3apeructpupoBaHo B MuHtocte Poccuu 25 utons 2013 r. N 28883

MWUHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUMCKON ®EJEPALIUU

[TPUKA3
ot 20 gexkabps 2012r. N 11751

Ob YTBEPXXJEHHWHU IIOPAZIKA
HA3HAYEHHUA U BBIIIMCbIBAHUA JIEKAPCTBEHHDBIX ITPEITAPATOB, A TAKIKE
®OPM PELENITYPHbIX 5/IAHKOB HA JIEKAPCTBEHHBIE ITIPEITAPATBI,
[TIOPAZAKA O®OPMJIEHUA YKA3AHHBIX BJIAHKOB, UX YUETA
1M XPAHEHUA

CnuCOK M3MEeHAKIUX JOKYMEHTOB
(B pea. [lpukaszoB Munsapasa Poccuu ot 02.12.2013 N 886H,
ot 30.06.2015 N 386H, oT 21.04.2016 N 254H)

B cooTBeTCcTBUM c NyHKTOM 16 yacTu 2 ctatbu 14 PenepasibHoro 3akoHa ot 21 Hos16ps 2011 r.
N 323-®3 "06 ocHoBax oxpaHbl 3JI0pOBbsi TpaxkjaH B Poccuiickoit ®egepauuun" (CobpaHue
3akoHogaTeabcTBa Poccuiickont @epepanuu, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446) u
nyHkTtoM 5.2.179 IlosoxkeHuss o MuHHCTepcTBe 37ApaBooxpaHeHUs Poccuiickoin ®Pepepanuy,
yTBepKJieHHOoro nocrtaHoBseHueM [IpaButenbctBa Poccuiickoih @enepauuu ot 19 uronsa 2012 r. N
608 (Cobpanue 3akoHoAaTeabcTBa Poccuiickoit ®enepanuy, 2012, N 26, ct. 3526), nprKasbiBalo:

1. YTBepauTh:

NOpsAJIOK Ha3HAaYeHHs U BbINKCbIBAHUS JIeKAaPCTBEHHBIX NpPenapaToB COrJIAaCHO MPHUJIOKEHUIO
N1;

dbopMbl perienTypHbIX 6JIaHKOB COTJIACHO MpUI0KeHUI0 N 2;

nops/iok opopMJieHUs pelleNTyPHbIX OJIAHKOB, UX y4eTa U XpaHeHHUs COrJIACHO MPHUJIOKEHUIO
N3.

2. Hactosamuyi npukas Bctynaet B cuiy ¢ 1 uwoug 2013 roga.

MuHUCTpP
B.1.CKBOPLIOBA

[Ipunoxenue N 1
K npukasy Mun3gpasa Poccuu
oT 20 nekabps 2012 r. N 1175H

[TIOPA/ZIOK
HA3HAYEHUA U BbINIMCbIBAHUA JIEKAPCTBEHHDBIX ITPEITAPATOB

Crnucok U3MEHS0IIUX JJOKYMEHTOB
(B pen. [IpukazoB Munsapasa Poccuu ot 02.12.2013 N 886H,
ot 30.06.2015 N 386H, oT 21.04.2016 N 254H)

[. O61Me nmoJsioXkKeHUs



1. HacTosdmui nopsiZiok peryJupyeT BOMPOChl HAa3HAYEHHs] M BbINMUCHIBAHUS JIEKAPCTBEHHBIX
npenapaToB INpPH OKAa3aHUM MEJULMHCKOW MOMOLM B MeJUIMHCKUX OpraHu3alnusax, HHBIX
OpraHU3alUsIX, OCYIECTBJISIOLAX MeULHHCKYIO MIOMOIIIb, U WH/UBU/yaJbHbIMHU
npeANpUHUMATENSAMY, OCYLIeCTBAAILUMA MeJUIMHCKYI JedTeJbHOCTb (JaJsiee - MeJULMHCKas
opraHusanus). <1>

<1> Cratba 2 PepnepanbHoro 3akoHa oT 21 Hos6psa 2011 r. N 323-®3 "O6 ocHoBax OXpaHbI
3l0poBbsl rpaxkaaH B Poccuiickont ®enepayuu” (CobpaHue 3akoHoAATeNbCTBa Poccuiickoi
depepauuy, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446).

2. HasHaueHue UM BbINKCbIBAaHUE JIEKAaPCTBEHHBIX IpenapaToB OCYLIeCTBJSETCA JiedalluM
BpauoM, desbAlIepoM, aKyllepKol B cly4yae BO3JIOXKEHUS Ha HUX MOJHOMOYMH Jieyallero Bpaya B
nopsi/ike, yCTaHOBJIEHHOM NpHKa3oM MuHHCTepCTBa 3/ paBOOXpPAaHEHHS U COLMA/IbHOTO Pa3BUTHUSA
Poccuiickont ®epepanuun ot 23 MapTta 2012 r. N 2521 "06 yTBepxeHuM Ilopsiaka Bo310KEHUS Ha
besnbAliepa, aKyllepKy pPyKOBOJWTEJEM MeJUIMHCKON OpraHM3aliMd NPU OpraHM3alMi OKa3aHHUs
NePBUYHON MeAHWKO-CAaHUTAPHOW MOMOIIM U CKOPOH MEJUIMHCKOW MOMOUIU OT/EeJNbHbIX QYHKIIUN
Jleyalllero Bpaya IO HENOCpeJCTBEHHOMY OKa3aHHWI MeJULMHCKOM NOMOIIM MallMeHTy B MepUOJ
HaOJ/II0/1eHUs 32 HUM U ero Jie4yeHHs, B TOM YHcCJie 10 Ha3HAaYeHUI0 U IPUMEHEHHUI0 JIeKapCTBEHHbBIX
npenapaToB, BKJ0OYass HAapKOTUYeCKHe JiIeKapCTBEHHble IpenapaTbl U  INCUXOTPOIHbIE
JIeKapCTBEHHbIE MpenapaThbl” (3aperucTpupoBad MUHUCTEPCTBOM OCTULUM Poccuiickon @epepauuu
28 amnpens 2012 r. peructpauydoHHbld N 23971), MHAMBUAYaJbHbBIMU NpeANPUHUMATEJSIMH,
OCYUIeCTBJSIOUUMU MEJUILUHCKYIO JesITeJIbHOCTD (faJiee - MeUIUHCKHUE PAOOTHUKH).

3. MegunuHCcKHe pabOTHUKU BBIMKCBIBAIOT pPeLieNThl Ha JIeKapCTBEHHbIE MpenapaThl 3a CBOeH
HOJMUCHIO.

(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

HasHaueHue U BbINUCbIBAaHHE JIEKAPCTBEHHBIX MpPeNnapaToB OCYLIECTBJSETCS Me[UIMHCKHUM
pabOTHHUKOM MO MEXAYHAapOJHOMY HelaTeHTOBAaHHOMY HAaMMEHOBAHHWIO, a NMPHU €ro OTCYTCTBUM -
rPYNNUPOBOYHOMY HAaMMEHOBaHMWIO. B ciyyae OTCyTCTBUS MeXAYHApOJHOrO HeNaTeHTOBAHHOTO
HauMMEHOBAaHUSI U FPyNINUPOBOYHOr0 HAUMEHOBAHHUSA JIEKAPCTBEHHOIO Npenapara, JieKapCTBEHHbIN
npenapaT Ha3HAvyaeTCsd W BbINKCHIBAETCS  MEJUIIMHCKMM PAabOTHUKOM 1O TOPTOBOMY
HauMeHOBAaHHUIO.

[Ipy HaIMYUK MeAULIMHCKUX NTOKa3aHWM (MHAUBH/AYyalbHasl HEMEPEHOCHMOCTD, 110 )XU3HEHHBIM
NOKa3aHUsM) IO pelleHWI0 BpayeOHOW KOMMCCUM MeJUIIMHCKOW OpraHU3aldu OCYLeCTBJISETCS
Ha3HaueHUWe U BBINUCbIBAHHWE JIEKAPCTBEHHBbIX IpeNapaToB: He BXOJAALUX B CTaHAAPThI
MeJUIIMHCKON T[OMOIM; MO0 TOProBbIM HAaMMEHOBAaHUSAM. PellleHHWe BpayeOGHONW KOMHCCHUM
MeJUIIMHCKON opraHusanuud QUKCUpyeTcs B MeAUIIMHCKUX [AOKYMEHTaX MNaldeHTa W KypHase
BpayeOHOM KOMUCCUH.

(B pea. [Ipukasa Munsapaa Poccuu ot 02.12.2013 N 886H)

MeauuuHCcKUe pabOTHUKM OCYIIECTBJSIOT Ha3HAaYe€HUWE U BbINKCbIBAHHWE JIEKAPCTBEHHbIX
npenapaToB, NOJJEXalUX H3TOTOBJEHHWIO W OTIYCKy alTeYHbIMHU OpraHusauusMu (gajiee -
JIeKapCTBeHHbIe MpenapaThl UHAUBHUAYAJIbHOT'0 U3TOTOBJIEHUS).

3.1. Ha3HayeHHe JieKapCTBEHHbIX IpenapaToB MPU OKa3aHUA MeAUIUHCKOU NOMOILIU B
CTAl[MOHAPHBIX YCJAOBUSX W HX BbINMCbIBAHUE B TPeOOBAHUSX-HAKJIA/JHbIX B COOTBETCTBUU C
WHCTpyKLMel 0 mopsi/ike BbIMUCbIBAHUS JIeKAPCTBEHHbIX MpenapaToB U 0PpopMJeHUs PeLEeNnTOB U
TpebOBaHUM-HAKJIAAHbIX, YTBEPXKJEHHOW NpUKa3oM MUHHUCTepCTBA 3/]paBOOXpPaHEHUsl U
courasbHoro passButus Poccuiickoit ®epepanuu ot 12 ¢eBpana 2007 r. N 110 "O mnopsgke
Ha3HAUYeHUs U BbINKUCbIBAHUS JIEKAPCTBEHHbBIX NIpeNapaToB, U3JeJUi MeJUIUHCKOT0O Ha3HAauYeHUs U
ClelUaJU3UpPOBaHHbIX  MNPOAYKTOB  Jiedue6bHOro mnutaHusa" <1.1>,  ocyujecTBisieTca IO
MeX/YHapOJAHOMY HeaTeHTOBAHHOMY, TPYNIIIMPOBOYHOMY MJIM TOPTOBOMY HAUMEHOBAHUIO.

(m. 3.1 B pen. [Ipukaza MunsapaBa Poccuu ot 21.04.2016 N 254H)



<1.1> 3apeructpupoBadH MuHUCTepCcTBOM 1OCTULIMU Poccuiickont @enepauuu 27 anpess 2007 r.,
peructpauMoHHbldi N 9364, ¢ HW3MeHeHUSMH, BHECEHHbIMU I[pUKazaMu MuHUCTepcTBa
3/IpaBOOXpaHeHUs U colMasbHOro pa3BuTus Poccuiickon Penepauuu ot 27 aBrycra 2007 r. N 560
(3apeructpupoBaH MuHucTepcTBOM 1ocTUlMKM Poccuiickon ®Pepepauum 14 centsops 2007 r.,
peructpauuoHHbid N 10133), ot 25 centab6psa 2009 r. N 794H (3apeructpupoBaH MUHHCTEPCTBOM
toctuuu Poccuiickont ®@enepauuu 25 Hos6psa 2009 r., peructpaumodHbid N 15317), ot 20 ssHBaps
2011 r. N 13H (3apeructpupoBaH MUHUCTepCTBOM 0cTULIMU Poccuiickont ®esnepauuu 15 mapta 2011
r, peructpauuoHHeidi N 20103), npukaszaMu MuHucTepcTBa 3/paBooxpaHeHUs Poccuiickon
®enepauuu ot 1 aBrycra 2012 r. N 54H (3apeructpupoBaH MUHHUCTEPCTBOM IOCTULIMU Poccuiickon
®epepauun 15 aBrycra 2012 r., perucrpauroHHbeli N 25190), ot 26 ¢eBpansa 2013 r. N 94n
(3apeructpupoBaHn MuHucTepcTBOM OCTULIMM Poccuiickon ®epepauuun 25 wuroHa 2013 r,
pervuctpauuoHHbid N 28881).

(cHocka BBezieHa [Ipukazom Mun3szgpaBa Poccuu ot 21.04.2016 N 254H)

4. PeuenT, BINUCAaHHBIN C HApYLIEeHUEM yCTAaHOBJIEHHbIX HacTosAuM [lopsiikoM TpeboBaHUM,
CUMTAETCS HeJeUCTBUTEIbHBIM.

5. CBefeHHUs1 O Ha3HAYEHHOM M BBIIMCAHHOM JIEKAPCTBEHHOM IpenapaTe (HaMMeHOBaHUe
JIEKapCTBEHHOr'0 MpenapaTra, pa3oBas /J03a, CNoco6 W KPaTHOCTb IpueMa HJU BBeJEHHUS,
JUIMTEJIbHOCTh Kypca, O0O0CHOBaHHWE Ha3HAyeHHUs JIEKapCTBEHHOrO IpenapaTa) YKa3blBalOTCA B
MeJUIUHCKOM KapTe NalyeHTa.

PenenT Ha JieKapCTBEHHbIM MpenapaT BbINKCbIBAETCS HA HMMS NAllMEHTA, [JiI1 KOTOPOro
npeaHa3HavYeH JieKapCTBEHHbIN Mpemnapar.

PenienT Ha JiekapCTBEHHbIN MpenapaT MOXeT ObITh MOJYYEeH NAllMEHTOM HJIM €ro 3aKOHHBbIM
npencrtaBuTesieM <2>. @DakT BblAAYM pelenTa Ha JeKapCTBEHHBbIM TIpenapaT 3aKOHHOMY
npeACcTaBUTEI0 UKCUPYETCA 3allMChbI0 B MEJULMHCKOW KapTe NalueHTa.

<2> B OTHOILLIEHUH JINLQ, YKa3aHHOTO B 4acTu 2 ctaTbu 20 PepepanbHOro 3akoHa ot 21 Hos16ps
2011 r. N 323-®3 "0O6 ocHOBax OxpaHbI 3/J0p0OBbs rpaxkZaH B Poccuiickoit ®enepanuun” (CobpaHue
3akoHogaTenbcTBa Poccuiickon ®enepanuu, 2011, N 48, ct. 6724; 2012, N 26, cT. 3442, 3446; 2013,
N 27, ct. 3459, 3477; N 30, ct. 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, cT. 5798; N 49, cT. 6927; 2015, N 1, cT. 72, 85; N
10, cT. 1403, 1425; N 14, cT. 2018; N 27, cT. 3951; N 29 (yacts 1), cT. 4339, 4397, 4356, 4359).

(cHocka B peg. [Ipukaza Mun3apaBa Poccuu ot 30.06.2015 N 386H)

6. 3anpeliaeTcs BbIIKMCbIBAaTh PELIENTHI HA JIeKAPCTBEHHbIE MpenapaThl:

6.1. MeJUIITUHCKHUM pabOTHUKAM:

IpU OTCYTCTBUM MEJUIMHCKUX TOKa3aHUH;

Ha JleKapCTBeHHble IpenapaThbl, He 3aperuCTPUpOBaHHble Ha TeppuTopuu Pocculickoi
denepanuy;

Ha JIeKapCTBEHHbIe NpenapaThl, KOTOPble B COOTBETCTBUU C MHCTPYKILMEHN N0 MeJULUHCKOMY
IpUMeHEHHUIO UCIIOJIb3YIOTCS TOJIBKO B MEAULIMHCKUX OPraHU3alUAX;

Ha HapKOTHYeCKHe CpeJCTBa U INCUXOTPOINHbIE BelllecTBa, BHeceHHble B cnucok Il Ilepeuns
HAapKOTUYECKUX CPEeCTB, MCUXOTPOMHBIX BELIECTB U UX MPEKYypPCOPOB, MOJAJEXKAIUX KOHTPOJIO B
Poccuiickon ®enepaunuy, yTBepXJeHHOro mnocraHoBjeHueM [lpaBurtenbctBa Poccuiickon
®epepauuu ot 30 utoHsa 1998 r. N 681 <3> (nasee - [lepedeHsb), 3aperucTpUupoBaHHbIe B KayecTBe
JIeKapCTBEHHbIX PenapaToB /Jis1 JieYeHUs] HAPKOMaHUW;

<3> CobpaHue 3aKoHOAaTenbcTBa Poccuiickoit @epepanuu, 1998, N 27, ct. 3198; 2004, N 8, cT.
663, N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, cT. 3439; 2009, N 26, cT. 3183, N 52, cT. 6572;
2010, N 3, cT. 314,N 17, cT. 2100, N 24, cT. 3035, N 28, cT. 3703, N 31, cT. 4271, N 45, cT. 5864, N 50,
CT. 6696, cT. 6720; 2011, N 10, cT. 1390, N 12, cT. 1635, N 29, cT. 4466, cT. 4473, N 42, cT. 5921, N 51,



cT. 7534; 2012, N 10, cT. 1232, N 11, cT. 1295, N 19, cT. 2400, N 22, cT. 2864, N 37, cT. 5002, N 48, cT.
6686, N 49, cT. 6861.

6.2. WHAUBUAYAJbHBIMU  [peAlpUHUMATENSIMH,  OCYILECTBJAAKIIMMUA  MeJUIUHCKYIO
JledTeJIbHOCTh, HAa HApKOTUYeCKHe CpeZiCTBA U IICUXOTPOIIHbIEe BellleCTBa, BHeCeHHbIe B ciuckU [I u 111
[lepeuHs (maJsiee - HApKOTUYECKUE U TNCUXOTPOIHbIE JIeKAPCTBEHHbIe MNpenapaTbl cnuckoB 11 u 111
[lepeuns).

(. 6.2 B pen. [Ipukaza Munsgpasa Poccuu ot 30.06.2015 N 386H)

7. PenenTel Ha JieKapCTBeHHble IpenapaThl BBINUCHIBAIOTCA Ha peLeNTypHbIX OJaHKax Mo
¢dopmam N 148-1/y-88, N 148-1/y-04 (n), N 148-1/y-06 (n1) u N 107-1/1, yTBepxJeHHbIM
HaCTOSAUIMM IPHUKA30M.

8. HapkoTrueckue ¥ NCUXOTPONHBIE JeKapCTBeHHble npenapaThbl cnucka Il [lepeuns (panee -
HapKOTHYeCKHe U ICUXOTPOIHbIEe JIeKapCTBeHHbIe NpenapaThl cnucka Il [lepedns), 3a uck/atoyeHremM
JIeKapCTBEHHbIX NIpenapaToB B BU/Je TpPaHCJAepMa/IbHbIX TepaneBTUYeCKUX CUCTEM, BBIIIUCHIBAIOTCS
Ha CHeLMaJbHOM peLenTypHOM OJiaHke mno ¢GopMe, YTBEPKJAEHHOM Npuka3oM MuHuUCTepcTBa
3apaBooxpaHeHusi Poccuiickoit ®enepauuun ot 1 aBrycra 2012 r. N 541 "0O6 yTBepkgeHUH GOpMbI
0JIaHKOB PpELeNTOB, COJep>KallMX Ha3HaYeHUe HapKOTHUYEeCKUX CpeJCTB WJIU MNCUXOTPOMHbIX
BellleCTB, MOPAAKA UX U3rOTOBJIEHUs, paclipesie/ieHus, PerucTpaluy, yueTa U XpaHeHHUs, a TaKxke
npaBua opopmsieHUss" (3apeructpupoBaH MuHHcTepcTBOM locTUlMU Poccuiickon ®egepanuu 15
aBrycta 2012 r., peructpanuoHHbiii N 25190).

(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

9. PeuenTtypHbiii 6;1aHK dopMbl N 148-1/y-88 npegHaszHaueH A1 BbITUCbIBAHUS:

1) HapKOTHUYeCKHX U MCUXOTPOINHBIX JeKapCTBEHHbIX NpenapaToB cnucka Il I[lepeunsa B Buje
TpaHCAepMa/bHbIX TepaleBTUYeCKUX CUCTEM, MCUXOTPONHBIX BelleCTB, BHECEHHbIX B cnucok Il
[lepeyHs, 3aperucTpUpPOBaHHBIX B YyCTAaHOBJIEHHOM NOPsJKe B KaueCTBe JIeKapCTBEHHbIX IIpenapaToB
(masee - ICUXOTPOIHBIE JIeKapCTBeHHbIe npenapaThbl cnrcka 1l [lepeuns);

(nm. 1 B pen. [Ipukasza Munsgpasa Poccuu ot 30.06.2015 N 386H)

2) MHBIX JIeKapCTBEHHBIX MpenapaToB, NoJJIeXalux NpeMeTHO-KOJIUYeCTBEHHOMY Y4eTy (3a
MCKJ/II0OYEeHHEeM JIeKapCTBEHHBIX [penapaToB, OTIYCKaeMbIx 6€3 pelenTa);

(B pea. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

3) JleKapCTBEHHBIX IIpenaparToB, 06/1a/jal0lMX aHab0JIM4eCKON aKTUBHOCTBIO (B COOTBETCTBHUHU
C OCHOBHBIM (papMaKOoJIOTUUYECKUM JIEUCTBHUEM);

(B pea. [Ipukasa MunsapaBa Poccuu ot 30.06.2015 N 386H)

4) slekapCTBEHHbIX NIpeNapaToB, yKa3aHHbIX B MyHKTe 5 [lopajka oTnycka ¢U3MIEeCKHUM JIMLaM
JIEKapCTBEHHbIX MpenapaToB /il MeJUIMHCKOTO MPUMEHEHMs, COJepXkalUX KpoMe MaJbIx
KOJIMYECTB HApPKOTUYECKUX CPEJACTB, ICUXOTPONHBIX BeElleCTB M UX MPeKypCcopoB Jpyrue
dapMakosioruyeckie  aKTHBHblE  BeIlleCTBA, YTBEPXK/JAEHHOro MpHMKa3oM  MHHHUCTEpPCTBA
3/paBooxpaHeHuss Poccuiickonr ®Pepepanuu ot 17 masa 2012 r. N 562H (3apeructpupoBaH
MuHucTepcTBOM IocTULIMU Poccuiickoit @enepanuu 1 utonsa 2012 r., peructpandonHbiil N 24438);

5) JlekapCTBeHHbIX MpenapaToB  WHAUBH/AYaJbHOTO  U3TOTOBJIEHUS,  COJlepKalUX
HapKOTHUYecKoe CpeACcTBO WJM ICUXOTPONMHOe BelecTBo cnucka Il IlepeuHs, u jgpyrue
dapMakosioruyeckre akTUBHbIE BellleCTBaA B [|03€, He MpeBbIlIaloIlel BbICIIYIO0 Pa30BYI0 [03y, U IPU
YCJ0BUH, UTO 3TOT KOMOMHHUPOBAHHBIN JIEKAPCTBEHHbIN NpenapaT He IBJSAETCS HAPKOTUYECKUM WU
IICUXOTPONHBIM JIeKapCTBEHHbIM NpenapaToM cnucka Il [lepedns.

10. Peuentypnbie 6sianku ¢popm N 148-1/y-04 (n), N 148-1/y-06 (s1) mpegHa3zHayeHbl AJs
BbINUCbIBAHUS JIEKAPCTBEHHBbIX IpenapaToB TrpaxJaHaM, HMeWIIMM I[paBo Ha OecmjaTHOe
HoJIy4yeHHe JIeKapCTBEHHBIX IIpenapaToB UJIM OJIyYeHHe JieKapCTBEHHBIX MpenapaToB CO CKU/KOH.

11. PeuenTtypubiii 6s1ank popmbl N 107-1/y npejHa3HAYEH /1151 BBINUCbIBAHUSA:

JIeKapCTBEHHbIX NpenapaToB, yKa3aHHbIX B NyHKTe 4 [lopsaka oTnycka PpuU3WYecKUM JuLiaM
JIeKapCTBEHHbIX I[penapaToB JAJ MeJWIMHCKOTO NpPHUMEHEHHs, COJepKalluX, KpoMe MaJlbIX
KOJIMYECTB HAPKOTHUYECKUX CPEACTB, IMCUXOTPOMHBIX BEIIECTB U HX MPEKYypCOpOB, JApyrue



dapMakosioruyeckde  aKTHBHble  BeIeCTBA, YTBEPXKJAEHHOTro INpHKa3oM MHUHHUCTEpCTBA
3 paBooxpaHeHus Poccuiickont ®epepanuu ot 17 mas 2012 r. N 562H;

VHBIX JIeKapCTBEHHBIX [IPeNapaToB, He YKa3aHHbBIX B NyHKTax 8 - 10 HacTodawero [lopaaka.

12. Ilpu BBINMCBIBAHUM pelenTa Ha JIeKapCTBEHHbIM IpenapaT WHAUBUAYaJIbHOTO
M3TrOTOBJIEHUSI HAaUMEHOBAaHUS HApPKOTHYECKUX U ICHUXOTPOMHBIX JIEKAPCTBEHHBIX MpenapaToB
cniuckoB Il wm III IlepeyHs, HHBIX JieKapCTBEHHBIX I[penapaToB, IMOJJIeXallux IpeJMeTHO-
KOJIMYeCTBEHHOMY y4YeTy, MUMIIYTCS B Ha4aJle pelLenTa, 3aTeM - BCe OCTaJIbHble UHTPeJUEeHThI.

13. Ilpu BbINKWCBIBAaHMMU peleNTa 3alpeliaeTcsd MpeBbILIATh MpeAeJbHO [JONYyCTUMOE
KOJIMYEeCTBO JIEKapCTBEHHOTO IpenapaTa /[Js BBINMCbIBAHWSA Ha OJWH peLeNnT, yCTaHOBJIEHHOE
npunoxeHueM N 1 k HacToseMy [lops/iKy, 3a UCK/IIOYEHUEM C/1y4asi, YKa3aHHOTO B MyHKTax 15 u 23
HacTosuero [lopaaka.

(B pea. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

He pekomeHAyeTcs mpeBbIlIaTh PeKOMEH/O0BAaHHOE KOJIMYECTBO JIEKapCTBEHHOIO Npemnapara
JU1S1 BBINIMCBbIBAaHUSA HAa OJUH peLenT, ycTaHOBJeHHOe npuiokeHreM N 2 k Hactosmemy [lopsagky, 3a
MCKJ/IIOYEHHMEM CJlydyaeB, yKa3aHHbIX B NyHKTax 15, 22 u 23 Hactosauwero [lopajka.

(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

14. Tlpu BbINMCBIBAHUM HAPKOTUYECKUX Y ICUXOTPOIHbBIX JIEKAPCTBEHHBIX MIPENapaToB CIUCKOB
I u Il IlepedyHs, UHBIX JIEKAPCTBEHHBIX IIpenapaTos, NOAJeXalUX IPeAMeTHO-KOJIUYEeCTBEHHOMY
y4eTy, 4,033 KOTOPBIX MpeBbIlIaeT BbICUIMN OJHOKPATHbIM NpUeM, MEAULMHCKUNA PAaOOTHUK NUILET
Jl03y 3TOTO NpenapaTta NpONUChI0 U CTABUT BOCK/IMLATE/IbHbIN 3HAK.

15. KosinyecTBO BbINMUChIBAEMbIX HAPKOTHYECKMX UM IMCUXOTPONHBIX JIEKAPCTBEHHBIX
npenapaTtoB cnucKoB Il u Il [lepedyHs, MHBIX JIeKapCTBEHHBIX NIPeNapaToB, MOAJIeXaluX IpeIMeTHO-
KOJIMYECTBEHHOMY y4YeTy, NpPU OKa3aHMMU MNalMeHTaM, HYXKJAWIIUMCA B [AJUTEJbHOM JIeYeHUH,
NepBUYHOU MeJHMKO-CAaHWUTAPHOU MOMOILIU Y MaJIMATUBHOW MEJULIMHCKOU MOMOILU MOXeT ObIThb
yBeJIMUEHO He 06oJiee yeM B 2 pas3a [0 CpPaBHEHUIO C MpeJesbHO [AONYCTUMBIM KOJUYECTBOM
JIeKapCTBEHHBIX [IpenapaToB /i/isl BBIUCbIBAHUSA HA OZMH PELelT, yCTaHOBJIEHHOe npuaoxeHrueM N 1
K HacrosilieMy [lopsiKy, UM peKOMeHJ0BaHHBIM KOJIMYECTBOM JIEKAPCTBEHHbBIX NpenapaToB AJis
BbINMCbIBAHUS Ha OJIUH peLEeNT, yCTaHOBJIeHHOe npuioxkeHrueM N 2 k HacTosieMy [lopsaaky.

(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

B cayyasx, npeaycMoTpeHHBbIX ab3aleM IMepBbIM HACTOSIIEr0 MYHKTA, Ha pelenTax
npou3BoAUTCA HaAmnuch "[lo cnenuasbHOMY Ha3HAaYeHUIO", OTAEJNbHO CKpelJeHHas MO/ MNUChbI0
MeJJUIIMHCKOT'0 pab0THHKA U Ile4aThbl0 MeIMIIMHCKOW opraHusanuu "/Jlyis peuenTtoB”.

(a63ar BBeaeH [Ipukazom Munsgpasa Poccuu ot 30.06.2015 N 386H)

16. CocTaB KOMOMHUPOBAHHOTO JIEKAPCTBEHHOI'O IpenapaTra, 0603HaueHUe JieKapCTBEHHOU
bopMbl M oOO6OpalleHHe MeAWIIMHCKOTO paboTHHKA K (QapMaleBTUYeCKOMYy paboOTHUKY 06
M3rOTOBJIEHUHU U OTIIyCKe JIeKapCTBEHHOTIO NpenapaTa BbINKCbIBAIOTCS HAa JIATUHCKOM SI3bIKE.

JlonycTUMBble K MCII0JIb30BAaHUIO pelleNTypHble COKpallleH!s MpefyCMOTpPeHbI npuaoxeHueM N
3 Kk HacTtosaueMmy [lopaaxky.

He pomyckaeTcsi cokpallleHHe OJM3KHUX MO0 HAaUMEHOBAaHUAM HHIPEJUEHTOB, COCTABJISIOLIUX
JIeKapCTBEHHbIN Npenapar, He N03BOJISIOLUX YCTAHOBUTb, KAKOW UMEHHO JIeKapCTBEHHbIN Npenapar
BbINHUCAH.

17. Cmoco6 npuUMeHeHMsl JIEKAPCTBEHHOTO MpenapaTta 0003HayaeTcs C yKa3aHUeM [103bl,
4acTOThbl, BpeEMEeHU NpHeMa OTHOCUTEJIbHO CHa (YTPOM, Ha HOYb) U €ro AJUTEJbHOCTH, a [JJf
JIEKapCTBEHHbIX MpenapaToB, B3aWUMOJEWUCTBYIOLIMX C MWILEH, - BpPEMEHU HX yNOTpebseHUs
OTHOCHUTEJIbHO NpueMa MUy (0 eJbl, BO BpeMs e/ibl, 10CJIE e/ibl).

18. [Ipy HE06XOUMOCTH HEMEeJIEHHOTO MJIM CPOYHOTO OTIYCKa JIEKApCTBEHHOrO Ipenapara
NallMeHTy B BepXHEW 4YacTU pelenTa NPOCTaBJSIOTCA 0003HadyeHHUs "cito" (cpouHo) wuau "statim"
(HeMenJIeHHO).

19. Ilpu BbBINMCbBIBAHUM pelleNTa Ha JiIeKapCTBEHHbIM MpenapaT MHAUBHUAYAJIbHOIO
M3rOTOBJIEHUS KOJIMYECTBO XUAKUX papMalieBTHUYEeCKUX CYOCTaHLUN YKa3blBaeTCs B MUJLIUIUTPAX,
rpaMMax WU KaIlJisx, a 0CTaJbHbIX papMaleBTUYeCKUX CYOCTaHI UM - B TpPaMMax.



20. PenenTsbl, BbIMMCAHHbIE HA pellenTypHOM 6yianke ¢opmbl N 148-1/y-88, aeiicTBUTENBHBI B
TeyeHHe 15 HeH co AHSA BbIITHMCbIBAHHUS.

(. 20 B pen. [Ipukaza Munsgpasa Poccuu ot 30.06.2015 N 386H)

21. PeniennThl Ha JIeKapCTBEHHbIe NIpenapaThl, BbINMCAHHbIE HA peLleNTYpHbIX 61aHKax popMbl N
148-1/y-04 (1) u ¢opmbr N 148-1/y-06 (;1), geiictBuTesnbHbl B TedeHue 30 paHed co [AHA
BbINIMCbIBAHUS.

(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

PenlenThl Ha JieKapCcTBeHHble NpenapaThbl, BbIIIMCAaHHbIE HA pelenTypHbIX 6jaHkax ¢opmbl N
148-1/y-04 (1) u ¢popmbl N 148-1/y-06 (s1), rpakaaHaMm, JOCTUTIIMM MEHCUOHHOTO BO3pacTa,
MHBa/IMJ|aM [1IepBOU I'PyINIbl, AeTAM-UHBAJW/AM, a TaKXKe rpakjaHaM, CTPaJallliuM XpPOHUYECKUMHU
3a00JIeBaHUAMH, TPeOYIOIUMU JJUTEJNbHOTO KYpCOBOrO JieYeHUs], JelNCTBUTENbHbI B TedyeHue 90
JIHEU CO IHSA BbIIHUCbIBAHUS.

(B pex. [Ipukasa Munszapasa Poccuu ot 21.04.2016 N 254H)

Jnsa nedeHUs XpOHHUYECKMX 3a00JieBaHUM yKa3aHHbIM KaTeropusiM TIpaKJaH pelenTbl Ha
JIeKapCTBeHHbIe IpenapaThl MOTYT BBIITMCBIBATBLCA Ha Kypc JiedeHus 10 90 nHen.

(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

22. PenennThl Ha JIeKapCTBEHHbIEe NIpenapaThl, BbINMCAHHbIE HA PeLleNTYpHbIX 61aHKax popMbl N
107-1/y, nericTBUTebHBI B TedyeHUe 60 JHEeU co AHS BbINUCbIBAHUS.

(B pea. [Ipukasza Munsapasa Poccuu ot 30.06.2015 N 386H)

[Ipy BBINMCBIBAHUHW MEJULMHCKUM pabOTHUKOM peLEeNTOB Ha TOTOBble JieKapCTBEHHbIE
npenapaTbl M JieKapCTBEHHble MpenapaTbl HWHAUBUAYAJIbHOTO HW3TrOTOBJEHUS NalUeHTaM C
XPOHUYECKHUMU 3a00JieBaHUSIMU HaA pelenTypHbix OJsiaHkax ¢opmbl N 107-1/y paspelaetcs
yCTaHaBJIMBATb CPOK JleMCTBHUSA pelenTa B pejesax 0 0JHOro rojia ¥ NpeBblllaTh peKOMeHAyeMoe
KOJIMYEeCTBO JIeKapCTBEHHOTO MpenapaTa /Js BBINMCbIBAHUS Ha OJUH peLeNnT, yCTaHOBJEHHOE
npunoxenveM N 2 K Hactoswwemy [lopsaaky.

[Ipy BBINKMCBHIBAHWU TAKUX PELLENTOB MeJUIMHCKUNA PAabOTHUK JesaeT noMeTKy "llanueHTy c
XpPOHUYECKHMM 3ab0JieBaHUEM', YKa3blBaeT CPOK JeUCTBUS pelenTa U NepUOJUYHOCTb OTIyCKa
JIeKapCTBEHHbIX  IpenapaToB M3  aNTe4YHOM  OpraHu3aluyd  WJM  UH/JAUBU/YaJIbHbIM
npeAnpuHUMAaTeENEM, UMEIUM JIMLeH3UI0 Ha dapMalleBTUUECKYI0 JesaTeJbHOCTh (eXeHe/e/bHO,
eXXeMeCsYHO U MHble NepUO/bl), 3aBepseT 3TO yKa3aHUe CBOeW MOJANUChI0 M JIMYHOW MevyaThblo, a
TaKXe Mev4aThbio MeJJMLIMHCKOM opranusanuu "/lis penentoB”.

23. PenlenThl Ha NpPOU3BOAHbIE 6APOUTYPOBOM KUCJIOTHI, KOMOWMHUPOBAHHbIE JIEKAPCTBEHHbIE
npenaparhl, CoAeprKalliue KoJleuH (ero coJiv), UHble KOMOMHUPOBAaHHbIE JIeKapCTBEHHbIE NIpenaparhl,
nojJexaljde MNpeJAMeTHO-KOJUYECTBEHHOMY Y4eTy, JieKapCTBEHHble MpenapaTrhl, 06J/ajaroliue
aHaboJIM4eCKOW aKTUBHOCTbIO B COOTBETCTBUU C OCHOBHBIM (papMaKOJIOTUUYECKHUM JEeNCTBUEM, [
JleueHHUs NallueHTOB C XPOHUYECKUMHU 3a60JIeBaHUSIMU MOTYT BbIIIMCbIBATbCS Ha Kypc jJiedeHus 10 60
JHeH.

(B pea. [lpukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

B 3Tux cayyasx Ha pelentax HOpPOU3BOAWTCA Haanuch "l[lo crneyuaJbHOMY Ha3HA4YeHUIO",
OTJleJIbHO CKpeIlJleHHas [MOJANMCbI0 MEeJAULMUHCKOrO0 pabOTHHKA U IMe4yaTblo MeAUIIMHCKOUN
opraHusauuu "/Jljs perentos”.

[I. Ha3HayeHue JieKapCTBEHHBIX IIPENApaTOB MPU OKa3aHUU
MeJUIUHCKOW MOMOUIY B CTallUOHAPHBIX YCIOBUIX

24. [lpy oKa3aHWM MalMeHTy MeJULMHCKON MOMOLIM B CTAllMOHAPHBIX YCJAOBUSAX Ha3HAaYeHHUe
JIEKapCTBEHHBbIX [penapaToB MPOU3BOAUTCH MEJUIMHCKUM pPabOTHUKOM €JUHOJIMYHO, 3a
UCKJIIDUEHUEM CJIydyaeB, yKa3aHHbIX B NOANyHKTax 1 - 2 myHkTa 25 Hacrtosimiero Ilopsigka, 6e3
BbINIMCbIBAHUSA peLenTa.

25. CorylacoBaHMe Ha3HA4YeHMUA JIeKapCTBEHHBIX NIpenapaToB C 3aBeAyIOLIMM OTJAe/IeHueM UJIU
OTBETCTBEHHBIM JIeKYPHBIM BpauyoM JIMOO JPYTUM JIMLOM, YIIOJHOMOYEHHbIM [IPUKA30M TJIaBHOTO



Bpaya MeJJUIIMHCKOW OpraHu3aluy, a TaKKe, IpyU HaJIMYUH, C BpaYOM - KIMHUYeCKUM papMaKoI0roM
HEeoOX0JMMO B CyYasiX:
(B pen. [Ipukaza MunsapaBa Poccuu ot 30.06.2015 N 386H)

1) oAHOBpeMeHHOro Ha3HayeHUs NATH K 0OoJiee JIeKApCTBEHHbIX IpenapaToB OJHOMY
NalMeHTY;

2) Ha3HauyeHUs JIeKapCTBEHHBbIX I[pernapaToB, He BXOAAIIUMX B IepeyeHb >KU3HEHHO
HeOOXOJUMBbIX M BaXXKHEHUIIMX JIeKapCTBEHHBIX IMpenapaToB <4>, NpPU HETUINUYHOM TeuyeHUHU
3a60/1eBaHUs, HaJM4YUMHU OCJOKHEHUH OCHOBHOrO 3aboJsieBaHUSA U (MJIM) CONMYTCTBYIOLIUX
3a00JieBaHMM, NpU Ha3HAYE€HUM JIeKapCTBEHHBIX IpenapaToB, 0COOEHHOCTHM B3aUMOJEWCTBUA U
COBMECTHUMOCTU KOTOPBIX COTJIACHO HMHCTPYKIMSM N0 HUX NPUMEHEHUI0 MPUBOJAAT K CHUXKEHUIO
3¢ PeKTUBHOCTU U 6e30MacHOCTH papMaKOTepanuu U (KWJH) CO3A4AIT MOTEHIHUAJbHYI OMAaCHOCTb
JUISl ’KVI3HU U 3[J0POBbS NNalUeHTa.

<4> PacnopsikeHue [IpaButesnbctBa Poccuiickont @enepanuu ot 7 aekadbps 2011 r. N 2199-p
(Cobpanue 3akoHoaTesnbcTBa Poccuiickoit @enepanuuy, 2011, N 51, ct. 7544; 2012, N 32, cT. 4588).

B ykasaHHBIX c/lydyasix Ha3HauyeHUe JIeKapCTBEHHbIX NpenapaToB GUKCUPYeTCs B MeJULUHCKUAX
JIOKyMeHTax IMalMeHTa U 3aBepsieTcs MNOANUChbI0 MeJUIMHCKOr0 paboTHMKA M 3aBeAyloLIero
oTzesieHHeM (OTBETCTBEHHOTO JeXKypPHOT0 Bpaya WUJM APyroro ynoJHOMOYEHHOT0 JIULA).

26. MeaulIMHCKHUN pabOTHUK MEAWIIMHCKON OpraHu3alydM, pacloJio’)KeHHOM B CeJbCKOM
HaceJIeHHOM NYHKTe WJIM HAaceJIeHHOM MYHKTE, PacloJIO)KEHHOM B yAaJ€EHHbIX U TPYAHOAOCTYIHbBIX
MEeCTHOCTSX, OCYIIeCTBJIieT Ha3HayeHHe JIEKapCTBEHHbIX MpenapaToB B CjyyasX, YKa3aHHbIX B
nyHKTax 25 u 27 Hactosuiero [lops/ika, e JUHOJIUYHO.

(B pea. [Ipukasa MunsapaBa Poccuu ot 30.06.2015 N 386H)

27.Ilo peumieHUI0 BpaueOHOW KOMUCCUHY NAaLlUeHTaM NIPY OKa3aHUU UM MeJUIUHCKOW OMOIIY B
CTAl[MOHAPHBIX YCA0BUSAX HA3HAYAIOTCS JIEKAPCTBEHHbIEe NpenapaThl, He BKJIIOYEHHbIe B MepeyeHb
KU3HEHHO HeOOXOJMMBIX M BaXKHEWILIUX JIeKapCTBEHHBIX MpenapaToB, B Clydyae UX 3aMeHbl U3-3a
WHJWBU/yaJbHON HEMEPEHOCUMOCTH, M0 )KU3HEHHBIM NMOKa3aHHUSIM.

PemieHue BpayeOGHOW KOMUCCHMU (PUKCUPYETCHd B MEJUIUHCKUX [AOKYMEHTaX MallueHTa |
»KypHaJsie BpayeOHOW KOMUCCHUH.

28. B cayyasx o6ciejoBaHUS M JieueHUs T'PaKJJaHWHA B CTAl[MOHAPHBIX YCJOBUSX B paMKax
npeaoCTaBJeHUs MeJULMHCKUX YCJIYT Ha BO3ME3/JHOM OCHOBE 3a CUeT JIMYHbIX CPEeJCTB IpakAaH,
CpPeZCTB HPUJUYECKHX JIMI, U HUHbIX CPEACTB HAa OCHOBAaHUU [JOTOBOpPa, B TOM 4MCJe [0OroBopa
JIOOPOBOJILHOTO MEAWIIMHCKOTO CTPaxoBaHUS <5>, eMy MOTryT ObIThb Ha3Ha4yeHbl JieKapCTBEHHbIE
npenapaTrhl, He BXOJsL[He B NepedyeHb >KM3HEHHO HEOOXOJMMBIX U BaXKHEUIIMX JIeKapCTBEHHbIX
NpenapaToB, eCJIM 3TO OTOBOPEHO YCJOBUSIMU JIOTOBOPA.

<5> [locTtanoBaenue [lpaButenbcTBa Poccuiickoit @enepanuu ot 4 oktsa6ps 2012 r. N 1006 "06
yTBepkJeHHUU [IpaBuJ mpeaocTaBJeHUs MeAUIMHCKUMH OpPraHU3alUsMU IJIATHBIX MeAULMHCKUX
ycayr" (Cobpanue 3akoHogaTeabcTBa Poccuiickont ®epepauuy, 2012, N 41, cT. 5628).

29. B oTpenbHBbIX Cay4asix MO PeEIIEHHUI0 PYKOBOAUTEJSI MEAUIIMHCKOM OpraHu3aluud MpU
BBIIMCBIBAHUU U3 MEJAULMHCKOW OpraHMsalyu NaldeHTa, WMEIIero COOTBETCTBYOLIHAE
MeJWIIMHCKHWE T[OKa3aHWUsl U HaNpaBJseMoro /JJs MpPOJAO/KEHUs JedyeHUs B aMOyJaTOPHbIX
YyCI0BUSIX, MOTYT Ha3HA4yaTbCs JIMOO BbIABAThCS OJJHOBPEMEHHO C BBIITUCKOW M3 UCTOPUMU OOJIE3HU
HapKOTHUYECKUe W IICUXOTPOIIHbIE JieKapCTBeHHble TipenapaTbl cnuckoB Il u Il Ilepeyns,
CUJIbHOIEUCTBYIOIIME JIEKAPCTBEHHbIE TpenapaThl HA CPOK NMpHeMa NaIlueHToM [0 5 THe.

(B pen. [Ipukaza Munsapasa Poccuu ot 30.06.2015 N 386H)

[II. HadHayeHue ¥ BbINKCbIBAaHKE JIEKAPCTBEHHBIX MPENapaToB
IIPU OKa3aHWU NIEPBUYHOW MeIUKO-CAaHUTAPHOU IOMOILH, CKOPOU
MeJUIIMHCKOH MOMOIIH U MaJIJIMAaTUBHOU MeJUIIMHCKOH ITOMOIIH



30. IIpu oka3aHUM NEePBUYHOW MeJUKO-CAHUTAPHOW MOMOUIA Y NaJUVIMATUBHOU MEJULIMHCKOU
NOMOIIM B aMOyJIaTOPHBIX YCJOBHUAX Ha3HAyYeHHWEe W BBINMCbIBAaHWE JIEKADCTBEHHBIX IpenapaToB
OCyIeCTBJIAETCA MeJULMHCKUM pPabOTHUKOM B CJly4asgxX THUIIMYHOIO Te4YeHUs 3a00JieBaHUA
nalMeHTa UCX0d U3 TSXKECTH U XapaKTepa 3ab0JieBaHMUS.

31. Ha3HaueHHe M BbINUCbIBAaHWE JIEKAPCTBEHHBIX IpenapaToB IO pelleHHWI0 BpayeOHOMU
KOMHUCCHUM NPU OKa3aHUM NEepPBUYHOM MeJUKO-CAaHUTAPHOM MOMOIY, NAaJJIMAaTUBHOU MeJULIMHCKON
IOMOIIU B aMOYJIaTOPHBIX YCJOBUAX NPOU3BOAUTCA B CyYasX:

1) ofHOBpEeMeHHOr0 Ha3HAYeHUs OJHOMY NALMEHTY NATH U 60Jiee JIeKapCTBEHHBIX [IpenapaToB
B TeYeHHe OJJHUX CYTOK WJIU CBbIllIE JleCATU HAUMEHOBaHUM B TeYeHHe OJJHOTO Mecs1a;

2) Ha3HayeHUs JIeKapCTBEHHbIX IpenapaToB IpU HETUIIMYHOM Te4YeHUH 3a00JieBaHu4,
HaJIUYUM OCJIO)XKHEHUW OCHOBHOTO 3aboJsieBaHUS W (WJIM) CONYTCTBYIOIIMX 3a00JieBaHUN, TP
Ha3HAayeHUU JIeKapCTBEHHbIX IpenapaToB, OCOOEHHOCTH B3aUMOJENCTBHSA U COBMECTHMOCTH
KOTOPBIX COrJIACHO MHCTPYKLHMAM IO UX NPUMEHEHUIO NPUBOAAT K CHMXKEHHUIO 3Q(PEeKTUBHOCTH U
6e3omacHoCTH ¢apMakoTepanud W (MJM) CO3JAI0T MOTEHLHUAJbHYH ONACHOCTb [Jifl >KU3HU U
3/10pOBbsI NAlIMEHTA;

3) mepBHYHOr0 Ha3HAYeHUs NALUEHTy HAPKOTUYECKUX U ICUXOTPOINHBIX JIEKapCTBEHHbIX
npenapatoB cnuckoB II u III Ilepeynsa (B ciy4yae NPUHATUA PYKOBOJUTEJEM MeIULIMHCKON
OpraHM3al¥u pelleHUus O HeOOXOAMMOCTH COlJIAaCOBAHUA HA3HAYeHUs TaKUX JIeKapCTBEHHBIX
npenapaToB C BpaueOHOW KOMUCCHER).

(nn. 3 B pen. [Ipukaza Munszapasa Poccum ot 30.06.2015 N 386H)

32. HasHayeHMe U BBINUCbIBAHWE HAPKOTHYECKHMX W IMCHUXOTPONHBIX JieKapCTBEHHbIX
npenapatoB cnuckoB Il u III IlepeyHss mpou3BOAUTCA NaUUEHTAM C BbIpaKeHHbIM 00JIEBBIM
CUHJPOMOM JIIOOOTO TeHe3a, a TaKXKe NallMeHTaM C HapylleHUeM CHa, CYJIOPOXKHBbIMU COCTOSTHUAMH,
TPEBOXXHBIMU paCCTPOMCTBAMH, (POOUAMH, ICUXOMOTOPHBIM BO30YXXJEHHEM CaMOCTOATEJbHO
MeJULUHCKUM pabOTHUKOM JINO6O MeULIMHCKUM Pab0OTHUKOM IO pellleHHI0 BpaueOHOM KOMUCCUH (B
cly4ae NPUHATUA PYKOBOAUTENEeM MeJUIMHCKOW OpraHU3alMy pelleHUus O Heo0XO0AUMOCTH
COTrJIaCOBaHMUsl MEePBUYHOTO Ha3HAYeHUs TaKWUX JIeKapCTBEHHBbIX MpenapaToB C BpayeOHOH
KOMUCCHEN).

(. 32 B pea. [lpukasza Munsapasa Poccuu ot 30.06.2015 N 386H)

33. [Ipu oka3aHUU CKOPOW MeJAULMHCKOMN MOMOLIY JieKapCTBEHHble MpenapaTbl Ha3HA4YaloTCsA
MeJULMHCKMM pabOTHUKOM Bble3JJHOW Opurajbl CKOpPOM MNOMOLIM, MeJUIIMHCKUM pabOTHHUKOM
MeJMIMHCKON OpraHy3aluy pYU OKa3aHWU MeJMIIMHCKOM NOMOIIM IpaXkJaHaM MpHU 3a00/1eBaHUAX,
HeCYaCTHBbIX CJy4yasix, TpaBMaX, OTpaBJIEHUSAX U [JPYTUX COCTOSIHUAX, TPeOYIIIUX CPOYHOTrO
MeJIMIJUHCKOT 0 BMellaTe/IbCTBa.

[V. HazHaueHUe U BbIIMCbIBAaHUE JIEKAPCTBEHHbIX IIpenapaToB
rpakJiaHaM, UMeILIMM IPaBo Ha OecliaTHOoe MoJiy4YeHue
JIeKapCTBEHHBIX NIpernapaToB UJIU MOJyYeHHe JIEKapCTBEHHBIX
npenapaToB CO CKUJIKOH, B paMKaxX OKa3aHUS UM NEPBUYHOM
MeJJMKO-CaHUTAapPHOW MOMOLIHU

34. HazHaueHUe U BbINMUCbIBAaHUE JIEKAPCTBEHHbIX MpenapaToB rpaxJjaHaM, UMEIIUM IpaBo
Ha OecrmjlaTHOe TOJyYeHUe JIeKapCTBEHHBbIX IMpenapaToB WA I[OJlydeHHe JieKapCTBEeHHbIX
npenapaToB CO CKUJKOW, MpPA OKa3aHMUM UM I[EPBUYHOM MeJUKO-CAaHUTAPHOM MOMOUIU
OCyULIeCTBJSETCA MEJULIMUHCKUM pabOTHUKOM B CJy4assx THUIMYHOTO Te4yeHUs 3aboJieBaHUs
HalnyMeHTa MCXOJsi U3 TSXKECTU M XapakTepa 3a00JieBaHUSI COTJIaCHO YTBEPXKJEeHHbIM B
YCTaHOBJIEHHOM MOPsiZiKe CTaHAapTaM MeJULUHCKOW MOMOILY, B TOM YUCJIE:

1) OT/eNbHBIM KaTeropusM rpakJaH, HMeWIIMM MNpPaBO Ha MOJy4YeHHEe ToCyAapCTBEHHOU
COLlMa/IbHOW TNOMOLIA B BHJE Habopa COLUaJbHBIX YCJAYr, B COOTBETCTBUHU C IepedyHeM
JIEKAapCTBEHHbIX MpenapaToB [AJs MeAULMUHCKOr0 NpUMEeHeHHUs, B TOM 4YHCJE JeKapCTBEHHBIX



npenapaToB [Jl MeJAULMUHCKOrO NMpPUMEHEHMs], Ha3HAaYaeMbIX [0 pellleHHI0 BpayeOHBbIX KOMHUCCHUHN
MeJULUHCKUX OpTaHU3aLuU <6>;
(nm. 1 B pen. [Ipukaza MunaapaBa Poccuu ot 30.06.2015 N 386H)

<6> Pacnopsikenue [IpaButenbctBa Poccuiickoit @egepanuu ot 30 nexkabpsa 2014 r. N 2782-p
"06 yTBep/ieHUHU NepevyHs }KU3HEHHO HE0OX0JUMbIX U BaXKHEWILIUX JIeKapCTBEHHbIX IIpenapaToB Ha
2015 roz, a Takxke mnepeyHed JieKapCTBEHHBIX NpenapaToB JJis MeJULHUHCKOTO NPUMEHEeHUs U
MHUHMMaJIbHOTO aCCOPTUMEHTA JIeKapCTBEHHBIX IpenapaToB, HeOOXOJUMBIX [JJf OKa3aHHUA
MeauUHCKOM momouiyd" (CobpaHue 3akoHoAaTeibcTBa Poccuiickor @epepanuuy, 2015, N 3, cT. 597).
(cHocka BBezieHa [Ipukazom Munszgpasa Poccuu ot 30.06.2015 N 386H)

2) TrpaxzaHaM, CTpaJalolUM 3JI0KaueCTBEHHbIMU HOBOOOpPa30BaHUAMHU JIUMQPOUIHOH,
KPOBETBOPHOW W POJACTBEHHBbIX MM TKaHeH, reMopuiveld, MYKOBHUCLMJI030M, TUNO(U3APHBIM
HaHU3MOM, 60Js1e3HbI0 ['ollle, paccesIHHBIM CKJIEpPO30M, a TaKKe IpakJaHaM NocJie TpaHCIJIaHTaluu
OpraHoB U (W/M) TKaHeH, B COOTBETCTBUU C MepeyHEM LIEHTPAJIM30BAHHO 3aKylaeMbIX 3a CYeT
cpelcTB denepabHOr0 OIO/KETA JeKAapCTBEHHBIX MpPeENnapaToB, YTBepkAaeMbIM [IpaBUTENbCTBOM
Pocculickoit ®enepauuy;

3) rpaxkAaHaM, UMEeUIMM MPaBO Ha MOJIyYeHHe JeKapCTBEHHbIX MpenapaToB 6eCnjaTHO WU
NOJIyueHUEe JIEKapCTBEHHBIX IpenapaToB CO CKHWJAKOM 3a CYeT CpeJCTB OHKETOB CYyO'beKTOB
Poccuiickoit ®enepanuy, B cOOTBETCTBUU C [lepeyHeM rpynn HacesleHUsl U KaTeropui 3aboJieBaHUH,
npy aMOyJaTOPHOM JIEUEHHMU KOTOPBIX JIeKApPCTBEHHbIe CpPEeACTBA U HU3JeJUs MeAUIIMHCKOTO
Ha3HauyeHUs OTIYCKAIOTCA MO pelenTaM Bpaded OecnsaTHO, U [lepeyHeM rpynn HaceJsieHUs], NPU
aMOyJIaTOPHOM JIeYeHUH KOTOPBIX JIEKapCTBEHHbIE CPEACTBA OTIYCKAITCA MO pelenTaM Bpayel c
50-npoLleHTHOM CKUAKOW, YTBEPXJAEHHBbIMM IOCTaHOBJeHUeM [IpaBuTesnbcTBa Poccuiickon
®enepanuu ot 30 utos1g 1994 r. N 890 <7>;

(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

<7> Cobpanue 3akoHoAaTebCcTBA Poccuiickont @enepanuu, 1994, N 15, ct. 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.

4) rpaxkzaHaM, CTPAJANIUM >XKU3HEYTPOKAKIIMMH U XPOHUYECKUMH NPOTrpecCHpPYOUIUMHU
peakumu (opdaHHBIMH) 3a060JI€BAaHUSMHU, MPUBOJSUIMMH K COKpaALleHHI0 HPOJO/LKUTENbHOCTU
YKU3HU TPaXK/JaH U UX UHBAJIMJTHOCTH <8>.

(nm. 4 BBeneH [Ipukazom MunsgpaBa Poccuu ot 30.06.2015 N 386H)

<8> loctraHoBsieHue [IpaBuTenbcTBa Poccuiickoit @epepauuu ot 26 anpeas 2012 r. N 403 "O
nopsinke BeJeHUus @DefepaslbHOTO perucTpa Jidi, CTPAJAIOIIUX >KU3HEYTPOXKAKIIMMU U
XPOHUYECKHMH TPOrpecCUpPyoIUMU peAKUMU (opdpaHHBIMU) 3a00JI€eBaHUSIMH, MPUBOASIIMMHU K
COKpAllleHUI0 MPOJIOJIKUTENbHOCTH KU3HU TPaXKJAaH U UX WHBAJUJHOCTH, U €ro PerdoHaJbHOTO
cermeHTa" (CobpaHue 3akoHOAaTebCcTBA Poccuiickont @enepanuu, 2012, N 19, ct. 2428; N 37, cT.
5002).

(cHocka BBegieHa [Ipukazom MunszapaBa Poccuu ot 30.06.2015 N 386H)

35. [IpaBo BBIMKCBIBATh PELENTHI HA JIEKAPCTBEHHBIE NPenapaThl rpaXkJgaHaM, UMEIOIHM IPaBo
Ha OecrJilaTHOe TOJIyYeHHe JIEKapCTBEHHbIX IMpenapaToB WU TMOJIiydeHHe JieKapCTBEHHBIX
NpenapaToB CO CKUAKOM, TaKKe UMEIOT:

1) ™eguuuHCKHe pabOTHUKH, paboTawljde B  MEAWIMHCKOM  OpraHu3aludu 1o
COBMECTHUTEJILCTBY (B MpeJiesiax CBoel KOMIeTeHI[UH );

2) MeAMLMHCKHE PAOOTHUKHM CTAI[MOHAPHBIX YYPEXAEHHUH COLMAJIBHOTO O6GCAYyKHBAHUS U
MCIPABUTEJIbHBIX YIPEXKJeHU N (HE3aBUCUMO OT BEJJOMCTBEHHOU MPUHAAJIEKHOCTH);



3) MeAMUMUHCKHME PAaOOTHUKKM MEJUIIMHCKUX OpraHu3aluid, OKa3bIBAIOLIUX MEeAULHUHCKYIO
IOMOLb B CTAlMOHAPHBIX YCJIOBHUSX, B CJydae, MPeAyCMOTPEHHOM NOYHKTOM 29 HacCTOsIIEro
[Topsaaka;

4) MeULIMHCKHEe paOOTHUKU MeJULUHCKUX OpraHU3alui, 0Ka3bIBAILIUX NEPBUYHYI0 MeJUKO-
CaHUTApPHYI0 MOMOIlb, 0/IBEJOMCTBEHHbIX (deepaJlbHbIM OpraHaM HCIOJHUTENbHOW BJIACTU WU
opraHaM HUCHOJIHUTEJIbHOM BJacTHU cy6beKTOB Poccuiickont Penepanuu:

a) rpakJjaHaM, pacxo/ibl Ha 6ecn/iaTHOe JieKapCTBEHHOe obeclieueHre KOTOPbIX B COOTBETCTBUU
C 3aKoHogaTeabCTBOM Poccuiickoii ®Penepanuy MOKpBIBAIOTCA 3a C4eT CpeAcTB deflepasbHOro
OI0IKETa;

©) WHBIM KaTeropusM TrpakJaH, pacxoAbl Ha OeclmyaTHoOe JieKapCTBEHHOe obecrnedyeHue
KOTOpBbIX B COOTBETCTBUU C 3aKOHOAATeabCTBOM Poccuiickorn ®Penepaliv MOKPBIBAKOTCA 3a CYeET
CpeZCTB 0H0/KeTOB pa3/INYHbIX YPOBHEUN U 00513aT€JIbHOTO MEAULIMHCKOTO CTPaX0OBaHUS;

5) uHAMBUAYaIbHbIE IPENIPUHUMATEJH, 3aHUMAIOU[MECS YaCTHON MeJUIIMHCKOW MPAKTUKOU U
BKJIOYEHHbIE B peecTp MeJULUHCKUX OpTraHU3alidi, OCYLIeCTBJSIIUX AedTeJbHOCTb B cdepe
00513aTe/IbHOTO MeJJUIIMHCKOI 0 CTPaxOBaHMUSI.

36. He pgonyckaeTcs BBINKMCbIBAaHHWE PELIENTOB Ha JieKapCTBEHHble Npenaparthl [Jis JieueHUs
rpak/iaH, MMeIuX IpaBo Ha OecniaTHOe MoJyYeHUe JIeKapCTBEHHbIX NpPenapaToB WJIM NOJyYeHHue
JIEKapCTBEHHBIX IMpenapaToB CO CKUAKOM, MeJULMHCKHUMHU pPabOTHUKAMU CAaHATOPHO-KYPOPTHBIX
OopraHusanuy, MeAULUHCKMMM pabOTHHKAaMM MeJULUHCKUX OpraHu3alui, OKa3bIBAIOIUX
MEeJULMHCKYI0 MOMOUIb CTAllMOHAPHO WJIM B YCJOBUSAX JHEBHOrO CTAallMOHApa, 3a UCKJIKYEHHEM
cay4as, IpeAyCMOTPeHHOr0 NyHKTOM 29 Hactoswero [lopsaaka.

37. llpy BBINKWCBIBAHMU peLENTOB Ha JIeKapCTBEHHble NpenapaThbl [Jf JiedeHUs CpakAaH,
MMEeUIMX MpaBo Ha O6eclylaTHOE IMOJIyueHHWe JIeKapCTBEHHbIX IMpenapaToB W/IM MOJyYeHHe
JIeKapCTBEHHBIX NpenapaToB CO CKU/JAKOM, YKa3blBaeTCs HOMep TeJsiepOHa, 10 KOTOPOMY PabOTHHUK
anTe4yHOW OpraHU3aluy NPU HeOOXOJWMOCTU MOXKEeT COrJIacoBaTh C MEeJAULMHCKUM pPabOTHUKOM
CUHOHUMMYECKYIO 3aMeHY JIeKapCTBEHHOTI0 IIpenapara.

38. Ha peuentypHom 6siaHke ¢opmbl N 148-1/y-04 (1) u dopmbl N 148-1/y-06 (s1) penent
BbINUCbIBAETCSA MEJUIIMHCKUM PabOTHUKOM B JIBYX 3K3eMILIsApax, C OJAHUM 3K3eMILJIIPOM KOTOPOTO
nalueHT obpaulaeTcss B alTeYHYK OpraHusaluio. BTopoll sk3eMIuigp pelenTta npuob6uiaeTcs K
MeJUIMHCKOMN KapTe NalueHTa.

(n. 38 B pea. [Ipukaza MunszapaBa Poccuu ot 30.06.2015 N 386H)

39. HapkoTuyeckue U TCUXOTPOIHbIE JieKapCTBeHHble NpemnapaThbl cnucka Il [lepeuns (3a
UCKJIIDUEHUEM JIeKapCTBEHHBIX NpenapaToB B BHJE TPaHCAEPMaJbHbIX TepaneBTUYEeCKUX CUCTEM)
JUIsl JledeHUsl Tpak/aH, MMeILMX NPaBo Ha 6ecnJjiaTHOe MOoJiyyeHUe JieKapCTBEHHbIX NpenapaToB
WJIU T0JIyYeHHUs] JIEKapCTBEHHbIX IpenapaToB CO CKUJKOW, BBINUCHIBAIOTCA Ha ClIeLHaJbHOM
peLienTypHOM OJlaHKe Ha HApKOTUYECKOe CPeJCTBO M ICUXOTPONHOE BELIeCTBO, K KOTOPOMY
JIONIOJIHUTEJIbHO BBIMUCBIBAIOTCH PELENThl B [IBYX 9K3eMIJIsIpaxX Ha peLenTypHoM 6jaHke ¢popmbl N
148-1/y-04 (n1) unu dopmbl N 148-1/y-06 (u1).

(B pex. [IpukazoB MunsapaBa Poccuu ot 30.06.2015 N 386H, ot 21.04.2016 N 254H)

40. HapkoTuuyeckue U MCUXOTPOIHbIE JleKapCTBeHHble npenapaThl cnvcka Il [lepeyns B Bujze
TpaHC/lepMa/IbHbIX TepaneBTHYECKUX CUCTEM, ICUXOTPOIHbIE JIeKapCTBEHHbIe npenapaThl crnucka Il
[lepeuHsi, WHble JiIeKApPCTBEHHbIE CPEJCTBA, NOJJeXallhe IMpeJMeTHO-KOJIUYEeCTBEHHOMY V4YeTy,
JleKapCTBeHHble MpenapaThbl, 00JafjalollMe aHAbGOJMYECKOW AaKTHBHOCTbI, KOMOWHHPOBaHHbIE
JIeKapCTBEeHHble IIpenapaThbl, yKa3aHHble B TMOANYHKTe 4 NyHKTa 9 HacTosllero mnops/ka,
npeAHa3HauYeHHble JJi JledeHUs1 Tpax/JaH, HMeWLUX NpaBO Ha OeclylaTHOe MOoJyYeHUue
JIEKApCTBEHHbIX IMpenapaToB WU NOJyueHUe JIEKAPCTBEHHbIX IMpenapaToB CO CKUJKOH,
BBINUCBHIBAIOTCS Ha penentypHoM 6Osanke N 148-1/y-88, k KOTOpOMYy [IONOJHUTEJIbHO
BbINKUCBHIBAIOTCH PeLENThl B ABYX 3K3eMILIApax Ha peuenTypHoM 6;aHke ¢popmbl N 148-1/y-04 (1)
unu ¢opmel N 148-1/y-06 (1).

(B pen. [IpukazoB Munsapasa Poccuu ot 30.06.2015 N 386H, oT 21.04.2016 N 254H)
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[Ipunoxenue N 1

K [lopsinKy Ha3Ha4eHUS U BbINUCbIBAaHUSA
JIeKapCTBEHHBIX IpenaparTos,
yTBepPXKJEeHHOMY IPUKa30M

MuHn3apasa Poccuun

oT 20 nexkabps 2012r. N 11751

[TPEAEJIBHO AOITYCTUMOE KOJIMYECTBO
OTAEJIbHBIX HAPKOTHYECKHUX U IICUXOTPOITHBIX IEKAPCTBEHHbBIX
[IPEITAPATOB /J1J14 BIIIMCBIBAHWUA HA OJMH PELEIIT

CnUCOK M3MEeHAKILUX JOKYMEHTOB
(B pea. [IpukazoB Munsgpasa Poccuu ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)

N HanMeHOoBaHue dopma BhIIIyCKa U J03MPOBKaA KosinuectBo
n/n HapKOTUYECKOTr0 U
IICUXOTPOMHOI0
JIeKapCTBEHHOTI0 Ipenapara
1. Bynpenopoun Tabnetku pns
cybaMHrBasibHOTO npuema 200
MKT ¥ 400 MKr 50 Tab.1.
2. BynpeHopduH PacTBop [/11 UH'bEKIIUH,
aMmmyJibl, Linpun-To6uku 300 30 amnys1 M
MKr/mJ 1 Ma HINPUL-TIOOUKOB
amnyJibl 300 MKr/mu1 2 M 15 amnyn
3. BynpeHopouH TpaHcaepmasibHadA
TepaneBTHYECKas CUCTEMA
35 MKr /4 20 nutacr.
52,5 MKr/4 10 miacr.
70 MKT /4 5 nnacr.
4. JAuruppokogeun (ATK TabseTku
KoHTuHYyC) NPOJIOHTUPOBAHHOIO JIeCTBUSA
JU1Sl IpyeMa BHYTPb
60 mr 40 TabJ.
90 mMr 30 Tabu.
120 mr 20 Tab.1.
5. MopouHn PacTBoOp [/11 UH'bEKIIMH,

pacTBOP AJi OJIKOXKHOTO
BBeZleHus, amnyJibl 10 mr/ma 1
MJI 20 amny.st

(n. 5 B pen. [Ipukaza Munsgpasa Poccuu ot 30.06.2015 N 386H)
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OMHOIIOH

PacTBop A1 NOAK0XKHOTO
BBeJleHus, amnyJbl 0,72 + 5,75
+2,7+0,36 + 0,05 Mmr/ma u
1,44 +11,5+5,4+0,72+0,1
MT/MJT

(B pea. [Ipukasa MunsapaBa Poccuu ot 21.04.2016 N 254H)

20 ammyst

7.

[Ipomenon (TpUMeNnUpPUIUH)

TabsieTKH /151 TpyueMa BHYTPb
25 mr

(. 7 B pex. [lpukasza Munsapasa Poccuu ot 30.06.2015 N 386H)

50 TabsieTOK

8.

[Ipomenon (TpUMeNnUpPUIUH)

PacTBop 411 MHBEKLUH,
aMnyJibl (LINpUL-TIO6UKHU) 10
mr/ma 1 ma, 20 mr/ma 1 ma

(. 8 B pea. [Ipukaza Munsapasa Poccum ot 30.06.2015 N 386H)

20 amny.s (lunpui-
TIOOMKOB)

0.

MopoduH (MCT KOHTHUHYC MU
Jipyryue aHaJIoTHu
IPO0JKUTETBHOCTBIO
JlelicTBUs He MeHee 12 4yacoB)

Tabnetku (kamncyJibl)
IPO/IJIEHHOI0 e HCTBHUS /IS
npueMa BHYTPb

10 mr
30 Mr
60 mMr
100 mr
200 mr

(. 9 B pea. [Ipukaza Munsapasa Poccuu ot 30.06.2015 N 386H)

180 Tab.1. (karc.)
60 Tab.1. (karc.)
30 Tab.1. (karmc.)
20 Tab.1. (karc.)
20 Tabu. (karc.)

10. [Ipocugon TabsieTku A1 6YKKaJIbHOTO
npueMa 10 Mr u 20 mMr 50 Tab.1.
11. [Ipocuzon PacTBOp /1711 UH'bEKIIUH,
amnyJibl 10 Mr/ma 1 ma 50 amny.n
n. 11 B pex. [lpukasa Munsapasa Poccuu ot 30.06. H
11 I1 M P 30.06.2015 N 386
12. deHTaHUI TpaHcaepmasibHadA
TepaneBTHUYeCKas CUCTeMaA
12,5 mkr/yac 20 mnacr.
25 MKr/4ac 20 nutacr.
50 mMkr/4ac 10 niacr.
75 MKr/4ac 10 niacr.
100 mMkr/4ac 10 maacr.
13. deHTaHUI TabyieTKH NoAbA3bIYHbIE
0,1 mr; 0,2 ™mr;
0,3 mr; 0,4 wmr;
0,6 mr; 0,8 Mr 50 TabsieToK
14. KopeuH (kogeuna pocdar) [Topouiok 02r
15. HaTtpus okcubytupart PacTBop A1 npueMa BHYTpPb 2 diakoHa
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66,7%, cupon A1 npyeMa

BHYTpb 5%
16. Bytopdanon PacTBop [/11 UHbEKLIUM 2
Mr/mua 1 ma 20 amnyt
17. Hanbydpun PacTBop /11 UHBEKLUU
10 mMr/ma 50 amny.s1
20 Mr/mn 25 amnya
18. ®eHobapbUTaN Ta6usietku 50 mr, 100 mMr 50 TabsieTOK

(. 18 BBeaeH IIpukazom Munsgpasa Poccuu ot 30.06.2015 N 386H)

PEKOMEH/JOBAHHOE KOJIMYECTBO
OTAEJIbHBIX IEKAPCTBEHHBIX ITPEITAPATOB /IJ14 BBIITMCbIBAHHUA

HA OJIMH PELIEINT

CHHCOK U3MEHSIIOIIUX JJOKYMEHTOB
(B pea. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

[Ipunoxenue N 2
K [lopsaKy Ha3HaYeHHUA U BBIITUCbIBAaHUA

JIEKapCTBEHHBIX MIPENapaToB,

yTBePKJeHHOMY NPUKa30M
MuHn3apasa Poccuun
oT 20 pexabps 2012r. N 11751

JIEKApPCTBEHHLbIE IIPEIapaThI,

N HanMmeHoBaHue ®opma BeIllyCKa U J03UPOBKA KosinyectBo
/o | JieKapCTBEHHOTrO Npemnapara
1. KoM6HHUpOBaHHbIE Bce nekapcTBeHHbIE GOpPMBbI He 6oJiee 0,2 T <*>
JleKapCTBeHHbIe IpenapaThl,
coJiepaliye KoJieuH (cosu
KOJIeWHa)
2. ddepuHa rUAPOXIOPHU] U [Topoiiok 0,6r
JApyrue couu adepuHa
3. Teodenpun, Teodpenpun-H, TabJsieTku 30 Tab..
Heo-Teodeapun
4. CosyTaH PactBop 50 M, 30 ma 1 ¢pnakoH
5. Crna3MoBepaJiruH, TabJsieTKku 50 Tab..
CnasmoBepairvi-Heo
6. Jpyrvue KOMOMHHUPOBAHHbIE Bce siekapcTBeHHbIE GOPMBI 1 ynakoBka
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cozepkaiue ageapuHa
TUJPOXJIOPUJ U NIOAJIeXKal e
npeMeTHO-KOJIUYeCTBEHHOMY

y4eTy

Komb6uHuMpoBaHHbIE
JIeKapCTBEeHHbIe IIpenaparhl,
coJiepaliue ncesosdespuHa
TUJPOXJIOPUJ U NIOAJIeXKal e
npeMeTHO-KOJNYeCTBEHHOMY

y4eTy

Bce siekapcTBeHHbIe GOPMBI 1 ynakoBka

Knonuaux

Ta6aetku 0,075 mr; 0,15 mr 1 ynakoBka

PacTtBop a5 unbeknui 0,1 1 ymakoBKa
MTI/MJ

Kaniu roasabie 0,125%, 5 TIOOUK-
0,25%, 0,5% pactBOp KalleJIbHHUIL

AHabosinyeckKre ropMOHbBI:
MeTaHApPOCTEHOJIOH,
OkcaHapoJioH PeTa6osin,
Hangposion, @eHobosiu,
Cu1aboJIvH U JipyTue

Bce siekapcTBeHHbIe GOPMBbI 1 ynakoBka

10.

KoM6uHUpOBaHHbBIE
JieKapCTBeHHbIe Npenaparhl,
cojieprkalue
deHUNPONIaHOIAMUH U
Ho/I/IeXKalye MmpejMeTHO-
KOJIMYECTBEHHOMY YYETY

Bce siekapcTBeHHbIE GOPMbI 1 ymakoBKa

11.

YTpaTtua cuny. - [Ipuka3 Munsgpasa Poccuu ot 30.06.2015 N 386H

12.

BeH3ob6apouTan

Ta6aetku 50 mr, 100 mr 1 ynmakoBka

13.

[IpuMuI0H

Tabusetku 125 Mmr, 250 mMr 1 ynakoBka

<*> [Ipu BBIMUCBIBAHUU U OTIYCKe JIeKapCTBEHHOI0 MpenapaTa, CojiepiKalliero coJu KoJenHa,
IPOU3BOAUTCS NlepecyeT Ha KOJIEMH OCHOBaHHUE.

[Ipunoxenue N 3

K [lopsaKy Ha3HaYeHHUA U BBITUCbIBAaHUA
JIeKapCTBEHHBIX IIpenaparTos,
yTBepPkKJeHHOMY NPUKa30M

Mun3zapasa Poccuu

oT 20 nekabps 2012 r.N 1175H
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CnpaBo4HO

AOITYCTUMBIE K UCITOJIb3OBAHUIO PELEIITYPHBIE COKPAILLIEHUA

CokpauieHue [los1HOE HanUcaHue [lepeBon
aa ana 10, IOPOBHY
ac.acid. acidum KHUCJIOTA
amp. ampulla amIy.Jia
aq. aqua BOJIa
aq. destill. aqua destillata JUCTUJIJIMPOBAaHHAsA BoJia
but. butyrum MacJo (TBepaoe)
comp., Cps compositus (a, um) CJI0>KHBIH
D. Da (Detur, Dentur) Breipali (mycTh BbIJA@HO, IYCTh
Oy/JeT BbIJIaHO)
D.S. Da, Signa Bbeigail, 0603Ha4Yb
Detur, Signetur [lycTb 6yZieT BblAAHO,
0603Ha4YeHO
D.t.d. Da (Dentur) tales doses Beigaii (Ilyctb 6yayT Bbl1aHbl)
TaKue J,03bl
Dil. dilutus pa3BeieHHbIN
div.in p.aeq. divide in partes aequales pa3/ieJiu Ha paBHbIe YaCTH
extr. extractum 9KCTPAKT, BBITSKKA
f. fiat (fiant) [lycTb 06pasyeTcsa
(obpasytoTcs)
qtt. qutta, guttae Karuis, Kaniu
inf. infusum HaCToOH
in amp. in ampullis B aMIIyJ1ax
in tabl. in tab(u)lettis B TabJieTKax
lin. linimentum KHUJKad Ma3b
lig. liquor KUJIKOCTh
m. pil. massa pilularum NUJII0JIbHAA Macca
M. Misce, Misceatur CMmemaii (Ilyctb 6yaeT
CMelllaHo)
N. numero YUCJIOM
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ol. oleum Macao (Kugkoe)
past. pasta nacra
Ppl. pilula IUAJI0JIA
p.aeq. partes aequales paBHbIe 4YacTHU
ppt.,praec. praecipitatus OcaxxaeHHbIN
pulv. pulvis [Topomok
g.s. quantum satis CkosibKO MOTpebyeTcH,
CKOJIBKO Haz0
r.,rad. radix KOpeHb
Rp. Recipe Bo3bMu
Rep. Repete, Repetatur [ToBTOpMU (IlycTb OYyA€ET
MOBTOPEHO)
rhiz. rhizoma KOpHEeBHUIIE
S. Signa, Signetur O6o03Hayb ([lycTb 6yzeT
0003Ha4Y€eHoO)
sem. semen ceMs
simpl. simplex pOCTOM
Sir. sirupus cuporI
sol. solutio pacTBop
supp. suppositorium CcBeya
tabl. tab(u)letta TabsieTKa
t-ra, tinct. tinctura HacToHKa
ung. unquentum Masb
vitr. vitrum CKJIAHKA

[Ipunoxenue N 2
K npuka3y Munszapasa Poccuun
oT 20 nexkabps 2012r.N 11751

Cnucok U3MEeHS0IIUX JJOKYMEHTOB
(B pen. [IpukazoB Munsapasa Poccuu ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)
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PELIENTYPHBIN BJIAHK

CnHCOK M3MEeHSI0INX JOKYMEHTOB
(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

MUHMCTEPCTBO 3IPaBOOXPaHEHNI

Poccumickoy denmepauum Kon dopmer mo OKYI 3108805
MenouuMHCKAass OOKyMEeHTalus

HammeHoBaHMe (WTaMil) dopma N 148-1/y-88

MEIUIIMHCKOM OpTaHM3alumn YTBEepXIeHa NPUKa30M

MyHMCTEpCTBa 3OPaBOOXPaHEHUS
Poccumickoy denmepauum
or 20 mexabps 2012 . N 1175

= 000 - 0000k

(DaTa BHIOMCKM pelenTa)

PEOEIT

(B3pOCJIEM, IOEeTCKMM — HYXHOE [NOINUEPKHYTH)

®.1M.0. maumeHTa

(IIOJIHOCTHIO)
BospactT
Anpec MM HOMEep MEeOMUMHCKOM KapThl [NalMeHTa, IIoJiydallel'o MEeOULMVHCKYID I1OMOUb
B aMOyJIaTOPHEIX YCJIOBMAX

®./M.0. Jyeuamero Bpada

(IIOJIHOCTHIO)
Py© Kon Rp
[loonuce M JMUYHaA [eYaTh
Jedaluero Bpada M.II.

PeuenT OelCTBUTEJIEH B TeueHMue 15 mHen

PELIENITYPHBIN BJIAHK <*>

CHHCOK U3MEHSIIOIIUX JJOKYMEHTOB
(B pen. [Ipukaza Munsapasa Poccuu ot 30.06.2015 N 386H)

MMHMCTEPCTBO 3OPpaBOOXPaHEeHUA Kon ¢opwmer mo OKYI
Poccurickoy denmepauum Kon yupexnenmsa no OKIIO
MenmMuMHCKasa HOOKyMEHTalMsA
HamMmeHOBaHMe (WITaMII) dopma N 107-1/y
MeIOMUMHCKOM OpTraHM3auumn YTBepxoeHa NPMKas30M

MyHMCTEpCTBa 3OPaBOOXPAaHEHUS
Poccumickoy Odenmepauum
or 20 mexabpsa 2012 r. N 1175
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PELEIT
(B3pOCILIM, IOEeTCKMM — HYXHOEe IIOINUEPKHYTH)
n n 20 I‘.

®.1.0. naumeHTa
BoszpacrTt
®./1.0. ;euamero Bpada

g
<
o
®
O
=
sl
)

[Momgnuce ¥ JMYHaAA [edaThb
Jjedamero Bpada M.II.

PeuenTt pemcrBUTeJeH B TeueHme 60 gHewr, 1 roma ( )
(HEeHyXHOe 3aUYepKHYTh) (yxkaBsaTh KOJIMUECTBO MECHALEB)

<*> ,[[JIH penenTypHbIX 6J'IaHKOB, HU3roToBJIA€MbIX KW INOJIHOCTbIO 3allOJIHAEMBbIX

C

HCIIOJIb30BAHHUEM KOMHmeeprD(TeXHOHOFHﬁ,BBOﬂHTGIAOHOHHHTeHbHHe peKBHBHTbI(HOMep H

(nsn) cepusi) U MeCTO [Jis1 HAHECEHUS LUTPUX-KO/a.

PELIENITYPHBIN BJIAHK

CnrCcoK U3MEeHAIIUX JJOKYMEHTOB
(B pex. [IpukazoB MunsapaBa Poccuu ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)

MMHUCTEPCTBO 3OPaBOOXPAaHEHMUS
Poccurickon demepaunm
YTBEPXIEHA

NnprkKasoM MUHMCTEpCTBa 3IPaBOOXPaHEHUS

Poccurickon demepauum
llTamno or 20 gmexabps 2012 r. N 1175
Kono
MEOVUMHCKOM OpTraHM3alun

Konm dopmer mo OKYI 3108805
dopma N 148-1/y-04 (i)
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Kon Kon McTouHnk % onnartsbl: Kon nekapCTBEHHOro
KaTeropu | HO30/10rM4YeCcKomn (PUHAHCUPOBAHUS: (mogyepKHYTb) cpeacTBa (3anosHaeTcs B
" dopwmbl (no MKB- (nogYepKkHyTh) anTeyHon opraHm3aLmm)
rpaxaaH 10)
1. ®enepanbHbIi 1. BecnnatHo
2. CybbekT Poccuickom | 2. 50%
denepaumm
S|S|S|L|L|L]|.|L]|3. MyHsumMnanoHbi"
PEIEIT Cepusa N JaTa BHIIUCKM: 20 .
®./M.0. maumeHTa JaTa poxneHusa
CHUNC
N nonuca
obsizaTensHoOro
MeLMLMHCKOro
CTpaxoBaHUS:
HOMep M@,HI/H.U/IHCKOﬁ KapTeL InaumeHTa, IIoJliyuvamnumeIro MeIVLIMMHCKYIO IIOMOIIb B

aM6yﬂaTOpHHX YCIIOBUAX

®./.0. Jjeuamero Bpada

Py6. | Kom. | Rp:
[ O I I oo I

B R e 0

(kom Jieuamero Bpada)

PeuenT pmemncrBuUTeJeH B TeueHue 15 mHem, 30 nmHert, 90 nHeul

[lognmce ¥ JIMYHAasA I[IedaThk Jiedallero Bpada

(HEHYXHOE BaUepKHYTH)

—————————— (BanojiHgeTCcsa CHeluMaJlMCTOM allTeduHOM opIlaHu3aluM)

OTnywieHo no peuenTy:

ToprOBoe HanMeHoBaHWe N OO03UpoBKa:

[arta otnycka: "__" 20 .

KonuyecTtBo:

Mpurotosun:

Mposepun:

Otnyctun:

(nMHKWA oTpbiBa)

KopeLuok peLientypHoro 6naHka

Cnocob npumeHeHus:
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MpogonmKknTenbHOCTb aHen
HanmeHoBaHMe nekapCcTBEHHOro npenapara:
KonnyecTBo NpuemMoB B A€Hb: pas

[oaunpoBka: Ha 1 npuem: en.

PELIENTYPHBIX BJIAHK

CnuCOK M3MEeHAKIUX JOKYMEHTOB
(B pea. [lpukazoB Munsgpasa Poccuu ot 30.06.2015 N 386H,
oT 21.04.2016 N 254H)

MMHMCTEPCTBO 3OPaBOOXPAaHEHUS
Poccuiickon demepaunu MECTO JId HTPUX-KOIA
YTBEPXIEHA
IpMrKas3oM MUMHMCTEPCTBA 3IPaBOOXPAaHEeHUS
Poccuirickon demepauun
MenuumHCKas opraHM3alusa or 20 nmexabps 2012 . N 1175H

Tamn
Kon OI'PH

Kon ¢opmer mo OKYI 3108805

dopma N 148-1/y-06 (J)

Kon Kom VCTOUHUK OUMHAHCU- % onyaTe U3 |Peuent
KaTeropuu Ha30JIOTMUECKOM poBaHMA : MCTOYHMKA OeyiCTBUTe—
rpaxnaH dopMel 1) denepanpHE OIXET | PMHaHCHPOBa~— [JIEH B Tede-
(mo MKB-10) 2) OomxeT cybmekTa HUSA: HUe
Poccurickou demepaumm (1) 100% 15 muewn,
3) MYHMLMIIAJbHEBI 2) 50% 30 muemn,
fomxeT (ryxHoe noxn-|90 nHem
(HyXHOEe MNOOUEPKHYTb) |UYEpPKHYTH) (HyxHOe
IooyepK-—
HYTB)
PEIEIIT Cepusa N oT
®.1.0.
naumveHTa
TaTa CHUIIC
POXIOEeHNA

N nonmca ob6g3aTeJIbHOT'O
MEIIMIIMHCKOT'O
CTpaxoBaHUA

Homep MeIMUMHCKOM KapTH HalVeHTa, noJiydamnmero MeIUIIMHCKYO IOMOIL B
aMOyJIaTOPHBEIX YCIIOBMAX

®./.0. Jjeuamero Bpaua
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Kon meuamero Bpaua

BemmcaHo @ (zanojyiHAeTCH CHelLVaJIMCTOM alTedHON
opraHu3almumn)
OTnymeHoO IO pelLenTy:
Rp: IaTa oTnycka
Kon mexapcTBeHHOTO
npernapara
D.t.d. ToproeBoe HaMMeHOBAHUE
Jo3upoBka
KosmmuecTBO enmHMil
Signa KomnuecTBO
[lognmce Jiedalero Bpada Ha ofOmyn cymmy
1 JIM4YHaA IedaTh Jedamero Bpada
M.II
——————————————————————————— (IMHMSA OTPEIBA) —————————————————————————
Kopewox PEIEIITA Cepusa N oT
Cnocob npuMeHeHU:
[IpOOOJIIXNTEJIEHOCTD OHeM HauMeHOBaHMe JIEKAPCTBEHHOTI'O
KonmmuecTBO NpPMEMOB B HEHb: pas npenapara:
Ha 1 npuewm: ern. JosmupoBKa @
[Ipunoxenue N 3
K pukasy MuHszapasa Poccuu
oT 20 nekabps 2012 r.N 1175H
[TOPALOK
O®OPMJIEHUA PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATHI,
UX YUETA U XPAHEHUA

CIHCOK U3MEHSIOLINX JJOKYMEHTOB
(B pex. [IpukazoB MunsapaBa Poccuu ot 30.06.2015 N 386H,
ot 21.04.2016 N 254H)

I. ObopMieHHE peLenTypHbIX 6JIAHKOB

1. Ha peuenTypHbIx 6s1aHkax ¢popmbl N 107-1/y, He uMeroLIMX HOMeD U (MJIK) CEpHI0, MECTO AJIs
HaHeceHUs WITpux-koza, N 148-1/y-88, N 148-1/y-04(sn1) u N 148-1/y-06(s1) B J1IeBOM BepXHEM YTy
NPOCTaBJSIeTCS LITAaMI MEeAMUIMHCKON OpraHM3allMyd C yKa3aHWeM ee HaWMeHOBaHHs, ajipeca U
TesiepoHa.

JlonmosHUTENIbHO Ha pelenTypHbix 6/aHkax ¢opmbl N 107-1/y, uMerowmux HoMmep U (UJH)
CepHIo, MecTo 11 HaHeceHUs WTpux-koaa, N 148-1/y-04(n) u N 148-1/y-06(1) npocTaB/isieTCs KOJ
MeJIULUHCKOUN OpraHu3aluu.

Cepusa peyentypHoro 6s1anka ¢opmbl N 148-1/y-04(sn1) u dopmbr N 148-1/y-06(s1) BkIOUaET
Ko cyobekTta Poccuiickot  ®epepanuu, COOTBETCTBYIOLIMM  JBYM NepBbIM  Ludpam
Obuepoccuiickoro kjaaccupukatopa OOBEKTOB aJMHUHHUCTPATUBHO-TEPPUTOPHUAIBHOIO JeJIeHUs
(OKATO).

2. Ha penentypHbIXx O6Js1aHKaX, O0QOpMJsieMbIX WHAUBHUAYAJbHBIMHU NpeJIpUHHUMATENSIMHY,
UMEIUMH JIMLEH3HWI0 Ha MeJUIMHCKYI0 JesTeJbHOCTb, B BEpXHEM JIEBOM YIJy THUNOrpadpcKkum
Cocob60M WJIM NyTeM NpOCTaBJeHHs IITaMIa JOJ/DKeH ObITb yKas3aH aZjpeC WHJWBHAYaJbHOTO
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npeAlpyUHUMAaTeE/d, HOMep U JaTa JMLEH3UH, HaMMeHOBaHWe OpraHa roCyJapCTBEHHOW BJIACTH,
BbIJIaBLIETO JIUIEH3UIO.
(B pen. [Ipukaza MunsapaBa Poccuu ot 21.04.2016 N 254H)

3. PenentypHbie 6aaHku ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n1) 3anoyHAIOTCA
MeJUIIMHCKUM pabOTHUKOM pa3bopyrBO, YETKO, YEPHUIAMU UJIU LIAPUKOBOM PYUKOM.

(B pea. [lpukasza MunsapaBa Poccuu ot 21.04.2016 N 254H)

4. lonyckaeTcs opopMJIeHUE:

1) Bcex peKBU3UTOB pelLeNnTypHbIX 6s1aHkOB ¢opMbl N 107-1/y, uMeromwux HoMep U (U/H)
Cepulo, MeCTO /il HaHeceHUs WTpuxkoaa, U ¢opmbl N 148-1/y-06(s1) ¢ wHcnosib30BaHHUEM
KOMITbIOTEPHbIX TEXHOJIOTUH;

2) BCex PEKBHU3HUTOB (3a UCKJIOYEHUEM pPeKBU3UTA '[loANKCh Jiedalero Bpaya') peuenTypHbIX
6s1aHkoB popmbl N 148-1/y-88 u popmbl N 107-1/y (He UMerOIIMX HOMEDP U (KUJIK) CEPUI0, MECTO AJIs
HaHeCeHUs WITPUXKO/A) C UCI0Ib30BaHUEM NleYaTaLIUX YCTPOMCTB.

(1. 4 B pen. [lpukasza Munsapasa Poccuu ot 30.06.2015 N 386H)

5. OpopmieHue penentypHbix 6s1aHkoB GpopMbl N 148-1/y-04(n) u dopmer N 148-1/y-06 (1)
BKJIIOYAET B ce6s1 [UpOBOe KOJUPOBAHMUE.

[ludpoBoe KoAMpOBaHUE YKa3aHHbBIX peLleNTYPHbIX 6JIaHKOB BKJIIOYAET B Ce04:

1) koj MeAMLMHCKOM OpraHu3alnydu B COOTBETCTBUM C OCHOBHBIM TIOCY/JapCTBEHHBIM
peructpanuoHHbIM HoMepoM (OI'PH), npocTaBiisieMblil NpY U3TOTOBJIEHUM PeLIENTYPHbIX 0JIaHKOB;

2) KoJ, KaTeropuu rpaxjaH (SSS), uMeroux npaBo Ha MoJly4eHHue JIeKapCTBEHHBIX [IpenapaToB
B COOTBETCTBHUMU CO cTaTbell 6.1 ®PenepanbHoro 3akoHa ot 17 wurosag 1999 r. N 178-®3 "O
rocyJapCTBEHHOM COolMaJibHOW nmoMolnu" <1>, U koA Ho3osorudyeckor ¢opmnel (LLLLL) mo MKB-10,
3amoJIHseMble JiedyallldM BpayoM MyTeM 3aHeCeHUs KaKJoW LUPpbl B MyCThble SSYEHKU, MPU I3TOM
TOYKa NPOCTABJISIETCS B OT/eJIbHOU S4YelKe;

<1> Cob6panue 3akoHoAaTebCTBA Poccuiickont @enepanuu, 1999, N 29, ct. 3699; 2004, N 35, cT.
3607.

3) oTMeTKa 06 UCTOYHUKe PUHAHCUpOBaHHUA (PesepasbHbll GomxkeT [1], Ol KeT cyObeKTa
Poccuiickonn ®epepauun [2], MyHuLUNaAbHbIA OromxeT [3]) U mNOpoueHTe OMNJAaThl peLenTta
(6ecriatHo [1], 50% [2]), ocyuiecTBasieMasi MeAUIIMHCKUM PAaGOTHHUKOM;

4) Ko/ MeJJUIIMHCKOr0 paboTHUKA yKa3bIBaeTCsl MeJULIMHCKUM pabOTHUKOM B COOTBETCTBUH C
YCTaHOBJIEHHbIM OPraHOM MCIOJIHUTEJIbHOU ByacTH cybbekTa Poccuiickoit ®enepauuu B 06s1acTy
OXpaHbl 3/0pOBbsl IpakJlaH MepeyHeM KOJ0B MeJMLMHCKHX pPabOTHHKOB, MMEULIMX NpaBO Ha
BBINTKCKY JIeKapCTBEHHBIX penapaToB;

5) koA JleKapCTBEHHOTO NpenapaTa, NPOCTaBJ/sieMbld B aNTEYHOW OpraHMU3alMU NpPU OTIyCKe
JIeKapCTBEHHBIX IMpenapaToB, BbINMMCAHHbIX Ha pelenTypHbIX O6/1aHkax ¢opMbl N 148-1/y-04(n1) u
¢dopmbl N 148-1/y-06(n).

6. B peuentypHbix 6saHkax ¢opmbl N 148-1/y-88, N 107-1/y, dopmbl N 148-1/y-04(n1) u
¢dopmbl N 148-1/y-06(n1) (manee - penentypHble 6aHku) B rpadax "®.U.0. nanuenTa" ykaspiBaloTCs
HOJTHOCTbIO0 GaMHUIIUSA, UMS U 0TYECTBO (IPU HAJIMYKUM) NaLlMeHTa.

(B pex. [Ipukasa Munsapaa Poccuu ot 21.04.2016 N 254H)

7. B peuentypHbix 6saHkax ¢opmbl N 148-1/y-88 u dopmbl N 107-1/y B rpade "Bospact”
yKa3bIBaeTCsl KOJMYECTBO MOJIHBIX JIET NMallMeHTa, a AJs JleTel B Bo3pacTe A0 1 rosa - KoJM4ecTBO
TMIOJIHBIX MeCSLEB.

(B pen. [Ipukaza MunsapaBa Poccuu ot 21.04.2016 N 254H)

B penentypHbix 6siaHkax ¢opmbl N 148-1/y-04(n) u dopmel N 148-1/y-06(s1) B rpade "/laTa
poxJeHUs" yKa3blBaeTCsl laTa POXK/AEHUs NalueHTa (4Mc10, Mecsil, rof).

8. B peuentypHbix 6siaHkax ¢opmbl N 148-1/y-04(n1) u dopmbl N 148-1/y-06(s1) B rpadax
"CHUJIC" m "N mnosiuca 06sd3aTe/JIbHOTO MEJUILMHCKOIO CTPaxOBaHHUA" YKa3bIBAIOTCS CTPAXOBOU
HOMEp WHJMBU/JYAJIBHOIO JIMLEBOTO cyeTa TIpaxAaHWHa B [leHcuoHHoM ¢oHJe Poccuiickoit
®epepanuu (CHUJIC) (mpu HanM4uy) ¥ HOMep NoJirMca 06s13aTeJIbHOI0 MeJUIIMHCKOTO CTPaX0BaHUs.
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(B pen. [Ipukaza MunsapaBa Poccuu ot 30.06.2015 N 386H)

9. B peuentypHbix 61ankax ¢opmbl N 148-1/y-88 B rpade "Aznpec nim HOMep MeJUIUHCKOU
KapThl MalMeHTa, N0JIy4alollero MeJULMHCKYO IOMOILb B aMOy/IaTOPHBIX YCJAOBUAX YKa3blBaeTCs
NOJIHBIA TOYTOBBIM aJpec MecTa >XUTeJbCTBAa (MecTa NpeObIBaHHWA WJIU MecTa (PAKTUYECKOrO
NPOXUBAaHUA) NMalMeHTa UJIU HOMep MeJULMHCKON KapThl MAlMEHTa, 0JIyYyaroliero MeJUIMHCKY0
IIOMOLb B aMOyJIaTOPHBIX YCIOBUAX <2>.

(B pea. [Ipukasa Munszapasa Poccun ot 21.04.2016 N 254H)

<2> [Ipuka3 MuHucTepcTBa 3/jpaBooxpaHeHus1 Poccurickoit Penepanuu ot 15 gexkabps 2014 r.
N 834n "06 yTBepxAeHUM YHUGUIHUPOBAHHBIX GOPM MeAULUHCKON JOKYMEHTALUH, UCI10J1b3yeMbIX
B MeJUIIMHCKHUX OpPraHU3alyaX, OKa3blBalOUIMX MEJULMHCKYIO TIOMOILb B aMOyJIaTOPHbIX YCJIOBUSX,
U TOpPSAAKOB IO MX 3aloJIHEeHUWI0"' (3aperucTpupoBaH MHUHUCTEPCTBOM HOCTULMU Poccuiickon
®epepauun 20 auBapsa 2015 r., peructpanuoHHbid N 36160).

(cHocka BBegeHa [Ipukazom MunsgpaBa Poccuu ot 30.06.2015 N 386H)

B peuentypHbix 6s1aHkax ¢popMbl N 148-1/y-04(1) u ¢opmer N 148-1/y-06(a1) B rpade "Homep
MeJVIIMHCKON KapThl MaljMeHTa, MOJy4Yalllero MeJUIUHCKYI0 IOMOIb B aMOy/IaTOPHBIX YCJIOBUAX
yKa3blBaeTCs HOMep MeJULMHCKOM KapThl NMAaLMEHTa, MOJydyalllero MeJULUHCKYI0 MOMOLIb B
aMOyJIaTOPHBIX YCIOBUSIX.

(. 9 B pea. [Ipukaza Munsapasa Poccum ot 30.06.2015 N 386H)

10. B rpade "®P.M.0. nevamero Bpaya" peleNTypHbIX OJIAHKOB YKa3blBAlOTCH IOJHOCTbIO
bamuns, uMs, 0TYECTBO (MPY HAJIMYKMK) MEJULUHCKOT0 pabOTHHKA, UMEIOLIero NpaBo Ha3Ha4eHuUs
Y BbIIMCHIBAHUSA JIEKAPCTBEHHBIX IIpenapaTos.

(B pea. [Ipukasa MunsapaBa Poccuu ot 30.06.2015 N 386H)

11. Brpade "Rp" penienTypHbIiX 6JJaHKOB YKa3bIBA€TCH:

1) Ha JIaTHUHCKOM sI3bIKe HaUMeHOBaHME JIeKapCTBEHHOro IpenapaTta (MexAyHapoaHoe
HellaTeHTOBAaHHOE WJIM TPYNIMPOBOYHOE, TMOO TOProBOe), ero J03UPOBKA, KOJIUYECTBO;

(B pex. [Ipukasa Munsapaa Poccuu ot 21.04.2016 N 254H)

2) Ha PYCCKOM MWJIM PYCCKOM M HAllMOHAJIbHOM fI3blKaX COCO6 NMPUMeHEHHS JIeKapCTBEHHOTO
npenapara.

12. 3ampenjaeTcss OrpaHHYMBATbCI OOIIMMH yKa3aHUSIMU, Hamnpumep, "BHyTpeHHee",
"HU3BecTHO".

PaspeniaioTcs TOJbKO NPUHSATHIE TPAaBUJIAMH COKpPAlLleHUs1 06003HaYeHUH; TBep/ble U ChIy4yHe
dapMaleBTUUECKHEe CyOCTAaHLUMU BbINUCbIBAalOTCA B rpammax (0,001; 0,5; 1,0), kuakue - B
MUJIJIMJIATPAX, FpaMMax U KalJsx.

13. PeuenT, BbINMCAaHHBIA Ha peLENTYpHOM OJlaHKe, NOJNUCHIBAETCS MeAULUHCKUM
pabOTHHUKOM U 3aBepsIeTCs ero JUYHOHN NevyaThio.

JlonoTHUTENIBHO pelenT, BbINUCAaHHbIN Ha peLentypHoM 6JsiaHke ¢popmbl N 148-1/y-88, popmbl
N 148-1/y-04(n1) u dopmbr N 148-1/y-06(.1), 3aBepsieTcs eyaTbio MeJUIIMHCKON opraHusauuu "Jis
pelenToB".

14. Ha onHoM penentypHoM 6s1aHke popMmbl N 148-1/y-88, dopmbl N 148-1/y-04(1) u dpopMmbl N
148-1/y-06(1) pa3peliaeTcs BbIMUCbIBATh TOJBKO OJJHO HAMMEHOBaHUeE JIEKAapCTBEHHOT 0 Npenapara;
Ha ofHOM penenTtypHoM 6saHke popMbel N 107-1/y - He GoJiee Tpex HAMMEHOBAHUM JIeKapCTBEHHbBIX
npenaparos.

15. UcnipaB/ieHus B pelienTe, BINMUCAaHHOM Ha pelenTyPHOM OJIaHKe, He 10Ny CKalTCS.

16. Cpok AelCcTBUS peLenTa, BbINMUCAHHOT0 Ha penenTypHoM 6JiaHke dopmbl N 148-1/y-88 (15
nHeit), popmbr N 107-1/y (60 gueit, 1o 1 roga), dopmbl N 148-1/y-04 (1) u dopmbl N 148-1/y-06(1)
(15 nueit, 30 gHel, 90 aHel) yKa3bIBaeTCs MyTeM 3a4epPKUBAHUS WU NIOJ4ePKUBAHUSI.

(B pea. [IpukazoB MunsapaBa Poccuu ot 30.06.2015 N 386H, ot 21.04.2016 N 254H)

17. Ha oGopoTHOM cTOpoHe penentypHoro 6saHka ¢opmbl N 107-1/y (3a HUCK/IOUYEHHEM

pelenTypHOro 6J1aHKa, MOJTHOCTbIO 3aM0JIHSAEMOTO C UCII0JIb30BAHHEM KOMIIbIOTEPHBIX TEXHOJIOTH),
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penentypHoro 6saHka ¢opmbl N 148-1/y-88 u ¢dopmbl N 148-1/y-06(s1) medaTaeTcsa Tabsuia
CJIeIYIONIETO COMIePIKaHUS:

[IpuroroBua [IpoBepun OTnyctun

18. [Ipu BhINKCKe JIeKAapCTBEHHOTO MpenapaTa [0 pelleHHI0 BpayeOGHOM KOMHUCCHU Ha 060poTe
peuentypHoro 6JiaHka ¢opmbl N 107-1/y, popmbl N 148-1/y-88, dopmbl N 148-1/y-04(s1) u popmbl
N 148-1/y-06(s1) cTaBUTCS crieqMasibHasi OTMeTKa (1TaMmi).

(B pex. [Ipukasa Munsapasa Poccuu ot 30.06.2015 N 386H)

19. Ha peuentypHom 6sianke ¢opmbl N 148-1/y-04(1) u dopmbl N 148-1/y-06(s1) BHU3Y
MMeeTCs JIMHUS OTPbIBA, pasjeisiollas pelenTypHbIA 6J1aHK U KOPeLIOoK.

Kopeliok oT pelenTa, BbINMCAaHHOTO HA YKa3aHHOM peleNTYPHOM 6JiIaHKe, BbIJJAeTCS MALUEHTY
(uuy, ero mpeAcCTaBJAKIIEMY) B alTEeYHOM OpraHU3allMd, Ha KOpelIKe JeslaeTcs OTMEeTKa O
HauMeHOBAaHUM JIEKapCTBEHHOI0 IpenaparTa, J03MpPOBKe, KOJUYECTBe, Clocobe NpUMEHEHUs, U OH
ocTaeTcsl y nanueHTa (JU1a, ero npe/cTaBJsoIIEero).

20. OdopmieHHe crHenyaJbHOrO peLEeNTypHOro OJlaHKa Ha HAPKOTHUYECKOE CPEeACTBO U
ICUXOTPONIHOE BELIeCTBO OCYIIEeCTBJSETCS B COOTBETCTBUM C MpUKa3oM MuUHHCTepCTBa
3paBooxpaHeHus Poccuiickoin @egepanuu ot 1 aBrycra 2012 r. N 541 "06 yTBepxAeHUHU POpPpMbI
0JIaHKOB PpELIENTOB, COJEepKalllXx Ha3HAaYeHUWe HAPKOTHUYECKUX CPeACTB WJIU MCUXOTPOMHbIX
BellleCTB, MOPSAAKA UX U3rOTOBJIEHUs, paclipe/ie/ieHUs, perucTpalnuy, y4yeTa U XpaHeHHs], a TaKxkKe
npaBuJ opopMJieHU".

II. Y4eT peuienTypHbIX 6J1aHKOB

21. Yyer peuentypHbix 6siaHkoB ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3roTaB/JMBaeMbIX TUIIOIPAadCKUM COCOOOM (Jasiee - pelleNTypHble GJIAHKH, MOJJIeXKalle yieTy),
OCYyILEeCTBJSIETCS B JKypHa/Jax y4yeTa, MPOHYMepOBaHHbIX, MNPOLIHYPOBAHHBIX M CKpEMJIEHHBIX
MOJANUCHI0  PYKOBOJAWUTEJNST U  TNe4yaTbl0  MEAUIMHCKOM  OpraHusaludd WJIM  [NOJIHUCHIO
MH/IUBU/1yaJIbHOTO NpeANPUHUMATES, UMEIOIEro JULEH3UI0 Ha MeIULIUHCKYIO J1eSITEJIbHOCTD.

22. KypHan yyeTa penenTypHbix 6;1aHKOB ¢popMbl N 107-1/y cogepxuT cieayoiiue rpadbl:

1) HOMep 1o NOpAJKY;

2) B pasgedte "lIpuxon”:

a) AaTa perucTpanuy NpuxoHOro JOKYMEHTa;

6) HoOMep U JlaTa IPUXOJAHOTO JOKYMEHTA, Ha3BaHHe OCTABILHKA;

B) 0011lee KOJIMYECTBO MOCTYNUBLIMX PeLleNTYPHBIX 6J1aHKOB;

r) ®.1.0. u nonuch OTBETCTBEHHOI'0 MeJULIMHCKOT0 pab0OTHUKA, MOJYYHUBLIETO PeLENTYpPHbIe
0JIaHKH OT MOCTaBIIHKa;

3) B pazaeJsie "Pacxona™:

a) /laTa Bbl1a4yH pelleNTypPHbIX 6JIaHKOB;

6) KOJIMYECTBO BblIaHHBIX PeLENTYPHbIX OJIAHKOB;

B) ®.U.0. 0TBETCTBEHHOr0 MeJUIIMHCKOTO PAOOTHHMKA, MOJYUYUBIIET0 PELENTYPHbIE OJIaHKHY;

I') OAIMCh OTBETCTBEHHOTO MeAULMHCKOI'0 PAaGOTHUKA, ITOJIYYHBIIETO PeleNTypHble OJIaHKY;

4) ®.1.0. 1 noANUCh OTBETCTBEHHOTO MEJMLIMHCKOIO pabOTHHKA, Bbl/IaBIIET0 pelenTypHble
OJIAaHKU;

5) ocTaToK penenTypHbIX 6JIaHKOB.

23. KypHan y4eTta penentypHbix 6J1aHKoB ¢opMm N 148-1/y-88 u N 148-1/y-04(.1) comepuT
cienyrolue rpadoi:

1) HoOMep 1o NOpAJKY;

2) B pazgeue "llpuxon”:

a) AaTa perucTpanuy Npuxo4HOro JOKYMEHTa;
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©) HOMep U JlaTa NPUXOAHOTO JOKYMeHTa, Ha3BaHMe IOCTABILHKaA;

B) 00611je€e KOJIMYECTBO MOCTYNUBUIUX PeLeNTYPHbIX OJIaHKOB;

I') CEpyUU ¥ HOMepa peLeNTYPHbIX 6J1aHKOB;

[1) KOJINYeCTBO peLleNTYPHBIX 6JIaHKOB 10 CEPUAM;

u) ®.1.0. u noaAnuCch OTBETCTBEHHOTO MEJUIIMHCKOTO PabOTHHKA, MOJyYUBILETro peLenTypHble
6J1aHKH OT [IOCTABILMKA;

3) B pazaeJse "Pacxoa™:

a) /jaTa BblJa4M peLenTypHbIX 6JIaHKOB;

6) cepuy ¥ HOMepa BbIJJAHHBIX pelleNTyPHbIX 6J1aHKOB;

B) KOJIMYECTBO Bbl/IaHHBIX PeLeNTyPHbIX 6JIaHKOB;

r) ®.1.0. oTBeTCTBEHHOT0 MeMIIUHCKOI0 PAa6OTHHKA, [T0JIyYMBILET0 pelleTypHble 6J1aHKY;

[1) TOANUCH OTBETCTBEHHOI'0 MEAUIIMHCKOT0 pab0THHKA, NOJYYMBILErO pelleNTypHble 6J1aHKY;

4) ®.1.0. 1 noANUCh OTBETCTBEHHOTO0 MEJULIMHCKOIO pabOTHHKA, BblIaBIIETr0 pellenTypHble
OJIAaHKY;

5) ocTaToK penienTypHbIX 6J1aHKOB.

24. YyeT crneyMaJbHbIX pelleNTYPHbIX 6JJAHKOB Ha HAPKOTUYECKOe CPeJCTBO M NCHUXOTPOIHOE
BELeCTBO OCYILECTBJSETCS B COOTBETCTBUM C NpHKa3oM MUHHUCTepCcTBa 3/paBOOXpaHeHUs
Poccuiickoit ®enepanuu ot 1 aBrycta 2012 r. N 54H "06 yTBepKaeHUH GOpMbl 6JJaHKOB PELENTOB,
coZiepKallluX HasHayeHHe HApKOTHUYeCKUX CpejCTB WJIM ICHUXOTPOIHBIX BeLIeCTB, MOpAJAKa HX
M3rO0TOBJIEHUS], pacnpe/ie/IeHus], perucTpalyy, yueTa U XpaHeHHs, a TaKxKe paBuJ opopmiieHus".

[II. XpaHeHUe pelLienTypHbIX 6JIaHKOB

25. B kaxzaou MeJUIIMHCKOM OpraHU3alldu NPUKAa30M DPYKOBOJAUTEJS Ha3HayvaeTcs JIULO,
OTBETCTBEHHOE 3a XpaHeHUe U YYeT BCeX BU/|0B pelleNTYPHbIX 0JIaHKOB.

26. PeunentypHble OJlaHKH, THOJJIeXalllde V4YeTy, XPaHATCSI OTBETCTBEHHBLIM JIMLIOM,
Ha3HAYeHHbIM PYKOBOAWTEJEM MeJUIIMHCKOW OpraHu3alUy, 0Ji 3aMKOM B MeTa/lJIniYecKoM wKady
(ceride) nau MeTaIMYeCKOM SIIIHKE.

27. HWHAUBUAyaNbHBIM TOpeAlpUHUMATENb, HMEWUUN JIUIEH3UK Ha MEeJUIIMHCKYIO
JleITeJIbHOCTb, XPaHUT peLenTypHble OJIaHKH, NoJJiexKale y4eTy, 10/, 3aMKOM B MeTaJlJIM4YeCKOM
mkady (ceide) uau MeTaNJIMIEeCKOM SIIHKE.

28. IloCcTOAHHO [JeWUCTByW0OLIAsd KOMMUCCUS, CcoO3JaBaeMas B MEAUIMHCKOU OpraHMU3alyy,
poBepsieT COCTOsIHME XpaHeHUs, yieTa, GpaKTUUYeCKoe HaJlh4uhe Y pacxoJ, pelenTypHbIX 0JIaHKOB,
nojiexKalux y4eTy, OJIUH pa3 B KBapTaJl.

B cnyyae HecoBmaZieHHWs KHUKHOI'O OCTaTKa peLENTYPHbIX OJIAHKOB, MOJJIeXKAaLIUX y4eTy, C
baKTUYEeCKUM HaJIMYMEM JIUI0, OTBETCTBEHHOE 32 XpaHEHUE U Y4YeT peleNnTypHbIX OJIAHKOB, HECET
OTBETCTBEHHOCTbh, IPEeyCMOTPEHHYIO 3aKOHOJaTe/bCTBOM Poccuiickon Penepanuu.

29. PeuentypHble 0J1aHKHM, MOJAJeXalllMe Y4yeTy, BbIJAIOTCA MeJUIIMHCKMM pabOTHHUKAaM,
MMEIIMM I[PaBO BbIMKUCHIBAHUS PELENTOB, IO pacHopsH>KeHHI0 TJIaBHOINO Bpaya WM €ro
3aMeCTHUTeIS.

[lonyyeHHble pelenNTypHble OJaHKH, TMOJJexalde y4eTy, XpaHATCAd MeAULMHCKUMH
paboTHHUKAMU B MOMeIeHUSIX, 00eClednBAIIUX UX COXPAHHOCTb.

30. XpaHeHMe cHelMaJbHbIX peLeNnTypHbIX O0JIAaHKOB Ha HapKOTUYECKOe CpPeACTBO U
IICUXOTPOIMHOE BEIECTBO U BblJlaya YKa3aHHbIX PeleNTypPHbIX OJJAHKOB MEJUIMHCKOMY PabOTHUKY
OCYLIeCTBJSIETCI B COOTBETCTBUM C NpUKa3oM MuUHHCTepcTBa 3/paBooxpaHeHus Poccuiickoi
®epepauuu ot 1 aBrycta 2012 r. N 541 "06 yTBepxaeHuU GOpMbl GJIaHKOB PELENTOB, COJlepKalUX
Ha3HAuYeHHe HAPKOTUYECKHUX CPeJICTB WJIM ICHUXOTPOMHBIX BEIIECTB, MOpsSJKa WX W3TrOTOBJIEHMUS],
pacnpejiesieHUs], perUCTpalyy, yieTa U XpaHeHus, a TaKKe IpaBuJ opopMmaeHus".
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