[Ipuxa3 Munucrepcrsa 3apaBooxpanetus P® ot 24 mvos6ps 2021 r. N 10941 "O6 yrBepxkaennu [lopsaka Ha3HAYCHHAS. . .

[Ipuka3z MunucrepctBa 3apaBooxpanenus PO ot 24 voa6ps 2021 r. N 1094u "O6 yrepxkaenuu [lopsinka
Ha3HAYEHUS JIEKAPCTBEHHBIX MPENaparoB, (OpM pelenTypHbIX OJaHKOB Ha JICKApPCTBEHHBIE MPETaparsl,
[Topsiaka opopmiieHus: ykazaHHBIX OJJAHKOB, UX y4eTa U XpaHeHus, GopM OJaHKOB PELEITOB,
coJiepKalliuX Ha3HaueHUe HApKOTUYECKUX CPEJCTB MM IICUXOTPOMHBIX BEIECTB, [lopsiaka ux
W3TOTOBJICHHUSI, paclpeiesieHus, perucTpaluy, yueTa u XpaHeHus, a Takxe [IpaBui ohopmieHus 61aHKOB
pELENTOB, B TOM Uncie B (hOpME SIIEKTPOHHBIX JOKYMEHTOB"

B cootBerctBuu ¢ mynktoMm 16 wactu 2 crateu 14 ®denepanbHoro 3akona ot 21 HosiOps 2011 r.
N 323-®3 "O6 ocHOBax OXpaHbl 310pOBbs TpaxkaaH B Poccuiickoii ®enepanuu" (Cobpanue
3akoHonarenscTBa Poccuiickoit @enepamuu, 2011, N 48, cr. 6724; 2017, N 31, ct.4791), nyakrom 2
cratby 26 @PepepanbHoro 3akoHa or 8 sHBapsa 1998 r. N 3-®3 "O HapKOTHYECKMX CpPEACTBaX M
ncuxotponHbix BemecTBax" (CobOpanne 3akoHonaTenbcTBa Poccuiickoit deneparuu, 1998, N 2, cr. 219;
2017, N 31, ct. 4791), nognyukramu 5.2.177, 5.2.178 n 5.2.179 nyukra 5 Ilonoxenuss o MuHUCTEpCTBE
3npaBooxpaHeHus Poccuiickoit  @enepanuu, YTBEPAKIAECHHOro rnocraHoBieHuem [IpaBurtenbcTBa
Poccuiickoit ®eneparn ot 19 wumions 2012r. N 608 (Cobpanue 3akoHomarenbcTBa Poccuiickoii
Oenepanuu, 2012, N 26, cr. 3526; 2015, N 23, cr. 3333; 2017, N 52, cr. 8131; 2021, N 43, cT1. 7258),
MPUKA3bIBAIO:

1. YTBepauTh:

[Topsinok Ha3HAUEHUS JIEKAPCTBEHHBIX MPEMAPATOB COrjacHo npuioxennio N 1;

(dbopMBbI perenTypHbBIX OJaHKOB Ha JI€KapCTBEHHBIE MpenapaThl COrJIacHo MpuiokeHno N 2;

[opsimox odopmieHUsT peLenTypHbIX OJAaHKOB Ha JIEKApCTBEHHBIC IpemapaTbl, X ydeTa |
XpaHEHUs COracHo npuioxkennto N 3;

¢opmMbl  ONAaHKOB pELENTOB, COJEPXKAIIMX Ha3HAUYEHHE HAPKOTHYECKUX CPEIACTB WU
MICUXOTPOIMHBIX BEIIECTB, COTIACHO MpuiiokeHnto N 4;

[lopsimok  WM3rOTOBIIEHHUS, pACHpPENCIICHUs, pErucTpaluy, ydyeTa W XpPaHEHUs pELENTOoB,
coJlepKalliX Ha3HAYeHHE HAPKOTUUYECKUX CPEACTB MIIHM MCUXOTPOIHBIX BEIIECTB COTIACHO MPUIIOKEHUIO
N 5;

[IpaBuna odopmieHHsS PELEeNnToB, COJEP)KalIMX Ha3HAuYeHHE HAPKOTHYECKUX CPEJCTB WIH
IICUXOTPOITHBIX BEUIECTB, B TOM YHUCIIE B OpME 3IIEKTPOHHBIX JOKYMEHTOB COTJIACHO NMPHUIIOKEHUIO N 6.

2. [Ipu3HaTh yTpaTUBIIUMHU CUITY:

npuka3 MunucrepcTBa 3apaBooxpaHenust Poccuiickoit ®enepaunn ot 1 aBrycra 2012 r. N 54n
"O6 yTBepkaeHUH (OpMBbI OJIAHKOB PEILIETITOB, COAEpKAIIUX Ha3HAUY€HHWE HAPKOTHYECKHX CPENICTB WIH
IICUXOTPOIHBIX BEUIECTB, MOPSAAKA UX U3TOTOBJICHMS, PACIPEEICHUs, PETUCTPALllUM, YIeTa U XpaHEHUS, a
Takke mpaBuil opopmiieHus" (3apeructpupoBan MuHucTepcTBOM toctunnu Poccuiickoit denepanun 15
asrycra 2012 r., peructpanuonssiii N 25190);

npuka3 MunucrepctBa 3apaBooxpanenusi Poccuiickoit @enepanuu ot 30 utons 2015 r. N 3851 "O
BHECEHUHU M3MEHEHUI B Npuka3 MuHucrtepcTBa 3apaBooxpaHenust Poccuiickoit ®enepanuu ot 1 aBrycra
2012 r. N 54n "O6 yrBepkaeHnu GHopMbl OJaHKOB PEIENTOB, COACPKAIIMX Ha3HAYCHHUE HAPKOTUYECKUX
CPEJICTB WJIM IICUXOTPOINHBIX BEIIECTB, OPAJIKA UX U3FOTOBJICHUS, pACIIPEEIICHUS, PETUCTPALIUHY, yUeTa U
XpaHeHus, a Takxe mpaBwin odopmiieHus" (3aperucTpupoBaH MHHHCTEPCTBOM IOCTHIIMH Poccuiickoi
Oeneparuu 27 HosiOps 2015 r., peructpanmonnasiii N 39868);

npuka3 MunucrepcrBa 3apaBooxpanenusi Poccuiickoit @enepanuu ot 21 ampens 2016 r. N 254n
"O BHeceHMHM W3MEHEHWH B mpuka3 MuHucrepcrsa 3apaBooxpaHeHust Poccuiickoir ®enepaunn ot 20
nekabpst 2012 1. N 11758 "OO6 yTBepKIeHUM TOpsKAa HA3HAYEHWs] M BBIMUCHIBAHUS JIEKAPCTBEHHBIX
IpenapaTos, a Takke (GopM perenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIE MPENaparhl, MopsaKa opopMiIeHus
yKa3aHHBIX OJIAaHKOB, WX Yy4eTa W XpaHeHusa" u TmpwiokeHne N2 K mnpukasy MUHUCTEPCTBA
3npaBooxpanenust Poccuiickoit @eneparmu ot 1 aBrycra 2012r. N 54n "OO yrBepkaeHuu (HopMel
OJIaHKOB DELIENITOB, COAEpKAIUX Ha3HAUEHUE HAPKOTUYECKHX CPEJICTB WM ICHUXOTPOMHBIX BEIIECTB,
NOpsAIKa MX W3TOTOBJIEHMS, PpAaCIpeNeeHMs], perucTpanu, ydera M XpaHEHWs, a TakXKe IpaBUil
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odopmiieHus" (3apeructpupoBaH MuHUCTepcTBOM toctuiinu Poccuiickoit @eneparnuu 18 wronst 2016 1.,
peructpanuonabiii N 42887);

IIYHKT 4 U3MEHEHUI, KOTOPBbIE BHOCSTCSI B HEKOTOpBIE IpHUKa3bl MUHUCTEPCTBA 31paBOOXPaHEHMUSI
U conuagbHOro pasButus Poccuiickont Penepaumu 1 MuHHCTEpCTBa 3ApaBooXpaHeHus: Poccuiickoi
@denepaii O BOIPOCaM OOpaIleHUs] JICKApCTBEHHBIX IPEMapaToB, COACPXKAIIUX HAPKOTUYECKUE
CPEIICTBA, IICHXOTPOIIHBIE BELIECTBA U HUX MPEKYpPCOPhl, M JIEKAPCTBEHHBIX CPEJACTB, MOJUIEKAIINX
IPEIMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEP)KIEHHBIX IIpuKa3oM MMHHCTEPCTBA 31paBOOXpPAaHEHUs
Poccuiickoit ®eneparuu ot 31 oxTadps 2017 r. N 882nH (3apeructpupoBaH MUHHCTEPCTBOM FOCTHITUN
Poccuiickoit ®enepanuu 9 suBaps 2018 r., peructpanuonssiii N 49561);

npuka3z MwuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepammu ot 11 gexabps 2019 .
N 10211 "O BHecenuun usmeHeHU# B npuioxkeHus N 2 u 4 k npukazy MuHucCTEpCTBa 31paBOOXPAHEHUS
Poccuiickoit ®eaepammu ot 1 aBrycra 2012 1. N 541 "O6 yrBepx)acHHUU (GOpMBI OJAHKOB PEIENTOB,
COJIepKallMX Ha3HAUYEHUE HAPKOTUYECKUX CPEACTB WM IICUXOTPONHBIX BEIIECTB, MOpAIKA HX
U3TOTOBJICHUSI, paclpeAeNieHusl, perucTpaluy, ydeTa MU XpaHEHHUs, a Takxke MpaBuwil odopmieHus"
(3apeructpupoBad MuHucTepcTBOM roctuuuu  Poccuiickoit  ®epeparmu 28  sHBaps 2020 .,
peructpanuonabii N 57293);

nprka3 MuHHCTepCcTBa 3apaBooxpaHenus Poccuiickoit @enepanuu ot 8 okTsi6ps 2020 r. N 10761
"O BHeceHMu u3MeHeHM B [lopsimok perucTpaiuu, ydera M XpaHEHHs CIEIUAJIbHBIX PEUEenTYPHBIX
ONaHKOB HA HAPKOTUYECKHE CPEACTBAa WM IICUXOTPONHbIE BELIECTBA, YTBEPKICHHBIH INPUKA30M
MunucrtepctBa 3apaBooxpaHeHusi Poccuiickonn ®epepamun ot 1 aBrycra 2012r. N 54"
(3apeructpupoBan MunHuctepctBoM toctunuu  Poccuiickoit  @enepanun 13 HosiOps 2020 .,
peructpanuonabii N 60898);

npuka3 MuHHcTepcTBa 3apaBooxpaHenus Poccuiickoii @enepanuu ot 14 suBapst 2019 r. N 41 "O6
YTBEPXKJACHUM TOpSAAKAa Ha3HAUEHUS JIEKapCTBEHHBIX IpenapaTtoB, (GOpM peLenTypHbIX OJaHKOB Ha
JICKapCTBEHHBIE TIpermapaThl, MOpsaka Oo(OpMIICHHS YyKa3aHHBIX OJaHKOB, WX Yy4eTa W XpaHCHHs"
(3apeructpupoBan  MunucrepctBoM toctunmu  Poccmiickoit  ®demeparmmuu 26 mapra 2019 r.,
peructpanonHslii N 54173);

npuka3z MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepammu ot 11 gexabps 2019 .
N 10221 "O BHeceHMM M3MEHEHUH B NpuKa3 MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit denepaunn
oT 14 suBaps 2019 1. N 41 "OO6 yTBep)KIE€HUU MOPsAKAa Ha3HAYCHUS JICKAPCTBEHHBIX MpemaparoB, Gopm
pelenTypHBIX OJAaHKOB HA JICKAPCTBEHHBIE MpEnapaThl, MOPsSIKa OPOPMIICHHUS YKA3aHHBIX OJIAHKOB, WX
ydeta ¥ XpaHeHus" (3apeructpupoBaH MunucrepctBoMm toctunmu Poccuiickoit denepanun 28 sHBaps
2020 r., peructpaunonusiii N 57292);

npuka3z MunuctepcTBa 3apaBooxpanenust Poccuiickoit ®deneparuu ot 8 oktsiops 2020 r. N 10750
"O BHECEHMH U3MEHEHMI B MOPSI0K Ha3HAUYEHUS JIEKAPCTBEHHBIX IIPENAPATOB, YTBEP)KIEHHBIA MPUKA30M
MunucrtepcTBa 3npaBooxpanenus Poccuiickoit @eneparnuu ot 14 ssaBaps 2019 r. N 41" (3apeructpupoBan
MunuctepctBoM roctunmu Poccuiickoit @eneparuu 22 nexadpst 2020 r., peructpanuonssiii N 61695);

nyHKT 3.8 MHCTpyKIMU O TOpPSAKE BBIMTUCHIBAHUS JIEKAPCTBEHHBIX NpENnapaToB U 0GOpMIICHHS
peuenToB U TpeOOBAaHUI-HAKIIATHBIX, YTBEPXKIECHHOW MprKa3oM MUHHCTEPCTBA 3[paBOOXPAHCHHS H
cormanpHOro pa3zButus Poccuiickont deneparuu ot 12 despans 2007 r. N 110 "O nopsiike Ha3HAYCHHUS U
BBITTMCHIBAHUS JIEKApCTBEHHBIX  Mpenaparos, 1763 (11517 MEIULIMHCKOTO Ha3HAYEHUs u
CHEIMAIM3UPOBAHHBIX MPOAYKTOB JieyeOHOro muTaHus" (3aperucTpupoBaH MHHHCTEPCTBOM OCTULIUU
Poccuiickoit @enepanuu 27 anpenst 2007 r., peructpauroHHblii N 9364);

nprka3 MUHUCTEPCTBA 3IPaBOOXPAHEHUS U colManbHOro pa3putus Poccuiickoit @enepanuu ot 17
mas 2012r. N 562 "OG6 yrBepxknaeHun Ilopsaka otmycka (U3MYECKMM JIMLAM JIEKApCTBEHHBIX
IpernapaToB A MEIUIMHCKOTO MPUMEHEHHMS, COJAEPkAIIUX KPOME MalblX KOJIMYECTB HAPKOTHUYECKUX
CpPEZCTB, TICUXOTPOIHBIX BEUIECTB M UX MPEKYpPCOPOB Apyrue (hapMaKoIOrMYecKre aKTUBHBIC BellecTBa"
(3apeructpupoBan  MuHuctepctBoM  toctunmu  Poccuiickoit  ®enepammm 1 wmrons 2012,
peructpanroHHblil N 24438);

ITYHKT 2 U3MEHEHHH, KOTOPBhIE BHOCSITCSI B HEKOTOpBIE MpHKa3bl MUHUCTEPCTBA 31paBOOXPaHEHHUS
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u couuanpHOro passurus Poccuiickoir denepauuu, yTBEpP)KICHHBIX IIpuKasom MuHucrepcrsa
3npaBooxpanenus Poccuiickoit ®enmeparun  or 10 wmrons 2013r. N 369 (3apeructpupoBaH
MunucrepctBoM tocturinu Poccuiickoit @enepanuu 15 utonst 2013 1., peructpanmonnsiii N 29064);

npukaz MunucrepcTBa 3apaBooxpaneHus Poccuiickoit @enepaunu ot 21 aBrycra 2014 r. N 465u
"O BHECEHMH HM3MEHEHUH B TOPSIOK OTIyCKa (PU3MUYECKUM JIMIAM JICKapCTBEHHBIX IPENapaToB s
MEIMLIMHCKOTO IPUMEHEHUs, COACPXKAIIUX KPOME MajblX KOJUYECTB HApPKOTUYECKUX CPEICTB,
NCUXOTPOIMHBIX BEIIECTB M HUX MPEKypcopoB Apyrue (HapMakoIOTHYECKHE AaKTHUBHBIC BEIECTBA,
YTBEPKICHHBIM MpUKa3oM MMHUCTEPCTBA 3APABOOXPAHEHUS W COLMAIBHOIO pa3BuTud Poccuiickoii
@enepanun ot 17 mas 2012r1. N 562H" (3apeructpupoBaH MunHHCcTEpCTBOM IocTULMU Poccuiickoin
Oenepannu 10 centsops 2014 1., peructparmonusiii N 34024);

IIYHKT | U3MEHEHU, KOTOpbIE BHOCSITCSI B HEKOTOpBIE IpHUKa3bl MUHUCTEPCTBA 31paBOOXPaHEHMUS
U conuanbHOro pasButus Poccuiickont Penepaumu 1 MuHHCTEpCTBa 3ApaBooXpaHeHus: Poccuiickoi
®denepanyy, yTBEpKACHHBIX IIpUKa3zoM MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoit ®enepaunn ot 10
centsiops 2015 1. N 6341 (3apeructpupoBan MunHHCTepcTBOM IocTunimu Poccuiickoit ®enepanuu 30
ceHtsa0ps 2015 r., peructpanuonusiit N 39063);

IIYHKT 3 U3MEHEHUH, KOTOPBIE BHOCSITCS B HEKOTOpBIE IPHUKa3bl MUHUCTEPCTBA 31paBOOXPaHECHHUS
u counanbHOro passurus Poccuiickoir ®enepanyu 1 MuHucrepcTBa 3apaBooxpaHeHust Poccuiickon
@denepauy 1O BOIpOcaM OOpalleHUsl JIEKApCTBEHHBIX IPEMapaToB, COACPXKAIIUX HAPKOTUYECKHE
CPEJICTBA, IICUXOTPOIHBIE BEIIECTBA WU HX IPEKYpCOPOB, M JIEKAPCTBEHHBIX CPEACTB, IMOJUIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEP)KIEHHBIX IIPUKa30M MMHHCTEPCTBA 3ApaBOOXPAaHEHUS
Poccuiickoit @enepaunu ot 31 okradbps 2017 r. N 882n (3apeructpupoBaH MUHHCTEPCTBOM FOCTUIUH
Poccutickoit ®eneparuu 9 saapst 2018 ., peructpannonnbiii N 49561).

3. Peuentypubie Omanku ¢Gopmbl N 107/y-HII, m3roroBineHHbIE 00 AHA BCTYIUICHUS B CUIY
HACTOSIIETO MPHKa3a, MOTYT OBITh HCTIOJIb30BaHbI 10 1 MapTa 2023 rona.

4. Hacrosiuuii mpuka3 BeTynaer B cuity ¢ 1 mapra 2022 r. u aeiictByet 1o 1 mapra 2028 r.

Munuctp M.A. Mypaiko

3apeructpupoBano B Muntocre PO 30 Hos6pst 2021 r.
Peructpammonnsiit N 66124

IIpunoxenue N 1

K IIprkazy MUHHCTEPCTBA 3PaBOOXPAHEHHS
Poccuiickoii Penepauuu

oT 24 Hos10pst 2021 r. N 1094n

HOpﬂ)]OK HAa3HAYCHHUSA JICKAPCTBCHHBIX IMPeEapaToB

I. O61me mos10KeHUA

1. Ha3HaueHue JIeKapCTBEHHBIX TMpENapaToB [JIsi MEIULUMUHCKOTO TMpPUMEHEHUs (nJanee -
JIEKapCTBEHHBIC TIpEnapaThl) OCYIIECTBISCTCSA JieHallluM BpadoM, (enbaiepoM, akyliepkod B ciydae
BO3JIO)KEHUS HA HUX T[IOJHOMOYHMHM Jieyallero Bpaya, MpPU OKA3aHMM MEIULMHCKOM TOMOIIA B
MEIUIIMHCKUX OpraHu3almsax l, B MOpPsIJIKE, YCTAHOBJIEHHOM ITpUKa3oM MUHUCTEPCTBA 3/IpaBOOXPAHEHUS U
coumanbHoro pa3sutus Poccuiickoit deneparmu ot 23 mapra 2012 1. N 2521 "O6 yrBepxaenuu Ilopsnka
BO3JIOKCHHST Ha Qenpamepa, aKylmepKy PyKOBOIUTENIEM MEIUITMHCKOW OpraHW3allid TpPHU OpraHu3aIlif
OKa3aHHs NEPBUYHOW MEIAUKO-CAHMUTAPHOM NOMOIIM M CKOPOM MEIMIIMHCKOM NOMOIIM OTAEJIbHBIX
GYHKIIMIA JIeyaniero Bpava 1mo HeImoCcpeJACTBEHHOMY OKa3aHUI0 MEIUIIMHCKON TTOMOIIHY MMAallUCHTY B TEPHUOJ

01.04.20222 Cuctema TAPAHT 3/33



ITpuka3 Munucrepcta 3npaBooxpaneHuss PO ot 24 Hos6pst 2021 r. N 10941 "O6 yrBepxkaenun [lopsinka Ha3HAYEHUS. . .

HAOMIO/IEHUsT 32 HAUM U €ro JICYCHHs, B TOM YHCJE 0 HA3HAYCHUIO W TPUMEHEHUIO JIEKapCTBEHHBIX
IIpenaparoB, BKJIIOYas HAPKOTUYECKHE JIEKAPCTBEHHBIE MpPENapaTbl U ICHUXOTPOIHBIE JIEKAPCTBEHHBIE
nperapathl" ©,  MHIMBHAYAIBHBIME  MPEANPHHUMATETSMH,  OCYIIECTBISIOMMME  MEIUIMHCKYIO
NeATeTLHOCTH (J1ajiee - MeIUIIMHCKUE PAOOTHUKH ).

MenuuuHckuii  paboTHUK, OGOPMHUBIIMN peLENnT C HApYLUICHHEM HACTOSILEro MOopsjaKa, WM
PYKOBOJUTENb METUIIMHCKOM OpraHu3aluy 00ecreyrBaloT CBOEBpEMEHHOE nepeopopmiieHrne TpedyemMoro
JUTSL TAI[MEHTA pelienTa.

2. CsenmeHuss O Ha3HAYEHHOM JIEKAPCTBEHHOM Ipenapare (HaMMEHOBAaHUE JIEKAPCTBEHHOTO
npernapara, JO3HPOBKA, CHOCOO BBEIEHUS W TPUMEHEHUS, PEXHUM JI03UPOBAHUS, MPOJOIKUTEIHHOCTh
JedeHus: 1 000CHOBaHME HA3HAYEHHUS JIEKAPCTBEHHOTO Mpenapara) BHOCATCS MEAUIIMHCKUM paOOTHUKOM B
MEIUIMHCKYIO TOKYMEHTAIIMIO MAllMEHTA.

B cnywasx, ykazaHHeIXx B myHkTax 8-11 nHactosmero Ilopsinka, MeTUIIMHCKUN pPaOOTHUK,
HA3HAYMBIIHMKA JIGKAPCTBEHHBIN Mpenapar, oGpopMisieT Ha3HAUYCHUE JIEKAPCTBEHHBIX MPENapaTroB, B TOM
YHClie TOJUIeKAIIMX HM3TOTOBJICHUIO U OTIYCKY aNTeYHBIMU OpraHu3alusMu (Jajgee - JieKapCTBEHHbBIE
npenapaTsl WHANBUAYAIBHOTO W3TOTOBJICHHS), HA PEUENnTypHOM OnaHKe, oOPMIICHHOM Ha OyMakHOM
HOCHTEJE 3a CBOEH MOAMKCHIO (Jlajiee - perent Ha OyMa)KHOM HOCHTENe), U (WJIM) C cOorJiacHs MarieHTa
WM €ro 3aKOHHOTO TPEJCTABUTENS HA PELENTYpPHOM OaHKe B (OpME SIEKTPOHHOTO JOKYMEHTA C
UCIIOJIb30BaHUEM YCHUJICHHOW KBaJU(PUIMPOBAHHOM 3JIEKTPOHHON TOANMMCH MEAWLHUHCKOrO paboTHHKA
(masee - peuent B (hopMe IEKTPOHHOTO IOKYMEHTA).

PenenT B popMe 37EKTPOHHOIO JAOKYMEHTa, COAEpKAIIUN HazHAYeHHE HAPKOTUYECKUX CPEICTB
WIM TICUXOTPOITHBIX BEIIECTB, MOMUCHIBACTCS C HUCIOJIb30BAaHUEM YCHUJICHHOW KBaIM(UIIMPOBAHHOMN
JJIEKTPOHHOW MOAINKCH JIeyallero Bpaya win (epamepa, akylmepkd, Ha KOTOPBIX BO3JT0XKEHbI (DYHKLIUU
JIeqalero Bpayda, ¥ COOTBETCTBYIOIIEH MEIUIIMHCKON OpraHu3aluy .

Odopmienne perentoB B (popme 3JIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISETCS B CIydyae MPUHATHS
YIIOJTHOMOYEHHBIM OPTaHOM HMCIIOTHUTENBHOU BiacTh cyobekTa Poccuiickoit denepannu B COOTBETCTBUU
¢ mnyHktoM 4 crateu 6 @DepepanpHoro 3akoHa or 12 ampens 2010r. N 61-®3 "OO6 obpameHun
JIEKapCTBEHHBIX CpCI[CTB"S pemieHus 00 WCIIONB30BAaHUM Ha TeppUTOpHH CyObekTa Poccuiickoii
Qenepallii Hapsily € pelenTaMd Ha JIeKapCTBEHHbIE Mpemnaparhl, O(QOPMIIEHHBIMM Ha OyMaKHOM
HOCHUTEJIC, PELENTOB Ha JIEKaPCTBEHHBIE IMpemnapaThl, COOPMHUPOBAHHBIX B (OpPME SIEKTPOHHBIX
JIOKYMEHTOB.

3. Ilpu BbINMCKE MAalMEHTAa W3 MEIMLUHCKOM OpraHu3alud, B KOTOPOM €My OKa3blBajlach
MEAMIIMHCKAs TOMOIb B CTAllMOHAPHBIX YCIOBUSAX, MPH HEOOXOAWMOCTH MPOJOJDKEHHS IpuemMa
JICKapCTBEHHOTO TIperapara B aMOYIaTOPHBIX YCIOBUSX JaHHOMY IMAlMEHTY MO PEIICHUI0 PYKOBOIUTEIS
MEAMIIMHCKOW OpraHu3allii Ha3HayaloTcs ¢ ohopMIIeHHEM perenTa B GopMe 3JIeKTPOHHOTO JOKYMEHTa U
(unm) Ha OyMa)KHOM HOCHUTENE (3a HCKIII0UYeHHEM O0()OPMIICHUS PElIeNTOB Ha JIEKAPCTBEHHBIC TPENaparsl,
MOJJIeXKAIINE OTIYCKY O€CIUIaTHO WJIM CO CKHJKOM) JUOO0 BBIAAIOTCS (TAIMEHTY WM €r0 3aKOHHOMY
MPEJICTABUTENO0) OJHOBPEMEHHO C BBIMMMCKOW M3 MCTOPUU OOJE3HU JICKAPCTBEHHBIC MPENapaThl, B TOM
YHCJIE HAPKOTUYECKHWE W TICUXOTPOIHBIE JIEKAPCTBEHHBIE MpeEnaparsl, BHeceHHble B crnucku [I wm III
NepevHs] HAPKOTUUYECKUX CPEJICTB, ICUXOTPOITHBIX BEIIECTB U UX MPEKYPCOPOB, MOJJICKAIIUX KOHTPOJIIO B
Poccuiickoit ®Denepanuu, yrBepxkaeHHoro IIpaBurenbctBoM Poccuiickoi dbenepaunn(’ (manee -
[lepeueHs), CUIBPHOAEHCTBYIOIINE JIEKAPCTBEHHBIE NIPENapaThl, HA CPOK IIPUEMA MALMEHTOM 10 5 THEH.

4. Ha3HaueHwe JEKapCTBEHHBIX NpPENapaToB TMpH OKAa3aHUM MEIUIIMHCKOM IOMOIIM B
CTAIIMOHAPHBIX YCIOBUSIX MOXKET OCYIIECTBIATHCS MOCPEACTBOM TPEOOBAHUI METUITMHCKOW OpraHu3allny,
HaIlpaBJIsiEMbIX B alITEUHbIE OPraHU3alUy, ABIISIIOIIUECS CTPYKTYPHBIMU MOAPAa3ACICHUSIMA MEAUIIMHCKON
OpraHM3aIym.

5. Ha3nayeHue JEeKapCTBEHHBIX IMPEMNapaTOB OCYHIECTBISETCA MEIUIIMHCKUM PaOOTHUKOM IO
MEXAYHAPOJAHOMY HEMATEHTOBAHHOMY HAaWMEHOBAHMIO, a MPHU €ro OTCYTCTBUU - TPYNIHUPOBOYHOMY WU
XUMHUYECKOMY HAauMMEHOBaHMIO. B  ciydae OTCYTCTBHS ~ MEXKAYHApPOAHOTO  HEMNAaTEHTOBAHHOI'O
HAaMMEHOBAHMS M TPYNINHUPOBOYHOTO MM XUMHYECKOTO HAMMEHOBAaHUS JIEKAPCTBEHHOTO Mperapara
JIEKapCTBEHHBIN Mpernapar Ha3HayaeTcsl MeIUIIMHCKUM paOOTHUKOM 10 TOProBOMYy HamMmeHoBaHMio. [Ipu

01.04.20222 Cuctema TAPAHT 4/33



ITpuka3 Munucrepcta 3npaBooxpaneHuss PO ot 24 Hos6pst 2021 r. N 10941 "O6 yrBepxkaenun [lopsinka Ha3HAYEHUS. . .

HaJIMYUM MEJUIMHCKUX TOKa3aHWM (MHIMBHAyalbHAsi HENEPEHOCHUMOCTb, MO KMU3HEHHBIM MOKa3aHUSIM)
0 PMICHHIO BPauyeOHON KOMHCCHM MEIHMIMHCKOM OpPraHM3aliiw OCYIIECTBISETCS HA3HAYCHHE |
opopMIICHHE HA3HAYCHHs JIEKAPCTBEHHBIX IPENapaToB, HE BXOMAIIMX B CTAHIAPTHl MEAUIUHCKON
MOMOIIH, pa3paboTaHHBIE B COOTBETCTBHM ¢ NyHKTOM 14 ctathu 37 denepanbHoro 3akoHa N 323-03 %
WIA HE MPEJyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYECKOH peKOMeHJanuen, Ju0o 10 TOProBBIM
HauMeHOBaHUsAM. Pemenue BpaueOHOW KOMUCCHMM MEIUIMHCKON opraHu3auuu (QUKCHpYeTcs B
MEAMIIMHCKOW JOKYMEHTAINH MMAIlMeHTa U B )KypHase BpaueOHOW KOMHUCCHUU.

Eciu npu oOka3aHMM NanUMeHTy MEAMIIMHCKOM IOMOIIM B MEIWLMHCKOM OpraHu3aluu B
CTAllMOHAPHBIX YCJIOBUSAX IO PEHICHUI0 BpadyeOHOW KOMMCCHUHM OCYIIECTBIISIIOTCS Ha3HAYeHHE H
IIPUMEHEHNE JIEKAPCTBEHHOTO Ipernapara ¢ KOHKPETHBIM TOPrOBbIM HAMMEHOBAaHHUEM, TO INPU OKA3aHUH
JAHHOMY TALMEHTY MEIMIMHCKOM TOMOIIM B HWHOM MEIUIMHCKOM OpraHuM3aluyd B CTAallMOHAPHBIX
YCIIOBUSIX, a TaKkke B aMOyJaTOPHBIX YCJOBHUSX OCYIIECTBISETCS Ha3HAUCHHE €My JIEKapCTBEHHOIO
Tperapara ¢ TeM XKe TOPTrOBbIM HAUMEHOBAHHEM

6. HaznayeHue jeKapCTBEHHOI'O MperapaTa B pelenTe Ha OyMa)XKHOM HOCHTENE WM PEelenTe B
dopMe BIEKTPOHHOrO JOKYMEHTa O(OpMIseTCs Ha HMMs MalUeHTa, A KOTOPOro IpeaHa3HaueH
JIEKapCTBEHHBIN Mpenapar.

Penient Ha OymakHOM HOcuTene, ohopMIIeHHBIH Ha perentypHoM Omanke dopm N 107/y-HII,
N 107-1/y, N 148-1/y-88, N 148-1/y-04(11), yTBEp>KI€HHBIX HACTOSAIIUM IPHUKA30M, MOXKET OBITh TOJIYYCH
NAIMEeHTOM, €r0 3aKOHHBIM IPEICTaBUTEIEM WM JIMIIOM, UMEIOIUM O(OPMIIEHHYIO B COOTBETCTBUH C
IrpaXJIaHCKUM 3akoHoAaTebCcTBOM Poccuiickoit denepanu JOBEPEHHOCTh OT NalMEHTa Ha IIPaBo
IIOJIyYEHUs TAKOTo pelenTa (Jajiee - yoJHOMOYEHHOE JIULIO).

[IpencraBieHne JOBEPEHHOCTH HE TpeOyeTcs B Cilydae IMOJIy4€HHs pelenTa Ha JIEKapCTBEHHBIH
npenapar i ”HKypabeabHOro 00JIbHOTO Ha 3aBEPIIAIONIEM TAIle €r0 )KU3HH JIUIIOM, OCYIIECTBISIONIM
yXOJ 3a TaKUM HHKYpaOenbHbIM OONbHBIM. B TakoM ciydae MeTUIIMHCKUN paOOTHUK BBIJAET JIUILY,
OCYILECTBIISIONIEMY YXOJ 32 MHKYPaOelbHBIM OOJIbHBIM, JTOKYMEHT, HOATBEPKIAIOIIMNA HHKYpaOenbHOe
COCTOSIHME OOJNBHOIO, COJEp)KallMil CBeleHHs O JHIe, KOoTopoe OyAeT Moiydarh JIeKapCTBEHHbIE
npenaparsl o penenty (pamMuinus, UM, 0T4eCTBO (MOCeIHEe - TPU HAIWYHHN ), BU]I, CEpHsl U (WIN) HOMEP
JIOKYMEHTA, YAOCTOBEPSIOIIEro JIMYHOCTD), 3aBEPEHHBIM MOJAMUCKHI0 U MEYaThi0 JaHHOTO MEAMIIMHCKOIO
paboTHUKA, a TAKXKE MEYaThI0 MEIUITUHCKON OpraHu3alllu.

JIOKyMEHT, TOATBEP)KIAIOMNNA HMHKYpaOelbHOE COCTOSHHE OOJIBHOTO, OCTaeTCs B AaNTCUYHOU
OpraHu3aIuu.

PenenT B popme 371€KTpOHHOTO JOKYMEHTa (OPMHUpPYETCsS] ¢ UCIOJIb30BaHUEM TOCYIAapCTBEHHOM
MH(OPMALIMOHHOM cuCcTeMBI B cdepe 31paBooxpaHeHus cyOobekTa Poccuiickoit deneparuu, MEAUIIMHCKOM
WH()OPMAITMOHHON CHCTEMBI METUITMHCKON OpraHU3aluu "

@dakT BbJAYM pelenTa Ha JEKAPCTBEHHBIM MpemapaT 3aKOHHOMY MPEICTABUTENIO WJIU
YIIOJTHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEAUIIMHCKOM TOKYMEHTAIIUU MallMeHTa.

7. MeauuuHCKUM pabOTHHKAM 3arpeniaercss oopMIIsTh PEelenTsl NMPH OTCYTCTBUHU Y MalMEHTA
ME/IUIIMHCKAX TOKA3aHMii; Ha HE3aperiCTPHPOBAHHBIC JIEKAPCTBEHHBIE MPEapaThl ~; HA JEKAPCTBCHHEIC
IpenapaTsl, KOTOPbIE B COOTBETCTBUM C MHCTPYKLHUEN MO MEIUIIMHCKOMY IPUMEHEHUIO IPEJHA3HAUYECHbI
JUIS IPUMEHEHUS TOJIBKO B MEIMLMHCKUX OpraHU3alMsIX; HA HAPKOTHUYECKHE CPEJICTBA M MCUXOTPOITHBIE
BellleCTBAa, BHeceHHble B crucok [l Tlepeuns, 3aperucTpupoBaHHbIE B KaueCTBE JIEKAPCTBEHHBIX
IIpenaparoB, B LEIAX IPUMEHEHUS ISl JICUEHUSI HAPKOMAHUU.

NunuBuayanbHbIM — NpPEANPUHUMATENSM, OCYLIECTBISIOIMUM  MEIUIUHCKYIO  JI€ATE€IbHOCTD,
JOTIOTHUTENIBHO K TpeOOBaHMSAM, yKa3aHHBIM B a03alle MEepBOM HACTOSILEro IYyHKTa, 3alpeliaercs
0(pOpMIIATH peLenTsl Ha HAPKOTUUYECKUE CPEJICTBA U NICUXOTPOIIHBIEC BEIECTBA, BHECEHHBIE B criicku [ n
[II Tlepeuns (manee - HAPKOTHYECKHE M TICUXOTPONHBIC JIEKapCTBEHHBbIE mpemnapathl cruckoB 11 u II1
[lepeuns).

8. Ilpy Ha3HAYeHMM HAPKOTUYECKUX WU TCUXOTPOMHBIX JIEKAPCTBEHHBIX MpenaparoB crrcka [l
[lepeuns, 3a UCKIIIOUEHHEM JIEKAPCTBEHHBIX MPENApaTOB B BUIE TPAHCIECPMAIBHBIX TEPaNeBTUUYECKUX
CUCTEM M JIEKaPCTBEHHBIX NPENApaToB, COACPKAINIMX HAPKOTUYECKOE CpPEICTBO B COYETAHUM C
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AQHTArOHNUCTOM OIMHUOWJHBIX PEIENTOPOB, pEUEeNThl Ha OyMaXHOM HoOcUTene OQOPMISIOTCS Ha
peuentypaom 6manke Gopmer N 107/y-HIT.

9. PenienitypHusiit 01ank Gpopmbl N 148-1/y-88 opopmiseTcs mpu Ha3HAYECHUU:

1) HapKOTHYECKUX U TCUXOTPONHBIX JIEKAPCTBEHHBIX mpemnaparoB crucka [l Tlepeuns B Buze
TpaHCIEPMAILHBIX TEPANeBTHUECKUX CHUCTEM, HAPKOTHUYECKHX JIEKaPCTBEHHBIX NpernapatoB crucka [l
[lepeunsi, conepkaluiux HAPKOTUYECKOE CPEACTBO B COYETAHUM C AHTATOHUCTOM OMHOUIHBIX PELENTOPOB,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos ciucka [1I [lepeuns;

2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPKAIIUX:

a) KOJEMH WIM ero coiu (B IepecyeTe Ha YKUCTOE BEIIECTBO) B KojudectBe 10 20 Mr
BKJTFOUUTENBHO (Ha 1 103y TBEepAoi iekapcTBEHHOH (HOpMBI) Win B KoaudecTBe 10 200 MT BKIIIOUUTEITEHO
(#a 100 mut wim 100 T XKUIKOH JIeKapCTBEHHON (POPMBI ISt BHYTPEHHETO IPUMEHEHN );

0) mceBmoddenpuHa THUAPOXJOPHA B KOJIW4YecTBe, mpeBbimaromeM 30wmr, u g0 60 mMr
BKJIIOYHMTENBHO (Ha 1 103y TBEpOH JIeKapCTBEHHOM (hOPMBI);

B) mceBaod(denpruHa THAPOXJOPUI B KOJMYECTBe, mpeBbimatomeM 30mr, u g0 60 Mr
BKJIIOYMTEIBHO B COYETAHUU C JIEKCTPOMETOp(aHOM THAPOOPOMHUIOM B KOJMYECTBE, MPEBBIIIAIOIIEM
10 mr, u 10 30 MT BKITIOUKTENIHHO (Ha | 103y TBEP0i JIeKapCTBEHHOM (OpMBI);

r) nekcTpomeropdana ruapodpomua B konmdectse A0 200 mr BrmtountenbHo (Ha 100 Mo wim 100
T J)KUJKOM JIeKapCTBEHHOU (DOPMBI /1711 BHYTPEHHETO MPUMEHEHUS);

1) aenpuHa rUAPOXIOPHUI B KoaudecTse, mpebiiaromeM 100 mr, u 10 300 Mr BKIIOYUTENTHHO (Ha
100 vt umm 100 T KUIKOHM JTeKapCTBEHHON (hOPMBI ISl BHYTPEHHETO PUMEHEHHS );

e) sdenpuHa TUAPOXJIOPUA B KomudecTBe 1m0 S50 Mr BkIOUMTENBbHO (Ha 1 103y TBEpIoOi
JIEKapCTBEHHOU (POpMBI);

k) (EHWINPOMAHONIAMUH B KOJMYECTBE MO0 75 Mr BKIOUUTENbHO (Ha | m03y TBepmoit
nexkapctBeHHOU ¢dopmbl) uinu 10 300 mr BrmrounTenbHO (Ha 100 M uimu 100 T XKMAKOW JeKapCTBEHHON
(dbOpMBI 7151 BHYTPEHHETO IPUMEHCHHS );

3) ¢deHobapOUTam B KOJUYECTBE N0 15 MI' BKIFOUMTENIIBHO B COYETAHWUU C KOJEWHOM (MU €ro
COJISIMH) HE3aBHCUMO OT KoJnuecTBa (Ha | 103y TBepaoi IekapcTBEHHON (GOPMBI);

) QenobapouTan B KommuectBe 10 20 Mr BKIIOYMTEIBHO B COYETAaHUM C dPeAPUHOM
THJIPOXJIOPUIOM HE3aBUCUMO OT KOJIn4ecTBa (Ha 1 103y TBepI0ii JeKapCTBEHHOH (pOpMBI);

K) XJIOPJINA3ETIOKCH] B KOJIMYECTBE, MpeBbimatonieM 10 mr, u 10 20 Mr BKItounTeasHo (Ha 1 103y
TBEPJIOM JIEKAPCTBEHHOU (hOPMBI);

3) nexapCTBEHHBIX MpENnapaToB WHIUBUIYaIbHOTO H3TOTOBJICHHUS, COAEPKAIIUX HAPKOTHYECKOE
CPEIICTBO WM TICHXOTpOmHOe BemiecTBo cricka [l Ilepeuns, u npyrue ¢gapMakoIOorHd4ecKue aKTHBHBIC
BellecTBa B JI03€¢, HE TMPEBHINAIONIEH BBICIIYIO pPAa30BYIO 103y, WU TMpPH YCIOBUH, YTO ITOT
KOMOWHHMPOBAHHBIA JICKAPCTBEHHBIN TIperapar HE SBISETCS HAPKOTHYECKUM WU TCUXOTPOIHBIM
JIeKapCTBEHHBIM npenapaToM crucka Il [lepeuns;

4) INeKapCTBEHHBIX TMPENapaTroB, BKIIOUEHHBIX B I[E€pPeUeHb JIEKAPCTBEHHBIX CPEICTB JUIS
MEAMIIMHCKOTO MPUMEHEHHS, TOJUIeKAIINX TPEIMETHO-KOJIHMUYECTBEHHOMY YUeTy (Jaee - JeKapCTBEeHHbIE
IpenaparTsl, BKIOYEHHbIE B iepedeHb [IKY) b,

10. Penenitypusbiit 6mank Gopmer N 148-1/y-04(11) odopmitsieTcss mpyu Ha3HAYCHUU JICKAPCTBEHHBIX
IpernapaToB rpakJaHaM, UMEIOIINM TPaBO Ha OECIUTATHOE MOJIyuYeHUE JEKAPCTBEHHBIX MpEerapaToB WU
MOJTyYEHUE JIEKAPCTBEHHBIX MIPETapaToB CO CKUIKOM.

11. Peuentypusrii 6mank hopmsr N 107-1/y opopmisercs npu Ha3HAUEHUH:

1) mexapCTBEHHBIX MPEMapaToB, HE YKa3aHHBIX B MyHKTax &, 9 Hacrosmiero [lopsaka;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COACPKAIINX :

a) JproTaMMHa THAPOTApTpPaT B KOJMUYECTBE 10 S5 MI' BKIIOUHMTENbHO (Ha 1 103y TBepaoit
JIeKapCTBEHHOH (pOpMBI);

0) a¢penpuna ruapoxiopua B koaudectBe 10 100 mr BrmrounTenpHo (Ha 100 mor wm 100 T xuakoi
JIEKapCTBEHHON ()OPMBI JIJIsl BHYTPEHHETO IPUMEHEHUS ),

B) mceBaod(enapruHa THAPOXJIOPU B KOJIWYECTBE, HE mpeBbimaroniemM 30 mr (Ha 1 103y TBepaoit
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JIeKapCTBEHHOH (popMBI);

r) mnceBaoddenpuHa THIPOXJIOPHI B KOJWYECTBEe, He mpeBblmaromeM 30 Mr, B COYETaHUU C
JIeKcTpoMeTophaHoOM TUAPOOPOMHUIOM B KOIHUYECTBE, npeBbimatomeM 10 mr, u 10 30 M BKIIOYHTEIHHO
(7a 1 no3y TBepOit IeKapCTBEHHOU (OPMBI);

n) nexkcrpomeropdana ruapoOpoMun B KOIHYECTBE, mnpeBbimaromeM 10wmr, u go 30 mr
BKJTFOUUTENBHO (Ha 1 103y TBEP10# JIeKapCTBEHHON (HhOPMBI);

e) ¢enobapburTan B xKomuuecTBe, npesbimaromeM 20 mr, u 10 50 Mr BrimrounTensHO (Ha 1 103y
TBEPJI0H JIeKapCTBEHHOU (POpPMBI);

K) (enobapOutan B KomuyectBe 70 20 M BKJIIOYUTENIBHO B COYETAHUU C HPrOTAMHHOM
THAPOTAPTPATOM HE3aBUCUMO OT KOJUYECTBa (Ha 1 03y TBEp0#t JIeKapCTBEHHOU (hOPMBI);

3) XJIOpJMa3enoKcu B Koaudyectse 10 10 Mr BKIOUUTENbHO (Ha 1 103y TBEpAOH JEKapCTBEHHOMN
dbopmaI).

12. IIpu Ha3HAYEHUH JICKAPCTBEHHOT'O MpernapaTa WHAUBUIYAIbHOTO U3TOTOBJICHUS B PEIENTE Ha
OyMa)KHOM HOCHUTEJE U (WJIK) perenTe B (hopMe dJIEKTPOHHOTO JOKYMEHTa HAaMMEHOBAHUS JICKAPCTBEHHBIX
cpelcTB (BewiecTB), BKIOYEHHbIX B nepeueHb [IKY, ykassiBaioTcsi B Hawaiie penenrta, 3aTeM - BCe
OCTaJIbHbIE UHTPEIUECHTHI.

13. Ilpu Ha3HAYEHUM JIEKAPCTBEHHOTO Iperapara B pelente Ha OyMaKHOM HocuTene U (W)
peuente B (opme 3JIEKTPOHHOTO JIOKYMEHTa 3alpellaeTcss NpPeBbIAaTh KOJUYECTBO HAPKOTUYECKHX
CPEZCTB WM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BHIITUCAHO B OJJHOM pPELENTEe, yCTAHOBICHHOE
npunoxenueMm N |1 k Hacrosmemy Ilopsaky, 3a UCKIIIOYEHHEM CIy4aeB, YKa3aHHBIX B NMyHKTax 15 u 24
Hacrosuero [lopsaka.

14. IIpn Ha3HAYEHUH JICKAPCTBEHHBIX MPEMapaToB, BKIOUEHHBIX B niepedeHs [IKY, moza koTopbix
NPEBBIIIACT BBICIIMKA OJHOKPATHBIM NpUEM, MEIUIUMHCKUA paOOTHUK 0003HA4aeT 103y 3TOro
JIEKapCTBEHHOI'O Tpernapara B pelente Ha OyMaXHOM HOCHTENE IMPOMUCHIO C TMPOCTABICHUEM
BOCKJIMIIATEIILHOTO 3HAaKa M (WJIM) MPOCTaBIsIeT BOCKJIMIATENBHBIM 3HAK NMpH O(QOpPMIICHHU pelenTa B
dbopme IEKTPOHHOTO JOKYMEHTA.

15. KonndecTBO Ha3HAYEHHBIX JICKAPCTBEHHBIX MpPENapaToB, BKIOUYEHHBIX B nepeueHs [IKY, npu
OKa3aHUU MalMeHTaM, HYXJAAOIKUMCS B JUIUTEIHLHOM JICYCHUH, IEPBUYHON METUKO-CAaHUTAPHON MTOMOIIU
U NAJJTMATUBHONW MEIUIIMHCKON MOMOIIM MOXET ObITh YBEIMYEHO C YUETOM KIMHUYECKUX PEKOMEHIAINHA
He OoJjiee yeM B 2 pasa MO CPaBHEHHUIO C KOJIMYECTBOM HAPKOTUYECKUX CPEJCTB WJIM IMCUXOTPOIMHBIX
BEIIIECTB, KOTOPOE MOXKET OBbITh BBIMMCAHO B OJHOM peIeNTe, YCTaHOBJIEHHBIM Ipmioxenuem N 1 K
Hacrosmemy [lopsanky.

B cnyyasx, npearycMOTpeHHBIX a03alieM IepBbIM HACTOSAIIETO IMyHKTA, HA pelrenTtax Ha OyMa)KHOM
HOCHUTeJIe Mpou3BoaUTCS Haanuch "[lo cnenuanbHOMY HAa3HAYEHHIO", OTAEIBHO 3aBEPEHHAS MOIIHUCHIO
MEIUIIMHCKOrO0 paOOTHUKA M TevyaTbl0 MEOUIMHCKON opranuzammu "J[ns pernenTtoB", Ha penenrtax B
dbopMe DIEKTPOHHOTO JOKyMEHTa mpou3BoauTcs otMmerka "[lo chnenwanibHOMYy Ha3HadYeHHIO" C
IPOCTaBJICHUEM YCHJIEHHON KBaTH(PUIUPOBAHHOM 3JIEKTPOHHOM MOIITHNCH MEAULIUHCKOTO paOOTHHUKA.

16. CoctaB JeKapCTBEHHOTO Mperapara, JeKapcTBeHHas ¢dopma M oOpaleHHe METUIIMHCKOTO
paboTHHKa K (hapMaleBTHUECKOMY PaOOTHHKY 00 OTITyCKE JIEKapCTBEHHOI'O Ipernapara Ha OyMaKHOM
HocUuTee OQPOPMIISIFOTCSL HA JTATUHCKOM HJIM PYCCKOM SI3bIK€ B POAMTEIHLHOM Ma/ieXkKe, 32 MCKIIOUEHUEM
oopmieHHs peenToB B GopMe FIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISIEMOT0 Ha PYCCKOM SI3bIKE.

[Ipu odopmieHun peuentypHbIX OJaHKOB JOMYCKAaeTcs HCIOJb30BAaHHE  COKpAILICHHM
(mpunoxenne N 2 k Hacrosiemy [lopsaxy).

[Ipy Ha3HaueHUM JIEKAPCTBEHHOI'O IIpernapaTa HE [OIMYCKAeTCs COKpalleHHEe HauMEHOBAaHHM
UHTPEIMEHTOB, COCTABIIAIONINX JIEKAPCTBEHHBIN Mpenapar, He MO3BOJISIONIMX YCTaHOBUTh, KAKOW UMEHHO
JIeKapCTBEHHBIN Mpernapar Ha3HayeH.

17. Crioco® mpuMeHeHus TIeKapCTBEHHOTO Mpernapara 0003HayaeTcsi ¢ yKa3aHUeM IyTH BBEICHHS,
JI03bl, YaCTOTHI, BPEMEHU IpHUeMa OTHOCUTEIbHO CHa (YTpOM, Ha HOYb) M €ro JJIUTENbHOCTH, a AJs
JIEKapCTBEHHBIX MPENapaToB, B3aMMOACHCTBYIOIINX C MHIIEH, - BpeMEHH UX YHOTPEOIEeHUS! OTHOCUTEIIEHO
npreMa UM (10 €Ibl, BO BPEMsI €JIbl, TIOCTIe eIbl).
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18. IIpu HEOOXOIUMOCTH HEMEJICHHOTO WJIM CPOYHOTO (B TEUEHHE JABYX PabOYMX JHEH) OTIycKa
JIEKapCTBEHHOTO IpernapaTa MaleHTy B BepXHeH yacTu pelernrta Ha O0yMa)KHOM HOCHUTEJE MPOCTaBISIOTCS
ob6o3HavyeHus "cito" (cpouno) wim "statim" (HeMeUIeHHO). AHATOTUYHBIE 0003HAUCHUS POCTABISIOTCS B
BUJIE OTMETOK MpHU 0popMIIEHUH peLiernTa B GopMe IEKTPOHHOTO JOKYMEHTA.

19. ITpu opopmiieHnn HA3HAYEHHSI TOTOBOTO JIGKAPCTBEHHOTO Tpernapara B pelente Ha OyMaKHOM
HOCHUTEJIE WM perente B (QopMe 3JIEKTPOHHOIO JOKYMEHTa KOJMYECTBO JIEHCTBYIOIIMX BEIIECTB
YKa3bIBAE€TCSI B COOTBETCTBHHM C HMHCTPYKIIMEH IO MEIUIMHCKOMY MPHUMEHEHHUIO JIEKaPCTBEHHOTO
npenapata. JlomycTuMO ykasbIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MpENapaTroB CUCTEMHOTO AevcTBus (s
pPE30pOTUBHOTO MpUEMa) B TBEPBIX JIGKAPCTBEHHBIX (popMax (Harmpumep, Ta0IEeTKH, MTOPOIIKH, KATCyJIIb)
KaK COJep>KaHWEe OJHOTO MM HECKOJIbKMX JEHCTBYIOLIMX BEIIECTB B €IUHUIIAX Macchl (B IpaMMax,
MUJUTUTpaMMax ). J[omycTUMO yKa3bIBaTh TO3WPOBKY JIEKAPCTBEHHBIX MPEMApaTOB CUCTEMHOTO JIEHCTBUS
(n71st pe30pOTUBHOTO TPUMEHEHUS) B KUKHUX JIEKAPCTBEHHBIX (hopMax (HarpuMep, pacTBOPHI, CYCIICH3UN)
KaK COJEp)KaHUE OJHOTO WM HECKOJBbKUX JEHCTBYIOIIMX BEIIECTB B CJAMHUIIAX MAacChl Ha CIMHHILY
obbeMa (HarpuMep, MIJITUTPaMM/MUJUTAIIUTP) ¢ YKa3aHUEM o0Iero oobema JIeKapCTBEHHOW (JOPMBI.

[Ipu odopmieHnr Ha3HAYEHUS JICKAPCTBEHHOTO IperapaTa WHANBUAYAIbHOTO H3TOTOBIICHUS B
peuente Ha OyMa)XHOM HOCHUTEJIE WU pelente B (opMe AIEKTPOHHOTO JOKYMEHTa KOJIMYECTBO TBEPABIX U
CRIMyYnXx (apMaleBTHUECKUX CyOCcTaHIMi ykasbiBaetcs B Tpammax (0,001; 0,5; 1,0), xuakux - B
MUUTWINTPaX, TpaMMax U Karsix.

20. Penentsl Ha OymMa)kHOM HOcHUTeNe, B (hopMe 3JIEKTPOHHOrO JOKYMEHTa, O(OpMIICHHBIE Ha
peuentypHoMm Omanke dopmbl N 148-1/y-88 w mpenHasHayeHHBIC JIsI OTIYCKa JIEKAPCTBEHHBIX
IpernapaToB, MPEAYCMOTPEHHBIX MojanyHkramu 1-3 nynkra 9 Hacrosimero Ilopsiaka, AeCTBUTENBHBI B
TeueHue 15 qHew co mHa odhopmIIeHHS.

21. Penentsl Ha OymMa)kHOM HOcHUTeNe, B (hopMe 3JIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIE Ha
peuentypaoMm Omnanke ¢opmbr N 148-1/y-04(1) m mpenHa3Ha4YeHHBIC ISl OTIMYCKa JIEKApPCTBEHHBIX
IIpenapaToB TpaxkJaHaM, ykazaHHbIM B nyHkre 10 Hacrosiuuero Ilopsaka, aelictBurensHbl B TedeHue 30
IHel co qHS odOopMIIeHHS, 32 UCKIIOUEHHUEM cllydaeB 0(hOpMIIEHUS! pelienTa B COOTBETCTBUH C ITyHKTAMU
38 u 39 nacrosmero [lopsiaka, mpu KOTOPBIX OH JCHCTBUTENICH B TeUeHUE 15 qHEN co AHSA 0OpPMIICHHS.

22. Penenthl Ha OyMa)XHOM HOcHTeNe, B (GOpMe AJIEKTPOHHOTO TOKyMEHTa, O0(OpMIICHHBIC Ha
peuentypHoM Omanke (opmbl N 148-1/y-04(;1) m mnpenHa3HauyeHHbIE s OTIYCKA JIEKAPCTBEHHBIX
IpernapaToB rpaXKIaHaMm, JOCTUTIIMM [EHCHOHHOTO BO3pacTa, MHBaIMIaM TEpBOM  TPYIIIHI,
NETSIM-UHBAIMIAM, a TAaKKe TpaKAaHaM, CTPAJAIONIMM XPOHUYECKHMH 3a00JIeBaHUSIMH, TPEOYIOIIUMU
JUTUTEIBHOTO KYpPCOBOTO JICUCHHUS, JEHCTBUTENbHBI B TeueHne 90 nHeid co aHsS odopmieHHs, 3a
UCKJIIOUYEHUEM CJIy4yaeB, yKa3aHHbIX B nyHkTax 38 u 39 Hactodwmero Ilopsnaka, mpu KOTOpBIX OH
JIEHCTBUTEIICH B TeUeHHUE 15 aHel co qHs 0dopMITCHHUS.

Jist jeueHWsT XpPOHUYECKUX 3a00JIEBaHUU YKa3aHHBIM KAaTETOPUSM TpaKIaH JIEKapCTBEHHBIE
npenapaTsl ¢ 0pOPMICHHEM PELENTOB Ha OYMa)KHOM HOCHUTEJIE WM pPElEenToB B GopMe 3JIEKTPOHHOTO
JOKYMEHTa MOT'yT Ha3HauyaThCs Ha Kypc JedeHus 10 180 nHei.

23. Penentel Ha OyMa)XHOM HOcHTeNe, B (OpME AIJIEKTPOHHOTO TOKyMEHTa, O0(OpMIICHHBIC Ha
peuentypaoMm Oianke Gopmel N 107-1/y u mpenHa3HaueHHBIC JJI OTITYCKa JICKAPCTBEHHBIX MPENapaToB,
NpeaycMOTpeHHbIX NyHKTOM 11 Hactosimero Ilopsnka, meiicTBuTenbHbI B TedueHue 60 mgHel co AHS
oopmieHus.

[Ipy Ha3HaueHUM TOTOBBIX JIEKAPCTBEHHBIX IPENapaToB M JIEKAPCTBEHHBIX IpENapaToB
WHIMBUIYAIbHOTO M3TOTOBIICHUS MAIIMEHTaM C 3a00JIeBaHUSIMHU, TPEOYIONIUMH UTUTETHFHOTO KYpPCOBOTO
nedeHus, ¢ opopmieHueM Ha perentypHoM Omanke Gopmer N 107-1/y peunenta Ha OyMaXHOM HOCHTEIE
Wi B (hopMe dIEKTPOHHOTO JOKYMEHTa YCTaHABIMBACTCS CPOK JCUCTBUS pelenTa B Mpeaeax g0 OJHOTO
roja.

B cnyuae ycraHoBneHHMs Cpoka IEHCTBHS pelenta B MpenesaXx A0 OJHOTO Toja B pelenTe
npou3BoauTCs Haamuck: "[lo crmenmambHOMY Ha3zHaueHHWIO", 0003HAYaeTCs CPOK JCHCTBUSA pelenra u
NEPUOANYHOCTh OTIYCKA JICKAPCTBEHHBIX MPENapaToB M3 aNTeUYHOW OpraHU3alvy WIH WHIANBUIYATbHBIM
NpeANPHHAMATEIEM, MMEIOIMM JIHICH3MIO Ha (apPMANEBTHUCCKYI0 ICATENBHOCTh — (€KEHEIEeTbHO,
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€XKEMECIYHO U HHbIE NMepuobl). JIOMOTHUTENBHO 3TO YKa3aHUE 3aBEPSETCS MOIMUCHI0 MEIUIIUMHCKOTO
paboTHHKA, a TAaK)Ke MeYaThi0 MEAUIIMHCKON opranuzammu "I[ns pementoB" (s pernenta Ha OyMaKHOM
HOCHTEJIC) WIH YCUJICHHOW KBaTU(MUIIUMPOBAHHOMN SJIEKTPOHHON TOJIMUCHI0 MEAUIMHCKOTO pabOTHUKA U
JUIa, YIOJHOMOYEHHOTO 3aBEpATh AOKYMEHTBHl OT MMEHHM MEIUIIMHCKOM opraHu3auuu (A7s pelemnrta B
(dopmMe MEKTPOHHOTO JOKYMEHTA).

24. Peuentsl Ha JIEKapCTBEHHBIE NpemnapaThl, BKIOYeHHble B rnepedeHb [IKY, nns nedenusd
MAIMEHTOB ¢ XPOHUUYECKUMU 3a00JIEBaHUSIMU MOTYT OOPMIISITHCS HAa Kypc JieueHus 10 60 qHei.

B cnywae, xorma kypc nedeHus coctamiseT Oosiee 30 mHEH, MOMOJHUTEIHLHO B pelenTax Ha
OyMa)kHOM HOcHTeNe rpousBoAuTcs Haanuch "[lo crenuanbHOMY Ha3HaYEHHIO", 3aBEpEeHHAas MOAMHUCHIO
MEIUIIMHCKOTO PabOTHUKA M TeYaThl0 MEIMIIMHCKON opranu3aruu "Jlnms pernenToB", Ha perenTtax B
dopMe BIIEKTPOHHOTO JOKyMEHTa mpou3BoautTcs otmerka "[lo crenuansHOMY Ha3HA4YeHHUIO" C
MPOCTaBJICHUEM YCWJICHHON KBAIU(DUIUPOBAHHON SJIEKTPOHHON TMOANKUCH MEIUIUHCKOTO pabOoTHHKA U
JU1A, YIIOTHOMOYEHHOTO 3aBEPATh TOKYMEHTHI OT UIMEHH MEJIUIIMHCKON OpraHu3alyu.

25. Penent Ha OymMa)kHOM HocuTellie B (OpME 3JIEKTPOHHOTO TOKyMEHTa, O(GOpPMIICHHBIH C
HApYIICHUEM YCTaHOBJICHHBIX HAacTOSIUM [lopsikom TpeOoBaHMIA, CAMTACTCS HEICHCTBUTEIHHBIM.

I1. HazHaueHue JieKapCTBEHHBIX NPENapaToB IPH OKa3aHUU MeIMIMHCKOM MOMOIIHU B
CTAllHOHAPHBIX YCJIOBHAX

26. Ilpu okazaHWM MAIMEHTY MEIWIMHCKOM MOMOIINM B CTAallMOHAPHBIX YCJIOBUSAX Ha3HAYCHHE
JICKapCTBEHHBIX MpEnapaTroB MNPOU3BOIUTCS Oe3 odopmiieHUs perenta MEAUIHHCKHUM pPaOOTHUKOM
€MHOJIMYHO, 32 UCKIIIOUEHUEM CITy4aeB, yKa3aHHBIX B yHkTe 27 HacTosero [lopsaka.

27. CornacoBaHHMe Ha3HAYEHHS JICKAPCTBEHHBIX MPEMApaTOB C 3aBEAYIOLUIUM OTICICHUEM WIH
OTBETCTBEHHBIM JIKYPHBIM BpadoM JHOO APYTUM JIHIIOM, YIIOJHOMOYEHHBIM MPUKA30M TJIABHOTO Bpaua
MEIWIIMHCKOW OpraHu3allid, a TakkKe, NpU HATUYMH, C BpPadyoOM - KIMHUYECKUM (HapMaKoIoromMm
HEO0OXOIMMO B CITyJasix:

1) omHOBpPEMEHHOTO Ha3HAYCHUS IIATH U 00Jiee JIEKapCTBEHHBIX MPETapaToB OJTHOMY MAIUEHTY;

2) Ha3HauYEeHUS JIEKapPCTBEHHBIX MPENapaToB, HE BXOASIIUX B NIepEUCHb )KU3HEHHO HEOOXOUMBIX U
BAKHEHIINX JIEKAPCTBCHHBIX MPEHApaToB -, MpPH HETHIIMYHOM TCUCHHH 3a0O0NCBAHHS, HAIMYHH
OCJIOKHEHUH OCHOBHOTO 3a0oieBaHus H (WJM) COMYTCTBYIOIIMX 3a00J€BaHMMA, NPU HA3HAYCHUH
JICKapPCTBEHHBIX MPENapaToB, OCOOCHHOCTH B3aMMOACHCTBHS U COBMECTHMOCTH KOTOPBIX COTJIACHO
UHCTPYKIUSAM [0 HMX MPUMEHEHHIO TNPUBOASAT K CHIKEHHIO J(PQPEKTUBHOCTM U 0€30IMacHOCTH
dapmakorepanuu u (WIK) CO3MAI0T TOTCHIUATBHYIO OTTACHOCTH JIJIS )KU3HH U 3I0POBbS MAIlUEHTA.

B ykazaHHBIX ciydasiXx Ha3Hau€HUE JIEKAPCTBEHHBIX MpenapaTtoB (PUKCUPYETCS] B METUIIUHCKOM
JOKYMEHTAIlMU TAIIMeHTa U 3aBepsSeTCs MOMAMHUCHI0 METUIIMHCKOTO pabOTHUKA U 3aBEAYIOIIETO
oTJielieHreM (OTBETCTBEHHOTO JIEKYpPHOTO Bpaya UiIu IPYroro ynoJHOMOYEHHOIO JIUIIA).

28. MeauuuHCKUN pabOTHUK MEIUIIMHCKOM OpraHu3aliu (€€ CTPYKTYpHOTrO IOJpa3/iesieHus),
pacHoOJIO)KEHHOM B  CEIbCKOM HACEJIeHHOM IIYHKTE, OCYILECTBISET Ha3HaueHHe JIeKapCTBEHHBIX
IIPENapaToB B cilydasX, yKa3aHHBIX B IyHkTax 27 u 29 Hacrosuero Ilopsiaka, eAMHOINYHO.

29. Tlo pemenuto BpaueOHONW KOMHCCHU TMAIMEHTaM TPH OKa3aHWUM UM MEIUIMHCKON MOMOIIH B
CTAIlMOHAPHBIX YCJIOBHUSAX HA3HAYAIOTCS JICKAPCTBEHHBIC TMpenaparbl, HE BKIIOYCHHBIE B IIEPEUCHb
KU3HEHHO HEOOXOAMMBIX M BaKHEMIMX JIEKAPCTBEHHBIX IMIpernapaToB, B Cllydae WX 3aMEHbl H3-3a
WHINBUIYAILHON HETIEPEHOCUMOCTH, IO KU3HEHHBIM ITOKa3aHHSIM.

Pemenne BpaueOHOM KOMHUCCHUM (QHUKCUPYETCSI B MEIUIMHCKON JTOKyMEHTAllMu MalueHTa |
KypHaJie BpaueOHOM KOMUCCHUH.

30. B ciyudasx oOcienoBaHUs U JIEYEHHS TpakJaHMHA B CTAllMOHAPHBIX YCIOBUSX B paMKax
MPEIOCTABICHUS] MEAUIIMHCKUX YCITYT Ha BO3ME3THOW OCHOBE 32 CUET JIMYHBIX CPEJICTB IPAXKIaH, CPEICTB
IOPUIMYECKUX JIMI[ U UHBIX CPEJCTB Ha OCHOBAaHHUM JIOTOBOpPA, B TOM YHUCIE JOTOBOpa J0OPOBOJILHOTO
ME/IMIIMHCKOrO CTPAXOBAHHS ', My MOTYT ObITh Ha3HAYEHBI JEKAPCTBECHHbIC IIPENAPATHI, HE BXOJIAIIHE B

01.04.20222 Cuctema TAPAHT 9/33



ITpuka3 Munucrepcta 3npaBooxpaneHuss PO ot 24 Hos6pst 2021 r. N 10941 "O6 yrBepxkaenun [lopsinka Ha3HAYEHUS. . .

MEepeUCHb XKU3HCHHO HGOGXOI{I/IMHX U BaKHEUIIIHX JICKAPCTBCHHBIX IIPCIIApaTOB, CCJIW UX HA3HAYUCHUC U
IMPUMCHCHUC O6YCJ'IOBJ'ICHO MCIUIIMHCKHUMHU ITIOKa3aHUSAMMU.

I11. HazHa4yeHue JIeKapCTBEHHBIX NMPENapaToB NPH 0KA3aHUH NEPBUYHON MeIMKO-CAHUTAPHOM
MOMOIIH, CKOPO#l MeAMIMHCKOM MOMOIIHU M NAUIMATHBHON MeIMIMHCKON MOMOIIH

31. Ilpu oka3zaHMM NEPBUYHON MEAMKO-CAHMUTAPHOM IMOMOIIM W MAJTTMATUBHON MEIULIMHCKOMN
NOMOIIM B aMOYJaTOPHBIX YCJIOBUSAX Ha3HAUYE€HHE JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBISETCS
MEAUIIMHCKUM PAOOTHUKOM B CIydasiX TUIMTUYHOTO TEYCHHs 3a00JIEBaHUS TAIIMEHTA UCXOS U3 TSHKECTH U
xapakrepa 3a00JIeBaHHS.

32. Ha3zHayeHne JIEKapCTBEHHBIX IMPEMapaToB MO PEHICHHIO BpaueOHOW KOMHCCHH TPU OKAa3aHHH
MEePBUYHON METUKO-CAHUTAPHOW TOMOINM, MAJUTMATUBHON MEIUIIMHCKOW TOMOIIM B aMOyJIaTOPHBIX
YCIIOBHSIX MPOU3BOJIUTCS B CyUasiX:

1) oIHOBpPEMEHHOIO Ha3HAYEHHsI OJJHOMY MALMEHTY MSTH U OoJiee JIEKapCTBEHHBIX MPENnapaToB B
TEUEHUE OJIHUX CYTOK WJIM CBBIIIE I€CSITU HAMMEHOBAaHUM B TEUEHUE TPUILIATU JTHEH;

2) Ha3HaAuY€HUs JIEKAaPCTBEHHBIX MpPENapaToB MPU HETUIUYHOM TE€YEHHH 3a00JeBaHHS, HAIUYUHU
OCJIOKHEHHUH OCHOBHOTO 3a0o0fieBaHMsI W (MJIM) COINYTCTBYIOIIMX 3a0o0JieBaHMN, NpU Ha3HAYCHUU
JICKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOAECUCTBHSI U COBMECTHMMOCTH KOTOPBIX COTJIACHO
UHCTPYKIUSAM IO WX TPUMEHEHUIO TMPUBOASAT K CHUXKEHHUIO A(()EKTHBHOCTH M 0€30MacHOCTH JICUCHUS
nanueHTa v (Win) co31aloT NOTEHIUAIbHYIO OMACHOCTH JJIS )KM3HH U 3/I0pOBbS MAIIUEHTA;

3) NEepBHYHOrO0 HA3HAYEHMS TMALMEHTY HAPKOTHMYECKMX U TCUXOTPOIHBIX JIEKAPCTBEHHBIX
npenaparoB crirckoB Il u III Ilepeuns (B cimydae mpUHATHS PYKOBOJIUTEIEM MEAUITMHCKOW OpTraHU3aIluN
pelieHnus 0 HeoOXOAMMOCTH COTJIACOBaHMS HA3HAYCHUS TAKHUX JICKAPCTBEHHBIX NPENapaToB ¢ BpaueOHOU
KOMHCCHEH ).

33. IloBTOpHOE Ha3HA4Y€HHE HAPKOTHMUECKMX M TCUXOTPOIHBIX JIEKAPCTBEHHBIX IpPENapaToB
criuckoB Il u 11l Tlepednst mpou3BOAUTCS MEAUIIMHCKUM PaOOTHUKOM CaMOCTOSITEIFHO WM €IUHOJMYHO
0e3 ydacTusi BpauyeOHOW KOMHCCHU THAalMEHTaM C BBIPRKEHHBIM OOJIEBBIM CHHIPOMOM JIIOOOTO TI'eHe3a,
HapylIeHHEM CHa, CYyIOPOXHBIMH  COCTOSHUSMH, TPEBOXKHBIMH  paccTpoiicTBamu, ¢oOusmu,
IICUXOMOTOPHBIM BO30YXK/ICHHEM.

34. Ilpyn oka3aHUM CKOPOM MEAMIIMHCKONW MOMOIIM JICKAPCTBEHHBbIE MpemnapaThl HA3HAYAKOTCA
MEIWIIMHCKUM pa0OTHUKOM BBIC3JTHOHW OpuUTagbl CKOPOW TMOMOIIHM, MEAWIIMHCKUM pPaOOTHUKOM
MEAMIIMHCKOW OpraHu3alliid MpH OKa3aHUM MEIUWIUWHCKON NOMOUIM TpakJaHam Npu 3a00JeBaHUAX,
HECYACTHBIX CJIydYasX, TpaBMaX, OTPaBICHHUSIX M JPYIHUX COCTOSHUAX, TPEOYIOIUX CPOYHOTO
MEIUIMHCKOr0 BMEUIATEIbCTBA.

IV. HaznauyeHnne JICKAPCTBCHHLBIX MpenapaToB rpaxkjianaM, UMEKOIIUM IIPaB0O Ha OecmjiaTHoe
MOJIYYCHHE JICKAPCTBCHHBIX IPENapaTroB UJIH MOJYYCHHUE JICKAPCTBCHHBIX IIPenapaTroB €O CKHHKOﬁ,
IpH OKa3aHuMn neanqHOﬁ MeHHKo-caHHTapHOﬁ MMOMOIIIHA

35. Ilpu oka3aHuW TIEPBUYHOM MEAUKO-CAHUTAPHOM TIOMOIIM HA3HAYEHUE MEIUIIMHCKUM
pa6OTHI/IKOM Ha OCHOBC KIIMHHUYCCKUX peKOMeHI[aHI/Iﬁ U C YUCTOM CTaHAApPTOB MG,HI/II_II/IHCKOﬁ oMo 17
JIEKapCTBEHHBIX MPENapaToB, OTIyCKaeMbIX OECIJIaTHO WM CO CKUIKOM, rpakJaHaM, UMEIOIUM MIPaBo Ha
obecrieueHre JIEKapCTBEHHBIMHU MpEnapaTaMu 3a CYeT CPEACTB OFOKETHBIX aCCUTHOBAHUHN (penepabHOTO
OromxeTa u O KeTOB cyOBekToB Poccmiickoit denepariuu, OCYIIECTBISETCS Ha PEIENTypHOM OJIaHKe
N 148-1/y-04(m).

[Ipu odopmnenun penenta Ha Omanke Gopmbr N 148-1/y-04(1) Ha OyMaXHOM HOCHUTEIE
0o(pOpMIISIOTCSL 1Ba HK3EMIUISIpA, OAMH W3 KOTOPBIX OCTAETCS B ANTEYHOW OpraHu3allii, BTOPOH - B
MEAMIIMHCKONW JOKYMEHTAIlUH MalueHTa.
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36. IlpaBo Ha3HauaTh JIEKAPCTBEHHBIC MpenapaThl IpaxkJaHaM, UMEIOIIMM MpaBo Ha OecruiaTHOe
MOJTyYEHHUE JIEKAPCTBEHHBIX MPENapaToB WIN MOJIyYeHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM, TaKKe
UMEIOT:

1) MmemuuMHCKHE paOOTHUKH, pabOTaIONIe B MEIUIIMHCKON OpraHr3aIlii 1I0 COBMECTHUTEIIBCTRY (B
npejesiax CBOei KOMIETEHIUN);

2) MemuuuHCKUME pPaOOTHHKHU CTAallMOHAPHBIX OpraHU3alMid COIHUAIBHOTO OOCTYXUBAaHUS MPHU
HANMYME JIMICH3HMM HA  OCYIICCTBICHME MEIMIMHCKON JEATEIBHOCTH =, MpeayCMaTpUBAKOMICH
BBITIOJIHEHHE PA0OT (OKa3aHWE YCIYyTr) MO OKa3aHWIO TEPBHYHON MEIWKO-CAHUTAPHOM TOMOIIA B
aMOyNIaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHON MPUHAIICKHOCTH);

3) wMenuuMHCKHE paOOTHUKM MEAMIIMHCKMX OpraHM3alii, OKa3bIBaIOIIUX IEPBUYHYIO
MEIMKO-CaHUTApHYIO MTOMOIIIb, MTOIBEIOMCTBEHHBIX (heZepaibHbIM OpraHaM HCIIOJHUTENILHOW BIACTH WIIN
opraHaM UCITOJTHUTEJIBHON BlIacTu cyOBbekToB Poccuiickoit denepanuu;

4) uHAUBHUIYyaJbHBIC NPEANPUHUMATENN, OCYIIECTBIISIONINE MEIUIIMHCKYIO JesITeIbHOCTh U
BKIIIOUEHHBIE B PEECTp MEIUIIMHCKUX OpraHu3alfii, OCYIIECTBISAIOMINUX JEATENbHOCTh B cepe
00513aTEIbHOTO MEAUIIMHCKOTO CTPAaXOBaHUSI.

37. Ilpn Ha3HAYCHUU JIEKAPCTBEHHBIX IPENapaToB IpakaaHaMm, UMEIOIIUM IpaBoO Ha OecIIaTHOE
NOJIy4eHHE JIEKAPCTBEHHBIX IpENapaToB WM TOJXYYEHHE JIEKaPCTBEHHBIX IPENapaToB CO CKHUIKOH, B
peuente ykasblBaeTcsli Homep TenedoHa, MO KOTOPOMY paOOTHHK anTeyHOW OpraHu3aluud Mpu
HE00XO0IMMOCTH MOXKET COTJIacOBaTh C MEAULIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOIO Ipenapara.

38. Ha3naueHue HapKOTHUECKMX W TICHUXOTPONHBIX JIEKApPCTBEHHBIX IMpenapaToB crucka Il
[lepeuns (3a MCKIIOUYEHHEM JIEKAPCTBEHHBIX IPENApaToOB B BHUJAE TPAHCACPMAIBHBIX TEPANEBTHUECKUX
CUCTEM, a TaK)X€ JIEKAPCTBEHHBIX IPENapaToB, COJACPXKAIIUX HAPKOTHUYECKOE CPEJICTBO B COYETAHUU C
AQHTarOHUCTOM OIMOMIHBIX PELENTOPOB) TIpa)kIaHaM, HMMEIONIMM IpaBO Ha OECIUIaTHOE MOJydeHHE
JIEKapCTBEHHBIX MPENnapaToB WM MOJYyYEHHs JIEKapCTBEHHBIX MPENapaToB CO CKUJKOW, OCYIIECTBIISETCS
Ha peuentypHoMm Onanke dopmbl N 107/y-HII, Kk KoTOpoMy AOMOJHHUTEIHHO O(GOPMIIETCS pelenT Ha
peuentypaoM Onanke dopmbl N 148-1/y-04(1) (B ABYX dSK3eMIUIsipax mpu oGOpMIICHHH Ha OyMa)KHOM
HOCHUTEJIC).

39. Ha3naueHue HapKOTHUECKHX U TICHUXOTPONHBIX JIEKApCTBEHHBIX IMpernapaToB crucka Il
Ilepeunss B BuAe TpaHCACPMAIBHBIX TEPANEBTHUECKUX CHUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX
npenapaTtoB cnucka Il Ilepeuns, comepxaimux HapKOTUYECKOE CPEJCTBO B COUETAHUHM C aHTarOHHUCTOM
OIMOMUJIHBIX PELENTOPOB, ICUXOTPONHBIX JIEKAPCTBEHHBIX ImpemaparoB crnucka [II  Ilepeuns,
JIEKapCTBEHHBIX MpEnaparoB, BKIOYEHHbIX B niepedenb [IKY, comepxkammxcsa B noamnyHkre 2 nyHkra |1
Hacrosimero llopsaka, mpeaHasHAadeHHBIE AJIS JICYCHUS TPaKAaH, MMEIONMX MNpaBO Ha OecIuiaTHOE
MOJTy4YeHUE JIEKApCTBEHHBIX IPErnapaTroB WM IMOJIyY€HHE JIEKapCTBEHHBIX NPENapaToB €O CKHUJKOM,
OCYILECTBIIsICTCS Ha perentypHbix 6mankax Gopm N 107-1/y u N 148-1/y-88, K KOTOPHIM TOTIOJIHUTEIHEHO
obopmiseTcss perent Ha perentypHoM Omanke (opmber N 148-1/y-04(1) (B ABYX SK3eMIUIsIpax IpH
oopmieHnn Ha GyMa)KHOM HOCHTEJE).

"Tlynkr 11 crateu 2 degepansHoro 3akoHa ot 21 HosOps 2011 r. N 323-03 "OG6 0cHOBAX OXPaHBI 310POBbS TPAXKIAH
B Poccuiickoit ®eneparmuu" (CoOpanue 3akoHomatenbctBa Poccuiickoit @eneparu, 2011, N 48, ct. 6724, 2019, N 52,
cT. 7796) (nanee - ®enepanpublii 3akoH N 323-03).

TAPAHT:

[To-BuauMomy, B TEKCTE MpeaplayIiero abdsama mgomymieHa oredatka. Bmecto "Ilynkr 11 cratem 2"
nMeercd B Buay "Ilynkr 11 gactu 1 craten 2"
% BapeructpupoBan MusncTepctBoM focTHimn Poccniickoii. ®enepaumn 28 ampenst 2012 r., perHCTpaIHOHHBIH
N 23971 ¢ u3MeHeHUs MU, BHECEHHBIMH NPUKa30M MUHUCTEPCTBA 31paBooxpaHeHus Poccuiickort dexepanuu ot 31 oKTAOps
2017 r. N 882H (3apeructpupoBan MuHHCTEpCTBOM tocTuitnu Poccuiickoit ®enepammu 9 suBaps 2018 r., perucTparmoHHbII
N 49561).
3 Tlynxr 2 crateu 20 Oenepanbroro 3akona N 323-®d3 (Cobpanue 3akoHOaTenbcTBa Poccuiickoit denepartuu, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5159).
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* Ilynxr 1 craten 26 @enepanbHoro 3akoHa ot 8 sBaps 1998 . N 3-®3 "O HAapKOTHYECKHX CPEICTBAX H
ncuxoTpornHbIX BemecTBax" (CoOpanue 3akoHoAaTenbcTBa Poccuiickoit @eneparum, 1998, N 2, c1. 219, 2017, N 31, ct. 4791)
(manee - ®enepanbublii 3ak0H N 3-D3).

> Co0Opanue 3axoHomatenbcTBa Poccuiickoit ®enepanun, 2010, N 16, cr. 1815, 2019, N 52, ct. 7793.

% Mynkr 2 cratbu 2 denepansroro 3akona N 3-03 (Cobpanue 3akononatenscTBa Poccuiickoit deneparun, 1998, N 2,
cT. 219; 2016, N 27, cT. 4238).

7 Tlynxr 54 crats 4 denepanpHoro 3akona ot 12 anpens 2010 . N 61-®3 "O6 oGpalieHnH TeKapCTBEHHBIX CPeICTB"
(Cobpanue 3axononatenscTBa Poccuiickoit deneparnmu, 2010, N 16, ct. 1815; 2019, N 31, cr. 4456) (nanee - denepanbHbIit
3akoH N 61-D3).

8 [Tpuka3 MuHHCTEpPCTBA 3MPaBOOXPAHEHUS W COLNMANBHOTO pa3BuTHA Poccuiickorn ®enmepammm ot 5 mas 2012 .
N 502 "OO yTBepKIEHUM TMOpPSAKA CO3JAaHUS W JACATESIHLHOCTH BpadyeOHOH KOMHCCHHM MEIWIIMHCKOW OpraHu3anuu”
(3apeructpupoBad MunucTepcTBOM focTuMu Poccuiickoit ®@eneparmmu 9 wutons 2012 1., peructpamumonabii N 24516) c
M3MEHEHUsIMH, BHECEHHBIMH TpHKa3oM MUHHUCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit denmepammu ot 2 nmekabps 2013 T.
N 886H (3apeructpupoBaH MmuHHCTEpCTBOM foctunnu Poccuiickoir ®@enepanmn 23 mekadpst 2013 1., perucTpanioHHBINR
N 30714).

’ Co0Opanue 3axoHomatesbeTBa Poccuiickoit @enepanum, 2011, N 48, cr. 6724.

' [Tynkr 2 nocranosnenus Ipasurenscta Poccniickoit dexepamuu ot 30.06.2020 N 965 "O BHeceHMM H3MEHEHHT B
IIpaBuna QopmupoBaHUs TEpEYHs JICKAPCTBEHHBIX CPEJICTB, 3aKyNMKa KOTOPBIX OCYIIECTBISICTCS B COOTBETCTBHH C WX
TOPrOBBIMHA HAUMCHOBAHHSIMH, ¥ O MIPUMCHCHHUH JICKAPCTBEHHBIX MPENApaToOB ¢ KOHKPETHBIMUA TOPrOBEIMH HAMMEHOBAHUSAMU'"
(Cobpanue 3akononatenbcTBa Poccuiickoit deneparum, 2020, N 28, cT. 4422).

" Crareun 91 u 91.1 ®enepanpaoro 3akona N 323-03 (CobOpanue 3akoHomatenbcTBa Poccuiickoit @eneparmum, 2011,
N 48, ct. 6724; 2021, N 27, cT. 5141).

12 pernenne Cosera EBpasuiicKkoil 9KOHOMIUECKOI KOMHCCHE OT 3 HOsIOpsi 2016 1. N 78 "O IIpaBHiiax perucTpariu i
SKCIEPTHU3BI JIEKAPCTBEHHBIX CPEICTB U MEIUIIHCKOTO MpUMEHEeHHs" (0(pHUIHaNbHBIA caiiT EBpa3niickoro 3KOHOMHYIECKOTO
coroza http://www.eaeunion.org/, 21 HosOps 20161.). Crates 13 ®enepampHoro 3akoHa N 61-®3 (Cobpanme
3akoHomaTenscTBa Poccmiickoit @eneparum, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

P Mommynkr 5.2.171(1) nynxra 5 nocranosnenus Ipasurensctea Poccuiickoit denepamuu ot 19.06.2012 N 608 "O6
yrBepxkaeHun Ilonoxenuss o MunuctepctBe 3apaBooxpaHeHust Poccuiickoit ®epepanun" (nanee - Ilomoxkenue o
Munucrepctie) (Cobpanue 3akoHonatenscTBa Poccutickoit @eneparum, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

14 ITynkr 47 yactu | crareu 12 ®enepanpHoro 3akoHa oT 4 mas 2011 r. N 99-®3 "O nuueH3UpOBaHUU OTAEIBHBIX
BUIOB nestenpHOCTH" (nanee - @exepanbHbiii 3akoH N 99-@3) (Cobpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 2011,
N 19, ct. 2716; 2021, N 27, ct. 5177).

5 Yacru 1 craten 60 ®enepansHoro 3akona N 61-®3 (CoGpanne 3akoHonaTenseTBa Poccmiickoit ®eneparm, 2010,
N 16, ct. 1815; 2020, N 29, cT. 4516).

' [Tocranosnenne IpaButenscrBa Poceniickoii ®exeparmn ot 4 oxsi6pst 2012 r. N 1006 "O6 yrBepxkaeHuu IIpaBuin
MPEIOCTABICHUS MEIUIMHCKAME OpTraHW3alHsSIMH IUIATHBIX MeaunuHCKuXx yeuyr" (CoOpaHue 3akoHOmATeNsCTBa Poccuiickoit
®deneparum, 2012, N 41, ct. 5628).

7 Crates 37 ®enepamproro 3akona N 323-03 (Cobpanne 3akoHOnaTenbcTBa Poccuiickoit ®eneparmn, 2011, N 48,
cT. 6724; 2021, N 27, cT. 5186).

"™ Tlyukr 46 wactu 1 craten 12 denepansroro 3axona N 99-d3 (Cobpanue 3akoHomaTenscTBa Poccuiickoit
Oeneparun, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

IIpunaoxenne N 1

K [lopsnky HazHaYeHus
JIEKAPCTBEHHBIX NpenaparTos,
YTBEpP:KIeHHOMY [TPUKA30M
MuHucTepcTBa 31paBOOXPaHEHHS
Poccuiickoii Penepauuu

oT 24 Hos10ps1 2021 r. N 1094n

KoauuecTBo HAPKOTUYIECCKHUX CPEACTB WM IICUXOTPOIIHBIX BEIIECTB, KOTOPO€ MOYKET ObITH
BBIIMUCAHO B OTHOM penenrTe

N n/n MexnyHapoaHoe ®dopma BbIITyCKa U KonnuectBo
HEMAaTeHTOBAHHOE JIO3UPOBKA
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ITpuka3 Munucrepcta 3npaBooxpaneHuss PO ot 24 Hos6pst 2021 r. N 10941 "O6 yrBepxkaenun [lopsinka Ha3HAYEHUS. . .

HAUMEHOBAHHE
HApKOTHYECKOTO U
MICUXOTPOITHOTO
JICKQpCTBEHHOTO Tperapara
1. Bynpenopdpun-+Hanokcon TabneTku 60 TabneTok (yrmakoBka,
CyOJMHTBAIbHBIC kpatHas N 20)
0,2 mMr+0,2 mr
2. Bbymnpenopdun PactBop s uabekuit, | 30 amrmyn (IImpHI-TFOOUKOB)
0,3 mr/mut 1 m
3. Bbynpenopdun TpancnepmanbHbIi
TUTACTHIPh
35 Mkr/gac 20 mnacteIpeit
52,5 MKr/9ac 10 mnacTeipeit
70 MKr/4yac 5 ruacTeIpent
4. Mopdun PactBop miist uabeknuit, | 20 amimys (IMPHUI-TIOOUKOB)
pacTBOp TSl TOJIKOKHOTO
BBenennsa 10 mr/mi 1 Mo
5. Konenn+Mopdun+Hockanua | PacTBop U1t TOIKOKHOTO 20 ammyn
+ITanmaBepun +Tebann BBEJIEHUSA
0,72+5,75+2,7+0,36+0,05
Mr/mi 1 Mo
1,44+11,5+5,4+0,72+0,1 m
r/mi 1 M
6. Tpumenepuann Tabnetku 25 mr 50 TabaeTok
7. Tpumenepuaun PactBop a1t uHBEKITUI 20 amry:1 (IITPHUI-TFOOUKOB)
10 mr/ma 1 M 20 mr/mo
1 M
8. Mopdun TabneTku (Kancyms) 180 Tabnerok
MPOJIOHTUPOBAHHOTO (xaricyir) 60 TaGieTok
NeNCTBUA (xamcyn) 40 TabieTox
10 mr (xaricyir) 20 TabGieTok
30 mr (xamcyn) 20 TabieTox
60 Mr (karicym)
100 mr
200 mr
9. Mopdun TabneTku
5wMmr 100 tabnerok
10 mr 100 Tabnerok
10. Mopdun Kanm qis npueMa BHYTpb
20 mr/mi 20 v 4 ¢makona
11. Mopodun PactBop 1 npuema
BHYTPH (MOHOO3BI)
2 Mr/mi 5 mi 100 ammyn /3
6 Mr/mi 5 mi 80 ammyi 11/
20 mr/mit 5 M 30 ammyn /3
12. Oxcukonoa+Haokcon TaOmeTkun
MPOJOHTHPOBAHHOTO
NIEUCTBUS
5 Mr+2,5 Mr 100 TabaeTox
01.04.20222 Cucrema TAPAHT
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10 Mr+5 mr 60 TabneTok
20 Mr+10 mr 40 tabneTox
40 mr+20 mr 20 TabneTok
13. [TponmmonnndenmwmTokcndTUA | Tabmerku 3amednsie 20 Mr 50 TabieTok
MUTICPUTUH
14. deHTaHuN [TnacteIpb
12,5 Mkr/4ac 20 mnacTeipeit
25 MKr/49ac 20 mmacTeipei
50 Mkr/gac 10 mnacteipeit
75 MKr/4ac 10 mnacTeipeit
100 mkr/gac 10 rutacTeipeit
15. deHTaHuI Cnpelt Ha3aabHBIN
®makon 50 MKr/mo3a
2,0 M (10 mo3) 24 (makona
3,2 M (20 103) 12 ¢makoHoB
5,0 M (40 mo3) 6 ¢urakoHOB
®nakon 100 Mkr/mo3a
2,0 M (10 mo3) 12 ¢bnakoHOB
3,2 M (20 103) 6 pmakoHoB
5,0 M (40 mo3) 3 ¢urakona
®nakon 200 MKr/m03a
2,0 M (10 mo3) 12 ¢bnakoHoB
3,2 M (20 103) 6 prmakoHoB
5,0 M (40 mo3) 3 ¢urakona
Ipuioxkenune N 2
K [lopsaky Ha3HAYeHHs
JIEKAapCTBEHHBIX NMPenapaTos,
YTBEP:KIEHHOMY [TPUKA30M
MuHucTepcTBA 3APABOOXPAHEHHA
Poccuiickoii Penepaunu
ot 24 nosiops 2021 r. N 1094u
CnpaBo4Ho
PexomMeH10BaHHBbIE K UCNOJIb30BAHUIO COKPAIIIEHUSI TPU 0()OPMIIEHHUH PELIENTOB
N o/ CokparieHue ITonxoe Hanmucanue ITepeBon
1. aa ana 10, TOPOBHY
2. ac, acid. acidum KHCIIOTa
3. aer. aerozolum a’p030J1b
4. amp. ampulla amItysa
5. ag. aqua BOJIA
6. aq. purif. aqua purificata BOJIa OUHUIIICHHAS
7. but. butyrum Maclio (TBepaoe)
8. caps. capsula Karcysia
9. comp., Cps compositus (a, um) CJIOKHBIN
10. D. Da (Detur, Dentur) Brinait (ITycts Beimano, I1ycts
OyZeT BBIaHO)
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11. D.S. Da, Signa Brinaii, 0003Ha4b
Detur, Signetur [TycTh Oynet BbIIaHO,
0O603Ha4Y€HO
12. D.t.d. Da (Dentur) tales doses Brigaii (ITycts OyayT BbIIaHBI)
TaKHe JT03bI
13. dil. dilutus pa3BeICHHBIN
14. Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YacTH
15. emuls. emulsio OMYIbCHUS
16. extr. extractum SKCTPAKT, BBITSIKKA
17. in enem. in enemas B MUKPOKJIM3Max
18. F. Fiat (fiant) [TycTth oOpasyercs
(obpazyrorcs)
19. gran. granulum TPaHYJIbI
20. gt.,gtt gutta, guttae Karuis, Kariu
21. gtt. peror. guttae peroralis KaIlIu JJis IpUeMa BHYTpb
22. inf. infusum HAcTOU
23. in amp. in ampullis B aMIyJiax
24, in tab. in tab(u)lettis B TaOJIeTKax
25. in tab. prolong. in tab(u)lettis prolongatis B TabJeTKax C
MIPOJIOHTUPOBAHHBIM
BBICBOOOKICHHUEM
26. in tab. prolong, obd. in tab(u)lettis prolongatis B Ta0JIETKaX C
obductis MIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM, TIOKPBITHIX
000J10YKOM
27. in tubul. in tubulis B TIOOMKax
28. lin. linimentum JIMHUMEHT
29. lig. liquor KHUJKOCTb
30. lot. lotion JIOCbOH
31. m. pil. massa pilularum NWIIOJIbHAS Macca
32. membr. bucc. membranulae buccales TUICHKH 3allleyHble
33. M. Misce, Misceatur Cwmemraii (ITycts Oyner
CMEIIIaHO)
34, mixt. mixtura MUKCTYypa
35. N. numero YHUCJIOM
36. ol. oleum Macyo (FKUIKOE)
37. past. pasta nacra
38. pil. pilula, pilulae TTAJTIOJIS, TIAJTIONTN
39. p. aeq. partes aequales paBHbIE YaCTH
40. ppt, praec. praecipitatus OCaXICHHBIN
41. pulv. pulvis TTOPOIIOK
42. q- s. quantum satis CKOJIbKO MOTpedyeTcs, CKOIBKO
HAJI0
43. r., rad. radix KOpEHb
44, Rp. Recipe BozpMmu
45. Rep. Repete, Repetatur [ostopu (Ilycts Oyner
TTOBTOPEHO)
46. rhiz. rhizoma KOPHEBHUIIE
47. S. Signa, Signetur 0O603nausb (Ilycts Oyzmer
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0003HAYEHO)
48. sem. semen ceMs
49. simpl. simplex IPOCTOM
50. Sir. sirupus CHpOII
51. sol. solutio pacTBop
52. Spr. spray cupei
53. Spr. nas. spray nasale CIIpell Ha3aJIbHbIN
54. supp. suppositorium CBEYa, CYMIO3UTOPUN
55. susp. suspensio CyCIIE€H3Us, B3BECh
56. tab. tab(u)letta TabJeTKa
57. t-ra, tinct. tinctura HacToMKa
58. tubulis tubulis TIOOMKHU
59. STT Systema TpancaepmanbHas
Therapeutica Transcutanea Tepaneptuyeckas Cucrtema
60. ung. unguentum Ma3b
61. Vitr. vitrum CKJISTHKA

IIpniaoxenne N 2

K Ipuka3sy MHUHHCTEpCTBA
31PaBOOXPAHEHHA
Poccuiickoii Penepauuu

ot 24 nosiops 2021 r. N 1094u

®opma peuentypHoro oaanka N 107-1/y

MMHMCTEPCTBO 3IOPaBOOXPAHEHNUA Kom o¢opwmer mo OKVI
Poccurickon Odenepauum Kon yupexneHmsa o OKIIO

MemuumHCKasa OOKYMeHTalud

HavMeHoBaHMe (WITaMIl) MeOMLIMHCKOM ®opma N 107-1/y
opraHmM3aumum YTBepXxIOeHa IprKasoM MuHMCTepCcTBa
3OpaBoOOXpaHeHMsa PoccuMCKOM

HamMeHOBaHMe (WITAMII) UHIUBUOYAJILHOI'O denepauum

npennpuHuMaTensa (ykasaTb azmpec, HoMep oOT 24 Hoabps 2021 r. N 1094H

n naTy JIMLUEeH3UMM, HaVMMEHOBaHMEe OopI'aHa
POCYﬂapCTBeHHOﬁ BJIaCTM, BBIOABIIEI'O

JINLIEH3UIO)
PELEIT
(B3pOCUEl, IOEeTCKMM — HYXHOE MNOOUEPKHYTH)
" " 2 O P .
daMuIMsa, MHMIMAJE MMEeHU M OTUecCTBa ([IocJiemHee -— IIPU HaJIMUUM)
naumMeHTa
IaTa poxIeHUda
daMuIMsa, MHMIMAJE MMEeHU M OTUecCTBa ([IocJiemHee -— IIPU HaJIMUUM)
Jleyamero Bpauda (denbruepa, akKylLlepKu)
pyO. |komn. | Rp.
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1 rnedvaTs Jedallero Bpaua M.II.
(moonmuce OGenpaumepa, aKyLEepKM)

PeuenT pmemcTBUTENeH B TeueHume 60 pmHem, mo 1 roma ( )
(Hy’)XHOEe TMOOUEPKHYTH) (yKkazaThs KOJIMUeCTBO
oHeln)

Oo6opoTHas cTopoHa

OTMmeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO TIpenapaTa
M0 PENICHUI0 BpauyeOHOI KOMHCCUU

IIpurorosun IIposepun Otnyctun

®opma penentypHoro 0anka N 148-1/y-88

MUHMCTEPCTBO 3IPaBOOXPAHEHUS
Poccurickou Odenepaumum

HavMeHoBaHMe (WITaMIl) MeOMLIMHCKOM Kon dopmer mo OKYJI 3108805
opraHm3alum MenuumHckas IoKyMeHTauusa dopma
N 148-1/y-88

HauMeHOBaHMe (MTaMII) YTBRepxIeHa IpukazoM MMHMCTEpPpCTRBA
VHIUBUOYAJILHOTO NPellpUHUMATEIS 30paBOOXpPaHeHUs POCCUMCKOM
(yxazaTb anpec, HOMEep U HaTy denmepauunu

JIMLIEH3MM, HaMMEHOBAaHME opTraHa oT 24 HOosa0psa 2021 r. N 1094H
TOCYHOapCTBEHHOM BJIACTM, BHIABIIETO

JINLIEH3UIO)

Cepusa N
PELEIT " " 20 .
(maTa obopmMIieHMA pelenTa)
(B3pOCILI, IOEeTCKMM — HYXHOE IONUEPKHYTH)

daMuIMsa, MHMIMAJE MMEeHU UM OTUeCcTBa ([IIocJiemHee -— IIPU HaJIMUUM)
naumveHTa

IaTa poxIeHUda
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Anpec MecTa XUTeNbCTBa MM N MeIMIMHCKOM KapTh aMOyJIaTOPHOT'O IalMKeHTa,
noJjiyuamomero MeIMUIMHCKYI [IOMOUb B aMOyJIaTOPHHX YCJIOBUSAX

daMumsa, MHMIMAJE MMEeHU M OTUeCcTBa ([IocJiemHee -— IIPU HaJIMUUM)

Jledyamero Bpauda (denprauepa, aKyLepKM)

[lognmce M HnedaThb Jiedaller'o Bpada M.II.
(moonmuce OGenpaumepa, aKyLEepKM)

PellenT OeMCTBUTEJIEH B TeueHMe 15 mHenl

O6opoTHas CTOpPOHa

OTMeTKka 0 Ha3HAYCHUH JICKAPCTBEHHOTO Mperapara
0 PENICHUI0 BpauyeOHO KOMHUCCHU

[Ipurorosui IIposepui Otnyctun

®opma penentypHoro 0anka N 148-1/y-04()

MMYHMCTEPCTBO MECTO IJIA YTBEPXIEHA

30paBOOXpPaHeHnda MTPUXKOLOA* nprukasoM MmHMCTepCcTBa
PoccumickoM Odenepauumn Poccurickoy Odenepalum

3IpPaBOOXPaHEeHUI# or 24 HOoa6psa 2021 r. N 1094H

ITamrt
Kon
MEOUILIMHCKOM OpTaHM3alumn

ITamrt
Kon
VHIOIVBUIOYAJIBHOT'O NPEenIpMHMMAaTETSA

Kona dopmer mo OKVYJI 3108805
®opma N 148-1/y-04(m)
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Kon xareropun Kon Ho3010rMu€EcKoi HcTtounuk prHaHCUPOBAHUS:
rpaKJIaH dbopmsl (mo MKE) (mOTYEepPKHYTH)

1. ®denepanbHBIN OI0KET

% oruiathl:
(mOoTYEepKHYTH)

1. becmnatHo

2. bropker cyobekra 2.50%
Poccuiickoit ®eneparuun 3. nHO#t %
3. MyHuIMnanpHbId OFOKET
PELEIT Cepusa N HaTa odQopMIIeHMA : 20 .
damMunMsg, MHULMAJE MMEeHM ¥ OTuecTBa (nocjenHee -
0pM HaIUuuM) MalMueHTa OaTa poxImeHmus
CHUIJIC
N nonuca
o0s3aTen
BHOTO
MEIUIUH
CKOro
cTpaxoBa
HUSA:
HomMep MemMUMHCKOM KapTH NaluueHTa, MoJIydanmero MEeOVLVHCKYI ITOMOIIb B
aMOyJIaTOPHEIX YCJIOBUAX
daMuiMsg, MHULMAJE VMMEeHM ¥ OTuecTBa ([ocjelHee — MIPU HAJIUUUM)
Jleyamero Bpauda (denbaumepa, akKylLlepKu)
Pyb. Kom. 2
S A O
S I 10 = TSt
[Mloonuchb ¥ MHeyaTh Jieyvamero Bpaua
(moonmuce OGenpaumepa, aKyLEepKM) M.
Peuent pmemcrTBuTeJeH B TeueHue 15 mgHem, 30 nuem, 90 nuHenm
(HyXHOEe MNOIOYEPKHYTH)
—————————————————— (3amosiHgeTCd CHOeurajMCTOM alTedHOM
OPTaHM3alMM) ————————————————————————
OTnyIeHo no pelenry: Toprosoe HaMMEHOBaHUE U JO3UPOBKA:
Jlara otniycka: " " 20  r. | KornuecTBo:
[TpurotoBuiI: [Tposepuit: OTnycTun:
——————————————————————————— (MMHMSA OTPHBA) ————————————————————————————————
Kopemok penentypHoro 61aHka Crioco0 mpuMeHeHusI:
HaumenoBanue [IponoKUTENBHOCTD THEN
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JIEKapCTBEHHOTO Mpernapara:
Jlo3upoBka: KonnuecTBo mpueMoB B A€HbB: pa3 Ha 1
TIpUEM: el.

(*) B coy4ae M3roTOBICHHUS PELENTYPHOTO OJIaHKA C UCTIOIB30BaHIEM KOMITBIOTEPHBIX TEXHOIOTUH

Oo6opoTHas cTopoHa

OTMmeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOTO
mpernapara 1o peneHnio BpayeOHON KOMICCHH

IIpurorosui IIposepun Otnyctun

IIpnaoxenne N 3

K nprkazy MUHHCTepPCTBA 3iPaBOOXPAHEHH S
Poccuiickoii Penepanuu

ot 24 Hos10ps1 2021 r. N 1094n

IHopsinok oopmiieHNsI pelleNITYPHBIX 0JIAHKOB HA JIEKAPCTBEHHbIE NMPeNnapaTbl, UX, y4eTa U
XpaHeHMs

I. Opopmirenne penenta Ha OyMaKHOM HOCUTeEJIE

1. Ha penentypnbix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BEpXHEM
YOIy TPOCTABISETCS IITaMII MEIUIIMHCKOM OpraHu3ali C yKa3aHWEM €€ HaMMEHOBaHHWs, ajpeca H
TenedoHa C 1aTON BBITUCKH (1aTO ohopMIIeHHS ) pelienTa Ha JIEKapCTBEHHBIN TTpenapar.

JlononHutenbHO Ha penentypHoM Omanke ¢opmbl N 148-1/y-04(;1) mpocraBmsercss Kof
MEIUIUHCKOW OpraHu3aly B COOTBETCTBUM C OCHOBHBIM TIOCYJAapCTBEHHBIM PErHCTPaLOHHBIM
HoMepoM (nanee - OI'PH).

Cepus penentypHoro Omanka dopmbl N 148-1/y-04(1) BrmrodaeT koa cyobekta Poccuiickoit
®deneparii, COOTBETCTBYIOIIUN ABYM MepBbIM Luppam OOiiepoccuiickoro kiaccuduratopa 00bEKTOB
aIMUHUCTPATUBHO-TeppUTOpHaIbHOTO neneHus (nanee - OKATO).

Paspemaercs nsrorasiuBarh peuentypHsie Oxanku Gopmbsl N 107-1/y u dopmsr N 148-1/y-04(11) ¢
MIOMOIIBIO0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Penentypusie  Omanku  opmer  Gopmbr N 148-1/y-88  HM3roTaBIMBaIOTCd  HUCKIIOUYUTEIHHO
TUTIOTPACKUM CITOCOOOM.

2. Ha peuentypHbIX OnaHKax, oO(OpMISEMbIX HWHIWBUAYAIBHBIMU TMpPEANPHHUMATENISIMH,
UMEIOIMMH JIMIEH3UI0 Ha MEIULMHCKYIO JEATENbHOCTh, B BEPXHEM JIEBOM YNNIy THIOTpa(CcKUM
CcrocoOOM WJIM TyTeM TpPOCTABJICHUS ILITaMmIa JOJDKEH ObITh YyKa3aH aJpec HWHIAWBUAYAIBHOTO
OpeANpuHUMATENsd, HOMEpP M JaTa JIMLEH3UM, HAUMEHOBAHUE OpraHa TOCYAAPCTBEHHOM BIIACTH,
BBIJIABILIETO JINI[EH3UIO.

3. Penenrtypnasie Omanku (opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(n) 3amomHsArOTCS
MEIUIUHCKUM paOOTHUKOM YEPHUIIAMH HITU IIAPUKOBOM PYUKOH.

4. lomyckaetcst opopMIICHHE BCEX PEKBU3UTOB (3a UCKIIOUEeHHEM pekBu3uTa "llonmnuce nedaero
Bpaua (moamuch (enpamepa, axymepku") penentypHsix OmaHkoB Gdopmbl N 107-1/y, dopmbl
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N 148-1/y-88 u dpopmsr N 148-1/y-04(11) ¢ ucmIoNb30BaHNEM NIEYATAIOMINX YCTPOHCTB.

5. Odopmienne penentypHblx OmankoB ¢opmbr N 148-1/y-04(1) BriIodaer mudpoBoe
KOJIMPOBaHHE.

[MudpoBoe KoaMpOBaHHNE YKAa3aHHBIX PELENTYPHBIX OJIAHKOB BKIIIOYAET:

1) xog menunmHckoi opranusammu (OI'PH) wnm kon MHAMBHIYalbHOTO NPEINPUHAMATENS B
coOoTBeTCTBUM C (OCHOBHBIM TOCYIAapPCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HWHAMBHUAYAIBHOIO
npeanpunumarens (naiee - OI'PHUII), npocTaBnsiemMblii IPU U3rOTOBJICHUH PELIEITYPHBIX OJIaHKOB;

2) KOJI KaTeropuu TpakJaH, UMEIOUIMX IMpaBO Ha IOJY4YEHHE JIEKAPCTBEHHBIX IpENapaTroB B
COOTBETCTBUM €O cTarheil 6.1 denepanbHoro 3akoHa ot 17 uronst 1999 r. N 178-®3 "O rocynapcTBeHHON
CcoIMaJIbHON momommu" 1, U KOJ HO30J0THYeCKOH ¢GopMbl 10 MEeXyHAPOJIHOW CTATUCTUICCKOMN
knaccupukanuy OoJe3Hed M mpobiem, cBA3aHHBIX co 310poBbeM (10-i mepecmotp) (nmanmee - MKB),
3aIoJIHSIEMbIE JICUALUM BpayoM IyTE€M 3aHECEHUs KaxJoh HUdpbl B MyCcThle sSUEHKU, MPU I3TOM TOYKA
IIPOCTABJIAECTCS B OTJAEIbHOM STYCHKE;

3) ormeTrky 00 ucrouHuMKe (uHaHcupoBaHusa (denepanbHbiii OrmkeT [1], OromKeT cyOBekTa
Poccwuiickoit ®enepanuu [2], MyHUIIMITATBHBINA Of0KeT [3]) U MpoLIeHTe oraThl perenta (oecruatHo [1],
50% [2], unoit % [3]);

4) WTPUX-KOJ - JOTIOJIHUTEIbHBIA PEKBU3UT (B Cllyyae M3TOTOBIICHHS HA TEPPUTOPUU CyOBEKTa
Poccuiickoii deneparyu penenTypHoro 0JaHKa ¢ UCTIOIb30BAHIEM KOMITBIOTEPHBIX TEXHOJIOTHH).

6. B peuentypusix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B rpade "Damumnms,
WHUIMAIB] UMEHHU U 0T4YeCTBa (TIOCeIHee - TP HAJIMYKK) MaleHTa" yKa3bIBaloTCs (GaMIIINs, UHUALIAATBI
UMEHHU U O0TYeCTBa (IOCeIHee - PU HAJMYUH) TAllMeHTa.

7. B penentypubix Omankax ¢Gopm N 148-1/y-88, N 107-1/y mu N 148-1/y-04(x) B rpade "Iata
pOXIeHU" YKA3bIBAETCS 1aTa POXKICHUS MAIMeHTa (YUCII0, MECSIL, TO).

JononauTtensHO B penenTypHbix 01ankax dopmbl N 148-1/y-88 u dopmer N 107-1/y ans neteit B
Bo3pacte 10 | roga B rpade "Jlata poxxaeHus" yKazbIBaeTCs KOJIMUECTBO MOTHBIX MECSIIEB.

8. B penentypubix Omankax ¢opmer N 148-1/y-04(;1) B rpadax "CHUMJIC" um "N mosmuca
00s13aTeNILHOTO  MEIUITMHCKOTO CTpaxoBaHWs'" YKa3bIBAIOTCS CTPAXOBOM HOMEpP WHAMBHIYAILHOTO
JuIeBoro cuera rpaxaanuna B [lencnonnom donae Poccuiickont deneparuu (CHUJIC) (npu Hanmmuum) u
HOMEp MoJuca 0053aTeIbHOT0 MEAUIIMHCKOTO CTPaXOBaHUSI.

9. B penentypubix Omankax gopmber N 148-1/y-88 B rpade "Anpec mecrta KUTEIbCTBA WU HOMEP
MEIUIIMHCKONW KapThl MAaIMEeHTa, MOJYYalollero METUIIMHCKYI0 TOMOIIb B aMOYIAaTOPHBIX YCIOBHSX'",
yKa3bIBAaeTCsl TOYTOBBIM aJpec MecTa >KHUTENbCTBAa (MecTa NpeObIBaHUS HIM MecTa (PAKTHUECKOro
NPOKMBAaHUS) MAlMEHTa WIM HOMEpP MEIUIIMHCKOH KapThl MalMeHTa, MOJIYYaIOUIEro METUIIMHCKYIO
TOMOIIIb B AMOYIATOPHBIX YCIOBHSX .

VYka3zaHue u ajpeca MecTa KUTEIbCTBA U HOMEPAa MEAULMHCKONW KapThl MAalMEHTa, MOTY4aoLIero
MEAMIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SBISETCS OUTMOKOM.

B peuentypubix Onankax c¢opmbl N 148-1/y-04(;) B rpade "Homep MeAMUIMHCKOW KapThl
NanyeHTa, MOJIyYalolero MEAUWLHUHCKYI0 MOMOUIbL B aMOyJIaTOPHBIX YCIOBHSX'" YKa3bIBa€TCSd HOMEpP
ME/TUITHHCKOM KApThI MAIHEHTA, OTYYAIOIero MEAHIMHCKYIO IOMOIIb B aMOYIaTOPHBIX YCIOBHSIX .

10. B rpade "damunus, MHUIMATEI UMEHH M OTYecTBa (MOCJICIHEE - MPU HAJUYHH) JICYAIIeTo
Bpaua (denpamepa, akymepku)' penentypHelx OmankoB (opm N 148-1/y-88, N 107-1/y m
N 148-1/y-04(;1) yka3pIBarOTCSl TMOJTHOCTHIO (hamwmimsi, MHUIMATBI MMEHH OTYecTBa (TIOCIEqHEee - TpH
HAJIMYMK) MEJUIIMHCKOTO pabOTHHMKA, HA3HAYMBIIETO JIEKAPCTBEHHBIE IIpenapathl W O(OpMHUBIIETO
peuent.

11. B rpade "Rp" penentypubix OmankoB dopm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(mn)
YKa3bIBaeTCs:

1) HauMeHOBaHME  JIEKapCTBEHHOTO  Ipemapara  (MEXIyHapOJHOE  HENaTEHTOBAaHHOE
HAaUMEHOBAaHME, TPYNIHUPOBOYHOE WJIM XHMHUYECKOE HaWMEHOBaHHE, TOProBO€ HAaMMEHOBAHME) Ha
JATUHCKOM S3bIKE HWIJIM Ha PYCCKOM s3bIKe, (hopMa BBIMYCKa, JO3UPOBKA, KOJIMYECTBO (yKa3bIBAaCTCA
MPOIHKCHIO Ha perenTypHoM Osanke dhopmblr N 107/y-HIT);
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2) cmoco0d TpHUMEHEHHUs JEKapCTBEHHOTO IMpermapaTa Ha TOCYJapCTBEHHOM si3bike Poccuiickoii
@enepaui WM Ha TOCYHApCTBEHHOM si3bike Poccuiickoit dexpepanuu M rocy1apCTBEHHOM S3BIKE
pecnyOJIMK ¥ MHBIX s13bIKax HapoaoB Poccuiickoit denepanmu :,

13. Tlpu odopMiaeHun peuenTypHBIX OJAHKOB 3alperacTcsl OrPaHUYMBATBHCS — OOIIMMH
yKa3aHusAMM, Hanpumep, "BHytpennee", "M3BecTHO".

14. Penent, odopmieHHbIH Ha penentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y n
N 148-1/y-04(1), moAnUCHIBaETCS MEJUIIMHCKAM PaOOTHUKOM U 3aBEPSAETCS €ro IMeYaThbio.

Penent, opopmnennsiii Ha perientypHoM Omanke Gopmbr N 148-1/y-88 u hopmer N 148-1/y-04(1),
JIOTIOJIHUTEILHO 3aBEPsETCA MeYaThio MEAUIIMHCKOM opranu3auuu "Il peuentos”.

s peuenrta, odpopmiieHHOTO Ha pernentypHoM Onanke Gopmbr N 107-1/y, Hanuuue nevarn "J{s
penenToB" He SABIAETCS 003aTEBLHBIM.

15. Ha omaoMm penenitypaom Omanke Gopmbr N 148-1/y-88 u popmer N 148-1/y-04(11) pa3pemiaercs
OCYIIECTBIISITH HA3HAYCHHUE TOJILKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Mpernapara.

Ha omnom penentyprom Omanke ¢opmbr N 107-1/y paspemiaeTcsi OCyIIECTBIISITh Ha3HAUCHUE
TOJILKO  OJHOTO HANMEHOBaHUS JIEKAPCTBEHHOTO Tpemapara, oTHocsmerocs mo ATX k
anTurnicuxotudeckuM cpeactBam (kox NOSA), ankcuomutukaM (kog NOSB), CHOTBOPHBIM U CeIaTHBHBIM
cpeacTBam (xom  NO5C), aHTUJEINpeccaHTaM (xom  NO6A) u HE MOJIEXKAIIETO
MPEIMETHO-KOJIMYECTBEHHOMY YYETy, U JI0 TpeX HaMMEHOBAaHUM JIEKAPCTBEHHBIX MPEMapaToB - ISl HHBIX
JICKapCTBEHHBIX MPENapaToOB, HE OTHECEHHBIX K BhIMIeyKka3aHHbIM ATX.

16. UcnpaBieHus B pelenTe He JOMYyCKalTCs.

17. Ilpu odopmierun peuentypHbix OxaHkoB (Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
Ha JIEKapCTBEHHbIE NIpernapaThl, Ha3HAYEHHbIE IO PEIIEHUI0 BpaueOHOM KomHccuu, Ha o00opoTe
pelenTypHOro OJIaHKa CTaBUTCS CHEIMalbHAS OTMETKA (IIITaMII).

18. Ha peunentypnom Omnanke ¢opmbl N 148-1/y-04(1) BHH3Y HMeEETCS JHHUS OTPHIBA,
pasaensronias perenTypHbIi OJaHK U KOPEIIOK.

Kopemok ot penenta, 0opopMIEHHOTO Ha YKa3aHHOM PELENTYpPHOM OJIaHKE, BBIAACTCS MaLUEHTY
(ero 3aKOHHOMY TIPEJCTAaBUTENI0) B AaNTEYHOW OpraHM3aIlMH, HA KOpEIIKEe [eIaeTcs OTMETKa O
HAaUMEHOBAHUHU JIEKaPCTBEHHOT'O Tpernapara, J03UpOBKe, KOJIMYECTBE, CI0cO0Oe MPUMEHEHHSI.

I1. Odopmiaenne penenta B (popMe 3TEKTPOHHOTO JOKYMEHTA

19. Peuent B dopme 3IEKTPOHHOTO JOKYMEHTA, MOAMHUCAHHOTO YCHJICHHON KBaIH(UIIMPOBAHHOMN
DIIEKTPOHHON TMOAMKUCHI0, (POPMUPYETCS METUIIUMHCKAM pPAOOTHUKOM, CBEIACHHS O KOTOPOM BHECEHBI B
desiepabHbIil PerncTp MEIUIMHCKMX PAaGOTHUKOB , a TAKKE MPH YCIOBHUH PErHCTPALMH MEIMIMHCKOM
OpraHU3aLUK, B KOTOPOH O(OPMIAETCS pelent, B (efepaTbHOM PEecTpe MEIUIMHCKHX OpraHu3arimii’
€IMHOM ToCyAapCTBEHHOW MH(DOPMAITMOHHON CUCTEMBI B chepe 3paBOOXPAHCHUS U MOJKIIOUCHUS TaKOH
MEIUIIMHCKONW OpraHM3alliu K rocylapcTBEHHOW MH(OPMAIMOHHON cucTeMe B cepe 3apaBoOXpaHEHUs
cybbexTa Poccniickoii dexeparui .

20. IIpu oopmitennu perenta B popme 37IEKTPOHHOTO JOKYMEHTa Ha JICKapCTBEHHbIE Mpenaparsl,
yka3zaHHble B nyHkTax 9 wm 11 ITlopsiaka Ha3HadyeHWs JIEKAPCTBEHHBIX MpenapaToB, YTBEPKIAECHHOTO
HACTOALMM MPUKA30M, U OTIIYCKAaEMBbIE 3a IIOJHYI0 CTOUMOCTb, 3aIIOIHSIOTCS CIEAYIOLUIUE PEKBU3NUTHL:

1) xon cyowekra Poccuiickoit ®eneparmuu mo OKATO, ompeaensronuii TocymaapCTBEHHYIO
MHPOPMALIMOHHYIO CUCTEMY B cdepe 3apaBooxpaHeHus: cyorekra Poccuiickoit denepanyu, B KOTOPO
chopmupoBaH penent B popMe AIEKTPOHHOTO IOKYMEHTA;

2) HauMEHOBaHHUE MEJUIIMHCKOW OpraHu3aluy, ajpec, TeneoH win GpamMuinus, HTHAIMAIB UMEHU U
oTyecTBa (MOCIEAHee - MPU HAIWYMHM) WHAMBUAYAIbHOTO MPEANPUHUMATENS, UMEIOUIETr0 JUIECH3UI0 Ha
MEAMLIMHCKYIO IEATENBHOCTD, €T0 aJPEC;

3) OI'PH ropuandeckoro nuna (MeaunuHckoi opranusaruu) wim OI'PHUIT maauBumyanpHOTO
npeAnpUHUMATEIIS;
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4) nata ohopmiieHus perenta (yKasbIBaeTCs YUCII0, MECSI], TO1);

5) nata OKOHYAaHHWS JEHCTBUA penenrta (GopMupyercs rocynapCcTBEHHONW WH(OpMaIMoOHHOM
cucteMoil B cdepe 3npaBooxpaHeHus cyonekra Poccuiickoit ®enepanmuu B COOTBETCTBHH CO CPOKAMU
nerctBus peuentoB: 15 nueit, 30 queit, 60 gueit, 90 nueit, 1o 1 roma);

6) yHUKaJbHBII HOMep perenta (popMHpYyeTCsl TOCYAapCTBEHHON MH(OPMAIIMOHHON CHCTEMOW B
chepe 3apaBooxpaHeHHs cyObekTa Poccumiickoit ®enmeparmuu u  obecrneuMBaeT  OJHO3HAYHYIO
uaeHTU(GUKAIMIO perenta B ¢GopMme 3NEeKTpOHHOTO MokymeHta B coderanuun ¢ OKATO, OI'PH wumm
OI'PHUII);

7) ormetku '"cito" (cpouHo) mim "statim" (HEMEIJICHHO) TpH HEOOXOIWMOCTH CpPOYHOTO WIH
HEMEJIEHHOTO OTIMYCKa JIEKAPCTBEHHOT'O IIperapara MauueHTy;

8) aapec mammeHTta (yKa3bIBaeTCsl MOYTOBBIM aJipec MecTa JKUTENIbCTBa (MecTa NMpeObIBaHUS MU
MecTa (aKTHYEeCKOTO MPOKMBAHUS) C YKA3aHHEM HHJICKCA, HAMMEHOBAHHS Kpas, 00JIacTH, peCITyOJINKH,
aBTOHOMHOT'O OKpyra M MHOTO cyObekTa Poccuiickoit @enepaiiui, HAMMEHOBAHHS HACEIEHHOTO MYHKTA,
HAaMMEHOBAaHMs YIUIBI (MPOCTEKTa, TMEpeysika, Mpoes3aa), Homepa JoMa (C yKa3aHHeM KopIlyca, MpH
HaJIMYMM), HOMEpPa KBapTUPBHI);

9) HOMEp DJIEKTPOHHOW METUIITMHCKOW KapThl MallMeHTa B TOCYJApCTBEHHOW HMH(MOPMAIIMOHHON
cucteme B cepe 3apaBooxpaHeHus cyonrekra Poccuiickoit deneparuy;

10) dbamumust, uMs, 0T4€CTBO (TTOCIIETHEE - PU HATMYWH) MAIlMEHTa TIOJHOCTHIO;

11) nmata pokmeHust marmieHta (ykasplBaeTCs 4YHCIO, MeECAl, TOA), Mg aered no 1 roxa
JIOTIOTHUTEIHHO YKA3bIBAETCS KOJMYECTBO MOJHBIX MECSIIEB;

12) damunus, MHULMAATBI UMEHM M OT4YeCTBa (IIOCTENHEE - NpPHU HATUYMU) MEAUIUHCKOTO
pabOTHHKA MOTHOCTHIO;

13) HaumeHOBaHME  JIEKAPCTBEHHOIO  Mpenapara  (MEXIyHApOJHOE  HENaTEHTOBAHHOE
HAaUMEHOBAaHME, TPYNIHUPOBOYHOE WIM XUMHUYECKOE HAMMEHOBAaHUE, TOProBO€ HAUMEHOBAHMUE),
J03UPOBKa, (hopMa BBITYCKa, KOTUYECTBO (BCE MO3UIMH YKa3bIBAIOTCS HA PYCCKOM SI3bIKE);

14) cmoco® mpuMeHeHHUs JICKapCTBEHHOTO MperapaTa Ha TOCYAapCTBEHHOM s3bIke Poccuiickoit
@denepauuy WM Ha TOCYIAapCTBEHHOM s3blke Poccuiickoi @exepanuu U TrOCYAAapCTBEHHOM  S3BIKE
pecryOsIMK ¥ MHBIX s3bIKaxX HaposioB Poccutickoit deneparm s

15) nOKyMEeHT, NOATBEpPXKAAIOLIMN Ha3HAUEHUE JIEKapCTBEHHOI'O Ipenapara [0 pPEIICHUIO
BpayeOHON KOMHCCHH MEIUIIMHCKON OpraHU3aIlNH;

16) ormMeTka O Ha3HAYEHUM JIEKAPCTBEHHOTO Nperapara MO PELICHUIO BpaueOHONH KOMHUCCHU
MEAMIIMHCKOW OpraHu3alluyd B cly4asX, yKa3aHHBIX B a0O3aie Bropom mnyHkTa 6 Ilopsiaka HasHaueHHs
JIEKapCTBEHHBIX NIPENAPaTOB, YTBEPKACHHOIO HACTOALUM IPUKA30M;

17) oTmMeTKa O cHelMaJbHOM Ha3HAYEHUH JIEKapCTBEHHOIO MperapaTa (3aloJIHAETCS B ClIydasx,
yKa3aHHbIX B TyHKTax 15 u 24 Ilopsnka Ha3HadeHUs JEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOTO
HACTOSIIINM TIPUKA30M);

18) ormeTKa 0 crienMantbHOM Ha3HAUYEHHUH JICKAPCTBEHHOTO IpernapaTta NalMeHTy ¢ 3a00JIeBaHueEM,
TpeOyIOIMMM JJIUTENBHOTO KyPCOBOIO JIeYeHHUs (3aMoIHAETCS B Cilydae, ykazaHHOM B nynkte 23 Ilopsaka
Ha3HAUYEHMs JIEKAPCTBEHHBIX IIPENApaTOB, YTBEPKACHHOIO HACTOSIIMM IIPUKA30M) C NPOCTABJICHUEM
NEPUOANYHOCTH OTITYCKa JIEKapCTBEHHOTO Mpernapara;

19) npu oopmienuu perenta B popme MEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIE MPETapaThl,
yKa3aHHbIE B NOANYHKTaX 2-5 nyHkTa 9 u nynkre 11 [lopsiaka Ha3HAYeHUS JIEKapCTBEHHBIX MPEMApPaToB,
YTBEP)KJICHHOTO HACTOSALIMM NPUKAa30M, TpakJaHaM, HMMEIOLUIMM MpaBO Ha OecIulaTHOE MOJIyuyeHHe
JIEKapCTBEHHBIX IpENapaToB WM MOJyY€HUE JIEKAPCTBEHHBIX IMpPEnapaToB CO CKUAKOM, 3amOJIHSIOTCS
PEKBU3UTHI, IPETYCMOTPEHHBIE MTOANYHKTaMu |-18 HACTOAIIETr0 MYHKTA, a TAKXKE CIEAYIOLINE PEKBU3UTHI:

a) KaTeropusi TrpakJaH, HMEIOMIMX MpaBO Ha IMOJy4YeHHE JICKapCTBEHHBIX IIperapaTroB B
COOTBETCTBUHM €O cTarheil 6.1 denepanbHoro 3akoHa ot 17 uronst 1999 r. N 178-®3 "O rocynapcTBeHHOI
colraiabHOM momoniy" 9;

0) xox Ho3osorn4eckoit popmsl mo MKBE;

B) uctouHuk ¢uHancupoBanus (1 - denepanbHbii O10MXKET, 2 - OOMKeT cyObekTa Poccuiickoit
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Oenepanu, 3 - MyHHIUITATBHBIA OIOKET);

r) pazmep omuathl (1 - 6ecrnaTtHo, 2 - 50%, 3 - unoit %);

1) CTPaXxOBOM HOMEp WHAMBUAYAIBHOTO JHMIIEBOrO cueTa TpaxnaHuHa B [leHcuoHHOM QoHIe
Poccutickoit ®eneparuu (npu Hamuann ) (CHUJIC);

€) HOMep IoJinuca 0053aTeIbHOT0 MEUIIMHCKOTO CTPAXOBaHUS.

21. Ilpu mpocrtaBiieHMHM OTMETKH, yKazaHHOW B nojanyHkre 16 nmynkra 20 Hacrosmero Ilopsiaka,
peuent B QopMe DIEKTPOHHOTO JTOKYMEHTA TOJIMUCHIBACTCS YCWICHHOH KBaTHU(pUIIMPOBAHHOM
HJIEKTPOHHOM — TMOJINKCHIO  TpeAcenaTesis WM CceKpeTaps BpadeOHOM KOMHUCCHMM MEIULUHCKON
OpraHM3alMM, [IPU MPOCTaBICHUH OTMETOK, YKa3aHHbIX B nojnyHkrtax 17 m 18 mynkra 20 HacTosumero
[Topsinka, - YCWIEHHBIMH KBaJU(pUIUPOBAHHBIMU JJIEKTPOHHBIMUA MOJMUCAMU COOTBETCTBYIOIIHUX
MEIUIIMHCKUX PAaOOTHHUKOB.

22. Tlo TpeOoBaHMIO MAIMEHTA WM €Tr0 3aKOHHOTO MPEACTaBUTEIS O(MOPMIIETCS SK3EMILIP
peuenta B (QopMme SIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM HocHTele ¢ OoTMeTkoi "JlyOmmkar
3JIEKTPOHHOTO JOKYMEHTA".

I1I. Y4er penenTypHBIX 0JIAHKOB (32 HCKJIIOYEHHEM pelenTypHbIX 0aHkoB 1o popme N 107/y-HIT
"CoenuajbHblii peuenTypHblii 0J1aHK')

23. VYwuer penentypHeix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3TOTaBIMBAEMBIX THUIIOTPA)CKUM CrocoOOM (jasee - peuentypHbie OJIaHKH, MOJICKAIHE YUeTy),
OCYILECTBIISICTCS B )KYpHaJjaX ydeTa, MPOHYMEPOBAHHBIX, MPOIIHYPOBAHHBIX M CKPEIUICHHBIX MOJIHCHIO
PYKOBOJUTENS UM  Me4YaThl0 MEAMIMHCKOW OpraHM3alMd WIM  [OANHUCHI0O  UHIUBUAYATIbHOIO
IpeANpUHUMATEINS, UMEIOLIETO JTUIIEH3UIO HA METUIIMHCKYIO 1€ TEIbHOCTb.

24. XKypnan yuera perentypHbix 61ankoB Gopmber N 107-1/y comepkut cneayromiue rpadsb:

1) HoMep 1o opAIKY;

2) B paznene "[Ipuxon™:

a) JaTa perucTpaluy J0KyMeHTa, HOATBEPKIAIOIIETO MOCTYIIIICHUE;

0) HOMep U J1aTa JOKYMEHTA, MOATBEPKIA0IIEro NOCTYIIEHHE, HAUMEHOBAaHUE TIOCTaBIINKA;

B) 00111ee KOJIMYECTBO IMOCTYMHUBIINX PEIENITYPHBIX OJIaHKOB,;

r) Qamwimsa, HWHUIWATBI MMEHH UM OT4decTBa (TOcCiHeqHee - TP HAIWMYAHA) W TOJIHUCH
OTBETCTBEHHOTO MEAMIIMHCKOTO pabOTHHKA, MOIYYHBIIETO PELENTYPHbIE OJTaHKH OT MOCTABIINKA;

3) B paznene "Pacxon":

a) JaTa BBIJAYM PEICTITYPHBIX OJaHKOB;

0) KOJIMYECTBO BBIIAHHBIX PEIENTYPHBIX OJIAHKOB;

B) (ammnus, WHUIMATBI UMEHH M OT4YecTBa (MOCIEAHEE - MPH HATUYUU) OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHKA, MOTYYHUBIIETO PEENTYPHbIE OJaHKU;

I') HOJIMCHh OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHHKA, IOJTYUYHBIIETO pELeNTypHbIE OJaHKH;

4) damwunms, WHANMAIBI WMEHH H OTYecTBa (MOCNIENHEE - MPU HAIWMYUHM) W TIOJIMHUCH
OTBETCTBEHHOTO MEAMIIMHCKOTO pabOTHHKA, BBIIABIIETO PELETITYpHBIC OJaHKH;

5) OCTaTOK pelenTypHBIX OJIAHKOB.

25. XKypnan ydera peuentypHbix OmankoB (opm N 148-1/y-88 m N 148-1/y-04(;1) comepxur
criemyronue rpadml:

1) HoMep 1o OpAIKY;

2) B paznene "[Ipuxon™:

a) JaTa perucTpaluy J0KyMeHTa, HOATBEPKIAIOIIETO MOCTYIIIICHUE;

0) HOMep U J1aTa JOKYMEHTA, MOATBEPKIA0IIEro NOCTYIIEHUE, HAUMEHOBAaHUE TIOCTaBIINKA;

B) 00111ee KOJIMYECTBO IMOCTYNHUBIINX PEIETITYPHBIX OJIaHKOB,;

T') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHsIM;

01.04.20222 Cuctema TAPAHT 24/33



ITpuka3 Munucrepcta 3npaBooxpaneHuss PO ot 24 Hos6pst 2021 r. N 10941 "O6 yrBepxkaenun [lopsinka Ha3HAYEHUS. . .

e) damuiaus, WHUOMAIBI WUMEHM M OTdecTBa (TOCiIeqHee - MpH HAJIWYMM) W TOJIMHUCH
OTBETCTBEHHOTO MEAMIIMHCKOTO PaObOTHHKA, TIOYYHBIIETO PEENITYPHBIE OJIAHKH OT TIOCTABIINKA;

3) B paznene "Pacxon':

a) J1aTa BBIJAYM PELENTYPHBIX OJIAHKOB;

0) cepur 1 HOMEpA BBIIAHHBIX PELETITYPHBIX OJIAHKOB,;

B) KOJIMYECTBO BBIJJAHHBIX PEUENTYPHBIX OJaHKOB;

r) damuiaus, WHULMAAIBI MUMEHH W OT4ecTBa (TOCiIeqHee - NpU HAJUYUU) OTBETCTBEHHOTO
MEIUIIUTHCKOTO Pa0OTHHUKA, ITOJTYYUBIIIETO PEHENTYPHBIC OJIaHKH;

1) TOJTMCHh OTBETCTBEHHOTO MEJMIIMHCKOTO paOOTHHKA, TIOTYYMBIIETO PEENTypHbIC OIaHKH;

4) damwunms, WHANMAIBI WMEHH H OTYecTBa (MOCNIENHEE - MPU HAIWMYUHM) W TIOJIMHUCH
OTBETCTBEHHOTO MEAMIIMHCKOTO pabOTHUKA, BBIABIIETO PEIETITYpHBIC OJaHKH;

5) OCTaTOK pelenTypHBIX OJIAHKOB.

26. Ydyer peuentoB, O(OPMIIEHHBIX B (OpMEe 3JIEKTPOHHOTO JOKYMEHTa, OCYILECTBISETCS B
rocyJapcTBEHHON MH(POPMAIMOHHON cHcTeMe B cdepe 3ApaBOOXpaHEHHS CyObekTa Poccuiickoi
®denepaii MOCPEACTBOM BEICHUS €AMHOTO PEEeCTpa PELenToB, 0OPMIIEHHBIX B (pOpMe 3IEKTPOHHBIX
JOKYMEHTOB.

IV. XpaHeHnne penentypHbIX 0/1aHKOB (32 HCK/JIIOYeHHEM pPeleNnTyPHbIX 0J1aHKOB 1o popme
N 107/y-HII "CneuunajbHblii peuenTypHblii 0J1aHK'")

27. MenuIuHCKHE OpraHu3aliy MOJIy4aloT HEOOXOAUMBIE pelenTypHble OllaHKU, 0QOpPMIICHHbIE
TunorpadckuM crnocoOoM, 4Yepe3 TEeppUTOpPHANbHbIE OpraHbl YIPABICHUS 3PaBOOXPAHEHHUEM WU
OpraHu3alliK, YIOJHOMOYCHHbIE HAa 3TO OpraHaMH HCIOJHHUTEIBHOM BIacTH CcyObekToB Poccuiickoii
denepanuu.

28. PenentypHbIe OJIAaHKH, TIOUICKAIINE YIETY, XPAHSITCS OTBETCTBEHHBIM JIMIIOM, HA3HAYCHHBIM
PYKOBOAMTENIEM MEIUIIMHCKON OpraHu3allid, B 3alMpacMoM MeTauimdeckoMm mkady (ceiide) wmm
METAJIIIMYECKOM SIIHKE.

29. UnauBuyanbHbIA TPEANPUHAMATEND, UMEIOIINHI JIMIIEH3UI0 HA MEAUIIMHCKYIO JEATEIbHOCTD,
XpaHUT pelenTypHble OJaHKH, MOJUIekKAIUe YUeTy, B 3allUpaeMoM MeTajuindeckoM Imkady (ceiide) nmm
METAJITMYECKOM SIIIHKE.

30. TIpoBepka cOCTOSIHUS XpaHEHUs, ydeTa, (PaKTHYECKOTO HAIWYHS U PAcXo/a PEleNnTYpPHBIX
OJIaHKOB, TMOJUIeXKAIIMX Y4YeTy, OJUH pa3 B KBapTajl OCYUIECTBISETCA KOMHCCHEW, CO3/aHHOM B
MEJIULIMHCKON OpraHu3aluH.

31. Penentypueie Onanku, odopmisieMble Ha OyMaKHOM HOCHTENIC M TMOJJIeKAIllde Yy4eTy,
BBIIAIOTCS MEAUIIMHCKUM pPa0OTHHUKAM, UMEIOUIMM IMPaBo O(OPMIICHHUS PEIENTOB, MO PACHOPSHKCHUIO
[JIaBHOTO Bpaua WJIH €ro 3aMECTUTES.

[Tonydennble penenTypHble OJMaHKM HA OYMaXHBIX HOCUTENSAX XPAHATCS MEAUIIMHCKUMU
pabOTHUKAMHU B MTOMEIIEHUSAX, 00€CTIEYMBAIOIINX UX COXPAHHOCTb.

32. IIporpaMMHO-TEXHHYECKHE CPEACTBA IOCYIAapPCTBEHHBIX MH()OPMAIMOHHBIX CUCTEM B cdepe
3IpaBOOXPAHEHUs, MEIUIUHCKUX UHPOPMAIIMOHHBIX CUCTEM MEIUIIMHCKUX OpPTaHM3alMi 00ecreynBaioT
XpaHEHHE AIIEKTPOHHBIX PELENTOB, 0(POPMIICHHBIX B (HOpME 3JEKTPOHHBIX JOKYMEHTOB B T€UCHHUE CPOKOB,
YCTaHOBJICHHBIX NJISl XPaHEHHs PELEeNTOB, OPOPMIIEHHBIX Ha COOTBETCTBYIOIIUX (OpMax pelenTypHbIX
61aHKOB HAa GYMaKHOM HOCHTEE .

! Co0Opanue 3axoHomaTesbeTBa Poccuiickoit ®enepanuu, 1999, N 29, cr. 3699; 2020, N 52, cT. 8577.

[Tpukaz MunucrepcTBa 3xapaBooxpaHeHust Poccuiickoir ®enepaumu ot 15 nekabps 2014r. N 834u "OO
YTBEPXKACHUN YHUPUUIUPOBAHHBIX (OPM MEIUIMHCKOH JOKYMEHTALMH, HCIIOJIB3YEMBIX B MEIWIMHCKHX OpraHu3alysx,
OKa3bIBAIOLINX MEANUIIMHCKYIO ITOMOIIb B aMOyJIaTOPHBIX YCJIOBHSIX, U ITOPSIKOB 110 UX 3anojgHenuro” (nanee - [Ipukaz N 834H)
(3aperucrpupoBan MunuctepctBoM toctunmu Poccuiickoit @enepaunu 20 despans 2015 r., perucrpanmonnsiii N 36160) c
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W3MEHEHUSIMHU, BHECEHHBIMH TIpHKa3zaMu MuHHCTEpCTBa 3/ipaBooxpaHeHus Poccuiickoit ®enepanuu ot 9 supaps 2018 r. N 2
(3apeructpupoBan MuHHCTEpCTBOM tocTuiinu Poccuiickoit @eneparm 4 anpens 2018 r, perucrpanmonusridi N 50614), ot 2
HosiOpst 2020 r. N 11861 (3apeructpupoBaH MuHHUCTEpCTBOM tocTuiuu Poccuiickoit ®enepanuu 27 HosOps 2020 r.,
perucrpanuonssiii N 61121).

* [pukas N 834H.

* Yacts | crateu 15 3akoma Poccuiickoit ®emepamuu ot 25 okrsabps 1991 r. N 1807-1 "O s3blkax Hapomos
Poccuiickoit ®enepanuun" (nanee - 3akon N 1807-1). (Begomoctu cwe3na Hapoansix aemnyratoB PCOCP u BepxosHoro Cosera
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akononarenbctBa Poccuiickort @eneparmu, 1998, N 31, ct. 3804).

SYacrs 4 crateu 91.1 ®enepanproro 3akona N 323-03 (Cobpanue 3akoHomaTenbcTBa Poccuiickor deneparum, 2011,
N 48, ct. 6724; 2020, N 29, cT. 4516).

S Yacre 4 craten 91.1 @enepansroro 3akona N 323-®3 (CoGpanne 3akoHoarenscrsa Poceniickoii ®eneparm, 2011,
N 48, ct. 6724; 2020, N 29, cT. 4516).

7 Craten 91 m 91.1 ®enepansroro 3akona N 323-03 (Cobpanne 3akoHomatensctBa Poccuiickoii ®exeparmn, 2011,
N 48, ct. 6724).

8 Yacte | crarteu 15 3akona N 1807-1 (Bemomoctu cwe3na Hapomubix aemyratoB PCOCP u BepxoBaoro Cosera
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akononarenbctBa Poccuiickort @eneparmu, 1998, N 31, c1. 3804).

9Co6paHne3aK0HoaaTenLCTBaPoccnﬁcxoﬁ(Deﬂepaunn,1999,PJ29,CT.3699;2020,PJ52,CT.8577

" Tloamynxr 5.2.169 Tonoxenus o Munucreperse (CoGpanue 3akosonatenscTBa Poccuiickoit ®deneparu, 2012,
N 26, ct. 3526; 2021, N 43, ct. 7258).

'APAHT:

Peuentypusie Omanku ¢opmbr N 107/y-HII, wmsroroBnennsie a0 1 mapra 2022 1., MOryT OBITH
UCI0JIb30BaHbI 10 1 mapra 2023 1.

IIpunoxenue N 4

K IIprkazy MHHHCTEPCTBA 3PaBOOXPAHEHHS

Poccuiickoii Peaepauuu

oT 24 Hos10ps1 2021 r. N 1094n

®opMma crienuaabHOro peuentypuoro oaanka N 107/y-HII

MUHMCTEPCTBO 3IOPAaBOOXPAaHEHUI Kon dopmel o OKV]]

Poccurickou Odenepauum MeouuuMHCKasas IOOKYMeHTalLMsa
®opma N 107/y-HII, yTBepXIeHHAad
nprukasoM MmHMCTepcCcTBa
3OpaBooOXpaHeHMsa PoccuMickom demepalnm

mTaMi MeOULIMHCKOM OpIraHM3alumn or 24.11.2021 N 1094H

PEILEIT

Cepua N N

(maTa BHIMCKU pelenTa)

(B3pOCIEM, IOEeTCKMUM — HYXHOE NOOUEPKHYTH)
damMmnmsa, MMsA, OTUECTBO (HOCJelHee — [NIPU HaJIW4dUM)
nauMeHTa
BospacT

CepMFI M HOMeEP IIoJIiMcCa 064g3aTeJIbHOT'O MEOUILIMHCKOTO CTPpaxoBaHMA
HOMep MeIUIIVHCKOM KapTEL
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daMuymsa, ¥Msa, OTUECTBO ([IOocCJienHee — I[IPU HAJIUUUU)
Jledyamero Bpauda (desnbriuepa, aKyLepKM)

[loonmuce M JIMUYHAS IIedyaThb Bpaua
(mommucek GeJspmumepa, aKyllepKM)

M.II.
damMmms, uMS, OTUYeCcTBO (IocJienHee - [OpY HaJIUUUM) u IOOINCH
YIIOJIHOMOUEHHOTO JIMlla MEOMLMHCKOM OpTaHM3alLuu

M.II.

OTMeTKa alTeuyHOM opTraHmu3aumum o6 OTIyCKe
SamMmnmsa, ¥MMS, OTUECTBO (IIOCJiemHee — MIPM HalMdMM) U HOANMCH paboTHMKA
alTeyHoOM opITaHM3alum

M.II.
Cpok IewucTBHUA pelenTa 15 nHeM

IIpunoxenue N S

K nprkazy MUHHCTepPCTBA 3iPaBOOXPAHEHH S
Poccuiickoii Penepanuu

ot 24 Hos10ps1 2021 r. N 1094n

HOpH}IOK H3roTOBJICHUSA, PACHIPEACTICHUS, PETUCTPALlUU, YUE€TA U XPAHCHHUA PELEIITOB, COACPKALIIUX
HA3SHAYCHUEC HAPKOTUYICCKUX CPEACTB UM IICUXOTPOITHBIX BEIIECTB

I. Ilopsiiok U3roTOBJIEHHS, pacipeae/IeHHs CIIeNUAJbHBIX pelenTyPHbIX 0JIaHKOB 0 (hopme
N 107/y-HII

1. Opraau3anuio U3roTOBJIEHUS U paclpeaeieHus] perenTypHbeix 0ankoB o Gopme N 107/y-HII
"CrienuanbHBId pelenTypHbI OmaHk" (manee - CHenualTbHBIA PEHEeNTYPHBI OJIaHK) OCYIIECTBIISET
MunuctepcTBo 3apaBooxpaHeHust Poccuiickoit @eaepanuu (nanee - MUHUCTEPCTBO).

2. CrenmanpHble PEHENTYPHbIE ONAHKH SBIISIOTCS 3alIUIICHHON Monurpaduyeckoil mpoayKiuei
ypoBHs "B", m3roraBnuBaemoii Ha Oymare po3oBoro 1Beta pazmepoM 10 cm x 15 cM, TOJDKHBI UMETh
CEepHI0 M HOMEp, a TakKKe COOTBETCTBOBATh TPeOOBaHMSAM, YKa3aHHBIM B Iipuka3ze MUHUCTEpCTBA
¢bunancoB Poccuiickoit @eneparuu ot 29 centsops 2020 r. N 2171 "O6 yrBepkaeHnn TeXHHUYECKUX
TpeOOBaHUI W YCIOBUW H3TOTOBJICHHUS 3alIUIICHHONH OT MOAMCIIOK HOJUrpaduyueckord MpoayKuuu"
(3apeructpupoBan  MuHucTepcTBOM rocTuiuu  Poccuiickoit  ®eneparun 16 HOs0ps 2020 r.,
peructpanonssiii N 60930).

3. B mensix opraHuzanyy M3TOTOBIICHUS U PACIPENECHUs CHEIHAIbHBIX PEUENTYPHBIX OJIaHKOB
MEIUIIMHCKUE OpraHU3allMKM, HMEIOIIME IPAaBO OCYLIECTBISATh BhbIJAUy PELENTOB HA HApPKOTHUYECKHE
CpeAcTBa WM TcuxoTponHble BemiecTBa crucka [l Ilepeunss m 3apeructpupoBaHHble B Poccuiickoi
Qenepallii B KAaueCTBE JIEKAPCTBEHHBIX TMpENapaToB Ui MEAWLMHCKOIO TpUMEHEeHHus (Janee
COOTBETCTBEHHO - MEIUIIMHCKAs OpTaHu3alus, HAPKOTUYECKUH (NMCHMXOTPOMHBINA) JIEKapCTBEHHBIN
mpenapar), COCTaBJISIFOT 3asIBKH Ha peleNITYpHbIE OJIaHKH.

4. B cpok 10 | oktssOpsi TeKymiero roja 3asBKA METUIIMHCKUX OpPTaHW3alluid Ha CIeUATbHBIC
peuenTypHble OJaHKU MPEICTaBISIOTCS:

1) MEIWIMHCKUMH OpraHU3alUsSM{, HAXOAAIIUMHUCS B BeICHUU (eAepalbHBIX OPraHOB
UCIIOJTHUTENIbHOM BJIACTH, - B COOTBETCTBYIONINE (hefiepaibHble OPraHbl HCTIOIHUTEIHLHOM BIACTH;

2) MEOUIMHCKUMHU OpraHu3alusMH, HaxOIAIIMMHCSI B BeleHUU CcyOwnekToB Poccuiickoit
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®denepannu, MEAUIIUHCKUMHU OPTraHU3AIUsIMUA MYHUILIMIIAIBHOW M YaCTHOW CHCTEM 3JIpAaBOOXPAHEHUS - B
OpraHbl HCIIOJHUTEIBHOW BilacTh cyObekToB Poccuiickoit ®denmeparuu B cdepe OXpaHbl 310POBbS
rpakJlaH, Ha TEPPUTOPUU KOTOPHIX OHU PACMOJIOKEHBI (Jajiee - OpraHbl HCIOJHUTEIBLHON BIACTH
cyowsekToB Poccuiickoi deaepanmn).

5. B 3asBKe MEIUIIMHCKON OpraHU3allii Ha CHEIHAJIbHBIC PEUEeNTypHbIe OJIaHKU YKa3bIBAIOTCS
CJEYIOLINE CBEJICHHUS:

1) cBeneHuss 0 MEOUIIMHCKOM OpraHu3alliy, MOAABIICH 3asBKy Ha CHEIUaJbHbIE PEIENTypHbIE
OytaHku (TI0JTHOE HAUMEHOBAHUE, aIPEeC MECTa HAXOXK/ICHHUS );

2) KOIMYECTBO CHEIHMAIBHBIX PEUENTYPHBIX OJIAHKOB, M3PACXOJOBAHHBIX MEIUIIUHCKOM
opranuzanuei Ha 1 sHBaps MpeAIeCTBYIONIErO roja;

3) KOJIMYECTBO CIEIUATBHBIX PEHENTYPHBIX OJAHKOB, HEOOXOAMMBIX MEIUIIMHCKON OpraHu3aiuu
Ha CIEIYIOIINM TO/I.

3asiBKa METUIIMHCKON OpraHM3aliii Ha CHeIHalbHBIC pelenTypHble OJaHKU IMOANUCHIBACTCS
PYKOBOAMTENEM MEIULMHCKON OpraHU3ali, KOTOPBIA HECET IEepPCOHAIBHYIO OTBETCTBEHHOCTh 3a
000CHOBAHHOCTD U JIOCTOBEPHOCTh YKAa3aHHBIX CBEICHHI.

6. @enepanpHble OPraHbl UCIOJHUTEIBHOMN BJIACTH, B BEACHUU KOTOPBIX HAXOIATCA MEIULMHCKUE
opranm3aiu (nanee - (eaepanbHbIe OpraHbl HMCIOJHUTEIHHOW BIACTH), W OPTaHbl HCIOIHUTEIBHON
BIIacCTH CyOBeKTOB Poccmiickoit ®enepanmui Ha OCHOBAaHWM 3asBOK MEIUIIMHCKUX OpraHU3alnid Ha
CIEIMANIbHBIE pelenTypHbIe OJIaHKH (OPMUPYIOT CBOJIHBIC 3asBKH Ha CIICIIUATIbHBIC PEIETITYpHbIC OJaHKH
U B CpOK A0 | nexalpst TeKyIIero roja NpeacTaBisioT uX B MUHHCTEPCTBO.

7. B cBOAHOM 3as1BKE HA CHeMaIbHbBIC PEEeNTypHbIE OJTaHKU YKa3bIBAIOTCS CIIEAYIOIINE CBEICHUS:

1) cBenenust o enepasbHOM OpraHe UCHOJHUTEIBHON BiacTh (OpraHe MCHOJHUTENBHOMN BIacTH
cyobekra Poccuiickoit denepanyn), mpeAcTaBUBIIEM CBOJIHYIO 3asBKY Ha CIEIHAbHBIE PELENTYypHBIC
OytaHku (TIOJTHOE HAUMEHOBAHHUE, aIPEC MECTa HAXOXKJICHHUS );

2) KOJMYECTBO CIICHUATBHBIX PEENTYypPHBIX OJAHKOB, pacHpelelIeHHbIX (eneparbHbIM OpPraHOM
WCITOJTHUTEIIbHOW BJIACTH (OpPraHOM MCTIOJHUTENBHOW BiacTu cyOwbekTta Poccuiickoii deneparuun) Ha 1
STHBAps MPEALIECTBYIOLIET0 r0/1a MKy MEAUIIMHCKUMH OpTaHU3alUsIMU;

3) KOJMYECTBO CHEHHAIBHBIX PEIENTYPHBIX OJIAHKOB, HEOOXOIUMBIX (eAepaTbHOMY OpraHy
UCTIOJIHUTENIHOW BIIACTH (OpraHy HCIIOJHUTENbHONH BiacTu cyObekra Poccuiickoit @Deneparuu) Ha
CJHEAYIOLINN TOJ1 JUIsl pacTIpeeICHUS MEXTY MEUINHCKUMU OpraHU3aLMsIMU;

4) cBemeHHS O TOABEAOMCTBEHHOW OpraHM3alMH, YINOJTHOMOYEHHOW (enepanbHbIM OpraHoM
WCIIOJTHUTEIIbHOW BJIaCTU (OpraHoOM HCIIOJTHUTENIbHOW BiIacTh cyObekTa Poccuiickoit deneparun)
OCYIIECTBIISITh TONTYYCHHE CHEIHMATBHBIX PEIENTYPHBIX ONAaHKOB OT MUHHUCTEPCTBA, WX XpaHEHUE U
BBIJIa4y MEIUITMHCKUM OpraHu3anusM (MOoJHOe HauMEHOBaHHWeE, aapec Mecta Haxoxaenws, MHH/KIIII,
OKTMO opranuzanuy, (pakTHIECKU aJpec MOCTAaBKH).

8. Ha ocHoBaHMM TMOJNly4e€HHBIX CBOJHBIX 3asBOK Ha CIELUaJIbHbIE peUenTypHble OJaHKU
MUHUCTEPCTBO €KErogHO B CPOK 10 15 sHBaps ciemyromero roaa (GopMupyeT W YTBEpHKIaeT IUIaH
pacopeneneHus CrelnualbHbIX pPelenTypHbIX OJaHKOB, B KOTOPOM OTpa)KaeTcsl TrojoBas MOTPeOHOCTH
Poccuiickoit ®enepanyu B CHENMAIbHBIX pEIHENTYpHBIX ONaHKax (Jajgee - IUJIAaH pacHpeieieHHs
MuHucrtepcTBa).

9. B miiane pacnpeaenenuss MUHUCTEPCTBA YKAa3bIBAIOTCS CICAYIONINE CBEICHUS:

1) mopsIAKOBBIN HOMED 3aMKCH;

2) nauMeHOBaHHE (enepalbHOTO OpraHa HWCIOJHUTENBHON BiacTH (OpraHa HCHOJHUTEILHON
BlacTu cyoOwekta Poccuiickoit ®eneparuu), MpEeACTaBUBIIETO CBOIAHYIO 3asBKYy Ha CIICIMAJIbHbBIC
penenTypHbie OJaHKU;

3) HeoOXOAMMOE KOJIMUECTBO CIEIUATIBHBIX PEIENTYPHBIX OJaHKOB.

10. HampaBiieHre cienanbHBIX PEHEnTypPHBIX OJAaHKOB (helepaabHbIM OpTaHaM HCTIOTHUTEIBHOM
BJIACTH, OpraHaM WCIOJIHUTEILHONH BJIacTH CyOBeKTOB Poccuiickoit denepanun OCymIeCTBISICTCS
MuHHCTEpCTBOM B KOJIMYECTBE, IPETYCMOTPEHHOM ILJIAHOM pacrpeaeneHuss MuHucrtepcTna.

11. MuHHCTEpCTBOM JOMOJHUTENBHO K KOJMYECTBY CIEUUATbHBIX PELENTYpHBIX OJaHKOB,
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NPeyCMOTPEHHOMY IUIAHOM  pacrpenesneHuss MuHuctepcTBa, (opMupyeTcs pe3epBHBIM  3amac
CIIENMANIbHBIX PELENTYPHBIX OJaHKOB B KoJudecTBe, He mpeBbimatomeM 150 000 croermuanbHBIX
pelenTypHbIX OJIaHKOB.

12. B cinyuae yBenuueHUs MOTPEOHOCTH B CIELUANBHBIX PELENTYPHBIX OslaHKaxX (eaepanbHble
OpraHbl UCTIOJIHUTEIFHON BIACTH (OpraHbl UCTIOHUTENBHON BiacTH cy0bekToB Poccuiickoit denepariim)
HaNpaB/IIOT B  MMHHCTEPCTBO CBOAHBIE 3aABKA Ha JOIOJHHUTEIBHOE KOJIMYECTBO CIIELHAIBHBIX
penentypHbix OnaHKOB (¢ 0OOCHOBaHMEM YBEIMYEHHUS MOTPEOHOCTH B CIEIHMAIBHBIX PEIENTYPHBIX
OyaHKax), KOTOpbIE MPENOCTAaBIAIOTCS MUHHCTEPCTBOM U3 PE3EpPBHOIO 3amaca CHEelHaIbHBIX
peLenTypHbIX OJaHKOB.

13. denepanbHbIC OpraHbl UCTIOTHUTEIHHOW BIACTH (OPTaHbl UCTIOJHUTEIHLHOMN BJIACTH CYOBEKTOB
Poccuiickoii @enepauuu) pacnpeensioT MOJTyuYeHHbIE CIEUalbHBIE pelenTypHble OJaHKH MEXITy
MEIMIMHCKUMHM OpraHu3alMsMH Ha OCHOBAaHMM IUIAaHOB paclpefieneHus, CGOPMHPOBAHHBIX B
COOTBETCTBHUH C 3asBKAMU MEIUIIMHCKUX OPTaHU3aIMi Ha CTIeIUalIbHbIEC pEeleNTypHbIe OJaHKH.

I1. ITopsimok perucTpanum, ydera i XpaHeHUs CHEeNHATbHBIX pelenTyPHbIX 0JIaHKOB 10 (opme
N 107/y-HII

14. MunucTepcTBO, WHBIE (enepaabHble OpraHbl HWCIOJHHUTEIBHOW BJIACTH W OpraHbl
UCTIOJIHUTENIbHOW BiacTu cyOBbekToB Poccuiickoil denepanuy OpraHu3ylOT XpaHEHHE CIEIHAIbHBIX
peuenTypHbIX OJAHKOB B IMOJABEJIOMCTBEHHBIX OpraHMU3AlMSIX, YIOJIHOMOUYEHHBIX OCYIIECTBIATH
NOJyYeHUE CIEIHANbHBIX PELENTYpHbIX OJaHKOB OT MMHHUCTEPCTBA, MX XpaHEHHE U BblIAdy
MEAMIIMHCKUM OpraHu3alusaM (Jajee - yIoJIHOMOYEHHAs OpraHu3aIus).

15. B ynosiHOMOYEHHOW OpraHU3aly U MEIUIIMHCKOM OpraHu3aluy, MOJIY4YHBILEH CIEIUAIbHbIE
peuentypHble OJaHKH, OPraHU3yeTCsl PETUCTpalMs, y4eT U XpaHEHHE CHEHHUANbHBIX pPELENTypPHBIX
OJIaHKOB.

Perucrpamus, ydyeT u XpaHEHHE pE3EepPBHOrO 3amaca CHEHUANbHBIX PELENTYpHBIX OJaHKOB
MunucTepcTBa  OCYIIECTBIAETCS  (efepalibHBIM — TOCYNAapCTBEHHBIM  OIO/DKETHBIM  YUPEKIACHUEM,
HaXOJAIIMMCS B BeJleHUH MUHHCTEpCTBA (Jjajiee COOTBETCTBEHHO, - PE3€PBHBII 3amac, M0/IBeIOMCTBEHHOE
YUPEXKIEHUE).

16. PaGoTHWK, Ha3HA4YCHHBIM TMPUKA30M PYKOBOJUTENS YIOJHOMOUYCHHOW OpraHU3aIluu
(YIOJTHOMOYEHHOM OpraHu3alMy, MOJBEAOMCTBEHHOTO YYPEKICHHS) OTBETCTBEHHBIM 32 PETHCTPALUIO,
XpaHEHHE W Yy4YeT CIHENUaJbHBIX PELENTYPHBIX OJIAHKOB (Jajiee - OTBETCTBEHHBIM paOOTHHUK), Ha
OCHOBAHMU JIOBEPEHHOCTH, O(OPMIICHHON B MOPSAJKE, YCTAHOBICHHOM 3aKOHOAATENbCTBOM Poccuiickoit
Oenepannu (C TMOAMUCHI0O  PYKOBOIUTENS  YIOJHOMOYEHHOW — opraHu3anuu  (yImOJHOMOYCHHON
OpraHu3aliy, OABEJOMCTBEHHOTO YUPEXKICHH ), [JIABHOTO OyXTrajrepa, 3aBepeHHbIX KPYTJIoi MedaThlo),
MOJTy4aeT CIelHaIbHbIE PELENTYpHbIe OJaHKH M OCYLIECTBIISIET BEJEHUE JKypHaia perucTpaluy 1 ydera
CHELMANbHBIX PEHENTYpHBIX OJaHKOB, K KOTOpoMy npuoOmaer ¢oro- u (WIKM) BHUICOMATEpHAIbI,
noATBepkaatomue Gpaxt opopMieHUs pEIENTYPHBIX OJaHKOB Ha oMYy (TIPH HAJIMYWH).

17. XKypHanm peructpauuu M yuyeTa CHEIHMAJIbHBIX PELENTYPHbIX OJNAaHKOB JOJDKEH OBITh
IIPOHYMEPOBAH, MpPOIIHYPOBaH, MMETh Ha MOCIEAHEH CTPAHULE 3allUCh, COJAEPKAILYI0 KOJUYECTBO
CTpaHHULl, IIOJHOE€ HAaWMEHOBAaHHE YIOJHOMOYEHHONW oOpraHu3auuu (MEIUIMHCKOM OpraHu3aluu,
MOJIBEIOMCTBEHHOTO  yUPEXKICHHs), a TaKkKe CKpeIJIeH TMOAMNKNChI0 PYKOBOIUTENS U Me4yaTbio
YIIOJTHOMOYEHHOM OpraHu3anuy (MEAULUHCKON OpraHu3alyy, 0IBEJOMCTBEHHOIO YUPEKACHHUS).

Kypuan perucrtpanuu M yueTa CIEUUAJIbHBIX PELENTYpHBIX OJAHKOB pPE3epBHOTO 3amaca
MunucTepcTBa CKPEIUIAETCS TaKKe MOINHMCHIO TUPEKTOpa (B CIydae €ro OTCYTCTBHS - 3aMECTHUTEINA
nupekTopa) JlemapTameHTa peryjaupoBaHUS OOpalleHHs] JEKApCTBEHHBIX CPEACTB M MEAMIIMHCKHUX
u3aenuil MuHucTepCcTBa U revarbio MuHucTepceTBa.

18. B xypHaiie peructpauuud M y4eTa CHEIUANbHBIX PELENTYpHBIX OJaHKOB YKa3bIBAIOTCS
CIIEIyIOIUE CBEJCHMUS:
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1) nopsAKOBBII HOMED 3aNUCH;

2) MpUXO0JI CTIENUATILHBIX PEIENTYPHBIX OJTAaHKOB:

a) PEKBU3UTHI U J1aTa PETUCTPALIUU TPUXOTHOTO IOKYMEHTA;

0) o01Iee KOJIMYECTBO MOCTYIUBIINX CIIEUATBLHBIX PEIENTYPHBIX OJIaHKOB;

B) cepusi U HOMEp CIIEeUATBHOTO PEIENTYPHOTO OJIaHKa;

I') KOJIMYECTBO CIENUAIbHBIX PELENTYPHBIX OJAHKOB MO Ka)KJI0M CEepHH;

1) hamumust, ©Msi, 0TYECTBO (MTOCNIEIHEE - TIPU HATMYWH) U MTONUCH OTBETCTBEHHOTO pa0OTHUKA,

3) pacxoj cenuaibHBIX PEIENTYPHBIX OJaHKOB:

a) JaTa BBIJJAYX CIICIUAIBHBIX PEIENTYPHBIX OJIAHKOB;

0) cepuu ¥ HOMEPA BBIJJTAHHBIX CIICIIMAIBHBIX PELENTYPHBIX OJIAHKOB,;

B) KOJHMYECTBO BBIJIAHHBIX CIEIUATBHBIX PELENTYpHBIX OJIAHKOB C YKa3aHHEM B CKOOKax
KOJIMYECTBA CHELMATIBHBIX PELENTYPHBIX OJJAHKOB, BBIJAHHBIX A7 OPOPMIICHUS HA IOMY;

r) Qamuius, WUMs, OTYECTBO (MOCIenHee - NPH HAIWYWH) U TOANHCH JUIA, TOJYyYUBIIETO
CHelHalIbHbIe pelenTypHbIe OJaHKU;

1) KOTMYECTBO CIEIHUATBLHBIX PELENTypPHBIX OJaHKOB, 0hOPMIICHHBIX Ha IOMY;

e) damuaus, UMs, OTYECTBO (TOCJIEAHEE - MPU HATWYMH) W TIOAMUCH JUIA, O(OPMHBIIETO
CIEIMANIbHBIE PEIENTYPHBIE OJTaHKK HA IOMY;

4) dpamunms, UMs1, OTYECTBO (TIOCTIEHEE - TPU HAJTUYHH) U MTOANUCH OTBETCTBEHHOTO PaOOTHUKA;

5) ocTaToOK CHeNHATBHBIX PELENTYPHBIX OJAHKOB.

19. CnenuanbHBIM pEENTYPHBIM OJIAHK SBISICTCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CIEIMANIBHBIX PEIENTYPHBIX OJaHKOB B MEIUIMHCKOW OpTaHHM3aIlNH JOJDKEH XPAHUTHCS B CHEIHATBHBIX
MOMEIIEHUIX, celihax WM B CHEIHAIbHO M3TOTOBJICHHBIX IIKadax, OOUTHIX OLUHKOBAHHBIM XKEJIE30M, C
HA/ISKHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemienus, ceiidpl, mkadpl, B KOTOPHIX XpaHATCS ClEUANIbHbIE PEIEeNTYpHbIE OJIaHKH, JOKHbI
OBITh 3aKpHITHI HA 3aMKH U TOCJIE€ OKOHYAHHs pabOThl OMeyaTaHbl TIEYATHIO YIOJTHOMOYECHHOMN
opraHu3anyu (MeIUIIMHCKON OpraHu3aIiy) UiIH OIJIOMOMPOBAHEI.

20. B MeIMIMHCKHX OpTaHM3alMsIX 3arac CHEIHATbHBIX PELENTYypHBIX OJNAHKOB HE IOJDKEH
MPEBBIIIATH TOJI0BOM MOTPEOHOCTH.

21. Paspemaercs BbIIaBaTh MEIUIIMHCKOMY paOOTHUKY, HMEIOIIEMY I[paBO Ha3HAYaTh
HapKOTUYEeCKUE (TICUXOTPOIHbIE) JIEKApCTBEHHBIE MpernapaThl, €IWHOBPEMEHHO He Oojiee nBaalaTH
CHEIMANIBHBIX PEIENTYPHBIX OJIAHKOB.

MeauuuHckie paOOTHUKM, BBIMUCHIBAIONIME pPEIENThl Ha HapKOTHYeCKHe (TICUXOTPOIMHBIE)
JICKapCTBEHHBIE TpemapaThl, HA OCHOBAHWHU IPHKA3a PYKOBOIUTENS MEIUIIMHCKON OpraHW3aIlii HECYT
JUYHYI0 OTBETCTBEHHOCTh 3a COXPAHHOCTb IIOJIYYEHHBIX CIIEUUATIbHBIX PELENTYpHBIX OJIaHKOB.
CrienpanbpHbIe PeleNTypHbIE OJaHKU, MOTYYCHHBIE MEIUIIMHCKIM Pa0OTHUKOM, XPAHSITCS MO/ 3aMKOM B
ceiidax, MeTaITM4YecKUX MKadax WIM METAJUTMYECKUX SIIHUKaX.

22. B MeauuuHCKOW OpraHM3aluy CO3/1a€TCS MOCTOSHHO JEHCTBYIOIIAsh KOMHUCCHS, KOTOpas He
pexe 1 pasa kBapran (IO pEUICHHIO PYKOBOJIUTENS MEAWLMHCKON OpraHM3ali BO3MOKHO 4Yalle)
OCYIIECTBIISIET MIPOBEPKY COCTOSHUSI PETUCTPALMU U Y4€Ta CIEIUATBHBIX PELENTypHBIX OJIAHKOB, B TOM
YHCclie TIyTeM CBEPKH 3amlHceil KypHalla PerUCTpallid M ydeTa CHEelMalbHBIX PELENTypHBIX OJaHKOB, C
(haKTUYECKUM HAIMYUEM CIICIHUATBHBIX PELENTYypPHBIX OJAHKOB, a TAK)KE MPOBEPKY COCTOSIHHS XPaHCHHS
CHEIHAJIbHBIX PELETITYPHBIX OJIaHKOB.

[To pe3ynbTaTaM MpPOBEPKH B KypHAJE PETHCTPAINH M YU€Ta CIEIUAIBHBIX PEIENTYPHBIX OJaHKOB
JIeJIaeTcsl 3alliCh O pe3yibTaTax MPOBEACHMSI CBEPKH JTaHHBIX, 3aKpPEIUIEHHAs MOJMUCAMU BCEX YJICHOB
KOMUCCHH WU CO3/Ia€TCs CIICIIMANLHBINA aKT MPOBEPKHU.

23. ®enepanbHble OpraHbl HCTIOJHUTEIBLHON BIACTH M OPTaHbl UCIIOTHUTEIIBHON BJIACTH CYObEKTOB
Poccuiickoit @enepanny OCYILIECTBIISIOT KOHTPOJIb 32 OpPraHM3aLMEl pPErucTpalyy, y4eTa U XpaHeHUs
CHEIHAJIbHBIX PELIENTYPHBIX 0JIaHKOB B YIIOJTHOMOUYEHHBIX OPraHU3alUsIX U MEAULIMHCKUX OpraHU3alHsIX.

24. Beimaya crenuaibHBIX pEHENTYpPHBIX OJAaHKOB M3 PE3epBHOTO 3amaca MMHHCTEpPCTBA
denepanbHBIM OpraHaM HCIOJHUTEIBHOM BIACTM M OpraHaM HCIOJIHUTENIbHOM BIIACTH CYOBEKTOB
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Poccuiickoit  ®epepamii  OCYIIECTBIISICTCS ~ OTBETCTBEHHBIM  PAOOTHHKOM  TOJIBEJOMCTBEHHOTO
YUpEXKJIEHUSI HA OCHOBAHUU peIleHUs1 00 OTMYCKe ClelraIbHBIX PEeLENTYypPHBIX 0JIaHKOB, 0(OPMIIEHHOTO B
BUJIC€ THCHbMA, MOJNUCAHHOIO IUPEKTOPOM (B Clydyae €ro OTCYTCTBUS - 3aMECTUTEJIEM JHPEKTOpa)
JlemaprameHTa peryaupoBaHus oOOpallleHusi JIEKapCTBEHHBIX CPEACTB M MEAUIMHCKUX U3IeNui
MuHnucrepersa.

[IpoBepka NesATENbHOCTH MOJBEIOMCTBEHHOTO YUPEXKICHHS MO PETUCTPALMH, YUETY U XPaHECHUIO
pEe3epBHOrO 3amaca OCYIIECTBIsETCS JlemapTaMeHTOM perylupoBaHHsl OOpaIleHUs JEeKapCTBEHHBIX
CPEACTB W MEIMIIMHCKUX wu3aenuid MuHucTtepcTBa 2 pa3za B roj He mno3gHee 20 yucima Mecsna,
CJIEAYIOLIETO 33 UCTEKIINUM MOJIYTOJIUEM.

IIpunaoxenne N 6

K nprkazy MUHHCTepPCTBA 3iPaBOOXPAHEHH S
Poccuiickoii Penepanuu

ot 24 Hos10ps1 2021 r. N 1094n

HpaBI/IJIa Oq)OpM.J'IeHI/IH pPeuenToB, COACP KAINMNX HASHAYCHUEC HAPDKOTHYECCKUX CPEACTB WIN
MNCUXOTPOIMHBIX BEIECTB, B TOM YHCJIE B (l)OpMe JICKTPOHHBIX TOKYMCHTOB

I. Opopmirenne penenta Ha OyMaKHOM HOCUTeEJIE

1. Ha peuentypubix 6mankax Gopmsr N 107/y-HIT B 1eBOM BepXHEM YTy MPOCTABIAETCS IITaMII
MEIMIIMHCKOW OpraHu3allid C YKa3aHHeM €€ IOJIHOTO HauMEHOBaHMA, aapeca W TenedoHa ¢ JaToi
BBINUCKH (1aTOi ohopMIIeHHs) pelienTa Ha JeKapCTBEHHBIH Mpernapar.

Penentypnasie Omanku (opmer N 107/y-HIT u3rotaBauBarOTCs HCKIIOYUTENHHO THIOTPA(CKUM
CIIOCOOOM.

2. Ha peuentypHbix OnaHkaX, OQOPMIISEMbIX WHIUBUAYAIbHBIMU MpPEINPUHUMATEISIMH,
UMCIOIIMMH JIMICH3UI0 Ha MEIHMIMHCKYIO JEATENIbHOCTh, B BEPXHEM JIEBOM YIJIy THUIOTpa(CKUM
CrocoOOM WJIM TyTeM NPOCTaBICHUSA IITaMmna JODKEH ObITh YKa3aH aJapec WHIAUBUAYAIbHOTO
OpeAnpuHUMaTeNsd, HOMEpP M JaTra JMLEH3WH, HAUMEHOBAaHUE OpraHa TOCYAApCTBEHHOM BIIACTH,
BBI/IaBILETO JIULIEH3UIO.

3. Peuentypusie Omanku Gopmer N 107/y-HIT 3amonHsioTcs MEIUIIMHCKHUM —pPaOOTHUKOM
YEpHUJIAMH WM IIAPUKOBOW PYUKOH.

4. lonyckaercs ohopmiieHHE BCEX PEKBU3HUTOB (3a HCKIIIOUeHHEM pekBusuTa "Tloanuck nevamiero
Bpaya (moanuch ¢enpamepa, akymepku'") pernentypHsix 0ankoB hopmer N 107/y-HIT ¢ ncnons3oBanuem
M€YaTarUIUX YCTPOUCTB.

5. B peuenryprom 61anke ¢popmbl N 107/y-HII B cTpokax "damumusi, umsi, 0T4eCTBO (TIOCTETHEE -
npu Hamuunu) nampenta” u "Bospact” yka3pIBaroTCs MOJHOCTBHIO (paMmins, UMs, OTYECTBO (TIOCIIeAHEE -
MIPY HAIMYWHN) TIAIUEHTA, €r0 BO3PaCT (KOJIMYECTBO MOJHBIX JIET).

JlomycTUMO yKa3aHHME AAaThl POXKICHUS MMalUCHTA.

6. B pentenirypaom 6anke Gopmer N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMep TojHca 0053aTeIbHOT0 MEIUIIMHCKOTO CTPaxoBaHUsA" YKa3bIBaeTCs
HOMED IOJIMCa 0053aTEIHPHOTO MEIUIIMHCKOTO CTPaXOBaHUsI MaMeHTa (MPU HAJTHYNHN );

2) B cTpoke "Homep MeAMIMHCKONW KapThl" yKa3bIBa€TCs HOMEP MEIUIMHCKON KapThl MAllMEHTA,
MOJTyYaIOLIEr0 MEIUIIMHCKYIO MOMOIIb B aMOYJIAaTOPHBIX YCIOBHSIX, MJIM HUCTOpUM OOJIE3HM MAalMEHTa,
BBINKCHIBAEMOT0 U3 MEIULIUHCKONW OpraHu3aIlui;

3) B cTtpoke "damunusi, UM, OTYECTBO (TIOCIIEIHEE - MPY HAIMYWH) Jieqalero Bpayva (¢enpamepa,
aKymiepku)" yKa3pIBaeTCs TOJHOCTBIO (DaMWIHsl, WMs, OTYECTBO (TOCNETHEE - MPH HAIWYUHM) Bpada
(benpamepa, aKyImepku), BBIACABIIECTO PELENT HAa HAPKOTUYECKUN (TMICHXOTPOMHBIN) JEKapCTBEHHBIN
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npenapar.

7. B rpade "Rp" penentyproro 6manka dopmer N 107/y-HII, yka3zeiBaercs:

1) HauMeHOBaHME  JIEKapCTBEHHOTO  Ipemapata  (MEXIyHAapOJHOE  HENaTEHTOBAaHHOE
HAaUMEHOBAaHME, TPYNIHUPOBOYHOE WJIM XHMHUYECKOE HaWMEHOBaHHE, TOProBO€ HAMMEHOBAHME) Ha
JATUHCKOM S3bIKE HWIJIM Ha PYCCKOM s3bIKe, (hopMa BBIMYCKa, JO3UPOBKA, KOJIMYECTBO (yKa3bIBaeTCA
MPOIHKCHIO Ha perientypHoM Osanke hopmbl N 107/y-HIT);

2) cnoco0 TpPUMEHEHHUsl JEKapCTBEHHOTO IpernapaTa Ha TOCYAapCTBEHHOM s3blke Poccuiickoii
@enepauu WM Ha TOCYHApCTBEHHOM si3bike Poccuiickoit depepanuu M rocy1apCTBEHHOM S3BIKE
pecnyOJIMK ¥ MHBIX s13bIKax HapoaoB Poccuiickoit denepammu 1

8. IIpu odopmiieHnn penenTypHbIX OJaHKOB 3alpeliaeTcs OrpaHnIMBaTHCS OOLIMMH YKa3aHUSIMU,
Hanpumep, "Buyrpennee", "3BecTHO".

9. Ilpu odopmienun mamueHty peuentypHoro Omanka (Gopmer N 107/y-HIT Ha HapkoTHueckuit
(ICUXOTPOIHBIN) JIEKAPCTBEHHBIN TMpermaparT B paMKaxX OKa3aHWs METUIIMHCKOH IOMOIIM TIpU
orpezieieHHOM 3a00JIeBaHUM TaKOM peLenT 3aBepsieTcs:

1) moAnuchIO U IMYHOM MevaThio Bpaya J100 MOAMUCHIO (enpamepa (aKyIIepKn);

2) meyaTbl0 MEAMIMHCKOW OpraHU3aluy, JIUOO CTPYKTYPHOTO MOJApA3JeIeHUs MEIUIUHCKOMI
opranusaiuu "l peuenrtoB”, KOoTOpas HPOCTAaBISIETCS JIMLOM, YIOJTHOMOYEHHBIM DPYKOBOAUTEIEM
MEAMIIMHCKOW OpTraHu3allud C yKa3zaHueM (aMuIuu, UMEHH, OoTdecTBa (TOcCienHee - MPU HaJIUYuu) U
IIPOCTaBJIEHUEM €T0 JINUHOU MOATHNCH.

B caywasx HeoOXxomuMocTH oGOpPMIICHHS pelenta Ha HaApKOTHYECKUNM (TICUXOTPOITHBIN)
JICKapCTBEHHBIN IIpenapar Ha JOMy B paMKax OKa3aHWsA NaUIMATUBHOM MEIMLIMHCKOM IIOMOIIU
JOTYCKaeTCsl TMpeABapUTEIbHOE 3aBEPEHUE pEeLeNTa IITaMIOM MEAWLHMHCKOW OpraHu3alllud, Me4YaTbio
MEIUIMHCKOW OpraHu3aluu JH00 CTPYKTYpHOTO TOApA3IeNeHUss METUIMHCKON opranmzauuu "Jls
peuenToB”, KOTOpas MPOCTaBISETCS JIUIOM, YIIOJHOMOYEHHBIM PYKOBOJUTENEM MEIUIIMHCKON
OpraHu3aliM, C yKa3aHueMm (aMUIuu, UMEHH, OT4ecTBa (MOCJeIHEe - MPU HAIWYMM) U MPOCTABICHHUEM
ero uyHoi noanucu. [Ipu 3ToM B )KypHaJie perucTpallii U y4eTa pelenTypHbIX OJJaHKOB B COOTBETCTBUU
¢ ITopsiikoM perucTpanyu, ydera U XpaHeHHUs CIICIHATBHBIX PELENTYPHBIX OJIAHKOB Ha HAPKOTUYECKHE
CPEJICTBA UJIM MCUXOTPOIHBIE BEIIECTBA, YTBEPKIECHHBIM HACTOSIIMM IIPUKA30M, JAETAETCsl OTMETKA O €ro
BbIJIaue 17151 0QOpMIICHHUS Ha JIOMY, a TaK)Ke OTMETKa, YAOCTOBEpPEHHAs MOANMKCHIO Bpaya JIubo ¢enpamepa
(akymepkn), oOpMHBIIETO perent, o (GakTe ero oHOpMIICHHS, KOTOPBIA MOXKET OBITh JOTIOJHUTEIHHO
HOATBEpKIeH (OTOo- U (WIN) BUACOMATEpHATIAMH.

B crtpoke "OTmeTka anTedyHOW oOpraHu3aiid o0 OTHycKe" CTaBUTCSA OTMETKA anTeYyHOMN
opranu3anuu 00 OTIMYCKE HAapKOTUYECKOTO (IICHMXOTPOIHOI0) JEKapCTBEHHOTO Ipernapara (C ykazaHHEeM
HAaUMEHOBAHMS, KOJMYECTBA OTHYLUIEHHOTO HAPKOTUYECKOTO (IICUXOTPOIMHOT0) JIEKapCTBEHHOTO
npernapara M JaThl €ro OTIIyCKa), KOTopasl 3aBepsieTCsl MOJNHMCHhI0 pa0OTHHKA anTeYHOH OpraHu3aIliH,
OTIYCTUBIIETO HAPKOTHYECKHUH (TICUXOTPOITHBIN) JICKAPCTBEHHBIN Mpernapar (C ykazaHueMm ero (GpaMuiIuu,
UMEHH, OoT4yecTBa (TOCIEqHEee - NMPU HAIWYHMM), a TaKKe KPYIJION MeyaTbio alnTeYHOW OpraHu3alvu, B
OTTHCKE KOTOPOH JTOJKHO OBITh HACHTU(PHUIIMPOBAHO MOJHOE HAUMEHOBAHHE allTEYHON OPraHU3aluH.

10. Ha onnom peuentypaom 6manke Gpopmel N 107/y-HIT pa3perraercst ocymecTBIsSTh HA3HAYCHHUE
TOJILKO OJIHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpenapara.

11. McnipaBienust B perienTe He JOMYCKAIOTCS.

I1. Odpopmienue penenrta B gopme 3JI€eKTPOHHOI O JOKYMEHTA

12. Peuent B popme 37EKTPOHHOTO TOKYMEHTA, MOJNHCAHHOTO YCUJICHHOW KBaJM(HUIIMPOBAHHOM
HJIEKTPOHHOM IOJINCHIO, (POPMUPYETCS] MEIUIMHCKUM PaOOTHUKOM, CBEAECHUS O KOTOPOM BHECEHBI B
deepanbHbIil PErHCTp MEANIMHCKAX PAGOTHUKOB *, @ TAKXKE HPH YCIOBHHM PErMCTPALMM MEIHIMHCKOM
OPTaHM3aIKK, B KOTOPOH O(GOPMIAETCS PELenT, B (efepatbHOM PEecTpe MEIHIHHCKHX OpraHH3alMii
€IMHOM rOoCy1apcTBEHHONW MH()OPMAIIMOHHON CUCTEMBI B c(epe 3paBOOXPAHEHUS U MOJKIIOUYECHUS TaKOH
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MEIUIIMHCKONW OpraHM3allii K rocylapcTBEHHOW MH(OPMAIIMOHHON cucTeMe B cepe 3apaBoOXpaHEHUs
cyobekra Poccmiickoit Oenepamu .

13. Tlo TpeOOBaHMIO MAalMEHTa WM €ro 3aKOHHOTO TMPEACTaBUTENS O(POPMIISETCS SK3EMIUIIP
peuenta B ¢opMe DSIEKTPOHHOTO JOKyMEHTa Ha OyMaXHOM HOcUTene ¢ oTMerkoir "JlyOmukar
AJIEKTPOHHOI'O JOKYMEHTa".

" Yacre | craten 15 3akona Poccuiickoii ®exeparun or 25 okrsiops 1991 r. N 1807-1 "O s3blkax HapoIoB
Poccutickoit ®enepanun” (manee - 3akod N 1807-1). (Bemomoctu che3aa mHaponusix gemyratoB PCOCP u Bepxosroro Coseta
PCOCP, 1991, N 50, ct. 1740).

2Yacrs 4 crateu 91.1 ®enepanproro 3akona N 323-03 (Cobpanue 3akoHonaTenbcTBa Poccutickor deneparum, 2011,
N 48, ct. 6724; 2020, N 29, ct. 4516).

3Yacrs 4 crateu 91.1 ®enepanproro 3akona N 323-03 (Cobpanue 3akoHonaTenbcTBa Poccuiickor deneparum, 2011,
N 48, ct. 6724; 2020, N 29, cT. 4516).

* Crateu 91 u 91.1 ®enepanproro 3akoHa N 323-03 (Cobpanue 3akoHonmatenscTBa Poccuiickoit ®enepannu, 2011,
N 48, cT. 6724).
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