00 yTBep:xIeHNH
NMOPSAKA HA3HAYEHUS JIEKAPCTBEHHbBIX NPenaparos,
(¢hopm penenTypHbIX 0JJAHKOB HA JIeKAPCTBEHHbIE NPeNaparhl,
nopsiika opopmiieHUus1 YKa3aHHBIX 0JIAHKOB, HX y4eTa U XpaHeHUs!

B coorBerctBuM ¢ myHKTOM 16 wactu 2 craten 14 @enepanbHOTO 3aKOHA
or 21 Hos0ps 2011 1. Ne 323-03 «OO0 ocHOBax OXpaHbl 370pOBbSl TpaKJIaH
B Poccuiickoit @enepamuu» (CoOpanue 3akoHoaaTenbcTBa Poccuiickoit dexnepaiuu,
2011, Ne 48, ct. 6724; 2017, Ne 31, ct. 4791) u nognynkramu 5.2.177, 5.2.179 n
5.2.180 Ilonoxxenuss o MunucTepcTBe 3ApaBooxpaHeHust Poccuiickoit ®enepanuu,
yTBEPKACHHOr0  mnocraHoBieHuem  IIpaBurenbctBa  Poccuiickon — depepauuu
ot 19 utons 2012 r. Ne 608 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit denepanuu,
2012, Ne 26, cr. 3526; 2015, Ne 23, cr. 3333; 2017, Ne 52, cr. 8131),
NpUKa3blBalo:

1. YTBepauTs:

MOPSAOK Ha3HA4YCHUS JIEKApCTBEHHBIX npenapaToB COTJIACHO
npuioxeHuro Ne 1;

dbopMBI  pelenTypHbIX OJJAHKOB Ha JICKAPCTBEHHBIE IIpenapaThl COTJIACHO
puinoxeHuro Ne 2;

nopsiAok ohopMIICHUST PELENTYPHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE Tpernapartsl,
MX y4eTa U XPAaHEHHUsI COTJACHO MPUIIOKEHHIO Ne 3.

2. Ilpu3Hath yTpaTUBIIMMU CUITY:

IIPUKA3 MunucrtepcTBa  3IpaBOOXPaHEHUS Poccuiickon Oenepannun
ot 14 suBaps 2019 1. Ne 41 «O06 yTBepKICHHUH MOPsIIKA HA3HAYCHUS JIEKAPCTBEHHBIX
npenaparoB, (GOpM peleNnTypHBIX OJJAHKOB Ha JIEKAPCTBEHHBIE MpEMapathl, MOPSAKa
opopMIIEHUSI YKa3aHHBIX OJAHKOB, WX YydeTa W XpaHEHUs» (3aperucTpupoBaH
MunuctepctBoM  toctunimu  Poccuiickoit  ®enepauun 26  wmapra 2019 .,
peructpanuoHHbiil Ne 54173);

MIPUKA3 MuHucrepcTBa  3[paBOOXPaHEHUSA Poccutickon denepaunu
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ot 11 nexabps 2019 r. Ne 10221 «O BHeceHMHM M3MEHEHHH B MpuKa3 MHUHHUCTEPCTBA
3apaBooxpanenus Poccuiickoit @enepauuu  oT 14 suBaps 2019 r. Ne 4u
«O0 yTBEepXKJIEHUU TMOpSJKa Ha3HAYEHHUs JIEKAPCTBEHHBIX MpernapaToB, (opm
pEUENTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE TMperapaThl, Mopsaaka odopMIICHUS
yKa3aHHBIX OJIAHKOB, MX y4eTa U XpaHEHUs» (3aperucTpupoBaH MHHHCTEPCTBOM
toctuninu Poccuiickoit @enepanuu 28 ssaBaps 2020 r., peructpaunoHHbIi Ne 57292);

npuka3z MuHHuCTepCcTBa 3paBooxpaneHust Poccutickoit denepannu oT 8 OKTAOPS
2020 r. Ne 1075H «O BHECEHWH M3MEHEHUW B MOPSIAOK HA3HAUEHHUS JIEKAPCTBEHHBIX
[penaparoB,  YTBEPXKACHHBIM  NpHKa3oM  MUHHUCTEpCTBA  3/paBOOXPAHEHUS
Poccuiickoii ®enepaunn ot 14 suBaps 2019 r. Ne 4n» (3apeructpupoBaH
MunuctepctBoM toctuiiuu  Poccuiickoit  @epeparuu 22 gexkabps 2020 r.,
peructpaunoHHbIid Ne 61695).

3. Hacrosmuii npuka3 BcTynaer B cuiay ¢ 1 centsaops 2021 r. u npeiicTByer

1o 1 centsiops 2027 r.

Munuctp M.A. Mypaniko



VYTBEPX/IEH
NpruKa3oM MUHUCTEPCTBA 3APABOOXPAHEHUS
Poccuiickon denepanuu
OT « »2021 1. Ne

Hopsinok
Ha3HAYEeHMS JIEKAPCTBEHHbIX NPenaparos

[. O0ne mosoKeEHUA

1. Hacrogmmii mopsiioK yCTaHABJIMBAECT MPABWJIA HA3HAUYEHUS JICKAPCTBEHHBIX
npenaparoB JUisl MEAUIIMHCKOTO NMPUMEHEHUs (Jajiee — JeKapCTBEHHBIE MpEenapaThl)
1 0(OpMIICHUS MX Ha3HAYCHUS TIPU OKA3aHUHM MEIUITMHCKON MOMOIIH B METUITUHCKHUX
OpraHM3aIHsX .

2. Ha3HaueHue JEKApCTBEHHBIX MPENapaToB OCYUIECTBISETCS JICYAIIUM
BpayoM, (QenbalepoM, aKylIepKol B ClIydae BO3JIOKEHUS HAa HUX IOJIHOMOYHUN
Jeyaniero Bpadya B IOpSAJKE, YCTAaHOBJIEHHOM MpHKa3oM MuHHCTEpCTBA
3IpaBOOXpaHEHUs U colMaibHOro pa3zButusi Poccuiickoit denepaunu ot 23 mapra
2012 r. Ne 2521 «O6 ytBepxaeHuu Ilopsaka Bo3noxkeHust Ha (enpiiepa, aKylepKy
PYKOBOJUTENIEM MEAUIIMHCKON OpraHu3aliy MpU OpraHUu3aluu OKa3aHUs MEepPBUYHOMN
MEJUKO-CaHUTAPHOW MOMOUIM U CKOPOM MEIHUIIMHCKON MOMOIIY OTAEIbHBIX (PYHKIUN
JieHaniero Bpava no HEmoOCPeJACTBEHHOMY OKAa3aHUIO MEIUIIMHCKOW TOMOIIM MallueHTy
B Mepuoj HaOJMIOACHUS 3a HUM U €ro JICUCHHUs, B TOM YHUCJIE [0 Ha3HAYCHUIO
M TOpPUMEHEHUIO  JIGKAPCTBEHHBIX  MpEMapaTroB,  BKIHOYAash  HAPKOTUYECKUE
JIGKAPCTBEHHbIC IperapaTthl M ICHXOTPOIHBIC JICKAPCTBEHHBIC IPErapaThDy’,
WHJIUBUAYAJIbHBIMU  NPEANPUHUMATEISIMA,  OCYIIECTBISIOIMIMMU  MEIUIMHCKYIO
NEeSTENBHOCTD (Jjaiee — MEAUITMHCKUE PAOOTHUKH).

3.CBefeHMsT O HA3HAUYEHHOM JIGKAPCTBEHHOM Ipemnapare (HauMEHOBaHUE
JIEKapCTBEHHOTO TIpenapara, JO3WPOBKA, CIOCOO BBEICHUS W TPUMEHEHUS, PEKUM
JO3UPOBAHMS, MPOAOKUTEIBHOCTh  JICUCHHs] W OOOCHOBaHME  HA3HAYEHUS
JIEKapCTBEHHOTO Tpernapara) BHOCITCS MEAUIIMHCKUM PAOOTHUKOM B MEIUIIMHCKYIO
JIOKYMEHTAITUIO MaI[UeHTA.

B cnyuasx, ykazaHHbIX B MyHKTax 9-12 nHacrosmero [lopsnaka, MeaAUIUHCKHUI
paboTHUK oOQOopMIISIET Ha3HAYEHUE JIGKAPCTBEHHBIX IMIpErapaTroB, B TOM YHUCIE
MOJUICKAIIMX HW3TOTOBJICHUIO W OTIYCKY anTeUYHbIMM OpraHu3alusMu (nanee —
JIEKapCTBEHHbIC TIpenapaThl WHIWBUAYAJIbHOTO W3TOTOBJICHMS), HAa PEHENTYPHOM
Oy1anke, oOpMIICHHOM Ha OYMa)KHOM HOCHTEJIE 32 CBOSH MOAMUCKIO (Janee — perent
Ha OyMa)XHOM HOCHUTeNe), W (WJIM) C COTJlacus TMalMeHTa WM €ro 3aKOHHOTO

! ITynkr 11 crateu 2 ®enepanbaoro 3akoHa oT 21 Hos0ps 2011 1. Ne 323-D3 «O0 ocHOBaX OXpaHBI 3I0POBbS TPaXKIaH
B Poccutickoit @enepanumny (Cobpanue 3akoHoaarenscTBa Poccuiickoit denepanuu, 2011, Ne 48, ct. 6724; 2019, Ne 52,
cT. 7796).

% BapeructpupoBan MunnCTepCTBOM focTHIE Poccmiickoit ®enepamun 28 ampens 2012 r., peruCTpariHOHHBI
Ne 23971, ¢ wu3MeHeHUWsMH, BHECEHHBIMH IpHKa3oM MuHHCTEpCTBa 3/paBooxpaHeHusi Poccuiickoit denepaiun
ot 31 oktsi6ps 2017 1. Ne 882H (3apeructpupoBad MuHHCTEPCTBOM tocTuiinu Poccuiickoit @eneparuu 9 ssaBaps 2018 r.,
peructpanroHHbIi Ne 49561).
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NPEJICTABUTEIS HA pELENTYypHOM OnaHke B (OPME IIEKTPOHHOrO JOKYMEHTA
C UCIOJIb30BAaHUEM YCWJICHHOW KBaIU(UIUPOBAHHOM DIIEKTPOHHOM MOJNUCU
MEIUIMHCKOT0 paboTHHUKA (J1ajiee — perenT B GopMe SIEKTPOHHOTO JOKYMEHTA).

Peuent B QopMe 5SIEKTPOHHOTO JOKYMEHTa, COJAEpXalluii Ha3HAYCHHE
HAapKOTUYECKUX  CPEACTB WM  IICUXOTPOIIHBIX  BEIIECTB,  MOJINKMCHIBACTCS
C UCIOJIb30BAaHUEM YCWJICHHOW KBaIU(UIUPOBAHHOW OSJIEKTPOHHOW TMOIIUCH
Jeyaliero Bpaya WiM (enpaiiepa, aKylmiepkd, Ha KOTOPBIX BO3JIOKEHBI (YHKIUU
JIEHaIllero Bpaya, U COOTBETCTBYIOIIEH MEIUIIMHCKON OpFaHI/ISaHI/II/I4.

Odopmiierne pernentoB B (opMe DIIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIIACTCS
B ClIy4ae MPHUHITHS YIOJHOMOYEHHBIM OPTraHOM HCIIOJIHUTENBHON BIIACTU CyOBEKTa
Poccuiickoit denepaiuu B COOTBETCTBUM C MyHKTOM 4 crtatbu 6 denepalibHOrO
3akona ot 12 ampenst 2010 1. Ne 61-D3 «O6 00paleHHH TeKAPCTBEHHBIX CPEICTBY
pemieHuss 00 HCMONBb30BAaHMM Ha Tepputopun cyoOwbekta Poccuiickoit deneparnuu
Hapsy C pelenTaMu Ha JIEKAapCTBEHHbIE Mpenaparbl, OPOPMICHHBIMU Ha OYMa)KHOM
HOCHUTEJIE, PELENTOB Ha JIEKAPCTBEHHbIE IpenapaThl, COPMUPOBAHHBIX B (opMme
AIIEKTPOHHBIX TOKYMEHTOB.

4. Ilpn BbIIMCKE TMalMEHTAa W3 MEIUIMHCKOW OpraHu3aluy, B KOTOPOil
€My OKa3bplBajach MEIWIHMHCKAs IOMOILIb B CTAlMOHAPHBIX YCIOBHSX, JAHHOMY
MTALIUECHTY o pPEUIEHUI0  PYKOBOIUTEIS MEIULIUHCKON OpraHu3alun
Ha3HayaroTcs ¢ oopmiieHHeM penenta B GopMe JIEKTPOHHOTO JOKYMEHTa U (WJIN)
Ha  OyMaXHOM  HocuTene (32  UCKIIOYEHHEM  O(DOpPMIIEHHS  pELENTOB
Ha JICKapCTBEHHBIE IMpenaparsl, NOAJIeKallHe OTHYCKY OeCIIaTHO WJIM CO CKHJIKOM)
MO0 BBLIAIOTCA (MALMEHTY WA €ro 3aKOHHOMY IPEJCTaBUTEINI0) OJTHOBPEMEHHO
C BBINHCKOM W3 HCTOPUM OOJIE3HU JIEKAPCTBEHHBIE Npenaparbl, B TOM YHCIIE
HApKOTHUYECKME M  IICUXOTPONHBIE JIEKAPCTBEHHBIE IpPENapaTrbl, BHECECHHBIC
B cnucku Il m IIl mepedyHss HapKOTUYECKUX CPENCTB, NCUXOTPOITHBIX BELIECTB M HUX
IIPEKYyPCOPOB, MOJJIEKANX KOHTPOJIr0 B Poccuiickon denepaunu, yTBEPKIACHHOIO
IIpaBurtenscTBOM Poccutickon CI)ezLepauI/H/I6 (manee - Ilepeuens),
CHJIBHOJICHCTBYIOILIME JIEKAPCTBEHHBIE MTPENaparsl, Ha CPOK MpUEMA MALUEHTOM J0 5
JTHEH.

5. HazHaueHue JeKkapCTBEHHBIX MpENnaparoB MpH OKa3aHUM MEIUIUHCKOM
NOMOUIM B CTAallMOHAPHBIX YCJIOBHUSIX B TpPeOOBAaHUAX-HAKJIAIHBIX, HAIpPaBIIsEMbIX
B aNTEYHbIC OpPraHu3allM, SBISIOIIKECS CTPYKTYPHBIMH  IOJpa3JAeiICHUSIMU
MEIWLIMHCKOW OpraHu3alui, B KOTOPOM OKAa3bIBA€TCS MEIWLMHCKAs MOMOUIb,
OCYILECTBIISIETCA B COOTBETCTBUM C HMHCTpyknmen o TOpsSAKE BBIMUCHIBAHUS
JIEKapCTBEHHBIX MpenapatoB U OQOPMIICHUS PELENTOB M TpeOOBAHMI-HAKIAIHBIX,
YTBEPKIACHHOW NPHUKa30M MHUHHUCTEPCTBA 3APAaBOOXPAHEHUS U COL[UATIBHOTO PAa3BUTHS
Poccuiickoit deneparuu ot 12 deBpans 2007 r. Ne 110 «O nopsiike Ha3HAYEHUS U

¥ B oTHOmeHHH JHIA, ykazaHHoro B yactu 2 crateu 20 PenepanpHoro 3akoHa ot 21 HosOpst 2011 1. Ne 323-03
«O06 ocHOBax OXpaHBI 310pOBBs TpaxkngaHn B Poccuiickoii ®enepamumn» (CobOpanue 3akoHOAATeNbCTBa Poccuiickoit
Oeneparum, 2011, Ne 48, ct. 6724; 2019, Ne 10, ct. 888).

* Yacrs 1 cratem 26 @emepamsHOro 3akoHa or 8 smBaps 1998 r. No 3-03 «O HAPKOTHUECKHX CpPEACTBAX
U TICUXOTPOIHBIX BemecTBax» (CoOpanue 3akoHoaarenscTBa Poccuiickoit denepanuu, 1998, Ne 2, ct. 219; 2017, Ne 31,
cT. 4791).

> CoOpanue 3akoHonaTenbeTBa Poccuiickoit @epeparum, 2010, Ne 16, ct. 1815; 2017, Ne 31, ct. 4791.

6 Co0panue 3akoHomatenscTBa Poccuiickoit @eneparum, 1998, Ne 2, ct. 219; 2016, Ne 27, c1. 4238.
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BBINUCHIBAHUS JICKAPCTBEHHBIX MpenapaToB, WU3ACIUN MEIUIMHCKOTO HAa3HAUYCHUsS U
CTICHHATH3HPOBAHHBIX IPOTYKTOB JIEYeGHOTO MATAHHS .

6. HazHaueHne sexkapCTBEHHBIX MpENapaToB OCYIIECTBISETCS MEAUIIMHCKUM
pabOTHUKOM IO MEXIyHapOJHOMY HENaTEHTOBAHHOMY HAaWMEHOBAHMIO, a TIPHU €ro
OTCYTCTBUM — TPYNIUPOBOYHOMY WIM XUMHUYECKOMY HaMMEHOBaHUIO. B ciyuae
OTCYTCTBHUS MEXKIyHApPOJHOTO HEMATEHTOBAHHOTO HAMMEHOBAHUS U TPYIITUPOBOYHOTO
WIM XUMHUYECKOTO HaMMEHOBAHMS JIEKAPCTBEHHOIO TMperapara, JeKapCTBEHHBIN
npenapar Ha3HaA4aeTcsl MEAUIIMHCKUM PaOOTHUKOM IO TOPTOBOMY HAMMEHOBAHUIO.

[Tpu HaJIM4uu MEJIUIIMHCKUX MOKa3aHU (MHAUBUyabHAS
HEMEPEHOCHUMOCTh, 10 JKW3HEHHBIM IIOKa3aHMSIM) [0 PEIICHHI0 BpayeOHOU
KOMHCCHH MEIHIHHCKON OpraHM3alii® OCYIeCTBIACTCS Ha3HAYeHHe H 0(opMICHHE
Ha3HAYEHHUsI JIEKAPCTBEHHBIX IMPENapaToB, HE BXOASIIMX B CTaHAAPTHl MEIULIMHCKOU
MOMOINM, pa3pabOTaHHBIX B  COOTBETCTBMM ¢ TyHKToM 4 crateu 10
®enepanpHoro 3akoHa oT 21 HosiOps 2011 r. No 323-®3 «O6 ocHOBax OXpaHbl
3710pOBbsI TpaXaaH B Poccuiickoii ®eeparmmy»’, 1160 110 TOPrOBBIM HAHMEHOBAHHUSIM.
Pemenne BpaueOHOM KOMHUCCHMM  MEIUMUMHCKOM  oOpraHu3auuu  (QUKCUpYETCs
B MEJIMIIMHCKON TOKYMEHTAIIMU MAI[MEHTa U B )KypHaJie BpaueOHOM KOMHUCCHH.

7. HazHaueHue Je€KapCTBEHHOIO IpernapaTa B pelente Ha OyMa)XHOM HOCHUTEJIe
WIM peuente B QopMe 3JIEKTPOHHOIO JTOKyMEHTa OoQopMIIeTcs Ha MMs NAlUEHTA,
IUIs1 KOTOPOTO MpeIHa3HAaYEeH JIEKapCTBEHHBIN ITpenapar.

Peuent Ha OymaxxHoM HocHTele, 0pOPMIIEHHBIN Ha pelienTypHOM OJjilaHKe (hopM
No 107-1/y, Ne 148-1/y-88, No 148-1/y-04 (11), yTBEp>KI€HHBIX HACTOSIIIUM MPUKA3OM,
a TaKKe pelentT Ha OyMa)XHOM HocHTelsle, O()OPMIIEHHBI Ha PEUENTypHOM OJaHKe
dbopmber Ne 107/y-HII, yTBepkieHHOU mnpukazoM MUHHCTEpCTBA 3APaBOOXPaHEHUS
Poccuiickoii ®enepanuu ot 1 aBrycra 2012 r. Ne 54n «OO6 yrBepxkaeHuu (Hopmbl
OJIaHKOB ~PELENTOB, COAEpPXkAIIMX Ha3HAYEHUE HAPKOTUYECKHX CpPEICTB WU
MICUXOTPOIHBIX BEILIECTB, MOPSAJIKA X M3TOTOBIEHUS, PACIPEICICHUS, PETUCTPALNH,
ydeTa U XpaHEHHs, a Takke IpaBui odopMieHms» - (nanee — gopma Ne 107/y-HII),
MOKET OBITh TOJIYYCH MAIlMEHTOM, €ro 3aKOHHBIM MPEICTABUTENIEM WIIU JIUIIOM,

! 3apeructpupoBad MunucrepctBoM toctuiuu Poccuiickoir ®denepaumnn 27 ampens 2007 r., perucrpallOHHBIN
Ne 9364, ¢ u3MEHEHMsAIMM, BHECCHHBIMH IpHKa3aMH MUHHCTEpCTBA 3JPaBOOXPAHEHUS M COLMUAIBHOTO PA3BUTHA
Poccuiickoit ®enepanmu ot 27 asrycra 2007 r. Ne 560 (3apermctpupoBaHn MuHHCTEpCTBOM IOCTHIMHU Poccuiickoii
Oeneparmn 14 centssops 2007 1., peructpannonssrid Ne 10133), ot 25 centsbps 2009 r. Ne 794n (3apeructpupoBaH
MunnctepcTBoM foctummu  Poccumiickort  @eneparuun 25  HosOps 2009 1., peructpanmonnbii Ne  15317),
or 20 smBaps 2011 r. Ne 13 (3apermctpupoBaH MunmcTepcTBOM foctuiun Poccuiickoit @emepammu 15 mapra
2011 r., peructpanmonserii Ne 20103), mpukazamum MuHHCTepcTBa 31apaBooxpaHeHHMs Poccuiickoit ®eneparyu
ot 1 aBrycta 2012 r. Ne 54u (3apeructpupoBan MunuctepcTBOM rocTunmu Poccuiickoit @eneparuu 15 aBrycra 2012 1.,
peructparuoHHbii Ne 25190), ot 26 depans 2013 r. Ne 941 (3apeructpupoBad MHUHHCTEPCTBOM IOCTHLINHU Poccuiickoit
Deneparu 25 mong 2013 r., peructpannorssiii Ne 28881).

® ITpukas MuHHCTepCTBA 3APaBOOXPAHEHHS 1 COLMATBLHOTO passuThs Poccniickoit deepamun ot 5 Mast 2012 r. Ne 502m
«O0 yTBEp)KICHHHM TIOPSIKAa CO3MaHHMS U JCSATEIBbHOCTH BpadeOHOW KOMHCCHHM MEAMIIMHCKONH OpraHH3alnm
(3apeructpupoBaH MuHmcTepcTBOM focTuimK Poccuiickoit @eneparnmu 9 ntonst 2012 r., perucrpanuonssiii Ne 24516), ¢
N3MEHEHHUSIMH, BHECEHHBIMHU MPUKa3oM MuHHcTepCcTBa 31paBooxpaneHus Poccuiickoit @enepannu ot 2 nexkadpst 2013 r.
Ne 886H (3aperucrpupoBan MunucrepcTBoM toctunu Poccuiickoit @enepannu 23 nexadps 2013 r., perucTpaMOHHBIN
Ne 30714).

o Co0Opanue 3akononatenscTBa Poccuiickoit @enepartm, 2011, Ne 48, cr. 6724; 2017, Ne 31, c1. 4791.

1% Zaperucrpuposan MunuctepctBom foctuimu Poccuiickoit ®exepamun 15 asrycra 2012 r., permcTpanpoHHbI
Ne 25190, ¢ wm3MeHeHHsAMH, BHECEHHBIMH IIpuMKazaMH MUHHCTEpCTBa 3ApaBooXpaHeHHs Poccuiickoit Deneparun
ot 30 uronst 2015 r. Ne 3851 (3apeructpupoBan MunuctepcTBoM roctunuu Poccuiickoit denepanuu 27 Host6pst 2015 1.,
peructparnuoHsbiii Ne 39868), ot 21 anpens 2016 1. Ne 2541 (3apeructpupoBaH MUHHCTEPCTBOM 0cTHIMK Poccuiickoit
Oeneparm 18 wmrons 2016 r., peructpanmonsabrii Ne 42887), ot 31 okrsabps 2017 r. Ne 882H (3apermcTpupoBaH
MunuctepctBoM rocturmu Poccuiickoit @eneparuu 9 suBaps 2018 1., peructpanuonnsiii Ne 49561).
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uMeroeM O(GOpPMIIEHHYI0O B COOTBETCTBUM C TPaXAAHCKHUM 3aKOHOJATEIbCTBOM
Poccuiickoii @eaepauu T1OBEPEHHOCTh OT MAlMEHTA HAa MPaBO MOJY4YEHUS TaKOro
penenTa (J1ajnee — ynoJIHOMOYEHHOE JIUIIO).

[IpencraBnenne MOBEPEHHOCTH HE TpeOyeTcs B cllydyae MOJYy4YEHHUs pelenTa
Ha JICKapCTBEHHBIN MpenapaT Juisi THKYpaOeJIbHOTr0 OOJBLHOTO Ha 3aBEPIIAIOIIEM JTarle
€ro KM3HU JIMIIOM, OCYIIECTBIISIONIMM YXOJl 32 TaKMM HHKYpPaOEIbHBIM OOJbHBIM.
B TakoM ciyyae MeIMUMHCKUN paOOTHHUK BBIJIAET JIMIlY, OCYIIECTBISIONIEMY YXO]I
3a MHKypaOenbHbIM OOJBHBIM, JIOKYMEHT, MOATBEPKAAOMUN HHKypaOeIbHOe
COCTOSIHME OOJBHOTO, COAEpX allUid CBEACHUSA O JIMIE, KOTOPBIM OyAeT MoaydaTh
JIeKapCTBEHHBIE MPEnapathl 1Mo peuenTty (haMumus, uMs, OTYECTBO, BU, CEPHs U (MIIH)
HOMEP JOKYMEHTA, YJIOCTOBEPSIIOUIETO JIMYHOCTD), 3aBEPEHHBIN MOANUCHIO U ME€YaThIO
JAHHOTO MEAUIIMHCKOTO paOOTHUKA, KOTOPBIA OCTAETCS B AITEYHOW OpTraHU3ALMH.

Penient B opme 3IEKTPOHHOTO TOKyMEHTa (HOPMUPYETCS C HCIOIb30BAaHHEM
rocyapCTBEHHOM MH(POPMAIIMOHHON CHUCTEMBI B cdepe 3paBOOXpaHEHUs CyOBhEeKTa
Poccuiickoii ®denepanuu, METUIUHCKOW WH(GOPMAIIMOHHOW CUCTEMBI MEIUIIMHCKON
OpraHu3anuy .

@dakT BBLJAYM  peLENTa Ha  JICEKapCTBEHHBIM  Ipenapar  3aKOHHOMY
IPEJCTAaBUTENIO WM YINOJHOMOYEHHOMY JIHMIY (PUKCUpPYEeTCsl B MEAMLMHCKON
JOKYMEHTAIUY ITallUECHTA.

8. MenuuuHckuM ~ paOOTHMKaM  3ampemiaercss  oQopmiIAiTh  PELENTHI
IIPU OTCYTCTBHM Yy MAlMEHTA MEAULMHCKUX ITOKA3aHWW; HA HE3apEruCTPUPOBAHHBIE
JNICKApPCTBEHHBIE ~ IpemaparTsl -, Ha  JIEKapCTBEHHBIC  NPEMapaThl,  KOTOPHIC
B COOTBETCTBHUH C MHCTPYKLHEHW IO MEAULIMHCKOMY IIPUMEHEHHIO NTPEIHA3HAYEHBI [T
IIPUMEHEHUSI TOJIBKO B MEIUMUIMHCKHAX OPraHU3alMsaX; Ha HAPKOTUYECKHE CPENCTBA
U TICUXOTPOIIHBIE BEIIECTBA, BHECEHHBIE B cniucok Il Ilepeuns, 3apeructpupoBaHHbIE
B KayeCTBE JIEKAPCTBEHHBIX MPENAaparoB, B LEJIAX IPUMEHEHUS I JICUCHUS
HApPKOMAaHUMU.

NHuBUAYyabHBIM — NPEANPUHUMATENAM, OCYIIECTBIAIOIIMM  MEIULHUHCKYIO
JeSITeNIbHOCTh, JOMOJHUTENBHO K TpeOOBaHUSAM, YKa3aHHBIM B a03ale NEepBOM
HACTOAILIETO MyHKTAa, 3ampeniaeTcss ohopMIIsTh pelenThl Ha HAPKOTUYECKHE CPEeICTBA
U TCUXOTpomnHble BemiecTBa, BHeceHHbie B crnucku Il u III Tlepeuns (manee —
HApPKOTUYECKHME U TICUXOTPOIHBIEC JIEKApCTBEHHbIE Ipenaparbl crnuckoB II u III
[lepeuns).

9.1lpy Ha3HAYeHUM HAPKOTUYECKUX © TICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapatoB cnucka I [lepeuns, 3a HCKIIOUEHHEM JIEKAPCTBEHHBIX MPENApPATOB B BUAE
TPAHCIECPMAIBHBIX TEPANlEBTUUYECKUX CHCTEM M JIEKAPCTBEHHBIX IIPENApaToB,
COZIEPKAIINX HAPKOTUYECKOE CPENCTBO B COYETAHWU C AHTATOHUCTOM OIMOMUIHBIX
pELEenToOpOB, peUenTbhl Ha OyMa)XHOM HOCHUTENEe O(QOPMIISIOTCS Ha PELENnTypHOM
omanke Gopmbl Ne 107/y-HII.

10. PentenitypHsiit 61ank ¢popmbl Ne 148-1/y-88 odhopmitsieTcst mpu Ha3HAYCHUH:

" Crateu 91 1 91.1 ®enepanbaoro 3akoHa ot 21 Hos0ps 2011 r. Ne 323-03 «OO6 ocHOBaxX OXpaHbI 340POBbS TPAXKIaH
B Poccuiickoit @enepanun» (Cobpanue 3akoHoaTenbeTBa Poccuiickoit enepanun, 2011, Ne 48, ct. 6724; 2020, Ne 52,
cT. 8584).

12 pemenne CoBera EBpasmiicKoii 3KOHOMHYECKOH KOMUCCHH OT 3 HOsiOps 2016 T. Ne 78 «O IIpaBmimax peructparim
U OKCIEPTHU3bI JICKAPCTBEHHBIX CPEJACTB MJs METUIIMHCKOTO TpHMeHeHus» (oduumanpHblii calT EBpasuiickoro
SKOHOMHYECKOTO coto3a http://www.eaeunion.org/, 21 HosiOpst 2016 r.). Craths 13 denepanpHOro 3akoHa OT 12 ampens
2010 r. Ne 61-®3 «O06 oOpameHnn JEKapCTBEHHBIX CPEACTB ISl MeIUIMHCKOro mpuMeHeHus» (CoOpanwme
3akoHomareapcTBa Poccuiickoit deaepammu, 2010, Ne 16, cr. 1815; 2020, Ne 14, cr. 2028).
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1) HapKOTMYECKMX M TCUXOTPOIHBIX JIEKAPCTBEHHBIX NpenaparoB crucka Il
Ilepeunsa B BuUAE TpaHCAEPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTUYECKHUX
JeKapcTBEHHbIX npenapaToB crnucka II Ilepeuns, copepkammx HApKOTHYECKOE
CPEACTBO B COYETAHUU C AHTATOHHWCTOM ONHOMJHBIX PELENTOPOB, MCUXOTPOIHBIX
JICKapCTBEHHBIX npemnapartoB cnucka I [lepeuns;

2) JeKapCTBEHHBIX IMpenaparoB, 00JalalMKUX aHA0OJIMYECKOW aKTUBHOCTHIO
(B COOTBETCTBHM C OCHOBHBIM (hapMaKOJIOTHYECKUM JCHCTBUEM) M OTHOCSIIMXCA
0 aHATOMO-TEPANeBTHUYECKO-XUMUYECKON  KIacCH(PHUKAIUN, PEKOMEHIOBAaHHOMN
BcemupHoll opranu3zanueil 3apaBooXpaHeHUs (nanee — ATX)", x anHabommueckuM
crepoupam (kon Al4A) (manee — JeKapCTBEHHBIE Mpenaparhbl, OOJaJaroIINe
aHa0OIMYECKON aKTUBHOCTHIO B COOTBETCTBHHM C OCHOBHBIM (PapMaKOJIOTUYECKUM
JEUCTBUEM);

3) nexapCTBEHHBIX NpenaparoB, yKa3aHHbIX B IyHkTe 5 Ilopsiaka otmycka
(bU3MYEeCKUM JIMIIaM JIEKapCTBEHHBIX MpenapaTroB I MEIUIIMHCKOTO MPUMEHEHUS,
coJepXKalluX KPOME MalbIX KOJUYECTB HAPKOTUYECKHUX CPEACTB, IMCUXOTPOIHBIX
BEUIECTB M HX MPEKypCcCOpOB Jpyrue (papMakoIOrMueckue AakTUBHBIE BEIECTBA,
YTBEPKJIECHHOTO TPHUKa3oM MUHHUCTEpPCTBA 3ApPAaBOOXPAHEHHS H  COLMAIBHOIO
pasButus Poccuiickoit ®enepauuu ot 17 mas 2012 1. Ne 562u™ (nanee — Iopsizox
OTIyCKa JIEKAPCTBEHHBIX MPEMApaTOB);

4) nexapCTBEHHBIX NPeNapaToB MHANBUAYATBHOTO U3TOTOBIICHUS, COJEPIKAIIUX
HapKOTHYECKOE CPEACTBO WIIA IICUXOTPOITHOE BemecTBo cnucka Il [lepeuns, n npyrue
(apMakoJOTMYECKHE AKTUBHBIE BEIECTBA B J03€, HE NPEBBIMIAIONIECH BBICIIYIO
pa3oByI0 103y, U MPH YCIOBUH, YTO ITOT KOMOUHHMPOBAHHBIN JIEKAPCTBEHHBIN
npenapar He ABJISETCS HAPKOTUYECKUM WM TCUXOTPOIHBIM JIEKAPCTBEHHBIM
npenaparom crimcka Il [epeuns;

5) nexapCTBEHHBIX TMPENapaToB, MOMISKANINX MPESIMETHO-KOIUICCTBEHHOMY
Y4ETy, HE MEPEUHNCICHHBIX B MOJAMYHKTaX 1-4 HACTOAIIEr0 MyHKTa (3a UCKIIOUEHUEM
JIEKapCTBEHHBIX MPENapaToB, OTIYCKaeMbIX 0€3 pelenTa Bpaya).

11. Penentypubiit  6mank  dopmbr  Ne  148-1/y-04  (;1)  odopmusercs
IIpM HA3HAYEHUM JIEKAPCTBEHHBIX MPENapaToB TIpakJaHaM, HMEIIINM MpPaBo
Ha OecIUlaTHOE TMOJYy4YEHHME JIEKapCTBEHHBIX IMPErnapaToB WIM  MOJyuyeHUe
JIEKapCTBEHHBIX MPENAapaTOB CO CKUIKOM.

12. Penentypusiii 01ank Gopmer Ne 107-1/y opopmiisiercs ipu Ha3HAYEHUU:

1) nekapCTBEHHBIX MpemapaToB, yka3zaHHbIX B myHKkTe 4 [lopsimka otmycka
JIEKapCTBEHHBIX MPENapaToB;

2) JEeKapCTBEHHBIX IMpPENapaTroB, HE YKa3aHHBIX B MyHKTax 9—11 Hacrosiiero
[Topsanka.

B Crates 18 ®enepanbHoro 3akona ot 12 ampenst 2010 r. Ne 61-d3 «O0 obOpanieHuH JIEKapCTBEHHBIX CPEJCTB IS
MeauuHcKoro nmpuMeHenus»» (CoOpanue 3akoHomarenbcTBa Poccuiickoit @emepanuu, 2010, Ne 16, cr. 1815; 2020,
Ne 52, cr. 8590).

4 3apeructpupoBan MunuctepctBoM toctunun Poccuiickoit ®epepanuu 1 umroHs 2012 r., perucTpanuoOHHBIN
Ne 24438, ¢ u3MeHeHUs MU, BHECEHHBIMHU IpukazamMu MUHHCTEpCTBa 3ApaBooxpaHeHHs Poccuiickoit ®Denepanuu
or 10 wmroms 2013 1. Ne 369H (3apeructpmpoBaH MmuHHCTepcTBOM focThiiuu Poccuiickoit @eneparun 15 wrons
2013 r., peructpanmonusiii Ne 29064), ot 21 asrycra 2014 r. Ne 4651 (3apeructpupoBaH MHHHCTEPCTBOM FOCTHUIINN
Poccuiickoit ®@enepanmu 10 centsadbps 2014 r., peructpaumonssiii Ne 34024), ot 10 cenrsops 2015 r. Ne 634n
(3apeructpupoBan  MunHCTepcTBOM tocTuiMHu Poccuiickoit ®denepanmu 30 centsops 2015 T., perucTpannoHHBINA
Ne 39063), or 31 oxtsa0pss 2017 1. Ne 882H (3apermctpupoBaH MuHHUCTEpCTBOM IocTuiuu Poccuiickoit denepannu
9 saBaps 2018 r., peructpannonssrii Ne 49561).
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13.Ilpu  Ha3HAueHUH  JIEKAPCTBEHHOTO  Mpernaparta  WHANBUAYAIbHOTO
W3TOTOBJICHUSI B pelenTe Ha OyMaXHOM HocuTene W (Wid) penente B Qopme
ANEKTPOHHOTO JTOKYMEHTa HAUMEHOBAHUS JICKAPCTBEHHBIX MPENApaToOB, BKIKOYEHHBIX
B NEPEYCHb JIEKAPCTBEHHBIX CPEACTB I  MEIULIMHCKOIO  IPUMEHEHMUS,
MOMIEKAUINX  IIPEAMETHO-KOJIHYECTBEHHOMY — ydeTy (qaqee — JIeKapCTBEHHbIE
npenaparsl, BKItoueHHbIe B iepeueHb [IKY), ykaspiBatoTcs B Hauase pelenta, 3aTeM —
BCE OCTaJIbHBIE UHTPEAUECHTHI.

14. Tlpy Ha3HaY€HWHM JIEKAPCTBEHHOrO Ipernapara B pelente Ha OyMaKHOM
Hocutene u (wim) pernente B (GopMe DIEKTPOHHOTO JIOKYMEHTa 3allpelaeTrcs
MPEBBIIATh KOJWYECTBO HAPKOTHUYECKUX CPEJICTB WM ICUXOTPONHBIX BEIIECTB,
KOTOpPOE MOXET OBbITh BBIMHCAHO B OJHOM pEIENTE, YCTaHOBJICHHOE MPUIIOKEHUEM
Ne 1 k Hacrosmemy Ilopsinky, 3a HCKIIOYEHUEM CIIy4aeB, YKAa3aHHBIX B MyHKTax 16
u 25 nacrosuiero [lopsaka.

15. Ilpy Ha3HAYEHUU JIEKAPCTBEHHBIX MpPENapaTroB, BKIIOUEHHBIX B IEpPEYEHBb
[IKY, no3a KOTOpPBIX MPEBBIMIACT BBICHIMI OJHOKPATHBIA MPUEM, MEIULIMHCKUMA
paboTHUK 00O3HaYaeT 103y JTOro JIEKapCTBEHHOI'O Ipernapara B  pELENTe
Ha OyMa)HOM HOCHUTENE MPOMNHCHhIO C MPOCTABICHHUEM BOCKJIMILATEIBHOIO 3HAaKa
u (W1M) MpoCTaBseT BOCKIMLIATEIBHBIA 3HAK MpH o(opmileHuu penenta B ¢Gopme
ANEKTPOHHOI'O JOKYMEHTA.

16. KonruecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IPENaparoB, BKIOYEHHBIX
B nnepeuensb [IKY, npu okazaHuu nanyeHTam, HyKJAIOMKUMCS B JUIUTEILHOM JICUEHUH,
IIEPBUYHON MEIUKO-CAHUTAPHOM MOMOIIM W MAJUIMATUBHOW MEIWIMHCKOW IOMOIIH
MOXET OBITh yBEIWYEHO He Oojiee 4yeM B 2 pas3a MO CPaBHEHUIO C KOJIMYECTBOM
HAapKOTUYECKUX CPEJICTB WA TICHUXOTPOIHBIX BEHIECTB, KOTOPOE MOXET OBbITh
BBIIIMCAHO B OJHOM pELENTE, YCTAaHOBJICHHBbIM NpuiiokeHrueM Ne 1 k HacTosemy
[Topsaxky.

B cnydasx, mnpeaycMOTpeHHbIX a03aleM TMEepBbIM HACTOAIIETO IYHKTa,
Ha pelenrtax Ha OyMaXKHOM HocuTene Mmpou3BoauTcs Haanuch «llo crneunaibHOMY
Ha3HAYCHUIO», OTJEIbHO 3aBepeHHas MOJMUCHI0 MEIUIMHCKOro  paboTHHKA
U TeYyaTbl0 MEAMIMHCKOW opraHu3auuu «/lias peuentoBy», Ha peuentax B ¢opme
ANIEKTPOHHOI'O JOKYMEHTA MPOU3BOIUTCA OTMETKA «Ilo crenuanbHOMY Ha3HAYECHUIO»
C TPOCTABJICHHEM YCUJIEHHON KBAIM(PUIIMPOBAHHOW DJIEKTPOHHOM  MOJIUCH
MEUITMHCKOTO PAaOOTHHKA.

17. CocTaB nekapcTBEHHOrO Ipernapara, JeKapcTBeHHas (popma M oOpaileHue
MEJIUIIMHCKOTO paboTHUKA K (apmaneBTHUeCKOMYy pabOTHHUKY 00 OTIyCKe
JIEKapCTBEHHOI0 TMpenapara OoQOpMIISIIOTCS Ha JIATUHCKOM S3BIKE B POAUTEIHHOM
najexe, 3a UICKI0YeHnEeM 0(pOopMIIEHUS PELIENTOB B (hOpME 3JIEKTPOHHOTO TOKYMEHTA.

[Ipu odopmieHun peuenTypHbIXx OJaHKOB JOMYCKAeTCs HCIOJb30BaHUE

1 [Tpuka3z MunucrepcTBa 31paBooxpanenust Poccuiickoir @enepaunu ot 22 anpeins 2014 1. Ne 1831 «O6 yTBepkaeHUH
HepedHs JEKapCTBEHHBIX CPEJCTB JUISl MEAULMHCKOTO MIPUMEHEHHs, MOUIekKAIUX MTPEIMETHO-KOTMUECTBEHHOMY YUeTy»
(3apeructpupoBan MunucrepcTBoM toctuiin Poccuiickoit denepanmu 22 urons 2014 1., perucrpanuonsasiidi Ne 33210),
C W3MEHEHMSIMH, BHECEHHBIMH ITpuKazaMu MuHHCTepcTBa 3apaBooxpanenust Poccuiickoit @enepannu ot 10 ceHTIOps
2015 1. Ne 6341 (3apeructpupoBan MmuHHCTEpCTBOM ocTuimu Poccuiickoit ®enmeparun 30 centsiops 2015 r.,
peructparuoHsbiit Ne 39063), ot 31 oktsa6ps 2017 r. Ne 8821 (3apeructpupoBan MuHmcTepcTBOM focTHIMK Poccuiickoi
Oeneparm 9 staBaps 2018 1., perumctpammonHsiii Ne 49561), or 5 ampens 2018 r. Ne 149m (3apermctpupoBaH
MunuctepctBoM rocturu Poccuiickoit @enepanun 3 mas 2018 r., peructpammonusiii Ne 50961), ot 27 wurons 2018 r.
Ne 471n (3apeructpupoBan MuHHUCTEpCTBOM tocTulini Poccutickoit @enepanuu 14 aprycra 2018 T., perucTparioHHBIH
Ne 51885).
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cokparienui (mpunoxenne Ne 2 k Hactosemy [lopsinky).

[Ipy Ha3HAYeHWM JIEKAPCTBEHHOI'O Mpernapara HE JIOMYCKAeTCs COKpallleHUe
OJIM3KUX 10 HAUMEHOBAaHUSAM HHIPEAUEHTOB, COCTABIISIONIMX JIEKAPCTBEHHBIN
npenapar, He MO3BOJISIIONIMX YCTAHOBUThH, KAKOW MMEHHO JICKAPCTBEHHBIN Mpernapat
Ha3HAYeH.

18. Cnoco6  mpuMeHeHusi  JIEKapCTBEHHOro  mpemapara  00O3HayaeTcs
C YKa3aHHMEM JI03bl, YacCTOThl, BpPEMEHU IpUEMa OTHOCUTEIHHO CHa (yTpOM,
Ha HOYb) M €ro JJIUTEIbHOCTH, a JUIsl JIGKapCTBEHHBIX  Ipenaparos,
B3aMMOJICUCTBYIOIIMX C TMHIICH, — BPEMEHH HX YIMOTPEOICHNUS OTHOCUTEILHO MprUeMa
MUY (0 €1bl, BO BPEMSI €]1bl, TIOCJIE €/Ibl).

19. [Ipn HEOOXOAMMOCTH HEMEJICHHOTO WJIH CpPOYHOro (B TEYEHHE IBYX
pabouux pmHEH) OTMycKa JICKapCTBEHHOT'O Tperapara MalMeHTy B BEPXHEW dYacTh
perienTta Ha OyMa)KHOM HOCHUTENE MPOCTABJISAIOTCS 0003HAYCHUS «Cito» (CPOUYHO) WIIH
«statim» (HeMeJIeHHO). AHAJIOTUYHbIE 0003HAUYECHUS TPOCTABIISIIOTCS B BUJIE OTMETOK
pu opopmMIIeHUH perernta B Gopme JIEKTPOHHOTO TOKYMEHTA.

20. IIpu odopmiieHHMM Ha3HA4YE€HHs] TOTOBOTO JIEKAPCTBEHHOIO IIpernapara
B perente Ha OyMa)KHOM HOCHTEIIE WJIU pelente B GopMe JIEKTPOHHOIO JIOKYMEHTa
KOJINYECTBO JEHUCTBYIOIIUX BEHIECTB YKa3bIBA€TCS B COOTBETCTBUM C WHCTPYKIIMEH
10 MEUIIUHCKOMY IPUMEHEHHIO JIEKAPCTBEHHOTO Ipenapara.

[Tpu odopmieHnn Ha3HAYCHHS JIEKAPCTBEHHOTO IMpernapara WHIWBHUIYaIbHOTO
W3rOTOBJIICHHSI B pelente Ha OYMa)XHOM HOCHUTENE WIM peuente B QopMme
AJIEKTPOHHOTIO JOKYMEHTA KOJIMYECTBO TBEPABIX U ChHIMYYUX (HapMarleBTUUECKUX
cybctaniuii ykaspiBaetcsi B rpammax (0,001; 0,5; 1,0), >Kuakux — B MUJUIMIIUTPAX,
rpaMMax u Karisix.

21. Penentbl Ha OyMaXHOM HOCHUTENE, B (POpMe IJIEKTPOHHOTO JTOKYMEHTA,
odopmiieHHBIE Ha perentypHoMm OnaHke gopmbl Ne 148-1/y-88 u mpegHa3HaueHHBIC
JUISL OTIYCKa JIEKAPCTBEHHBIX IMPENapaTroB, MPEIyCMOTPEHHBIX MOAMYHKTaMH 2-5
nyHkta 10 Hactosimero Ilopsinka, neldcTBUTENBHBI B TedyeHuWe 15 gHeW co aHs
oopMIIEHUS.

22. Peunenthl Ha OymMa)kHOM HOcuTesne, B (OpMe IJIEKTPOHHOTO JOKYMEHTA,
oopMIeHHBIE HA perenTypHoM Osanke ¢hopmbl Nel48-1/y-04 (;1) u mpenHa3HAUCHHBIC
JUIsL OTITyCKa JIEKAPCTBEHHBIX MPEMapaToB TpakJaHaM, yKa3aHHbIM B TyHKTe 11
Hacrosimero Ilopsinka, aecTBuTenbHBI B TeueHwe 30 gHel co gHS 0odOpMIICHHUS,
3a UCKJIFOYEHHEM CiIydaeB 0(hOopMIICHHUS pellenTa B COOTBETCTBUU ¢ MyHKTaMu 39 u 40
Hactosimiero Ilopsiika, MpyU KOTOPBIX OH JIEMCTBUTENICH B T€UEHUU 15 qHEW co AHsA
odopMIICHUS.

23. Penenntel Ha OyMa)kKHOM HOcHTENE, B (opMe dDJIEKTPOHHOTO JOKYMEHTA,
opopMieHHble Ha  perentypHom  Omanke  Qopmbr  Ne  148-1/y-04 ()
W TpeJHa3HAuYCHHBbIC JUIS OTIIyCKa JIEKQPCTBEHHBIX IMPEMapaToB TpakIaHaM,
JOCTUTTIIMM MEHCHOHHOTO BO3pacTa, MHBAJIUAAM MEPBOW IPYMIIbI, AETSIM-UHBAIUIAM,
a TaKkKe TpakIaHaM, CTPAJAIONIUM XPOHUYECKUMH 3a00JIEBAaHUSIMH, TPEOYIOIIMMU
JUIUTEIBHOTO KYPCOBOTO JICUEHHMSI, JEUCTBUTEIbHBI B TeueHwe 90 1aHel co JHS
oopMIIEHUS.

Jlnst nedeHus: XpOHMUYECKUX 3a00JIeBaHUM YKa3aHHBIM KaTErOpUsM TpaxiaaH
JIEKapCTBEHHBIE TMpemnapaTsl ¢ OGOPMIICHHEM pEIEenTOoB Ha OyMa)XHOM HOCHUTEIE
WM PelenToB B (opMe SJIEKTPOHHOTO TOKYMEHTAa MOTYT Ha3HAdaThCsd Ha Kypce
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nedyenus 1o 180 gueit.

24. Penientel Ha OyYMa)XHOM HOCHUTENE, B (POpME 3JIEKTPOHHOIO JOKYMEHTA,
opopMieHHBIE Ha penentypHoM Onanke ¢dopmbl Ne 107-1/y u mpenHazHaueHHbIE
JUIsL  OTIIyCKa JIEKApCTBEHHBIX MpENapaToB, MPEAyCMOTPEHHBIX MyHKTOM 12
HacTosiero [lopsinka, neiicTBUTEIbHBI B TeueHue 60 qHel co JHs 0popMIIEHUS.

[Ipy Ha3HAYEeHUM TOTOBBIX JIEKAPCTBEHHBIX MpENapaTOB M JEKAPCTBEHHBIX
npernaparoB WHIWBUIYAIbHOTO M3TOTOBJICHUS TAalMEHTaM C 3a00JIeBaHUSIMU,
TpeOYIOMMMH IIUTEIFHOTO KypCOBOTO JICUEHHS, ¢ OGOPMIICHHEM Ha PEIEeNTypPHOM
omanke Qopmbr Ne 107-1/y pementa Ha OymMaXHOM HOCHUTENne WM B (opme
ANIEKTPOHHOI'O JOKYMEHTAa YCTaHAaBIIMBAECTCS CPOK ACHCTBUSA pelenTta B Mpenenax
710 OHOTO roja.

B cnyyae ycTaHOBIIEHHs CpoKa ACHCTBUSA pelenTa B mpeaenax J0 OAHOro rojaa
B periente npocTasisiercs otMeTka «[lo cnennanbHOMY HazHA4YE€HHIO», 0003HAYAETCS
CPOK JIEWCTBHS peleNnTa U MEePUOJAMYHOCTh OTIYCKa JIEKAPCTBEHHBIX IPEnapaToB
M3 anTeYHOW OpraHu3alMy WM WHIWBHAYAJIbHBIM MPEIIPUHUMATEIIEM, HUMEIOIIUM
JINIEH3MI0 Ha  (hapMAIeBTHUYECKYIO JCATENBHOCTE C  (XKEHENENBHO, EKEMECSIHO
Y UHBIE NepHO/bl). JIOMOJHUTENBHO 3TO yKa3aHUE 3aBEPSAETCS MOANUCHIO U MEeYaThIO
MEJUIIMHCKOTO pabOTHUKA, a TaKkKe I[eYaThl0 MEIUIMHCKOW OpraHu3aluu
«ns  peuentoB» (mnsi penenta Ha OyMaKHOM HOCHTENE) WIM YCHICHHOU
KBATU(UIIUPOBAHHONW 3JIEKTPOHHOM TMOJIMUCHI0 METUIIMHCKOrO paOOTHUKA W JIUIIA,
YIOJHOMOYEHHOIO 3aBEpATh JOKYMEHThl OT HMEHHM MEIMIMHCKON OpraHu3aluu
(nns peuenta B hopMe AIEKTPOHHOTO JJOKYMEHTA).

25. PenenTsl Ha TPOW3BOJAHBIE OApOUTYPOBOW KHCIOTHI, KOMOMHUPOBAHHbBIC
JEKapCTBEHHbIE  Mpenaparbl,  CcoAepKallhue  KOJAEHMH  (ero  Cojiu),  HMHbIE
KOMOMHUPOBAHHBIE  JIEKAPCTBEHHbIE  IpenapaThl,  MOJJIeKAIIUE  MPEAMETHO-
KOJIMYECTBEHHOMY YYETy, JIEKapCTBEHHbIE Ipenaparthl, 00Jagaromue aHadoIndecKou
AKTUBHOCTHIO B COOTBETCTBHM C OCHOBHBIM (hapMaKOJIOTHYECKUM JEHCTBUEM,
JUISL JICYCHMs] TIAIIMEHTOB C XPOHUYECKMMHU 3a00JIEBAaHUSIMH MOTYT O(QOPMIISTHCA
Ha Kypc JedyeHus 10 60 qHei.

B cnyudae, xorga kypc jedeHusi cocraBisier Ooinee 30 aHEW JONOJHUTENBHO
B pelenrax Ha OyMa)XHOM HOCHUTENE MpOu3BOAUTCA Hanamuch «llo cnerumanbHOMY
HAa3HAUYCHUIO», 3aBEPECHHAS TMOMANMKUCHI0 MEAMIIMHCKOTO pa0OTHHKA ¢ TEYaThio
MEIUIIMHCKOW opranu3ainuu «[{ns peuentoB», penentax B (GopmMe 3IEKTPOHHOTO
JOKyMeHTa  mnpousBoautcss  orMmerka «llo  crmenuanbHOMY — Ha3HAUYECHHIOM,
C TMPOCTABJICHHEM YCUJIEHHOM KBAIU(MPUIMPOBAHHOW BJIEKTPOHHOW  IMOIIUCHU
MEJIUIIMHCKOTO0 pabOTHHKA U JIMIIA, YIIOJITHOMOYEHHOIO 3aBEPATh JOKYMEHTBI OT UMEHU
MEIUIMHCKOW OpraHr3alNH.

26. Peuent Ha OymaxxHOM HocuTene, B (opmMe 3JIEKTPOHHOTO JOKYMEHTa,
o(OpPMIICHHBIN ¢ HapyIIEHUEM yCTaHOBJIEHHBIX HacTosIuM [lopsiakom TpeOoBaHUH,
CUMTAETCS HEICHCTBUTEIbHBIM.

II. Ha3HaueHue NekapCTBEHHBIX MPENAapaToOB MPU OKa3aHUU
MEIULMHCKOW MOMOIIU B CTAIMOHAPHBIX YCIOBUAX

® Myukr 47 wactu 1 craten 12 Pexepansroro 3akona or 4 mas 2011 r. Ne 99-®3 «DeepanbHeli 3aKOH O
JUIIEH3UPOBAHUN OTAEIBHBIX BHIOB HesitenbHOCTH» (CoOpaHue 3akoHomaTtenscTBa Poccuiickoit @eneparmu, 2011,
Ne 19, cr. 2716; 2020, ct. 31, Ne 5029).
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27.1lpy oKa3aHUM TMALMEHTY MEAUIMHCKON TMOMOIIM B CTal[MOHAPHBIX
YCIIOBUSAX HA3HAUYCHHE JIEKAPCTBEHHBIX IMpENapaToB MPOU3BOJIUTCSA 0e€3 odopmileHUs
peuenta MEAMIMHCKAM pPaOOTHUKOM €IUHOJMYHO, 3a HCKIIOUEHHEM CIy4daes,
yKa3aHHBIX B MyHKTE 28 Hacrosuiero [lopska.

28. CornacoBaHve Ha3HAYEHUs JIEKAPCTBEHHBIX IIPEMapaToB C 3aBEAYIOLIUM
OTJICJICHUEM WM OTBETCTBEHHBIM [I€KYPHBIM BpadyoM JIMOO JAPYTHM JIMIIOM,
YIOJHOMOYEHHBIM TPUKA30M TJaBHOTO Bpaua MEIUIIMHCKOW  OpraHu3allvu,
a Takxke, MPU HATUYUH, C BpPA4OM — KIMHHUYECKHM (HapMaKoIOroM HEO0OXOIUMO
B CIIy4asx:

1) omHOBpEMEHHOTO Ha3HAYEHUS TATH W 0oJiee JIGKAPCTBEHHBIX MPEIapaToB
OJTHOMY TIAI[UECHTY;

2) Ha3HAYCHHUS JIEKapCTBEHHBIX MpenapaTos, HE BXOISAIINX
B IepedeHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEHIINX JEKapCTBEHHBIX IPENapaTos’
IpU HETUIIMYHOM TEYEHUM 3a00JeBaHUs, HAJIWYUU OCJIOKHEHUH OCHOBHOTO
3a0oneBanuss u  (WJIM)  COMYTCTBYIOIIUX  3a00JeBaHUM, TPU  HA3HAYCHHUH
JIEKapCTBEHHBIX NPENnapaToB, OCOOEHHOCTH B3aMMOJECHCTBHSI U COBMECTUMOCTHU
KOTOPBIX COIVIACHO HWHCTPYKIHMSAM TI0 HUX NPUMEHEHHUIO MPHUBOAIT K CHIDKCHHIO
s dexTuBHOCTH U O6€30MacHOCTH (hapMaKoTepanuu U (MIM) CO3AA0T MOTECHIIMAIBHYIO
OTIACHOCTb ISl )KU3HU U 3/J0POBbS MALIUEHTA.

B ykazaHHBIX ciy4yasx Ha3HA4YCHHE JICKAPCTBEHHBIX MpENapaTroB (PUKCHUPYETCS
B MEIUIIMHCKON MOKYMEHTAllMW TMAllMeHTa U 3aBepseTCs] MOMAMUCHI0O MEIUIMHCKOTO
paboOTHHKA W 3aBEAYIOLIETO OTAEJCHHEM (OTBETCTBEHHOTO JAEKYypHOTO Bpada WU
JIPYroro ynoJJHOMOYEHHOIO JIULA).

29. MenunuHCKANW PaOOTHUK METUITMHCKOW OpraHu3aluu (€€ CTPYKTYPHOTO
MO/IPA3/IeNICHuUs1), PACIOJIOKEHHON B CEIbCKOM HACEJIEHHOM IYHKTE, OCYIIECTBIISET
Ha3HAYEHUE JICKAPCTBEHHBIX NpEnapaToB B CIy4dasiX, yKa3aHHbIX B MyHKTax 28 u 30
HacTosuero [lopsaka, eTMHOIUYHO.

30.Ilo pemenuro BpauyeOHOW KOMHUCCHM TAIMEHTaAM TMPU  OKa3aHUU
UM MEJIUITMHCKOW MOMOIIU B CTAIIMOHAPHBIX YCIOBUAX HA3HAYAIOTCS JIEKAPCTBEHHBIC
mpenaparbl, He BKJIIOYCHHBIE B IMEPEUYCHb >KU3HEHHO HEOOXOIMMBIX U BaKHEHIIIHMX
JIEKapCTBEHHBIX TMpErapaToB, B CiIy4ae MX 3aMEHbl W3-3a WHJUBHIYaIbHOU
HENEPEHOCUMOCTH, 10 )KM3HEHHBIM MOKa3aHUSIM.

Pemenue BpaueOHOI KOMHCCHHM (PUKCUPYETCS B MEIULMHCKOW JOKyMEHTAIUU
MaIMeHTa u )XypHalsie BpaueOHOW KOMHUCCHH.

31. B cmyuasx oOcnegoBaHHMS W JICYCHHUS TpaKJaHWHA B CTAI[MOHAPHBIX
YCIOBUSIX B paMKaX MPEJOCTaBICHHUS MEIUIIMHCKUX YCIyr Ha BO3ME3IHON OCHOBE
32 CYET JIMYHBIX CPEACTB TpaXkIaH, CPEACTB IOPUAWYCCKUX JIUI[ U HHBIX CPEICTB
Ha OCHOBAaHWM JOrOBOpa, B TOM YHCJE JOTOBOpa JOOPOBOJBHOIO MEAMIIMHCKOTO
CTPaxoOBaHHS®, €My MOTYT OBITb HA3HAYEHbl JIGKAPCTBEHHBIC MPEHApaThI,
HE BXOJSINNE B TIEPEUCHb KU3HEHHO HEOOXOIMMBIX W BAKHEUIIWX JICKAPCTBEHHBIX
[pernapaToB, €ClIM HMX Ha3HAUYEHUE W TNpPUMEHEHHE OOYCIIOBJICHO MEIUIMHCKUMU

Y Mynkr 1 craten 60 ®exepanbHoro 3akona ot 12 ampers 2010 1. Ne 61-B3 «O6 06paleHH# TeKapCTBEHHBIX CPEICTBY
(Cobpanue 3axkononarenbcTBa Poccuiickoit @eneparmu, 2010, Ne 16, cr. 1815; 2020, Ne 29, cr. 4516).

8 Mocranosnenne IIpaButensctBa Poccuiickoit denepanuu ot 4 oktsdps 2012 1. Ne 1006 «O6 yrBepxkaenuu IIpaBui
MPpEAOCTABIICHUA MCIANIUHCKUMH OpPraHnu3alusaMu IUIATHBIX MEAUIUHCKUX YCIIYT» (C06paHHe 3aKOHOAATECIbCTBA
Poccuiickoit @eneparuu, 2012, Ne 41, cr. 5628).
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IIOKa3aHUsIMU.

III. HaznaueHue neKapCTBEHHBIX IIPENapaToB
IIPU OKa3aHUU NMEPBUYHON MENNKO-CAHUTAPHON ITOMOIIHU, CKOPOM
MEIMIMHCKON MOMOIIY Y NAJUIMAaTUBHOW MEIUIIMHCKOW MOMOIIN

32. Ilpu okazaHWM MEPBUYHON MEIMKO-CAHUTAPHON MOMOIIY M MaUTHaTUBHOU
MEJIUIIMHCKOW TOMOIIM B aMOYyJaTOPHBIX YCIOBHUSX HAa3HAYEHUE JIEKAPCTBEHHBIX
MpenapaToB OCYIIECTBISECTCS MEIUIMHCKUM pPAa0OTHUKOM B Ciy4yasX TUIIHMYHOTO
TeueHUs 3a00JI€BaHUsI MAIMEHTA UCXOMS U3 TSHKECTH U XapakTepa 3a00JIeBaHuUsl.

33. Ha3nauenwe JEKapCTBEHHBIX TMpEMapaTOB II0 PEIICHUIO BpadyeOHOU
KOMHUCCHUM TPHU OKA3aHWUW NEPBHUYHON MEIUKO-CAHUTAPHOW IMMOMOILIH, MAJIMATUBHOU
MEJIUIIMHCKOW MOMOIIY B aMOyJIaTOPHBIX YCIOBUSIX MPOU3BOAUTCS B CIIydasix:

1) OTHOBpEMEHHOTO HA3HAYCHHUS OJHOMY TAIMEHTYy TSITH W OoJjee
JEKapCTBEHHBIX IIPENapaToB B TEYEHUE OJHUX CYTOK WJIM CBBIIIE JIECSITH
HAUMEHOBAHUU B TEUCHUE OJHOTO MECALIA;

2) Ha3HAYCHHMS JICKAPCTBEHHBIX TpEnapaToB IPH HETUIMYHOM TEYCHUHU
3a00€BaHusl, HAJIWYUU  OCJOKHEHMM  OCHOBHOro  3aboieBaHuss ©  (WJIH)
COMYTCTBYIOIIUX 3a00JI€BaHWW, TpPU HA3HAYECHUH JIEKAPCTBEHHBIX IMPENapaToB,
OCOOEHHOCTH B3aMMOJICHCTBUSI U COBMECTUMOCTH KOTOPBIX COTJIACHO MHCTPYKIIHSIM
10 UX MPUMEHEHUIO TPUBOJIAT K CHUKEHUIO 3 (PEKTUBHOCTH U OE30MIACHOCTH JICUCHUS
namnveHTa ¥ (WIih) CO3Jal0T MOTEHIMAIbHYI0 OMACHOCTh JJISi KU3HH U 3J0POBbSI
MAIMEHTA;

3) NEpBUYHOrO HA3HAYCHUS IMAllMEHTY HAPKOTHUYSCKUX U IICHXOTPOIHBIX
nexkapcTBeHHbIX mpenaparoB cnuckoB Il wm I Ilepeunsa (B ciiydae mHpuUHATHSA
PYKOBOJUTENEM  MEAUIIMHCKOM  OpraHu3alud  PpPemIeHUs O  HEOOXOJAUMOCTH
COTJIaCOBaHUSl HA3HAUCHMsI TaKWX JICKAPCTBEHHBIX TMpenapaTtoB C BpadyeOHOM
KOMHCCHEH).

34. [loBTOopHOE Ha3HAYCHHE HAPKOTHYECKUX M TICUXOTPOMHBIX JEKAPCTBEHHBIX
npenaparoB cruckoB II u Il Ilepeuns mpou3BoaUTCS MEIUIIMHCKUM PaOOTHUKOM
CaMOCTOSTENIbHO TAIlMEHTaM C BBIPaKEHHBIM OOJIEBBIM CHHAPOMOM JIFOOOTO TeHes3a,
HapylIeHUEM CHA, CYJIOPOKHBIMH COCTOSIHUSIMH, TPEBOKHBIMH PacCTPOMCTBAMH,
(hoOusIMU, ICUXOMOTOPHBIM BO30YKICHUEM.

35. Ilpu okazaHuu CKOpPOW MEIUIIMHCKOW IMOMOIIM JICKAPCTBEHHBIE MpEnapaThl
Ha3HAYaIOTCS MEIUIIMHCKUM pPa0OTHUKOM BBIE3JIHOM OpUrajbl CKOpPOH IMOMOIIIH,
MEJIUIIMHCKUM Pa0OTHUKOM MEIUIIMHCKOW OpraHU3alliy PU OKa3aHUW MEIUITUHCKOM
MOMOIIM TrpaxaaHaM Tpu  3a00JieBaHUSAX, HECUYACTHBIX ClIy4yasX, TpaBMax,
OTPABJICHUSAX M JIPYTMX COCTOSIHUSIX, TPEOYIOIIUX CPOYHOTO MEIUIIMHCKOTO
BMEIIATENIHCTBA.

IV. HazHaueHue J1IeKapCTBEHHBIX MTPENapaToB rpaXKJ1aHam,
MMEIOIINM MPaBO Ha OECIIaTHOE TIOMyUYCHUE JIEKAPCTBEHHBIX
IIPENapaToOB WU MOJYYEHUE JICKAPCTBEHHBIX MPENAapaToOB
CO CKMIKOW, MPU OKa3aHUU NIEPBUYHOMN
MEIUKO-CAHUTAPHOHN TOMOIIU
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36. [Ilpy okazaHWM TEPBUYHONW MEIUKO-CAHUTAPHOW TIOMOIM Ha3HAYCHHE
MCJMIMHCKAM pPaOOTHAKOM C Y4eTOM CTAHJApPTOB MEIMIMHCKOH MOMOIIH
JIEKapCTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIUIATHO WJIM CO CKUIKOMW, TpaxKiaHam,
UMEIOIIUM TpaBO Ha OOECHeYeHHe JICKAPCTBEHHBIMU TIpenaparaMu 3a Cuer
CpelncTB OIOJKETHBIX AaCCUTHOBaHUM  defepalibHOro OropkeTa u - OIOJIKETOB
cyorektoB Poccuiickoit ®enepaiiuy, OCYHIECTBISETCS Ha pPEHENTypHOM OJIaHKe
No 148-1/y-04 ().

[Tpu odhopmiennn pernienta Ha 6manke Gopmbr Ne 148-1/y-04 (;1) Ha OGymaxHOM
HOCcHUTENEe O(DOPMIISIIOTCS JIBa 3K3EMIULIPA, OAUH M3 KOTOPBIX OCTAaeTCs B ANTECYHOU
OpraHu3aliy, BTOPOUA — B MEAULIMHCKON JOKYMEHTALIMH MallUeHTa.

37. IlpaBo Ha3HAYATH JIEKAPCTBEHHBIE MpPENapaThl rpakjaHaM, UMEIOIIUM MIPaBo
Ha OecrUlaTHOE TMOMy4YeHHE JICKApCTBEHHBIX IMPENapaToB WM  MOJyuyeHHUE
JIEKApCTBEHHBIX NIPENapaToB CO CKUJKOM, TAKKE UMEIOT:

1) MenuuuHCKUE pPaOOTHUKH, paboTarolIMe B MEIUIMHCKOW OpraHu3anuu
II0 COBMECTHUTEIILCTBY (B IIPEAEIax CBOEH KOMIIETEHIIUN);

2) MEIUIMHCKUE paO0OTHUKH CTAllMOHAPHBIX OpraHW3alMidi  COIMAIBLHOTO
oOCIMy>KMBaHUS TPU HATWYUM JIMIEH3UM Ha OCYIIECTBICHHUE MEIUIIMHCKON
JIeATENBHOCTA ., TIPeIyCMATPUBAIONIEH BBIONHEHHE paboT (OKazaHWe YCIyT)
M0 OKA3aHUIO0 MEPBUYHOM MEIUKO-CAHUTAPHOU MOMOIIU B aMOYJATOPHBIX YCIOBHSIX
(HEe3aBUCUMO OT BEIOMCTBEHHON MPUHAJIEKHOCTH);

3) MemumUHCKHME pPAOOTHUKU MEIUIIMHCKUX OpTaHMU3AINi, OKa3bIBAIOIINX
MEPBUYHYIO MEJIMKO-CAHUTAPHYIO IOMOIb, IOJIBEIOMCTBEHHBIX (helepanibHbIM
opraHaM HUCIOJIHUTEIbHON BJIACTH WJIM OpPTaHaM HCHOJHUTEIbHOU BIACTH CYOBEKTOB
Poccuiickon @enepaiuuy;

4) WHIUBUAyAIbHBIC TPEANPUHUMATEIN, OCYIICCTBISIFOIINE MEIUIIMHCKYIO
NEeSTENbHOCTh W BKJIIOYEHHBbIE B PEECTp  MEOUIMHCKUX  OpraHU3alui,
OCYIIECTBISIIOIIUX  JEATENIBHOCTL B cepe  00sA3aTeIbHOT0  MEIUIUHCKOTO
CTpaxoBaHUSI.

38. [lpy Ha3HauYeHHHM JIEKAPCTBEHHBIX IMpENapaToB TpakJaHaM, HMEIOIUM
mpaBo Ha OecIUlaTHOE TOJyYeHUE JIEKAPCTBEHHBIX TMpENapaToB WM TMOTyYEHUE
JIEKapCTBEHHBIX MIPENnapaToB CO CKUAKOW, B pelenTe yKa3blBaeTcsi HOMEp TeledoHa,
0 KOTOPOMY paOOTHHK anTeYHOW OpraHu3aluu MpU HEOOXOAUMOCTH MOXKET
COTJIacOBaTh C MEIUIIMHCKUM PAaOOTHUKOM 3aMEHY JIEKApCTBEHHOIO Mpemnapara.

39. HazHaueHnne HapKOTUYECKUX U MCUXOTPOITHBIX JIEKAPCTBEHHBIX MPEMapaToB
cnucka Il Ilepeuns (3a HCKIIOYEHHEM JIEKAPCTBEHHBIX IMpENnapaToB B BHJE
TPAaHCIECPMAIIbHBIX TEPANEBTUUECKUX CHUCTEM, 4 TaKXKE€ JIEKAPCTBEHHBIX IIPENApaToB,
COZIEPKAIINX HAPKOTUYECKOE CPENCTBO B COYETAHWU C AHTATOHUCTOM OIMOMUIHBIX
pEeuenTopoB) TpaxaaHaMm, HMEIOIIMM MpaBO Ha OecllaTHOE  TOJy4YeHHE
JEKapCTBEHHBIX  MPENaparoB WA  IIOJIYYEHHsS JICKAPCTBEHHBIX IIpPenapaToB
CO CKHIKOW, OCYIIECTBIsieTcs Ha penentypHoMm Omanke ¢dopmber Ne 107/y-HII,

Y Crates 37 ®enepanbaoro 3akoHa oT 21 HostOpst 2011 r. Ne 323-03 «OO0 ocHOBax OXpaHBI 370POBbS TpaxJIaH
B Poccutickoit @enepanumny (Cobpanue 3akoHoaarenscTBa Poccuiickoit denepanuu, 2011, Ne 48, c1. 6724; 2018, Ne 53,
cT. 8415).
2 ITyakT 46 gactu 1 crateu 12 denepansHoro 3akona oT 4 mast 2011 r. Ne 99-®3 «O nuIIEH3UPOBAHUU OTAEITHHBIX
BHIOB jaestenbHOocTH» (CoOpanne 3akoHoaatenbcTBa Poccmiickont @eneparum, 2011, Ne 19, ct. 2716; 2020, cr. 31,
Ne 5029).
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K KOTOPOMY JOIOJIHUTEIBHO OGOPMIISIETCS PELENnT Ha peuenTypHoM OjaHke (Gopmbl
No 148-1/y-04 (;1) (B 1BYX 3K3eMILIsApax npu opopmiieHnH Ha OYMa>)kHOM HOCHUTEJE).
40. HazHaueHue HApKOTUYECKHUX M MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpENnapaToB
cnucka Il Ilepeunss B Buge TpaHCAEPMAJIbHBIX TEPANEBTUYECKUX CHUCTEM,
HApKOTHYECKUX JIEKapCTBEHHBbIX IpenaparoB crnucka Il Tlepeuns, conepkamux
HApKOTHUYECKOE CPEJICTBO B COYETAHMU C AHTATOHUCTOM OMHOUJIHBIX PELENTOpPOB,
NICUXOTPOIHBIX JIEKapCTBEHHBIX mpenaparoB crnucka III Tlepeuns, nexapcTBEHHBIX
IpenaparoB, BKIIOYEHHBIX B mnepedeHb [IKY, nekapcTBeHHBIX mpenaparos,
oOnamaromux aHAOOIMYECKONM aKTHUBHOCTBIO B COOTBETCTBHM C  OCHOBHBIM
(bapMaKoIOTHYECKUM JCHCTBHEM, KOMOWHUPOBAHHBIX JIEKAPCTBEHHBIX MPENaparTos,
yKa3aHHbIX B mnoanyHkre 3 myHkta 10 Hacrosmero Ilopsiaka, mpenHa3HaueHHbIE
JUIA  JICYEHUs  TpaxJaH, UMEIONMX MpaBo Ha OecliaTHOE  MOJyuyeHHUe
JICKapCTBEHHBIX  MpEnaparoB WM  MOJyYeHHUE JICKAPCTBEHHBIX  IMpenaparoB
CO CKHJKOM, OCyIIEecTBIsieTcs Ha peuentypHoMm Omnanke ¢dopmbl Ne 148-1/y-88,
K KOTOPOMY JOIOJIHUTENBHO O(OPMIISICTCSI PELENT Ha pelenTypHoM OjaHke (Gopmbl
No 148-1/y-04 (1) (B ABYX 3K3eMIUIsIpax mpu 0hOpMIICHUH Ha OyMakHOM HOCHUTEIIE).

[Tpunoxenue Ne 1
k [lopsinky Ha3HaueHUs
JIEKapCTBEHHBIX IPETapaToB,
YTBEPKACHHOMY MPUKA30M
MunHucTepcTBa 37]PaBOOXPAHCHUS
Poccuniickon @enepanun
oT 2021 r. Ne

KoandecTBo
HAPKOTHYECKHUX CPeCTB MJIU NMCUXOTPOIHBIX BelIeCTB,
KOTOPO€ MO3KeT ObITh BBINMCAHO B OJITHOM pelente

Ne Me:xayHapoaHOe HeaTEeHTOBAHHOE @®opMma BbINIyCKa KosnuuectBo
n/m HANMEHOBAHHE HAPKOTHYECKOIr0 U 103MPOBKA
U IICUXOTPOIHOTI'0 JIEKAPCTBEHHOI0
npenapara
1 Bbynpenopdun+Hanokcon Tabnetku 60 TabneTok
CyOJIMHTBaJIbHBIE (ynaxkoBka,
0,2 mr+0,2 mMr kpatHas Ne 20)
2 Bynpenopdun PactBOp M1 MHBEKIUH, 30 ammyn
0,3 mr/ma 1 mn (ImpuI-TIOOMKOB)
3 Bynpenopdun TpancaepmanbHbIit
TUTACTBIPh
35 MKr/yac 20 nacteipei
52,5 mkr/gac 10 mnacTeipen
70 MKr/4yac S5 macTelpen
4 JuruapokoaenH TabmeTkn
MPOJIOHTUPOBAHHOT O
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TIEACTBUS 40 TabneTok
60 mMr 30 Tabnerok
90 mr 20 TabneTok
120 mr
5 Mopdun PactBop a1 HHBEKIUH,
pacTBOp 1Sl TOAKOKHOTO 20 ammyn
BBEJICHHS (WmpHUI-TIOOUKOB)
10 mr/mit 1 Mo
6 | Kogpenn+Mopdun+Hockanun+IlamaBepun | PacTBOp 1151 TOJIKOKHOTO
+Tebanun BBEJICHUS 20 amnyn
0,72+5,75+2,7+0,36+0,05
mr/mit 1 mi
1,44+11,5+5,4+0,72+0,1
mr/mut 1 mi
7 Tpumenepuana Tabmnerku 25 mMr 50 TabyeTok
8 Tpumenepuana PacTtBOp Mt uabEKIIMI
10 mr/mi 1 M 20 ammyn
20 mr/mut 1 Mo (mpu-TIOOUKOB)
9 Mopdun TabneTku (kancysbl)
MPOJIOHTUPOBAHHOTO
ACHCTBUS 180 tabu. (karc.)
10 mr 60 Tabu. (karc.)
30 mr 40 Ta6u1. (xarc.)
60 mr 20 tab:. (karmc.)
100 mr 20 Ta6u1. (karc.)
200 mr
10 Mopdun Tabnerku
5wMr 100 Tabnerok
10 mr 100 Tabnerok
11 Mopdun Kamnu s npuema
BHYTDb 4 ¢nakoHa
20 mr/min 20 mn
12 Mopdun PactBop 1 nmpuema
BHYTPb (MOHO/103b1)
2 MI/MIT S M 100 ammyn /3
6 MI/MIT S MIT 80 ammymn /3
20 mr/min 5 M 30 ammys /s
Tabnetku
13 Oxkcukonon+Hanokcon IIPOJIOHTUPOBAHHOTO
JCUCTBUSA 100 TabneTok
5 Mr+2,5 mr 60 TabaeTox
10 mr+5 mr 40 TabneTox
20 mr+10 mr 20 TabieTok
40 mr+20 mr
14 | IIponuoHUI(HEHUITITOKCUITHITUIIEPUTUH TabneTku 3amieuHble 50 Tabnerok
20 mr
15 deHTaHnuI TpancnepManbpHas
TepaneBTHYeCKas
cucreMa

12,5 MKr/gac

20 macTeipen
20 nnacTeipei
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25 MKr/gac
50 MKr/4yac
75 MKr/gac
100 MKkr/gac

10 miacteipeit
10 mnacTeipeit
10 miacteipeit

16 denrannn TabseTKy OABI3BIYHBIE
0,1 Mr
0,2 mr
0,3 mr 50 TabneTok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHuI Crpeil Ha3aJIbHBII
@nakon 50 MKr/m03a
2,0 ma (10 no3) 24 ¢nakona
3,2 mi (20 mo3) 12 hnakoHOB
5,0 mu (40 03) 6 bmaxoHOB
®naxon 100 Mkr/mo3a
2,0 mut (10 mo3) 12 ¢nakoHoB
3,2 mi (20 mo3) 6 ¢rakoHOB
5,0 m (40 03) 3 dbnmakona
®naxon 200 MKr/mo3a
2,0 mut (10 mo3) 12 ¢nakoHoOB
3,2 mi (20 mo3) 6 drakoHOB
5,0 mu (40 mo3) 3 nmakona
18 Bbyropdanon PactBop 11 nHBEKIINNI
2 mr/mut 1 mi 20 amrtyn
19 Han6y¢pun PactBop 11 nHBEKIINNI
10 mr/mom 1 Mo 50 ammyn
20 mr/min 1 ma 25 amnyn
20 denobapOuTaI Tabnetku
Swmr
50 mr 50 Tabnerok

100 mr




[Tpunoxenne Ne 2
K [lopsinky Ha3HAUEHUS
JIEKapCTBEHHBIX MPEIAPATOB,
YTBEPKJACHHOMY MPUKA30M
MuHucTEpCTBA 3PAaBOOXPAHCHUS
Poccuiickon @enepanuu

oT

2021 1. Ne

CnpaBodHO

PeKOMeHIIOBaHHI)Ie K HCIMOJIB30BAaHHUI0 COKPAIlCHUSA

npu o(popMJICHUM pelenToB

11\221 Cokpaienue [TonHoe Hanucanue ITepeBon
1. aa ana 110, IOPOBHY
2. ac., acid. acidum KUCIIOTA
3. aer. aerozolum a’po30J1b
4. amp. ampulla amIysa
5. ag. agua BOJIA
6. aq. purif. aqua purificata BOJIa OYHUIIICHHAS
7. but. butyrum macio (TBepaoe)
8. caps. capsula Karcysma
9. comp., Cps compositus (a, um) CITOKHBIN
10. D. Da (Detur, Dentur) Brinaii (ITycTs Beinano,
Ilycth OyneT BbIJaHO)
. Brinait, 0003Haub
Da, Signa ’

11. D.S. Detur, Signetur [Tyctb Gynet BhIIaHO,

0O603HaY€eHO

Brimaii (ITycts OyayT BbLIaHbI)

12. D.t.d. Da (Dentur) tales doses

TaKHUe JI03bI
13. dil. dilutus pa3BeIeHHBIN
14, Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIC YacTu
15. emuls. emulsio AMYIbCHUS
16. extr. extractum PKCTPAKT, BhITAIKA
17. F. Fiat (fiant) [Tyctp 06pazyercs (00pazyroTcst)
18. gran. granulum TpaHyJIbl
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19. ot., gtt gutta, guttae Karuis, Kari
20. gtt. peror. guttae peroralis KaIlIu JIJIs IpueMa BHYTPh
21. inf. infusum HaCTON
22. in amp. in ampullis B aMITyJiax
23. in tab. in tab(u)lettis B Ta0JIeTKax
B Ta0JIETKax
24, in tab. prolong. in tab(u)lettis prolongatis C MPOJIOHTHPOBAHHBIM
BBICBOOOKIEHUEM
B Ta0JIeTKax
25. In tab. prolong. in tab(u)lettis prolongatis obductis ¢ DOTIORTHPOBARHBIM
obd. BBICBOOOKICHHEM, TTOKPBITBIX
000109KOH
26. lin. linimentum JKUIKAs Ma3b
27. lig. liquor KHUJIKOCTh
28. lot. lotion JIOCHOH
29. m. pil. massa pilularum MWTIONIbHAS Macca
30. membr. bucc. membranulae buccales IUICHKH 3aIIeYHbIC
31. M. Misce, Misceatur Cmewai
(ITyctp Oyzer cMmerniaHo)
32. mixt. mixtura MHKCTypa
33. N. numero YUCJIOM
34. ol. oleum Macio (GKUIKOE)
35. past. pasta nacra
36. pil. pilula, pilulae TIVUTEOJIS, TTHITFOITA
37. p. aeq. partes aequales paBHBIE YaCTH
38. ppt., praec. praecipitatus OCaXJICHHBIN
39. pulv. pulvis MIOPOIIOK
40. g.s. guantum satis CrombKo noTpedyeres,
CKOJIbKO Haao
41. r., rad. radix KOPEHb
42. Rp. Recipe Bozbpmu
43. Rep. Repete, Repetatur TosTopu (ITycTs byner
MIOBTOPEHO)
44, rhiz. rhizoma KOPHEBHIIIC
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O603naus (Ilycts Oynmer

45. S. Signa, Signetur 0B03HATEHO)

46. sem. semen cems

47. simpl. simplex IPOCTOM

48. Sir. sirupus CHPOII

49. sol. solutio pacTBop

50. sol. peror. solutio peroralis pacTBOp JUIs IpHEMa BHYTPb

51. spr. spray crpeit

52. Spr. nas. spray nasale crpei Ha3aabHBIN

53. supp. suppositorium CBeYa, CYMITO3UTOPHIA

54, susp. suspensio CYyCII€H3HsI, B3BECh

55. tabl. tab(u)letta tabieTKa

56. t-ra, tinct. tinctura HaCcTOMKa

Systemata TpancnepmanbHas

57. STT Therapeutica TepaneBTuyeckas
Transcutanea Cucrema

58. ung. unguentum Masb

59. vitr. vitrum CKJISTHKA




[Tpunoxenue Ne 2
K pukazy MUHUCTEPCTBA 3IpaBOOXPAHECHUS
Poccuiickon denepanuu
OT No

®OPMA PELEIITYPHOI'O BAHKA Ne 107-1/y

MUHUCTEPCTBO 3APABOOXPAHECHUS Kox dopmer mo OKVY /I

Poccniickoit ®enepanuu Kon yupexnenus no OKIIO
MenuuuHckas JOKYMEHTALM

HaumenoBanwe (1irramir) ®opma Ne 107-1/y

MEIULMHCKOW OpraHu3aluu YTBepxkaeHa IPUKA30M

MuHucTepcTBa 31paBOOXpaHEHUS
HanmenoBanwue (mramir) Poccuiickoit deneparuu
WHIUBUIYAJIbHOTO MPEATPUHUMATES oT Ne

(ykasath agpec, HOMep | JaTy JIMICH3HH,
HAaMMEHOBAaHME OpPTraHa roCyJapCTBEHHOM BJIACTH,
BBIJIABIIIETO JIMIICH3UIO)

PELIEIIT
(B3pOCIIBI, IETCKUM — HY)KHOE TTOTYEPKHYTh)
« » 20 T

damuiins, UTHUIMAIBI KIMEHU U 0TYECTBA (IIOCIEAHEE — IPU HATUYHH)
nanueHTa

Hara poxaeHus
damuns, THUIHAIB UIMEHU U 0TYecTBa (TOCTeIHee — MPU HATUYHH )
neyvarero Bpaya (denpamepa, akyepKu)

pyo0.|xom.| Rp.

IToamuce
Y IIe4aTh JIeYallero Bpada M.IL
(moamuck Qenpamiepa, aKynepKu)

Penent paeiicrBurened B Teuenue 60 gueit, no 1 roma ( )
(HY>KHOE MO TYEPKHYTH) (yKa3aTh KOJHYECTBO MECSIIER)
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O6opoTHas cTOpoHa
OtMmeTKa 0 Ha3HAYCHHUH JICKAPCTBEHHOTO

npernapara 1o peleHuo BpaueOHONH KOMUCCHH

[IpuroToBun [IpoBepun Otnyctun

®OPMA PELEIITYPHOI'O BAHKA Ne 148-1/y-88

MI/IHI/ICTepCTBO 3APaBOOXPAaHCHUA

Poccwuiickoit deneparnun Kox ¢popmer mo OKVY /] 3108805
MenuuurHcKas JOKyMEHTALMs
HanmenoBanwe (irramir) dopma Ne 148-1/y-88
MEIULMHCKOW OpraHu3anuu YTBepxkaeHa NPUKa30M
MuHucTepcTBa 31paBOOXpaHEHUS
HanmenoBanwue (mramir) Poccuiickoit deneparuu
WHIUBUIYAJIbHOTO MPEIITPUHUMATES oT Ne

(yka3atb agpec, HOMEp U JaTy JIHUIICH3UH,
HAaMMEHOBAaHME OpPTaHa roCyJapCTBEHHOM BJIACTH,
BBIJIABIIIECTO JIMIICH3UIO)

1 . 1 M1
ceppn [ 11T ][ e ] D11 J100T ]
LI L L L
« » 20 1.

(mara (EOpMHGHHSI—pCHeHTa)

PELIEIIT

(B3pOCIIBIi, IETCKUN - HY’KHOE TIOTYEPKHYTh)

CDaMI/IJ'II/I}I, HWHHUIKMAJIbl HMCHH U OTYCCTBA (HOCJ'IGILHCC — [Ipu HaJ'II/I‘lI/II/I)
nalucHTa

Hata poxaeHus

Anpec Mecta kuTenbcTBa WM Ne MEAMIIMHCKOW KapThl aMOYJIaTOpPHOIO MAaIMeHTa,
MIOJIYYaroLIEro MEIULUHCKYIO IIOMOILb B amMOyJaTOPHBIX
YCIIOBHSIX

daMuiMst, THULKMAIBI IMEHU U 0TYeCTBa (TIOCNIeHee — IPU HAJTUYKH)
Jedaniero Bpaya ((enpamiepa, akyepku)
Py®0. Kom. Rp:
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[Toanuce u nevyaTe Jeyanero Bpada M.II.
(moxmuck enpaiepa, akymepKu)

Penent pedicrBuTenieH B TedeHue 15 mHen

O6opoTHas cTopoHa

OTMmeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOTO
mperapara 1o peneHuio BpadyeOHoi KoMHCCUn

[IpuroToBun [IpoBepun Otnyctun

®OPMA PELIEIITYPHOI'O BJIAHKA Ne 148-1/y-04 (x1)

MuHUCTEPCTBO 34paBOOXPaHEHUS YTBEPXXIEHA
Poccuiickoit ®enepanun MECTO JJId IITPUXKOOA"  npuxasom MuHUCTEpCTBa
3APaBOOXPAaHCHUA
Poccuiickoit ®enepanuu
OT «__» 2021 1. Ne
Tamn
MeI[P[HHHCKOI;’I OpraHusalyu
LITTTTTTTTITTITITT]
Kon
HWHIUBUIYaJIbHOTO NMPEANPHHUMATEIA
LITTTTTTTTITTITITT]
Koa dopmer mo OKY /L
3108805
®opma No 148-1/y-04 (i1)
Kon xareropun Vcrounnk ¢puHAHCHUPOBAHUS:
rpaxkaaH Koz HO301mOTHUECKO# HOPMBI (OAYepKHYTS) % omnatsl:
(no MKB) (TOTYepKHYTE)
1.®enepanbHblil Or0pKET
2. Bromxker cyOBeKTa Poccuiickoit | 1. BecrmatHo
Deneparyn 2.50 %
3. MyHUIMTIATbHBIN OIO/KET 3. unoit %
PEHEHT Cepus Ne Jara odopmieHus: 20 1.
damuins, THUIMAIBI KIMEHU U 0TYeCTBa (IOCeIHEE — IPU HATUYHH)
nanucHTa I[aTa POXKIC
CHUJIC
Ne monmmca
00513aTeIbHOTO
MECJIHUITUHCKOTI'O
CTpaxOBaHUs:

Homep MeaummHCcKoii KapThl MAIUEHTA, TOIYYAOIIEro MEAUIIMHCKYIO TOMOIIH B
aMOyJIaTOPHBIX YCIOBUAX

(I)aMI/IJ'II/ISI, HHUaJlbl UMCHHU 1 OTUECTBA (HOCJ'IG,Z[HCC — [Ipu HaJ'II/I‘{I/II/I)




Jevainero Bpaya (¢enpamepa, akynepkn)

[Toanuce u neyaTe Jeyaniero Bpada
(moxmuck enpaiepa, akymepKn)

M.IL.

Penenit netictBuTesneH B Teuenue 15 nueit, 30 mHeit, 90 mHel (Hy>)KHOE TOTYEPKHYTH)

--------------- (3amosHsAETCS CIENUATNCTOM ANTEYHON OPraHU3alUK) == ================

OTnyleHo 1o peuentTy:

TOpFOBOC HanMMCHOBAHHEC U JO3UPOBKA:

Jara otnycka: « __ » 20 Komnunuectso:

T.

[IpurotoBu: [Iposepur: Otnycruin:
--------------------------------------------- (JIMHUS OTPBIBA) =============== == === == === ——————————————

KODGHIOK PELCIITYPHOI'O OnaHka Crnoco6 npuMeHeHus:

HauMmenopanue [IpoomKUTENEHOCTD JTHEen

JIEKapCTBEHHOT'O Iperapara:

Jlo3upoBKa: KonruecTBO PHEMOB B JICHb: pa3

Ha 1 mpuem: el.

<*> B ciy4yae H3rOTOBJICHHUSI PELENTYpPHOTO OJaHKa C WCIOJIb30BAaHUEM KOMIBIOTEPHBIX

TEXHOJIOTUH

O6opoTHas cTopoHa

OTMeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOTO
npenapara 1o pemeHuio BpaueOHoil KOMUCCHHT

IIpurorosun

IIposepun

Otnyctun

».




[Tpunoxenue Ne 3
K Ipukazy MUHHCTEPCTBA 3paBOOXPAHECHUS
Poccuiickon denepanuu
OT No

MMopsinok
odopmiieHNs peleNTYPHBIX 0JIAHKOB HA JIEKAPCTBEHHbIE MPenaparhbl,
X Yy4eTa U XPaHeHUs

I. Opopmrenue perenta Ha OyMa)KHOM HOCHUTEIIE

1.Ha peuentypusix ©Onankax ¢opm Ne 107-1/y, Ne 148-1/y-88
u Ne 148-1/y-04(;1) B J1eBOM BepXHEM YIiy MPOCTABISETCS IITAMI MEIULMHCKON
OpraHM3alliy C yKa3aHUEM ee HauMEHOBaHMUsI, aapeca u TenedoHa.

JononHutenbHO Ha penentypHoM OnaHke ¢dopmbl  Ne  148-1/y-04(i)
MPOCTABISIETCST KOJA MEAUWIMHCKON OpraHu3ald B COOTBETCTBUM ¢ (OCHOBHBIM
rocyAapCTBEHHBIM PErHMCTPallMOHHBIM HOMepoM (nanee — OI'PH).

Cepust peuentypHoro Onanka ¢opmbel No 148-1/y-04(;1) BkIOYaeT Koja
cyorekra Poccuiickoit ®denepanvu, COOTBETCTBYIONIMI JBYM TEPBBIM Idpam
Oob1epoccuiickoro kiaccupukaropa 00bEKTOB aIMUHUCTPATUBHO-TEPPUTOPHAIIBHOTO
nenenus (nanee — OKATO).

Pa3zpemaercs wu3roraBnuBarh penentypHsie Omanku  ¢opmbl Ne  107-1/y
u opmbl Ne 148-1/y-04 (J1) ¢ TOMOIIBI0 KOMITBIOTEPHBIX TEXHOJIOTHI.

2.Ha  penentypHbix  OnaHkax,  O(QOpMIISIEMBIX  WHIUBUIYAIbHBIMU
MPEANPUHUMATENSIMA, HMMEIONUMHU JIMLIEH3UI0 Ha MEIUIMHCKYIO JCSTEIbHOCTD,
B BEPXHEM JICBOM YTy TUMOTpadCKUM CIOCOOOM WIIM MyTEM MPOCTABICHUS IITaMIIa
JIOJDKeH OBITh yKa3aH ajpec WHANBUAYAIbHOTO MPEINpPHHUMATENS, HOMEp M JaTa
JUICH3UN, HAMMEHOBaHNE OpraHa roCyJapCTBEHHOM BJIACTH, BBIIABIIETO JTUIEH3HIO.

3. Penenirypusie 6manku dopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(m)
3aMOJIHAIOTCS MEIUIIMHCKUM pPaOOTHUKOM pa30OpUYMBO, UYETKO, YEPHUIAMH WM
IAPUKOBOU PYUKOM.

4. lomyckaeTcsi 0OpMIIEHHE BCEX PEKBU3UTOB (32 MCKIIIOUEHHWEM PEKBH3UTA
«Ilogmuck newamero Bpaya (moamuch GemnpAliepa, aKymepku») perenTypHbIX
6mankoB ¢dopmbl Ne 107-1/y, dopmbr Ne 148-1/y-88 u dopmer No 148-1/y-04 (1)
C MCTIOJIb30BAaHUEM I€YaTAIOIINUX YCTPONCTB.

5. Opopmnenne pernentypHbix OnmaHkoB ¢dopmbl No 148-1/y-04(;1) BrIrO4aeT
1upoBOE KOAUPOBAHUE.

[MudpoBoe KoaMpOBaHNE YKA3aHHBIX PEIENITYPHBIX OJIAHKOB BKITFOUYALT:

1) xox wmemumnmuckor opranuzaiuu (OI'PH) wimum kon WMHAMBUAYaIbHOIO
OpelnpuHUMATeIs B COOTBETCTBUM ¢ OCHOBHBIM  TOCYJIapCTBEHHBIM
PETUCTPAIIMOHHBIM HOMEpPOM  HMHIWBUIAYaJbHOTO TMpEANpUHUMATENs (mamee —
OI'PHUII), npocTaBnsieMblil IpU U3TOTOBICHUH PELENTYPHbBIX OJIaHKOB;

2) KOl KaTeropuM Tpax<JaH, UMCIOIIMX MPaBO Ha TOJYYCHUE JIEKAPCTBEHHBIX
IIpEenapaToB B COOTBETCTBUM cO cTaTher 6.1 denepanbHOro 3axkona ot 17 nrons 1999 r.



No 178-®3 «O rocynapCTBEHHOM COLMATbHON HOMOI[II/I»Zl, A KOJI HO30JIOTHYECKOU
dbopmbl 10 MeXTyHApOHOM CTATUCTUYECKOW Kiaccudukaiye Ooje3Hen (manee —
MKB), 3amonHsieMbIe JedaiM BpadoM IyTEM 3aHECEHUS Kaxaou MUQPHI B MyCThIC
SAYEUKH, IIPXU ITOM TOUYKA IIPOCTABISAETCSA B OTAEIBHOU YEUKE;

3) ormetka 00 wucTouHWKe (uHaHCHpoBaHUs ((denepanbHbii Oromker [1],
Ooromker cyonekta Poccuiickorr ®eneparuum [2], MyHUIMMAIbHBIN OromkeTr [3])
Y TIPOIICHTE OIuIaThl perenTa (oecruiatao [1], 50% [2], uroit % [3]);

4) WTpUXKOA — JONOJHUTEIbHBIA PEKBU3UT (B Cllydae HW3TOTOBJICHHUS
Ha Teppurtopun cyobekta Poccuiickoit @enepanuu peuUENTypHOTro  OaHka
C UCIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHIN).

6. B peuentypabix O0mankax Gopm Ne 148-1/y-88, No 107-1/y u Ne 148-1/y-04(:1)
B rpade «Damunus, MHUIKAIBI UMEHU U OTYecTBa (TOCIEAHEE — IPU HAJTUYHH)
NalMeHTa» YKa3bIBalOTCAd (DaMuiids, WHULMAIBI UMEHU U OTYeCTBa (MpU HATUYUN)
MalKeHTa.

7. B peuentypnbsix 6mankax gopm Ne 148-1/y-88, Ne 107-1/y u Ne 148-1/y-04(x)
B rpade «/lata poxaeHus» yka3blBaeTcs JaTa pOXKACHHS MHalueHTa (Y4Ucio, MEeCAILl,
roju).

JlononHuTeNnbHO B penenTypHbIX OnaHkax (opmbel Ne 148-1/y-88 u ¢popmsbl
Ne 107-1/y nns nereii B Bo3pacte A0 1 rona B rpade «Jlata poxxIeHHUsD yKa3bIBAETCS
KOJIMYECTBO IMOJHBIX MECSIEB.

8. B peuentypubsix Onmankax ¢opmbr No 148-1/y-04(a1) B rpadax «CHUIICH
u «Ne monuca 00s3aTeIbBHOIO0 MEJUIMHCKOTO CTPAXOBAaHU) YKa3bIBAIOTCS CTPAXOBOM
HOMEp HWHIMBUAYAJIbHOIO JIMIIEBOrO cueTa TIpaxaaHuHa B IleHcnoHHOM QoHze
Poccuiickoit ®enepanuu (CHUJIC) (mpu HaIM4uM) ¥ HOMEP MOJIMCa 005S3aTeILHOTO
MEIUIMHCKOIO CTPAXOBAHMSI.

9. B penentypusix Omankax ¢dopmsl Ne 148-1/y-88 B rpade «Axapec mecta
KUTENbCTBA WJIM HOMEpP MEIULMHCKOM KapThl MAllMEHTa, MOJYYaroIllero
MEJUIIMHCKYIO TIOMOIhL B aMOyJIaTOPHBIX YCJIOBHSX», YKa3bIBa€TCS aJpec MecTa
KUTENbCTBA (MecTa MpeObIBaHUS WM MecTa (PaKTUYECKOro MPOXKWBAHUS) MallUeHTa
WM HOMEpP MEJMIMHCKON KapThl MalUEeHTa, MOJYYarollero MEIULIHMHCKYIO0 MOMOIIb
B aMOYJIaTOPHBIX YCIOBUSIX

B  peuentypueix  Omankax  ¢opmsl  Ne  148-1/y-04(m) B  rpade
«Homep MeAMIIMHCKOM KapThl MAlUMEHTa, MOJYYalollero MEIUIHUHCKYI0 MOMOUIb
B aMOyJIaTOPHBIX YCJIOBUAX» YKa3bIBA€TCSd HOMEP MEAMIIMHCKON KapThl MallMEHTA,
TOJTyYAOIIEro MEINIMHCKYO TOMOIIIb B AMOYIATOPHBIX YCIOBUAX

10. B rpade «Damunus, HHUIMAIBI MMEHHM U OT4YecTBa (TMOcieaHee —

2 Cobpanue 3axoHomatesscTBa Poccuiickoit @enepartuu, 1999, Ne 29, ct. 3699; 2020, Ne 52, ct. 857..

2 ITpuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit denepanuu ot 15 nexadps 2014 1. Ne 834n «O0 yTBep)ACHUH
YHHPHUINPOBAHHBIX (HOPM MEAUIIMHCKON JOKYMEHTAINH, NCIIOIb3YEMBIX B MEIUIIMTHCKUX OPTaHU3aIMAX, OKa3bIBAFOIINX
MEIWIMHCKYI0 IIOMOIIF B aMOYJIATOPHBIX VYCIOBHAX, W TOPSIAKOB IO UX 3alOJHEHHIO» (3apeTHCTPUPOBAH
MunucrepcrBom roctunun Poccuiickoii @enepanun 20 despans 2015 r., perucrpanuonnsiidi Ne 36160), ¢ n3MeHeHHsAMHY,
BHECEHHBIMU MpHKa3aMu MuHucCTepcTBa 31apaBooxpaHeHus Poccuiickoit ®enepanuu ot 9 sHBaps 2018 r. Ne 2
(3apeructpupoBaH MunuctepcTBoM toctuin Poccuiickoit ®enepariu 4 anpenst 2018 r, perucrpanuonnsiii Ne 50614),
ot 2 Hos0pst 2020 r. Ne 1186H (3apeructpupoBaH MuHucTepcTBOM toctuunu Poccuiickoit @enepannu 27 HostOps 2020
I., perucrpanoHHsiii Ne 61121) (nanee — npukas Ne 834n).

3 IIpuxas Ne §34H.



Ipy HaJW4uM) Jedamiero Bpada ((enpiaimiepa, akymiepKu)» pPelenTypHbIX OJIaHKOB
dbopm No 148-1/y-88, Ne 107-1/y m Ne 148-1/y-04(n) pyuHbIM crnocoboM
WM C TIOMOIIBIO INTamIia YKa3bIBAIOTCSA IMOJHOCTHIO (DaMIIIAs, WHHUIMAIBI WMEHU
otuecTBa (TMOCJCIHEE — NPH HATUYHHA) MEAWIIMHCKOTO pPaOOTHWKA, HA3HAYUBIIIECTO
JIEKapCTBEHHBIE TIPEmapaThl ¥ 0()OPMHUBIIIETO PEIICTIT.

11. B rpade «Rp» peuentypusix OmankoB (opm Ne 148-1/y-88, Ne 107-1/y
1 Ne 148-1/y-04(i1) yka3biBaeTcs:

1) HamMeHOBaHHE JIEKapCTBEHHOIO npenapara (MexX1yHAapOJHOE
HEMATEeHTOBAHHOE HAMMEHOBAHUE, TPYNIUPOBOYHOE I XUMUUECKOE HAMEHOBAHME,
TOProBO€ HAMMEHOBAaHWE) Ha JIATMHCKOM s3bIKe, (OopMa BBINYCKa, JO3UPOBKA,
KOJIMYECTBO;

2) crmocod NPUMEHEHHUs JICKApCTBEHHOTO IIperapara Ha TOCyIapCTBEHHOM
sa3bike  Poccuiickorn @enepauvd WM Ha TOCYIApCTBEHHOM sA3bIKe Poccuiickoun
@denepaliid U TOCYJApPCTBEHHOM SI3bIKE PECHYOJIMK W HWHBIX SA3BIKAX HAPOJOB
Poccuiickoi @eﬂepauHHZA'.

12. Tlpn odopmiieHnu pelenTypHbIX OJAHKOB 3allpeliaeTcsi OTPaHuYMBATHCA
o0LIMMU yKa3aHUsIMU, Hanpumep, «BHyTpenneey», « 13BecTHOY.

13. Penienit, odopmieHHBIi Ha perenTtypHoM Omanke ¢opm Ne 148-1/y-88,
No 107-1'y m Ne 148-1/y-04(;1), moamuchIBaeTcsl MEIUIMHCKUM PaOOTHUKOM
Y 3aBEPSIETCS €ro MeYaThio.

Pentent, odopmiennsiii Ha penentypHoMm Onanke ¢opmbr Ne 148-1/y-88
u ¢opmel No 148-1/y-04(J1) AOMOTHUTENHLHO 3aBEpSETCA IMEYATHhIO MEIUIMHCKOMN
opraHuzanuu «JlJjis pernenTony.

14. Ha omnom peuentypHom Omnanke ¢opmbr Ne 148-1/y-88 u  dopmbl
No  148-1/y-04(;1) paspemraercss OCYIIECTBISATh Ha3HAYEHUE TOJIBKO  OJHOTO
HAaMMEHOBAHMUS JIEKAPCTBEHHOTO Mpernapara.

Ha omnom penentypuom Omanke ¢opmbr Ne 107-1/y  pazpemraercs
OCYILECTBJISITh HA3HAYEHHUE TOJBKO OJIHOTO HAUMEHOBAHUS JIEKAPCTBEHHOIO
npemnapara, otHocserocs nmo ATX k aHTuncuxotuueckuM cpeactBam (koa NOSA),
ankcuonuTukaMm (koa NOS5SB), cHOTBOpHBIM M ceaaTuBHBIM cpenctBaMm (koa NOSC),
antugenpeccantam (ko NO6A) u He MoJJIexalero MmpeaMeTHO-KOJINYEeCTBEHHOMY
y4eTy, WM J0 TpeX HAWMEHOBAaHUU JICKAPCTBEHHBIX TMPEMapaToB — [JIs MHBIX
JIEKapCTBEHHBIX MPEMAPATOB, HE OTHECEHHBIX K BbIIEyKa3aHHbIM ATX.

15. McnpaBiieHus B peuente He AOMYyCKarTCs.

16. Tlpu odopmienun perentypHbix 01aHKoB hopm Ne 148-1/y-88, No 107-1/y
u No 148-1/y-04(;1) Ha nekapCTBEHHBIE Npemaparhl, HAa3HAUYCHHBIC IO PEHICHUIO
BpayeOHONW KOMHUCCHH, Ha O0OpOTE pElENnTypHOro OJIaHKa CTaBHUTCS CIElUaIbHas
OTMETKa (ILITamm).

17. Ha penentypuom 6manke (Gopmbl No 148-1/y-04(;1) BHM3Y UMeEeTCs] JTUHUSA
OTpBIBA, pa3ICIIAIONIAst PEIENTYPHBIN OJIaHK M KOPEIIOK.

Kopemok ot penenta, oOpMIICHHOTO Ha yKa3aHHOM pPEIENTypHOM OJIaHKe,

#Yacrp 1 crateu 15 3akona Poccuiickoit ®enepanun ot 25 okta6pst 1991 r. Ne 1807-1 «O s13p1kax HaponoB Poccuiickoit
Oenepanun» (BegomocTu cbesna Haponusix gaemyratoB PCOCP u Bepxosroro Coeera PCOCP, 1991, Ne 50, ct. 1740;
Cobpanue 3akoHonatenbcTBa Poceuniickoit ®eneparmu, 1998, Ne 31, cr. 3804) (nanee — 3akoH Ne 1807-1).



BBIJIACTCSl TMALMEHTY (ero 3aKOHHOMY TIPEJCTaBUTENI0) B alTEYHOW OpraHu3allvy,
Ha KOpEIIKEe JenaeTcs OTMETKa O HaWMEHOBAaHWM JICKAPCTBEHHOTO Tpernapara,
J03UPOBKE, KOJIMYECTBE, CIIOCOOE MPUMEHEHUSI.

18. OdopmneHue crenuagbHOTO PEIENTYpHOro OJIaHKa Ha HAPKOTHYECKOE
CPEICTBO U TICHXOTPOITHOE BEIIECTBO OCYLIECTBISETCA B COOTBETCTBUU C MPHKA30M
MunucrepcTBa 3apaBooxpanenus Poccuiickont ®epepauun ot 1 aBrycra 2012 r.
Ne 54 «O06 yrtBepxkaeHUM (HOpMBI OJAHKOB PEIENTOB, COACPKAIIMX HA3HAUCHUE
HApKOTHYECKUX CPEACTB WJIM TICHXOTPOITHBIX BEIIECTB, MOPSAKA MX H3TOTOBIICHUS,

25
pacrpeneneHus, peTUCTPaIy, YIeTa U XpaHEHUs, a TAaKXKe TIPABIIT 0hOPMIICHHS» .

I1. Opopmnenue peuenta B popme 3JIEKTPOHHOTO TOKYMEHTA

19. Penient B ¢QopmMe  DIEKTPOHHOTO  JIOKYMEHTa,  MOJMUCAHHOTO
YCUJICHHOW  KBaJIM(PUIMPOBAHHOW  BJEKTPOHHOM  MOAMNKCHIO,  (OpMHUpPYETCS
MEIUIMHCKUM pa0OTHUKOM, CBEJEHHUS O KOTOPOM BHECEHBI B (peiepabHbIil pETUCTp
MEIMIMHCKAX PAabOTHHKOB™, a TaKKe HPH YCIOBUM PETHCTPALHH MEIUIMHCKOM
OopraHu3alid, B KOTOpoil odopmiseTcs peuent, B QeaepaibHOM peecTpe
MEIULMHCKUX opraHI/I3au1/117127 €MHON rOCYJIapCTBEHHON MH()OPMAIMOHHOW CUCTEMBI
B cdepe 3ApaBOOXpaHEHUS] M TMOAKIIOUYCHHUS TaKOWM MEIUIMHCKONW OpraHu3aiuu
K FOCYJapCTBEHHON MH(POPMALIMOHHON cUCcTEME B c(epe 3ApaBOOXPAHECHHS CyOBEKTa
Poccuiickoit (Dez[epauHHZS.

20.Ilpu odopmienun pementa B (QopmMe DIEKTPOHHOTO JIOKyMEHTa
Ha JICKapCTBEHHbBIEC IIPENapaThl, yKa3aHHbIE B MOAMYHKTax 2-5 nyHkTa 10 u myHkre 12
[Topsinka Ha3HayeHUs JIEKAPCTBEHHBIX MPENApaTOB, YTBEPKIAECHHOIO HACTOAILIUM
IIPUKa30M, W OTIIyCKaeMble 3a IOJHYK CTOMMOCTb, 3aIlOJHSIOTCA CIEAYIOIINE
PEKBU3UTHI:

1) kom cyobekta Poccmiickoit Penmepammu 1o OKATO, onpeneisrommii
roCyJapCTBEHHYIO MH(POPMAIMOHHYIO CUCTEMY B cepe 3/paBOOXpaHEHUs CyOBheKTa
Poccuiickoii deneparun B K0TOpoil chopMHUpOBaH pelent B (opMe 3IEKTPOHHOTO
JTOKYMEHTA;

2) HAUMEHOBAaHUE MEIUIIMHCKOW OpraHM3aluy, aapec, TenedoH win hamumms,

2 3apeructpupoBad MunuctepctBoM octuuun Poccuiickoit ®epepanuu 15 aBrycra 2012 r., perucrpalOHHBIN
Ne 25190, ¢ wu3MeHeHHMsMH, BHECEHHBIMH NpHKazaMd MUHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoir ®Denepamuu
ot 30 urors 2015 r. Ne 3851 (3apeructpupoBan MunuctepctBoM roctunuu Poccuiickoit ®enepanuu 27 HosOps 2015 r.,
peructparnuoHHbrit Ne 39868), ot 21 ampens 2016 r. Ne 2541 (3apeructpupoBaH MUHHCTEPCTBOM FOCTUIIMH Poccuiickoit
Oeneparum 18 wmromst 2016 1., peructpammoHHbiii Ne 42887), ot 31 okrsaops 2017 r. Ne 882H (3apeructpupoBaH
MunuctepctBoMm roctuninu Poccuiickort @enepannu 9 saBaps 2018 r., peructpanuonssiii Ne 49561), ot 11 nexadps
2019 1. Ne 1021m (3apeructpupoBan MuHHUCTepcTBOM tocTuinn Poccuiickoit ®enepammu 28 sHBaps 2020 1.,
peructpamuoHHbii Ne 57293), ot 8 okts16pst 2020 1. Ne 1076H (3aperucTpupoBaH MUHHUCTEPCTBOM FOCTUIINH Poccuiickoit
Oeneparuu 13 HOs0ps 2020 1., peructparonnsiii Ne 60898) (manee — mpuka3 Ne 54H).

2 ITyaxter 6 u 7 IlonoxeHus o eAWHOW TOCynapCTBEHHOH WH(OPMAIMOHHOW cucTeMe B cdepe 3ApaBOOXpaHEHHS,
YTBEpKIEHHOTO TocTaHoBieHHeM llpaButenscTBa Poccuiickoit @eneparmm ot 5 mas 2018 1. Ne 555 (CobGpanme
3akoHOHarenbcTBa Poccuiickort @eneparm, 2018, Ne 20, ct. 2849; 2020, Ne 52, ct. 8856) (manmee — Ilonoxkenue o
€IMHOM CHCTEME).

z ITynkret 9 u 10 [Tonoxenus o enuHoOM cucteme.

%8 Cratem 91 1 91.1 Denepanbaoro 3akoHa oT 21 Hos0pst 2011 roma Ne 323-P3 «O0 ocHOBaX OXpaHbI 37I0pPOBbs I'PaskAaH
B Poccwiickoit @enepanun» (Codpanue 3akoHoaTenbeTBa Poccuiickoit @enepanun, 2011, Ne 48, cr. 6724; 2020, Ne 52,
cT. 8584).



HMHUIKMAaJIbl HMMCHHU MW OTYCCTBA (HOCJ’IQZ[HCC — IIpHu HaJ'II/I‘{I/II/I) HWHAUBUAYAJIIBHOT'O
MpCaAIpuHuMaTeirsl, HMCIOMICTO JIMIOCH3WIKO Ha MCAUMOHUHCKYIO  JCATCIIbHOCTD,
€ro ajapec,

3) OI'PH ropummdeckoro nura (MemunuHckod opranm3arnuu) win OIPHUII
WHJIUBUAYAJTIBHOTO TPEeANPUHUMATEIS;

4) nata opopmieHHS perenTa (yKa3bIBacTCsS YUCIIO, MECSIL, TON);

5) nata oOkoHYaHHWs JeicTBUsA penenta (PoOpMHpPYETCs TOCYIapCTBEHHON
nH(pOPMallMOHHON cucTeMoil B cdepe 3apaBooxpaHeHusi cyOwbekra Poccuiickoi
®denepanuu B COOTBETCTBUU CO CpOKamu JAeiicTBusl peuentoB: 15 mueit, 30 qHe,
60 nueii, 90 nueit, 1o 1 roga);

6) yaukanpHbI ~ HOMep  penenta  (popMmHpyeTcs — TOCyIapCTBEHHOMN
uH(pOpMaIIMOHHOW cUCcTeMOM B cdepe 3apaBooxpaHeHHs cyObekTa Poccuiickoit
@enepanid UM oOecleyuBaeT OJHO3HAUHYIO HUACHTHU(UKAIMIO penenta B (opme
aeKTpoHHOTO JokyMeHTa B couetanuu ¢ OKATO, OI'PH unun OI'PHUII);

7) OTMETKH «Cito» (CPOYHO) MIIK «statimy» (HEMEIJICHHO) MPH HEOOXOAUMOCTH
CPOYHOTr'0 WJIM HEMEJIJIEHHOT'O OTITyCKa JIEKapCTBEHHOI'O Mpenapara MaluueHry;

8) anmpec mammeHTa (yKa3bpIBaeTCsl TOYTOBBIA aJIpec MECTa KHUTEIhCTBA (MecTa
npeObIBaHUS WM MecTa (PAKTUYECKOro NPOXKUBAHMS) C YKa3aHUEM WHJEKCA,
HalMEHOBaHUs Kpasi, 00JIaCTH, PECIyOJMKH, aBTOHOMHOI'O OKpyra, HauMEHOBAHUS
HACEJIECHHOr0 MYHKTa, HAMMEHOBAHUS YJWLbl (MPOCHEKTa, NEepeyiKa, Mpoe3aa),
HOMepa Joma (C yKazaHueM KopItyca, TPy HaJIu4uK ), HOMEepa KBapTUPHI);

9) HOMEp DSIEKTPOHHON MEIMIIMHCKOW KapThl TMAIlMEHTa B TOCYIapCTBEHHOU
nH(OpMaIMOHHONW cucTeMe B cdepe 3lIpaBooxpaHeHUsi cyObekta Poccuiickoi
denepannu;

10) dpamususi, uMs, OTUECTBO (TIPU HAJTUYKH ) MAI[UCHTA TIOJTHOCTHIO;

11) gara poxaeHus naiueHTa (yKa3pIBaeTCsS YHMCIO, MECHAI, TOx), IS JACTCH
10 1 roa TONMONMHUTENBHO YKa3bIBAETCS KOJIUYECTBO MOJTHBIX MECSIIEB,;

12) bamunusi, MHUIMATBI UMEHM W OTYecTBa (MOCIEAHEeEe — TPU HAJIUYHHN)
MEIUIMHCKOTO0 paOOTHHUKA MOJHOCTBIO;

13) HauMeHOBaHKE JIEKapCTBEHHOTO npemnapara (MexayHapOoIHOE
HEMAaTeHTOBAaHHOE HAMMEHOBAHUE, IPYNIUPOBOYHOE WJIM XUMUUYECKOE HAUMEH OBaHUE,
TOProBO€ HAaMMEHOBaHUE), NO3UPOBKA, (OpMa BBIMYCKA, KOJIMYECTBO (BCE MO3HMIIMH
YKa3bIBalOTCS HAa PYCCKOM SI3bIKE);

14) cioco6 mpUMEHEHHS JIEKAPCTBEHHOIO IMpernapaTta Ha TroCyAapCTBEHHOM
a3plke  Poccuiickonn ®enepanmy WM Ha TOCYJApCTBEHHOM s3bIKe Poccuiickon
denepaniii W TOCYAApPCTBEHHOM SI3bIKE PECIYOJIMK W MHBIX S3bIKAX HApOJOB
Poccuiickoi CIDez[epauHH29

15) npusHak ~ yTBEpXKIACHHMS  HA3HAYEHHUS  JICKAPCTBEHHOrO0  Mpernapara
10 PEIICHUIO BpaueOHON KOMUCCHUN MEIUIIMHCKOW OpPTaHU3aIIHH;

16) oTMeTKka O Ha3HAYEHHWH JIGKAPCTBCHHOIO Iperapara 10 PEHICHHIO
BpadyeOHOW KOMHCCHUM MEIUIIMHCKOW OpraHu3alud B  CIy4asX, YKa3aHHBIX
B ab3ane BTOpoM myHKTa 6 Ilopsiaka Ha3HAyeHUs JIEKAPCTBEHHBIX IPENapaToB,
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YTBEPKJIEHHOTO HACTOSIIMM MPUKA30M;

17) oTMeTKa O CHOEIUAJBLHOM HAa3HAYCHHWW JICKAPCTBEHHOIO Iperapara
(3amosHsieTcsl B CllydasiX, yKa3aHHbIX B NOyHKTax 16 m 25 Ilopsnka HazHaueHUs
JIEKapCTBEHHBIX MPEMapaTOB, YTBEPKIACHHOTO HACTOSAIINM MPUKA30M);

18) oTMeTKa O crienMaTbHOM Ha3HAYCHUH JIGKAPCTBEHHOTO TMPerapara MaueHTy
c 3abosjeBaHHeM, TPEOYIOMIMM JUIMTEILHOTO KYpCOBOTO JI€UEHHUs (3amoHsAETCS
B clyyae, ykazaHHOM B myHKTe 24 [lopsnka Ha3HaueHuUs JTEKapCTBEHHBIX MPENaparos,
YTBEPKACHHOTO HACTOSAILIUM MPUKA30M) C MPOCTABICHUEM MEPUOJUYHOCTH OTITyCKa
JIEKapCTBEHHOI'O IIpenapara;

19) npu  odopmieHun pementa B (GopMe  IIEKTPOHHOIO  JTOKYMEHTa
Ha JICKAPCTBECHHBIE MpenapaThl, YKa3aHHbIE B MOAMYHKTaX 2-5 nmyHkTa 10 u myHkrte 12
[lopsinka Ha3HAYeHUs JIEKAPCTBEHHBIX IMPENapaToB, YTBEP>KIECHHOTO HACTOSAIIUM
PUKA30M, TpaXkJaHaM, UMEIOLUM MPpaBo Ha OECIIaTHOE MOJyYeHHUE JIEKapCTBEHHBIX
MpenapaToB WK MOJYyYEeHUE JICKAPCTBEHHBIX MPENapaToB CO CKHUJKOM, 3aIllOJHSIOTCS
PEKBU3UTHI, MPEAYCMOTPEHHbIE MOANYyHKTaMu 1-18 HacTosIIero MmyHKTa, a Takxke
CJIEIYIOLIUE PEKBU3UTHI:

a) KaTeropusi TpaxKJIaH, HWMEIONIMX I[PaBO Ha TMOJYYCHHE JIEKAPCTBEHHBIX
rpenapaToB B COOTBETCTBUM €O cTarbed 6.1 denepanmbHOro 3akoHa oT 17 wurond
1999 r. Ne 178-®3 «O rocyaapCTBEHHON COLIMATIBHOU OMOIII» > ;

0) ko Ho3oJI0rHuYecKor popmbl o MKB;

B) UCTOUHUK (puHancupoBanus (1 — denepanbHblid OHOIKET, 2 — OIOKET
cyobekTa Poccuiickoit @enepanuu, 3 — MyHUITUTIATBHBINA OIOJIKET);

r) pasmep omuiathl (1 — 6ecratho, 2 — 50%, 3 — uHoit %);

1) CTpaxOBOM HOMEP HHJIUBHUAYaJIbHOTO JIMIIEBOIO CyYeTa Tpa)JIaHUHA
B [lencuonnom ¢donnae Poccuiickoit deneparuu (npu namumuun) (CHUJIIC);

¢) HoMep roJiuca 00s3aTeIbHOr0 MEAMIIMHCKOTO CTPAaXOBaHHSI.

21. Ilpu mpocTaBiieHUH OTMETKH, yKa3aHHOW B moamyHkre 16 mynkrta 20
Hactoswero I[lopsnka, peuent B (Gopme 3JIEKTPOHHOTO JTIOKYMEHTa MOAMHCHIBAETCS
YCUJIEHHONW  KBAIU(PUIMPOBAHHOW  DJIGKTPOHHOM  TOAMMUCHIO  TIpeAcedaTens
WA ceKpeTaps BpaueOHONH KOMUCCHH MEIUITMHCKON OpTaHu3aliy, TPU MPOCTaBICHUN
OTMETOK, yKa3aHHbIX B monanmyHkTax 17 u 18 mynkra 20 macrosmero Ilopsmka, —
YCHJIEHHBIMH KBaTU(UIIUPOBAHHBIMU DJIEKTPOHHBIMH TOJMHUCSIMHU COOTBETCTBYIOIINX
MEIUIIMHCKIX PAOOTHHUKOB.

22.Tlo TpeboBaHWIO TAIMEHTa WJIM €ro 3aKOHHOTO  MPEICTaBUTEINS
oopMIIsieTCs IK3EMIUISIP perienta B (popMe 3JIEKTPOHHOTO JOKyMEHTa Ha OyMa)KHOM
HOCHUTEJIE, B TOM YHCIE MyTeM €ro o(opMIIeHHsS Ha pELENTypHBbIX OJlaHKax
dopm  Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(m) c¢ ormerkonn «JlyOnmkar
AJIEKTPOHHOTO JOKYMEHTAa.

[l . Vdaer penenTypHbIX O1aHKOB

23. VYuer peuentypHeix OmankoB ¢opm Ne 107-1/y, No 148-1/y-88

% Co0Opanue 3axoHonatenscTBa Poccutickoit @eneparn, 1999, Ne 29, ct. 3699; 2020, Ne 52, ct. 8577.



u No 148-1/y-04(n), wusroraBiuBaeMbIX THUIOTpadckuM crocoboMm (manee —
peuenTypHble OJIaHKHU, MOJIeKAIINEe Y4YeTy), OCYIIECTBISIETCS B JKypHaJIaX ydera,
MIPOHYMEPOBAHHBIX, MPOITHYPOBAHHBIX M CKPEIUICHHBIX MOMAMHUCHI0 PYKOBOIUTEIIS
W TeYaThl0 MEAWIMHCKON OpraHW3allMk WJIA TOIUCHI0 HHANBUIYATHLHOTO
IpeIPUHUMATENS], UMEIOIIETO JIUIIEH3HIO HA METUITMHCKYIO IeATEIHbHOCTb.

24. Xypnan ydera penentypHsix OnaHkKOB ¢opmbl Ne 107-1/y comepkut
cnenyromnue rpador:

1) HOMEp IO TIOPSIIIKY;

2) B pazuene «[Ipuxom»:

a) JlaTa perucTpanuu J0KyMEHTa, MOATBEPKIAI0IIEr0 MOCTYIICHUE;

0) HOMep U JaTa IOKyMEHTa, MOJTBEPKIAIOIIET0 MOCTYyIUICHHE, HAMMEHOBaHHE
MOCTABIIIMKA,;

B) 00l11ee KOJIMYECTBO MOCTYMUBIINX PELENTYPHBIX OJIAHKOB;

r) Gamwins, WHUALNMATBEI MUMEHHM M OT4ecTBa (MOCJIEAHEE — TPU HAIUYUH)
U MOJIUCh OTBETCTBEHHOTO MEIUIIMHCKOTO PAaOOTHHKA, MOJYYUBIIETO PELENTYpHbIE
OJaHKHU OT IOCTaBIINKA;

3) B paznene «Pacxomny:

a) JlaTa BbIIauu PeleNTYPHBIX OJIAHKOB,;

0) KOJTMYECTBO BBIJAHHBIX PELIENTYPHBIX OJIAHKOB;

B) Gamuusi, WHULNMAIBI MMEHM M OT4yecTBa (MOCleaHEee — TpPU HaJTUYUH)
OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHUKA, TIOTYYUBIIETO pelEnTypHbIe OIaHKHU;

) IOANKCH OTBETCTBEHHOTO  MEIWIIMHCKOTO pab0OTHUKA, TOJYYHUBIIETO
penenTypHble OJIaHKH;

4) dbamunusi, UHUIHAATIBI MUMEHH W OTYecTBa (TOCNIEIHEe — NPU HAJTHMYUHH)
U TOJIUCh OTBETCTBEHHOTO MEIUIIMHCKOTO PaOOTHHKA, BBIJABIIETO PELENTYPHbIC
OJIaHKH;

5) ocTaToK pelenTypHbIX OJIAHKOB.

25. Xypnan ywera penentypHeix OmankoB ¢dopm No  148-1/y-88
u No 148-1/y-04(i1) cogepxut cienyroiue rpadoi:

1) HOMEp MO NOPAIKY;

2) B paznene «I[Ipuxomy:

a) JaTa perucTpalyy JOKyMEHTa, TIOTBEPKIAIOIIEeTO MOCTYIIJICHHE;

0) HOMep u JaTa JOKYMEHTA, MOATBEPKIAIOIIEro MOCTYIUIEHHEe, HANMEHOBAaHHUE
MOCTAaBIINKA;

B) 00I11ee KOJTMYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIAHKOB,;

') CEpUU U HOMEpa PEIEeNTYPHBIX OJIAHKOB,

1) KOJIMYECTBO PEIETNITYPHBIX OJIAHKOB TI0 CEPUSIM;

¢) dbamunusa, WHWIMATBI UMEHM W oT4decTBa (TOCIEAHEE — NPU HATUYKH)
Y TOJIMUCh OTBETCTBEHHOTO MEIUIIMHCKOTO PAO0OTHHKA, MOJYYHUBIIETO PEIENTYpPHBIC
OJIaHKHU OT MOCTABIIHKA;

3) B paznene «Pacxomn:

a) J1aTa BBIJIAYU PELENTYPHBIX OJAHKOB,;

0) cepuu 1 HOMEpa BbIIAHHBIX PELENTYPHBIX OJIAHKOB,

B) KOJIMYECTBO BBIJAHHBIX PEIICHTYPHBIX OJIAHKOB,;



r) paMunus, HUHUIMATBI MUMEHH W OT4ecTBa (IMOcieAHee — MpPU HAJTUYMH)
OTBETCTBEHHOTO MEAUIIMHCKOTrO pabOTHHUKA, MOJTYYUBIIETO PeLeNTypHbIE OJIaHKU;

1) MOJNMUCh  OTBETCTBEHHOTO  MEAMIIMHCKOTO paOOTHUKA, TIOJYyYHBIIETO
pelenTypHbIe OJIAHKU;

4) damMunus, WHUIMATBI UMEHH W OTYeCcTBa (TOCIeAHEe — TPH HATHYWHN)
U TOJIUCh OTBETCTBEHHOTO MEIMITMHCKOTO pPaOOTHHKA, BBIJABIIETO PEIENTYypPHBIC
OJIaHKH;

5) ocTaToK peuenTypHbIX OJaHKOB.

26. Y4er chemuaibHBIX PEIENTYyPHBIX OJIAHKOB HA HAPKOTHYECKOE CPEICTBO
U TCUXOTPOITHOE BEIECTBO OCYIIECTBISETCS B COOTBETCTBUU C IPHUKA30M
Ne 54n.

27. Yder peuentoB, O(OPMJIEHHBIX B (oOpMe dJIEKTPOHHOTO JTOKYMEHTA,
OCYIIECTBJISIETCSI B TOCYJIapCTBEHHOM MH(pOPMAllMOHHON cucreme B cdepe
3paBooxpaHeHusi cyonrekra Poccuiickoit denepaiuu nocpeCTBOM BEACHUS €TUHOTO
peecTpa penenTon, opopMICHHBIX B (hOpME IIECKTPOHHBIX JOKYMEHTOB.

IV. Xpanenue peuentypHbIx OJaHKOB

28. MenunuHCKHME OpTraHM3alUd TOJYy4YaloT HEOOXOJUMBIE pPELENTYpPHbIC
OmaHku, opOpMIIEHHBIE TUTIOTPAPCKUM CIIOCOO0M, Yepe3 TePPUTOpPUATHHBIE OPTaHBI
yIOpaBlIeHUS 3APaBOOXPAHCHHEM WJIM OpPTaHHW3allid, YIOJHOMOYEHHBIE Ha 3TO
OopraHaMu UCIOJIHUTEIbHOM BiIacTH cyObekTOB Poccuiickoit @enepanuu.

29. PenentypHble OnaHKW, MOJJIEXKAIIUE Y4YETy, XPAHSTCS OTBETCTBEHHBIM
JUIIOM, Ha3HAYE€HHBIM PYKOBOJUTEIEM MEIUIMHCKON OpraHu3aluu, B 3alUpacMoM
MeTauIMueckoM mkady (cerde) nim MeTaTHIECKOM SIIUKE.

30. UHnuBuyanbHBIN [pEeANPUHUMATEND, MMEIOIINN JIALIEH3UIO
Ha MEIMIIMHCKYIO JESITeIbHOCTh, XPAaHUT pEIenTypHble OJIaHKH, TOJJIeKAIINne
y4eTy, B 3alMPaeMOM MeTaNInuecKoM ikady (ceide) mim MeTauTnuecKoM SIIIUKe.

31. TlpoBepka COCTOSIHUS XpaHEHUs, ydeTa, (PaKTHUeCKOro HaIWYHUs M pacxoja
pElEeNTYPHBIX OJaHKOB, MOJICKAIIUX Y4YETy, OJUH pa3 B KBapTal OCYIIECTBISECTCA
KOMHUCCHUEHN, CO3IaHHOM B MEJIUIIMHCKON OpTaHU3allH.

32. Penentypusle OmaHku, odopmisieMble Ha OyMaXHOM HOCHUTEJE
U TIOJICKAIUE YYETy, BBIJAIOTCS MEAUIIMHCKUM pPaOOTHHKAM, WMEIOIIUM IPaBO
o opMIIeHHS PELIETITOB, 10 PACTIOPSHKEHUIO TIIABHOTO Bpaya MM €r0 3aMECTHTEIISI.

[Tonmy4yeHHsie peuentypHble OJaHKA Ha OYMaKHbIX HOCUTENSX XPaHATCS
MEJUITMHCKIMHU paOOTHUKAMH B IIOMEIIEHUSX, 00ECIIEYNBAIOIINX UX COXPAHHOCTb.

33. XpaHeHue CHEIHUATbHBIX PEIENTYPHBIX OJIAHKOB Ha HAPKOTHYECKOE
CPEICTBO U TICUXOTPOITHOE BEIIECTBO M BhIJIada yKa3aHHBIX PEIENTYPHBIX OJaHKOB
MEIUIIMHCKOMY paOOTHUKY OCYIIECTBISIETCS B COOTBETCTBUU C  IPHUKA30M
Ne 54n.

34. [IporpaMMHO-TEXHUYECKHUE CPEJICTBA TOCYIAPCTBEHHBIX HH(POPMAIIMOHHBIX
cucteM B cdepe 3ApaBOOXpaHEHUS, MEAMIMHCKUX WH(POPMAIMOHHBIX CHCTEM
MEIWIIMHCKUX OpTaHM3alMii OO0ECHeYnBaOT XpaHEHUE JJICKTPOHHBIX PEIENTOB,
opopmiieHHBIX B (QopMEe DJIEKTPOHHBIX JIOKYMEHTOB B TEUEHHE CpPOKOB,



YCTaHOBJICHHBIX [JIsl XPaHEHHUS PEIENTOB, O(POPMIICHHBIX Ha COOTBETCTBYIOIIUX
31
dhopmax perenTypHbIX OJJAaHKOB Ha OyMa)KHOM HOCUTEIIE .

! IIymkr 14 npaBun OTIyCKAa JIEKAPCTBEHHBIX IPENApaToB JUIS MEIWIMHCKOrO TNPHMEHCHHS, B TOM HHCIE

HMMYHOOMOJOTHYECKHX  JICKAPCTBEHHBIX  TPENapaToB,  aNTEYHBIMM  OPTaHM3AlWAMH,  HWHIWBHIYaTbHBIMH
NPEANPUHIMATEISIMY, WMEIOIIMMH JIMIIEH3UI0 Ha (apManeBTHYECKYIO JAEATEIbHOCTh, YTBEPXKICHHBIX IPHKa30M
MunucrepcrBa 3xpaBooxpaHenusi Poccuiickoit ®enepaumu ot 11 wmrons 2017 r. Ne 403 (3aperucrpupoBaH
MunucrepcrBom roctuunu Poccniickoit @eneparyu 8 centsops 2017 r., perucrpanuoHssiid Ne 48125), ¢ u3sMeHeHUAMH,
BHECEHHBIMH TIpuKa3oM MuHuCTEpCTBa 3apaBooxpaHeHus Poccuiickoil @enepanun or 7 mrons 2020 r. Ne 683H

(3apeructpupoBan MunuctepcTBoM IocTHIMU Poccuiickoit ®enepanmu 14 oktsadps 2020 1., perucTpandOHHBIA
Ne 60370).



