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[Tpuxa3z MunucrepctBa 3apaBooxpanenus P® ot 24 Hos16ps 2021 r. N 10941 "O6 yrBepxkaenuu Iopsaka
Ha3HA4YeHMsI JIEKAPCTBEHHBIX MPEnapaToB, GopM perenTypHbIX OJaHKOB HA JIEKAPCTBEHHBIE NPENnaparhl,
[Topsnka opopmieHHsl yKa3aHHbIX OJIaHKOB, UX y4eTa U XpaHeHUsl, HopM OJIaHKOB pELENTOB,
coJieprKalliX Ha3HAaYeHHE HAPKOTUUYECKUX CPEICTB UIIU IICUXOTPOIHBIX BellecTs, [lopsnka nx
M3TOTOBJIEHMS], paclpeiesIeHus], perucTpalum, yuera u XpaHeHus, a tTaxxe [IpaBun opopmienus 01aHKOB
pelenToB, B TOM 4uciie B GopMe 3JIEKTPOHHBIX JOKYMEHTOB"

B cootBercTBuM ¢ mynkrom 16 wactu 2 crateu 14 degepanpHoro 3akona ot 21 Hosiops 2011 r.
N 323-®3 "OO6 ocHOBax oOxpaHbl 310poBbsi TrpaxknaH B Poccuiickoit ®Denepanuu" (Cobpanue
3akoHoaarenbcTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2017, N 31, cr.4791), nyukrom 2
cratbu 26 ®enepanpHoro 3akoHa OT 8 sHBapa 1998 r. N 3-®3 "O HApKOTUYECKUX CpPEACTBAX U
ncuxotrponHeix BemecTBax" (Cobpanue 3akononarenbcTBa Poccuiickoin ®eneparuu, 1998, N 2, cr. 219;
2017, N 31, cr. 4791), noanyakramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 IlonoxxeHuss 0 MUHUCTEPCTBE
3npaBooxpaHeHuss Poccuiickorn  @enepauuu, yTBEPXKACHHOIO  rocraHosineHueM lIpaBurenscTBa
Poccuiickoit ®enepanmu ot 19 wumrons 2012 1. N 608 (Cobpanue 3akoHOmareabcTBa Poccuiickoi
®enepanuu, 2012, N 26, cr. 3526; 2015, N 23, cr. 3333; 2017, N 52, cr. 8131; 2021, N 43, ct. 7258),
IIPUKa3bIBAIO:

1. YTBepauTs:

ITopsinok Ha3HAYEHHUS JIEKAPCTBEHHBIX MIPENApaTOB COTIACHO IprokeHno N 1;

(dopMBbI perienTypHbIX OJaHKOB Ha JIEKApCTBEHHBIE MpenapaThl COrJIacHo MpuiiokeHno N 2;

[Topsimox odopmiieHHs] pelenTypHbIX OJIAaHKOB Ha JIEKapCTBEHHBbIE IIpernaparbl, UX YydeTra HU
XPaHEHMs COrIacHo npunoxennto N 3;

¢dopmbl  OaHKOB  peLENTOB, COJEpXAlMX Ha3Hau€HHEe HApKOTHMUYECKUX CPEACTB MU
MICUXOTPONHBIX BEUIECTB, COIIACHO NPUII0KEHNIO N 4;

[Topssmok  M3rOTOBIIEHUS, pACIPEAEICHUs, PETUCTPALlMK, Yy4YeTa W XPAaHEHUsA PpELENTOB,
CoJIepKalliuX Ha3HAYeHHE HAPKOTUYECKUX CPENICTB WJIM NMCUXOTPOMHBIX BEIIECTB COIVIACHO TPUIIOKEHUIO
N 5;

[IpaBuna odopmieHHs] peuenToB, COAEPXKALIUX Ha3HAUEHUE HAPKOTHYECKUX CPEJCTB WIH
IICUXOTPOITHBIX BEILIECTB, B TOM YHCIIE B POpPME IIEKTPOHHBIX JOKYMEHTOB COTJIACHO NMPMIIOKEHNIO N 6.

2. [Ipu3HaTh yTpaTUBIIUMU CHILY:

npuka3 MunucrepctBa 3apaBooxpaneHust Poccuiickoit ®enepannn ot 1 asrycra 2012 r. N 54n
"OO0 ytBepxkaeHun (Gopmbl OJAHKOB PEIENTOB, COJASPKAIIMX HAa3HAUEHHWE HAPKOTHUYECKUX CPENICTB WIIU
IICUXOTPOIHBIX BEUIECTB, MOPSAAKA UX U3TOTOBJICHHUS, PACIIPEAECIICHU, PETUCTPALINY, YUETa U XpaHEHMS], a
Takke npaBuil odopmiieHus" (3apeructpupoBan MunucrepcTBoM roctunnu Poccuiickoit @enepanuu 15
asrycra 2012 r., peructpanuonssiii N 25190);

npuka3z Munuctepcersa 31paBooxpanenus Poccuiickoit @eneparuu ot 30 utons 2015 r. N 3851 "O
BHECEHUHM M3MEHEHMI B IpuKa3 MuHHCcTepcTBa 3ApaBooxpaneHus Poccuiickoir @enepanuu ot 1 aBrycra
2012 r. N 541 "OO0 ytBepkaeHun (GopMbl OJTAHKOB PEIENTOB, COJEPKAIMMX HAa3HAYCHHE HAPKOTHUYECKUX
CPEJCTB WM IICUXOTPOIMHBIX BEIIECTB, MOPSAIKA UX U3TOTOBJICHUS, paCIPEACICHUs, PETUCTPALIMH, YUeTa U
XpaHEHUus, a Takke IpaBui odopmiieHus" (3aperucTpupoBaH MuHHCTEPCTBOM IocTUIMU Poccuiickoit
Oeneparun 27 Hos0ps 2015 r., peructparnronusiit N 39868);

npuka3 Munucrepcrsa 3npaBooxpanenus Poccuniickoit @enepanun ot 21 anpens 2016 r. N 2541
"O BHeceHHMH HM3MEHEHMH B npuka3 MunucrtepctBa 3apaBooxpaHeHus Poccuiickoit ®@enepanuun ot 20
nexadbps 2012r. N 11751 "OO yTBepkaeHUHM MOpsSAKAa Ha3HAYEHHs] M BBINHUCHIBAHUS JIEKapCTBEHHBIX
IpenapaToB, a Takke GopM perenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE MTPENapaThl, MopsaKa ohopMIeHUs
yKa3aHHbIX OJAaHKOB, MX YyuyeTa M XpaHeHus" u mpuwiokeHne N2 K mnpuxkazy MuHHCTEpCTBa
3npaBooxpanenust Poccuiickoit ®@enepauuu ot 1 aBrycra 2012r. N 541 "OO6 yTtBepkaeHudn (HOpMBI
OJIaHKOB PELIENITOB, COAEpKAIUX Ha3HAUEHUE HAPKOTHYECKUX CPEJCTB MJIU TCHUXOTPOMHBIX BELIECTB,
NOpsIIKa MX W3TOTOBJIEHMS, PACHpPElEICHUs, PEruCTpallM, Y4eTa M XpaHEHMs, a TaKKe IpPaBUiI
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opopmiieHus" (3apeructpupoBad MuHHCTEpCTBOM rocTUIMU Poccmiickoit @eneparuu 18 utons 2016 1.,
peructpanonHblii N 42887);

MYHKT 4 U3MEHEHH, KOTOphIe BHOCITCS B HEKOTOPBIE MpHKa3bl MUHUCTEPCTBA 3/1paBOOXPAHEHUS
u coumanbHOro passurus Poccuiickor @Pepepanmu u MunucrepcrBa 3apaBooxpaHeHus Poccuiickoin
Qenepaliii MO0 BompocaM OOpallleHus JIEKApCTBEHHBIX IPENapaToB, COJEPKAIIMX HAPKOTHYECKHE
CPEICTBa, IICUXOTPOIIHbIE BEUIECTBA W MX HPEKYpPCOPbl, M JEKAPCTBEHHBIX CPEICTB, IMOAJIEKALIUX
MPEIMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEP)KICHHBIX TIpuKa3oM MHUHHCTEPCTBA 3ApaBOOXpPaHEHUS
Poccuiickoit @enepauun ot 31 okrsadps 2017 r. N 882u (3apeructpupoBan MUHHCTEPCTBOM FOCTUIUH
Poccutickoit ®enepanuu 9 ssuBaps 2018 r., peructpanuonusiii N 49561);

npuka3 MuHucTepeTBa 31apaBooxpaHeHust Poccuiickoit @enepanuu ot 11 pexabps 2019 r.
N 10211 "O BHecenuun m3ameHeHuil B npuiioxeHus N 2 u 4 Kk npukazy MUHUCTEpPCTBA 3/IpaBOOXPaHEHUS
Poccuiickoit ®@eneparuu ot 1 aBrycra 2012 1. N 541 "OO yTBepxkaeHuu (opMbl OJaHKOB PEIEITOB,
COJIepKallMX Ha3HAYeHHUE HAPKOTUYECKHX CPEJCTB WM TCHUXOTPOMHBIX BELIECTB, MOpSAKa HX
W3TOTOBIICHHS, PACHPEACICHUs, PETUCTPAIlM, Y4eTa WM XPaHEHWs, a TakkKe MpaBuia odopmieHHus"
(3apeructpupoBan  MuHuctepctBoM roctuimu  Poccuiickoit  ®Depepanmm 28  saBaps 2020 r.,
peructpanonHslii N 57293);

npuka3 MuHHCTEpCTBa 37paBooxpaHeHust Poccuiickoit @denepamuu ot 8 oktsaops 2020 r. N 10761
"O BHeceHuu usMeHeHudl B llopsaok perucrpanuu, yyera M XpaHEHMs CIELMAIbHBIX PELENTYpPHBIX
O0laHKOB HAa HApKOTUYECKHE CpEICTBA WM IICUXOTPOIIHBIE BEIIECTBA, YTBEPXKICHHBIA MPUKA30M
MunuctepctBa 31paBooxpaHeHust Poccuiickoit  ®epepamuu ot 1 aBrycra 2012r. N 541"
(3apeructpupoBad MuHucTepcTBOM tocTunuM  Poccuiickoit  ®enepammu 13 HosiOpst 2020 r.,
peructpanronssiii N 60898);

npuka3z MuHucTtepcTBa 3apaBooxpanenus Poccuiickoit ®enepaunu ot 14 supaps 2019 r. N 41 "O6
YTBEP)KACHUM TOpSAJKAa Ha3HAUEHUs JIEKapCTBEHHBIX IIpenaparoB, (OopM peLenTypHbIX OJaHKOB Ha
JICKapCTBEHHBIE TIpenaparbl, Mopsaka o(OpMIICHHS yKa3aHHBIX OJaHKOB, HMX yd4eTa U XpaHeHus"
(3apeructpupoBan  MunucrepctBom toctunuu  Poccuiickoit  ®denmeparuum 26 mapra 2019 r.,
peructpanroHHbiiit N 54173);

npuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit @enepanuu ot 11 gexabps 2019 r.
N 10221 "O BHeceHuM M3MEHEHUN B IpuKa3 MuHucrepcrsa 3npaBooxpaneHust Poccuiickoit denepanun
ot 14 suBaps 2019 r. N 41 "OO6 yTBepKI€HUU MOPSAKA Ha3HAYCHHS JICKAPCTBEHHBIX IMpernapaToB, Gopm
peLenTypHbIX OJIAHKOB Ha JIEKapCTBEHHBIE INpenapathl, HOpsiika oQOpMIICHHs yKa3aHHBIX OJIaHKOB, UX
ydyera ¥ XpaHeHus" (3apeructpupoBaH MuHuUCTEpcTBOM toctuiiuu Poccuiickoit ®Denepanuu 28 sHBaps
2020 r., peructpaunoHHbiii N 57292);

npuka3 MunucrepcTBa 3apaBooxpanHenust Poccuiickoit @enepaunn ot 8 oktaopst 2020 r. N 10751
"O BHECEHMH MU3MEHEHMH B MOPSIOK Ha3HAUEHUS JIEKAPCTBEHHBIX IIPENapaToB, YTBEPKACHHBIN IPUKa30M
Munucrtepctsa 31paBooxpanenust Poccuiickoit @eneparuu ot 14 stuBapst 2019 r. N 41" (3apeructpupoBan
MunucrepctBoM toctuimu Poccuiickoit @eneparun 22 nexadpst 2020 r., peructparonssii N 61695);

nyHKT 3.8 MHCTpyKUMU O MOpsAKE BBHIMUCBHIBAHUS JIEKAPCTBEHHBIX MpPENnapaTtoB U OQOpPMIICHHUS
peLenToB M TpeOOBaHHMN-HAKIATHBIX, YTBEPXKICHHOM MprkazoM MHHHCTEpCTBA 3/ApPaBOOXPAHEHUS U
cormanbHOTo pa3sutus Poccuiickoit deneparuu ot 12 depans 2007 r. N 110 "O nopsinke Ha3HAYCHUS U
BBIMMCBIBAHUS ~ JIEKAPCTBEHHBIX  IPENapaTos, U3JIeNMA  MEOUIMHCKOTO  Ha3HA4YeHHUs U
CHEIHMAIM3UPOBAHHBIX MPOIYKTOB JiIeYeOHOTO MHUTAaHMS" (3aperucTpupoBaH MUHUCTEPCTBOM HOCTHIIMH
Poccuiickoit @enepanuu 27 anpens 2007 r., peructpanioHHblil N 9364);

npuka3 MuHUCTEPCTBA 3ApaBOOXPAHEHUS U COLMAIBHOTO pa3BuTus Poccuiickoit ®eneparuu ot 17
mass 2012r1. N 562 "OG6 ytBepxkiaenuun Ilopsiaka orTmycka (U3MYECKHM JIMLAM  JIEKApCTBEHHBIX
[penapaToB A METUIMHCKOTO MPUMEHEHHUs, COAEpKalluX KPOME MalIbIX KOJMYECTB HAPKOTUYECKHX
CpPEZCTB, IICUXOTPOIHBIX BEIIECTB M UX MPEKYPCOPOB JApyrue (hapMakoIOrnyeckre akTUBHbIE BelecTna"
(3apeructpupoBan  MwunucrtepcTBOoM  foctunmu  Poccmiickoit  ®enepammm 1 wrons 2012 r,
peructpaunoHHbi N 24438);

MTYHKT 2 U3MEHEHUH, KOTOphIe BHOCITCS B HEKOTOPBIE MpHKa3bl MUHUCTEPCTBA 3/1paBOOXPAHEHUS
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U comuaidbHOro pa3utus Poccuiickoi @eaepanuu, YTBEPXKACHHBIX IpUKa3zoM MHUHHCTEPCTBA
3apaBooxpanenust Poccuiickoit  ®enepanuu  or 10 wurons 2013 r. N 369 (3apeructpupoBaH
MunucrepctBoM roctuninu Poccuiickoit @eneparuu 15 urons 2013 1., peructpannonubiii N 29064);

npuka3z MunucrepcTBa 3npaBooxpanenus Poccuiickoit ®enepanun ot 21 asrycra 2014 r. N 4651
"O BHECEHMU HU3MEHEHUH B MOPAJIOK OTIyCKa (PU3MYECKUM JIMIAM JIEKapCTBEHHBIX IMpernaparoB Ui
MEAMIMHCKOTO NPUMEHEHUs, COAEpXkAIIUX KPOME MajblX KOJMYECTB HAPKOTUYECKUX CPEICTB,
NCUXOTPOMHBIX BEUIECTB W HX MPEKypcoOpoB Jpyrue (apMakoJOTHYecKHe aKTHUBHBIC BEIIECTBA,
YTBEPKICHHBI INPHUKa30M MMHHUCTEPCTBA 31paBOOXPAHEHUsS M COLMAIBHOIO pa3Butus Poccuiickon
Oenepannu ot 17 mas 2012 1. N 562H" (3apeructpupoBaH MHUHHCTEPCTBOM IOCTHIMHM Poccuiickoit
Oeneparun 10 cerrabps 2014 r., peructpanuonusiii N 34024);

IIYHKT | M3MEHEHUH, KOTOPbIE BHOCITCS B HEKOTOPBIE NMPUKa3bl MUHUCTEPCTBA 3/1paBOOXPAHEHUS
u coumanbHOro passurusa Poccuiickon @enepaumu u MunHucTepcTBa 3apaBooxpaHeHust Poccuiickont
®denepanum, YTBEPKICHHBIX Mprukazom MuHucTepcTBa 3/ipaBooxpaHeHust Poccuiickoit @enepanuu ot 10
centsiops 2015 r. N 634 (3apeructpupoBan MunuctepctBoM toctunun Poccuiickoit ®enepaunn 30
ceHTsa0ps 2015 r., peructpanronnbiii N 39063);

IIYHKT 3 U3MEHEHUH, KOTOpbIE BHOCITCS B HEKOTOpbIE MpHKa3bl MUHUCTEPCTBA 3/1paBOOXPAHEHUS
U counanpbHoro passutus Poccuiickoin Pepepaunn u MuHHCTEpcTBa 3ApaBooxpaHeHust Poccuiickoit
@enepanii 10 BompocaM OOpallleHHsl JIEKApCTBEHHBIX IPENapaToB, COJEPIKALUX HApPKOTUYECKUE
CpelncTBa, ICUXOTPOMHBIE BEIIECTBA U HMX IPEKYpCOPOB, U JIEKAPCTBEHHBIX CPEACTB, MOJIEKAIINX
PEIMETHO-KOJIMYECTBEHHOMY YYETy, YTBEP)KICHHBIX IpuKa3oM MUHHCTEPCTBA 3/1paBOOXpPaHEHUs
Poccuiickoit ®enepanun ot 31 oktsadps 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHIIUU
Poccuiickoit @enepanuu 9 suBaps 2018 r., perucrpanuonssiii N 49561).

3. Peuentypusie Omanku (opmbr N 107/y-HII, u3rotoBneHHbIe A0 AHS BCTYIUIGHUS B CHITY
HACTOSALIEro MpUKa3a, MOTYT ObITh MCIIONIb30BaHbl 10 1 mapta 2023 roja.

4. Hacrosmuii npuka3 Bcrynaet B cuiny ¢ 1 mapra 2022 r. u geiictByert no 1 mapra 2028 r.

Munuctp M.A. Mypaiiko

3apeructpupoBano B Muntocte PO 30 nHos6ps 2021 r.
Peructpanmonssiit N 66124

IIpunoxenne N 1

K nprka3y MHUHHMCTEPCTBA 31PaBOOXPAHEHHUS
Poccuiickoii Penepanuu

oT 24 nosiops 2021 r. N 1094u

HOpﬂ[[OK HasHAYCHHUSA JICKAPCTBCHHLIX IPeEnapaToB

1. O01Iue mos10KeHus

1. Ha3naueHue JE€KapCTBEHHBIX MpPENAapaToB s MEOUIMHCKOrO IpUMEHEHUs (naiee -
JIEKapCTBEHHbIE IIpEnaparhbl) OCYLIECTBISETCS JedallluM BpadoM, (erabamepoM, akylepkoil B ciydae
BO3JIOKEHUSI HA HUX IIOJHOMOYMI JIeyallero Bpadya, IOpPH OKa3aHUM MEAUIMHCKOW IIOMOIIU B
MEJMIMHCKMX OPraHU3alusaX |, B IOPsI/IKE, YCTaHOBJIEHHOM IIPHKa30M MUHUCTEpPCTBA 31paBOOXPAHEHHUS 1
couuanpHoro pa3sutus Poccuiickoit denepanuu ot 23 mapta 2012 r. N 2521 "OG6 ytBepxkaenuu Ilopsnka
BO3JIOKEHUSI Ha (henpAlepa, aKylepKy pyKOBOJUTENIEM MEIWLMHCKON OpraHu3alyy MpU OpraHu3aluu
OKa3aHUs NEPBUYHOM MEIMKO-CAHUTAPHOM MOMOIIM M CKOpOM MEAUIMHCKOW IOMOIIM OTHAEIbHBIX

GyHKIHIA JIeyaliero Bpava 1mo HermoCcpeJACTBEHHOMY OKa3aHUI0 MEIUIIMHCKOM TTOMOIIY MallUeHTY B IEPUO.T
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HaAOJIO/IEHUsI 32 HUM W €ro JICYEeHHUs, B TOM UHMCJIE MO HAa3HAYEHHUIO M MPUMEHEHUIO JIEKapPCTBEHHBIX
[IPEnapaToB, BKJIIOYas HAPKOTUUYECKUE JIEKAPCTBEHHBIE INpEnaparbl M IICUXOTPOIHBIE JIEKApPCTBEHHbIE
npenapathl" >,  UHIMBUAYaIbHBIMM  HPEANPUHUMATENSAMM,  OCYIIECTBJIAIOIMMH  MEIMIMHCKYIO
JESATEIILHOCTH (JJajiee - METUIIUHCKHE PAOOTHUKH).

MenuuuHckuii paOOTHUK, O(GOPMUBIIMN pEHEnT C HapyIIEHWEM HACTOSILEro MOopsiaKa, WIN
PYKOBOJUTENb MEAUIIMHCKON OpraHU3allii 00ECIeUnBalOT CBOEBPEMEHHOE ITepeoGopmIIeHHE TpeOyeMoro
JUISL TIallMEHTa pelenTa.

2. CaeneHuss O Ha3HAYCHHOM JIEKAPCTBEHHOM Ipenapare (HaMMEHOBAHHME JIEKAPCTBEHHOIO
npenapara, JO3HpPOBKA, CIOCOO BBEIEHUS U NPUMEHEHHS, PEKHUM JO3UPOBAHUS, MPOIOHKUTEIHHOCTh
JeyeHust 1 000CHOBaHME Ha3HAUCHHSI JISKAPCTBEHHOTO MpernapaTa) BHOCATCS MEUIIMHCKAM PaOOTHHKOM B
MEAMIMHCKYIO TOKYMEHTAIMIO MallueHTa.

B cinyuasx, ykaszaHHbiX B nyHkTax 8-11 Hactosmero Ilopsnka, MeOuUIUMHCKUN paOOTHUK,
HA3HAYMBIIMNA JIEKAPCTBEHHBINA IpemnapaTr, oQopmiiseT Ha3HAuUEHUE JIEKApCTBEHHBIX IPENapaToB, B TOM
YyHClie TOJUIEKAIMX H3TOTOBJIEHHUIO M OTIYCKY ANTeUYHbIMM OpraHu3alusMu (Jajnee - JIEKapCTBEHHbIE
npenapaTsl WHIAUBUAYAIBHOTO M3TOTOBJICHMS), HA pELENTypHOM OjaHke, opopMIIEHHOM Ha OyMaKHOM
HOCHUTEJIE 32 CBOEH MOAMKCHIO (Jjajiee - peuent Ha OyMa)XHOM HOCHTele), U (WIM) C cOoryiacus marueHTa
WIH €ro 3aKOHHOTO MpeJCTABUTENs  Ha PELEeNTypHOM OnaHKe B (OpME JIEKTPOHHOIO NOKYMEHTa C
UCTIOJI30BaHUEM YCHIJICHHON KBaTM(PUIMPOBAHHOW 3JIEKTPOHHON MOINNCH MEAMIMHCKOro pabOTHHKA
(manee - peuent B popMe dIIEKTPOHHOTO TOKYMEHTA).

Penient B (opme 3IEKTPOHHOTO JOKYMEHTa, COACPKAIIMK Ha3HAuUCHHE HAPKOTHUYECKUX CPEICTB
WIM TICUXOTPOIHBIX BEILIECTB, IMOAMUCHIBACTCS C MCIOJIb30BAaHUEM YCHUJICHHON KBaTU(UIIUPOBAHHOM
AIIEKTPOHHOM TOIHKCH JICHAIIeTo Bpada WK (esbIimepa, aKylmepku, Ha KOTOPBIX BO3JIOXKEHBI (PYHKIUU
Jleyaliero Bpaya, i COOTBETCTBYIOIIEH MEMIIMHCKON OpraHu3auy .

Odopmienue perentoB B popMe 3JIEKTPOHHBIX JOKYMEHTOB OCYILIECTBIISICTCS B CIIy4yae MPUHITHS
YIOJTHOMOYEHHBIM OpraHOM HCIIOJHHUTEIBHOM BiIacTu cyobekra Poccuiickoit denepanuu B COOTBETCTBUU
¢ nyuktoMm 4 crarbu 6 @enepanpHoro 3akoHa ot 12 ampens 2010r. N 61-®3 "O6 oOpauenuu
JNIEKapCTBEHHBIX CPEACTB" > pelleHHss 00 WCIONb30BAHUM Ha TEPPUTOPHU CyObekTa Poccuiickoii
@enepalii Hapsily € peLENTaMu Ha JIEKapCTBEHHbIE IpernapaTsl, O(GOpMIEHHBIMH Ha OyMa)KHOM
HOCHUTENle, PpEeLENTOB Ha JIEKApCTBEHHBbIE Ipenaparbl, CHOPMUPOBAHHBIX B (OpPME 3SJIEKTPOHHBIX
JIOKYMEHTOB.

3. llpn BBIMKMCKE MaMEHTa W3 MEIULMHCKOM OpraHu3alud, B KOTOPOM €My OKa3blBaJlach
MEAMIIMHCKAas TOMOIb B CTAllMOHAapHBIX YCIOBUSX, NpPU HEOOXOIUMOCTH MPOJODKEHHUS Ipuema
JIEKapCTBEHHOTO Ipernapara B aMOyJIaTOPHBIX YCIOBHSX JJAHHOMY HAallMEHTY MO PEIIEHUI0 PYKOBOAUTEIS
MEAMIMHCKONW OpraHu3allii Ha3HAyaroTcs ¢ 0pOopMIIEHHEM perenTa B (opMe 3IEKTPOHHOTO TOKYMEHTA U
(unu) Ha OyMa)kHOM HocuTene (3a UCKII0YeHHEeM O(pOpPMIIEHHs PELENTOB Ha JIEKapCTBEHHbBIE MPENapaThl,
NOJUIeXKaIe OTIYCKY OECIUIaTHO WM CO CKHMJKON) JUOO BBIJAIOTCS (MALMEHTY WIH €ro 3aKOHHOMY
IPEJCTaBUTEII0) OJHOBPEMEHHO C BBIMUCKOW M3 HUCTOpPUM OOJIE3HM JIEKAPCTBEHHBIE MpenapaTrhl, B TOM
YUCJ€ HApKOTUYECKHE M ICHXOTPOIHBIE JIEKAPCTBEHHBIE IIpenaparbl, BHeCeHHble B crucku [I m III
NEPEYHs] HAPKOTUYECKUX CPECTB, ICUXOTPOIHBIX BELIECTB U X IIPEKYPCOPOB, MOAJIEKAILNX KOHTPOJIIO B
Poccuiickoit ®esepamuy, yTBepskaeHHOro IlpaButenbcTBoM Poccuiickoit @enepauuu © (namee -
[lepedens), cuIbHOACHCTBYIOIIHE JIEKAPCTBEHHbIE MTPENapaThl, Ha CPOK MpHeMa MALUEHTOM JI0 5 JTHEH.

4. Ha3naueHue JIeKapCTBEHHBIX MIPENapaToB IMpPH OKa3aHUM MEIUIUHCKON IMOMOIIM B
CTAlIMOHAPHBIX YCIOBHUAX MOXKET OCYIIECTBIIATHCS MOCPEACTBOM TPeOOBaHUN METUITMHCKON OpraHU3aIiH,
HaIpPaBJIIEMBIX B allTEUHbIE OPraHU3ALNHU, SBIISIFOIINECS CTPYKTYPHBIMU MOAPA3/ICICHUSIMH MEIULUHCKON
opraHusanuu. ’

5. Haznauenwe JekapCTBEHHBIX IMPENapaToB OCYIIECTBISETCS MEAUIIMHCKUM PAOOTHUKOM TIO
MEXIyHapOJAHOMY HENAaTEHTOBAHHOMY HaMMEHOBAHUIO, & IIPU €r0 OTCYTCTBHM - TPYNIIUPOBOYHOMY WIIU
XUMHYECKOMY HAaUMEHOBaHHIO. B  ciaywyae OTCYTCTBHA  MEXAYHapOJHOTO  HEMAaTEHTOBAHHOTO
HAaUMEHOBAHMUS W TPYNIHMPOBOYHOIO WJIM XMMHUYECKOTO HAWMEHOBAHUS JIEKAPCTBEHHOI'O IIpernapara
JIEKapCTBEHHBIN Mpernapar Ha3HAYaeTCsl MEIUIIMHCKUM paOOTHUKOM 10 TOPrOBOMY HamMeHoBaHHIo. [Ipu
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HAJIMYUKA MEIUIMHCKUX MOKa3aHUM (MHIMBUAYyaJIbHAs HENEPEHOCUMOCTh, 10 KM3HEHHBIM MOKa3aHMSIM)
0 PEIICHUIO BpauyeOHONW KOMMCCMH MEIMIMHCKOM OpTraHM3alluu® OCYIIECTBJIAETCS Ha3HAYeHHE M
oopMmieHHe Ha3HAYEHMs JIEKApCTBEHHBIX IPENapaToB, HE BXOAALIMX B CTaHAAPThl MEAMLMHCKOM
IIOMOIIY, Pa3pabOTaHHbIE B COOTBETCTBUH ¢ IyHKTOM 14 crathu 37 DenepanpHoro 3akoHa N 323-®37,
WIA HE HNPEIYyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHHYECKOH pekoMeHaauueid, aubo MO TOProBbIM
HaMEHOBaHUsAM. PemieHne BpaueOHOH KOMHCCHM MEIUIIMHCKON opranumszauuu (ukcupyercs B
MEIUIMHCKON JOKYMEHTAIMM NallMeHTa U B )KypHaJle BpaueOHO KOMUCCHH.

Ecnmu npu oOkazaHMM NAalUMEHTy MEAMIMHCKOM IIOMOINM B MEJULMHCKONW OpraHu3aluu B
CTALlMOHAPHBIX YCJIOBUSAX IO PpEIIEHUI0 BpaueOHOM KOMHCCHM OCYLIECTBISIOTCS Ha3Hau€HUE U
IIPUMEHEHHUE JICKAPCTBEHHOT'O IIpernapara ¢ KOHKPETHBIM TOPrOBBIM HAMMEHOBAaHUEM, TO IIPU OKa3aHUU
JaHHOMY MALMEHTY MEIULIUHCKOM IOMOLIIM B HMHOM MEIUIMHCKOM OpraHM3allid B CTAalMOHAPHBIX
YCIOBHAX, @ TaKKe B aMOYJIAaTOPHBIX YCIOBHSX OCYLIECTBISIETCS Ha3HAYCHHE €My JIEKapCTBEHHOTO
Tpernapara ¢ TeM e TOProBbIM HAUMECHOBAHUEM ',

6. Ha3naueHue JIeKapCTBEHHOTO Iperapara B perente Ha OyMa)kHOM HOCHUTENE WM pelenTe B
(GopMe 3IEKTPOHHOrO0 JOKyMEHTa O(QOopMIIseTcs Ha HMMs MalUeHTa, sl KOTOpOro IpeaHa3HaueH
JIEKapCTBEHHBIN IIpenapar.

Penent Ha OymaxkHoM HocuTene, oGopMIEHHBIH Ha peuentypHom Omanke dopm N 107/y-HII,
N 107-1/y, N 148-1/y-88, N 148-1/y-04(1), yTBepKI€HHBIX HACTOSIIIIUM MPHUKA30M, MOKET OBITh MOIyUYCH
HAllMEHTOM, €r0 3aKOHHBIM IIPE/CTaBUTEIEM WM JIMLOM, UMEIOIUM O(GOPMIECHHYIO B COOTBETCTBHM C
IPaKIAHCKUM 3aKkoHoAarenscTBOM Poccuiicko @epepanuv JOBEPEHHOCTh OT IMAIMEHTAa HA IIPABO
HOJIyYEeHHUs TAKOTO peLenTa (anee - ynoJIHOMOYEHHOE JIUIIO).

[IpencraBieHne NOBEPEHHOCTH HE TpeOyeTcs B Cilydae IMOJyYeHHs pelernTa Ha JIEKapCTBEHHBIN
npenapar JJis HHKypaOeabHOro O0JIBHOIO Ha 3aBEpIIAOLIEM 3Tale ero KU3HU JIMILIOM, OCYILIECTBISIFOIUM
yXOXl 3a TaKMM HWHKypaOelabHBIM OOJbHBIM. B Takom cirydae MeIWUIMHCKHI paOOTHUK BBHIJACT JIMILY,
OCYILECTBIISIOLIEMY YXOJ 32 MHKYpaOelbHbIM OOJIbHBIM, JOKYMEHT, MOATBEPKIAIOIMI HHKYpabeabHOe
COCTOSTHUE OOJIBHOTO, COJEpKaIllMii CBEIEHUs O JIMle, KOTopoe OylIeT NoydyaTh JIeKapCTBEHHBIE
npenapatsl o penenty (pamMuius, UMs, OTYECTBO (IOCIeHEe - TPU HAIWYHUHN), BUJI, CEpHsl U (MJIM) HOMEp
JIOKYMEHTA, YJO0CTOBEPSIONIEro JNYHOCTh), 3aBEPEHHBIA MOJANUCHI0 U MEYaThIO JAaHHOTO METUIMHCKOTO
pabOTHUKA, a TAaKXKe MeYaThl0 METUIIMHCKON OpraHu3aluy.

JIOKyMEeHT, NOATBEP)KIAOUINI HMHKYpaOeIbHOE COCTOSIHUE OOJBHOIO, OCTAaeTCsi B aNTEYHOMH
OpraHM3alIH.

Peuent B gopme 37€KTPOHHOrO JOKYMEHTa (OPMHUPYETCS C MCHOJIB30BaHUEM TOCYJapCTBEHHOM
MH(POPMALIMOHHOM cuCTeMbI B cepe 3apaBooxpaHeHus cyobekTa Poceuiickoit deaepannu, MeTUIIMHCKON
MH(OPMAIIMOHHON CUCTEMBbI MEULMHCKON opranusauu '

@akT BBJAYM peUenTa Ha JIEKapCTBEHHBINM IIpemnapaT 3aKOHHOMY HPEICTABUTENIO HWIN
YIOJHOMOYEHHOMY JIHUIY (PMKCUPYETCS B MEAUIIMHCKOW JJOKYMEHTAIMH MTallUEHTa.

7. MeauuuHcKUM pabOTHUKAM 3ampeniaercss opopMIIATh PELEenThl MPU OTCYTCTBUU Y TMallMeHTa
MEJMIMHCKMX MOKA3aHUii; Ha He3aperucTpUPOBAHHbIE JIeKApCTBEHHbIE Mpenaparhl |~; Ha JeKapCTBEHHBIE
npenaparsl, KOTOpble B COOTBETCTBUM C MHCTPYKIMEN 1O MEAMIIMHCKOMY IPUMEHEHUIO NPEIHA3HAUEHBI
JUISl TPUMEHEHUS TOJIBKO B MEIUIIMHCKUX OPTaHM3alMAX; HA HAPKOTHYECKHUE CPEJICTBA M MCUXOTPOITHbIE
BelleCTBa, BHeceHHble B crucok [l IlepeuHs, 3aperucTpUpoOBaHHBIE B KAueCTBE JIEKAPCTBEHHBIX
IIPEnapaToB, B LEIAX NPUMEHEHUS IS JIEUEHUST HAPKOMaHUU.

NuauBuayanbHbIM — MPEANPUHUMATENSAM, OCYILECTBISIIOIIMM  MEOUIMHCKYIO  JESTEIBHOCTD,
JOTIOJIHUTENIBHO K TpeOOBaHMSIM, YKa3aHHbIM B a03alle NEepBOM HACTOSILEro IyHKTA, 3alpeliaercs
o(popMIIATH pelenTsl Ha HApKOTHYECKUE CPEJCTBA M NMICUXOTPOITHBIE BELIeCTBA, BHECEHHBIE B crivcku [ u
IIT Tlepeuns (nmanee - HapKOTHYECKHWE M IICHUXOTPONHBIE JieKapcTBeHHbIE npenapatsl cnuckoB II u III
[lepeuns).

8. Ilpm Ha3HaueHWM HAPKOTUYECKMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IpemnaparoB crucka I
[lepeuns, 3a MCKJIIOUYEHUEM JIEKAPCTBEHHBIX IPENAPAaTOB B BMJIE TPAHCACPMANIbHBIX TEPANEBTHUUYECKUX
CUCTEM M JIEKAPCTBEHHBIX IIPENApaTOB, COAEP)KAMIMX HAPKOTMYECKOE CPEICTBO B COYETAaHMM C
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AQHTaroHUCTOM OIMHUOMJIHBIX PELENTOpPOB, pEeUEenThl Ha OyMaXHOM HocuTene OoQOpMISIOTCS Ha
peuentypHoM 6manke Gpopmbsl N 107/y-HIT.

9. Penentypusriii 61ank Gpopmer N 148-1/y-88 odopmisieTcs mpu Ha3HAYECHUHU:

1) HapkoTHYECKUMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenaparoB cnucka Il Ilepeuns B Buze
TpaHCIEPMAJbHBIX TEPAEeBTHUECKUX CUCTEM, HAPKOTHYECKHX JICKapCTBEHHBIX IMpernaparoB crucka I
[lepeunsi, conepkaliux HAPKOTUYECKOE CPEACTBO B COUYETAHUM C AHTAarOHUCTOM OIMOUJHBIX PELIENITOPOB,
MICUXOTPOIHBIX JIEKAPCTBEHHBIX npenaparoB crrcka (11 Tlepeuns;

2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPKAILNX:

a) KOJEWH WM ero coiu (B IMepecueTe Ha YHCTOE BEIIECTBO) B KojuuecTtBe 10 20 mr
BKJTIOYHMTENBHO (Ha | 103y TBepnoii iekapcTBeHHOW (popmbl) min B KomudecTse 10 200 MI BKIIOUUTEBEHO
(ra 100 mu1 wm 100 1 KuAKOM JIeKapCTBEHHOUW (OPMBI /1711 BHYTPEHHETO TPUMEHEHUS );

0) mnceBmoddenpuHa THAPOXJIOPHI B KoimuyecTBe, mpeBbimamomeM 30wmr, u mo 60 mr
BKJIFOUMTENIBHO (Ha 1 103y TBEPIOH JIeKapCTBEHHON (hOPMBI);

B) rmceBmod(denprHa THAPOXJIOPUJ B KoJM4ecTBe, mpeBbimammeM 30wmr, u mo 60 mr
BKIJIIOUUTENBHO B COYETAHHH C JEKCTpOMETOp(haHOM THUAPOOPOMUIIOM B KOJIUYECTBE, MPEBBIIIAIOIIEM
10 mr, 1 10 30 Mr BKIIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU (OpMBbI);

r) Aekcrpometropdana ruapodpomua B kosmmuectse 10 200 mr BximtounteabHo (Ha 100 Mo nmu 100
T KUJIKOH JIEKapCTBEHHOW (POPMBI JIJIsl BHYTPEHHETO MTPUMEHEHHS);

1) a3deapuHa TUAPOXJIOPHI B KotruecTBe, npesbiaroniemM 100 mr, u 10 300 Mr BKIIOYUTEIBHO (HA
100 mut mimm 100 T KuAKO# IeKapCcTBEHHON (OPMBI TSl BHYTPEHHETO TPUMEHEHN );

e) osbdenpuna ruApoxJIOpUA B KomumdectBe 10 S50 Mr BKIOUMTENBbHO (Ha 1 103y TBepaoi
JIEKapCTBEHHOUN (POPMBI);

) (EHWINPOMAaHONIAMUH B KOJMYECTBE J0 75 Mr BKIOUWTelnbHO (Ha | 103y TBepaoi
nexkapctBeHHOU ¢Gopmbl) unu 10 300 mr BrmrountenbHo (Ha 100 Ma uimm 100 T KUAKON JI€KapCTBEHHOU
(dbopMBI 7151 BHYTPEHHETO TPUMEHEHHUS );

3) (enobapOUTam B KOJWYECTBE O 15 MI' BKJIIOYUTEIHHO B COUETAHWU C KOJIEMHOM (WJIH €ro
COJISIMM) HE3aBUCUMO OT KoJMuecTBa (Ha 1 03y TBepAoi JiekapcTBEHHON (opMBbl);

u) ¢enobapbutan B koaumyectBe a0 20 MI BKJIIOUYMTEIBHO B COYETAaHMM C 3(PEAPUHOM
THJIPOXJIOPUIOM HE3aBUCUMO OT KoJimdecTBa (Ha 1 103y TBep1oif JekapcTBEHHOH (popMBI);

K) XJIOpP/IMa3eNoKCU]l B KOJIMYecTBe, npesblmaomeM 10 mr, u 1o 20 Mr BriIrounTenbHo (Ha 1 o3y
TBEPJI0 JIEKapCTBEHHOU (hOpMBI);

3) nexapCTBEHHBIX MpENnapaTroB WHAUBUIYaJIbHOIO HM3TOTOBJIEHHUS, COJIEPXKALIUX HAPKOTUYECKOE
CPEACTBO MJM INCUXOTponHoe BemiecTBo criucka I Ilepeuns, u apyrue (apmakoraornyeckue akTHBHBIE
BElIleCTBa B JI03€, HE MPEBBILIAIONIEH BBICIIYIO pPa30BYI 103y, U TPU YCIOBUH, YTO OTOT
KOMOMHUPOBAHHBIM JICKApCTBEHHBIM Ipernapar He SBIAETCS HAPKOTUYECKMM WM TCHUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaToM crucka Il [lepeuns;

4) nexapCTBEHHBIX IpENapaToB, BKIIOYEHHBIX B I[€pPEUeHb JIEKAPCTBEHHBIX CPEACTB JUIS
MEAMIIMHCKOTO MPUMEHEHHUS, MOUIekKAIINUX TPEIMETHO-KOJIMUYECTBEHHOMY YUEeTy (J1ajnee - IeKapCTBEHHbIE
Tpenaparhl, BKIIOYeHHbIe B HepeueHs IIKY) 1%,

10. Pentenitypusiit 61ank Gopmer N 148-1/y-04(11) opopmisieTcss mpu Ha3HAYCHUH JIEKAPCTBEHHBIX
IpenapaToB rpaXkaaHaM, UMEIOLIMM MPaBO Ha OECIIaTHOE MOJIY4YEeHHE JIEKAPCTBEHHBIX MPENapaToB MU
MOJTyYeHHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM.

11. Peuentypusiii 6mank dpopmsr N 107-1/y opopmisiercs npu Ha3HAUECHUU:

1) nekapcTBEHHBIX IPENapaToB, HE YKa3aHHBIX B MyHKTax 8, 9 HacTosmero [lopsaka;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COACPKALIUX:

a) JproTaMMHa THAPOTApTpPaT B KOJWYECTBE A0 S5 MI BKIIOYHTENBbHO (Ha 1 103y TBepaoit
JIeKapCTBEHHOM (popMBI);

0) a¢enpuna ruapoxiopua B koaudectse 10 100 mr BxmrounTenpHo (Ha 100 Mo wm 100 T Kuakoi
JIeKapCTBEHHOM (POPMBI 11 BHYTPEHHETO IPUMEHEHUS);

B) miceBaod(enpruHa THAPOXJIOPU B KOJIWYECTBE, HE mpeBbimaronieM 30 mr (Ha 1 mo3y TBepmoit
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JIEKapCTBEHHOU (OpMBI);

r) mcesnoddeapuHa THIPOXJIOPHA B KOJIMYECTBE, HE mpeBbimaromeM 30 Mr, B COYETAaHHH C
JeKCTpoMeTophaHoM TuApoOPOMHUIOM B KolMuecTBe, npesbimaromeM 10 mr, 1 10 30 Mr BKIFOUUTEIIBHO
(Ha 1 703y TBEpIOi JTEeKapCTBEHHON (POPMBI);

1) JeKcTpoMeTopdaHa TIHIpoOpoMu7I B KolMyecTBe, mnpesbimaromeM 10mr, m go 30 mr
BKJTIOYHMTENBHO (Ha 1 103y TBEpaOH JIeKapCTBEHHOM (HOPMBI);

e) ¢enobapObuTan B KomuyecTBe, npepbimaromem 20 mr, u 10 50 Mr BKIOUMTENHHO (Ha 1 103y
TBEP/IOH JIeKapCTBEHHOU (popmBbl);

K) (enoOapbutan B kosnmyectBe A0 20 M BKJIIOYUTEIBHO B COYETAHUU C HProTAMUHOM
THJIPOTapTPAaTOM HE3aBUCHMO OT KoJnuecTBa (Ha 1 103y TBepoi JiekapcTBEHHON (OpMBI);

3) XJOpAMa3enoKcu] B KoiuuecTse 10 10 Mr BKIrOUMTENbHO (Ha 1 103y TBepaOH JeKapCTBEHHOM
dbopmsbl).

12. IIpu Ha3HAYEHUM JICKAPCTBEHHOI'O Mpenapara MHAMBUAYAIBHOIO W3rOTOBICHUS B peLenTe Ha
OyMaXHOM HOcHTele U (MJIH) perente B popme 3JICKTPOHHOTO JTOKYMEHTa HANMEHOBAHUS JICKAPCTBEHHBIX
cpeAcTB (BemiecTB), BKIOUeHHbIX B nepeueHs IIKY, ykaspiBaioTcs B Hadaje pelenra, 3aTeM - Bce
OCTaJIbHbIE UHTPEAUEHTHI.

13. Ilpu Ha3HAuYe€HUM JIEKAPCTBEHHOIO Ipernapara B peuente Ha OyMaKHOM HocuTene U (MJIu)
peuente B (opMe BIEKTPOHHOIO JIOKYMEHTa 3allpeIlaeTcsi IPEeBbIIIATh KOJIMYECTBO HAPKOTHYECKHX
CPEACTB WJIM NICUXOTPOIHBIX BELIECTB, KOTOPOE MOXKET ObITh BBIIMCAHO B OJIHOM PELEIITE, YCTaHOBIEHHOE
npuioxkenueM N 1 k Hacrosmemy llopsanky, 3a HCKIIFOYEHHEM CIIy4daeB, YKa3aHHBIX B IyHKTax 15 u 24
Hacrosero [Topska.

14. Ilpu Ha3HAYEHUH JIEKAPCTBEHHBIX MIpENapaToB, BKIOUEHHBIX B niepeueHb [IKY, no3a koropbix
IPEBbIIAET BBICHIMKA OJHOKPATHBIM NpUEM, MEIULMHCKMA pabOTHUK 00O03HayaeT 03y 3TOro
JIEKapCTBEHHOI'O Ipenapara B pelente Ha OyMaKHOM HOCHUTENE IPOIMNUCBI0 C IPOCTAaBIECHUEM
BOCKJIMIIATEJIBbHOIO 3HAKAa M (MJIM) MPOCTABISIET BOCKIMLATENBHBIA 3HaK NpU O(GOPMIIEHHMH peLenta B
dbopmMe PIEKTPOHHOTO JTOKYMEHTA.

15. KonnyecTBo Ha3HAUYEHHBIX JIEKAPCTBEHHBIX IIPENapaToB, BKIOUEHHBIX B nepedeHsb [IKY, mpu
OKa3aHUU IMalMeHTaM, HYJAAl0IKUMCS B JJINTEIbHOM JICUEHUH, IEPBUYHON MEANKO-CAaHUTAPHON ITOMOIIHU
U NAJTMATUBHONW MEIUIIMHCKOM MOMOIIM MOXET OBITh YBEJIWYEHO C YUYETOM KIMHHUYECKUX PEKOMEHIAlni
He Oojiee yeM B 2 pa3a MO CPaBHEHUIO C KOJIMYECTBOM HAPKOTUYECKUX CPEJCTB MM MCUXOTPOMHBIX
BEIIIECTB, KOTOPOE MOXKET ObITh BBIMHMCAHO B OJHOM pEIeNTe, YCTaHOBIEHHBbIM INpuioxkenuem N 1 K
Hacrosmemy [lopsaaxy.

B ciydasx, npeaycMOTpeHHBIX ab3alieM MepBbIM HACTOSIIEro MMyHKTa, Ha pelenTax Ha OyMakHOM
HOcUTeJe Mpou3BoANUTCA Haamnuch "I[lo crnenmanbHOMY Ha3HAu€HUIO', OTAENBHO 3aBEPEHHAs IMOANUCHIO
MEIUIUHCKOr0 pabOTHUKA M Me4YaTbi0 MEAMIMHCKOM opranuzauuu "[lyis peuenToB", Ha penentax B
dbopMe DIEKTPOHHOTO JOKyMEeHTa mpou3BoauTcs otMmerka "[lo cmnemuanbHOMY Ha3HadYeHHIO" C
IPOCTaBJICHUEM YCHJIEHHON KBATM(DPULIHUPOBAHHOM 3JIEKTPOHHOM MMOIITHNCH MEAULIUMHCKOTO pabOTHHUKA.

16. CoctaB neKapCTBEHHOTO Mperapara, JeKapcTBeHHas ¢opma M oOpalieHue METUIIMHCKOTO
paboTHHKa K (hapMalleBTUYECKOMY paOOTHHKY 00 OTIYCKe JIEKapCTBEHHOTO Mpernapara Ha OyMa)KHOM
HocuTese OQOPMIISIIOTCSI Ha JaTMHCKOM MJIM PYCCKOM SI3bIKE B POJUTEIBHOM MaJeXe, 3a UCKIIOYEHHEM
oopmieHHs peenToB B GopMe IEKTPOHHOTO JOKYMEHTA, OCYIIECTBISIEMOTO Ha PYCCKOM SI3bIKE.

[Ipu odopmieHun peuenTypHbIX OJAHKOB JIOMYCKAaeTCs HCIOJIb30BAaHHE  COKpAIleHUN
(mpunoxenne N 2 x Hactosiemy Ilopsinky).

[Ipy Ha3HaueHUM JIEKAPCTBEHHOI'O IIpernapaTa HE JOIMYCKaeTCsl COKpaIleHHe HauMeHOBaHUI
MHIPEANEHTOB, COCTABIISAIOIINX JIEKAPCTBEHHBIN NIpenapaT, He MO3BOJISIONINX YCTAHOBUTh, KAKOH UMEHHO
JIEeKapCTBEHHBIH Mpenapar Ha3HayeH.

17. Crioco® nmpuMeHeHus JeKapCTBEHHOTO IMpernapara 0003HavaeTcs ¢ yKa3aHUeM IyTH BBEJCHMUS,
JI03bl, YaCTOTHI, BpPEMEHHU IMpHeMa OTHOCUTEIbHO CHAa (YyTpOM, Ha HOYb) U €ro JJIUTENIbHOCTH, a JUIs
JIeKapCTBEHHBIX MPENapaToB, B3aUMOICHCTBYIOUIMX C MULIEH, - BpeMEHH UX YIOTPeOIeHUs! OTHOCUTENBHO
npueMa IUIIH (10 €Ibl, BO BPEMsI €JIbl, TIOCIIC €IbI).
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18. Ilpr HEOOXOAMMOCTH HEMEIJIEHHOTO WJIM CPOYHOTO (B TEUCHHE JBYX pabOUYMX JTHEH) OTITycKa
JICKapCTBEHHOTO TpenapaTa MaueHTy B BEpXHEeH yacTu peuenta Ha O0yMa)XHOM HOCHUTENE POCTABISIOTCS
o6o3HaueHus "cito" (cpounHo) wim "statim" (HeMeUIeHHO). AHAJIOTMYHBIE 0003HAYCHUS MPOCTABIISIOTCS B
BUJIE OTMETOK NP 0(OPMIICHHH pelienTa B (hopMe 3JIEKTPOHHOTO TOKYMEHTA.

19. IIpu opopmiieHnn Ha3HAYEHHS TOTOBOT'O JIEKAPCTBEHHOT'O Mpenapara B perente Ha OyMaxHOM
HOCUTENIE WM penente B (opMe 3JICKTPOHHOTO JOKYMEHTAa KOJIMYECTBO JICHCTBYIOUIMX BEIIECTB
YKa3bIBae€TCS B COOTBETCTBMM C HMHCTPYKIHEH IO MEIUIUHCKOMY HPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara. JonmycTUMO yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX IIPENAPATOB CUCTEMHOIO JEHUCTBUSA (IS
PE30pOTHBHOTO MpHEMa) B TBEPJBIX JEKAPCTBEHHBIX (popMax (Harpumep, TaOJIeTKH, TTOPOIIKH, KAIICYJIbI)
KaK COJEp)KaHUE OJHOTO0 MJIM HECKOJIBKMX JEMCTBYIOLIMX BELIECTB B €AMHMIIAX Macchl (B IpaMMax,
MuuMrpammax). JlomycTuMo ykas3blBaTh JTO3UPOBKY JIEKAPCTBEHHBIX IPENapaToB CUCTEMHOTO JACHCTBUS
(U1 pe30pOTUBHOTO MPUMEHEHHS) B HKHUJIKUX JICKAPCTBEHHBIX (hopMax (Hampumep, pacTBOPHI, CyCIIEH3UN)
KaK COJep’KaHUE OJHOTO0 WM HECKOJIbKMX JEHCTBYIOIIMX BEIIECTB B €IMHHUIIAX MAacCchl Ha E€IMHUILY
o0bema (HarmpuMmep, MIJDTUTPaMM/MILTHIATP) ¢ YKa3aHHUEM O0IIero o0beMa JICKapCTBEHHOH OPMBL.

[Tpu odopmieHUr Ha3HAuUEHUS JIEKAPCTBEHHOrO Mpernapara WHAWBHIYaTbHOTO W3TOTOBJICHHS B
penente Ha OyMa)KHOM HOCHTEIIE WM pelenTe B (opMe IEKTPOHHOTO JOKYMEHTa KOJINYECTBO TBEPIIBIX H
ChIMyunx (apMaleBTUUECKUX cyOcTaHuui ykasbiBaetcss B rpammax (0,001; 0,5; 1,0), xumkux - B
MUWUTMINTPaX, TpaMMax U Karsx.

20. Peuentsl Ha OymMa)kHOM HoOcHTeNe, B ¢opMe 3JIEKTPOHHOTO JOKYMEHTa, O0OpMIICHHbIE Ha
peuentypHom Omanke ¢dopmbl N 148-1/y-88 w mnpenHasHayeHHbIC MJIS OTHYCKA JIEKAPCTBEHHBIX
IpenapaToB, MPEAYCMOTPEHHBIX MojanyHkramu 1-3 nynkra 9 Hacrosmero Ilopsaka, AelicTBUTENbHBI B
TedyeHue 15 gHel co aHA opopMIeHHUS.

21. Peuentsl Ha OymMa)kHOM HocHTeNe, B ¢opMe 3JIEKTPOHHOTO JOKYMEHTa, O0OpMIICHHbIE Ha
peuentypaoMm Onanke Qopmbl N 148-1/y-04(;1) u npenHa3HadyeHHBIC JUIsI OTIyCKa JIEKAPCTBEHHBIX
mpenapaToB TpaxkaaHaMm, ykazaHHbIM B nyHkte 10 Hacrosimero Ilopsiaka, aeiictBurenbHbl B TeueHue 30
JHEH co aHs 0OpMIIEHMS], 32 UCKIIIOUEHUEM clyyaeB 0(OpMIICHHS pPEleNnTa B COOTBETCTBUU C ITyHKTAMU
38 u 39 nacrosmero [lopsaka, pu KOTOPBIX OH JEWCTBUTENEH B TeUeHue 15 qHel co AHS 0pOopMIIeHHS.

22. Peuenthl Ha OyMa)kHOM HOCHTENE, B (OopMe 3JIEKTPOHHOTO JOKYMEHTa, OOpMIIEHHbIE Ha
peuentypHoM Omanke (opmvbel N 148-1/y-04(;1) u mnpenHa3HaueHHbIE JUIsL OTIYCKa JIEKapPCTBEHHBIX
IpenapaToB rpakJaHaMm, JOCTUTIIMM [EHCHOHHOIO BO3pacTa, HHBalIMJIaM NEpBOM  TpYMNIbI,
NEeTAM-UHBAIUAAM, a TaKKe TpakKAaHaM, CTPAJarolUM XPOHMUYECKUMM 3a00JI€BaHUSAMH, TPEOYIOUIMMHU
JUINTETIBHOTO KYPCOBOTO JIEUEHHUs, JAeWcTBUTENbHBI B TeueHue 90 nHeill co nHA odopmiieHus, 3a
UCKJIIIOYEHHEM CIIy4aeB, yKa3aHHbIX B InyHkrax 38 u 39 Hacrosmero Ilopsaka, mpu KOTOpBIX OH
JeUCTBUTEIIEH B TeueHue 15 aHel co qusa odhopmIleHus.

Jis nedeHWst XPOHUYECKUX 3a00J€BaHMN YKa3aHHBIM KaTeropusM TIpaxJaH JEKapCTBEHHBIE
npenaparsl ¢ OOPMIIEHHEM DPELENITOB Ha OyMa)XHOM HOCHUTEJE WM PELENTOB B (OpME FJIEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3Ha4yaTbCsl Ha Kypc jedeHus 10 180 nuei.

23. Peuentsl Ha OymMa)kHOM HOcHTeNEe, B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O0OpMIIEHHbIE Ha
peuentypHoM Omanke (Gopmvel N 107-1/y u nmpeqHasHaueHHbIE JUIS OTITyCKa JISKAPCTBEHHBIX MPENapaToB,
NpeaycMOTpeHHbIX NyHKTOM 11 Hactosimero Ilopsnka, neWcTBuTeNnbHb B TeueHue 60 aHEH co IHS
oopmieHus.

[Ipy Ha3HaueHUM TOTOBBIX JIEKAPCTBEHHBIX IMpPENapaToB M JIEKAPCTBEHHBIX IpernapaToB
UH/IMBUYaIbHOTO M3TOTOBJICHUS MallM€HTaM C 3a00JIeBaHUSAMH, TPEOYIOIIMMHU JUIUTEIBHOTO KypCOBOTO
jedeHus1, ¢ opopmiieHueM Ha penentypHoM Omanke Gopmel N 107-1/y penenta Ha OyMa)kHOM HOCHUTEIE
WK B OpME 3JEKTPOHHOTO TOKYMEHTa YCTaHABIMBAETCS CPOK JEHCTBUS pelernTa B Impeaesax 10 OJHOro
roja.

B ciywae ycraHoBieHMs cpoka JEHCTBHS pelenTa B Mpefesax OO0 OJHOIO roja B peLenTe
npousBoauTcs Haanuck: "[lo crnenmanbHOMY Ha3HaueHHUIO", 00O3HAYaeTCsl CPOK JEHCTBUS pelenta u
NEPUOANYHOCTh OTIYCKA JIEKapCTBEHHBIX IIPENApaTOB U3 allTE€YHOW OpraHW3alMi WX WHIWBUIYaIbHBIM
NpeanpuHUMATENeM, HMMEIONUM IMIEH3MI0 Ha (apMalleBTHUECKYIO esATeNbHOCTh ' (ekeHeneNnbHo,
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€KEMECSIUHO M MHbIe Nepuoabl). JIONOJHUTENBHO 3TO yKa3aHHME 3aBepsieTcs MOANUCHI0 MEIUIMHCKOIO
paboTHUKA, a TaKXKe MMeYaThi0 MEIUIIMHCKON opranm3anmu "J{ns peuentoB" (s perenta Ha OyMaKHOM
HOCHUTEJIC) WIH YCUJICHHOW KBaTU(UIIMPOBAHHOM SJIEKTPOHHON IOJIMUCHI0 MEAUIMHCKOIO pabOTHHKA U
JMIa, YIOJHOMOYEHHOIO 3aBEPATh JOKYMEHTHl OT MMEHU MEAMIMHCKOW OpraHM3aluu (Uisl pelenta B
dbopmMe IEKTPOHHOTO JTOKYMEHTA).

24. Penentbl Ha JEKapCTBEHHBIE Ipemnaparhl, BKJItOueHHble B IrepeueHb IIKY, nnsg neuenus
[AIMEHTOB ¢ XPOHUYECKUMHU 3a00JIeBaHUAMU MOTYT O(hOPMIIAThCA Ha Kypc jiedeHus 10 60 nHeil.

B cnyuae, xorga kypc jedeHus cocrasisieT Oosee 30 gHEH, AONOJHUTENBHO B pELENTaX Ha
OyMa)xHOM HocuTene npousBoauTcss Haanuch "Ilo crenuanbHOMY Ha3Ha4YeHHUIO", 3aBEpEHHAs MOAINUCHIO
MEIUIUHCKOrO0 pabOTHUKA M TEYaThbi0 MEAMIMHCKOW opranm3auuu "[ljis peuenToB", Ha peuentax B
dbopMe SIEKTPOHHOTO JOKyMEHTa Mpou3BoauTcs oTMmerka "[lo crnenwalbHOMY Ha3HAuYCHHUIO" C
IPOCTABJICHUEM YCHUJICHHON KBaTM(PUIMPOBAHHON SJIEKTPOHHON IOINNCH MEAMIMHCKOTO pabOTHHKA H
JMLIA, YIIOJTHOMOYEHHOTI'O 3aBePATh JOKYMEHTBl OT MMEHU MEIUIIMHCKOM OpraHu3anuy.

25. Peuent Ha OymMakHOM Hocuteiae B (OpME 3IIEKTPOHHOIO JIOKYMEHTa, O(QOPMIIEHHBIN C
HapyIlIEHUEM yCTaHOBJIEHHbIX HacTosiuM [lopsakom TpeGoBaHuil, cuuTaeTcs He1eHCTBUTEIbHBIM.

I1. HaznaueHnue JIEKAPCTBCHHLIX NpenapaToB IPU OKa3aHun MeIUIMHCKOI MOMOILHU B
CTAIMOHAPHBIX YCJI0BUAX

26. Ilpu okxa3zaHuUM MALKMEHTY MEIUIMHCKOM IMOMOLIM B CTAalMOHAPHBIX YCJIOBUAX Ha3HAUYEHUE
JIEKapCTBEHHBIX NPEnapaToB IPOU3BOAUTCS 0Oe3 oQopMIIeHHs pelenTa MEIUIMHCKAM pPaOOTHUKOM
€IMHOJINYHO, 32 UCKJIIIOUEHUEM CIIy4aeB, YKa3aHHBIX B IyHKTe 27 HacTosmero [lopsaka.

27. CornacoBaHME Ha3HA4YCHMs JIEKAPCTBEHHBIX IIPENapaToB C 3aBEIyIOLIMM OTACICHUEM WU
OTBETCTBEHHBIM JISKYPHBIM BPayOM JIMOO JPYTUM JIMIIOM, YITOJTHOMOUYEHHBIM MPUKA30M TJIABHOTO Bpaua
MEIMIMHCKON OpraHu3allui, a TakXke, NPU HAIWYMM, C BPauoM - KIMHUYECKUM (apMaKoIorom
HEO0OXO0JUMO B CIyYasix:

1) 0THOBpEMEHHOI'0 Ha3HAUEHUsI MATH U O0JIee JIEKapCTBEHHBIX MPENnapaToB OAHOMY HalUEHTY;

2) Ha3HAuYEeHUS JIEKapCTBEHHBIX MIPENapaToB, HE BXOIALINX B IIEPEeUCHb )KU3HEHHO HEOOXOUMBIX U
Ba)KHEHINMX JIeKApCTBEHHBIX MpPENapaToB °, HpU HETUNHYHOM TEYeHUH 3a00J1eBaHUs, HAIMYMH
OCJIO)KHEHUH OCHOBHOTO 3a0oseBaHusl M (WIM) COMYTCTBYIOIIMX 3a00jieBaHUM, NpU Ha3HAuYECHUU
JIEKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOJCHCTBHS M COBMECTUMOCTH KOTOPBIX COIJIACHO
UHCTPYKLUHUSAM [0 HMX MPUMEHEHHIO TPUBOAIT K CHIDKEHHIO 3(QexkTUBHOCTH U 0E€30MacCHOCTH
dapmakoTepanuu 1 (WIK) cO34at0T NOTEHIMATIBHYIO ONMACHOCTb JUIS *KU3HU U 30POBbS MallUEHTA.

B ykazaHHBIX ciayyasx Ha3Hau€HUE JIEKAPCTBEHHBIX MPENapaTtoB (PUKCUPYETCS B METUIIMHCKOM
JOKYMEHTAllUM TMAalleHTa W 3aBepsAeTcsl MOJMUChI0 MEAMLIMHCKOro pabOTHHKAa U  3aBEeAyHOIEro
OTJIelIeHneM (OTBETCTBEHHOTO JIEKYPHOTO Bpada Wi JIPyroro ynoJHOMOYEHHOTO JIULA).

28. MeauuuHCKUN paOOTHUK MEIUIIMHCKON OpraHu3aluu (ee CTPYKTYpHOTO MOJpa3/esIeHus),
pacroJiO)KEHHOM B CEIbCKOM HACEJIEHHOM IYHKTE, OCYIIECTBIISIET Ha3HAaYeHHE JIeKapCTBEHHBIX
IIPENapaToB B CiIy4asX, yKa3aHHBIX B TyHkTax 27 u 29 Hacrosmero Ilopsaka, eAMHONMYHO.

29. Tlo pemenuto BpaueOHONW KOMHCCHH TAlMEHTaM TPH OKA3aHWH UM MEIUIIMHCKOW MOMOIIHU B
CTAllMOHAPHBIX YCJIOBHUAX HA3HAYAIOTCSl JIEKAPCTBEHHBIE IIpENapaThl, HE BKIIOUEHHBIE B IIEPEUCHb
KU3HEHHO HEOOXOAMMBIX M Ba)KHEWIIUX JIEKAPCTBEHHBIX IIPErapaTroB, B clydyae HX 3aMEHbl H3-3a
MHAWBUYyaJIbHON HETIEPEHOCUMOCTH, 110 JKU3HEHHBIM ITOKa3aHUSM.

Pemenne BpaueOHOW KOMHUCCHHM (DHUKCHUPYETCS B MEIUIIMHCKOM JOKYMEHTAl[Md TNalleHTa |
KypHaJe BpaueOHOI KOMUCCHU.

30. B ciyuasx oOcienoBaHus U JIEYEHHS TpakJaHWHA B CTAllMOHAPHBIX YCIOBUSAX B paMKax
IPEIOCTABIECHUS MEAUIIMHCKUX YCIYT HAa BO3ME3IHOM OCHOBE 3a CUET JINYHBIX CPEJCTB IPaXaaH, CPEACTB
IOPUAMYECKUX JIMI[ U UHBIX CPEACTB Ha OCHOBaHUM JIOTOBOpPA, B TOM YHUCIE JOTOBOpa J10OpPOBOJBLHOTO

MCIUIIUHCKOI'0 CTPAaXOBaHUA 16, €My MOTYT OBLITH Ha3HAYEHEI JICKApCTBCHHLBIC NIPCIIapaThl, HC BXOAAIINC B
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MEPCUCHb KU3HCHHO HGO6XOZ[I/IMBIX M Ba)KHEHUIITNUX JICKApCTBCHHEBIX IIpC€IIapaToB, €CJIW MX HA3HAYCHUC U
IMPUMCHCHHUC 06yCJIOBJIeHO MCIUIMHCKHMU ITOKa3aHUsIMU.

II1. Hazna4veHue JieKAPCTBEHHBIX MPENAPATOB NMPU OKA3AHUM NEPBUYHON MeIUKO-CAHUTAPHOM
MOMOIIH, CKOPOH MeAMUMHCKON MOMOIIY ¥ NAJVIMATUBHON MeIUIMHCKONW MTOMOIIH

31. Ilpu oka3zaHWMM MNEPBUYHOM MEIUKO-CAHUTAPHON IMOMOIIM W MNAJUIMATUBHOW MEIUIIMHCKOU
noMOIIM B aMOyJIATOPHBIX YCJIOBUSIX Ha3HAu€HHE JIEKAPCTBEHHBIX IPENapaToB OCYIIECTBIISAETCS
MEIUIUHCKUM pPaOOTHUKOM B CIIy4yasX TUIIMYHOI'O TE€UEHUs 3a00JI€BAHUS MALMEHTa UCXOMs U3 TSKECTH U
xapakrepa 3a001eBaHUs.

32. Ha3HauyeHue JeKapCTBEHHBIX IMIPENapaToB IO PELICHUIO BpauyeOHOW KOMHUCCHU NPH OKA3aHUU
NEPBUYHON METUKO-CAHUTAPHONH MOMOIIY, MaUTMATUBHOM METUIIMHCKON MOMOIIM B aMOyJIaTOPHBIX
YCIIOBUSX IPOU3BOJUTCS B CIIydasX:

1) oTHOBpEeMEHHOTO HAa3HAYEHUSI OJHOMY MAIMEHTY IATH M 0oJee JIEKapCTBEHHBIX MpenapaToB B
TE€YEHHUE OJIHUX CYTOK WJIM CBBILIE I€CATH HAMMEHOBAaHUI B TEUEHUE TPUIALATH JHEH;

2) Ha3HaAuEHUs JIEKAPCTBEHHBIX IPENapaToB NPU HETUIUYHOM TEUEHHUU 3a00JIeBaHMSI, HATUUUU
OCJIOKHEHUH OCHOBHOTO 3a0ojieBaHMS W (WIM) CONYTCTBYIOIIMX 3a00J€BaHUM, INpPH Ha3HAYEHUHU
JIEKapCTBEHHBIX IIPENapaToB, OCOOCHHOCTU B3aMMOJEWUCTBHUS U COBMECTHMOCTH KOTOPBIX COIJIACHO
UHCTPYKLHUSAM IO MX HNPUMEHEHHIO NMPHUBOJAT K CHIKEHHIO 3(PQPEKTUBHOCTH U OE€30MaCHOCTH JICUEHU S
nanueHTa 1 (Win) co3/1al0T NOTEHUUAIbHYIO OMAaCHOCTh JJIS )KU3HH U 3/10pPOBbS NAIL[UEHTA;

3) NepBUYHOrO Ha3HAUEHMs MALMEHTY HApKOTHYECKUX M IICUXOTPOIHBIX JEKapCTBEHHBIX
npenaparos cruckos Il u [II Tlepeuns (B ciayyae npuHATUS PyKOBOJAUTEIEM MEAUIIMHCKOW OpraHU3aluu
peleHnss 0 HeOOXOAMMOCTH COIJIACOBAHUS Ha3HAYCHMs TAKUX JIEKapCTBEHHBIX IpenapaToB ¢ BpaueOHON
KOMHCCHEH).

33. IloBropHOE Ha3Ha4Y€HHWE HAPKOTUYECKUX W IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB
criuckoB Il u III [lepeuns nmpous3BOAUTCS MEAMIIMHCKUM PaOOTHUKOM CaMOCTOSITENIbHO WM €AMHOIMYHO
6e3 ywacTusi BpaueOHOW KOMHCCUHM TallME€HTaM C BBIPAKEHHBIM OOJIEBBIM CHHAPOMOM JIFOOOrO TeHe3a,
HapylIeHHUEM CHAa, CYyJOPOXHBIMU  COCTOSIHUSIMH, TpPEBOXHBIMU  paccTpoilcTBamu, (oOusmu,
HICUXOMOTOPHBIM BO30YXK/IEHUEM.

34. Ilpu oxa3zaHMM CKOpPOM MEAMIIMHCKOW IOMOIIM JIEKApCTBEHHBIE Mpernaparbl Ha3HAYaloTCs
MEIUIUHCKUM pPAaOOTHUKOM BBIE3HOM Opuraabl CKOpPOH IOMOIIM, MEIUIMHCKAM pabOTHUKOM
MEIMIIMHCKOW OpraHu3aluyd IpHU OKa3aHUM MEIUIMHCKOM MOMOINM TIpa)<AaHaM IpH 3a00JIeBAHMUSIX,
HECUaCTHBIX CIlyyasX, TpaBMaxX, OTPaBICHHUSIX U JPYIMX COCTOSHUSX, TPEOYIOIIUX CPOYHOTO
MEJUIIMHCKOTO BMEIIATENIbCTBA.

IV. Ha3na4deHue JieKapCTBEHHBIX NMPeNapaToB rpakaaHaM, MMeINM MPaBo Ha OecniiaTHoe
MOJIYYCHHE JICKAPCTBCHHBIX IIPENapaToB HJIH MOJYIYECHUE JICKAPCTBCHHLIX IPeEapaToB €O CKI/[)IKOﬁ,
NPU OKA3AHUH NEPBUYHON MEeIMKO-CAHUTAPHOM MOMOLIHU

35. Ilpu oKa3aHuUM TEPBUYHOM MEAUKO-CAHUTAPHOM TMOMOIIM HAa3HAYEHUE MEIUIMHCKUM
pPaGOTHUKOM Ha OCHOBE KIMHUYECKMX PEKOMEHIAIMH U C YUETOM CTaHIapTOB MEIUIMHCKON momorny '/
JIEKapCTBEHHBIX MPENapaToB, OTIYCKAaeMbIX OECIIIIaTHO WM CO CKUIKOM, rpaXkaaHaM, UMEIOIUM IPaBoO Ha
o0ecrieyeHre JeKapCTBEHHBIMH TpenapaTaMy 3a CUeT CpeJICTB OI0JKETHBIX aCCUTHOBAaHUH (enepaabHOro
Oromxera u Or0KeTOB cyObekToB Poccuiickoit denepanuu, OCyLIECTBISIETCS HA PELENTYPHOM OJlaHKe
N 148-1/y-04(x).

[Ipu odopmnenun penenta Ha Omanke Gopmbr N 148-1/y-04(1) Ha OyMaKHOM HOCUTENE
opopMIISIOTCS 1Ba HK3EMIUIIpA, OAMH W3 KOTOPBIX OCTAeTCsl B aNTEYHOM OpraHu3allM, BTOPOH - B
MEIUIUHCKON JTOKyMEHTAlUM NallUeHTa.
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36. IlpaBo Ha3HAuaTh JICKAPCTBEHHBIC TMpenaparsl TpaxKaaHaM, UMEIOIINM MPaBO Ha OecruiaTHOE
II0JIyYEHHUE JIEKAPCTBEHHBIX IIPENapaToB WU MOIy4YEHUE JIEKAPCTBEHHBIX MIPENAPATOB CO CKUAKOM, TaKxKe
UMEIOT:

1) MmenuuHCcKHe paOOTHUKH, pabOTAIOIIKE B MEIUIIUHCKON OPTaHU3aIMH [0 COBMECTUTENLCTBY (B
npeJenax CBoe KOMIETeHIINH);

2) MenuMUUHCKHE pabOTHHKM CTAIlMOHAPHBIX OpraHU3alMid COLMAIBHOTO OOCIYXHUBAaHHUS IPH
HAIMYMM JIMIEH3MM Ha  OCYIUECTBIEHHE MEIUIMHCKON jeaTensHOCTH °)  mpemycmaTpuBaromieit
BBINIOJIHEHHE paboT (OKa3aHWE YCIyr) IO OKAa3aHWI0 IEPBHUYHONH MEIWKO-CAHUTApHOW IOMOIIM B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBUCHUMO OT BEJOMCTBEHHOMN MPUHAIICKHOCTH);

3) MegMuMHCKHE pAOOTHUKM MEIWIMHCKHX OpraHu3alui, OKa3bIBAIOIIUX IEPBUYHYIO
MEJIMKO-CAaHUTAPHYIO MTOMOIIIb, ITOJIBEOMCTBEHHBIX (heJiepaabHbIM OpraHaM UCIOJHUTEIbHON BIACTH WU
OpraHaM HCIIOJIHUTENbHOM BiacTu cyObekToB Poccuiickoit denepauny;

4) WHAMBHUIYyaJbHbIE NPEIIPUHUMATEIH, OCYIIECTBISIONINE MEAUIMHCKYIO JAESITeIbHOCTh U
BKIIIOYCHHBIE B PEECTP MEIUIMHCKUX OpraHW3alui, OCYIIECTBIIONINX IEATEIbHOCTh B cdepe
0053aTeNbHOTO METUIIUHCKOTO CTPaXOBaHUSI.

37. Ilpu Ha3HAUYEHUU JIEKAPCTBEHHBIX MPENapaTroB rpakiaHaM, UMEIOIIKUM MpaBoO Ha OecIiaTHOE
MOJIyYEHUE JIEKAPCTBEHHBIX IpPENapaToB WIM IMOJYyYEHHUE JIEKAPCTBEHHBIX IPENaparoB CO CKUJKOW, B
penenrte yka3plBaeTCs HOMEp TeneoHa, IO KOTOPOMY pPAOOTHUK aNTeYHOW OpraHMU3alMd TIPH
HEOOXOJMMOCTH MOKET COIJIaCOBaTh C MEAUIIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOI'O Mperapara.

38. Ha3HaueHue HapKOTMUECKHX UM ICUXOTPOMHBIX JIEKAPCTBEHHBIX IpernapartoB crucka Il
[lepeunst (3a HUCKIIOUEHUEM JIEKAPCTBEHHBIX IPEMapaToB B BUAE TPAHCAEPMAIbHBIX TEpPareBTHUYECKUX
CUCTEM, a TAKXKE JIEKAPCTBEHHBIX IIPENapaToB, COAEPKAIUX HAPKOTUYECKOE CPEACTBO B COUYETAHHUM C
AQHTarOHUCTOM ONHOUJHBIX PELENTOPOB) TpaxkJaHaM, HUMEIOUIMM MpaBO Ha OeCIUIaTHOE MOJyueHHue
JIEKapCTBEHHBIX NPENapaToB WM MOJTYYEHHsI JIEKAPCTBEHHBIX IPENapaToB CO CKUIKOM, OCYILECTBISETCS
Ha penentypHoM Omanke (opmbr N 107/y-HII, k koTopoMy HOMOTHUTENHEHO OQOPMIISIETCS pEelenT Ha
peuenrtypHom Omanke dopmbl N 148-1/y-04(1) (B ABYX dK3eMIUIApax mpu oGOopMICHHUH Ha OyMakHOM
HOCHUTEIE).

39. Ha3HaueHue HapKOTMUECKHX UM TICUXOTPONHBIX JIEKAPCTBEHHBIX IpernapaTtoB crucka Il
Ilepeunss B BHJE TpaHCAEPMAaJbHBIX TEPANEBTUYECKMX CHUCTEM, HApPKOTHYECKHX JIEKApPCTBEHHBIX
npenapartoB cnucka Il Ilepeuns, comepxkamux HapKOTHYECKOE CPEACTBO B COYETAHMM C AHTarOHHCTOM
ONMOUIHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHbIX mnpenaparoB cnucka [II  Ilepeuns,
JIEKapCTBEHHBIX IPENaparoB, BKIKYEHHBIX B niepeueHs [IKY, copepxammuxcs B noanynkre 2 nyHkra |1
Hacrosimero Ilopsika, mpenHa3HauyeHHbIE A JIEYEHUS TpaKAaH, MMEIOLIMX MpaBO Ha OecruiaTHOe
MOJly4Y€HUE JIEKaPCTBEHHBIX IpPENaparoB WM IOJyYEHUE JIEKapCTBEHHBIX IPENaparoB €O CKUJKOMH,
OCyIlIecTBIsIeTCs Ha perentypHbix 6mankax Gopm N 107-1/y u N 148-1/y-88, K KOTOPBIM JAOMOJIHUTEIHHO
opopmisieTcs peuent Ha peuentypHoMm Onanke (opmbl N 148-1/y-04(x) (B IBYyX 3K3eMIuisipax Mpu
oopmiieHHH Ha OyMa>KHOM HOCHUTEIE).

'Tlynxr 11 craten 2 ®epepansroro 3akona ot 21 Hosops 2011 r. N 323-®3 "O6 ocHOBax OXPaHbI 3/[0pOBbs TPAXK/IaH
B Poccwuiickoit ®eneparu” (CoOpanue 3akoHomarenbcTtBa Poccuiickoit @emeparmm, 2011, N 48, cr. 6724, 2019, N 52,
cT. 7796) (nanee - denepanbHbiii 3akoH N 323-03).

TAPAHT:

[To-BunuMoMy, B TEKCTe MpeapLaymiero abdsama gomyiieHa omedatka. Bmecto "Ilynkr 11 crateum 2"

nMeercd B Buay "Ilynkr 11 gactu 1 craten 2"
2 3apermctpupoBan MunucTepcTBoM roctuimu Poccuiickoit ®enepamun 28 anpenst 2012 r., perncTpanvoOHHBIM
N 23971 ¢ usmeHeHUsAMH, BHECEHHBIMH NpHKa30M MUHHCTEpCTBa 31paBooxpaHeHus Poccuiickoit @enepannu ot 31 okTadps
2017 r. N 882H (3apeructpupoBadn MuHucTepcTBOM IocTuIN Poccuiickort Denepanuu 9 ssaBaps 2018 r., perucTparmoHHbII
N 49561).
3 [Tyskr 2 crateu 20 denepansHoro 3akona N 323-03 (Cobpanue 3akoHomarenbcTBa Poccniickoit @eneparum, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5159).
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4 Tlynkr 1 craten 26 MenepanbHoro 3akoHa or 8 smBapsa 1998 r. N 3-®3 "O HapKOTHYECKHX CPENCTBAX H
ncuxoTponHeix BemectBax" (CoOpanue 3akoHoAaTenbeTBa Poccuiickoit @enepanuu, 1998, N 2, ct. 219, 2017, N 31, ct. 4791)
(manee - @enepanpHblii 3akoH N 3-D3).

5 Cobpanue 3axoHOmaTeNbCTBa Poceniickoit @emepannm, 2010, N 16, cr. 1815, 2019, N 52, c1. 7793.

6 [Tynxr 2 crathu 2 ®emepanbHoro 3akoHa N 3-03 (Cobpanne 3akoHOnaTENBCTBA Poccniickoi ®enepamun, 1998, N 2,
cT. 219; 2016, N 27, cT. 4238).

7 Ilynkr 54 crath 4 ®enepanproro 3akoHa ot 12 anpens 2010 r. N 61-03 "O6 o6paineHun JeKapCTBEHHBIX CPEICTB"
(Cobpanme 3axononmatenscTBa Poccmiickoit @eneparmu, 2010, N 16, ct. 1815; 2019, N 31, cr. 4456) (namee - denepanbHbIi
3akoH N 61-D3).

8 TIpukas MMHHMCTEPCTBA 31pPAaBOOXPAHEHUS M COLMAIBHOTO pasBuTHs Poccuiickoil ®enepaumn ot 5 mas 2012 r.
N 502 "OO yTBepXICHUM TMOPSAKA CO3JaHHUS M JICATCILHOCTH BpAucOHON KOMHCCHUH MEAUIIMHCKON OpraHu3aiuu”
(3apeructpupoBadn MunucrepctBoM toctunuu Poccuiickoit @enepanuu 9 mrons 2012 r., peructpamuonssiii N 24516) c
M3MEHEHHsIMY, BHECEHHBIMHU IIpHKa3zoM MuHHCTEpcTBa 3apaBooxpaHeHust Poccuiickoit ®enepaumu or 2 nexadpst 2013 r.
N 886H (3apeructpupoBad MunuctepcTBoM toctuimu Poccuiickort ®enepanuu 23 nekadbpst 2013 r., perucTparvoHHBIH
N 30714).

9 Cobpanne 3axononatenscTBa Poccutickoit @eneparum, 2011, N 48, cr. 6724.

10 [TynkT 2 MOCTaHOBIEHUS [IpaButensctBa Poccuiickoit @eneparuu ot 30.06.2020 N 965 "O BHeceHUM U3MEHEHUH B
[IpaBuna QopMmupoBaHHS IepedHs JIEKAPCTBEHHBIX CPEICTB, 3aKYyMKa KOTOPBIX OCYIIECTBISIETCS B COOTBETCTBHH C HX
TOPTOBBIMHA HaUMEHOBAHISIMH, ¥ O TMIPUMEHEHUH JICKAPCTBECHHBIX IPENapaToB ¢ KOHKPETHHIMH TOPTOBBIMH HAUMEHOBAaHUAMHA'
(Cobpanme 3akoHomatenbpcTBa Poccuiickoit @enepamnmu, 2020, N 28, cT. 4422).

' Craten 91 u 91.1 Menepansuoro 3akona N 323-03 (Cobpanue 3akoHomatensctsa Poccniickoit ®eneparmu, 2011,
N 48, ct. 6724; 2021, N 27, c1. 5141).

12 Pemienue CoBera Eppasuiickoil 5koHOMHYECKOM KoMucchu oT 3 Hos6ps 2016 r. N 78 "O IlpaBunax perucTpaiuu 1
9KCIEPTHU3BI JIEKAPCTBEHHBIX CPEJCTB U1 MEJULIIMHCKOro NpuMeHeHus" (oduuuaibHblii caiit EBpa3zuiickoro 3KOHOMHYECKOTO
coro3a http://www.cacunion.org/, 21 wHos6ps 2016r.). Cratess 13 DenepansHoro 3akona N 61-®3 (Cobpanue
3akoHonarenbcTBa Poccuiickoit deneparmm, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

B Hommynxkr 5.2.171(1) mynkra 5 nocranosnenns [Ipasutensctsa Poccuiickoit @enepanuu ot 19.06.2012 N 608 "O6
yrBepkaeHnn [lomokeHuss o MuHHCTEepcTBe 3apaBooxpaHeHust Poccuiickoit ®enmepanmu" (mamee - IlomokeHwme o
Munncrepctse) (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @eneparmu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

14 TTynkr 47 wactu 1 craTem 12 ®epnepanbHoro 3akoHa ot 4 mast 2011 r. N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX
BUIOB nestensHOCTH" (nanee - ®enepanpubiii 3akoH N 99-03) (Cobpanne 3akoHOmaTenscTBa Poccuiickoit deneparmu, 2011,
N 19, ct. 2716; 2021, N 27, c1. 5177).

5 Yactu 1 crareu 60 ®enepansHoro 3akoHa N 61-®3 (Cobpanue 3akoHopatenscTsa Poccuiickoit ®enepanuu, 2010,
N 16, ct. 1815; 2020, N 29, cT. 4516).

16 [Tocranosnenue [IpaButenscrea Poccuiickoii Menepanuu ot 4 okra6ps 2012 r. N 1006 "O6 yreepsxnerun IIpasui
MPEOCTaBICHNST MEIUIIMHCKUMH OpPraHU3alMsAMH IUIaTHBIX MeauiuHckux yciayr" (Cobpanue 3akoHonaTenbcTBa Poccuiickoit
ODeneparun, 2012, N 41, ct. 5628).

17 Crates 37 ®enepanpaoro 3akoHa N 323-@3 (Cobpanme 3akoHOnarenbcTBa Poccuiickoit @eneparum, 2011, N 48,
cT. 6724; 2021, N 27, ct. 5186).

8 IIynkr 46 wactm 1 crartem 12 ®emepambHoro 3akoHa N 99-03 (Cobpanme 3aKOHOAATENLCTBA Poccuiickoii
®eneparum, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

Mpniaoxenne N 1

k [lopsaxy Ha3HaYeHHs
JICKAPCTBEHHBIX NPeNaparos,
YTBepKAEHHOMY TPUKA30M
MuHucTepcTBa 31paBOOXPAHEHHSA
Poccuiickoii Penepannu

oT 24 Hos10ps1 2021 r. N 1094n

KoauuecTBO HAPKOTUYIECCKUX CPEACTB UJIH MICUXOTPOIIHBIX BEIIECTB, KOTOPO€ MOKET ObITH
BBINMUCAHO B O/THOM peuenTe

N /i MexnyHapoaHoe dopmMa BEITyCKa U KonnuectBo
HENIAaTEHTOBAHHOE JIO3UPOBKA
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HAaUMEHOBaHUE
HapKOTHYECKOTO U
MICUXOTPOITHOTO
JIEKapCTBEHHOI'0 IIpernapara
1. bynpenopdun+Hanokcon Tabnerku 60 TabyeTok (ynakoBKa,
CyOJIMHTBaJIbHBIE kpaTtHas N 20)
0,2 Mr+0,2 mr
2. Bynpenopdun PactBop mis uabekuuit, | 30 ammyn (IUpUL-TIOOUKOB)
0,3 mr/mut 1 M
3. Bbynpenopdun TpancaepmanbHbIiA
TUTaCTHIPh
35 Mkr/4gac 20 macTeipeit
52,5 mMxr/4ac 10 niacteipeit
70 MKr/4ac S macTeipen
4. Mopdpun PactBop miig unbekuui, | 20 ammyn (IUNpUI-TIOOUKOB)
pacTBOp AJISl HOJKOKHOTO
BeegeHud 10 mr/mi 1 mut
5. Konenn+Mopdur+Hockarnua | PacTBop aiis moaKoXHOTO 20 amnyn
+ITarmaBepun +Tebann BBEJICHUS
0,72+5,75+2,7+0,36+0,05
mr/mt 1 mit
1,44+11,5+5,4+0,72+0,1 m
r/v 1 mi
6. Tpumenepuana Tabnerku 25 Mr 50 TabyeTok
7. Tpumenepuana PactBop miia nHBEKIMI 20 ammyJ (IIIPUI-TIOOUKOB)
10 mr/mi 1 M 20 mr/ma
1 M
8. Mopdun Tabnerku (Kamcybl) 180 Tabnerox
IIPOJIOHTUPOBAHHOTO (xancyn) 60 Tabierox
JENCTBUSA (xamncym) 40 TabneTox
10 mr (xancyn) 20 tabierox
30 mMr (xamcym) 20 Tabnerox
60 mMr (xarcym)
100 mr
200 mr
9. Mopdun Tabnetku
5wMmr 100 tabierox
10 mMr 100 tabieTox
10. Mopdun Kamum s npuema BHyTpb
20 mr/mi 20 mu 4 ¢pnakona
11. Mopdun PactBop miisa npuema
BHYTPb (MOHO/03bI)
2 Mr/mn 5 min 100 ammyn /3
6 Mr/mit 5 mi 80 amrmry /3
20 Mr/min 5 mn 30 amnyn /s
12. Oxkcukonon+Hanokcon TabneTku
MPOJIOHTUPOBAHHOTO
JIEUCTBUSA
5 Mr+2,5 mr 100 TabaeTox
09.09.20222 Cucrema TAPAHT
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10 mr+5 mr 60 TabneTok
20 mMr+10 mr 40 TabneTok
40 mMr+20 mr 20 TabneTok
13. [TponmonmndenmmTokendyTHa | Tabnetku 3amednsie 20 Mr 50 tabieTok
MUTICPUINH
14. deHTaHuI IInacTeipp
12,5 mkr/yac 20 mnacTeipeit
25 MKr/4gac 20 nnacteipei
50 Mkr/49ac 10 miacteipeit
75 MKr/49ac 10 nmnacteipeit
100 mkr/49ac 10 muacteipeit
15. DeHTaHuI Crpeil Ha3aIbHBIN
®dnakoH 50 MKr/mo3a
2,0 mut (10 mo3) 24 ¢nakona
3,2 M (20 mo3) 12 bnmakoHOB
5,0 m (40 03) 6 (hmakoHOB
dakod 100 MKr/mo3a
2,0 M1 (10 103) 12 ¢nakonoB
3,2 mi (20 mo3) 6 (yakoHOB
5,0 m (40 03) 3 jrakona
daxoH 200 MKr/mo3a
2,0 M1 (10 103) 12 ¢pnakoHoB
3,2 mi (20 mo3) 6 (akoHOB
5,0 m (40 o3) 3 ¢uakona
IIpunoxenne N 2
K [lopsi/iky HA3HAYeHUA
JIEeKAPCTBEHHBIX NMpenaparos,
YTBEPKIEHHOMY TIPHKA30M
MuHucTepcTBa 3IPABOOXPAHEHHA
Poccniickoit ®exepanun
ot 24 Hos10ps1 2021 r. N 1094
CnpaBoyHo
PexoMeH10BaHHBIE K UCTIOJIb30BAHUIO COKPANIEHUsI TPH 0()OPMJIEHHH PelenToB
N /i CokpateHue [TonHoe HanucaHue [TepeBon
1. aa ana 110, IOPOBHY
2. ac, acid. acidum KHCJIOTa
3. aer. aerozolum a’p030J1b
4. amp. ampulla ammyJsa
5. ag. aqua BOJIA
6. aq. purif. aqua purificata BOJIa OYHILIEHHAS
7. but. butyrum MacJo (TBepaoe)
8. caps. capsula KarcyJsa
9. comp., cps compositus (a, um) CJIOKHBIN
10. D. Da (Detur, Dentur) Brinait (ITycts Beimano, I1ycts
OyJeT BBIIAHO)
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11. D.S. Da, Signa Brigaii, 0003Ha4b
Detur, Signetur [Tycts Oyzer BeIIaHO,
O603HaueHO
12. D.t.d. Da (Dentur) tales doses Brinaii (Ilycte OyayT BblIaHBbI)
TaKUe JI03bI
13. dil. dilutus pa3BeICHHBIN
14. Div. in p. aeq. Divide in partes aequales Pa3yenu Ha paBHBIC YacTH
15. emuls. emulsio AMYIIbCHUS
16. extr. extractum 9KCTPAKT, BBITSKKA
17. in enem. in enemas B MUKPOKJIM3MaxX
18. F. Fiat (fiant) [Tycts 06pazyercs
(oOpaszyrorcsi)
19. gran. granulum TPaHyJIbl
20. gt.,gtt gutta, guttae Karuis, Karim
21. gtt. peror. guttae peroralis KaIlUIu [j1s IpUeEMa BHYTPb
22. inf. infusum HAcTOU
23. in amp. in ampullis B aMITyJIax
24. in tab. in tab(u)lettis B TabJIeTKaX
25. in tab. prolong. in tab(u)lettis prolongatis B Ta0JIETKaX C
IIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM
26. in tab. prolong, obd. in tab(u)lettis prolongatis B Ta0JIETKAX C
obductis MIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM, TIOKPBITHIX
0007104YKOH
27. in tubul. in tubulis B TIOOMKAxX
28. lin. linimentum JMHUMEHT
29. lig. liquor KHUJIKOCTb
30. lot. lotion JIOCbOH
31. m. pil. massa pilularum MWIKOJIBHAS Macca
32. membr. bucc. membranulae buccales IJICHKH 3allleYHble
33. M. Misce, Misceatur Cwmemaii (Ilycts Oyner
CMEIIIaHO)
34. mixt. mixtura MHUKCTYypa
35. N. numero YHUCIIOM
36. ol. oleum MacJyo (GKUIKOE)
37. past. pasta racTa
38. pil. pilula, pilulae TTAJTIOJISL, TTUJTFOJTN
39. p. aeq. partes aequales paBHbIE YaCTH
40. ppt, praec. praecipitatus OCaKJICHHBIN
41. pulv. pulvis TTOPOIIOK
42. q- s. quantum satis CKOJIBKO MOTpedyeTcs, CKOIBKO
HaJI0
43. r., rad. radix KOPEHb
44. Rp. Recipe Bospmu
45. Rep. Repete, Repetatur [TosTopu (ITycts Oyner
TTOBTOPEHO)
46. rhiz. rhizoma KOPHEBHIIIE
47. S. Signa, Signetur O6o3naub (Ilycts Oyner
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0003HAYEHO)
48. sem. semen cemst
49. simpl. simplex MPOCTOMN
50. Sir. sirupus CHPOII
51. sol. solutio pactBop
52. Spr. spray crpen
53. Spr. nas. spray nasale CIpEi Ha3aJIbHBbII
54. supp. suppositorium CB€Ya, CYNMO3UTOPUH
55. susp. suspensio CYCIICH3Us1, B3BECh
56. tab. tab(u)letta TabyeTka
57. t-ra, tinct. tinctura HACTOMKa
58. tubulis tubulis TIOOUKH
59. STT Systema TpancnepmanbHas
Therapeutica Transcutanea TepaneBruyeckas Cucrema
60. ung. unguentum Ma3b
6l. vitr. vitrum CKJISTHKA
IIpuioxenne N 2
K nprukasy MuHHcTEepcTBA
3paBOOXPAHEHHS
Poccuniickoin ®exepanun
oT 24 Hos10ps1 2021 r. N 1094n
TAPAHT:

CwM. nannyto hopmy B pegaktope MS-Word
®opma penentypHoro 0jaanka N 107-1/y

MMHMCTEPCTBO 3IPaBOOXPaHEHUs
Poccurickon denepauumn

Kon dopwmer nmo OKYI
Kon yupexnmenma no OKIIO

MenuumMHCKasA JOKYMEHTalUuMAa

®opma N 107-1/y

YTBepXIeHa IpMKas3oM MMHMcCTepCcTBa
30paBOOXPaHeHsa PoCCuMCKOM
denepaunm

or 24 HOoa6psa 2021 r. N 1094=H

HammeHOBaHMe (mWTaMmIl) MeIMULMHCKOM
opraHm3alum

HamMmeHOBaHMe (WTaMII) MHIOMBUIOYAJIbBHOI'O
npelnpmMHMMaTesnsa (ykasaTb alpec, HOMEp
¥ OaTy JIMLEH3UM, HaMMeHOBaHMe opIraHa
TOCYHOapCTBEHHOM BJIACTHU, BBIABIIETO

JIMLIEH3UIO)
PELEINT
(B3pOCIBI, IOEeTCKMM — HYXHOE INOOUEPKHYTH)
ALl ALl 2 O i .
damMmnmsa, MHMLUMAJE MMEHM M OTUeCTBa ([IocjiefHee - IIPpM HaJW4dMM)
naumMeHTa
JaTa poxmeHUA
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daMuIMsa, MHUUMAJE MMEeHU UM OTUeCTBa ([IocJiemHee -— IIPU HAJIUUMU)
Jledyamero Bpada (denbrnumepa, akKyLepKU)
py©o. |komo. | Rp.

[Toonuce
M nedaThb Jievalero Bpauda M.II.
(mnomnmuce ¢esprumepa, akKyLepKM)

PeuenT melicTBUTeJIeH B TeueHue 60 mHelM, mo 1 roma ( )
(HyXHOE€ MNOOUYEPKHYTH) (ykazaTes KOJIMUeCTBO
OHEeM)

O06opoTHasi cTopoHa

OTMmeTKa 0 Ha3HaYEHUH JIEKApCTBEHHOIO IIperapaTa
110 PELICHHIO0 BpaueOHOI KOMUCCUU
[IpuroroBui [Iposepui Otnyctun

®opma penentypHoro ojanka N 148-1/y-88

MMHMCTEPCTBO 3IPaBOOXPaHEHUSA
Poccurickom Penmepaluun

HavMeHOBaHMe (WITaMII) MeIMLMVHCKOM Konm ¢opmer mo OKYI 3108805
opraHM3almum MemmumHckasa OokyMeHTaumsa dopma
N 148-1/y-88

HamMeHOBaHMe (mTamil) YTBRepxIeHa IpuKaszoM MMHMCTepCTBa
VHIUBUIOYAJILHOTO NpellpMHMMAaTEIS 30paBOOXpaHeHus PoCCUMCKOM
(ykazaTp azmpec, HOMEp M IaTy demepaunu

JIMLIEH3MM, HaMMEHOBAaHME opTraHa or 24 HOosa0psa 2021 r. N 1094H
TOCyIapCTBEHHOM BJIACTM, BHIOABIEIT'O

JINLIEH3MIO)

Cepusa N
PELEIT " " 20 .
(maTa obopmIleHMA peLenTa)
(B3pOCIEI, IOEeTCKMM - HYXHOE IOOUEPKHYTH)
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damMmnma, MHMUMAJE MMEHM M OTUeCTBa (IocjielHee - IIPpU HaJIW4dMM)
nanumeHTa

IaTa poxIeHmA

Anpec MmecTa XxuTeJIbCTBa MM N MEOUUMHCKOM KapTh aMOyJIaTOPHOTO IalUMeHTa,
[IOJIydyammero MEeOMLMHCKYK IIOMOIL B aMOyJIaTOPHEIX YCJIOBMAX

damMmiMsa, MHULMAJE VMMEeHM M OTuecTBa ([IocjieHee — IIPM HaJMduu)
Jleyamero Bpauda (denbaumepa, akyllepkKu)

[lognmuce M HedaTh Jiedallero Bpaua M.II.
(momnmuce oGernpamepa, aKyLIEepPKM)

PellenT IOeMCTBUTEJIEH B TeueHMe 15 nmHen

O6opoTHasT CTOPOHA

10 PEUICHUIO BpaueOHON KOMUCCUU

OTMeTKa 0 Ha3HAYCHH U JICKApCTBCHHOI'O IIpfIiapaTra

IIpuroroBun ITposepui Otnyctun

®opma peuentypHoro 0janka N 148-1/y-04(.1)

MyHMCTEPCTBO MECTO IJIA YTBEPXIEHA

3IpaBOOXpPaHeHNnda MTPUXKOIOA* npmxkasom MMHMCTepCTBAa
Poccurickom denmepalmnm Poccurickom Penmepalun

3IpaBoOXpaHeHud# or 24 Hosabps 2021 r. N 1094H

ITamn
Kon
MEeOMIIMHCKOM OpTaHM3alun

ITamrt
Kon
VHIOIVBUOYAJbHOT'O MNPEenlIpMHMMAaTEIIA
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Kox dopmer mo OKVYJI 3108805
®opma N 148-1/y-04(m)

Kon xareropuun Koa Ho30m0rnueckoi Ncrounuk puHaHCHPOBAHUS: % omunathl:
IrpaKJIaH dbopmsl (mo MKE) (MOTYEPKHYTH) (MOTYEPKHYTH)
1. ®denepanbHBIi OIOKET 1. becmmatao
2. bropker cyObekTa 2.50 %
Poccuiickoit ®exneparuu 3. naont %
3. MyHuIIMTIATbHBIN OFOJKET

PELIENT Cepusa N ODaTa obopMJIEHUS : 20 T.

daMmIMsa, MHMLMAJE MMEeHM M OTUuecTRBa (rnocjemgHee -
OpY HaludMy) alMeHTa JaTa poxXIoeHMs

CHUIIC

N nonuca
o0s13aTen
BHOTO
MEIHUIUH
CKOT'O
CTpaxoBa
HUSL:

HomMep MeIMUMHCKOM KapThHl [allMeHTa, IOJIydamniero MeOMIMHCKY IIOMOUIb B
aMOyJIATOPHEIX YCJIOBMAX

damMmnmsa, MHMLUMAJE MMEHM M OTUeCTBa (IocjiefHee - IIPpM HaJWdMM)

Jleyamero Bpauda (denbnumepa, akKyLepKM)

Pyb6. Korm. -

[lognuce M HedaThb Jledauwero Bpada
(momnmuce oGernpamepa, aKyWEepKM) M.II.

Peuenrt pemcrBuTeJseH B TeueHue 15 mHem, 30 nmaem, 90 nHeml
(HyXHOEe MNOIOYEPKHYThH)

OpPraHM3alMU) ————————————————————————
OTnymeHo 1o penenry: ToproBoe HAaMMEHOBAHUE U JIO3UPOBKA:
Jara orniycka: " " 20 r. | Kognyectso:
[IpuroroBui: [Iposepui: OtmycTui:
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Kopemok penentypHoro 61anka Cnoco6 npuMeHeHusI:

HaumenoBanue [IponoKUTENBHOCTD THENU

JIEKapCTBEHHOTO Mperapara:

Jlo3upoBka: KonndecTBo mpueMoB B A€Hb: pa3 Ha 1
MIpUEM: el.

(*) B cay4ae M3roTOBICHHUS PEHENTYypHOTO OJIaHKA C MCTIOIb30BaHIEM KOMITBIOTEPHBIX TEXHOJIOTHH

ObOopoTHas cTopoHa

OTMmeTKa 0 Ha3HAYEHHUH JIEKaPCTBEHHOTO
mperapara 1o penieHui0 BpauyeOHON KOMHCCHN

[Ipurorosui [Iposepui Otnyctun

IIpuioxenne N 3

K nprka3y MHHHCTEPCTBA 3paBOOXPAHEHUs
Poccniickoin ®exepanun

oT 24 Hos10ps1 2021 r. N 1094n

IMopsinok odopmileHusi pelieNTYPHBIX 0JIAHKOB HA JIeKaAPCTBEHHbIE Mpenaparbl, UX, y4eTa u
XpaHeHus

I. Opopmirenne penenta Ha OyMaKHOM HOCUTEJIE

1. Ha peuentypubix 0mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) B IeBOM BepXHEM
yIIIy TPOCTABISETCS INTaMIT METUIIMHCKON OpraHW3allid C YKa3aHHWEM ee HauMEHOBaHUs, ajapeca U
Tesie(hoHa ¢ TaTOM BBIMUCKU (JaToil oopMIIeHHs ) peLienTa Ha JIEKapCTBEHHBIN Mpenapar.

HononuutensHo Ha penentypHoMm Omanke Gopmer N 148-1/y-04(;1) mpocraBisercs Ko
MEIUIUHCKON OpraHu3alii B COOTBETCTBUM € OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALIMOHHBIM
HomepoM (nanee - OI'PH).

Cepust penentypHoro Onanka Gopmbr N 148-1/y-04(n) BrirouaeT kon cyObekTa Poccuiickoii
denepari, COOTBETCTBYIOMNN JBYM TEpBBIM ItudpaM OO0IIepoccuiickoro kiaccuduraropa 00BEKTOB
aJIMUHUCTPATUBHO-TEPPUTOpUAIBbHOTO Jenenus (nanee - OKATO).

Pa3penraercs nsroraBnuBath perentypHsie 6manku Gopmel N 107-1/y u dopmer N 148-1/y-04(1) ¢
MOMOIIBIO0 KOMITBIOTEPHBIX TEXHOJIOTUH.

Peuentypusie Omanku ¢Gopmbl  Gopmbr N 148-1/y-88  H3roTaBIMBAIOTCS HUCKIIOYUTEIHHO
TUIOTPAaCKUM CIIOCOOOM.

2. Ha penentypHbIX OnaHKaX, OGMOPMIISIEMBIX HHIUBUAYATBHBIMH IPEINTPUHAMATEISIMH,
UMEIOIIMMH JIMICH3UI0 HAa MEAMLIMHCKYIO JeATeIbHOCTh, B BEPXHEM JIEBOM YIJIy THUIOTrpadCcKUM
CIOCOOOM WJIM IyTeM TPOCTABJICHUS INTaMIla JOJDKEH OBITh YKazaH aapec WHIWBHIYaTbHOTO
OpeAnpuHUMaTeNsd, HOMEpP M JaTa JIMLUEH3WH, HAaWUMEHOBAaHUE OpraHa TOCYAAapCTBEHHOW BIIACTH,
BBIJIABIIIETO JINTICH3UIO.

3. Penentypusie Omanku (opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(11) 3anonHsroTCs
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MEAMIIMHCKUM paOOTHUKOM YEepPHHUJIAMHU WIIM HIAPUKOBOM PyUKOH.

4. lonyckaercs ohopmiieHUE BCEX PEKBU3UTOB (3a MCKItoueHUEeM pekBusuta "lloanuck neyaniero
Bpaya (moamuch Qenpamepa, axkymepku') peunentypHeix OnankoB dopmbl N 107-1/y,  dopmbl
N 148-1/y-88 u popmbr N 148-1/y-04(11) ¢ ncronb30BaHUEM 1€YATAIOIIUX YCTPOICTB.

5. Odopmienue penentypHbeix OmankoB ¢opmbl N 148-1/y-04(1) BriIrodaer 1mudpoBoe
KOJMPOBAHUE.

[{udpoBoe KoaMpOBaHHE YKAa3aHHBIX PELENITYPHBIX OJIAHKOB BKIIIOYAET:

1) xon memuuuuckoit opranuzauuu (OI'PH) wnm xoa MHIAMBUAYaIbHOTO MPEANPUHUMATENS B
coOoTBeTCTBUM C (OCHOBHBIM TOCYJAapCTBEHHBIM pPETHUCTPALMOHHBIM HOMEPOM HHJMBUIYaJTHLHOTO
npennpuaumarens (nanee - OI'PHUII), npocraBisieMslii IpU U3rOTOBJIEHUH PELENTYPHBIX OJIAHKOB;

2) KOJI KaTeropuu Tpak[JaH, UMEIOUIMX MPaBO Ha IOJYYCHHE JIEKAPCTBEHHBIX IPEMapaToB B
COOTBETCTBUH €O cTarheil 6.1 DenepanbHoro 3akoHa ot 17 urosg 1999 r. N 178-®3 "O rocynapcTBeHHOI
conmanbHoli momomu" !, W koA Ho3omOrmueckodl GopMbl MO MeKIyHAPOIHON CTATUCTUYECKOM
knaccupukanuy 0oJe3Hed M mpobiieM, CBs3aHHBIX co 370poBbeM (10-i mepecmotp) (mamee - MKB),
3arojHsIeMble JIeYalldM BpPauyoM IyTeM 3aHECEHUs KaXAOW HUQPHI B MyCThle sUEHKH, IPU ITOM TOYKA
IIPOCTABIIIETCS B OTJEIBHOM STYEHKE;

3) ormeTrky 00 ucrounuke ¢(uHancupoBanusa (denepanpubiii Oromxer [1], Oromxer cyOBbekTa
Poccwuiickoit denepanuu [2], MyHHIHITATBHBIA 010/pKeT [3]) ¥ iporieHTe oriathel penenta (becruiatao [1],
50% [2], unoit % [3]);

4) WTPUX-KOJ - JOMOJHUTEIbHBIA PEKBU3UT (B Clyyae M3rOTOBICHHS HAa TEPPUTOPUHU CyOBEKTa
Poccuiickoit @enepaiuu perentypHOro 0j1aHKa ¢ UCMOJIb30BAHUEM KOMITBIOTEPHBIX TEXHOJIOTHUI).

6. B peuentypubix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnms,
WMHUIMAIIB] UMEHHU M OTYeCTBa (TOCIEHEE - IPU HAMYKHK) MMalMeHTa" yKa3bIBaloTCA (PaMUIINs, HHUITUAIBI
MMEHHU U 0TYeCTBa (IOCIIEIHEE - TPU HAIMYUN ) TTAI[MEHTA.

7. B peuentypusix 6mankax Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpade "Iara
pokeHus" yKa3bpIBaeTCs JAaTa POKJICHUS MaleHTa (YUCi0, MECSII, TO).

JlononHuTtenpHO B perenTypHbIx Onankax dGopmbr N 148-1/y-88 u ¢popmer N 107-1/y ans nereit B
Bo3pacte 10 1 roga B rpade "Jlata poxkneHus" yka3pIBa€TCs KOJIHMYECTBO MOTHBIX MECSIIEB.

8. B peuentypubix Onankax ¢opmbl N 148-1/y-04(;1) B rpadax "CHUJIC" wm "N nommca
0053aTeNILHOTO  MEJUIIMHCKOr0 CTpaxoBaHMs'" YyKa3bIBAalOTCS CTPaXOBOM HOMEpP WHAMBHUIYaJIbHOTO
JuIeBoro cueta rpaxaanuHa B [lencuonnom ¢onnae Poccuiickoit denepannu (CHWIC) (mpu Hanwuuun) u
HOMeEp ToJuca 00513aTeIbHOT0 MEIUIIMHCKOTO CTPAaXOBaHUS.

9. B peuentypubix 0nankax ¢popmsl N 148-1/y-88 B rpade "Anpec MecTa )KUTENbCTBA WIM HOMED
MEAMIMHCKOW KapThl MAI[MEHTA, MOJYYaOLEro MEIUIMHCKYI0 MOMOIIb B aMOyJIaTOPHBIX YCIOBHSX',
yKa3bIBae€TCsl TOYTOBBIM ajJpec MecTa >XUTEIbCTBAa (MecTa MpeObIBaHMUSA WIM MecTa (PaKTUYECKOro
NPOKMBaHUS) TMAlMeHTa WJIA HOMEpP MEIUIIMHCKON KapThl IMalWeHTa, MOJYYaromero METUIMHCKYIO
TOMOIIb B aMOYJIaTOPHBIX yCIOBHSIX ~.

VYkazaHue 1 agpeca MecTa JKUTEIbCTBA U HOMEpPAa MEAUIIMHCKOW KapThl MallMeHTa, MMOTyYarollero
MEIUIIUHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SBISETCS OLIMOKOM.

B penentypusix Omankax ¢opmbr N 148-1/y-04(;1) B rpade "Homep MeaumumHCKON KapThbl
NalMeHTa, MOJYYalolero MEAMIMHCKYIO IMOMOIIb B aMOYJIaTOPHBIX YCIOBHX" yKa3bIBae€TCs HOMEpP
MeJMIIMHCKON KapThl MAIMEHTa, HOJTYYalollero MeUIUHCKYIO TOMOIIb B aMOYIaTOPHBIX YCIOBUSIX °.

10. B rpade "®amunus, UHUIMATBI UMEHH U OTYECTBa (MOCJEIHEEe - MPHU HAIWYHMM) JICHAIIEeTo
Bpaya (denpamepa, akymepku)' penentypHeix OmankoB Gopm N 148-1/y-88, N 107-1)y #u
N 148-1/y-04(;1) yxa3pIBalOTCsS MOJHOCTHIO (aMHIIUS, MHUIUAIB MUMEHH OTYecTBa (IOCienHee - NpHU
HAJIMYMN) MEJUIIMHCKOTO paOOTHWKA, HAa3HAYMBIIETO JIEKaPCTBEHHBIC TpenapaTsl W OQOPMHBIIETO
pEeLenT.

11. B rpade "Rp" penentypusix OmankoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn)
YKa3bIBAETCSI:

1) HauMeHOBaHME  JIGKQpPCTBEHHOTO  IpemapaTa  (MEXIyHApOJHOE  HEMaTEeHTOBAHHOE
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HAaUMEHOBAaHME, TPYNIHPOBOYHOE WM XHMHUYECKOE HAaMMEHOBAaHHME, TOProBO€ HAMMEHOBaHHE) Ha
JaTUHCKOM SI3bIKE HJIM Ha PYCCKOM s3bIKE, (hopMa BBINYyCKa, JO3UPOBKA, KOJIWYECTBO (yKa3bIBaeTCs
MIPOIHKCHIO Ha perenTypHoM Onanke Gopmbl N 107/y-HIT);

2) cnoco0 TpUMEHEHHUsl JIEKApCTBEHHOT'O Iperapara Ha TrocyJapcTBEHHOM si3bike Poccuiickoit
Qenepallil WIM Ha ToCyJapcTBEHHOM si3bike Poccuiickoit @enepanii M TOCYIapCTBEHHOM S3BIKE
pecnyOHK ¥ MHBIX sS3bIKax HapooB Poccuiickoii denepamum 4

13. Ilpu odopmiieHUH peHenTypHbIX OJaHKOB 3alpellaeTcss OrpaHHYUBaTBHCS OOIMIMMHU
yKa3aHUsIMHM, Hanpumep, "BHyTtpennee", "M3BecTHO".

14. Penent, odopmieHHbIi Ha penentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(x), moanuchIBacTCS METUITUHCKAM PAOOTHUKOM U 3aBEPSIETCS €T0 MeYaThio.

Peuenr, ohopmnennsiii Ha penentypHoM Osanke Gopmbl N 148-1/y-88 u hopmer N 148-1/y-04(1),
JIOTIOJIHUTEILHO 3aBEPSETCS MeYaThio MEIUIIMHCKON opranu3auuu "l penentos".

Ins peuenta, opopmiieHHOTO Ha perentypHoM Oianke Gopmber N 107-1/y, Hannuue nevaru " s
penenTtoB" He sBJsSeTCss 00s13aTeIbHBIM.

15. Ha ogaoMm penentypaom 6nanke Gpopmbl N 148-1/y-88 u hopmbr N 148-1/y-04(11) pa3pemraercs
OCYILIECTBJISATh HA3HAYEHHE TOJIBKO OJIHOTO HAMMEHOBAHUS JIEKApCTBEHHOTO IIpernapara.

Ha omnom penentypHom Omanke ¢opmel N 107-1/y paspemaercss OCYIIECTBISATh Ha3HAYCHHE
TONBKO OJHOTO HAMMEHOBAaHWs JICKAPCTBEHHOTO Tpemaparta, oOTHocsmerocs mo ATX k
aHTUICUXoTHYecKuM cpeactBam (ko NOSA), ankcuonutukam (kox NOSB), CHOTBOPHBIM U CeTaTUBHBIM
cpencTBam (xom  NO50), aHTHUJEIpeccaHTaM (xom  NO6A) u HE MOIJICXKAIIETO
PEIMETHO-KOJIMYECTBEHHOMY YYeTy, U JI0 TpeX HAaMMEHOBAaHUH JIEKAPCTBEHHBIX MPENapaToB - JIsl HHBIX
JICKapPCTBEHHBIX MPETapaToB, HE OTHECEHHBIX K BhINIeyKa3aHHbIM ATX.

16. VictipaBienus B perienTe He JOMYCKAIOTCA.

17. Ilpu odopmnennn peuentypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y m N 148-1/y-04(m)
Ha JIEKApCTBEHHBbIC IIperapaThl, HAa3HAUYEHHbIE IO PELICHUI0 BpaueOHOW KOMHCCHHU, Ha 000poTe
penenTypHoro 0JaHKa CTAaBUTCS CTICIIMAIbHAS OTMETKA (IIITaMII).

18. Ha peuentypHom Omanke ¢opmbl N 148-1/y-04(1) BHM3Yy uUMeeTcss JHMHHUS OTpbIBA,
pazzensionias pelenTypHbli OJaHK U KOPELIOK.

Kopemok ot perenta, 0opOpMIECHHOTO HAa YKa3aHHOM PELENTYpPHOM OJIaHKE, BBIIAETCS MAIlUeHTY
(ero 3aKOHHOMY NPEJICTaBUTENI0) B AaNTEYHOW OpraHu3alMM, Ha KOpEIIKe JeNaeTcsi OTMEeTKa O
HAaUMEHOBAHUHU JIEKAPCTBEHHOTO Mpernapara, J03UPOBKe, KOMTUYECTBE, CIIOCO0E MPUMEHEHHUSI.

II. O¢popmienue peuenra B popme 3JIEKTPOHHOI0 JOKYMEHTA

19. Peuent B popMe 37EKTPOHHOTO JTOKYMEHTA, MOJIMMCAHHOTO YCUJICHHOW KBaTU(HUIIMPOBAHHON
AJIEKTPOHHON TONKUCHI0, (OPMUPYETCS METUIUHCKUM paOOTHUKOM, CBEIEHHMS O KOTOPOM BHECEHBI B
(enepanbHBI PErMcTp MEAMIMHCKUAX PabOTHUKOB , a TAKKE MPU YCIOBUHM PETHCTPAIMM MEIMIIMHCKON
OpraHu3alliu, B KOTOPOil oopMmisercss pelent, B (eaepalbHOM peecTpe MeJMIMHCKHX OpraHu3arumii’
€/IMHOM rocy1apcTBEHHON MH(OPMAIIMOHHON CUCTEMBI B cepe 3/IpaBOOXPaHEHHS U MOAKIIOYSHHS TaKOH
MEAMIIMHCKONW OpraHu3aliu K TOCylapCcTBEHHONW MH(OPMAIMOHHOW cucTeMe B cdepe 3ApaBOOXpaHEHUS
cyonekta Poccuiickoit ®enepamyu .

20. ITpu odopmiiennn perienita B hopMe JIEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE TTPenaparhl,
ykazaHHble B nyHkrax 9 um 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX IIPENapaToB, YTBEPKACHHOIO
HACTOSALIUM MPUKA30M, U OTITYCKaeMbl€ 3a IOJHYI0 CTOUMOCTD, 3aIlOJIHAIOTCS CIeIYIONINe PEKBU3UTHI:

1) xox cyomekra Poccuiickoit ®epepaunu nmo OKATO, omnpenensiomuii rocynapcTBEHHYIO
nH(pOpMaIMOHHYIO CUCTEMY B cdepe 3apaBooxpaHeHus: cyobekTa Poccmiickoit denepaniuu, B KOTOPOM
copMHpOBaH pelent B (hopMe IJIEKTPOHHOTO JOKYMEHTA;

2) HauMEeHOBaHNE MEAUIIMHCKON OpraHu3aluy, aapec, TenedoH win GaMuins, THULIUAIbBl UMEHH U
oTuecTBa (MOCJIEAHEE - MPU HAIWYMHM) WHAUBUAYAIBHOTIO MPEAIPUHUMATEINS, UMEIOLIETO JULECH3UI0 Ha
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MEUILINHCKYIO IESITENIBHOCTD, €r0 aJpec;

3) OI'PH ropunuyeckoro nuua (MenuuuHckoil opranmsauuu) win OI'PHUIL maauBuayansHoro
NpeANpPUHUMATEIIS;

4) nata odopMieHHs perenTa (yKa3bIBaeTCs YUCIIO, MECSII, TON);

5) nmara oxkoHuYaHus JAeicTBUs peuenta (hopMmupyercs TrocyAapcTBEHHOW HH(OpPMALMOHHON
cuctemoil B cepe 3npaBooxpaneHus cyonekra Poccuiickoit denepanuu B COOTBETCTBHH CO CPOKAMH
nerctBus peuentos: 15 nueit, 30 queit, 60 aueit, 90 nuei, 1o 1 roma);

6) YHUKaJIbHBIM HOMeEp perenta (popMHUpYyeTCsl rocy1apcTBEHHOW MH(POPMALMOHHON CHCTEMOH B
chepe 3apaBooxpaHenus cyObekta Poccuiickoii ®enepanuu U obecrneyuBaeT  OJHO3HAYHYIO
UICHTUPHUKAIMIO perenta B (opMme 3JIeKTPOHHOTro jaokymeHta B coderanuun ¢ OKATO, OI'PH wmm
OI'PHUII);

7) ormetku "cito" (cpouHo) wmmm "statim" (HeMeIJIEHHO) MpPU HEOOXOJMMOCTH CPOYHOTO HIIU
HEME/JIEHHOT'0 OTITyCKa JIEKAPCTBEHHOTO MperapaTa NauueHTy;

8) ampec marueHTa (yKa3bIBae€TCs MOUYTOBBIN aJpec MecTa JKUTENbCTBa (MecTa NMpeObIBaHUS WU
MecTa (PaKTHUYECKOTO MPOKMBaHUA) C YKa3aHHMEM WHIEKCa, HAMMEHOBAaHUA Kpas, o0jacTu, pecmnyOiukKw,
ABTOHOMHOTO OKpyra W MHOTO cyOnekra Poccuiickoit denepannu, HAMMEHOBAHHUS HACEICHHOTO ITyHKTA,
HAUMEHOBAaHUS YJUIBI (IIPOCIEKTa, Mepeyika, Impoe3na), HoMepa aoma (C ykKa3aHuHeM KopImyca, MpH
HaJIMYUM), HOMEpa KBAPTHUPBI);

9) HOMep SJEKTPOHHOW MEIUIMHCKON KapThl MAlMEHTa B TOCYJAapCTBEHHON HH(OPMAIIMOHHOM
cucteme B chepe 3apaBooxpaneHus cyobekra Poccmiickoii @eneparumy;

10) pamunus, uMs, OTYECTBO (MIOCIETHEE - TPU HAJTHYKH) MAlMEHTa TOTHOCTHIO;

11) nmata pokneHuss nauueHta (ykasplBaeTcs 4YHCIIO, Mecdll, Toxd), Ajasd Aered 1o 1 roxa
JIOTIOJIHUTEIBHO YKa3bIBAETCS KOJUYECTBO MOJIHBIX MECALICB;

12) damunus, WHUOHATEI WUMEHH M OT4YecTBa (IMOCIENHEe - MPH HAIWYUK) MEAUIUHCKOTO
paboTHHKA OJTHOCTHIO;

13) HaumeHOBaHME  JIEKAPCTBEHHOrO  Ipemapata  (MEXIyHApOJHOE  HENaTEeHTOBAaHHOE
HalIMEHOBAaHME, TPYNNHUPOBOYHOE WM XUMHMUYECKOE HAUMEHOBAaHUE, TOProBOE€ HAWMEHOBAHUE),
JIO3UPOBKA, (hopMa BBIMYCKa, KOJIMUECTBO (BCE MO3UIIUU YKA3BIBAIOTCSA HAa PYCCKOM SI3BIKE);

14) croco6 mpuMeHeHus JeKapCTBEHHOTO MIpernapara Ha TOCyAapCTBEHHOM si3bike Poccuiickoii
@denepanuy WIM Ha TOCYJIAapCTBEHHOM s3bike Poccuiickoi denepanuum M TOCYyIapCTBEHHOM  SI3BIKE
peciyOJIMK U UHBIX si3bIKax HapoqoB Poccuiickoit denepanuu 8,

15) HOKyMeHT, NOATBEPKIAIOIIUN Ha3HAYEHUE JIEKapCTBEHHOI'O Ipenapara I0 pPEIIeHUI0
BpaueOHOM KOMHCCUU METUIIMHCKOM OpraHu3alny;

16) oTmeTka O Ha3HAUEHUHU JIEKAPCTBEHHOI'O Iperapara MO pPELIEHUI0 BpayeOHON KOMHCCHUU
MEIMIMHCKONW OpPraHu3alliMd B CIyyasX, yKa3aHHbIX B a03aue Bropom mnyHkra 6 llopsaka HasHaueHUs
JIEKapCTBEHHBIX [IPENapaToB, YTBEPKIACHHOIO HACTOSALIUM IPUKA30M;

17) oTMeTKa O cleruaJbHOM Ha3HAYEHHHU JIEKapCTBEHHOI'O IMpernapara (3arloyHAeTcs B Cllydasx,
yKa3aHHbIX B IyHKTax 15 m 24 Ilopsaka Ha3HayeHUs JIEKQpPCTBEHHBIX IPENapaToB, YTBEPKIECHHOIO
HACTOSALIUM IPUKA30M);

18) oTmMeTKa 0 cnenualbHOM Ha3HauY€HUH JIEKaPCTBEHHOI'O Mpenapara MalirueHTy ¢ 3a00JeBaHueM,
TPeOYIOLIUM JITUTEIHHOTO KypCOBOTO JICUEHHs (3aloIHAETCs B cliyyae, ykasaHHoM B nyHkTe 23 Iopsaka
Ha3HA4YeHMs JIEKAPCTBEHHBIX IPENapaToB, YTBEP:KIEHHOTO HACTOSIIKMM IPUKAa30M) C MPOCTaBICHUEM
NEPUOANYHOCTH OTITYCKa JIEKapCTBEHHOTO Mpenapara;

19) mpu odopmiiennn perenta B hopMe JIEKTPOHHOTO TOKYMEHTA Ha JIGKAPCTBEHHBIC MPETIapaThl,
yKa3aHHbIE B NOANYHKTax 2-5 nyHkTa 9 u nynkre |1 Ilopsaka Ha3HauYeHHUs JIEKapCTBEHHBIX IPENaparos,
YTBEP’KACHHOIO HACTOSLIMM IPHUKa30M, IpakJaHaM, HMEIOLUIMM MpaBO Ha OecliaTHOE NOJydyeHue
JIEKapCTBEHHBIX IPENapaTOB WM IOJYyYEHHUE JIEKAPCTBEHHBIX IPENapaToB CO CKUAKOM, 3arOIHSIOTCS
PEKBHU3UTHI, IPEYCMOTPEHHBIE MOAMYHKTaM |-18 HACTOAIIEro MyHKTA, a TAK)KE CIeIyIOINe PEKBU3UTHI:

a) KaTeropus TrpaxkJaH, HMMEIOIIMX @PaBO HA I[OJyYEHUE JIEKaPCTBEHHBIX I[IPENapaTroB B
COOTBETCTBUU CO cTaTheil 6.1 denepanbHoro 3akoHa ot 17 utonst 1999 r. N 178-D3 "O rocynapcTBeHHOU
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conmaabpHOI nomonm" ’;

0) xox Ho30M0THYecKoi Gopmbl o MKHE;

B) ucTouHUK ¢uHaHcupoBaHus (1 - denepanbHblii OIOKET, 2 - OHOKET cyObekTa Poccuiickoit
Oeneparny, 3 - MyHHUIUITATBHBINA OIOKET);

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

JI) CTPaXxoOBOH HOMEp WHAMBUAYAIBHOTO JIMIICBOrOo cueTa rpaxknanuHa B I[lencuonHoM Qonze
Poccutickoit ®enepanuu (npu Hamuann ) (CHUJIC);

€) HOMEp TOoJIMca 005A3aTeTFHOTO MEUITUHCKOTO CTPaXOBaHUSI.

21. Ilpu nmpocTtaBiieHUHM OTMETKH, YKazaHHOH B mnojnyHkrte 16 nmynkra 20 Hactosimero Ilopsiaka,
peuent B ¢opMe DIIIEKTPOHHOTO JOKYMEHTa TIOJAMHUCHIBACTCS YCWJICHHOW KBaTH(PHUIIMPOBAHHON
DIIEKTPOHHON — TMOJINKCHI0  MpEeAcenaTesis WM CeKpeTaps BpayeOHOM KOMHCCHM —MEIUIUHCKOMN
OpTraHMU3aIfy, IPH MPOCTABICHUH OTMETOK, YKa3aHHBIX B mojnyHkTax 17 u 18 myHkra 20 HAcTOSIIETO
[lopsinka, - YCWJICHHBIMH KBaJU(HUIMPOBAHHBIMU JJIEKTPOHHBIMU TMOJMUCAMHU COOTBETCTBYIOIIUX
MEIUIIMHCKIX PAOOTHHKOB.

22. Ilo TpeOoBaHMIO MalME€HTa WM €r0 3aKOHHOTO IMPEACTaBUTENSI OPOPMIIIETCS 3K3EMIUISIP
penenta B (opMme DJIEKTPOHHOTO JOKyMEHTa Ha OyMaXHOM HoOcHTele ¢ OTMeTKou "JlyOmmkar
3JIEKTPOHHOIO JIOKYMEHTa".

I11. Yyer penentypHbIX 0JIaHKOB (32 MCKJIIOUEHHEM pelenTYPHBIX 0J1aHKoB 1o (popme N 107/y-HII
"CneuuajJbHbIH penenTypHbIi 0J1aHK")

23. Vuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
U3rOTaBIMBAEMbIX TUIOTPaCKUM CIOCOOOM (Jlasiee - peLenTypHble OJaHKH, MOJUIeXkKalllue YYery),
OCYIIECTBIISIETCS B JKypHaJlaX Y4eTa, IPOHYMEPOBAHHBIX, IIPOLIHYPOBAHHBIX U CKPEIUIEHHBIX MOJIUCHIO
PYKOBOIMTENS MW I€YaTbl0 MEIWLMHCKOM OpraHu3allid WIA TOIIUCBI0  WHAMBHIYaIbHOTO
peIpUHUMATENS], UMEIOILET0 JIMIIEH3UI0 Ha METUIIMHCKYIO 1€ATEIbHOCTb.

24. XKXypnain yuera peuentypHbix 61aHkoB Gopmel N 107-1/y conepxut ciaenyromue rpadsr:

1) HoMep Mo NOPSAAKY;

2) B pazaene "[lpuxon":

a) JlaTa perucTpaiuy J0OKyMeHTa, IOATBEPKIAIOIIET0 MOCTYIIJICHHE;

0) HOMep U J1aTa JOKYMEHTa, OATBEPKJAI0IIEro NOCTYIUIEHHE, HAMMEHOBaHHE ITOCTaBIIINKA;

B) 00111€€ KOJIMYECTBO MMOCTYIUBIIUX PELENTYPHBIX OJIaHKOB;

r) ¢amunaus, HHULOUAIBI MMEHM M OTdecTBa (MOcCleAHee - MpU HAJIWYUKM) U TOJIHUCH
OTBETCTBEHHOI'O MEIULIMHCKOTO Pa0OTHHKA, ITOJIYYHBILErO PELENTYpHbIE OJTaHKU OT MOCTAaBLINKA;

3) B paznene "Pacxon'":

a) J1aTa BbIJJauM PELENITYPHBIX OJIaHKOB;

0) KOJIMYECTBO BBIIAHHBIX PELETITYPHBIX OJIAHKOB,

B) (amuius, MHMLIMAIBI UMEHHM W oOT4yecTBa (IOCielHee - MPH HaJU4UH) OTBETCTBEHHOTO
MEIUIIUTHCKOTO Pa0OTHHUKA, TOJYYUBILErO pelenTypHble OJIaHKH;

T') IOANKUCH OTBETCTBEHHOI'0 MEIUIIMHCKOTO paOOTHHKA, IOJYYHMBILErO PELENTYpHbIE OJaHKU;

4) Qamunus, HMHUIOUATBl MMEHM U oOT4yecTBa (IOCieqHEe - TNpPU HAIWYMM) W TOJIIMHUCH
OTBETCTBEHHOT'O MEIUIIMHCKOTO Pa0OTHHKA, BBIAABILIETO PELETITYpHbIE OJaHKY;

5) ocTaToK perenTypHbIX OJIaHKOB.

25. Kypuan yuera peuentypHbix OnankoB (opm N 148-1/y-88 m N 148-1/y-04(:1) comepx ut
clleAyIonme rpadsml:

1) HOMep MO NOPAIKY;

2) B paznene "[Ipuxon":

a) laTa perucTpaiuu J0KyMeHTa, IOATBEPKIAI0IIEero MOCTYIJICHHE;

0) HOMep U J1aTa TOKYMEHTA, TIOATBEPKIAIOIIEr0 MOCTYIUICHHE, HAMMEHOBAaHHE MTOCTABIINKA;
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B) 00111ee KOJIMYECTBO MOCTYMUBIINX PELENTYPHBIX OJIaHKOB;

') CEpUU U HOMEpA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PEUENTYPHBIX OJAHKOB IO CEPUSIM;

e) (daMunus, WHUIUAIBI WMEHH H oT4yecTBa (TOCIENHEEe - TPH HAIWYUU) W TOANKCH
OTBETCTBEHHOT'O MEIUILIMHCKOTO pPa0OTHHKA, MTOJYUYHUBILIETO PELENTYypHbIE OJIaHKH OT MOCTaBIINKA;

3) B paznene "Pacxon":

a) JlaTa BBIJJA4U PELENTYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpa BBIITAHHBIX PELIETITYPHBIX OJIAHKOB,

B) KOJIMYECTBO BBIIaHHBIX PELENITYPHBIX OJIaHKOB;

r) daMunus, WHUALNUATBI UMEHH W oOT4yecTBa (MOCIEAHEE - MPU HAIWYUH) OTBETCTBEHHOTO
MEAMIMHCKOTO PaOOTHHKA, MOTYYHUBIIETO PELENTYpHbIE OJaHKU;

1) TOJITUCHh OTBETCTBEHHOTO MEMIIMHCKOTO pabOTHHKA, TOYYHBIIETO PELENTYPHBIC OaHKHU;

4) ¢damunus, UHUIMATIBI HUMEHHM W OT4ecTBa (MOCieqHee - MpU HATUYMM) U TOJINUCH
OTBETCTBEHHOTO MEJHMIIMHCKOTO pabOTHHKA, BBIABILIETO PEIENITypHbIC OJIaHKH;

5) ocTaToK peuenTypHbIX OJaHKOB.

26. Vder peuentoB, oQOpMICHHBIX B (OpMe 3JIEKTPOHHOTO JOKYMEHTA, OCYIICCTBIIICTCS B
rocy/1apcTBEHHOUW HH(POPMAIIMOHHON cucteme B cdepe 3apaBooxpaHeHus cyObekTa Poccuiickoi
Denepauyl MOCPEACTBOM BEACHHUS €IMHOTO PEECTpa pPelenToB, OPOPMICHHBIX B (hOpME IIEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHenne penentypHbiX 0JJaHKOB (32 HCKJIIOYEHHEM PelenTYPHbIX 0JIaHKOB 10 (popme
N 107/y-HII "CneunajbHbli penenTypHbIi 0J1aHK')

27. MemunuHCKHE OpraHU3alyu MOJMYyYaroT HEOOXOMUMBbIE pelenTypHble OJaHKH, 0(OpMIICHHBIC
TUNOrpa)CKUM  CHOCOOOM, Yepe3 TEeppUTOpPHATIbHBIE OpraHbl YIPABICHHUS 3IPAaBOOXPAHEHUEM WU
OpraHu3aIiy, yMOJHOMOUYEHHBIE Ha 3TO OpPraHaMH HCIOJIHUTEIBHOM BIACTH CyOBEKTOB Poccuiickoit
®denepanuu.

28. PeuentypHble ONaHKH, MOJUIEkKAIINE YUETy, XPaHITCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYE€HHBIM
PYKOBOJIUTENEM MEAMLMHCKOW OpraHu3alMy, B 3allMPaeMOM MeTalInyeckoM mkady (ceiide) wim
METAJITTNYECKOM SIIIHKE.

29. MnuBuyanpHbl IpEeIPUHAMATENb, UMEIOLINHN JULEH3UI0 HA MEAULIIMHCKYIO JESATEIBHOCTD,
XpaHUT peLENTypHble ONaHKH, MOJJIekKAIIKUEe yUeTy, B 3allMpaeMoOM MeTauInyeckoM wKkady (ceide) nmm
METAJITINYECKOM SIIHKE.

30. IIpoBepka coCTOsSIHUS XpaHEHUs, ydeTa, (AaKTUUECKOTO HalM4Msl U pacxojia pelenTypHBIX
OJIaHKOB, MOMJEKAIIUX Yy4yeTy, OJUH pa3 B KBAPTaJI OCYILECTBISETCS KOMHCCUEH, CO3JaHHON B
MEJIUIIMHCKOM OpraHu3aluu.

31. PeuentypHble OnaHkd, odopmisieMble Ha OyMaXHOM HOCUTENE W MOJAJEKaIlue Y4erTy,
BBIIAIOTCS MEIUIIMHCKUM paOOTHHUKAM, UMEIOUIMM MpaBo OGOPMIICHHS PELENTOB, MO PacHOPsHKEHUIO
[JIaBHOTO Bpaya WX €ro 3aMECTUTEIIS.

[TomydyeHHble peuenTypHble OJlaHKM Ha OyMaXHBIX HOCHUTEISIX XPAHATCS MEIUIUHCKUMU
pabOTHUKAaMU B MOMELIEHHUSX, 00€CIIEUNBAIOIINX UX COXPAHHOCTb.

32. IlporpaMMHO-TEXHUYECKHE CPEJACTBA TOCYJAPCTBEHHBIX MH(OPMAIIMOHHBIX CHUCTEM B cdepe
3/IpaBOOXPAaHEHHs], MEAUIMHCKIX MHPOPMALMOHHBIX CUCTEM MEIUIIMHCKUX OpraHu3aluil 00ecrednBaoT
XpaHEHHUE IEKTPOHHBIX PEIENTOB, OPOPMIIEHHBIX B (DOpPME 3JIEKTPOHHBIX JOKYMEHTOB B T€UEHUE CPOKOB,
YCTQHOBJICHHBIX JJIi XPaHEHUS PelenToB, OPOPMIICHHBIX Ha COOTBETCTBYIOIIMX (popMax peuenTypHBIX
OaHKOB Ha OymMakHOM HocuTene .

! Co6panne 3akoHOAaTENbCTBA Poccuiickoii Menepaunu, 1999, N 29, ct. 3699; 2020, N 52, ct1. 8577.
2 Ilpukas MuHHCTEpCTBAa 3apaBooXpaHeHus Poccuiickoii ®enmepaumu ot 15 pmexabps 2014r. N 834m "O6
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YTBEPXKICHUN YHUPUIMPOBAHHBIX (OPM MEIUIMHCKON JOKYMEHTALMH, HWCIIOJIb3YEMBIX B MEIUIMHCKHX OpraHu3alusX,
OKa3bIBAIOLINX MEIUIIMHCKYIO OMOIIb B aMOYJIaTOPHBIX YCIOBUSX, M MOPSIIKOB 10 X 3anonHeHuto" (nanee - [lpukaz N 834H)
(3apeructpupoBad MuHHCcTepcTBOM FocTHnu Poccuiickoit @enepannu 20 despans 2015 r., peructpannonsasid N 36160) ¢
M3MEHEHUSIMU, BHECEHHBIMU NpUKa3aMu MuHucTepeTBa 3apaBooxpanenus Pocceuiickoit ®enepaunu ot 9 suBaps 2018 r. N 2
(3apeructpupoBad MunncTepcTBoM toctunmu Poccuiickoit @enepammu 4 ampernst 2018 1, peructpannonssiii N 50614), ot 2
HOs10ps 2020 T. N 1186H (3apeructpupoBan MuHucTepcTBoM tocturmu Poccmiickort @eneparm 27 HosOps 2020 r.,
peructparroHsbiii N 61121).

3 [Ipukas N 834m.

* Yacte 1 crateu 15 3akona Poccuiickoii ®emepanuu or 25 oktadps 1991 1. N 1807-1 "O sa3blkax HapoI0B
Poccwuiickoii @enepanun” (nanee - 3akon N 1807-1). (Benomoctu cbezna Hapoaubix aenytaroB PCOCP u Bepxonoro Cosera
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akoHoaaTenbeTBa Poccuiickoit @enepanuu, 1998, N 31, ct. 3804).

>Yacte 4 crateu 91.1 Oenepansroro 3akona N 323-03 (Cobpanue 3akoHOaTENLCTBA Poccuiickoit enepanuu, 2011,
N 48, ct. 6724; 2020, N 29, ct. 4516).

 Yacts 4 crathu 91.1 ®epepansHoro 3akona N 323-03 (Cobpanue 3akoHoaaTenbcTBa Poceuiickoit ®eneparuu, 2011,
N 48, ct. 6724; 2020, N 29, cT. 4516).

7 Crareu 91 m 91.1 ®enepanpHoro 3akoHa N 323-®3 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @eneparum, 2011,
N 48, ct. 6724).

8 Yacte 1 crateu 15 3akona N 1807-1 (BemoMocTu ches3na HaponHbix nenytatoB PCOCP u Bepxosnoro Cosera
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akoHomarenbcTBa Poccmiickoit @enepannu, 1998, N 31, ct. 3804).

® Cobpanue 3aKoHOmATENbCTBA Poccuiickoit ®exeparmum, 1999, N 29, cr. 3699; 2020, N 52, ct. 8577

10 Tloamynxkr 5.2.169 Tlonoxenns o Munucrepcrse (CoGpanue 3akoHoaaTenbcTBa Poccuiickoit ®enepamuu, 2012,
N 26, ct1. 3526; 2021, N 43, cT. 7258).

T'APAHT:

Peuentypubsie Omanku ¢opmbr N 107/y-HII, wmsroroiaennsie g0 1 mapra 2022 1., MOryT OBITh
MCIob30Bankl 10 1 mapra 2023 r.

puaoxenne N 4

K npuka3zy MuHHCTEpPCTBA 3APaBOOXPaHEeHUs

Poccniickoit ®exepanun

ot 24 Hos10ps1 2021 r. N 1094

dopma cnenuaJbHOro penentypHoro 6;1anka N 107/y-HII

MuHMcTepCcTBO 3OPaBOOXPaHEeHUA Kon dopmel nmo OKY]

Poccurickon denepauumn MenmumHCKasa IOOKyMeHTalMAa
®opma N 107/y-HII, yTBepXIeHHAd
nprkasomM MMHMCTEpCTBa
3OpaBoOXpaHeHUsa Poccumckon demepalum

mTaMIil MeOUMUMHCKOM OpraHM3alumn or 24.11.2021 N 1094nu

PELEIIT

Cepua N N

n " 20_ I‘.
(DaTa BBINIMCKM pelLenTa)

(B3pOCIEM, IOETCKMM — HYXHOE NOOUEPKHYTH)

damMmnmsa, MMSA, OTUECTRBO (IocjieHee - IIPM HaJWuMM)
nanumMeHTa
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BospacT

Cepus M HOMEp IoJiMcCa O0S3aTEJILHOT'O MEeIMIIMHCKOIT'O CTPaxoBaHMSI
HoMep MeOMLMHCKOM KapTH

damMmnmsa, MM, OTUECTBO (HIocjieHee - MIPM HaJWUUMM)

Jleyamero Bpauda (denbaumepa, akyllepkKu)

[loonmmMch ¥ JIMYHAS IIeYaTh Bpaua
(mommmuchk oGesbamepa, aKylepKM)

M.II.
dammnus, UMS, OTUeCTBO (mocJryenHee - OpM HaJIM4dUM) 171 IIOOMNMCH
YIIOJIHOMOUYEHHOT'O JIMlla MEeOUMUMHCKOM OplaHM3alumn

M.II.
OTMeTKa alTedyHOM opTraHu3aluum o0 OTIyCcke
damMmmsa, MMsa, OTUECTBO ([ocjielHee - MIPM HaJIWuMM) ¥ HNOANMCH paboTHMKA
alTeyHoM opTaHu3alum

M.II.

Cpok IeucTBuUA pelenTa 15 nHeM

Ipuiaoxenne N 5

K IIprka3y MHHHMCTEPCTBA 31PaBOOXPAHEHHUS
Poccuiickoii Penepannu

oT 24 nosiops 2021 r. N 1094u

IHopsaoK U3roTOBJICHUS, pACIIPEieICHNs, PETUCTPALUH, Y4eTa U XPAHEHHUS PeleNnTOB, COAEPKALMNX
Ha3HAYEeHUe HAPKOTHYECKHUX CPEACTB HJIM IICUXOTPOIHBIX BEIeCTB

I. Ilopsinok U3roToBJIeHHS, Paclpele/ieHUs] CIeNATbHBIX PelleNTYPHBIX 0JIAHKOB 10 (hopme
N 107/y-HI1

1. Opranuzaiuio U3roTOBJIEHUS U pacHpeeNeHHs pelenTypHbIx 061ankoB o ¢Gopme N 107/y-HII
"CrneunanbHbli penenTypHblii OmaHk" (nmajee - crneuuaibHBIA pEelenTypHbId OJIaHK) OCYIIECTBIISIET
MunuctepcTBo 3ApaBooxpanenus Poccuiickoii @enepanun (nanee - MUHUCTEPCTBO).

2. CrenuanbHble pelienTypHble OJaHKH SBISAIOTCS 3aIIMIIEHHOW MoJurpapuveckoi mpoayKuuen
ypoBHs "B", m3roraBiuBaemMoil Ha Oymare po3oBoro IBera pasmepoM 10 cM X 15 cM, TOMKHBI UMETh
CEepUI0 U HOMEp, a TakXKe COOTBETCTBOBATh TpeOOBAaHMSAM, YKa3aHHBIM B Ipukaze MUHUCTEpCTBa
¢unancoB Poccuiickoit @enepanuu ot 29 centadps 2020 r. N 2171 "O6 ytBepxaeHun TexHHMUECKUX
TpeOOBaHUI W YCJIOBUH M3rOTOBJICHUS 3aIIMIIEHHOW OT MOAJENIOK mojurpaduyecko mpogykuun"
(3apeructpupoBan MunuctepctBoM toctuiun  Poccuiickoit  @enepamun 16 HOosOps 2020 1,
peructpanuonssiii N 60930).

3. B mensx opraHu3alnyy W3TOTOBIIECHHUS M PAaCHpeiesieHHs CIEeHUANbHBIX PELEeNTYPHbBIX OJaHKOB
MEAMIMHCKHE OpTraHu3allii, UMEIOIINE IPaBO OCYIIECTBIATh BbIJAUy pELENTOB Ha HApKOTHYECKHE
CpencTBa WM IIcUXOTpomHble BemecTtBa crucka I Ilepeuns u 3apeructpupoBanHble B Poccuiickoin
Qenepallii B KauyecTBE JIEKAPCTBEHHBIX IMpenapaToB JJig MEIWLUHCKOrO TNpUMEHEeHHs (nasee
COOTBETCTBEHHO - MEJMIMHCKAs OpraHu3alus, HApKOTHYECKUH (ICUXOTPONHBIN) JIeKapCTBEHHBIN
[pernapar), COCTaBJISAIOT 3aBKU Ha pelenTypHble OJaHKU.

4. B cpok m0 1 OKTS0pst TeKyIiero roja 3asBKM MEIUIMHCKMX OpTraHU3allMii Ha CrelualbHbIe
penenTtypHble OJaHKU MPEICTaBISIOTCS:
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1) MeOUUMHCKMMH OpraHM3alUsAMHU, HaXOJAIIMMUCA B BEACHUU (PeaepanbHbIX OpPraHoB
UCTIOJIHUTENILHOW BJIACTH, - B COOTBETCTBYIONIME (hefepalibHbIe OPTaHbl UCTIOTHUTEIBHON BIACTH;

2) MEIMUMHCKUMM OpraHM3alldsMH, HaxXOIAIIMMHUCS B BeAE€HUU CyObekToB Poccuiickoi
®denepanv, MEAMLUUHCKUMU OPraHU3alUsIMlA MYHUIMIAIBHON M YaCTHOM CUCTEM 3paBOOXPAHEHHUS - B
OpraHbl MCIIOJIHUTENbHON BiacTH cyObekToB Poccuiickoit @enepanun B cdepe OxXpaHbl 340pOBbs
rpaXJaH, Ha TEPPUTOPUU KOTOPBIX OHHM PACIIOJIOKEHBI (llajee - OpraHbl HCIOJIHUTEIBbHOW BIIACTU
cyonsekToB Poccuiickoi denepanun).

5. B 3asBKe METUIIMHCKON OpraHU3allMi Ha CHEIMaJbHbIC pPEIENTypHbIe OJIAHKU YKa3bIBAIOTCS
CJIEYIOIIHE CBEICHMS:

1) cBeneHuss 0 MEIMUMHCKON OpraHu3alluy, MOJABLICH 3asBKYy Ha CIIELMaJIbHBIE pPELEHTYpPHbIC
0J1aHKH (IT0JTHO€ HAMMEHOBAHUE, aIPEC MECTa HAX 0K JICHHS);

2) KOJMYECTBO CHEUMAIbHBIX pPEHENTYpHBIX OJaHKOB, HW3pPAcXOJOBAHHBIX MEIHIIMHCKOM
opraHusaunueil Ha 1 sHBaps IpeaUIeCTBYIOLIETO IOAa;

3) KOJIUYECTBO CHEIHUATBHBIX PEIENTYPHBIX OJAHKOB, HEOOXOIUMBIX MEIUIIMHCKON OpraHu3aluu
Ha CIEAYIOLUHI TOA.

3asiBKa MEIUIMHCKOM OpraHu3alMi Ha CHELMaJIbHble pEeLEenTypHble OJIaHKM MOANKCHIBAETCS
PYKOBOJUTEIEM MEIULMHCKOM OpraHMU3allMM, KOTOPBIA HECET IEPCOHAIBHYI0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTb U JOCTOBEPHOCTb YKAa3aHHBIX CBEJICHUM.

6. denepanpHble OPraHbl UCIOJIHUTEIBHON BJIACTH, B BEACHUM KOTOPBIX HAXOIATCSA MEIULUHCKHE
opranuzaiuu (manee - (eaepaibHbIe OpPraHbl HWCIOJHHUTEIBHON BIIACTH), W OpPTaHbl HCIIOJHUTEIHHON
BiIacTH cyObekToB Poccuiickoii ®Penepaluu Ha OCHOBAaHMM 3asBOK MEIUIIMHCKUX OpraHu3aluil Ha
CrelMalbHbIe PelenTypHbIe OaHKu (POPMUPYIOT CBOAHBIC 3asiBKM Ha CICIIHATBHBIE PEIEITypHbIC OJIAaHKU
U B cpok 710 1 nexaOpst TeKyIlero rojia npeacTaBisioT ux B MUHUCTEPCTBO.

7. B cBOZHO¥ 3asBKE Ha CICMAIbHbBIE PELETITYPHBIE OJIAHKH YKa3bIBAIOTCS CIICIYIOIINE CBEICHHS:

1) cBeneHus o ¢enepalbHOM OpraHe MCIIOJHUTEIbHOM BIAacTH (OpraHe MCIOJHUTEILHON BIACTH
cyonbekTa Poccuiickoit denepaiun), NpeACcTaBUBIIEM CBOAHYIO 3asBKY Ha CIIELUAbHBIE PELENTypHbIE
651aHKH (ITOJTHOE€ HAMMEHOBAHUE, aPEC MECTa HAX0XKJICHHS);

2) KOJMYECTBO CIIELMATIbHBIX PEUENTYPHBIX OJAHKOB, pacHpelesIeHHbIX (efepaibHbIM OpraHOM
UCIIOJIHUTENIHOW BiIacTU (OpraHOM HMCHOJHUTENBbHOM BiacTu cyObekTa Poccuiickoit denepanun) Ha 1
SHBaps MPEIIECTBYIOLIETO I'0/1a MEX1y MEIULIIMHCKUMH OpraHU3alusIMu;

3) KOJMYECTBO CIELUUAIBHBIX PEUENTYPHBIX OJAaHKOB, HEOOXOAMMBIX (enepaTbHOMY OpraHy
UCIIOJTHUTENIbHOM BiacTu (OpraHy HCHOJHHUTENbHOM BiacTu cyObekta Poccuiickoit ®enepanuu) Ha
CJIEYIOIIMN IO/ ISl paclpeneeHHs] MEXKAY MEAULIMHCKUMH OpraHu3alusIMu;

4) cBeneHus O TMOABEIOMCTBEHHOW OpraHu3allvy, YIOJHOMOYEHHOH (enepaibHbIM OpPraHoM
UCTIOJIHUTENILHOW BJAacTH (OpraHOM HCIOJMHUTENbHON Biactu cyObekra Poccuiickoit denepariyn)
OCYIIECTBIISITh TOJYYEHHE CIELMATIbHBIX PELENTypHbIX OJaHKOB OT MUHHCTEPCTBA, UX XpaHEHHE U
BbIJJauy MEJUIIMHCKUM OpraHu3aiusM (MOJHOe HauMEeHOBaHHe, ajgpec Mecta HaxoxxaeHus, MHH/KIIII,
OKTMO opranuzaiuu, (pakTHUECKUN aJpec MOCTAaBKH).

8. Ha ocHOBaHMM TIOJy4YEHHBIX CBOJHBIX 3asBOK Ha CIEUUAIbHbIE pPELENTYpHbIE OJaHKU
MuHHCTEPCTBO €XKETOJHO B CPOK 10 15 stHBapst cienmyromiero roaa (GopMUpYeT W yTBEPXKAAaeT IUIaH
pacripesiesieHus] CIEeHUAIbHBIX PELEeNTypHBIX OJaHKOB, B KOTOPOM OTpakaeTcsl rojoBas MOTPEOHOCTH
Poccuiickoit @enepanu B crelMaibHBIX PELENTYpHbIX OJaHKax (Jajee - IUJIaH pacrpeieseHus
MuHucTepCTBA).

9. B ninane pacnpeneneHuss MUHHCTEPCTBA YKA3bIBAIOTCS CICIYIOIINE CBEICHUS:

1) nopsAKOBBIM HOMEDP 3aINCH;

2) HauMeHOBaHME (pelepaJbHOr0 OpraHa HCIHOJIHUTENbHOM BIACTH (OpraHa HCIOJTHUTEIbHOU
BiIactu cyObekta Poccuiickoit ®enepanuu), NpenCTaBUBILEIO CBOJHYIO 3asBKY Ha CIEIHaJIbHBIE
penenTtypHbie OJIaHKH;

3) HEe0OX0MMOE KOJMUYECTBO CIIEUANBHBIX PELENTYPHBIX OJaHKOB.

10. HanpaBneHue crielMaibHBIX PEIENTYPHBIX OJaHKOB (eepaibHBIM OpraHaM MCTIOTHUTETHLHOM
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BJIACTH, OpraHaM WCIOJHUTEILHON BIAacTH CyOBeKTOB Poccuiickoit ®Denepanuiyi OCYIIECTBISCTCS
MuHHCTEpCTBOM B KOJMYECTBE, MPELyCMOTPEHHOM ILJIAHOM pactipeziesienuss MuHucrepcTsa.

11. MuHHCTEpCTBOM JONOJHUTEIBHO K KOJIMYECTBY CHEIUAIbHBIX PEUENTYpPHBIX OJIaHKOB,
NPEeIyCMOTPEHHOMY TUIAHOM  pacrpeneicHuss MuUHUCTEpCTBA, (OPMHUPYETCS PE3epBHBIA  3amac
CIIEIMAJILHBIX PELENTYPHBIX OJaHKOB B KojudecTBe, He mpesbimaronieM 150 000 crnenuanibHBIX
peLenTypHbIX OJIaHKOB.

12. B cnyyae yBelnyeHHUs MOTPEOHOCTH B CIEUUANBHBIX pELENTYpPHBIX OlaHkax (enepaibHbIe
OpraHbl HCIIOJIHUTEIHHON BJIACTH (OpTaHbl HCIIOJHUTEIHHON BJIACTU CyOBeKTOB Poccuiickoit Denepariun)
HaIpaBiIsl0oT B  MUHHCTEPCTBO CBOJHBIE 3aABKM Ha JOMNOJHUTEIBHOE KOJIMYECTBO CIELHAIBHBIX
pelenTypHBIX OJAaHKOB (C OOOCHOBAaHWUEM YBEIWYCHHSI TMOTPEOHOCTH B CIEUUATBHBIX PELENTYPHBIX
OllaHKax), KOTOpbIe NPENOCTaBISAIOTCA MUHHCTEPCTBOM U3 PE3EPBHOrO 3amaca ClelualbHBIX
peLenTypHbIX OJIaHKOB.

13. ®enepanbHble OpraHbl UCIIOJHUTENIBHOM BIACTH (OpraHbl UCIIOJHUTENBHON BIIACTH CYOBEKTOB
Poccuiickoit ®denepanuu) pacnpenessitoT IMOJMyYEHHBIE CIEIHAIbHBIC PEIENTypHbIE ONaHKH MEXITy
MEAMIIMHCKUMH  OpraHW3allMsIMd Ha OCHOBaHMHM IUIAHOB paclpeleNeHus, CQOPMUPOBAHHBIX B
COOTBETCTBUHU C 3asBKAMH MEIUITMHCKUX OpTraHU3aIuil Ha CIICIIUAIBHBIE PEIEeNTYPHBIC OJIAHKH.

I1. Ilopsinok perucTpaumu, y4era i XpaHeHUs CrenuaJbHbIX PelenTyPHbIX 0JIaHKOB 10 opme
N 107/y-HI1

14. MunucrepctBo, uHble (eaepaibHble OpraHbl HCIOJIHUTEIBHOW BIACTM W OpraHbl
UCTIOJIHUTENILHOW BNacTu CcyObekToB Poccuiickoit dexepanny OpPraHuM3yIOT XpPaHEHUE CIIEHUATIBHBIX
peLenTypHbIX OJIAHKOB B  I10/IBEJOMCTBEHHBIX OpIaHU3alUAX, YIOJHOMOYEHHBIX OCYIIECTBIIAThH
[OJIyY€HUE CIELUAJIbHBIX pELEenTypHbIX OJaHKOB OT MuHuCTEpCTBAa, HMX XpaHEHUWE U BblIavy
MEIUIUHCKUM OpTaHU3aLUsAM (Jajiee - YIIOJIHOMOYEHHAasi OpraHu3alus).

15. B ynoJlHOMO4YEeHHON OpraHu3alMy U MEIUIMHCKON OpraHU3alliy, MOJIyYMBLIEH CIElUaIbHbIC
pelenTypHble OJIaHKH, OpPraHU3YeTCs PEerucTpanus, ydyeT U XpaHEHHE CIELHATbHBIX PELEeNnTypPHbIX
OJIaHKOB.

Peructpanus, y4er M XpaHEHHME pE3EpBHOrO 3amaca CHENMalIbHBIX pELENTypHBIX OJaHKOB
MunuctepcTBa  OocyuiecTBisieTcss  (efepaabHbIM TOCYJAapPCTBEHHBIM  OIOJUKETHBIM  YUPEXKJICHUEM,
HaXOJSAIIMMCS B BeIeHUM MUHUCTEPCTBA (Jlaee COOTBETCTBEHHO, - PE3EpPBHBIN 3amac, o IBE€I0OMCTBEHHOE
YUpeKICHUE).

16. PaboTHMK, Ha3HAuU€HHBIH MPHUKA30M PYKOBOAMTENS YIOJIHOMOYEHHOW OpraHu3aluu
(YnOJIHOMOYEHHON OpraHU3alluy, MOJIBEJOMCTBEHHOI'O YUPEKJIEHUS) OTBETCTBEHHBIM 3a PETHUCTPALHUIO,
XpaHeHHEe M Yy4YeT CIelUalbHBIX pPELENTYPHbIX OJaHKOB (Janee - OTBETCTBEHHBIH pabOTHHK), Ha
OCHOBAHHUU JTIOBEPEHHOCTH, OPOPMIICHHON B TOPAJIKE, YCTAHOBIEHHOM 3aKOHOAATEIbCTBOM Poccuiickoii
Qeneparu (C HOAMMCHIO  PYKOBOJIUTENS  YIOJHOMOUYEHHOW opraHuzanuu  (yrnoJIHOMOYEHHOH
OpraHMu3aIy, MOJBEAOMCTBEHHOTO YUPEKACHHUSI), [NIABHOTO OyXranTepa, 3aBEpeHHbIX KPYIJIOi medaTsio),
MOJy4aeT ClelualbHble PEelenTypHble OJAHKU U OCYILECTBIISIET BEJCHHE XKypHala PerucTpaluy U ydera
CHEIHANIbHBIX PELENTYypHbIX OJIAaHKOB, K KOTOpoMy mpuoOmaer ¢orto- u (Wiu) BHAEOMAaTEepUAbI,
noaTBepxkatore pakT opopMIIEHUS pELeNITypHBIX OJIaHKOB Ha AOMY (IIpU HAJTUYUH).

17. XypHan peructpalud W yuyeTa CIEUHUaJIbHBIX PEUENTYpHBIX OJAHKOB JOKEH OBITh
IIPOHYMEpPOBaH, NPOIIHYPOBAaH, MMETh Ha IOCJIEIHEH CTpPaHMIE 3aIllUCh, COJAEPIKALIYI0 KOJIMYECTBO
CTpaHHULl, TIOJHOE€ HAaMMEHOBAaHHME YIOJHOMOYEHHON oOpraHuzanuu (MEAMIIMHCKOM OpraHu3aluu,
MOJIBEJOMCTBEHHOTO YUPEKICHMS), a TaKXKe CKpPEIUIEH IMOANKMCHI0 PYKOBOJIUTENS U IEYaThIo
YIOJTHOMOYEHHOH Opranu3annu (MeIMIUHCKON OpraHu3alnu, MOJBEAOMCTBEHHOTO YUPEKICHNUS).

XKypHan peructpanu W ydera CIEHUAIBHBIX pPELENTYPHBIX OJAHKOB pPE3epBHOrO 3araca
MuHucTepcTBa CKpeIuIsieTcs TakKe MOJIMUCHI0 TUPEKTopa (B Clydyae €ro OTCYTCTBHS - 3aMECTHTeNs
nupekTopa) JlemapramMeHTa peryiaMpoBaHHsA OOpalleHUs JIEKapCTBEHHBIX CPEACTB U MEAULUHCKUX
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u3aenuii MuHucTepcTBa U nevyarbio MuHucTepCTBa.

18. B XkypHasie perucrpanud MU Yy4yeTa CHEIHAIbHBIX PELENTYpPHBIX OJaHKOB YKa3bIBAIOTCS
CJIETyIOIINE CBEICHHUS:

1) nopsAKOBBIM HOMED 3aINCH;

2) mpux0/ CHEUAIBHBIX PELEITYPHBIX OJIaHKOB:

a) pPeKBU3UTHI U JJaTa PErUCTpaIy MPUXOAHOTO TOKYMEHTA;

0) ol1ree KOJTMYECTBO MOCTYMHUBIINUX CIIEIUATIbHBIX PEHENTYPHBIX OJaHKOB;

B) CepHsi U HOMEP CIIEeUATBHOTO PEIENTYPHOTO OJIaHKa;

T') KOJIMYECTBO CIEHAIbHBIX PEUENTYPHBIX OJAHKOB MO KaXKIOU CEpUU;

1) hamuust, ©Msi, 0TYECTBO (ITOCIICHEE - IPU HATMYWH) U MTOAMKUCH OTBETCTBEHHOTO pa0OTHHKA,

3) pacxoJ crieluagbHBIX PelEeNnTypPHBIX OJaHKOB:

a) JlaTa BBIAYH CIICIUAIBHBIX PEICNITYPHBIX OJIAHKOB;

0) cepuu ¥ HOMEpa BBIJAHHBIX CHEIHAIBHBIX PELENTYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIJAHHBIX CHEIUAIBHBIX PELENTYPHBIX OJAHKOB C YKa3aHMEM B CKOOKax
KOJIMYECTBA CIIEUATBHBIX PEHENTYPHBIX OJAaHKOB, BHIAAHHBIX JUIsI 0QOpPMIICHUS Ha IOMY;

r) Qgamwinsg, HUMs, OTYECTBO (MOCIEOHEE - IpPU HAIUYMM) WU MOANUCH JIUIA, MOJIYYUBLIETO
CHelHallbHbIe pelenTypHbIe OJaHKH;

1) KOJIMYECTBO CIEIUATBHBIX PEIENTYPHBIX OJaHKOB, 0()OPMIICHHBIX HA JIOMY;

e) daMunus, UMs, OTYECTBO (IOCJICAHEE - MPU HAJTWYMH) M TOJINUCH JUIA, O(POPMHUBIIETO
CIeIHANIbHBIC PEeNTYPHbBIC OJJaHKU Ha JIOMY;

4) pamumnus, uMsi, 0OTYECTBO (MTOCIEAHEE - IPU HATMYUH) U MTOANKUCH OTBETCTBEHHOTO pa0OTHHUKA,

5) ocTaToK CrelUaIbHBIX PEUENTYPHBIX OJaHKOB.

19. CneuuanbHbI peLENTYpHBIN ONAHK SIBISAETCS JOKYMEHTOM CTPOTOM OTUYETHOCTH. 3amac
CIEIUATFHBIX PELENTYPHBIX OJJAHKOB B MEIUIIMHCKOW OpPTaHM3alliU JOJKEH XPAHUTHCS B CIEHUATBHBIX
MOMEIIEHUsX, ceiiax WU B CHEIHAIbHO M3TOTOBJICHHBIX HIKadax, OOUTHIX OIMHKOBAHHBIM KEIIE30M, C
HaJISKHBIM BHYTPEHHUM WJTH HAaBECHBIM 3aMKOM.

[Tomemenus, ceiidpl, mKadpl, B KOTOPHIX XpaHITCS CHEIHAlbHbIE PELeNTypHbIe OIaHKH, TOJKHBI
OBITH 3aKpbITBI HAa 3aMKU M TIOCJIE OKOHYAaHMUS paldOThl ONEYaTaHbl I€YaThIO YIIOJIHOMOYCHHOMH
opranu3anuy (MEIUIIMHCKOW OpTaHU3aI[iH ) WIH OTUIOMOUPOBAHBI.

20. B MemMIMHCKMX OpraHu3alUsIX 3amac CICIHAIbHBIX PEHENTYPHBIX OJIAHKOB HE JIOJKEH
MPEBBIIIATH TOJI0OBOM MOTPEOHOCTH.

21. Paspemaercss BbIIaBaTh MEIUIIMHCKOMY paOOTHUKY, HMEIOIIEMYy TIpaBO Ha3HAYaTh
HapKOTUYECKHE (TICUXOTPOIHBIE) JIEKApCTBEHHBIE MperapaThl, €IWHOBPEMEHHO He Oojee IBaaIaTH
CIeIUATBLHBIX PEIENTYPHBIX OJaHKOB.

MenunuHckre paOOTHUKH, BBIMUCHIBAIONINE PEIENThl Ha HApKOTHYECKUE (TICUXOTPOIIHBIE)
JIEKapCTBEHHBIE TperapaThl, HA OCHOBAaHUH IPHKa3a PYKOBOAMUTENS MEAUIIMHCKOW OpPTraHU3aIllid HECYT
JUYHYIO OTBETCTBEHHOCTh 32 COXPAaHHOCTh TONYYEHHBIX CIEIUANBHBIX PEHENTYPHBIX OJaHKOB.
CrenuanbHbie pelenTypHble OJIaHKH, TIOJYYCHHBIE METUITMHCKUM PaOOTHHUKOM, XPaHATCS MO/ 3aMKOM B
ceiidax, MeTaITMYeCcKuX MKadax U METAJUTHUECKUX SIIUKAX.

22. B MEOUUMHCKOW OpraHu3aliy CO3JAeTCAd MOCTOSIHHO JEWCTBYIONIAsl KOMHCCHUSA, KOTOpas HE
pexxe 1 pasa kBapTtan (IO PEIMICHUIO PYKOBOIUTENS METUIIMHCKOW OpraHu3aldyd BO3MOXKHO Yalle)
OCYIIECTBIISIET MPOBEPKY COCTOSIHUSI PETHCTPAIMMA M yUeTa CICIHAIBHBIX PEIENTYPHBIX OJIAHKOB, B TOM
qrclie MyTEM CBEPKH 3alKced )KypHalla pPerucTpalii U ydeTa CIeHUalTbHBIX PEIEeNTYyPHBIX OJIAHKOB, C
(haKTHYECKUM HaJTUYHEM CIEIHATBHBIX PEIENTYPHBIX OJaHKOB, a TAaK)KE MPOBEPKY COCTOSHHS XpaHEHUS
CHEIHMANIbHBIX PELENTYPHBIX OJAaHKOB.

I[To pe3ynbratam MpoOBEPKH B )KypHAJIE PETUCTPAIMH M yUeTa CIEIUaIbHbIX PEIENTYPHBIX OJJaHKOB
JiefaeTcsl 3aluch O pe3yibTaTax MPOBEAEHUS CBEPKHU JAHHBIX, 3aKPEIUICHHAs MOJMUCAMH BCEX UJICHOB
KOMHCCHH WJIA CO3JIAETCs CIIEIUATbHBIN aKT TPOBEPKH.

23. denepanbHble OpraHbl UCMIOTHUTENBHON BIACTH U OPTaHbI UCTIOJHUTEIHHOM BIACTH CYObEKTOB
Poccuiickoit @eaepanuyu OCyHMIECTBIISIIOT KOHTPOJIb 3a OpraHU3alvedl perucTpaluu, yuyera U XpaHCHHUs
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CHEIHMANIbHBIX PELENITYPHBIX OJIAaHKOB B YIIOJHOMOUYEHHBIX OpraHU3aIUsIX U MEIUIIUHCKUX OPraHU3alHsIX.

24. Bplmaya cnenMaigbHBIX PEUENTYPHBIX OJaHKOB M3 pE3epBHOrO 3amaca MUHHUCTEpCTBA
denepanbHbIM OpraHaM HCIIOJIHUTENBHONM BJIACTW W OpraHaM HCIIOJIHUTEIBHONW BJIAcTH CyOBEKTOB
Poccuiickoit  dexpepanii  OCYHIECTBIISICTCS ~ OTBETCTBEHHBIM  PAOOTHHKOM  TIOJIBEJOMCTBEHHOTO
YUpEXKJIEHUSI HA OCHOBAHUU pellIeHus: 00 OTIYCKE CIIEUANbHBIX PEUENTYPHBIX OJaHKOB, 0(OPMIIEHHOTO B
BUJIC THCHbMA, MOJINUCAHHOTO ITUPEKTOPOM (B Cilydae €ro OTCYTCTBUSI - 3aMECTUTEIEM JAUPEKTOpa)
JlemaprameHTa peryaupoBaHus OOpalleHUsi JIEKapCTBEHHBIX CPEICTB M MEAMIMHCKUX H3AeNui
Munucrepcrsa.

[TpoBepka JesTeNbHOCTH MOABEAOMCTBEHHOTO YUPEXKACHUS 110 PETUCTPALUU, YUETY U XpaHEHUIO
pEe3epBHOrO 3amaca OCyIIeCTBIsieTcs JlemapraMeHTOM peryJupoBaHus OOpaimieHusi JIeKapCTBEHHBIX
CpPEACTB WM MEIUIIMHCKUX wu3Jenuid MuHucTepcTBa 2 pasa B roa He nozaHee 20 yucia wmecsila,
CJIEIYIOILIETO 32 UCTEKIIUM TMOIYTOJIUEM.

Ipuinoxenne N 6

K IIprka3y MHUHHMCTEPCTBA 31PaBOOXPAHEHHUS
Poccuiickoii Peaepannu

oT 24 nosiops 2021 r. N 1094u

IIpaBuia opopMieHns pelenToB, COAEPKAMMX HA3HAYEHHE HAPKOTUYECKUX CPEACTB WU
NCHUXOTPONHBIX BellleCTB, B TOM YHcJie B popMe 31eKTPOHHBIX JOKYMEHTOB

I. Odopmiienne penenta Ha OyMaKHOM HOCHTEJIe

1. Ha penentypnsix Onankax ¢gopmsr N 107/y-HII B 1eBoM BepXHEM yTrily MpOCTaBISIETCS LITAMII
MEIUIIMHCKOW OpraHM3allid C YyKa3aHHEM ee IOJHOTO HauMEHOBaHus, ajapeca U TenedoHa ¢ JaToi
BBIMKCKY (J1aTOW 0OpMIIEHHUS) peLIeTiTa Ha JIEKapCTBEHHbIN Mpenapar.

Penentypubie Gmanku (opmer N 107/y-HII u3roraBauBaroTcs HMCKIIOYUTENBHO THIOTPaPCKUM
CIIOCOOOM.

2. Ha peuentypHbix OnaHkKaX, OG(OPMISIEMBIX HHIMBUAYAIbHBIMU IpeaNPUHUMATEIIMH,
UMEIOUIMMH JIMLEH3UI0 Ha MEIULUHCKYIO JeSTENIbHOCTh, B BEPXHEM JIEBOM YINIy THHOrpadCcKUM
CrocoOOM HJIM IyTeM MpOCTaBJIEHUS IITaMIa JODKEH OBITh YKa3aH aJapec WHIMBHYaIbHOIO
OpealpuHUMAaTeNsi, HOMEp U JaTa JIMIEH3WH, HAaUMEHOBAHWE OpraHa TIOCYJapCTBEHHOW BIIACTH,
BBIJIaBILIETO JINLIEH3HIO.

3. Penentypubie Omanku Gopmer N 107/y-HIT 3amonHsitoTcs MEIUIMHCKAM —PaOOTHUKOM
YEpPHWIAMM WIIN IAPUKOBOM Py4KOM.

4. lomyckaetcst oopMIIEHHE BCEX PEKBU3UTOB (3a HCKIIOUeHneM pekBusuTa "[loanuck nevamiero
Bpauya (MoAnuch Qenpamepa, akyuepku") peuentypHbsix 6iankoB (popmel N 107/y-HIT ¢ ucrions3oBanuem
MeYaTaruX YCTPOUCTB.

5. B peuentypuom 6manke ¢popmsl N 107/y-HII B ctpokax "damvuius, umsi, 0T4ecTBO (IIOCTIeIHEE -
npu Hanuuun) nanuenTa" U "BospacT" yka3pIBaroTCs MOJTHOCTHIO (GaMUIMs, UMS, OTYECTBO (ITOCIIEAHEE -
[pY HAJIMYMN) TTAIUEHTA, €r0 BO3PacT (KOJIUYECTBO MOJIHBIX JIET).

JlonycTrMoO yka3zaHue JAaThl POKIACHUS MMallUeHTa.

6. B penentypunom 6sanke Gpopmsr N 107/y-HIT:

1) B crpoke "Cepus u HOMEp MoIKCa 00513aTENBHOI0 MEIUIIMHCKOTO CTpaxoBaHUs" yKa3blBaeTCs
HOMED MoJiuca 0053aTeIbHOr0 MEAMIIMHCKOTO CTPAX0BaHUsI MAIlMeHTa (IPH HAIUYHHN);

2) B ctpoke "Homep MeAMIIMHCKON KapThl" yKa3bIBae€TCS HOMEpP MEIUIIMHCKON KapThl MAallleHTa,
MOJYYaroIero MEJIUIUHCKYI0 TOMOIIs B aMOYJIaTOPHBIX YCJIOBUSAX, MJIM UCTOPUU OOJE3HH MallleHTa,
BBINKMCBIBAEMOI0 U3 MEIULIMHCKON OPraHU3allNH;
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3) B cTpoke "damunus, UM, OTYECTBO (TIOCIIEHEE - MPY HAIWMYWH) Jieqaiero Bpayva (¢enpamepa,
aKymepkn)" yKa3blBaeTCS IOJHOCTBIO (aMUIIMs, WM, OTYECTBO (TOCIIEAHEE - MPH HAJMYMHU) Bpaya
(penpamiepa, akyliepku), BBINKUCABIIETO pPEUENT HAa HAPKOTUYECKUHM (IICHXOTPOIIHBIN) JeKapCTBEHHBIH
npemnapar.

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

1) HauMeHOBaHME  JIEKQpCTBEHHOIO  Ipemnapara  (MEXIyHApOJHOE  HENaTEHTOBAHHOE
HAaUMEHOBAaHUE, TPYNIHUPOBOYHOE WIM XUMHUYECKOE HAUMEHOBAHHME, TOPrOoBOE HAMMEHOBAaHUE) Ha
JATUHCKOM SI3bIKE HJIM Ha PYCCKOM f3bIKe, (hopMa BBINMYyCKa, JO3UPOBKA, KOJIMYECTBO (yKas3bIBaeTCs
MIPOIHKCHIO Ha perenTypHoM Onanke Gopmbl N 107/y-HIT);

2) cnoco0 TPUMEHEHHUsl JIEKAPCTBEHHOTO Iperapara Ha TrocylapcTBEHHOM si3bike Poccuiickoit
Qenepali WIM Ha TOCYJAapCTBEHHOM si3bike Poccuiickoit ®enepanul U TroCyAapCTBEHHOM  SI3bIKE
pecnyOIHK ¥ MHBIX sS3bIKax HapooB Poccuiickoii denepanuu L

8. IIpu odopmiieHnH perenTypHbIX OJAHKOB 3alpeIIaeTcss OrpaHUYUBATHCS OOIIMMH YKa3aHUSIMU,
Hanpumep, "BayTtpennee", "M3BecTHO".

9. Ilpu odopmienun mauueHty peuentypHoro Omanka dopmbr N 107/y-HII Ha HapkoTHUecKHii
(ICUXOTPOMHBIN) JIEKapCTBEHHBIM IpenapaT B paMKaX OKa3aHUs MEIULMHCKOM MOMOIIM IpH
orpezeeHHOM 3a00JIeBaHUH TaKOH pelenT 3aBepsieTcs:

1) moAMMCHIO ¥ IMYHOM MeYaThio Bpaya JIH00 MOIMUCHIO (ebamepa (aKymepKH);

2) meyaTtbl0 MEAMIIMHCKOW OpraHu3aluM, JUOO0 CTPYKTYpPHOTO MOJpa3fefieHuss MEAUIIMHCKON
opranmsaruu "Iyis perienToB", KOTOpas MNPOCTABISAETCS JHUIIOM, YIHOJHOMOUYEHHBIM PYKOBOIUTEIEM
MEAMIIMHCKOW OpraHu3allid C yKa3zaHueM (aMuiInH, UMEHH, OT4YeCTBa (MOCJIETHEEe - MPU HaJIUYUU) U
IIPOCTABJIEHUEM €TI0 JIMYHOU MOAIHUCH.

B cnyudasx HeoOxomumocTd oOGOpMIICHHS pelenta Ha HAPKOTHYECKUH (TICUXOTPOIHBIN)
JIEKapCTBEHHBIN Ipenapar Ha JOMY B paMKax OKa3aHMsl MaUVIMaTUBHOM MEIUIIMHCKOM IOMOIIU
JIOTIYCKAeTCsl MpEeABApUTENIbHOE 3aBEPEHUE pelenTa MITaMIIOM MEIUIMHCKON OpraHu3aluu, MeYaThio
MEIMIMHCKOW OpraHu3aluy JIMOO CTPYKTYPHOTO MOJpa3AeiIeHUs] MEOUIMHCKOW opranuzauuu "Jlg
penentoB", KOTOpas MpPOCTaBISIETCS JHUIOM, YIOJIHOMOYEHHBIM PYKOBOJUTENIEM MEIULIMHCKON
OpraHM3alyy, ¢ yKazaHueM (haMuInu, UMEHHU, OTYECTBA (TOCJEIHEee - MPU HATUYMU) U MPOCTABIECHUEM
ero Ju4HoM noanucu. I[Ipu 3ToM B )KypHase perucTpalyy U y4eTa pelenTypHbIX OJaHKOB B COOTBETCTBUU
¢ [lopskoM perucrpanuu, ydyera U XpaHEHHUsS CHEUAIbHBIX PELENTYpHBIX OJIaHKOB Ha HApPKOTUYECKHE
CPEJCTBA MJIM NICUXOTPOIIHBIE BEIIECTBA, YTBEPKACHHBIM HACTOSIIMM IIPUKA30M, JEJIACTCS OTMETKA O €T0
BbI/1aue /i1 0pOpMIIEHUS Ha I0MY, a TaKXKe OTMETKa, yJI0CTOBEpEHHAas MOANUCHIO Bpaya 1100 Qenpamepa
(akymiepku), ohOopMHUBIIErO perent, o (akre ero oGopMiIeHUs, KOTOPbI MOKET OBITH JOMOJHUTEIBHO
NOJATBEPKJIeH (POTO- U (WIN) BUAEOMaTepraIaMH.

B crpoke "Ormerka anTedyHOM opraHu3anMd o0 OTHYyCKe" CTaBUTCS OTMETKa anTe4HOM
OpraHu3any 00 OTIyCKE HAPKOTHYECKOIo (IICHXOTPOITHOTO) JEKAapCTBEHHOIO INpemnapara (C yKazaHUEeM
HalMEHOBAaHHUS, KOJMYECTBA OTMYIIEHHOTO HApKOTMYECKOro (IICUXOTPOITHOTO) JIEKApCTBEHHOI'O
mpenapaTta ¥ AaThl €ro OTIyCKa), KOTopas 3aBepsieTcs MOANNChI0 paOOTHUKA anTeYHONW OpraHU3aluH,
OTITYCTUBIIETO HAPKOTHUYECKUI (ICMXOTPOIHBIN) JIeKapCTBEHHBIH Mpenapar (¢ ykazaHHeM ero (GpaMuinm,
UMEHH, OTYecTBa (MOCJeqHee - NMPU HAJTUYMM), a TaKkKe KPYIJION MedyaThio anTedyHOH OopraHu3aluy, B
OTTHUCKE KOTOPOU JOJDKHO OBITh HACHTU(UIIMPOBAHO MOJTHOE HAMMEHOBAHHUE allTEYHON OpraHU3alMH.

10. Ha ogaom penentypHom 6manke ¢hopmer N 107/y-HIT pa3periaercst ocymiecTBasTh Ha3HAUCHUE
TOJIBKO OJIHOTO HAMMEHOBAHUS JIEKApCTBEHHOTO Ipenapara.

11. McnipaBneHus B penente He Aoy CKAarTCS.

I1. O¢popmienne penenrta B (popMe JICKTPOHHOI'O JOKYMEHTA

12. Penent B opmMe 3JEKTPOHHOTO JTOKYMEHTA, MOJAMMCAHHOTO YCHJIEHHOW KBaTHU(QHUIMPOBAHHON
HIIEKTPOHHON TMOJIUCHI0, (POPMHUPYETCS] MEIUIUHCKUM PAaOOTHUKOM, CBEACHUS O KOTOPOM BHECEHBI B
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(benepanabHBIA perucTp MEIUIMHCKUX PAOOTHUKOB ”, a TakKe IPH YCIOBUH PETMCTPALMKM MEIUIIMHCKOM
OpraHu3alliu, B KOTOPOil 0()OpMIISIETCS PElENT, B (eAepalbHOM PeecTpe MEIMIMHCKUX OpraHu3aluii’
€IMHOM rocy1apcTBEHHON MH(OPMAIIMOHHON CUCTEMBI B cepe 3IpaBOOXPAHEHUSI U MOAKIIOUCHHS TaKOH
MEIMIIMHCKON OpraHM3alUu K rocylapcTBEHHONW MH(POPMAIMOHHON cucTteMe B cdepe 31paBOOXpaHEHUS
cyonsekTa Poccuiickoit denepanun 4

13. Ilo TpeOOBaHWIO MAIMEHTa WM €ro 3aKOHHOTO IPEACTaBUTENS O(QOPMISETCS SK3EMILIIp
peuenta B (opMe 3IEKTPOHHOIO JOKyMEHTa Ha OyMaXHOM HocuTesne ¢ oTMeTko "JlyOmmkar
AJIEKTPOHHOIO JOKyMEHTa".

' Yacte 1 craten 15 3akoma Poccmiickoit ®emeparmu ot 25 oktsadps 1991 1. N 1807-1 "O sa3plkax HapomoB
Poccuiickoit ®enepanun" (nanee - 3akon N 1807-1). (Begomoctu cre3na Hapoassix aenyratoB PCOCP u Bepxosnoro Cosera
PCOCP, 1991, N 50, ct. 1740).

2 Yacts 4 crateu 91.1 denepanbhoro 3akona N 323-03 (Cobpanue 3akoHoaaTenbcTBa Poccuiickoii ®enepanun, 2011,
N 48, ct. 6724; 2020, N 29, c1. 4516).

3 Yacts 4 cratbu 91.1 ®epepanbHoro 3akona N 323-03 (Cobpanue 3akoHoaaTenbscTBa Poceuiickoii ®enepamuu, 2011,
N 48, ct. 6724; 2020, N 29, c1. 4516).

4 Crarpm 91 m 91.1 ®enepanpHoro 3akoHa N 323-®3 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit eneparum, 2011,
N 48, ct. 6724).
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