00 yTBep:KIeHUN MOPHAIKA HA3HAYECHHS U BHINMCHIBAHUA
JIEKAPCTBEHHBIX NMPenaparoB, a Tak:Ke popM penenTypHbIX
0JIAHKOB HA JIEKAPCTBEHHBbIE NPenaparsbl, nNopsaka opopmiieHust
YKa3aHHBIX 0JIAHKOB, X Y4eTa U XpaHeHud (¢ usMeHeHusiMu Ha 30
uoHs 2015 roga) (penaxkuusi, necrpyromas ¢ 1 suapsa 2016 rona)

MMHUCTEPCTBO 3IPABOOXPAHEHU ST POCCUMCKOU ®EJEPALINN
I[TPUKA3
ot 20 nexaOps 2012 rona N 11751

00 YTBCPKACHUU MOPAJAKAa HASHAYCHUA W BBINMKMChIBAHUA JICKAPCTBCHHBIX MPETIapaTOB, a4 TAKXKE
(bODM PEICHTYPHBIX 0JIaHKOB Ha JCKApCTBCHHBIC MMPCIIaparsl, MOopAaKa O(bODMHCHI/ISI YKa3aHHBbIX
6J'IaHKOB, X y4€Ta U XPpaHCHUA

(c usmenenusmu Ha 30 urons 2015 rona)
(pemaxmus, neictByromas ¢ 1 saBaps 2016 roxa)

JIOKYMEHT ¢ U3BMEHEHUSIMHU, BHECEHHBIMU:

npuka3zoM MunznipaBa Poccuu ot 2 nexadbps 2013 rona N 886n (Poccuiickas razera, N 294,
27.12.2013) (Bctynui B cuity ¢ 1 ssuBaps 2014 roxpa);

npuka3zoM Munzzapasa Poccuu ot 30 urons 2015 rona N 386H (OduninansHbIil HHTEPHET-IOPTAI
paBoBO# HHpopManu www.pravo.gov.ru, 10.08.2015, N 0001201508100053) (o mopsiake
BCTYIUICHUS B CHJIY CM. OYHKT 2 npuka3a MunsapaBa Poccun ot 30 uronst 2015 rona N 386H).

B cootBeTcTBHM ¢ myHKTOM 16 Yacth 2 cratbu 14 @enepanbHoro 3akoHa oT 21 Hos0ps 2011 roga N
323-®3 "O06 ocHOBax OXpaHBI 310POBbs rpaxkaan B Poccutickoit @enepammu” (Codpanue
3akoHofarenbcTBa Poccuiickoit @enepanuu, 2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446) u
nyHKToM 5.2.179 Ilonoxenuns o MUHHCTEPCTBE 3/IpaBooxpaHeHns Pocculickoii Denepanuu,
yYTBEPKJIEHHOTO noctaHoBieHueM [IpaBurenscTBa Poccuiickoit @eneparuu ot 19 utons 2012 roxa
N 608 (Cobpanue 3akoHOomarenbcTBa Poccuiickoit @eneparmmu 2012, N 26, ¢1.3526),

IIPUKA3bIBALO:

1. YTBepauTs:

MOPpAIOK Ha3HAYCHUS U BBIIIUCBIBAHUS JICKAPCTBCHHBIX IIPCIIAPATOB COITIACHO IMPHUJIOKCHUTIO N 1,

(hOpMBI perenTypHBIX OJIAaHKOB COTTIACHO MPUTIOKEHUIO N 2;

MOpAIOK O(I)OpMJ'ICHI/ISI peuCuTYpHBIX 6J'IaHKOB, HX YUYCTa U XPAaHCHUS COMIACHO HNPUJIOKCHUTIO N 3.

2. Hacrosmuit npuka3s Bcrynaet B cuity ¢ | uronst 2013 rona.

Munuctp
B.CkBopuoBa

3aperucTpupoBaHoO

B MUHHCTEpPCTBE IOCTUIIUN
Poccuiickon ®@enepanuu

25 nronsa 2013 rona,
peructpanoHHbiii N 28883
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Hpunoxenue N 1. Ilopsiiok Ha3HAYEHUSA U BHINKMCHIBAHUA
JIEKAPCTBEHHBIX IPenaparos

[Tpunoxenue N 1

(c m3menenusimu Ha 30 urons 2015 rona)

1. O01mue moJ10KeHus

1. HacTostiuii mopsiioK peryJaupyeT BOIPOChl HA3HAYCHHUS M BBITUCHIBAHUS JICKAPCTBEHHBIX
[perapaToB Py OKa3aHUU MEIUIIMHCKON TIOMOIIM B MEIUIIMHCKUX OPTaHU3AIMIX, HHBIX
OpraHMU3aIHUsIX, OCYIIECTBISIOIUX MEIUIIUMHCKYIO TOMOIIb, U WHANBUIYATbHBIMU
MPEANPUHUMATEIISIMHE, OCYILECTRISIONUME MEIUIIUHCKYIO ACATEIBHOCTD (J1ajIee - METUIIMHCKAs
OpraHM3aIus).,

. Crarpsa 2 ®enepanproro 3axkoHa oT 21 Host0pst 2011 roma N 323-P3 "O0 ocHOBax OXpaHbI
3110poBbs Tpaxaad B Poccuiickoit deneparun” (CoOpanue 3akoHonatesbeTBa Poccuiickoi
Oenepanun, 2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446).

2. Ha3navyeHue 1 BBIMHUCHIBAHUE JIEKAPCTBEHHBIX MIPEMApaTOB OCYIIECTRISIETCS JICUAIM BPaduoM,
denpamepom, akyIepkoi B CIydae BO3JIOKEHHUS Ha HUX ITOJITHOMOYHIA JICUallero Bpada B MOPSIKE,
YCTaHOBJIEHHOM IPHKa30M MHUHHCTEPCTBA 3/[pABOOXPAHEHHUSI U COLIMAIILHOTO pa3BUTUs Poccuiickoit

Denepaunu ot 23 mapra 2012 roga N 2521 "O06 yrBepxaeHuu [lopsika BO3I0KEHUs HA
dbenpaepa, aKynepky pykoBOJUTEIeM MEAUIIMHCKON OpraHu3alyy Ipy OpraHu3alyiy OKa3aHus
IIEPBUYHON MEAMKO-CAHUTAPHON ITOMOIIM ¥ CKOPOU MEIUIIMHCKON ITOMOIIN OTAENBHBIX (OYHKITMHA
JIeYallero Bpaya 1o HenoCPEACTBEHHOMY OKa3aHUIO0 MEMIMHCKONW TOMOUIY NTAIMEHTY B IEPUOJL
HaOJIIO/ICHNS 32 HUM U €T0 JICYEHUS, B TOM YHCIIE 10 HA3HAYCHUIO U PUMEHEHUIO JIEKAPCTBEHHBIX
IIPENaparoB, BKJIOYas HAPKOTUYECKHE JEKAPCTBEHHbIE MPENaparhl U ICUXOTPOIIHbIE
JIeKapCTBEHHbIE npenaparhl” (3aperucTpupoBad MunucTepcTBOM roctuliuu Poccuiickoit
®enepanuu 28 anpens 2012 roxa, peructpaiuonsslid N 23971), MHIUBUAYaTbHBIMU
MpeIIPUHUMATENIIMU, OCYIIECTBIISIOIIMMU MEIULUHCKYIO I€ATEIbHOCTD (Aaiee - MEAULIUHCKIE
paOOTHUKN).

3. MeaunuHckre paOOTHUKHU BBITTUCHIBAIOT PEIIENTHI HA JICKAPCTBEHHBIC MpETaparhl 3a CBOEH
MOJINKCHIO.

(AG3ar1 B penakiyu, BBeIeHHOMU B fieficTBre ¢ 21 aBrycta 2015 roga npukazom Munsapasa Poccun
ot 30 urons 2015 rona N 386H.

Ha3HaueHure u BBIIUCEIBAaHHUE JICKAPCTBCHHBIX MPEIIApaTOB OCYIICCTBIACTCA MCAUIITUHCKUM
pa60THI/IKOM Mo MCXKAYHAPOJHOMY HECIMIATCHTOBAHHOMY HAMMCHOBAHWIO, a IIPU €ro OTCYTCTBUH -
rpylinmmupoBOYHOMY HAUMCHOBAHUIO. B CJIydac OTCYTCTBHUA MEKAYHAPOAHOTO HECIIATCHTOBAHHOI'O
HAaMMCHOBAHUA U T'PYHNIIUPOBOYHOI'O HAMMCHOBAHUWA JICKAPCTBCHHOIO ITpeIiapara, JIeKapCTBeHHBIfI
npenapar Ha3Ha4YacTCd U BBIITHUCBIBACTCA MECIUIIUMHCKUM pa60THI/IKOM 10 TOProBOMY
HanMCECHOBAHUIO.

[Ipn HaTMYMK METUIIMHCKUX MOKa3aHWuW (MHANBUIyalbHAS HETIEPEHOCUMOCTD, 110 )KH3HECHHBIM
MOKa3aHUsIM) TI0 PEIISHUI0 BpadyeOHO KOMUCCHH MEAUIIMHCKON OpraHu3aliy OCYIIECTBIIAETCS
Ha3HAYEHUE U BBIMUCHIBAHUE JIEKAPCTBEHHBIX MPENAPATOB: HE BXOIAIINX B CTAaHIAPThI
MEAHMIIMHCKOM MOMOIITH; TI0 TOPrOBBIM HAUMEHOBaHUSAM. Perienne BpadeOHON KOMUCCHH
MEIUIIMHCKON OpraHu3auy (PUKCUPYETCS B METUIIMHCKUX JTOKYMEHTaX MaIMeHTa U )KypHaie
BpaueOHON KOMUCCHUH.

(AG3ar B penakunu, BBeIeHHOU B nieficTBre ¢ 1 ssaBaps 2014 roga npukazom Munzapasa Poccun ot

2 nekadps 2013 roma N 886H.

MenunyHckre pabOTHUKH OCYIIECTBIISIIOT Ha3HAYEHUE U BHITUCHIBAHUE JIGKAPCTBEHHBIX
MpernaparoB, NOAJIEKAIIUX U3TOTOBICHUIO U OTITYCKY aTeYHBIMU OpraHU3alusIMu (Jajee -
JIEKapCTBEHHbIE MTpenapaThl HHAUBUAYATbHOTO U3TOTOBJICHHUS).
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3.1. Ha3na4yeHue 1 BbINKMCHIBAaHUE JIEKAPCTBEHHBIX MIPENAPATOB IIPU OKA3aHUN MEAULIMHCKOU
IIOMOIIM B CTAllMOHAPHBIX YCIOBUSIX OCYIIECTBIIECTCS IO MEXAYHAPOAHOMY HENATEHTOBAaHHOMY,
IpYNIUPOBOYHOMY MJIM TOPrOBOMY HAaMMEHOBAHUIO.

(ITynkt nonosnHuTenbHO BKItoUeH ¢ 21 aBrycra 2015 roga npukazom Munsnapasa Poccuu ot 30
utons 2015 rona N 386H)

4. Penienit, BBITMCAHHBIHN ¢ HAPYIIIEHUEM YCTAaHOBJIEHHBIX HacTosAIUM [lopsakom TpeboBaHUH,
CUUTAETCS HEIEHCTBUTEIILHBIM.

5. CBeneHust 0 HA3HAYEHHOM U BBIIMCAHHOM JIEKAPCTBEHHOM IIpenapare (HaMMEHOBaHHE
JIEKapCTBEHHOTO IIperapara, pa3oBas J103a, CI0co0 U KpaTHOCTh MPUEMa W1 BBEICHUS,
JUTMTENILHOCTh Kypca, 000CHOBaHHE Ha3HAYCHHS JIEKAPCTBEHHOTO penapara) yKa3bIBaroTcs B
MEAMIMHCKOMN KapTe MalueHTa.

Penenit Ha nekapCTBEHHBIN IIpenapaT BHIIMCHIBAETCSA HA UMS MMALMEHTa, AJIs1 KOTOPOIo
IIpeIHa3HauYEeH JIEKapCTBEHHBIN ITpenapar.

PenenT Ha nexapcTBEHHBIN Npenapar MOXKET ObITh MOJIYYEH MMAallMEHTOM WIH €r0 3aKOHHBIM
npezacrasurenem. OakT BplIa4M peLenTa Ha JICKapCTBEHHBIN Mperapar 3aKOHHOMY IIPEICTaBUTEIII0
(buKcHpyeTCst 3aMUChI0 B METUIIMHCKON KapTe MalUeHTa.

. B oTHOMICHNY JHITa, yka3aHHOTO B 4acTu 2 crarbhl 20 DenepanbHoro 3akoHa ot 21 HosOpst 2011
roga N 323-03 "O06 ocHOBax 0XpaHbI 310pOBbs rpaxiaH B Poccuiickoit denepanun" (Cobpanue
3akoHojarenabcTBa Poccutickoit deneparuu, 2011, N 48, c1.6724; 2012, N 26, c1.3442, 3446; 2013,
N 27, ¢1.3459, 3477; N 30, c1.4038; N 39, c1.4883; N 48, c1.6165; N 52, c1.6951; 2014, N 23,
c1.2930; N 30, c1.4106, 4206, 4244, 4247, 4257; N 43, c1.5798; N 49, c1.6927; 2015, N 1, c1.72, 85;
N 10, c¢1.1403, 1425; N 14, c¢1.2018; N 27, c¢1.3951; N 29 (wacts I), c1.4339, 4397, 4356, 4359).
(CHocka B penakuuu, BBeIeHHOMU B niericTBre ¢ 21 aBrycra 2015 roga npukaszom MuH3ipasa
Poccuu ot 30 utons 2015 roga N 386H.

6. 3anperaercs BbIIUCHIBATh PELENTHl Ha JIEKAPCTBEHHBIE IIPENapaThl:

6.1. MEIUITMHCKUM paOOTHUKAM:
MIPU OTCYTCTBUU MEIUIIMHCKUX MMOKA3aHUM;
Ha JIEeKapCTBEHHBIE Mpernaparsl, HE 3apEerUCTPUPOBaHHbIE HA TeppuTopun Pocculickoit @enepanuu;

Ha JICKapCTBCHHBIC MPCIIAPaThl, KOTOPBIC B COOTBETCTBUU C HHCTPYKHHCﬁ o MCIUINUHCKOMY
MMPUMCEHCHUTIO UCIIOJB3YIOTCS TOJIBKO B MCIUITUHCKUX OpTaHHU3alUAX

Ha HAPKOTUYECKHE CPEJICTBA U TICUXOTPOIHBIE BEIIECTBA, BHECEHHBIE B clIUCOK I Tlepeuns
HapKOTHMYECKUX CPEJCTB, ICUXOTPOIHBIX BEIMIECTB U UX NMPEKYPCOPOB, MOAIEKAIUX KOHTPOJIO B
Poccuiickoit @enepannu, yTBEpKIAESHHOTO noctaHoBiaeHuem [IpaBurenscTBa Poccuiickon
Deneparu ot 30 urons 1998 roga N 681, (nanee - [lepeueHs), 3aperucTpupoBaHHbIE B KaUeCTBE
JIEKapCTBEHHBIX MPENAPATOB IS JICUEHUSI HAPKOMAHNH;

. Cobpanme 3akoHOoAarenscTBa Poccuiickoit @eneparuu, 1998, N 27, ¢1.3198; 2004, N 8, c1.663, N
47, c1.4666; 2006, N 29, c1.3253; 2007, N 28, ¢1.3439; 2009, N 26, c1.3183, N 52, c¢1.6572; 2010, N
3,ct.314, N 17, c1.2100, N 24, ¢1.3035, N 28, ¢1.3703, N 31, c1.4271, N 45, c1.5864, N 50, c1.6696,
c1.6720; 2011, N 10, ¢1.1390, N 12, c1.1635, N 29, c1.4466, c1.4473, N 42, c1.5921, N 51, ¢1.7534;
2012, N 10, cT.1232, N 11, ¢1.1295, N 19, ¢1.2400, N 22, c¢1.2864, N 37, ¢1.5002, N 48, cT.6686, N
49, cT.6861.

6.2. THIUBUYAIbHBIMU MPEAITPUHUMATEIAMH, OCYIIECTBISIONIMMU MEIUIIMHCKYIO AESTEIbHOCTb,
Ha HAPKOTUYECKHE CPEACTBA U IICUXOTPONHBIE BellecTBa, BHECeHHbIE B crivcku 1 u III Tlepeuns
(manee - HAPKOTUYECKHE U TICHXOTPOITHBIE JIeKapcTBeHHBIE mpenaparhl cruckoB 11 u 111 [Tepeuns).
(ITynkr B penakuuu, BBeA€HHOM B aelictBue ¢ 21 aBrycra 2015 rona npukazom Munsnapasa Poccun
oT 30 mroasa 2015 roga N 386H.

7. PerienThl Ha JIEKapCTBEHHBIE TPENapaThl BEIMUCHIBAIOTCS HA PELETITYPHBIX OJaHKaX Mo Gopmam
N 148-1/y-88, N 148-1/y-04 (1), N 148-1/y-06 (1) u N 107-1/1*, yTBep:KI€HHBIM HACTOSIIMM
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IIPUKA30M.

* BepositHO, ommOka opuruHana. Ciemyer untars: "N 107-1/y". - [Ipumedanne u3roToBuTes 0a3pl
JTaHHBIX.

8. HapxoTnueckue u ICUXOTPOIHBIC JIEKapCTBEHHBIE TIpenapathl_crivcka Il [Tepeuns (nanee -
HapKOTHUUYECKHE U IICUXOTPOIHbIE JIEKapCTBEHHbIE Npenaparsl cnucka I [lepeuns), 3a
HCKJIFOUEHUEM JIEKAPCTBEHHBIX MPENAPATOB B BUAE TPAHCAECPMAIbHBIX TEPANEBTUUECKUX CUCTEM,
BBIMKCHIBAIOTCS HAa CHEIIMAIBLHOM PEIENITYPHOM OJIaHKe 1Mo hopMe, YTBEPKACHHOW IPUKa30M
MunuctepcTBa 3apaBooxpaneHus Poccuiickoii @eneparuu ot 1 aBrycrta 2012 rona N 541 "O06
yTBEpKJIeHUU (HOPMBI OJIaHKOB PELIENTOB, COJIEPKAIINX HA3HAYCHHE HAPKOTHYECKUX CPEJICTB HIIU
IICUXOTPOIHBIX BEIIECTB, NOPSJIKA UX U3TOTOBICHUS, PACTIPEACIICHHS], PETUCTPALIMH, YUEeTa U
XpaHeHHUs, a Takxke mpaBui odopmiieHHUs" (3aperucTpupoBaH MUHUCTEPCTBOM FOCTUIIMH
Poccutickoit @enepanuu 15 aBrycra 2012 roga, peructpanuonnsiii N 25190).

(ITynkr B penakuuu, BBeAeHHOH B aelictBue ¢ 21 aBrycra 2015 roga npukazom Munsnpasa Poccun
ot 30 urons 2015 roga N 386H.

9. Peuentypusbiit 6nank dhopmbl N 148-1/y-88 npenHazHadeH /isi BHINACHIBAHUS:

1) HapKOTUYECKHUX U TICUXOTPOITHBIX JICKAPCTBEHHBIX IpenaparoB cuucka Il [lepeuns B Bume
TpaHCAEPMAJIbHBIX TEPANIEBTUYECKUX CUCTEM, IICUXOTPOITHBIX BEIIECTB, BHECEHHBIX B criCcOK 11
[lepeuHsi, 3aperuCTPUPOBAHHBIX B YCTAHOBJIEHHOM NOPSAJIKE B KAUECTBE JIEKAPCTBEHHBIX
pernaparoB (J1anee - MCUXOTPOIHbBIE JIeKapCTBeHHbIC mpernaparhl curcka I [epeuns);
(ITopmyHKT B penakuuu, BBeIeHHO B neiicTBue ¢ 21 aBrycra 2015 rona npukazom MuH3apaBa
Poccun ot 30 mrons 2015 roma N 386H.

2) UHBIX JICKAPCTBEHHBIX MPENapaTOB, MOISKAIINX MTPEIMETHO-KOIMYECTBEHHOMY yUeTy (3a
WCKITIOYCHHUEM JICKAPCTBEHHBIX TPEapaToB, OTITYCKAeMBIX 0€3 perenTa);

(ITopmyHKT B penakuuu, BBeIeHHOH B neiicTBue ¢ 21 aBrycra 2015 rona npukazom MuH3apaBa
Poccun ot 30 mrons 2015 roma N 386H.

3) nekapCTBEHHBIX MperaparoB, 00Ja1a0MINX aHA0OTUYECKON aKTUBHOCTHIO (B COOTBETCTBUU C
OCHOBHBIM (papMaKOJIOTHICCKUM JICHCTBUEM );

(ITopmyHKT B penakiuu, BBeIeHHO B neiicTBue ¢ 21 aBrycra 2015 rona npukazom MuH3IpaBa
Poccun ot 30 urons 2015 roga N 386H.

4) nekapcTBEHHBIX MPENapaToOB, yKa3aHHBIX B MyHKTe 5 [Topsaka oTnycka GU3MYECKUM JUIam
JIEKapCTBEHHBIX MIPEenapaToB Ui MEAUIIMHCKOTO MPUMEHEHHUsI, COJIEpKaIlIMX KPOME MaJlbIX
KOJINYECTB HAPKOTUYECKUX CPEICTB, ICUXOTPOINHBIX BEUIECTB M UX IPEKYPCOPOB APYyrue
(hapMaKoJIOTHYECKHE aKTUBHBIE BELIECTBA, YTBEPKIEHHOTO IprKa3oM MUHUCTEpCTBA
3apaBooxpanenus Poccuiickoit @eneparuu ot 17 masg 2012 roga N 562H (3apeructTpupoBaH
MunuctepctBoM toctutinu Poccuniickoit ®enepanuu 1 utons 2012 rona, perucrpainoHHbiii N

24438);

5) JexkapCTBEHHBIX MpENaparoB WHAWBHUIYAIbHOTO W3TOTOBIEHUS, COJEPIKAIINX HAPKOTHIECKOE
CPEICTBO WJIM MCUXOTpOmHoe BeriecTBo crucka Il [Mepeyns, u apyrue ¢papMakoIoruyeckue
AKTUBHBIC BEILIECTBA B J103€, HE MPEBBIIIAOIIECH BBICIIYIO PA30BYIO J103Y, U MIPU YCIOBUU, YTO 3TOT
KOMOWHUPOBAHHBIN JIEKAPCTBEHHBI Mpernapar He SBISETCS HAPKOTUISCKUM WIIH TICUXOTPOITHBIM
JIeKapCTBEHHBIM npenaparoM crucka II [Tepeuns.

10. Penenirypubie 6nanku Gopm N 148-1/y-04 (1), N 148-1/y-06 (1) npenHa3HadeHb s
BBITIMCHIBAHUS JICKAPCTBEHHBIX TPENapaToB rpakaHaM, UMEIONUM TIPaBo Ha OECIUIaTHOE
MOJTyYeHUE JIEKAPCTBEHHBIX MPENapaToB UM MOTyYeHHUE JIGKAPCTBEHHBIX MPENapaToB CO CKUIKOM.

11. Peuentypnsiii 6mank dopmel N 107-1/y npeanasHayeH /s BBINACHIBAHUS:

JIEKapCTBEHHBIX MPEMapaToB, YKa3aHHBIX B MyHKTE 4 [lopsaka oTnycka GU3HYECKUM JUIIaM
JIEKAPCTBEHHBIX MPEapaToB JUISI MEAUIIMHCKOIO IPUMEHEHHS, COACP KAIINX KPOME MaJIbIX
KOJIMYCCTB HAPKOTHUYCCKUX CPCACTB, ICUXOTPOIIHBIX BEIICCTB M UX MIPCKYPCOPOB APYIUeC
(hapMakoIOTHYECKHe aKTUBHBIC BEIIECTBA, YTBEPKIESHHOTO MpHKa3oM MUHUCTEPCTBA
3apaBooxpadennsa Poccuiickoil @enepannu ot 17 masg 2012 roma N 5624H;

HHBIX JIEKAPCTBEHHBIX MPENaparoB, HE YKa3aHHBIX B NyHKTax 8-10 Hactosmiero [lopsaka.
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12. Ilpy BBINMCBIBAaHUY pELIENITA HA JIEKAPCTBEHHBIH Npenapar MHANBUYyaIbHOTO U3TOTOBIECHUS
HaMMEHOBAHMS HAPKOTHUECKUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX Npenaparos cnuckos Il u [
IlepeyHs, MHBIX JEKApPCTBEHHBIX IIPENAPaToB, MOAICKANINX TPEIMETHO-KOJIMYECTBEHHOMY YUETY,
IULIYTCS B HA4aJjle PeLenTa, 3aTeM - BCE OCTAJIbHbIC HHIPEIUEHTHI.

13. HpI/I BBITIMCBIBAHHUU PEUECIITA 3aIIPCIIacTCA MPEBBIIIATh NPEACIBHO AOITYCTUMOC KOJINYCCTBO
JICKApCTBCHHOI'O IIpCriapara JIA BbIIIMUCbIBAHUA Ha OAUH PCUCIIT, YCTAHOBJICHHOC NPUJIOKCHUCM N1

K HacTosinieMy [lopsiaKy, 3a HCKITIOUEHUEM Cilydas, YKa3aHHOTO B IyHKTax 15 u 23 HacTosiiero
[lopsnka.

(AG3ar1 B penakiuu, BBeIeHHOU B nerictBue ¢ 21 aBrycra 2015 roga npukazom Munsnpasa Poccun
ot 30 urons 2015 roga N 386m.

He pexoMeHntyeTcst mpeBbIlIaTh PEKOMEHI0BAHHOE KOJIUYECTBO JIEKAPCTBEHHOTO Mpenapara Jjist
BBINTMCHIBAHUS HA OJIUH PEIENT, YCTaHOBJIEHHOE mpmiokeHreM N 2 k Hacrosmemy [lopsaky, 3a
WCKITIOYCHHUEM CITy4aeB, yKa3aHHBIX B MyHKTax 15, 22 u 23 Hactosmiero [Topska.

(AG3ar1 B penakiuu, BBeIeHHOU B nieficTBre ¢ 21 aBrycra 2015 roga npukazom Munsnpasa Poccun
ot 30 urons 2015 roga N 386m.

14. TIpn BeINMCHIBAHMM HAPKOTUYECKUX U IICUXOTPOIIHBIX JIEKApCTBEHHBIX IperaparoB cUcKoB Il u
I1I [TepeuHsi, MHBIX JICKAPCTBEHHBIX IIPENAPATOB, MOMIECKAUX PEIMETHO-KOIUYECTBEHHOMY
YUEeTY, 1032 KOTOPBIX MPEBBIIIACT BBICIINN OHOKPATHBIN pHEeM, MEIUILIMHCKUN paOOTHUK MUIIET
J103y 9TOTO Iperapara MPOIUCHIO U CTABUT BOCKJIMLATEIIbHBIA 3HAK.

15. Konm4ecTBO BBHINMKUCHIBAEMbBIX HAPKOTUYECKUX U IICUXOTPOMHBIX JICKAPCTBEHHBIX MIpErapaToB
cnuckos I u III [lepedHsi, MHBIX JIEKAPCTBEHHBIX IIPENAPATOB, MOAJICKALIUX IIPEIMETHO-
KOJINYECTBEHHOMY YYETY, IPH OKa3aHWUU MALUEHTAM, HY>KIalOIIUMCS B JJINTEIIBHOM JICUECHUH,
MEPBUYHON MEIMKO-CAaHUTAPHON MOMOIIM U MAJTMATUBHOM MEIUIIMHCKON TTOMOIITA MOKET OBITh
yBEJIMYEHO He Ooliee ueM B 2 pasa Mo CPaBHEHUIO C MPEAENbHO IOMYCTUMBIM KOTUYECTBOM
JIEKapCTBEHHBIX MPETApaTOB JIJIsl BHIMUCHIBAHUS HA OJUH PEIICTT, YCTAHOBICHHOE IPHIIOKeHHEM N
1 x HacToseMy [lopsaky, UM peKOMEHJOBAaHHBIM KOJIMYECTBOM JIEKAPCTBEHHBIX MTPENapaToB i
BBITIMCHIBAHUSA HA OJIUH PEIENT, YCTaHOBIEHHOE npriiokerreM N 2 k Hacrosmiemy [Hopsaky.
(A63ar B penakiuu, BBeIeHHOM B neiicTBue ¢ 21 aBrycra 2015 rona npukazom Munznpasa Poccun
ot 30 urons 2015 roga N 386H.

B ciyuasx, mpeycMOTpEeHHBIX a03a1ieM NepBbIM HACTOSILEr0 MYHKTa, HA peLenTax Mpou3BOIUTCS
Haanuch "llo cnenuanbHOMY Ha3HAYEHUIO'", OTAEIBHO CKPEIUIEHHAs TOAIUCHI0 MEIULIUHCKOTO
pabOTHHKA U MEeYaThl0 MEIUIIMHCKON opranu3anuu "J{is perenTos".

(Ab3an nonoaHUTENBbHO BKIItOYEH ¢ 21 aBrycra 2015 roga npukaszom Munzapasa Poccun ot 30
urons 2015 roga N 386H)

16. CocTaB KOMOMHHPOBAHHOTO JIEKAPCTBEHHOTO Tpernapara, 0003HaYeHHe JTIEKapCTBEHHOHN (OpMBI
1 oOpareHue MEAUIIMHCKOTO pabOTHUKA K (hapMarleBTHIECKOMY paOOTHUKY 00 U3TOTOBICHUH U
OTITYCKE JIEKapCTBEHHOT'O IIpenapaTa BbIIUCHIBAIOTCS HA JATUHCKOM SI3BIKE.

JlonycTUMBIE K UCIIOIB30BAaHUIO PELENTYPHBIE COKPAILIEHUS TPEAYyCMOTPEHBI npuiiokeHneM N 3 K
Hacrogemy Iopsaaky.

He JOITYCKA€TCA COKpPAIICHUEC ONIM3KHX 10 HAUMEHOBAHUAM HUHIPEAUCHTOB, COCTABJIAIOIINX
HeKapCTBCHHLIﬁ npemnapar, HE MO3BOJIAIOIMUX YCTAHOBUTD, KaKOM UMEHHO J'IeKapCTBeHHBII\/'I npemnapar
BBITIMCAaH.

17. Cnoco0 npuMeHeHus JIEKapCTBEHHOTO Mpenapara 0003Ha4aeTcsl ¢ yKa3aHUEM J103bl, 4YaCTOTHI,
BPEMEHH NpUeMa OTHOCUTEIBHO CHA (YTPOM, Ha HOYb) U €0 JAJIUTEIbHOCTH, a AJIs JIeKapCTBEHHBIX
IpernapaToB, B3aUMOICHCTBYIOIIUX € MHILEH, - BpeMEHH UX YIIOTpeOIeHNUs OTHOCUTENBHO IpreMa
MUIIH (0 €/bl, BO BPEMS €]Ibl, TOCIIE €/IbI).

18. IIpu HE0OXOAMMOCTH HEMENTICHHOTO WJIM CPOYHOTO OTIYCKa JIEKapCTBEHHOTO Mpernapara
MAlMEeHTY B BEPXHEH YacTH perenTa MpoCTaBISIOTCS 0003HaueHus ""cito" (cpouno) wim "statim"
(HEeMeJIeHHO).

19. Ilpu BeIMUCHIBAHUY PEIIENTA HA JIEKAPCTBEHHBIN Mpenapar UHANBUIYATbHOTO U3TOTOBJICHUS
KOJIMUECTBO KUIKUX (hapMalleBTUYECKUX CYOCTaHIIMH yKa3bIBaeTCA B MIJUTHIIUTPAX, FpaMMax HIIn
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KaIUIAX, a OCTAIbHBIX (hapMalleBTUUECKUX CYOCTaHIIUH - B TpaMMax.

20. PeuenTsl, BeIIMCaHHBIC Ha penienTypHoM Onanke GopMbl N 148-1/y-88, nelicTBUTEIHHBI B
TeueHue 15 nqHer co IHS BRINUCBEIBAHUS.

(ITynkr B penakuuu, BBeZieHHOH B aelictBue ¢ 1 ssHBapst 2016 roga npukasom Munszpasa Poccuu or
30 urons 2015 rona N 386H.

21. PenieniThl Ha JIEKapCTBEHHBIC MPENapaThl, BHIMUCAHHBIC HA PEIENITYPHBIX OMaHkax Gopmbl N
148-1/y-04 (1) u dopmer N 148-1/y-06 (i1), neiictBuTenbHEI B TedeHue 30 THEHR co mHs
BBITUCEIBAHUSA.

(AG3ar1 B penakiuu, BBeICHHOU B nielicTBre ¢ 1 saBaps 2016 roga npukazom Munsnapasa Poccun ot
30 nrons 2015 roma N 386mH.

PerienTel Ha JIeKapCTBEHHBIE MPEIIAPAThI, BEIMMCAHHBIC HA PEIENTYPHBIX Onankax dhopmer N 148-
1/y-04 (1) u dpopmbr N 148-1/y-06 (1), rpask1anam, JOCTUTIIIMM IIEHCHOHHOTO BO3pacTa,
WHBaJIUIaM [IEPBOM TPYIIIEI U JETSIM-HHBATUIAM JeHCTBUTENLHEI B TedeHue 90 qHei co IHs
BBIIHCHIBAHMUSL.

(AG3an B penaxiyu, BBeieHHOU B aeiicTBue ¢ 1 ssaBaps 2016 roxa npukazom Munsnapasa Poccun ot
30 mroHsa 2015 roga N 386H.

JUist JleueHust XpOHMUECKUX 3a001eBaHU YKa3aHHBIM KaTeropusM rpakaaH peLenTsl Ha
JIEKapCTBEHHBIE NpenapaThl MOTYT BBIIUCHIBATHCS HA Kypc JieueHus 10 90 qHeil.

(AG3ar B penakiuu, BBEICHHOU B JielicTBre ¢ 1 saBaps 2016 roga npukazom Munsnapasa Poccun ot
30 nrons 2015 roma N 386H.

22. PenienThl Ha IEKapCTBEHHBIE MPENapaThl, BRIMUCAHHBIE HAa PELIENTYPHbIX OmaHkax Gopmbl N
107-1/y, neficTBuTeNbHEI B TeueHHE 60 THEH CO JTHS BHITUCHIBAHUS.

(AG3ar1 B penakiuu, BBEICHHOU B nieficTBre ¢ 1 saBaps 2016 roga npukazom Munsapasa Poccun ot
30 nrons 2015 roma N 386H.

[Ipu BBIUCBIBAHUY MEAMLIMHCKUM PAOOTHUKOM PELENTOB HA TOTOBBIE JIEKAPCTBEHHBIE ITPETapaThbl
U JICKApCTBEHHBIE IPEnaparsl HHMBHIYaIbHOTO N3TOTOBJICHUS MAIIMEHTaM C XPOHUYECKUMHU
3a00yieBaHUSAMU Ha perenTypHbIx Onankax ¢opmel N 107-1/y pa3pemiaercsi ycTaHaBIMBaTh CPOK
JeWCTBUS pelenTa B Mpeesax 10 OHOTO Tojia U MPEeBBIIIaTh PEKOMEHIyeMO€e KOJIMYECTBO
JICKApPCTBCHHOI'O IIpf€riapara JJIA BeINKMCBIBAHUA Ha OJUH PECUCIIT, YCTAHOBJICHHOC NPUIIOKCHUCM N2
K Hactosiemy Tlopsnky.

[Tpu BBIMKCBIBAHUY TaKUX PELIETITOB MEAULIMHCKUM paboTHUK AenaeT nomeTky "[lanuenty c
XPOHUYECKUM 3a00JIeBaHNEM"", YKa3bIBAET CPOK JEHCTBHSI PEIeTTa U MEPUOJUIHOCTD OTITYCKa
JIEKapCTBEHHBIX MPEenapaToB U3 alTeYHON OpraHU3alMy WK UHIUBUAYAIbHBIM
MpeIpUHIMATENIeM, UMEIOIINM JIMIICH3UIO Ha ()apMaIleBTUIECKYIO IeATEIIbHOCTD (€KEHEeNbHO,
€KEMECSIUHO U MHBIE TIEPHO/IBI), 3aBEPSET ITO YKa3aHUE CBOEH MOIMUCHIO U JIMYHOM MeYaThlo, a
TaK)Ke NeYaTblo MeIMLIMHCKON opranu3anuu "Jlis peuentos'.

23. PeuenTsl Ha IPOM3BOAHbBIE 0APOUTYPOBOI KUCIOTHI, KOMOMHUPOBAHHbIE JIEKAPCTBEHHBIE
Mpenaparsl, CoAepIKaIIue KoJAeHH (ero COH), MHbIE KOMOMHHUPOBAHHBIC JICKAPCTBEHHBIEC MPETapaThl,
MOJIEKAIINE TPEMETHO-KOJIMUECTBEHHOMY YUEeTY, JIEKapCTBEHHbIE Mpenaparsl, o0nagaromue
aHa0OINYEeCKOW aKTHUBHOCTBIO B COOTBETCTBUH C OCHOBHBIM (hapMaKOJIIOTUYECKUM JeHCTBHEM, IS
JIeYeHUS MAIMEHTOB C XPOHUYECKUMU 3a00JIeBaHUSIMUA MOT'YT BBIITUCHIBATHCS HAa KypC JIEUEHUS J10
60 nuen.

(AG3an B penakiuu, BBeieHHOU B aeiicTBre ¢ 1 ssHBaps 2016 roxa npukazom Munsnapasa Poccun ot
30 mrons 2015 roga N 386H.

B a1ux cnywasx Ha penenrtax npou3BOIUTCS HaaMUCh "[1o cnenuanbHOMY Ha3HAYEHUIO'", OTAEIBHO
CKpEIUIeHHAs MOANUCHI0 MEUIIMHCKOTO paOOTHHKA U N1€4aThl0 METUIIMHCKON opranuzanuu "J{ns
peuenToB".
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I1. Haznayenue JEKAPCTBCHHBIX MpenmaparoB IMPU OKa3aHUU MCI[PIHI/IHCKOﬁ
MmoMomu B CTAaMHOHAPHBIX YCJI0OBUAX

24. IIpu oxa3zaHuy NAlMEHTy MEAUIIMHCKOM IIOMOIIM B CTAllMOHAPHBIX YCIOBUSAX Ha3HAYCHHE
JIEKapCTBEHHBIX MPenapaToB MPOU3BOIUTCS MEIULIMHCKAM PaOOTHUKOM €IMHOINYHO, 3a
MCKJIIOYCHHUEM CITy4yaeB, yKa3aHHbBIX B HOANMYHKTax 1-2 myHkra 25 Hactosmero [lopsaka, 6e3
BBINKUCHIBAHUS PELENTA.

25. ComnacoBaHue Ha3HAYEHUS JIEKAPCTBEHHBIX IIPENApaToB C 3aBEAYIOIIUM OTAEICHUEM WU
OTBETCTBEHHBIM JIC)KYPHBIM BPadoM JIMOO IPYTHM JIUIIOM, YIIOJTHOMOUEHHBIM ITPUKA30M IJIABHOTO
Bpaua MEIUIIMHCKON OpraHu3alliy, a TaKKe, IPU HAIUYKHU, C BPAUYOM - KIIMHUYECKUM
(hapMakoIoroMm , HEOOXOAUMO B CIIydasX:

(AG3ar B penakiuu, BBeIeHHOH B neiicTBue ¢ 21 aBrycra 2015 rona npukazom Munznpasa Poccun

ot 30 urons 2015 roga N 3864H.

1) onHOBpEMEHHOTO Ha3HAUYEHUS MATH U 00JIee JIEKapCTBEHHBIX MPETapaToB OJTHOMY MAIHEHTY;

2) Ha3HAYEHHUS JICKApCTBEHHBIX MIPENaparoB, HE BXOASIINX B IepeUeHb )KU3HEHHO HEOOXOAUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MPETApaToB, MPU HETUIIUYHOM TEUECHUU 3a00JIEBAHMS, HATUYUU
OCIIO’)KHEHU OCHOBHOTO 3200JIeBaHUs U (UJIM) COMYTCTBYIOMIMX 3a00I€BaHUN, IPU HA3HAYEHUHU
JIEKapCTBEHHBIX MPENapaToB, 0COOCHHOCTH B3aWMOICUCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
WHCTPYKLHUSAM MO UX MPUMEHEHHUIO IPUBOAST K CHIKEHHIO 2(PPEKTUBHOCTU U OE30MaCHOCTH
dapmakoTepanuu 1 (WIM) CO3MAI0T MOTSHIIMAILHYIO OMACHOCTh IS )KU3HH U 37I0POBbBS IMAIIMCHTA.

. Pactiopspxenue IlpaBurenbcTBa Poccuiickori @epeparmu ot 7 nexadbps 2011 roga N 2199-p
(Cobpanue 3axoHonarenbcTBa Poccutickoit @eneparuu, 2011, N 51, c1.7544; 2012, N 32, c1.4588).

B yka3zaHHBIX cily4asx Ha3HauY€HUE JIEKAPCTBEHHBIX MPENaparoB (PUKCUPYETCs B MEAUIIMHCKHUX
JOKYMEHTaX MalMeHTa U 3aBepsieTCsl MOANUCHI0 METUIIMHCKOTO pabOTHHUKA U 3aBEIyIOIIETO
OTZEIeHHEM (OTBETCTBEHHOI'O J€KYPHOIO Bpada WU JIPYroro ynoJIHOMOYEHHOTO JIULA).

26. MenuuuHCKui paOOTHUK MEIUIIMHCKON OpraHu3alnu, pacloloKEeHHON B CEIbCKOM
HAaCeJIEHHOM ITYHKTE WJIM HACEJICHHOM ITYHKTE, PACIOJIOKEHHOM B YIAJICHHBIX U TPYTHOIOCTYITHBIX
MECTHOCTSIX, OCYILECTBIISIET Ha3HAUYEHUE JIEKaPCTBEHHBIX MIPENaparoB B CAy4asix, yKa3aHHbIX B
nyHKTax 25 u 27 nacrosmero Ilopsaka, eIMHOIUYHO.

(ITynkt B pemakuuu, BBeAeHHOH B aelicTBue ¢ 21 aBrycra 2015 rona npukazom Munsnpasa Poccuu

ot 30 uronsg 2015 roga N 386H.

27.Ilo PCHIICHUTO Bpaqe6H0171 KOMHCCHH ITallUCHTaM IIPpU OKA3aHUN UM MC,HHHHHCKOﬁ IIOMOIIIH B
CTAallMOHAPHBIX YCIIOBUAX HA3HAYAIOTCA JICKAPCTBCHHBIC NMPLCIIapaThl, HC BKIIIOUCHHBIC B IICPECYCHDb
KHU3HCHHO HGO6XOJII/IMBIX 1 BaXXHEUIINX JICKAPCTBCHHBIX IIPCIIaparoB, B CJIydac UX 3aMCHBI U3-3a
HHHHBHHY&HBHOﬁ HETMICPCHOCUMOCTH, 110 J)KU3HCHHBIM ITOKa3aHHAM.

Pemenne BpaueOHON KOMUCCUU (PUKCUPYETCS B MEAUIIMHCKUX JOKYMEHTaX MalMeHTa U xKypHalie
BpaueOHON KOMHCCHH.

28. B ciydasix oOcie1oBaHus U JI€UEHUS TpakJaHUHA B CTAllHOHAPHBIX YCIOBUSIX B paMKax
IIPEIOCTABJICHNS] MEAUIIMHCKUX YCIyT HAa BO3ME3IHOM OCHOBE 3a CUET JIMYHBIX CPENICTB I'PaX/IaH,
CPEICTB IOPUINYECKUX JIUI M UHBIX CPEJICTB HA OCHOBAHHUH JIOTOBOPA, B TOM YHCIIE 1I0T0OBOpa
JO0OPOBOJIBHOTO MEIUITUTHCKOTO CTPAaXOBaHUs, €My MOTYT OBITh Ha3HAU€HBI JIEKAPCTBEHHBIE
Ipenaparbl, He BXOASIIUE B IEPEeUYEHb KU3HEHHO HEOOXOTUMBIX M BaKHEHIIIMX JIEKAPCTBEHHBIX
IIPENnaparoB, €CJIM ITO OTOBOPEHO YCIOBHUSIMH JJOTOBOPA.

.IHocraunosnenue [IpasurenscrBa Poccuiickoii @eneparnu ot 4 okradpst 2012 roma N 1006 "O6
yrBepkacHNH [IpaBril IpeaocTaBIeHus MEAUIMHCKUMY OPraHU3alisIMHI IUIATHBIX MEAUIINHCKUX
yenyr" (Cobpanue 3akoHonarenscTBa Poccuiickont @enepammu, 2012, N 41, ¢1.5628).
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29. B oTAenbHBIX ClIy4asiX 10 PEIICHUIO PYKOBOAUTEINS MEIUIIMHCKOW OpraHu3aliui npu
BBINTMCHIBAHUHU U3 MEIULIMHCKON OpraHu3alliy MalueHTa, UMEIOIIEr0 COOTBETCTBYIOIINE
MEAMIMHCKHE MTOKA3aHUs U HANPaBIsIeMOro JJisl IPOIOJKEHHUS JIeYeHUsI B aMOyIaTOPHBIX
YCIIOBUSIX, MOTYT Ha3HAYAThCs MO0 BBIIABATHCS OTHOBPEMEHHO C BBITUCKOW U3 UCTOPHH OO0JIE3HU
HApKOTUYECKHUE U MCUXOTPOITHBIE JIeKapcTBEHHbIE npenaparbl_crnuckos I u 11 [Tepeuns,
CUJIBHOJEHCTBYIOLIME JIEKAPCTBEHHBIE IIpEnaparbl Ha CPOK IIpUEMa IAUEHTOM 10 5 JTHEH.

(ITyHKT B penakiuu, BBeZeHHOM B aeiicTBue ¢ 21 aBrycra 2015 roga npukasom Mun3npasa Poccuu
ot 30 urons 2015 rona N 386H.

II1. HazHayeHue U BHINKMCHIBAHUE JIEKAPCTBEHHBIX MPENApPaToB MPH OKA3aHU U
MePBUYHON MEJUKO-CAHUTAPHON MOMOILIU, CKOPOH MEIUIIMHCKOH MOMOLIU
M NAJIHATHBHOU MeIUIIMHCKOH MOMOIIH

30. [Ipu okazaHuM MEPBUYHON MEIUKO-CAHUTAPHON MOMOIIM U MAJTUATUBHON METUIIMHCKOM
MTOMOIIIK B aMOYJIaTOPHBIX YCIOBUSAX HA3HAYCHHE U BHIITUCHIBAHUE JICKAPCTBEHHBIX MPEINapaTroB
OCYIICCTBIIICTCS MEIUIIMHCKIM PAOOTHUKOM B CITydasix THITMYHOTO TEUCHUS 3a00JICBaHUS
MalKUEeHTa UCXO U3 TSHKECTH M XapakTepa 3a00JIeBaHMs.

31. Ha3HaueHue 1 BHINUCHIBAHUE JIEKAPCTBEHHBIX MPENApaTOB 110 PELIEHUIO BpaueOHOM KOMHCCUU
IIPY OKa3aHUU NEPBUYHON MEIUKO-CAHUTAPHOM MOMOIIY, MAJUIMATUBHON MEIUIIMHCKOM IIOMOILH B
amMOyJaTOPHBIX YCIOBUSX MIPOU3BOAUTCS B CIydasX:

1) OJHOBPEMCHHOI'O HA3HAYCHHUA OAHOMY IMMALIUCHTY IIATH U Oonee JICKaPCTBCHHLIX IIPCIIapaToOB B
TCYCHUC OAHUX CYTOK HJIM CBBIIIC ACCATU HAaMCHOBAaHUM B TCUCHHE OJHOTI'O MEcCs11a,

2) Ha3HAYCHMUS JICKAPCTBEHHBIX IPEMapaToB MPH HETUITMYHOM TEUCHUH 3a001eBaHH, HATUYHU
OCJIO)KHEHUI OCHOBHOTO 3a00JIeBaHuUs U (UJIM) COMYTCTBYIOIIMX 3a00I€BaHUN, IPU HA3HAUEHUU
JIEKapCTBEHHBIX MPENapaToB, 0COOCHHOCTH B3aMMO/ICHCTBHS U COBMECTHMOCTH KOTOPBIX COTTIACHO
WHCTPYKIHSAM 10 UX TPUMEHEHUIO IPUBOIAT K CHIKEHUIO 3()(hEeKTUBHOCTH M 0€301acCHOCTH
(bapmakoTepanuu 1 (MIM) CO3JA0T NOTSHIINAIBHYIO OITACHOCTD IS )KU3HH U 310POBBS MAIMCHTA,;

3) nepBUYHOIO Ha3HAYECHUS MMALMEHTY HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHbIX
npenaparoB ciuckos II u III TTepeuns (B ciyyae NpUHATUS PYKOBOAUTEIEM METUIIMHCKON
OpraHM3alMK PEelIeHHs 0 HEOOXOIMMOCTH COINIaCOBaHMS Ha3HAYCHUS TAKUX JIEKapCTBEHHBIX
IIpernapaToB ¢ BpauyeOHOM KOMUCCHEN ).

(ITonmyHKT B penakuuu, BBeieHHOM B eiicTBue ¢ 21 aBrycra 2015 rona npukazom MuH3paBa
Poccuu ot 30 nrons 2015 roga N 386H.

32. Ha3HaueHue U BHINIMCHIBAHNE HAPKOTUYECKUX U IICUXOTPOMHBIX JIEKAPCTBEHHBIX ITPENapaToB
ciuckos II u III Tlepeynst mpon3BOAMTCS MAMEHTaM C BBIPAXKEHHBIM O0JIEBBIM CHHIPOMOM JIF000T0
reHe3a, a TAakXKe MalMeHTaM C HapyLIEHUEM CHA, CY/IOPOXKHBIMH COCTOSHUSMHU, TPEBOKHBIMU
paccTpoiicTBaMu, pOOUSIMHU, ICUXOMOTOPHBIM BO30YX/I€HUEM CaMOCTOATEIbHO MEIUIIMHCKUM
PpabOTHUKOM JINOO MEAUIIMHCKUM paOOTHUKOM 0 PELICHUI0 BpaueOHOM Komuccuu (B ciiydae
MPUHATHUS PYKOBOJUTENEM MEAULIMHCKON OpraHu3alii perieHns 0 HEOOXOTUMOCTH COIJIACOBAHUS
MIEPBUYHOIO HA3HAYEHMSI TAKUX JIEKApCTBEHHBIX IPENaparoB ¢ BpaueOHON KOMUCCHUE).

(ITynkr B penakuuu, BBeACHHOM B aelicTBue ¢ 21 aBrycra 2015 rona npukazom Munsapasa Poccun
ot 30 urons 2015 roa N 386H.

33. Ilpu oka3zaHUM CKOPON MEIULIMHCKON OMOIIN JIEKapCTBEHHBIE ITpeNapaTbl HAa3HAYaI0TCs
MEAMIIMHCKUM paOOTHUKOM BBIE3IHOM OpHTrajbl CKOPOU MOMOIIH, MEAUIIMHCKUM PaOOTHHUKOM
MEIUIIUHCKOM OpraHn3aluy MPH OKa3aHUHM MEIUITMHCKOM MOMOIIM TpaXkAaHaM MpH 3a00JIeBaHMSIX,
HECYACTHBIX CIIy4asiX, TpaBMax, OTPABICHUSIX U APYTUX COCTOSHUAX, TPEOYIOIUX CPOYHOTO
MEJUIMHCKOTO BMEIIATEIbCTBA.

IV. HazHayeHue M BBINUCHIBAHUE JIEKAPCTBEHHBIX NPENapaToB IrpakIaHaM,
HMEKUIUM NMPAaB0 HA 0eCIVIaTHOE MOJIyYeHHUe JIEKAPCTBEHHBIX NIPenaparoB
WIH MOJIyYEeHHE JIEKAPCTBEHHBIX MPENnaparoB c0 CKUIAKOH, B paMKax
OKa3aHUS UM NMEPBUYHON MEIMKO-CAHUTAPHOU MOMOIIM

34. Ha3HaueHue U BBIMUCHIBAHUE JIEKAPCTBEHHBIX NPENAapaToB rpaXk/1aHaM, UMEIOIIUM IPaBo HA
OecrutaTHOE MOTydYeHHUE JICKApCTBEHHBIX IPEnapaToB WU MOJyYeHHE JIEKapCTBEHHBIX IPENapaToB


http://docs.cntd.ru/document/901711867
http://docs.cntd.ru/document/901711867
http://docs.cntd.ru/document/420287202
http://docs.cntd.ru/document/420287202
http://docs.cntd.ru/document/901711867
http://docs.cntd.ru/document/901711867
http://docs.cntd.ru/document/420287202
http://docs.cntd.ru/document/420287202
http://docs.cntd.ru/document/901711867
http://docs.cntd.ru/document/901711867
http://docs.cntd.ru/document/420287202
http://docs.cntd.ru/document/420287202

CO CKUJKOW, ITPX OKa3aHUH UM IIEPBUYHON MEAUKO-CAHUTAPHOMN IIOMOIIU OCYLIECTBIISAETCS
MEIUIUHCKUM PaOOTHUKOM B CIIy4asiX TUITUYHOTO TEUCHUS 3a00JI€BaHUS MMALlUEHTA UCXOAS U3
TSKECTU M XapakTepa 3a00JIeBaHUs COIVIACHO YTBEPKJICHHBIM B YCTAHOBJIEHHOM IOPSIIKE
CTaHJapTaM MEIULIMHCKON ITOMOIIHY, B TOM YUCJIE:

1) oTAEIBHBIM KaTEropHsIM Ipak/iaH, UMEIOIIMM IPaBO Ha MOJIy4YeHHE FOCY1apCTBEHHOM
COLIMAJIbHOW ITOMOIIM B BHJI€ HA0OPA COLMANIBHBIX YCIIYT, B COOTBETCTBUU C IIEPEUHEM
JIEKapCTBEHHBIX IPEnapaToB JUIsl MEAULIMHCKOTO TPUMEHEHMSI, B TOM YHCJIE JIEKAPCTBEHHBIX
MpernapaToB JJIsl MEJUIIMHCKOTO MPUMEHEHHS, Ha3HAYaeMbIX 110 PELICHUIO BPa4eOHBIX KOMUCCHIMA
MEIUIUHCKUX OpraHU3alHii;

(ITopmyHKT B penakuuu, BBEIeHHOH B nelicTBue ¢ 21 aBrycra 2015 rona npukazom MuH3paBa
Poccuu ot 30 urona 2015 rona N 386H.

. Pactopsixenue IlpaBurenbctsa Poccuiickort @eneparmu ot 30 nexadps 2014 roga N 2782-p "O0
YTBEPIKICHNUH IIEPEYHS KU3HEHHO HEOOXOAMMBIX M BAKHEHNIINX JIEKAPCTBEHHLIX IPENAPATOB Ha
2015 rox, a TaKKe MepeYHel JeKapCTBEHHBIX MpenapaToB I MEAUIMHCKOIr0 IPUMMEHEHUS U
MHHHUMAaJIBLHOIO aCCOPTUMEHNTA JIEKAPCTBEHHBIX IIPENApaToB, HEOOXOANMBIX JUISI OKA3aHUS
MemuiHckon nomonn" (CoOpanue 3akoHonarenbeTBa Poccuiickoit @epepanun, 2015, N 3,
ct.597).

(CHocka nononaHuTensHO BKItoYeHa ¢ 21 aBrycra 2015 rona npukazom Munznapasa Poccun ot 30
nronst 2015 roga N 386H)

2) rpaxaaHaM, CTPaJalolIiIM 3JI0Ka4eCTBEHHBIMI HOBOOOPA30BaHUAMHU JTUMQPOUTHOM,
KPOBETBOPHOHW M POACTBEHHBIX UM TKaHEH, reMO(MINel, MyKOBUCIIHI030M, THITIO(U3APHBIM
HaHU3MOM, 00J1e3HbI0 [o111e, paccesTHHBIM CKIEPO30M, a TAKXKE Ipa)KJaHaM MOCJe TPAHCIIaHTAIlH
OpraHoB M (WJIK) TKaHEW, B COOTBETCTBUU C MEPEUHEM IIEHTPATH30BAHHO 3aKyIa€MbIX 3a CUET
CpencTB (enepalibHOTO OIOKeTa JIGKApCTBEHHBIX MPEnapaToB, yTBepxkaaeMbIM [IpaBuTenbcTBoM
Poccuiickoit @enepanuu;

3) rpaxkiaHaM, IMEIOIIUM MIPaBO Ha MOJyYCHHE JIEKAPCTBEHHBIX MPEnapaToB OECILIaTHO WIN
MOJIy4CHHE JICKAPCTBEHHBIX MTPEMapaToOB CO CKUAKON 3a CUET CPEICTB OIOIKETOB CYyObEKTOB
Poccuiickont @enepanun, B COOTBETCTBUU € llepedyHeM IrpyIin HACEACHUS U KaTEropui
3a00JICBaHUMN, IPY aMOYIaTOPHOM JICYCHHH KOTOPBIX JICKAPCTBEHHBIC CPEICTBA M U3
MEJIMIIMHCKOTIO Ha3HAYECHUS OTHYCKAKOTCS 10 PEIENTaM Bpadeil OecriaTHo, U [lepeuHeM rpyIn
HaceJCHU, PU aMOYJIaTOPHOM JICUCHHH KOTOPBIX JICKAPCTBECHHBIE CPEACTBA OTIYCKAIOTCS I10
penentamM Bpade ¢ SO0-NMpOIIEHTHON CKUIKOW, YTBEPKIEHHBIMU OCTaHOBIeHUEM [IpaBuTenbcTBa
Poccuiickoii Peneparmu ot 30 mrost 1994 roga N 890.;

(ITopmyHKT B penakiuu, BBeIeHHO B neiicTBue ¢ 21 aBrycra 2015 rona npukazom MuH3IpaBa
Poccun ot 30 mrons 2015 roma N 386H.

CHocka 6 monnyHkTa 3 npensiaymieit penakiuuu ¢ 21 asrycra 2015 roga cuuraercst CHOCKOU 7
MIOJIYHKTA 3 HACTOsIIEN penakuuu - npukas Munsnpasa Poccun ot 30 ntons 2015 rona N 386H.

. Cobpanue 3akoHOomarenscTBa Poccuiickoit @eneparuu, 1994, N 15, c1.1791; 1995, N 29, ¢1.2806;
1998, N 1, c1.133, N 32, ¢1.3917; 1999, N 14, c1.1724, N 15, c1.1824; 2000, N 39, ¢1.3880; 2002, N
7, c1.699.

4) rpaxaaHaM, CTPaJAIOIIIM KU3HEYTPOXKAOIIUMH U XPOHHUECKUMH MIPOTPECCUPYIOIIUMU
penaxumu (oppaHHBIME) 3a007I€BaHUSIMH, TPUBOISIIUMHE K COKPAIICHHUIO TTPOAOKUTEIIBHOCTH
KU3HU TPaXKJIaH U UX UHBAIUTHOCTH.

(ITopmyHkT HonomHUTENBHO BKIOUEH ¢ 21 aBrycra 2015 roxa npukazom Munsapasa Poccun ot 30
utoHs 2015 royna N 386H)

Jlocranosnenue [IpaBurenscrBa Poccuiickoit @enepaunn ot 26 anpens 2012 rona N 403 "O
nopsiike BegaeHuss OenepaabHOTO PErucTpa JIKIL, CTPAIAIOIINX KU3ZHEYTPOKAIOIINMHI U
XPOHUYECKUMHU MPOTPECCUPYIOMUMHU pelKkuMu (op(aHHBIMI) 3200JI€BaHUSIMU, PUBOISIITUMH K
COKPAIICHHUIO TTPOJOIKUTEIIBHOCTH KU3HHU TPAXKIaH U UX WHBATUIHOCTH, U €T0 PETHOHAIEHOTO
cermenTa" (CoOpanue 3akoHomarenbeTBa Poceniickoit denepanuu, 2012, N 19, ¢1.2428; N 37,
c1.5002).

(CHocka nononmHuTensHO BKItoYeHa ¢ 21 aBrycra 2015 rona npukazom Munsapasa Poccuu ot 30
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ntoHg 2015 roga N 386H)

35. IIpaBo BBINUCHIBATH PELENITHI HA JIEKAPCTBEHHBIE MIpeMaparsl rpakJjaHaM, UMEIOIIKUM IIPaBo Ha
OecriaTHOE TOJTy4YeHHe JIEKaPCTBEHHBIX MTPEnapaToB UM MOIy4YeHHE JIEKapCTBEHHBIX MPeraparoB
CO CKMJIKOM, TAaKKE UMEIOT:

1) MeauuuHCcKHe pabOTHUKH, pabOTAIOLINE B METUIIMHCKON OPraHU3alluy 0 COBMECTUTENLCTBY (B
npeziesiax CBOe KOMITETEHIIHNH );

2) MeAMIIMHCKNE PAOOTHUKHU CTAIIMOHAPHBIX YUPEXKIEHUIN COLUMATBHOTO OOCITYKUBAaHUS U
HCIIPABUTENBbHBIX YUPEKICHUN (HE3aBUCUMO OT BEOMCTBEHHOW MPUHAIICKHOCTH);

3) MEeIUIIMHCKUE pAa0OTHUKY MEIUITMHCKUX OpTraHU3aIfi, OKa3bIBAIOITUX MEIUIIMHCKYIO TIOMOIIb B
CTAllMOHAPHBIX YCIOBUSX, B CIydae, MPeayCMOTPEHHOM NYHKTOM 29 Hacrosiero [lopsika;

4) MeaMIIMHCKHE PAOOTHUKU MEIULMHCKUX OPTaHU3alUN, OKa3bIBAIOIINX EPBUYHYIO MEIUKO-
CaHUTAPHYIO TIOMOIIIb, TIOJIBEIOMCTBEHHBIX (De/IepabHBIM OpraHaM HCIIOJIHUTEIHHON BIACTH WIH
opraHaM UCITOJIHUTEIILHOH BiIacTH cyobekToB Poccuiickoit denepanuu:

a) TpakJjaHaM, pacxojibl Ha OECIIJIATHOE JIGKAPCTBEHHOE 00ECIICYCHNE KOTOPhIX B COOTBETCTBHH C
3aKOHOIATEIhCTBOM Poccuiickoi Memepannu MOKPHIBAIOTCS 3a CUET CPEACTB (eaepaaIbHOro
OIoKeETA;

0) MHBIM KaTeropusM Ipax/iaH, pacxo/ipl Ha OECIIaTHOE JIEKapCTBEHHOE 00ecIieueHre KOTOPBIX B
COOTBETCTBHHM C 3aKOHOAATENbCTBOM Poccuiickoit denepanuu nNOKpbIBAIOTCS 33 CYET CPEACTB
OIOPKETOB PA3JIMUHBIX YPOBHEH U 00s13aTEIbHOTO MEIUIIMHCKOTO CTPAaXOBaHHUS;

5) MHIWMBUYAJIbHBIC TIPEANPUHUMATEIH, 3aHUMAIOIINECS YACTHOW MEIUIIMHCKON MPAKTUKON U
BKIJIIOUEHHBIE B peeCTp MEAULIMHCKUX OPTaHU3alNNA, OCYIIECTBISIONIUX JIEATEIbHOCTh B cepe
00513aTEIIBHOTO METUITTHCKOTO CTPAaXOBaHHUSI.

36. He momyckaeTcs BBIMCHIBAHUE PEIIENITOB HA JIEKAPCTBEHHBIE Mpenaparsl sl IeUeHUs
rpaxziad, UMCHOIIMX IIPaBO HA OecruiarHoe IMMOJIYYCHHEC JICKAPCTBCHHBIX NIPCIapaToOB UJIN IMMOJTYUYCHUC
JIEKapPCTBEHHBIX MPEMapaToB CO CKUJIKOM, MEAUIIMHCKUMH PAOOTHHUKAMH CAaHATOPHO-KYPOPTHBIX
opraHmauHﬁ, MCOUIINHCKUMHAU pa6OTHI/IKaMI/I MCOAUITNHCKUX OpFaHI/ISaIIHfI, OKa3bIBAKOIIIUX
MEJIUIIMHCKYIO MIOMOIIb CTAIIMOHAPHO WM B YCIOBHSX IHEBHOTO CTAIIMOHAPA, 3a UCKIIOUEHUEM
cityvasi, IpelyCMOTPEHHOTo yHKTOM 29 Hactosiero [lopsiaka.

37. Ilpu BBIMMCHIBAHUY PELIETITOB Ha JIGKAPCTBEHHBIE MPENaparsl JIsl JISUEHUs TPaKAaH, MMEIOLINX
IpaBo Ha OecIIaTHOE MOTY4YeHHE JEKapCTBEHHBIX IPENaparoB WK MOTyYEHUE JIEKAPCTBEHHBIX
IIPEenapaToB CO CKUAKOM, yKa3bIBaeTcs HoMep TenedoHa, o KOTOPOMY pabOTHHUK anTeYHOMH
OpraHM3aIMK IPU HEOOXOIMMOCTH MOXKET COIIaCOBATh C METUIIMHCKUM PaOOTHUKOM
CMHOHUMHUYECKYIO 3aMEHY JIEKapCTBEHHOTO IIpemnapara.

38. Ha penentypaom Onanke popmbl N 148-1/y-04 (1) u dopmer N 148-1/y-06 (1) peuent
BBINHCHIBAETCS MEAUIIMHCKAM PAaOOTHUKOM B JIBYX 3K3EMILISAPAX, C OHUM 3K3EMILUIIPOM KOTOPOTO
ManueHT oOpaliaeTcs B allTeUHYI0 Opranu3anuio. Bropoil sx3eMIuisp penenrta npuoodiaercs K
MEIMIUHCKOM KapTe malueHTa.

(ITynkt B penakuuu, BBeieHHOM B aelicTBue ¢ 21 aBrycra 2015 rona npukazom Munsnipasa Poccun
ot 30 urons 2015 rona N 386H.

39. HapkoTrnueckue 1 ICUXOTPOIHBIE JIEKApCTBEHHbIE Tpenaparkl cnucka I [lepeuns s nedeHust
rpakJiaH, UMEIOIIUX MIPaBo Ha OeCIUIaTHOE MOTy4YeHHUE JICKApCTBEHHBIX MPenapaToB UITH MOTyYeHUS
JIEKapCTBEHHBIX MPENapaToB CO CKHUJIKOM, BHIMUCHIBAIOTCS HA CIIEIUMATILHOM PELETITYPHOM OJlaHKe
Ha HapKOTUYECKOE CPEIACTBO U IICUXOTPOITHOE BELIECTBO, K KOTOPOMY JOIIOJIHUTEIBLHO
BBIIMCHIBAIOTCS PELIETITHI B IBYX 3K3EMIUISIpax Ha perentypHoM Onanke Gopmbl N 148-1/y-04 (1)
i hopmbl N 148-1/y-06 ().

(ITynkt B penakuuu, BBeieHHOH B aelicTBue ¢ 21 aBrycra 2015 rona npukazom Munsnpasa Poccun
or 30 mrond 2015 roga N 386H.

40. IIcuxoTponHsle JeKkapcTBEHHBIE npemnaparsl cniucka 11 [lepeuns, nHple 1eKapCTBEHHbIE
CPEACTBA, MOJIEKAIINE TPEIMETHO-KOJINYECTBEHHOMY YUETY, JIEKapCTBEHHBIE ITpenaparsl,
oOnafaromye aHaboIN4YeCKOl aKTUBHOCTHIO, KOMOMHUPOBAaHHBIE JIEKApCTBEHHBIE MTpernaparsl,
yKa3aHHBIE B IOJYHKTE 4 MYHKTa 9 HAacTOSAIIET0 MOPsI/IKA, IPEIHA3HAYEHHBIE JUIsl JICUECHUS
rpakJiaH, UMEIOIIUX [IPABO Ha OECIUIATHOE MOTY4YEHHUE JICKApPCTBEHHBIX MTPENapaToB WU MOIy4YeHHE
JIEKapCTBEHHBIX MPENapaToB cO CKUJIKOU, BHIMUCHIBAIOTCA Ha perientypHoM Onanke N 148-1/y-88, k
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KOTOPOMY JIOMOJTHUTENIHHO BBITUCHIBAIOTCS PEIENTHI B ABYX SK3EMILIIpaxX Ha pelenTypHOM OlaHKe
dopmbl N 148-1/y-04 (1) ot dopmbl N 148-1/y-06 (i).

(ITyHkT B penakiuu, BBeZeHHOM B aeiicTBue ¢ 21 aBrycra 2015 roga npukasom Mun3npasa Poccuu

ot 30 urons 2015 roga N 386H.

Ipuaoxenne N 1. IlpeaesbHo 10mycTUMO€E KOJIM4YECTBO OTAEJIbHBIX
HAPKOTUYECKHX U MCHUXOTPOMHBIX JIEKAPCTBEHHBIX MPENapaToB AJIs

N HaumeHoBaHHe HAPKOTUYECKOTO U
/T TICUXOTPOMHOTO JIEKAPCTBEHHOTO
npenapara

BBIINIMCbIBAHUA HA OAUH peuentT

®dopma BbITyCKa U JO3UPOBKA

ITpunoxxenue N 1
K [lopsiaxky

KomanuectBo

1. bympenopdun

2. bympenopdun

TaGneTku 1t CyOIUHTBalIbHOTO
npuema 200 mkr u 400 Mxr

PactBop 111 MHBEKIMIA, aMITYJIHI,
mmpun-Tioouku 300 Mxr/mut 1 Mo

50 taoi.

30 amiyn uiamn
HITPUI-TIOOMKOB

ammynbl 300 MKr/Mi 2 Mt 15 amnyn
3. Bbympenopdun TpancaepmanbHas

TeparneBTUYEeCcKasi CHCTeMa

35 MKr/4 20 mutacr.

52,5 Mxr/4a 10 macr.

70 MKT/4 5 macr.
4. Juruapoxoxaeut ('K Kontunyc) TabiaeTku mponIoHTHPOBAHHOTO

JEHCTBUS JIJIS TIpUeMa BHYTPh

60 mMr 40 Tabm.

90 mr 30 Talu.

120 mr 20 Tabm.
5. Mopduna PactBop nia uabekuii, pacteop 20 amnyin

JUTSI TIOJIKO’KHOTO BBEJICHUS
ammynsl 10 mr/mut 1 mn

(ITo3unwms B penakuuu, BBeeHHOM B AelicTBue ¢ 21 aBrycra 2015 rona npukasom Munsipasa

Poccun ot 30 urons 2015 roga N 386H.

6. OwmHoOMOH

PacTtBOp 117151 MOAKOKHOTO
BBeACHUA, aMIyibl 1% u 2% 1o 1
M

20 amnyn
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7. TIpomenon (TpuMenepuanH) TabneTku 1yt mpuema BHYTph 25 50 TabneTok
MT

(ITo3unwmst B penaxkuuu, BBeeHHOHU B AelicTBue ¢ 21 aBrycra 2015 roga npukasom Munszipasa
Poccuu ot 30 urons 2015 roga N 386H.

8. IIpomemnon (TpuMENEPHUINH) PactBop mis uabekuit, ammynel 20 amimyi (Iumpuii-
(mmpun-Tro6uku) 10 mr/mit 1 i,  TIOOHUKOB)
20 mr/mi 1 M

(ITo3unus B pegakuuu, BBeleHHOHU B feiicTBue ¢ 21 aBrycra 2015 roga npukazom MuH3apasa
Poccuu ot 30 urons 2015 roga N 386H.

9. Mopdun (MCT KOHTHHYC WIH TabneTku (Kamncysasl) MPOAICHHOTO
JpyTUe aHaJIoTu JeCTBUS s IpHeMa BHYTPb
MPOIOJKUTEIBHOCTBIO IEUCTBUSA
He MeHee 12 yacoB)

10 mr 180 Tab. (xarc.)
30 mr 60 Tab. (karmc.)
60 Mr 30 Tab. (karmc.)
100 mr 20 tabmn. (karc.)
200 mr 20 tabmn. (karc.)

(ITo3unums B penaxkuuu, BBeieHHOU B AeiicTBue ¢ 21 aBrycta 2015 roga npukaszom Munszipasa
Poccun ot 30 urons 2015 roga N 386H.

10. IIpocumon TaOnerku Jy1st OyKKaJIbHOTO 50 talmn.

npuema 10 mr u 20 mr

11. TIpocumon PactBop mns unbekuit, amnynsl 50 ammyn
10 mr/mo 1 Mo

(ITo3unus B pegakuuu, BBeIeHHOHW B aeiicTtBue ¢ 21 aBrycra 2015 roga npukazom MuH3apasa
Poccuu ot 30 mronst 2015 roga N 386H.

12. ®enrtanun TpancaepmanbHas
TepareBTUYCCKas CHCTeMa

12,5 mkr/gac 20 mmracr.

25 MKr/4ac 20 1act

50 MKr/4gac 10 mracr.
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75 MKr/4ac

10 rwtact.

100 mkr/4gac

10 rwtact.

13. denranun Tabnerku noabaseiunbie 0,1 Mr; 50 TabneTok
0,2 mr; 0,3 mr; 0,4 mr; 0,6 mr; 0,8
MT

14. Kopeun (xonenna pocdar) [Topomok 0,2r

15. Harpus okcuOyTtupar PacTtBop a1 mpriemMa BHYTpb 2 (pnaxona
66,7%, cupon A npueMa BHYTpb
5%

16. Bbyropdanon PactBop mis uabekiuit 2 mr/mi 1 20 ammyn
MIT

17. HanGydun PactBop st uabekuuit 10 mr/mn 50 ammyn
20 mr/mn 25 amnyn

18. denobapOuTan Ta6nerku 50 mr, 100 Mr 50 Tabnetok

(ITozunwmst nononHuTeNbHO BKItoYeHa ¢ 21 aBrycta 2015 roga npukaszom Munsapasa Poccuu ot 30
nroHs 2015 roga N 386H)

IMpunoxenune N 2. PekoMeH10BaHHOE KOJIMYECTBO OTAEJIbHBIX JIEKAPCTBEHHbIX
NpPenaparos /il BbINMCHIBAHNUS HA OJIUH pPelenT

ITpunoxxenune N 2

K [lopsaaky
N  HaumeHoBaHue JIeKapCTBEHHOI'O Ipernapara dopma BbITyCKa U KonnuecTBo
/1 JIO3UPOBKa
1. KomOuHupOBaHHBIE JeKapCTBEHHBIE MIpenaparsl, Bee nekapcTBeHHbIE He 6onee 0,2 r*
cofiepKallye KOoJEeHH (COJIM KOACHHA) (bopmbI
2.  DdenpuHa THIPOXIOPUI U APYTHE COIH [Topomok 0,6
adenpuna
3. Teodenpun, Teopenpun-H, Heo-Tteodenpun TabneTku 30 Talu.
4. Conyran PactBop 50 M1, 30 Mt 1 hmakon
5. Cnasmosepanrut, CnazmoBepanrua-Heo Tabnerku 50 talm.
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6. Jlpyrue KoMOMHUPOBAHHBIE JIEKAPCTBEHHBIC Bce nexapcTBeHHbIE 1 ynakoBka
npernaparsl, coaepxaniue dpeapruHa (bopmbI
THJPOXJIOPU] U OJIEKAIIME IPEAMETHO-

KOJIMYECTBEHHOMY YUeTy

7. KomOuHupoBaHHBIE J€KapCTBEHHBIE IIpenaparsl, Bee nekapcTBeHHbIE 1 ynakoBka
~ cozepxamiue ncesaoddpepuHa ruAPOXIOPUA U GOPMEI

MOJIEXKALIME TPEIMETHO-

KOJIMYECTBEHHOMY YYETy

8. Kiouuaun Ta6netku 0,075 mr; 1 ynakoBka
0,15 mr

PactBop /g nHbekuuii 1 ynakoBka

0,1 mr/mi
Karuu mia3uele 5 TrOOUK-
0,125%, 0,25%, 0,5% kanenpHUL
pacTBop
9. Amnabonmueckue ropMoHBI: MeTaHApOCTEHOIOH, Bee iekapcTBeHHbIE 1 ynakoBka
Oxcanapoiion Peradonwn, Hanapoios, hopmbl
®enobommi1, CunabosiuH U Ipyrue
10. KomOuHMpOBaHHBIE JI€KapCTBEHHBIE Npenaparsl, Bee iekapcTBeHHbIE 1 ynakoBka
cozieprkaliye GeHUIIPONaHoIaMUH U (bopmbI

MOJUIEKAIIHNE ITPEIMETHO-
KOJINYECTBEHHOMY YYETY

11. Tlo3unus yrparuna cuiy ¢ 21 aBrycra 2015 roga - npuka3z Munsapasa Poccuu ot 30 utons
2015 rona N 386H..

12. Benszobapburan Tabnerku 50 mr; 100 Mr 1 ynakoBka
13. Tlpumunon Tabnerku 125 mr, 250 1 ynakoBka
MT

* HpI/I BBIIIUCBIBAHUU W OTITYCKC JICKAPCTBCHHOI'O Ipcriapara, COACPIKAIICTO coku KOACHHA,
IMPOU3BOAUTCA NEPECUCT HA KOJACHH OCHOBAHHC.
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Ipuaoxenue N 3. JlonycTuMbIe K HCNIOJb30BAHUIO PelieNITYPHbIC COKPALLICHUS

[Tpunoxenue N 3
CnpaBo4HO

Cokpamenue [lonHoe Hanucanue

aa
ac.acid.
amp.
aqg.
aq. destill.
but.
comp., Cps

D.

D.S.

D.t.d.

Dil.

div.in p.aeq.

ana
acidum
ampulla

aqua
aqua destillata

butyrum

compositus (a, um)

Da (Detur,

Dentur)

Da, Signa
Detur, Signetur
Da (Dentur) tales
doses
dilutus
divide in partes

aequales

[TepeBon
10, TIOPOBHY
KHCIIOTa
ammyrna
BOJIA
JUCTHILTMPOBaHHAs BOAA
MacJjo (TBepaoe)
CJIO’KHBII
Brinaii (mycth
BBIJIaHO, TTYCTh
OyIEeT BBIJIAHO)
Brigaii, 0003Ha4b
[TycTs OyneT BbIaHO, 0003HAYEHO
Beinait (Ilycts Oynyt
BBIJIaHbI) TAaKHUE O3B
pa3BEICHHBIN
pasnenu Ha paBHBIE

qacTHu



extr.

qtt.

inf.
in amp.
in tabl.

lin.

ol.
past.
Ppl.

p.aeq.
ppt., praec.
pulv.
g.s.
r., rad.

Rp.

Rep.

rhiz.

sem.
simpl.

Sir.

extractum
fiat (fiant)
qutta, quttae
infusum
in ampullis
in tab(u)lettis
linimentum
liquor
massa pilularum
Misce, Misceatur
numero
oleum
pasta
pilula
partes aequales
praecipitatus
pulvis
quantum satis
radix
Recipe
Repete, Repetatur
rhizoma
Signa, Signetur
semen
simplex

sirupus

OKCTPAKT, BBITSDKKA
[Tycth 06pazyercs (oOpa3yroTcs)
Karuis, Kariu
HacToOu
B aMITyJ1ax
B Ta0JIeTKaX
KHUJIKasT Ma3b
KHUJIKOCTh
MWTIONIbHAS Macca
Cwmemraii (ITycts Oyner cmerano)
YHCIIOM
Macio (KHUIKOE)
nacra
TIVITOJISI
paBHBIC YacTH
OcaxneHHbIi
[Topomok
Cxompko moTpedyeTcsi, CKOJIBKO HaJ0
KOpEHb
Bo3bmu
[Tostopu (ITycTh OyaeT MOBTOPEHO)
KOPHEBHIIIE
O603n1a4p (ITycTh OymeT 0603HaYEHO)
cemst
MIPOCTOU

CHpOII



sol. solutio pactBop

supp. suppositorium CBeua
tabl. tab(u)letta TabIeTKa
t-ra, tinct. tinctura HacToMKa
ung. unguentum Ma3b
vitr. vitrum CKJISTHKA

Hpunoxenue N 2. @opMbl pelenTyPHbIX 0JIAHKOB

[Tpunoxenue N 2
(c n3menenusamu Ha 30 urons 2015 rona)

®opma N 148-1/y-88

B peuentypubii Omank "®opma N 148-1/y-88" ¢ 1 suBapst 2016 roma BHECEHBI W3MCHCHUS
OPUKA30M MgH3ﬂpaBa Poccun oT 30 HWIOHSA 2015 roaa N 386H.
PELIEIITYPHBIN BJIAHK

MUHHCTEPCTBO 37pPaBOOXPAHEHUS
Poccuiickon ®@enepanun

Haumenosanue (1rami) Kon ¢popmsr mo OKVY/] 3108805
MenuiuHcKas T0KyMEHTAIUs
MEAMIIMHCKON OpraHu3aiuu ®opma N 148-1/y-88

VYTBepKACHA IPUKA30M
MunucTepcTBa 31paBOOXpaHEHUS
Poccutickon ®@enepanuu

ot 20 nexabps 2012 rona N 11751

Cepus N

PELIETIT

" n 20 L

(Oama evinucku peyenma)

(B3pOCIIBIi, AETCKUI - HY’)KHOE ITOIYEPKHYTh)

d.N.0. nanuenra

(noanocmwio)
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Bo3spacr

AJlpec Wi HOMEp MEIUIIMHCKON KapThl MAllMeHTa, MOIYYaIoero MEAUIIMHCKYIO TOMOIIIb B
aMOyJIaTOPHBIX YCIOBHSIX

@®.1.0. neyamiero Bpaya

(noanocmoio,

Py6. Kom. Rp:

[Toanuce u IMYHAs evarhb JISHallero Bpavya M.II

Pernenr neiictBurelieH B TeueHue 15 mueit

®opma N 107-1/y

B peuentypusbiit Onank "®opma N 1107-1/y" ¢ 1 saBapst 2016 rona BHECEHBI M3MEHEHHSI IPHUKA30M
Mun3znpasa Poccun orT 30 UIOHA 2015 roga N 386H.

PELIEIITYPHBII BJIAHK*

MuHHUCTEPCTBO 31paBOOXPAaHEHUS
Poccuiickont @enepanun

Haumenosanue (1rrami) Kox ¢popmsr mo OKVY]]
Kon yupexnenus no OKITO
MEAMIMHCKON OpraHu3aluu MenuuunHckas JOKyMEHTaIHs

®opma N 107-1/y

VYTBepkaeHa TpUKa3omM
MunucTepcTBa 31paBOOXpaHEHUS
Poccutickoint ®enepanuun
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ot 20 nexabps 2012 roma N 11751

PELEIIT
(B3pOCIIBIii, AETCKUH - HY’)KHOE ITOIYEPKHYTh)

" 20 o

®.1.0. manenta
Bo3spact

®.1.0. neyamero Bpaya
py06.1 xor.I Rp.

[Toanucek u TMYHAs evarh JIeHallero Bpavya M.IL
PenenT neiicTBUTENICH B

teuenue 60 aHe, 10 1 roma ( )



(HenydHcHOe 3aUepKHYMb) (vKasamuv Konuuecmeo mecsyes)

* - IS pEleNTYPHBIX OJIAHKOB, U3TOTOBIISIEMBIX M TMOJHOCTHIO 3aIOJIHIEMBIX C HCIIOJB30BAHUEM
KOMITBIOTEPHBIX TEXHOJIOTUM, BBOISATCS JOMOJHUTEIbHBIE PEKBU3UTHI (HOMep W (WiIK) cepus) u
MECTO JJIsI HAHECEHUS ITPUX-KOJIa.

®opma N 148-1/y-04(1)

B penentypusiit 61ank "®opma N 148-1/y-04 ()" ¢ 1 suBapst 2016 roga BHECEHBI M3MEHEHUS

OPUKA30M Munsapasa Poccun oT 30 HWIOHS 2015 rojaa N 386H.
PEHEHTYPHBIP'I BJIAHK

MuHuCcTEepCTBO 3IPaBOOXPAHCHHS

Poccuiickon denepannn

HIramm VTBEPXJIEHA

npuKa3oM MUHHUCTEPCTBA 3IPaBOOXPAHCHUS
Poccuiickoit denepanuu

Kon menuuuHckol opranuszanuu ot 20 nexabps 2012 roma N 11751

Kon ¢opmer mo OKV]] 3108805
®opma N 148-1/y-04 (i)

Kon Kon Hcrounnk % omarsl: Kon nexapctBeHHOTO
KaTeropun  HO30JIOTUYECKOW  (DMHAHCUPOBAHUS: (momuepkHYyT cpeacTBa (3anoaHsIETCs B
rpakJIaH dopmsl (mo MKbB-  (moguepkHyTh) b) anTeYHON OpTraHU3aIIIH )
10) 1. becrutatao
S S S L L . L 1. ®enepanbHblii 2.50%
2. CyObekT
Poccuiickon
denepanuu

3. MyHUIIUNIaTbHBII

PEIIEIIT Cepus N Jlara BBITUCKHU: 20 r

®.M.0. naumenta Jlara poxaeHus

CHMJIC
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N nonrca 003aTeILHOTO MCIUIIMHCKOI'O CTpaxOBaHUA:

Homep MenmuunHCKON KapThl MAIMEHTA, MTOTYYArOIIEr0 MEIUIIMHCKYIO TOMOIIb B
aMOyJIaTOPHBIX YCIOBHSIX

@®.1.0. neyamiero Bpaya

Py6.1 Komn.I Rp:
vl L Signae e L L

(kox Jevariero Bpayva)

[Toanuce u MMYHAA NeYars Jeqarero Bpadya M.IL

Peuent nelictBureneH B Teuenue 5 qHeit, 15 queit, 30 aueit, 90 aueil (HEHYKHOE 3a4EPKHYTh)

OTOynieHo no perenty: ToproBoe HauMeHOBaHME U JO3UPOBKA!

Hara ormycka: " " 20 r. Koanuectso:

[Ipurorosu: IIposepuir: Ornyctuin:

................................................. (uHAS
OTpHIBA)

Kopemiok pernientyproro 6nanka Crnoco0 mprUMEeHEHHUS:

HaunmenoBanue nexkapctBeHHOro [IpomomKuTenbHOCTh oHEeNn
npernapara:

Jlo3upoBka: KonnuectBo mpuemMoB B IeHb:  pa3



Ha 1 mpuewm: el.

®opma N 148-1/y-06(.1)

B peuenrtypusiii 6mank "®opma N 148-1/y-06 (m)" ¢ 1 suBaps 2016 roma BHeCEHbI M3MEHEHHS

[IPUKa30M Mun3zipasa Poccuu oT 30 UIOHS 2015 roja N 386H.
PEIEIITYPHBIN BJIAHK
MUHUCTEPCTBO 3IPaBOOXPAHEHUS
Poccuiickont denepanun MECTO JJIA IITPUX-KOIA
MenunuHcKas OpraHHU3aIHs
Itamn YTBEPXJIEHA
nprKa3oM MUHHUCTEPCTBA 3APaBOOXPaHEHUS
Poccuiickon ®@enepanun
ot 20 nexabps 2012 roga N 11751
Kox OI'PH Kox ¢opmer mo OKV]] 3108805
®opma N 148-1/y-06 (i1)
Kox kareropun Kon Hcrounuk % OILIAThI U3 Peuent
rpakJIaH HO30JIOTMYECKON  (hHHAHCHPOBa- HMCTOYHHKA NEHCTBUTEIICH B
HUSL: (uHaHCUpOBaHUS:  TeueHue S5 JHel,
(mo MKB-10) 1) dbenepanbHblii 1) 100% 15 nueit,
OromKeT 2) 50% (ay*xHOE 30 nHei,
2) GroKeT CyObeKTa TOTYEPKHYTH) 90 nuew
Poccuiickoit (HyXHOE
MOTYEPKHYTD )
denepanuu

3) MyHULIUTIATIbHBIN
OrOmKET

(HyXHOE
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PELEIIT Cepus N or

®.N.0O. nanuenrta

Hara
POXKIEHUS

N nonuca 00sg3areIbHOro
MCIUIIUHCKOI'O0 CTpaxOBaHUs

MTOTYEPKHYTh)

CHMJIC

HOMep MGI[HHHHCKOﬁ KapThl MIalMCHTA, ITOJYYAarOIICIO0 MCAUIIMHCKYIO ITIOMOIIL B

aM6y.]'IaTOpHI>IX YCII0BUAX

®.1.0. nevamero Bpaya

Kon
JIeYaIero Bpadya

Brinucano:

Rp:

D.t.d.

Jlo3upoBka

KonnuectBo eaunHuIg
Signa

[lonnuce nevamiero Bpaya

" JIMYHas n1e4yars JieHalero Bpava

(3anoHsAeTCs CIENUATUCTOM allTeYHON OpraHn3alin)
OTryIIeHo 1o perenry:
Jara ormycka
Koz nexkapcTBeHHOTO
npernapara

TOprOBOG HaMMCHOBAHHC

KomnnuecTtBo

Ha o6mryto cymmy



OTpBIBA)

Kopemox PEIIEIITA Cepus N oT
Crnoco0 mpuMeHeHHs: HanmeHnoBaHue JIeKapCTBEHHOTO

[TponomKUTENbHOCTD IHEW Tmpenapara

KosnmuecTBo nipuemMoB B IeHb pa3

Ha 1 npuem en. Jlo3upoBka:

Hpuaoxenue N 3. Ilopsinok opopMiieHus1 pelenTyPHBIX 0JIAHKOB HA
JIEKapPCTBEHHbIE NPEeNnaparbl, UX y4eTa U XpaHEeHU

[Tpunoxxenue N 3

(c m3menenusmu Ha 30 urons 2015 rona)

I. Ogpopmiienue peuenTypHbIX 0JJAHKOB

1. Ha peuentypupix 6mankax ¢opmbl N 107-1/y, He UMEIOIUX HOMEP U (W) CEPHIO, MECTO IS
HaHeceHus mTpux-kona, N 148-1/y-88, N 148-1/y-04 (;1) u N 148-1/y-06 (1) B 1€BOM BEpXHEM YTy
MIPOCTABIISICTCS IITAMIT MEIUIIMHCKOW OpraHu3alliy C YKa3aHUEeM €€ HAMMECHOBAHUs, aJipeca u
TenedoHa.

JIoTIONTHUTENBHO Ha pelenTypHbIX Onankax ¢opmbl N 107-1/y, uMeronux HoMep U (W) CEPUI0,
MecTo JuTst HaHeceHus mTpux-koaa, N 148-1/y-04 (1) u N 148-1/y-06 (;1) mpocTaBisieTcst KO
MEAMIIMHCKOM OpraHu3aluu.

Cepus peuentyproro 6manka gopmbl N 148-1/y-04 (1) u dopmbl N 148-1/y-06 (:1) BKITHOUAET KOJ
cyowekta Poccuiickoit deneparinn, COOTBETCTBYIOMIMI 1ByM nepBbIM I pam OO1Iepoccuiickoro
kiaccuurkaTopa 00bEKTOB aIMUHUCTPATUBHO-TeppuTOopHanbHoro aeneHus (OKATO).

2. Ha peuentypHsbIx O61aHKaX, 0pOpMIIIEMBIX HHAUBUAYAIbHBIMH PEATNPUHUMATEISIMH,
MMEIOIIMMHU JIMIEH3HI0 HA MEUIIMHCKYIO IESTeIbHOCTh, B BEPXHEM JIEBOM YIUIY TUIIOTpa(CcKUM
croco0OM WM IyTEM IIPOCTaBJICHUS IITaMIIa JOJKEH OBITh YKa3aH aJpec Bpada, HOMEp U J1ara
JULEH3UHU, HAUMEHOBaHUE OpraHa rocyJapCTBEHHOM BJIACTH, BBIJABLIETO JIUICH3UIO.

3. Peuenrtypubie 0manku Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04 (1) 3amoHsOTCS BpadoM
pa3bopUYMBO, YETKO, YSPHUIIAMH UJTH IIAPUKOBOM PYUKOM.

4. lomyckaetcst ohopMIIeHUE:

1) Bcex peKBU3HUTOB perenTypHbIX 6JaHkoB GopMbl N 107-1/y, UMerOmuX HOMep U (MITH) CEpHIo,
MECTO I HaHeCeHus mTpuxkoaa, u Gopmbl N 148-1/y-06 (1) ¢ ucnosb30BaHUEM KOMITHIOTEPHBIX
TEXHOJIOTHH;

2) BceX PEKBHU3HUTOB (3a UCKIIOYeHHeM pekBu3uTa "[loamuck nevamiero Bpaya') penenTypHbIX
6mankoB Gopmer N 148-1/y-88 u popmer N 107-1/y (He nMeronmx HoMep | (M) CEPHI0, MECTO
JUISL HAHECEHUS IITPUXKO/Ia) C UCIIOJIb30BAaHUEM MEYATAIOIUX YCTPONCTB.

(ITynkT 4 B penakiuu, BBeIeHHOU B fieficTBre ¢ 21 aBrycra 2015 roga npukazom MuH3apasa
Poccuu ot 30 nrons 2015 roga N 386H.
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5. Odopmnenne perentypHbix 6nankoB Gopmbl N 148-1/y-04 (1) u popmbr N 148-1/y-06 (1)
BKJTIOYAET B ce0s 1u(ppoBOE KOAMPOBAHHUE.

HudpoBoe koaupoBaHNE YKa3aHHBIX PELIENITYPHBIX OJAHKOB BKJIIOYAET B ceO0sl:

1) Ko METUIIMHCKON OpraHu3aluK B COOTBETCTBUM ¢ OCHOBHBIM TOCYIapCTBEHHBIM
peructpanronabiM HomepoM (OI'PH), mpocTaBisiemblil mpu U3TOTOBIEHUHN PELIENITYPHBIX OJIAHKOB;

2) ko1 Kareropuu rpaxxaat (SSS), MEIOUMX IPaBoO Ha MMOIY4YEHHE JIEKapCTBEHHBIX IIPENaparoB B
COOTBETCTBHHM CO cTarbei 6.1 PenepanbHoro 3akoHa ot 17 urong 1999 rona N 178-03 "O
TOCYIApPCTBEHHOU COMaIbHON omMonu", 1 koa Hozonoruyeckoit popmer (LLLLL) mo MKB-10,
3aI0JIHsIEMbIE JIEYall[IM BpayoM IyTeM 3aHECEHUS KaKaA0H U(pPBI B MyCThIE STUCHKH, TPU ITOM
TOYKA IIPOCTABIISIETCS B OTACIBHOM SYCHKE;

. Cobpanue 3axononarensctBa Poccuiickoii @eneparmm, 1999, N 29, ¢1.3699; 2004, N 35, c¢1.3607.

3) orMeTka 00 ucTouHuke hruHaHcupoBaHus (penepanbHblil OromkeT [1], OromxkeT cyobekTa
Poccwuiickoit ®enepanuu [2], MyHUITUTAIBHBIN OrOKET [3]) ¥ MPOIICHTE OIUIATHI perenTa
(6ecrmarno [1], 50% [2]), ocyiecTBisieMass MEAUIIMHCKUM paOOTHUKOM;

4) KO METUITMHCKOTO PAOOTHHKA YKA3bIBACTCS METUITMHCKUM PaOOTHUKOM B COOTBETCTBHH C
YCTaHOBJICHHBIM OPTaHOM HMCIIOJIHUTENBHOM BiacTu cyobekta Poccuiickoit denepanuu B obnactu
OXpaHbl 3I0POBbS TPAXKIAAH MEPEYHEM KOJOB MEIUIIMHCKUX PAaOOTHUKOB, UMEIOIINX MPABO Ha
BBIIKMCKY JIEKAPCTBEHHBIX MPENapaToB;

5) KOJI JIEKapCTBEHHOTO Mpernapara, MpOoCTaBIIsIeMblid B allTEYHON OpPraHU3aIluy P OTITYCKE
JIEKapCTBEHHBIX MPEMapaToB, BHIMUCAHHBIX HA pelenTypHbIX Onankax dhopmel N 148-1/y-04 (11) u
dopmer N 148-1/y-06 ().

6. B peuentypubix 6mankax @opmbt N 148-1/y-88, N 107-1/y, dpopmbt N 148-1/y-04 (1) u dopmbr N
148-1/y-06 (1) (manee - perentypusie Onankn) B rpadax "®.M.O. nanuenTa" yka3pIBaroTCs
MOJTHOCTBIO (haMHJTHSI, UMSI © OTYECTBO MAIUCHTA.

7. B penentyphubix omankax Gopmbet N 148-1/y-88 u dpopmet N 107-1/y B rpade "Bospact”
yKa3bIBaeTCs KOIMYECTBO IMOJIHBIX JIET MAI[UeHTA.

B peuentypubix 61ankax Gopmel N 148-1/y-04 (1) u dopmbt N 148-1/y-06 (1) B rpade "lata
pOKIeHus" yKa3bIBAETCs JaTa pOXKICHUS MareHTa (Yuciao, MecCsIIl, Tox).

8. B penentypnbix 6mankax ¢popmbsl N 148-1/y-04 (;1) n popmer N 148-1/y-06 (1) B rpadax
"CHMJIC" u "N nonuca 00s13aTeIbHOr0 MEAUIIMHCKOTO CTPaXxoBaHMs" yKa3bIBAIOTCS CTPaXxoBOM
HOMEp MHAMBUYaJIbHOTO JIMLIEBOTO cueTa rpaxanuHa B [lencnonnom ¢onne Poccuiickoit
Oenepanuu (CHUJIC) (mpy HaTu4dum) U HOMEDP MoJIKca 00513aTeIbHOTO MEAUITTHCKOTO
CTpaxoBaHUsl.

(ITynkt B penakuuu, BBeAeHHOH B aelicTBue ¢ 21 aBrycra 2015 rona npukazom Munsnpasa Poccun
ot 30 urons 2015 rona N 386H.

9. B penentypubix Omankax dhopmbl N 148-1/y-88 B rpade "Anpec mim HOMEp METUITTHCKONW KapThI
MAIMEHTA, MOyYaroIlero MeAUIMHCKYIO TOMOIIb B aMOYyIaTOPHBIX YCIOBHX'" yKa3bIBaeTCs
TIOJIHBIN MMOYTOBBIN a/IpeCc MeCTa KUTEJIbCTBA (MecTa MpeObIBaHUS WK MecTa (PaKTUIECKOTO
MPOXKMBAHMS ) AIMEHTa U HOMEP MEIUIIMHCKOM KapThl MAI[MEHTA, OJyYaroIlero MeIUINHCKYIO
MOMOIIb B aMOYJIaTOPHBIX YCIOBHUSX..

. IIpuka3 MunucTepcTBa 31paBooxpanenus Poccuiickoii Peaepanyu ot 15 nexadps 2014 roga N
8341 "O6 yrBep)KaAeHNH YHU(DUIIMPOBAHHBIX GOPM MEIUITMHCKON JOKYMEHTAIIMHU, NCIOJIL3YEMBIX B
MEIULNMHCKUX OPraHM3alMaX, OKa3bIBAIOIINX MEIUIIHHCKYIO IIOMOIIEL B aMOYIIaTOPHBIX VCIOBUIX, U
MIOPSJIKOB T10 WX 3aMOJHEHUI0" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHUINH Poccuiickoit
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®enepaunu 20 suBaps 2015 roga, perucrpauuonssiii N 36160).
(CHocka monosmHUTENBHO BKITIoUeHA ¢ 1 ssHBaps 2016 roma npukazom Munsnpasa Poccuu ot 30
nrons 2015 roga N 386H)

B penentypupix 61ankax dopmbl N 148-1/y-04(1) u dopmbl N 148-1/y-06 (1) B rpade "Homep
MEIUIIMHCKOM KapThl MAIMEHTa, OJYYal0IIero MEIUIIMHCKYIO TTOMOIIh B aMOYJIaTOPHBIX
yCcnoBHsAX" yKa3pIBaeTCS HOMEP MEIUITUHCKOW KapThl MAIlUEHTA, TIOTY4YaroIIero MeIUIIMHCKYIO
MTOMOIIIb B aMOYJIATOPHBIX YCIIOBHUSIX.

(ITyHKT B penakiuu, BBeZcHHOU B aeiicTBue ¢ 1 ssuBaps 2016 roma npukasom Munsnpasa Poccuu ot
30 urong 2015 roga N 386H.

10. B rpade "®.1.0. neyarmiero Bpaya" perenTypHbIX OJIAHKOB YKa3bIBAIOTCS MTOJHOCTHIO (haMUJIHs,
UM, OTYECTBO (IIPH HATMYMH) METUIIMHCKOTO pabOTHHUKA, MMEIOIIETO IPAaBO HA3HAUCHUS U
BBINMCBIBAHUS JIEKAPCTBEHHBIX MPENapaToB.

(ITynkt B penakuuu, BBeIeHHOM B aelicTBue ¢ 21 aBrycra 2015 roga npukazom Munsnpasa Poccun
ot 30 urons 2015 rona N 386H.

11. B rpade "Rp" perentypHbIX OIaHKOB YKa3bIBACTCS:

1) Ha TaTUHCKOM sI3bIKE HAMMEHOBAHHKE JICKAPCTBEHHOT'O Ipenapara (MeKIyHapoIHOe
HENaTeHTOBAaHHOE WM IPYNIHUPOBOYHOE, JINOO TOProBOE), €r0 J03UPOBKA;

2) Ha pyCCKOM WJIM PYCCKOM M HaI[HOHAJIBHOM SI3bIKaX CIIOCOO MPUMEHEHUS JIEKapCTBEHHOTO
npernapara.

12. 3anperniaercst orpaHUYMBATHCS OOIIMMH YKa3aHUSIMHU, HanpuMmep, "Buytpennee", "U3BecTHO".

Pa3peraroTcs TOJIBKO MPUHSATHIC MTPABHIIAMU COKpPAICHHS] 0003HAYCHHIA; TBEP/IbIC U CHITYYHE
(dapmaneBTHUecKue cyocTanuy BeImuchiBatoTes B rpammax (0,001; 0,5; 1,0), sxuakue - B
MUJUTWIIUTPAX, TpaMMax M Karuisx.

13. Penient, BoIIMCaHHBIN Ha PELENTYPHOM OJIaHKE, OAMUCHIBAETCS MEIULIMHCKUM PaOOTHUKOM U
3aBEPSICTCS €0 JIMYHOM I1EYaThIO.

JIONOJTHUTENBHO PELENT, BBITUCAHHBINA Ha perientypHoM Onanke Gpopmbl N 148-1/y-88, dopmbr N
148-1/y-04 () u hopmer N 148-1/y-06 (1), 3aBepsieTcs MeYaTbio METUITUTHCKON opranu3ammu "J{s
peuenTos".

14. Ha omaoM penienitypaoM Omanke Gopmbt N 148-1/y-88, dopmbr N 148-1/y-04 (1) u popmber N
148-1/y-06 (1) pa3periaeTcsi BBITUCHIBATh TOJIBKO OJJHO HAMMEHOBAHUE JICKAPCTBEHHOTO Ipernapara;
Ha OJHOM peuenTtypHoM OmaHke Gpopmbl N 107-1/y - He Gojee TpeX HaMMEHOBaHUM JIEKapCTBEHHBIX
IIpernapaToB.

15. UcnipaBieHus B perienTe, BRIMHUCAHHOM Ha PEIENTYPHOM OJIaHKe, HE IOMYCKAIOTCS.

16. Cpok JeicTBHsI pelienTa, BEIMICAHHOTO Ha petenTypHoM Oanke Gopmbr N 148-1/y-88 (15
nueit), dopmer N 107-1/y (60 nueit, no 1 rona), hopmbet N 148-1/y-04 (1) u popmer N 148-1/y-06
(1) (5 oueit, 10 gueit, 30 gueii, 90 gHEl) yKa3bpIBae€TCs MyTEM 3a4€pPKUBAHUS WIH MTOTYCPKUBAHMS.
(ITynkt B penakuuu, BBeieHHOH B aeictBue ¢ 1 ssuBapst 2016 roga npukazom Munsnpasa Poccuu ot
30 nrons 2015 rona N 386H.

17. Ha o6opoTHO# cTopoHe penientypHoro 6manka ¢popmel N 107-1/y (3a UCKITIOUEHUEM
perenTypHoro O1aHka, MOTHOCTHIO 3aMOTHIEMOTO C UCIIOJIb30BAHUEM KOMITBIOTEPHBIX
TEXHOJIOTHH ), perenTypHoro omanka dhopmel N 148-1/y-88 u dhopmer N 148-1/y-06(:1) edaTaeTcst
TabIuUIA CIIEAYIOUIETO COIePIKAHNUS:
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ITpurorosun Ilposepun OtmycTun

18. IIpu BBIIHCKE JIEKAPCTBEHHOTO Mpernapara o peieHnIo BpaueOHONH KOMHCCHU Ha 000poTe
petienitypHoro 6manka gopmer N 107-1/y, dopmbr N 148-1/y-88, dopmbr N 148-1/y-04 (1) 1 hopMbl

N 148-1/y-06 (;1) cTaBUTCS cHielalibHAst OTMETKa (IIITaMII).
(ITyHkT B penakiuu, BBeZAeHHOM B aeiicTBue ¢ 21 aBrycra 2015 roma npukasom Mun3npasa Poccuu
oT 30 mronsa 2015 roga N 386mH.

19. Ha penentypaom Omanke dhopmbl N 148-1/y-04 (1) u dopmbl N 148-1/y-06 (;1) BHU3Y HMeeTCs
JUHUS OTPBIBA, PA3ENISIONIAs PEIENTYPHBIN OJIAaHK U KOPEIIOK.

Koperok oT perernta, BEITHCAHHOTO Ha YKa3aHHOM PELCNITYPHOM OJIaHKE, BBIIACTCS MAIIHCHTY
(JTuIy, ero mpenCTaBIISAIONIEMY) B alITEYHON OpraHu3alnu, Ha KOPEIIKe JeIaeTCs OTMETKa O
HAaMMEHOBAHUH JICKAPCTBEHHOTO Mperapara, 103UPOBKe, KOJIHYECTBE, ClIOco0e MPUMEHEHUS, U OH
OCTaeTCs y MareHTa (JIMia, ero mpeiCTaBIIsIoNIero).

20. OdopmiieHrEe CEUAIBHOTO PEeHenTypPHOro OJaHKa Ha HAPKOTHUECKOE CPEICTBO U
TICUXOTPOITHOE BEIIECTBO OCYIIECTBIISIETCS B COOTBETCTBUH C MPUKa30M MUHUCTEPCTBA
sapaBooxpanenus Poccuiickoii @enepanuu ot 1 aBrycta 2012 roga N 541 "O0 yrBepKIEHUN
(hopMBI OJIAHKOB PELIENTOB, COAEPKAIIMX Ha3HAYECHNE HADKOTHYECKUX CPEICTB MIIA ICUXOTPOIHBIX
BEIECTB, MOPSIKA MX U3TOTOBICHMS, pacIpeaeIeH s, PECUCTPALIMH, YIETa U XPaHEHHUs, a TAKXKE
npasui1 opopmienns’,

I1. Y4er penentypHbIX 0JIAHKOB.

21. YVaer peuentypHsix 61ankoB hopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04 (1),
M3rOTaBIMBACMBIX THIIOTPaCKUM CIIOCOOOM (J1ajiee pelenTypHbIe OJIaHKH, TOJICKAIINE YUETY),
OCYIICCTBIIICTCS B XKypHAJIAX ydeTa, IPOHYMEPOBAHHBIX, IPOITHYPOBAHHBIX U CKPETUICHHBIX
MOJMUCHIO0 PYKOBOIUTEINSI U ME€YAThI0 MEAUIIMHCKOW OpraHU3aIlui WK TOAMUCHIO
WHIUBUIYAITBHOTO MPEANPUHUMATEIS, HMEIOIIETO JINIICH3WIO Ha MEANIIMHCKYIO JACSITeIILHOCTD.

22. Kypnan ydera perentypHbix 61ankoB Gopmbl N 107-1/y conep uT cieayrouie rpads:

1) HOMep 1O NOPSKY;

2) B paznene "[Ipuxon':

a) JaTa perucTpaluy NPUXOAHOTO JOKYMEHTa,

0) HOMep U JjaTa MPUXOJHOTO JOKYMEHTA, Ha3BaHHUE MOCTABIINKA;
B) 0011ee KOJMYECTBO MOCTYNUBIINX PELENTYPHBIX OJIAHKOB;

r) ®.1.0. u noanuch OTBETCTBEHHOTO MEAUITUHCKOTO PAOOTHHUKA, MTOTYYUBIIETO PEIENTYpPHBIC
ONaHKU OT MOCTABIIUKA;

3) B paznene "Pacxon":

a) JaTa BIAAYM PELENTYPHBIX OJIaHKOB;

0) KOJTMYECTBO BBIJIAHHBIX PELETITYPHBIX OJaHKOB;

B) ®.1.O. OTBETCTBEHHOTO METUIIMHCKOTO paOOTHHKA, MOJYYUBIIETO peleNTypHbIE ONaHKHU;
I') OJUCH OTBETCTBEHHOTO MEIUIIMHCKOTO pabOTHHKA, OTyYUBILIET0 pelenTypHbIe OaHKH;

4) ®.1.0. u noAnuch OTBETCTBEHHOTO METUIIMHCKOTO pa0OTHUKA, BBIIABIIETO PEIEITYPHbIE
OJIaHKH,

5) ocTaToK perenTypHbIX OJIAHKOB.
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23. XKypnan yuera penentypHbix 6nankoB hopm N 148-1/y-88 u N 148-1/y-04 (1) conepxut
cnenyromnue rpadso:

1) HoMep 1o nopAAKY;

2) B pazuene "Ilpuxon":

a) JaTa perucTpaluy MPUXOAHOTO JOKYMEHTA,

0) HOMep U J1aTa MPUXOIHOTO JOKYMEHTA, HA3BaHHUE TTOCTABIIHNKA;
B) 00111ee KOJTMYECTBO MOCTYNUBIINX PEUENTYPHBIX OJIAHKOB;

I') CepUU ¥ HOMEpa PeeNTypHBIX OJIaHKOB;

1) KOJTMYECTBO PELENTYPHBIX OJIAHKOB MO CEPUSM;

n*) ®.1.0. 1 moaAmuch OTBETCTBEHHOI'O MEAMIIMHCKOTO PabOTHHKA, ITOJYYHBIIETO PEIENTYPHBIC
OJIaHKHU OT ITOCTABIIHKA;

* Hymepatust COOTBETCTBYET OpUTHHANY. - [I[puMedanue n3rotoButens 6a3pl JaHHBIX.

3) B paznene "Pacxon":

a) Jata BbIAAYM PEeLENTYPHbIX OJaHKOB,;

0) cepun ¥ HOMEpa BBIJAHHBIX PEIECNTYPHBIX OJIAHKOB;

B) KOJINYECTBO BBIIAHHBIX PELIENTYPHBIX OJIaHKOB;

r) @.J1.0. 0TBETCTBEHHOTO MEUIIMHCKOTO paOOTHHUKA, TOTY4YHBILErO PELENTYpHbIE OJIaHKU;
1) HOANUCH OTBETCTBEHHOI'O MEJUIIMHCKOTO pabOTHHKA, MOJYYUBIIEr0 pelenTypHble OIaHKH;

4) ®.11.0. n noanuch OTBETCTBEHHOTO MEIUIIMHCKOTO pa0OTHHUKA, BBIJABIIETO PEIENTYPHbIE
OJIaHKH,

5) ocTarok peuenTypHbIX OJTaHKOB.

24. Y4er cienMaibHbIX PEeLenTypHBIX OJaHKOB HA HAPKOTUYECKOE CPEACTBO U IICUXOTPOITHOE
BEII[ECTBO OCYIIECTBIISIETCS B COOTBETCTBUU C IPUKA30M MUHUCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoii @eneparnu ot 1 aBrycta 2012 roga N 54u "O0 yrBepKaAeHUN GOPMEI OJIAHKOB
PELIENTOB, COAEPKAIINX HAa3HAYEHUE HAPKOTHUYECKUX CPEACTB MJIM IICUXOTPOIHBIX BEIIECTB,
MOPSIIKA MX M3TOTOBIEHMS, PACHIPENEIEHNs, PETUCTPALIMY, YIETa U XPaHEHM, a TAaK)Ke IIPaBUII

opopmueHus".

III. XpaneHue penentypHbIX 0J1aHKOB.

25.B Ka)KHOﬁ MeﬂHHHHCKOﬁ OpraHH3alry IMPHUKA30M PYKOBOAUTCIIA HA3HAYACTCA JIMIO,
OTBETCTBCHHOC 3a XpaHCHWEC U YUYCT BCEX BUAOB PCHCIITYPHBIX OJIaHKOB.

26. PenientypHble OaHKH, MOJIEKAIINE YUETY, XPaHATCS OTBETCTBEHHBIM JTUI[OM, HA3HAYEHHBIM
PYKOBOIHTENIEM MEIUITMHCKON OpraHU3alliy, TT0J1 3aMKOM B MeTaJUTHYecKoM mkady (ceide) mim
METAJTHYECKOM SIIIHKE.

27. UnauBuaAyanbHbIA PEANPUHUMATENb, UMEIOIINHN JTUIEH3UI0 HA METUIMHCKYIO JIESITENbHOCTbD,
XPaHUT pelenTypHbIe OJaHKH, MOANEKAIUE YIETY, IOl 3aMKOM B MeTaJUIM4eckoM ImKady (ceide)
WA METAJLTTNYECKOM SIIUKE.

28. IlocTostHHO AelcTBYOIIAsE KOMUCCHS, CO3/1aBaeMasi B MEIULIMHCKOM OpraHu3aluy, IpoBepseT
COCTOSIHME XPAaHEHHUs, yueTa, (PakTHuecKoe HaJMYKie U PacXo/l PeleNTypHBIX OJaHKOB, OJIEKAIINX
y4eTy, OAMH pa3 B KBapTall.
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B ciyuae HecoBmaeHUs] KHUKHOTO OCTaTKa PELENTYpPHBIX OTaHKOB, MOAJIEKAIIUX YUETY, C
(haKTUYECKUM HATMYUEM JIUII0, OTBETCTBEHHOE 32 XPAaHEHHE U yUET PEIENTYPHBIX OJIAHKOB, HECET
OTBETCTBEHHOCTD, MTPETyCMOTPEHHYIO 3aKOHOAATENbCTBOM Poccuiickoii @enepanui.

29. PenientypHbIe OTaHKH, MOJJICKAIINE YIETY, BEIIAIOTCS MEIUITMHCKUM paOOTHUKAM, HMEIOIIIHM
MIPABO BBINIMCHIBAHUS PELIENITOB, 110 PACTIOPSDKEHHIO ITIABHOTO Bpaya MM €ro 3aMeCTUTEIIS.

HOJ'IyLICHHBIe PELCIITYPHBIC 6J'IaHKH, IMoJICKAUEC YUCTY, XPAHATCA MCIUIIUHCKUMHA pa6OTHI/IKaMI/I B
IIOMCHICHHUAX, O6CCHC‘II/IBaIOH_[I/IX HUX COXPaHHOCTD.

30. XpaHeHHUe ClIeNHUAIbHBIX PEHEHTYPHBIX OJJAHKOB HA HAPKOTHYECKOE CPEACTBO M IICHXOTPOITHOE
BEIIECTBO U BbIJIa4a yKa3aHHBIX PELENTYPHBIX OJTaHKOB MEIUIIMHCKOMY PaOOTHHUKY
OCYIIIECTBIIICTCSA B COOTBETCTBUU C IMPUKAa30M MHUHHCTEPCTBA 3/IpaBooXpaHeHus Poccuiickoi
®Deneparuu ot 1 aBrycra 2012 roga N 541 "O6 yrBepxaeHuu GOpMbl OJIAHKOB PELIENITOB,
COJIEpIKAIMX Ha3HAYEHUE HAPKOTUYECKUX CPEICTB MM IICMXOTPOIHBIX BEIIECTB, ITOPSAKA MX
HM3TOTOBIIEHUS], PACIIPENEIIEHNUS, PETUCTPALIMH, VIETA ¥ XPAaHEHH, a TAKKe IpaBmI ohopMiIeHus" .

PenaKum{ AOKYMCHTA C YUCTOM
H3MEHEHHH U I[OHOJ'IHGHI/Iﬁ IIOATOTOBJICHA

AO "Konmexkc"
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