[lokyMeHT npeaocTaBneH KoHcynbTaHTINoc

3apeructpuposaHo B MuHtocte Poccum 25 nioHa 2013 r. N 28883

MWUHWUCTEPCTBO 34PABOOXPAHEHUA POCCUMCKOMN ®EAEPALIUM

MPUKA3
ot 20 pekabpa 2012 r. N 1175H

OB YTBEPXXAEHUM NOPALAKA
HA3HAYEHUA U BbINMUCbIBAHUA NEKAPCTBEHHbIX MPEMAPATOB, A TAKXKE
®OPM PELIENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbIE NPEMNAPATbI,
NOPAAKA O®OPM/IEHNA YKA3AHHbDIX B/IAHKOB, UX YYETA
N XPAHEHMUA

CnN1COK U3MEHAIOLWMX JOKYMEHTOB
(8 pea. Mpukasos MuH3sapasa Poccmum o1 02.12.2013 N 886H,
o1 30.06.2015 N 386H, o1 21.04.2016 N 254H)

B cooTtBeTcTBMM C NyHKTOM 16 Yactn 2 ctatbm 14 PepepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N
323-®3 "O6 ocHoBax oOxpaHbl 340pOBbA rpaxaaH B Poccuiickon depepaumn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon depepaumum, 2011, N 48, ct. 6724; 2012, N 26, cT. 3442, 3446) u
nyHkTom 5.2.179 TlonoxeHns o MuHUcTepcTBe 34paBooxpaHeHua Poccuitckolt  depepauuu,
YTBEPXKAEHHOro noctaHosneHuem lNpasutenbctsa Poccminickon Pegepaumm ot 19 mioHa 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepaumm, 2012, N 26, c1. 3526), nprKasbiBato:

1. YTBepauTh:

NopsAaoK Ha3HAYeHMA U BbINMCbIBAHUA NEKAPCTBEHHbIX MPENAPaTOB COrMacHo npuaoxKeHuto N 1;

dopmbl peLenTypHbIX 61aHKOB cornacHo npuaoxexHuto N 2;

nopsagoK obopmMmaeHMA peLLenTypHbIX 61aHKOB, UX yYeTa U XPaHEHWUs cornacHo npunoxeHuto N 3.

2. Hactoawmin npukas sctynaet B cuay ¢ 1 utona 2013 roaa.

MwuHuctp
B.1.CKBOPLIOBA

Mpunoxenne N 1
K npuKkasy MuHsgpasa Poccum
oT 20 gekabpna 2012 r. N 1175H

noPAAOK HASHAYEHUA U BbINUCbIBAHUA NTEKAPCTBEHHbIX NMPENAPATOB
CNnNCOK M3MEHALWUNX LOKYMEHTOB
(B pea. NMpurKkaszos MuH3gpasa Poccum o1 02.12.2013 N 886H,
o1 30.06.2015 N 386H, 0T 21.04.2016 N 254H)

|. Obuwme nonoxKeHus

1. HactoAawmin nopagoK peryavpyetr BOMPOCbI Ha3HAYeHUSA W BbIMUCbIBAHUA JIEKAPCTBEHHbIX
npenapaTtoB MpW OKa3aHWM MeAMUMHCKOW MNOMOWM B MEeAUUMHCKUX OpraHusaumax, WHbIX


http://www.consultant.ru/
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB9991F68CDFE074D857F1C32964695EE89381907DE82346F96jDh6M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB999126ACAFD0F4D857F1C32964695EE89381907DE82346F96jDh6M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB99A1A6CCBFE0E4D857F1C32964695EE89381907DE82346F96jDh6M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB99A1A6FC9FD0E4D857F1C32964695EE89381907DE82346E93jDh3M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB99A1B6CCFFD024D857F1C32964695EE89381907DE82346E9FjDh7M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB9991F68CDFE074D857F1C32964695EE89381907DE82346F97jDh8M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB999126ACAFD0F4D857F1C32964695EE89381907DE82346F97jDh1M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB99A1A6CCBFE0E4D857F1C32964695EE89381907DE82346F97jDh2M

OpraHM3aumaAx, OCyLLECTBAAOWMX MeAMULIMHCKYIO MOMOLLb, U UHAMBUAYANbHBIMU NPeanPUHUMaTENAMM,
OCYLLECTBAAWUMN MeANLNHCKYIO AeATeNbHOCTb (Qanee - MeauUMHCKana opraHnsauus). <1>

<1> CraTbs 2 dPepepanbHoro 3akoHa oT 21 Hosbpa 2011 r. N 323-93 "O6 ocHoBax OXpaHbl
340poBbA rparkaaH B Poccuinckoit Pepepaunn (CobpaHue 3akoHogatenbcTsa Poccuiickon deaepaumm,
2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446).

2. HasHayeHwue 1 BbiNUCbIBaHWE NIeKAaPCTBEHHbIX NPenapaToB OCYLLECTB/IAETCA IeYaALLMM BPaAYOM,
denbaliepom, aKyWeEPKOW B CNyvyae BO3NOMKEHMA HA HUX MONHOMOYMM fleYallero Bpayva B Mopsaske,
YCTQHOBNEHHOM MPMKA30oM MMUHUCTEPCTBA 34PAaBOOXPAHEHUSA M COLMANBHOTO Pas3BuUTMA Poccuiickom
depepaunmn ot 23 mapta 2012 r. N 252H "O6 yTBeprkaeHun lNopaaka BO3/i0oXKeHUs Ha denbalepa,
aKyLIepKy pyKoOBOAMTENEM MEAMUMHCKOM OpraHM3auMuM MpyU OpraHM3aumM OKasaHWA NepBUYHOM
MeaNKO-CaHNUTAaPHON MOMOLLM U CKOPOM MeAULMHCKOM NOMOLWM OTAeIbHbIX GYHKLWM fedallero Bpaya
Nno HenocpeacTBEHHOMY OKa3aHMI0 MEAULMHCKON MOMOLLM NAUMEHTY B Nepmoa HabaogeHUA 338 HUM U
ero Nle4eHunsa, B TOM YMCAe NO HaA3HAYEHWUIO U MPUMEHEHMUIO NEKAPCTBEHHbIX NpPenapaTos, BK/HOYas
HApPKOTMYECKME  JIEKAapPCTBEHHblE MpenapaTbl W MNCUXOTPOMHbIE  NEKAPCTBEHHble npenapatobl”
(3apeructpuposaH MuHUcTepcTBOM tocTUuMM  Poccuiickoir  depepaumm 28 anpena 2012 r,
perucTpaumoHHbii N 23971), wHAMBMAYaNbHbIMK  NPEANPUHUMATENAMM,  OCYLLECTBAAIOLLMMM
MeANUMHCKYIO AeATeIbHOCTb (ganee - MeaAUUMHCKME PaboTHUKN).

3. MeanUMHCKMEe pabOTHUKM BbIMUCHIBAIOT PeLenTbl Ha NEeKApPCTBEHHble MpenapaTbl 3a CBOEW
noAnuchIo.

(8 pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

HasHaueHMe w BbINWUCbIBaHME /EKAPCTBEHHbIX MPEenapaToB OCYLLECTBAAETCA MeLULUMHCKUM
pPabOTHMKOM MO MEXAYHAaPOAHOMY HENaTeEHTOBAHHOMY HAaMMEHOBAHWIO, @ MPW €ero OTCYTCTBUMU -
rpynnuMpoBOYHOMY HAMMeEHOBaHMIO. B cnyvyae OTCYTCTBMA MeXKAYHAapPOAHOTO HenaTeHTOBaHHOro
HaMMeHOBaHMA W TPYNNUPOBOYHOrO HAMMEHOBAHWA JIEKAPCTBEHHOrO npenapaTta, /eKapCTBEHHbIN
npenapaT Ha3Ha4yaeTcA M BbINUCbIBAETCA MEAULNHCKMM PabOTHUKOM MO TOProBoOMY HaMMeHOBAHMIO.

MpyY HannuMM MeAMUMHCKUX MOKasaHui (MHAMBMAYasibHAA HENnepeHOCUMOCTb, MO U3HEHHbIM
MoKasaHMAM) NO peleHnto BpavyebHOM KOMMCCUM MEAMLMHCKOW OpraHu3auMuM OCcyLecTBAsSEeTCA
Ha3HayeHue W BbINWUCbIBAaHME JIEKAPCTBEHHbIX MPEnapaToB: He BXOAAWMX B CTAaHAAPTbl MeAULMHCKOM
NMOMOLLM; NO TOProBbIM HaMMeHOBaHUAM. PeleHne BpauyebHOM KOMUCCUM MEANLMHCKON OpraHU3aLmm
dUKCUpyeTca B MeAMUMHCKMX OKYMEHTAX NALMEHTA U KypHane BpavyebHOoM KOMUCCUM.

(B pea. Mpukasa MuH3gpasa Poccum o1 02.12.2013 N 886H)

MeanuMHCKME pPabOTHMKM  OCYLLECTBAAIOT Ha3HayeHWe U BbIMUCbIBAaHWME JIEKAPCTBEHHbIX
npenapatoB, MOAJIeXKalUMX W3rOTOBAEHUIO UM OTMNYCKY anTeyHbiMW oOpraHusaumamu (ganee -
JleKapCcTBEHHbIe NpenapaTtbl MHANBUAYabHOTO U3rOTOBIEHMSA).

3.1. HasHauyeHVWe /eKapCTBEHHbIX MNpenapaTtoB MNpM OKasaHUM MEeSULMHCKON MOoMOoWM B
CTaLMOHAPHbIX YCIOBUAX U UX BbINUCbIBAHWE B TPEOOBAHUAX-HAKNAAHbIX B COOTBETCTBMMU C MHCTPYKLMEN
O nopAgKe BbINUCbIBAaHUA NEKAPCTBEHHbIX NpenapaToB M 0GOpMIEHUA peLenToB UM TpeboBaHWN-
HaKNaZHbIX, YTBEPXKAEHHOW NpuKasom MWHUCTEPCTBA 34pPaBOOXPAHEHMA M COLMANBHOIO pPa3BUTUA
Poccuiickoir dPegepaunm ot 12 ¢espana 2007 r. N 110 "O nopagke HaszHaA4YeHUA WU BbINUCbIBAHUSA
JIeKapCTBEHHbIX NPenapaToB, U34eMi MeAULMHCKOTO Ha3HAYeHMA 1 Cneuma n3npoBaHHbIX NPOAYKTOB
neyebHoro  nuTaHus"  <1.1>,  OCYWECTBAAETCA N0  MEXAYHapoAHOMY  HenaTeHTOBaHHOMY,
rpynnMpoBOYHOMY UM TOPrOBOMY HaMMEHOBAHMIO.

(n. 3.1 B pea. MNpukasa MuHsgpasa Poccuu ot 21.04.2016 N 254H)

<1.1> 3apeructpupoBaH MuHucTepcTBom toctnumm Poccuinckon Pepepaumn 27 anpena 2007 r.,
pernctpaumoHHbin N 9364, ¢  M3MEHEHUAMM, BHECEHHbIMWM  NpUKasamum  MuHKUCTepcTBa
3[1paBOOXpPaHEeHMA M coumanbHoro passuTus Poccuiickon Pegepauum ot 27 asrycta 2007 r. N 560
(3apernctpupoBaH MuHUCTepcTBOM toCcTUUMKM  Poccuitickon depepaumm 14 ceHtabps 2007 r.,
pernctpaumnoHHbiit N 10133), ot 25 ceHTabpa 2009 r. N 794H (3aperucTpmpoBaH MUHUCTEPCTBOM
tocTnumnm Poccuinckoit epepaumm 25 Hosbpa 2009 r., peructpaumoHHbin N 15317), ot 20 aHBapa 2011 .
N 13H (3apeructpupoBaH MuHUcTepcTBOM tOCTUUMKM Poccuiickon depepauymm 15 maprta 2011 r,
pernctpaumnoHHbiit N 20103), npukasamm MUHUCTEPCTBa 34paBooxpaHeHua Poccuninckoir deaepauum ot
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1 asrycta 2012 r. N 54H (3apeructpupoBaH MuHUCTEpCTBOM tocTUUMK Poccuiickoir Pepepaunn 15
asrycta 2012 r., peructpaumoHHbin N 25190), ot 26 ¢eBpans 2013 r. N 94H (3apernctpupoBaH
MuHUcTepcTBOM tocTULMK Poccuiickon deaepaunm 25 utoHa 2013 r., pernctpaumoHHbin N 28881).
(cHocKka BBeaeHa MNpukasom MuHsgpasa Poccmm ot 21.04.2016 N 254H)

4. PeugenT, BbINMUCAHHbLIA C HAapyWeHUEM YCTAHOB/IEHHbIX HacToAwMM Mopsaakom TpeboBaHuiA,
CYMTaeTCA HeAeNCTBUTENbHBIM.

5. CBefeHWss O Ha3HA4YeHHOM, W BbINMWMCAHHOM JIEKAapPCTBEHHOM Mpenapate (HaumeHoBaHue
NIeKapCTBEHHOIO NpenapaTa, pa3oBasn 4033, cnocob 1 KPaTHOCTb NPUEMA AW BBEAEHUSA, ANUTENbHOCTb
Kypca, 060CHOBaHME Ha3HaYeHWs JIeKapCTBEHHOIO npenapaTa) yKasblBaloTcA B MeAMLMHCKOM KapTte
naumeHTa.

PeuenT Ha /leKapCTBEHHbIM npenapaT BbIMWUCbIBAETCA HA WMA NAUMEHTa, A8 KOTOpOro
npegHasHavyeH eKapCTBEHHbIM Npenapar.

PeuenT Ha NeKapCTBEHHbIM MpenapaTt MoKeT OblTb NOJyvYeH NAUMEHTOM MAM €ro 3aKOHHbIM
npeacrasuTenem <2>. akT Bbl4auYMN peLenTa Ha 1IeKapCTBEHHbIV NpenapaT 3aKOHHOMY NpPeACTaBUTeNto
dMKCUpyeTca 3aNnCbo B MEANLMHCKON KapTe NauneHTa.

<2> B OTHOLUIEHMWN NMLA, YKa3aHHOTo B Yactu 2 ctatbk 20 PegepanbHOro 3akoHa ot 21 HoabpsA
2011 r. N 323-®3 "O6 ocHoBax oxpaHbl 340p0OBbA rpaxkaaH B Poccuitickoit depepaumn" (CobpaHune
3aKoHogaTenbcTBa Poccminckon degepaunm, 2011, N 48, ct. 6724; 2012, N 26, cT. 3442, 3446; 2013, N
27, c1. 3459, 3477; N 30, c1. 4038; N 39, cT. 4883; N 48, cT. 6165; N 52, cT. 6951; 2014, N 23, cT. 2930; N
30, cT. 4106, 4206, 4244, 4247, 4257; N 43, c1. 5798; N 49, c1. 6927; 2015, N 1, cT. 72, 85; N 10, cT. 1403,
1425; N 14, cT. 2018; N 27, c1. 3951; N 29 (4actb 1), cT. 4339, 4397, 4356, 4359).
(cHocKa B pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

6. 3anpeLaeTca BbINMUCbIBATb PELLENTbI HAa NEKAPCTBEHHbIE NpenapaTbl:

6.1. MeaMUNHCKMM paboTHUKaM:

Npu OTCYTCTBUM MeANLMHCKUX NOKa3aHUN;

Ha NeKapcTBeHHble npenapaTbl, He 3aPerncTpupoBaHHble Ha TeppuTopMm Poccuickom
depepauny;

Ha JIeKapCTBEHHbIE NpenapaTbl, KOTOpble B COOTBETCTBUM C MHCTPYKLMEN MO MeaMLMHCKOMY
NPUMEHEHUIO UCNONb3YHOTCA TOJIbKO B MeAULUUNHCKUX OpPraHn3aunAax;

Ha HapKOTUYECKMEe CPeacTBa W MCUXOTPOMHble BeL,ecTBa, BHeceHHble B cnucoK |l Mepeyns
HAPKOTUYECKUX CPEeACTB, MNCUXOTPOMHbLIX BELWECTB WU WX MPEKYPCOPOB, MNOAJEMKALWMX KOHTPOIO B
Poccuitckoin Pepepaunu, yTeepKaeHHOro noctaHosaeHMem MNpasutenbctea Poccuiickont Pepepaumm ot
30 uioHa 1998 r. N 681 <3> (ganee - MepeyeHb), 3apPErUCTPUPOBAHHbIE B KaYeCTBE /1IEKAapPCTBEHHbIX
npenapaTos A4 Ie4eHUA HaPKOMaHWW;

<3> CobpaHue 3akoHogaTenbcTBa Poccuiickon Pepepaymm, 1998, N 27, cr. 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, c1. 314, N 17, cT1. 2100, N 24, cT1. 3035, N 28, c1. 3703, N 31, cT1. 4271, N 45, cT. 5864, N 50, CT.
6696, cT. 6720; 2011, N 10, c1. 1390, N 12, cT1. 1635, N 29, cT. 4466, cT1. 4473, N 42, cT1. 5921, N 51, cT.
7534; 2012, N 10, cT1. 1232, N 11, cT1. 1295, N 19, cT. 2400, N 22, cT1. 2864, N 37, c1. 5002, N 48, cT. 6686,
N 49, cT. 6861.

6.2. WHOVBUAYANbHBIMU npeAnpuHMMaTenamu, OCYLLEeCTBAAIOLWNMMU MeANLUMHCKYI0
0eATeNbHOCTb, Ha HAapKOTUYEeCKUe cpeacTBa M NCUXOTPOMHble BelecTBa, BHeceHHble B cnucku Il u il
MepeyHs (panee - HAPKOTMYECKME U MNCUXOTPOMHbIE NeKapCTBEeHHble npenapatbl cnuckos Il un |l
MepeuHs).

(n. 6.2 B pepq, Mpukasa MuH3gpasa Poccuu ot 30.06.2015 N 386H)

KoHcynbTaHTlAOC: NprMeyaHme.
B oduumanbHOM TeKCTe AOKYMEHTa, BUAMMO, AOMNYLLEeHa oneyaTKa: ¢opmMa peLenTypHoro 6a1aHKa
nmeet Homep N 107-1/y, a He N 107-1/1.
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7. PeuenTbl Ha NeKapcTBEHHbIe NPenapaTbl BbIMMUCbIBAOTCA HA PeuenTypHbIX 61aHKax no popmam
N 148-1/y-88, N 148-1/y-04 (n), N 148-1/y-06 (n) u N 107-1/1, yTBep*AeHHbIM HaCTOALLMM MPUKA3OM.

8. HapKkoTuuyeckne M MNCUXOTPOMHbIE SIeKapCTBEHHble npenapaTbl cnucka Il MepeyHsa (aanee -
HapKOTUYECKME U MCUXOTPOMHbIE JIEKAapPCTBEHHbIe MpenapaTtbl cnucka Il MepeyHs), 3a UCKAOYEHUEM
NIeKapCTBEHHbIX NpenapaTos B BMAE TPaHCAEPMasbHbIX TepaneBTUYECKUX CUCTEM, BbINUCbIBAKOTCA Ha
cneuManbHOM  peuenTypHom 6naHKe no  ¢opme, YTBEPXKAEHHOMW MpuKasom MuHKUCTepCTBa
34paBooxpaHeHua Poccuiickoit Pepepaumm ot 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHMM dopmbl
61aHKOB peLenToB, COAEPMKALLMX HA3HAYEHME HAPKOTUYECKUX CPEACTB MM MCUXOTPOMHbBIX BELLECTB,
nopagka WX W3roTOB/AIEHWA, pacnpefeneHusa, perucTpauum, yyeta M XpaHeHuA, a TaKXe npasun
odopmneHuns" (3apernctpuposaH MuHucTepcTBOM tOCTUUMK Poccuiickon deaepauymm 15 asrycra 2012
r., perucTpaumnoHHbii N 25190).

(B pea. Mpukasa MuHsgpasa Poccum ot 30.06.2015 N 386H)

9. PeuenTypHbiit 6n1aHK popmbl N 148-1/y-88 npeaHasHayeH A5 BbINUCbIBAHUA:

1) HapKOTUYECKUX W MCUXOTPOMHBIX JIEKAaPCTBEHHbIX MpenapaToB cnucka |l MNepeuHa B Buge
TpaHCAEePMaANbHbIX TEPANEBTUYECKMX CUCTEM, MCUXOTPONMHbIX BELWECTB, BHECEHHbIX B cnUCOK Il MepeyHs,
3aperncTpUpoBaHHbIX B YCTAaHOB/JIEHHOM MOPAZKE B KayecTBe JIEKapCTBEHHbIX MnpenapaTtosB (ganee -
NCUXOTPOMHbIE IeKapCTBEHHbIe NpenapaTbl cnuncka Il NepeyHs);

(nn. 1 B8 pea. MNpukasa MuH3gpasa Poccmm ot 30.06.2015 N 386H)

2) VHbIX NEKapCTBEHHbIX MpenapaToB, NogjexKawmx npeaMeTHO-KOMYeCcTBEHHOMY yyeTy (3a
NCKOYEHNEM NNEKAPCTBEHHbIX NPEnapaToB, OTNycKaembix 6e3 peuenTa);

(8 pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

3) nekapcTBeHHbIX NMpenapaTos, o6aagatowmx aHaboaMYecKon akKTUBHOCTbIO (B COOTBETCTBMM C
OCHOBHbIM papMaKoIOrNYECKUM AENCTBUEM);

(8 pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

4) neKkapCTBEHHbIX MPENapaTos, YKasaHHbIX B MyHKTe 5 MopagKa oTnycKa ¢U3MYECKUM NULam
NIeKapCTBEHHbIX NpenapaToB AN MeAULMHCKOro NPUMEHeHMUA, coaeprKalluux KpoMme mMasbliX KONYeCTB
HAaPKOTUYECKNX CPEACTB, MCUXOTPOMHbIX BELLECTB M UX MNPEKypcopoB apyrue dapmakonornyeckue
aKTMBHblE BELLECTBA, YTBEPXKAEHHOro npukasom MuHUcTepcTBa 34paBooxpaHeHna Poccuiickoi
depepaunn ot 17 maa 2012 r. N 562H (3apernctpupoBaH MuHUCTEPCTBOM tocTULMKU Poccuiickoi
depepaunn 1 nioHa 2012 r., pernctpaumoHHbin N 24438);

5) nekapcTBeHHbIX NpenapaTtoB UHAMBUAYA/NbHOIO W3rOTOB/IEHUA, COAEPKALLMX HapKOTUYECKoe
CPeacTBO MM MNCUXOTPONHOE BelecTBo cnucka |l MepeyHa, u apyrve ¢dapmMmaKoiorMyeckme akTUBHble
BelecTBa B f03e, He MpPEeBbIWAOWENA BbICWIYHO pPa3oBYyld [03Y, W NpU  YCAOBMM, 4YTO 3TOT
KOMOMHMPOBAHHbLIA JIEKAPCTBEHHbIA MNpenapaTt He SBAAETCA HAPKOTUYECKMM WM MNCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapatom cnucka ll MNepeyHs.

10. PeuentypHble 6naHkn dopm N 148-1/y-04 (n), N 148-1/y-06 (n) npegHasHauyeHbl ANA
BbINUCbIBAHWUS JIEKAPCTBEHHbIX MPENApPaToOB rparkgaHam, UMeoLWmMm NpaBo Ha becnnaTHoe nosyyeHue
NIeKapCTBEHHbIX NPenapaToB UAM NOJIyYEHME NEKAPCTBEHHbIX NPENAPATOB CO CKUAKOW.

11. PeuenTypHbit 61aHK opmbl N 107-1/y npeaHasHavyeH Ans BbINUCbIBAHWA:

NIeKapCTBEHHbIX MpPEenapaToB, YKasaHHbIX B MNyHKTe 4 [opagKa OTnycKka ¢u3MYeckum nuvuam
NIeKapCTBEHHbIX NPenapaToB ANA MEeANLMHCKOrO NpUMMeEHEHUA, CoAepKallmx, KPOMe MasbiX KONYeCTB
HAaPKOTUYECKUX CPeacTB, NMCUXOTPOMHbLIX BELLECTB M WX MPEKypCcopoB, ApyrMe dapmakoaornyeckume
aKTMBHbIE BELLECTBA, YTBEPXKAEHHOro npuKasom MuHUCTEpPCTBA 34paBOOXpaHeHUAa Poccuitckoi
degepaunm ot 17 maa 2012 r. N 562H;

MHbIX NeKapCTBEHHbIX NPenapaToB, He YKa3aHHbIX B NyHKTax 8 - 10 HacToAwero Mopaaka.

12. Mpwn BbINUCbIBAHUM peLenTa Ha JIeKapCTBEHHbIN NpenapaTt MHAUBUAYANbHOIO U3rOTOBEHMUA
HaMMEeHOBaHMA HAPKOTUYECKUX U MCUXOTPOMHbIX IeKAaPCTBEHHbIX NpenapaTtos cnnckos Il u Il NepeyHs,
WHbIX JIEKAapCTBEHHbIX MpPenapaToB, NoAneXalux npeaMeTHO-KOAMYECTBEHHOMY YueTy, MULyTCcA B
Hayane peLenTa, 3aTem - BCe OCTa/ibHble UHIpeANEeHTbI.

13. Mpwn BbINUCBIBAHMM peLenTa 3anpeLaeTca NpesbiwaTb NpeaesibHO A0NYCTUMOE KOANYeCcTBO
JNleKapCTBEHHOro npenaparta ANA BbINUCbIBaHWA Ha OAMH peuenT, yCcTaHoBAeHHoe npuaoxeHnem N 1 K
HacToAwemy NopagKy, 3a UCKAOYEHMEM CAYYasa, YKa3aHHOro B NyHKTax 15 un 23 HacToawero MopAaaka.
(8 pea. Mpukasa MuHsgpasa Poccum ot 30.06.2015 N 386H)
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He pekomeHayeTca NpeBblillaTb PEKOMEHA0BAHHOE KOJIMYECTBO IEKAPCTBEHHONO NpenapaTta Ans
BbIMUCbIBAHWA Ha OAMH PeLenT, yCTaHoBNeHHOe npunoxeHvem N 2 K Hactoawemy [Mopsaky, 3a
WUCKNOYEHNEM CNyYaeB, YKa3aHHbIX B NyHKTax 15, 22 1 23 HacToAawero MopAaaka.

(8 pea. Mpukasa MuHsgpasa Poccum ot 30.06.2015 N 386H)

14. Mpw BbINMUCbIBAHUM HAPKOTUYECKMX U NMCUXOTPOMHbIX 1IEKAPCTBEHHbIX NpenapaTos cnnckos Il u
Il NMepeyHA, MHbIX NEKAapPCTBEHHbIX MPENApPaToB, MOANEXKAWMX NPegMETHO-KONMYECTBEHHOMY Y4eTy,
0032 KOTOPbIX NPeBbIWAET BbICWIMA OAHOKPATHbIN NpUeM, MeANLUNHCKUIA PabOTHMK NULIET 403y 3TOro
npenapaTa NPonucbio U CTaBUT BOCKAULLATE/IbHbIV 3HaK.

15. Konnyectso BbINUCbIBAEMbIX HAPKOTUYECKMX W MCUXOTPOMHbIX JIEKAPCTBEHHbIX MPenapaTos
cnnckos Il mn Il TlepeyHA, WHbIX NEKAPCTBEHHbIX NpenapaTos, nNogseXxawmx npegmeTHo-
KO/NIMYECTBEHHOMY Y4YeTy, MPW OKa3aHUM NAUMEHTAM, HYKAAWMMCA B AOJAUTENbHOM JIeYEHUM,
NepBUYHON MEAMKO-CAHMUTAPHOM MOMOLM WU NAAAMATUBHON MEAMUMHCKOM MOMOLWM MOXKeT ObiTb
yBennyeHo He 6osee Yyem B 2 pasa MO CPaBHEHUID C MNpeaenbHO [ONYCTUMbIM  KOAMYECTBOM
JIeKapCTBEHHbIX NPEenapaTos A5 BbINMCbIBAHUA HA OAMH peLenT, ycTaHoBAeHHoe npuaoxkeHnem N 1 K
HacTosawemy [lopAgKy, WAM PEKOMEHAO0BAHHbIM KOJIMYECTBOM JIEKAPCTBEHHbLIX NpenapaTtos AnA
BbIMUCbIBAHMA HA OAUH peuenT, ycTaHoBAeHHoe npuaoxeHnem N 2 K HacToAawemy [MopAaaky.

(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

B cnyyasx, npegycMoTpeHHbIX ab3aLem nepBbiM HaCTOALLErO NYHKTA, HA peL.enTax NpoM3BoguTCA
Hagnucb "Mo cneunanbHOMY HasHa4YeHuo", oTAeNbHO CKpenseHHada noANUCbio MeaULMHCKOro
paboTHMKa 1 NeyaTbio MeAUUNHCKOW opraHusaumm "Ons peuentos”.

(ab3aL BBeaeH Mpukasom MuH3sapasa Poccmn ot 30.06.2015 N 386H)

16. CoctaB KOMOWHWMPOBAHHOIO JNIEKAPCTBEHHOrO Mpenaparta, 06O03HauyeHWe NeKapCTBEHHOM
dbopmbl 1 0bpaLLeHne MeaULMHCKOrO paboTHMKaA K dpapmaLueBTMyeckoMy paboTHUKY 06 M3roTOBAEHUN U
OTMYCKe NEeKAPCTBEHHOIO NpenapaTa BbIMUCbIBAOTCA HA IATUHCKOM A3bIKe.

JonycTumble K MCNOb30BaHMIO PeLEenTYpPHbIE COKPALLEeHUA NpeaycMmoTpeHbl npuaoxkeHnem N 3 K
HacTosawemy Mopagky.

He ponyckaeTcs coOKpalweHue O6/M3KMX NO HAaMMEHOBAHWAM MHIPEeAMEHTOB, COCTABAAIOLLMX
JIEKAPCTBEHHbIN NpenapaTt, He MO3BOAIOWMX YCTaHOBUTb, KAaKOW MMEHHO JIeKapCTBEHHbIM npenapaT
BbIMWCAH.

17. Cnocob npumeHeHMA NekapcTBEHHOro npenapaTa 0603HavyaeTcs ¢ yKazaHMeM A03bl, YacToTbl,
BPEMEHU Mpuema OTHOCUTENbHO CHa (YTPOM, Ha HOYb) U €ro AJUTENbHOCTU, a ANA NIeKapPCTBEHHbIX
npenapaToB, B3aMMOAENCTBYIOLMX C MULLEN, - BPEMEHU UX YNOTPeb1eHMA OTHOCUTENbHO NPMEMA MULLM
(mo enpl, BO Bpems eapl, nocne eabl).

18. Mpn HEobXO4MMOCTU HEeMeasIEHHOFO WM CPOYHOrO OTNYCKa NeKapCTBEHHOro npenaparta
NnauMeHTy B BeEpXHEeW 4acTuM peuenTa npocTaBastoTca obosHayeHua "cito" (cpoyHo) wmam "statim"
(HemepneHHo).

19. Mpwn BbINUCbIBAHUM peLenTa Ha JIeKapCTBEHHbIN NpenapaTt MHANBUAYAJbHOIO U3rOTOB/IEHMUA
KO/IMYECTBO HKUAKUX GapMaLEBTUYECKMX CYOCTAHLUMIA YKa3blBAaeTCA B MUAAMAUTPAX, FPaMMax Wau
Kannsx, a oCTasbHbIX papMaLeBTUYECKMX CYOCTaHUMI - B FpaMMmaXx.

20. PeuenTbl, BbiNMCaHHble Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, AeicTBUTENbHbI B
TeyeHue 15 AHel co AHA BbINUCbIBAHUA.

(n. 20 B pea. MNpukasza Munsgpasa Poccum ot 30.06.2015 N 386H)

21. PeuenTbl Ha SIeKapCcTBEHHbIe NpPenapaTbl, BbIMMCAHHbIE HA peLenTypHbiX 6aaHKkax ¢opmbl N
148-1/y-04 (n) n dopmbi N 148-1/y-06 (n), AelicTBUTENbHBI B TedeHMe 30 AHEN CO AHA BbINUCbIBaHUA.
(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

PeuenTbl Ha IeKapCTBEHHbIE NpenapaThbl, BbIMMCAHHbIE HA peLenTypHbIX 6aaHKax ¢opmbl N 148-
1/y-04 (n) n dopmbl N 148-1/y-06 (n), rparkaaHam, AOCTUFIMM MEHCMOHHOIO BO3pacTa, UHBa/IMAAM
nepBov rpynnbl, AETAM-MHBAAMZAM, a TaKXe rparKgaHam, CTPajaloWmMM  XPOHUYECKUMMU
3aboneBaHnAMM, TPebYIOWMMUN ANTENBHOTO KYPCOBOFO SIeYeHUs, AeNcTBUTENbHbI B TedeHue 90 aHel
CO AHA BbINUCbIBAHMA.

(8 pea. Mpukasa MuHsgpasa Poccum oT 21.04.2016 N 254H)

[Ona neyeHna XpoHMYECKMX 3ab0NEBaHUIM YyKa3aHHbIM KATEroOpUMAM [paXkAaH peuentbl Ha
NIeKapCTBEHHbIE NPenapaTbl MOTYT BbIMMUCbIBATLCA Ha KypC AedyeHuns Ao 90 aHeN.

(8 pea. Mpukasa MuHsgpasa Poccum ot 30.06.2015 N 386H)
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22. PeuenTbl Ha /IeKapcTBEHHbIE MpenapaTbl, BbIMMCAHHbIE Ha peLenTypHbIXx 6aaHKkax ¢dopmbl N
107-1/y, aeicTBUTENbHbI B TedeHne 60 gHel Co AHA BbINUCbIBAHUA.

(8 pea. Mpukasa MuHsgpasa Poccum ot 30.06.2015 N 386H)

Mpw BbINUCbIBAHUN MEAULNHCKMM PabOTHUKOM PELLEeNTOB Ha FOTOBbIE NEKAPCTBEHHbIE NpenapaThbl
W IeKapCTBEHHble nNpenapatbl WHAMBUAYA/NbHOTO W3rOoTOBAEHUA MNAUMEHTAM C  XPOHUYECKUMMU
3aboneBaHMAMM Ha peuenTypHbiX 6naHKax dopmbl N 107-1/y paspelsaetca ycTaHaBAMBaTb CPOK
OEeNcTBus peuenta B Mpedenax A0 OAHOrMO roga M nNpeBbllaTb PEKOMEHAYEMOEe KOAUYECTBO
NIeKapCTBEHHOrO npenaparta A BbINUCbIBaHUA Ha OAWMH pPeuenT, YCTAaHOBAeHHoe npuaoxeHmem N 2 K
HacToAwemy MopsagKy.

MpX BbINUCBLIBAHMN TaKUX peuenToB MeAMUMHCKUIA paboTHUK aenaetr nometky '"MaumeHTy c
XPOHMYECKMM 3aboneBaHMemM", yKasbiBaeT CPOK AeNcTBMA peuenta U MNepuoanyHOCTb OTMyCKa
JNIeKapCTBEHHbIX NPenapaTtoB M3 anTeYHOM OpPraHu3auMn AN UHAMBUAYANbHLIM NPeanpPUHMMATENEM,
UMEIOLWMM NIMLEH3NI0 Ha (apMaLLEBTUMYECKYHO AeATeNbHOCTb (e)KeHedenbHO, eXeMeCAYHO U WHble
nepuobl), 3aBepseT 3TO YKasaHMe CBOei NoANWUCbI0O M JINYHOKM MeyaTblo, a TaKKe MnevyaTblo
MeaULMHCKOM opraHm3saumm "Ons peuentos"”.

23. PeuenTbl Ha npou3BogHble 6apbUTYPOBOM KMUCNOTbl, KOMOWMHMPOBAHHbLIE NIEKAPCTBEHHbIE
npenaparbl, cogepalmne KogenH (ero conu), MHble KOMBUHMPOBAHHbIE NIEKAPCTBEHHbIE Mpenaparsl,
nognexaiwme npegmMeTHO-KOAMYECTBEHHOMY YYeTy, J1eKapCTBEHHble npenapaTtbl, obnagatowme
aHaboNMYECKOM aKTUBHOCTbIO B COOTBETCTBMW C OCHOBHbIM (apMaKO/IOTMYECKMM AOENCTBUEM, O
JIeYeHMa NauMeHTOB C XPOHMYECKMMU 3a60/1€BaHUAMM MOTYT BbIMUCbIBAaTLCA Ha Kypc sieyeHua Ao 60
OHen.

(8 pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

B aTux cnyyasx Ha peuenTtax npomMsBoaMTca Hagnucb "MNo cneunanbHOMY HasHauYeHu 0", oTaeNbHO
CKpenneHHaa noAanucblo MeauuMHCKOro paboTHMKA WM MevyaTbio MeAMUMHCKOW opraHusauuun "Ons
peuenTtoB".

Il. HazHayeHMe neKkapcTBEHHbIX NpenapaToB MPu OKas3aHUn
Mep,MLI,MHCKOI‘a NOMOLLN B CTaUMOHAPHbIX YC/I0BUNAX

24. Mpu OKasaHWMWU MNAUMEHTY MeOMLMHCKOM MOMOLM B CTaLMOHapHbIX YC/IOBUAX HasHavyeHue
JIeKapCTBEHHbIX NPenapaToB NPoOn3BOANTCA MEAUUNHCKUM PabOTHUKOM eANHOIMYHO, 33 UCKAIOYEHMEM
C/ly4aeB, YKasaHHbIX B noanyHKTax 1 - 2 nyHKTa 25 HacToswero Mopagka, 6e3 BbINUCbIBaHWA peLenTa.

25. CornacoBaHue Ha3Ha4YeHWA NIEKAPCTBEHHbIX NMPENapaToB C 3aBeAYIWUM OTAE/IEHUEM WU
OTBETCTBEHHbIM AEXYyPHbIM BPa4yom MO0 ApYyrMm ANLOM, YIOJHOMOYEHHbIM NPUKA30M F1aBHOMO Bpaya
MEAVLMHCKON OpraHM3aummn, a TaKXe, NPU HaAn4yMM, C BPaAYOM - KAMHUYECKUM apMaKoaorom
HeobXxo04MMO B CAyYasX:

(B pea. Mpukasa MuH3gpasa Poccuu ot 30.06.2015 N 386H)

1) oAHOBpPEMEHHOIO Ha3HaYeHUsA NATU M BoJlee NeKapCTBEHHbIX NPENapaToB 0O4HOMY NaLUEHTY;

2) Ha3HayeHMsA NeKapPCTBEHHbIX NPenapaToB, He BXOAALLMX B NepeyeHb KU3HEHHO HeobxoaAnMbIX
N Ba*KHEMWLIUX /IeKAPCTBEHHbIX MpenapaToB <4>, NpuM HETUMUYHOM TeyeHUU 3aboneBaHus, HaNMUYUK
OC/NOXKHEHUI OCHOBHOro 3aboneBaHMA W (MAKM) conyTCTBYKOLWMX 3aboneBaHUl, NpPUM HasHaAYEHUU
JIeKapCTBEHHbIX NpenapaTtoB, 0COBEHHOCTU B3aMMOAENCTBMA U COBMECTMMOCTM KOTOPbIX COr/lacHO
MHCTPYKUMAM MO WX MNPUMEHEHUID NPUBOAAT K CHUMXKeHUo 3ddeKTMBHOCTM M He3onacHoCTM
dapmaKoTepanuu 1 (M1n) co3aatoT NOTeHLUMaAbHYO ONAaCHOCTb ANS XU3HM U 340P0BbA NaLMEHTa.

<4> Pacnops:eHue [pasutensctea Poccuitickoit depepaumm ot 7 aekabpsa 2011 r. N 2199-p
(CobpaHue 3akoHogaTenbcTBa Poccuinckont depepaumm, 2011, N 51, ct. 7544; 2012, N 32, cT. 4588).

B YKasaHHbIX C/ly4asx Ha3HayeHWe NIeKapCTBEHHbIX MpenapatoB GpUKCUpyeTca B MeAULUHCKUX
OOKYMeHTax nauMeHTa W 3aBepaeTca MNoAnucbio MeAuMUMHCKOro paboTHMKa W 3aBenylollero
oTaeneHnem (OTBETCTBEHHOIO AEXKYPHOTo Bpaya UKW APYroro yrnoJHOMOYEHHOro nua).

26. MeguUMHCKUIA paboTHUK MeAMUMHCKOW oOpraHM3aumMu, PacnosoXKeHHOW B CeNbCKOM
Hace/NIeHHOM MYHKTEe WAM HaceNeHHOM MyHKTe, Pacro/ioXeHHOM B YAaNneHHbIX U TPYAHOAOCTYMHbIX
MECTHOCTAX, OCYLLECTB/AET Ha3HayeHWe NeKapCTBEHHbIX NpenapaToB B C/y4asnX, YKa3aHHbIX B MyHKTax
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25 1 27 HacToAwero MNMopagKka, eANHOANYHO.
(8 pea. Mpukasa MuHsgpasa Poccmm ot 30.06.2015 N 386H)

27. Mo pelweHunto BpayebHOM KOMUCCUM MaALMEHTAM NPU OKa3aHUM UM MeAULNHCKOM NOMOLLN B
CTaUMOHApPHbIX YC/0BUAX Ha3HaYaloTCA NEeKApPCTBEHHble MpenapaTtbl, He BK/AOYEHHblE B MNepeyYeHb
KM3HEHHO HeobXo4MMbIX W BarKHEMLWWMX NEeKAapCTBEHHbIX NpenapaToB, B C/y4ae WX 3aMeHbl MU3-3a
WHAMBUAYANbHON HEMEPEHOCUMOCTH, MO *KU3HEHHbLIM MOKa3aHUAM.

PeweHne BpayebHOM KOMUCCUM DUKCUPYETCA B MEAMUMNHCKMX OOKYMEHTAX NaLMeHTa U KypHane
BpayebHOM KOMUCCUM.

28. B cnyyanx obcnenoBaHUs M NIeYEHUA TparkgaHWHA B CTAUMOHAPHbLIX YC/NOBUSIX B pamKax
NpeaocTaBNeHNA MeAULMHCKUX YCAyr Ha BO3ME3LHOM OCHOBE 33 CYET JIMYHbIX CPeAcTB rparkaaH,
CPeACTB OPUANYECKUX JIUL, U UHbIX CPeACTB Ha OCHOBAaHMKM [0roBopa, B TOM 4ucae [0rosopa
[06pPOBOMbLHOIO MEAMUMHCKOrO CTpaxoBaHMA <5>, emy MoryT ObiTb Ha3Ha4yeHbl JIeKAapPCTBEHHbIE
npenapartbl, He BXoddAlWlMe B MepeyYeHb KU3HEHHO HeobXOAMMbBIX M BarKHEMLIUX NeKapCTBEHHbIX
npenapaTtos, €CAM 3TO OFOBOPEHO YCI0BUAMM JOTOBOPA.

<5> MocrtaHosneHune Mpasutenbcrtsa Poccuiickon Peagepaunmm ot 4 oktabpa 2012 r. N 1006 "O6
yTBEpPKAEHUN MNpaBun NpefoCcTaBAEHNA MEANULIMHCKMMM OPraHM3auMAMM NAATHbIX MeANLMHCKNUX ycayr"
(CobpaHue 3akoHoaaTenbcTsa Poccuitckoit depepaumm, 2012, N 41, cT. 5628).

29. B oTgenbHbIX cAy4aax MO peLeHUo PYKoBOAWUTENA MeAMUMHCKOM oOpraHuM3auuu npwm
BbINUCbIBAHUW U3 MEAMUNHCKOM OpraH13aunmn naumeHTa, UMetoLero COOTBETCTBYIOLME MeaULIMHCKME
MoKasaHWA M HanNpaBAAEMOro ANA MNPOAO/IKEHUA JfieYeHUss B amMOy/NaTOPHbIX YCAOBUAX, MOTyT
Ha3Ha4aTbcA MO0 BblAABATLCA OAHOBPEMEHHO C BbIMUCKON M3 UCTOPUM DONE3HU HAPKOTUYECKME U
NMCUXOTPOMHbIE NeKapCTBeHHble npenapatbl cnuckoB |l u IlIl lNepeyHsa, cunbHOAENCTBYlOWME
JIeKapCTBEHHbIe NpenapaTbl HA CPOK NpUemMa NaumMeHToM 40 5 gHen.

(8 pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

I1l. HazHa4yeHMe 1 BbINUCbIBaHWE NNIEKAPCTBEHHbIX NpPenapaTos
Npu OKasaHUM NEPBUYHON MeANKO-CAaHUTAaPHOM NOMOLLM, CKOPOW
MeANLMHCKON MOMOLLM W NaNJIMAaTUBHON MeAULMHCKOM NOMOLLM

30. Mpn OKasaHWUM NEepPBUYHON MEAMKO-CAaHMTAapPHOM NOMOLLM M MANANATUBHOW MeELULIMHCKOM
nomowM B amMbynaTOpHbIX YCAOBMAX HA3HAYeHME W BbINUCbIBAaHWE JIEKAPCTBEHHbIX MpenapaToB
OCYLLECTBAAETCA MEAULMHCKMM PabOTHMKOM B CAydasx TUMMYHOIO TeyeHwWs 3aboseBaHWA MauMeHTa
NCXo4A U3 TAXKECTU U XapaKTepa 3aboneBaHus.

31. Ha3HauyeHWe 1 BbINUCbIBAaHME SIEKAPCTBEHHbIX MPENapaToB Mo PeLIeHnIo BpauyebHol Komuccum
NpW OKasaHMWM MEPBUYHOW MELMKO-CAHUTAPHOM MNOMOLLM, MANANATUBHON MELULMHCKOM NOMOLLM B
ambynaTopHbIX YCI0BMAX MPOU3BOLAUTCA B CAYYaAX:

1) opHOBPEMEHHOro Ha3Ha4YeHMA O4HOMY NaLMeHTy NATM U 6onee NeKapCTBEHHbIX NPENAPATOB B
TeYEeHWe OAHMUX CYTOK UM CBbILLE AECATU HAMMEHOBAHWIN B TEYEHME OQHOI0 MecALa;

2) Ha3HaYyeHMUs JIeKapCTBEHHbIX MPENapaToB NPW HETUNUYHOM TedeHUM 3aboneBaHuA, HANUYUK
OC/NIO’KHEHUI OCHOBHOro 3aboneBaHua W (MAKM) COMNyTCTBYHOWMX 3aboseBaHUl, MPU Ha3HaYeHUU
JIeKapCTBEHHbIX MpenapaToB, OCOHGEHHOCTM B3aMMOLEWNCTBMA M COBMECTMMOCTM KOTOPbIX COracHo
WHCTPYKLMAM MO WX NPUMEHEHMUIO MNPUBOAAT K CHUXeHUO 3pdekTnBHoCTM M HesonacHocTu
dapmakoTepanuu u (Mam) co3aatoT NOTEHUMAbHYIO ONMAaCHOCTb 415 }KU3HM U 340POBbA MNaUMUEHT];

3) nepBMYHOrO Ha3HaAYeHWs MNaLMEHTY HAPKOTUYECKMX W MCUXOTPOMHbIX JIEKAPCTBEHHbIX
npenapatos cnuckos Il u lll MepeyHs (B ciydae NPUHATUA PyKOBOAMTENEM MEAULIMHCKOM OpraHM3aumum
peleHmsa 0 HeobX04MMOCTU COrNacoBaHMA Ha3HAYEHWUS TAaKUX IEKAPCTBEHHbIX NPENApPaToB ¢ BpaYebHoM!
Komuccuen).

(nn. 3 B pea. Mpukasa MuH3gpasa Poccmm o1 30.06.2015 N 386H)

32. HasHayeHWe U BbIMUCbIBAaHWE HAPKOTMYECKUX M MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpenapaTos
cnuckos 1l u 1l NMepeyHs nNpomnsBoAUTCA NaALMEHTAaM C Bblpa*KeHHbIM OONEBbIM CUHAPOMOM Nt06Oro
reHesa, a TaKXe MNauMeHTam C HapyweHWem CHa, CYAOPOMKHbIMU COCTOAHUAMM, TPEBOMKHbLIMU
pacctpoiictBamu, $HobuAmMM, NCUXOMOTOPHLIM  BO3OYXKAEHMEM CAMOCTOATENBHO  MEAMULMHCKUM
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paboTHMKOM IM60 MeANLMHCKMM PaboTHUKOM MO pelleHnto BpayebHoM KoMmuccum (B caydae npuHATUA
pykoBoAuUTENEM MEAMLMHCKOW OpraHM3aLMu peleHns 0 HeobXoAMMOCTU COrlacoBaHMA NEPBUYHOTO
Ha3HA4YeHMA TaKMX IEKAPCTBEHHbIX NPenapaToB ¢ BpaYebHOM Komuccuen).

(n. 32 B pea. MNpukasa Munsgpasa Poccum ot 30.06.2015 N 386H)

33. MpK OKasaHUKM CKOPOW MEeOMLMHCKOM MOMOLLM NeKApCTBEHHblE MpenapaTbl Ha3HavatoTcA
MeANUMHCKMM  pabOTHMKOM Bble3gHOW Opuragbl CKOPOM MOMOLLM, MEAULMHCKMM pPaboTHUKOM
MeANUMHCKON OpraHu3aLmu Mpu OKasaHMM MEeOUUMHCKOM NOMOLWM rparkaaHam npu 3aboseBaHusX,
HECYACTHbIX CAy4YasaXx, TPaBMax, OTPABAEGHUAX U  APYIUX COCTOAHUAX, Tpebylowmx CPOYHOro
MeANUMHCKOro BMeLlaTe 1bCTBa.

IV. HaszHayeHMe n BbINUCbIBaHME NeKapCTBEHHbIX
npenapaToB rpa*kaaHam, MMeLLMM NPaBo Ha becnaaTHOe NoayYyeHme
JNIEKAPCTBEHHbIX NPenapaToB UM NOJlyYeHMe NeKapPCTBEHHbIX
npenapaToB CO CKMAKOM, B paMKax OKasaHusA
UM NEePBUYHOM MeANKO-CAaHUTAPHON MOMOLLM

34. Ha3Ha4yeHMe 1 BbINUCbIBAaHME NIEKAPCTBEHHbIX NPenapaToB rpaX¥gaHam, UMelLMm NpPaBo Ha
6ecnnaTHoe NosyvyeHMe SIeKapCTBEHHbIX NPEenapaTtoB MM NOJAyYEHUE SIEKAapPCTBEHHbIX NpenapaTtoB Co
CKMAOKOM, NPU OKa3aHMM UM NEePBUYHON MELUKO-CAaHWUTAPHOM NOMOLLM OCYLLECTBAAETCA MEAULMHCKUM
paboTHMKOM B C/ly4anx TUMNUYHOrO TeyeHua 3aboneBaHMA MauMeHTa UCXOAs U3 TAXKECTU U XapaKTepa
3aboneBaHNA COrNacHO YTBEPXKAEHHbIM B YCTAHOB/NEHHOM MOpAAKe CcTaHAAapTam MeaULMHCKON
nomou1, B TOM YMCne:

1) oTaenbHbIM KaTeropuam rpa)kgaH, WUMeWMM MpaBo Ha MONyYEHUE rocyAapCTBEHHOM
couManbHOM NOMOLLM B BMAE Habopa coumanbHbIX YCIyr, B COOTBETCTBMM C NEPEYHEM NEKAPCTBEHHbIX
npenapatos Ana MeAMLMHCKOTO MNPUMEHEHUA, B TOM YWUC/AE JNIEKAPCTBEHHbIX MpenapaTos Ans
MEAULMHCKOTO MNPUMEHEHMA, Ha3HAYaeMblX MO PEeLIeHUD BPayYebHbIX KOMUCCUA MeAULUNHCKUX
opraHuMsauui <6>;

(nn. 1 B pea. NMpuKkasa MuHsapasa Poccuum ot 30.06.2015 N 386H)

<6> PacnopsxeHue lMNpasutenbctea Poccuiickoin ®Pepepaumm ot 30 gekabpa 2014 r. N 2782-p "06
YTBEPXKAEHUN MEPEYHA XKU3HEHHO HEeoBXOAMMBIX U Ba*KHEMLLMX NeKapCTBEHHbIX npenapaTtos Ha 2015
rog, a TakKe nepeyHel NeKapCTBEHHbIX NPEenapaToB ANA MeAULNHCKOro NPUMEHEHNA U MUHUMAJIBHOTO
aCCOPTUMEHTA JIEKAapPCTBEHHbIX MPenapaToB, HEOBXoAUMbIX ANA OKa3aHMA MeAMUMHCKON nomolum”
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depgepauymm, 2015, N 3, c1. 597).

(cHocKa BBeaeHa MNpukasom MuHsapasa Poccun ot 30.06.2015 N 386H)

2) rpa)kgaHam, CTpaJdalolMm  3/10KaYecTBEeHHbIMM  HOBOOBGpPa3oBaHUAMM  NMMGOUAHON,
KPOBETBOPHOW U POACTBEHHbIX UM TKaHel, remoduanein, MyKoBucLMa030M, rmnodm3apHbIM HAHU3MOM,
60s1e3HbI0 [OLe, paccesHHbIM CKAEPO30M, a TAKKe rParkAaHaM Nnocae TPaHCMNAHTaLUM OPraHoB 1 (uaum)
TKaHel, B COOTBETCTBMM C MEpPeYHEM LLeHTPA/IM30BaHHO 3aKynaemblX 33 cYeT cpeacTB denepasibHOro
6104KEeTa IEKAPCTBEHHbIX MPEnapaTos, yTBepKaaemMbiM MNpasutenbcteom Poccuiicko ®eaepaunm;

3) rpaxgaHam, MMeLWMM MPaBO Ha NOJAyYeHWE NeKAPCTBEHHbIX NpPenapaToB 6ecnnaTHO Wau
noJiydeHMe NIeKapCTBEHHbIX NPENapaToB CO CKMAKOM 3a cHeT cpeacTB bloaxKeToB cybbekToB Poccuiickoit
depepaumnn, B cooTBeTCTBUM C [lepeyHem rpynn HaceneHuMs U KaTeropuin 3abonesaHuii, npu
ambynaTopHOM Jie4eHUMN KOTOPbIX JIEKAPCTBEHHbIE CPEACTBA U U3LENNA MEeAULMHCKOrO Ha3HayYeHus
OTMYCKAlOTCA MO peLuenTam Bpadyeit becnnatHo, u lNepeyHem rpynn HaceneHusa, nNpu ambynaTopHOM
Jle4eHNN KOTOPbIX JIEKAPCTBEHHbIE CPEeACTBA OTMNYCKAKOTCA MO peuentam Bpaden ¢ 50-npoLeHTHOM
CKMAOKOM, yTBEPXKAEHHBIMWN NOCTaHOBAeHUeM MpaBuTenbcTBa Poccuiickon ®eaepauymm ot 30 nona 1994
r. N 890 <7>;

(B pea. Mpukasa MuH3gpasa Poccuu ot 30.06.2015 N 386H)

<7> CobpaHune 3akoHogaTenbcTBa Poccuiickoit Pegepaumm, 1994, N 15, cr. 1791; 1995, N 29, cr.
2806; 1998, N 1, cT. 133, N 32, cT. 3917; 1999, N 14, cT. 1724, N 15, cT. 1824; 2000, N 39, cT. 3880; 2002,
N 7, cT. 699.
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4) rpaxpgaHam, CTPadaloWMM KUSHEYTPOMKAOWMUMN U XPOHUYECKMMU MPOrpeccupyowmmm
peakumu (opdaHHbIMK) 3ab60neBAHUAMM, MPUBOAALLMMU K COKPALLEHUIO NMPOAOIKUTENBHOCTU KU3HU
rpa*kgaH U X MHBANNMAHOCTU <8>.

(nn. 4 BBeaeH MNpukasom MuHsapasa Poccmm ot 30.06.2015 N 386H)

<8> MMocTtaHoBneHune MpaButenbcTBa Poccuiickon deaepauymm ot 26 anpena 2012 r. N 403 "O
nopagke seaeHna denepanbHOro PerucTpa AunL, CTPALAIOWMX KUSHEYTPOKAOLWMMU U XPOHUYECKUMU
nporpeccupylowmmm  peakumm  (opdaHHbIMKM)  3ab0neBaHMAMM, MNPUBOAALLMMM K COKPALLEHWUIO
NPOAOIKUTENbHOCTU XKU3HU TPaXKaaH U UX MHBAIMAHOCTU, U ero permoHanbHoro cermeHTa" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepaumu, 2012, N 19, c1. 2428; N 37, cT. 5002).

(cHocka BBeaeHa Mpukaszom MuHsgpasa Poccum ot 30.06.2015 N 386H)

35. MNpaBo BbINMCbIBATb PELENTbl HA IEKAPCTBEHHbIE NpenapaTbl rpa*kgaHam, MMEHLWMM NPaBo Ha
6ecnnaTHoe NosyvyeHMe SIEKAapPCTBEHHbLIX NPEenapaTtoB MM NOJAYYEHUE SIEKAaPCTBEHHbLIX NpenapaTtoB co
CKUAKOM, TaK}Ke UMEIOT:

1) meguumHcKMe paboTHMKK, paboTalowme B MeAMLMHCKOW OpraHM3aumm no COBMeCcTUTEbCTBY
(8 npepenax ceoelt KOMNeTeHUMN);

2) MegMUMHCKME pPabOTHUKM CTAUMOHAPHbIX YYPEXKAEHUIA COUMANbHOTO OBCNYXUBAHUA W
NCNPaBUTENbHbIX yUYpeKaeHU (He3aBUCMMO OT BEAOMCTBEHHOM NPUHALNEKHOCTH);

3) megMuMHCKME PabOTHUKN MEANUMHCKMX OPraHM3aLMii, OKasblBaOLWMX MeAMULIMHCKYIO MOMOLLLb
B CTAaLMOHAPHbIX YCNOBUAX, B C/ly4ae, NpeAycCMOTPEHHOM NMyHKTOM 29 HacToAwero MopAaaka;

4) megMuMHCKMe PabOTHUKM MeAMLMHCKUX OPraHM3auMi, OKasblBalOWMX MEPBUYHYIO MeaMKO-
CaHWTAPHYIO MOMOLLb, NOABEAOMCTBEHHbIX denepasibHbiM OpraHam WCMOJIHUTENbHOM BAAcTM UK
opraHam UCMNoJIHUTEIbHOM BlacTM cybbeKToB Poccuinckoit ®egepaumnm:

a) rpaxkaaHam, pacxoapl Ha becnaaTHoe nekapcTBeHHOe obecrneyeHme KOTOPbIX B COOTBETCTBUM C
3aKoHoAaTenbCTBOM Poccuitickoit degepaumm NOKpbIBAOTCA 3a cYeT cpeacTs deaepanbHOro boaxeTa;

6) MHbIM KaTeropmam rpa*kaaH, pacxoapl Ha becnnaTtHoe nekapcTBeHHoe obecneyeHme KOTopbIX B
COOTBETCTBUM C 3aKOHOAATeNbCTBOM Poccuiickol dPeaepaunmn NoKpbIBAKOTCA 3a CHET CPeaCcTB brogKeToB
pa3/IMYHbIX YPOBHEN M 06A3aTENbHOTO MEAULIMHCKOTO CTPAaxoBaHWs;

5) vHAMBUAYaNbHble NpPeanpUHMMATENN, 3aHUMAIOLMECA YACTHOW MEeONUMHCKON MNPaKTUKON U
BK/IIOYEHHblEe B pPeecTp MeAULMHCKMX OpPraHmsauMi, OCYLLeCcTBAAILWNX AeAaTenbHoCTb B cohepe
06A3aTeNbHOr0 MeAMULMHCKOro CTPAaXoBaHMS.

36. He ponycKaeTcA BbINUCbIBaHME peLLenTOB HAa NeKapCTBEHHble npenapaTtbl ANA NevyeHuA
rpak4aH, MmerLmnx nNpaBo Ha GecnnaTtHoe NoyvyeHMe NEeKAaPCTBEHHbIX NPEnapaTtoB WAWU MNoJyvyeHue
JIEKapCTBEHHbIX MPEnapaTtoB CO CKUAKOW, MEeAUUMHCKMMW pPaboTHUKAMM CaHATOPHO-KYPOPTHbIX
OpraHusaumn,  MeguLMHCKUMW  PabOTHMKAMM  MEAMUMHCKUX  OpraHusauMi,  OKasblBaoLWMX
MeAMUMHCKY0 NOMOLLb CTAaLMOHAPHO WUIM B YC/I0BUAX AHEBHOTO CTaLUMOHApa, 33 UCK/IIOYEHNEM C/lyYas,
npeaycMoTpeHHOro nyHKTom 29 HactoAwero MNopaaka.

37. MNpu BbINUCbIBAHUW PELENTOB Ha JIEKAPCTBEHHble Mpenapatbl ANA JIeYEHMA T[PaXKAaH,
MMeLWMX npaBo Ha becniaTHoe MOJyYeHWe NEeKAPCTBEHHbIX MpenapaToB WM  MOJyYeHue
JIeKAPCTBEHHbIX MPENAPATOB CO CKUAKOM, YyKasbliBaeTcA Homep TenedoHa, Mo KOTOpOMy pPaboOTHUMK
anTeyHoW opraHMsaumMmM npu HeoOBXOAMMOCTM MOMKET COrnacoBaTb C MEAMUMHCKMM PaboTHUKOM
CUHOHMMMYECKYHO 3aMeHY JIEKAapCTBEHHOTO NpenaparTa.

38. Ha peuentypHom 6naHke ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) peuent
BbINUCbIBAETCA MEAMUMHCKMM PabOTHMKOM B ABYX 3K3EeMMAAPaAx, C OAHUM 3IK3EMMNIAPOM KOTOPOro
nauMeHT obpalilaeTca B anTeYyHylo oOpraHusaumio. BTopoit sksemnnap peuenta npuobliaeTtca K
MeAVLIMHCKOM KapTe nauyeHTa.

(n. 38 B pea. Mpukasa MuH3gpasa Poccum ot 30.06.2015 N 386H)

39. HapkoTuyeckMe W MNCUXOTPOMHble NeKapcTBeHHble npenapatbl cnucka Il MepedyHs (3a
WCK/IOYEHNEM NIEKAPCTBEHHbIX MPENapaToB B BUAE TPAHCAEPMA/bHbIX TEPANEBTUYECKUX cUCTEM) ANA
NIeYeHUA TpaXKAaH, MMeLWMX npaBo Ha 6ecnnatHoe MOMyvYeHWE NEeKAPCTBEHHbIX NpPenapaToB Wau
NoJlydeHUA NeKapCTBEHHbIX MPENApPaToB CO CKWMAKOM, BbIMMCLIBAIOTCA Ha CNeLMasbHOM peL.enTypHOM
6naHKe Ha HAPKOTMYECKoe CPeacTBO M MCUXOTPOMHOE BELWECTBO, K KOTOPOMY AOMOJHUTENbHO
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BbINMMUCbIBAIOTCA pPeLenTbl B ABYX 3K3eMnaApax Ha peuentypHom 6naHke dopmbl N 148-1/y-04 (n) mnu
dopmbi N 148-1/y-06 (n).
(8 pea. Mpukasos MuH3sgpasa Poccum oT 30.06.2015 N 386H, oT 21.04.2016 N 254H)

40. HapKoTu4ecKMe U NCUXOTPOMHbIE /IeKApPCTBEHHble npenapatbl cnucka Il MNMepeyHa B BuAe
TpaHCAEPManbHbIX TepaneBTUYECKMX CUCTEM, MCUXOTPOMHbIE JeKapCcTBeHHble npenapatbl cnucka il
MNepeyHa, WHble NeKapcTBeHHble CcpeacTBa, Mognexawme npeaMeTHO-KOIMYECTBEHHOMY Y4yeTy,
NleKapCTBEHHblE  MpenapaTbl, obnagatowme aHAaboNMUEeCKON aKTUBHOCTbIO, KOMOMHMPOBAHHbIE
NleKapCTBeHHble npenapaTtbl, YKasaHHble B NOANYHKTe 4 nyHKTa 9 HacTtoAwero nopAaka,
npefHasHavyeHHble ANA NeYeHUs rpaxKaaH, UMeoLWMX NpaBo Ha becnaaTtHoe NosyYeHWe eKapCTBEHHbIX
npenapaToB UAN NOAYyYEeHUE NEKAPCTBEHHbIX NPENAPATOB CO CKUAKOM, BbIMUCLIBAOTCA Ha pPeLLenTypHOM
6naHke N 148-1/y-88, K KOTOPOMY AOMOJIHATENBHO BbINUCHIBAIOTCA PELIENTbl B ABYX 3K3emMnaspax Ha
peuenTypHom 61aHKke popmbl N 148-1/y-04 (n) nan popmbl N 148-1/y-06 (n).

(B pea. Mpurkaszos MuH3gpasa Poccum ot 30.06.2015 N 386H, 0T 21.04.2016 N 254H)
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MPEAENIBHO AONYCTUMOE KONMMYECTBO
OTAENBbHbIX HAPKOTUYECKUX N NCUXOTPOMHbIX JIEKAPCTBEHHbIX
MPENAPATOB A1 BbINMUCbIBAHNA HA OAWH PELENT

CNNCOK M3MEHAILWUX AOKYMEHTOB
(8 pea. Npukasos MuH3apasa Poccum ot 30.06.2015 N 386H,
0T 21.04.2016 N 254H)

N n/n| HaumeHoBaHMe HaPKOTUYECKOTrO U dopma BbIMyCcKa 1 A03UPOBKA Konunuectso
NCUXOTPOMHOTO IEKAPCTBEHHOIO
npenapata
1. BynpeHopduH Tabnetku gnsa cybamMHreanbHoOro
npuema 200 mKr 1 400 mKr 50 Tabn.
2. bynpeHopduH PactBop AnA MHbeKuuit, amnynol, | 30 amnyn uam wnpuu-
wnpuu-TobunKkn 300 mrr/ma 1 ma TIobuKoB
amnynbl 300 MKr/mn 2 ma 15 amnyn
3. bynpeHopduH TpaHcaepmanbHaa
TepaneBTUYECKan cucTema
35 mKr/u 20 nnacr.
52,5 MKr/u 10 nnacr.
70 MKr/u 5 nnacr.
4, OurnapokogeunH (OrK KoHTuHyc) TabneTkn NPOSOHIMPOBAHHOIO

MpunoxkeHne N 1

K MNopAaaKy Ha3HAYeHMA U BbINUCbIBAHUA
JIeKapCTBEHHBIX NPEenapaTos,
YTBEPKAEHHOMY NPUKa3om
MwuH3gpasa Poccun

oT 20 aekabpna 2012 r. N 1175H
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AencTBma ana npuema BHyTpPb

60 mr 40 Tabn.
90 mr 30 Tabn.
120 mr 20 Tabn.
5. MopduH PacTBOp ANA MHBEKLWIM, pacTBOp
ONA NOAKOMKHOIo BBeAEHUS,
amnynbl 10 mr/mn 1 mn 20 amnyn
(n. 5 B pea. NMpukasa MuHsgpasa Poccun ot 30.06.2015 N 386H)
6. OmHONOH PacTtBop 414 NnOAKOXKHOIO
BBeaeHua, amnynbl 0,72 +5,75 + 2,7
+0,36 +0,05 mr/mnun 1,44 + 11,5 +
5,4+0,72 +0,1 mr/mn 20 amnyn
(8 peaq. Mpukasa MuH3gpasa Poccum ot 21.04.2016 N 254H)
7. Mpomenon (TpumenupuamnH) TabneTku ansa npuema BHYTPb 25 mr 50 Tabnetok
(n. 7 B pea. Npukasa Munsapasa Poccum o1 30.06.2015 N 386H)
8. Mpomegon (TpUMeNUpUAMH) PacTBop 419 UHBEKLMIA, amny bl 20 amnyn (wnpwu-
(wnpuu-To6uKn) 10 mr/mn 1 mn, 20 TI06MKOB)
mr/mn 1 mn
(n. 8 B pea. MNpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)
9. MopduH (MCT KOHTUHYC UK TabneTku (Kancynbl) NpoANEHHOro

Apyrve aHanoru
NPOAOIKNUTENbHOCTbIO AeNCTBUA He
meHee 12 yacos)

AeNCTBMA ANa Npuema BHYTPb

10 mr
30 mr
60 mr
100 mr

180 Taba. (kanc.)
60 Tabn. (Kanc.)
30 Tabn. (Kanc.)
20 1abn. (Kanc.)



consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB999126ACAFD0F4D857F1C32964695EE89381907DE82346F90jDh3M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB99A1A6CCBFE0E4D857F1C32964695EE89381907DE82346F94jDh1M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB999126ACAFD0F4D857F1C32964695EE89381907DE82346F91jDh0M
consultantplus://offline/ref=88C0854E168EEB166B4A756A5C25ABB999126ACAFD0F4D857F1C32964695EE89381907DE82346F91jDh5M

200 mr

20 1abn. (Kanc.)

(n. 9 B pea. NMpukasza MuHsgpasa Poccmun ot 30.06.2015 N 386H)
10. Mpocuagon TabneTtku ana 6ykkanbHoOro npnema
10 mr un 20 mr 50 Tabn.
11. Mpocugon PactBOp Ans uHbeKUMn, amnynbl 10
mr/mn 1 mn 50 amnyn
(n. 11 8 pepa, Mpukasa Munsgpasa Poccum ot 30.06.2015 N 386H)
12. deHTaHUN TpaHcaepmanbHaa
TepaneBTUYECKAA CUCTEMA
12,5 mKr/yac 20 nnacr.
25 MKr/uac 20 nnacr.
50 mKr/uac 10 nnacr.
75 MKr/uac 10 nnacr.
100 mKr/yac 10 nnacr.
13. deHTaHUN TabneTkn NnoabA3bIYHbIE
0,1 mr; 0,2 mr;
0,3 mr; 0,4 mr;
0,6 mr; 0,8 mr 50 TabneTok
14. KogeuH (koaeunHa dpocdar) Mopoluok 0,2r
15. HaTtpus okcnbytupat PactBop gnsa npnema BHYTPb 66,7%,
cMpon gnAa npuema BHyTpb 5% 2 pnakoHa
16. BytopdaHon Pactsop ans nHbekunin 2 mr/mn 1
M 20 amnyn
17. HanbyduH PacTBOp 415 MHBEKLUN
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10 mr/mn 50 amnyn
20 mr/mn 25 amnyn
18. deHobapbuTan Tabnetkun 50 mr, 100 mr 50 TabneTok

(n. 18 BBegeH Mpukazom MuH3gpasa Poccum ot 30.06.2015 N 386H)

PEKOMEHOOBAHHOE KOJIMYECTBO

OTAENTIbHbIX JIEKAPCTBEHHbIX MPEMAPATOB A/1A BbINMNCbIBAHUA

HA OZIMH PELIEMT

CnnCcoK U3MeHsALWMX AOKYMEHTOB

(8 pea. Npukasos MuH3apasa Poccum ot 30.06.2015 N 386H,

0T 21.04.2016 N 254H)

Nn/n| HaumeHOBaHWE NeKapCTBEHHOrO dopma BbiNycKa 1 403MPOBKa Konunuectso
npenapara
1. |KombBWHMPOBaHHbIE IeKAPCTBEHHbIE Bce nekapcrBeHHble GopMbl He 6onee 0,2 r <*>

npenaparbl, cogepXaline KoaenH
(conn kKopenHa)

ddeapuHa rmgpoxnopua u apyrve

MopowokK

0,6r

MpunoxkeHue N 2

K MopAaaKy Ha3HAYeHMA U BbIMUCbIBAHUA
NIeKapCTBEHHbIX NpenapaTos,
YTBEPXKAEHHOMY NMPUKA30M
MwuH3apasa Poccun

oT 20 gekabpa 2012 r. N 1175H
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conun apeppuHa

TeodenpuH, TeodpenpuH-H, Heo-
TeodeapuH

Tabnetku

30 Tabn.

ConyTtaH

Pactsop 50 mn, 30 mn

1 dnaKkoH

CnasmoBepanruH,
CnasmosepanrmH-Heo

Tabnetku

50 tabn.

Lpyrne KOM6MHMPOBAHHbIE
JleKapcTBeHHbIe NpenapaTsbl,
coaepkauwme adpeapuHa
rMAPOXA0PUA U Noaaexalume
npeAMeTHO-KO/IMYECTBEHHOMY

yyety

Bce nekapctBeHHble GopMbli

1 ynakoBka

KomMBUHMPOBaHHbIE IeKAPCTBEHHbIE
npenaparbl, cogeprKalimne
ncesgoadeapuHa ruapoxaopug u
noanekaiwme npegmeTHo-
KO/IMYECTBEHHOMY yuyeTy

Bce nekapcrBeHHble GOpPMblI

1 ynakoBKa

KnoHngmH

Tabnetkun 0,075 mr; 0,15 mr
PactBop gna nubekumii 0,1 mr/mn

Kanau rnasHbie 0,125%, 0,25%,
0,5% pactBop

1 ynakoBKa
1 ynakoBKa

5 TioBUK-KanenbHuL,

JlekapcTBeHHble Npenapartsl,
obnapatolme aHabonnyeckom
aKTMBHOCTbIO (B COOTBETCTBUM C
OCHOBHbIM GpapMaKONOrMYECKUM
aencremem)

Bce nekapctBeHHble popmbl (3a
WCK/IIOYEHNEM SIEKAPCTBEHHbIX
$opMm A1A HapyKHOTo NPUMEHEHUA
- TeNun, Kpembl, masm)

1 ynakoBKa




(n. 9 B pea. Npukasa MuHsapasa Poccum o1 21.04.2016 N 254H)

10. | KombuHMpoBaHHbIE IeKapCTBEHHbIE Bce nekapctBeHHble GopMbl 1 ynakoBKa
npenapartbl, cogepKalime
dbeHnnnponaHonammH u
noanexawue npesmeTHo-
KO/IMYEeCTBEHHOMY y4eTy
11. | YTpatun cuny. - Npukas Munsgpasa Poccum ot 30.06.2015 N 386H
12. BeHsobapbuTtan Tabnetku 50 mr, 100 mr 1 ynakoBka
13. MpumunaoH Tabnetkm 125 mr, 250 mr 1 ynakoBka

<*> [pu BbINMUCLIBAHMM U OTNYCKE JIeKapCTBEHHOro NpenapaTa, CoAePKaLLero coamn KogenHa, NPonM3BoAMTCA NepecyeT Ha KOAEWH OCHOBaHMe.

CokpaweHue

OONYCTUMBIE K UCMNOJIb3OBAHUIO PELIEMTYPHbLIE COKPALLLEEHNA

MonHoe HanucaHue

Mepesog

MpunoxkeHue N 3

K MNopAaaKy Ha3HAYeHMA U BbINUCbIBAHUA
NleKapCTBEHHbIX NpenapaTos,
YyTBEPXAEHHOMY NPUKa3oMm
MwuH3pgpasa Poccmun

oT 20 aekabpa 2012 r. N 1175H

CnpaBo4HO
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aa
ac.acid.
amp.
ag.
aqg. destill.
but.
comp., cps

D.

D.S.

D.t.d.

Dil.

div.in p.aeq.

extr.
f.
qtt.
inf.
in amp.

in tabl.

ana
acidum
ampulla
aqua
aqua destillata
butyrum
compositus (a, um)

Da (Detur, Dentur)

Da, Sigha
Detur, Signetur

Da (Dentur) tales doses

dilutus
divide in partes aequales
extractum
fiat (fiant)
qutta, guttae
infusum
in ampullis

in tab(u)lettis

no, NOPOBHY
KMcnoTa
amnyna
BOAa
ANCTUNNNPOBaHHaA BoAa
macno (Tsepagoe)
CNOXKHbIN

Bblgalt (nycTb BblgaHo, NycTb byaeT
BblaHo)

Bblaali, 0603Haub
Myctb byaeT BblgaHo, 0603HaYeHo

Bbigait (MycTb 6yayT BblAaHbl) TakMe
[03bl

pa3BeaeHHbIN
pasgenu Ha paBHble YacTu
SKCTPAKT, BbITAXKKA
MycTb obpasyeTca (ob6pasytoTca)
Kanns, Kanam
HacToM
B amnynax

B TabneTKax



ol.
past.
Ppl.
p.aeq.

ppt.,praec.

pulv.

g.s.

r.,rad.
Rp.
Rep.

rhiz.

sem.

linimentum
liquor
massa pilularum
Misce, Misceatur
numero
oleum
pasta
pilula
partes aequales

praecipitatus

pulvis

quantum satis

radix
Recipe
Repete, Repetatur
rhizoma

Signa, Signetur

semen

KUAKaA Masb
HKUOKOCTb
nuAtobHaA macca
Cmewwaw (MycTb Byaet cmelwaHo)
yncaom
macno (Kuaroe)
nacra
nuaona
paBHble YacTu

OcarkaeHHbIl

NMopowokK

CKObKO NoTpebyeTcs, CKONbKO
Hago

KOpeHb
Bo3sbmu
MosTopwu (MycTb ByaeT NnoBTOpPEHO)
KOpHeBMLLe

0603Haub (MycTtb 6yaeT
0603Ha4eHo)

cema



simpl.
sir.
sol.
supp.
tabl.
t-ra, tinct.
ung.

vitr.

simplex
sirupus
solutio
suppositorium
tab(u)letta
tinctura
unquentum

vitrum

npocToM
cupon
pacTBop
cBeya
Tabnetka
HaCcTOMKa
Ma3b

CK/NIAHKa



MpunnoxkeHne N 2
K npuKasy MuHsgpasa Poccum
ot 20 aekabpna 2012 r. N 1175H

CrNnNCOK U3MEHAILWNX OKYMEHTOB
(8 pea. Mpukaszos MuH3gpasa Poccum ot 30.06.2015 N 386H,
0T 21.04.2016 N 254H)
PELLENTYPHbIM BNAHK

CnnCOK U3MEHAILWMX AOKYMEHTOB
(8 pea. Npukasa MuH3apasa Poccun ot 30.06.2015 N 386H)

MMHMCTEPCTBO 3OPaBOOXPAaHEHUS

Poccurickon Odernepaumnu Kon ¢opmer mo OKYI 3108805
MeoMUMHCKASA OOKYyMEHTAalMSa

HamMeHOBaHMe (WTaMII) dopma N 148-1/y-88

MEeIMLMHCKOM OpIraHM3alun YTBepXIOeHa IPUKa30M

MyHMCTEepCTBa 3IOPaBOOXPaHEeHUs
Poccurickon denmepaumnm
or 20 mexkabps 2012 r. N 1175H

~- U000~ 0000

PEOEIIT

(maTa BHIIMCKM pelenTa)

(B3pOCIBEI, IOEeTCKMM — HYXHOE INOIUEPKHYTH)

®.M.0. naumeHTa

(IIOJIHOCTHLIO)
BospacrTt
Anpec Mt HOMEP MeﬂMuMHCKOﬁ KapTe IIaluMeHTa, IOoJIiydarmero MeIMIMHCKYIIO IIOMOIIb
B aMOyJIaTOPHEIX YCJIOBUAX

®.11.0. jeuamero Bpada

(mosHOCTHBIO)
Py6 Kom Rp
HOﬂHMCb M JIM4UHAaA IIe4YaThb
Jevamero Bpauda M.II.

PeuenrT menicTBUTEJIeH B TeueHue 15 nHenl
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PELLENTYPHbIX BNAHK <*>

CNNCOK M3MEHALWUNX OKYMEHTOB
(8 pea. Mpukasa MuH3apasa Poccum ot 30.06.2015 N 386H)

MMHMCTEPCTBO 3IOpaBOOXPaHEeHUS Kon oopwmer mo OKVYI
Poccumickon denmepaumum Kon yupexnenmus no OKIIO
MenyumMHCKas HOOKYyMeHTalusa
HamMeHOBaHMe (WITaMII) dopma N 107-1/y
MeIMLMHCKOM opIraHM3aluumn YTBepxOeHa IPUKa30M

MyHMCTEepCTBa 3OPaBOOXPaHEeHUs
Poccurickom denmepaumum
or 20 mexabps 2012 . N 1175H

PELEIT
(B3pOCIBEI, IOEeTCKMM — HYXHOEe NOIOUYEPKHYTH)
ll—ll 20— i .
®.11.0. nmaumeHTa
BozpacTt
®.11.0. Jseuamero epada
py0. |xon. | Rp
pyO. |kom. | Rp
pyo. |xon. | Rp
[loonuche M JMYHAA [IedyaThb
Jedaluero Bpauda M.II.

Peuent pemcrBuUTeJsieH B TeueHme 60 mHem, 1 roma ( )
(HEHYXHOE BaUYEepKHYTb) (ykazaTb KOJIMUECTBO MECHILEBR)

<*¥> - ANA peuenTypHbIX 6]'IaHKOB, NU3roToBAEMbIX N NOTHOCTbHO 3anNO/IHAEMbIX C UCNOJZIb3OBAHUEM
KOMHbDTepHHXTEXHOHOFMﬁ,BBOAFKH AONO/IHUTE/IbHbIE pEKBM3MTbI(HOMep M(MHM)CepMH)M mMecTo
AnAa HaHeCeHuA WTpUx-Koaa.
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MMHMCTEPCTBO 3OPaBOOXPaHEHUS
Poccurickon demepaumn

Tamn
Kon

MeIMUMHCKOM OopraHmn3alumnm

PELLENTYPHbIX BNAHK

Cn1CcoK U3MEHAIOWMX JOKYMEHTOB
(8 pea. Mpukasos MuH3sapasa Poccum ot 30.06.2015 N 386H,
0T 21.04.2016 N 254H)

YTBEPXIEHA

IpMrKas3oM MMHMCTEPCTBAa 3IPaBOOXPaHEeHUS
Poccurickon demepaumu

or 20 nmexabps 2012 r.

N 1175=

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

Koga Koga MCTOYHMK % onnaTbl: Kopa nekapcrteeHHOro
KaTeropum | HO30/10rM4YecKom dUHaHCMpoBaHUA: (nogyepKHyTb) cpefacTBa (3anonHseTcs B
rpaxgaH | ¢opmbl (no MKB- (nopyepKHyTb) anTeyHow opraHM3aumm)
10)
1. PepepasnbHbIi 1. becnnatHo
2. CybbekT Poccuinckoii | 2. 50%
depepauunm
S|{S|S|L|L|L L |3. MyHMumMnanbHbIN
PELEIT Cepusa N JIaTa BBIIMCKM: 20 m.
®./M.0. maumeHTa JaTa poxnoeHmsa
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CHUAC

N noauca
o0bna3aTenbHOro
MeAMLNHCKOTO
CTpaxoBaHuA:

HOMep M@,JIMLU/IHCKOﬁ KaprI InaumeHTa, IIoJiyuvamnumeIro MeIVLIVMHCKYIO IIOMOIUIb
aMOyJIaTOPHBEIX YCJIOBUAX

®./M.0. Jyeuamero Bpauda

Py6. |Kom. | Rp:
B S

D OO (RN B N 10 = - R I

(kon Jeuamero Bpauda)
[Tognmuce M JNMUHAaAA [IedaThk Jiedalero Bpada M.II.

PeuenT melicTBUTeJieH B TeueHue 15 muen, 30 mguert, 90 mHen
(HeHyXHOEe BaUYepKHYTH)

—————————— (3anoyHAeTCcA CHeUManMCTOM alTe4YHOM OpTaHM3alumuM) —-———---—-

OTnyuweHo no peuenty: Toprosoe HaMMeHOBaHME M A03MPOBKa:

Oata otnycka: " " 20 . Konunuectso:




MNpurotosun:

Mposepwun: OTnycTtun:

(nnHMA

OTpbIBA)

Kopewok peuenTtypHoro 6a1aHKa

HavmeHoBaHMe nekapcTBEHHOro npenapara:

Jo3unposka:

Cnocob npumeHeHuA:

MpoaonXKMTenbHOCTb nHen
Konnyectso nprMemos B AeHb: pa3
Ha 1 npuem: ea.




PELENTYPHbIX BNAHK

CHMCOKMBMEHHKMMMXAOKYMEHTOB

(8 pea. Mpukasos MuH3sapasa Poccum ot 30.06.2015 N 386H,

MUHMCTEPCTBO 3IOPaBOOXPAHEHMUSI
MECTO IJid WTPUX-KOIA

Poccumickon denmepaumum

o1 21.04.2016 N 254H)

YTBEPXIEHA

nprukKkasoM MMHMCTEepCTBa 3IPaBOOXPaHEHUI
Poccurickon denmepaumnm

MenuumHCKasg opraHM3alLus or 20 gmexabps 2012 . N 1175H
MTaMn
Kon OI'PH
Komn dopmer mo OKYI 3108805
®opma N 148-1/y-06 (J)
Kon Kon VICTOUHMK OGMHAHCU— % onJyaTe u3 |Peuent
KaTeropuM Ha30JI0OTUUECKON poBaHUA: VMCTOUHMKA OeicTBUTEe -
rpaxnaH bopMBL 1) denepanbubBlM OBIXET |drHaHCHUpPOBA- [JIeH B Tede-
(o MKB-10) 2) OomxeT cyOBmeKTa HUSA : HUe
Poccurickom demepaumm |1) 100% 15 muen,
3) MYHMILMIIAJbHBIN 2) 50% 30 muemn,
oomxeT (ryxHoe noxn-|90 nHem
(HyXHOEe IOIYEpPKHYTb) [UEepKHYTH) (HyxHOE
IoOUuepK-—
HYTh)
PEOEIT Cepusa N oT
o.71M.0.
naumMeHTa
DaTa CHMJIC
POXOeHMnsa
N nomnmca o6sa3aTeJIbHOTO
MEIULMHCKOTO
CTpaxoBaHUA
HoMep MeOMUMHCKOM KapTh [HalMeHTa, noJjiydamnumero MeOULMHCKYIO IoMOme B
aMOyJIaTOPHBIX YCJIOBUAX
®.11.0. Jyeuamero Bpauda
Kon seuamero Bpaua
Brimmcaso @ (3amosHgeTCsa CIIelMaJIMCTOM alTeuyHon
opraHu3aLumn)

Rp:

OTHnymeHoO IO pPeLenTy:
IDaTa oTnycka
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Kon siexapCTBEHHOTO

npenapara
D.t.d. ToproBoe HaMMEHOBAHUE
JosupoBka
KosmmmuecTBO enuHMI]
Signa KommuecTsO
[loonmuce Jjledallero Bpada Ha ofbwywn cymmy
1 JIM4YHaA IedaThb Jedalero Bpauda
M.II
——————————————————————————— (JIMHMA OTPEIBA) —————————————————————————
Kopewox PELEITA Cepusa N oT
Crnocob NpMMeHEeHU:
[IpOnOIIXNTEJIEHOCTD oHeMl HamMeHOBaHME JIEKAPCTBEHHOI'O
KonmnuecTBO NPMEMOB B IEHb: pas npernapara:
Ha 1 npuewm: ern. JosupoBKa :
MpunnoxkeHme N 3
K npukasy MuHsgpasa Poccumn
oT 20 aekabps 2012 r. N 1175H
NnoPAAOK
O®OPMJIEHUA PELLENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbDIE NMPEMAPATbI,
UX YYETA U XPAHEHUA

CnNCOK U3MEHAILWMX OKYMEHTOB
(8 peq. Mpukaszos MuH3gpasa Poccum ot 30.06.2015 N 386H,
0T 21.04.2016 N 254H)

I. OdpopmneHne peuenTypHbix 6N1aHKOB

1. Ha peuentypHbIx 61aHKax ¢opmbl N 107-1/y, He umetowmx Homep 1 (MaKn) cepuio, mecto ans
HaHeceHusa wWTpux-Koaa, N 148-1/y-88, N 148-1/y-04(n) u N 148-1/y-06(n) B neBom BepxHem yray
NPOCTaBNAETCA LWTaMn MEAMUMHCKON OpraHusauMuM C yKasaHMeM ee HauMeHOBaHWs, ajpeca M
TenedoHa.

JononHUTeNbHO Ha peuenTypHbIx 6naHkax ¢opmbl N 107-1/y, nmetoumx Homep 1 (nam) cepwmio,
MecTo [A1A HaHeceHus wTpux-koga, N 148-1/y-04(n) u N 148-1/y-06(n) npocraBnsetca Kog
MeANLNHCKON OpraHM3aLmm.

Cepusa peuentypHoro 6n1aHka ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BKAtOUAET Kog,
cybbekta Poccuitckoit depepaumu, COOTBETCTBYHOWMM ABYM nepBbiM undpam Ob6wepoccuinckoro
KnaccudmkaTopa 06BEKTOB aAMUHUCTPATUBHO-TeppUTOpUanbHoro aeneHuma (OKATO).

2. Ha peuenTypHbix 6naHKax, odpopmaseMbIX WHAMBUAYANbHBIMW MNPeAnpUHUMATENAMMU,
UMELNMU JIMLLEH3NIO Ha MEAMUMHCKYIO [eATeNbHOCTb, B BEPXHEM JIEBOM YAy TuURorpadckum
cnocobom uMAM NyTemM MPOCTaBAEHMA LWTaMMa J[o/KeH OblTb YKasaH agpec WHAMBWMAYANbHOIO
npeanpuHMMaTens, Homep M f[aTta JIMULEH3UM, HaMMeHOBaHWEe OpraHa rocyAapCTBEHHOM BAACTH,
BblAABLUENO JINLEH3NIO.

(8 pea. Mpukasa MuHsgpasa Poccmm ot 21.04.2016 N 254H)

3. PeuentypHble 6naHKM ¢dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHaoTcA
MeANUNHCKMM PaboTHUKOM pa3bopumnBo, YETKO, YEPHUAAMM UM LLAPUKOBOW PYYKOW.

(8 pea. Mpukasa MuHsapasa Poccum oT 21.04.2016 N 254H)
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4. flonycKkaeTtcs obopmneHue:

1) Bcex peKBM3UTOB peLenTypHbiXx 6naHkoB ¢popmbl N 107-1/y, umetowmx Homep U (Mau) ceputo,
MeCTO ANA HaHeceHua WTpUxKkoda, u ¢opmbl N 148-1/y-06(n) ¢ Mcnonb3oBaHMEM KOMMNbIOTEPHbIX
TeXHONOTrUI;

2) BCcex peKBM3UTOB (3a MCKAOYeHMeM peKkBu3auTa "lMoanuch nedawiero Bpaya") peuenTypHbIX
6naHkoB ¢popmbl N 148-1/y-88 n dpopmbl N 107-1/y (He umetowmx Homep U (MAK) cepuio, mecto Ans
HaHeCeHMUsA WTPUXKOAA) C UCNOIb30BAHMEM NEYATAIOLLMX YCTPOMCTB.

(n. 4 B pea. NpuKkasa MuHsgpasa Poccum ot 30.06.2015 N 386H)

5. OdopmneHne peuentypHbix 6naHkoB dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06 (n)
BK/ItOYaeT B cebs umdppoBoe KogmMpoBaHue.

LUmndposoe KogmpoBaHMe yKasaHHbIX peLenTypHbiXx 61aHKOB BKAtOYaeT B ceba:

1) Koa MeaMUMHCKOM opraHusaumMmM B COOTBETCTBUM C  OCHOBHbIM TOCYAapPCTBEHHbIM
perucTpaunoHHbim Homepom (OMPH), npocTaBasemblin Npu M3roTOBAEHUM pPeLenTypHbIX 6/1aHKOB;

2) Kop, KaTeropuu rpaskaaH (SSS), merolimnx npaBo Ha NOAyYeHME NIeKapCTBEHHbIX NpenapaTos B
COOTBETCTBUM €O cTaTben 6.1 PepepanbHOro 3akoHa ot 17 nons 1999 r. N 178-®3 "O rocygapcTBeHHOM
coumanbHoli nomowm" <1>, n Kog Hozonornyeckon Gopmsol (LLLLL) no MKB-10, 3anonHsAemble nedaym
BPAYOM MYTEM 3aHECEHMA KaxKaon uudpbl B NyCcTble AYEMKW, NpuM STOM TOYKa MPOCTaBAAETCA B
OTAE/IbHOM AYeliKe;

<1> CobpaHune 3akoHogaTenbcTBa Poccuiickoit degepaumm, 1999, N 29, ct. 3699; 2004, N 35, cT.
3607.

3) oTmeTKa 06 UCTOYHUKe PUHaHcMpoBaHUA (dbeaepanbHbit bBrogxker [1], GioaxKeT cybbekTa
Poccuitckolt depepauunm [2], myHMumMnanbHbin 6rogxkeT [3]) 1 npoueHTe onnathbl peuenta (becnnatHo
[1], 50% [2]), ocyuwiecTBAsieMan MeaULMHCKUM PaboTHUKOM;

4) Kog, MeAMUMHCKOro paboTHMKa YKasblBaeTcA MeAUMLMHCKMM PaboOTHMKOM B COOTBETCTBUM C
YCTaHOB/IEHHbIM OPraHOM MCMOJIHUTENbHOM BAacTU cybbekTa Poccuitickot depepaumm B obnactu
OXpaHbl 340POBbA FPaXKAaH NepeyHeM Kog0B MEANUMHCKMX PaBOTHUKOB, UMEIOLLMX MPABO HA BbIMMUCKY
JIeKapCTBEHHbIX NpenapaTos;

5) Koa, neKapcTBeHHOro npenapaTa, MNPOCTaBASiEMblit B anTEYHOW OpraHmsauuu npu OoTnycKe
NleKapcTBEHHbIX NPENapaTos, BbINMUCAHHbIX Ha peuenTypHbiX 61aHKkax dopmbl N 148-1/y-04(n) n dopmbl
N 148-1/y-06(n).

6. B peuenTtypHbix 61aHkax popmbl N 148-1/y-88, N 107-1/y, popmbl N 148-1/y-04(n) n popmbi N
148-1/y-06(n) (ganee - peuentypHble 6aaHku) B rpadax "d.N.0. naumeHTa" yKasblBalOTCA MNOJHOCTbIO
dbammnmna, UMa M 0TYECTBO (MPY HAaNNYMK) NaUUEHTa.

(B pea. MpuKkasa MuH3gpasa Poccum ot 21.04.2016 N 254H)

7. B peuentypHbix 6naHKkax ¢opmbl N 148-1/y-88 u ¢dopmbl N 107-1/y B rpade "Bospact"
YKa3blBAaeTCA KOJIMYECTBO MOAHbIX NIEeT NauMeHTa, a gnsa aeTeli B Bo3pacTe o 1 roga - KOAMYeCTBO
NOJIHbIX MeCsALEB.

(8 pea. Mpukasa MuHsgpasa Poccmm oT 21.04.2016 N 254H)

B peuentypHbix 6aaHKax dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) B8 rpade "fata
poXKaeHMA" yKa3bIBAeTCA AaTa POXKAEHMA NaLMeHTa (YMcno, mecau, roa).

8. B peuentypHbix 61aHKax dopmbl N 148-1/y-04(n) n popmbl N 148-1/y-06(n) 8 rpadax "CHWUIC"
m "N nonuca o0653aTENBHOrO MEAMUMHCKOIO CTPaxOBaHWMA" YKa3blBAlOTCA CTPAXOBOM HOMep
WHOMBUAOYANIbHOTO /IMLEBOTO CYeTa rparkaaHuHa B [eHcMoHHom ¢oHae Poccuiickoit depepauunn
(CHWUANC) (npw Hannumm) n Homep nNoamnca 0b6sa3aTeIbHOro MeAULMHCKOTO CTPaxoBaHUSA.

(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)

9. B peuentypHbix 61aHKax dopmbl N 148-1/y-88 B rpade "Agpec vanm HoOMep MeAULUHCKON
KapTbl NauMeHTa, MOAyYaloLLero MeAMUMHCKYIO NOMOLbL B ambynaTopHbIX ycnoBuAx" yKasbiBaeTcA
MOJIHbIA MOYTOBbLI afpPec MecTa KUTeNbCTBa (Mecta npebbiBaHMSA MAM mecTa  (aKTUYeCKoro
NPOXKMBaAHUA) MaLMEHTA MAM HOMEP MEAULMHCKOW KapTbl MaUMEHTa, MOJYYaloLLero MeauuUMHCKYHO
NMOMOLLLb B aMbBYyNaTOPHbIX YCAOBUAX <2>.

(8 pea. Mpukasa MuHsgpasa Poccmm oT 21.04.2016 N 254H)
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<2> MNpuKas MuHUCTepcTBa 34paBooxpaHeHma Poccuiickon dPepepaunn ot 15 gekabps 2014 r. N
834H "O6 yTBEpPKAEHUU YHUOPULMPOBAHHLIX GOPM MESMLMHCKOM [OKYMEHTALMU, UCMONb3YyEMbIX B
MEANUMHCKMX OPraHM3aumaAX, OKasblBAOWMX MEOMLMHCKYIO MOMOLLb B aMOyNaTopHbIX YC/NOBUAX, U
NopAAKOB MO WX 3anonHeHu0" (3apernctpmpoBaH MuHUCTEPCTBOM tocTULMKM Poccuiicko depepaLmm
20 anBaps 2015 r., pernctpaunoHHbiin N 36160).
(cHocKka BBeaeHa MNpukasom MuHsgpasa Poccmm ot 30.06.2015 N 386H)

B peuenTtypHbix 6naHKax ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) B rpade "Homep
MeANUMHCKON KapTbl MAaUMEHTA, NOAY4YaloOWEro MeguLMHCKYI0 MOMOLLb B aMbBynaTopHbIX ycnosuax"
YKa3blBaeTCA HOMEpP MEeAMLMHCKON KapTbl MNauMeHTa, MNONY4YaloWero MeAMUMHCKYI0 MOMOLWb B
ambynaTopHbIX YC/I0BUAX.

(n. 9 B pea. MNpukasa MuHsgpasa Poccum o1 30.06.2015 N 386H)

10. B rpade "®.N.0. nevawero Bpaya" peuentypHbix 61aHKOB YKa3blBalOTCA NONHOCTbIO Gammams,
MMsA, OTYECTBO (MpWM HaANYMM) MEAMUMHCKOro paboTHMKA, MMeloWero npaBo Ha3HayeHus U
BbINUCbIBAHWUA IEKAPCTBEHHbIX NPenapaTos.

(8 pea. Mpukasa MuHsapasa Poccum ot 30.06.2015 N 386H)

11. B rpade "Rp" peuenTypHbIx 61aHKOB YKa3blBaeTcA:

1) Ha JNaTUHCKOM A3blKEe HaMMEHOBaHWE JIeKapCTBEHHOrO npenapata (MexayHapogHoe
HenaTeHTOBaHHOE WK rPYNNMPOBOYHOE, NMBO TOProBoe), ero A03MPOBKaA, KOMYECTBO;

(8 pea. Mpukasa MuHsgpasa Poccum ot 21.04.2016 N 254H)

2) Ha PYCCKOM W/AWN PYCCKOM WM HALUMOHANbHOM A3blKax CNocob MpUMEHEHUSA NEeKapCTBEHHOrO
npenapara.

12. 3anpewaeTca orpaHMunBaTbCA O6LLMMM YKazaHUAMK, Hanpumep, "BHyTpeHHee", "U3BecTHO".

PaspelwatoTcs TONbKO MPUHATbIE NPaBUIaMK COKpalleHUs ob6o3HayYeHu; TBepable U Cbinyyne
dapmaueBTMUECKME cybCcTaHUMM BbinMcbiBatoTca B rpammax (0,001; 0,5; 1,0), sKugkue - B MUAINAUTPAX,
rpammax u Kannsx.

13. PeuenT, BbINUCaAHHbIA HA peuenTypHOM B1aHKe, NOANUCbIBAETCA MEANUMHCKMM PaboTHUKOM
W 3aBepAeTCcA ero IMYHOM neyaTbio.

[JononHUTeNbHO peuenT, BbiNUCcaHHbIA Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, dopmbl N
148-1/y-04(n) n ¢dopmbl N 148-1/y-06(n), 3asepseTcA neyatblo MeAULMHCKON opraHusaumm "Ans
peuenTtoB".

14. Ha ogHom peuenTtypHom 6naHke ¢popmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) n popmbl N
148-1/y-06(n) paspeluaeTtca BbINUCbIBATb TOJIbKO OAHO HaMMEHOBaHWE IeKapCTBEHHOMO Npenaparta; Ha
ogHOM peuenTypHom 6naHke ¢opmbl N 107-1/y - He 6onee Tpex HaMMEHOBaHWIA JI€KAPCTBEHHbIX
npenaparos.

15. UcnpasneHus B peuenTe, BbINMMCAHHOM Ha peLenTypHom B/1aHKe, He fonyCcKakoTcA.

16. CpoK AaeicTeuA peuenTa, BbINMMCAHHOIO Ha peuentypHom 6naHke dopmbl N 148-1/y-88 (15
aHen), dopmbl N 107-1/y (60 aHen, go 1 roga), dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) (15
axeit, 30 gHel, 90 gHel) yKasbiBaeTcA NyTem 3a4epKMBAHUA UK NOAYEPKUBAHWA.

(8 pea. Npukasos MuH3sapasa Poccum oT 30.06.2015 N 386H, oT 21.04.2016 N 254H)

17. Ha obopoTHOW cTOpoHe peuenTypHoro 6naHka ¢opmbl N 107-1/y (3a wuckaoyYeHMem
peuenTypHoro 6n1aHKa, NMOMIHOCTbIO 3aMO/IHAEMOro C MCMOJ/Ib30BAHMEM KOMMbIOTEPHbIX TEXHONOTMN),
peuentypHoro 6naHka ¢opmbl N 148-1/y-88 u dopmbl N 148-1/y-06(n) nevataetca Tabauua
CNeayoWero CoaepKaHua:

Mpurotosun Mposepun OTnyctnn

18. MNpu BbINMCKE NIeKAapPCTBEHHOro npenapaTta No peleHnio BpayebHoW Komuccum Ha obopoTe
peuentypHoro 6naHKa ¢popmbl N 107-1/y, dopmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) n dopmbi N
148-1/y-06(n) cTaBuTCA cneumanbHas oTMeTKa (Wwrtamn).

(8 pea. Mpukasa MuHsapasa Poccmm ot 30.06.2015 N 386H)
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19. Ha peuentypHom 6naHke ¢dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BHU3Y nmeeTcA
JIMHUA OTPbIBA, Pa3fenaowasn peuenTypHbli 61aHK M KOPeLUOoK.

KopeloK oT peLenTa, BbINMMCAaHHOrO Ha YKa3saHHOM peuenTypHom 6naHKe, BblAAETCA NaLUEHTY
(nvuy, ero npeacTaBnAlowemMy) B anTeYHOM OpPraHM3auMu, Ha KOPELWKe AefaeTcd OTMEeTKa o
HaMMeHOBaHUKM JIeKapCTBEHHOrO Mpenaparta, A03MPOBKe, KoAudyecTBe, cnocobe NpUMMEHEHWA, U OH
OCTaeTcA y naumeHTa (nnua, ero NnpeacTaBAsIoLLEro).

20. OdopmneHve creumanbHOro peuenTypHoro 61aHKa Ha HapKOTUYECKoe CpeacTBo W
NCUXOTPOMHOE  BELLeCTBO  OCYLECTB/AETCA B  COOTBETCTBMM C  MNpuKasom  MuHMCTepcTBa
34paBooxpaHeHua Poccuitickoit ®epgepaumm ot 1 asrycta 2012 r. N 54H "O6 yTBEpKaeHUM GopMmbl
61aHKOB peuenToB, COAEpMKaLLMX Ha3zHAYeHWEe HAPKOTUYECKUX CPEeaCTB WAW MCUXOTPOMHbLIX BELLecTs,
nopagKka WX W3roTOBNEHWA, pacnpefesieHusa, PEerucTpaumm, y4eTa M XpaHeHusa, a TaKkKe npasBui
odopmnenuns".

II. YueT peuenTtypHbix 61aHKOB

21. Yuer peuenTypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3roTaB/iMBaeMbIX TUNOrpadcKkUm crnocobom (panee - peuenTypHble GMaHKKM, nognexkawue yyety),
OCYLLECTB/IAETCA B XKypHanax yyera, NPOHYMepPOBaHHbIX, MPOLHYPOBAHHbIX U CKPEeneHHbIX No4NuUchbio
pyKoBOAMTENA W MNevyaTbld MeAMUMHCKOM opraHvMsaumm  MAM  NOAMWUCbI0  WUHAMBUAYA/IbHOTO
npeanpuHUMaTeN, UMEIOLLEro INLEH3NI0 HA MEAULMHCKYIO AeATENbHOCTb.

22. *ypHan yyeTa peuenTypHbix 61aHKoB dopmbl N 107-1/y comep:KuT cneayowme rpadbi:

1) Homep No NopPAAKY;

2) B pasgene "Mpuxon'":

a) AaTa perncTpauum NPUXoLHOro LOKYMEHTa;

6) HomMep ¥ gaTa NPUXOAHOro AOKYMEHTA, Ha3BaHME NOCTABLLMKA;

B) 06LLee KONNYeCTBO NOCTYNMUBLUMX PELENTYPHbIX 6NaHKOB;

r) ®.1.0. u nognNucb OTBETCTBEHHONO MEAMUUMHCKOro PaboTHMKA, MOAYUYMBLUErO PeLenTypHble
671aHKKN OT NOCTaBLUMKA;

3) B pasgene "Pacxon:

a) AaTa BblAauM peLenTypHbIX 6/1aHKOB;

6) KONNYECTBO BblAAHHbIX PELLENTYPHbIX 61aHKOB;

B) ®.1.0. 0TBETCTBEHHOIO MeAMLMHCKOTo paboTHUKA, NONYUYMBLLIETO peLenTypHble BaaHKu;

r) nognNncb OTBETCTBEHHOTO MeANLMHCKOTO PaboTHMKA, MONYYMBLLETO PELLENTYPHbIe 61aHKY;

4) ©.M.0. 1 noanNucb OTBETCTBEHHOTO0 MEAMLMHCKOrO PaboTHMKa, BbI4ABLUErO peLenTypHble
6/1aHKuY;

5) ocTaToK peuenTypHbIx 61aHKOB.

23. XypHan yyeTa peuentypHbix 6naHkos ¢dopm N 148-1/y-88 u N 148-1/y-04(n) comeput
cnepytowme rpadol:

1) Homep No NoOpsAAKY;

2) B pasgene "Mpuxon'":

a) AaTta perncTpaumm NPMXo4HOro 4OKYMEHTa;

6) HOMep ¥ gaTa NPUXOAHOrO AOKYMEHTA, Ha3BaHME NOCTABLUMKA;

B) 06LLee KONNYeCTBO NOCTYNMBLUMX PEeLenTypHbIX 61aHKOB;

r) cepun n Homepa peuenTypHbIX 61aHKOB;

A1) KONNYECTBO peLenTypHbIX 61aHKOB MO CEPUAM;

n) ®.1.0. n noaAnUcb OTBETCTBEHHONO MEAMUMHCKOrO PaboTHWMKA, MOAYUYMBLUErO PeLenTypHble
671aHKKN OT NOCTaBLUMKA;

3) B pasgene "Pacxon':

a) AaTa BblAauM peLenTypHbIX 61aHKOB;

6) cepun n Homepa BblAAHHbIX PeLenTypPHbIX 61aHKOB;

B) KO/IMYECTBO BblAAHHbIX PELEeNTYPHbIX 61aHKOB;

r) ©.1.0. oTBETCTBEHHOIO MEeANLMHCKOTO PaboTHUKA, MONYUMBLLETO PeLenTypHble BaaHKK;

A) noAnNncb OTBETCTBEHHOTO MeAMLMHCKOro paboTHMKA, NOyYMBLUETO peLenTypHble 61aHKK;

4) ®.1.0. ¥ nognNucb OTBETCTBEHHONO MEAMUUMHCKOro pPaboTHMKA, Bbl4ABLIETO peuenTypHble
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61aHKu;

5) ocTaToK peuenTypHbIX 6/1aHKOB.

24. YyeT cneumanbHbIX peuenTypHbiX 6N1aHKOB Ha HapKOTMYECKOe CPeacTBO U MCUMXOTPOMNHOEe
BELLECTBO OCYLLECTBIAETCA B COOTBETCTBMM C NPMKasoM MUHUCTEPCTBA 34paBOOXpaHeHUsA Poccuiickolt
depepaunn ot 1 asrycta 2012 r. N 54H "O6 yTBepKaeHUM PpopmMbl 61aHKOB peuLenToB, cogepsKalunx
Ha3HayeHMe HapPKOTMYECKUX CPeaCcTB WAN MCUXOTPOMHbIX BeWecTs, MNopAdKa WX W3roToB/EHWMS,
pacnpegeneHus, perncTpaumm, ydeTa u XpaHeHus, a TakKe npasua opopmaeHus".

[ll. XpaHeHuMe peuenTypHbIX 61aHKOB

25. B Kaxaon MeaMUMHCKOM OpraHuMsauMm MpuKasomM pPyKOBOAUTENA HasHavaeTca J/nuo,
OTBETCTBEHHOE 33 XpPaHEHME U YYeT BCeEX BUAOB peLenTypHbIx 61aHKOB.

26. PeuenTtypHble 61aHKKU, NognerKalime yyeTy, XPaHATCA OTBETCTBEHHbBIM JIMLLOM, Ha3HAa4YeHHbIM
pyKoBOAMUTENIEM MEOMUMHCKON OopraHusauuu, nog 3aMKOM B MeTanimMyeckom wkady (ceide) mnm
MEeTaNIMYECKOM ALLMKE.

27. UhgmBuayanbHbii npegnpuHUMaTeNb, MMEIOLNI INLEH3UIO HA MEAULMHCKYIO AEATENbHOCTD,
XPaHUT peuenTypHble 61aHKK, Nnogaexalme yyeTy, nof 3aMKOM B MeTasimyeckom wkady (celide) nam
MEeTaNIMYECKOM fALLMKE.

28. MOCTOAHHO AeNCTBYIOWLAnA KOMUCCUSA, CO34aBaeman B MeaULMHCKOM opraHu3aumm, nposepsaeT
COCTOAIHME XPaHeHWA, yyeTa, GAKTUYECKOE HaAMuMe U pacxos, PeuenTypHbiX G6AaHKOB, MOANENKALLMX
y4yeTy, OAMH pas B KBapTan.

B cnyyae HecoBnafZeHUsA KHWUMKHOMO OCTaTKa PeLenTypHbIX O/1aHKOB, Moa/fealimx yyeTy, ¢
$aKTUYECKMM HaZMuMemM SIMLO, OTBETCTBEHHOE 33 XpPaHEHME WU y4yeT peuenTypHbix 61aHKOB, HeceTt
OTBETCTBEHHOCTb, NPeAyCMOTPEHHYIO 3aKOHOAaTeNbCTBOM Poccuiickon deaepauum.

29. PeuentypHble 6naHKW, MoANe)alwume y4yeTy, BbIAAOTCA MeAUUMHCKUM pPaboTHMKaMm,
UMeloLW MM NPaBo BbINUCbIBAHMA peLenToB, N0 PAacNOPAXKEHWUIO FAaBHOMO Bpayva UK ero 3amecTuTens.

MonyyYeHHble peuenTypHble 61aHKKN, NOANENKALLME YUETY, XPAHATCA MEANUMHCKMMU PAabOTHUKaMM
B NOMeLLeHUAX, 06ecrneymBatoLLLmMX UX COXPAHHOCTb.

30. XpaHeHue cneumanbHbIX peuenTypHbiX 61aHKOB HAa HAPKOTUMYECKOE CPEACTBO U NCUXOTPONHOE
BELLLECTBO M BblAaya YKa3aHHbIX PeLenTypHbIX 6J1aHKOB MeaANLMHCKOMY PabOTHUKY OCyLLecTBAAETCS B
COOTBETCTBUM C NpUKazom MuHUCTepPCTBa 3a4paBooxpaHeHma Poccuiickoin ®egepaumm ot 1 asrycta 2012
r. N 541 "O6 ytBepxaeHun dopmbl 6NaHKOB peuenToB, COAEPHKALMX Ha3HauyeHWe HAPKOTUYECKUX
CPeACTB UM NMCUXOTPOMHbIX BELLECTB, MOPAAKA UX U3rOTOBIEHUA, pacnpeneneHuns, permcTpauum, yyeta
W XpaHeHUA, a TaKKe npasua obopmaeHuns".
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