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

MWHUCTEPCTBO 3A4PABOOXPAHEHUA POCCUMCKON ®EAEPALIUM

NPUKA3
ot 20 pekabpa 2012 r. N 1175H

OB YTBEPXXAEHUM NOPALAKA
HA3HAYEHUA U BbIMNCbIBAHUA NEKAPCTBEHHbIX NMPEMNAPATOB, A TAKXKE
®OPM PELEENTYPHbIX B/IAHKOB HA JIEKAPCTBEHHbIE MPEMNAPATbDI,
NOPAAKA O®OPMJIEHNA YKA3SAHHbIX B/IAHKOB, UX YYETA
U XPAHEHUA

B cooTtBeTcTBMM C NyHKTOM 16 Yactn 2 ctatbu 14 PepepanbHOro 3akoHa ot 21 Hoabpa 2011 r. N
323-®3 "O6 ocHoBax oOxpaHbl 340pOBbA rpaxaaH B Poccuiickon epepauumn" (CobpaHue
3aKoHogaTenbcTBa Poccuiickon degepauum, 2011, N 48, ct. 6724; 2012, N 26, c1. 3442, 3446) u
nyHktom 5.2.179 TMonoxeHna o MuHUCTEpCTBE 34paBooxpaHeHmMa Poccuiickont depepaumm,
YTBEPXKAEHHOro noctaHoBneHnem lMNpasutenbcta Poccuinckon ®egepauymm ot 19 mioHa 2012 r. N 608
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepauymm, 2012, N 26, cT. 3526), nprKasbiBato:

1. YtBepauTh:

NopAAOK Ha3HaYeHUA N BbINUCbIBaHWA NEeKapPCTBEHHbIX NpenapaTos cornacHo npunoxeHuo N 1;

bopmbl peLenTypHbIX 6/1aHKOB COrAacHO NpuaoxKeHunto N 2;

nopaaoK opopmneHna peuenTypHbIX 6JaHKOB, UX YYETa U XPaHEHMA COrNacHO npunoxkenuto N 3.

2. Hactoawmi npukas sctynaet B cuay ¢ 1 niona 2013 roaa.

MuHucTp
B.N.CKBOPLOBA

MpunoxeHune N 1
K npukasy MuH3sapasa Poccmn
oT 20 gekabpa 2012 r. N 1175H

NnoPAAOK HASHAYEHUA U BbIMUCbIBAHUA NEKAPCTBEHHbIX NMPEMNAPATOB
|. Obwme nonoxKeHms
1. HacroAwmin nopagoK peryavpyer BOMPOCbl Ha3HauYeHMA U BbINUCHIBAHUA NEKAPCTBEHHbIX
npenapaTtoB Mpuv OKasaHUM MeAULMHCKON MNOMOUIM B  MEAULIMHCKUX OpraHu3aumax, WHbIX

opraHM3aumax, OCyLLECTBAAOLMX MeANLIMHCKYIO MOMOLLb, U UHAMBUAYANbHBIMU NPeAnPUHUMATENAMN,
OCYLLECTBAALWUMN MEANLIMHCKYIO AeATENbHOCTb (Janee - MeauLUMHCKas opraHnsauus). <1>

<1> Cratbs 2 depepanbHoro 3akoHa oT 21 Hosbpa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbl
340poBbA rparkaaH B Poccuinckoit Pepepaunn (CobpaHue 3akoHogatenbcTsa Poccuiickon deaepaumm,
2011, N 48, c1. 6724; 2012, N 26, cT. 3442, 3446).

2. HasHa4yeHMe 1 BbINUCbIBaHME NEKAPCTBEHHDbIX NMPENapaToB OCYyWECTBNAAETCA /ieHallMM BPAYOM,
d)enbp,mepom, aKyUJepKOVI B Cniy4ae BO3/10KE€HUA Ha HUX NOJIHOMOYMA nevyaullero spadya B nopAanke,
YCTAaHOBJ/IEHHOM TMPUKa3om MI/IHMCTepCTBa 34paBOOXpaHeEHNA N COUMANIbHOIO Pa3BUTUA Poccuitckoit
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depepaunn ot 23 mapta 2012 r. N 252H "O6 yTtBepxaeHMn MopaaKka BO3/OXKeHMA Ha denbawepa,
aKyLepKy pyKoBoauTenem MeAMLMHCKOW OpraHvM3auMm Mpu OpraHM3aumMm OKasaHuA MepBUYHOM
MeZNKO-CaHUTapHOM NOMOLLUM U CKOPO MEeAULMHCKOM NMOMOLLM OTAENbHbIX GYHKLMIA Nevallero Bpaya
No HeNOCPeACTBEHHOMY OKa3aHUIO MeAULMHCKOM MOMOLWM NAUMEHTY B Nepuog HabntoaeH A 3a HUM U
ero Nle4yeHunsa, B TOM YMCAE NO Ha3HAYEHUID U MPUMEHEHMUIO NIeKapCTBEHHbIX MpPenapaTtoB, BKAOYas
HapKOTUYECKME  JIEKAapPCTBEHHbIE Mpenapatbl WM MCUXOTPOMHbIE  JIeKapCTBEHHble  npenapatbl”
(3apeructpuposaH MuHUcTepcTBOM tocTuumMmn  Poccuiickor  depepauymm 28 anpena 2012 r.,
pernctpaunoHHbii N 23971), wuHAMBMAYANbHbIMM  NPEANPUHMMATENAMW,  OCYLLECTBAAOLWMMMU
MeANUMNHCKYIO AeATeNbHOCTb (fanee - MeAUUMHCKME PaboTHUKM).

3. MegMumHcKMe pabOTHUKM BbINMCHIBAIOT PELLENTbl HA JIEKAPCTBEHHblE MpPenapaTtbl 33 CBOEW
NoANMCbIO U C YKa3aHMEM CBOEW A0KHOCTHU.

HasHayeHMe UM BbINUCbIBAHME NEKAPCTBEHHbLIX MPENapaToB OCYLLECTBAAETCA MEAULUHCKUM
paboOTHMKOM MO MeXAYyHAapOAHOMY HEeNnaTeHTOBAaHHOMY HaMMEHOBaHWIO, a MPW ero OTCYTCTBUU -
rpynnMpoOBOYHOMY HaMMeEHOBaHWIO. B cnyyae OTCYTCTBMA MEXAYHAPOAHOro HenaTteHTOBaHHOro
HAaMMEHOBaHMA W TPYNNUPOBOYHOrO HAMMEHOBAHWA NEKAPCTBEHHOIO MNpenapaTta, NeKAPCTBEHHbIN
npenapaTt Ha3HA4YaeTcA U BbINMUCbIBAETCA MEANLMHCKMM PabOTHMKOM NO TOProBOMY HaMMEHOBAHMIO.

B cnyyae MHAMBMAYaNbHOM HENEPEHOCUMMOCTU U (M) NO KMU3HEHHbIM NMOKa3aHUAM MO PeLIeHUto
BPayebHOM KOMMUCCUMU MEOMLMHCKON OpraHM3auMyM HasHayeHWe W BbINUCbIBAHWE NEKAPCTBEHHbIX
npenapatoB, B TOM 4YMCNAE HE BXOAAWMX B CTaHAAPTbl MEAMUMHCKOM MOMOLLM, OCYLLECTBASETCA NO
TOProsbIM HAaMMeHOBaHMAM. PelleHne BpayebHON KOMUCCUM MeLMULIMHCKOM OpraHM3aumnmn epuKkcupyeTca
B MeAMLMHCKUX SOKYMEHTAX MaUMEHTA U KypHaie BpayebHON KoMUCCUN.

MeauuMHCKMEe pPabOTHUMKM  OCYLLECTBAAIOT Ha3HayeHWEe U BbIMUCbIBAHWE NE€KAPCTBEHHbIX
npenapaTos, MOA/IeXKalUMX W3rOTOBAEHUIO W OTMNYCKY anTeYHbIMW OpraHu3aumamu (ganee -
JIeKapCTBEHHbIE NPenapaTbl MHAWBUAYANbHOTO U3rOTOBAEHMSA).

4. PeugenT, BbINMUCAHHbIA C HAapyWeHUEM YCTAHOBJ/IEHHbIX HacToAwMM Mopsakom TpebosaHuiA,
CYMTAETCA HeJeNCTBUTEbHbBIM.

5. CBeaeHWss O Ha3HA4YeHHOM, W BbINWUCAHHOM JIEKAapPCTBEHHOM MpenapaTte (HaMmeHoBaHMe
JIeKapCTBEHHOIO NpenapaTa, pa3osas 4033, CNocob U KPAaTHOCTb NpUMEeMA AN BBEAEHUSA, AUTENbHOCTb
Kypca, 060CHOBaHME Ha3HaYeHWs NIeKAPCTBEHHOIO npenapaTa) yKasblBaloTcA B MeAMLMHCKOM KapTe
nauueHTa.

PeuenT Ha /IeKapCTBEHHbIV npenapaT BbIMWUCbIBAETCA Ha WMMA NAuMeHTa, A48 KOTOpOro
npegHasHavyeH SIeKapCTBEHHbIV npenapar.

PeuenT Ha NeKapcTBEHHbIM MpenapaTt MoKeT OblTb NOJy4YeH NAUWMEHTOM MAM €ro 3aKOHHbIM
npeacrasutenem <1>. PaKT BblgauM peLenTa Ha JIeKapCTBEHHbIN NpenapaTt 3aKOHHOMY NpeACcTaBUTENO
dUKCUpyeTca 3anNnUCbo B MEANLMHCKON KapTe NaumneHTa.

<1> B oTHOLWEHUN ML, YKa3aHHOro B Yactn 2 ctatbn 20 PepepanbHOro 3akoHa oT 21 HoAbpsA
2011 r. N 323-d3 "O6 ocHoBax OxpaHbl 340p0OBbA rpaxkaaH B Poccuitickoint degepaumn” (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon depepaumu, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446).

6. 3anpeLaeTca BbINMUCbIBATb PELLENTbl Ha JIeKapCTBEHHbIE NpenapaThbl:

6.1. MEOULMHCKMM pabOTHUKaM:

npuW OTCYTCTBUN MEOMULMHCKMX NOKA3aHWUI;

Ha JleKapCTBEHHble MpenapaTtbl, He 3aperucTpMpoBaHHble Ha Tepputopun Poccuinckoit
depepaunuy;

Ha JIeKapCTBEHHble NpenapaTbl, KOTOpble B COOTBETCTBUM C MHCTPYKLMEN MO MeAMLUHCKOMY
NPUMEHEHMIO UCMOJIb3YHOTCA TO/IbKO B MEAULIMHCKUX OpraHM3aumax;

Ha HapKOTUYECKME CpPeacTBa W MCUXOTPOMHble BeL,eCcTBa, BHeceHHble B cnucoK |l MNepeyns
HAapPKOTMYECKNX CPencTB, MCUXOTPOMHbIX BELWECTB U WX MPEKypCcopoB, MNOAJEKALMX KOHTPOIIO B
Poccuiickoit ®Pepepaunm, yTBepAeHHOro noctaHoBneHWem MNpaBuTtenbctBa Poccuiickont Pepepauun ot
30 uioHa 1998 r. N 681 <1> (ganee - MepeyeHb), 3apPerucTpPUPOBaHHbIE B KayecTBe JIeKapCTBEHHbIX
npenapaToB A4/1A Ie4eHNA HAaPKOMaHWu;

<1> CobpaHue 3akoHogaTenbcTBa Poccuiickon Pepepauymm, 1998, N 27, cr. 3198; 2004, N 8, cT.
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663, N 47, c1. 4666; 2006, N 29, c1. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183, N 52, cT. 6572;
2010, N 3, ct. 314, N 17, c1. 2100, N 24, c1. 3035, N 28, cT. 3703, N 31, cT. 4271, N 45, cT. 5864, N 50, cT.
6696, ct. 6720; 2011, N 10, ct. 1390, N 12, c1. 1635, N 29, cT. 4466, cT. 4473, N 42, cT. 5921, N 51, cT.
7534; 2012, N 10, ct. 1232, N 11, ct. 1295, N 19, cT1. 2400, N 22, cT. 2864, N 37, c1. 5002, N 48, cT. 6686,
N 49, cT. 6861.

6.2. WHOVNBUAYANbHbBIMU npeanpuHMMaTeNnaAMu, OCYLLECTBAAKOLWMMMU MeaNUMHCKYHO
0eATeNbHOCTb, HAa NIeKAapPCTBEHHbIE NPenapaThl, CogepKallme HapKOTUYECKNE CPeaCTBa M NCUXOTPOMHbIE
BelLecTBa, BHeCeHHble B cnncku Il u il NMepeyHs.

KoHcynbTaHTlAOC: NnpyMeyaHme.
B odpmumanbHOM TEKCTE AOKYMEHTA, BUAMMO, AONYLLEHA oneYaTKa: popma peuenTypHoro 6aaHKa
nmeet Homep N 107-1/y, a He N 107-1/1.

7. PeuenTbl HA IeKapCTBEHHbIE NpenapaTbl BbINUCLIBAOTCA HA peLenTypHbIx 6aaHKax no ¢opmam
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 NPUKA3OM.

8. HapKoTuyeckMe M NCUXOTPOMHbIE NeKapCcTBEeHHble npenapaTtbl cnucka |l MNepeyHa
BbIMWUCbIBAOTCA HA CMneuManbHOM peuenTypHom 6naHKe no ¢opme, YTBEPKAEHHOW MPUKasom
MuHUCTepCTBA 34paBooxpaHeHns Poccuitickoit Pepepaumm ot 1 asrycta 2012 r. N 54H "06
yTBEPXKAEHUN GOPMbl BNAHKOB PELLENTOB, COAEPMKALUMX Ha3HAYeHME HAPKOTUYECKUX CPeacTB Man
NCUXOTPONMHbIX BELLECTB, MOPAAKA UX U3FOTOBNAEHUA, pacnpeaeneHns, perncTpaumm, yueta n xpaHeHus,
a Takxe npasun opopmneHna" (3apermctpmposaH MuHUCTEPCTBOM tOCTMLMK Poccuninickon depepaumm
15 aBrycta 2012 r., pernctpaumoHHbin N 25190).

9. PeuenTypHbiit 6naHK popmbl N 148-1/y-88 npeaHasHaueH A5 BbINUCbIBAHUA:

1) nNCcUXOTPOMHbLIX BELLECTB, BHECEHHbIX B chnucoK Il TMepeyHs, 3aperncTpupoBaHHbIX B
YCTAHOB/IEHHOM TMOpPAAKE B KayecTBe JIEKAPCTBEHHbIX MpenapaToB (ganee - MCUMXOTPOMHbIE
NleKapcTBeHHble npenapaTbl cnuncka lll MepeyHs);

2) MHbIX IeKaPCTBEHHbIX NpenapaTos, NogaexKawmux npegMeTHO-KOANYEeCTBEHHOMY y4eTy;

3) nekapcTBEHHbIX NpenapaTos, o61aatoLnX aHaboNNYECKO aKTUBHOCTbIO;

4) nekapcTBEHHbIX MPEnapaTos, yKasaHHbIX B MyHKTe 5 MopAgKka oTnycka ¢U3MYECKUM nuuam
NIeKAPCTBEHHbIX NPenapaToB A8 MEAULMHCKOTO NMPUMEHEHMA, COAEPKALLMX KPOME MajbiX KOJIMYECTB
HAPKOTUYECKUX CPEACTB, MCUXOTPOMHbIX BELLECTB M UX MNPEKypcopoB apyrue dapmakosornyeckme
aKTMBHble BELLECTBA, YTBEPXKAEHHOro npuKasom MuHUCTEPCTBA 34paBooXpaHeHna Poccuiickoit
denepauymn ot 17 masa 2012 r. N 562H (3apeructpvpoBaH MWHUCTEPCTBOM HOCTULMKU PoccuiicKkoi
depepaunn 1 nioHa 2012 r., pernctpaumoHHbin N 24438);

5) nekapcTBeHHbIX MPenapaTtos UHAMBUAYANbHOFO WU3rOTOBAEHWA, COAEPMKALLMX HapPKOTUYECKoe
CpPeacTBo MM NCUXOTPOMHOEe BelecTBo cnucka |l MepeyHa, u apyrve dapmaKosiormyeckme akTMBHbIE
BelecTBa B [03e, He MpPEeBbllWAOWEN BbICWIYHO pPa3oByl A[03y, W MpU  YCNOBUWM, 4YTO ITOT
KOMOWHWPOBAHHbIN NIEeKAPCTBEHHbIN MpenapaT He ABNSETCA HAPKOTUYECKMM WAW MCUXOTPOMHbLIM
NleKapcTBeHHbIM npenapatom cnucka |l MepeyHa.

10. PeuentypHble 6naHkM ¢dopm N 148-1/y-04 (n), N 148-1/y-06 (n) npeaHasHauyeHbl ANA
BbINUCbIBAHMA JIEKAPCTBEHHbIX NPenapaToB rpaxgaHam, MMeLWMM NpaBo Ha becnaaTHoe nosyyeHue
JIeKapCTBEHHbIX NPENAPATOB MM NOJIyYEHME IEKAPCTBEHHbIX MPENAPaTOB CO CKUAKOW.

11. PeuenTypHbiit 61aHK popmbl N 107-1/y npeaHasHavyeH 418 BbINUCbIBAHUA:

NIeKapCTBEHHbIX MNpPenapaToB, YKasaHHbIX B MNyHKTe 4 [MopAagKa OTnycKa ¢U3MYEeCKMM nuLam
NIeKapCTBEHHbIX MpenapaTos ANA MeAULMHCKOro NPUMEHEHUA, COAEPKALLMX, KPOME MasblX KONYeCTB
HapKOTUYECKUX CPenCTB, MCUMXOTPOMHbIX BELLECTB U UX NPEKypcopoB, Apyrne dapmakonornyeckue
aKTUBHblE BELLECTBA, YTBEPXKAEHHOrO mnpuKasom MuHUCTepcTBa 34paBooOXpaHeHna Poccuitckoit
depepaunm o1 17 mada 2012 r. N 562H;

WHbIX JIEKApPCTBEHHbIX NMPEenapaToB, He YKa3aHHbIX B NyHKTax 8 - 10 HacToAwero MopAaaka.

12. MNMpw BbINUCBIBAaHUWN peELLENTa HA NIEKAPCTBEHHbIN NpenapaTt MHAMBUAYANBHOFO U3roTOB/EHUA
HaVMMeHOBaHMA HAaPKOTUYECKMUX N MCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapartoB cnuckos |l u Il MNMepeyHs,
MHbIX JIEKAapCTBEHHbIX MNpenapatoB, MOAJeXalWMX NpegMeTHO-KO/IMYeCTBEHHOMY Y4YeTy, MuwyTcA B
Hayane peuenTa, 3aTeM - BCe OCTa/IbHble UHTPeANEHTbI.

13. Mpwn BbINUCBIBAHMM peLLenTa 3anpeLlaeTca NpesbiwaTbh NpeaenbHO A0MNYCTUMOE KOAMYEeCcTBO
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NIeKapCTBEHHOrO npenaparta AAA BbINUCbIBaHUA Ha OAMH pPeuenT, YCTaHOoBAeHHoe npuaoxeHmem N 1 K
HacToAwwemy MopagKy, 3a UCKAOYEHMEM Cy4Yad, YKa3aHHOro B NyHKTe 15 HacToAwero Mopsaaka.

He pekomeHayeTcAa nNpeBbiwaTb PEKOMEHAOBAHHOE KOIMYECTBO JIEKAPCTBEHHOIO Npenaparta gna
BbIMUCbIBAHWA Ha OAWH pPeuenT, YCTaHoBAeHHoe npuaoxeHnem N 2 K HactoAwemy [lopaaky, 3a
WCKNIOYEHNEM CNYYAEB, YKa3aHHbIX B MyHKTax 15 n 22 HacToAwero Mopsaaka.

14. Mpu BbINUCbIBAaHUN HAPKOTMUUYECKMX U NCUXOTPOMHbIX IEKAPCTBEHHbIX NpenapaToB CNUCcKoB Il n
Il MepeyHA, WHbIX NEKAPCTBEHHbIX MPENapaToB, NOANENKAWMX NPeaMETHO-KOJMUYECTBEHHOMY Y4YeTy,
0,033 KOTOpPbIX NPEBbIWAET BbICLIMN OAHOKPATHbIN NPUEeM, MeAULMHCKUI paboTHMK NULET 403y 3TOro
npenapaTta NPONMCbIO U CTAaBUT BOCKAULLATENbHbIM 3HaK.

15. KonmyecTtBo BbIMUCbIBAEMbIX HAPKOTUYECKUX U MCUXOTPOMHbIX NEKAPCTBEHHbIX MpenapaTos
cnnckos Il mn Il TMepeyHA, WHbIX NEKAPCTBEHHbIX NpenapaToB, nNog/eXKawmx npegmeTHoO-
KO/NIMYECTBEHHOMY Y4YeTy, NMpPM OKa3aHWW MNauMeHTam NaaNMATUBHOM MEAULMHCKON MOMOLLM MOXKET
6bITb yBE/NIMYEHO He 60nee yem B 2 pasa NO CPABHEHMUIO C NpesenbHO AONYCTUMbIM KOJIMYECTBOM
NIEKAPCTBEHHbIX MPenapaToB A BbINMUCbIBAHMA HA OAUH peLenT, YCTaHoBAeHHoe npuaoxkeHnem N 1 K
HacToAwemy [lopAgKy, WAKM pPEeKOMEHAOBAHHbIM KONMYECTBOM JIEKAPCTBEHHbLIX MpenapaTos AA
BbIMUCbIBAHMA HA OAUH peuenT, ycTaHoBAeHHoe npuaoxeHnem N 2 K HacToAawemy [MopAaaky.

16. CoctaB KOMOBWMHWMPOBAHHOIO JIEKAPCTBEHHOrO npenapata, 0b6o03HayYeHWe JNieKapCTBEHHOWM
dopmbl 1 obpalleHne MeaNUMHCKOro paboTHMKA K papmaleBTUHEeCKOMY PaboTHUKY 06 U3roTOBAEHUU U
OTNyCKe NeKapCTBEHHOTO NpenapaTta BbIMMCbIBAOTCA Ha NATUHCKOM A3bIKe.

JonycTMmblie K MCNONb30BaHUIO PeLENTYPHbIE COKPALLLEHUA NpeayCcMOTPeHbI npuaoxeHmem N 3 K
HacToAwemy MopagKy.

He ponyckaeTcAa coKpalweHue 6/M3KUX MO HAaMMEHOBAHMAM WHIPEANEHTOB, COCTaBMAOLLUX
NeKapCTBEHHbIN NpenapaT, He MO3BONAKLWMX YCTAHOBUTb, KAaKOM MMEHHO NeKapCTBEHHbIM npenapat
BbIMMCaH.

17. Cnocob npumeHeHMA nekapcTBEHHOro npenapaTa 0603HaYyaeTcs ¢ yKasaHMem A03bl, Y4acToThl,
BPEMEHWN NpUema OTHOCUTE/NIbHO CHa (YTPOM, Ha HOYb) U €ro AJAUTENbHOCTU, a AN NEeKapPCTBEHHbIX
npenapaTos, B3aUMOAENCTBYIOLWMX C MULLEN, - BPEMEHWN UX yNOTPebNeHUs OTHOCUTENBHO NPMEMA MULLM
(mo eabl, BO Bpems eapl, nocne eapl).

18. Mpn HEeobX0AMMOCTU HeMeaSIEHHOrO WMAW CPOYHOro OTMNyCKa JIEKapCTBEHHOro npenapara
NnauMeHTy B BepXHeW 4acTuM peuenTa npocTaBastoTcA obosHayeHua "cito" (cpoyHo) wmam "statim"
(HemepneHHo).

19. Mpwn BbINUCbIBAHUM peLenTa Ha JIeKapCTBEHHbIN nNpenapaT MHAMBUAYA/IbHOFO U3rOTOB/IEHMUA
KO/IMYECTBO MUAKUX PapMaLEeBTUYECKMX CYOCTAHUMIA YKasblBAaeTcA B MUIMAUTPAX, FPamMmax Wau
KannAx, a ocTasbHbIX papmaLLeBTUYECKUX CYOCTAHLNIM - B TpaMmax.

20. PeuenTbl, BbiNMCaHHble Ha peuentypHom 6naHke ¢opmbl N 148-1/y-88, aencTBuTeNbHbI B
TeyeHue 10 gHen.

21. PeuenTbl Ha IeKapcTBEHHbIE MpPenapaTbl, BbIMMCAHHbIE HA PeL.enTypHbIX 6a1aHKkax ¢opmbl N
148-1/y-04 (n) v ¢dopmbl N 148-1/y-06 (n), AencTBUTENbHbI B TEYEHWE OAHOIO MecALa CO AHA
BbIMMCbIBAHUA.

PeuenTbl Ha NeKapcTBEHHbIE NpenapaTbl, BbiNMCaHHblE Ha PeLenTypHbIX 6naHKkax ¢popmbl N 148-
1/y-04 (n) n dopmbl N 148-1/y-06 (n), rparkaaHam, AOCTUFWIMM NEHCMOHHOTO BO3pacTa, UHBaAUAAM
nepBon rpynnbl U AeTAM-UHBAINAAM AeNCTBUTE/IbHbI B TEYEHME TPEX MECALLEB CO AHA BbINUCbIBAHUS.

Ona nedyeHuss XpOHUYECKMX 3aboneBaHUI YyKa3aHHbIM KaTeropusm rpaxk[aH peuenTtbl Ha
NIeKapCTBEHHbIe NpenapaTbl MOryT BbINMUCbIBAaTbCA HA KYPC 1IeYeHNA 40 3-X MecALEeB.

22. PeuenTbl Ha /IeKapCcTBEHHbIe MpenapaTbl, BbIMMCAHHbIE HA PeLenTypHbIX 6aaHkax dopmbl N
107-1/y, AeACTBUTE/IbHbI B TEHEHNE ABYX MECALLEB CO AHA BbINUCbIBaHUA.

Mpu BbINUCbIBAHUN MeAULMHCKMM PabOTHUKOM PeLLenToB Ha rOTOBble IeKapCTBEHHbIe NpenapaThbl
M /IeKapCTBEHHble npenapatbl WHAMBUAYA/NbHOIO W3rOTOBAEHUS MNAUMEHTAM C XPOHWUYECKMMMU
3aboneBaHMAMM Ha peuenTypHbix 6naHkax ¢opmbl N 107-1/y paspelwaeTcs ycTaHaB/AMBaTb CPOK
OENcTBus peuenta B Mpeaenax A0 OAHOrMO roga M NpeBbllaTb PEKOMEHAYyemMoe KOAMYeCTBO
NIeKapCTBEHHOrO npenaparta AAA BbINUCbIBaHUA Ha OAMH peuenT, YCTAaHOBAEHHOoe npuaoxeHnem N 2 K
HacToAwemy MopagKy.

Mpn BbINUCBIBAaHUN TaKUX PELENnTOB MeAULMHCKMI PaboTHUK penaetr nomeTky "lMauuneHTty c
XPOHWYECKMM 3aboneBaHMemM", yKasbiBaeT CPOK AeNCTBMA peuenta W MNepuogMyHOCTb OTMYCKa
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JIeKapCTBEHHbIX NPenapaTtoB M3 anTeYHOM OpraHusaumm UAn UHAMBUAYANbHLIM NPeanpPUHUMATENEM,
UMEIOLWMM INLEH3NI0O Ha dapMaueBTUYECKYID AesTeNIbHOCTb (eXeHeneNbHO, eXXeMeCAYHO U MHble
nepuvogbl), 3aBepAeT 3TO YKa3aHWe CBOEW MNOAMUCBIO M JIMYHOW MeyaTbio, a TaKXKe MeyaTbio
MeAULMHCKOM opraHmsaumm "Ons peuentos".

23. PeuenTbl Ha Npon3BoaHble 6apbuUTypoBOMN KMCNOTbI, 3beapuH, nceBao3depuH B YACTOM BUAE
M B CMEcU C APYrMMM NEeKapCTBEHHbIMW CPeacTBaMK, JIeKapCTBEHHble npenapaTtbl, obnagatowme
aHabo/IMYecKon aKTUBHOCTbIO, KOMOUHMpPOBAHHbIE IEKAPCTBEHHbIE NMpenapaTbl, coAepKawme KogeuH
(ero conu), ana neyeHWs NaLMEHTOB C XPOHUYECKMMM 3a00NE€BAHMAMU MOTYT BbINMUCBIBATLCA HaA Kypc
JleyeHnn Ao ABYX MecALEes.

B 3Tux cnyyanx Ha peuentax nponssoaMTca Hagnucb "lMo cneymanbHOMY HazHavyeHU", oTAeNbHO
CKpen/ieHHana noAnucbio MeAMUMHCKOro paboTHUMKA M MeyaTbld MeAUUMHCKOW opraHusauum "[Ons
peuenTtoB".

Il. Ha3HavyeHWe neKkapcTBEHHbIX NPenapaTos NPu OKa3aHUm
MeAMLMHCKOM NMOMOLLM B CTALMOHAPHbIX YCNOBUAX

24. Mpu OKasaHWMWN MAUMEHTY MeAMLMHCKOM NMOMOLWM B CTALMOHAPHbIX YCNOBUAX HA3HayeHue
JIeKapCTBEHHbIX NPenapaToB NPOU3BOANTCA MEAUUNHCKUM PabOTHUKOM eANHOIMYHO, 33 UCKAIOYEHMEM
CNyyaeB, YKasaHHbIX B NoAnyHKTax 1 - 2 nyHKTa 25 Hactoauwero Mopsagka, 6e3 BbiNnUcbiBaHMA pelenTa.

25. CornacoBaHne Ha3HA4YeHMA SIeKAapPCTBEHHbIX MpenapaTtoB C 3aBeayloWUm OTAeNIeHUEM Wan
OTBETCTBEHHbIM AEXKYPHbIM Bpayom IM60 APYrMm ANLOM, YNOJTHOMOYEHHbIM NPUKA30M rMaBHOMo Bpaya
MeAULMHCKOM opraHM3aLmm, a TakXKe C BPa4yoM - KIMHMYECKMM GapMaKo/iorom HeobxoamMmo B cyyanx:

1) ogHOBPEMEHHOro HazHaYeHuMA NATU U 6oslee IeKapCTBEHHbIX NPenapaToB 0AHOMY NaLUEHTY;

2) Ha3HayYeHMsA NeKapPCTBEHHbIX NPenapaToB, He BXOAALWMX B NepeyeHb KU3HEHHO HEObX0ANMBbIX
N Ba*KHEMLWIUX /IEKAPCTBEHHbIX MpenapaToB <1>, NpuM HETUMUYHOM TeYeHWU 3aboneBaHWus, HaNMUYUK
OC/NOXKHEHUI OCHOBHOro 3aboneBaHMA W (MAKM) conyTcTBYOWMX 3aboneBaHUl, NpPU Ha3HAYEHUU
JIEKapCTBEHHbIX NpenapaTtoB, 0COBEHHOCTU B3aMMOAENCTBMA UM COBMECTMMOCTM KOTOPbIX COFacHO
WMHCTPYKLUMAM MO WX MNPUMEHEHMIO MPUBOAAT K CHUXKEHUO 3bdeKTUBHOCTM U He3onacHocTu
dapmaKoTepanuu 1 (M1n) co3aatoT NOTeHUMaAbHYO ONAaCHOCTb ANS XU3HM U 340P0BbsA NaLMEHTa.

<1> PacnopseHue lpasutennctea Poccuitckoit Pegepaumm oT 7 aekabpa 2011 r. N 2199-p
(CobpaHue 3akoHogaTenbcTBa Poccuiickoit depepaumm, 2011, N 51, c1. 7544; 2012, N 32, cT. 4588).

B yKasaHHbIX CAyyasix HasHaAYeHMe JIeKapCTBEHHbIX MpenapaToB GUKCMpyeTca B MeAMUMHCKUX
OOKYMeHTax nauMeHTa W 3aBepAaeTcA MNoAMNUCHI0 MeAUUMHCKOro paboTHMKa W 3aBeaytloliero
oTzesnieHnemM (OTBETCTBEHHOTO AEXKYPHOrO Bpaya Wau Apyroro ynoJsHOMOYEHHOrO MLa).

26. MepgMuUMHCKMIA  paboOTHMK MeOMLUMHCKOM oOpraHuMsauMu, pPachoJioXKEHHOW B  Ce/bCKOM
HaceneHHOM MNyHKTe UAU HaCeNeHHOM MNYHKTe, Pacno/IoXKeHHOM B YyAa/IeHHbIX U TPYAHOAOCTYNHbIX
MECTHOCTAX, OCYLLLECTB/AET Ha3HAYEHME /IeKAapPCTBEHHbIX NPENapaToB B C/lyYanX, YKa3aHHbIX B NyHKTe 25
HacTosAwero MNopaaKa, e4MHONNYHO.

27. Mo pelleHnto BpayebHON KOMUCCUM MAUMEHTAM NPU OKa3aHUM UM MESULUMHCKON NOMOLLM B
CTAUMOHApPHbIX YCAOBMAX HA3HAYAlOTCA JIEKAPCTBEHHble MNpenapaTtbl, He BKAIOYEHHblE B MepeyeHb
KM3HEHHO HEeobXOAMMBbIX M BaXKHEWMWMX JIEKAPCTBEHHbIX MPenapaToB, B C/y4ae WX 3ameHbl M3-3a
WHAMBUAYANIbHOW HEMEPEHOCMMOCTHU, NO HKU3HEHHBIM NOKA3aHUAM.

PeweHune BpayebHOM KOMUCCUU PUKCUPYETCA B MEOULMHCKMX AOKYMEHTAX NALMEHTa U KypHane
BpayYebHO KoMMUCCUMU.

28. B cny4aax obcnefoBaHMA WM NleYeHMA TpaxgaHMHa B CTAUMOHAPHbLIX YCAOBMAX B pPamKax
NpesoCcTaBAEHNA MEAUUMHCKUX YCAYyr Ha BO3ME3LHON OCHOBE 3a CYET JIMYHbIX CPeACTB rpaKnaH,
CPeAcCTB OPUAMYECKUX JIML, U WMHbIX CPeACTB Ha OCHOBaHMM [OroBOpa, B TOM 4uciae [0roBopa
[06pOBO/IBHOMO MEAMUMHCKOTO CTpaxoBaHMa <1>, emy MoryT 6biTb Ha3HauyeHbl JIEKapCTBEHHble
npenapaTtbl, He BXOAALWME B MNepevYeHb MKU3HEHHO HEeOoOXOAMMbIX U BaXKHEWMLIMX JIeKapCTBEHHbIX
npenapaToBs, eC/In 3TO OrOBOPEHO YCAOBUAMM AOrOBOpPA.

<1> MocTtaHoBneHne MpasutenbctBa Poccuinckoint Pepepaunn ot 4 oktabpa 2012 r. N 1006 "06
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yTBepxaeHun Mpasun npeoctaBneHms MeaANLNUHCKMMM OpraHM3aumaMm NAaTHbIX MeguULMHCKUX yenyr"
(CobpaHue 3akoHogaTtenbcTBa Poccuiickont ®epepauymm, 2012, N 41, cT. 5628).

29. B oTAeNbHbIX CAy4Yasx MO peleHUto PYKOBOAUTENA MEeSMUMHCKOM opraHuM3aumm npu
BbINUCbIBAHUN U3 MEAMLIMHCKOM OpraHM3aumMm naumeHTa, MMeoLWero COOTBETCTBYOWME MeaULMHCKME
MoKasaHMA W HaNpaBAAEMOro ANA MNPOAO/IKEHUA JfieyeHUss B aMOyNaTOPHbIX YCAOBUAX, MOTyT
Ha3Ha4aTbcA MO0 BblAaBATLCA OAHOBPEMEHHO C BbIMUCKON M3 UCTOPUM DONE3HU HAPKOTUYECKME U
NCUXOTPOMHbIE IeKAPCTBEHHbIE npenapaTbl cnuckos Il n Il NepeyHAa Ha CpoK npuema naumeHTom 0 5
AHen.

I1l. HazHa4yeHMe 1 BbINUCbIBAHWE NEKAPCTBEHHbIX NPenapaTos
Npu OKasaHUM NePBUYHON MeANKO-CaHUTAaPHOM NOMOLLM, CKOPOW
MeANLMHCKOM MOMOLLM M NaNIMAaTUBHON MeAULMHCKON MOMOLLN

30. Mpu oOKasaHUKM NEepPBUYHON MeAMKO-CAHWUTAPHON MOMOLUM M MaNIMATUBHON MeEAULNHCKOM
nomowM B amMbynaTOpPHbIX YCAOBMAX HA3HAYeHMEe M BbINUCbIBAaHME JIEKAPCTBEHHbLIX MPEnapaTos
OCYLLECTBNAETCA MEAULMHCKMM PabOTHMKOM B CAydasXx TUMMYHOIO TeyeHus 3aboneBaHWA MauuMeHTa
NCXOAA M3 TAXKECTU U XapaKTepa 3aboneBaHus.

31. HasHa4yeHMe 1 BbINUCbIBAHME JIEKAPCTBEHHbIX MPENapaToB Mo peLleHnto BpayebHon Komumccum
NpWY OKasaHUM MNEPBUYHON MEeLMKO-CAaHUTAPHOW MNOMOLM, MANNMATUBHOW MEAMUMHCKOW NOMOWM B
ambynaTopHbIX YCIOBUAX NPOU3BOAUTCA B CYYasX:

1) ogHOBPEMEHHOIO Ha3HAYeHMA O4HOMY NALMEHTY NATM U Hoslee NeKapCTBEHHbIX NPenapaTos B
TeYeHMe OAHUX CYTOK UK CBbILLEe AeCATU HAaMMEHOBAHWI B TEYEHUE O4HOI0 MecALa;

2) HasHaYyeHMWA NIeKapCTBEHHbIX MPENapaTos MPW HETUNUYHOM TedeHUM 3aboneBaHuA, HANUYUK
OC/NIOYKHEHUN OCHOBHOrO 3abonesBaHua W (MAKM) conyTCTBYHOWMX 3aboseBaHUli, MNPU HasHaYeHUU
JIeKApPCTBEHHbIX MpenapaToB, OCOHBEHHOCTM B3aAMMOLEWNCTBMA M COBMECTMMOCTM KOTOPbIX COracHO
MHCTPYKLMAM MO MX MNPUMEHEHUIO MPUBOAAT K CHUMXKEHWIO 3dPeKTUBHOCTM M He3onacHoCTU
dbapmakoTepanuu u (Mam) co3aatoT NOTEHUMANbHYIO ONMACHOCTb AR }KU3HM U 340POBbA MNAUUEHT];

3) Ha3HayeHWs HaPKOTMYECKMX M MCUXOTPOMHbIX IEKAPCTBEHHbIX Npenapatos cnuckos Il v Il (B
C/lyd4ae MPUHATUS pyKoBOAMTENEM MELMLMHCKOM OpraHusaumMm pelweHns o HeobxoammocTtu
COr/NlacoBaHMA Ha3Ha4YeHuA ¢ BpayebHo Komuccuen).

32. HasHayeHWe U BbINUCbIBAaHME HAPKOTMYECKUX M MCUXOTPOMHbIX JIEKAPCTBEHHbIX MpPenapaTos
cnuckos Il n 1l nponsBoAnTCA MauMeHTam C BblpaxKeHHbiM 60seBbiM cMHAPOMOM ntoboro reHesa
CaMOCTOATENbHO MEAUUMHCKUM paboTHMKOM AnBO0 MeAUUMHCKMM  PabOTHUMKOM MO  pPeLleHuto
BpayebHOl Komuccun (B ciyyae NPUHATUSA PYKOBOAUTENEM MEAMLMHCKOW OpraHM3auuMm pelleHus o
HeobXxo4AMMOCTM COrNacoBaHUA Ha3HauYeHMUs C BpayebHoN Komuccme).

33. MpK OKasaHUM CKOPOW MEeOMULMHCKOM MOMOLLM NieKapCTBEHHble MpenapaTbl Ha3HavakoTcA
MeAULMHCKMM paboTHMKOM Bble3gHOW Opuragbl CKOPON MOMOLWM, MESULMHCKUM pPaboTHUKOM
MEAULMHCKON OpraHM3aummn MNpyv OKasaHUM MeAMUMHCKON NMOMOLUM TparkgaHam npu 3aboneBaHUsXx,
HECYACTHbIX CAy4YasXx, TPaBMax, OTPABAEHUAX U  APYIUX COCTOAHUAX, TPebylowmx CPOYHOro
MeANUMHCKOro BMeLIaTe1bCcTaa.

IV. HaszHayeHuMe n BbINUCbIBaHME NeKapCTBEHHbIX
npenapaToB rpa*kaaHam, MMeLLIMM NpaBo Ha becniaTHoe NoydYeHume
JIeKapCTBEHHbIX NPEenapaToB UKW NONYyYEHUE NEKAPCTBEHHbIX
npenapaToB CO CKMAKOM, B paMKax OKasaHuA
UM NePBUYHON MeANKO-CaHUTAPHOM NOMOLLM

34. HasHa4yeHWe 1 BbiNUCbIBaHUE NEKAPCTBEHHbLIX NPenapaTtoB rpa*gaHam, MMerLwnm npaBo Ha
b6ecnnaTHoe nonyyeHne NeKapCrBeHHbIX NMpenapaTtoB UM noaydyeHne NIEKapCTBEHHbIX NMpenapaTtoBs CO
CKI/I,CI,KOIL/‘I, Npn OKasaHnun Mm FlepBM‘-IHOﬁ ME,D,MKO-CBHMTapHOVI nomouwm ocyutecrsnaeTca megnumHCKNm
pa6OTHI/IKOM B C/lydaAaX TUNUYHOIoO Te4YeHunA 3aboneBaHuA nauneHTa ncxoaa n3 TAXKeCTU U XapaKtepa
3aboneBaHuna cornacHo yTBEPHKAEHHBIM B YCTAHOBJIEHHOM TMNopAAKe CTaH4apTam MeAI/ILI,VIHCKOﬁ
nomoLuimn, B TOM Hncne:
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1) oTaenbHbIM KaTeropuam rpaxkgaH, WMMEeRrLWMM MpaBo Ha MOJyYeHWe roCyAapCTBEHHOM
COUMANbHOM NomoLm B BUAe Habopa CoLManbHbIX YCAYT, B COOTBETCTBMM C NepeyHemM IeKapCTBEHHbIX
NpenapaToB, YTBEPKAEHHbIM MPMKa3zom MUHUCTEPCTBA 34PaBOOXPAHEHMA M COLMANBHOIO Pa3BUTUA
Poccuitckoit ®epepaumm ot 18 ceHtabpa 2006 r. N 665 "O6 yTBep:KAEHMM NEepeyHs NeKapCTBEHHbIX
CpeAcTB, OTMYCKAeMbIX MO peuenTam Bpaya (denbawepa) Nnpy okasaHUM AONOAHUTENBHOM BecnaaTHoM
MEANUMHCKOA MOMOLLM OTAENbHbIM  KaTeropuMamM TrparkAaH, WMEKWMM MpaBo Ha NojayyYeHue
rocygapcTBeHHOW couManbHOM nomowm" (3apernctpupoBaH MUHUCTEPCTBOM tOoCTUUMM Poccuitckoit
depepaunn 27 ceHtabps 2006 r., pernctpaumoHHblin N 8322) ¢ USMEHEHUAMM, BHECEHHbIMM NPUKA3amM
MuWHWUCTEPCTBA 34,0aBOOXPAHEHMA U COLMANbHOIO passuTMa Poccuiickoit Pepepaumm ot 19 oKTAbpA
2007 r. N 651 (3apeructpupoBaH MuHucTepcTBoM tocTULMK Poccuiickoit ®eaepaumm 19 oktabpsa 2007
r., peructpaumoHHbii N 10367), ot 27 asrycta 2008 r. N 451H (3apeructpupoBaH MuHUCTEPCTBOM
tocTnummn Poccuinckoit depepaumm 10 ceHTabpsa 2008 r., peructpaumoHHbiii N 12254), oT 1 aekabpa 2008
r. N 690H (3apernctpupoBaH MuHUCTEpPCTBOM toCcTMLMK Poccuitickoin deaepaumm 22 aekabpsa 2008 r.,
pernctpaumnoHHbiii N 12917), ot 23 pekabpa 2008 r. N 760H (3apeructpupoBaH MUHUCTEPCTBOM
toctuumm Poceuiickoit ®eaepaumm 28 aHeapsa 2009 r., pernctpaumoHHbin N 13195), ot 10 Hosbpsa 2011 r.
N 1340H (3apernctpuposaH MuUHUCTEPCTBOM toCTULMK Poccuiickon depepaummn 13 Hosbpa 2011 r.,
pervcTpaumnoHHbiii N 22368);

2) rpa)kgaHam, CTpadalolMm  3/10KaYecTBeHHbIMW  HOBOOOpPA3oBaHUAMM  NUMPOUNLHON,
KPOBETBOPHOM U POACTBEHHbIX UM TKaHel, remoduanein, MyKoBmMcUnA030M, TMNodrn3apHbIM HaHU3MOM,
60ne3Hblo MoLwe, pacceaHHbIM CKNEPO30M, @ TAK¥Ke rparkAaHam nocae TpaHCchAaHTaLMM opraHos U (uam)
TKAHEelM, B COOTBETCTBUM C MepeyHEeM LEHTPaA/IM30BaHHO 3aKymnaemblx 3a cyeT cpeacts denepanbHoOro
6104 KeTa IEKapPCTBEHHbIX MPEenapaTos, yTeepKaaembim MNpasutenbcteom Poccuiickon ®eaepauuu;

3) rpaxgaHam, MMeKLWMM MPaBo Ha NOAy4YeHWe NEeKAPCTBEHHbIX NpPenapaToB 6ecnnaTHO Wau
noJiydeHue NeKapCTBEHHbIX NPENAapaToB CO CKMAKOM 3a cyeT cpeacTB btoaKeToB cybbekToB Poccuitckoi
depepaumnn, B cOOTBETCTBUM C [lepeyHem rpynmn HaceseHUAs U KaTeropuin 3abonesaHuii, npu
ambynaTopHOM JIeYEHUM KOTOPbIX JIEKAPCTBEHHbIE CPEeACTBa M U3LEANA MEAMUMHCKOrO HasHavyeHus
OTMYCKAlOTCA MO peluenTam Bpadveit becnnatHo, u lNepeyHem rpynn HaceneHusa, nNpu ambynaTopHOM
JIeYEHUN KOTOPbIX JIEKAPCTBEHHbIE CPEeACcTBa OTNYCKAKOTCA MO peuentam Bpayel ¢ 50-npoueHTHOM
CKMAKOW, yTBEPKAEHHbIMM NOcTaHOBAeHWeM Mpasutenbctea Poccuinckonn Pepepauymm ot 30 nona 1994
r. N 890 <1>.

<1> CobpaHune 3akoHogaTenobcTBa Poccuitckoint ®epepaumm, 1994, N 15, cr. 1791; 1995, N 29, cT.
2806; 1998, N 1, cT. 133, N 32, cT. 3917; 1999, N 14, c1. 1724, N 15, cT. 1824; 2000, N 39, cT1. 3880; 2002,
N 7, cT. 699.

35. MpaBo BbINWCbIBaTb PeLEenTbl Ha IEKAPCTBEHHbIE NPEenapaThbl FpaXK4aHam, UMEIOLMM NPaBo Ha
becnnaTtHoe MoJslyYyeHMe SIEKAPCTBEHHbIX NMPenapaToB WX MOJlyYeHMe NEKAPCTBEHHbIX MPenapaToB Co
CKMAOKOM, TaKXKe MMELOT:

1) meguumHcKMe paboTHMKK, paboTalowme B MeAULMHCKOW OpraHM3aumm no COBMeCTUTENbCTBY
(B npepenax cBoeit KOMNETEHUMN);

2) MegMUMHCKME pPabOTHUKM CTAUMOHAPHbLIX YYPEXKAEHUNA COUMANbHOIrO OBCAYXMBAHUA W
NCNPaBUTENbHbIX yUYpeXKaeHUn (He3aBUCUMMO OT BEAOMCTBEHHOM NPUHALNEKHOCTH);

3) megMuMHCKME PAabOTHUKN MEANUMHCKMX OPraHM3aLMii, OKasblBalOLWMX MEeAULIUHCKYIO NMOMOLLLb
B CTALMOHAPHbIX YCNOBUAX, B C/IyYae, NPeayCMOTPeHHOM NyHKTOM 29 HacTosawwero Mopaaka;

4) meguuMHCKME PabOTHUKM MeAMLMHCKUX OPraHM3aumii, OKasbiBalOWMX NEPBUYHYIO MeAMKO-
CaHUTapHYO MNOMOLLb, NOABEAOMCTBEHHbIX ¢eaepanbHbIM OpraHaM WCMNOJHUTENIbHOW BAACTU MM
opraHam UCMONHUTENIbHOM BNacTu cybbekToB Poccuiickon Pegepaumn:

a) rpaxkaaHam, pacxoapl Ha becnaaTHoe nekapcTBeHHoe obecneyeHme KOTOPbIX B COOTBETCTBMM C
3aKoHoaaTenbCTBOM Poccuitickoin Pepepaumm NOKpbIBAOTCA 3a cYeT cpeacTs desepanbHoro broaxeTa;

6) MHbIM KaTeropmam rpa*kaaH, pacxoapl Ha becnnaTtHoe nekapcTBeHHoe obecnevyeHne KOTopbIX B
COOTBETCTBUM C 3aKOHOAAaTeNbCTBOM Poccuiickoit Penepaummn NoKpbIBatOTCA 3a CUET cpeacTs 61oaKeToB
pas/fINYHbIX yPOBHEN U 06A3aTENbHOTO MEANLMHCKOTO CTPAX0BaHUSA;

5) wHguBMAyanbHble NpeanpuHUMaTENM, 3aHUMAloWMECH YacTHOW MeSUUMHCKOM MPaKTUKON U
BK/IIOYEHHbIE B peecTp MeOMLMHCKMX OpraHusauuii, OCyLLeCTBAAKOWMX AeATeNbHOCTb B cohepe
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06A3aTeNbHOr0 MeaMLMHCKOrO CTPaxoBaHuA.

36. He ponyckaeTtca BbINUCbIBaHWE peLenToB Ha JIeKapCTBEHHble npenapaTbl ANA JeyeHuA
rpaxgaH, MMetowunx npaso Ha 6ecniiaTHoe MOAyYeHWE IeKAPCTBEHHbIX MPernapaToB MW MosydeHue
NIEKAPCTBEHHbIX NPENapaToB CO CKUAKOM, MEAULMHCKUMM pPABOTHUKAMM CAHATOPHO-KYPOPTHbIX
OpraHu3aum,  MeUUMHCKUMW  PabOTHMKaMW  MEOMLMHCKMX  OpraHM3auuii,  OKasblBaloLLMX
MeaNUMHCKYI0 NOMOLLb CTaLMOHAPHO UK B YCI0BUAX AHEBHOrO CTaLUMOHapa, 3a UCKIOYEHNEM C/yYas,
npeaycMOTPeHHOro NyHKTOM 29 HacToAwero MopagkKa.

37. Tpwn BbINUCBIBAHUM pPeLenToB Ha JeKapCTBEHHble MpenapaTbl AAA JIeYeHUA rpaXkaaH,
MMeLWMX npaBo Ha becnnatHoe MONyYeHWEe NEeKAPCTBEHHbIX MpPenapaTtoB WM MOJydYeHue
JIeKapCTBEHHbIX MPENapaToB CO CKUAKOM, yKa3blBaeTcA Homep TenedoOHa, MO KOTOPOMYy PaboOTHUK
anTeYHOM OpraHusaumm npu HeobXoAMMOCTM MOMKET COrnacoBatb C MEAMLMHCKMM pPaboTHUKOM
CMHOHUMMYECKYIO 3aMeHy 1IeKapCTBEHHOro npenapara.

38. Ha peuentypHom 6naHke dopmbl N 148-1/y-04 (n) n dopmbl N 148-1/y-06 (n) peuent
BbINUCbIBAETCA MEAULMHCKMM PaboOTHMKOM B 3-X 3K3eMnaspax, C ABYMA 3K3eMNAApamuM KOTOpPOro
naumeHT obpallaeTca B anTeYHy OpraHM3aumio.

39. HapKkoTunyeckme n NCMXoTpOnHbIe NeKapCcTBEeHHble npenapaTbl cnucka |l MNepeyHa ana neyeHma
rpaxgaH, Mmerowmx npaBo Ha HecnnaTHoe MoJsiydeHUE SIeKapCTBEHHbIX NPEenapaToB WAM MOAy4YeHUA
NIeKapCTBEHHbIX MPenapaToB CO CKMAKOM, BbIMMUCLIBAIOTCA Ha cneunanbHOM peuentypHom 6naHKe Ha
HapKOTMYEeCKoe CpeaCcTBO M MNCUXOTPOMHOE BELWEeCTBO, K KOTOPOMY [AOMNONHUTENbHO BbIMUCbIBAIOTCA
peuenTbl B 3-X 3K3emnaApax Ha peuentypHom 6naHke dpopmbl N 148-1/y-04 (n) nam dpopmbl N 148-1/y-
06 (n).

40. TcuxoTponHble nekapCTBeHHble npenapatbl cnucka Il MNepeyHa, WHble neKkapCTBEHHble
cpeAcTBa, nognexawme npeamMeTHO-KO/IMYECTBEHHOMY  YyyeTy, JIeKapCTBEHHble  npenaparbl,
obnagarowme aHaboNMYECKOM AKTUBHOCTbIO, KOMOMHMPOBAHHbIE JIEKAPCTBEHHbIE MpenapaTsl,
YKa3aHHble B NOANYHKTe 4 NyHKTa 9 HacToAwero nopsagKa, npefHasHayeHHble ANA NeYeHUa rpaxaaH,
MMeLWMX npaBo Ha becnnatHoe MOAyYeHME NIeKAPCTBEHHbIX MPEnapaTtos MAM  NOAy4YeHue
NleKapcTBEHHbIX MPENnapaToB CO CKMAKOM, BbINUCLIBAIOTCA Ha peuentypHom 6naHke N 148-1/y-88, K
KOTOPOMY [AOMNOJIHUTENIbHO BbIMWUCLIBAIOTCA PeLenTbl B 3-X 3K3eMNAspax Ha peuenTypHom b6naHKe
dopmbl N 148-1/y-04 (n) unn dopmbi N 148-1/y-06 (n).

MpunoxeHune N 1

K MNopAaaKy Ha3Ha4yeHMA W BbIMUCbIBAHMWA
JIEKapCTBEHHbIX NPenapaTos,
YTBEPKAEHHOMY NPUKa3oM
MwuH3apasa Poccun

oT 20 aekabpna 2012 r. N 1175H

MPEAESIBHO JOMNYCTUMOE KOJIMYECTBO
OTAEJIbHbIX HAPKOTUYECKUX N MTCUXOTPOITHbIX JIEKAPCTBEHHbIX
MPEMAPATOB A/14 BbINMUCbIBAHWNA HA OWH PELUENT

N HamMeHOBaHUE dopmMa BHINyCKa M HOO3MPOBKA KommmuecTrBO
n/mn HAPKOTUUECKOTO

Y TICUXOTPOIIHOT'O
JIEKapCTBEHHOTO IpenapaTa

1. BynpeHopouH TabneTkn nmnsa
CyONIMHTBaJIBHOTO IpMeMa
200 mxr m 400 MxD 50 Tab.
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2. BynpernopdmH PacTBOp IOJg MHBEKLUUN,
aMITyJIEl, WIPUL—TIOOUKM 30 amnyJs uam
300 mMxr/mit 1 Mn WIIPUL - TIOOUKOB
aMITy JIBl
300 Mxr/mMit 2 Mi 15 amnys
3. BynpenopduH TpaucOmepManbHasa
TepaneBTUUYECKass CUucTeMa
35 Mxr/u 20 macr.
52,5 MKr/u 10 macre.
70 MKT/u 5 nmacr.
4. INTUIPOKOOEMH TabneTku
(I'K KOHTHMHYC) IPOJIOHTUPOBAHHOT'O
OeMCTBUS IJId IpueMa
BHYTPb
60 wmT 40 TabJ.
90 wmr 30 TabJs.
120 mr 20 TabJ.
5. MopbrHa I'MOPOXJIOPUL PacTBOpP OJ19 MHBEKLMM,
PacTBOP IJIS IIOIOKOXHOTO
BBeImeHMsa amnyJel 10 M B
1 mi 20 ammys
6. OMHOIIOH PacTBOp IJig IIOOKOXHOI'O
BBEeIOEeHMSI, aMIyJe 1% u 2%
mo 1 mi 20 ammys
7.| IpomMemos (TpuMenepuIMHa TabjeTKy I0Jia IOpuema
TUIOPOXJIOPUI) BHYTPb 25 MU 50 Tabim.
8.| IpomMenosn (TpuMeNepUIMHA PacTBOp IJi8 MHBEKLUM,
TUIOPOXJIOPUA) amMnyJsel 1 u 2% nmo 1 M 20 amnyn
WIIPULL— TIOOMKN 20 mmpwi—
1 m 2% no 1 M TIOOVKOB
9. MopdmHa cynbdaT TabneTxku u
(MCT XOHTMHYC MIM IOpyIue KallCyYJIEl IIPOOJIEHHOTO
aHaJiorm OeMCTBMA IJId IpueMa
IPOOOJIXUTEJIEHOCTHIO BHYTPb
OeMICTBMSA He MeHee 10 MD 160 Taba.
12 yacos) 30 MmT 60 TabJs.
60 wmT 20 TabJ.
100 Mo 20 TabJ.
200 mr 20 TabJ.
10. [Ipocunmon TabneTky OJjsa OYyKKaJIbHOI'O
npuema 10 mMr m 20 MT 50 Tab.
11. [Ipocunon PacTBOpP IOy MHBEKLMM,
amnyJsiel 10 M B 1 M 50 amnym
12. deHTaHUI TpaHCcOepMaJsibHa g
TepaneBTUUYECKAsT CUCTEMAa
12,5 Mxr/ugac 20 mact.
25 Mkr/uyac 20 njact.
50 mxr/uac 10 nmacr.
75 Mmxr/uac 10 nmacr.
100 mxr/uac 10 mmacr.
13. deHTaAHUI TabeTKM [IOIOBSA3BIUHEE




0,1 mr; 0,2 Mr;
0,3 mr; 0,4 wmr;
0,6 mr; 0,8 wMr 50 TabneTok
14.| Komemn (xomemHa ¢ocoar) [Topomox 0,2 o
15. Hatpus oxcubyTupaTt PacTBOp IOJig IpMeMa BHYTPb
66, 7%, cuUpOIl IJjg IpueMa
BHYTPL 5% 2 GJjiakoHa
16. ByTopbaHon PacTBOp IJiS MHBEKLUN
2 Mr/min 1 M 20 amnyi
17. Hanbybuu PacTBOp OJsg MHBEKLUUMN
10 mMr/mMin 50 ammoys
20 Mr/mm 25 amnyi
Mpunoxkenue N 2
K MNopAaaKy HasHa4YeHUA U BbIMUCbIBAHUA
NEKAPCTBEHHbIX MPeENapaTos,
YTBEPXKAEHHOMY NPMUKA30M
MwuH3pgpasa Poccmun
oT 20 aekabpna 2012 r. N 1175H
PEKOMEHOAOBAHHOE KOJIMYECTBO
OTAENBbHbIX TEKAPCTBEHHbIX MPEMAPATOB A/14 BblIMMCbIBAHUA
HA O4AWH PELUENT
N HavMeHOBaHME JIEKAPCTBEHHOTO dopma BHIIyCKa KomnuecTBO
n/mn npenapara Y OO3MPOBKA
1. |KoMOMHMPOBAHHEE JIeKAPCTBEHHEE Bce He Gojee 0,2 T
npenaparTs, coIepXalye KOoIenH JIeKapCTBEHHEE <K >
(conmu komewHa) bopmer
2. |2bempmHa THUIOPOXJIOPUI U IPYyIUe [Topomox 0,6 o
conmu sdenpuHa
3. Teodbpenpmu, Teobenmpmu-H, TabneTku 30 TabJ.
Heo-Treodpenpuu
4. CoyryTaH PacTBOp
50 mi, 30 min 1 drakon
5. CrasMoOBepaJiTUH, TabjaeTku 50 Taba.
CnasmMmoeepaniruH-Heo
6. IpyTrue KOMOUHMPOBAaHHBIE Bce 1 ymakoBka
JIeKapCTBEeHHEIE IIpelapaTH, JleKapCTBEeHHEE
comepxauye sdenpmHa bopMEL
TUOPOXJIOPUL ¥ IOIJIeXalme
IpeIMETHO ~KOJIMYECTBEHHOMY
yuery
7. |KoMOMHMPOBAHHEE JIeKAPCTBEHHBIE Bce 1 ymakoBKa




npenapatTsl, coIepxXalue JIeKapPCTBEHHEE
ncesnosbpenpmHa I'MIOPOXJIOPUI bopMEL
1 rnonJjexamue MNpeIMeTHO—
KOJIMUECTBEHHOMY yuUeTy
8. Knonunu:x TabjeTku
0,075 mr; 0,15 MmT 1 ymakoBka
PacTteOp mna
MHBEKLUN
0,1 Mr/Mn 1 ynakoBka
Kannm riasHEE 5 TOMK-KalleJlbHUIL
0,125%, 0,25%,
0,5% pacTBOP
9. AHaboJiM4YeCcKMe T'OPMOHEL: Bce 1 ynakoBka
MeTaHOPOCTEHOJIOH, JIeKapCTBEeHHEE
OxcaHIOpoJIOH Perabonni, bopMBL
Haunposion, denHobomnwui,
CunabosMH 1 gpyrue
10. | KoMOUHMPOBAHHEE JIeKaPCTBEHHEE Bce 1 ynmakoBKa
npernapatTsl, coIepxXalue JIeKapPCTBEHHEE
beHMINPONnaHoJIaMHE U bopMBL
nonjexaumye npenMeTHO-—
KOJINUECTBEHHOMY YyUeTy
11. deHOBapbOUTaT TabneTxu 30 TabieTox
50 mMr, 100 mT
12. Benzobapburan TabjgeTku 1 ymakoBka
50 mMr, 100 mT
13. [IprMMIOH TabneTku 1 ynakoeka
125 mr, 250 wmr

<*> pu BbINMCLIBAHUU WM OTNYCKE NEKAPCTBEHHOrO MpenapaTa, COAEP’KALLero COAN KoLewHa,
NPOW3BOAMTCA NepecyeT Ha KOAEWH OCHOBaHMe.

MpunorkeHune N 3

K MNopAaaKy Ha3HAYeHMA U BbINUCbIBAHUA
NleKapCTBEHHbIX NpenapaTos,
yTBEPXAEHHOMY NPUKA3oM
MwuH3gpasa Poccmn

oT 20 aekabpa 2012 r. N 1175H

CnpaBo4HO

OONYCTUMBbIE K UCNOJIb3OBAHUIO PELLENTYPHbIE COKPALLIEHWA

CokpalmeHue [loslHOEe HaNMcaHue
aa ana
ac.acid. acidum

[lepeBon
10, I[IOPOBHY
KMCJIOTa



amp .
aq.

aqg. destill.

but.
comp., cCps
D.

D.S.

D.t.d.

Dil.

div.in p.aeq.

extr.
f.

gtt.
inf.
in amp.
in tabl.
lin.
liqg.
m. pil.
M.

N.
ol.
past.
Ppl.
p.aeq.

ppt.,praec.

pulv.

g.s.

r.,rad.

Rp.
Rep.

rhiz.

sem.
simpl.

sir.

sol.

supp .
tabl.

t-ra, tinct.

ung.
vitr.

ampulla
agqua

aqua destillata

butyrum
compositus (a, um)

Da (Detur,

Dentur)

Da, Signa
Detur, Signetur

Da (Dentur) tales doses

dilutus
divide in partes
aequales
extractum
fiat (fiant)

qutta, guttae
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
solutio
suppositorium
tab (u) letta
tinctura
unquentum
vitrum

aMmIyJia
BOA
OUCTUIINIMPOBaHHAA BoOOa
MacJyo (TBepnoe)
CJTOXHEIN
Brimam (nmycTb BHIOAHO,
nycTb OyIOeT BBIIOAHO)
Briman, o6os3Haub
I[lycTe OynmeT
BEIIAHO,
o0B0OBHAUEHO
Boimam (IlycTe OynoyT
BBIIAHEI) Takue IO3H
pasBeOeHHBN
pa3menu Ha
PaBHEIE UYaCTU
SKCTPAaKT, BHITSIXKA
[IlycTe obpasyeTcs
(obpaszynTcsa)
Kamnjusg, Kalju
HacTou
B aMIyJjiax
B TabJjeTkax
XKMIOKas Mashb
KUIKOCTH
OMJJIbHasS Macca
Cmeman (IIycTb
OymeT CMeEIaHO)
UMCJIOM
MacJo (xmuigkoe)
macra
IMITION S
PaBHEIE YaCTHU
OcaxmeHHBI

[Topomok

CkoJbKO norpedbyerTcs,
CKOJIBKO Hazmo
KOpPEeHb
BosbmMu
[IoBTOopM (IlyCThb
OyIneT MIOBTOPEHO)
KOpHeBUIIE
O6o3Haub (IIycTb
OymeT ODO3HAUEHO)
ceMsa
IPOCTOM
cupon
pacTBOpP
cBeua
TabJjeTka
HaCTOMKa
Mashb
CKJISHKA

MpunorkeHue N 2
K NpuKa3y MuH3gpasa Poccmn



oT 20 aekabpna 2012 r. N 1175H

PELLENTYPHbIN BNAHK

MUHMCTEPCTBO 3IOPaBOOXPAHEHMUSI

Poccumickon denmepaumum Kon dopmer mo OKYI 3108805
MemoMUMHCKAss IOOKYMEHTAaLMs

HamMmeHOBaHMe (mTaMIl) ®opma N 148-1/y-88

MEIMIIMHCKOM OpTaHM3alLuUn YTBEepXOeHa MNPUKA30M

MyHMCTEepCTBa 3OPaBOOXPaHEHUs
Poccurickom denmepaumnm
or 20 mexabps 2012 . N 1175H

~ 0000+ 0000;

PEOEIT

(DaTa BBIIMCKM pelernTa)

(B3pOCIBEI, IOEeTCKMM — HYXHOE [NOIOUYEPKHYTH)

®.M.0. maumeHTa

(IIOJIHOCTHIO)
BozpacTt
Appec mau N MeIMUMHCKOM KapTH aMOyJIaTOPHOTO IHalMeHTa
(McTOopUM pasBUTKUA pebOeHKa)

®./.0. Jsledamero Bpaua

(ITOJIHOCTHIO)
Py0b Kom Rp
[loonuch M JIMUYHAaSA IedaThb
Jedaluero Bpaua M.II.

Peuent mericrBuTeJieH B Teuenue 10 mHenl

PELLENTYPHbIN BNAHK <*>

MUHMCTEPCTBO 3OPaBOOXPaHEHUA Kon ¢opmer nmo OKYI
Poccurickon demepalun Kon yupexnmenua no OKIIO
MemoMUMHCKAasA IOOKyMEeHTalUMUsa
HavMeHOBaHMe (WTaMII) dopma N 107-1/y
MeIMLMHCKOM OpTraHM3aluumn YTBepXOeHa NPMKasoM

MyHMCTEepCTBa 30PaBOOXPAaHEHMUS
Poccumickon demepauunu
or 20 mexkabps 2012 r. N 1175H

PELIENT
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OEeTCKUM — HYXHOE INOOUEPKHYTH)
20 T.

(B3pPOCILI,

®./M.0. nmaumeHTa
BozpacT

®.11.0. Jyeuamero spauda
py0. |komn. | Rp.

py0. |komn. | Rp.

pyo. |xon. | Rp.

[loonmce M JIMUHAA IIedaThb
Jjieuamero Bpada

1 roma ( )
(yxkasaTh KOJMUUECTBO MECHALEB)

PeluenT OeMCTBUTEJIEH B TeueHMe 2 MecCcHleB,
(HEHYXHOE BaUYepKHYThH)

<*> - nns peuenTypHbIX 6J1aHKOB, U3rOTOB/ISEMBbIX U MOJHOCTHIO 3aMOJIHAEMbIX C UCMO/1b30BaHMEM
KOMMbIOTEPHbIX TEXHONOMMIA, BBOAATCA AOMOJIHUTE/IbHbIE PEKBU3UTLI (HOMep U (Mau) cepua) U mecTo
ONA HaHeCeHMA WTpUX-Koaa.

PELLENTYPHbIX BNAHK

MMHMCTEPCTBO 3OPaBOOXPaHEHUs
Poccurickon demepalum
YTBEPXIEHA
nprKasoM MMHMCTEpCTBa 3IPaBOOXPAaHEHMSI
Poccurickon demepalun

liTamn or 20 g@mexabpsa 2012 r. N 1175H
Kon
MEOUIMHCKOM OpTaHM3aLluu
Komn dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)
Kon xa- |Konm HO3OJOTHM- [MCcTOUuHMK Qu- |[% omyaTH: Konm JsiexkapCTBEHHOTI'O
TEeropun |[ueckom GOopME HAHCUPOBAaHUA: | (HIoOoUuepK-— cpencTea (3anoJjiHgeTcs
rpaxnaH (o MKBE-10) (nomuepk- HYThH) B aQlTEeYHOM OpIraHM3alUM)
HYTE)
1. Becnyar-
1. demepanb- [HO
HEBIN 2. 50%
2. CybmekT
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Poccuyickon
denmepaunm
3. MyHuum-
I1aJ1bHEIM
S |s (S |L (L |L |. |L
PELOEIT Cepusa N IaTa BHIIMUCKMA: 20 T.
®.MM.0. maumeHTa JaTa poxnoeHuA
CHMIIC
N nojmca ob6a3aTesIbHOT'O
MeIOMLMHCKOI'O
CTPAaXOBAHMA
Anpec mau N MeIMUMHCKOM KapTH aMOyJIaTOPHOIO
nauMeHTa
(McTOopUM pas3BUTHA pebDeHKa)
®./.0. Jsledamero Bpaua
Py6. |Kom. Rp:
D I o S [
D B X 0 - Y-S O |
(kon Jeuamero Bpauda)
[lognmce M JMUHAaA [IedaTh Jiedallero Bpauda M.II.
PeuenT nemcrBuUTeJIeH B TeuenHme 5 nHewm, 10 guey, 1 Mmecsaua, 3 MecsleB
(HeHyXHOe 3BaUepKHYTh)

—————————— (3amosyiHAEeTCA CHeUMaNMCTOM alTeUYHOM OpTaHM3alum) -—————--—-
OTnymeHo IO pelenTy: TopTroBOE HaMMEHOBAaHUE
———————————————————— VU IO3MPOBKa:

Hara ornycka: " " 20 T. KommuecTBo:

[IpUTOTOBMII : [lpoBepmr: OrnycTu:
——————————————————————— (IMHMA OTPEIBE) —————————————————————————

Kopemoxk peluenTypHOTO OJlaHKa Crnocob npMMeHeHUA :

——————————————————————————— [IpOIOJIXUTEJIbEHOCTDb oHew

HamMeHOBaHME

JIEKAPCTBEHHOT'O IIpelnapara: KonmmuecTBO NpPpMEMOB B IE€Hb: pas3

Ha 1 npuewm: ern.

Jo3upoBKa:




PELLENTYPHbIN BNAHK

MUHMCTEPCTBO 3OPaBOOXPAHEHMS
MECTO IJid HNTPUX-KOIA

Poccumickon denmepaumum

YTBEPXIEHA
npukas3oM MyHUCTepCTBa 3OPaBOOXPAaHEHUS
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[lognmce Jjevamero Bpauda Ha ofbmyn cyMmy

M.II
——————————————————————————— (IMHMSA OTPHBA) —————————————————————————
Kopemox PENEIITA Cepusa N oT
Crnocob nNpMMEeHEHU:
[IPODOJIXUTEJILHOCTD nHen HauMeHOBaHME JIeKAPCTBEHHOTO
KonmuecTBO NpPMEMOB B IOeHb: pas npenapara:
Ha 1 npuewm: en. Io3MpoOBKa :
MpunoxkeHune N 3
K npuKkasy MuHsapasa Poccum
oT 20 gekabps 2012 r. N 1175H
norPAAOK

OPOPMJIEHUNA PELEENTYPHbIX BJTAHKOB HA JIEKAPCTBEHHbDIE MPEMAPATDI,
UX YYETA U XPAHEHUA

I. OdpopmneHne peuenTypHbiX 6N1aHKOB

1. Ha peuenTypHbIx 61aHKax ¢opmbl N 107-1/y, He UMelOLLMX HOMEP U (MAK) ceputo, 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
NPOCTaBAAETCA LWTaMn MEAMUMHCKON OpraHusauMM C YKasaHMeM ee HauMMeHOBaHWs, ajpeca MU
TenedpoHa.

[JononHUTeNnbHO Ha peuenTypHbIX 6aaHkax popmbl N 107-1/y, umetowmx Homep 1 (1aum) cepuio,
MecCTo [ANnA HaHeceHus wTpux-koaa, N 148-1/y-04(n) u N 148-1/y-06(n) npoctaBnsetca Ko,
MeONLMHCKOMN opraHM3auum.

Cepusa peuentypHoro 6n1aHka ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BKAtOUAET Ko,
cybbekta Poccuitckoit depepaumu, COOTBETCTBYHOWMA ABYM MepBbiM uUndpam Ob6Lepoccninckoro
Knaccudurkatopa 06EKTOB aAMUHUCTPATUBHO-TEpPUTOPUAIbHOro geneHus (OKATO).

2. Ha peuenTypHbix 6naHKax, OQPOPMASEMbIX WHAMBUAYANbHBIMW MNPEeANnPUHUMATENSAMMU,
UMEIOWMMM JIMLEH3NI0O Ha MEAMUMHCKYIO AeATeNbHOCTb, B BEPXHEM J/IEBOM Yray Tunorpadckum
cnocobom uAM MyTem MPOCTaB/eHUA WTamna A0/KeH ObiTb yKasaH aapec Bpadya, HOmMep WM pgaTa
JIMLLEH3UKN, HAMMEHOBaAHME OpraHa rocy4apcTBEHHOM B1acTU, BblAaBLUIEro JNLEH3UIO.

3. PeuenTypHble 6naHkn dopm N 148-1/y-88, N 107-1/y n N 148-1/y-04(n) 3anonHatoTca Bpavom
pa3bopunBO, YETKO, YEPHUIAMWN UAN LUAPUKOBOW PYYKOIA.

4. [onyckaetrca odopmieHMe BCeX PEKBU3UTOB peLenTypHbiX 6aaHKoB ¢dopmbl N 107-1/y,
UMELINX HoMep M (UAKn) cepuio, MecTo ANA HaHeceHua WTpux-koda u dopmbl N 148-1/y-06(n) c
NCNO/Ib30BaHMEM KOMMbIOTEPHbIX TEXHOJIOTUI, a TaKKe odopMeHne peLenTypHblx 61aHKoB popmbl N
148-1/y-88 u dopmbl N 107-1/y (He umelowmx Homep U (MaK) cepuio, MecTo AN HaHeCeHUA LITPUX-
KO/Zia) C UCMNOJIb30BaHMEM KOMMbIOTEPHbIX TEXHONOIMIA, 32 UCKAtOYeHMeM rpadbl "Rp" (HaumeHoBaHUue
JIeKapCTBEHHOIO NpenapaTa, ero A403MPOBKa, KOAMYECTBO, CNOCO6 U NPOAONKUTENBHOCTE MPUMEHEHUS).

5. OdopmneHne peuentypHbix 6aaHkos dopmbl N 148-1/y-04(n) u dopmbl N 148-1/y-06 (n)
BK/ItoYaeT B ceba undposoe KoaMpoBaHue.

Lndposoe KoanpoBaHMe yKasaHHbIX peLenTypHbIX 61aHKOB BK/OYAET B cebs:

1) Kop MeAMUMHCKOM opraHusaumMmM B COOTBETCTBMM C  OCHOBHbIM  TrOCYAapCTBEHHbLIM
pernctpaunoHHbim Homepom (OFPH), npocTaBasemblit Npu U3roTOBAEHUN PeLLenTyPHbIX 61aHKOB;

2) Koz KaTeropuu rpaxkaaH (SSS), metowmx npaBo Ha noayyeHue JIeKapCTBEHHbIX NPenapaTos B
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COOTBETCTBUM CO cTaTben 6.1 PeagepanbHOro 3akoHa ot 17 uronsa 1999 r. N 178-d3 "O rocypapcTtBeHHOM
coumanbHoM nomowm" <1>, u Kog Hosonornyeckon popmbl (LLLLL) no MKB-10, 3anosiHAeMble fieyalumm
BPauYoOM MyTEM 3aHECEHMA KaxKaon uudpbl B NycTble AYerKW, NpuM 3TOM TOYKa MNpPOCTaBAseTcs B
OTAENbHOM AYeliKe;

<1> CobpaHune 3akoHogaTenbcTBa Poccuickoit Pegepaumm, 1999, N 29, c1. 3699; 2004, N 35, cT.
3607.

3) oTmeTKa 06 MUCTOYHMKe PUHaHcMpoBaHuA (deaepanbHbit brogket [1], GioaKeT cybbekTa
Poccuitckoit depepauumn [2], myHULmMnanbHbit 6logxkeT [3]) n npoueHTe onnaTbl peuenTa (becnnatHo
[1], 50% [2]), ocyuiecTBAsieMan MeAULIMHCKUM PaboTHUKOM;

4) Kog, MeAMUMHCKOro paboTHMKa yKasblBaeTcA MeAUMLMHCKMM PaboTHMKOM B COOTBETCTBMM C
YCTAaHOBNEHHbIM OPraHOM WCNOJHUTENbHOM Bnactu cybvekta Poccuiickoit Pepgepaumm B obnactu
OXpaHbl 340POBbA FPaXKAaH NepeyHem KogoB MeANUMHCKMX PabOTHUKOB, UMEIOLLMX NPaBO Ha BbIMUCKY
JIeKapCTBEHHbIX NpenapaTos;

5) Koa, neKkapcTBeHHOro npenapaTa, MPOCTaBASieMblit B anTeYHOW OpraHusauuu npu OoTnycKe
NleKapcTBEHHbIX NPEnapaTos, BbINMUCAaHHbIX Ha peuenTypHbIX 6aaHKkax ¢opmbl N 148-1/y-04(n) n dopmbl
N 148-1/y-06(n).

6. B peuenTtypHbix 61aHKkax popmbl N 148-1/y-88, N 107-1/y, dopmbi N 148-1/y-04(n) u dopmbi N
148-1/y-06(n) (manee - peuentypHble 6naHkn) B rpadax "®.N.0. naumeHTa" yKkasbiBaloTcA NOAHOCTbIO
dbammnma, Ma M 0TYECTBO NaLMEHTa.

7. B peuenTypHbix 6naHKax ¢opmbl N 148-1/y-88 u dopmbl N 107-1/y B rpade "Bospact"
YKa3bIBAETCSA KOIMYECTBO MOHbIX SIET NaLMEHTA.

B peuentypHbix 6naHKax dopmbl N 148-1/y-04(n) u dopmbl N 148-1/y-06(n) B rpade "[ata
poXKaeHMA" yKa3bIBAeTCA AaTa POXKAEHMA NaLMeEHTa (YMcno, mecsu, roa).

8. B peuentypHbix 61aHKax dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) B rpadax "CHUAC"
m "N nonvca 006s3aTENBHOrO MEAMUMHCKOTO CTPaxoBaHWMA" YKA3bIBAOTCA CTPAXOBOW HOMep
WHOMBUAYANbHOTO NIMLEBOrO CYeTa rpakAaHuHa B [eHcnoHHom ¢oHae Poccuiickolt depepaumnn
(CHUNC) 1 Homep nonunca 06a3aTeNIbHOTO MEANLMNHCKOTO CTPAXOBaHUS.

9. B peuenTypHbIx 61aHKax popmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) u dopmbl N 148-1/y-
06(n) B rpade "Agpec uam N MeAMUMHCKOW KapTbl amby/iaTOpPHOro naumeHTa (MCTopuM pasBUTUSA
pebeHkKa)" yKasbiBaeTcs afpec UAM HOMep MeAMUMHCKOW KapTbl ambynaTopHOro nauuveHTa (uctopum
pa3BuTUA pebeHKa).

10. B rpade "®.N.0. nevawero Bpaya" peuentypHbiXx 6/1aHKOB YKa3blBAtOTCA NOMHOCTbIO damunans,
MMA, OTYECTBO MEAMUMHCKOrO pPaboTHUKA, MMEIOWEro npaBO Ha3HaYeHMA W BbINUCbIBAHUA
JIeKapCTBEHHbIX NpenapaToB.

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

1) Ha JNaTUHCKOM A3blKe HaMMEHOBaHWE JIeKapCTBEHHOro npenapata (MexkayHapogHoe
HenaTeHTOBaHHOE WM rPYyNNMpPoBOYHOE, TMHO TOProBOE), Ero AO03NPOBKA;

2) Ha PYCCKOM WM PYCCKOM WM HAUMOHANbHOM A3blKax CNocob NpMMEHEeHMA NIEKapCTBEHHOTO
npenapara.

12. 3anpeulaeTca orpaHMUMBaTbCA OBLMMM YKa3aHUAMK, Hanpumep, "BHyTpeHHee", "U3BecTHO".

PaspelwaloTcs TONbKO MPUHATbIE NPaBU/IaMK COKpalleHUs o6o3HayYeHuin; TBepable U Cbinyyne
dapmaueBTMUECKME cybCcTaHUMM BbiNUcbiBatoTca B rpammax (0,001; 0,5; 1,0), skuakune - B MUAAUAUTPAX,
rpaMmmax u Kannsx.

13. PeuenT, BbINUCaAHHbIA HA peuenTypHOM 61aHKe, NognucbiBaeTca MeAUUMHCKMM PaboTHUKOM
1 3aBepsAeTCcA ero IMYHOM NneyaTbto.

[JononHUTENbHO peLenT, BbiN1caHHbIA Ha peuenTypHom 6naHke dopmbl N 148-1/y-88, dopmbl N
148-1/y-04(n) n ¢dopmbl N 148-1/y-06(n), 3asepsercA neyatblo MeAULMHCKON opraHusaumn "Ans
peuenTtoB".

14. Ha ogHom peuentypHom 6naHke ¢popmbl N 148-1/y-88, dopmbl N 148-1/y-04(n) n dpopmbl N
148-1/y-06(n) paspeluaeTtca BbINUCbIBATb TO/IbKO OAHO HaMMEHOBaHWE NeKapCTBEHHOrO npenaparta; Ha
ogHOM peuenTypHom 6aHke ¢opmbl N 107-1/y - He 6onee Tpex HaMMEHOBaHWIA JI€KAPCTBEHHbIX
npenapaTos.
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15. NcnpasneHusa B peLenTe, BbINMCAHHOM Ha peuenTypHom 61aHKe, He AonycKatoTcA.

16. CpoK geicTBMA peuenTa, BbINMUCAaHHOIO Ha peuenTtypHom 6naHke ¢opmbl N 148-1/y-88 (10
AaHeilt), dopmbl N 107-1/y (2 mecaua, go 1 roga), dopmbl N 148-1/y-04(n) u dpopmbl N 148-1/y-06(n) (5
AHel, 10 gHen, 1 mecau, 3 mecALa) yKa3bIBAETCA NyTEM 3a4ePKMBAHUA AW NOAYEPKMBAHUSA.

17. Ha obopoTHOW cTOpoHe peuenTypHoro 6naHka d¢opmbl N 107-1/y (3a wuckaoyeHuem
peuenTypHoro 6n1aHKa, NOAHOCTBIO 3aMOJAHAEMOro C MCMO/b30BAHMEM KOMMbIOTEPHbIX TEXHONOMMN),
peuentypHoro 6naHka d¢opmbl N 148-1/y-88 un dopmbl N 148-1/y-06(n) neyataetca Tabauua
Cneayowero coaepaHua:

MpuroToBMI [IpoBepun OrnycTui

18. MNpun BbINUCKE NEKAPCTBEHHOIO MpenapaTta Mo pelleHuto BpavyebHOM Komuccum Ha oboporte
peuenTtypHoro 6naHka ¢opmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) craBuTCA cneumanbHasa
oTMeTKa (wTamn).

19. Ha peuentypHom 6naHke dopmbl N 148-1/y-04(n) n dopmbl N 148-1/y-06(n) BHU3Y MmeeTcA
JIMHWA OTPbIBA, Pa3AenAtoLLan peLenTypHbli 61aHK U KOPELLOK.

KopeloK oT peLenTta, BbIMMCAHHOTO HA YKAa3aHHOM peLenTypHOM GnaHKe, BblAAeTCA MaumeHTy
(nmuy, ero npepctasnalowemMy) B anTeYHOM OpraHM3aumMKM, Ha KOpelKe JenaeTcd OTMeTKa O
HaMMeHOBaHMM NEKAPCTBEHHOrO Mpenaparta, AO3MPOBKe, KOAMYecTBe, cnocobe MNpUMEHEHWUs, U OH
OCTaeTcs y NaumeHTa (n1ua, ero NpeacTaBastoLLErO).

20. OdopmneHne crneunanbHOro peuLenTypHoro 67aHKa Ha HapKOTUYECKOe CPeactso W
MCUXOTPOMHOE  BELLECTBO  OCYLLECTBAAETCA B COOTBETCTBMM € MNpuKasom  MuHUCTepcTBa
3apaBooxpaHeHua Poccuiickoni Pepepaumm oT 1 asrycta 2012 r. N 54H "O6 yTtBepxaeHUn dopmbl
61aHKOB PELLENTOB, COAEPKALLMX Ha3zHAYEHUE HAPKOTUYECKUX CPEACTB MAM NCUXOTPOMHbLIX BELLECTB,
nopagKa WX W3roTOBNEHWA, pacnpefesieHus, PEerucTpaumm, y4eTa M XpaHeHusa, a TaKkKe npasBun
odopmnenuns".

II. YueT peuenTtypHbix 61aHKOB

21. Yuer peuenTtypHbix 6naHkos ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3roTaBaMBaembix TUNorpadckum crnocobom (Zanee - peuenTypHble 61aHKKM, MoAnexallue yyety),
OCYLLECTB/IAETCA B XKypHanax yyera, NPOHYMepPOBaHHbIX, MPOLIHYPOBaHHbIX U CKPEneHHbIX NOANUCHI0
pyKoBOAMUTENA W  MNevyaTbld MEeAMUMHCKOM OopraHvM3aumm UAM  NOAMUCbIO  UHAUBUAYANbHOTO
npeAnpUHUMATENS, UMEIOLLETO NINLEH3MI0 HA MeAULMHCKYIO AeATeNbHOCTb.

22. ypHan yyeTa peuenTypHbix 61aHKoB dopmbl N 107-1/y coaeput cneayrouime rpadbi:

1) Homep No NopaaKy;

2) B pasgene "Mpuxon'":

a) AaTa perncTpaumm NpPUXoaHoOro LOKYMEHTa;

6) Homep ¥ gaTa NPUXOAHOrO LLOKYMEHTA, Ha3BaHWeE NOCTaBLUMKA;

B) 06LLLee KOIMYECTBO NOCTYNUBLLIMX PELLENTYPHbIX 61aHKOB;

r) ®.1.0. n noanucb OTBETCTBEHHOrO MeAMLMHCKOro paboTHUKA, MOJYYMBLLETO PELENTYpHble
61aHKM OT NOCTaBLUMKA;

3) B pasgene "Pacxon':

a) AaTa BblAauM peLenTypHbIX 61aHKOB;

6) KONNYEeCTBO BblAAHHbIX peLLenTypHbIX 61aHKOB;

B) ®./.0. oTBETCTBEHHOIO MeAMLIMHCKOTO PaboTHMKa, NOJIyYMBLIETO peLenTypHble 61aHKu;

r) NoANUCb OTBETCTBEHHOTO MEAULIMHCKOTO PaboTHMKa, NOyYMBLIETO peLenTypHble 6aHKu;

4) ®.M.0. 1 nognucb OTBETCTBEHHOTO MEAMLIMHCKOrO PaboTHMKA, BblAABLUIErO peLenTypHble
61aHKu;

5) ocTaToK peuenTypHbIX 6/1aHKOB.

23. MypHan yyeTa peuentypHbix 6naHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(n) comeput
cnegytowme rpadobl:

1) Homep No NopaaKy;
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2) B pasgene "Mpuxoa":

a) paTa perucrTpaumm NPUXoaHOro AOKYMEHTa;

6) Homep ¥ gaTa NPUXOAHOro AOKYMEHTA, Ha3BaHME NOCTaBLLMNKA;

B) obLiee KoIMYecTBO NOCTYNMUBLUMX PeLenTypHbIX 6/1aHKOB;

r) cepun n Homepa peuenTypHbIX 61aHKOB;

[) KONMYecTBO peuenTypHbiX 6/1aHKOB Mo cepusim;

n) ®.1.0. n noanncb OTBETCTBEHHOro MeAMUMHCKOro PaboTHWKA, MONYUYMBLUErO PELLENTYPHbIE
61aHKM OT NOCTABLUNKA;

3) B pasgene "Pacxon:

a) AaTa BblAauM peLenTypHbIX 6/1aHKOB;

6) cepum n Homepa BblAaHHbIX pPeLenTypHbIX 61aHKOB;

B) KOJIMYECTBO BblAAHHbIX peuenTypHbIX 6/1aHKOB;

r) ©.1.0. oTBETCTBEHHOIO MEANLMHCKOTO PaboTHMKa, MONYYMBLUETO PELLENTYPHbIE BAaHKK;

4) noanncb OTBETCTBEHHOTO MEeAMLIMHCKOro paboTHMKA, NOYYMBLUETO peLenTypHble 61aHKK;

4) ®.1.0. 1 noAnUcb OTBETCTBEHHOrO MEAMLMHCKOrO paboTHMKA, BblAaBLIEro pPeLenTypHble
6/1aHKuY;

5) ocTaToK peuenTypHbIx 61aHKOB.

24. YuyeT chneumanbHbiX peuenTypHbiXx 6/J1aHKOB Ha HApPKOTUYECKOE CPeaCcTBO M MCUMXOTPOMHOE
BELLLECTBO OCYLLECTBAAETCA B COOTBETCTBMU C NpuKaszom MUHUCTEePCTBA 34paBOOXpaHeHNs Poccuninckol
depepaunn ot 1 asrycta 2012 r. N 54H "0O6 yTBepKaeHUM PpopmMbl 61aHKOB peuenTos, coaeprKalunx
Ha3HayYeHMe HAPKOTUYECKMX CPEeaCTB WAW MNCUXOTPOMHbLIX BeLLeCTB, MNOpAAKa WX W3roTOBJIEHUA,
pacnpeaeneHus, permcTpaumm, y4eta 1 XpaHeHusn, a Tak:Ke npasun opopmaeHma’.

[Il. XpaHeHuMe peuenTypHbIX 61aHKOB

25. B Kawaom MeaMUMHCKOW OpraHM3aumMm MNpPUKA3oOM PYyKOBOAWUTENA HA3Ha4aeTcs /uuo,
OTBETCTBEHHOE 3a XpaHEHME U yYeT BCEX BUAOB peuenTypHbIX 61aHKOB.

26. PeuenTypHble 6/1aHKK, Nog/exKalme yyeTy, XPaHATCA OTBETCTBEHHbIM JIMLOM, Ha3HAYEHHbIM
pyKoBOAUTENEM MEAMUMHCKON OpraHMsauMu, Noj 3amMKOM B MeTasnmyeckom wkady (celide) mnm
METaIINYECKOM ALLMKE.

27. UhgmBuayanbHbi npegnpuHUMaTeNb, UMEIOLLMN TNLEH3UIO HA MEAULMNHCKYIO AEATENbHOCTD,
XPaHUT peuenTypHble 61aHKK, Nogaexalme yyeTy, nos 3aMKOM B MeTanMdyeckom wWwKady (cerde) nnm
METaIINYECKOM ALLMKE.

28. MoCTOAHHO AeicTBYIOWAA KOMUCCUSA, CO3LaBaemasi B MEAULIMHCKON OpraHM3aLmm, nposepseT
COCTOSIHME XpaHeHun, yyeTa, GaKTMYECKOE HaAnuyMe U pacxoh PeuenTypHbiX 6/1aHKOB, Moasierkallmx
yyeTy, OAVH pa3 B KBapTal.

B cnayyae HecOBMaAeHWs KHWMKHOTO OCTaTKa pPeLenTypHbiX 6/1aHKOB, NoA/eXKalux y4yety, C
baKTUYECKMM HasMuMem MU0, OTBETCTBEHHOE 3a XpaHeHUe U y4yeT peuenTypHbiXx 61aHKOB, Hecet
OTBETCTBEHHOCTb, MPEAYCMOTPEHHYIO 3aKOHOAaTeIbcTBOM Poccuiickon Penepaumm.

29. PeuentypHble 6naHKW, MOANEXallMe y4yeTy, BbIAAOTCA MEAUUMHCKMM  pPaboTHUKAM,
MMEOLLMM NPaBOo BbINUCbIBAHWA PEL,ENTOB, MO PACNOPAMKEHUIO F1ABHOTO BpaYva UKW ero 3amectTuTens.

MosyyeHHble peuenTypHble BNaHKK, NOANENKALLME YUETY, XPAHATCA MEONLMHCKUMM PabOTHUKaMK
B NOMeLLEeHUAX, 06ecrneymBatoLLLmMX UX COXPAHHOCTb.

30. XpaHeHue cneumanbHbIX peuenTypHbIX 61aHKOB HAa HAPKOTUMYECKOE CPEeACTBO W NCUXOTPONHOE
BELLECTBO M BblAaya YKa3aHHbIX peuenTypHbIX 6/1aHKOB MEANLUMHCKOMY PabOTHUKY OCYLLECTBAAETCA B
COOTBETCTBUM C NPUKa3om MUHUCTEPCTBA 34paBooXpaHeHna Poccuitickont Gepepaumm ot 1 asrycra 2012
r. N 541 "O6 yTtBep:aeHun ¢opmbl BNAHKOB PELENTOB, COAEPNKALLMX HA3HAYEHME HAPKOTUYECKMX
CPEACTB UM NCUXOTPOMHbIX BELLECTB, MOPALKA UX U3rOTOBAEHUA, pacnpesesieHns, PErucTpaumnm, yueta
N XpaHeHMs, a TaKkKe npasua odopmaeHma’.
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