3apeructpupoBaHo B MuHrocte Poccun 25 uronst 2013 . N 28883

MHUHUCTEPCTBO 3/IPABOOXPAHEHUA
POCCHUIICKOU ®EJEPAITUN

ITIPUKA3
ot 20 pexadps 2012 . N 11751

Ob YTBEPXKJIEHUUN ITOPAAIKA HASHAUEHVA U
BBIIINCBIBAHUSA JIEKAPCTBEHHbBIX
ITPETTAPATOB, A TAK)XKE ®OPM PEIEIITYPHbBIX
B/TAHKOB, ITOPAIKA O®OPMJ/IEHUSA 3TUX
B/IAHKOB, X YUETA 1 XPAHEHUSA

(B pen. Ilpuka3oB Mun3zapaBa P® ot 02.12.2013 N 886H, ot 30.06.2015 N 386H, oT_
21.04.2016 N 254H, ot 31.10.2017 N 882H)

B cootBeTcTBUM C myHKTOM 16 yactu 2 ctathu 14 ®esepanbHOTO 3akoHa oT 21 HOsIOps
2011 r. N 323-®3 "O06 ocHOBax OXpaHbI 3/J0POBbsi TpaXkJaH B Poccuiickoit ®eneparun’”
(Cobpanue 3akoHOofaTenscTBa Poccuiickoit @epeparym, 2011, N 48, ct. 6724; 2012, N
26, ctT. 3442, 3446) n nyHkroM 5.2.179 Ilonoxxennss 0 MuHuCTepCTBe 37ipaBOOXpaHeHus
Poccuiickoit @esiepaliyiy, yTBepKAeHHOro rnocraHosaeHueM IlpaBurensctBa Poccuiickoit
@enepar ot 19 wmroHsg 2012 . N 608 (CobpaHue 3akoHOAATENIHLCTBA POCCHICKOM
®epnepauyu, 2012, N 26, cT. 3526), ripuKasbiBao:

1. YTBepauth:

MOPSAL0OK Ha3HaueHUsI M BBINMCHIBAHUS JIGKADCTBEHHBIX IIperapaToB  COIVIACHO
npunoxkenuto N 1;

(hopMBI perenTypHbIX 0/IaHKOB COT/IACHO MpUIokeHHo N 2;

MOpSiZIOK  OPOpPM/IEHUsT PeLIeNTYPHBIX O7aHKOB, WX YyueTa U XpaHeHUs COIIACHO
npuioxxeHuto N 3.

2. HacTosimii npukas BeTymnaeT B cuiy ¢ 1 vronist 2013 roga.

MuHucmp

B.1. CKBOPIJOBA


https://normativ.kontur.ru/document?moduleid=1&documentid=223735#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=304083#l67
https://normativ.kontur.ru/document?moduleid=1&documentid=306016#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=276942#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=276942#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=257000#l0

Ilpunodcenue N 1
K npuka3y MuH3dpaea Poccuu

om 20 dekabps 2012 2. N 11751

IHOPANOK HASHAYEHVA N BBITINCBIBAHUA
JIEKAPCTBEHHBIX IIPEITAPATOB

(B pen. ITpuka3zoB Mun3zapaBa P® ot 02.12.2013 N 886H, ot 30.06.2015 N 386H, oT
21.04.2016 N 254H, ot 31.10.2017 N 882H)

I. O0wHe mo/IoKeHus

1. Hacrosiiumii mNOpsSiJOK pery/idpyeT BOIMPOChl Ha3HAueHUs] W BbINMCHIBAHUS
JIeKapCTBEHHBIX TIperaparoB IPU OKa3aHWW MeAWLIMHCKOW TIOMOIIM B MeAWLMHCKUX
OpraHu3alUsiX, WHBIX OpraHW3alUsX, OCYILECTB/SIOIMX MeJULMHCKYI0 TOMOIlb, U
VHAUBUAYalIbHbIMU  TIPeATNPUHUMATE/ISIMY,  OCYILIECTBJSIIOUUMU  MeJULUHCKYI0
JlesATeJIbHOCTD (Hasiee - MeAULIMHCKasl OpraHy3anus). <1>

<1> Crarpsi 2 PenepanpHoro 3akoHa oT 21 Hosiops 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 370pOBbsl TpaxjaH B Poccuiickoii ®eneparyu” (CobpaHue 3aKOHOAATE/TLCTBA
Poccuiickoit @epeparuy, 2011, N 48, cT. 6724; 2012, N 26, cT. 3442, 3446).

2. Ha3HaueHUe U BBIMUChIBaHUE JIeKapCTBEHHBIX MperapaToB OCYIeCTBISIeTCs jevaliyumM
BpauoM, (esbA1Iepom, aKyllepkoi B c/iydyae BO3/I0KeHUs] Ha HUX TTIOJIHOMOYUH Jievallero
Bpaua B TIOpsifike, YCTAHOB/IEHHOM TIpMKa3oM MUHHCTEPCTBA 3/paBOOXpaHeHUs] U
coumaabHoro pasButvs Poccuiickoit @efepammu ot 23 maprta 2012 . N 2520 "O6
yTBepxKaeHun Ilopsiika BO3/o)KeHUsT Ha (QesibAiiepa, akylliepky pPyKOBOAUTeIeM
Me[ULIMHCKOW OpraHu3alid [Py OpraHy3alyyd OKa3aHusi TMepBUYHOW MeJUKO-
CaHUTApPHOM TIOMOIL ¥ CKOPOM MeAULIMHCKOM MOMOIIM OTAeNbHBIX (YHKIUM Jieualrero
Bpaua I0 HernoCcpeJCTBEHHOMY OKa3aHWI MeJULIMHCKOW MOMOILLIY MalyeHTy B MepUof,
HaO/IOZIeHNsT 32 HUM W €ro JIeUueHWs, B TOM YHC/Ie T0 Ha3HaueHWI0 W TIPUMEHEHHIO
JIeKapCTBEHHBIX TperaparoB, BK/KOUas HApKOTMYeCKHe JieKapCTBEeHHbIe Tperaparbl 1
TICUXOTPOTIHbIE  JIeKapCTBEHHbIe TIperaparbl’  (3aperucTpyupoBaH MUHHUCTEPCTBOM
octuiuu Poccuiickoit @epepauyu 28 ampesiss 2012 1., peructpauudoHHbii N 23971),
WHAVBUAYaJbHBIMU  TIPeATNPUHUAMATE/ISIMH,  OCYIIECTBJSIOU[UMU  MeJULUHCKYI0
JlesiTeTbHOCTB (Z1asiee - MeIULIMHCKYE PaOOTHUKH).

3. MeauiMHcKre pabOTHUKHU BBITIMCHIBAIOT PelieNThl Ha JieKapCTBeHHbIe Tperaparhl 3a
cBoeii noAmnuckto. (B pef. [Ipukaza Munsapasa P® ot 30.06.2015 N 386H)

Ha3sHaueHve ¥  BbIMCbIBaHME  JIEKAPCTBEHHBIX  [IperapaToB  OCYLeCTBSeTCS
MeIUIMHCKUM pPabOTHUKOM 10 MEX/[yHapOJIHOMY HerlaTeHTOBAHHOMY HaMMeHOBAHHIO, a
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MpU ero OTCYTCTBUM - TPyNNUPOBOYHOMY HaWMeHOBaHWIO. B ciiyuae oTCyTCTBUS
MeXXYHapOJHOTO HeraTeHTOBAaHHOTO HavMeHOBaHUS u rPYIIMPOBOYHOTO
HarMMEeHOBaHUs JIeKapCTBEHHOrO Tperapara, JieKapCTBeHHbIM TpernapaT Ha3HavyaeTcs U
BBITMIKCHIBAETCSI MEJUIIMHCKUM PaOOTHUKOM T10 TOPrOBOMY HaMEHOBaHUIO.

[lpy HanMuuM MeJULMHCKUX TI0Ka3aHWM (MHAUBU/Yya/lbHasi HerepeHOCUMOCTh, II0
JKU3HEHHBIM TI0OKa3aHUsIM) T10 pelleHHt0 BpayeOHOW KOMHUCCHUA — MeAULMHCKOM
OpraHusaliM  OCYLIeCTB/sIeTCs  Ha3HaueHWe W BbINMCbIBaHUE  JIeKapCTBEHHbIX
rpernapaToB: He BXOJALIUMX B CTaHJAPThl MEAULMHCKOM TIOMOILLY; II0 TOPrOBbIM
HavMeHOBaHUsIM. PelleHre BpayeOHOM KOMHCCHMM  MEJULIMHCKOM  OpraHU3aL{ud
(buKcupyeTcsi B MeIULIMHCKUX JOKyMeHTaX TalldeHTa U >KypHasie BpaueOHON KOMUCCHUM.
(B pen. IIpukasa Munszapasa PO ot 02.12.2013 N 886H)

MeuivHCKre pabOTHUKK OCYIEeCTB/ISIFOT Ha3HaueHVe W BHIMMCHIBAHKE JIeKapCTBEHHBIX
TMpernaparoB, NMo//eXXalluX U3rOTOBIEHUIO U OTITyCKY alNTeUHbIMU OpraHu3alusaMu (manee
- JIeKapCTBeHHbIe Mpernaparbl UHAUBUAYaIbHOIO U3TOTOBIEHMUS).

3.1. Ha3HaueHue /ieKapCTBEHHBIX MpenaparoB IMNPU OKa3aHWW MeAWLIMHCKOW NMOMOIIU B
CTAl[MOHAPHBIX YCJIOBUSX W MX BBbIMMChIBAHWE B TpeDOBaHMSAX-HAK/Ia[HbIX B
COOTBETCTBUM C VIHCTDYKIIMEN O MOPsiKe BBIMMCHIBAHUS JIEKAPCTBEHHBIX MpernaparoB U
odopmiieHHs  peLienTOB ¥ TpeDOBaHMI-HAK/IA[HBIX, YTBEP)KAEHHOM  TPHKA30M
MuHHCTepCcTBa 3/]paBOOXpaHEHUs] U COLjMaIbHOIO pa3Butus Poccuiickoli Pefepaiyu OT
12 ¢espans 2007 r. N 110 "O mnopsiike Ha3HayeHHs] M BBIMCHIBAHUS JIeKAPCTBEHHBIX
rpernaparoB, W3JeJuid MeJULMHCKOTO Ha3HaueHWsl U ClielMaIu3upOBaHHbIX TMPOAYKTOB
neyebHOrO MuTaHus", <1.1> OCYyIIeCTB/SETCS 10 MEXKAYHAPOAHOMY HelaTeHTOBaHHOMY;,
rpPyNNYpOBOYHOMY W/IM TOPrOBOMY HaMMeHOBaHMIO. (B pen. Ilpukasa Mun3gpaBa P® ot
21.04.2016 N 254n)

<1.1> 3apeructpupoBaH MuHucTepcTBOM tocTULiK Poccuiickoit @ezeparum 27 anpesist
2007 1., perucrtpauuonHbii N 9364, ¢ u3MeHeHMsIMM, BHECEHHBbIMU IpHKa3aMu
MuHHCTepCcTBa 3/jpaBOOXpaHEHUs] U COLjMAIbHOIO pa3Butus Poccuiickoli Pesepalyin OT
27 aprycra 2007 r. N 560 (3apeructpupoBaH MuHHCTepCTBOM FOCTMLMU Poccuiickoi
®eneparu 14 centsiops 2007 r., peructpaiodsbiii N 10133), ot 25 centsa6ps 2009 r. N
794H (3aperucTpupoBaH MUHKUCTEPCTBOM FOCTULIMU Poccuiickoii ®eneparyu 25 HOsIOpst
2009 r., peructpauuonsbii N 15317), ot 20 sHBapsa 2011 r. N 13H (3apeructpupoBaH
MunucrepctBoM roctuuu Poccnrickon ®@epepanuu 15 mapra 2011 1., perucTparnjiOHHbIN
N 20103), npukazamu MuHucTepcTBa 34paBooxpaHeHus Poccuiickoit @esepanum ot 1
aBrycra 2012 r. N 54H (3aperucTpupoBaH MUHUCTEPCTBOM HOCTULMU Poccuiickoi
®epepatmu 15 aBrycra 2012 r., peructpayuonsbiii N 25190), ot 26 ¢eppans 2013 . N
94n (3apeructpupoBaH MuHucTepcTBOM KOCTHLMM Poccuiickori Penepaniv 25 HUIOHS
2013 r., peructpayuonHsbiii N 28881). (B pex. Ilpuka3a Munsapasa P® ot 21.04.2016 N
254H)

4. PewenT, BbINMCAHHBIM C HapylLIeHWEM YCTaHOBJEHHBIX HacTosluM [lopsiakom
TpeOOBaHUH, CUUTAETCS He/IeHCTBUTETbHBIM.

5. CBefieHus1 0 Ha3HaUEHHOM, U BBIMMCAHHOM JIeKapCTBEHHOM TIpernapaTe (HaMMeHOBaHKe
JIeKapCTBEHHOTr'0 Tperapara, pasoBasi /j03a, Criocob M KpaTHOCTb NpreMa WK BBeZleHUs,
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JUTATEIbHOCTb ~ Kypca, OOOCHOBaHWEe Ha3HaueHWs JIeKapCTBEHHOrO  IIperiapara)
YKa3bIBalOTCSl B MEJULIMHCKOM KapTe MaljleHTa.

PEHEHT Ha HEK&pCTBEHHbeI nperiapaTr BBIMMUCBIBAETCA HAa WMMA ITIdLIMEHTAa, A/ KOTOPOro
rnpeaHa3HavyeH HEKapCTBEHHbIﬁ rperapar.

PerleniT Ha JIeKapCTBEHHBIM TIperapaT MOXeT ObIThb TOJyUeH TalMeHTOM WA €ero
3aKOHHBIM TIpeficTaBuTesieM <1>. @akT BbIJjauu peLieNTa Ha JeKapCTBEeHHbIW Tperapar
3aKOHHOMY TIpe/ICTaBUTeI0 (PUKCUPYeTCs 3alrChi0 B MeUIIMHCKOM KapTe MaljleHTa.

<1> B oTHOLIeHWHM JIMLla, YKa3aHHOTO B YacTu 2 cratbu 20 ®emepasbHOro 3akoHa oT 21
HOos10pst 2011 . N 323-®d3 "OO6 ocHOBax OXpaHbl 3/I0pPOBbSl TPaXKAaH B PoCCHICKOM
®eneparun” (Cobpanue 3akoHo/aTebcTBa Poccuiickoit Depeparum, 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 (uacts ), ct. 4339, 4397, 4356, 4359). (B pen.
ITpukasa Munszapasa P® ot 30.06.2015 N 386H)

6. 3anpelijaeTcs BBIMMACHIBATh PeLIENThl Ha JileKapCTBEHHbIe MperapaThbl:
6.1. MeUITMHCKUM PabOTHUKAM:
TPU OTCYTCTBUY MeJULIMHCKUX TTOKa3aHU;

Ha JleKapCTBeHHbIe TIperaparbl, He 3aperucCTpUpOBaHHble Ha TeppuUTOpHUU Poccuiickoit
®depepanuy;

Ha JIeKapCTBEeHHble IIperaparbl, KOTOpble B COOTBETCTBMM C WHCTPYKLMeHd II0
MeULIMHCKOMY NPHYMEeHEeHHWI0 UCTIOIb3YITCS TOJIbKO B MeULIMHCKUX OpraHU3aLusx;

Ha HapKOTUYeCKWe CpeCTBa U IICUXOTPOITHbIe BelecTBa, BHeCeHHble B CIMCOK I
[lepeuHss HaApKOTMYECKUX CpPeACTB, IICUXOTPOMHBIX BeleCTB W UX MPeKypCOpPOB,
nozyieXxalmx KoHTpoao B Poccuiickori ®Pefepaiium, yTBep)KAEHHOTO MOCTAaHOB/IEHUEM
[TpaButenscTBa Poccuiickoit @epepauyu ot 30 mroHs 1998 . N 681 <1> (zmanee -
[TepeueHb), 3aperMCTpUpOBaHHbIE B KaueCTBe JIEKAPCTBEHHBIX IMperapaToB, B LieJsiX
TIpUMeHeHus Jj1s JieueHUs HapkoMaHuy; (B pesl. ITpuka3a Mun3apaBa P® or 31.10.2017
N 882nh)

<1> Cobpanue 3akoHOzaTebcTBa Poccuiickort ®eneparm, 1998, N 27, ct. 3198; 2004,
N 8, ct. 663, N 47, cT. 4666; 2006, N 29, cT. 3253; 2007, N 28, c1. 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, ct1. 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.
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6.2. WHAWBWAYa/JbHBIMA TpeANPUHUMATE/ISIMUA, OCYIIEeCTB/SIOUUMA  MeJULIMHCKYH0
JlesiTeNlbHOCTh, Ha HapKOTUUeCKUe CpeJiCTBa U TCUMXOTPOIIHbIE BelleCTBa, BHECEHHbIE B
criucku 11 u III Tlepeunsi (ganee - HapKOTMYeCKWe W TICUXOTPOIIHbIE JIeKApCTBEHHbIE
riperniapatbl criickoB II u III TTepeuns). (B pea. [Tprka3a Mun3gpaBa P® ot 30.06.2015 N
386H)

7. PerjeniThl Ha JleKapCTBEeHHBIE TIPerapaThl BHIMHUCHIBAIOTCS Ha PeLeNTyPHBIX O/1aHKax 110
¢opmam N 148-1/y-88, N 148-1/y-04 (11), N 148-1/y-06 (1) u N 107-1/1, yTBep>KieHHbIM
HAaCTOAALLIUM ITPHUKAa30M.

O¢uyuanbHbili UCMOYHUK 3/1€eKIMPOHHO20 O0OKYMEHNA cO0epHcum HemoYHoCnb:
¢opma peyenmypHozo 61aHka umeem Homep N 107-1/y, a He N 107-1/1.

8. Hapkotuueckue U ICUXOTPOIHbIE JleKAPCTBeHHbIe Ipernaparbl crvcka II Ilepeuns
(manmee - HapKOTMUeCKMe U IICMXOTPOMNHbIEe JIeKapCTBeHHble IMpernapaTbl crucka Il
[Tepeuns), 3a WCK/IIOUEHWEM JIeKapCTBEHHBIX IIperapaTtoB B BHUJeE TpaHCAepMasbHbIX
TepareBTUYEeCKUX CHUCTEM U JIeKapCTBEHHBIX IpenapaToB, COZep)KallliX HapKOTHYeCcKoe
CpefCTBO B COYETAHWM C AHTAarOHWCTOM OIMMOMJHBIX PELIeNTOPOB, BBINMCHIBAIOTCS Ha
CrieLiMasibHOM peLienTypHoM OsiaHke 1o opMe, yTBep>KJeHHOM MnpruKa3oM MUHKCTepCTBa
3ppaBooxpaHeHust Poccwiickoit ®epeparmy ot 1 aBrycra 2012 . N 54u "OO6
yTBep)KJeHUd (opMbl O/IaHKOB PpeLIeNToB, CO/ep’Kalllux Ha3HaueHWe HapKOTUUeCKHX
CpefCTB WIA ICUXOTPOMNHBIX BelleCTB, INOpsAJKa WX W3TOTOB/IEHHUS, paclipefie/ieHus],
perucTpalyy, ydeTa M XpaHeHus, a Takxke MpaBua odopmseHuss" (3aperucTpupoBaH
MunucrepctBom  roctuumu - Poccuiickon  @epepanmn 15 aBrycra 2012,
peructpatoHHblid N 25190). (B pen. Ilprka3oB Munszapasa P ot 30.06.2015 N 386H,
or 31.10.2017 N 882H)

9. PerjentypHsbiii 651aHK opmbl N 148-1/y-88 ripeiHa3HaueH /ijist BLITUCHIBAHUS:

1) HapKOTUYECKUX W TMCUXOTPOIMHBIX JIeKApCTBEHHbIX MpernaparoB cnucka II [Tepeuns B
BUJle TPaHCZepMasbHbIX TeparieBTUUeCKUX CHUCTeM, HapKOTUUECKUX JIeKapCTBEHHbIX
npenapatoB cnucka Il ITepeuns, copep>kalljx HApKOTHYECKOe CPEe/ICTBO B COUETaHUM C
AHTarOHUCTOM OIHMOUJHBIX PeLIeNITOPOB, ICUXOTPOMHbIX BellleCTB, BHECEHHBIX B CIIHCOK
III TlepeunHs, 3apervuCTpUpOBaHHBIX B YCTAaHOBJIEHHOM IIOpS/IKE B KauyecTBe
JIeKapCTBEeHHBIX TperapaToB (/iajee - ICUXOTPOMHbIE JIeKapCTBEeHHbIe TIpernapaThl CIMCKa
IIT Iepeuns); (B pen. IlpukasoB Mun3gpasa P® ot 30.06.2015 N 386H, ot 31.10.2017 N
882H)

2) UWHBIX JIeKapCTBEHHBIX TIpPeraparoB, TMOJJIeXal[uX [peJMeTHO-KOINUYeCTBeHHOMY
yueTy (3a MCK/IIOUeHHEM JIeKapCTBEHHBIX TperapaToB, OTIyCKaeMbIX Oe3 perjenta); (B
pen. [Nprkaza Mun3zgpaBa P® or 30.06.2015 N 386H)

3) JleKapCTBeHHBIX TIperapaTroB, 00/ajarolUX aHabOMMUeCKOW aKTUBHOCTBIO (B
COOTBETCTBMM C OCHOBHBIM (bapMakonornyeckum feiictesueMm); (B pep. Ilpukasa
Mumn3gpaBa PO or 30.06.2015 N 386H)

4) neKapCTBeHHBIX TperapaToB, yKa3aHHBIX B myHKTe 5 [lopsiika oTmycka (u3nueckum
JULIAM  JIeKapCTBEHHBIX T[pernapaToB /il MeJULMHCKOTO TPUMEHEeHUs], COZep Kallyux
KpOMe MaJbIX KOJIMUeCTB HApKOTUUECKUX CpeZCTB, TMCUXOTPOMHBIX BEIIECTB U MX
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NIPeKypCOpOB  ZIpyrue (apMako/joruyeckve akTHBHbIe BeleCTBa, YTBEepP)KJeHHOIO
npuka3oM MuHucTepcTBa 3apaBooxpaHenus: Poccurickoii @epnepanuu ot 17 mas 2012 r.
N 562H (3apeructpupoBaH MUHHUCTEPCTBOM toCcTULIMU Poccuiickoii @enepaiium 1 vroHs
2012 r., peructpanoHHbIi N 24438);

5) JleKapCTBEHHBbIX TMpernapaToB WHAMBU/YalbHOTO HW3TOTOB/IEHUS, COZJep KalluxX
HapKOTHUYeCKoe CpejCTBO WM ICUXOTPOITHOe BeljecTBo crvcka Il Tlepeuns, u gpyrue
(hapMakosiornyeckue akTUBHbIE BellleCTBa B [|03e, He MpeBbIllatolell BBICIIYI pa30oBYyHO
Jl03y, U TIpU YCJOBUM, UTO STOT KOMOWHMPOBAHHBIM JIeKApCTBEHHBIN Iiperapat He
AIBJ/IIeTCS. HAPKOTUYEeCKUM WM TICUXOTPOIHBIM JIeKAaPCTBEHHBIM IIperiapatoM crucka Il
ITepeuns.

10. PerenitypHble 6yanku popm N 148-1/y-04 (1), N 148-1/y-06 (;1) mpejHa3HaueHbI 1S
BBIMKCBIBAHUS JIEKADCTBEHHBIX IIperapaTtoB TIpaJaHaM, WMeLUM I[IpaBO Ha
OecrylaTHOe TO/yyeHHe JIeKapCTBEHHBIX TPerapaTtoB WM TOJyYeHHe JieKapCTBeHHBIX
TIperapaToB CO CKH/KOM.

11. PentenitypHbIii 6/1aHK popmbl N 107-1/y nipefiHa3HaueH /17151 BBITACHIBAHUS:

JIeKapCTBEHHBIX TIperaparoB, yKa3aHHbIX B IyHKTe 4 Ilopsjka oTnycka ¢u3nyecKum
JMLIAM JIeKapCTBeHHBIX [IperaparoB JJ/isi MeJWULMHCKOIO IPUMeHeHHs], COJeprKalluXx,
KpOMe MaslbIX KO/JIMUeCTB HAapKOTUUeCKUX CpeZiCTB, IICUXOTPOMNHBIX BeLIeCTB U UX
NIPeKypCOpOB, [Apyrue (papMakojoruueckyde axkTHBHbIe BellleCTBa, YTBEpP)KJeHHOIO
npuka3oM MuHucTepcTBa 3apaBooxpaHenus: Poccurickoii @epnepanuu ot 17 mas 2012 r.
N 5628H;

VHBIX JIeKapCTBeHHbIX IIperiaparoB, He yKa3aHHbIX B IyHKTax 8 - 10 HacTosero
[Topszka.

12. Tlpu BBINMCHIBAHMM peLleliTa Ha JieKapCTBEHHBIM Tperapar WHAUBUAYaIbHOrO
W3TOTOB/IEHVS HAVWMEHOBAHWS HApKOTUYECKUX U TICUXOTPOIHBIX JieKapCTBEHHbIX
nperapatoB crirckoB I1 v 111 TTepeunsi, MHBIX JIEKAPCTBEHHBIX MPETIApaToB, MO/ IeXKaIlNX
NpeJMeTHO-KO/IMYeCTBeHHOMY y4YeTy, NMINYTCS B Hauaje peLenra, 3areM - BCe
OCTasbHble UHIDe/IUeHTHI.

13. Tlpy BbINMWCHIBAHWK peLeriTa 3arpeljaeTcs IpeBbIaTh IpefebHO [OIyCTUMOe
KOJIMYeCTBO JIEKapCTBEHHOIO TIiperapara [jig BbIIMCBIBAHWS Ha OAWH  peLenT,
ycraHoB/ieHHOe mnipuwiokeHreM N 1 K HacrosieMy [lopsiaky, 3a UCK/IOUeHHeM Ciiydas,
yKa3aHHOro B nyHKTax 15 u 23 Hacroswero Ilopszaka. (B peg. [Ipukasa Munsapasa PO
ot 30.06.2015 N 386H)

He pekomeHjyeTcsi TipeBbIlLIaTh PEKOMEHJOBAaHHOE KOJIMYECTBO JIeKAPCTBEHHOIO
rperiapara [/l BbIWCHIBAHWSA HAa OJWH peLeNT, yCTaHOB/IeHHOe rnpuaokeHueM N 2 K
HacrosiieMmy [lopszKy, 3a UCK/IIOUeHHWeM C/lydaeB, yKa3aHHbIX B IyHKTax 15, 22 u 23
Hacrosiero ITopsinka. (B pef. ITpukaza Mun3zapasa P® ot 30.06.2015 N 386H)

14. Tlpy BBINMCHIBAHWY HAPKOTMYECKHWX U TICUXOTPOIMHBIX JIeKapCTBEHHBIX MperapaTroB
crivckoB I u III TTepeuHsi, MHBIX JIeKapCTBEHHBIX IperapaToB, Mo/JIeXaluX MpeJjMeTHO-
KOJIMYECTBEHHOMY YUeTy, [03a KOTOPBIX MpeBbIlllaeT BbICIIMA OJHOKpPaTHbIM IpHUEM,
MeJULIMHCKMK pabOTHUK TIMIIeT [J03y STOro Tperapara TIPOMUCHI0 W CTaBUT
BOCKJ/IML|aTe/IbHbIN 3HaK.
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15. KomnuecTBO BBINMKCHIBAEMBIX HApKOTUYECKUX M TICUXOTPOITHBIX JIeKAPCTBEHHBIX
niperiaparoB criickoB Il u III TlepeuHs, MHBIX JIeKAPCTBEHHBIX MpPeraparoB, MOAJIeKalluX
MpeJIMETHO-KO/INUeCTBEHHOMY yueTy, IpPY OKa3aHWM TMalueHTaM, HYXJAlLIUMCSI B
JIUTeNTbHOM JIeYeHUM, TIePBUYHOM MeJUKO-CAHUTAPHOM TMOMOIIM M Ma/yIMaTUBHOU
MeIULIMHCKOM TTOMOIIA MOXKeT ObITb yBenueHO He Oosiee ueM B 2 pa3a 10 CPaBHEHUIO C
rpeJie/IbHO I0MYCTUMBIM KOJIMYeCTBOM JIEKAPCTBEHHBIX MpernaparoB /11 BbITMChbIBAHUS
Ha OJWH peLenT, ycTaHOBAeHHOe mpuwiokeHremM N 1 x Hacroswemy llopsaaky, wau
PEKOMEeH/J0BaHHbIM KOJIMYeCTBOM JIeKAPCTBEHHBIX IperaparoB [/l BbIWCbIBAHUS Ha
OJIMH peLIelT, yCTaHOBAeHHOe TpunoxkeHueM N 2 K Hactosiemy I[lopsiaky. (B pef.
ITpukasa Munszapasa P® ot 30.06.2015 N 386H)

B cnyuasx, mpemycMOTpeHHBIX ab3aljeM TiepBbIM HACTOSIIEr0 TYHKTa, Ha perjenrax
npousBoauTca Hagnuch "[lo crenasbHOMY Ha3HAYeHUIO', OTAEeIbHO CKperieHHas
TO/TICEI0 MEIUI[MHCKOTO PAa0OTHWKA W TeYaThl0 MeJUIMHCKOW opraHu3armu "[Iis
penenitoB". (B pe. [Ipuka3a Mun3sapasa P® ot 30.06.2015 N 386H)

16. CoctaB  KOMOWHMPOBAaHHOTO  JIEKADCTBEHHOTO  TIperiapata, 00O3HaueHHe
JIeKapCTBeHHOM (hopMbI U oOpalljeHHe MeJUIIMHCKOT0 paboTHHMKA K (hapmarieBTHUe CKOMY
pabOTHUKY 00 M3rOTOB/IEHWM U OTITyCKE JIEKAPCTBEHHOT'O Mperapara BhIMUChIBAIOTCS Ha
JIATUHCKOM $I3bIKe.

HdomnycThMble K  MCIIOJIb30BAaHUKO — peLeNTypHble  COKpalljeHus IpefyCMOTpPeHbl
npunoxenueM N 3 K HacTosLeMy ITopsaaky.

He pomyckaeTcss cokpaijeHWe OnMM3KMX 110 HAWMMEHOBAaHUSIM  WHTPEJUEHTOB,
COCTAaBJISIFOLLIMX JIeKapCTBEHHBIN MperapaTt, He MO3BOJISIOIIUX YCTaHOBUTh, KAKOM UMEHHO
JleKapCTBEHHBIH Tpernapar BbINKCaH.

17. Criocob mpuMeHeHUsl JIeKapCTBEHHOTO TiperapaTa 0603HauaeTcsi C yKa3aHHUeM [03bl,
YyacTOThl, BpeMeHH MpreMa OTHOCUTebHO CHa (YTPOM, Ha HOUb) U €ro JJIUTeTbHOCTH, a
[ JIeKapCTBEHHBbIX TIperaparoB, B3auUMO/IeMCTBYIOIIUX C TUIleld, - BpeMeHU UX
yrnoTpeb/ieHrst OTHOCUTETbHO TTPYeMa THUIIH ([0 e/bl, BO BPeMsI e/Ibl, TIOC/Ie e/lbl).

18. Tlpy HeoOGXOAMMOCTH HeMe/JIEHHOTO WM CPOYHOTO OTIIyCKa JIeKapCTBEHHOTO
rperiapara TanueHTy B BepXHEeM YacTW pelierta MpOCTaB/sitoTcsi 0bo3HaueHust 'cito”
(cpouHo) wu "statim" (HemeJIeHHO).

19. Tlpu BBINMCHIBAHMM peLleNiTa Ha JIeKapCTBEHHBIM Tperapar WHAMBUZYaIbHOIO
W3rOTOBJIEHUS] KOJIMUECTBO JKUJKUX (hapMal[eBTUUeCKHUX CyOCTaHL[MM yKa3bIBaeTCsl B
MWITWIUTPaX, TpaMMax WM KarisgX, a OCTaJbHbIX (papMarjeBTUuecKux CyOCcTaHLuil - B
rpammax.

20. PewernTel, BBITMCAaHHBIE Ha pelenTtypHoM Omanke ¢opmbl N 148-1/y-88,
JIeCTBUTEJIbHBI B TeueHHe 15 fHel co AHs BbiUchbiBaHus. (B pef. [Ipukaza MuH3gpaBa
P® ot 30.06.2015 N 386H)

21. PeuienThl Ha JIeKapCTBeHHbIe TIperaparhl, BbIMKMCAHHbIe HA PeLeNTYPHBIX OyaHKax
tdopmbel N 148-1/y-04 (1) u popmbl N 148-1/y-06 (1), melicTBuUTenbHbI B TeueHue 30 aHel
CO JiHs BbIMUCbIBaHUs. (B pe. [Iprka3a MunsgpaBa P® ot 30.06.2015 N 386H)

PeueHTbI Ha JIEKaDCTBEHHbIE IMPperapdThl, BbINMMMCAHHbLIE HAa PELEeINTyPHBIX 6/1aHKax Cl)OpMLI
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N 148-1/y-04 (1) u cdopmbl N 148-1/y-06 (11), rpakjaHam, AOCTUTLIMM TEHCUOHHOTO
BO3pacTa, WHBAJIWAAM T[epBOM TpYIMbl, AeTIM-MHBaIMAaM, a TakKkKe TpaKJaHam,
CTPAZIAlOLIMM XPOHUYECKUMH 3a00/1eBaHUSIMH, TPeOYIOIIMMU [IJTUTEILHOTO KYPCOBOTO
neueHusi, eHCTBUTE/bHBI B TeueHrne 90 fgHel co AHs BbIMMChbiBaHUSA. (B pef. [Iprkasa
Mumn3gpaBa PO or 21.04.2016 N 254H)

st ieyeHUsi XpOHUUYECKUX 3a00/eBaHUM yKa3aHHBIM KaTeropusiM Tpa)k[jaH peLiernTbl Ha
JleKapCTBeHHbIe TpernapaTbl MOTYT BBINMCBIBaThCS Ha Kypc JjieueHus Ao 90 aHeid. (B pef.
[Tpukaza Munszapasa P® ot 30.06.2015 N 386H)

22. PellenThl Ha JIeKapCTBEeHHbIe Tperaparkl, BbIMKMCAHHbIe Ha peLeNTypHbIX OyaHKax
¢opmel N 107-1/y, peiictBuTenbHbl B TeueHUe 60 [Hel cO [HSI BBINMCBHIBaHUS. (B pef.
ITpukasa Munszapasa P® ot 30.06.2015 N 386H)

[Ipy BBIMMCBHIBAHWY MEAWLMHCKAM PabOTHUKOM pELIeNITOB Ha TOTOBBIE JIeKAPCTBEHHBIE
Tiperiaparhl U JieKapCTBeHHbIe IperapaTbl UHAUBUYaIbHOIO0 U3rOTOB/IEHUS IalleHTam C
XPDOHUYECKUMH 3a00/ieBaHUSIMM Ha peLenTypHbIX OsmaHkax ¢opmbl N 107-1/y
paspeliaeTcsi ycTaHaB/IMBaTh CPOK [JeMCTBUS pelielTa B IMpejenax [0 OAHOIO roja U
TIpeBbIIaTh PeKOMeHlyeMoe KOJIMUeCTBO JIeKapCTBEHHOIO Iperiapara /il BbIITUChIBAaHUS
Ha OJJMH peLienT, yCTaHOoB/IeHHOoe npuiokeHreM N 2 K Hacrosemy [lopsaaxy.

[lpy BBIMUCHIBAHUM TaKWUX PELIENITOB MEJUIIMHCKUN pabOTHUK [e/laeT TIOMETKY
"TlarieHTy € XpOHMUYECKHMM 3abosieBaHMeM", yKa3biBaeT CPOK [eMCTBUSI peliernita U
MepUOUYHOCTh OTMYCKa JIeKapCTBEHHBIX TpernapaTtoB W3 anTeyHOW OpraHu3alydyd Wid
VMHJUBUAYaNbHbIM TpeATNpYHUMAaTe/IeM, WMEIOLMM JIMLEeH3UI0 Ha (hapMalleBTUYeCcKyHo
JlesATeJIbHOCTh (eXeHe/leJIbHO, eXXeMeCsIYHO U WHble TepUO/bl), 3aBepsieT 3TO yKa3aHUe
CBOel TOATMCHI0 U JIMYHOM TeuaTbl0, a TakKKe TMeuaTbl0 MeJUI[MHCKOM OpraHu3aljuu
" [Ins1 peLienToB".

23. Pewuentel Ha TIPOW3BOAHBIE 0apOUTYPOBOM  KHCIOTHI, KOMOMHMDOBAHHBIE
JIeKapCTBeHHbIE TIperiaparhl, Cojiep)Kalliie Ko/eMH (ero Coiv), WHble KOMOMHHUPOBAaHHbIE
JIeKapCTBeHHbIe  TIperaparhl, TOJJIe)Kaljyie  IpeAMeTHO-KOJTMUeCTBeHHOMY — YUeTy,
JIeKapCTBeHHbIe TIperaparkl, 0b/1azaroiiye aHaboMUeCKOl aKTUBHOCTBIO B COOTBETCTBUM
C OCHOBHBIM (papMaKo/IorMueCcKiM JIeHCTBHEM, AJIs1 JIedeHus! TTAaljeHTOB C XPOHHUUeCKUMU
3a00/1eBaHUSIMA MOTYT BBITIMCBHIBAaTHLCSI Ha Kypc jieueHus 70 60 aueit. (B pex. Ilpukasa
Mumn3gpasa PO or 30.06.2015 N 386H)

B smux cinyyasix Ha perjernirax rnporW3BOAUTCA HaAMUCh "[1o crnerraibHOMY Ha3HAYEHHHO',
OTZIeNIbHO CKpeI/IeHHas! TIOZAMUCHI0 MeIUIUHCKOTO pabOTHUKA U TeYaThi0 MeJUI[UHCKOM
opraHu3aumu "[ns penenToB'.

I1. Ha3HaueHMe ieKapCTBeHHBIX [IpenaparoB Py OKa3aHUU
MeAUL[UHCKON MOMOIIU B CTAI[MOHAPHBIX YC/I0BUAX

24. Tlpu oOKa3aHWUW TMALMEHTy MeAWI[MHCKOM TIOMOIM B CTallMOHAPHBIX YCJIOBUSX
Ha3HaueHWe JIEKaPCTBEHHBIX TIperapaToB TMPOU3BOAUTCI MEAUIMHCKUM PabOTHUKOM
e/IMHO/IMYHO, 3a MCK/IOUeHHWeM CJiyuyaeB, YKa3aHHBIX B TOAMyHKTax 1 - 2 TyHKTa 25
Hactosiero ITopsiika, 6e3 BHITUCHIBAHUS PelLienTa.
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25. CornacoBaHvie Ha3HaueHUs JIeKapCTBEHHBIX TIPerapaToB C 3aBeyIOLIUM OTJeeHheM
WA OTBETCTBEHHBIM [IE)KYPHbIM BpauoM /MO0 JPYTHUM JIUIIOM, YTIOJHOMOUYEHHBIM
MPUKa30M IJIaBHOTO Bpaua MeJIMLIMHCKOW OpraHu3aliyy, a Takxe, Py HaJIM4UU, C BpauoM
- KIMHUYeCcKuM (hapmakosiorom Heobxoaumo B ciyvasx: (B pes. [Ipukasa Mun3szapasa PD
ot 30.06.2015 N 386H)

1) ogHOBpeMeHHOro Ha3HauyeHHUsi MATA U 0osiee JieKapCTBEHHBIX TIPerapaToB OJHOMY
MalueHTy;

2) Ha3HaueHUsl JIeKapCTBEHHBIX IIperapaTtoB, He BXOMSIINX B TepedeHb >KU3HEHHO
HEOOXONMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX TIpernapatoB <1>, TpU HETUITUYHOM
TeueHWH 3a00/ieBaHMs, HAJUUMKM OCJIOKHEHWM OCHOBHOTO 3abosieBaHust W (WJIH)
COTYTCTBYIOIMX 3a00/ieBaHMW, TIPU HAa3HAU€HWM JIEKAPCTBEHHBIX  TIpPeraparos,
0COOEHHOCTH B3aUMO/IEHCTBUSI ¥ COBMECTUMOCTH KOTOPBIX COTJIACHO MHCTPYKIUSIM TIO
WX TIPUMEHEHUIO0 TIPUBOJSAT K CHIDKEHUIO 3(GGEeKTUBHOCTH U 0e30MacHOCTH
(apmakoTeparnuu 1 (WIK) CO3/AAIOT TOTEHIMATIbHYI0 OMACHOCTh /ISl )KU3HU U 3/10POBbSI
naijeHTa.

<1> Pacnopsbkenure ITpaBurenbctBa Poccuiickoit ®eneparyn ot 7 gekabps 2011 . N
2199-p (CobOpanue 3akoHojarenbcTBa Poccuiickort @eneparum, 2011, N 51, ct. 7544,
2012, N 32, cT. 4588).

B ykasaHHBIX C/lyyasix Ha3HaueHWe JIeKapCTBEHHBIX IpenapaToB (UKCUPYeTCs B
MeULIMHCKUX I0OKYMeHTaXx TaleHTa U 3aBepsieTcs TIOANMChI0 MeJULIMHCKOro paboTHHUKA
Y 3aBe/lylolllero OTjerleHMeM (OTBETCTBEHHOIO [€KypHOIO Bpaya WA [pyroro
YTOJIHOMOUYEHHOTO JIULIA).

26. MeauLMHCKUY PabOTHUK MeIUIIMHCKOM OpraHW3aliy, PacrioyioKeHHOW B CeTbCKOM
HaCe/JleHHOM IIyHKTe WM HaCe/JleHHOM IIyHKTe, pAacClOJI0KeHHOM B YAa/JeHHbIX U
TPYAHOZOCTYITHBIX MECTHOCTSIX, OCYLLeCTB/IIeT Ha3HaueHVe JIeKapCTBeHHbIX IperapaTroB
B CJIyuasix, YKa3aHHbIX B MyHKTax 25 U 27 Hacrosuero Ilopsiaka, efuHOMMYHO. (B pef,.
ITpukasa Munszapasa P® ot 30.06.2015 N 386H)

27. Tlo pemieHrio BpaueOHOW KOMHCCHH TIAL[MEHTaM TIPH OKa3aHWHd UM MeAUL[MHCKON
IIOMOLM B CTALMOHApHBIX YCJIOBUAX HA3HA4YarOTCsl JleKapCTBeHHble IIperaparbl, He
BK/IFOUEHHBbIe B TlepeueHb JKM3HEHHO HeOOXOAWMBIX W Ba)KHEMIIMX JIeKapCTBEHHBIX
rpernapaTtoB, B CJlyuae MX 3aMeHbl M3-3a WHAUBH/YyaJbHOM HelepeHOCUMOCTH, [0
JKA3HEHHBIM [10Ka3aHUsAM.

Pemiennie BpauebHOM KOMUCCHM (DUKCUPYeTCsl B MEJULMHCKUX JOKyMeHTaX TaljieHTa U
)KypHase BpaueOHOW KOMHUCCHU.

28. B ciyuasx oOciieoBaHUs W JieueHUs] PaKJAHMHA B CTALMOHAPHBIX YC/IOBUSX B
paMKax MpefoCTaB/ieHus] MeJULIMHCKMX YCIyr Ha BO3Me3[JHOM OCHOBe 3a CYeT JINYHbIX
CpefCTB IpaXk/iaH, CPesiCTB IOPUANYeCKUX JIML| U MHBIX CPeJICTB Ha OCHOBAHWHU JI0T0BOPa,
B TOM YHCJie J0roBopa /100pOBOJIBHOTO MEJUIIMHCKOTO CTpaxoBaHUsl <1>, eMy MOTYT
ObITh Ha3HayeHbl JIeKAPCTBEHHbIE TIPerapaThl, He BXOAfAIIMe B TiepedeHb >KMU3HEHHO
HeOOXOIUMBbIX M Ba)KHEMIIIMX JIeKapCTBEHHBIX TIperapaToB, ec/Jd 35TO OTOBOPEHO
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YCJIOBUSIMH [IOTOBOPA.

<1> TlocraHoBnenue I[IpaButenbctBa Poccutickoit ®@eneparun ot 4 oktsadbpsa 2012 . N
1006 "O6 yrBepkgeHuW IIpaBW/I TIpefOCTaB/leHUS MEAWUIIMHCKUMH OpraHU3al[UsIMHU
NIaTHBIX MeauiHCKuX youyr” (CoOpaHue 3akoHOzaTenbcTBa Poccutickoii ®enepariu,
2012, N 41, ct. 5628).

29. B oTAenbHBIX C/lydasx MO pelIeHU0 PYKOBOJAWTE/S] MeJIULIMHCKOW OpraHu3aliuu Mpu
BBITIMCHIBAHWU W3 MeIULIMHCKOM OpraHu3aliuM MaljueHTa, UMeroI[ero COOTBEeTCTBYHOL1e
MeUIIMHCKIE TI0KAa3aHUs U HaIPaB/IsieMOro JIJisl TIPOZIOJKeHUsT JiedeHsT B aMOy/TaTOPHBIX
YCJIOBUSIX, MOTYT Ha3HAUaThCsl MO0 BbIZABAaTbCSI OIHOBPEMEHHO C BBIMUCKOM U3 UCTOPUU
0osie3HM HApKOTHUYECKWEe U TICUXOTPOITHbIE JIeKapCTBeHHbIe Tperaparbl criuckoB 11 u 111
[TepeuHsi, CWJIbHOZEMCTBYIOILIME JieKapCTBeHHbIe TperapaThl Ha CPOK IMpreMa MaljeHToM
1o 5 nueid. (B pen. [Tpukasza MunszapaBa P® ot 30.06.2015 N 386H)

II1. HazHaueHue U BbIIIMCbIBAHUE JIEKAPCTBEHHBIX
npernaparoB MPH 0Ka3aHNH MePBUYHOU MeIUKO-CAHUTAPHOM
MOMOILM, CKOPO MeJUIMHCKOM MOMOIIHM U Na/UTHAaTUBHOU
MeUIJMHCKOH MOMOIIU

30. Ilpu oKa3aHuUM TI€EPBUYHOM MEAUKO-CAHUTAPDHOW TIOMOL[M W MNa/JTMaTUBHOMU
MeJUIIMHCKOM TIOMOIIM B aMOy/aTOPHBIX YC/IOBUSIX Ha3HaueHWe W BBITMChIBaHUE
JIeKapCTBEHHBIX TIPerapaToB OCYIIeCTB/SETCS MEeAMIMHCKUM PaOOTHMKOM B CJTyuasix
TUTMIMYHOTO TeueHUs 3abosieBaHMs TIAllMeHTa WCXOAs W3 TSDKeCTH U Xapakrepa
3abo0sieBaHUsl.

31. Ha3HaueHMe U BBINMChIBaHHE JIeKaPCTBEHHBIX IPerapaToB 10 pelleHrI0 BpaueOHOM
KOMUCCHM TPU OKa3aHWW TepBUYHOW MeJUKO-CAaHWTapHOM IIOMOLIM, MaJlJuaTUBHON
MeJULIMHCKOW TIOMOIIM B aMOy/IaTOPHBIX YC/IOBHSIX TTPOU3BOAUTCS B C/TyUasX:

1) omHOBpeMeHHOro Ha3HaueHWsi OJHOMY TIAlIUeHTy TISITU U Oosiee JieKapCTBEHHBIX
rperiapaToB B TeUyeHHWe OJHUX CYTOK WM CBBILIE AeCSTU HalMEHOBaHUM B TeueHUe
OJJHOTO MecsLa;

2) Ha3HaueHWs JIeKAapCTBEHHBIX IperapaTtoB IMPU HETHUITUUYHOM TeueHHH 3abo0/ieBaHus,
Ha/IMYMK OCJIOKHEHUH OCHOBHOTO 3abosieBaHUs U (MM) COIMYTCTBYIOLIUX 3a00/1eBaHUM,
TPy Ha3HaueHWM JIeKapCTBEHHBIX TIperapaTtoB, OCOOEHHOCTH B3aUMOJENCTBUS U
COBMECTHUMOCTH KOTOPBIX COIJIACHO WHCTPYKLMSM [0 WX TIPUMEHEHUI0 TIPUBOAAT K
CHIWKEHMIO 3(G¢eKTUBHOCTH W 6Oe3omacHOCTH (apMakoTeparid U (WIM) CO3JaloT
MOTEHIMA/TFHYI0 OMACHOCTb /IJIS )KU3HU U 3[J0POBbSI TIALINEHTa;

3) NepBUYHOrO Ha3Ha4yeHWs MaleHTy HApKOTUUeCKUX U IICUXOTPOITHBIX JIeKapCTBEHHBIX
npeniapatoB  crvckoB Il w III TIlepeuns (B cjyyae NIpUHATHS PYKOBOZAUTE/EM
MeJULIMHCKOW OpraHu3aliy pellleHHss O HeoOXOJUMOCTH COITIaCOBaHWsI Ha3HAYeHUs
TaKUX JIeKapCTBEHHBIX TIperapaTtoB C BpaueOHOW Komuccueli). (B pex. Ilpukasa
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Mumn3paBa PO or 30.06.2015 N 386H)

32. Ha3HaueHuWe M BbINMCbIBAaHHME HAPKOTUYECKUX W TICUXOTPOITHBIX JIeKAPCTBEHHBIX
nperiapatoB cnuckoB II u III IlepeuHss mpowsBOAMTCA TMaLeHTaM C BbIpaXkKeHHBIM
OoseBbIM CHHAPOMOM JIIOOOrO TeHe3a, a TakKe TMalydeHTaM C HapylleHueM CHa,
CYZIOPO’KHBIMH COCTOSIHUSIMH, TPEeBOXXHBIMU pacCcTpouCTBaMH, bobusmu,
TICUXOMOTOPHBIM BO30y’KZIeHHeM CaMOCTOSITe/TbHO MeAULIMHCKAM paboTHUKOM Jbo
MeJULIMHCKMM pabOTHUKOM TI0 pelleHHI0 BpaueOHOW KOMUCCHU (B CJIy4yae TIPUHSTHS
PYKOBOJUTe/IeM MeJULIMHCKOW OpraHM3alliu pellleHusi 0 HeoOXOJUMOCTH COTIaCOBaHUS
MepBUYHOTO Ha3HaYeHUs TaKMX JIeKapCTBEHHBIX TIPeriapaToB ¢ BpaueOHOM Komuccueid). (B
pen. [Nprkaza MunzgpaBa P® or 30.06.2015 N 386H)

33. Ilpy oOKka3aHuMM CKOPOW MEJMLIMHCKOM TIOMOLM JIeKapCTBeHHble Ipernaparsl
Ha3HAYalTCd MeJUIMHCKUM pabOTHUKOM BbIe3ZHOW Opuraibl CKOpPOM  TOMOLLH,
MeJULIMHCKMM pPabOTHUKOM MeJWLIMHCKOW OpraHM3alliy TIPY OKa3aHWUM MeJULIMHCKOU
TIOMOIIIY TPakJaHaM TpH 3a00/1eBaHUSIX, HeCUACTHBIX CJIy4asix, TPaBMaX, OTPaB/lIeHUsIX U
JIPYTHX COCTOSIHUSIX, TPeOYIOIUX CPOYHOTO MEAULIMHCKOTO BMeIllaTe/TbCTBa.

IV. HasHaueHue U BbINMCBIBaHHE JIEKAPCTBEHHBIX IPernaparoB
rpakJjaHaM, MMeIoIMM IIPaBo Ha OecrnyiaTHoe Mo/yYyeHHe
JIEKapPCTBEHHBIX MpenaparosB WiIH I10/yYyeHHe IeKapCTBeHHbIX
MpenaparoB CO0 CKU/IKOM, B paMKaX OKa3aHUs UM MePpBUYHOM
Me/JMKO-CAaHUTAPHOU MOMOLIM

34. Ha3naueHve U BBIIUCHIBAHKE JIEKAPCTBEHHBIX IIperaparoB IpakjaHaM, WMeHOIUM
npaBo Ha OecrilaTHoe TIO/lyuyeHHWe JIeKapCTBEHHBIX TIperiapaTtoB WM IOy4eHHe
JIEKapCTBEHHBIX IIperaparoB CO CKMJKOW, IPU OKa3aHWW KM IIePBUYHOM Me[UKO-
CaHWTApHON TIOMOILM OCYIIEeCTB/ISeTCS MeAWLMHCKAM pabOoTHMKOM B  C/Iydasix
TUMAYHOTO TeueHWs 3a0bosieBaHUs TALMEHTa WCXOAs W3 TSKECTH U XapakTepa
3abos1eBaHUsT COIVIACHO YTBEP)KAEHHBIM B YCTAHOBJIEHHOM IIOpsiike CTaH/apTam
MeIULIMHCKOW ITOMOIIH, B TOM YMCJIE:

1) oTaenbHBIM KaTeropusiM rpaXkaH, UMeIIUM TMPaBo Ha Io/ydyeHre roCyjapCTBeHHOM
COL[Ma/IbHOM TIOMOIIM B BHZle Habopa COLMa/IbHBIX YCIYT, B COOTBETCTBHUH C TIEPEUHEM
JIeKapCTBEHHBIX TIperapatoB [Jjid MeOULMHCKOTO TpHMEeHEeHusi, B TOM 4YHCJie
JIEKapCTBEHHBIX TIpernapaTtoB [Jjis MeAULMHCKOTO TpUMeHeHUsl, Ha3HauaeMbIX IO
pellieHnI0 BpaueOHbIX KOMHUCCHM MeAMLIMHCKUX opraHu3auuii <1>; (B pex. Ilpukasa
Mumn3gpaBa PO or 30.06.2015 N 386H)

<1> Pacnopstkenne IlpaBurennsctBa Poccuiickoit ®eneparu ot 30 gekabpsi 2014 . N
2782-p "OO yTBepXKAEHHWU TIEpeUHs JKU3HEHHO HEOOXOJUMBIX ¢  BaKHEMIIUX
JleKapCTBeHHbIX TiperiapatoB Ha 2015 roj, a Takke TmepeuHell JieKapCTBEHHBIX
rpernaparoB [Jid MeAULMHCKOTO TIPUMEHeHWsT W MWHUMAaJbHOIO aCCOPTHMMEHTA
JIeKapCTBEHHBIX TIperaparoB, HeOOXOAWMBIX [/Isi OKa3aHUS MeIULIMHCKOW TOMOIHU"
(Cobpanue 3akoHozarenbcTBa Poccuiickor @eneparun 2015, N 3, cr. 597). (B pea.
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[Tpuka3za MunszapaBa P® ot 30.06.2015 N 386H)

2) TpakaHaM, CTPaZIAlOI[UM 3/I0KaueCTBeHHbBIMA HOBOOOpPA30BaHUSMU JTUMQOUIHOM,
KDOBETBODHOW UM  POJACTBEHHBIX UM TKaHed, remoduaved,, MyKOBHUCIH/030M,
runodu3apHbIM HaHU3MOM, Oose3Hbpt0 [OIle, pacCcessHHBIM CKIEpO30M, a TaKxkKe
rpax/aHaM TI0C/je TpPAHCIUIAaHTAllMd OpraHoB W (W/iIM) TKaHell, B COOTBETCTBUU C
MepevyHeM 1IeHTPa/IM30BaHHO 3aKyIaeMbIX 3a CueT CpeAcTB (eaepanbHOTO OrofpKeTa
JleKapCTBEeHHBIX MperaparoB, yTBep>kgaeMbiM [IpaBurensctBoM Poccutickoit depepaiivy;

3) rpakzaHaM, UMEeIOLUM TIPaBO Ha MOJyueHHe JIeKapCTBEHHBIX TperapaToB OecriaTHO
WM TIO/yueHHe JieKapCTBEHHBIX IperapaTtoB CO CKWAKOM 3a CUeT CpefACTB OOmKeToB
cyonekToB Poccuiickoii defeparii, B COOTBETCTBUHM C IlepeuHeM rpymin HaceaeHUs |
KaTeropuii 3aboneBaHui, TIpU amOy/laTOPHOM JIeYeHWM KOTOPBIX JieKapCTBeHHbIe
CpefiCTBa W M3JeNusi MeJULMHCKOTO Ha3HaueHWsl OTMYCKArTCs MO peLerntaM Bpauei
becrinatHo, u IlepeyHeM TpyIN HaceneHWs, TIPU amOy/laTOPHOM JIeYeHHU KOTOPBIX
JIeKapCTBEHHbIe CPe/ICTBA OTITyCKAatTCs MO peLierntaMm Bpauei ¢ 50-MpoLieHTHOW CKUKOM,
yTBep>K/leHHbIMU MocTaHoB/IeHHeM [IpaBuTenbcTBa Poccutickoit @enepanyiu ot 30 utosst
1994 r. N 890 <1>; (B pen. [Ipuka3za Mun3sapasa P® ot 30.06.2015 N 386H)

<1> Cobpanue 3akoHOzaTenbcTBa Poccuiickort ®@eneparyn, 1994, N 15, ct. 1791; 1995,
N 29, ct. 2806; 1998, N 1, cT. 133, N 32, cT. 3917; 1999, N 14, cT. 1724, N 15, cT. 1824,
2000, N 39, ct. 3880; 2002, N 7, cT. 699.

4) rpakiaHam, CTPAJIAIOIMM  JKHU3HEYTPOXKAIOLUMMA M XPOHWYeCKUMHU
MPOTPeCcCUpYIOLMMU  pefKUMK  (OpdaHHbIMK) 3ab0/ieBaHUSIMM, TIPUBOJSAIIMMU K
COKpAIlleHUI0 MPOZ0/DKUTETBHOCTH JKU3HU IpaXk/aH U UX MHBAIUAHOCTU <1>. (B pep.
[Tpukaza Munszapasa P® ot 30.06.2015 N 386H)

<1> IlocranoBnenue IlpaButensctBa Poccurickon ®Pepepanum ot 26 anpens 2012 . N
403 "O nopsagke BeneHusi DenepanbHOrO  perucTtpa  JML, — CTPajaroluXx
JKU3HEYTPOXKAIIIUMUA U XPOHUUECKUMU TPOrPeCcCUPYIOLIMMU peJKUMU (opdhaHHBIMU)
3aboeBaHUsIMU, TIPUBOZSILLUMU K COKPALLeHUIO TIPO/IO/DKUTEIbHOCTH YKU3HU IPaXkaH U
VWX WHBaJMHOCTH, W €ro peruoHanbHOro cermeHra" (CoOpaHue 3aKOHO/ATeThCTBA
Poccutickoit @epepanuu, 2012, N 19, ct. 2428; N 37, ct. 5002). (B pen. Ilpukasa
Mumn3gpasa PO or 30.06.2015 N 386H)

35. IIpaBo BBINMCHIBATH peLieNThl HAa JIEKAPCTBEHHbIE Tpernaparbl rpakJiaHaM, UMeOLLUM
mpaBo Ha OecrylaTHOe TIONy4YeHHe JIeKAPCTBEHHBIX IIperapaTtoB WK IO/yueHHe
JIEKapCTBEHHBIX MperapaToB CO CKU/IKOM, TaK)Ke UMEIOT:

1) ™emuiuHCKHMe pabOTHUKM, paboTamle B MeJUIIMHCKOW OpraHU3al[ul  I10
COBMECTUTE/TLCTBY (B Mpejiesiax CBOel KOMIEeTeHLUN);

2) MeIMIIMHCKYEe PaOOTHUKU CTALMOHAPHBIX YUPEXKIEHUH COLMATbHOTO 00CTyKUBaHUS U
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WCIIpaBUTE/TbHBIX YUpeXKJeHnl (He3aBUCMMO OT BeZIOMCTBEHHOM TPUHA/I/Ie>KHOCTH);

3) MeAULIMHCKHE PAOOTHUKY MeAMLIMHCKUX OpraHu3alvii, OKa3bIBAIOLUX MeJULIMHCKYIO
[OMOLLb B CTallAOHApHBIX YC/IOBUAX, B CJlydae, IIpeyCMOTPEHHOM IIyHKTOM 29
Hacrosero [Topszka;

4) MegUIMHCKWE pPabOTHUKM MEIUIIMHCKUX OpraHW3alidi, OKa3bIBAIOIIUX IEePBHUUHYIO
MeJIMKO-CAaHUTApHYI0  TIOMOII[b,  TIO/IBEIOMCTBEHHbIX  (eJepa/ibHbIM  OpraHam
WCTIO/THATE/IbHOW BJIACTU WM OpraHaM MCITOJTHUTETbHOM BIaCcTH CyObeKTOB PocCHiicKoi
®deneparuu:

a) TpakJaHaM, pacxoAbl Ha OecIlaTHOe JieKapCTBeHHOe obecrieyeHHe KOTOPBIX B
COOTBETCTBUM C 3aKOHOZATEe/NLCTBOM Poccuiickoit denepariiy MOKPLIBAIOTCS 3a CUET
cpeacTB (eepanbHOTO OIOKETa;

0) MHBIM KaTeropusiM Tpa)k[jaH, pPacxofibl Ha OecrylaTHOe JieKapCTBeHHOe obecrieueHre
KOTOPBIX B COOTBETCTBUU C 3aKOHO/|aTellbcTBOM Poccuiickort @ejiepaliuyl MOKPHIBAIOTCS
3a CueT CpeACTB OMOKETOB pa3/MUHBIX YPOBHeH M 00s3aTe/IbHOTO MeJULIMHCKOTO
CTpaxOBaHUS;

5) wuHAVWBUAYya/lbHble TpeANIPUHUMATENM, 3aHUMAoIIMecss YaCTHOW MeJULIMHCKON
MPAKTUKOW M BK/IOUEHHble B peecTp MeAULIMHCKUX OpraHu3alivii, OCYIIeCTBISIOLIUX
JlesiTesTbHOCTD B cpepe 006s13aTe/IbHOT0 MeJULIMHCKOTO CTPaXOBaHMUS.

36. He pomnyckaeTcs BbINMCbIBAHWE PELIENITOB Ha JleKapCTBEeHHbIe IIperiaparbl [
7eyeHUs] TpaK/laH, HUMeIOIUX TpaBo Ha OecriaTHOe TOy4YeHUe JeKapCTBEHHbBIX
rperniapaToB WIX TOJlyuyeHVe JIeKapCTBEHHBIX IperaparoB CO CKUAKOM, MeJULMHCKUMU
pabOTHMKaMM CaHATOPHO-KYpPOPTHBIX OpraHW3alliii, MeAWUIMHCKUMU pabOTHUKaMU
MeJIMLIMHCKUX OpraHu3al{ii, OKa3bIBatoIMX MeJULIMHCKYIO MOMOLLb CTalMOHAPHO W B
YCJIOBUSIX IHEBHOI'O CTALlMOHApA, 3a UCK/IF0UeHHeM C1ydasi, IpeflyCMOTPEHHOI'0 IyHKTOM
29 Hacrosero ITopszka.

37. Ilpy BBINUCHIBAHWY peLIeNTOB Ha JieKapCTBEeHHbIe Mperaparsl /s JieueH!sl TPak/aH,
MMeIIIMX TMpaBo Ha OecruilaTHoe TIOMy4yeHHe JieKapCTBEHHBIX TIperapaToB WM
MojIyyeHre JleKapCTBEeHHbIX TperapaToB CO CKU/KOM, yKa3bIBaeTCsli HOMep TesedoHa, o
KOTOPOMY PabOTHMK arTeuyHoW opraHu3alvy NPy He0OXOJUMOCTH MOKET COT/IacoOBaTh C
MeJULIMHCKUM PabOTHUKOM CHHOHHMHUECKYIO 3aMeHY JIeKapCTBEHHOTO Tperapara.

38. Ha penenrtypHom 61aHke dopmbl N 148-1/y-04(1) u dopmel N 148-1/y-06(1) perent
BBIMIMCHIBAETCSI MEAUIIMHCKUM PAaOOTHUKOM B JIByX 3K3eMIUIsIpaxX, C OAHUM 3K3eMILISIPOM
KOTOPOTO Tal[eHT o0palliaeTcsi B anTeUHyH OpraHM3aluio. BTopoii sK3eMIuisip perenTta
npuoOITaeTCss K MeAUIMHCKOM KapTe mauyeHTa. (B pex. Ilpwkasa Mwun3gpaBa PO ot
30.06.2015 N 386H)

39. HapkoTuueckue 1 MICUXOTPOITHbIE JIeKapCTBeHHbIe Tpernaparhl crucka II TTepeuns (3a
VCK/TFOUeHNeM JleKapCTBEHHBIX MpernapaToB B BHZle TPaHC/epMasbHbIX TepareBTHUueCKUX
CUCTeM, a TakXKe JIeKapCTBeHHbIX IpernapaToB, COAep KallliX HapKOTUYeCKOe CpPe/iCTBO B
COYeTaHUM C aHTarOHWCTOM OMUOM/HBIX PeLIeNTOPOB) J/Is JIeUeHUs! FpaXk/iaH, UMeroIrX
npaBo Ha OecryiaTHOe TIONy4YeHHe JIeKapCTBEHHBIX IIperiapaTtoB WK TO/yueHUs
JIeKapCTBEHHBIX MperapaToB CO CKU/IKOM, BbIMUCHIBAKOTCS Ha CrieLdalbHOM peLieNTypPHOM
OraHke Ha HApKOTHUECKOe CpeACTBO U TICUXOTPOITHOe BeIllecTBO, K KOTOPOMY
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JIOTIOJTHUTETbHO BBITIMCHIBAOTCS PELIeNThI B IBYX K3eMIUIsIpaxX Ha pelienTypHoM OsiaHKe
tdopmer N 148-1/y-04 (n) umu dopmel N 148-1/y-06 (11). (B pea. I1pukazoB MuH3apaBa
P® ot 30.06.2015 N 386H, ot 21.04.2016 N 2544, ot 31.10.2017 N 882H)

40. HapkoTHueckue U MCUXOTPOITHbIE JiIeKapCTBeHHbIe mnpernaparbl coucka II [Tepeuns B
BHJle TpaHCJepMa/bHbIX TepareBTUUeCKUX CHCTeM, HapKOTHYeCKHe JIeKapCTBeHHbIe
npenapathbl crivcka Il Ilepeuns, copepykaiyie HAQpKOTUYECKOE CPeJCTBO B COYETAaHHU C
aHTarOHWCTOM OIMMOMJHBIX PeLIeNTOPOB, IICUXOTPOIIHbIE JIeKapCTBEHHbIe IIperaparsl
civicka II1 TlepeuHs, uHBIe JieKapCTBeHHbIe CpPeACTBa, IOZJIeXKallye IpegMeTHO-
KOTMYeCTBEHHOMY yUeTy, JieKapCTBeHHbIe TMperaparel, o0syajaromye aHaboIuuecKoi
aKTUBHOCThIO, KOMOMHUPOBaHHbIE JIeKapCTBeHHbIE Tperaparkl, yKa3aHHble B MOAMYHKTe
4 nyHKTa 9 HacTos1lero rnops/jka, IpejHa3sHaueHHble [/1s1 JIeYeHNs] TPaK[aH, UMeOLNX
rnpaBo Ha OecryiaTHOe TIOy4YeHHe JieKapCTBEHHBIX IIperapaTtoB WK I0/yueHHe
JIeKapCTBEHHBIX TIPerapaToB CO CKH/KOM, BBITIMCHIBAIOTCS Ha perjentypHoM OmaHke N
148-1/y-88, K KOTOpOMY [OTOTHUTE/ILHO BBIMMCHIBAIOTCS PELIeNThl B ABYX 3K3eMIUIIpax
Ha perjeritypHoM 67aHke ¢opmer N 148-1/y-04 (1) uma dopmbr N 148-1/y-06 (1). (B peg.
[Ipuka3oB Mun3zgpasa P® ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, or 31.10.2017
N 882n)

Ilpunodcenue N 1

K IIopsioKy Ha3HaueHust U 8bINUChIBAHUS]
JleKapCcmeeHHbIX npenapamos,
ymeepiOeHHOMY NPUKA30M
Mun3odpasa Poccuu

om 20 dekabps 2012 2. N 11751

[IPEJIEJIBHO JJOITY CTUMOE KOJIMYECTBO
OTJE/IBHBIX HAPKOTUUYECKUX U
IICXOTPOITHBIX JIEKAPCTBEHHBIX
IIPEIIAPATOB JIJISI BRINNCHIBAHMS HA OUTH
PEIENIT

(B pen. ITpukasza Mun3zapaBa P® ot 31.10.2017 N 882H)

N /o MexxnyHapoaHoe ®dopmMa BBITTyCKa U KomuuecTtBo
HeraTeHTOBaHHOe [03pPOBKa
HavMeHOBaHUe
HapKOTHUYeCKOro U
TICUXOTPOITHOTO
JIEKaPCTBEHHOI'0
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CpeJicTBa

1 bynpeHop¢uH + TabneTku 60 TabseTok (yrakoBKa,
HasiokcoH cyonuarBasibHbie 0,2 Mr [KpatHast N 20)
+ 0,2 MT
2 byripenopdyH PacTBop /11 uHbeKMM, |30 amrtys (LLnpuL-
0,3 mr/Mn 1 mn TIOOMKOB)
3 bynpeHopdyH TpaHCepManbHBIN
M/71aCTbIPb
35 MKr/4yac 20 ninacTeipei
52,5 MKI/4ac 10 nytacTeIpen
70 MKr/4ac 5 11acThipei
A JTUruipokozienH Tabnetku
MPOJIOHTMPOBAHHOTO
eMCTBUS
60 mMr 40 TabneTok
90 mr 30 TabseToK
120 mr 20 TabseToK
5 MopduH PacTBOp A/1s1 MHBEKIMM, [20 amrty/ (IIMpHLL-
PacTBOP AJIs1 TIOJKOXKHOTO(TFOOMKOB)
BBe/leHUs
10 mr/mi 1 mnn
6 (OMHOIIOH PacTBOp /1711 TOAKOXKHOI020 amItyJ
KogevH + MopduH + BBeleHUs
Hockarnvu + IlanaBepun (0,72 + 5,75 + 2,7 + 0,36
+ Tebauu + 0,05 mr/min 1 mn
1,44+ 11,5+ 5,4+ 0,72
+ 0,1 mr/mn 1 mn
7 Tpumerniepu = TabmeTku 25 Mr 50 TabeTok
8 [TprMmeniepuavH PacTBop /151 uHbeKMi 20 amitys (LLpUL-
10 mr/mn 1 mn THOOUKOB)
20 mMr/m 1 M
9 MopduH TabsieTKy (Karcysinl)
MPOJIOHTMPOBAHHOTO
eMCTBUS
10 mMr 180 Tabs. (Karc.)
30 mr 60 Tab. (Karc.)
60 mr 40 Tabs1. (karc.)
100 mr 20 Tabn. (Karc.)
200 mr 20 Tabs. (karc.)
10 OxcukozoH + Hanmokcon [TabmeTku
MPOJIOHTUPOBAHHOTO
eMCTBUS

5 Mr + 2,5 mr

100 TabneTok

10 mr + 5 mr

60 TabneTok

20 mr + 10 MmT

10 TabeTok




40 mr + 20 mr 20 TabneTok
11 [Tpocugon Tabnetku 3ameunbie 20 (50 TabneTok
[TpornoHusheHUAITOKCUMT
OTUITTUTIEPUIUH
12 DeHTaHUT [TpaHcepmasibHast
TeparieBTUYecKast
cucTeMa
12,5 MKr/4yac 20 ninacTeipei
25 MKr/4yac 20 ninacTeipei
50 MKr/4ac 10 nytacTeIpen
75 MKr/4ac 10 nytacTeIpeit
100 MKr/uac 10 niacTbIpen
13 DeHTaHU [Tabs1eTKY MOBSI3bIUHBIE
0,1 mr, 0,2 mr, 0,3 mr, 0,4 [50 TabmeTok
mr, 0,6 mr, 0,8 mr
14 byTopdanon PacTBop A/ uHbeKuil 20 amryn
2 mr/mi 1 mu
15 Hanbydux PacTBOD /1/151 UHBEKLIUH
10 mr/m 1 m 50 ammysn
20 mr/mn 1 M 25 amrys
16 DeHOOApOUTAT [Tabmetku 5 mr, 50 mr; 50 TabneTok

100 mr

Ilpunoocenue N 2

K Ilopsi0Ky Ha3HaueHust U 8bINUCHIBAHUS

JleKapcmeeHHbIX Npenapamos,

ymeepofcaeHHOMy npukasom

Mun3odpasa Poccuu

om 20 dekabps 2012 2. N 11751

PEKOMEH/IOBAHHOE KO/IMYECTBO

OTAE/IBHBIX JIEKAPCTBEHHBIX ITPEITAPATOB
JJISA BBITIMCBIBAHUSA HA OUH PEIEIIT

(B pen. ITpuka3zoB Mun3zapasa P® ot 30.06.2015 N 386H, ot 21.04.2016 N 254H)

N /it HavmeHnoBaHue ®dopMa BbIITyCKa U Konnuectso
JIeKapCTBEHHOT0 J03UPOBKa
rpernapara
1. KoMOHMHUpPOBaHHBIE Bce jiekapCTBeHHbIe He Oostee 0,2 © <*>
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neKapCTBeHHbIe
rperaparsl, co/ieprKalijye
KOZIeHH (COJIM KOJleMHa)

(bopMbI

Mperaparhl, COJeprKaliye
(heHUTTPOTIAHOMAMUH U
MoIIeKaIe

2. OdenpunHa rugpoxaopuz, [[lopoiok 0,6
1 apyrye conu 3dheaprHa
3. TeodenpuH, Teodeapun- [TabmeTku 30 Tabm.
H, Heo-Teodenpun
4. ConyTaH PactBop 50 mn, 30 M1 (1 dtakoH
5. Cria3MoBepasiruH, [TabnmeTku 50 TabsI.
CniasmosepanruH-Heo
6. [pyrue Bce siekapcTBeHHBIE 1 ynakoBka
KOMOWHHPOBaHHbIE (bopMbI
lTeKapCTBEHHbIE
rperiapaThbl, COfiepKalliyie
BdeapuHa rUpOX/I0pUs
1 TIOof/IexKallye
rpeJMeTHO-
KOJIMUeCTBEHHOMY yUeTy
7. KoMOMHHpOBaHHBIE Bce yiekapcTBeHHBIE 1 ynakoBka
l1eKapCTBEeHHbIE (bopmbI
rperapaThl, Coiep>Kalliyie
rceBi03(eapriHa
CUIPOXJIOPUJ, U
rozjieskarye
rpesMeTHO-
KOJINUe CTBEHHOMY YueTy
8. Knonuaua [Tabnetku 0,075 mr; 0,15 (1 yrakoBKa
MT
PacTBOp /1/151 UHBEKIMM (1 yrlakoBKa
0,1 mMr/mn
Kartu rnasueie 0,125%, [5 THOOMK-KareabHHI]
0,25%, 0,5% pacTBOp
0. UlekapCTBeHHbIE Bce lekapCcTBeHHbIe 1 ynakoBka
rperaparsbl, 06/aaromme(hopMbl (3a UCKTHOUeHEeM
aHabosue cKoit ITeKapCTBeHHBIX (hOpM
AKTUBHOCTBIO (B 7151 HAPY>KHOT'O
COOTBETCTBUM C MPUMEHEeHHs - TeJly,
OCHOBHBIM KpeMbI, Ma3u)
(hapmakosiorrnuecKum
eliCcTBHEM)
(B pex. [pukaza MunsapaBa P® ot 21.04.2016 N 254H)
10. KoMOMHHpOBaHHBIE Bce yiekapcTBeHHbIE 1 ynakoBka
l1eKapCTBEHHbIE (bopMbI
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OMy VUeTy

MmpeIMeTHOKO/INYeCTBEHH

[To3uuums 11. - YTparuna cuiy.

(B pes. ITpuka3za Mun3zapasa P® ot 30.06.2015 N 386H)

12.

ben3ob6apbuTan

Tabmetku 50 mr, 100 mr

1 ynakoBka

13. [ IpuMy0H

Tabmerku 125 mr, 250 mMr

1 ynakoBka

<*> [Ipy BBINMCBIBAHMU U OTIIyCKe JIeKAPDCTBEHHOIO Mperapara, COZep’kalllero Coiv

KOJerHa, ITIPOMU3BOAUTCA IMepecyeT Ha KOAerH OCHOBaHHe.

Ilpunoxcenue N 3

K ITopsiOKy Ha3HaueHus U 8bINUCHIBAHUS

JleKapcmeeHHbIX Npenapamos,
ymeepocOeHHOMY NPUKA3om
Mun3zdpasa Poccuu

om 20 dekabps 2012 2. N 1175H

CnpagouHo

JOIIY CTUMBIE K NCITIO/Ib3OBAHUIO
PEIIEIITYPHbBIE COKPAHIEHUSA

Cokpaienue
aa
ac.acid.
amp.
aq.
aq. destill.
but.
comp., Cps
D.

D.S.

D.t.d.

Dil.
div.in p.aeq.

[TonHoe HanvcaHue
ana
acidum
ampulla
aqua
aqua destillata
butyrum
compositus (a, um)
Da (Detur, Dentur)

Da, Signa Detur, Signetur

Da (Dentur) tales doses

dilutus
divide in partes aequales

ITepeBog,
T10, TIOPOBHY
KUCJI0Ta
amrysa
BOZIA

JUCTU/TMPOBaHHAs BOJA
MacJsio (TBepzoe)

CJIO’KHBIU

Brigali (mycTb BbIJJaHO, MTyCTh
OyzeT BBIZIAHO)

Beigaii, 0603Haub

[Tyctb OyzeT BbIZaHO,
0603HaueHo

Beigaii (TTycts OyayT BbIaHbI)
TakKue J103bl

pa3Be/leHHbIN

paszesiv Ha paBHbIe YacTU
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extr.

qtt.
inf.

in amp.
in tabl.
lin.

lig.

m. pil.

M.

N.

ol.
past.
Ppl.
p.aeq.

ppt.,praec.

pulv.
q.s.

r.,rad.
Rp.
Rep.

rhiz.

sem.
simpl.

Sir.

sol.

supp.
tabl.

t-ra, tinct.
ung.

Vitr.

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

9KCTPAKT, BBITSDKKA
ITyctb obpa3syercs
(o6pasyrorcs)

Karuisi, Kariu

HacTou

B aMITy/ax

B TabneTkax

)KUJIKast Ma3b
JKUJIKOCTD

TMIUTIOJ/IbHAsE Macca
Cwmematii (TTycts Oyzmet
CMelllaHo)

YKCTIOM

Macsao (KUJKoe)

racra

TTUJTEOJISE

paBHbIe YaCcTH
Ocaxk/1IeHHbIM
IToporuok

CkonbKo moTpebyeTcs,
CKOJIBKO HaJIo

KOpeHb

Bossmu

[MoBTopu (ITycTh Oyzmet
TIOBTOPEHO)
KOpHeBHUIIIe

O6o3Hausb (ITyctb OygeT
0003HaueHo)

cemst

TIPOCTOU

cuport

pacTBop

CBeua

TabneTka

HacToMKa

Ma3b

CKJISTHKA

Ilpunoowcenue N 2

K npuka3zy MuH3dpaea Poccuu

om 20 dekabps 2012 2. N 1175H



PELENTYPHbIA BJIAHK

(B pen. MNpukasa MuH3gpaBa P® OoT 30.06.2015 N 386H)

MMHUCTEPCTBO 34paBoOXpPaHeHund

Poccuiickoin depepauunmn
805

na
HanmeHoBaHue (wTamn)

MEeAULUMHCKON opraHusaumm

aHeHuns

N 1175H

PELUENT
20 .,

Kog ¢opmel no OKYA 3108

MeauUMHCKas [AOKYMeHTal,

dopma N 148-1/y-88
yTBepxgeHa npukasom

MUHUCTEpPCTBA 34pPaBOOXpP

Poccuiickon depepauunmn

OT 20 pgekabpsa 2012 r.

(paTa BbLIMUCKK peuenTa)

N=T OO
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(B3pOC/bIi, AETCKUA - HYXHOE MNOAYEPKHYTb)

®.N.0. nauueHTa

(nonHOCTLI)
Bo3pacT

Afpec WM HOMep  MeAMUMHCKOW  KapTbl  nauueHTa,
yawouwero
MEeAVLMHCKYK Momollb B ambynaTopHbIX YC/OBUAX

nony

®.N.0. nevyauwero Bpaya

(NonHOCTLI)

Mognucb N nNu4yHas nevyaTb
nedauero spa4va
M. M.

PeuenTt pgencTtBuTeneH B TeyeHune 15 gHen

PELENTYPHbIA BJIAHK <*>



(B pep. MNpukasa MuH3gpaBa P® OoT 30.06.2015 N 386H)

MWHUCTEPCTBO 34paBOOXpaHeHuns
Poccuinickoin depepauunmn

na
HanmeHoBaHue (wTamn)
MEeAVUUNHCKONM opraHu3aunn

aHeHuns

N 1175H

(B3pocChnbli, AeTCKui
n n

Kog ¢opmbl no OKY[
Kog yupexpgeHusa no OKIIO

MeAnUMHCKas [AOKyMeHTall,

dopma N 107-1/y
YTBepxaeHa npukasom
MMHucTepcTBa 34paBOOXpP

Poccuiickoin degepauunmn
OT 20 pekabpsa 2012 r.

- HYXHOE MNOAYEPKHYTb)

20 r,

®.1N.0. nauueHTa

Bo3pacT

®.N.0. nevyauwero Bpaya
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NnoAnucb U NNYHAsA nedvaTb
nevauero spava
M.M.

PeuenT pgeicTtBuTeneH B TedeHne 60 gHein, 1 roga (

(HEeHyXHOe 3a4yYepKHYTb) (ykasaTtb Konu
4yecTBO
MecsueB
<*> - ans peuenTypHbIX 6/1aHKOB, M3rOTOBMAAEMBIX M MO
JTHOCTbK

3ano/siHAemMblX C WUCMNO0/Ib30BaHWEM KOMMbIOTEPHbIX TEeXHONOorui, B
BOAATCH

AOMOJIHNTE IbHble  PeKBU3UTHl  (Homep w© (wan) cepus) u  Mec
TO An4

HaHeceHna WTPUX-Koaa.

PELIENTYPHbIA BIAHK

(B pen. MNpukasa MuH3gpaBa PO oT 30.06.2015 N 386H,
OT 21.04.2016 N 254H)

MUHMCTEPCTBO 34paBOOXpPaHeHUs
Poccuiickon depepauunmn
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YTBEPXAEHA

Mpukasom MuHuUCTepcTBa 34pPaBO0OX

paHeHus
Poccuiickon depepauunmn
OT 20 pgekabps 2012 r. N 1
175H
Wramn
Koz

MeAULUMHCKOI opraHusauuu

108805

04(n)

Koa ¢opmbl no OKYJA 3

dopma N 148-1/y-

Kopg Koz
KaTeropmm |HO30/10rn4YecKom
rpaxgaH dopmbl
(no MKB-10)

NcT
OYH
NK
UH
aHC
npo
BaH
na :

(n
oAy
epK
HYT

b)

ben
epa
NbH
bl A

Cy6

% 0
nna
Thl:
(no
nye
PKH
VTb

bec
nna
THO

50%

Koz
NeKapCTBEHHOr 0
cpeacTBa
(3anonHAaeTcA
B anTeyHomn
opraHunsauun)
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bEeK

Poc
cuii
CKO
7
ben
epa
Lmn
3.
MyH
nun
nan
bHbI
n
S S
PELEN 20
T Cep r.
na
N
JaTa
BbIMNC

KW .







Homep MeAWUMHCKOI KapTbl NauuMeHTa, nosydawlero MeauuMHCKY0 n
OMOllb B
aMbynaTOpPHbIX YC/IOBUAX

®.N.0. nevyauwero Bpaya



(kog newvauy
ero Bpava)

Moanuceb un

NnyHaa ney
aTb Bpaya

(dvenbpwepa
)

M.M.

PeuenTt pgenctBuTeneH B TeyeHune 15 gHen, 30 agHeinn, 90 aHen
(HEeHYXHOe 3a4epKHYTb)

-------- (3anonHseTcs cneynasncToM anTeyHol opraHusauun) --

OTNyuweHo no peuenTy: ToproBoe HauMMeHOBaHue
W AO3NpPOBKa:

NlaTa oTnycka: "__" 20__[KonnyecTBO:
r.

MpurotoBun: MpoBepwun: oTnycTun:




Kopewok peuenTypHoro 6naHka Cnoco6 npuUMeHeHus :
HavveHoBaHNe MpofoNXKNTENbHOCTb OH
NleKapCcTBEHHOro npenaparTa: en
flo3npoBKa:
KonndyecTBO NpuemMoB B fAE€Hb: _ P
a3
Ha 1 npuem: e
A .

PELENTYPHbIA BJIAHK

(B pep. MNpukasza MuH3gpaBa PP oT 30.06.2015 N 386H,
OT 21.04.2016 N 254H)

MUHUCTEPCTBO 3A4paBOOXpaHeHus
Poccuiickon degepauunmn

MECTO A1 WTPUX-KOJA

YTBEPXAEHA
Mpukasom MuHUCTepcTBa 34paB0O0OX
paHeHnsa
MeauUMHCKaa opraHm3aunsa Poccuiickon depepaunmu
OT 20 pgekabps 2012 r. N 1
175H

lWTamn
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Kog OFPH

3108805

06(n)

Kog,
KaTeropum
rpaxgaH

Kog
HO30/10MMYEeCKOWA
dopmbl
(no MKB-10)

Kog dopmbl no OKYA

dopma N 148-1/y-

NcT
OYH
NK

bUH
aHC
npo
BaH
na :
1)

bes,
epa
NbH
bli

6o,
pKeT
2)

604,
pKeT
cy6
beK
Ta

Poc
CUii
CKO

bes
epa
Lun

MY H
num
nan
bHbl

% O
nna
Thl
n3

ncT
OYH
nKa
bVH
aHC
npo
BaH
na:
1)

100
D6
2)

50%
(HY
PKHO
e

noz
vep
KHY
Tb)

Pel
enT
nemn
CTB
nte
neH
B T
eue
Hue
15

nHe

30
nHe

90
nHe

(Hy
PKHO

noa
uep
KHY
Tb)
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6o,
KeT
(Hy
PKHO

noa
uep
KHY
Tb)




®.N.0. nauueHTa

OSD=TITO




T OE Q £ ol O X

Homep MeAMLUUVHCKOW KapThl MauueHTa,
omMollb B
aMmbynaTOpHbIX YC/TOBUSAX

nosiyyawiero MeguuuHCKYyw n

®.1.0. nevawero Bpava

XM IO 3D W~
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Kopewok PELENTA Cepus

Cnoco6 npuUMeHeHus :

MpoAO/MKNTENbHOCTb
BEHHOI O

KonnyecTtBO MNMpUemMoB B [A€Hb:

Ha 1 npuem:

AHeli HanmeHoBaHue nekapcT
pa3z npenapaTa:

en. Jo3unpoBKa:

Ilpunoxcenue N 3
K npuka3y MuH30paea Poccuu
om 20 dekabps 2012 2. N 1175H

ITOPALOK O®OPMJIEHUSA PELHEITTYPHDBIX
B/IAHKOB HA JIEKAPCTBEHHDIE ITPEITIAPATHI,
NX YUETA 1 XPAHEHUSA

(B pen. ITpuka3zoB Mun3zapasa P® ot 30.06.2015 N 386H, ot 21.04.2016 N 254H)

I. OdopMmiieHHe penenTypPHBIX 0/IAHKOB

1. Ha peuentypHbix 6/aHkax ¢opmel N 107-1/y, He umeroumx HOMep U (W/IH) CEpUIO,
MeCTO [Jis HaHeceHuUs WITpux-kKoAa, N 148-1/y-88, N 148-1/y-04(1) u N 148-1/y-06(s1) B
JIeBOM BepXHEM YTy IPOCTaB/ISeTCs WTaMIl MeULIMHCKOW OpraHu3aly C yKa3aHUeM ee

HaVIMeHOBaHUs, afipeca U TenedoHa.

[Torio/THUTeIbHO Ha perenTypHbIX O0/aHKax Gopmbel N 107-1/y, uMerolux HoMep U (WIn)
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ceputo, MeCTO JJid HaHeceHHUs IUTpux-koga, N 148-1/y-04(n) u N 148-1/y-06(n)
TPOCTABJISIeTCS KO, MeULIMHCKOM OpraHu3alivu.

Cepust penenitypHoro Osanka ¢opmbl N 148-1/y-04(n1) u dopmbr N 148-1/y-06(1)
BK/ItOUaeT Kof cybbekra Poccuiickoii Pesepaliiv, COOTBETCTBYIOIIUM [JBYM I€PBbIM
mudpam  OOmiepoccuiickoro  Kaaccudukatopa  OOBEKTOB  aJIMUHHCTPATHBHO-
TeppuTopuanbHoro fenenus (OKATO).

2. Ha penentypHbix 61aHKax, ohopmisieMbIX WHAWBU/Ya/IbHBIMU TIPeATPUHUMATEISIMHU,
MMEIOLMMH JIULIEH3UI0 Ha MEeJWLMHCKYH0 /[esiTeJIbHOCTb, B BEPXHEM JIEBOM YTy
TUNOrpadCKUM CrocoO0M WM TIyTEéM TIPOCTAB/IEHMS INTaMra J0/DKeH ObITh yKa3aH
aZipec WHAMBUAYaIbHOTO TIpeJIIPUHMMATE/IsS, HOMep M Jara JULieH3UM, HauMeHOBaHUe
opraHa rocy/lapCTBeHHOH BaCTH, BbiJaBIllero yvieH3ut0. (B pef. [1puka3za MuH3apaBa
P® ot 21.04.2016 N 254H)

3. PeneritypHbie 65aHku popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n1) 3anonHsieTcst
MeJULIMHCKUM pabOTHHKOM pa300purBO, UeTKO, UepHWIAMH WM IIapUKOBOW PYYKOU. (B
pen. Ilpukasa Mun3gpasa P® ot 21.04.2016 N 254H)

4. Nonyckaetcsi opopmiienue: (B pea. I1puka3a Mun3apasa P® ot 30.06.2015 N 386H)

1) Bcex peKBU3WUTOB pelenTypHbIX 06/1aHKOB opmbl N 107-1/y, uMetrorux Homep U (W)
CepuI0, MeCTO /IJIs HaHeCeHus INTPUXKoAa, U opMbl N 148-1/y-06(s1) ¢ ucnonb3oBaHUEM
KOMITBIOTEPHBIX TexHOnoruy; (B pes. Ilpukasa Munsgpasa P® or 30.06.2015 N 386H)

2) BCex PpeKBU3UTOB (3a WCKIOUeHWeM pekBu3uTa 'lloamuck Jevaiiero Bpada')
perienTypHbIxX 61aHKOB popmbl N 148-1/y-88 1 dpopmer N 107-1/y (He uMeroIux HoMep U
(w11) ceputo, MeCTO /[Jid HaHeCeHHUsl IITPUXKOJA) C MCIOJb30BaHUEM TeuaTarolux
yCTpouCTB. (B pef. IIprka3a Mun3gpasa P® ot 30.06.2015 N 386H)

5. Odopmenne perienTypHbix 01aHKOB popmbl N 148-1/y-04(1) u popmer N 148-1/y-06
(1) BK/TFOUAET B cebst I poBoe KoAWpOBaHue.

LIndpoBoe KomMpoOBaHUe yKa3aHHBIX PELIENTYPHBIX O/1aHKOB BKJTFOUAeT B Cebst:

1) Koi MeJMIIMHCKOM OpraHM3al[iid B COOTBETCTBMU C OCHOBHBIM TOCYJApCTBEHHBIM
peructparioHHbIM HomepoM (OT'PH), mpocTaB/isieMblii TIpY U3TOTOB/IEHUM PELIENTYPHBIX
OJIAHKOB;

2) Kop KaTeropuu rpaxzaaH (SSS), vMerolux MpaBo Ha TOJyuyeHUe JieKapCTBEHHBIX
TpernapaTroB B COOTBETCTBUU CO cTaTtbeit 6.1 PenepanbHOro 3akoHa ot 17 utonst 1999 . N
178-®3 "O rocygapcTBeHHOM COLMaIbHOM oMol <1>; ¥ KoJi HO30/10ru4eCcKou (popMbI
(LLLLL) no MKB-10, 3arosiHsiemMble JieualliiM BpauoM IyTeM 3aHeCeHUst KaxK101 Lrgpbl
B MyCThle TUelKH, PU 3TOM TOUKA IMPOCTABJISIeTCS B OT/AE/IbHOM sueiike;

<1> Cobpanue 3akoHOzaTenbCTBa Poccutickoit @epeparum, 1999, N 29, ct. 3699; 2004,
N 35, ct. 3607.

3) ormeTka 00 wucTouHUKe (huHaHCUpoBaHUs ((enepanbhbii Oromker [1], Gromker
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cyobekra Poccuiickoii @epmeparyu [2], MyHMLMITAIBHBIA OromkeT [3]) ¥ TiporjeHTe
oriatel  perienita (6ecrimatHo  [1], 50% [2]), ocymectBiasieMasi MeAUIUHCKUM
pabOTHHUKOM;

4) koA MeJWLIMHCKOTO pabOTHWKA YKa3biBaeTCs MeJUIMHCKUM pPabOTHUKOM B
COOTBETCTBMM C YCTAHOBJEHHBIM OPraHOM WCTIOJIHUTENbHOW BIAacTH CyOBbeKTa
Poccuiickoit ®ezepauyy B 007aCTH OXpaHbl 3/10POBbSi T'DaXK/aH TlepeuHeM KOJIOB
MeJULIMHCKUX pabOTHUKOB, IMEIOIIMX TIPaBO Ha BBIMTUCKY JIEKAPCTBEHHBIX TPEapaToB;

5) Koj JieKapCTBEHHOIO Tiperiapara, MpPOCTaB/seMbli B amnTeuHOW OpraHu3alyyd TIpu
OTITyCKe JIeKapCTBEHHBIX TIPerapaToB, BLIMHMCAHHBIX HA PeLieNTypHbIX OyaHKax (hopmbl N
148-1/y-04(s1) u dopmbl N 148-1/y-06(.1).

6. B petenitypHbix 6mankax gopmel N 148-1/y-88, N 107-1/y, ¢popmbr N 148-1/y-04(n) u
¢dopmer N 148-1/y-06(;1) (manee - peuentypHbie 6anku) B rpadax "®.M1.0. marpeHTa”
yKa3bIBalOTCS MOJIHOCTBIO (haMusivsi, UMsi ¥ OTUeCTBO (TIpY HaJMUKK) TaljyeHTa. (B pef,.
ITpukasa Munszapasa P® ot 21.04.2016 N 254H)

7. B peuentypHbix OmaHkax ¢dopmbel N 148-1/y-88 u dopmbr N 107-1/y B Tpade
"Bo3pact" yka3biBaeTCsl KOJTMUeCTBO MO/HBIX JIET MaljueHTa, a Jis1 JeTel B Bo3pacte [0 1
rofia - KoJIMueCTBO MOJHBIX MecsieB. (B pef. [Iprka3za Mun3sapaBa PP or 21.04.2016 N
254H)

B penenrypHbix 6maHkax dopmbl N 148-1/y-04(1) u dopmel N 148-1/y-06(s1) B rpade
"JlaTa poXkJieHus" yKa3bIBaeTCs JlaTa POXKAeHUs MaljueHTa (UMc/ao, Mecsil, rof).

8. B penentypHbix 6sankax ¢opmbl N 148-1/y-04(1) u dopmbr N 148-1/y-06(1) B rpachax
"CHWJIC" u "N mnomuca o0si3aTe/IbHOTO MeAULMHCKOTO CTpPaxXOBAHMS'' YKa3bIBAIOTCS
CTPaxoBOl HOMep UHJMBU/yaTbHOI'O JIMLIEBOTO cYeTa rpakAaHrHa B [leHcMOHHOM (oHze
Poccuiickoit ®enepatyu (CHUJIC) (rpu Ha/duMM) ¥ HOMEp TIONHCa 00s3aTe/TbHOrO
MeIMLIMHCKOTrO cTpaxoBaHus. (B pex. [Ipukasza Munszapasa P® ot 30.06.2015 N 386H)

9. B peuentypHbix Omankax ¢opmer N 148-1/y-88 B rpade "Azpec umm Homep
MeJULIMHCKOM KapThl MaljeHTa, ToIyYarol|ero MeJULIMHCKYH0 TIOMOLb B aMOy/1aTOPHBIX
ycnoBUsiX'"  yKasblBaeTCs TIOJIHbIM TIOUTOBBIM aJpeCc MecCTa >KUTelbCTBa (MecTa
npeObIBaHUST WAM  MecTa (PAKTUUYeCKOTO TIDOKMBaHWS) TialldeHTa WM HOMep
MeJULIMHCKOW KapThI MaljfieHTa, MMoyJaroiiero MeJULMHCKYIO TIOMOIIb B aMOy/IaTOPHBIX
ycnoBusix <1>. (B peg. [1puka3oB Mun3zapaBa P® ot 30.06.2015 N 386H, ot 21.04.2016
N 254H)

<1> Tlpuka3 MunucTepcTBa 37paBooxpaHeHusi Poccuiickoit ®enepaiyu ot 15 jekabps
2014 r. N 834 "O6 yTBepk[eHWH YHUOHULMPOBAHHBIX (GOPM MeJULIMHCKOU
JOKyMeHTalMy, WCIO/b3yeMblX B MEAULMHCKUX OpraHusalysaX, OKa3bIBarOLUX
MeUIMHCKYIO TIOMOIIb B aMOy/IaTOPHBIX YCJIOBUSIX, U TIOPSIIKOB 0 WX 3arlO/IHEHUIO"
(3apeructpupoBaH MuHucTepcTBoM toctuiun Poccuiickoit @epepaumu 20 siuBapsi 2015
I., peructpauroHHbi N 36160). (B pex. [Iprukasza Munsgpasa PO ot 30.06.2015 N 386H)

B penentypHbix OmaHkax gopmel N 148-1 /y-04(n) u dopmer N 148-1/y-06(1) B rpade
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"Homep MeAWIIMHCKOM KapThl MaljieHTa, TO/ydYarollero MeAWlIMHCKYH TIOMOIb B
amOy/IaTOpHBIX  yC/AOBUSIX" yKa3bIBaeTC HOMEpP MEAUI[UHCKOM KapThl TalUeHTa,
MOTYYaoILer0 MeAULMHCKYI0 TIOMOLbr B aMOysaToOpHBIX ycyioBusix. (B pex. Ilpukasa
Mumn3gpaBa PO or 30.06.2015 N 386H)

10. B rpade "®.1.0O. neuamiero Bpaya" peLieNnTypHBIX 0JIAHKOB yKa3bIBAIOTCS TIOTHOCTHIO
bamunusi, UMsl, oTUecTBO (TIPY HaJIMUUK) MEJULIMHCKOro pabOTHHKA, UMEIOLero rpaBo
Ha3HauYeHUs1 U BBINMCHIBAHUSA JIeKapCTBEHHBIX NpernaparoB. (B pe. Ilpukasa Mun3zgpasa
P® ot 30.06.2015 N 386H)

11. B rpade "Rp" perienTypHbIX OJIaHKOB YKa3bIBaeTCS:

1) Ha /IaTMHCKOM $i3bIKe HavMeHOBaHHWe JIeKapCTBEHHOIO Tperapara (MeXyHapoiHoe
HeraTeHTOBaHHOe W/IM IPYINIIMPOBOYHOE, MO0 TOProBoe), ero J03MpOBKa, KOJMUYECTBO;
(B pen. IIpukasa Munszapasa P® ot 21.04.2016 N 254H)

2) Ha pyCCKOM WIA PyCCKOM ¥ HAI[MOHA/JIbLHOM $3bIKaX CIOCO0 TpUMeHeHUst
JIeKapCTBEHHOTO Tpernapara.

12. 3anpemjaeTrcs OrpaHWUMBATHCS OOLMMHK YKa3aHUSIMM, Harnpumep, "BHyTpeHHee',
"N3BecTHO".

PaspeliaroTcsi TOJILKO TPHUHSTHIE TIpaBUIaMU COKpaIlleHHsi 0003HaueHWi; TBepAble U
chinyure (papmalieBTHUeCKre CyOCTaHIMM BbIMMCHIBaOTCsA B rpammax (0,001; 0,5; 1,0),
JKUZIKYE - B MAJUTUTUTPAX, FPaMMax U Karuisix.

13. PemenT, BBIMUCAHHBIM Ha PpeLENTypHOM O/laHKe, TIOATMCHIBAETCS MEAULIMHCKAM
pabOTHUKOM U 3aBepsIeTCs ero JIMUHOM TeuaThbio.

JToTIONTHUTETLHO PELIeNT, BBIMTUCAHHBIM Ha perjentypHoM OsaHke dopmbl N 148-1/y-88,
dopmbel N 148-1/y-04(n) u dopmbl N 148-1/y-06(1), 3aBepsieTcsi MevaTbi0 MeJULIMHCKON
opraHusanuu "[Ia peLenrtos".

14. Ha opHom perjenitypHoM OmaHke dopmbl N 148-1/y-88, dopmer N 148-1/y-04(n1) u
dopmbl N 148-1/y-06(1) pa3speliaeTcsi BBINUMCHIBaTh TOMBKO OJHO HauMeHOBaHUe
JIeKapCTBEHHOTO TIperiapara; Ha OJHOM pelienTypHoM OsaHke ¢dopmbl N 107-1/y - He
Bosee Tpex HAMMEHOBaHUM JIeKapCTBEHHBIX MPeraparos.

15. VcripaByieHust B pelienTe, BLIMMCAHHOM Ha PelienTypHOM O/1aHKe, He JI0IyCKatoTCS.

16. Cpok feiicTBHS periernTa, BBIMMCAHHOTO Ha peLienTypHOM OmaHke ¢opmer N 148-1/y-
88 (15 gueii), dopmbl N 107-1/y (60 aneit, go 1 roga), popmbl N 148-1/y-04(n1) u popmbl
N 148-1/y-06(n) (15 pguen, 30 gHel, 90 nHel) yKa3bIBaeTCsl MyTeM 3auyepPKUBaHUS WU
nofuepkuBanus. (B pef. Ilprka3o Mun3gpasa P® ot 30.06.2015 N 386H, ot 21.04.2016
N 254H)

17. Ha obopoTHo# cTopoHe peljentypHoro 6iaHka ¢opmbl N 107-1/y (3a uck/iroueHnemM
peLieniTypHoro 0siaHKa, TMOHOCTBIO 3arlOHSIEMOTO C WCIOJIb30BaHUEM KOMITbHOTEPHBIX
TeXHOJIOTHI), perientypHoro Osanka ¢opmbel N 148-1/y-88 u dopmbr N 148-1/y-06(1)
reyaraeTcsi Tab/MLa CIeyIOIIero CoAep KaHus:
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[TpuroroBusn  [[IpoBepusn OTnycTun

18. TIpu BbIMMCKe J1eKAaPCTBEHHOTO TIperiapara Mo pellieHu0 BpaueOHOW KOMHMCCHUM Ha
obopore perjentypHoro 6y1anka dopmbl N 107-1/y, dopmbr N 148-1/y-88, dopmbl N 148-
1/y-04(n) u dopmbl N 148-1/y-06(s1) cTaBUTCS CrieljdanbHas OTMeTKa (1itam). (B peq.
[Tpuka3za MunszapaBa P® ot 30.06.2015 N 386H)

19. Ha peuentypHom 6anke ¢opmbl N 148-1/y-04(11) 1 popmber N 148-1/y-06(;1) BHU3Y
VMMeeTCs JIMHUS OTPbIBA, Pa3/esistolasi perieNnTypHbI O/1aHK U KOPeIIIOK.

Kopeliok oT peljenTa, BBITUCAHHOTO Ha yKa3aHHOM peLIeNTYpHOM OjlaHKe, BbIZAeTCs
MaluyeHTy (/MLy, ero TMpeACTaB/sSIOLleMYy) B anTeYHOM OpraHu3aliM, Ha KOpeLlKe
JleraeTcss OTMETKa O HauMeHOBaHWHM JIeKapCTBEHHOIO Tiperapara, [|03UpPOBKe,
KOMYecTBe, Criocobe TIpUMeHeHWs, W OH OCTaeTcs y TauueHTa (I, ero
Tpe/ICTaB/ISIFOIIEro).

20. OdopmieHre criellanbHOTO peLieNTypHOro OraHKa Ha HapKOTUYeCKoe CpefiCTBO U
TICUXOTPOMNHOE BeIlleCTBO OCYLEeCTB/ISIeTCS B COOTBETCTBUU C INPHUKa3oM MUHHCTepCTBa
3apaBooxpaHeHust Poccuiickoii ®epeparu ot 1 aBrycra 2012 . N 541 "O6
yTBepKeHnHd (opmbl O/IaHKOB PDeLeNTOB, COZEp’Kall[MX Ha3HaueHHWe HapKOTHYeCKUX
CpeJCTB WM TCHUXOTPOMHBIX BelleCTB, MOpsJKa WX W3TOTOB/IEHHUs, paclpefieseHus,
perucTpanyy, yueta U XpaHeHus], a TaKKe MpaBuI opopMiieHns".

II. YueT penenTypHbIX 0/1aHKOB

21. Yuer peuentypHbix OmaHkoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
W3roTaB/IMBaeMbIX TUMorpadckuM crocoboMm (Jasee -  peLenTypHble — OyiaHKH,
noJyiexxalje yuery), OCYLIECTBIAsieTCs B JKypHajaX ydeTa, IIPOHYMEpPOBAHHBIX,
MPOLIHYPOBAHHBIX U CKPEIJIEHHBIX TMOJINKCHI0 PYKOBOJUTES U TeuaTbi0 MeJULIMHCKON
OpraHusali WM TOAMNWCBI0 WHAMBHU/YaJbHOTO TpeANpPUHUMATeNs, HMeIOLero
JIMLIEH3UI0 Ha MEeJULIMHCKYIO [1eiTelTbHOCTb.

22. XypHan yueta perienTypHbix OmaHKOB ¢opmbl N 107-1/y copepkuT cienytoriye
rpadml:

1) Homep 1O MOPSAJKY;

2) B pa3gene "Ilpuxon':

a) fiata perncTpaLyy NpUXoAHOro JOKYMEeHTa;

6) HOMep U JjaTa MPUXOJHOTO AOKYMEHTa, Ha3BaHe MOCTaBIIMKa;

B) 00l1jee KOJIMUeCTBO MOCTYNUBILINX PeLleNTyPHbIX O/1aHKOB;

r) ®.M.0. u mnoanMch OTBETCTBEHHOTO MEJMIIMHCKOTO pPabOTHUKA, TOYUYMBIIETO
peLienTypHble 6/IaHKM OT MOCTABIIUKa;

3) B pa3gene "Pacxon’:

a) ZiaTa BbIJJauM PeLieNTYPHbIX O/1IaHKOB;
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0) KO/IM4eCTBO BBIZIAHHBIX PELeNTyPHBIX 0/IaHKOB,;

B) @.1M.0. OTBETCTBEHHOTO MEAWI[MHCKOTO pabOTHHKA, TMOYyUMBIIETO PELeNTYPHbIE
OJIaHKY;

r) TIOANKMCh OTBETCTBEHHOTO MEIWIIMHCKOrO pabOTHHKA, MMOJIyUYMBIIIETO PELENTYpPHbIE
O/1aHKH;

4) ®M.0. ¥ noANMCh OTBETCTBEHHOTO MEAUIMHCKOTO pabOTHUKA, BBIZABIIETO
perienTypHblie 6/1aHKH;

5) OCTaToK perjenTypHbIX O/IaHKOB.

23. XKypHan yuera peuentypHbix OmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(m)
COZIepPXKUT CJleflytolLye rpagsl:

1) HoMep TI0 TIOPSAJIKY;

2) B pazgene "Tlpuxon:

a) [laTa PernucTpaLyy MPUXOAHOTO JOKYMEHTa,;

6) HOMep U JjaTa MPUXOAHOTO I0KyMeHTa, Ha3BaHHe TI0CTaBIIHKa;
B) 00I1]ee KOJTMUeCTBO MOCTYNMBIINX PELIeNTYPHbIX O/1aHKOB;

') CepUr ¥ HOMePA PeLIeNTyPHBIX O1aHKOB;

1) KOJTAUECTBO PeLieNTYPHBIX O/1aHKOB TI0 CepUsiM;

v) ®.M.0. u TnoAmMch OTBETCTBEHHOTO MeJUIMHCKOTO pabOTHHKA, TMOJYUYMBILETO
pelLienTypHble OJIaHKK OT MOCTABIIUKa;

3) B pa3gene "Pacxon’:

a) JlaTa BbIZjauM pelenTyPHbIX 0/1aHKOB,

0) cepuM ¥ HOMepa BbIZIJAHHBIX PEIENTYPHBIX 0/IaHKOB,;
B) KOJINUECTBO BBIZIAHHBIX PEIeNTYPHBIX 0/IaHKOB,;

r) ®.1.O. OTBEeTCTBEHHOTO MeJUWLIMHCKOTO DPAabOTHHKA, ITO/yUMBIIETO peLeNTypHbIe
O/1aHKH;

[l) TIOAMWCh OTBETCTBEHHOTO MEAMI[MHCKOTO pabOTHHWKA, TOMyUYHBILErO pelenTypHbIe
0/1aHKY;

4) ®.M.O0. ¥ mnoANMCh OTBETCTBEHHOTO MEAUIMHCKOTO pabOTHUKA, BbBIZABIIETO
pelLienTypHble O/1aHKY;

5) 0CTaToK peLenTypHbIX O1IaHKOB.

24. YueT crelMasbHBIX peLIeNTypHbIX OIAHKOB Ha HapKOTHUECKOe CpeACTBO U
TICMXOTPOIHOE BellleCTBO OCYLEeCTB/SIeTCS B COOTBETCTBUU C INPHKa3oM MUHHCTepCTBa
3apaBooxpaHeHust Poccuiickoii ®epeparu ot 1 aBrycra 2012 . N 541 "O6
yTBepXKeHnrd (opmbl O/1IaHKOB PDeLeNTOB, COZep’Kall[uX Ha3HayeHUWe HapKOTHYeCKUX
CpeJCTB WIM TCHUXOTPOMHBIX BelleCTB, IMOpsJKa WX W3TOTOB/IEHUs, paclipefie/eHus,
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perucTpalyy, yueta U XpaHeHus1, a Takke rpaBui odopmieHus".

II1. XpaHeHue pelieNTYPHbIX 0/IaHKOB

25. B KaxX10M MeJULMHCKOW OpraHu3aly MPUKa30M PYKOBOZAMTEJIS Ha3HavaeTcCs JIMLIO,
OTBETCTBEHHOE 3a XpaHeHUe U yueT BCeX BUIOB pelieNTypHbIX O/laHKOB.

26. PewenTtypHble OmaHKW, TOAJeXale YYeTy, XPaHATCS OTBETCTBEHHBIM JIUIIOM,
Ha3HaueHHBIM  DYKOBOAWTE/eM MeJWLIMHCKOM  OpraHv3alud, T0f 3aMKOM B
MeTa/TnyeckoM Kady (ceticde) U MeTalIMYeCKOM SILIHUKe.

27. VlnpuBujyanpHBIA TpeJIIpUHUMATe/b, WMEIOLUM JIMLEeH3UI0 Ha MeAULIMHCKYIO
JesITeIbHOCTb, XPAaHUT PpeLenTypHble OJlaHKW, TOAJIe)Kallie Y4eTy, TOf 3aMKOM B
MeTa/TnyecKoM Kady (celide) v MeTal/IMYeCKOM SILHUKe.

28. TlocTosiHHO [elCTBYyIOLasi KOMUCCHs, CO37laBaeMas B MeAULIMHCKOW OpraHu3alui,
TpoBepsieT COCTOSIHWE XPaHeHHsl, yueTa, (pakTuueckoe Ha/luuue U pacxof, peLenTyPHbIX
6/1aHKOB, TIOZJIEXKAIIUX YUeTy, OAUH pa3 B KBapTaJl.

B cnyuae HecoBmajeHUsl KHUYKHOTO OCTaTKa pelienTyPHbIX O/1aHKOB, MOAJIEXAI[HUX YUeTy,
C (pakTMUeCKUM HaJuyheM JIML0, OTBETCTBEHHOE 3a XpaHeHHe U yueT peLenTypPHbIX
O/1aHKOB, HeCeT OTBETCTBEHHOCTb, MPeJyCMOTPEHHYI0 3aKOHOZAATelbCTBOM Poccuiickoii
®depeparyu.

29. PeuienitypHble O/1aHKH, MOZJIeXKalllde y4ueTy, BbIJAIOTCS MeJWULMHCKUM pabOTHUKAM,
HMMEHOIIUM MPaBO BbINMKUCHIBAHUS PELIeNTOB, MO PaClOpPs’KeHUIO IVIaBHOTO Bpaya WA ero
3aMeCTHUTes.

HOJIyquHbIe pelerTypHbIe 6]'IaHKI/I, rnogJjiexxaiiye ydery, XpdaHATCAd MeAUIUHCKUMH
pa6OTHI/IKaMI/I B IIOMeEILIEHHAX, O6€CH€I—II/IBaI-OH_[I/IX X COXPAHHOCTL.

30. XpaHeHue creLUa/JbHbIX peLeNTypHbIX O/aHKOB Ha HApKOTHYECKOe CPEeZCTBO U
TICUXOTPOITHOE BeI|eCTBO U Bblfjaya YKa3aHHBIX peLleNTypHbIX 0/IaHKOB MeIULIMHCKOMY
pabOTHHKY  OCyLIecTBIsSeTCss B  COOTBeTCTBMM C  TIpUMKa3oM  MMHUCTepCTBa
3papaBooxpaHenust Poccuiickoit ®epeparu ot 1 aBrycra 2012 . N 54 "O6
yTBepKeHUr (opmbl O/IaHKOB PpeLeNTOB, COZEp’KalljuX Ha3HaueHUWe HapKOTHYeCKUX
CpeJCTB WIM ICHMXOTPOMNHBIX BelleCTB, IOpsJKa WX W3TOTOB/IEHHUS, paclipefieseHus,
perucTpanyy, yueta U XpaHeHus], a TaKKe MpaBul opopMiieHus".
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