3oM MuHHCTEpPCTBA 34PaBOOXPAHEHUs U COLMAIBHOIO pa3Butus Poccuiickon @enepanuu ot
23 mapra 2012 . N 2521 "O6 yrBepxknenun llopsnka Bo3joeHUs Ha (enpaiiepa, aKylmepKy
PYKOBOAMTENEM MEIUIMHCKON OpraHu3allud IpU OpraHu3allMM OKa3aHUsl MEPBUYHONW MEIUKO-
CaHUTapHOH MOMOIIM U CKOPOH METUIIMHCKOW MOMOIIM OTAENbHBIX (DYHKLUH Jiedallero Bpada o
HEMOCPECTBEHHOMY OKa3aHUIO0 MEAMIIMHCKON MOMOIIH HMAlMEHTY B MEPHO HAOMIONEHHS 32 HUM U
€ro JICYEHUs, B TOM YMCJIE 110 HA3HAYECHUIO U IIPUMEHEHUIO JICKApCTBEHHBIX MPENaparoB, BKIIOYas
HapKOTHYECKHE JIEKAPCTBEHHBIE Ipenaparbl U ICUXOTPOIIHBIE JIEKAPCTBEHHBIE Mpenaparsl’ <2>,
UHIVBUAYAIBHBIMU IPEAIPUHAMATEISIMY, OCYILECTBISIOIMMU MEAULIMHCKYIO JESATEIBHOCTDh
(manee - MeMIMHCKUE PAOOTHUKH).

<2> 3apeructpupoBad MunucrepcTBoM roctuiuu Poccuiickoit @enepaunu 28 anpens 2012 r,
peructpanmonnslii N 23971, ¢ wu3MEHEHHsIMH, BHECEHHBIMH TMpUKa3oM MuHHCTEpCTBA
3apaBooxpanenus Poccuiickoit @enepaunn ot 31 oktabpst 2017 . N 882H (3apeructpupoBaH
MunuctepctBoM roctuiiuu Poccutickoit @eneparuu 9 suaps 2018 1., peructpanuvonnsiii N 49561).

3. CBeneHust 0 Ha3HAUYCHHOM JIEKAPCTBEHHOM IIpenapare (HauMEHOBaHHE JIEKapCTBEHHOTO
mpenapara,  JI0O3UpOBKa, CHoco0  BBEIEHHS W NPUMEHEHUS, pPEXHM  JIO3UPOBAHHA,
IPOOJKUTENIBHOCTD JICYEHUs U 000CHOBaHME HA3HAYCHMsI JICKAPCTBEHHOTO Ipernapara) BHOCSATCS
MEAMIMHCKUM paOOTHUKOM B MEUIIMHCKYIO JIOKYMEHTALIMIO MTallMEHTA.

B ciyuasix, ykazaHHbIX B myHKTax 9 - 12 nacrosimero [lopsiaka, MEIMIMHCKUN paOOTHHK
oopmisier Ha3HaYCHUE JIEKAPCTBEHHBIX MPENapaToB, B TOM YHCIIE MOMISKAIINX U3TOTOBICHUIO U
OTIYCKY anTeYHbIMH OpraHM3alUsIMHU (Jajiee - JICKAPCTBEHHBIC Mpenaparbl HHIUBUIYAIHLHOTO
W3TOTOBJIEHUS), HA peLeNnTypHOM OnaHke, oopMiIeHHOM Ha OyMa)XHOM HOCHUTENE 3a CBOEH
MOJMUCKIO (Jlanee - perent Ha OyMaKHOM HoOcuTene), W (WIM) ¢ CcoriacHs MalMeHTa WU ero
3aKOHHOTO MPEACTABUTENS <3> Ha pelenTypHoM OiaHke B (hopMe 3JIEKTPOHHOTO JOKYMEHTa C
WCIONIb30BAaHUEM  YCUJICHHOW KBaTU(UIIMPOBAHHOW DIEKTPOHHON MOANMUCH MEAUIIMHCKOTO
paboTHHKA (J1aee - perent B popme dMEeKTPOHHOTO IOKYMEHTA).

<3> B oTHOIIEHUH JIUI[a, yKa3aHHOTO B 4yacTu 2 ctathu 20 denepanbHOro 3akoHa ot 21 HosA0ps
2011 . N 323-®3 "O06 ocHOBax oxpaHbl 310pOBbs I'paxaaH B Poccuiickoit denepauun" (Codbpanue
3akoHojarenbcTBa Poccuiickoit deneparum, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2017, N 31,
cT. 4791).

Penent B hopme 3IEeKTPOHHOTO TOKYMEHTA, COJepKAINil Ha3HAYeHNE HAPKOTUYECKUX CPEICTB
WJIH TICUXOTPOIHBIX BEIECTB, MOAMMCHIBAETCS C UCIOJIb30BAaHUEM YCHIIEHHOMN KBaTU(PUIIMPOBAHHON
SNIEKTPOHHOM TMOMAIMUCH JIeyallero Bpaya WM (QenbAaliepa, aKylIepKd, Ha KOTOPBIX BO3JIOKEHBI
(GYHKIMY JIedaliero Bpaya, 1 COOTBETCTBYIONIEH MEIULIMHCKONW OpraHu3aun <4>.

<4> Yacts 1 crareu 26 ®enepanbHoro 3akoHa oT 8 ssuaps 1998 . N 3-d3 "O napkoTHUECKHX
cpeacTBax M mcuxoTponHbix BemectBax'" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepanuy,
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).

Odopmnenue peuentoB B (OpMe IEKTPOHHBIX JOKYMEHTOB OCYILECTBISETCS B Cilydae
MIPUHATHUS YIIOTHOMOYEHHBIM OPTraHOM HCIIONHUTEILHOM BlIacTH cyobekTa Poccuiickoit denepannn
B COOTBETCTBHUU C IMYHKTOM 4 ctathu 6 DenepanbHoro 3akoHa ot 12 ampens 2010 . N 61-d3 "O6
00palleHNH JIEKAapCTBEHHBIX CPeACTB" <5> perieHus o0 HCIOIb30BAHUM HA TEPPUTOPUH CyOBEKTa
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Poccuiickoit @enepannu HapsiLy ¢ pelienTaMi Ha JIEKapCTBEHHbIE Mpenaparsl, 0(pOpMICHHBIMU Ha
OyMa)XHOM HOCHTEJIe, PELENTOB Ha JICKapCTBEHHbIE Ipernaparbl, C(HOPMHUPOBAHHBIX B (opme
IEKTPOHHBIX JTOKYMEHTOB.

<5> CobOpanue 3akoHOAarenbcTBa Poccuiickoit @enepanuu, 2010, N 16, ct. 1815; 2012, N 26,
cT. 3446; 2017, N 31, ct. 4791.

4. Tlpu BBHITUCKE MAIMEHTA W3 MEIUIIMHCKOW OpTraHU3alliK, B KOTOPOW €My OKa3bIBaJach
MCIUIMHCKAas MOMOIIb B CTAHUOHAPHLIX YCJIOBUAX, JAHHOMY IMALIUCHTY 110 PCHICHUIO PYKOBOAUTCIIA
MEIUIMHCKOM OpraHu3ali Ha3HadaloTcs ¢ odopmiieHHeM pernenta B (opMe 3SJIEKTPOHHOTO
JOKyMeHTa W (WiaM) Ha OyMaXHOM HoOcHTeNe (32 HUCKIIOUeHHEM O(QOpPMIICHHS pELENTOB Ha
JICKApCTBEHHBIC Tpernaparbl, MOJIekKaIIue OTIYCKY OCCIIaTHO WM CO CKHUJIKOW) JHOO0 BBITAOTCS
(ManueHTy WM ero 3aKOHHOMY IPEACTABUTEI0) OMHOBPEMEHHO C BBIITUCKON M3 UCTOPUU OOJIE3HH
JICKApCTBCHHBIC TIpenaparbl, B TOM YHUCIIC HApPKOTHMYECKHUE W ICUXOTPOIHBIE JICKAPCTBEHHBIC
npenaparsl, BHeceHHbIe B ciicku I u |1l mepeunst HapkoTHUeCKUX CpecTB, ICUXOTPOIHBIX BELIECTB
U WX TMPEKypCcopoB, IMOUICKAIUX KOHTPOIK B Poccuiickoit ®enepanuu, YTBEPKIESHHOTO
nocranoBieHueM [IpaBurensctBa Poccuiickoit deneparuu ot 30 urons 1998 . N 681 <6> (nanee -
[lepedens), CHILHOACUCTBYIOIINE JICKAPCTBEHHBIC MPENapaThl, HA CPOK IpUEMa MAIMEHTOM 0 5
JTHEH.

<6> CoOpanwue 3akoHOmaTeNbcTBa Poccuiickoit denepanuu, 1998, N 27, ct. 3198; 2004, N 8,
cT. 663; N 47, c1. 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, ct. 2100; N 24, cT. 3035; N 28, cT. 3703; N 31, c1. 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, c1. 1295; N 19, ct1. 2400; N 22, cT1. 2864; N 37,
cT. 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, CT.
2987; N 27, c¢1. 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, c1. 2088; 2017, N 4, cT. 671; N 10, cT. 1481; N 23,
cT. 3330; N 30, c1. 4664; N 33, ct. 5182; 2018, N 27, ct. 4071.

5. Has3naueHue neKapCTBEHHBIX IIPENApaToB IMPU OKAa3aHMM MEIWLUHCKOW IIOMOIIM B
CTAallMOHAPHBIX YCIOBUSAX B TPEOOBaHUSAX-HAKIIAJHBIX, HAIIPABISEMbIX B allTE€YHbIE OpPTaHU3AlNH,
ABIIIOIIMECS CTPYKTYPHBIMU  IOAPA3ACICHUSAMU MEIUIMHCKONM OpraHu3alud, B KOTOpOH
OKa3bIBa€TCAd MEAMIIMHCKAs MOMOIIb, OCYIIECTBISETCS B COOTBETCTBUU ¢ MHCTpyKIMel o mopske
BBIMIMCHIBAHUS JICKAPCTBEHHBIX MpenapaTtoB U oGpopMIICHUS PElEenToB W TpeOOBaHUIN-HAKIIATHBIX,
YTBEPKICHHOW ITPUKa30M MHMHHUCTEPCTBA 3IPaBOOXPAHEHMS U COLMAIIBHOIO pa3BUTHA Poccuiickoit
®enepanuu ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAYSHHS U BHITUCHIBAHUS JIEKAPCTBEHHBIX
MpernaparoB, U3AEIUA METUIIMHCKOIO HAa3HAUYEHUs U CIEIHATU3UPOBAHHBIX MPOJYKTOB JIEUEOHOTrO
nutanus" <7>.

<7> 3apeructpupoBad MunucrepctBom roctuiuu Poccuiickoit ®enepanuu 27 anpenst 2007 r.,
peructpanvoHHsli N 9364, ¢ wW3MEHEHUsAMH, BHECEHHBIMH IIpuKa3amMu MuHucTepcTBa
3paBOOXpaHEHUs U colalbHOrO pa3zButus Poccuiickoin ®enepaunnu ot 27 asrycra 2007 r. N 560
(3apeructpupoBan  MunucrepctBoMm roctuiiun Poccuiickoit ®enepanuu 14 centsiops 2007 r,
peructparuonsbiii N 10133), ot 25 cents6ps 2009 r. N 794u (3apeructpupoBad MUHHUCTEPCTBOM
rocturu Poccniickoit @eneparuu 25 Hos10pst 2009 1., peructparuonnsii N 15317), ot 20 sHBaps
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2011 r. N 13H (3apeructpupoBad Munucrepcrsom roctuniuu Poccuiickoit ®denepanuu 15 mapra 2011
r.,, peructpammonasiii N 20103), npukazamum MuHHCTEpCTBa 37paBooXpaHeHus Poccuiickoit
@enepaunu ot 1 aBrycra 2012 r. N 54n (3apeructpupoBad MunucrepcTBoM roctunnu Poccuiickoi
Oenepanuu 15 aBrycra 2012 r., perucrpamuonusii N 25190), ot 26 depans 2013 . N 94n
(3apeructpupoBan MuHnuctepcTBoM toctunmu Poccuiickoit ®@enepanuu 25 wutons 2013 r,
peructpanronHbii N 28881).

6. Ha3HaueHue nexkapCTBEHHbBIX IPENapaToB OCYLIECTBISAETCS MEAULUHCKUM paOOTHUKOM I10
MEXKIYHAPOJIHOMY HENIaTCHTOBAHHOMY HaUMEHOBAHHUIO, & IIPU €0 OTCYTCTBUU - IPYIIIUPOBOYHOMY
WM XMMHYECKOMY HAaUMEHOBAaHHIO. B ciydae OTCYTCTBUS MEXKIYHAapOAHOIO HENATCHTOBAaHHOIO
HaVMEHOBAHMS U IPYNIIMPOBOYHOIO WIIM XMMUYECKOIO HAMMEHOBAHUS JIEKAPCTBEHHOI'O IIpenapara,
JIEKapCTBEHHBIN ITpernapaTr Ha3Ha4aeTCcsi MEAULIMHCKUM paOOTHUKOM 110 TOPrOBOMY HaMMEHOBAHUIO.

[Tpy HanMYMU METUITUHCKHX MTOKa3aHUN (MHANBHyaTbHAsI HETIEPEHOCUMOCTD, 110 )KU3HECHHBIM
MOKa3aHMsIM) 10 PEUICHUIO Bpa4eOHOH KOMHCCUH METUIIMHCKOM OpraHu3aluy <8> OCYILECTBISCTCS
Ha3HAYeHHE W OPOpPMIICHHE HA3HAYCHHS JICKAPCTBEHHBIX IMPENapaToB, HE BXOSIIMX B CTaHIAPTHI
MEUIIMHCKOM TTOMOIIY, pa3padOTaHHBIX B COOTBETCTBUU C MyHKTOM 4 crateu 10 denepanbHOro
3akoHa ot 21.11.2011 N 323-®3 "OO ocHoBax oOxpaHbl 370pOBbsl IpaxaaH B Poccuiickoit
@epepaun” <9>, aMOO MO TOProBHIM HAWMEHOBaHUAM. PemieHne BpayeOHOW KOMHUCCHUU
MEIUIIUHCKON OpraHu3aiuu (PUKCUpYeTCs B MEIUIIMHCKOW JOKyMEHTAIUY TAallMeHTa U B JKypHaJe
BpaueOHON KOMHUCCHH.

<8> Ilpuka3 Munznpascoupa3sutus Poccun ot 5 mas 2012 r. N 5021 "OO6 yTBep>KIcHUH
MOpsAJIKa CO3/aHUsl U JIEATEIbHOCTH BpauyeOHONW KOMUCCHUM MEIUIMHCKOW opraHus3anuu”
(3apeructpupoBan Muntoctom Poccun 9 wmrons 2012 1., perucrpaunonssiii N 24516), c
W3MEHEHUsIMH, BHECEHHbIMH mpukazoM MunsnpaBa Poccun ot 2 npexabps 2013 . N 886H
(3apeructpupoan MuntoctoM Poccun 23 nexabps 2013 1., peructparmonnsiit N 30714).

<9> Cobpanue 3axkonogarenbctBa Poccuiickoit denepamuu, 2011, N 48, ct. 6724; 2014, N 49,
cT. 6928; 2017, N 31, cT. 4791; 2018, N 53, ct. 8415.

7. HazHaueHue jekapCcTBEHHOTO Mpemnapara B pelente Ha OyMaXHOM HOCHUTEIE WM PEIenTe B
dbopme 3IEKTPOHHOTO TOKyMEHTa OQOpMIISIETCS HAa MMS TAIMEHTa, JUIsl KOTOPOTO MpeaHa3Ha4YeH
JIEKapCTBEHHBIN ITpenapar.

Penienit Ha OymaskHOM HOcHTelne, 0ohOpMIIEHHBIN Ha penentypHoMm Omanke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (;1), yTBep>KI€HHBIX HACTOSAIIMM IPUKA30M, a TAK)XKE pelenT Ha OyMa>kHOM
HocHTene, opopMIIeHHBIHN Ha peuentypHoM Onanke ¢opmel N 107/y-HII, yrBepxaeHHON mprKazoM
MunucrepcTBa 3apaBooxpaneHust Poccuiickoit @enepauuu ot 1 asrycra 2012 . N 54n "OG6
YTBEPKACHUH (OpPMBbI OJIAaHKOB PELIETITOB, COAEPKAIIMX Ha3HAUYCHHE HAPKOTUYECKUX CPEICTB WU
IICUXOTPONHBIX BELIECTB, MOPSAKA MX HW3TOTOBJICHMSI, paclpeAcieHus, pEerucTpaluu, ydera u
XpaHeHwus, a Takke npasmt opopmienus’ <10> (ganee - popma N 107/y-HII), moxeT ObITH TOTydeH
MAIMEHTOM, €r0 3aKOHHBIM MIPEJCTABUTENIEM HIIH JIUIIOM, UMEIOIINUM O0(OPMIIEHHYIO B COOTBETCTBUU
C TPXKIAHCKUM 3aKOHOAATENbCTBOM Poccuiickoit denepannn JOBEPEHHOCTh OT MAIlMEHTA HA TTPaBO
MOJIy4EHHUsI TAKOTO pelenTa (Janee - yoJHOMOYEHHOE JIUIIO).

<10> 3aperucrpupoBan MunucrepctsoM roctuninu Poccuiickoit @enepanuu 15 asrycra 2012
r., peructpauroHHslii N 25190, ¢ wu3MeHEHUAMH, BHECEHHBIMH IpHUKa3zaMu MUHHUCTEPCTBA
3npaBooxpaneHus Poccuiickoit @enepauuu ot 30 wuions 2015 r. N 385H (3apeructpupoBan
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MunucrepctBoM toctunmu Poccuiickoit ®enepannu 27 HosOps 2015 1., peructpanuonHbii N
39868), ot 21 ampenst 2016 . N 2541 (3apeructpupoBad MUHHUCTEPCTBOM OCTULIMM Poccuiickoi
Oenepannu 18 wuronst 2016 1., perucrpammonnbii N 42887), or 31 okrsaops 2017 . N 882n
(3apeructpupoBan MuHnucrepcTBoM roctuiiuu Poccuiickort ®epepanmu 9 suBaps 2018 T,
peructpanonsbiii N 49561).

Penienit B popme 31€KTPOHHOTO TOKyMEHTa (DOPMUPYETCS C UCIIOJIb30BAHUEM TOCYNapCTBEHHON
nHpopMaIMOHHOW cucTeMbl B cdepe 3apaBooxpaHeHHs cyobekra Poccuiickoit deneparumy,
MEAMIIMHCKON MH(POPMAIMOHHON CUCTEMBI MEIUIIMHCKOW opranm3auu <11>.

<11> Crarbu 91 u 91.1 depepansroro 3akoHa ot 21 Hos6ps 2011 roma N 323-D3 "O6 ocHOBax
OXpaHbI 30pOBBs rpakaad B Poccuiickoit @enepanun" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
®enepauun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48,
cT. 6165; 2014, N 30, ct. 4257; N 43, cT. 5798; N 49, cT. 6927, 6928; 2015, N 1, ct. 85; N 10, cT.
1425; N 27, ct. 3951; N 29, cT. 4397; 2016, N 1, c1. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, cT.
4219; 2017, N 18, ct. 2663; N 31, ct. 4794).

@akT BpIJAUM peELENTa Ha JIEKAPCTBEHHBIN Ipenapar 3aKOHHOMY IIPEICTaBUTENIO WIIU
YIIOJIHOMOYEHHOMY JIUITY (DUKCUPYETCS] B MEAMIIMHCKON JTOKYMEHTAIIMH TTAllUEHTA.

8. MeauuuHCcKUM paOOTHUKAM 3alperaeTcss 0pOpMIISTh PELENThI IPU OTCYTCTBUU Y ITAllUEHTa
MEIMIMHCKUX IIOKa3aHUIl; HAa HEe3aperucTpUpOBaHHbIE JIEKApCTBEHHBbIE Ipemaparbl <12>; Ha
JIEKapCTBEHHBIE IIpenaparbl, KOTOpPbIE B COOTBETCTBUM C MHCTPYKIHMEH II0 MEIUIMHCKOMY
IIPUMEHEHHIO TIPEIHA3HAYEHbl I INPUMEHEHHsS TOJIBKO B MEIMIMHCKHAX OpraHU3alMsX; Ha
HapKOTUYECKHE CpEACTBA M IICUXOTPOIHBIE BellecTBa, BHeceHHble B cnucok II Ilepeuns,
3apETrUCTPUPOBAHHBIC B KAYECTBE JICKAPCTBEHHBIX IIPENAPATOB, B LEJAX IPUMEHEHUS IS JICUCHHUS
HapKOMaHHUH.

<12> Pemenne CoBeta EBpa3uiickoii s3koHoMHueckoil komuccuu ot 3 Hosi6ps 2016 . N 78 "O
[IpaBuiax perucTpanuu U KCIIEPTU3HI JIEKAPCTBEHHBIX CPEACTB JJISI METUIIMHCKOTO MPUMEHEHUS"
(opunmaneHblil caifit EBpasuiickoro skoHOMHuYeckoro coro3a http://www.eaeunion.org/, 21 HOs0ps
2016 r.). Crarbs 13 ®epepanbHoro 3akoHa ot 12 ampens 2010 . N 61-®@3 "O6 oOpamenuun
JIEKapCTBEHHBIX CPEICTB i MeAauuuHckoro mnpuMeHeHus" (CoOpaHue 3aKOHOAATEIbCTBA
Poccuiickoit ®enepanuu, 2010, N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

WHauBryalbHBIM TIPEANPUHIMATEISIM, OCYIIECTBISIONIAM MEIUIIUHCKYIO eSTEeIbHOCTD,
JIOTIOJTHUTENBHO K TpeOOBaHMSAM, YKa3aHHBIM B a03alle NMepBOM HACTOSIIErO MyHKTA, 3alpelaeTcs
o(opMITATE perenThl Ha HAPKOTUIECKHE CPEICTBA U IICHXOTPOITHBIE BEIECTBA, BHECEHHBIE B CITHCKU
I u 11l TTepeuns (nanee - HAPKOTUUECKUE U TICUXOTPOITHBIE JIEKAPCTBEHHBIE Mpenaparsl cnuckoB 11 n
[11 Tlepeuns).

9. Ilpu Ha3HAYEHUH HAPKOTUYECKUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB crucka II
[lepeuns, 3a WCKIIOYEHWEM JIGKAPCTBEHHBIX TMpPEMapaTtoB B  BUAE TpaHCASPMAIBHBIX
TEpaneBTUYECKUX CUCTEM M JIEKAPCTBEHHBIX MPENapaToB, COAEPIKAIIMX HAPKOTHUYECKOE CPEICTBO B
COYETAaHMHM C AHTAarOHHUCTOM ONHOWIHBIX pPEIENTOpPOB, pPEIeNnThl Ha OyMa)KHOM HOCHTENE
oopmisirores Ha pernentypHom 6nanke Gopmer N 107/y-HIT.

10. Pentenitypusbiit 6mank ¢popmer N 148-1/y-88 odopmisieTcst mpu Ha3HAYCHHUH:
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1) HapKOTHUYECKHUX U NICUXOTPOIHBIX JEKApCTBEHHBIX IpenaparoB cnucka Il Ilepeuns B Bune
TPaHCAEPMAJIBHBIX TEPANEBTUYECKUX CHUCTEM, HADKOTUYECKUX JICKAPCTBEHHBIX IIPENaparoB CIMCKa
Il ITepeuns,, coneprkamux HApKOTUYECKOE CPEICTBO B COYETAHUM C AHTArOHUCTOM OIMOMJIHBIX
pEeLenTopOB, ICUXOTPOIIHBIX JIEKapCTBEHHBIX Ipenaparos cnucka [II [lepeuns;

2) neKapCTBEHHBIX MpenapaToB, 00Ia1al0NNX aHA0OOINYECKONH aKTUBHOCTBIO (B COOTBETCTBUU
C OCHOBHBIM (hapMaKOJIOTMUECKUM JCHCTBHEM) U OTHOCSILIUXCS [0 aHaTOMO-TEParneBTUYECKO-
XUMHAYECKON Kiaccu(uKaliy, peKOMEeHI0BaHHOW BcemupHON opraHu3anueil 3apaBOOXpaHEHUs
(manee - ATX) <13>, k anabonudyeckum crepousiaM (kox A14A) (nanee - tekapcTBEHHBIC TPENaparhl,
obnamarone aHaOOJMUYECKONW AaKTUBHOCTBIO B COOTBETCTBUU C OCHOBHBIM (DapMaKOJIOTMYECKUM
JIEHCTBHUEM);

<13> Crarps 18 ®enepanbHoro 3akoHa ot 12 ampens 2010 . N 61-®3 "O6 obpamenuun
JIEKapCTBEHHBIX CPEACTB Uil MeAunuHckoro mnpumeHeHus" (CoOpaHue 3aKOHOAATENIbCTBA
Poccutiickoit ®enepanuu, 2010, N 16, ct. 1815; 2014, N 52, cT. 7540).

3) nekapCTBEHHBIX MpENaparoB, yKa3aHHbIX B MyHKTe 5 [lopsaka oTmycka Gpundeckum nuiam
JIEKAPCTBEHHBIX TIPEMapaToB JJsi MEIUIIMHCKOTO NPUMEHEHUS, COJEPXKAIIUX KpPOME MaJIbIX
KOJIMYECTB HAPKOTUYECKHUX CPEICTB, ICHUXOTPOIMHBIX BEIIECTB U HUX MPEKypCOPOB JApYyrue
(apMakoIIOTUYECKUE  aKTUBHBIC  BEIICCTBA,  YTBEPKICHHOTO  MMPHKa3oM  MUHUCTEPCTBA
3/1paBOOXpaHEHUs U colManbHOro pa3Butus Poccuiickoit @enepanuu ot 17 masg 2012 . N 5621 <14>
(manee - Ilopsok oTIycKa JIEKapCTBEHHBIX MPEMApaToOB);

<14> 3apeructpupoBan MunucrepctsoM roctuniuu Poccuiickoit @enepauuu 1 urons 2012 r.,
peructpauvoHHbii N 24438, ¢ W3MEHEHMsAMM, BHECEHHBIMM IpuUKa3aMM MuHHCTEpCTBa
3npaBooxpaneHus Poccuiickoit ®enepanuu ot 10 umions 2013 . N 369u (3apeructpupoBaH
MunucrepcroM roctunnu Poceniickont ®@enepanun 15 nrong 2013 1, peructpaunonnsiii N 29064),
ot 21 aBrycra 2014 1. N 4651 (3apeructpupoBad MunuctepcTBoM roctuiin Poccuiickoit enepanun
10 centa6ps 2014 r., peructpanuonnsiit N 34024), ot 10 centa6ps 2015 r. N 6341 (3apeructpupoBas
MunuctepctBom toctunin Poccuiickoit ®enepanuu 30 centsiops 2015 r., peructpanuoHHbii N
39063), ot 31 okts10pst 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM tocTuIMK Poccuiickoit
Oenepaunu 9 suBaps 2018 ., peructpanuonsbiii N 49561).

4)  nexkapCTBEHHbIX  IpENapaTroB  HMHAMWBUIYaJbHOTO  M3TOTOBJICHHUS,  COJAEpPIKAIIMX
HapKOTUYECKOE CPEACTBO WM IICUXOTponHoe BewmecrBo cnucka II Ilepeuns, u npyrue
(hapMakoIOrnyecKre akTUBHBIE BEIIECTBA B JI03€, HE IIPEBBIIIAIONIEH BHICIIYIO Pa30BYIO J103Y, U IIPU
YCJIOBHH, YTO 3TOT KOMOMHUPOBAHHBIH JIEKapCTBEHHBIH Mpenapar He sIBIISETCS HAPKOTHUECKUM WIIN
IICUXOTPOIHBIM JIEKAPCTBEHHBIM IpenaparoM criucka Il [lepeuns;

5) 7neKapCTBEHHBIX IPENaparoB, IOMJIEKAIIUX IPEIMETHO-KOJIUYECTBEHHOMY YYETY, HE
MEPEYUCIIEHHBIX B MOAMYHKTax | - 4 HacTOAIIEro MyHKTa (32 HCKJIIOYEHUEM JIeKapCTBEHHBIX
IIpernapaToB, OTIMYCKaeMbIX 0e3 perenTa).

11. Peuentypuwiii Omank ¢opmel N 148-1/y-04 (;1) odopmisercs mnpu Ha3HAYEHUU
JIEKAapCTBEHHBIX IMpErnapaToB TIpaxkJaHaM, HMEIONIMM IpaBO Ha OecIIaTHOE MOJy4YeHHe
JIEKapCTBEHHBIX IPENapaToB WM M0Jy4YeHHE JIEKAPCTBEHHBIX MIPENApPaToB CO CKUIKOM.

12. Penentypnsiit 61ank popmer N 107-1/y opopmisiercs npu Ha3HAYCHUU:
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1) nexapcTBEHHBIX IpenaparoB, yKa3aHHbIX B IyHKTe 4 [lopsiika oTmycka JeKapCTBEHHBIX
IIPEnapaTos;

2) nekapcTBEHHBIX IIPENaparoB, HEe yKa3aHHBIX B yHKTax 9 - 11 nactosmero [lopsaka.

13. [Ipu Ha3HAYEHUH JIEKAPCTBEHHOTO Mpenapara HHIUBHYaIbHOTO U3TOTOBICHHUS B PELICTITE
Ha OyMa)kHOM HocuTene W (W) peuente B (opMe 3JIEKTPOHHOTO JOKYMEHTAa HAaWMMEHOBAaHUS
JIEKapCTBEHHBIX MPENApaToB, BKIIOYCHHBIX B IIEPEUCHB JICKAPCTBEHHBIX CPECTB ISl MEIUIIMHCKOTO
MPUMEHEHHS, MOUISKALINX MPEAMETHO-KOJIMYECTBEHHOMY ydeTy <15> (nmanee - JeKapCTBEHHBIE
npenaparsl, BKIIo4eHHbIe B iepedeHs [IKY), yka3pIBaroTcs B Hayasie perenTa, 3aTeM - BCe OCTaJIbHbIC
WUHTPEIUCHTBI.

<15> [Ipuxa3 MunucrepcrBa 31paBooxpanenust Poccuiickoit denepanuu ot 22 anpens 2014 .
N 1831 "OO6 yTBep:KIE€HUU MEpeuHs JIEKAPCTBEHHBIX CPEACTB AJII MEIUIIMHCKOTO MPUMEHEHHUS,
MOJJIeKAIIMX TTPEAMETHO-KOJIMYECTBEHHOMY yueTy" (3apeructpupoBaH MUHHCTEPCTBOM IOCTULIMH
Poccuiickoit ®eneparuu 22 wmronst 2014 1., perucrpanmonHbii N 33210), ¢ HM3MEHEHHUSAMH,
BHECEHHBIMU ITpHKa3zaMu MuHucTepcersa 31paBooxpanenus Poccuiickoit @enepauyu ot 10 ceHTs10ps
2015 r. N 634H (3apeructpupoBan MunucrepcTBoM roctuiuu Poccutickoit @eneparuu 30 ceHTAOpS
2015 ., perucrpammonusii N 39063), or 31 okrsaops 2017 . N 882H (3aperucrpupoBaH
MunuctepctBoM roctuiiuu Poccutickoit @eneparuu 9 saaps 2018 1., peructpanuonnsiii N 49561),
ot 5 anpens 2018 . N 1491 (3apeructpupoBan MunucrepctBoM roctuninu Poccuiickoit denepannu
3 mas 2018 1., perucrpamuonnbii N 50961), or 27 mrons 2018 . N 471H (3apeructpupoBaH
MunuctepctBom toctuniun Poccuiickont @enepanun 14 arycra 2018 r., peructparuonasii N
51885).

14. Ilpu Ha3HauEHHUH JIEKAPCTBEHHOT'O Mperapara B perente Ha OyMa>KHOM HOocHuTese U (M)
penente B hopMe AMEKTPOHHOTO JIOKYMEHTA 3aIlpeIlaeTcs MPEBbIATh KOJIMUYECTBO HAPKOTHUECKHUX
CPEACTB WJIM TICHXOTPOITHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIMMCAHO B OIHOM pELENTE,
ycTaHoBieHHOe npwiiokeHneM N | k Hacrosmemy [lopsaky, 3a HCKIIOUEHHEM CITy4aeB, YKa3aHHBIX
B myHKTax 16 u 25 Hacrosimero [opsaka.

15. Ilpn HasHaueHHMH JIEKAPCTBEHHBIX IIpENaparoB, BKIKOYEHHbIX B nepeueHb [IKY, nosza
KOTOPBIX TPEBBIIIAECT BHICIIUN OAHOKPATHBIA MpHUEM, METUIMHCKUNA pabOTHUK 0003HAyaeT 03y
9TOTrO JIEKAPCTBEHHOI'O IIpernapara B perente Ha OyMa)XXHOM HOCUTEIIE MPOIKCHIO C IPOCTABICHUEM
BOCKJIMLIATEIBHOIO 3HaKa U (MJIM) MPOCTaBIIseT BOCKIUIATENIbHBIA 3HAK PpU OPOPMIICHUN peliernTa
B (hOpMe NIEKTPOHHOTO TOKYMEHTA.

16. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX NPEMNApaToB, BKIIOYEHHBIX B nepeueHb [IKY,
P OKa3aHUM NAIleHTaM, HY>KJAIOLUIUMCS B JUTUTETLHOM JICYEHUH, TEPBUYHON MEIUKO-CaHUTAPHOU
MIOMOIIY U MAJUTMATUBHON MEIUIIMHCKOM TOMOIII MOXET OBbITh YBEIMUYEHO HE OoJiee yeM B 2 paza 1o
CPaBHEHHUIO C KOJIMYECTBOM HAPKOTHUECKUX CPEACTB MM IICUXOTPOIHBIX BEIECTB, KOTOPOE MOXKET
OBITH BBIMKMCAHO B OJJHOM pEIleNTe, yCTaHOBIEHHBIM NpuiokeHreM N 1 k Hactosemy [lopsaxy.

B cnydasx, mpemycMOTpeHHBIX ab3aiieM MepBbIM HACTOAIIEr0 MyHKTA, Ha pelenTtax Ha
OyMa)XKHOM HoOcHTene mnpou3BoauTcs Haanmuch "llo coernuanrbHOMY Ha3HAYEHUIO", OTIENBHO
3aBEpEHHAS TMOAMKCHI0 MEIUIIMHCKOTO PAOOTHUKA M TIEYaThIO MEIUIIMHCKOW opraHu3aruu "Jls
perienToB", Ha pernentax B (opMe 3IIEKTPOHHOTO [OKyMeHTa mpousBoauTcs orMmeTka "[lo
CHeIUaJIbHOMY Ha3HAYeHUIO" C TMPOCTABICHUEM YCHJICHHOW KBaTU(UIIMPOBAHHOW 3JIEKTPOHHOU
MOJITUCH METUITUTHCKOTO pabOTHHUKA.

17. CocTaB JIeKapCTBEHHOTO Tpernapara, JeKapcTBeHHass opMa U 00paIeHne MEIUITMHCKOTO
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paboTHHKa K (apMaleBTHUECKOMY pabOTHHKY 00 OTIIyCKe JICKApCTBEHHOIO Ipernapara
0(hOPMIISIOTCSL HA JIATHHCKOM SI3bIKE B POANUTEIILHOM IIaJIeKe.

[Ipu odopmileHUN peuenTypHbIX OJaHKOB JOMYCKAeTCS WCIOJNb30BAaHUE COKpAIEHHUH
(mpunoxenue N 2 k Hactosiemy [lopsiky).

[Ipy Ha3HAYEHUM JIEKAPCTBEHHOIO IIpernapara He JOIMYCKAeTCs COKpalleHHue OMU3KUX IO
HAaUMEHOBAHMUAM WHIPEIUEHTOB, COCTABJIAIOIIMX JIEKAPCTBEHHBIM IIpemapar, HE I03BOJIAIOIINAX
YCTaHOBUTb, KAKOM MMEHHO JIEKAPCTBEHHBIN IIpernapar Ha3HA4YEH.

18. Crioco6 mpuMeHEeHHs JeKapCTBEHHOTO Ipernapara o0o3HayaeTcs ¢ YKa3aHHEM J03bl,
4acTOTbl, BPEMEHU IIPUEMA OTHOCHUTENIBHO CHA (YTpOM, Ha HOYb) M €ro JUINTEIbHOCTH, a JUIs
JIEKapCTBEHHBIX IMpernaparoB, B3aUMOJCHCTBYIOLIUX C MHUIIEH, - BPEMEHU UX YHOTpeOIeHUs
OTHOCHUTEJIBHO MpUeEMa MUIIH (10 €/bl, BO BPEMS €/1bl, I0CIIE €1Ibl).

19. Ilpu HEOOXOMUMOCTH HEMEIJICHHOTO WJIM CPOYHOTO (B TEUEHHE IBYX pabOYMX JHEWH)
OTITyCKa JICKAPCTBEHHOTO Iperapara MaueHTy B BEpXHEH 9acTH pelenTta Ha OyMaKHOM HOCHTEIIS
MPOCTaBIAOTCS 0003HaueHus '"cito" (cpounHo) wmm "statim" (HeMemIeHHO). AHAJOTHYHBIC
0003HaUEHUs TIPOCTABJISIFOTCS B BUAEC OTMETOK NP O0QOPMIICHHH perienTa B (hopMe IIEKTPOHHOTO
JOKYMEHTA.

20. Ilpu odopmileHUM Ha3HAUCHUS TOTOBOTO JICKAPCTBEHHOTO IIpermapara B peIente Ha
OyMa)KHOM HOCHTEIIE WM pelente B popMe IeKTPOHHOIO JOKYMEHTa KOJTHYECTBO JACHCTBYIOIIMX
BEIIIECTB YKa3bIBACTCS B COOTBETCTBUU C MHCTPYKIHUEH MO MEIUIIMHCKOMY MPUMEHEHUIO
JIEKapCTBEHHOTO Mpemnapara.

[Tpu opopmiteHNN Ha3HAYCHUS JICKAPCTBEHHOTO Mperapara HHANBUIYAILHOTO H3TOTOBJICHUS B
perienite Ha OyMa)KHOM HOCHTENE WM perente B GopMe dIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEPIBIX U CHITy4HuX (hapMarieBTUYECKUX CyOCTaHIMi ykasbiBaeTcs B rpammax (0,001; 0,5; 1,0),
KHUJIKHUX - B MIJUIJIUTPaX, FpaMMax U Karuisx.

21. Penentel Ha OyMa)KHOM HOCUTENE, B (POpME 3IEKTPOHHOTO JOKYMEHTa, O(pOpMIICHHBIC Ha
peuentypHoMm Onanke ¢opmbl N 148-1/y-88 u mpeaHasHaueHHBbIE IS OTIYCKA JIEKApCTBEHHBIX
MpEenaparoB, MNPEAyCMOTPEHHbIX TnoanmyHkTamu 2 - 5 mnyHkra 10 wacrosmero Ilopsnka,
JeWCTBUTENbHBI B TeUeHUe 15 qHei co qHs oopMIIeHHS.

22. PenenTel Ha OyMa)KHOM HOCHUTENE, B (DOpME AIEKTPOHHOTO JOKYMEHTa, O(pOpMIICHHBIC Ha
penentypaom Omanke (Gopmbl N 148-1/y-04 (;1) u mpeaHa3HauYeHHBIE AJIs OTITyCKa JIEKAPCTBEHHBIX
MpenaparoB rpaxaaHaM, ykazaHHbIM B TyHKTe 11 Hacrosmero [lopsnka, 1€MICTBUTENBHBI B TEUEHUE
30 nHeit co qHS oopMIICHHS.

23. PeuenTsl Ha OyMa)kHOM HoOcHTeNE, B (OpMe AMEKTPOHHOTO TOKyMEHTa, 0(OpMIICHHbIE Ha
penientypHoMm Omanke (Gopmbl N 148-1/y-04 (;1) u mpegHa3HauYeHHBIC AJIs OTITYCKA JIEKAPCTBEHHBIX
MIpernaparoB IpaxkJlaHaM, JTOCTUTIINM ITEHCHOHHOIO BO3pAacTa, MHBAJIUAAM NEPBOM TPYIIBL, AETAM-
MHBAJINIAM, a TaKXe IpakJaHaM, CTPAJAIOLUINM XPOHUYECKUMH 3a00JIeBaHUAMH, TPEeOYIOUIMMHU
JUIUTEIBHOTO KypCOBOTIO JIEUEHHUs, NEHCTBUTENbHBI B TeueHue 90 nHelt co qHS opopmieHus.

Jis neyeHust XpOHUYECKHX 3a00JeBaHUN yKa3aHHBIM KaT€TOPHUSM T'paXkAaH JICKapCTBEHHbIE
npernaparsl ¢ O(QOpPMIIEHHEM pelenToB Ha OyMa)XHOM HOCHUTENEe WJIM pELenToB B Qopme
JIEKTPOHHOI'O IOKYyMEHTa MOT'YT Ha3HAa4aThCs Ha Kypc JieueHus 10 90 nHei.

24. Penentel Ha OyMa)KHOM HOCHTENE, B (POpPME AIEKTPOHHOTO JOKYMEHTa, O(pOopMIICHHBIC Ha
penentypaom Onanke ¢opmbl N 107-1/y w mpenHasHadYeHHBIE i OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB, NPEAYCMOTPEHHBIX MYHKTOM 12 Hacrosimiero [lopsiaka, nedicTBuTenbHbI B TeueHue 60



THEH co THS 0OPMIICHUS.

[Ipy Ha3HaYeHHM TOTOBBIX JIEKAPCTBEHHBIX IIPEMapaToB MU JIEKAPCTBEHHBIX IIPEraparoB
WHIVBUAYAIBHOTO HW3TOTOBIICHUS MMAlMEHTaM C 3a00JICBaHUSAMH, TPEOYIONUMHU TUTEIHLHOTO
KypcoBoro JjedeHus, ¢ ohopmieHrueM Ha penentypHom Onanke ¢opmel N 107-1/y penenta Ha
OyMa)XHOM HOCHUTENE WM B (popMe DIEKTPOHHOTO TOKYMEHTa YCTAHABJIMBACTCS CPOK JCHUCTBHS
pelenTa B npejaenaax 10 OJHOT0 KaJleHAapHOTro roja.

B cnyuae ycraHoBiieHMs CpOKa AEMCTBMs pelenTa B Ipeaenax 0 OJHOIO Ioja B PeLenTe
npocTaniseTcss orMetka "o crienranbHOMY Ha3HAUCHUIO", 0003HAYACTCS CPOK JEHCTBUS PEIEITA U
MEPUOUYHOCTh  OTIYCKAa JIGKAPCTBEHHBIX IMpENaparoB W3 anTeyHOM OpraHU3aluu WU
WHIUBUAYAIBHBIM — NOpEIIpUHUAMATENeM, HMEIOMIMM  JIMIEH3WI0 Ha  (DapMaleBTUYECKYIO
JEeATEIBbHOCTh <16> (exXeHEeNeNbHO, EXEMECIYHO U UHBIE IEPUO/Ibl). JJOMOTHUTENBHO 3TO yKa3aHUE
3aBepseTCs MOAMHUCHI0 M TMEYaThI0 MEIUIIMHCKOTO pabOTHHKA, a TAKXKE MeYaTbld METUIIMHCKON
opranmzanuu  "Ilns penentoB" (mia perenta Ha OyMaXKHOM HOCUTENE) WM YCHJICHHOW
KBAIM(UIIUPOBAHHON  DIEKTPOHHOM  MOAMHMCHIO  MEIULMHCKOTO  paboTHHMKA W JIMIA,
YIOJHOMOYEHHOTO 3aBEPATHh JOKYMEHTHI OT MMEHH MEIUIIMHCKON OopraHu3aluu (IJIs perenTta B
(dhopMe PIEKTPOHHOTO JOKYMEHTA).

<16> Ilynuxt 47 ywactu 1 crarteu 12 ®enepanpHoro 3akoHa oT 4 mas 2011 . N 99-®3 "O
JULEH3UPOBAaHUU OTHENbHBIX BHUAOB JAesTenbHOcTH" (CoOpaHue 3akoHonarenbcTBa Poccuiickoit
®enepanuu, 2011, N 19, ct. 2716; 2012, N 31, ct. 4322; 2013, N 9, cT. 874; N 27, c1. 3477; 2014, N
30, ct. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, 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. PenenThl Ha MPOU3BOAHBIE 0APOUTYPOBON KUCIOTHI, KOMOMHUPOBAHHBIEC JIEKAPCTBEHHbBIE
rpenaparsl, copepKaiiue KoJeuH (ero coju), UHbie KOMOMHUPOBAHHBIE JIEKAPCTBEHHBIE TIPETapaThI,
MOJIeKAIINE TMPEAMETHO-KOJIMYECTBEHHOMY YYeTy, JIeKapCTBEHHbIE IIperaparbl, 00ajaroline
aHA0OJMYECKON aKTUBHOCTHIO B COOTBETCTBUM C OCHOBHBIM (PapMAKOJIOTHYECKUM JIEUCTBHEM, JIJIS
JICUEHUS MAIMEHTOB C XPOHUYECKUMH 3a00JIEBaHUSIMHI MOTYT 0OPMIISITHCS Ha Kypc JiedeHust 10 60
JTHEH.

B nmanHBIX ciydasx B perentax Ha OyMaXHOM HocuTene MpousBogutcs Haamuck "Ilo
CHeIUaJIbHOMY Ha3HAUYCHHIO", 3aBepeHHAas TOJNUCHI0 MEAUIIMHCKOTO pa0OTHHKA U IE€YaThio
MEAMIMHCKON opranm3anuu "Jlns penentoB", peuentax B ¢GopMe SIEKTPOHHOTO TOKYMEHTa
mpou3BoAUTCS oOTMeTKa '"Ilo cnenmanpHOMY Ha3Hau€HMIO', C IPOCTABIECHUEM YCHICHHOU
KBJTM(DUIIUPOBAHHOM IEKTPOHHOM MOIMUCH METUITMHCKOTO PaOOTHUKA U JIUIIA, YIIOJTHOMOYEHHOTO
3aBEPSITH JOKYMEHTHI OT UMEHU MEIUITMHCKON OpraHU3aIlii.

26. Penent Ha OymMa)XHOM HocuTene, B (popMe 3JIEKTPOHHOTO JIOKYMEHTa, 0(OpMIICHHBIH ¢
HapylIEeHHEM YCTaHOBJICHHbBIX HacTosAuuM [lopsiakom TpeOGoBaHUM, cUMTaeTCA HEACHCTBUTEIbHBIM.

Il. HazHa4yeHue JNNIeKapCTBeHHbIX NpenapaToB Npu oKazaHUu
MeAULIMHCKOWN NOMOLUM B CTaUMOHAPHbLIX YCNTOBUAX

27. Ilpn oka3aHWU MALUEHTY MEIULUHCKON MOMOIIM B CTAl[MOHAPHBIX YCIOBHSIX Ha3HAUECHUE
JIEKapCTBEHHBIX IMpenapaToB MPOU3BOAUTCS 0e3 odopMIIeHHS pelienTa METUIIMHCKUM paOOTHUKOM
€IMHOJINYHO, 33 UCKJIIOUEHUEM CIIy4aeB, yKa3aHHBIX B IyHKTe 28 HacTosuero [lopsaka.

28. CornacoBaHr€ Ha3HAYEHUsI JIEKAPCTBEHHBIX MPENapaToB C 3aBEIYIOIIUM OTJCIICHUEM WU
OTBETCTBEHHBIM JICKYPHBIM BPAa4OM JTHOO JPYTUM JIUIOM, YIIOJTHOMOYEHHBIM MPUKA30M TIIABHOTO
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Bpavya MEeIUIIMHCKOM OpraHu3aliy, a TAKKe, IPU HAITUYUH, C BpAYOM - KIIMHUYECKUM (hapMaKoJIoroM
HEOOXOMMO B Cllydasix:

1) OMTHOBPEMEHHOTO Ha3HAUYEHUS IISATH U O0JIee JIeKapCTBEHHBIX MTPENapaToB OHOMY HAlUEHTY;

2) Ha3HAYCHUs JIGKAPCTBEHHBIX IMPEMaparoB, HE BXOAAIIUMX B IEPEYCHb IKU3HCHHO
HEOOXOMUMBIX W BAKHEHIIMX JIEKAPCTBEHHBIX MpenapatoB <l7>, Mpu HETUNUYHOM TEUCHUU
3a00JICBaHUs, HAJIWYMH OCJIOKHEHUH OCHOBHOTO 3aloyieBaHMs ¥ (MJIM) COIYTCTBYIOIIMX
3a00yIeBaHUM, TIPH HA3HAUECHUHW JICKAPCTBEHHBIX IMPENapaTroB, OCOOCHHOCTH B3aWMOJICHCTBUS U
COBMECTHMOCTH KOTOPBIX COIIACHO MHCTPYKIUSM IO MX NPUMEHEHHUIO MPHBOIAT K CHIDKCHHIO
s dexkTrBHOCTH U Oe30macHOCTH (papMakoTepanuu U (UIU) CO3/IAI0T MOTCHIIMAIBHYIO OMACHOCTh
JUTS1 )KU3HU U 3I0POBbsI MAIMCHTA.

<17>Ilyukr 1 cratbu 60 @eaepanbHoro 3akoHa ot 12 anpens 2010 . N 61-D3 "O6 obOpaiienuun
nekapcTBeHHbIX cpencTB" (Cobpanue 3akoHomarenscTBa Poccuiickoit denepannu, 2010, N 16, crt.
1815; 2012, N 26, ct. 3446; 2014, N 52, ct. 7540).

B YKa3aHHBIX CJIYUadX HA3HAYCHUC JICKAPCTBCHHBIX NIPCIIAPATOB (1)I/IKCI/Ipy€TC$I B MEJIUIIMHCKOMU
AOKYMCHTALUW IMAalUCHTAa KW 3aBCPACTCA IMOAINMCHIO MEIHUIMHCKOTO pa6OTHI/IKa M 3aBCAYIOLICTO
OTACIICHUEM (OTBCTCTBGHHOI‘O ACKYPHOT'O Bpaiua W APYyroro yrnoJHOMOYCHHOI'O nnua).

29. MenuuuHCKUN paOOTHUK MEIUIIMHCKON OpraHu3aluu (€€ CTPYKTYpHOTO HOApa3IeiIeHUs),
pacIoOKEHHOM B CEJIbCKOM HACEeIeHHOM IYHKTE, OCYILECTBIIAET Ha3HAYCHHE JICKapCTBEHHBIX
IpernapaToB B ClydyasX, yKa3aHHbIX B myHKTax 28 u 30 Hactosmero [lopsaka, eAMHOINYHO.

30. ITo PCUICHUTO Bpaqe6H0171 KOMHUCCHUU IMAIITUCHTAM IIPU OKa3aHUU UM MeHHHHHCKOﬁ IIOMOIIIH
B CTAllMOHAPHBIX YCJIOBUAX HA3HAYAIOTCA JICKAPCTBCHHBIC IPCIIapaThbl, HC BKIIOYCHHBIC B IICPCUCHDb
KHU3HCHHO HCO6XO,Z[I/IMBIX U BaXKHEUIINX JICKAPCTBCHHLIX IMPEIIaparoB, B CIIydYac HX 3aMCHBI U3-34
I/IHZ[I/IBI/II[yaJ'II:HOI\/'I HEIICPCHOCUMOCTH, 110 JKU3HCHHBIM IMOKa3aHUAM.

Pemenne BpaueOHOM KoMHCCUM (UKCUPYETCS B MEIUIIMHCKOW JOKYMEHTAI[MM IalUeHTa U
KypHaJie BpaueOHON KOMUCCHH.

31. B cayuasx oOcnenoBaHUs U JIGYEHUS TPAXKAAHWHA B CTALIMOHAPHBIX YCIOBUSX B paMKax
MIPEAOCTABIICHNUS] MEAUIMHCKUX YCIYI HAa BO3ME3JHOM OCHOBE 3a CUET JIMYHBIX CPEACTB I'pa)kiaH,
CPEICTB IOPUAUYECKUX JIMIl U HMHBIX CPEACTB Ha OCHOBAHMHU [OTOBOPA, B TOM YHUCIE JOTrOBOpa
JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHus <18>, eMy MOryT ObITh Ha3HAY€HBI JIEKAPCTBEHHbBIE
npernaparsl, He BXOISIIME B IMEPEUYECHb KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKapCTBEHHBIX
MIpernaparoB, €CJIM UX Ha3HAYeHHE U IPUMEHEHHE 00YyCIOBICHO MEIUIIMHCKUMHU MTOKa3aHUSIMHU.

<18> Tlocranornenne [IpaBurenscTBa Poccuiickoit @enepammu ot 4 okTs10ps 2012 . N 1006
"O6 yrBepkiaeHuH IIpaBui  TpeNOCTaBIEHUS MEIUIMHCKMMHU  OpPraHU3alUsMH  IJIaTHBIX
MeaunuHckux yeryr" (CoOpanue 3akoHonatrenbctBa Poccuiickoit @enepanuu, 2012, N 41, ct. 5628).

lll. Ha3zHa4yeHMe NeKapCTBEHHbIX NpenapaToB
npu oKasaHMM NEPBUYHON MeAUKO-CaHUTAPHOW NOMOLLU, CKOPOW
MeAULIMHCKOWN MOMOLLM U NannMaTMBHON MeAULIMHCKOWN NMOMOLUM

32. IIpu oka3aHWH NMEPBUYHON MEAUKO-CAHUTAPHOW MOMOIIM Y MAUTMATUBHOW MEIUIIMHCKON
IIOMOIIIN B aM6yJIaTOpHBIX yCHOBI/IHX HAa3HAYCHUC JIeKapCTBCHHBIX HpenapaTOB OCYH_IGCTBJISIGTCSI
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MCIULINMHCKHUM paGOTHI/IKOM B ClIydasaX THUIIMYHOTIO TCUCHUSA 3a00/1eBaHUA nanmuceHTa HUCXodss H3
TAXKECTH U XapaKTepa 3a001eBanus.

33. Ha3nadyeHue JeKapCTBEHHBIX IPENApaTroB I10 PEIICHHUIO BpaueOHOM KOMHUCCHM IIpH
OKa3aHUU IIEPBUYHON MEIUKO-CAHUTAPHOW IIOMOIIM, NAJJIMATUBHOM MEJULMHCKOM IOMOIIU B
amMOyJaTOPHBIX YCIOBUSX ITPOU3BOAUTCS B CIyUasX:

1) OJHOBPEMCHHOI'O HA3HAYCHUA OJJHOMY ITAlUCHTY IIATH U Ooiee JICKApCTBCHHLBIX IIPpC€IIapaTroB
B TCHCHUC OAHUX CYTOK WJIM CBBIIIC ACCATH HAaMEHOBAaHUU B TCUCHUE OJHOTI'0 MEci1a,

2) Ha3HAYEHUS JIEKApPCTBEHHBIX IIPENapaToB IPU HETUIIMYHOM T€UE€HUH 3a00J1€BaHus, HATUUUU
OCJIOKHEHUH OCHOBHOTO 3a00JeBaHUS M (MJIM) CONMYTCTBYIOIIMX 3a00JIeBaHWM, NpPU Ha3HAYCHHUU
JIEKapCTBEHHBIX MpPEnaparoB, 0COOEHHOCTH B3aMMOJIEHCTBUS U COBMECTUMOCTH KOTOPBIX COINIACHO
HHCTPYKIUAM I10 UX IPUMCHCHUTIO ITIPUBOIAAT K CHUIKCHHUIO 3(1)(1)CKTI/IBHOCTI/I 1 0€30I1aCHOCTH JIEUEHUS
HalKeHTa 1 (WIin) co3/1al0T MOTEHLIUAIBHYIO OMACHOCTD IS )KU3HU U 370pPOBBS MALIUEHTA;

3) NEepBUYHOTO HA3HAYCHUS MAIMEHTY HAPKOTHYECKUX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX
npernaparoB crnuckoB II u Il Tlepeunss (B ciydae OpUHATUS PYKOBOIUTEIEM MEIUIIUHCKON
OpraHM3ali PEIICHUS O HEOOXOMUMOCTH COTJIACOBAHMS HA3HAYCHHSI TaKHX JICKAPCTBECHHBIX
MIpernaparoB ¢ BpaueOHOM KoMHCCHEl ).

34. IloBropHOE Ha3HAYCHHE HAPKOTUYECKUX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB
ciickoB I u 11l ITepeunst mpou3BOaAUTCS MEAMLIMHCKUM PAaOOTHUKOM CaMOCTOSATENIBHO MAIUEHTaM C
BBIPQ)KEHHBIM ~ OOJIEBBIM  CHHIPOMOM JIIOOOTO TEHEe3a, HapylmIeHHEeM CHa, CYIOPOKHBIMU
COCTOSIHUSIMH, TPEBOKHBIMU pPacCTpOUCTBAMHU, (GOOUSIMH, ICUXOMOTOPHBIM BO30YKAECHUEM.

35. Ilpu oka3zaHuUU CKOPOW MEIUIIMHCKON MOMOIIM JEKapCTBEHHBIE MpenapaTbl Ha3HAYalTCs
MEIUIUHCKUM PaOOTHUKOM BBIE3HON Opurajabl CKOPOH MEIMIMHCKON MOMOIIM, MEIUIMHCKUM
PabOTHUKOM MEIUIIMHCKOW OpraHM3alH MPU OKAa3aHUM METUIIMHCKON MOMOIIM TpakJaHaMm Mpu
3a00J1€BaHUAX, HECUACTHBIX CIIydyasX, TPaBMax, OTPABICHUAX U JPYTUX COCTOSHUSAX, TPEOYIOIIMX
CPOYHOI'0 MEIUIIMHCKOTO BMEIIATEIbCTBA.

IV. HasHayeHMe nekapCcTBEHHbIX NpenapaToB rpaxaaHam,
MMeloLWKuM NpaBo Ha 6ecnnaTtHoe nosy4YyeHue fieKapCTBeHHbIX
npenapaTtoB UIn NosyYyeHUe NekapCTBEHHbIX NpenapaTos
CO CKMAKOW, NPU OKa3aHMU NEepPBUYHOWN
MeOUKO-CaHMTapHOM NOMOLLM

36. Ilpy oka3zaHMM NEPBUYHON MEIUWKO-CAHUTAPHON MOMOIIM HA3HAYEHUE MEIUIIMHCKUM
pabOTHMKOM B COOTBETCTBUU CO CTaHAAPTaMH MEIUIIMHCKOW momorn <19> nexapcTBEHHBIX
MpernapaToB, OTITYCKaeMbIX OECIUIaTHO MM CO CKHJIKOW, OCYIIECTBISIETCS Ha PEHENTypHOM OaHke
dopmer N 148-1/y-04 (;1) ¢ yuerom pa3BUTHs 3a00JeBaHMs, OCOOCHHOCTEH TEUEHUS] OCHOBHOTO U
COITyTCTBYIOIIETO 3a00JI€BaHUH CIIETYIONTIM KaTeTOPHSM TpaX/IaH:

<19> [lynkr 4 wactu 1 crareu 37 @enepanpHoro 3akoHa oT 21 HosOps 2011 . N 323-D3 "O06
OCHOBaxX OXpaHbl 3710poBbs rpaxkaaH B Poccuiickoit ®enepanun" (CobpaHue 3aKOHOJATENbCTBA
Poccutickoit @eneparuu, 2011, N 48, ct. 6724; 2018, N 53, ct. 8415).

1) rpaxkgaHaM, UMEIOIIKUM MPABO Ha MOJTyYEHHUE TOCYIapCTBEHHON COI[MAIbHOM TOMOIIN B BUJIE
HaOopa COIUANBHBIX YCIYI, B COOTBETCTBHUM C TEpPEYHEM JICKAPCTBEHHBIX IMPErmaparoB s
MEAMIIMHCKOTO TMPUMEHEHHs, B TOM YHCJE JIEKAPCTBEHHBIX MpEnaparoB [Uisl MEIUIIUHCKOTO


https://login.consultant.ru/link/?req=doc&base=ROS&n=314214&date=17.05.2019&dst=100178&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=314214&date=17.05.2019&dst=100315&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=314214&date=17.05.2019&dst=100178&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=314214&date=17.05.2019&dst=100315&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=141711&date=17.05.2019&dst=100005&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=319676&date=17.05.2019&dst=356&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=313085&date=17.05.2019&dst=102593&fld=134

MPUMEHEHHS, HA3HAYaeMBbIX 110 PEHICHUIO BPaueOHBIX KOMUCCHI MEIUITMHCKUX opranuzanuii <20>;

<20> Yacte 2 crareu 6.2 DenepanpHoro 3akoHa ot 17 wmionmg 1999 r. N 178-®3 "O
rocyaapcTBeHHO# conuanbHoi nomomu" (CoOpanue 3akoHomarenbcTBa Poccuiickoit denepanmu,
1999, N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, ct. 6165).

2) nunaM, OONBHBIM TeMo(uiInei, MyKOBUCIHI030M, TUIIO(GHU3apHBIM HAHU3MOM, OOJIE3HBIO
I'omre, 3710KaueCTBEHHBIMM HOBOOOPa30BaHUAMH JTUM(POUTHON, KPOBETBOPHOM U POACTBEHHBIX UM
TKaHEH, pacCesTHHBIM CKJIEPO30M, TEMOJIUTHKO-YPEMUYECKUM CHHIPOMOM, FOHOIIECKHM apTPUTOM C
CHCTEMHBIM HayaJIoM, MyKonoiaucaxapuao3oM I, I u VI tunos, nui nocie TpaHcIaHTaluy OPraHOB
u (WIM) TKaHEH B COOTBETCTBUM C IIEPEYHEM JIEKAPCTBEHHBIX IPENaparoB, YTBEPKIAEMBIM
[IpaBuTenscTBoM Poccuiickoit @enepanun <21>.

<21> Yacts 7 crarbu 44 ®enepansHoro 3akoHa ot 21 Hos6ps 2011 . N 323-D3 "O6 ocHoBax
OXpaHbl 310poBbs rpaxkaad B Poccuiickoit @enepaunn" (Cobpanue 3akoHonarenbcTBa Poccuiickoi
Odenepanun, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2016, N 18, cT. 2488; 2018, N 32, c1. 5092).

3) rpaxaaHaMm, UMEIOIIUM [IPaBO HA MOJTyYEHHUE JEKAPCTBEHHBIX MpernaparoB OecIIaTHO WK
IIOJIy4YE€HUE JIEKAPCTBEHHBIX IIPEMaparoB CO CKUIKOM 3a CYET CPEACTB OIOHKETOB CYOBEKTOB
Poccuiickoit denepannu, B cooTBeTcTBUM ¢ [lepeunem rpymm HaceneHus U KaTeropuii 3a0oneBaHuii,
npu aM6YJIaTOpHOM JICUCHUH KOTOPBIX JICKAPCTBCHHLIC CPEACTBA W HU3ACIUA MCOAULUHCKOI'O
Ha3HAYeHMs OTIYCKAIOTCS IO pelenTaMm Bpaded OecruiatHo, W IlepeuHem rpymnn HaceneHus, npu
amMOyJ1aTOpPHOM JIEYEHUH KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA OTIYCKAIOTCH 10 perentam Bpadei ¢ 50-
MPOLIEHTHOW CKUAKOM CO CBOOOIHBIX LI€H, YTBEP)KICHHbIMU MocTaHoBiIeHueM [IpaBurenbcTBa
Poccutiickoit @enepanuu ot 30 uronst 1994 . N 890 <22>;

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

4) rpaxxgaHaM, CTpPaJaloIUM KU3HEYIPOXKAIOIMMU U XPOHUYECKUMHU IPOTPECCUPYIOINUMU
penkuMu (opdaHHBIMU) 3a00JIEBAaHUSIMM, HPUBOIAIIMMHU K COKPAIIEHUIO TMPOAOIKUTEIBHOCTH
YKU3HM IPAXKIaH U UX UHBATUIHOCTH <23>.

<23> Ilocranosnenue [IpaButensctBa Poccuiickont @enepamuu ot 26 anpenst 2012 . N 403 "O
nopsaake BeaeHus @DenepasbHOrO pETUCTpa  JIML, CTPAJAOIIUX KU3HEYTPOXKAIOLIUMHU U
XPOHUYECKUMH TPOTPECCUPYIOMIUMU PeaKUMU (opdaHHBIMU) 3a00JI€BaHUSIMH, TPUBOASIIUMU K
COKPALICHUIO IPOAOJIKUTENIBHOCTH JKM3HU TPakJaH M MX HMHBAJIUJHOCTH, U €T0 PETHMOHAIBHOIO

cermenTa" (CoOpanne 3akoHomarenbcTBa Poccuiickont @eneparuu, 2012, N 19, ct. 2428; N 37, ct.
5002).

[Tpu odpopmnenun penenrta Ha Oxanke Gopmel N 148-1/y-04 (;1) Ha OyMa)kHOM HOCHTENe
0(hOpMIIIOTCS 1BA SK3EMILISAPA, OAWH M3 KOTOPHIX OCTAETCS B allTEYHOM OpraHW3alliH, BTOPOH - B
MEIUIIUHCKON TOKYMEHTAIMH MAI[eHTa.
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37. IlpaBo Ha3HAuUaTh JEKAPCTBEHHBIE MPETaparsl rpax1aHam, UIMEIOLINM IIPaBo Ha OecIuiaTHOe
MOJIy4EeHHUE JIEKApPCTBEHHBIX IPENapaToB WM MOJyYeHHE JIEKAPCTBEHHBIX MPENapaToB CO CKHUIKOM,
TaK)KEe UMEIOT:

1) MeagunuHCKMe pabOTHUKHM, paboTaroue B  MEIMIMHCKOM  OpraHu3alud 10
COBMECTHUTEIBLCTBY (B Mpezeiax CBOCH KOMIIETECHIINH );

2) MeAUIMHCKUE paOOTHUKU CTAIMOHAPHBIX OPraHU3AlMKA COIMAIBHOTO OOCIYKUBAaHUS MPU
HaJIMYUU JIMIEH3UU HA OCYIIECTBICHUE MEAUIIMHCKOM AESITeNIbHOCTH <24>, mpeaycMaTpuBaroien
BBHITIOJIHEHHE paboT (OKazaHHE YCIyr) MO OKa3aHUIO NMEPBHYHON METUKO-CAHUTApHOW MOMOIIU B
aMOyJIaTOPHBIX YCJIOBHSIX (HE3aBUCHUMO OT BEJOMCTBEHHOU MPUHAIJICKHOCTH);

<24> Ilynkt 46 wactu 1 crareu 12 ®depepanpHoro 3akoHa or 4 mas 2011 . N 99-®3 "O
JIUIIEH3UPOBAHUH OTACIBbHBIX BHJIOB nesarenbHOcTH" (CoOpaHue 3akoHOmarenbcTBa Poccuiickoit
O®enepanuu, 2011, N 19, ct. 2716; 2012, N 31, ct. 4322; 2013, N 9, ct. 874; N 27, ct. 3477; 2014, N
30, ctT. 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).

3) MeauIUHCKHE paOOTHUKY MEIULIMHCKUX OpraHU3aluii, OKa3bIBAIOLINX EPBUYHYIO MEAUKO-
CaHUTApHYIO MOMOIIb, OABEJOMCTBEHHBIX (hefepalbHbIM OpraHaM HUCHOJIHUTENbHOM BIIACTH WIIU
OpraHaM MCIOJHUTENBbHOM BiacTH cyObekToB Poccuiickoit denepanny;

4) HHAUBUAYAJIBHBIC NPECAIIPUHNUMATCIIN, OCYIICCTBIAOIMINC MECAUINHCKYIO ACATCIBbHOCTD U
BKIIFOUCHHBIC B PCECTp MCEIHMIMHCKHUX OpFaHHSaHI/Iﬁ, OCYHICCTBIAIOIUX ACATCIBHOCTD B C(bepe
00s13aTeILHOTO MCIUIUHCKOI'O CTPAXOBAHUA.

38. Ilpm Ha3HaueHUM JEKApPCTBEHHBIX IMIpeMaparoB TIpaxJaHaM, HMEIOIIMM I[paBO Ha
OecIutaTHOE MOJTy4YEHHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYeHHE JIEKAPCTBEHHBIX MpenaparoB
CO CKHUJKOM, B pELENTe YyKa3bIBaeTCs HOMEp TenedoHa, MO KOTOpoMYy pabOTHHK anTe4HON
OpraHu3ali MpHU HEOOXOTUMOCTH MOMKET COIVIacoBaTh C MEIUIIMHCKUM pPAaOOTHUKOM 3aMEHY
JIEKapCTBEHHOTO IIpernapara.

39. Ha3HaueHMe HapKOTHMYECKHMX M IICHUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB crucka [l
Ilepeunss (3a MCKJIIOUEHUEM JICKAPCTBEHHBIX IIPENaparoB B BUJE TpaHCIEPMAJIbHBIX
TEpaNeBTUYECKUX CUCTEM, a TAKXKE JIEKAPCTBEHHBIX IPENAapaToB, COAEP)KALIMX HAPKOTUYECKOE
CPEICTBO B COUETAHUHU C AaHTAarOHUCTOM OIMOMIHBIX PELIENTOPOB) TpaklaHaM, UMEIOIINM MPaBo Ha
OecrutaTHOE MOJTY4YEHHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYeHHs JEKAPCTBEHHBIX MpenaparoB
CO CKHUJIKOM, ocyliecTBisercs Ha peunentypHom Omanke ¢opmbel N 107/y-HII, k kotopomy
JONIOJTHUTENBHO 0(OpMIIIETCSl pelienT Ha penentypHoMm Onanke ¢opmbl N 148-1/y-04 (1) (B aByx
9K3eMILIsApax npu opopMIEHUN Ha OyMaXKHOM HOCHUTEIE).

40. Ha3naueHHe HApKOTHYECKUX U TCHUXOTPOMHBIX JIEKAPCTBEHHBIX MpemnaparoB crwucka Il
HepeqHﬂ B BHUJC TPAHCACPMAJIBHBIX TEPANCBTUYCCKUX CHCTEM, HAPKOTHYCCKUX JICKAPCTBCHHBIX
npemaparoB cnucka [l Ilepeuns, comepkammx HAPKOTUYECKOE CPEICTBO B COUETAHUU C
AQHTarOHWCTOM ONMOWJIHBIX PELENTOPOB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB crucka [II
[Tepeuns, nekapCTBEHHBIX MPENAPaTOB, BKIIOUEHHBIX B iepedeHb [1IKY, nexapcTBEHHBIX MpenapaTos,
oOmaaronmx aHaOOJMISCKOH aKTHBHOCTBHIO B COOTBETCTBHH C OCHOBHBIM (DapMaKOJOTHYCCKUM
neiicTBreM, KOMOMHHUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAaparoB, YKa3aHHBIX B MOANYHKTe 3 myHKTa 10
Hacrosimero [Topsiaka, mpenHa3HAuYCHHBIE JUIS JICYCHUS TPaXK/IaH, UMEIOIINX MPaBo Ha OecIuiaTHOe
IIOJIy4E€HHE JIEKAPCTBEHHBIX IPENApaTOB WU MOJyYEHHUE JIEKAPCTBEHHBIX IIPENaparoB CO CKUIKOM,
OCYIIECTBIIACTCS Ha penentypHoM Onanke ¢dopmbl N 148-1/y-88, k KoTOpoMy DOMOTHUTEIBHO
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odopmiseTcs perent Ha peuentypHom Omanke Gopmbl N 148-1/y-04 (1) (B 1ByX dK3eMILIIpax Mpu
odopMIICHUN HA OYMa)KHOM HOCHUTEJIE).

[Tpunoxenue N 1

K [lopsnky HazHaueHUA
JIEKapCTBEHHBIX IIPENaparoB,
YTBEPKACHHOMY IIPUKa30M
MuHucTepcTBa 31paBOOXPAHEHUS
Poccuiickon ®enepanuu

oT 14 sauBaps 2019 . N 4u

KONMUYECTBO
HAPKOTUYECKUX CPEACTB UITKU NCUXOTPONHbIX BELWWECTB, KOTOPOE
MOXET BbITb BbINMMCAHO B OAHOM PELENTE

N MexnyHapogHoe @®opmMa BBIITyCKa U KomnuectBo
/I | HENaTeHTOBaHHOE HAaMMEHOBaHUE JI03UPOBKa
HapKOTUYECKOTO U IICUXOTPOITHOTO

JIEKapCTBEHHOTO Ipenapara

1 bynpenopdun + Hanokcon TabneTku 60 TabieTok
CyOJIMHTBAJIbHBIC
0,2 mr + 0,2 mr (ynakoBka, kpatHast N
20)
2 bynpenopdun PacTBop JUISL 30 ammmyst (mmpu-
nHbeKInH, 0,3 Mr/mi 1
TIOOMKOB)
MIT
3 bynpenopdun TpancnepmanbHbIi
TUTACTHIPh
35 mxkr/gac 20 nutacTeipeit
52,5 mkr/gac 10 macteipeit
70 mMKr/4ac 5 mnacteIpei
4 JuruapokoievH TabneTku
MIPOJIOHTUPOBAHHOTO
NEUCTBUSA
60 mr 40 TabneTok
90 mr 30 TabneTok
120 mr 20 TabneTox
5 Mopdun PactBop s

20 ammyn (mmpui-

UHBEKIIMH, PACTBOP JUIA
L, P pA TIOOUKOB)

IOAKOXXHOT'O BBECACHU A

10 mr/mut 1 Mt




6 | Kogeun + Mopdun + Hockanun + PactBop mis
[ManaBepun + TeGaun TOJKOKHOTO BBEACHUS
0,72+575+2,7+ 20 aMIvI
0,36 + 0,05 Mr/w 1 M1 ¥
144+115+54 +
0,72 + 0,1 mr/mit 1 M
7 Tpumenepuaua TabneTku 25 mMr 50 TabneTok
8 Tpumenepuaux PactBop g unbekuuii | 20 amnyn (mmpui-
TIOOMKOB)
10 mr/mn 1 M
20 mr/mi 1 mn
9 Mopdun Tabnerku (Kancyel)
MPOJIOHTUPOBAHHOTO
IEUCTBUA
10 mr 180 Tabm. (karic.)
30 mr 60 Tab:. (karmc.)
60 mr 40 Tabm. (karmc.)
100 mr 20 Tabn. (karmc.)
200 mr 20 Tabun. (karmc.)
10 Mopdun TabneTku
5wMmr 100 Tabnerox
10 mr 100 Tabnerox
11 Mopdun Kamm s npuema 4 (raxona
BHYTPb
20 mr/mi 20 M
12 Mopdun PactBop g npuema
BHYTPb (MOHO/103bI)
2 mr/mit 5 mut 100 ammyn />
6 Mr/mit 5 mi 80 ammyn 1i/>
20 mr/mi 5 M 30 ammyn 11/
13 OxcukonoH + Hamokcon TabneTku
MPOJIOHTHPOBAHHOTO
JIEUCTBUSA
S5wMr+2,5Mr 100 Tabmerox

10 Mr + 5 mr

60 TabieTok




20 Mr + 10 Mr

40 mr + 20 mr

40 tabieTox

20 TabieTox

14

[TponnonuheHNIITOKCUITUIIITHIT
epUaAnH

Tab6nerku 3ameunsie 20

Mmr

50 TabiaeToK

15

denrannn

TpancaepmanbHas
TepaneBTuYecKas
cucreMa

12,5 MKr/gac
25 MKr/4yac
50 mKr/gac
75 MKr/4ac

100 mkr/4gac

20 macteipeit
20 macteipeit
10 mnacteipeit
10 mnacteipeit

10 mnacteipeit

16

denrannn

Tabnerku
HOXBI3BIYHBIE

0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 mr
0,8 mMr

50 TabieTok

17

denTannn

Crpeli Ha3aIbHBIN
drakon 50 Mxr/mos3a
2,0 M1 (10 1o3)
3,2 M (20 mo3)
5,0 M (40 mo3)
®nakon 100 Mkr/mo3a
2,0 ma (10 103)
3,2 M (20 1o3)
5,0 M (40 m03)
®mnakon 200 MKr/no3a

2,0 M1 (10 703)

24 ¢naxoHa
12 ¢nakoHOB

6 (hakoHOB
12 ¢nakoHoB
6 (hakoHOB

3 ¢nakona

12 ¢pnakoHoB




3,2 M (20 mo3) 6 prmakoHOB
5,0 mi (40 mo3) 3 ¢uakona
18 Byropdanon PactBop miisa nHbeKIUH 20 ammyn
2 mr/mn 1 mn
19 Hanbydun PactBop mis unbexkuit
10 mr/mi 1 Mo 50 ammyn
20 mr/mut 1 mn 25 ammyn
20 denobapobuTan TabneTku
Swmr
50 mr 50 Tabnerok
100 mr

[Tpunoxenue N 2

K [lopsnky Ha3HaueHUS
JIEKapCTBEHHBIX IIPENaparos,
YTBEPKACHHOMY IIPUKa30M
MuHucTepceTBa 34paBOOXpaHEHUs
Poccuiickont ®enepanuun

ot 14 suBaps 2019 . N 4n

CnpaBo4HO

PEKOMEHOOBAHHbIE K UCNOJIb3OBAHUIO COKPALLEHUA
NnPU O®OPMJIEHUU PELIENTOB

COKpaH_IeHI/Ie ITonmHoe HanucaHue HepeBozL
aa ana 10, IIOPOBHY
ac., acid. acidum KHCIIOTa
aer. aerozolum a’po30Jib
amp. ampulla amIysaa
aq. aqua BOJIA
ag. purif. aqua purifikata BOJIa OYHIIIEHHAS
but. butyrum Maciio (TBepaoe)
caps. capsula Karcyra
comp., Cps compositus (a, um) CIIOJKHBII
D. Da (Detur, Dentur) Beizaii (mycTh BBIIAHO, MTyCTh




OyIeT BBIJIAHO)

D.S. Da, Signa Detur, Signetur Beinaii, 0003Ha4b
[Tycts OyneT BbIAAHO,
0003HauEHO
D.t.d. Da (Dentur) tales doses Beiaii (ITycts OynyT
BBIJIaHBI) TAKUE J103bI
dil. dilutus Ppa3BeICHHBIN
Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YacTH
emuls. emulsio IMYJIbCHUS
extr. extractum SKCTPAKT, BBITSXKKA
F. Fiat (fiant) [Tyctb ob6pasyetcst
(oOpazyroTcs)
gran. granulum TpaHyJIbI
qt., qtt qutta, guttae Karuisl, Karju
qgtt. peror. guttae peroralis KaIruiv I IPUEMa BHYTPb
inf. infusum HacTON
in amp. in ampullis B aMITyJIax
in tab. in tab(u)lettis B Ta0JeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B Ta0/IeTKax ¢
MPOJOHTHPOBAHHBIM
BBICBOOOKIIEHIEM

in tab. prolong. obd.

in tab(u)lettis prolongatis

B TabJIETKaX C

obductis MPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM,
HOKPBITBIX 000JIOUKON
lin. linimentum JKUIKasA Ma3b
lig. liquor KUIKOCTh
lot. lotion JOChOH
m. pil. massa pilularum MUTIONIbHAS Macca
membr. bucc. membranulae buccales IUIEHKU 3allle4YHbIe
M. Misce, Misceatur Cwmemraii (ITycts Oymer
CMEIIIaHO)
mixt. mixtura MHUKCTYpa
N. numero YHUCIIOM




ol. oleum Maciao (GKUAKOE)
past. pasta rnacra
pil. pilula, pilulae TIAITEOJTSE, TIHUTEOJTH
p. aeq. partes aequales paBHBIE YaCTH
ppt., praec. praecipitatus OCaKIECHHBIH
pulv. pulvis IIOPOIIOK
g.s. quantum satis CKOJIBKO MOTpedyeTcs,
CKOJIBKO HAJI0
r., rad. radix KOPEHb
Rp. Recipe Bosbmu
Rep. Repete, Repetatur [TosTopu (Ilycts Oymet
MTOBTOPEHO)
rhiz. rhizoma KOPHEBUIIIE
S. Signa, Signetur O603naus (ITycth Oymer
0003HaYEHO)
sem. semen ceMsa
simpl. simplex POCTOM
Sir. sirupus CHpON
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp IS IpHeMa BHYTPb
spr. spray crpen
Spr. nas. spray nasale CIIpel Ha3aJIbHbIN
supp. suppositorium cBeua
susp. suspensio CYCIIEH3WsI, B3BECh
tabl. tab(u)letta TabJeTKa
t-ra, tinct. tinctura HacTolKa
STT Systemata Therapeutica TpaHcAepMaIbHast
Transcutanea TepaneBTUYECKasi CUCTEMa
ung. unguentum Masb
vitr. vitrum CKJISTHKA

[Ipunoxxenue N 2
K IpuKa3y MUHHCTEpPCTBA 3/IpaBOOX PAHEHHUS




Poccuiickon ®enepanuu
oT 14 sauBaps 2019 . N 4u

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

MUHMCTEpPCTBO 3OPaBOOXPAaHEHUA Kon ¢opmer mo OKVY]

Poccumickoy denmepauum Kon yupexnenmusa no OKIIO
MemuumHCKasa OOKYMEHTAaLMUs

HamMmeHOBaHMe (WITaMII) dopma N 107-1/y

MeIMLUVMHCKOM OpTaHuU3alumn YTBepXIOeHa IPMKaA30M
MyHMCTepCTBa 3OPaBOOXPAHEHUA

HamMmeHoBaHMe (WTaMIl) Poccumickoy denmepauum

VHOVBUOYAJBHOTO MNPEeINPUHMMAaTETS or 14 suBaps 2019 . N 4H

(ykazaTe alpec, HOMEp UM IaTy JIMLEH3UU,
HaVMeHOBaHME opraHa I'OCYyIapCTBEHHOMU
BJIACTM, BHIOABIWEI'O JIULEH3MIO)

PELEIT
(B3pOCJIBEM, IOEeTCKMM — HYXHOE NOINUEPKHYTH)
" " 20 I‘.
damMmnma, MHMLMAJE MMEHM UM OTUuecTBa ([NocjenHee — NPM HAJUUUM)
naumMeHTa
HaTa poXIOeHus
daMmnIMsg, MHMLMAJE MMEHM M OTUecTBa (IocjienHee — IIPM HaJMUUM)
Jledaumero Bpaua (denbpamepa, akyllepKu)
py©.|xomn.| Rp.
py©.|xomn.| Rp.
py©.|xomn.| Rp.
[Mognuce M.II.

1 IedaThb Jedamero Bpada
(nomnmuce Geypnmepa, akKylepKM)

PelenT memcrTBUTeJIeH B TeueHue 60 mHelt, mo 1 rToma ( )
(HyXHOE NONUYEepPKHYTH) (ykasaTb KOJIMUECTBO
MEeCSALEeB)

OBbopoTHasas CTOpPOHAa

OTMeTKa 0 Ha3HAYCHHUHU JICKAPCTBEHHOTO
npernapara 1o pemeHnio BpadeOHoM
KOMHUCCHHU
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[Ipurorosun IIposepun Otnycrun

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

MMHMCTepCTBO 30PaBOOXPaHEHMA

Poccuiickon demepaumu Konm dopmer mo OKYI 3108805
MemMuMHCKasA OOKYMEHTalUsd
HamMmeHoBaHMe (WTaMII) dopma N 148-1/y-88
MEeIOMUMHCKOM OpTraHM3aluumn YTBepXIOeHa NPMUKa30M
MyHMCTEepCTBa 30PaBOOXPaHEHUS
HamMmeHOBaHMe (WITaMII) Poccurickon demepaumm
VHIVBUAOYAJIBHOTO MNPEenNpUHMUMATETS or 14 sguBaps 2019 r. N 4mH

(ykazaTb ampec, HOMEP M IaTy JULEH3UM,
HaMMEHOBaHME OpTraHa TOCYyIapCTBEHHOM
BJIACTM, BHIOABIWEI'O JIULEH3MIO)

rairararn rairararara
Cepusa N
LlL 4L dL LdlL 4L dLdL J

PELEINT mon 20 .
(maTa obopmieHMs pelLenTa)

(B3pPOCJIEM, IOEeTCKMM — HYXHOE IMOINUEPKHYTH)

QaMuUIiga, MHMLMAJE MMEHM UM OTUeCTBa (nocnenHee - IIpun HaﬂMQMM)
IIalumMeHTa

IaTa poxIoeHMs

Anpec MecTa XKMTEeJIbCTBa i N MeOULIMHCKOM KapThel aMGynaTopHoro InaumMeHTa,
InoJjiyvarmero MeIMUIVMHCKYI IIOMOIb B aMGynaTopme YCIIOBUAX

damMmma, MHMLMAJE MMEHM UM OTUecTBa ([NocjenHee — IpM HaJUUUM)
Jeyamero Bpauda (desnbnumepa, akylLepKu)

[lognmuce M nevaTh Jedalero Bpauda M.II.
(momnmuce Qernbamepa, akyllepKu)

PeuenT mOerCTBUTEJIEH B TeueHue 15 nHeMn

OBopoTHas CTOPOHA
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OT1MeTKa 0 Ha3HAYECHHUH JIEKApCTBEHHOTO
npernapara 1o pemeHuIo BpaueOHoi
KOMHCCHH

[TpuroroBun [Iposepun

Otnycrun

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

MUHMCTEPCTBO 3OPAaBOOXPAHEHUS

YTBEPXIEHA

Poccurickon demepaunm NIPpUKa30M MMHMCTEPCTBa 3IPaBOOXPAaHEHUA
Poccurickon demepauum
or 14 sgupapsa 2019 r. N 4m

Tamn
Kon
MeIULMHCKOM OpTaHu3alumn

Tamn
Kon
MHIVBUIOYAJIBHOTO IMIPEenlpUHMMAaTENA

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

Kon Kon Ncrounuk ¢puHaHCHPOBAHMUS:
KaTeropuu | HO30J0THYECKON (MOTYEepKHYTH)
rpaxnaan | ¢opmsl (mo MKB)

1. ®enepanbHbIN OIOHKET

2. Bromxker cyonekra Poccuiickoit
denepanuu

3. MyHUIIMnanbHbIi OOIKET

% oTaThI:
(TOT4epKHYTH)

1. becriarao

2. 50%

PELEIT Cepusa N IDaTa odopMIIEeHMA:

20 T.

CDaMI/LJ'H/IF{, VHMLVAJIBEL MMEHM M OTdYeCTBa

(nocynenHee - NOpM HaJM4UM)
naumeHTa OaTa poXIOeHUs
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IIpuka3 Munsapasa Poccuu ot 14.01.2019 N 4u
"O6 yTBepKICHUH NOPsIKa Ha3HAYEHNUS IeKapCTBEHHBIX MIPENIapaToB, ()OPM PELEHTYPHBIX...

CHUIIC

N monuca
00s13aTEILHOrO
MEIUIIMHCKOIO
CTPaxOBaHUS:

Homep MEeIMUMHCKOM KapThH nauyeHTa, [OOJIyYaKlero MeIMIIMHCKY
aMOyJIATOPHHEX YCJIOBUAX

IIOMOIIb

B

daMmiMsa, MHULOMAJIE MMEHM M OTUuecTBa (IocjiemHee — IIPM HaJIM4UM)
Jleyamero Bpada (denbnumepa, akyLepKu)

Py6. Komn. Rp:
O &
cee eee ... Signaz... Loe i oo

[Tognmce M NeyaThk Jiedaumero Bpauda M.II.
(nomnucek Gerypnmepa, aKyllepKu)

PeuenTt newcrBuTeJeH B TeueHue 15 pgHem, 30 nHewt, 90 nHen
(HyXHOEe NOINUYEepPKHYTH)

Jara coxpanenns: 17.05.2019
(CML JoxTop 3Haer)

Crpannna 24 u3 35



OTnyuieHo no peuenty: ToproBoe HaMEHOBaHHE U JO3UPOBKA!
Ilara ormycka: " " 20 . KonunuecTso:
[IpuroroBu: [Tposepur: Otnyctuit:

--------------------------- (JIuHMS OTpBIBA) ------- m=memmememeeeeeeaee-

Kopemiok penentypHoro 61anka Crioco0 mpruMeHEHHUS:
------------------- [TponomKUTENBHOCTD THEH

HaumenoBanue JICKAapCTBCHHOI'O ITpCIiapara:

I[O3I/Ip0BKaZ KommuecTBo IMPpUEMOB B JICHDb: pas

Ha 1 mpuewm: el.

ObopoTHasas CTOpPOHAa

OTMmeTKa 0 Ha3HAYE€HUU JIEKAPCTBEHHOTO
npemnapara o peleHuo BpayeOHon
KOMHCCUU

ITpurorosui IIposepui Otnyctun

[Ipunoxenue N 3

K IIpuKa3y MUHUCTEPCTBA 3APaBOOXPAaHEHUS
Poccuiickont ®enepanumn

ot 14 suBaps 2019 . N 4n

NOPAAOK
OPOPMJIEHUA PEUENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE NMPEMNAPATDI,
X YYETA U XPAHEHUA

I. OcphopmneHune peuenta Ha GymaxkHOM HocuTene

1. Ha peuentypusix Omankax ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOoM BepxHEM
YOIy TPOCTABISAETCSA INTAMII MEIUIHMHCKOM OpTraHW3aluy C YKa3aHHEM €€ HauMEHOBAaHUS, ajapeca |
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TenedoHa.

JlononauTenbHO Ha perienTypHoM Onanke Gpopmbl N 148-1/y-04(11) mpocTaBisieTcst KO MEAUIIMHCKON
OpraHu3ali B COOTBETCTBHH C OCHOBHBIM TOCYIAapCTBEHHBIM PETHCTPAIIMOHHBIM HOMEpOM (naiee -
OI'PH).

Cepust peuentyproro Omanka (opmber N 148-1/y-04(;1) Bkmrodaer koj cyObekTa Poccuiickoit
denepanun, COOTBETCTBYIONIMI IBYM TepBbIM Ituppam OOMIEPOCCHIICKOTO KiIacchupuKaropa 0OBEKTOB
aIMUHUCTPATUBHO-TeppUTOpUaIbHOTO neneHus (naee - OKATO).

Paspemaercss m3roraBnuBarh peuentypHbiidi O1aHk (opmbl 107-1/y ¢ IOMOIIBIO KOMITBIOTEPHBIX
TEXHOJIOTHUH.

2. Ha penentypHbIX 67aHKaxX, 0pOPMIISIEMBIX HHIMBHIyaIbHBIMH TPEANPUHUMATEISIMHA, UMEIOIIAMHA
JIMILIEH3UIO0 HA MEJUIIMHCKYIO JIeITeIbHOCTh, B BEPXHEM JIEBOM YLy TUIOIPa(CKUM CIIOCOOOM WM IyTEM
MPOCTABIICHHS IITAMIIa TOJHKEH OBITh YKa3aH aJpec WHAMBHYATBHOTO MPENPUHUMATENS], HOMEp U Jara
JULEH3UU, HAUMEHOBaHUE OpraHa rocyJapCTBEHHOM BJIACTH, BBIAABILETO JIMLIEH3HIO.

3. Peumenrtypubie Omanku ¢opm N 148-1/y-88, N 107-1/y mu N 148-1/y-04(1) 3amonHSIOTCS
MEIUIIUHCKUM PaOOTHUKOM Pa300pUYHBO, YETKO, YSPHUIIAMH HJIH IIAPUKOBOM PYUKOM.

4. lomyckaetcs oopMmiieHUE BCEX PEKBU3HUTOB (3a MCKIItOYCHHEM pekBu3uTa "lloamuch nedaniero
Bpaya (moxnuck (enpamiepa, akymepku'") perentypHsix 6mankoB popmbsl N 107-1/y, dopmsr N 148-1/y-88
u ¢popmbl N 148-1/y-04(1) ¢ UCHOAB30BaHUEM I1€YATAIOLINX YCTPOUCTB.

5. Oopmienue perentypHbix 61aHkoB Gpopmel N 148-1/y-04(11) BitodaeT nudpoBoe KOAUPOBAHUE.
[{udpoBoe KoaUpOBaHUE YKA3aHHBIX PEUENTYPHBIX OJIAHKOB BKITIOUAET:

1) xon memuuuHckod opranuzauuu (OI'PH) wmnam ko MHAMBUAYallbHOTO NpeANpUHUMATENS B
cooTBeTCTBUM ¢ (OCHOBHBIM TOCYAapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM MHJMBUIYaJbHOTO
npeanpuHumMarens (nanee - OU'PHUIT), npocTapnsiemblii Ipu U3TOTOBICHUN PELENTYPHBIX OJIaHKOB;

2) KOI KaTeropuu TpaxJaH, UMEIOUIMX IpaBO Ha IMOJIyY€HUE JIEKapCTBEHHBIX MPErnaparoB B
COOTBETCTBHHM CO cTarhell 6.1 PenepanbHoro 3akoHa ot 17 utonsg 1999 r. N 178-®3 "O rocynapcTBeHHOM
couuanpHO momomm" <I>, W koj Ho30MOrHuYeckoi (opmbl Mo MexayHapogHONW CTaTHCTUYECKON
kinaccudukanuu 6onesnen (nanee - MKB), 3amonHsiembie jedanuM BpauyoM ITyTEM 3aHECEHHS Ka)Iou
UQPHI B ITyCThIE TYSHKH, TIPU 3TOM TOUKA IPOCTABISAETCS B OTACIBHON sSUEHKe;

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

3) ormetrka 00 wucrtouHuke ¢uHaHcHpoBaHUsA ((enepanpHbI OromkeT [1], OromKeT cyObekTa
Poccwuiickoit ®enepanuu [2], MyHUIIUTIANBHEIN OtomkeT [3]) 1 mporieHTe oruiaTsl penenra (becrnarso [1],

50% [2]);

6. B penentypnsix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) B rpade "Damumnms,
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MHUIUAJIBI HMEHH U OTYeCTBa (MOCIIEAHEE - IPU HAIMYUH) MalueHTa" yKa3bIBatOTCs (paMUIIns, HHUIIUAIIBI
MMEHHU U OTYECTBA (MPU HAJTUYHMH) MMALIUECHTA.

7. B peuentypusix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(1) B rpade "Ilara
pOXACHUS" YKa3bIBACTCS JAaTa POXKICHUS MaIMeHTa (YUCII0, MECSII, TOT).

JonomauTenpHO B penentypHbix Omankax ¢Gopmbl N 148-1/y-88 u dopmer N 107-1/y nnsa nereii B
Bo3pacte 10 1 roga B rpade "JlaTa pokaeHus" yKa3bIBaeTCsI KOJIMYECTBO MOTHBIX MECSIIEB.

8. B penentypubix Omankax ¢opmbl N 148-1/y-04(1) B rpadax "CHUHIIC" u "N mnonmca
00513aTEIBHOTO MEAMIIMHCKOTO CTPAaxXOBaHWsA" YKAa3bIBAIOTCS CTPAXOBOH HOMEpP WHIWBHYyaTbHOTO
JuieBoro cuera rpaxaanuna B [lencuonnom donae Poccuiickoit ®enepanunu (CHWUJIIC) (pu Hanmuuuu) u
HOMEp MoJjaKca 0043aTeIbHOr0 MEAUIIMHCKOTO CTPAXOBaHUS.

9. B peuentypusix 6mankax (gopmbr N 148-1/y-88 B rpade "Aapec mecrta KUTEIBCTBA WU HOMED
MEIUIIUHCKOM KapThl MalWeHTa, MOJTYYalolIer0 MEAWIUHCKYI0 MOMOIIs B aMOyJIaTOPHBIX YCIOBHUSX'
yKa3bIBaeTCs aJpec MecTa >KUTEIbCTBA (MecTa MpeObIBaHUS WM MecTa (PAKTHUECKOTO MPOKHBAHMS)
NalMeHTa WIM HOMEp MEIWUIWHCKOH KapThl NalMeHTa, IOJMy4Yarollero MEIUIIMHCKYIO IIOMOIIb B
amMOyJIaTOPHBIX YCIOBHUIX <2>.

<2> [Ipuka3z MunucrepcTBa 3apaBooxpanenust Poccuiickoit @enepaunu ot 15 gexabps 2014 . N
834n "OO yTBepkAeHUU YHU(PUIMPOBAHHBIX (POPM METUIMHCKOW JTOKYMEHTAllMU, HCIOJIb3yEMbIX B
MEIUMIUHCKUX OpPraHU3alUAX, OKa3bIBAIOIIMX MEIUIIMHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIIOBHSX, U
MOPSAJIKOB T10 UX 3aloJIHEeHUI0" (3aperucTprupoBad MunuctepctBoM roctunnu Poccuiickoit @enepanyu 20
despans 2015 r., peructpaunonusii N 36160), ¢ H3MEHEHUAMHU, BHECEHHBIMU MPUKa30M MUHUCTEPCTBA
3npaBooxpanenus Poccuiickoit @enepaunu ot 9 suBaps 2018 . N 2 (3apeructpupoBad MUHUCTEPCTBOM
toctuiu Poccuiickoit denepaunn 4 anpens 2018 r., peructpanuonusiii N 50614) (nanee - npuka3 N
834n).

B peuentypusix 0nankax gopmbr N 148-1/y-04(;1) B rpade "Homep MeauIIMHCKOM KapThl MAlMEHTA,
MOJTyYaIOLIer0 MEAMIIMHCKYIO TIOMOILb B aMOYJIaTOPHBIX YCIOBUSX" yKa3bIBae€TCs HOMEpP MEIULIMHCKON
KapThl MAIMEHTA, MTOJyYaroIlero MeAUIUHCKYIO TOMOIIb B aMOYIaTOPHBIX YCIOBUAX <3>.

<3> [Ipuka3 N 834mn.

10. B rpade "damunusi, HHUIIMATB UMEHU M OTYeCTBa (TIOCIEAHEE - IPU HAJMYMH ) JISYAI[ETO Bpada
(benpamepa, akymepku)" pernentypHbix OmaHkoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04()
PY4YHBIM CITOCOOOM WIIM C MOMOIIBIO IITaMIMa YKa3blBalOTCA (PaMHIINs, WHUIIMAIBI UMEHH M OTYECTBA
(mocnenHee - MPH HATWYHH) MEAUIIMHCKOTO pa0OTHWKA, HA3HAYMBIIETO JICKAPCTBEHHBIC Mpenaparsl U
0(OpPMHBIIIETO PELICTIT.

11. B rpade "Rp" penentypubix OmankoB ¢dopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(m)
YKa3bIBACTCS:

1) HaMeHOBaHHUE JIEKAPCTBEHHOT'O Mpenapara (MexayHapoIHOE HEelaTeHTOBAaHHOE HauMEHOBAHUE,
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IpynirupoOBOYHOC NJIHM XUMHYCCKOC HAUMCHOBAHUE, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JaTUHCKOM A3BIKC, (bopMa
BBIITYCKA, 103UPOBKA, KOJIMYCCTBO,

2) cnoco0 mpuUMEHEHUs JIEKApCTBEHHOIO Ipernapara Ha TOCYIapCTBEHHOM s3blke Poccuiickoit
Qenepanuu WIM Ha TOCYyHapCTBEHHOM s3blke Poccuiicko dPenepanuu M TOCYAAPCTBEHHOM  SI3BIKE
pecnyOauK 1 UHBIX s3bIKax HapoaoB Poccuiickont denepanun <4>,

<4> Yacrts 1 crareu 15 3akona Poccuiickoit @enepariuu ot 25 okTs16ps 1991 . N 1807-1 "O s3bikax
HaponoB Poccuiickoit @enepanun” (Begomoctu cbe3na Hapoausix aenyraroB PCOCP u BepxoBHoro
Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHomarenbcTBa Poccuiickoit @eaepanum, 1998, N 31,
ct. 3804) (nanee - 3akon N 1807-1).

12. IIpu odopmIleHHU PElENTYPHBIX OJTAHKOB 3alpeIIaeTCs OrPAaHUIHBATHCS OOIUMHU YKA3aHUSMH,
Haripumep, "Buyrpennee", "U3BecTHO".

13. Penenit, opopmiieHHBIN Ha penentypHoM Omanke Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(J1), MOAMUCHIBACTCS MEAUIIMHCKAM PAOOTHUKOM M 3aBEPSCTCS €ro MevaThio.

Penent, opopmiennsiii Ha perenitypHoM Onanke Gopmbl N 148-1/y-88 u dopmer N 148-1/y-04(1)
JOTOJHUTEIBHO 3aBePsETCS NeYaThio MEIUIIMHCKOM opranu3anuu "J{is penentos".

14. Ha omaoMm penenitypHom Omanke Gopmbl N 148-1/y-88 u dpopmer N 148-1/y-04(1) paspenraercs
OCYILECTBIIATh Ha3HAYCHUE TOJBKO OJHOTO HAMMEHOBAHUS JICKAPCTBEHHOT'O Mperapara.

Ha onnom penientyprom 6anke hopmsl N 107-1/y pasperaercst OCylmeCcTBISITh HA3HAYCHHE TOIBKO
OHOTO HAMMEHOBAHMS JIEKapCTBEHHOIO Ipernapara, oTHocsAmerocs 1no ATX K aHTUINCUXOTUYECKUM
cpeactBaMm (koa NO5SA), ankcuonutukam (ko NOSB), cHOTBOpHBIM U cejaTuBHBIM cpeacTBaM (ko NOSC),
a"tugenpeccantaM (kox NO6A) u He HOAJIEKAIIEro MPEeIMETHO-KOJIMYECTBEHHOMY Y4YeTy, U J0 Tpex
HAaUMEHOBAHUM JIEKAPCTBEHHBIX MPENapaToB - JUIsl HHBIX JIEKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K
BbIIlIEyKa3aHHBIM ATX.

15. UcnipaBieHus B pelienTe HE TOMYCKAtOTCS.

16. ITpu oopminenun peuentypHsix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) na
JIeKapCTBEHHBIE IpenapaThl, HA3HAYSCHHBIE [0 PELICHNUIO BpaueOHON KOMUCCHH, Ha 000pOTe pelenTypHOro
OnaHKa CTaBUTCS ClielMajabHasi OTMETKA (LITamI).

17. Ha peuentyprom 6manke Gopmel N 148-1/y-04(;1) BHU3Y uMeeTcs JIMHUS OTPBIBA, pa3/essromas
pelenTypHbIi OJaHK U KOPEIIOK.

Kopemiok ot perenrta, opOpMICHHOTO Ha YKa3aHHOM peLeNTypHOM OJIaHKe, BBIIAETCS MAIUEHTY (ero
3aKOHHOMY IIPEJICTaBUTEINI0) B allTEYHON OpraHU3aliy, Ha KOPELIKe JeIaeTcs OTMETKAa O HaMMEHOBaHUH
JIEKapCTBEHHOTO IMpernapara, 103UpPOBKe, KOJIMYECTBE, CII0CO0e MPUMEHEHHS.

18. OdopmieHme cenuaabHOTO PEIEnTYPHOTo OJ1aHKa Ha HAPKOTHYECKOE CPEICTBO U IICUXOTPOITHOE
BEILECTBO OCYILECTBIISETCS B COOTBETCTBUM C IPUKAa30M MUHHUCTEPCTBA 34paBOOXpaHeHus Poccuiickon
®enepanuu ot 1 aBrycra 2012 . N 541 "OO ytBepkaeHuu (Hopmbl OJIAHKOB PEIENTOB, COIEPIKAIINX
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Ha3HAY€HUE HAPKOTUYECKUX CPEIACTB HIM IICUXOTPOIHBIX BEUIECTB, IOPAAKAa HUX W3TOTOBIICHHUS,
pacripesiesieHus], pETUCTPAINH, y4eTa U XPaHEHUs, a TaKoke MpaBuil opopmieHus" <5>.

<5> 3apeructpupoBan MunucrepctBoMm toctuniuu Poccuiickoit @enepanuu 15 aBrycra 2012 r,
peructpauroHHsii N 25190, ¢ u3MeHEeHUAMHU, BHECEHHBIMH MpHKazaMd MHUHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®@enepanuu or 30 urons 2015 r. N 385H (3apeructpupoBaH MHHHCTEPCTBOM FOCTHIIMU
Poccutickoit ®eneparuun 27 Hosiops 2015 1., peructparmonssiid N 39868), ot 21 anpens 2016 . N 254n
(3apeructpupoBan  MunuctepctBoM toctuuuu  Poccuiickoit  ®Denepaumu 18  wuronms 2016 T,
peructpanroHHbiii N 42887), ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTUIIHH
Poccutiickoit @enepanuu 9 ssaBaps 2018 1., peructpanuonusiii N 49561).

Il. OchopmneHue peuenta B hopmMe INEeKTPOHHOro AOKYMeEHTa

19. Peuent B opme DIIEKTPOHHOTO TOKYMEHTA, IMOANMCAHHOTO YCHJICHHOW KBaJIU(UIIMPOBAHHOM
ANIEKTPOHHON MOANUCHIO, (GOPMUPYETCS MEAULMHCKAM PAOOTHUKOM, CBEJECHUS O KOTOPOM BHECEHBI B
(benepanbHBIN PETUCTP MEAUIIMHCKUX PAOOTHUKOB <6>, a TAaKXKe MPHU YCIOBHH PETHCTPALNN MEAUIIUHCKOM
OpraHu3alMy, B KOTOPOil oopMiIsieTcs peLienT, B (peepanbHOM peecTpe MeAULMHCKUX OpraHu3aui <7>
eIMHOU TOCYIapCTBEHHON MH(POPMAIIMOHHOW CUCTEMBI B Chepe 3APaBOOXPAHEHUS U TOAKIIOUCHUS TaKOH
MEIUIUHCKOM OpraHu3aluu K rocyJapCcTBEHHON MH(OPMAILMOHHON cucTeMe B cdepe 3ApaBOOXPAHEHUS
cyobekTa Poccuiickoit deneparum <8>.

<6> Ilynkter 6, 7 IlomoxkeHHs O €AMHOW TOCYTAapCTBEHHON HMH(OPMAIIMOHHON cucTemMe B cdepe
3/1paBOOXPAHEHUs, YTBEPKICHHOrO nocranosiieHneM IlpasurenscrBa Poccuiickonn denepanuu ot 5 Mas
2018 1. N 555 (Cobpanue 3akononarenscTBa Poccuiickoit denepammn, 2018, N 20, ct. 2849; N 49, ct. 7600;
N 50, ct. 7755; 2019, N 6, ct. 533) (manee - [lonoxxkeHue o €MHON CUCTEME).

<7> Ilynktel 9, 10 [TonoxxeHUs: O €TUHON CHCTEME.

<8> Crarpu 91 u 91.1 ®enepanbroro 3akoHa ot 21 HOs1Opst 2011 roma N 323-03 "OG6 ocHOBax OXpaHBbI
310poBbs rpaxaaH B Poccuiickoit ®@enepanun” (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparyu,
2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, cT. 4883; N 48, cT. 6165; 2014, N
30, c1. 4257; N 43, cT. 5798; N 49, c1. 6927, 6928; 2015, N 1, cT. 85; N 10, c1. 1425; N 27, c1. 3951; N 29,
cT. 4397; 2016, N 1, cT. 9, 28; N 15, ct. 2055; N 18, cT. 2488; N 27, ct. 4219; 2017, N 18, cT. 2663; N 31,
cT. 4794).

20. IIpu odopmienun peuenta B GopMe 3IEKTPOHHOTO JTOKYMEHTA Ha JIEKapCTBEHHBIE Mperaparsl,
yKa3aHHbIE B NOANYHKTax 2 - 5 myHKkTa 10 u mynkre 12 [Topsnka Ha3HauYeHUs JIEKapCTBEHHBIX IPENAPaTOB,
YTBEPKIEHHOIO HACTOSALIUM IIPUKA30M, U OTIIYCKAEMBIE 3a ITOJIHYIO CTOMMOCTb, 3aIIOJIHAIOTCS CIEAYIOIINE
PEKBU3HTHI:

1) xom cyObekra Poccuiickoit ®enepanmu no OKATO, omnpenensromuii rocynapcTBEHHYIO
nH(popMaIMOHHYI0 cHCTeMy B cdepe 3apaBooxpaHeHus cyobekrta Poccuiickort depepanuu, B KOTOPOH

chopMupoOBaH penent B GopMe dIEKTPOHHOTO TOKYMEHTA;

2) HaMMEHOBaHUe MEIULIMHCKOM OpraHu3alui, aapec, TeaedoH Wik GamMuins, MHUIUAIbB UMEHU U

Crpanwura 29 u3 35


https://login.consultant.ru/link/?req=doc&base=ROS&n=317559&date=17.05.2019&dst=100063&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=317559&date=17.05.2019&dst=100064&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=317559&date=17.05.2019&dst=100066&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=317559&date=17.05.2019&dst=100067&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=319676&date=17.05.2019&dst=244&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=319676&date=17.05.2019&dst=251&fld=134
https://login.consultant.ru/link/?req=doc&base=ROS&n=320293&date=17.05.2019

oTuecTBa (TMOCIEAHEE - TPU HATWMYMH) WHAUBUAYAIBLHOTO MPEANPUHUMATENS, UMEIOIIETO JIMIICH3UIO Ha
MEUIIUHCKYIO JIeATEeIbHOCTD, €r0 aJIpec;

3) OI'PH ropuanyeckoro nuna (MeaunuHckoi opranuzaruu) wim OI'PHUII waauBumayamsHOTO
peANPUHUMATEIIS;

4) nara opopmieHus perenTa (yKa3bIBaeTCsl YUCIIO, MECSIL, TON);

5) nata okoHYaHMA IeicTBUA perenTa (popMUpyeTcs rocy1apcTBeHHON HH(POPMALMOHHON CUCTEMOM
B cdepe 3apaBooxpaHeHus cyowrekra Poccuiickoit @enepanuy B COOTBETCTBUM CO CPOKAMHU JEHCTBUS
peuenToB: 15 nuet, 30 aueit, 60 nueit, 90 queit, 1o 1 roga);

6) yHUKaJIbHBI HOMEp penenta (GopMupyeTcs TOCYIapCTBEHHON MH(POPMALMOHHOW CHUCTEMOH B
chepe 3mpaBooxpaHeHHs CcyObekra Poccuwiickoit @enmepanmmum u - 00ecreYMBACT  OIHO3HAYHYIO
uaeHTUQUKAIMIO pelenta B (opMe dIEeKTpOHHOTro JokymeHTa B couetaHuun ¢ OKATO, OI'PH wnm
OI'PHUII);

7) ormetku '"cito" (cpouno) wim "statim" (HEMEIJIEHHO) MpPH HEOOXOAMMOCTH CPOYHOTO HIIH
HEMEJJICHHOTO OTITYCKa JIEKAPCTBEHHOTO Mperapara ManrueHTy;

8) anmpec marueHTta (yka3bIBaeTcs MOUYTOBBIA aJpec MecTa KHUTENbCTBA (MecTa MpeObIBaHUS WIH
MecTa (aKTHYECKOTO MPOXKUBAHUSA) C YKa3aHHEM HMHJEKCAa, HAMMEHOBAHHMS Kpas, 00JacTu, pecrmyOiuKy,
aBTOHOMHOTO OKpYTa, HAMMEHOBAaHUS HACEIIEHHOTO MTyHKTa, HANMEHOBAHUS YIUIIBI (TPOCIIEKTa, epeyIiKa,
poe3/ia), HoMepa joMa (€ yKkazaHUEeM KOpITyca, pU HAJIUYUM ), HOMEpa KBapTUPHI);

9) HOMEp SIEKTPOHHON MENUIIMHCKOW KapThl MAallMeHTa B TOCYIapCTBEHHOW HH(OpPMALMOHHOU
cucteme B cepe 3npaBooxpaneHus cyobekta Poccutickoit deneparuu;

10) pamunusi, uMsi, 0TYECTBO (MIPU HAIMYHMH ) TTAIIUEHTA MTOJHOCTHIO;

11) nara poxxaenus narueHTa (yka3bIBae€TCs YUCII0, MECSIL, TON), IJIs1 1eTel 10 | ro/1a TOmoTHUTETBEHO
YKa3bIBA€TCsl KOJIMYECTBO MOJTHBIX MECSLIEB;

12) ¢pamuiins, HHUIMAIBI MMEHU U OTYecTBa (MOCIeIHee - MPU HAJIWYMU) MEIUIIUHCKOTO paOOTHHKA
MIOJIHOCTBIO;

13) HauMeHOBaHMe JIEKAPCTBEHHOTO Mpenapara (MexayHapoIHOEe HETTaTeHTOBAaHHOE HaUMEHOBAaHHUE,
IPYNIUPOBOYHOE WM XMMHUYECKOE HAaMMEHOBAaHHE, TOProBO€ HAMMEHOBAaHWE) Ha JIATUHCKOM SI3bIKE,
JI03UpOBKa, popMa BBIITyCKa, KOJTUYECTBO;

14) cnoco®6 mnpuMeHeHUus JEeKapCTBEHHOTo IMpernapara Ha TOCyIapcTBEHHOM s3blke Poccuiickoit
Qenepannuyu WIM Ha TOCYHAapCTBEHHOM s3blke Poccuiickoi denepanuu U TOCYAAPCTBEHHOM  SI3BIKE
pecnyONIMK U MHBIX s3bIKax HapoaoB Poccuiickoit denepanun <9>;

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

15) mpu3HaK yTBEpXKICHUS Ha3HAYEHHUs JIEKAPCTBEHHOTO IIperapara I0 PEIICHWI0 BpaueOHOU
KOMHUCCHUHU MG,[[HLIPIHCKOP’I OopraHu3anuvu,
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16) orMeTka O Ha3HAYEHMM JIEKAPCTBEHHOIO IIpernapara MO PEUICHHI0 BpauyeOHONW KOMHCCHUU
MEIUIIMHCKOM OpraHM3aluy B ClydyasX, yKa3aHHBIX B a03ame BTOpoMm mnyHkra 6 Ilopsiika HazHa4eHUs
JIEKapCTBEHHBIX MPENAPATOB, YTBEPKIEHHOIO HACTOSIILIUM ITPUKA30M;

17) orMeTka 0 cnenualbHOM HA3HAYEHUU JIEKAPCTBEHHOI'O IIpernapara (3aloyHseTcs B Cilydasx,
yKa3aHHbIX B IyHKTax 16 m 25 Ilopsaka Ha3HA4YeHUs JIEKAPCTBEHHBIX IIPENaparToB, YTBEPKAECHHOIO
HACTOSIIIIUM MPUKA30M);

18) oTmMeTka 0 crequalbHOM Ha3HAYCHHMH JIEKAPCTBEHHOIO Ipenapara MalUeHTy ¢ 3a00JIeBaHHEM,
TpeOYIOIIMM JUTUTEIIEHOTO KYpCOBOTO JIUEHHS (3aroHsAeTC B cliydae, yKazaHHOM B myHKTe 24 Iopsiika
Ha3HAYCHMs JICKApPCTBEHHBIX IPENaparoB, YTBEP)KICHHOIO HACTOAIIMM IPHUKA30M) C IMPOCTABIECHUEM
MEPUOJANYHOCTH OTITYCKA JIEKAPCTBEHHOTO IIperapara;

19) npu odopmienun peuenta B opMe EKTPOHHOIO JOKYMEHTA Ha JIEKAPCTBEHHbIE Mperaparsl,
yKa3aHHbI€ B IOANYHKTax 2 - 5 myHkTa 10 u mynkre 12 [lopsiika Ha3HaueHUs JIEKAPCTBEHHBIX [IPENAPaToB,
YTBEP)KIEHHOTO HACTOAIIMM IPHUKAa30M, TpakAaHaM, HMEIOLUM IpaBO Ha OecIulaTHOE NOJIydyeHue
JIEKapCTBEHHBIX IPENaparoB WX IOJIYYEHHE JIEKApCTBEHHBIX IPENaparoB CO CKHUJAKOH, 3aroJIHAIOTCA
PEKBU3UTHI, IPEAYCMOTPEHHBIE OAMYHKTaMH 1 - 18 HacTOAIIEro MyHKTA, a TAKXKE CIEAYIOIINE PEKBU3UTHI:

a) Kareropus rpaxaaH, MMEIOIINX IPaBo Ha MOJyYEHHUE JICKAPCTBEHHBIX MPENapaToB B COOTBETCTBUHU
co crareeit 6.1 @enepanpHoro 3akoHa oT 17 utonst 1999 . N 178-®3 "O rocynapcTBEHHON COLMAIBHOU
oMo <10>;

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

6) xox Ho3osornyeckoit popmel mo MKb;

B) ucToyHUK (uHaHcupoBaHus (1 - denepanbHblil OromkeT, 2 - OwomkeT cyobekra Poccuiickoit
®enepanyi, 3 - MyHULIUTAIBHBIA OIOIKET);

r) pasmep orutatkl (1 - 6ecruiatHo, 2 - 50%);

Jl) CTpaxOBOW HOMEpP WHIWBHUIYaJIHHOTO JIMIIEBOTO cYeTa rpaxkaannHa B lleHcmonHoMm doHme
Poccuiickoit ®enepanuu (npu Hanmuuuu) (CHUJIIC);

€) HoMep ToJiruca 0053aTeIbHOTO MEUITMHCKOTO CTPAXOBaHMUSI.

21. Ilpn nmpocraBieHUMM OTMETKH, yKa3aHHOW B moamyHkre 16 mynkra 20 Hactosiuero Ilopsinka,
peuent B ¢opMe JIEKTPOHHOIO JOKYMEHTa TOAMMCHIBAETCS YCHJIEHHON KBalIU(DUIMPOBAHHON
ANIEKTPOHHOH MOJAMKCHIO NIPEACeaTelIs MM ceKpeTaps BpaueOHOM KOMUCCUN MEUIIMHCKON OpraHu3aliuy,
IIpY IIPOCTABJIEHUU OTMETOK, YKa3aHHbIX B noamyHkrax 17 m 18 myHkra 20 Hactosmero [lopsaxa, -
YCUJICHHBIMU KBaJH(PUIMPOBAHHBIMU 3JIEKTPOHHBIMU TOAMMUCSAMH COOTBETCTBYIOIIMX MEIUIIMHCKUX
PabOTHHKOB.

22. 1o TpeboBaHMIO MAIIMEHTA UK €ro 3aKOHHOTO MPEACTaBUTENS 0(hOPMIISIETCS SK3EMILISIP perienTa
B (opMe FIEKTPOHHOTO JOKyMEHTa Ha OyMa)KHOM HOCHUTENE, B TOM 4HCJIEe IMyTeM ero oopmieHus Ha
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peuentypHbix Omankax ¢opm N 107-1/y;, N 148-1/y-88, N 148-1/y-04(n) c ormerkon "Jlybmukar
AJIEKTPOHHOTO JOKYMEHTa'".

lll. YyeT peuenTypHbix 6n1aHKkoB

23. Vuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
M3TOTABJIMBAEMBIX THUIIOTPa)CKUM CIOCOOOM (fanee - pelenTypHble OJIaHKH, TOJUISKAIIUe Y4eTy),
OCYILIECTBIIICTCS B XKypHaJaX y4eTa, IPOHYMEPOBAaHHBIX, MPOLUIHYPOBAHHBIX M CKPEIJICHHBIX MOAMUCHIO
PYKOBOIUTENST W  TEYarbl0 MEOUIIMHCKOW  OpraHM3allid WIA  TOMIMChI0  WHIWBUAYAJTHLHOTO
MPEANPUHIMATENS, UMEIOMIETO JIMIECH3UIO Ha METUIIMHCKYIO 1S TeIbHOCTb.

24. XKypnan yuera penentypHbix 6mankoB Gopmbsl N 107-1/y cogepxut cineayromiue rpadoi:
1) HOMED 10 OPSIKY;

2) B paznene "[Ipuxon":

a) JlaTa perucTpanuy JOKyMeHTa, OATBEPIKIA0IIEro NOCTYIICHUE;

0) HOMep U JlaTa JOKYMEHTA, MOATBEPKIAI0IIEr0 MOCTYIJICHINE, HAMMEHOBAHHE MTOCTABIIIHKA;
B) 00I1I€e KOJMYIECTBO MOCTYUBIINX PELENTYPHBIX OJAaHKOB;

r) haMuIns, THULKMAIBI MMEHU U OTYecTBa (IIOCIeAHEee - PU HAJIMYKN) U MTOJIUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO paOOTHHKA, ITOJIYYHBILEro pelenTypHble OJJaHKK OT MOCTABIIHKA;

3) B paznene "Pacxon':
a) J1aTa BbAAYM pelEenTypHbIX OJIaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJIaHKOB;

B) (amMuwiMs, HMHHULMAIBl MMEHUM U OT4yecTBa (MOCieIHee - NpHU HaJU4UK) OTBETCTBEHHOTO
MEIUIIUHCKOTO pabOTHHUKA, TOTYYHMBIIETO peLlenTypHbIe OJIaHKY;

T') OJMUCH OTBETCTBEHHOTO MEAMIIMHCKOTO pabOTHHKA, OJYYUBILIET0 pelENTypHbIE OIaHKH;

4) hamwmins, THULIMAJIBI MMEHU M OTYECTBa (IOCIeIHEe - IPU HAIWYHMH) U TTOIUCH OTBETCTBEHHOT'O
MEAMIIMHCKOTO pabOTHHKA, BHIAABILIETO PELENTYpHbIE OJIaHKU;

5) ocTarok peuenTypHbIX OJIaHKOB.

25. XKypnan yuera peunentypHbix OmaHkoB (gopm N 148-1/y-88 u N 148-1/y-04(;1) conmepxut
cnenyromnue rpadsor:

1) HoMep 1o NopAAKY;
2) B paznene "[Ipuxon":

a) JlaTa perucTpanuy JOKyMeHTa, IOATBEP KA0IIEro OCTYIIEHUE;
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0) HOMep U J1ara TOKyMEHTa, OATBEP K JAfOIIEeTO ITOCTYIJICHNE, HANMEHOBaHNE TTOCTABIINKA,;
B) 00111ee KOJTMYECTBO MOCTYMUBIINX PEUENTYPHBIX OJIAHKOB;

') CepUH ¥ HOMEpa PEeLENTYPHBIX OJIaHKOB;

1) KOJIMYECTBO PEUENTYPHBIX OJIAHKOB MO CEPUsIM;

e) (baMI/IJ'II/IH, HWHHUIHAJIbl UMCHHU M OTYCCTBA (HOCJ’ICI{HCC - [Ipu HaJ'II/ILII/II/I) U IOAITMCHh OTBETCTBEHHOI'O
MCIUIIMHCKOI'O pa6OTHI/IKa, MMOJIYYHUBHICTO pCUCIITYPHBIC OJIaHKU OT INOCTaBIIMKa,

3) B pa3nene "Pacxon™:

a) J1aTa BbAAYM pEeUEnTyPHbIX OJIaHKOB;

0) cepuu 1 HOMEpa BbIJaHHBIX PELIENTYPHBIX OJIaHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJIaHKOB;

r) ¢damuwiusg, MHMLMAIBI MMEHH M OTYecTBa (IIOCHEIHEe - MpH HAJIMYUU) OTBETCTBEHHOIO
MEAMIIMHCKOTO pabOTHHKA, [TOJIyUYHBILIEr0 pelenTypHbIE OJaHKU;

I[) IOANMMUCHh OTBECTCTBECHHOI'O MCAUITMHCKOT'O pa6OTHI/IKa, MOJIYYHBUICTO pCUCITYPHBIC 6J'IaHKI/I;

4) pamunus, THUIMAIBI UMEHU U OTYECTBA (TIOCJeIHEee - PU HAJIMYMU) U MOANNUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO pabOTHHUKA, BBIJIABIIETO PELENTypHbIE OJaHKH;

5) ocTarok penenTypHbIX OJIaHKOB.

26. Yuer crnenualbHBIX PEUENTypHBbIX OJAHKOB HAa HAPKOTUYECKOE CPEICTBO U IICUXOTPOIHOE
BEILECTBO OCYIIECTBIISIETCS B COOTBETCTBUM C IPUKAa30M MUHHUCTEPCTBA 34paBOOXpaHeHust Poccuiickon
@enepanuu ot 1 aBrycra 2012 . N 541 "OO yTtBepkaeHUU (GOpMBI OJAHKOB PELETITOB, COAEPIKAIINX
Ha3HAYE€HWE HApPKOTMYECKUX CpPEJACTB WJIM IICUXOTPOINHBIX BEUIECTB, MOpSAKAa MX HW3TOTOBJIECHMUS,
pacripesiesieHus], peTUCTpaliM, ydeTa U XpaHeHHs], a TaKkke npaBuil opopmienus” <11>.

<11> 3apeructpupoan MunucrepcrBoM roctuiuu Poccuiickoit ®@enepaunn 15 asrycra 2012 r,
peructpanronHsii N 25190, ¢ u3aMeHeHHsIMU, BHECEHHBIMU NTPUKa3aMU MHUHHCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoit ®@enepanuu ot 30 urons 2015 r. N 385H (3apeructpupoBaH MUHHCTEPCTBOM FOCTULIUU
Poccutiickoit ®eneparum 27 nosiops 2015 ., peructparmonssiidi N 39868), ot 21 anpens 2016 . N 254u
(3apeructpupoBan  MwuHHCTepcTBOM foctunimu  Poccuiickoit  ®eneparuun 18 wmromst 2016 o,
peructparonsbiii N 42887), ot 31 okts10pst 2017 . N 882H (3aperucTprupoBad MUHUCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepannu 9 susaps 2018 1., peructparonnsiii N 49561).

27. Vder penentoB, OoQOpMICHHBIX B (opMe 3JIEKTPOHHOTO IOKYMEHTa, OCYIIECTBISICTCS B
rOCyIapCTBEHHOH HMH(OpMAIIMOHHON cHucTeMe B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoit
denepaniy MOCPEICTBOM BEIEHUS €IMHOIO PEecTpa pelenToB, 0(OPMIEHHBIX B (POpPME IIEKTPOHHBIX
JOKYMEHTOB.
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IV. XpaHeHue peuenTypHbIX 6naHKoB

28. MenuuuHCKHE OpraHu3aliy IMONTY4aloT HEOOXOAMMBIE pelenTypHble OlMaHku, oQopMIICHHBIE
TUNOTPa)CKUM  CIIOCOOOM, Yepe3 TEPPUTOPUAIBbHBIE OpPraHbl YIPAaBICHUS 3/APABOOXPAHCHHEM HIIU
OpraHu3aliy, YMOJIHOMOYEHHBbIE HA 3TO OpraHaMH MCIIOJIHUTEIbHOM BlacTh cyObekToB Poccuiickoit
denepauuu.

29. PenentypHble ONaHKH, MOAJEKAIIUE YUETY, XPAHSITCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTENEM MEIUIIMHCKONH OpraHu3allid, B 3amupaeMoM MeTajuimdeckoM mkady (ceiide) wmm
METaJNTHYECKOM SIIIHKE.

30. UnnuBuayanbHBIM TIPEINPUHUMATENb, UMEIOIIUN JIMIIEH3UI0 HAa MEIUIIMHCKYIO JIESTEIbHOCTD,
XPaHUT pelenTypHble OJaHKHU, MOAJIeKAIUE YUETY, B 3alMpacMoM MeTandeckoM mkady (ceride) mnm
METAJUTUYECKOM SIIITUKE.

31. IlpoBepka cocTosHUSA XpaHEHHs, y4yeTa, (PAaKTUYECKOrO HAIWYMsl U pacxofa pPelenTypHBIX
ONaHKOB, MOMJICKANIUX YYeTy, OJUH pa3 B KBapTAl OCYIISCTBISCTCS KOMHCCHEH, CO3JaHHOW B
MEMIIMHCKON OpraHu3aluu.

32. PenenrtypHbie OaHkH, oQopMIIieMble Ha OYMaKHOM HOCHUTEIIC U TIOJICKAIINE YUETY, BBIIAIOTCS
MEAMIIMHCKUM pabOTHUKAM, HMEIOIIUM IIPaBo 0(hOPMIICHHS PEIIETITOB, 10 PACIOPSHKEHUIO IIIABHOTO Bpaya
WM €T0 3aMECTUTEISL.

HOJ'Iy‘ICHHI)Ie PEUCIITYPHBIC OJlaHKH Ha 6YMa)KHLIX HOCUTCIIAX XPAHATCA MCOAULUHCKUMU
pa6OTHI/IKaMI/I B ITIOMCIICHUAX, O6GCHG‘~II/IBaIOHII/IX HX COXPAaHHOCTD.

33. XpaHeHue CrenuanbHbIX PEeleNnTypHBIX OJaHKOB Ha HAPKOTHUYECKOE CPEICTBO U TICUXOTPOIHOE
BEIICCTBO W BBIJa4a YKA3aHHBIX PEHENTYPHBIX OJIAHKOB MEIUIIMHCKOMY PaOOTHHKY OCYIIECTBISIETCS B
COOTBETCTBHH C MpHKa3oM MuHHCTEpCcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 1 aBrycra 2012
. N 541 "O06 yTBepxkaeHIUU POPMBI OJIAHKOB PEIIETITOB, COJEPIKAIIMX Ha3HAUEHNE HAPKOTUUYECKHUX CPEJICTB
WIM TICUXOTPOIHBIX BEHIECTB, MOPSAKA MX HW3TOTOBIEHUS, DPACIpENeleHUs, PEruCTpaliy, ydera u
XpaHEeHHs, a TaKkKe MpaBml 0hopmiteHUs" <12>. Jlara coxpanenns: 17.05.2019 (CMI Jlokrop 3aer)

<12> 3apeructpupoBan MunucrtepctBoM roctunuu Poccuiickoit @enepauun 15 asrycra 2012 r,
peructpanvoHHblii N 25190, ¢ n”3MeHeHnsIMU, BHECEHHBIMHU NTpUKa3aMyu MUHHCTEPCTBA 31PABOOXPAHEHUS
Poccuiickoit ®@enepanun ot 30 urons 2015 r. N 385H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHLIUU
Poccutiickoit ®eneparum 27 nosiops 2015 1., peructparmonssiid N 39868), ot 21 anpens 2016 . N 254n
(3apeructpupoBan  MunHucTepcTBOM toctuuuu  Poccuiickoit  ®enepaunu 18 wurona 2016 T,
peructpanronsblii N 42887), ot 31 okTs16ps 2017 . N 8821 (3apeructpupoBad MUHUCTEPCTBOM IOCTUIIUN
Poccuiickoit ®denepanuu 9 ssuBaps 2018 r., perucrpaunonssiii N 49561).

34. IlporpaMMHO-TEXHUYECKHE CPEICTBA T'OCYIAapPCTBEHHBIX MH(POPMALMOHHBIX CHUCTEM B cdepe
37paBOOXPAHEHHs], MEANIIMHCKNX HH(POPMAIIMOHHBIX CHCTEM MEAMIMHCKUX OpTaHM3aluil 00ecIeynBaloT
XpaHEeHHE JIEKTPOHHBIX PEIeTTOB, 0POPMIICHHBIX B (POpPME 3JIEKTPOHHBIX TOKYMEHTOB B TEUEHHE CPOKOB,
YCTAQHOBJICHHBIX UIS XPAaHEHUS PELEenToB, O(pOPMICHHBIX Ha COOTBETCTBYIOIIMX (pOpMax perenTypHBIX
071aHKOB Ha OyMa)kHOM Hocutene <13>.
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<13> [Iynkr 14 mpaBui1 OTITyCKA JICKAPCTBEHHBIX MIPETIAPATOB ISl MEIUIIUHCKOTO IIPUMEHEHH S, B TOM
qyclie  MMMYHOOMOJIOTMYECKMX  JICKAPCTBEHHBIX  IMpPENaparoB,  aNTeYHbIMU  OpraHHU3alUsIMH,
WHVUBUIYIBHBIME TPEAIPUHAMATEIIIMU, UMCIOIIIMMH JTUIICH3UIO Ha (DapMalleBTUIECKYIO IeITeIbHOCTD,
YTBEPKJICHHBIX MPUKa30M MuHuUCTEpCTBA 3/1paBooxpaneHus Poccutickont ®enepaunu ot 11 urong 2017 r.
N 4031 (3apeructpupoBan MunucTepcTBOoM rocTuimu Poccuiickoii @enepamuu 8 centsops 2017 r,
peructpanronHbiii N 48125).
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