IV. HasHa4yeHue n BbINUCbIBaHUE HAPKOTUYECKUX U NCUXOTPOMHbIX
neKapcTBEHHbIX NpenapaToB

11. Tlopsnox Ha3HAUYEHUS M BBIITUCHIBAHUS HAPKOTUYECKUX U TICUXOTPOIHBIX JIEKapCTBEHHBIX
IpernapaTroB omnpeaeneH npukazom MunsapaBa Poccum ot 20 gexabps 2012 r. N 11755 "O6
YTBEP)KACHUM TOpPsAKAa HAa3HAUYEHUs W BBINHCHIBAHUS JICKAPCTBEHHBIX IMpenapaToB, a Takxke (opm
penenTypHbIX OJaHKOB Ha JEKapCTBEHHBIE MpemnapaTsl, Mopsaka opOopMIICHUS yKa3aHHBIX OJAaHKOB, MX
yuera u xpaHeHus" <19> (mpunoxkenne N 1 "Ilopsmoxk Ha3HA4YeHHWS M BBIMMCHIBAHUS JICKAPCTBEHHBIX
npenaparoB") (nanee - npuka3 N 1175#H).

<19> 3apeructpupoBan MuHuctepctBoM toctuuiuu Poccuiickoir ®@enepauuu 25 urons 2013 r.,
peructpauroHHbli N 28883, ¢  U3MEHEHMS MU, BHECEHHBIMU TMpUKazaMu MWUHUCTEpPCTBA
3npaBooxpanenus Poccuiickoit @eneparmun or 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MunuctepctBoM roctunuu Poccuiickoit @enepanuu 23 nekabps 2013 r., peructpanuonnsiii N 30714),
ot 30 utonsa 2015 r. N 386H (3apeructpupoBan MunucrepctBoM toctuiuu Poccuiickoit denepanun 6
aBrycta 2015 r., peructpaunonusiii N 38379), or 21 ampens 2016 r. N 254H (3apeructpupoBaH
MunucrtepctBoM toctuniin Poccuiickoit @enepanun 18 urons 2016 r., peructpanuonnsii N 42887), ot
31 okTsa6ps 2017 r. N 882H (3apeructpupoBan MuHucTepcTBOM toctuninu Poccuiickoit @enepamuu 9
ssaBaps 2018 r., peructpaunonusiii N 49561) (nanee - npuka3 N 1175#H).

12. Ha3nauenue HAapPKOTUYCCKHUX M ICUXOTPOIIHBIX JICKAPCTBCHHBIX IIPCIIAPATOB OCYIICCTBIIACTCSA
IIpHU OKa3aHHWKU BCCX BUIOB MGHHHHHCKOﬁ IIOMOIIHN:

1) BHE MeOUIIMHCKOW opraHusanuu (10 MecTy BbI30Ba OpUrajpl CKOpOH, B TOM YHCJIE CKOPOMH
CHELUAIN3UPOBAHHON, MEAULIMHCKONW MOMOLIH, a TAK)KE B TPAHCIIOPTHOM CPEJICTBE IPU MEIUIIMHCKOM
ABaKyalun);

2) amOynatopHO (B YCIIOBHSX, HE MpPEIyCMaTPUBAIOIIUX KPYIIIOCYTOYHOTO MEIUIIMHCKOTO
HaOJII0/IEHNUS U JIEYEHHUsI), B TOM YHCJIE Ha IOMY IIPHU BBI30BE€ MEIUIIMHCKOTO Pa0OTHHKA;

3) B OHEBHOM cTaluoHape (B YCJIOBUAX, MPEAyCMATPUBAIOIIMX MEIUIIMHCKOE HAOIIOJEHUE U
JICYCHWE B JIHEBHOE BpeMs, HO HE TPeOYIOMUX KPYIJIOCYTOYHOTO MEIAWIIMHCKOTO HAOIIOACHHUS W
JIeYeHUs);

4) crarmoHapHO (B YCJIOBHSIX, O0ECIEYMBAIONIUX KPYTIOCYTOYHOE MEIUIIMHCKOE HAOIOJACHHUE U
JIeYCHUE).

13. Ha3HaueHue M BBINUMCHIBAHME HAPKOTHUYECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX INpPENapaToB
OCYILIECTBIISICTCS JIEHAlIUM BpadoM WIH (enpamepoM (aKkyllepkoi) B ciaydae BO3JIOXKEHHMS Ha HUX
MIOJIHOMOYHH JIeyallero Bpaya B MOPsAJIKE, YCTAaHOBIEHHOM IpHKazoM MuH3npaBcoupa3Butus Poccun ot
23 wmapra 2012 r. N 252 "OO6 yrBepxnaenuun Ilopsaka Bo3nokeHus Ha (Qembaliepa, aKylepKy
PYKOBOJMTENEM  MEAMIMHCKOW  OpraHuM3alud  0Opd  OpraHU3alud  OKa3aHus  MEpPBUYHOMU
ME/IMKO-CAaHUTAPHOU MOMOIIM M CKOPOW MEIMIMHCKOM IMOMOIIM OTAENbHBIX (DYHKIMH Jeyaliero Bpaya
[0 HEMOCPEICTBEHHOMY OKa3aHMIO MEIMIMHCKON MOMOUIM MAalMeHTy B MEpHOJ HAOMIOJIEHUs 32 HUM U
€ro JIEYEHMs, B TOM YHCJIE 10 HA3HAYEHUIO M NPUMEHEHHUIO JIEKApCTBEHHBIX IIPENaparoB, BKIHOYAs
HApKOTHUYECKHE JICKAPCTBEHHBIE MTPENapaThl U ICUXOTPOIHBIE JICKAPCTBEHHBIE MpenapaThl” <20>.
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<20> 3apeructpupoBad MunHuctepcTBoM rocTuiuu Poccuiickoir @enepaunu 28 anpens 2012 r.,
peructpauroHHbii N 23971, ¢ u3MEeHEeHUs MU, BHECEHHBIMH MPUKA30M MHUHUCTEPCTBA 3paBOOXPAHECHUS
Poccuiickoit @enepaunu ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBan MUHUCTEPCTBOM FOCTULIUU
Poccutickoit ®eneparuu 9 saapst 2018 1., peructpannonusiii N 49561).

14. B cootBercTBUU co crarthedl 25 dDepepaibHOro 3akoHa oT 8 sHBaps 1998 r. N 3-©@3 "O
HapKOTUYECKUX CPEICTBAaX U MCUXOTPOMHBIX BemecTBax" <21> (nanee - 3akon N 3-03) npu Ha3HAUCHUU
HApPKOTUYECKUX M MCHUXOTPOIHBIX JEKApPCTBEHHBIX IMpenapaToB, BHeceHHbIX B criiucku 11 u Il Tlepeuns,
nedanuii Bpau (denpamep, akymepka) AOHKEH OMPOCHTh MAIMeHTa O MPEIbIIYIIAX Ha3HAUYCHUSX
HApPKOTUYECKUX WJIU TICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB U CEJIaTh COOTBETCTBYIOIIYIO 3aIlUCh B
MEJIUIIUHCKUX TOKYMEHTaX.

<21> Cobpanue 3akoHonatenbeTBa Poccuiickoit denepanuu, 1998, N 2, ct. 219; 2002, N 30, cT.
3033; 2003, N 2, ct. 167; N 27, ct. 2700; 2004, N 49, ct. 4845; 2005, N 19, ct. 1752; 2006, N 43, crT.
4412; N 44, ct. 4535; 2007, N 30, ct. 3748; N 31, cT. 4011; 2008, N 30, ct. 3592; N 48, cTt. 5515; N 52,
cT. 6233; 2009, N 29, ct. 3588, ct. 3614; 2010, N 21, cT. 2525; N 31, cT1. 4192; 2011, N 1, cT. 16, cT. 29;
N 15, cT. 2039; N 25, cT. 3532; N 49, cT. 7061; 2012, N 10, ct. 1166; N 53, ct. 7630; 2013, N 30, cT.
4057; N 48, ct. 6165; 2014, N 23, ct. 2930; 2015, N 1, cT. 54; N 6, cT. 885; N 29, cT. 4388; 2016, N 1,
ct. 28; N 15, ct. 2052; N 27, ct. 4160, 4238; 2017, N 31, ct. 4791; 2018, N 1, cr. 58) (manee -
OenepanbHblif 3akoH N 3-D3).

15. 3anpemaeTc;I BLIIIUCBIBATHh HAPKOTHYCCKHUEC MW IICHUXOTPOIIHBIC JICKAPCTBCHHBLIC IIPCIIapaThl
HHAWBUAYAJIbHBIM IIPECANTPUHUMATECIIAM, OCYIICCTBIAIOIIUM MECANIUHCKYIO JCATCIIbHOCTD.

16. Ha3sHaueHne U BBINUCBIBAHME HAPKOTHYECKUX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENApaToB
OCYILIECTBIISETCSI MEUIIMHCKUM PAOOTHUKOM 10 MEXAYHApOAHOMY HENAaTEHTOBAHHOMY HAUMEHOBAHUIO,
a IIpU €ro OTCYTCTBUM - I'DYIIIMPOBOYHOMY HAaMMEHOBaHUIO. B cilydae OTCyTCTBHS BBILIEYKa3aHHbIX
HAaVMEHOBAHMM HApPKOTHYECKMM M TICUXOTPOIIHBIM JIEKAPCTBEHHBIM MpernapaT Ha3HA4aeTcs U
BBINKCHIBAETCS MEJUIIMHCKUM PaOOTHUKOM IO TOPrOBOMY HAaUMEHOBAHHUIO.

17. IloMmumMo 3TOrO ManueHTy (IpU HAJTUYUU Y HErO MEJAMIMHCKHUX MMOKa3aHWW - WHIUBUIYyaJIbHAS
HEMEPEHOCUMOCTh, IO >KU3HEHHBIM IOKa3aHUSM) MOXET OBITh MO PEHICHUIO BpadyeOHOW KOMHCCHH
MEIMIIMHCKON OpraHu3alid Ha3HAY€H M BBIMMCAH HAPKOTUYECKUA W TICUXOTPOIHBIA JEKAPCTBEHHBIN
rpernapar:

1) mo ToproBoMy HaMMEHOBAHHIO;
2) He BXOISIMINUN B CTAaHAAPTHl MEAUIIMHCKON TTOMOIIIH.

[Ipu »TOM pemieHne BpayeOHOW KOMHUCCHUHU JOJIKHO OBITh 3aUKCHPOBAHO B MEIUIIMHCKUX
JOKYMEHTaX IMalMeHTa U )ypHalle BpaueOHOI KOMUCCHH.

18. CBeneHrs 0 HaA3HAYEHHOM M BBIMMCAHHOM HAapKOTHYECKOM U MCHXOTPOIHOM JIEKapCTBEHHOM
npemnapare (HauMEeHOBaHUE JIGKAPCTBEHHOTO Mpenapara, pa3oBas J103a, Clioco0 U KpaTHOCTh IpUeMa HIu
BBEJICHUS, JUIMTEIBHOCTh Kypca, OOOCHOBaHME Ha3HAYEHHUS JIEKAPCTBEHHOIO IIperapara) TaKkxke
YKa3bIBalOTCS B MEAULIMHCKON KapTe MMallUEHTa.

19. MenuuuHckue paOOTHUKH BBIMHUCHIBAIOT PELENThl HAa HAPKOTHYECKHE U TICUXOTPOIHBIE
JIEKAPCTBEHHBIE IIPENapaThl Ha JIATUHCKOM S3bIKE B POAMTEIIBHOM I1aJIE’KE 3a CBOEU IOIIUCHIO HA UM
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MalMEHTA, JUIsl KOTOPOTro MpeHAa3HA4YCH YKa3aHHBIN JIEKapCTBEHHBIN IIpernapar.

20. HapkoTudeckue U MCUXOTPOIHbIE JIEKapCTBEHHbIE Mpenaparsl, Bxosamue B cnucok II [lepeuns,
BBINKCBHIBAIOTCS HAa CHENHMAIbHOM perientypHoM Omanke Gopmbel N 107/y-HIT <22> (npunokenune N 1
PexomenmanusM), 3a MCKIIOYEHMEM JIEKAPCTBEHHBIX MPENapaToB B BHJE TPAHCAECPMAIIbHBIX
TEparneBTUUECKUX CUCTEM, a TAK)KE JIEKAPCTBEHHBIX IIPENAPATOB, COACPKAIIUX HAPKOTUUECKOE CPEJICTBO
B COYETAHUH C aHTarOHUCTOM OMHOUAHBIX PELENTOPOB.

<22> [lpuka3z Munszapasa Poccun ot 1 aBrycra 2012 r. N 541 "O0 yrBepxkaeHun Gopmbl OJIaHKOB
PELENTOB, COAEpKALMX HA3HAYEHHE HAPKOTUYECKUX CPEACTB WM ICUXOTPOIHBIX BEIIECTB, MOPsIKA UX
W3TOTOBJICHUS, pPAcCHpelleieHHs, PErucTpally, ydyeTa W XpaHEHHUs, a Takke MpaBuwil odopmieHUs"
(3apeructpupoBan  MunucrepctBoM toctunmu  Poccuiickoit ®epepaumn 15 aBrycra 2012 1.,
peructpanuonHbiii N 25190), ¢ n”3aMeHeHUSIMH, BHECEHHBIMU MTPHUKa30M MUHUCTEPCTBA 3IpaBOOXPaHEHUS
Poccuiickoit ®enepaunn ot 30 urons 2015 r. N 385H (3apeructpupoBan MHUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit ®enepanuu 27 Hoa0pst 2015 r., peructparnuonssiii N 39868), ot 21 anpens 2016 r. N 254u
(3apeructpupoBan MuHnucrtepctBoM roctuiuu  Poccuiickoit  ®epepanuu 18  wurons 2016 .,
peructpannoHHbii N 42887), ot 31 oktabps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
tocturinu Poccuiickoit @enepanuu 9 siuaps 2018 r., peructpaunonnsii N 49561 (nmanee - mpuka3z N
54n).

HapkoTudeckre u ICUXOTPOIHbIC JIEKApCTBEHHBIC Mpenapathl, Bxomsinue B crucok 11 Tlepeuns, B
BUJC TPAHCACPMAJIbHBIX TCPAIICBTHUYCCKUX CUCTCM, d TAKIKC HAPKOTUYCCKHUEC JICKAPCTBCHHLIC ITPCIIapaThl,
Bxosiue B crucok Il Tlepeuns, B codeTaHUM ¢ aHTArOHUCTOM OITHOMIHBIX PEIICNTOPOB BBIMTHCHIBAIOTCS
Ha peuentypHoM Osanke Gopmbl N 148-1/y-88 <23> (npunoxenue N 2 k Pekomenaausim).

<23> Ilpunoxenue N 2 k mpukazy N 1175H.

IIcuxoTponHsble JIeKapCTBEHHBIE Mpenaparsl, BXxoasmue B cnucok I Ilepedns, BIMMCBHIBAIOTCS Ha
penentypaom 6manke hopmbr N 148-1/y-88.

Ha penenrypaom 61anke ¢popmbr N 148-1/y-88 BRIMUCHIBAIOTCS TaKkKe JICKAPCTBEHHBIC MTPETapaTh
MHIVBUAYAJIBHOTO U3TOTOBJIEHMSI, KOTOPHIE B CBOEM COCTaBE COJEPKAT KPOME HAPKOTUYECKOIO CPEICTBA
WM ncuxorpornHoro BemectBa cnucka Il Ilepeuns, apyrue ¢gapmakosornyeckue akTHBHBIE BELECTBA
[P YCJIOBUHU, YTO UX JO3UPOBKA HE IPEBBIIIAET YCTAHOBJICHHYIO BBICIIYIO DPAa30BYKO 1103y, W 3TOT
KOMOMHHPOBAaHHBIN JIEKAPCTBEHHBIN Mpenapar WHANBUAYAIIbHOTO U3rOTOBJICHUSI HE BKJIIOUEH B criucok [I
Ilepeuns.

21. Ilpu BBIMUCBHIBAHMM peLENTa Ha JIEKApCTBEHHBINH IMpernapaT WHAWBHIYaTIbHOTO H3TOTOBJIECHUS
HAaVMEHOBAHMS HApKOTUYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB IHUINYTCS B Hadale
penenTa, 3aTeM - BCe OCTAJIbHbIE NHIPEIUEHTBHI.

[Ipy BBINUCBIBAHUM HAPKOTHYECKUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX IPENApaToB, 1032 KOTOPBIX
MIPEBBIIAET BBICUIMI OJHOKPATHBIM MpueM, MEIUIMHCKUI pPaOOTHHMK MHILIET J03y 3TOro Mpernapara
IIPONMCHIO U CTABUT BOCKJIMLIATEIIBHBIN 3HAK.

Ha onnom peuentypuom 6manke ¢popmbl N 107/y-HIT u ¢popmer N 148-1/y-88 BeinuceIBaeTcst 0J1HO
HAauMEHOBAHME HAPKOTUYECKOTO U IICUXOTPOITHOTO JIEKAPCTBEHHOI'O IIperapara.
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22. Ilpu BBIKUCHIBAHUM pELIETITA HA HAPKOTUUECKHE U MCUXOTPOIHBIE JICKAPCTBEHHBIE MpPErapaThl
3ampeniaercss MPeBBIIATh MPeleabHO JOMYCTUMOE KOJIWYECTBO JIEKAPCTBEHHOIO Ipemnapara Juis
BBIMIMCHIBAHUS HAa OJUH pELeNnT, ycTaHoBieHHOe mnpuioxkennemM N 1 k Ilopsanky HazHaueHus u
BBITIMCHIBAHUS JICKAPCTBEHHBIX IpENapaToB, yTBEepKaeHHOMY npukazoM N 11751 (manee - [lopsmok), 3a
UCKJIIOUYEHUEM CITy4aeB:

1) Ha3HAYCHHA BbINICYKA3aHHBIX JICKAPCTBCHHBIX IIPCIIApATOB IMAIIUCHTAM, HYXIAOIMIUMCA B
AJATCIIBHOM JICUCHUU, IMPU OKA3aHUH UM HepBI/ILIHOf/i MGI[I/IKO-CaHI/ITapHOfI nmoMomu " MaJIdaTUBHOM
MGHHHHHCKOﬁ IIOMOIIH B aM6y.TIaTOpHBIX YCII0OBHUSAX;

2) Ha3HAYCHUS MPOM3BOJHBIX OAPOUTYPOBOUM KHUCIOTHI IS JICYCHHS MAIUCHTOB C XPOHHYECKUMU
3a00J1€BaHUSAMH C KypcoM JieueHus 10 60 THei.

23. PeuenT Ha HAPKOTUYECKUN M TICUXOTPOITHBIN JIGKAPCTBEHHBIN MpenapaT MOKET OBITh MOIy4eH
MAIMEHTOM HJIM €r0 3aKOHHBIM IpelCcTaBUTeNleM <24>. DakT BbIAAYM PELENTa HA HAPKOTHYECKUHU U
IICUXOTPOIHBIA JIEKAPCTBEHHBIN Ipenapar 3aKOHHOMY NPEJICTaBUTENI0 (PUKCUPYETCSl 3alUChi0 B
MEIULMHCKON KapTe MalUEHTa.

<24> B OTHOILIEHHMH JIMLA, YKa3aHHOTO B yacTu 2 ctathu 20 PenepanbHoro 3akoHa N 323-D3.

24. MemunuHCKUM paOOTHUKAM 3alpelaeTcs BBIIUCHIBATb pELENTbl Ha JIEKapCTBEHHBIE
Ipenaparhl:

1) IpUu OTCYTCTBUH MCAUIUHCKUX HOKaSaHHﬁ;

2) Ha JIeKapCTBEHHBIE IIpenaparbl, HE 3aperucTpupoBaHHble Ha TeppuTOopuu Poccuiickoi
®eneparuu;

3) Ha JIeKapCTBEHHBIE IpenapaThl, KOTOPbIE B COOTBETCTBUM C MHCTPYKLHEH MO MEIULIUHCKOMY
IIPUMEHEHHUIO UCIIOJIb3YIOTCS TOJIBKO B MEIULIMHCKUX OPTaHU3aLUAX;

4) Ha HapKOTMYECKHE M IICUXOTPOIHbIEC JIEKAPCTBEHHbIE Ipenaparhl, BHECEHHbIE B crucoK Il
IIepeuns B uensx NpUMEHEHUS MJIs JICYCHUS HADKOMAaHUHU.

V. OchbopmneHue peLenToB Ha HAPKOTUYECKUE U NCUXOTPONHbIE
neKapcTBeHHble nNpenapartbl

25. CneunanbHblii penentypHbiii 6mank gopmel N 107/y-HIT u peuentypusiii 6mank ¢opmbl N
148-1/y-88 3anonHsAOTCS MEIUIUHCKUM PAaOOTHUKOM pa300pUYMBO, YETKO, YEPHUIIAMU WJIHM IAPUKOBOM
pYyUKO# 10O ¢ IPUMEHEHUEM TeUaTaloUIMX YCTPOUCTB.

I/ICHpaBHeHI/IH ITpU 3aIMOJIHCHUHN YKa3aHHBIX PCLCIITYPHBIX OJIaHKOB HE AOIIYCKArOTCA.

Ha peunentypHbix OnaHkax B JI€BOM BEpPXHEM YINIy MPOCTABIAETCA IITaMIl MEAMIIMHCKON
OpraHu3aIyy (C yKa3aHueM IOJIHOTO HAMMEHOBAaHMs MEUIIMHCKOM OpraHu3alny, ee ajpeca u TeaedoHa)
U J]aTa BBIMCKHU pelenTa Ha HApKOTUYECKUI WIN ITCUXOTPOITHBIN JIEKAaPCTBEHHBIN Mpernapar.

26. Ha cienmanbaoMm peuentypaoM Oianke gopmel N 107/y-HIT <25> yka3siBatoTcst:
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<25> Ilpunoxxenue N 2 k npukazy N 54H.

1) B ctpokax "®.1.O. nanuenta" u "Bo3pacT" - HOTHOCTBIO (haMUIIHSL, UMSI, OTYECTBO (ITOCTIeIHEE -
IIPU HAJIMYKN) MTALUEHTA, €ro BO3PacT (KOJIMYECTBO MOJIHBIX JIET);

2) B ctpoke "Cepusi 1 HOMep MOJIHCca 0043aTEeIBHOT0 METUIIMHCKOTO CTPaxXoBaHUA" - HOMep MOoJuca
00513aTeNIbHOT0 MEAULIMHCKOTO CTPAaXOBaHMsI MAIeHTa (IPU HAINYHHN);

3) B ctpoke "Homep MenuuMHCKON KapThl" - HOMEp MEAUIIMHCKONW KapThl NA[MEHTA, [TOJIY4atoIEero
MEIMLMHCKYIO ITOMOILb B aMOYyJIaTOPHBIX YCIOBUSX, MJIM UCTOPUM OOJIE3HH IMAIMEHTA, BBHIIHCHIBAEMOTO
13 MEJULIMHCKOW OpraHu3aluy;

4) B crpoke "®.M.O. Bpaua (Ppenpamepa, akymepku)" - MOTHOCTHIO (aMHUIIUS, UMsS, OTYECTBO
(mocnenHee - MpU HaTM4YMH) Bpava ((enpamepa, aKylmepkn), BBITUCABIIETO PEHENT Ha HApPKOTHYECKHUM
WJIH TICUXOTPOITHBIN JIEKapCTBEHHBIH Mpenapar;

5) B ctpoke "Rp:" - Ha JIATUHCKOM $S3bIKE HAMMEHOBAaHUE HAPKOTHYECKOTO WJIM TCUXOTPOITHOTO
JIEKapCTBEHHOTO MpenapaTa (MeXIyHapoJHOE HEMaTEHTOBAHHOE WM XUMHYecKoe, JHO0 B Cilydyae HX
OTCYTCTBHSI - TOPrOBO€ HANMEHOBAHUE), €T0 JJO3UPOBKA, KOJIMYECTBO U CIIOCOO TpUEMa.

KonunuecTBO BBIMKMCHIBAEMOIO Ha CIEMUANIBHOM peuentypHoM Onanke ¢opmel N 107/y-HII
HapKOTUYECKOTO U ICUXOTPOIHOIO JIEKAPCTBEHHOI'O IMperapara yKa3blBaeTCs MPOIMUCHIO, CIIOCOO €ro
MpHeMa YKa3bIBaeTCS Ha PYCCKOM SI3bIKE WJIM Ha PYCCKOM M TOCYIApCTBEHHOM S3BIKaX pPecryOIuK,
BXOJAIIKX B cocTaB Poccuiickon denepannn.

27. Ilpyu NEepBUYHOM BBINUCHIBAHUU MALMEHTY pELENTa Ha HAPKOTUYECKUW M TCHUXOTPOIHBIM,
BHeceHHbIN B cniucok I [lepeuns, peuent 3aBepsiercs:

1) mOAMUCHIO U IMYHOM MeYaThio Bpaya TU00 MOAMUCKI0 (hebamepa (aKyIepKu);

2) MOANKCHIO PYKOBOJAUTENS (3aMECTUTENS PYKOBOJUTENS) MEAMIMHCKOW OpraHu3alud WId
PYKOBOIUTENS (3aMECTUTENS] PYKOBOAMUTENS) CTPYKTYPHOTO MOpAa3AICHIS METUIIMHCKOW OpraHU3aIiu
100 JIMLOM, YIIOJIHOMOYEHHBIM PYKOBOAMTEIEM MEIUIMHCKON OopraHu3aluu (B cllydae OTCYTCTBHS B
CTPYKTYPHOM TOJPA3JCJIECHUA MEAUIIMHCKON OpraHu3aluu JOJDKHOCTH 3aBEAYIOIIEro (3aMeCTUTENs
3aBEAYIONIET0) CTPYKTYPHBIM TMOJpa3feieHruemM) (¢ ykazaHueMm ero GamMuind, HMEHH, OTYEeCTBa
(mocnenHee - Py HAJTMYUN));

3) meyarbl0 MEIMLMHCKOM OpraHu3aluu JuOO CTPYKTYpPHOTO NOJpa3AesieHUus MeAUIIMHCKON
opranusanuu "lns penentos'.

IIpy MOBTOPHOM BBINIMCBIBAHWMM MAIMEHTy peLHenTa Ha HAPKOTUYECKMM W IICUXOTPOITHBIN
JIEKapCTBEHHBIN IpenapaT, BHECeHHbIM B crnucok Il Ilepeuns, B pamkax NpOJOIDKEHMsS OKa3aHUS
MEAUIIMHCKON ITOMOIIH 110 COOTBETCTBYIOLIEMY 3a00JIEBAHUIO PELENT 3aBEPsIeTCS:

1) moAnMChIO ¥ TMYHOM NeYaThio Bpaya 00 MOINUCHIO (erbamiepa (aKyIepKh);

2) meyaTtbl0 MEAMIMHCKOM OpraHu3aliu JIMOO CTPYKTYpPHOTO NOJpa3fefieHuss MeAUIIMHCKON
opranusanuu "l penentoB” ¢ ykazaHHUEM B JIEBOM BEPXHEM yIuy perenta Haanucu "[loBTopHo".

Cpok JeicTBus pelenTa, BBIIMCAHHOTO Ha CIELUAIbHOM pelenTypHoM OnaHke ¢opmbl N
107/y-HII, cocraBnsier 15 KaneHIapHBIX JTHEH.
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28. Ha penentypusix 61ankax ¢popmsl N 148-1/y-88 ykazpiBaroTcs:
1) B rpadax "®.1.0O. nmaruenTa" - MOJHOCTHIO (haMUJIUs, UMSI M OTYECTBO (TIPH HAJIMYWH ) TAIIMCHTA;

2) B rpade "Bo3pact" - KOTMYECTBO MOJHBIX JIET MAaLMEHTa, a A AeTedl B Bo3pacTte 10 1 roxa -
KOJINYECTBO IOJIHBIX MECSLIEB;

3) B rpade "Azppec uiam HOMEpP MEAMLIMHCKOW KapThl MAIMEHTA, MOJYYAIOIIEro MEIHIIMHCKYIO
MIOMOILb B aMOYJIATOPHBIX YCJIOBHSIX" - MOJHBIN MOYTOBBIN a/ipec MecTa KUTENIbCTBA (MecTa MpeObIBaHUS
WM MecTa (PaKTHMUYECKOro TMPOXHBAHWSA) NAalMEHTa WIM HOMEP MEIUIIMHCKOM KapThl MAaIMeHTa,
MOJIYYaOIEro MEJUIIMHCKYIO IIOMOILIb B aMOYJIaTOPHBIX YCIOBUSIX;

4) B rpage "®.N.O. nevamero Bpaya" - MONHOCTBIO (aMHIIUS, MUMsI, OTYECTBO (IIPH HATUYMN)
MEIUIMHCKOTO PaOOTHHKA, MMEIOLIETO IPaBO HA3HAYEHHSI U BBHIITMCHIBAHHS JIEKapPCTBCHHBIX ITPETIApaToB;

5) B rtpade "Rp" - HaA /aTMHCKOM S3bIKE HAMMCHOBAHHME JIEKAPCTBEHHOIO Ipernapara
(MeXIyHapOJHOE HEMATEHTOBAHHOE WU TPYIIIIMPOBOYHOE, TNOO TOPrOBOE), €ro JO3HUPOBKA, KOJIUYECTBO,
Ha PYCCKOM HJIU PYCCKOM M HAI[MOHATHLHOM SI3BIKaX CIIOCO0 MPUMEHEHHS JICKAPCTBEHHOTO TIperapara.

Penenit  3aBepsieTcss JIMYHOW TIOAMMCHIO JICUAIETO Bpada M JOMOJHHUTEIBHO - II€YATHIO
MEIUIIMHCKOW opranu3aruu "J{is pementos".

Cpok neicTBUs pelenTa, BRHITUCAHHOTO Ha perentypHoMm Onanke ¢opmbl N 148-1/y-88 (15 nueit),
YKa3bIBACTCS MTyTEM IO TYCPKUBAHHUS.

Ha oOopotHoii ctopone peuentypHoro Onanka ¢opmbl N 148-1/y-88 mneudaraercs Ttabnuia
CIICAYIOIIETO COJCPKAHUS:

[Ipurorosun [Iposepui Otnycrun

[Ipu BBIMCKE HAPKOTHMYECKOTO MM TMCHUXOTPOIMHOTO JIEKAPCTBEHHOIO IMpermapara MO PEIICHUI0
BpaueOHOI KOMHCCHU Ha 000poTe pernentypHoro Omanka ¢opmbel N 148-1/y-88 craBurcs crienuaibHas
OoTMeTKa (IITaMII).

JHomyckaercs odopmiieHHE BCEX PEKBU3WTOB penenTypHbix OyiankoB (opmbr N 148-1/y-88 (3a
UcKItoueHneM pekBusuTa "lloanucek evamiero Bpaya') ¢ HCIOIB30BaHUEM TEUATAIOIINX YCTPOMCTB.

<Ilucomo> Munzopasa Poccuu om 27.02.2018 N 25-4/10/1-1221 <O nanpasnenuu Memoouueckux
peKomenoayull no opeaHu3ayuu 060poma HapKOMU4ecKux U NCUXOMpPONHbIX JIeKAPCMEEHHbIX
npenapamos 0Jisk MEOUYUHCKO20 NPUMEHEHUSL 8 MEOUYUHCKUX U ANMEYHbIX OP2AHUAYUAX™>
{Koncynomanmllnoc,
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