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[Ipuka3 Munucrepctba 3apaBooxpanenusi PO ot 24 nos6ps 2021 r. N 1094u "O6 yrepxkaenun [lopsinka
Ha3HAYEHUS JIEKAPCTBEHHBIX IIPENapaToB, (OpM pelenTypHbIX OJaHKOB HA JIEKAPCTBEHHBIE IIPENapaThl,
[Topsiaka opopmiieHus: ykazaHHBIX OJJAHKOB, UX y4eTa U XpaHeHus, GopM OJIaHKOB PELEIITOB,
CoZiepKaIIMX Ha3HAYCHUE HAPKOTHUYECKUX CPEACTB WIM IICUXOTPOIIHBIX BelecTs, [lopsaaka nux
W3TOTOBJICHHUSI, paclpeiesieHus, perucTpaiim, yuera 1 XxpaHenus, a taxxe [IpaBun odpopmienus 01aHKOB
pELENTOB, B TOM 4Kciie B (POpPME 3JIEKTPOHHBIX JOKYMEHTOB"

B cootBerctBuu ¢ nynkrtom 16 wyactu 2 crateu 14 ®denepanbHoro 3akona ot 21 wHosops 2011 r.
N 323-®3 "OO ocHOBax oOXpaHbl 370poBbs TpaxknaH B Poccuiickoii ®eneparuun" (Cobpanue
3akoHosarenbcTBa Poccuiickoit @enepamuu, 2011, N 48, cr. 6724; 2017, N 31, ct.4791), nynkTom 2
cratbu 26 @epepanbHoro 3akoHa or &8 sHBaps 1998 r. N 3-®3 "O HapKOTHUECKHMX CpEACTBaxX U
ncuxoTrponHbix BemecTBax' (CobOpanue 3akoHomarenbeTBa Poccuiickoit @enepamuu, 1998, N 2, cr. 219;
2017, N 31, ct. 4791), noanyuxtamu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Tlonoxenuss 0 MuHUCTEpCTBE
3npaBooxpaHeHuss Poccuiickoit  ®enepaunu, yTBEpKACHHOro IocrtaHosienuem  IIpaBurenscTBa
Poccuiickoit ®enepanmu ot 19 wumrons 2012r1. N 608 (Cobpanue 3akoHonmarenscTtBa Poccuiickoi
Oenepanun, 2012, N 26, cr. 3526; 2015, N 23, ct. 3333; 2017, N 52, cr. 8131; 2021, N 43, ct. 7258),
IIPUKA3bIBAIO:

1. YTBepauTh:

[Topsnok Ha3HAYEHHUs JIEKAPCTBEHHBIX MPENApaTOB COrIacHo npuioxeHuto N 1;

(bopMbl pelenTypHbIX OJaHKOB Ha JE€KapCTBEHHbIE MTPENapaThl COTIACHO MpuiiokeHnio N 2;

[Mopsimok odopmieHUsT pEeUEenTypHbIX OJAaHKOB Ha JIGKAPCTBEHHBIC MpENaparbl, WX ydeTra |
XPaHEHUs COMIACHO NpuioxkeHuto N 3;

dopMbl  ONAHKOB pELENTOB, COJAEPXKALUIMX HA3HAYEHUE HAPKOTHUYECKUX CpPEICTB WU
IICUXOTPOIHBIX BEILECTB, COMIACHO NPUIIOkKeHUI0 N 4;

[lopsimox  WM3roTOBIIEHUS, paclpeesieHus, perucTpaluu, ydera W XpaHEHHUsS pELEITOB,
COJIEpKalINX Ha3HAYEHHE HAPKOTUUYECKUX CPEACTB WM MCUXOTPOIHBIX BEIIECTB COIVIACHO IPUIIOKEHUIO
N 5;

[lpaBuna odopmieHHs peLenToB, COAEpPXKALIMX Ha3HAYCHHE HApKOTHMYECKUX CpPEeACTB WIH
IICUXOTPOIHBIX BEIIECTB, B TOM YHCIIE B (OpME DIEKTPOHHBIX JOKYMEHTOB COIJIaCHO MpuiioxkeHnto N 6.

2. Ilpu3HaTh yTpaTUBIIUMU CHUITY:

npuka3 MunucrepcTBa 3apaBooxpaHenusi Poccuiickoit ®enepaunn ot 1 aBrycra 2012 r. N 54n
"O6 yrBepkaeHUH (opMbl OJAaHKOB PELENTOB, COAEPKAIINX Ha3HAYCHHWE HAPKOTUYECKUX CPENICTB WU
MICUXOTPOIHBIX BEUIECTB, MOPSAAKA UX U3TOTOBJICHUS, pACIPEICIICHUs, PETUCTPALNH, YUeTa U XpaHEHHUs], a
Takxke npaBwi opopmiieHus" (3aperucTpupoBaH MunucTepcTBoM toctuninu Poccuiickoit denepanun 15
asrycra 2012 r., peructpanuonssiii N 25190);

npuka3z Munucrtepcersa 3npaBooxpanenus Poceniickoit @enepanuu ot 30 urona 2015 r. N 3851 "O
BHECEHMM M3MEHEHMH B Ipuka3 Munucrepcrsa 3apaBooxpaneHust Poccuiickoin @enepanuu ot 1 aBrycra
2012 1. N 54u "O6 yrBepxkaeHuN (opMbI OJAHKOB PEIENTOB, COAECPKANINX HA3HAUCHHUE HAPKOTUYECKUX
CPEJCTB WJIM TICUXOTPOIHBIX BEILECTB, MOPSAIKA X U3TOTOBJICHHUS, paclpeeseH s, peruCTpaluy, y4eTa u
XpaHeHMs, a TakXke MpaBuUi odopmiieHUs" (3aperucTpupoBaH MUHHUCTEPCTBOM tocTuiu Poccuiickoit
Oenepannn 27 HosiOpst 2015 1., peructparmonnsiii N 39868);

npuka3 MuHucTepcTBa 3apaBooxpaneHus Poccuiickoit @enepaunu ot 21 anpens 2016 r. N 254n
"O BHeceHMHM M3MEHEHWH B Ipuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickont ®denepanuum ot 20
nexabpss 2012r. N 11758 "OO0 yTBepkIeHUHM NOpPsJKa HA3HAUYEHUS M BBIIMCHIBAHHS JIEKAPCTBEHHBIX
IIpenapaToB, a Takke (GopM peLenTypHbIX 0JIaHKOB Ha JIEKapCTBEHHbIE MTPEnapaThl, nopsiika opopmiieHus
yKa3aHHbIX OJaHKOB, WX YydeTa M XpaHeHus" U npuioxkeHue N 2 Kk mnpuxkazy MuHUCTEpCTBa
3npaBooxpanenusi Poccuiickoit @enepanun ot 1 asrycra 2012 r1. N 541 "OO yrBepkaeHuu (Gopmbl
OJTaHKOB PELIENTOB, COJAEP)KAIIMX Ha3HAYEHHWE HAPKOTUYECKHUX CPEJICTB WM ICHUXOTPOIHBIX BEILIECTB,
MOpsIIKa MX HW3TOTOBJIEHMS, PpACHpENeleHUs], pEerucTpaluu, ydyera MU XpaHeHHs, a TakKe MpaBUil
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opopmiieHus" (3apeructpupoBaH MuHUCTepcTBOM toctuinu Poccuiickoit ®@enepannu 18 wutons 2016 r.,
peructpannoHHbiil N 42887);

IIYHKT 4 U3MEHEHUH, KOTOpbIE BHOCATCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3/1paBOOXPAHEHUS
1 comnuaibHoro pasButus Poccuiickoit ®exaepanuu u MuHHCTEpCTBa 3/IpaBooxpaHeHust Poccuiickoit
@enepan 110 BompocaM OOpallleHHsl JIEKapCTBEHHBIX IPENaparoB, COAEPXKALIUX HApPKOTUYECKUE
CpelncTBa, ICUXOTPOIIHBIE BEIIECTBA M HX HPEKYpCOpbl, M JIEKAPCTBEHHBIX CPEACTB, IMOMJIEKAIINX
IPEIMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEP)KICHHBIX IpuKa3oM MUHHMCTEPCTBA 3/1paBOOXpPaHEHUS
Poccuiickoit ®eneparuu ot 31 oxTsabps 2017 r. N 882n (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHIIMH
Poccuiickoit denepanuu 9 susaps 2018 r., peructpanronnsii N 49561);

npuka3z MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit ®epepanmu ot 11 mexadbps 2019 r.
N 10211 "O BHeceHuun usmMeHeHHu B npuioxeHus N 2 u 4 k npukazy MuUHHCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoit @eaepannu ot 1 aBrycra 2012 r. N 541 "O6 yrBepx)acHUU (GOpMbI OJAHKOB PEIEHTOB,
COJIep/KalllMX Ha3HAUEHUE HAPKOTUYECKMX CPEJICTB WM IICUXOTPOINHBIX BELIECTB, MOpSAKAa HX
U3TOTOBJICHUSI, pACIpeAeNeHHs, PErucTpaluy, y4YeTa W XpaHeHHs, a Takke mpaBui odopmieHus"
(3apeructpupoBan  MunuctepctBoM roctuiuu  Poccuiickoit  ®enpepauuu 28  suBaps 2020 r.,
peructpannoHHbIi N 57293);

nprka3 MuHHCTEpCTBa 31paBooxpaHenus Poccuiickoit @eneparun ot 8 okTs10ps 2020 r. N 1076H
"O BHeceHuu u3MeHeHud B Ilopsaok perucrpanuu, ydera M XpaHEHUsl CIELHAIbHBIX PELENTYPHBIX
0JIaHKOB Ha HAapKOTUYECKHE CpEICTBA WM IICUXOTPOIIHBIE BEIIECTBA, YTBEP)KICHHBIM IPUKA30M
MunucrepctBa 3apaBooxpaHeHust Poccuiickoit ®@epepaumu ot 1 aBrycra 2012r. N 54"
(3apeructpupoBan  MunucrepctBoM toctunmu  Poccuiickoit  ®@epepanmu 13 wos06ps 2020 r.,
peructpannoHHbiii N 60898);

npuka3 MunmucTepcTBa 3apaBooxpanenus Poccuiickoir @eneparun ot 14 ssaBaps 2019 r. N 41 "O6
YTBEPXKACHUM TIOpSAKA HAa3HAYEHUS JICKAPCTBEHHBIX MpenapaTtoB, (GopM peLenTypHbIX OJaHKOB Ha
JICKapCTBEHHBIC TMperaparbl, Mopsaka O(QOpMIICHHS YKa3aHHBIX OJaHKOB, MX ydeTa M XpaHEHUs"
(3apeructpupoBan  MunucrepctBoM toctunmu  Poccuiickoit  ®enepanmu 26 wmapra 20191,
peructpanronHslii N 54173);

npuka3 MuHHcTepcTBa 37paBooxpaHeHus Poccuiickoir @Deneparmun ot 11 gekabps 2019 r.
N 10221 "O BHeceHMM M3MeHEHUH B NpHuka3 MuHucrepctBa 31paBooxpanenusi Poccuiickoit denepanun
oT 14 suBapsa 2019 r. N 41 "OO0 yTBepkJIeHUH MOpsAAKa Ha3HAYCHMS JIEKapCTBEHHBIX IpenapaTos, GopMm
peuenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIE NpemnapaThl, NOopsAaKa oQOpMIIEHHS yKa3aHHBIX OJIAHKOB, MX
ydera U XxpaHeHus" (3aperucrpupoBaH MunucrtepctBoMm roctuiuu Poccuiickont ®@enepanuun 28 sHBaps
2020 r., peructpaunoHHsiii N 57292);

nprka3 MuHHcTepcTBa 31paBooxpaHeHus Poccuiickoit @eneparun ot 8 okTs10ps 2020 r. N 10751
"O BHECEHMH MU3MEHEHHH B MOPSIIOK Ha3HAUEHUS JIEKaPCTBEHHBIX MPENapaToB, YTBEPKIEHHBIN MPUKAa30M
MunucrepcTBa 3apaBooxpanenus Poccuiickoit deneparyu ot 14 ssaBaps 2019 r. N 41" (3apeructpupoBaH
MunuctepctBoM toctutiui Poccuiickoit @enepanun 22 nexkadbps 2020 r., peructpanmonusii N 61695);

nyHKT 3.8 MHCTPYKIIMU O MOpSJKE BBIMHMCHIBAHUS JIEKAPCTBEHHBIX MpEnapaToB M O(QOPMIICHUS
peuenToB U TpeOOBaHUI-HAKIATHBIX, YTBEPKIEHHOW MpukazoM MUHHCTEpCTBA 3paBOOXpPaHEHUS U
couuanbHoro pa3sutus Poccuiickoit @eneparun ot 12 despanst 2007 r. N 110 "O nopsiake Ha3HAYCHUS U
BBIMICHIBAHUS JIeKapCTBEHHBIX IIpenaparos, W3J1eIui MEIUIMHCKOTO Ha3HaYCHUs u
CHELMATU3UPOBAHHBIX MPOAYKTOB JiedeOHOro muTaHus" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTUIMH
Poccuiickoit deneparuu 27 anpenst 2007 ., peructpannonubiii N 9364);

npyuka3 MUHUCTEPCTBA 3paBOOXPaHEHMsI M COLMAIBbHOTO pa3BuThs Poccuiickoit denepannu ot 17
mas 2012r. N562n "OOG yrBepxknenun Ilopsaka ornmycka (u3uMYeckUM JHUIIAM  JIEKapCTBEHHBIX
[IpenapaToB A MEIUIMHCKOTO NMPUMEHEHHS, COAEpXKAIUX KPOME MaJIbIX KOJMYECTB HAPKOTUYECKHX
CPEJCTB, MICUXOTPOIHBIX BELIECTB M UX MPEKYPCOPOB Apyrue (hapmMakoJornyecKkue akTUBHbIE BelecTna"
(3apeructpupoBan  MunuctepctBoM  roctunuu  Poccuiickoir  @emepammu 1 wurons 2012 T,
peructpanronHsiii N 24438);

IIYHKT 2 U3MEHEHUH, KOTOpPBIE BHOCSITCS B HEKOTOpBIE IpHUKa3bl MUHUCTEPCTBA 3paBOOXPAaHEHUS
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u couuanbHOoro passurus Poccuiickon denepanuu, yTBEpKICHHBIX IIpukasom MuHucTEpCTBa
snpaBooxpanenuss Poccuiickoit ®enmeparuu ot 10 wmrons 2013 1. N 369H (3apeructpupoBaH
MunucteperBoM roctunuu Poccuiickoit @enepanuu 15 uronst 2013 r., peructpaunonsslii N 29064);

npukaz MunucrepctBa 3apaBooxpanenus Poccuiickonn @enepaunun ot 21 aBrycra 2014 r. N 4651
"O BHECEHMH HM3MEHEHUH B MOPSIOK OTHYCKa (DU3MYECKHM JIMIIaM JIEKAPCTBEHHBIX MNpEnapaToB JJis
MEIUIUHCKOIO TPUMEHEHHMs, COAEpKAIUX KpPOME MajblX KOJIMYECTB HAPKOTHYECKUX CPEJACTB,
NCUXOTPOIHBIX BEIIECTB M MX MPEKYypcopoB JApyrue ¢HapMakoJIOTUYECKUE aKTUBHBIC BEIIECTBa,
YTBEPKJICHHBIA MPHUKAa30M MMHUCTEPCTBA 3/PAaBOOXPAHEHUS M COLMAIBHOIO pa3BuTus Poccuiickoit
@®enepatun ot 17 mas 2012 r. N 562" (3apeructpupoBaH MuHHcTepcTBOM IocTuluu Poccuiickoit
Oenepannn 10 centsops 2014 r., peructparmonusiid N 34024);

IIYHKT | U3MEHEHU, KOTOpbIE BHOCATCS B HEKOTOPBIE MpUKa3bl MUHUCTEPCTBA 3/1paBOOXPAHEHUS
U comnuaibHOoro pasButus Poccuiickoit ®expepanuu u MuHHCTEpCTBa 3/paBooxpaHeHust Poccuiickoit
®denepanuy, yIBEpKACHHBIX IIpHKa3zoM MuHHcTepcTBa 31paBooxpaneHus Poccuiickoit denepanuun ot 10
cenTsiops 2015 1. N 6341 (3apeructpupoBan MunHHCTepcTBOM toctuiinu Poccuiickori deneparun 30
ceHts10ps 2015 r., perucrpanuonssiii N 39063);

IIYHKT 3 U3MEHEHUN, KOTOPbIE BHOCITCS B HEKOTOpBIE NMpUKa3bl MUHUCTEPCTBA 3/1paBOOXPAHEHUS
U conuranbHOro passurusa Poccuiickorn @epepanunu m MuHHCTEpCcTBa 3ApaBooXpaHeHust Poccuiickont
Qenepanii MO BOMpocaM oOpallleHus JIGKAPCTBEHHBIX IPENapaToB, COJEPKAIIMX HAPKOTHYECKHE
CPEJCTBA, IICUXOTPOIHBIE BELIECTBA M HX HPEKYPCOPOB, M JIEKAPCTBEHHBIX CPEJCTB, MOAJISKALIUX
MIPEAMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEP)KIEHHBIX IpruKazoM MuUHUCTEpPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®enepanun ot 31 okrsabpst 2017 r. N 882H (3apeructpupoBaH MHHHMCTEPCTBOM FOCTULIUU
Poccuiickoit ®eneparuu 9 ssaBaps 2018 r., peructpanuonnsiii N 49561).

3. Peuentypusie Onmanku (opmsr N 107/y-HII, u3rotoBneHHble A0 AHS BCTYIUIEHUS B CHILY
HACTOSALIETO MpUKa3a, MOTYT ObITh UCIIONB30BaHbI 10 1 Mapta 2023 roga.

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

Munuctp M.A. Myparixo

3apeructpupoBano B Muntocte PO 30 nosiops 2021 1.
Peructpanmonssiii N 66124

Mpuaoxenne N 1

K nprkazy MUHHCTEPCTBA 3APaBOOXPaHEeHUs
Poccniickoit @exepanun

oT 24 Hos10ps1 2021 r. N 1094n

IMopsinok Ha3HAYEHUSI JIeKAPCTBEHHBIX MPENapaToB

I. O01mue moJ10KeHus

1. Ha3HaueHue J€KapCTBEHHBIX IMpenapaToB JUIsI MEIUIMHCKOTO TIpPHUMEHEHHUs (manee -
JICKapCTBEHHBIE TMpenaparbl) OCYHIECTBISECTCA JeYalluM BpadoM, (erbAlepoM, aKylmepKkod B cliydae
BO3JIO)KCHHSI HAa HHUX I[IOJJHOMOYHMM JI€Yallero Bpaya, MpH OKa3aHUM MEIUIMHCKOM TIOMOIIM B
MEJIUIIMHCKUX OPTraHU3aLMsaX 1, B IOPsI/IKE, YCTAHOBIICHHOM IIpHKa30M MUHHUCTEPCTBA 3IpaBOOXPAHEHUS U
cornuanbHOTO pa3Butusa Poccuiickoit deneparum ot 23 mapta 2012 r. N 2521 "O6 yrBepxaeHuu [lopsaka
BO3JIOKEHUSI Ha (henpAlIepa, akymepKy pyKOBOJUTEIEM MEIUIIMHCKONW OpraHu3alliid NpU OpraHU3aIiH
OKa3aHHWs TEPBUYHOW MEIMKO-CAHUTAPHOM MOMOIIM M CKOPOM MEIUIIMHCKOW MOMOIIM OTIEIbHBIX
GYHKIIHMI Tedaiero Bpayda Mo HermoCpeCTBEHHOMY OKa3aHUI0 MEAUIIMHCKOW MTOMOIIH MAIlUeHTY B MIEPUO]T
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HaOJIOCHUST 32 HUM U €ro JICYCHHs, B TOM YHMCJIC 10 HA3HAYCHHUIO M MPUMEHEHHIO JEKapCTBEHHBIX
IIPEnapaToB, BKJIKOYas HAPKOTHYECKUE JIEKAPCTBCHHBIC IIpEnaparbl U IICHUXOTPOIIHBIE JIEKApCTBEHHBIC
nperapatsl" °,  MHAMBUAYadbHBIMH  NPEIIPHHMMATENAMH,  OCYIICCTBISIONIMMH  MEIHIMHCKYIO
JeATEeILHOCTH (J1ajiee - MeIUIIMHCKHUE PAOOTHHUKH).

MenuuuHCcKuii paboOTHUK, OGOPMHUBIIMN pELENT C HAPYIUICHHEM HACTOSILIEro MOpsaKa, WIH
PYKOBOJUTEIb METUIIMHCKON OpraHu3aluy 00ecrneunBaoT CBOEBpeEMEHHOe IiepeodopMiieHne TpedyemMoro
JUIS TIALIMEHTA peLenTa.

2. CaesmeHuss O HA3HAYEHHOM JIEKapCTBEHHOM IIpernapare (HauMEHOBaHHME JIEKapCTBEHHOI'O
npemnapara, JA03UPOBKa, CIIOCOO BBEACHHS W NPUMEHEHUS, PEKUM JO3MPOBAHUS, MPOJOKUTEILHOCTh
JeyeHust 1 000CHOBaHME Ha3HAUEHMsI JICKApCTBEHHOT'O MpernapaTa) BHOCATCS MEJUIIMHCKUM PaOOTHUKOM B
MEAMIMHCKYIO JTOKYMEHTALMIO MallMeHTa.

B cnywasx, ykazaHHeIXx B myHkTax 8-11 nHactosmero Ilopsinka, MeTuIMHCKUN pPaOOTHUK,
Ha3HAYMBIIMK JICKApPCTBEHHBIN mpemnapar, opopMisieT Ha3HauYCHHE JICKAPCTBEHHBIX IPENapaTroB, B TOM
quciae MOJUIeXkKalUX W3TOTOBJICHUIO M OTIYCKY anTEeYHbIMM OpraHM3alusaMH (Jajee - JeKapCTBEHHbIE
npenapaThl WHAWBUIYAIIBHOTO M3TOTOBIICHUS), HA PEIENTypHOM ONaHKe, 0pOpPMIIEHHOM Ha OyMa)KHOM
HOCHUTEJIe 3a CBOEH MOAMUCHIO (ajee - pelenT Ha OyMaKHOM HocuTelse), U (MJIM) C COIJIacHsl MalueHTa
MM €ro 3aKOHHOTO NPEJCTABHTEIS  HA PELENTYPHOM OIaHke B (OpMe IIEKTPOHHOTO JOKYMEHTA C
UCIIOJIb30BAaHUEM YCHJICHHOM KBaIM(DPUUUPOBAHHOM 3JIEKTPOHHON MOJANMCH MEAMLUHCKOro pabOTHHKA
(manee - peuent B (hopMe IEKTPOHHOTO TOKYMEHTA).

Peniennt B opMe 3JIEKTPOHHOIO JAOKYMEHTA, COJEpKallluii Ha3HaYeHHE HAPKOTUYECKHX CPE/ICTB
WIA TICHXOTPOIHBIX BEUIECTB, MOIIMCHIBACTCS C HCIOJIB30BAHUEM YCWJIEHHOW KBaTH(PHUIMPOBAHHON
3JIEKTPOHHON MOJIKCH JIeHallero Bpada WiM (esbauiepa, akymepky, Ha KOTOPbIX BO3JI0KEHbI (DYHKIMH
JIeHallero Bpaya, 1 COOTBETCTBYIOIIEH MEAUIIMHCKOW OpraHu3aluu

Odopmiienne perentoB B (opMe IEKTPOHHBIX JOKYMEHTOB OCYILIECTBISCTCS B CIy4ae NMPUHATUS
YIIOJTHOMOYEHHBIM OpraHOM HMCIOJIHUTENbHOM BiacTu cyobekra Poccuiickoit denepaniuu B COOTBETCTBUU
¢ nynktoMm 4 crateu 6 degepanpHoro 3akoHa ot 12 ampens 2010r. N 61-®3 "OO oOpamenun
JNIeKAPCTBEHHBIX CPEACTB" pelmeHHs 00 WCIONTb30BAHMM HA TEPPUTOPHH CyObekTa Poccuiickoit
@denepanuy HapsAoy € peLenTaMd Ha JIKapCTBEHHbIE Mpenaparbl, O(OpPMIEHHBIMH Ha OyMa)XHOM
HOCHUTEJIE, PELENTOB Ha JEKapCTBEHHbIE Ipemnaparsl, CHOPMHUPOBAHHBIX B (QOpPME AIEKTPOHHBIX
JIOKYMEHTOB.

3. Ilpu BbIMHMCKE MalME€HTa W3 MEIWLMHCKON OpraHu3alud, B KOTOPOH €My OKa3blBajlaCh
MEIUIMHCKasl TMOMOIIb B CTAl[MOHAPHBIX YCIOBHSX, NPH HEOOXOJMMOCTH MPOJODKEHHUS IpHeMa
JIEKapCTBEHHOI'0 Mpernapara B aMOyJIaTOPHBIX YCIOBUSX JaHHOMY MallMEHTy MO PELIEHUI0 PYKOBOAUTENS
MEIMIMHCKON OpraHM3allui Ha3HayaroTcs ¢ 0(opMIIEHUEM pellenTa B (hopMe 3JIeKTPOHHOIO JJOKYMEHTa U
(unu) Ha OyMa)kHOM HOCHUTEJIE (3a UCKIIIoUeHHuEM 0(OpMIIEHHS PELIENITOB Ha JIEKapCTBEHHbIE MIpenapaThl,
HoJyIeXalue OTIMYCKy OeCIIaTHO MM CO CKHJKOM) JIMOO BbLAAIOTCS (NMALMEHTY WM €ro 3aKOHHOMY
IPEJICTABUTENI0) OJHOBPEMEHHO C BBINHUCKOW W3 HUCTOPUHU OOJE3HU JIEKAPCTBEHHBIE MpeEnapaTsl, B TOM
quclie HapKOTMUYECKHE M IICUXOTPOIHBIE JIEKApCTBEHHBIE Npenaparsl, BHeceHHble B crnucku [ u III
nepeyHsl HAPKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJIEKAIINX KOHTPOIIIO B
Poccuiickoit ®enepauuu, yrBepxkaeHHoro IIpaBurensctBom Poccuiickon d)eﬂepaunn(’ (manee -
[lepeuens), cUIBHOAEHCTBYIOINE JIEKAPCTBEHHBIE MTpenapaThl, Ha CPOK MpreMa NalleHTOM /10 5 JHEH.

4. Ha3naueHue JIEKapCTBEHHBIX IIPENMapaToB IMpPU OKa3aHUM MEIULUHCKONM IOMOIIM B
CTaIlMOHAPHBIX YCIOBUAX MOKET OCYILECTBISATHCS MOCPEICTBOM TPeOOBAHUI METUIIMHCKON OpraHu3alu,
HaIpPaBJIIEMBIX B allTEUHbIE OPTaHU3ALNH, SABIISIOINECS CTPYKTYPHBIMHU NOAPA3AEICHUIMU METUIIMHCKON
OpraHu3aIum.

5. Ha3naueHue JleKapCTBEHHBIX IPENapaToOB OCYIIECTBISIETCS MEIUIIMHCKUM pPaOOTHUKOM IIO
MEXIYHapOJAHOMY HENAaTeHTOBAHHOMY HAUMEHOBAHUIO, & IPU €r0 OTCYTCTBUU - TPYNIUPOBOYHOMY WITU
XMMHYECKOMY HaWMEHOBaHWIO. B ciydae OTCYTCTBUS  MEXAYHapOOHOIO  HENATEHTOBAHHOIO
HAaUMEHOBAHUSI W TPYIIHPOBOYHOIO WJIM XMMHYECKOrO HAMMEHOBaHHUS JIEKApCTBEHHOrO Ipernapara
JIeKapCTBEHHBIN MpenapaT Ha3HavyaeTcss MEAMLMHCKUM pabOTHUKOM IO TOProBOMYy HauMeHoBaHMIO. [Ipu
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HAJIMYMU MEIULMHCKUX MOKa3aHUM (MHAMBHyaJlbHAs HENEPEHOCHUMOCTh, 10 >KM3HEHHBIM MOKa3aHUIM)
0 PEIICHHIO BPaueOHOH KOMHMCCHM MEIMIHHCKOM OpraHM3allMi® OCYIIECTBISETCS HA3HAYCHHE |
oopmieHre Ha3HAYCHHS JIEKAPCTBEHHBIX IIPENapaToB, HE BXOMALIMX B CTaHJAPTHl MEAMIIMHCKOM
MOMOIIH, pa3paboTaHHbIE B COOTBETCTBUM € NyHKTOM 14 crathu 37 denepanbHoro 3akona N 323-03 %
WIA HE NPEIYyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOH peKOMeHJanued, au0o MO TOProBBIM
HalMEHOBaHMUAM. PemieHue BpaueOHOM KOMHCCMM MEIUIMHCKON oOpraHu3auuu  (Qukcupyercs B
MEIUIIUHCKON JOKYMEHTAIIMK NAllMeHTa U B )KypHaJle BpauyeOHOW KOMHCCHH.

Ecnn npu oka3aHuM MNanueHTy MEIMLIMHCKOM IOMOIIM B MEIUIMHCKOM OpraHu3aluyd B
CTallMOHApHBIX YCIOBUSAX II0 pEIICHHWI0O BpaueOHOM KOMHUCCUU OCYLIECTBIISIOTCS Ha3HAu€HUE W
IPUMEHEHHE JIEKapCTBEHHOI'O Ipernapara ¢ KOHKPETHbIM TOPrOBBHIM HaHMMEHOBAHHUEM, TO IPU OKa3aHUU
JaHHOMY MAIUMEHTy MEIMLMHCKON IOMOUIM B MHOM MEIUIMHCKOM OpraHu3allMd B CTallMOHAPHBIX
YCIOBUAX, a TaKK€ B aMOYJIAaTOPHBIX YCIOBHUAX OCYIIECTBIISIETCS HAa3HAYEHHME €My JIEKapCTBEHHOI'O
Tperapara ¢ TeM e TOPrOBBIM HAUMEHOBAHHEM .

6. Ha3naueHue JIeKapCTBEHHOr'0 Ipernapara B pelente Ha OyMa)KHOM HOCHUTENE WIN pelente B
dopMe BIEKTPOHHOrO JOKYMEeHTa O(OpMIsSeTcs Ha WMs MalUeHTa, sl KOTOPOro IpeaHa3HaueH
JIeKapCTBEHHBIN Ipernapar.

Penent Ha OymakHOM HOcHTesne, oopMIIEHHBIH Ha pernentypHoM Omanke dopm N 107/y-HII,
N 107-1/y, N 148-1/y-88, N 148-1/y-04(11), yTBEp>KICHHBIX HACTOSIIUM MPUKA30M, MOXKET OBITH MOTY4YECH
NAlMEHTOM, €r0 3aKOHHBIM MPEICTABUTENEM HWIH JHUIIOM, UMEIOIIUM O(OPMIIEHHYIO B COOTBETCTBUU C
IpaXJaHCKUM 3aKkoHozaTesbcTBOM Poccuiickoit ®epepauuu JOBEPEeHHOCTh OT MAIMEHTa Ha IPaBO
HOJIyYEHUs TAKOro perenta (fajiee - ynoJHOMOYEHHOE JIULIO).

[IpencraBiaeHue NOBEpPEHHOCTH HE TpeOyeTcs B cllyyae IMOJyYeHMs pelienTa Ha JIEKapCTBEHHBIN
npernapar A UHKypaOeabHOro O0JIbHOTO Ha 3aBEpUIAIOIIEM 3Talle €ro KU3HU JIMLOM, OCYLIECTBIISIFOIINM
yXO0Jl 3a TaKUM HUHKypaOeibHbIM OOJbHBIM. B TakoMm ciydyae METUIMHCKMHA PaOOTHUK BBIAACT JIMILY,
OCYIIECTBIISIIOLIEMY YXOJ 32 MHKYpaOeIbHBIM OOJBHBIM, JJOKYMEHT, IOATBEPKIAIONINI WHKypabeabHOoe
COCTOsIHUE OOJIBHOTO, COJEpXKALIMi CBEACHHUS O JHIe, KOTopoe OyneT MoyiyyaTh JIEKapCTBEHHbBIE
npenaparsl o peuenty (pamMunus, UM, OTYECTBO (ITOCIEAHEE - IPU HAIMYKH), BUJ, cepus U (W) HOMEp
JIOKYMEHTA, yIOCTOBEPSIOLIET0 JIUYHOCTh), 3aBEPEHHbIN MOJAMMCHI0 M MeYaThio JAHHOTO MEIUIIMHCKOIO
pabOTHUKA, a TAK)KE NEeYaThI0 METUIIMHCKON OpraHu3aluu.

JIOKyMeHT, MOATBEP)KIAIOIUN HHKYpaOelbHOE COCTOSHHE OOJIBHOTO, OCTAeTCs B AaNTE4YHOU
OpraHH3aIiHu.

Peniennt B popMe 3IEKTPOHHOTO JOKYMEHTa (OPMHUPYETCSl C MCIOJIb30BAaHMEM TOCYAapCTBEHHOU
nH(pOPMallMOHHON CUCTEMBI B chepe 3apaBooxpaHeHHs cyobekTa Poccuiickoit denepanyu, METUIMHCKON
MHDOPMAIHOHHON CHCTEMBI MEHIIHHCKOM OpraHu3aIiy .

@akT BbJAUM pelenTa Ha JIEKapCTBEHHBIN IMpernapaT 3aKOHHOMY MPEICTaBUTENIO MU
YIOJIHOMOYEHHOMY JIMIY (PUKCUPYETCS B MEUIIMHCKOMN TOKYMEHTALMH MalUEeHTA.

7. MenuuuHCcKUM paOOTHHMKAM 3ampeniaercss opopMIISTh pelenTsl IpU OTCYTCTBHM Y TallMEHTa
MEHIMHCKIX TTOKA3aHHii; HAa HE3apEeriCTPHPOBAHHBIC JIEKAPCTBEHHBIC MPENapaThl ; Ha JIEKAPCTBEHHBIC
npemnaparsl, KOTOpble B COOTBETCTBUM C MHCTPYKIMEH MO0 MEAUIIMHCKOMY MPUMEHEHUIO MpeIHa3HAuYEHBI
JUIsL IPUMEHEHUS TOJIBKO B MEIMLMHCKUX OPraHMU3ALMSIX; HA HAPKOTUYECKUE CPEACTBA U IICUXOTPOIHBIE
BellecTBa, BHeceHHble B crucok [l IlepeuHs, 3aperucTpupoBaHHbIE B KayeCTBE JIEKaPCTBEHHBIX
IIPENapaToB, B LENSIX NPUMEHEHNUS I JI€UEHUSI HApKOMaHUU.

WuauBuayalbHbBIM — NPEANPUHUMATENSAM, OCYIIECTBISIOUIMM — MEIUIMHCKYIO  JEeSTeNbHOCTD,
JIOTIOJTHUTENIbHO K TpeOOBaHUSAM, YKa3aHHBIM B a03alle MEepBOM HACTOSAIIETO ITYHKTA, 3alperiacTcs
0(QOpPMIISITH PELEeNThl Ha HAPKOTHUUECKHE CPEACTBA U MCUXOTPOIIHbIE BEllecTBa, BHECEHHBIE B crincku I u
1T Tlepeuns (nasiee - HapKOTHYECKHWE U IICHUXOTPOIHBIE JIeKapcTBEeHHbIE mpemnaparsl cnuckoB I u 111
[Tepeuns).

8. Ilpn Ha3HaYeHMM HApKOTUYECKUX U IICUXOTPONHBIX JIEKAPCTBEHHBIX IpemnaparoB crucka [l
[lepeuns, 3a UCKIIIOUEHUEM JIEKAPCTBEHHBIX IPENapaToB B BUJE TPAHCAEPMAIIbHBIX TEPareBTUYECKUX
CUCTEM M JIEKAPCTBEHHBIX IIPENapaToB, COAEPXKAIIUX HAPKOTHYECKOE CPEICTBO B COUYETAHUM C
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AQHTarOHUCTOM ONHOMIHBIX PELUENTOPOB, pELUEnThl Ha OyMaXHOM HOcHTelIe O(OPMISIIOTCS Ha
penentypaoM Osanke hopmer N 107/y-HIT.

9. Peuentypusiii 6mank Gopmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHHUH:

1) HapKOTHYECKUX U TCUXOTPONHBIX JIEKAPCTBEHHBIX mnpemnaparoB crnucka [l Ilepeuns B Buze
TpaHCIEPMAJIbHBIX TEPaleBTUUECKUX CHUCTEM, HAPKOTHYECKHX JIEKAPCTBEHHBIX IpernaparoB crucka Il
[lepeunsi, conepkanux HAPKOTUUECKOE CPEICTBO B COYETAHUU C AHTATOHUCTOM ONMHOUAHBIX PELENTOPOB,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTtos cnucka [II [lepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPIKALIUX

a) KOJEWMH WIM ero coiu (B IepecyeTe Ha YHCTOE BEIIECTBO) B KoiudectBe A0 20 mr
BKJIFOUMTENIBHO (Ha 1 103y TBEpAOi JiekapcTBEHHOM (hOpMBI) Miu B KojudecTBe 10 200 MI' BKIIFOUUTEIILHO
(#a 100 mut wim 100 T XKHUIKOH TIeKapCTBEHHON (POPMBI U1l BHYTPEHHET'O IIPUMEHEHUS);

0) mnceBmoddenpuHa THAPOXJOPUI B KojuyecTBe, mpesblmaromeM 30wmr, u g0 60 mr
BKJTIOYHMTENBHO (Ha 1 103y TBEp0H JIeKapCTBEHHOM (HOPMBI);

B) ImceBaod(denpuHa TUAPOXJIOpUI B KoiuyecTBe, mpeBbimaromeM 30wmr, u go 60 mMr
BKJIIOUUTEJIBHO B COYETAaHUM C JEKCTpOMETOp(haHOM TUAPOOPOMUJIOM B KOJUYECTBE, MPEBBILIAIOIIEM
10 mr, u 10 30 Mr BKIIFOUUTENBHO (Ha 1 103y TBEpAOH JiekapCTBEHHOU (HOpMBI);

r) nexkctpomeropdana ruapodpomua B kKonmuectse 10 200 mr BkmountenbHo (Ha 100 Mo wm 100
T J)KUJKOM JIeKapCcTBEHHOU (hOPMBI [171s1 BHYTPEHHETO IPUMEHEHHS);

1) 3enpuHa THAPOXIOPH B KOIMIeCcTBe, nmpeBbimatomeM 100 mr, u 10 300 Mr BKIIOYHTETHHO (Ha
100 M mnm 100 1 5kuIKO# JIeKapcTBEHHOU (DOPMBI 1711 BHYTPEHHETO MPUMEHEHHS);

e) sdenpuHa THAPOXJIOPUA B KoimumdectBe 10 S50 Mr BKIOUUTENBHO (HAa 1 103y TBepoi
JIEKapCTBEHHOU (POpMBI);

X) (eHmnmponaHoIaMUH B KOIWYECTBE A0 75 Mr BKIOYMTENbHO (Ha 1 103y TBepmoi
nexapctBeHHOU ¢Gopmbl) uian 10 300 mr BrmrountenbHO (Ha 100 Ma mim 100 T KMAKON J€KapCTBEHHOU
(opMBI 17151 BHYTPEHHETO IPUMEHEHHS);

3) ¢genobapOuTam B KOJUYECTBE A0 15 MI' BKJIIOUHUTENBHO B COYETAHHWU C KOJEMHOM (MJIHM €ro
COJISIMHU ) HE3aBUCUMO OT KoJim4ecTBa (Ha 1 103y TBep10ii JIeKapCTBEHHON (OpPMBI);

u) ¢enobapbutran B komuyecTBe a0 20 MI BKJIIOUHUTENBHO B COYETAaHMH C APEAPUHOM
TUIPOXJIOPHUIOM HE3aBUCUMO OT KoJm4ecTBa (Ha 1 103y TBepoi JeKapCTBEHHON (POPMBI);

K) XJIOPAMA3eTMOKCU] B KOIU4YecTBe, mpeBbimaromeM 10 mr, u 1o 20 Mr BxiIrounTenbHo (Ha 1 103y
TBEP/I0M JIEKapCTBEHHOU (popmbl);

3) NeKapCTBEHHBIX MpEenapaToB MHIMBHUAYaJIbHOIO H3TOTOBIEHMS, COAEPKAIIUX HAPKOTUYECKOE
CPEJCTBO WJIM MCUXOTponHoe BemecTBo crucka [l Ilepeuns, u apyrue Qpapmakonoruueckue akTHBHbBIE
BEUIECTBA B J103€, HE MPEBBILAIONIEH BBICIIYI0 pa3oBYyl0 J03y, U IPU YCIOBUH, YTO OTOT
KOMOMHHMPOBAHHBIA JIEKApPCTBEHHBIM Mpenapar He SBJAETCS HApPKOTUYECKUM WM ICUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaToM cnucka Il [lepeyns;

4) InexkapCTBEHHBIX IpenapaToB, BKIIOUEHHBIX B I[I€peueHb JIEKAPCTBEHHBIX CPEJICTB JUIS
MEIUIIUHCKOTO MPUMEHEHHM S, MOIIeKAIIUX TPEIMETHO-KOIMUYECTBEHHOMY yUeTy (J1anee - JIeKapCTBeHHbIE
npemnaparsl, BKIoYeHHbIe B iepedeHs [IKY) B,

10. Penentypusiit 6:1ank hopmer N 148-1/y-04(11) opopmisieTcs npu Ha3HAYEHUH JIEKApCTBEHHBIX
[pernapaToB rpakJaHaM, UMEIOIIMM IpaBO Ha OECIUIaTHOE MOJyYyeHHE JIEKApCTBEHHBIX MpPEnaparoB WIH
MIOJIyYEHUE JIEKAPCTBEHHBIX MPENAPATOB CO CKUIKOM.

11. Penentypusiii 01ank hopmvel N 107-1/y opopmiisercs npu Ha3HAYEHUH:

1) nexapcTBEHHBIX NIpENapaToB, HE YKa3aHHbIX B yHKTax &, 9 HacTosmero Ilopsaaxa;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPIKALIUX

a) PproraMMHa TUAPOTAPTPAT B KOJMYECTBE N0 S5 MI BKIIOUMTENbHO (Ha | 103y TBepaoi
JIEKapCTBEHHOH (OPMBI);

0) abenpuna ruapoxiopun B konuuectse 10 100 mr BrmrountensHo (Ha 100 M wnm 100 1 sxuakoit
JIEKapCTBEHHOM (POPMBI JJIsl BHYTPEHHETO IPUMEHEHHUS );

B) mnceBnod(deapruHa ruIpoxJopul B KolndyecTBe, He mpesbimatomeM 30 mr (Ha 1 1o3y TBepnoit
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JIEKapCTBEHHOH (popMBI);

r) mnceBaoddenpuHa THAPOXJIOPHUI B KOJMYECTBe, He mpeBblmaromeM 30 Mr, B COYETaHHH C
JIeKCcTpoMeTophaHOM THAPOOPOMHIOM B KOJIHMYECTBE, MpeBbimaronemM 10 mr, u 10 30 M BKIFOYHUTEIHHO
(Ha 1 go3y TBepO¥i JIeKapCTBEHHOM (POPMBI);

n) nekcrpomeropdaHa TuApoOpoMUI B KoiMuyecTBe, mpeBbimatomemM 10wmr, u go 30 mMr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOM QOopMBbI);

e) dbenobapOuTan B komuuecTse, mpesbimaromeM 20 mr, U 10 50 Mr BriIrounTensHO (Ha 1 103y
TBEPJI0H JIEKapCTBEHHOU (POpPMBI);

K) (enobapbutan B kKommyectBe A0 20 M BKJIIOYUTEIBHO B COYETAHUU C HPrOTAMUHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KOoJMuecTBa (Ha 1 103y TBepoii JeKapCTBEHHOMN (OPMBI);

3) XJIOpJMA3ENoKCU ] B KoaudecTse 10 10 Mr BKIIOUMTENBbHO (Ha 1 103y TBEpAOH JEeKapCTBEHHOMN
dbopmpb).

12. Tlpu Ha3HAYeHUH JIEKAPCTBEHHOI'O Iperapara WHAUBUAYAIbHOIO U3TOTOBJIEHUS B pELIENTE Ha
OyMa)XxHOM HOcHTeNE U (W) perente B popme 3JIEKTPOHHOTO JTOKYMEHTAa HAaUMEHOBAHUS JIEKaPCTBEHHBIX
cpenctB (BemiecTB), BKIOYEHHBIX B rnepedeHs [IKY, ykaspiBaioTcss B Haudajne perenra, 3aTeM - BCE
OCTaJbHbIE UHTPEAUCHTHI.

13. Ilpyn Ha3HAYEHWH JIEKAPCTBEHHOTO Iperapara B perente Ha OyMa)KHOM HOCHTENe W (WJIH)
perennite B (opMe SIEKTPOHHOTO JOKYMEHTAa 3alpeliaeTcsl MPEBBINATh KOJIMYECTBO HAPKOTHUECKUX
CPEJCTB WJIH IICUXOTPOIHBIX BELUIECTB, KOTOPOE MOXET ObITh BBIIUCAHO B OJJHOM PELENTE, yCTAHOBICHHOE
npunoxkennem N | k Hactosmemy [lopsaky, 3a UCKITIOYEHHEM CIydaeB, YKa3aHHBIX B MyHKTax 15 u 24
Hacrosuero [lopsaka.

14. IIpu Ha3HAYEHHH JIEKAPCTBEHHBIX MpENapaToB, BKIOUEHHBIX B niepeueHb [IKY, no3za kotopbix
IPEBBIIIAET BBICIIUN OJHOKPATHBIM IpHEM, MEAMLIMHCKHM pabOTHUK O00O3HauaeT 03y JTOro
JIEKapCTBEHHOI'O Tperapara B pelente Ha OyMaXHOM HOCHUTEIE MPOIMUCHI0 C TPOCTABICHUEM
BOCKJIMIIATEJILHOTO 3HAaKa M (WJIM) MPOCTABIISET BOCKJIMLATENbHBIA 3HAK NMpU OQOPMIICHUM DELENTa B
(opMe IEeKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX MPENapaToB, BKIOUEHHBIX B nepedens [IKY, mpu
OKa3aHUU MalUeHTaM, HYXKJIAOIUMCS B JJINTEIBHOM JICYEHNH, IEPBUYHON MEANKO-CAHUTAPHON ITOMOIIU
Y MaJUIMaTUBHON MEIMIIMHCKOW IMOMOIIM MOXKET ObITh YBEJIMYEHO C YUYETOM KIMHMYECKUX pPEeKOMEHAALNN
He Oosee yeM B 2 pasa MO CPaBHEHHUIO C KOJIMYECTBOM HAPKOTUYECKMX CPEJCTB HIIM MCUXOTPOITHBIX
BEIIECTB, KOTOPOE MOXKET OBITh BBIMHCAHO B OJHOM pELENTe, YCTAaHOBJIEHHBIM Ipuioxkenuem N 1 k
HacTosmemy Ilopsanky.

B cnyuasx, npenycMOTpeHHBIX ab3alieM NepBbIM HACTOSIIEro MYHKTa, Ha perenTax Ha OyMa)kHOM
HOCHUTEJIE NMPOU3BOANUTCA Haanuch "Ilo crenmanbHOMYy Ha3HAUEHUIO', OTAEIBHO 3aBEPEHHAs IOANHCHIO
MEAMIIMHCKOTO0 pabOOTHUKAa W MEYaThi0 MEIWLMHCKOM opranuzanuu "Jljig penentoB", Ha peuenrax B
dopMe BIIEKTPOHHOIO JIOKyMEHTa Hpou3BoauTcs oTMmerka '"[lo chenuanbHOMY Ha3HaueHHIO" C
IPOCTaBJICHUEM YCUJIEHHOW KBAJIM(PUIIMPOBAHHOM 3JIEKTPOHHON TOIINCH METUIITHCKOTO pabOTHUKA.

16. CocraB JIeKapCTBEHHOTrO IIpenapara, JIeKapcTBeHHass (Gopma U oOpalieHne MeIUITHCKOrO
paboTHHKA K (apMareBTUIECKOMY PabOTHUKY 00 OTITYCKE JICKApCTBEHHOTO Mperapata Ha OyMaKHOM
HocuTene OQOPMIISIOTCS Ha JIATUHCKOM WJIM PYCCKOM SI3bIKE B POJUTEIBHOM Majiexke, 3a MCKIIOUEHUEM
oopMmIIeHHs pelienToB B (opMe 3JIEKTPOHHOTO JOKYMEHTA, OCYIIECTBIIIEMOTO Ha PYCCKOM SI3BIKE.

[lpu odopmieHMH peUenTypHbIX OJAHKOB JIONMYCKAeTCs  HCIOJb30BAaHUE  COKpALCHUN
(mpunoxxenne N 2 k Hactosmemy [lopsaky).

IIpy Ha3HaueHUM JIEKAPCTBEHHOI'O IIpernapaTa HE JOINYCKAaeTCsl COKpAllleHWEe HauMEHOBAHUU
MHTPENEHTOB, COCTABIIAIONINX JIEKAPCTBEHHBIN MpenapaT, He MO3BOJISIONINX YCTAaHOBUTh, KAKOH UMEHHO
JIEKapCTBEHHBIN Npenapar Ha3HayeH.

17. Cnoco0® npuMeHeHus JIEKapCTBEHHOI0 Mpemnapara 0003HavYaeTcs ¢ yKa3aHUEeM IyTH BBEACHMUS,
JI03bl, YacTOTHI, BPEMEHHU IpHUEMa OTHOCHUTEIBHO CHa (yTpOM, Ha HOYb) U €r0 JUIMTEIBHOCTH, a JUIf
JIEKapCTBEHHBIX MPENapaToB, B3aUMOICHCTBYIOMIMNX C MUILIEH, - BpEMEHH UX YIOTPeOJIeHNs OTHOCUTENBHO
nprema MU (10 ebl, BO BpeMs €/1bl, oCe efbl).
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18. IIpu HEOOXOIUMOCTH HEMEUIEHHOTO HJIM CPOYHOTO (B T€UCHHE JIBYX paboOuMX THEH) OTIycKa
JIEKapCTBEHHOT'O IperapaTa NalleHTy B BEpXHEH YyacTH pelenTta Ha OyMaKHOM HOCHUTEJE MPOCTaBISIIOTCS
ob6o3HadyeHus "cito" (cpouno) wim "statim" (HeMeasieHHO). AHAIOTUYHBIC 0003HAUYEHUS POCTABISIOTCS B
BUJIE OTMETOK MpU 0POpMIIEHUH peLiernTa B GopMe JIEKTPOHHOTO TOKYMEHTA.

19. Ilpu odopmieHnr Ha3HAYEHUSI TOTOBOTO JIEKAPCTBEHHOT'O MPerapara B perente Ha OyMaxxHOM
HOCHUTEJIE WM pelente B (opMme 53IEKTPOHHOTO JAOKYMEHTa KOJMYECTBO JEHCTBYIOIIMX BEIIECTB
YKa3bIBA€TCS B COOTBETCTBMM C MHCTPYKIMEM [0 MEIUIUHCKOMY IIPUMEHEHUIO JIEKapCTBEHHOI'O
npenapata. JlomycTuMo ykasbIBaTh JO3UPOBKY JIEKAPCTBEHHBIX IPENapaToB CUCTEMHOIO JEHCTBUS (Ui
pe30pOTUBHOTO IpUeMa) B TBEPJBIX JICKAPCTBEHHBIX (hopMax (Hampumep, TaOJIETKH, MOPOLIKH, KaTCYIIbl)
KaK COJIep’KaHUE OJHOTO WM HECKOJIbKMX JCHCTBYIOUIMX BEIIECTB B €IMHHIIAX Macchl (B rpaMmax,
MuIMrpammax). JlonycTumo ykas3blBaThb JO3UPOBKY JIEKAPCTBEHHBIX IIPENApaToB CUCTEMHOTO JEUCTBUS
(n7s1 pe30pOTHUBHOTO IPUMEHEHUS) B KUJIKHUX JIEKAPCTBEHHBIX (hopMax (HarpuMep, pacTBOPHI, CYCIICH3UH )
KaK COJEp)KaHUE OJHOIO0 WJIM HECKOJIbKMX JEHCTBYIOIIMX BEIIECTB B €IMHUIAX MAacChl Ha €IUHUILY
o0Bbema (Harmpumep, MIJUTUTPaMM/MILTHIIMTP) € yKa3aHueM o0111ero oobeMa JIeKapCTBEHHOH (OpPMBIL.

[Ipu odopmiieHnn Ha3zHAuEHHs JIEKAPCTBEHHOTO NpenapaTa WHIWBUAYAJIBHOTO H3TOTOBJICHUS B
perenTte Ha OyMa)KHOM HOCHUTEJE UITU pelenTe B opMe dJEKTPOHHOTO JOKYMEHTA KOJTMYECTBO TBEPBbIX U
ChITyYnX (apMaIeBTHUECKUX CyOCTaHIMK ykasbBaercs B rpammax (0,001; 0,5; 1,0), >kumkux - B
MUJUIHJIATPaX, FpaMMax M Karuisx.

20. Penentsl Ha OymMa)kHOM HOCHUTENE, B (hOpMe IJIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIC Ha
peuentypuoM Omanke ¢opmbl N 148-1/y-88 u mnpenHa3HayeHHbIE [UIsI OTIYCKAa JIEKapCTBEHHBIX
MpEnaparoB, NPEAYCMOTPEHHBIX MOAIyHKTamu 1-3 nynkra 9 Hactosmero Ilopsaka, nedCTBUTENbHBI B
teueHue 15 gHel co qHsa odopMITeHHUS.

21. Penentsl Ha OymMa)kHOM HOCHUTENE, B (hOpMe IJIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIC Ha
peuentypuom Onanke (opmbl N 148-1/y-04(;1) m npenHa3HadeHHbIE MAJIS OTIYCKA JIEKAPCTBEHHBIX
IpenapaToB IrpaxkJaHaMm, ykazaHHbIM B nyHkre 10 Hacrosiuero Ilopsiaka, aeiictBurenbHbl B TeueHue 30
JHEH co THS 0OopMIICHHS, 32 UCKITIOUEHUEM cllyyaeB O(pOPMIICHHS peleNnTa B COOTBETCTBUU C ITYHKTAMU
38 u 39 nacrosimiero [opsika, mpu KOTOPHIX OH JEHCTBUTENIEH B TeUeHHUE 15 aHEH co qHs 0dopMITeHUS.

22. Penentsl Ha OyMa)XHOM HOCHUTeJE, B (hOpMe 3JIEKTPOHHOTO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypaoM Onanke Qopmbr N 148-1/y-04(1) u mnpemHa3HaueHHBIE JUISI OTITYCKA JIEKAPCTBEHHBIX
IpenaparoB rpaxaaHaMm, JOCTUTIIMM TI€HCMOHHOTO BO3pacTa, MWHBAIMJIaM [E€pPBOM  TPyNIIbI,
NEeTSIM-UHBAIUIAM, a TaKXKe Ipa)<JaHaM, CTPaJarollUM XPOHHUYECKUMH 3a00JIEBAHUAMHU, TPeOYIOIIUMU
JUINTENIBHOTO KYpPCOBOTO JIeUeHMsI, AECUCTBUTENIbHBI B TeueHue 90 nHeil co naHA odopmieHus, 3a
WCKIIFOYCHHEM CIIy4aeB, yKa3aHHbBIX B IyHKTax 38 u 39 Hacrosmero Ilopsaka, mpu KOTOpBIX OH
JeiicTBUTENEH B TeueHue 15 qHei co qHs opopMIIeHHS.

Jns neueHUs XpOHUYECKHX 3a00J€BaHUIl yKa3aHHBIM KaTEropusM TIpa)<JAaH JIEKapCTBEHHBIE
npemnapatsl ¢ opopMIeHHEM pelenToB Ha OyMa)XHOM HOCHUTENE WM PeLenToB B (opMe 3JIEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3HauaThCs Ha Kypc JieueHus 10 180 nHei.

23. Penentsl Ha OyMa)XHOM HOcCHUTeJNE, B (hOpMe 3JIEKTPOHHOTO JOKYMEHTa, O()OpMIIEHHBIE Ha
peuentypaoM Omanke Gopmer N 107-1/y u mpenHa3HadeHHBIE 71 OTITYCKA JIGKAPCTBEHHBIX MPENapaToB,
npeaycMOTpeHHbIX TnyHkToM |1 Hacrosmero Ilopsinka, nedictButenbHbl B TeueHue 60 nHe co JHA
odopmITeHHUS.

[Ipy Ha3HaU€HUHM TOTOBBIX JIEKAPCTBEHHBIX IMpENapaToB M JICKAPCTBEHHBIX IMpenapaToB
WHAVBUIYaJIbHOTO U3TOTOBJICHUS MAllUEHTaM C 3a00JeBaHUSMU, TPEOYIOIIMMH JJIUTEIHHOIO KYpCOBOTO
aeuyeHus, ¢ opopMiIeHHEM Ha peuentypHoM Omanke (opmer N 107-1/y penenta Ha OyMa)XHOM HOCHTENE
WK B (hopMe 3JEKTPOHHOTO JOKYMEHTa yCTaHABIMBAECTCS CPOK JIEHCTBUS pelenTa B Mpeenax 10 OJHOTO
roja.

B cnydae ycraHoBieHHsS CpoKa JAEWCTBUS pelenta B Mpeesax OO0 OJHOTO roja B pelente
npousBoauTcs Haamnuck: "llo cnenmanbHOMY HasHadyeHHIO", o0O3HauyaeTcs CPOK JEHCTBHUA pelenta u
NEPUOANYHOCTh OTIYCKa JIEKApCTBEHHBIX MPEnapaToB U3 alTeYHOW OpraHU3alMH WM UHIWBUIYaJbHBIM
NpEeANpPHHIMATEIEM, HMEIOUIMM JIMICH3HI0 Ha (DapMALCBTHUECKYI0 EATEIBHOCTh — (€KEHENCTBHO,
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€XKEMECSYHO U HHbIC NMEepuojbl). JIOMOTHUTENBHO 3TO YKa3aHUE 3aBEPSETCS MOJMUCHI0 MEIUIIMHCKOIrO
pabOTHHKA, a TaKXKe MeYaThl0 MEIUIIMHCKOW opranm3anuu "Jlns penentoB" (mist peunenta Ha OyMa)XHOM
HOCHTEJIC) WIH YCUJICHHOW KBaTU(UIIMPOBAHHOW SJIEKTPOHHOU TIOJIUCHI0 MEIUIIMHCKOTO pa0OTHUKA U
JUIa, YIOJIHOMOYEHHOTO 3aBEpSATh JOKYMEHTbl OT MMEHHM MEAMIIMHCKOW OpraHu3aiuu (IUisl pelenta B
dbopMe FNEKTPOHHOTO JTOKYMEHTA).

24. Peuentbl Ha JIEKapCTBEHHBIC MpemnapaThl, BKIOYeHHbIe B repedeHs [IKY, nus nedenus
MAIMEHTOB C XPOHUYECKUMU 3a00JIEBAaHUSMHU MOTYT OOPMIIITBCS Ha Kypc JeueHus 10 60 qHei.

B cnyuae, xorga kypc seudeHusi cocrapisier Oosnee 30 nHeH, JOMOJHUTENBLHO B pELENTax Ha
OyMa)KHOM HOCHUTEJIE ITPOU3BOAUTCS Haanuch "[lo cnennanbHOMY Ha3HAa4eHUIO", 3aBEPEHHAs MOANNCHIO
MEJUIIMHCKOTO PaOOTHUKA M TEYaThl0 MEIWIIMHCKOW opraHusammm "Ilns pernenToB", Ha pemnenTtax B
dbopMe DIIEKTPOHHOTO JIOKYMEHTa Mpou3BoauTcs otMerka "[lo chenmuanibHOMY Ha3Ha4YeHUIo" ¢
MPOCTaBICHUEM YCWJICHHON KBaJIU(DUUHUPOBAHHON SJIEKTPOHHON IMOANKUCH MEIULUUHCKOrOo paboTHHKA U
JU1A, YIIOJTHOMOYEHHOTO 3aBEPATh JIOKYMEHThHI OT UMEHU MEIMIIMHCKOM OpraHu3aluu.

25. Penent Ha OymMakHOM HocutTene B (opMe JIIEKTPOHHOTO JOKYMEHTa, O(OpPMIIEHHBIH ¢
HapyIIEHWEM YCTaHOBJICHHBIX HacTosIMM [lopsikom TpeboBaHMil, cCunTaeTCA HEICHCTBUTEIILHBIM.

I1. HazHaueHue JIeKAPCTBEHHBIX MPENAPATOB NP 0KA3aHUU MeINUIIUHCKOI MOMOIIH B
CTAlIMOHAPHBIX YCJI0OBHAX

26. Ilpn okxa3aHuMM MALKMEHTY MEIUIMHCKOM IMOMOLIM B CTAallMOHAPHBIX YCJIOBHAX HAa3HA4YCHHUE
JIEKapCTBEHHBIX IpEnapaToB NPOU3BOAUTCS 0e3 odopmileHUs pelenta MEAUIMHCKUM paOOTHUKOM
€MHOJIMYHO, 3a UCKIIIOUEHUEM CIIy4aeB, yKa3aHHBIX B IIyHKTe 27 HacTosmero ITopsaxka.

27. CornacoBaHM€ Ha3HA4YECHMs JIEKAPCTBEHHBIX IIPENapaToB C 3aBEIYIOIIMM OTACIECHUEM WU
OTBETCTBEHHBIM JISKYPHBIM BpauoM JIMOO JPYTUM JIMIOM, YIOJHOMOYEHHBIM IPUKA30M IJIaBHOTO Bpaua
MEIMIIMHCKOW OpraHu3allud, a TakXe, NpPU HaJIUYdud, C BpPauoM - KIMHUYECKUM (HapMaKooromMm
HE00XO0/IUMO B CITydasix:

1) oHOBpEMEHHOT0 Ha3HAUYEHUS MSATU U 00Jiee JIEKapCTBEHHBIX IPENapaToB 0JHOMY MALUEHTY;

2) Ha3HAuEHUs JIEKAPCTBEHHBIX MPENapaToB, HE BXOAIIUX B IepeueHb )KU3HEHHO HEOOXOIUMBIX U
BAKHCHIINX JICKAPCTBEHHBIX MPENapaToB ~, MPH HETHIMYHOM TCYCHHH 3a00IeBAHMS, HAIMUHH
OCJIOXKHEHHH OCHOBHOTO 3a0ojieBaHMs W (MJIM) CONYTCTBYIOIIUX 3a00J€BaHUN, NpPH Ha3HAYEHUU
JIEKapCTBEHHBIX IPEnapaToB, OCOOCHHOCTH B3aUMOJEWUCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
UHCTPYKLHUSAM TI0 HUX HPUMEHEHHIO MPUBOAAT K CHUKEHUIO H(PPEKTMBHOCTH U 0€30MacHOCTH
(dapmakoTepanuu U (WIK) CO3AI0T NOTEHUUAIbHYIO OMIACHOCTD JJIS )KU3HH U 3/10pOBbs MALlUEHTA.

B yka3zaHHBIX ciyyasX Ha3Hauy€HUE JIEKAPCTBEHHBIX NpenapaToB (QUKCHpPYeTCs B MEIULUHCKOU
JOKYMEHTAlluM TMallMeHTa M 3aBepseTcs MOJNUCHI0 MEIUIMHCKOr0 pabOTHUKAa U 3aBEAYIOLIETO
oTJeneHreM (OTBETCTBEHHOTO JEKYPHOT0 Bpadya WM APYroro yroJHOMOYEHHOTO JINLA).

28. MeauuuHCKMM pabOTHUK MEIUIMHCKON OpraHu3aluu (ee CTPYKTYpHOrO MOJpa3fiesieHus),
pacrojOKEHHOW B CEIbCKOM HACEJIEHHOM IIYHKTE, OCYIIECTBIISIET Ha3HAYEHHE JIEKApCTBEHHBIX
MIPENapaToB B CiIydyasX, YKa3aHHBIX B MyHKTax 27 u 29 Hacrogiero [lopsaka, e IMHOIMYHO.

29. Ilo pemenuio BpaueOHOW KOMHUCCHUHU MAIlMEHTaM MpU OKa3aHUM UM MEIULUHCKOW TMOMOIIH B
CTAIlMOHAPHBIX YCJIOBUAX HA3HAYalOTCs JIEKAPCTBEHHBIE IIpenapaThl, HE BKIIOUEHHBIE B IIEpEUCHb
KHU3HEHHO HEOOXOMUMBIX M BaXXHEWIIMX JIEKAPCTBEHHBIX IpenapaToB, B Cllydae HX 3aMEHbl H3-3a
WHAMBUIYaJIbHON HETIEPEHOCHMOCTH, O )KU3HEHHBIM MTOKa3aHUSIM.

Pemenne BpaueOHON KOMHUCCHM (HUKCHPYETCS B MEAWLMHCKOW JIOKYMEHTAllUW TMalueHTa |
JKypHasie BpaueOHOM KOMUCCHUHU.

30. B ciyudasx obOcnenoBaHMs W JIEUEHUS TPaKIaHWHA B CTAI[MOHAPHBIX YCIOBHUSX B PaMKax
MPEIOCTABICHUS MEUIIMHCKUX YCIYT Ha BO3ME3THOM OCHOBE 3a CUET JINYHBIX CPEJICTB IPaXKaaH, CPEACTB
IOPUJIMYECKUX JIUI U UHBIX CPEJICTB Ha OCHOBAHMHU JOrOBOpa, B TOM YHCJE JOrOBOpa JA0OPOBOJIBHOTO

16

MCIUIUHCKOI'0 CTPaxOBaHUA (, €My MOI'yT OBLITh Ha3HAYEHBI JICKApCTBCHHBIC NPCIapaThl, HC BXOJAIINC B
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MEpCUCHb XU3HCHHO H606XOIII/IMLIX U Ba)KHEHUIIIHX JICKAPCTBCHHLIX IIPCIapaToB, €CJIM UX HA3HAUYCHUC U
IIPUMCHCHHUEC O6YCJ'IOBJ'ICHO MCIUIMHCKHMMHU ITOKa3aHUAMM.

I11. HazHa4yenue J1eKapCTBEHHbIX NIPENAapaToB IIPH OKA3aHUHU NEPBUYHOH MeJUKO-CAHUTAPHOM
MOMOIIH, CKOPOH MeIUIMHCKON MOMOIIM U MAJUIMATHBHON MeTUIIMHCKONA MOMOIIA

31. Ilpu oka3zaHMM NEPBUYHON MEIAMKO-CAHUTAPHOW IMOMOIIM W MAJUIMATUBHON MEIULIMHCKON
NOMOIIM B aMOYJaTOPHBIX YCIIOBUSX Ha3HAu€HUE JIEKAPCTBEHHBIX IPENapaTroB OCYIIECTBISETCS
MEJIUIIMHCKIM PAOOTHUKOM B CIy4asX TUITUYHOTO TEYCHHS 3a00JICBAHUS MAIIMCHTA UCXOJS U3 TSHKECTU H
xapakrtepa 3a00J1eBaHUsl.

32. Ha3HayeHue JeKapCTBEHHBIX IMPENapaToB MO PEIICHUI0 BpauyeOHOW KOMUCCHH MPHU OKa3aHUU
NEPBUYHON MEIUKO-CAaHUTAPHON MOMOIIM, MaVIMaTUBHOM MEIWIMHCKON MOMOIIM B aMOYJIaTOPHBIX
YCIOBUSX MPOU3BOAUTCA B CIIyHasiX:

1) OIHOBPEMEHHOTO Ha3HAYCHHsI OJHOMY IMALUEHTY MATH U OoJiee JIEKApCTBEHHBIX MPENapaToB B
TEYEHHE OJIHUX CYTOK MJIM CBBIIIE IECATH HAMMEHOBAHUYN B TEUCHHUE TPUALIATH JHEW;

2) Ha3HaueHUs JICKAPCTBEHHBIX MpENapaTtoB MPU HETUIHMYHOM TEUYECHUHU 3a00JIeBaHUS, HAJTUUUU
OCIIO)KHEHUH OCHOBHOTO 3a0ojeBaHus ¥ (WJIM) CONMYTCTBYIOIIMX 3a00JIeBaHWM, TpU HA3HAUYCHUU
JICKapPCTBEHHBIX MPEnapaToB, OCOOCHHOCTH B3aWMOJEWUCTBUS W COBMECTUMOCTH KOTOPBIX COTJIACHO
WHCTPYKIIUSAM I10 WX TPUMEHEHUIO MPUBOAAT K CHIDKCHHIO d(PQPEKTUBHOCTH M OE30MACHOCTH JICYCHHUS
nanueHTa u (Win) co3al0T NOTEHIIUANbHYIO OMIACHOCTb IS )KU3HH U 3[I0POBBS MAIEHTA;

3) NEpBUYHOrO0 HA3HAYCHMS TMAIMEHTY HAPKOTUYECKHUX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB cruckoB Il u III Tlepeuns (B ciydyae npuHATHS PYKOBOJIUTEIEM MEAMIIMHCKOW OpraHU3aIlH
petieHus 0 HeoOXOAUMOCTH COTJIACOBAHUS HA3HAYCHHS! TAKUX JIEKAPCTBEHHBIX MPENapaToB ¢ BpaueOHOM
KOMHCCHEH ).

33. TloBTOpHOE Ha3HAYEHHE HAPKOTUYECKUX U TICHUXOTPOIHBIX JIEKAPCTBEHHBIX IMPENapaToB
criuckoB Il u III [lepeuns mpou3BOAUTCS MEAMIIMHCKUM PaOOTHUKOM CaMOCTOSITENIbHO I €AMHOIMYHO
0e3 yuyacTusi BpaueOHOW KOMHCCUU NAIlMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHAPOMOM JHOOOr0 reHesa,
HapyIIeHHEM CHa, CYyJOpPOXHBIMH  COCTOSHUSIMH, TPEBOXXHBIMU  paccTpoilicTBamu, (oOusMmu,
MICUXOMOTOPHBIM BO30YXICHUEM.

34. Ilpu oxa3aHMM CKOpPOM MEIMIIMHCKON MOMOIIM JIEKAPCTBEHHBIE Mpenaparbl Ha3HAYaroTCA
MEJIUIIMHCKUM PAOOTHUKOM BBIC3JHOW OpHUTagbl CKOpPOW IOMOIIHM, MEIUIMHCKUM pPaOOTHUKOM
MEAWIIMHCKOW OpraHu3aliid TpH OKa3aHHM MEIUIIMHCKOM TOMOINM TpaXKAaHaM Mpu 3a00JIeBaHUSX,
HECYACTHBIX CIlydasX, TpaBMax, OTPABJICHUSIX U JPYIrUX COCTOSHUSIX, TPEOYIONIMX CPOYHOTO
MEJIUIIMHCKOTO BMEIIATENbCTBA.

IV. HazHayeHHe J1eKapCTBEHHBIX NPEeNnaparoB rpaxaaHaM, HMEIIIHUM IIPaB0 Ha OecIIaTHOe
MoJIy4YeHHUe JIEKAPCTBEHHBIX NPenapaToB UM MOJy4YeHHe JeKAPCTBEHHBIX NPENnapaToB ¢0 CKUAKO,
NPHU OKA3AHUM NEPBUYHON MEIMKO-CAHUTAPHOM MOMOLIM

35. Ilpu oxa3aHuM TEPBUYHON MEAMKO-CAHUTAPHOM TOMOIIM Ha3HAYeHHE METUIIMHCKUM
PaGOTHHKOM Ha OCHOBE KIMHMYECKHX PEKOMEH/AIMI M C yUeTOM CTAHIapPTOB MEIHIHHCKOMN MOMOIIM
JIEKapCTBEHHBIX MPENapaToB, OTIYCKAEMbIX OECIUIATHO MJIM CO CKHJIKOH, rpax/laHaM, MMEIOIIMM IpaBo Ha
o0ecrieyeHne JIeKapCTBEHHBIMH TpenapaTaMy 3a CUeT CpeACTB OI/HKETHBIX aCCHTHOBAaHUH (enepaabHOro
Oromxera U Or0KeToB cyObekToB Poccuiickoit ®denepaiinu, OCYIIECTBISIETCS Ha PELENTYpHOM OJlaHKe
N 148-1/y-04().

[Ipu odopmienun peuenta Ha Omanke Qopmbl N 148-1/y-04(;1) Ha OyMa)kHOM HOCHTENeE
oOpMIISIOTCST TBa DK3EMIUISIpA, OJAMH W3 KOTOPBIX OCTAeTCS B aNTEYHOW OpraHW3alliH, BTOPOH - B
MEIUIIUHCKON TOKYMEHTAIUY NallueHTa.
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36. IlpaBo Ha3HAuaTh JIGKAPCTBEHHBIC MpEMaparhl IpakJaHaM, UMEIOIIMM IMPpaBo Ha OecriaTHOE
MOJIyYeHHUE JICKAPCTBEHHBIX MPENapaToB WK MOIy4YeHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM, TaKxke
UMEIOT:

1) MegunuHCKUEe pabOTHUKH, paboTaroIMe B MEIUIIMHCKON OpraHnu3allly [0 COBMECTUTENBCTBRY (B
npejesiax CBOe KOMIIETEHIIUN );

2) MemuUUHCKHME DPAOOTHHUKHM CTAllMOHAPHBIX OpraHU3aluil COLMAIBLHOTO OOCIY)KMBAHUS MpU
HAMYME  JIANCH3MM HA OCYIIECTBICHHE MEIHMIMHCKON JESTEIBHOCTH =, IIpedyCMATpUBAKOMIEH
BBIMIOJIHEHHE padoT (OKa3zaHWE YCIAyr) MO OKa3aHWI0 MEPBUYHON MEIMKO-CAaHUTAapHOM MOMOIIH B
amMOyNaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOM MPUHAIEKHOCTH);

3) wMenuuuHCKHE paOOTHUKM MEAMIMHCKUX OpraHM3allMii, OKa3bIBAIONIMX MEPBUUYHYIO
MEINKO-CaHUTApHYIO MTOMOIIIb, ITOJIBEAOMCTBEHHBIX (heiepaTbHbIM OpraHaM HCIIOJIHUTEILHON BIACTH UJIH
opraHaM HCITOJTHUTEJIBHON BJIacTH CyOBeKkToB Poccuiickoit denepanuu;

4) uHAMBUAYyaAJbHbIE NPEIIPUHUMATENIH, OCYILECTBIISIIOIIME MEAULMHCKYIO JIE€ATEIbHOCTh MU
BKIIIOUEHHBIE B PEECTp MEIUIIMHCKUX OpraHu3alfii, OCYIIECTBISIONIUX JEeATEIbHOCTh B cdepe
0053aTeIbHOT0 MEIULIMHCKOTO CTPAaXOBaHUS.

37. Ilpu Ha3HAUYEHUU JIEKAPCTBEHHBIX MPENapaTroB rpakKAaHaM, UMEIOIIMM MpaBo Ha OecriaTHOe
MOJIyYEHHUE JIEKAPCTBEHHBIX IPENapaToB WIM IOJY4YEHHUE JIEKapCTBEHHBIX IPENapaToB CO CKUIKOH, B
pelienTe yka3plBaeTcs HOMEp TejeoHa, MO KOTOpOMY paOOTHHK anTeYHOW OpraHu3alud Mpu
HEOOXOIMMOCTH MOXKET COTJIacCOBaTh C MEIUIIMHCKUM PaOOTHUKOM 3aMEHY JICKapCTBEHHOTO Mperapara.

38. Ha3naueHue HapKOTHMUYECKUX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX NpernapartoB crucka Il
[lepeunsi (3a MCKIIIOUEHUEM JIEKAPCTBEHHBIX IPENapaToB B BUAE TPAHCACPMAJIbHBIX TEPareBTHUECKUX
CUCTEM, a TaK)Ke JIEKAPCTBEHHBIX MPEMapaToB, COAEPKAIIUX HAPKOTUYECKOE CPEACTBO B COUYETAHHH C
AQHTarOHUCTOM ONMOUJHBIX PELENTOPOB) TpaxkJaHaM, HUMEIOLUIMM IpaBO Ha OECIUIATHOE MOJy4YEHHE
JICKapPCTBEHHBIX MPENapaToB WM MOJTYYCHHs JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM, OCYIECTBISETCS
Ha peuentypHoMm Omanke Gopmbl N 107/y-HII, k KOTOpoMy AOMOIHHUTEIHHO OQOPMIISETCS pelentT Ha
peuentypHoM Omanke (Gopmbl N 148-1/y-04(1) (B ABYX 3K3eMIuisipax Mpu opOpMIIEHHHM Ha OyMa)KHOM
HOCHTEJIE).

39. Ha3HaueHue HApKOTMYECKMX U TICUXOTPONHBIX JEKapCTBEHHBIX mpenapaToB crucka Il
[lepeunss B BuJE TpaHCAEPMalIbHBIX TEPANEBTUUYECKUX CHUCTEM, HApPKOTHMUECKHUX JIEKApPCTBEHHBIX
npenapartos cnucka II Ilepeuns, comepkammux HapKOTHYECKOE CPEACTBO B COYETAHWU C AHTArOHHUCTOM
ONMOMJIHBIX PELENTOPOB, IMCUXOTPONHBIX JIEKAPCTBEHHBIX mpenaparoB cnucka [II Ilepeuns,
JIeKapCTBEHHBIX MpenapaToB, BKIOYEHHBIX B nepeuens [IKY, copepkammxcs B noanyHkTe 2 myHkra 11
Hactoswero llopsaka, mpegHazHaueHHbIE 7S JIEYEHMs] TpakJaH, MMEIOIIMX IMpaBo Ha OecIulaTHOe
MIOJIyYEHUE JIEKapCTBEHHBIX IPENaparoB WM IOJyYEHHUE JIEKapCTBEHHBIX IPENaparoB €O CKHUIKOMH,
OCYIIECTBIsIETCs Ha perenTypHbix 6mankax Gopm N 107-1/y u N 148-1/y-88, K KOTOPBIM JIOMIOJIHUTEIHHO
opopmisieTcs pelenT Ha peuentypHoMm Omanke dopmbl N 148-1/y-04(n) (B ABYX JK3eMIUIspax IMpU
odopmIIeHUH Ha OyMa>kKHOM HOCHUTEJE).

"Tlynxr 11 craten 2 ®egepanpHoro 3akoHa ot 21 Hosops 2011 r. N 323-D3 "O6 0CHOBAX OXPAaHBI 310POBBS IPAKIAH
B Poccwmiickoii ®enepanun" (CoOpanue 3axoHoAaTenscTBa Poccuiickoit ®enepanmu, 2011, N 48, cr. 6724, 2019, N 52,
cT. 7796) (nanee - @enepanpHblii 3akoH N 323-03).
TAPAHT:

[To-BuauMoMy, B TEKCTe HpeAbLAyllero adszama jgomnyiieHa omeyarka. Bmecro "Ilynkt 11 cratbu 2"
nmeercs B Buay "[lynkr 11 gactu 1 crateu 2"
* BapeructpupoBan MumucTepcTBOM focTuimu Poccuiickoii ®enepamun 28 anpens 2012 T., perucTpaLHOHHBIN
N 23971 ¢ usmeHeHusiMH, BHECEHHBIMH IIpHKa3oM MUHHCTEpCTBa 3apaBooxpanenust Poccuiickoit denepanuu ot 31 okTs0pst
2017 r. N 8821 (3apeructpupoBan MuHucTepcTBOM foctunnu Poccuiickoit deneparyun 9 stBapst 2018 r., perncrpannoHHbIH
N 49561).
3 Tlynkr 2 crateu 20 @exgepanbroro 3akona N 323-03 (Cobpanne 3akoHonaTenscTBa Poceniickoii ®exeparm, 2011,
N 48, ct. 6724; 2021, N 27, cT. 5159).
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* Tlyukr 1 craten 26 ®emepansHoro 3akoma or 8 smBaps 1998 . N 3-®3 "O HapKOTHYECKHX CPEACTBAX M
ncuxoTponHbIx BemecTBax" (Cobpanne 3akoHomarenbeTBa Pocentickoit @epepannu, 1998, N 2, cr. 219, 2017, N 31, ct. 4791)
(manee - ®enepanpHelii 3akoH N 3-03).

5 Co0Opanue 3axononatenscTBa Poccuiickoit @eneparun, 2010, N 16, cr. 1815, 2019, N 52, ct. 7793.

% [Mynkr 2 cratbu 2 denepanbHoro 3akona N 3-03 (Cobpanue 3akoHonatenscta Poccuiickoii deneparuu, 1998, N 2,
ct. 219; 2016, N 27, ct. 4238).

7 Tlynxr 54 crats 4 deaepanbHoro 3akona ot 12 anpens 2010 . N 61-®3 "O6 oGpalieH:H TeKapCTBEHHBIX CPEaCTB'"
(Cobpanue 3akononmatenscTBa Poccuiickoit ®deneparmu, 2010, N 16, ct. 1815; 2019, N 31, cr. 4456) (nanee - OenepanbHblit
3akoH N 61-D3).

¥ Ipukas MuHHCTEpCTBa 3paBOOXPAHCHUS W CONMAIBHOTO pa3Butus Poccuiickorr Dexepammu ot 5 mas 2012 r.
N 5025 "OO yTBep)KICHHWH TMOpSAKA CO3MAaHUA M ACATENbHOCTH BpadeOHON KOMECCHH MEAWIIMHCKONH OpraHn3amum’
(3apeructpupoBan  MunmctepcTBoM foctuimu Poccuiickoit @enepammm 9 wrors 2012 r., peructpammonsbiii N 24516) ¢
M3MEHECHNSAMH, BHECEHHBIMH TIpHKa3oM MuHHCTepcTBa 3apaBooxpaneHus Poccuiickoit @enepammm ot 2 nmexabps 2013 T.
N 886n (3apermctpupoBan MuHHCTepcTBOM foctuin Poccuiickoit ®enmepanmu 23 nmekadpss 2013 1., perucTparioHHBII
N 30714).

’ CobOpanue 3axononatesscTBa Poccuiickoit ®eneparun, 2011, N 48, cr. 6724,

" TTynxr 2 nocranosnenus IpaButensctpa Poccuiickoii ®eepamuu ot 30.06.2020 N 965 "O BHeceHMM H3MEHEHHIT B
IIpaBuna (GopMHUpOBaHKs TMEPEUYHs JICKAPCTBEHHBIX CPEICTB, 3aKYyIMKa KOTOPHIX OCYIIECTBISACTCS B COOTBETCTBUH C HX
TOPTOBbBIMU HAMMCHOBAHUAMU, U O MPUMCHCHUH JICKAPCTBCHHBLIX NPENapaToB ¢ KOHKPETHBIMU TOPTrOBLIMHU HauMEHOBaHUAMU"
(Cobpanue 3akonomarenbctBa Poccuiickoit denepanmu, 2020, N 28, c1. 4422).

" Craten 91 u 91.1 denepanbroro 3akona N 323-03 (Cobpanue 3akoHomaTenbcTBa Poccuiickoi deneparmn, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5141).

2 penrenme Cosera EBpazwmiickoit s3xoHOMHYecKOi komuccuu oT 3 Hos0ps 2016 r. N 78 "O [IpaBunax perucrpanuu u
9KCIEPTU3BI JICKAPCTBEHHBIX CPEJCTB Ul MEIUIMHCKOro MpuMeHeHus" (oduimanbHblii caiit EBpa3uiickoro 5KOHOMHYECKOTO
coro3a http://www.eaeunion.org/, 21 wHos6ps 2016T.). Crates 13 ®enepansHoro 3akoHa N 61-®3 (Cobpanue
3akoHomarenbcTBa Poccuiickoit @eneparmm, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

B Tommyskr 5.2.171(1) nynkra 5 nocranosnenus IIpaButenscta Poccuiickoit dexepamun ot 19.06.2012 N 608 "O6
yrBepkaeHun IlomoskeHuss o MuHuctepctBe 3apaBooxpaHeHus Poccuiickoit ®Pepepanuu” (manee - IlomokeHue o
Munucrepctse) (Cobpanue 3akoHonatenbeTBa Poccuiickoit @enepanuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

14 [TynxT 47 wactu 1 crateu 12 denepanbHoro 3akona oT 4 mas 2011 r. N 99-®3 "O nuneH3upoBaHUU OTIEIHHBIX
BUJIOB JesiTenbHOCTH" (nanee - @enepanbHbiii 3akoH N 99-03) (Cobpanue 3akoHomaTenbcTBa Poccuiickoit @enepanuu, 2011,
N 19, cr. 2716; 2021, N 27, ct. 5177).

S Yacru 1 crateu 60 ®enepanpaoro 3akoHa N 61-D3 (Cobpanue 3akoHomatenbcTBa Poccuiickoit @epepannu, 2010,
N 16, ct. 1815; 2020, N 29, ct. 4516).

' Mocranosnenne Ipasurensersa Poccniickoi Meneparmu ot 4 oks6ps 2012 1. N 1006 "O6 yreepsxaenuu [Ipasui
MPEOCTaBICHNS MEIUIMHCKAMI OPraHM3alMsIMU TUIATHBIX MeanmHCKuX ycyr" (CoOpanue 3akoHonarenscTBa Poccuiickoin
Oeneparun, 2012, N 41, ct. 5628).

7 Crares 37 ®enepanpaoro 3akoHa N 323-D3 (Cobpanme 3akoHOHarenbcTBa Poccuiickoit @eneparum, 2011, N 48,
cT. 6724; 2021, N 27, ct. 5186).

" Tlynxr 46 wactm 1 craten 12 demepanbHoro 3akona N 99-d3 (Cobpanue 3aKOHOJATENbCTBA POCCHIICKOM
Oeneparuy, 2011, N 19, cr. 2716; 2021, N 27, ct. 5159).

Ipuiaoxenne N 1

K [lopsiaky Ha3HaYeHus
JIEKAPCTBEHHBIX MPENapaTos,
YTBEPKAEHHOMY IIPUKa30M
MuHucTepCcTBa 31paBOOXPAHECHUSA
Poccuiickoin ®enepauuu

ot 24 Hos10ps1 2021 r. N 10941

KoanuectBO HAPKOTUYE€CKUX CPEIACTB WJIHM MCUXOTPOITHBIX BEIIECTB, KOTOPOE€ MOKET ObITH
BBIINIHCAHO B O/THOM peLenTe

N n/n MexaynapoaHoe @dopMa BhIITyCKaA U KonnuecTtso
HEIMaTEeHTOBAHHOE JIO3UPOBKA
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HaVMEHOBAHUE
HapKOTUYECKOIO U
IICUXOTPOIIHOT'O
JIEKApCTBEHHOIO IIpernapara

l. Bynpenopdun-+Hanokcon TabneTku 60 TabneTok (ymakoBKa,
CyOJMHTBaIbHBIC kpatHas N 20)
0,2 Mr+0,2 mr
2. Bbynpenopdun PactBop s unbekuit, | 30 amrmysn (ImpHI-TIOOUKOB)
0,3 mr/mut 1 M
3. Bbynpenopdun TpancaepmanbHbBIN
IIACTHIPh
35 Mkr/4ac 20 nmacteIpeit
52,5 MKr/4ac 10 macteipeit
70 MKr/49ac 5 mutacTeIpen
4. Mopdun PactBop manisg unbekuuit, | 20 ammyn (IINPUI-TIOOUKOB)
pacTBOp JJIst TIOJIKOKHOTO
Beenenusa 10 mr/mn 1 Mo
5. Kopenn+Mopdua+Hockanua | PacTBop Iuist TOIKOKHOTO 20 amnyn
+IlanaBepun +TebanH BBEJEHU
0,72+5,75+2,7+0,36+0,05
mr/mi 1 mi
1,44+11,5+5,4+0,72+0,1 m
r/mi 1 mn
6. Tpumenepuaun Tabnerku 25 mr 50 TabyeTok
7. Tpumenepuaun PacTtBop ni1st uHBEKIMI 20 ammyn (IIMPUI-TIOOUKOB)
10 mr/mm 1 ma 20 Mr/mon
1 M
8. Mopdun TabneTku (KancyJsl) 180 Tabnerok
MPOJIOHTUPOBAHHOT O (xamcym) 60 Tabnerox
necTBUs (xancyn) 40 Tabierox
10 mr (xamcym) 20 TabneTox
30 mr (xancyn) 20 Tabierox
60 Mr (xamcym)
100 mr
200 mMr
9. Mopdun Tabnerku
5wMmr 100 tabnerox
10 mr 100 tabierox
10. Mopdun Kannu nns npuema BHYTpb
20 mr/mi 20 M 4 dnakona
1. Mopdun PactBop niisa npuema
BHYTPb (MOHOJ103bI)
2 mr/mit 5 Mt 100 ammyn i/
6 Mr/mit 5 mi 80 ammyn /3
20 mr/mi 5 M 30 amryn /3
12. Oxkcukoaon+Hanokcon TabneTku
MTPOJIOHTHPOBAHHOTO
JEUCTBUSA
5 Mr+2,5 mr 100 TabneTox
23.01.2026 Cucrema 'APAHT
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10 Mr+5 mr 60 TabieTok
20 mMr+10 mr 40 TabneTok
40 mMr+20 mr 20 TabieTok
13. [TponmonnndenmmmTokcndTUa | Tabmerku 3amednsie 20 Mr 50 TabyeTok
MUTICPUTUH
14. deHTaHuI [Inacteipp
12,5 Mkr/4ac 20 mnacTeipei
25 MKr/4ac 20 miacTeipeit
50 Mkr/4ac 10 nmnacteipeit
75 MKr/4ac 10 miacteipeit
100 mkr/gac 10 nutacteipeit
15. deHTaHuI Chpelt Ha3abHBIN
®naxon 50 MKr/m03a
2,0 M (10 103) 24 dmakona
3,2 M (20 no3) 12 ¢pnakonoB
5,0 mi (40 mo3) 6 (yakoHOB
@nakon 100 Mkr/mo3a
2,0 M (10 103) 12 bmakoHOB
3,2 mu (20 o3) 6 (hmakoHOB
5,0 mi (40 mo3) 3 ¢umakona
@nakon 200 MKr/mo3a
2,0 M (10 103) 12 pnmakoHOB
3,2 mu (20 o3) 6 (hmakoHOB
5,0 mi (40 103) 3 ¢urakona
pniaoxenne N 2
K [lopsaky Ha3HaYeHust
JIEKApCTBEHHBIX MPeNnaparos,
YTBEP:KAEHHOMY TTPHKA30M
MuHucTepcTBa 3[paBOOXPAHEHU
Poccuiickoii Penepanuu
oT 24 nosiops 2021 r. N 1094u
CnpaBo4HO
PexoMeH10BaHHBIE K HCMOJIB30BAHUIO COKPAIIEHUs MPU 0(OPMJIEHHH PelenToB
N n/n CoxkpaiieHue IlonHoe HanucaHue ITepeBon
1. aa ana 10, TOPOBHY
2. ac, acid. acidum KHCJI0Ta
3. aer. aerozolum a’p030J1b
4. amp. ampulla amIyJa
3. aq. aqua BOJA
6. aq. purif. aqua purificata BOJIa OYHUTIICHHAS
7. but. butyrum Macyo (TBEp0e)
8. caps. capsula KarcyJsna
9. comp., Cps compositus (a, um) CJIOXKHBIHN
10. D. Da (Detur, Dentur) Brinait (ITycts Beinano, Ilyctsb
OyJeT BbIJaHO)

23.01.2026

Cuctema 'APAHT

14/33



ITpukas Munuctepctsa 3npaBooxpaneHus PO ot 24 wosops 2021 r. N 1094u "O6 yrBepxkaennu [lopsiaka Ha3HAYEHUS. . .

1. D.S. Da, Signa Brigaii, 0003Ha4b
Detur, Signetur [TycTtes Oynet BbIIaHO,
O603Ha4eHO
12. D.t.d. Da (Dentur) tales doses Beinaii (ITycth OyayT BbIIaHBI)
TaKue J103bl
13. dil. dilutus pa3BeICHHBIN
14. Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YacTH
15. emuls. emulsio IMYIbCHUS
16. extr. extractum SKCTPAKT, BBITSKKA
17. in enem. in enemas B MUKPOKJIM3Max
18. F. Fiat (fiant) [Tycth oOpa3yercs
(o6pazyrorcs)
19. gran. granulum TPaHYJIbI
20. gt.,gtt gutta, guttae Karuis, Kar
21. gtt. peror. guttae peroralis KaIuIM JJIsl IpUeMa BHYTPb
22, inf. infusum HACTOU
23. in amp. in ampullis B aMIyJax
24, in tab. in tab(u)lettis B Ta0JIETKaX
25. in tab. prolong. in tab(u)lettis prolongatis B Ta0JIETKAX C
IIPOJIOHTUPOBAHHBIM
BBICBOOOXK/ICHUEM
26. in tab. prolong, obd. in tab(u)lettis prolongatis B Ta0JIETKaXx C
obductis IIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM, TIOKPBITBIX
000JI0YKOMH
217. in tubul. in tubulis B TIOOMKAX
28. lin. linimentum JUHUMEHT
29. liq. liquor KHUJKOCTb
30. lot. lotion JIOCBOH
31. m. pil. massa pilularum MWII0JIbHAS Macca
32. membr. bucc. membranulae buccales TUIEHKH 3allleyHble
33. M. Misce, Misceatur Cwmemaii (Ilycts Oyner
CMEIIaHo)
34. mixt. mixtura MHUKCTYpa
35. N. numero YHCIIOM
36. ol. oleum Maciao (KUIKOE)
37. past. pasta rnacra
38. pil. pilula, pilulae TWJTIONS, TUJTIONTN
39. p. aeq. partes aequales paBHBIE YaCTH
40. ppt, praec. praecipitatus OCaKJICHHBIN
41. pulv. pulvis MOPOIIIOK
42. g. s. quantum satis CKOJIBKO TTOTPEOyeTCsl, CKOJIBKO
HAJI0
43. r., rad. radix KOPEHb
44. Rp. Recipe Bo3pmu
45. Rep. Repete, Repetatur [TosTopu (IlycTs Oynet
MTOBTOPEHO)
46. rhiz. rhizoma KOpPHEBHUILIE
47. S. Signa, Signetur O6031ausb (Ilycts Oyner

23.01.2026

Cuctema 'APAHT

15/33




ITpukas Munuctepctsa 3npaBooxpaneHus PO ot 24 wosops 2021 r. N 1094u "O6 yrBepxkaennu [lopsiaka Ha3HAYEHUS. . .

0003HaUYEHO)
48. sem. semen cems
49. simpl. simplex IIPOCTOM
50. Sir. sirupus CHpOII
51. sol. solutio pacTBop
52. Spr. spray crpen
53. Spr. nas. spray nasale cripei Ha3aJabHbIN
54. supp. suppositorium CBEYa, CYMIO3UTOPUN
55. susp. suspensio CYCIICH3HsI, B3BECh
56. tab. tab(u)letta TabJeTKa
57. t-ra, tinct. tinctura HacTOMKa
58. tubulis tubulis TIOOUKH
59. STT Systema TpancaepmanbHas
Therapeutica Transcutanea TepaneBruyeckas Cucrema
60. ung. unguentum Ma3b
61. Vitr. vitrum CKJISTHKA
IIpuioxenue N 2
K 1pukasy MUHHCTEPCTBA
3APaBOOXPaHEeHUsI
Poccuiickoii Peaepannu
oT 24 nosiops 2021 r. N 1094u
TAPAHT:

CwM. nannyto dpopmy B pegaktope MS-Word
®opma penentypHoro oaanka N 107-1/y

MMHMCTEPCTBO 3IPaBOOXPaHEHUSA
Poccurickon denepauun

Kon oopwmer nmo OKV]
Kon yupexnenma no OKIIO

MenuumMHCKAasa JOKYMEHTalUumMAa

®opma N 107-1/y

YTBepXIeHa IpMKas3oM MMHMCcTepCcTBa
30paBOOXPaHeHMsa PocCcumckom
depmepaunnm

or 24 HOsabps 2021 r. N 1094=n

HamMmeHOBaHMe (mWTamIl) MeIMLMHCKOM
opraHm3alum

HamMmeHoBaHMe (WTaMIl) MHOVUBUIOYAJBHOT'O
npelnpMHMMaTesnsa (ykasaTb alpec, HOMEp
M OaTy JIMLUEH3UMM, HAVMMEHOBAaHME OpTIaHa
POCynapCTBeHHOﬁ BJIACTV, BBIIOABUWEIO

JINLIEH3UIO)
PELEINT
(B3pOCIBI, IOEeTCKMM — HYXHOE INOOUEPKHYTH)
ALl ALl 2 O i
damMmnmsa, MHMLUMAJE MMEHM M OTUeCTBa (IocjiefHee - IIPpM HaJMuMM)
naumMeHTa

HaTa poxmeHUA
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damMmnma, MHMLUMAJE MMEHM M OTUeCTBa (IocjiefHee — IIpM HaJIW4dMM)
Jledyamero Bpada (denbrnumepa, akKyLepKMU)
py©o. |komo. | Rp.

[Tognmce
¥ nedaTh Jedalero Bpada M.II.
(momnmuce oGernpamepa, aKyLEepKM)

PeuenT melcTBUTeJIeH B TeueHue 60 mHer, mo 1 roma ( )
(HyXHOE€ MNOOUEPKHYTH) (ykasaThs KOJIMUeCTBO
oHem)

OobOopoTHasi cTopoHa

OTMeTKa 0 Ha3HAYEeHHH JIEKAPCTBEHHOTO IperapaTa
10 PENICHUIO BpadyeOHON KOMHUCCHHT
IIpuroroBuin [Iposepui Otnyctun

®opma penentypHoro 0anka N 148-1/y-88

MMHMCTEPCTBO 3IPaBOOXPaHEHUSA
Poccurickom Penmepalun

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

HamuMeHOBaHMe (wTamil) YTBEpXIOEeHa NprKaszoMmM MmMHMCTEpCTBA
VHIOVBUIOYAJIBHOTO MNpellpUHMMaTesa 3OpaBOOXpPaHeHusa Poccumckon
(yxkazaTp azmpec, HOMEp M IaTy denepauum

JIMLIEH3MM, HaMMEHOBAaHME opTraHa or 24 HOosa0psa 2021 r. N 1094H
TOCYHAapCTBEHHOM BJIACTHM, BBIABIIETO

JINLIEH3UIO)

Cepusa N
PELEIT " " 20 1.
(maTa obopmIleHMA peLenTa)
(B3pOCIBI, IOEeTCKMM - HYXHOE INOOUEPKHYTH)
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damMmnma, MHMLUMAJE MMEHM M OTUeCTBa (IocjiefHee - IIPpU HaJWdMM)
nauveHTa

IaTa poxIeHmA

Ajpec MecTa XUTeNnbCTBa MM N MeIMUMHCKOM KapThl aMOyJIaTOPHOTO NaluMeHTa,
ojlydamoumero MeOMUMHCKYK [IOMOIE B aMOyJIaTOPHEIX YCJIOBMAX

damMmiMsa, MHULMAJE VMMEeHM M OTuecTBa ([ocjieHee — IIPU HaJMduu)
Jleyamero Bpauda (denbaumepa, akyllepkKu)

[lognmuce M HedaTh Jiedallero Bpaua M.II.
(momnucek OGernpaumepa, aKylepKM)

PellenT IOeMCTBUTEJIEH B TeueHMe 15 nmHem

OBopoTHass CTOPOHA

10 PEHICHHIO BpauyeOHON KOMHCCUU

OTMmeTKa 0 Ha3HaYEHHUH JIEKapCTBEHHOI'O IIperapara

[Ipurorosui IIposepui Otnyctun

TAPAHT:
CwM. nannyto ¢popmy B pegaktope MS-Word
®opma penentypHoro 01anka N 148-1/y-04(x1)

MyHMCTEPCTBO MECTO IJIA YTBEPXIEHA

3IpaBOOXpPaHeHNnda MTPUXKOIOA* npmxkasom MMHMCTepCTBAa
Poccuimickom denmepalmum Poccurickon denepauumn

30paBoOXpPaHeHud or 24 Hosa6ps 2021 r. N 1094n

ITamrt
Kon
MEeOMIIMHCKOM OpTaHM3alun

ITamrt
Kon
VHIOIVBUOYAJbHOT'O [NPEenlIpMHMMAaTEIIA
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Kox ¢opmsr mo OKY /[ 3108805
®opma N 148-1/y-04()

Kon kareropuu Konx Ho3omnornueckoit Ucrtounuk punancupoBaHus: % omu1atsl:
rpakJaH dopmel (mo MKD) (MOTYEPKHYTH) (MOTYEPKHYTH)
1. @enepanbHbIil OIOIKET 1. becrimatHo
2. BrokeT cyobekTa 2.50 %
Poccuiickoit deneparuu 3. unout %
3. MyHUIIMTIAIBHBIN OO KET
PELEIT Cepus N OaTa obopmiieHUSA: 20 1.
@aMMJ’IMH, VHMLVAaJIbl MMeHM M OTUeCTBa (nocnenHee -
npn HaJ'IMLIMM) IIallMIeHTa JlaTa PoOXOEeHMA
CHMJIC
N nonmca
o0s13aTen
BHOTO
MEIUITUH
CKOTO
CTpaxoBa
HUS:
Homep MeJIMLU/IHCKOﬁ KapTel IIallieHTa, IIoJiydvarnumeIro MEeIVMIIVMHCKYIO IIOMOIb B
aMOyJIATOPHEIX YCJIOBMAX
damMmnmsa, MHMLUMAJE MMEHM M OTUeCTBa (IocjiefHee - IIPpM HaJWdMM)
Jleyamero Bpauda (denbnumepa, akKyLepKM)
Pyb6. Korm. -
S A o
S e 0 = TS
[loonmuce M InedaThb Jedalero Bpada
(momnmuce oGernpamepa, aKyWEepKM) M.II.

Peuenrt pemcrBuTeJseH B TeueHue 15 mHem, 30 muem, 90 nHeml
(HyXHOEe MNOIYEPKHYTH)

OTITyIIeHO MO PelenTYy:

TOpFOBOC HaNMMCHOBAHUC U JO3UPOBKA:

Jara otmycka: " " 20  r. | KognuecTBo:
[TpuroroBui: [Iposepun: OtnycTuit:
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Kopemok penentypHoro 61anka Cnoco6 npuMeHeHUs:

HaumenoBanue [IponoKUTENBHOCTD THENU

JIEKapCTBEHHOTO Mperapara:

Jlo3upoBka: KonndecTBO mpueMoB B A€Hb: pa3 Ha 1
TIpUEeM: el.

(*) B caywae M3roTOBJICHHUS PEHENTYPHOTO OJIaHKA € MCITIOJIE30BAaHUEM KOMITBIOTEPHBIX TEXHOJIOTHH

OobOopoTHasi cTopoHa

OTMmeTKa 0 Ha3HAYEHHUH JIEKaPCTBEHHOTO
rperapara 1o penieHuio BpadyeOHO KOMHCCUN

[Ipurorosui [Iposepui Otnyctun

pniaoxenne N 3

K Nprkazy MUHHCTEPCTBA 3APaBOOXPaHEeHUs
Poccniickoun @exepanun

oT 24 Hos10ps1 2021 r. N 1094n

IMopsinok odopmiieHusI pelleNTYPHBIX 0JIAHKOB HA JIeKaAPCTBEHHbIE MpenapaThbl, UX, y4eTa u
XpaHeHus

I. Odopmiienue penenta Ha OyMaKHOM HOCUTeIe

1. Ha peuentypusix Omankax dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) B 1€BOM BepXHEM
YOIy TPOCTABISIETCS IITaMIT MEIUIIMHCKON OpraHu3alid C yKa3aHHeM c€ HauMEHOBaHUS, ajapeca U
TesiehoHa ¢ TaTOM BBIMUCKY (JaToi 0opMIIeHHs ) peLienTa Ha JIEKapCTBEHHBIN Mpenapar.

HononuutensHo Ha penentypHoM Omanke Gopmer N 148-1/y-04(;1) mpocraBisercs Ko
MEIUIUHCKON OpraHu3ali B COOTBETCTBUM ¢ OCHOBHBIM TOCYIApCTBEHHBIM PETUCTPALIMOHHBIM
HomepoM (nanee - OI'PH).

Cepust penentyproro Omanka Gopmbr N 148-1/y-04(n) BrirouaeT kon cyobekTa Poccuiickoii
denepar, COOTBETCTBYIOIINN JBYM TEpBBIM ItudpaM OOIIepoccuiickoro kiaccu(uraropa 00BEKTOB
aJIMUHUCTPATUBHO-TEPPUTOpUAIBbHOTO Jenenus (nanee - OKATO).

Pa3penraercs nsroraBnuBath perentypubsle 6ganku Gopmel N 107-1/y u dopmer N 148-1/y-04(1) ¢
MOMOIIBIO KOMITBIOTEPHBIX TEXHOJIOTHA.

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

2. Ha penentypHbIX OnaHKaX, OGMOPMIISIEMBIX WHIMBUAYAIBHBIMH IPEITPUHAMATEISIMH,
UMEIOIMMH  JIMIEH3UI0 Ha MEAMLMHCKYIO JEeSTeNbHOCTh, B BEPXHEM JIEBOM YIJy THUHOrpadCKuM
CIOCOOOM WJIM IIyT€M TMPOCTABJICHUS INTaMIla JOJDKEH OBITh YyKa3aH aJapec WHIUBUIYATLHOTO
OpeANpuHUMaTeNsd, HOMEpP M JaTa JIMLEH3WH, HAaWUMEHOBAaHUE OpraHa TOCYAAapCTBEHHOW BIIACTH,
BBIJIABIIIETO JINTICH3UIO.
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3. Penentypusie Omanku (opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(;1) 3anonHsroTCs
MEAMIMHCKUM paOOTHUKOM YEpPHUIIAMU WA HIAPUKOBOI pyYKOH.

4. lonyckaercs ohopMIIeHUE BCEX PEKBU3UTOB (3a MCKItoueHUeM pekBusuta "lloanuck neyaniero
Bpaya (moAmuch Qenpamepa, akymepku') penentypHbiXx OmaHkoB dopmbl N 107-1/y, dopmbl
N 148-1/y-88 u popmbr N 148-1/y-04(11) ¢ ncrosib30BaHUEM II€YATAIOLIUX YCTPOMCTB.

5. Odopmienue penentypHblx OmankoB ¢opmbl N 148-1/y-04(1) BriIrowaer 1mudpoBoe
KOJIMPOBaHUE.

[{udpoBoe KoaMpPOBaHKE YKA3aHHBIX PELIENITYPHBIX 0JIAHKOB BKIIIOYAET:

1) xon memuuuuckoit opranuzauuu (OI'PH) wnm xoa MHIAMBUAYanbHOTO TPEANPUHUMATENS B
coOoTBeTCTBUM C (OCHOBHBIM TOCYNAapPCTBEHHBIM DPETUCTPALMOHHBIM HOMEpPOM HHJWBHUYaJIbHOTO
npeanpunumarens (nanee - OI'PHUII), npocTaBnsiemMblii PH U3TOTOBJICHUH PELEITYPHBIX OJIAHKOB,;

2) KO KaTeropuu Tpak[JaH, UMEIOUIMX MpPaBO Ha IOJY4YEHHE JIEKAPCTBEHHBIX IpPENapaToB B
COOTBETCTBUHU €O cTarheil 6.1 DenepanbHoro 3akoHa ot 17 urosg 1999 r. N 178-®3 "O rocynapcTBeHHOI
coruanbHOi momomm" ', M KOX HO30JOTHYecKoil (OpMBI 1O MEKIYHAPOIHO CTATHCTHYCCKOI
knaccupukanuy 0oJe3Hed M mpobiieM, CBs3aHHBIX co 370poBbeM (10-i mepecmotp) (mamee - MKB),
3aroHsIeMble JIeYalldM BpPauyoM IMYyTeM 3aHECEHUs KaXAOW HUQPHI B MyCThIE SUCHKH, TIPU ITOM TOYKA
IIPOCTABIISIETCS B OTJAEIBHOM STYEHKE;

3) ormeTrky 00 wucrounuke (uHancupoBanus (Penepanpubiii Oromxer [1], OwomkeT cyOBbekTa
Poccuiickoit @enepanuu [2], MyHuIMNaIbHbIN Or0/KeT [3]) 1 nporeHTe omatel penenta (OecratHo [1],
50% [2], unoit % [3]);

4) WTPUX-KOJ - JONOJHUTENIbHBII PEKBU3UT (B Cllydyae M3rOTOBJICHHS HA TEPPUTOPUU CYObEKTa
Poccuiickoit @eaepanuu perenTypHoro 0J1aHKa ¢ UCMOIb30BaHUEM KOMIIBIOTEPHBIX TEXHOIOTH).

6. B penentypusix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnms,
WMHUIMAIIB] UMEHH M OTYeCTBa (TOCIeHEE - TPU HATMYKH) MalueHTa" yKa3bIBaloTCA (paMUIns, HHUIIUAIBI
MMEHHU U 0TYECTBa (IOCJIEIHEE - TPU HAIMYUN ) TTAIIUEHTA.

7. B peuentypusix 6mankax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpade "ara
pokeHus" yKa3bIBaeTCs JaTa POKICHUS MalueHTa (YUCII0, MECSII, TO).

JononaurtensHO B perenTypHbix Onankax dGopmbr N 148-1/y-88 u ¢opmer N 107-1/y ans nereit B
Bo3pacte 10 1 roga B rpade "Jlara pokneHus" yKka3pIBa€TCs KOJIMYECTBO MOJTHBIX MECSIIEB.

8. B peuentypubix Osankax ¢opmbl N 148-1/y-04(;m) B rpadax "CHUJIC" um "N nomnwmca
0053aTeNILHOTO  MEJUIIMHCKOr0 CTpaxoBaHMs" yKa3bIBalOTCS CTPaXxOBOM HOMEpP HWHAMBHIYaJbHOTO
JuIeBoro cueta rpaxaanuHa B [lencuonnom donne Poccuiickoit denepanuu (CHUIIC) (npu Hanuuum) u
HOMeEp ToJuca 00513aTeIbHOI0 MEUIIMHCKOTO CTPaXOBAHHUS.

9. B peuentypubix Omankax ¢opmel N 148-1/y-88 B rpade "Anpec MecTa )KUTENbCTBA WIM HOMED
MEIUIIUHCKONW KapThl MAIMEHTa, MOJYYarollero MEIUIIMHCKYIO TOMOIIh B aMOYJIaTOPHBIX YCIOBHUSX'",
yKa3bIBa€TCsl TOYTOBBIM ajJpec MecTa >XUTEIbCTBAa (MecTa MpeObIBaHUS WIM MecTa (DaKTUYECKOro
NPOKMBAaHUS) TAlMeHTa WJIA HOMEpP MEIUIIMHCKON KapThl MAIMeHTa, IOJYYalolIer0 MEIHIIMHCKYIO
TOMOII[b B aMOY/IATOPHBIX YCIOBHAX .

VYkazaHue u ajgpeca MecTa KUTEIbCTBA U HOMEpa MEIUIIMHCKOW KapThl MallMeHTa, TTOTYJalonIero
MEIUIIUHCKYIO IOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SABISETCS OLIMOKOM.

B penentrypubix Omankax ¢opmbl N 148-1/y-04(;1) B rpade "Homep MeaumumHCKON KapThbl
NalMeHTa, MOJYYalolero MEAMIMHCKYIO MOMOIIb B aMOYJIaTOPHBIX YCIOBHSX" yKa3bIBae€TCs HOMEp
ME/TUITHHCKOM KapThl MAIHEHTA, TTOTyYaIOIIero MEIHIIMHCKYIO TTOMOIIb B aMOYTATOPHBIX YCIOBHSIX .

10. B rpade "®amunus, WHUIMAIBI UMEHH M OTYeCTBa (IOCIEIHEE - MPU HAJIWYMHK) JIeYaIlero
Bpaya (denpamepa, akymepku)' penentypHbix OmankoB  Gopm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(;1) yxa3pIBalOTCsS MOJHOCTHIO (haMHIIUS, MHUIUAIBl MUMEHH OTYecTBa (IOcienHee - MpHU
HAJIMYMW) MEIUIIMHCKOTO paOOTHWKA, HAa3HAYMBIIETO JIEKaPCTBEHHBIC TpenapaTsl M OQOPMHBIIETO
pEeLENT.

11. B rpade "Rp" peuentypusix OnankoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn)
yKa3bIBaETCSI:
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1) HauMeHOBaHME  JIEKQpCTBEHHOIO  Ipemapara  (MEXIyHapOJHOE  HENaTEHTOBAHHOE
HAaUMEHOBAaHME, TPYNIHUPOBOYHOE WIM XUMHUYECKOE HAMMEHOBAaHHUE, TOProBO€ HAMMEHOBaHUE) Ha
JATUHCKOM SI3bIKE HWJIM Ha PYCCKOM s3bIKe, (hopMa BBITYCKa, JO3UPOBKA, KOJIMYECTBO (YKa3bIBaeTCA
MIPOIHKCHIO Ha perenTypHoM Onanke Gopmbr N 107/y-HIT);

2) cnoco0 TPUMEHEHHUsl JIEKAPCTBEHHOTO Iperapara Ha TrocylapcTBEHHOM si3bike Poccuiickoit
Qenepallil WIM Ha TrocydapcTBeHHOM si3bike Poccuiickoii @enepanyii M TOCYJapCTBEHHOM  S3BIKE
pecnyOJIMK ¥ MHBIX s3bIKax Hapoa0B Poccuiickoii denepanmm 4

13. Ilpu odopmieHuun peuentypHbX OJaHKOB 3alpellaeTcss OrpaHUYMBATBCA  OOIIUMU
yKa3zaHusAMHU, Hanpumep, "Buyrpennee", "U3BecTHo".

14. Penent, odopmieHHbIE Ha peunentypHoMm 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 Osianke Gopmbl N 148-1/y-88 u hopmer N 148-1/y-04(1),
JIOTIOJIHUTEILHO 3aBEPSETCS MeYaThi0 MEIUIIMHCKOM opranu3auuu "J{is penentos".

Jns peuenta, opopmiieHHOro Ha peuentypHom 6manke Gopmer N 107-1/y, Hanuuue neyatu "J{ns
penenTtoB" He sBIsSETCS 00s13aTeIbHBIM.

15. Ha ogaoMm penentypaom 6nanke Gopmbl N 148-1/y-88 u hopmbr N 148-1/y-04(11) pa3pemnaercs
OCYIIIECTBIISATh HA3HAYEHHE TOJIBKO OJIHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Ipernapara.

Ha omnom penentypHoMm Onanke ¢opmel N 107-1/y paspemiaercss OCyIIECTBISITh Ha3HAYCHHE
TOJNBKO OJHOTO HAMMEHOBAaHWs JICKAPCTBEHHOTO Tpemaparta, oOTHocsmerocs mo ATX k
aHTUICcUXoTHYecKuM cpeactBam (ko NOSA), ankcuonutukam (kox NOSB), CHOTBOpPHBIM U CeTaTUBHBIM
cpencTBam (xom  NO50), aHTHUJEIpeccaHTaM (xom  NO6A) u HE MOIJICXKAIIETO
MPEIMETHO-KOJIMYECTBEHHOMY YYeTy, U JI0 TPeX HaMMEHOBAaHUH JIEKaPCTBEHHBIX MPENapaToB - JIsl HHBIX
JICKapCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K BhINIeyKazaHHbIM ATX.

16. VictipaBienust B perienTe He AOMYCKAIOTC.

17. Ilpu odopmnernn peuenTtypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
Ha JIEKapCTBEHHBbIC TIpemapaThl, Ha3HAUYCHHBIE 10 PEHICHHI0 BpauyeOHOW KOMHUCCHH, Ha 00O0pOTe
peuenTypHoro 0JiaHKa CTaBUTCS CHElMalibHasl OTMETKA (IITaMIl).

18. Ha peuentypuom Omanke ¢opmbl N 148-1/y-04(1) BHM3Yy HMeeTCsl JHMHHUS OTpbIBA,
pazzensionas pelenTypHblil OJaHK U KOPEIIOK.

Kopemok ot perenta, 0ohopMIECHHOTO Ha YKa3aHHOM PEIENTYPHOM OJilaHKe, BBIAACTCS MAlUEHTY
(ero 3aKOHHOMY TPEICTaBUTENI0) B AaNTEYHOW OpraHMU3alMM, Ha KOpEIIKe JeNaeTcss OTMEeTKa O
HaMMEHOBAHUU JIEKAPCTBEHHOIO IIpenapaTa, J03UpOBKe, KOJIMYECTBE, CI0cO0e MPUMEHEHUS.

II. O¢popmienue penenrta B popme 3JIEKTPOHHOI0 JOKYMEHTA

19. Peuent B popMe 37EKTPOHHOTO TOKYMEHTA, MOJIMMCAHHOTO YCUJICHHOW KBaTU(HUIIMPOBAHHON
AJIEKTPOHHON TOANKUCHI0, (OPMUPYETCS METUIMHCKUM pPAaOOTHUKOM, CBEACHMSI O KOTOPOM BHECEHBI B
delepanbHblil PerHCTp MEAHIMHCKAX PAGOTHUKOB , @ TAKXKe MPH YCIOBHH PErHCTPALMHM MEIHIIMHCKOM
OpraHM3aIMK, B KOTOPOH OhOPMISIETCS pelienT, B (efepasbHOM PeecTpe MEAMIMHCKEX OpraHM3aii °
€IMHOM rocyapcTBeHHONW MH(OPMAIIMOHHON CUCTEMBI B chepe 3IpaBOOXPaHEHHS U MOAKIIOUSHHS TaKOH
MEAMIIMHCKONW OpraHu3aluu K ToCylapcTBEHHON MH(OPMAIMOHHOW cucTeMe B cdepe 3ApaBOOXPaHEHUS
cyobekrta Poccuiickoit deneparyn ’,

20. ITpu odopmiiennn perienita B hopMe JISKTPOHHOTO JOKYMEHTa Ha JICKapCTBEHHBIE TTPemnaparhl,
ykazaHHble B nyHktax 9 um 11 Ilopsaka Ha3HaueHUs JEKapCTBEHHBIX IIPENApaToB, YTBEPKACHHOIO
HACTOSALIUM MPUKA30M, U OTITyCKaeMbl€ 3a MOJIHYI0 CTOUMOCTb, 3aIlOIHSIIOTCS CIEAYIOLUINE PEKBU3UTHI:

1) xox cyowekra Poccuiickoir ®eneparmu nmo OKATO, ompeaensromiuii rocynapcTBEHHYIO
MH(OPMaILMOHHYIO CUCTEMY B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit denepanuu, B KOTOpoit
chopMHpOBaH pelent B (hopMe 3JIEKTPOHHOTO IOKYMEHTA;

2) HauMEeHOBaHNE MEAUIIMHCKON OpraHu3aly, aapec, TenedoH win GaMuins, THULIUAIbBl UMEHH U
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oTyecTBa (IOCJIEAHEE - MPU HAJIWYMM) UHAUBHUIYAJIBHOTO MPEANPUHUMATENS], UMEIOUIET0 JULEH3UI0 Ha
MEAMLMHCKYIO JESATEIBHOCTD, €r0 aapec;

3) OI'PH ropunuyeckoro nuua (MexuuuHckoil opranmsauuu) win OI'PHUII mnauBuayansHoro
IpeITPUHUMATES;

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

5) nata okoHuyaHMs JeWcTBUS penenrta ((GopMupyercs rocyJapcTBEHHOHM HH(OPMAIMOHHON
cuctemMoil B cepe 3npaBooxpaHeHusi cyonrekta Poccuiickoit denepanuu B COOTBETCTBHH CO CPOKAMH
nercTBus peuentos: 15 nuei, 30 queit, 60 aueit, 90 nuei, 1o 1 roga);

6) YHUKaIbHBII HOMep penenta (popMHpYyeTcsi TOCyAapCTBEHHONW MH(POPMAMOHHON CHCTEMOH B
chepe 3apaBooxpaHeHMs cyOwbekTa Poccuiickoit @enepanuum M obecnedynmBaeT  OJHO3HAYHYIO
UICHTUPHUKAIMIO perenta B (opMme 3JIeKTPOHHOTO JokymeHTa B coderanun ¢ OKATO, OI'PH wmm
OI'PHMUI);

7) ormetkmu '"cito" (cpouHo) mim "statim" (HEMEIJICHHO) TpU HEOOXOIUMOCTH CPOYHOTO WIIU
HEMEJIEHHOTO OTITYCKa JIEKapCTBEHHOTO Mpenapara NanueHTy;

8) ampec marueHTa (yKa3bIBae€TCs MOYTOBBIN apec MecCTa JKUTENbCTBa (MecTa NpeObIBaHUS WU
MecTa (PaKTHYECKOro MPOXKUBAHMA) C YKa3aHUEM HHJEKCa, HAaMMEHOBAaHUs Kpas, 00JacTu, pecrnyOsnKH,
ABTOHOMHOTO OKpyTa M MHOTO cyObhekTa Poccmiickoii Denepariny, HAMMEHOBAaHUST HACEJICHHOTO MyHKTA,
HalMEHOBaHUs YIUIBl (IPOCIEKTa, Hepeyika, Ipoes3sa), Homepa jAoMma (C yKa3aHHEM Koplyca, Mpu
HaJIMYUM), HOMEpa KBAPTHUPBI);

9) HOMep 3JEKTPOHHOM MEIUIIMHCKON KapThl MallMeHTa B OCYIapCTBEHHOW HMH(MOpMAIMOHHON
cucteme B chepe 3apaBooxpaneHus cyonrekra Poccuiickoit deneparumy;

10) bammius, M, 0T4ECTBO (IIOCIIEHEE - TPH HATUYHMH) HAlUEHTa OJHOCTHIO;

11) nmara poxneHuss namnuenta (ykasplBaeTcs 4YHCIO, Mecdll, Toxd), Aajus gered go 1 roxa
JIOTIOJTHUTEIIBHO YKa3bIBAETCS KOJIMYECTBO IIOJHBIX MECSLEB;

12) damunus, MHUOHATEI WUMEHH M OT4YecTBa (IMOCIENHEe - IMPH HAIWYUK) MEAUIUHCKOTO
pabOTHHKA MOJTHOCTHIO;

13) HauMmeHOBaHME  JIEKAPCTBEHHOrO  Mpemnapara  (MEXIyHapOJHOE  HENaTeHTOBAaHHOE
HalIMEHOBAaHHE, TPYNIUPOBOYHOE MM XUMHUYECKOE€ HAMMEHOBAHUE, TOProBOE€ HAWMEHOBAHUE),
JI03UPOBKa, (hopMa BBIMYCKa, KOJIMYECTBO (BCE MO3UIMH YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) croco6 mpuMeHeHHus JeKapCTBEHHOIO Mperapara Ha TOCyAapCTBEHHOM si3bike Poccuiickoi
Qdenepanuy WM Ha TOCYJIapCTBEHHOM s3blke Poccuiickoin @Denepanuyu M TIOCYAapCTBEHHOM SI3BIKE
pecmyOIIMK U UHBIX s3bIKaX Hapos10B Poccuiickoit denepanuu 5

15) HOKyMEHT, NOATBEPXKIAIOLIUN Ha3HAYeHHE JIEKapCTBEHHOIO IIpernapaTa IO pPELIEHUI0
BpaueOHOM KOMHCCUU METUIIMHCKON OpraHu3aluy;

16) oTmeTka O Ha3HAUEHUHU JIEKAPCTBEHHOI'O Iperapara MO pPELIEHUI0 BpayeOHON KOMHCCHUU
MEAMIMHCKONW OpPraHu3alliyd B CydasX, YKa3aHHbIX B a0O3aue Bropom nyHkrta 6 Ilopsaka HasHaueHUs
JIEKapCTBEHHBIX MPENapaToB, YTBEPKACHHOIO HACTOSAIIUM IPUKA30M;

17) oTMeTKa O crenuaJbHOM Ha3HAYEHUHU JIEKapPCTBEHHOI'O IMpernapara (3arloyHAeTcs B Cllydasx,
yKa3aHHBIX B INyHKTax 15 m 24 Ilopsaka Ha3HayeHUs JIEKQpCTBEHHBIX IPENapaToB, YTBEPKIECHHOIO
HACTOSALIUM IPUKA30M);

18) oTmMeTka 0 crenualbHOM Ha3HAUEHUU JIEKAPCTBEHHOI'O Mpernapara MalueHTy ¢ 3a00IeBaHueM,
TPeOYIOLINM JIUTEIHHOIO KypCOBOTO JIeUeHHs (3amoIHAeTcs B ciayvae, ykazaHHOM B nyHkTe 23 [opsiaka
Ha3HA4YeHMs JICKAPCTBEHHBIX IPENapaToB, YTBEP)KIEHHOTO HACTOSIIUM IMPUKA30M) C IMPOCTaBICHHEM
NEPUOANYHOCTH OTITYCKa JIEKApCTBEHHOTO MpEenapara;

19) mpu odopmiiennn perienta B GopMe AIEKTPOHHOTO IOKYMEHTa Ha JIEKAPCTBEHHBIC MPETIapaThl,
YKa3aHHbIE B NOANYHKTax 2-5 nmyHkTa 9 u nynkre |1 Ilopsaka Ha3HauYeHUs JIEKapCTBEHHBIX IIPENaparos,
YTBEPKACHHOIO HACTOSIIMM MPHUKa30M, TpakJaHaM, HMEIOUIMM IpaBO Ha OecIIaTHOE MOJydYeHHe
JIEKapCTBEHHBIX IPENapaToOB WM IOJyYEHUE JIEKapCTBEHHBIX IPENAapaTOB CO CKUIKOM, 3alOJHSIOTCS
PEKBHU3UTHI, IPEYCMOTPEHHBIE MMOANYHKTaMu |-18 HACTOAIIEro MyHKTA, a TAK)KE CIEIYIOIINe PEKBU3UTHI:

a) KaTeropusl Trpak[JaH, HMMEIOIIMX @PaBO Ha IIOJIyY€HUE JIEKapCTBEHHBIX IIpENaparoB B
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COOTBETCTBUH €O cTarheil 6.1 DenepanbHoro 3akoHa ot 17 urosg 1999 r. N 178-®3 "O rocynapcTBeHHOI
colanbHoi momMoniu" 9;

0) xox Ho30M0THYecKoi Gopmbl o MKE;

B) ucTtouHuK ¢uHaHcupoBaHus (1 - dbenepanbHblii OIOKET, 2 - OOKET cyObekTa Poccuiickoit
Oeneparny, 3 - MyHHIUITATBHBINA OIOKET);

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

J) CTPaxOBOH HOMEpP WHAMBHUIYAIBHOTO JMIEBOIO cuera rpakaanuHa B IleHcuonHoM ¢one
Poccutickoii ®enepanuu (npu Hamuunn ) (CHUJIC);

€) HOMep IoJIca 0043aTeIbHOT0 MEJUIIMHCKOTO CTPAXOBaHUSI.

21. Ilpu nmpocTaBiieHUM OTMETKH, yKazaHHOW B mnojnyHkre 16 nynkra 20 Hactosiero Ilopsiaka,
peuent B (QopMe BIEKTPOHHOIO JOKYMEHTA TIOANHUCHIBACTCS YCHJICHHOM KBAIM(UIIUPOBAHHOM
SIIEKTPOHHON — TMOJINHKCHI0  MpEeAcenaTesis WM CeKpeTaps BpayeOHOM KOMHCCHM —MEIUIUHCKOMN
OpraHM3aly, IpU IPOCTaBICHUHU OTMETOK, YKa3aHHbIX B nojnyHkrax 17 u 18 nynkra 20 Hacrosuero
[lopsinka, - YCHJIEHHBIMU KBaTU(QUIIMPOBAHHBIMU SJICKTPOHHBIMU MOJAMUCAMU COOTBETCTBYIOIIUX
MEIUIIMHCKIX PAOOTHUKOB.

22. Ilo TpeOoBaHMIO MalME€HTa WM €r0 3aKOHHOTO IMPEACTaBUTENSI OPOPMIIIETCS 3K3EMIUISP
penenta B (opMe DJICKTPOHHOTO JOKYMEHTa Ha OyMaXHOM HoOcHTele ¢ oTMmerkou "JlyOmukar
3JIEKTPOHHOIO JIOKyMEHTa".

I1I. Y4er penentypHbIX 0JIaHKOB (32 MCKJIIOUEHHEM pelienTYPHBIX 0JaHKoB 1o popme N 107/y-HII
"CneunajJbHbIi penenTypHbIi 0J1aHK')

23. VYyer peuentypHelix OmankoB Gopm N 107-1/y, N 148-1/y-88 wu N 148-1/y-04(n),
U3rOTaBIMBAEMbIX THUIOTPaCKUM CcIocoOOM (Jlasiee - peuenTypHble OJaHKM, MOJUIeXkKallue YYery),
OCYIIECTBIISIETCS B )KYpHaJax ydeTa, MPOHYMEPOBAaHHBIX, MPOITHYPOBAHHBIX M CKPEIUICHHBIX TTOAINUCKHIO
PYKOBOJIUTENS W I€4aTbl0 MEIUIMHCKOM  OpraHM3allid WIM  TOANUCBIO  MHIUBHUIYaJIbHOTO
IpeIIPUHUMATENS], UMEIOIIET0 JIMIIEH3UI0 Ha MEJULIMHCKYIO 1€ TEIbHOCTb.

24. Kypnan yuyeta penentypHsix 61ankoB Ghopmel N 107-1/y cogepkuT cneayromniie rpadsl:

1) HoMep O NOPAIKY;

2) B pazaene "[Ipuxoxn":

a) JlaTa perucTpaiuy J0OKyMeHTa, OATBEPKIAIOIIET0 MOCTYIICHHE;

0) HOMep U J1aTa TOKYMEHTa, OJATBEP:KIAI0IIEro NOCTYIUIEHHEe, HAUMEHOBaHHE MTOCTaBIIINKa;

B) 00111€€ KOJIMYECTBO MMOCTYMUBIIUX PELENTYPHBIX OJIaHKOB;

r) ¢amunaus, HHULOUAIBI MMEHM M OTdecTBa (MOcleAHee - MpU HAJIWYMKM) U TOJIHUCH
OTBETCTBEHHOT'O MEIULIMHCKOTO pPa0OTHHKA, [TOJIYYHBILEr0 PELENTypHbIE OJaHKU OT MOCTaBLINKA;

3) B paznene "Pacxon':

a) JlaTa BbIJJA4M PELENITYPHBIX OJIaHKOB;

0) KOJIMYECTBO BBIIAHHBIX PELETITYPHBIX OJIAHKOB,

B) (amuius, MHMLIMAIBI MMEHHM W oOT4yecTBa (IOCIEelHEEe - MPH HaJIU4YUK) OTBETCTBEHHOTO
MEIUIIUHCKOTO PAa0OTHHKA, MOTYYHUBILETO pelenTypHble OJaHKH;

T') IOJITMCh OTBETCTBEHHOTO MEMIIMHCKOTO paOOTHHKA, TIOTYYMBIIETO PEIETITYpPHBIE OJIaHKH;

4) Qamunus, HMHUIOUATBl MMEHM U oOT4yecTBa (IOCieqHEe - TNpPU HAIMYMM) W TOJIIHUCH
OTBETCTBEHHOTO MEIMIIMHCKOTO paOOTHHKA, BBIJABIIETO PEIENITYpHBIE OJIaHKH;

5) ocTaToK perenTypHbIX OJIaHKOB.

25. Kypnan ydera peuentypHbsix OmaHkoB dopm N 148-1/y-88 m N 148-1/y-04(n) comepx ut
clleAyIoIue rpadml:

1) HOMep 1O MOPAIKY;

2) B paznene "[Ipuxon™:

a) laTa perucTpaiuu J0OKyMeHTa, MOATBEPKIAIOIIET0 MOCTYIICHHE;
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0) HOMEp U J1aTa JOKYMEHTA, TOATBEPKIAIOIIEr0 NOCTYIIEHNE, HAUMEHOBAHUE ITOCTABIIMKA;

B) 00111ee KOJIMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIaHKOB;

') CEpUU U HOMEPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJAHKOB IO CEPUSIM;

e) damunus, WHUOMAIBI MMEHM M OTYecTBa (MOCleAHEEe - MpH HAIWYMKA) W TOJIHUCH
OTBETCTBEHHOT'O MEIULIMHCKOTIO pPa0OTHHKA, MTOJIYUYHBILIETrO PeLENTypHbIe OJIaHKH OT MOCTaBIINKA;

3) B paznene "Pacxon":

a) JlaTa BBIJJA4U PELENITYPHBIX OJIaHKOB;

0) cepuy 1 HOMEpa BBIITAHHBIX PELETITYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIIAHHBIX PELIEITYPHBIX OJIaHKOB;

r) damMuinus, WHUOMAAIBI HMEHH W OTYecTBa (TOCIEAHEE - NP HAJMYUU) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOTYYHUBILErO PeLENTypHbIe OJIaHKU;

1) TOJITUCHh OTBETCTBEHHOTO MEUIIMHCKOTO paOOTHHKA, TOTYYMBIIETO PELENITYpHBIE OJIaHKH;

4) ¢damunus, WHUIMAIBI WUMEHHM W OT4ecTBa (MOCiIeqHee - MpU HATU4YMHM) U TOJINUCH
OTBETCTBEHHOTO MEJHMIIMHCKOTO pabOTHHKA, BBIABILIETO PEIENTypHbIC OJIaHKH;

5) ocTaToK peuenTypHbIX OJaHKOB.

26. Vder penentoB, oQOpMICHHBIX B (opMe 3JIEKTPOHHOTO JOKYMEHTA, OCYIICCTBIISICTCS B
rocy/1apcTBEHHOW HH(POPMAIIMOHHON cucteme B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit
denepanl MOCPEACTBOM BEACHHUS €IMHOTO PEECTpa peIenToB, OPOPMICHHBIX B ()OPME IIEKTPOHHBIX
JIOKYMEHTOB.

IV. Xpanenue peunentypHbiX 0JIAaHKOB (32 HCKJIIOYEHHEM pPelleNnTyPHbIX 0JIaHKOB 1o ¢Gopme
N 107/y-HII "CneunajbHbli penenTypHbii 0J1aHK')

27. MeauIMHCKUE OpraHU3aliK MOJy4aloT HEOOXOAUMBIE pPeleNnTypHble OJlaHKHU, 0(hOpMIIEHHBIE
TUNOrpa)CKUM  CHOCOOOM, uepe3 TEeppUTOPHATIbHBIE OpraHbl YHpPaBICHHUS 3IPAaBOOXPAHEHUEM WIH
OpraHu3aIiy, YIMOJHOMOYEHHBIE Ha ATO OpPraHaMH HCIOJIHUTEIBHOM BIACTH CYOBEKTOB Poccuiickoit
®denepanuu.

28. PeuentypHble OlaHKH, MOJUIEKAIINE YUETYy, XPAHITCSI OTBETCTBEHHBIM JIMIIOM, Ha3HAUYEHHBIM
PYKOBOJIUTENEM MEAWLMHCKOW OpraHu3alMy, B 3allUPaeMOM MeTaliidyeckoM Imkady (ceilde) umm
METAJITTNYECKOM SIIHKE.

29. UnauBuyalbHBIA PEANPUHUMATENb, UMEIOLIUN JIUIIEH3UI0 Ha MEAUIUHCKYIO NeATEIbHOCTD,
XPaHUT peLeNnTypHbIe OJaHKU, MOJICKAITUE YUeTy, B 3allMpaeMOM MeTautndeckoM mkady (ceide) wim
METAJITINYECKOM SIIHKE.

30. IIpoBepka cOCTOSIHUS XpaHEHUs, ydeTa, (aKTUUECKOTO HaM4Msl U pacxoja pPEeLenTypHBIX
OJIaHKOB, MOMJEKAIIUX Yy4yeTy, OJUH pa3 B KBApPTaJd OCYILECTBISETCS KOMMCCUEH, CO3JaHHON B
MEJIUIIMHCKOM OpraHu3aluu.

31. PeuentypHble OnaHKu, odopmisieMble Ha OyMa)KHOM HOCHUTENE U MOJJIeKallue YyueTy,
BBIIAIOTCS MEAUIIMHCKUM paOOTHHUKAM, UMEIOUIMM MpaBo OGOPMIICHHS PELENTOB, MO PacHOPsHKEHUIO
IJIaBHOTO Bpayua WIN €ro 3aMECTUTEIIS.

[TomyueHHble peLenTypHble OJIaHKM Ha OyMaXXHBIX HOCHUTEISX XPAHATCS METUIUHCKUMU
pabOTHUKAaMU B MOMELIEHUSX, 00€CIIEUNBAIOIINX UX COXPAHHOCTb.

32. IlporpaMMHO-TEXHHYECKUE CPEJCTBA T'OCYIAPCTBEHHBIX MH(QOPMAIIMOHHBIX CHUCTEM B cdepe
3/IpaBOOXPAHEHHsI, MEAUIMHCKIX MHPOPMALMOHHBIX CUCTEM MEIUIIMHCKUX OpraHM3aluii 00ecrednBaoT
XpaHEHHUE IEKTPOHHBIX PELENTOB, OPOPMIIEHHBIX B (POpPME 3IEKTPOHHBIX JOKYMEHTOB B T€UEHUE CPOKOB,
YCTAQHOBJICHHBIX i XPAHEHUsS PElenToB, OQPOPMIICHHBIX Ha COOTBETCTBYIOIIMX (hopMax peLenTypHbIX
0JTaHKOB HA OYMa)KHOM HOCHTEIE .
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! Cobpanne 3axoHomatenscTBa Poccuiickoit @eneparum, 1999, N 29, crt. 3699; 2020, N 52, cT. 8577.

? Ilpukas MunucTepcTBa 3apaBooxpaneHus Poccmiickoit ®exepammm ot 15 mexabps 2014 r. N 834m "O6
YTIBEPXKICHHN YHU(PUIMPOBAHHBIX (OPM MEIUNMHCKON MOKYMEHTALMH, HCIOIb3YyEMBIX B MEIUIMHCKHX OpPraHU3alnsiX,
OKAa3bIBAIOLINX MEIUIMHCKYIO OMOIIb B aMOYJIaTOPHBIX YCJIOBUSX, M MOPSIIKOB 10 X 3anoiHeHuto" (nanee - [lpuka3 N 834H)
(3aperucrpupoBan MunuctepctBoM roctunnu Poccuiickoit ®enepanun 20 ¢despans 2015 r., perucrpanmonnsiii N 36160) c
U3MEHEHUSIMU, BHECEHHBIMU NpHKa3aMu MuHHcTepcTBa 3ApaBooxpaHeHus Poccuiickoit denepamuu ot 9 suBaps 2018 r. N 2
(3apeructpupoBad MunuctepcTBoM roctunuu Poccuiickoit denepanuu 4 ampenst 2018 r, peructpaunonssiii N 50614), ot 2
Hosi0pst 2020 . N 1186H (3apeructpupoBaH MuHHcTepcTBOM IocTuiu Poccuiickoit ®enepanmn 27 HosOpst 2020 T,
peructpanuonssiii N 61121).

3 Ipukas N 834H.

* Yacrs | craten 15 3akoma Poccniickoit ®exepamun or 25 okrsops 1991 r. N 1807-1 "O s3bIkax Hapomos
Poccuiickoit ®enepannn" (manee - 3akon N 1807-1). (BemomocTn cre3na HapoaHsix aemyratoB PCOCP n Bepxosroro Cosera
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akoHomarenbcTBa Poccuiickoit @enepanmu, 1998, N 31, ct. 3804).

>Yacre 4 crarsm 91.1 ®enepanpHoro 3akoHa N 323-03 (Cobpanme 3akoHogatenpcTBa Poccuiickoit @eneparmm, 2011,
N 48, ct. 6724; 2020, N 29, cT. 4516).

8 Yacre 4 craten 91.1 denepansHoro 3akona N 323-®3 (CoGpanne 3akoHogaTenbcTBa Poccniickoit deneparmn, 2011,
N 48, ct. 6724; 2020, N 29, c1. 4516).

7 Craten 91 u 91.1 denepansroro 3akona N 323-®3 (Cobpanue 3akoHomaTenbcTBa Poccniickoit deneparun, 2011,
N 48, ct. 6724).

¥ Yacrs | craten 15 3akona N 1807-1 (Benomoctu cpe3na Haponueix aenytatoB PCOCP u BepxosHoro CoBeta
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akoHoaaTenbcTBa Poccuiickoit @enepanuu, 1998, N 31, ct. 3804).

’ Cobpanne 3akononatenscTBa Poccutickoit @eneparm, 1999, N 29, ct. 3699; 2020, N 52, ct. 8577

10 Honmmynkt 5.2.169 Ilonoxenuss o Mununctepcree (CoOpanne 3akoHomarenbcTBa Poccuiickoit @eneparmm, 2012,
N 26, ct. 3526; 2021, N 43, cT. 7258).

T'APAHT:

Peuentypnasie Omanku (opmber N 107/y-HII, wm3roroBiaennsie a0 1 mapra 2022 1., MOryT OBITH
KCmoJib30oBaHbl 10 1 mapta 2023 r.

IIpunoxenne N 4

K MprKkazy MUHHCTEPCTBA 3IPaBOOXPaHEeHH s

Poccuiickoii Penepannu

oT 24 nosiops 2021 r. N 1094u

dopma cnenuaJbHOro penentypuoro 6;aanka N 107/y-HII

MuHMcTepCcTBO 3OPaBOOXPaHEHUA Konm dopmel o OKY]

Poccurickon denepauumn MemnMumHCKaA OOKYMEHTALUA
®opma N 107/y-HII, yTBepXIeHHAS
nprkasomM MMHMCTEpCTBa
3OpaBoOXpaHeHUsa Poccumckon demepalum

mTaMil MeOUUIMHCKOM OpraHM3aluMn or 24.11.2021 N 1094u

PEILEIT

Cepua N N

" " 20 r.
(DaTa BBINIMCKM pelLenTa)

(B3pOCIEM, IOETCKMM — HYXHOE MNOOUEPKHYTH)
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damMmnma, MMSa, OTUECTBO (IOocCJielHee - IIPUM HaJWU4dMM)

rnaumeHTa

BoszpacrTt

Cepus M HOMEp IoJiMca 0O0S3aTEeJIbHOTO MEeIMIMHCKOTO CTPpaxoBaHMS
HomMep MeIMLMHCKOWM KapThl

damMmnmsa, MMsSA, OTUECTBO (HIocjieHee - MIPM HaJWUUMM)

Jleyamero Bpauda (denbaumepa, akyllepkKu)

[loonmmMch ¥ JIMYHAS IIedYaThb Bpaua
(mommmchk oGeJsbamepa, aKylepKu)

M.II.
dammnus, uMS, OTUeCTBO (mocJjyenHee - OpM HaJIM4dUM) 171 IIOOMNMCH
YIIOJIHOMOUYEHHOT'O JiMlla MEeIOMUMHCKOM OpraHM3aluMn

M.II.

OTMeTKa alTedYHOM opraHMs3auum o6 OTIyCcKe
dammnmg, mMMdA, OTUECTBO ([IOCJenHee — [PM HaJMuUM) M HOONMUCH PabOTHMKA
aITEe4YHOM OpTraHM3alun

M.II.
Cpok IeucTBuUA pelenTa 15 nHeM

IIpunoxenne N 5

K npukasy MUHHCTEpCTBA 3IPABOOXPAHEHUS
Poccniickoun @exepanun

oT 24 Hos10ps1 2021 r. N 1094n

Ilopsinok U3roTOBJIEHUSI, pacHpe/iesIeHUsl, PETHCTPAIlUH, YYeTa U XPAHEHHUSs PeleNToB, COAePKAIIUX
HA3HAYeHHe HAPKOTHYECKUX CPeICTB UJIH NCUXOTPONMHBIX BellleCTB

I. ITopsinok U3roroBJieHusl, pacnpeiesieHUs ClielIHAIbHBIX peleNTYPHbIX 0/1aHKOB 10 dopme
N 107/y-HII

1. Opranu3zanuio U3roTOBJIEHUS U paclpeiereHus peuenTypHbix OnankoB o ¢popme N 107/y-HII
"CrneuuanbHbId pelenTypHbIii OnaHk" (manmee - cheuuanbHBIA PEHEenTypHBI OllaHK) OCYIIECTBIISET
MunuctepcTBo 3apaBooxpanenus Poccuiickoit @enepanuu (nanee - MUHHCTEPCTBO).

2. CneunanbHble pelenTypHble ONaHKU SIBISIOTCS 3alUIIEHHON MOJUrpapuueckoi mpoayKuuen
ypoBHs "B", m3roraBnuBaemoii Ha Oymare po3oBoro IBera pazmepom 10 cM X 15 cMm, HOKHBI UMEThH
CEpHUI0 UM HOMEpP, a TaKK€ COOTBETCTBOBAaTh TPEOOBAHMAM, YKa3aHHBIM B Ipukase MuUHUCTEpCTBa
¢unancos Poccuiickoit @enepanun ot 29 centsops 2020 r. N 2171 "O06 yrBepkaeHUu TeXHUYECKUX
TpeOOBaHUN W YCIOBUH H3TOTOBJICHHUS 3alIMIIEHHON OT MOANENOK NoJUrpaduyeckoi MpoayKiuu"
(3apeructpupoBan  MuHuctepctBoM octuiuu  Poccuiickorn  ®eneparuu 16 Hos6ps 2020 1.,
peructpaunoHHslid N 60930).

3. B mensix opraHuzanuy M3TOTOBJIEHUS U PacHpEeNIeHUs CHEeNMAIbHBIX PElenTypHbIX OJaHKOB
MEAMIMHCKUE OPraHu3alli{, UMEIOUIME IPaBO OCYLIECTBIIATh BBbIJAUYy DPELENTOB Ha HApKOTUYECKHE
CpencTBa WM ICHXOTpomHble BemectBa crucka [l Ilepeuns m 3apermctpupoBaHHble B Poccuiickoit
Qenepau B KadecTBE JIGKAPCTBEHHBIX IpernapaTroB s MEAMLMHCKOTO TNpPUMEHEHUs (nanee
COOTBETCTBEHHO - MEIUIMHCKAsi OpraHu3alus, HApKOTUYECKHH (TICUXOTPOIMHBIN) JeKapCTBEHHBII
npemnapar), COCTaBIISAIOT 3as8BKU Ha peleNTypHbIE OJaHKH.
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4. B cpok 10 1 OKTAOps TEKyIIEro rojaa 3asBKM MEIUIIMHCKUX OpPraHU3AlMi Ha CIielUaIbHbIE
peLenTypHble OIaHKU IPEACTaBISIFOTCS:

1) MeOMIMHCKMMH OpraHM3alMsAMH, HAXONAIIMMHUCS B BEACHUU (eaepanbHBIX OpraHoB
UCIIOJIHUTEJIBHON BJIACTH, - B COOTBETCTBYIOLIME (hefiepalibHbIe OPraHbl UCIIOIHUTEIILHON BIACTH;

2) MEOUIMHCKUMHU OpraHU3alllsMH, HaXOIAIMIUMUCA B BEIACHHH CYOBEKTOB Poccuiickoi
®denepanyy, MEAUIMHCKAMU OPraHU3alUsIMUA MYHULMIIAIBHOM M 4aCTHOM CHUCTEM 31paBOOXPAHEHUS - B
Opranbl HCIIOJIHUTENBHONH BiacTu cyOowbekToB Poccuiickoit ®denepamyu B chepe OXpaHbl 310pOBBS
rpaxJaH, Ha TEPPUTOPUU KOTOPBIX OHU PACIIOJOXKEHBI (Jlajiee - OpraHbl HCIOJHUTENBHOM BIACTH
cyonekToB Poccuiickoit denepanun).

5. B 3asBKe MEIUIIMHCKON OpraHu3ali Ha CHElMajbHbIE pEeleNnTypHble OJAaHKU YKa3bIBAIOTCS
CJIEYIOLNE CBEJICHHUS:

1) cBegeHUs O MEAMLMHCKOM OpraHu3alMy, MOJABIIEH 3asBKY Ha CIIELUAJIbHBIE pELEeNnTypHbIe
0s1aHku (TIOJIHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/CHU);

2) KOJMYECTBO CHEUMAIbHBIX pELENTypHbIX OJaHKOB, H3pPACXOJOBAHHBIX MEAMLIUHCKON
opranusanueit Ha 1 sHBaps IpeaIIeCTBYIOLIETO roAa;

3) KOJMYECTBO CHELMATbHBIX PELIENTYPHBIX OJAHKOB, HEOOXOAUMBIX MEIUIIMHCKON OpraHu3aluu
Ha CIEQYIOLINNA rof.

3asgBKa MEIUIIMHCKOM OpraHu3ali Ha CIHElHaJbHbIE pPELEeNTypHble OJIAHKHM MOJIMCHIBAETCS
PYKOBOJUTENIEM MEIUIMHCKON OpraHu3aliy, KOTOPbIH HECeT IEePCOHAIbHYI0 OTBETCTBEHHOCTh 3a
000CHOBAHHOCTb U JIOCTOBEPHOCTh YKa3aHHBIX CBEJICHHM.

6. denepanpHble OPraHbl UCIOJHUTENBHON BJIACTH, B BEACHUH KOTOPBIX HAXOAATCA MEIULIMHCKUE
opranuzaiuu (nanee - (enepajibHble OpraHbl HCHOJHUTEIbHOM BIIACTH), M OpPraHbl MCIOJHUTEIbHON
BIacTu CcyOobekToB Poccuiickoit ®depepannyi Ha OCHOBAaHUHM 3asBOK MEAMIIMHCKHX OpTaHHU3alldid Ha
criellMaibHble pelenTypHble OaHKU (GOPMUPYIOT CBOAHBIE 3asiBKM Ha ClIELMAJIbHBIE PELENTYPHbIE OJIaHKU
U B CpOK 10 | nexalpst TeKyIIero rojia NpeacTaBisitoT uX B MUHUCTEPCTBO.

7. B cBOAHOI 3as1BKe HA cHiellMaIbHbIE PELENITypHbIe OJIaHKU YKa3bIBAIOTCS CIIEYIOIINE CBEICHUS:

1) cBenenust o eneparsbHOM OpraHe MCHOJHUTEIbHOM BiacTU (OpraHe MCIOJHUTENIBHON BIAcTH
cyobekta Poccuiickoit denepanunn), MpencTaBUBILIEM CBOJHYIO 3asBKY Ha CIELHalbHbIE pELENnTypHbIE
Oy1aHku (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HaXOXKJICHU);

2) KOJIMYECTBO CHEIMAJIbHBIX PELENTYPHBIX OJAaHKOB, pacIlpelesieHHbIX (hefepalbHbIM OpraHoOM
WCITOJTHUTEIIbHON BJIACTH (OpPraHOM HCIOJTHUTENBHOW BiacTu cyObekTa Poccuiickoit denepannn) Ha 1
SHBAps NPEIIECTBYIOLIETO I'01a MEX1Y MEAULIMHCKUMH OpraHU3alUsaIMu;

3) KOJIMYECTBO CHEIHAIbHBIX PEUENTYPHbIX OJAHKOB, HEOOXOOUMBIX (enepaJbHOMY OpraHy
UCTIOJIHUTENILHOW BJIACTH (OpraHy MCIOJHUTEIbHOM BiacTu cyObekra Poccuiickoit deneparun) Ha
CIIEYIOIINI TOJ] IJISl paclpeieleHHs] MeXAY MEAUIIMHCKUMH OpraHu3alusMu;

4) cBefeHHMs O NOJBEJIOMCTBEHHOW OpraHM3allid, YHNOJHOMOYEHHOH (enepalibHbIM OpraHoM
UCIIOJTHUTENIbHOM BiacTH (OpraHoM MCIONHUTENbHOW BhacTH cyobekra Poccuiickoit ®eneparun)
OCYILECTBIISATh MOJYYEHHE CHEIHATIbHBIX PELEeNnTypHBbIX OJaHKOB OT MMHHCTEpCTBa, MX XpaHEHUE U
BbIIayy MEIUIIMHCKUM OpraHu3anusM (II0JHOe HauMeHoBaHHe, aapec mecta HaxoxaeHus, MHH/KIIII,
OKTMO opranuzaiuy, (pakTHUeCKUI aipec OCTaBKM).

8. Ha ocHoBaHMM TmOJy4yeHHBIX CBOJHBIX 3asBOK Ha CIELUUAlbHbIE pPELEeNTypHble OJIaHKU
MUHHCTEPCTBO €XKEroJHO B CPOK A0 15 sHBaps cieayromero roga (GopMupyer U yTBEpXkIaeT IUIaH
pacnpeneneHns ClenualbHbIX pEelenTypHbIX OJaHKOB, B KOTOPOM OTpPa)KaeTcsl rojaoBas MOTPeOHOCTH
Poccuiickoit ®enepanuu B cCHeNMalIbHBIX pPELENTYpHbIX OJaHkax (nanee - IJIaH pacHpeieNeHHs
MuHnuctepcTBa).

9. B ninane pacnpenenenuss MUHMCTEPCTBA YKa3bIBAIOTCS CIENAYIOLINE CBEICHUS:

1) nopsIKOBBIM HOMED 3aIUCH;

2) HauMeHOBaHUE (QelepalbHOr0 OpraHa HCIHOJHUTENBbHOM BiacTH (OpraHa HCIOJHUTEIbHON
BlacTu cyOwrekrta Poccuiickoit ®enepanuu), NPENCTABHBIINETO CBOJHYIO 3asBKYy Ha CHEIHATbHBIC
pelenTypHble OJIaHKY;
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3) HE0OX0IMMOE KOJIMYECTBO CIIEHUANBHBIX PELENTYPHBIX OJTaHKOB.

10. HampaBieHue crienMaibHBIX pEelENTYPHBIX OJIaHKOB (efiepaibHbIM OpraHaM HCIOJTHUTEIbHON
BJIACTH, OpraHaM WCIOJHHUTEIbHON BiacTH cyObekToB Poccuiickoii dexeparyiv  OCYIIECTBISIETCS
MuHHICTEPCTBOM B KOJIMYECTBE, IPEIyCMOTPEHHOM ILIAHOM pacnpezeneHus MuHucTepersa.

11. MUHHUCTEPCTBOM JONOJIHUTEIBHO K KOJMYECTBY CIEIHAIbHBIX PELEeNTypHBIX OJaHKOB,
IpEeyCMOTPEHHOMY IUIaHOM  pactipeneieHuss MuHHcTepcTBa, (GOpMHUpYETCsS pe3epBHBIA  3amac
CIECIHUANILHBIX PEIEeNTYpPHBIX OJaHKOB B KOJW4YecTBe, He mnpebimaromeM 150 000 cnenuanbHbIX
peLenTYyPHBIX OJIaHKOB.

12. B cinyuae yBenuueHHs] MOTPEOHOCTH B CIEHHUAIBHBIX PEUENTYPHBIX ONaHkax (eaepaibHbIe
OpraHbl UCIIOTHUTEIBHON BJIACTH (OpraHbl HCIIOTHUTEIBHON BIaCTH CyObeKTOB Poccuiickoit denepariim)
HAIpaBJsAlOT B MMHHMCTEPCTBO CBOJAHBIE 3afBKM Ha JONOJIHUTEIBHOE KOJIMYECTBO CIIELUATIbHBIX
pelenTypHbiX OJaHKOB (C OOOCHOBaHHEM YBEJIMYEHHS MOTPEOHOCTH B CHEIHAIBHBIX PEHENTYPHBIX
0JlaHKax), KOTOpbIE NPENOCTABIAOTCA MMHHCTEPCTBOM U3 PE3EPBHOIO 3amaca CHEHUalIbHbBIX
pELeNnTYPHBIX OJIaHKOB.

13. denepanbHbie OpraHbl UCTIOTHUTEIHHOM BIACTH (OPTaHbl HCTIOJHUTEIHHOM BJIACTU CYOBEKTOB
Poccuiickoit ®epepanuu) pacnpeneNsioT IONMyYeHHbIE CIHelUalbHble pelenTypHble ONaHKU MEXIy
MEIMIMHCKIMH OpraHW3alisIMH Ha OCHOBAaHMU IUIAHOB paclpeneneHus, c)opMHUpOBaHHBIX B
COOTBETCTBUHU C 3asiBKAMU MEIUIIMHCKUX OpraHU3aIiil Ha CIIe[UAbHbBIE pEelENTYpPHbIC OJaHKU.

I1. [lopsinok perucTpanum, yuera u XpaHeHHUs1 clieliiaIbHBIX pelenTYPHBIX 0JIAHKOB 10 (hopme
N 107/y-HII

14. MuHHCTEpCTBO, HWHBIE (enepaibHble OpraHbl HMCIHOJHUTEIBHOW BJIACTU U OpraHsbl
UCIIOJIHUTENIbHONW BiacTu cy0bekToB Poccuiickoit depepanuy OpraHu3yrOT XpaHEHUE CIIEHUAIbHBIX
peuenTypHbIX OJAHKOB B IOJBEJIOMCTBEHHBIX OpraHMU3AlMSIX, YIOJIHOMOUYEHHBIX OCYIIECTBISATH
NOJy4YeHUE CIeIHUalbHBIX pPELENTYpHbIX OJaHKOB OT MUHHCTEpPCTBA, HX XpaHEHME M BblIady
MEAMIMHCKUM OpraHu3alusM (J1ajee - yIoJIHOMOYEHHas: OpraHu3alius).

15. B ynosHOMOYEHHON OpraHU3alMi U MEAUIMHCKOW OpraHM3aliy, MOJyYMBILIEH cliennaIbHbIE
peuentypHble OJaHKH, OPraHU3yeTCs pPETUCTpallvs, y4eT W XpaHEHHE CHEeIHaTbHBIX pPEeLenTypPHBIX
OJIaHKOB.

Peructpanus, yuer M XpaHEHHE pE3EpPBHOrO 3araca CHEUAIbHBIX PELENTYpHBIX OJIaHKOB
MunucTepcTBa  OCyILECTBIAETCS  (efepalbHBIM  TOCYJAapPCTBEHHBIM  OIO/KETHBIM  yUpPEXKJICHHEM,
HaXOJAIIMMCS B BeleHUM MUHHCTEpCTBa (Jajiee COOTBETCTBEHHO, - PE3€PBHBII 3amac, 0/1BeIOMCTBEHHOE
YUPEXKIEHUE).

16. Pa®oTHHK, Ha3Hau€HHBIM MPHUKA30M PYKOBOJIUTENS YIOJIHOMOYEHHON OpraHu3aluu
(YIOJTHOMOYEHHOM OpraHu3aluy, MOJBEIOMCTBEHHOIO YUPEXKACHHUs) OTBETCTBEHHBIM 3a PErUCTpalUIo,
XpaHEHHWE M YYeT CHEeUUalbHBIX pPEHEeNTYpHbIX OJIaHKOB (Jajee - OTBETCTBEHHBIM paOOTHHK), Ha
OCHOBAHMHU JTIOBEPEHHOCTH, OPOPMIICHHOH B MOPSAAKE, YCTAHOBIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit
Qenepanii  (C  MOANMKMCHIO  PYKOBOJAUTENSI  YINOJIHOMOYEHHOW OpraHu3anuu  (yrmoJHOMOYEHHOU
OpraHu3aliy, M0/IBEJOMCTBEHHOTO YUPEXKJIEHHs), TTIaBHOI'O OyXranrepa, 3aBepeHHbIX KPYTJoi NeuaThlo),
MOJTy4aeT ClelHaIbHbIe PELENTypHbIe OJIaHKH U OCYIIECTBISIET BEACHUE KypHalla pETUCTPAllUU U y4eTa
CHELMANbHBIX PELEeNTYpHBIX OJIaHKOB, K KOTOpoMy mpuoOmaer (oTto- u (WinM) BHUAEOMATEpHAIbI,
noJATBepKIatole GakT oopmIIeHUs PELENTYpHBIX OJJaHKOB Ha oMY (IIpU HAJIU4YUN).

17. XKypHanm peructpauud M Yy4yeTa CHENHMAIbHBIX pPELENTYpHBIX OJaHKOB JOJDKEH OBITh
IIPOHYMEPOBaH, NPOIIHYpPOBaH, HMMETh Ha TMOCJIEIHEH CTpaHMIIE 3allUCh, COJEPKAIIYI0 KOJIMYECTBO
CTpaHMIl, TIOJHOE HAaUMEHOBAHHE YIOJHOMOYEHHOW oOpraHu3anuu (MEeIULMHCKOW OpraHu3aliH,
MOJIBEJOMCTBEHHOTO  YUPEXKICHHs), a TaKXKe CKpEeIUIeH TMOANKMCHhI0 PYKOBOIUTENS W IEYaThio
YIIOJIHOMOYEHHOW OpraHu3aiuy (MeIMIMHCKON OpraHu3alyi, Mo ABEJOMCTBEHHOTO YUPEKICHNUS).

Kypnan perucrtpauuu u y4yeTa CHEUUANIbHBIX pEUENTYpPHbIX OJaHKOB pE3epBHOTO 3amaca
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MuHucTepcTBa CKpeIuIsieTcss TakKe MOJIUCBI0 JUPEKTopa (B Clydyae €ro OTCYTCTBMSI - 3aMECTHTENs
mupekTopa) JlemapramMeHTa peryjiupoBaHUS OOpalleHHs JIEKapCTBEHHBIX CPEACTB W MEIUIUHCKUX
u3aenuii MuHHCTEPCTBA U Ie4aTbi0 MUHUCTEpPCTBA.

18. B kypHalle perucrpanuu MU YydeTa CHEIHAIbHBIX PELENTYypHBIX OJAHKOB YKa3bIBAIOTCS
CIIEYIOIINE CBEIACHMUS:

1) mOpsIAKOBBIN HOMEp 3aIKCH;

2) mpUXO0/1 CIICIUATBHBIX PEIENITYPHBIX OJIAHKOB:

a) PEKBU3UTHI U J1aTa PETUCTPALIUU MPUXOTHOTO JOKYMEHTA;

0) o0111ee KOJTMYECTBO MOCTYMUBIINX CIIEIUATBHBIX PEIETITYPHBIX OJIAHKOB,

B) Cepusi U HOMEp CIIEeUaIbHOrO PEeNTYPHOTO OJIaHKa;

I') KOJIMYECTBO CIIELUAIbHBIX PELENTYPHBIX OJaHKOB IO KaXKIAOW CEpUU;

1) haMuIust, UMs1, OTYECTBO (TIOCIIEHEE - MPY HAJTUYHH) U TTOAIKCH OTBETCTBEHHOTO PaOOTHHUKA,

3) pacxon cenuaNbHbIX PelenTypHBIX OJTaHKOB:

a) JlaTa BbIJA4U CHIEIUAIBHBIX PEIENTYPHBIX OJIaHKOB;

0) cepun ¥ HOMEpa BbIJAHHBIX CHEIHAIBHBIX PELENTYPHBIX OJAHKOB;

B) KOJMYECTBO BBIJAHHBIX CIEHMUAIBHBIX pEHENTYPHbIX OJAaHKOB C YyKa3aHHEeM B CKOOKax
KOJIMYECTBA CIIELUATIbHBIX PELENTYPHBIX OJaHKOB, BHIAAHHBIX JUIs1 0QOPMIICHHS HA JIOMY;

r) Qamuids, UMs, OTYECTBO (MOCieqHEee - NPU HAIWYMHM) W TOAMUCH JUIA, MOJYYUBIIETO
CHelMaTbHbIC PEENTypHbIC OJIaHKH;

1) KOJTMYECTBO CIEUATBHBIX PelenTypHbIX OJaHKOB, 0(hOPMIICHHBIX HA IOMY;

e) dammmus, uMs, oT4ecTBO (MOCNETHEE - MPU HAIWYWKM) W TOINUCH JIMIA, O(GOpPMHBIIETO
CHelHalbHbIe pelenTypHbIe OJaHKK Ha JIOMY;

4) dbamunust, UMs1, OTYECTBO (TIOCIIEIHEE - TPH HAIWYHH) U MTOAMUCH OTBETCTBEHHOTO paOOTHHKA,

5) ocTaToK CreNHaIbHBIX PEHENTYPHBIX OJaHKOB.

19. CrneuunanbHbli peLENTYpHbIM OJaHK SBJISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3arac
CHeLHANTbHbIX PELUENTYPHBIX OJAHKOB B MEIMLMHCKOW OpraHU3alluM JIOJDKEH XPAaHUTHCS B CIIELUAIBHBIX
MOMEIIEHUX, cefi(pax UM B CHEIMAIbHO M3TOTOBJIEHHBIX HIKadax, OOMTHIX OUHKOBAHHBIM XKEJIE30M, C
HaJIeKHbIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemenus, ceiidpl, mKadpl, B KOTOPHIX XPaHITCS CHEIHAlIbHbIE PELIENITYpHbIE OJAHKH, TOJIKHBI
ObITh 3aKpbITBl HAa 3aMKH M TIOCI€ OKOHYaHUS paboThl OIeyaTaHbl I€YaThIO0 YMOJHOMOUYEHHOM
opraHu3aiuy (MeIUIIMHCKON OpraHu3allii) WIH OTJIOMOUPOBAHEI.

20. B MeaMUIMHCKUX OpraHu3alMsIX 3arnac CIEeLUANbHBIX PEHEeNTypHbIX OJAHKOB HE JIOJIKEH
IPEBBIIIATH F0JI0BOM MOTPEOHOCTH.

21. Paspemaercss BbIJaBaThb MEIUIMHCKOMY paOOTHUKY, HMEIOIIEMY IpaBO Ha3HAyaTh
HapKOTHYeCKue (IICUXOTPOIHBIE) JIEKApPCTBEHHBIE Npernaparbl, €IMHOBPEMEHHO He Oosee JBajlaTu
CHeLMaIbHbIX PEUENTYPHBIX OJaHKOB.

MeaunuHckue paOOTHUKM, BBIIUCHIBAIOIINE pPEHENThl Ha HApKOTUYECKUE (TICUXOTPOIIHBIE)
JIEKapCTBEHHBIE IIPENapaTsl, HA OCHOBAHUU IPHKAa3a PYKOBOJAUTENS MEIMLMHCKON OpraHW3alMd HECYT
JUYHYI0 OTBETCTBEHHOCTh 3a COXPAHHOCTh IOJIYUEHHBIX CIEHUAIbHBIX PEHENTYPHbIX OJaHKOB.
CriennanpHble pelenTypHble OJaHKH, MMOJyYeHHbIE MEAMIIMHCKAM PaOOTHUKOM, XPAHATCS MO 3aMKOM B
ceilipax, MeTaITM4YecKuX MmKadax Ui METAJUTMUECKUX SIIHUKaX.

22. B MEOUIIMHCKOM OpraHu3aluy CO34AcTCs MOCTOSHHO JEHCTBYIOIIAs KOMMCCHs, KOTOpas He
pexe 1 pasa kBapTtayn (IO PEHICHUIO PYKOBOJIUTENSI MEIMIMHCKON OpraHu3alMd BO3MOXHO 4allle)
OCYILECTBIISICT MPOBEPKY COCTOSHUS PETHCTPALMU U ydeTa CHEelMaIbHBIX PeleNnTypHbIX OJaHKOB, B TOM
YHCclie TIyTeM CBEPKH 3alKcel *KypHajla perucTpalii U y4yeTa CIEHUalbHBIX PEHEeNTYpHbIX OJIaHKOB, C
(aKkTHUECKUM HAJIMYUEM CIEIHATBbHBIX PELEeNTYPHBIX OJIAHKOB, a TAK)KE MPOBEPKY COCTOSHUS XpaHEHHs
CHEIHAJIbHBIX PELENTYPHBIX OJIaHKOB.

[To pe3ynbraTam NpoBEpPKHU B )KypHAJIE PETHUCTPALIMU U YUeTa CIIeUAbHBIX PEleNTypHbIX OJaHKOB
JIeJIaeTCsl 3alliCh O pe3ysbTaTax MPOBEACHUS CBEPKU JaHHBIX, 3aKpEIIeHHas MOJIMUCSIMH BCEX WJIEHOB
KOMUCCHH WJIM CO3/1a€TCs CIIELMAIIbHBIA aKT IPOBEPKHU.
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23. denepanbHbIe OpraHbl UCIIOJHUTEIBHON BIACTH U OPTaHbI UCTIOJHUTEIBHOM BIACTH CYOEKTOB
Poccuiickoii denepanuu OCyIIECTBISIOT KOHTPOJIb 32 OpraHU3alUeil perucTpanuu, ydera U XpaHEeHUS
CHEIHMANIBHBIX PEIENTYPHBIX OJIAHKOB B YIIOJIHOMOUEHHBIX OPTaHU3AIMIX U MEIUIIMHCKAX OPTaHU3aIIUSIX.

24. Bplmaya creuuaidbHBIX pEUENTYPHBIX OJAaHKOB M3 pe3epBHOro 3amaca MuHHCTEpCTBa
denepanbHBIM OpraHaM HWCIIOJIHUTEIBHON BJIACTH W OpPraHaM HWCIIOJHUTEIBHONW BIACTH CYOBEKTOB
Poccuiickoit ~ @enmepanu  OCYIIECTBISIETCS  OTBETCTBEHHBIM  PaOOTHHUKOM  MOABEAOMCTBEHHOTO
YUPEXKICHUSI HA OCHOBAHUU PElIeHUsI 00 OTITYCKE CIEIUAIBHBIX PEIENTYPHBIX OJaHKOB, 0()OPMIIEHHOTO B
BUJIE MHCbMa, MOJAMUCAHHOTO IUPEKTOPOM (B Cllydae €ro OTCYTCTBHUS - 3aMECTHTENIeM JUPEKTOpa)
JlemaprameHTa peryqupoBaHHs OOpamleHUsi JIEKAPCTBEHHBIX CPEICTB H MEAWIIMHCKUX H3ACIUi
MunucTepcTBa.

[IpoBepka AesTENBLHOCTH MOJIBEIOMCTBEHHOTO YUPEKJICHUS MO0 PETUCTPALMH, YUETY U XPAHEHHUIO
pe3epBHOrO 3armaca ocyuecTBisercss JlemapTaMeHTOM peryaupoBaHUs OOpalleHUsl JIeKapCTBEHHBIX
CPEICTB U MEAUIMHCKUX u3nenud MwuHucTepcTBa 2 paza B roja He mnoszanee 20 yucia Mecsla,
CJIETYIOIIETO 32 UCTEKIITUM TMOJIYTOTUEM.

puiaoxenne N 6

K Nprka3zy MUHHCTEPCTBA 3APaBOOXPaHEeHHs
Poccniickoun @exepanun

oT 24 Hos10ps1 2021 r. N 1094n

IIpaBuia oopmiienust peuentTos, coaep:KalUX HA3HAYEHUE HAPKOTHYECKHUX CPEJACTB MU
NCUXOTPONHBIX BelIECTB, B TOM YHcJie B (popMe 3JIEKTPOHHBIX IOKYMEHTOB

I. Odopmiienue penenta Ha OyMaKHOM HOCUTeJIe

1. Ha peuentypabix 6mankax ¢opmsl N 107/y-HIT B 1eBoM BepXHEM yIily MPOCTaBIISETCS IITAMIT
MEIMIIMHCKOW OpraHu3alliid C YKa3aHMEM €€ IOJHOr0 HauMEHOBaHus, ajJpeca U TeneoHa ¢ JaTou
BBINUCKH (J1aTOM 0(hopMIIeHHs) pelieriTa Ha JIEKapCTBEHHBIN Ipenapar.

Peuentypueie Onanku ¢opmbr N 107/y-HII u3roraBaMBaroTCsi MCKIIOYUTENBHO THHOTPAa(CKUM
CIOCOOOM.

2. Ha peuentypHbix OnaHkaX, O(OPMIIIEMBIX WHIUBUAYAIbHBIMU NpPEIIPUHUMATEISIMH,
UMEIOIMMH JIMIEH3UI0 Ha MEAMLMHCKYIO JeSTeNbHOCTh, B BEPXHEM JIEBOM YIJy THUHOrpadCKuM
CrocoOOM WJIM TyTeM TPOCTABJIEHUS IITaMIa JOJDKEH OBbITh YKa3aH aJpec WHJIMBUIYaJIbHOTO
OpeIIpUHUMATENsl, HOMEp W Jara JMICH3UWM, HAaUMEHOBAHHWE OpraHa TIOCYJapCTBEHHOW BIIACTH,
BBIJIaBILIETO JINLIEH3HIO.

3. Peuentypusie Onanku Qopmel N 107/y-HIT 3amonHSrOTCsT METUIIMHCKAM PabOTHUKOM
YEPHWIAMH WM IAPUKOBOM PYyYKOM.

4. Jlonmyckaercst opopMIIeHHE BCEX PEKBU3UTOB (3a UCKIIOUeHHeM pekBu3uTa "[loanuck nevaiiero
Bpaua (noamnuck denpamepa, akymepku') peuentypHsix 61ankoB Gopmel N 107/y-HIT ¢ ucnonszoBanuem
NeYaTaoUX YCTPOUCTB.

5. B penentypaom 6nanke popmsl N 107/y-HII B crpokax "damuius, nMmsi, OTYECTBO (TTOCIIEHEE -
npu Hanmnuun) nanuenTa" U "Bo3pact" yKka3pIBarOTCS MOTHOCTHIO (GaMUIHS, UMS, OTYECTBO (MTOCIEAHEE -
IIpY HAJM4YWH) MalUeHTa, €r0 BO3PacT (KOJIUYECTBO MOJTHBIX JIET).

JlonycTuMo yka3aHue 1aThl POKIACHMS MTAllUEHTA.

6. B pentenitypaom 6manke Gopmer N 107/y-HIT:

1) B crpoke "Cepus u HOMEp MOKCA 00SI3aTEIHHOTO MEAUIIMHCKOTO CTPaxoBaHUs" yKa3bIBaeTCs
HOMeEp ToJuca 00513aTeIbHOI0 MEAUIIMHCKOTO CTPAaXxOBaHUsI MalMeHTa (IIpU HaJIUunn);

2) B crpoke "Homep MeIUUMHCKONW KapThl'" yKa3bIBaeTCs HOMEP MEAUIMHCKON KapThl MAllMEHTA,
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MOJIYYaIOIEro MEIUIUHCKYIO TOMOIIb B aMOYJIAaTOPHBIX YCIOBUSX, WM UCTOPUU OOJE3HH MalMeHTa,
BBIMKICHIBAEMOT0 U3 MEIULIMHCKON OpraHu3allly;

3) B cTpoke "®@amunusi, UMsl, OTYECTBO (IIOCIETHEE - IPH HAJIMYMH) Jiedaniero Bpayda (¢enpamepa,
aKylIepku)" yKa3pIBaeTCs MOJHOCThIO (aMWiIMs, UMs, OTYECTBO (IIOCIIEIHEEe - MpPH HAIUYUHU) Bpaya
(penpamepa, akymepku), BBIIMCABIIETO PELENT HA HAPKOTUYECKUU (TICUXOTPOIIHBIN) JIEKapCTBEHHBIN
npemnapar.

7. B rpade "Rp" peuentypnoro 6manka ¢opmer N 107/y-HII, yka3siBaercs:

1) HauMeHOBaHHE  JIGKQPCTBEHHOTo  Impemapata  (MEXIyHapOJHOE  HEMaTEeHTOBAaHHOE
HAaUMEHOBAHME, TPYNIHUPOBOYHOE WIM XUMHUYECKOE HAUMEHOBAHHWE, TOPrOBOE HAMMEHOBAaHUE) Ha
JATUHCKOM SI3bIK€ WM HA PYCCKOM si3bIKe, (hopMa BBINYCKa, JO3MPOBKA, KOJIUYECTBO (yKa3bIBACTCS
IPOMHKCHIO HA perientypHoM Omanke Gpopmbr N 107/y-HIT);

2) croco® mpUMEHEHHUsl JEeKapCTBEHHOTO Ipernapara Ha roCcyAapCTBEHHOM si3blke Poccuiickoit
@enepanuy WIM Ha TOCYIAapCTBEHHOM s3bike Poccuiickoin denepauuu M TOCYIapCTBEHHOM SI3BIKE
peciyOIIMK U MHBIX si3bIKaX Hapos10B Poccuiickoit denepanuu L

8. IIpu oopmileHNH pelenTYPHBIX OJAHKOB 3aMpeiacTCs OrpaHUINBATHCS OOIIMMH yKa3aHUSIMHU,
HarpuMmep, "Buyrpennee", "M3BecTHO".

9. Ilpu odopmiennn manueHty penentypHoro Omanka (opmbr N 107/y-HIT Ha HapKOTHYECKHIA
(TICUXOTPOMHBII) JIEKAapCTBEHHBIM MpenapaT B paMKaX OKa3aHUs MEIULHUHCKOW TOMOIIU MpH
oIpezieIeHHOM 3a00JIEBAHUM TaKOHM peLenT 3aBepsieTcs:

1) moAMUCHIO U IMYHOM MeYaThio Bpada TU00 MOAMUCKIO (hebaepa (aKymepKu);

2) meyaTtbl0 MEIMLIMHCKOM OpraHu3aluM, JUOO0 CTPYKTYpPHOTO NOJpa3AeieHUus MEAULMHCKON
opranuzanuu "J{is peuentoB", KOTOpas HPOCTABISETCS JIHUIIOM, YIOTHOMOYEHHBIM PYKOBOAUTEIEM
MEIMIIUHCKOW OpraHM3aluu C yKa3aHueM (paMuiny, UMEHH, OTYecTBa (IOCIenHee - MPH HAJHYUHN) H
MPOCTABJICHUEM €r0 JIMYHOU MOAIKUCH.

B ciuydasx HeoOxomuMocTu oOQopmIIeHHS pelenTa Ha HapKOTUYECKUH (TICUXOTPOIHBIN)
JIEKapCTBEHHBIN Ipenapar Ha JOMYy B pPaMKax OKa3aHWs MaUIMaTUBHOM MEIUIMHCKOM ITOMOIIU
JIOTIYCKaeTCsl MpeABapUTENbHOE 3aBEPEHUE pelenTa MITaMIIOM MEIUIMHCKON OpraHu3aluy, MeYaTbhio
MEIUMIUHCKON OpraHu3aluu JU00 CTPYKTYpHOIO TMOApa3feieHus MEIUIMHCKON opranuzanuu "Jlns
peuenToB”, KoTOpas MPOCTaBISETCS JIUIOM, YIOJIHOMOYEHHBIM PYKOBOJUTENEM MEIAUIIMHCKON
OpraHu3aliy, ¢ ykazaHueMm (aMUIUM, UMEHHU, oT4eCcTBa (TMOCNEqHEe - MPU HAIWYMK) U MPOCTABICHUEM
ero JnyHoi noanucu. [Ipu 3ToM B JKypHase perucTpauy 1 yueTa pellenTypHbIX OJIaHKOB B COOTBETCTBHU
c IlopsiikoM peructpanuu, yuyera M XpaHEHUs CHEIMaJIbHBIX PELEeNTypHbIX OJaHKOB HAa HApPKOTHYECKHE
CPEJICTBA WUJIM MICUXOTPOIHBIE BEIIECTBA, YTBEPKACHHBIM HACTOSIIUM IPUKA30M, JI€JIaeTCcsl OTMETKA O €ro
BbIJ1aue 17151 0QOpMIICHHUS Ha JIOMY, a TaK)Ke OTMETKA, YI0CTOBEPEHHAs MOANMCHIO Bpaya JTubo ¢enpamepa
(akymepku), opopMHBIIErO PELENT, 0 GakTe ero oQopMIIEHHS, KOTOPbI MOXKET ObITh TOMOJHUTEIBHO
HoATBepk/ieH GoTo- U (WIN) BUJEOMaTepHalaMH.

B crpoke "OtTmeTka anTe4yHOW opraHu3zanud o0 OTIYCKe" CTaBUTCS OTMETKAa amnTeYHOU
OpraHu3aii 00 OTIYCKE HAapKOTHYECKOro (TICHXOTPOIHOIO) JIEKAPCTBEHHOTrO MpenapaTa (¢ yKa3aHHueM
HAaUMEHOBAHUS, KOJMYECTBA OTMYIIEHHOIO HApKOTUYECKOro (NMCUXOTPOMHOr0) JIEKApCTBEHHOTO
npernapara M JIaThl €ro OTIIyCKa), KOTOpas 3aBepsAeTcsl MOJMHMCHI0O pa0OTHHKA alTeYHOH OpraHu3aluH,
OTITYCTHBIIIETO HAapKOTHUYECKUN (TICUXOTPOMHBIN) JIEKapCTBEHHBIN Mpernapar (C ykazaHuem ero (pamunumu,
UMEHHM, oT4yecTBa (TOCieqHee - MPU HAIMYMM), a TaKKe KPYIJION MeyaTbio anTe4yHOM OopraHu3aluu, B
OTTHUCKE KOTOPOH TOJKHO OBITh HACHTU(PUIIMPOBAHO MOJIHOE HAUMEHOBAHHUE allTEYHON OpraHU3aliH.

10. Ha ognoMm penentypaoM Oianke dopmel N 107/y-HIT pa3pemiaeTcst ocymiecTBasSTh Ha3HAYCHHE
TOJIBKO OJIHOTO HAMMEHOBAHUS JIEKAPCTBEHHOTO Mpenapara.

11. McnipaBnenust B perienTe He JOMYCKaKOTCS.

I1. Odpopmienue penenta B popme 3JIEKTPOHHOIO JOKYMEHTA
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12. Peuent B popMe 37EKTPOHHOTO TOKYMEHTA, MOJIMCAHHOTO YCUJICHHOW KBaJTU(UIIMPOBAHHON
HJIEKTPOHHOM MOJINCHI0, (POPMHUPYETCS] MEIULUHCKUM PaOOTHUKOM, CBEAECHUS O KOTOPOM BHECEHBI B
desepanbHblil PerHCTp MEIHIMHCKAX PAGOTHUKOB *, 4 TAKXKE MPH YCIOBHH PErHCTPALMH MEIHIIMHCKOM
OPTaHM3aLKH, B KOTOPOH OQOPMIISETCS peuent, B (efepatbHOM PeecTpe MEIMIHHCKHX OPTraHH3aIyii °
€IMHOM rocy1apcTBEHHON MH(OPMAIIMOHHON CUCTEMBI B cepe 3IpaBOOXPaHEHHS U MOAKIIOYCHHS TaKOH
MEIMIUHCKON OpraHM3aluy K rocylapcTBEHHONH MHGOpPMALMOHHON cucTteMe B cdepe 31paBOOXpaHEHUs
cy6bexrta Poccmiickoii Deneparu .

13. Ilo TpeGoBaHUIO MAIMEHTAa WM €ro 3aKOHHOIO MpPEACTaBUTENS O(GOPMISETCS SK3EMILIIP
penenta B (opme SIEKTPOHHOTO JOKyMEHTa Ha OyMa)kHOM HocutTene ¢ orMmerkod "JlyOmukar
3JIEKTPOHHOTO JOKYMEHTa'".

" Yacte 1 crateu 15 3akona Poccmiickoit Oeneparu o1 25 okTa0ps 1991 1. N 1807-1 "O s3bIKax HapOIOB

Poccuiickoit @eneparun” (nanee - 3akon N 1807-1). (BenomocTu cbe3na HapoaHbIX nemyTatoB PCOCP u BepxosHoro CoBeta
PCOCP, 1991, N 50, ct. 1740).

2Yacre 4 craTeu 91.1 ®enepanpHOTo 3aK0Ha N 323-03 (Cobpanme 3akoHOmaTenbcTBa Poccuiickont @eneparim, 2011,
N 48, ct. 6724; 2020, N 29, cT. 4516).

3Yacre 4 crateu 91.1 ®enepanpHoTro 3aK0Ha N 323-03 (Cobpanne 3akoHOmaTenbcTBa Poccuiickoit @eneparum, 2011,
N 48, ct. 6724; 2020, N 29, cT. 4516).

* Crarbu 91 1 91.1 ®enepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHomaTenbcTBa Poccuniickoit eneparim, 2011,
N 48, cT. 6724).
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