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[Tpuxa3z Munucrepctsa 3apaBooxpanenust PO ot 24 HosiOps 2021 r. N 10941 "OG6 yrBepxkaenuu Ilopsaka
Ha3HAYEHUS JIEKAPCTBEHHBIX MIPENapaToB, (JOpM pelenTypHbIX OJIaHKOB Ha JEKapCTBEHHbIE MIPENapaThl,
[Topsinka opopMieHHs yKa3aHHBIX OJIaHKOB, UX yueTa U XpaHEeHHUs, (JOpM OJIaHKOB PELENTOB,
COJIeprKallMX Ha3HAYeHHE HAPKOTUUECKUX CPEACTB UM IICUXOTPOIHBIX BenlecTs, [lopsinka ux
M3TOTOBJICHMSI, paclpeiesieHus], perucTpaliy, yuera 1 XpaHeHus, a Takxe [IpaBun opopmieHus OJaHKOB
PEIENTOB, B TOM YHUCJIEC B (JOpPME JIEKTPOHHBIX JOKYMEHTOB"

B cootBerctBUM ¢ nyHkTtom 16 wactu 2 crateu 14 denepanpHoro 3akona ot 21 HosOps 2011 r.
N 323-®3 "OO6 ocHOBax oOXpaHbl 310poBbs TrpaxkaaH B Poccuiickoii ®enepanuu" (Cobpanue
3akoHomarenbcTBa Poccuiickoit ®@enepammm, 2011, N 48, cr. 6724; 2017, N 31, c1.4791), nynkrom 2
cratby 26 @enepanbHOoro 3akoHa oT 8 saHBapsad 1998 r. N 3-®3 "O HapKkOTHYECKHX CpEACTBAX H
ncuxoTponHbix BemecTBax" (Cobpanue 3akoHoaarenscTBa Poccuiickoit @enepanun, 1998, N 2, ct. 219;
2017, N 31, ct. 4791), noanynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 Ilonoxenuss 0 MuHuctepcTse
3apaBooxpaneHusi Poccuiickoii  Denepanuu, yTBEPKIACHHOrO TnocTaHoBiiennem  IIpaButenbcTBa
Poccuiickoit ®epeparmu ot 19 wmrons 2012r. N 608 (CoGpanue 3akoHOmarenbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, cr. 8131; 2021, N 43, ct. 7258),
IIPUKa3bIBAIO:

1. YTBepauTh:

ITopsiiox Ha3HAYEHMS JIEKAPCTBEHHBIX IIPENAPATOB COIIACHO MpulokeHuio N 1;

(dopMBI pelienTypHBIX OJaHKOB Ha JIEKapCTBEHHBIE ITPENapaThl COrJIacHo NpuiioxeHuto N 2;

[Topsimox odopmileHUs] PELENTYpHBIX OJIAHKOB Ha JIGKAPCTBEHHBIC IIPEMaparthl, UX y4yeTa H
XPaHEeHHUs COIIacHO npuioxennto N 3;

¢dopmbl  OJaHKOB pELENTOB, COJEp)KAIIMX Ha3HAUYEHHWE HAPKOTHUECKUX CPEICTB WIHU
IICUXOTPOIHBIX BELIECTB, COIMIACHO NpuiiokeHnto N 4;

ITopssiok  M3rOTOBNIEHUS, paCHpPEACNICHUs, PErUCTpPallMM, Y4YeTa U XPAaHEHUS PpELENTOB,
coJiepKallluX Ha3Hau€HHe HApKOTHMUYECKUX CPEICTB WU ICUXOTPOIMHBIX BELIECTB COIVIACHO ITPUIIOKEHUIO
N 5;

IIpaBuna odopmiieHHsT pPELenToB, COAEPKALMX Ha3HAUYEHUE HAPKOTHYECKUX CPEICTB WM
MICUXOTPOITHBIX BEIIECTB, B TOM YHCIE B (POpPME IIEKTPOHHBIX JJOKYMEHTOB COTJIACHO MPHIIOKEHUIO N 6.

2. Ilpu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MunuctepcTBa 3apaBooxpaHeHust Poccuiickoit ®enepaunn ot 1 aBrycra 2012 r. N 541
"O6 yTBepxkaeHHH (HOpMBI OJAHKOB PELENTOB, COAEPIKALIMX Ha3HAYCHHE HAPKOTUYECKHUX CPENICTB WU
IICUXOTPOIHBIX BELIECTB, NOPSAIKA UX U3TOTOBJIECHUS, PACIIPEEICHUS, pErUCTpallM, YUeTa U XpaHEHUs, a
Takxe npaBuwil opopmiieHus" (3apeructpupoBaH MuHuctepcTBoM roctuuuu Poccuiickoit denepanuu 15
asrycra 2012 r., peructpanuonnsiii N 25190);

npuka3 Munuctepcersa 3npaBooxpanenus Poceuiickoit @enepanuu ot 30 nrons 2015 r. N 3851 "O
BHECEHUM M3MEHEHMI B Npuka3 MunucrepcTBa 3apaBooxpaHenus Pocculickon @enepannu ot 1 aBrycra
2012 r. N 54u "OO yTtBepkaeHun (opMbl OJIAHKOB PELENITOB, COAEPKAIINX HAa3HAYEHHE HAPKOTHUYECKUX
CPEJICTB MJIM IICUXOTPOMHBIX BEIIECTB, MOPSAIKA UX U3TOTOBJICHUS, paCpE/IeNICHUs, PETUCTPALlUH, yueTa U
XpaHeHus, a Takxke HpaBwil odopmieHus" (3aperucTpupoBaH MHHHUCTEPCTBOM IOCTHLMM Poccuiickoit
Oenepannu 27 Hos0pst 2015 1., peructpamrionnsiit N 39868);

npuka3 MuHucTepcTBa 31paBooxpaneHus Poccuiickoit @enepanyuu ot 21 anpens 2016 r. N 254n
"O BHeceHMM M3MEHEHUH B mpuka3 MuHuctepcrBa 3apaBooxpaHeHus Poccuiickoit ®depepauuu ot 20
nexabps 2012r. N 11758 "OO6 yTBepKI€HUH MOpsJIKa HA3HAUYEHUS M BBIMUCHIBAHMS JIEKAPCTBEHHBIX
MIPEnapaToB, a Takke GOpPM peLenTypHbIX OJIaHKOB Ha JIEKAPCTBEHHBIE MTpernapaThl, HopsAaKa 0hOpMIICHUS
yKa3aHHBIX OJaHKOB, MX ydeTa M XpaHeHus" u mnpwiokeHne N 2 K mpukazy MHUHHCTEpPCTBA
3npaBooxpaneHusi Poccuiickoit ®enepauuu ot 1 asrycta 2012 r1. N 541 "OO yTBepkaeHUH (HOpMBbI
OJTaHKOB PELENTOB, COAEPXKAIIMX HAa3HAYEHHWE HAPKOTUYECKHUX CPEICTB WM TMCHUXOTPOMHBIX BELIECTB,
MOpsAKa MX W3TOTOBJEHUS, pacHpelleieHus, pEerucTpaluy, ydera W XpaHEHHs, a Takke IMpaBuil
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opopmienus" (3apeructpupoBan MuHUCTepcTBOM toctuliuu Poccuiickoit @enepanyu 18 uronsa 2016 r.,
peructpanrioHHblid N 42887);

IIYHKT 4 U3MEHEHU, KOTOPBIE BHOCATCS B HEKOTOPBIE NMPUKa3bl MUHHUCTEPCTBA 31paBOOXPAaHEHUS
U couuasbHOro pasButus Poccuiickoin Pepepaunun U MHUHHCTEPCTBA 3ApaBOOXpaHEHUs Poccuiickon
@enepani MO BoMpocaM oOpalleHHs JIEKApCTBEHHBIX MpEnaparoB, COAEPXKAIINX HApKOTHYECKHUE
CpElCTBa, ICUXOTPOIHBIE BELIECTBA U HMX NPEKYpPCOPbl, M JEKAPCTBEHHBIX CPEICTB, MOAJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEP)KICHHBIX IIpUKa3oM MMHHCTEpPCTBA 31paBOOXPAaHEHUS
Poccuiickoit @enepanuun ot 31 oktadbpst 2017 r. N 882n (3apeructprpoBaH MHHHCTEPCTBOM FOCTULIUU
Poccuiickoit @enepannu 9 suBaps 2018 r., peructpanuonssiii N 49561);

npuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit @enepamuu ot 11 gexabps 2019 r.
N 10211 "O BHecenuun usmeHeHu B npuinoxenus N 2 u 4 k npukasy MuHUCTEpCTBa 31paBOOXPaHEHUS
Poccuiickoit ®@enepanuu ot 1 aBrycra 2012 r. N 54n "OO yTtBepkaeHuu (Gopmbl OJaHKOB PELEHTOB,
COZEpKAIMX HAa3HAUEHUE HAPKOTUYECKHMX CPEACTB MM IICUXOTPONHBIX BEIIECTB, NOpSAAKAa HX
W3TOTOBJICHUSI, paclpeAesieHusl, PerucTpaluy, y4deTa W XpaHeHHs, a Takke mpaBui odopmieHus"
(3apeructpupoBan  MuHuctepctBoM toctuiuu  Poccniickoit  @enepanuun 28  suBaps 2020 r.,
peructpanuonnbiii N 57293);

nprka3 MuHucTepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot § okts10ps 2020 r. N 1076H
"O BHeceHMHM u3MeHeHMH B [lopsigok perucTparuu, ydeTta M XpaHEHHUs CIEHHAIBHBIX PELENTYypPHBIX
ONTaHKOB Ha HAPKOTHYECKHE CPEACTBA WM ICHUXOTPOIHBIC BEIIECTBA, YTBEP)KIACHHBIM MPUKA30M
MunuctepctBa 3apaBooxpaHeHusi Poccuiickon ®epepanuu ot 1 asrycra 2012r. N 54"
(3apeructpupoBan MunucrepctBoM tocturmu  Poccuiickoit  ®epepanuu 13 HosiOps 2020 r.,
peructpanronnbiii N 60898);

npuka3 MunmcTepcTBa 3apaBooxpanenus Poccuiickoit @enepaunu ot 14 suBapst 2019 r. N 41 "O6
YTBEPKACHUM TOpSAKAa Ha3HAYEHUS JICKApCTBEHHBIX IMpenaparoB, (GopM peuenTypHbIX OJaHKOB Ha
JIeKapCTBEHHBIE TpemnapaTsl, MOopsaka O(QOpMIICHHS YKa3aHHBIX OJAHKOB, MX ydeTra M XpaHeHUs"
(3apeructpupoBan  MunuctepctBoM roctuiuu  Poccuiickoit  ®enmeparmun 26 mapra 2019 1.,
peructpaiioHHblid N 54173);

npuka3z MuHHCTEepcTBa 3ApaBooXpaHeHus Poccuiickoir ®Denepamuu ot 11 gexabps 2019 r.
N 10221 "O BHeceHuu u3MeHeHUM B mpukaz MunucrepcTBa 3apaBooxpaneHust Poccuiickoit deneparun
oT 14 suBaps 2019 r. N 4u1 "OO0 yTBepXKJICHUH MOPSIKa Ha3HAYCHUS JIEKAPCTBEHHBIX IMpernapaToB, Gopm
pelenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHBIE TMpEmapaThl, MopsaKa opopMIICHHs yKa3aHHBIX OJIAHKOB, WX
ydyeTa ¥ XpaHeHus" (3aperucTpupoBaH MUHHCTEpCTBOM tocTtuiiuu Poccuiickoit ®Deneparum 28 sHBaps
2020 r., peructpaunoHHsiii N 57292);

npuka3 MuHHCTEpCTBA 3/IpaBooxpaHeHus Poccuiickoit @eneparuu ot 8 oktsiops 2020 r. N 10751
"O BHECEHMM U3MEHEHH B MOPSIIOK Ha3HAUEHHUS JIEKAPCTBEHHBIX IIPENAPATOB, YTBEPKACHHBIN MPUKAa30M
MunucrepcTsa 3apaBooxpanenus Poccuiickoit deneparuu ot 14 staBaps 2019 r. N 41" (3apeructpupoBaH
MunucrepctBoM roctuninu Poccuiickoit denepanuu 22 nexadps 2020 r., peructpanuonsasii N 61695);

nyHKT 3.8 MHCTpYKIMU O MOpSAKE BHINMHMCHIBAHUS JIEKAPCTBEHHBIX MpPENapaToB M OPOPMIICHHS
pelenToB M TpeOOBaHMM-HAKIAIHBIX, YTBEPKACHHOM NpukazoM MMHHCTEpPCTBA 3ApAaBOOXPAHEHUS U
couuanbHoro passutus Poccuiickoit @enepanunu ot 12 despans 2007 r. N 110 "O nopsiake Ha3HAUEHUS U
BBIMMCHIBAHUS  JIEKAPCTBEHHBIX [IpenapaToB, 1763 (12071 MEAUIMHCKOTO Ha3HaYeHUS u
CHEIMAIU3UPOBAHHBIX MPOIYKTOB JIedeOHOro MHUTaHus" (3aperucTpupoBaH MMHHUCTEPCTBOM IOCTHLIUU
Poccutiickoit ®eneparuu 27 anpens 2007 ., peructpaninoHHbiid N 9364);

npuka3 MUHUCTEPCTBA 34paBOOXPAaHEHUS U COLMAIBHOTO pa3BuThs Poccuiickoit denepauyu ot 17
masgs 2012r. N 562 "OO yrtBepxnenun Ilopsaka ormycka QU3MYECKUM JUIAM  JIEKapCTBEHHBIX
[IPEenapaToB Al MEIULUHCKOTO NMPUMEHEHHUS, COAEPXKAIIUX KPOME MalbIX KOJIMYECTB HAPKOTUYECKUX
CPEJICTB, TICUXOTPOMHBIX BELIECTB U MX NPEKYpPCOPOB Jpyrue (GpapMakoiIoruieckue akTUBHbIE BellecTBa'
(3apeructpupoBan MunucrepctBom  toctuuuu  Poccuiickoit  ®enepaumu 1 wumions 2012 r.,
peructpaiioHHbIA N 24438);

IIYHKT 2 U3MEHEHUM, KOTOPBIE BHOCATCS B HEKOTOPBIE NMPUKa3bl MUHHUCTEPCTBA 31paBOOXPaHEHUS
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u coumanpHoro passutusa Poccuiickoii ®enepaunu, YTBEpPKIEHHBIX IpukazoM MuHHCTEpCTBa
3npaBooxpaHeHus Poccuiickoit ®enepaumu ot 10 wmrons 2013r. N 369 (3apeructpupoBaH
MunucrepctoMm roctuunu Poceniickoit @enepanuu 15 urona 2013 r., peructpanmonnsiii N 29064);

npuka3z MuHucTepcTBa 31paBooxpanenus Poccuiickoit ®denepauun ot 21 aBrycra 2014 r. N 4651
"O BHECEHMH U3MEHEHHMH B MOPSNOK OTHYCKa (PU3MUYECKUM JIMIAM JIEKApCTBEHHBIX MpenaparoB JUIs
MEIUIMHCKOTO MPUMEHEHHUS, COAEpPXKAIIUX KpOME MaJbIX KOJUYECTB HApPKOTUYECKUX CPEJICTB,
NCUXOTPOIHBIX BEIECTB M HUX MPEKYpCOpoB Jpyrue (apMakoIOrMYecKHe aKTHUBHBIE BEIECTBA,
YTBEPKACHHBIM MpHKa3oM MUHHCTEpCTBAa 3ApPaBOOXPAHEHMS M COLMAIBHOrO pa3BuTHUS Poccuiickoit
@eneparun ot 17 mas 2012r. N 562H" (3apeructpupoBaH MuHHcTepcTBOM IocTHIMU Poccuiickoit
®eneparyu 10 centsiops 2014 r., peructpaunonssiii N 34024);

IIYHKT | U3MEHEHM, KOTOPBIE BHOCATCS B HEKOTOPBIE NMPUKa3bl MUHHUCTEPCTBA 31paBOOXPAaHEHUS
U couuagbHOro pasButus Poccuiickoii Pepepanun U MHUHHCTEpPCTBA 3ApaBOOXpaHeHUs Poccuiickon
®enepanuy, yTBEpKACHHBIX ITprKa3zoM MuHucTepeTBa 3apaBooxpaHeHus Poccuiickoit @enepanun ot 10
ceHtsOpss 2015 . N 6341 (3apeructpupoBan MunuctepctBoM toctunimu Poccuiickoit ®denepanuu 30
cents0ps 2015 r., peructparmonnsiii N 39063);

IIYHKT 3 U3MEHEHUM, KOTOPBIE BHOCATCA B HEKOTOPBIE NPUKa3bl MUHHUCTEPCTBA 31PaBOOXPAHEHUS
u coumanbHoro passurus Poccuiickoin Pexepanuun U MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoit
@enepanun 110 BOIpocaM OOpAIlEHUs JIEKapCTBEHHBIX IPEMNapaToB, COAEPXKALIMX HAPKOTUYECKUE
CpEICTBA, ICUXOTPOIHBIE BEIECTBA U HX HPEKYpPCOpPOB, M JIEKAPCTBEHHBIX CPEACTB, IMOAJIEKAIIUX
IIPEIMETHO-KOJIUYECTBEHHOMY YYETy, YTBEPKICHHBIX IIPUKa30M MMHHCTEpPCTBA 3APaBOOXPAaHEHUSA
Poccuiickoit @enepaunu ot 31 okrsadps 2017 r. N 882H (3apeructpupoBan MUHHCTEPCTBOM FOCTULIMH
Poccutickoit ®eneparuu 9 saBapst 2018 r., peructpanuonnsiii N 49561).

3. Penentypusie Omanku ¢opmer N 107/y-HII, u3roToBineHHBIE OO IHS BCTYIUICHUS B CHITY
HACTOSIIIETO MPUKa3a, MOTYT ObITh HCTIONB30BaHbI 0 1 MapTa 2023 roja.

4. Hacrosimuii npuka3 BcTynaer B cuity ¢ 1 mapra 2022 r. u aeiictByet 1o 1 mapra 2028 1.

MunuCTp M.A. Mypartiko

3apeructpupoBano B Muntocte PO 30 nHosiops 2021 .
Peructparnmonnsiit N 66124

Mpuioxenne N 1

K IIprkazy MHHHCTEPCTBA 31PAaBOOXPaHEeHUA
Poccuiickoii @enepauuu

oT 24 Hos10ps1 2021 r. N 1094n

Ilopsinok Ha3HAYEHUSI JIEKAPCTBEHHBIX MPENapaToB

I. O01ue moyoxKeHus

1. Ha3HaueHue JE€KapCTBEHHBIX IMpenapaToB IS MEIUIMHCKOTO TpUMEHEeHHs (nanee -
JIEKapCTBEHHBIE TPEnapaThl) OCYIIECTBISIETCS JeYaluM BpadyoM, (empAIepoM, aKylmIepKol B ciyudae
BO3JIOKCHMSI HA HUX T[OJHOMOYHMHK JIe4allero Bpaya, NpU OKa3aHUM MEIULIHMHCKOW TOMOIIM B
MeIUIMHCKMX OPTraHU3alMsX |, B [IOps/IKe, YCTAHOBIEHHOM IIPUKa30M MHHHCTEPCTBA 31PaBOOXPAHEHHUS U
conuansHoro passutus Poccuiickoit denepanuu ot 23 mapra 2012 r. N 2521 "O6 ytBepxkaenuu Ilopsaka
BO3JIOKEHUS Ha (hempAliepa, akylmiepKy PyKOBOJUTENIEM MEAMIIMHCKONW OpPTaHM3allid TMpPU OpTaHHU3aI|H
OKa3aHUsl TEPBHUYHOW MEIMKO-CAHUTAPHOW MOMOIIM M CKOPOM MEIUIIMHCKOW TMOMOIIHM OTIAEIbHBIX
GyHKIUI JTeyalero Bpaya 1o HermocpeICTBEHHOMY OKa3aHUIO0 MEIUITMHCKOW MOMOIIH MAIMEeHTy B TIEPUO/T
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HaOJIOZCHUS 32 HUM U €ro JICYeHHs, B TOM YHCIE [0 HA3HAYECHUIO M IPUMEHEHHIO JIEKapCTBEHHBIX
[IpernapaToB, BKJOYash HApKOTHMUECKHUE JIEKApCTBEHHBIE Ipenaparbl U ICUXOTPOIIHBbIE JIEKApCTBEHHBIE
npenapaThl" >,  MHIMBUAYaIbHBIMH  NPEANPHHAMATEIAMH,  OCYLIECTBJISIONIUMU  MEIUIMHCKYIO
NEeATEIIbHOCTH (J1aee - MeAUIIMHCKUE PAOOTHUKH).

MenuuuHckuii paOOTHHUK, O(QOPMMBIIMI pELENT ¢ HapyIlIeHWEM HACTOSILEro MOpsJKa, WIH
PYKOBOJIUTENh MEIUITMHCKON OpTaHU3allu 00€CIIeYnBalOT CBOEBPEMEHHOE TTepeoGopmMiIeHre TpeOyeMoro
JUIsI IALIMEHTA peLelTa.

2. CseneHuss O Ha3HAYEHHOM JIEKAPCTBEHHOM Ipemnapare (HauMEHOBAaHUE JIEKapCTBEHHOI'O
npernapara, J03MpOBKa, CHOCO0 BBEIEHUs W NPUMEHEHHUS, PEXUM JIO3UPOBAHHUSA, NMPOJODKUTEIBHOCTh
JedyeHrs 1 000CHOBaHKE HA3HAYEHUS JIEKAPCTBEHHOIO MpernapaTa) BHOCATCS MEAUIMHCKUM PaOOTHUKOM B
MEIUIMHCKYIO TOKYMEHTALIMIO MTallUEHTA.

B cnyuasx, ykazamueix B nyHkTax 8-11 nHactostmero Ilopsiaka, MemWIIMHCKUN pPaOOTHUK,
Ha3HAYMBIIMK JIEKApCTBEHHBIM mpemnapaT, opopmisieT Ha3HAYCHHE JICKApCTBEHHBIX IPENapaTtoB, B TOM
qUCIIe MOJUIekKAIUX HM3TOTOBICHUIO M OTIIYCKY alTeYHbIMU OpraHu3alUsIMU (Jajlee - JIEKApCTBEHHBIE
npenaparsl WHAMBUIYAJIbHOTO M3TOTOBJICHUS), HA PELENTypHOM OyaHKe, O()OpMIIEHHOM Ha OyMa)KHOM
HOCHUTEJIC 3a CBOSH IMOAMHUCKHIO (Jajee - perent Ha OyMa)XHOM HOCHTENE), U (MJIM) C COTJIachs IMalueHTa
WM €ro 3aKOHHOTO IIPEICTABUTENS  Ha pElEeNTypHOM OnaHke B (hOpMe 3JIEKTPOHHOTO JOKYMEHTA C
UCIOJIb30BAHUEM YCWIEHHON KBaJM(HUUUPOBAHHOM 3JIEKTPOHHON IOJNMCH MEIULUHCKOro pabOTHHKA
(manee - peuent B (popMe IEKTPOHHOTO TIOKYMEHTA).

Penent B popMe 371E€KTPOHHOrO AOKYMEHTa, COAEPKAIIMN Ha3HAUYCHHE HApPKOTHMYECKHX CPEACTB
WIA TICUXOTPOIHBIX BELIECTB, HOJIHMCHIBAECTCS C MCIOJb30BAaHHEM YCHUJICHHOW KBaJH(PHUIMPOBAHHON
3JIEKTPOHHOM MOAMMCH JIeHallero Bpaya win ¢enpaiiepa, akymepkl, Ha KOTOPBIX BO3JIOKEHbI (PYHKLIUU
JIeyallero Bpaya, 1 COOTBETCTBYIOLIEH MEUIIMHCKON Opranu3anuy *,

Odopmienue peuenTtoB B GopMe 3JIEKTPOHHBIX TOKYMEHTOB OCYILIECTBISICTCS B CIydae MPUHITUSA
YIOJHOMOYEHHBIM OPraHOM HCIOJHHUTEIBHOM BiacTH cyObekTa Poccuiickoit @enepanuil B COOTBETCTBUU
¢ nyHktoMm 4 crateu 6 @enepanbHoro 3akona ot 12 ampems 2010r. N 61-®3 "O6 obOpamnieHuun
JIEKApCTBEHHBIX CPEACTB" ® pelleHuss 00 HCIOJIb30BAHMM Ha TEPPHTOpUM cyObekTa Poccuiickoii
Qenepanun HapsAy € peLenNTaMHd Ha JIEKapCTBEHHbIE IIpenaparbl, OQOPMIIEHHBIMH Ha OyMa)XHOM
HOCHUTEINIe, PELENTOB Ha JIEKAPCTBEHHBIC IIpenaparbl, CHOPMUPOBAHHBIX B (QOpPME 3SIEKTPOHHBIX
JIOKyMEHTOB.

3. Ilpu BbImMCKE MNalnMEHTa W3 MEIUIMHCKON OpraHu3aliy, B KOTOpOH €My OKa3blBajlach
MEJMLMHCKas IOMOIIb B CTAallMOHApHBIX YCIIOBHSX, INPH HEOOXOAMMOCTH MPOJODKEHUS IpHEeMa
JIEKapCTBEHHOI'O IIperapara B aMOYJIaTOPHBIX YCIOBHUSIX JaHHOMY MAlMEHTY MO PEIIEHUI0 PYKOBOAMTENSA
MEJIMLMHCKONW OpraHU3alliy Ha3HauarTcs ¢ 0(OpMIIEHHEM pelenTa B (popMe 3JIeKTPOHHOTO JOKYMEHTa U
(unm) Ha OyMakHOM HOCHTENe (32 UCKIIOYeHHEM O(OPMIICHHS PELIECTITOB Ha JICKAPCTBEHHBIE MpeTapaThl,
HoJyIeXkalue OTIyCKy OeCIUIaTHO MJIM CO CKUJAKOH) JHMOO0 BBIAAIOTCA (MALMEHTY WM €ro 3aKOHHOMY
MIPE/ICTAaBUTENI0) OAHOBPEMEHHO C BBIMUCKOW M3 HMCTOPUU OOJIE3HU JIEKAPCTBEHHBIE IpemnapaThl, B TOM
qycjie HapKOTMYECKHE M IICUXOTPOIHBIE JIEKAPCTBEHHBIE IpemnapaTsl, BHeceHHble B crucku [ u III
NepeyHsl HAPKOTUYECKUX CPEACTB, ICUXOTPOIHBIX BELIECTB M UX MPEKYPCOPOB, MOAJIEKAIINX KOHTPOJIIO B
Poccuiickoii  ®enepanuu, yTBepkaeHHoro IlpasutensctBom Poccuiickoit @emepaunn ©  (manee -
[lepeueHs), CUIBLHOAEHCTBYIONINE JIEKAPCTBEHHBIE IIPENapaThl, Ha CPOK MpUeMa MallMeHTOM JI0 5 AHEH.

4. Ha3naueHue JEKapCTBEHHBIX IIPENapaToB IpU OKAa3aHUM MEIHWLUHCKOM IOMOIIM B
CTAI[MOHAPHBIX YCIOBUIX MOXKET OCYIIECTBISATHCS OCPEACTBOM TPeOOBaHUM MEIUIIMHCKOM OpraHu3aluy,
HaIpPaBIIIEMbIX B allTEUHbIE OPraHU3ALNH, ABIISIOIINECS CTPYKTYPHBIMU NOPa3EICHUIMHA MEIULIMHCKON
oprasu3anuu. ’

5. Ha3naueHue I€eKapCTBEHHBIX MPENAPATOB OCYIIECTBIAECTCS METUIMHCKUM PAaOOTHUKOM I10
MEXIyHapOAHOMY HENAaTeHTOBAaHHOMY HaMMEHOBAHMUIO, a MPHU €r0 OTCYTCTBHH - TPYNIHUPOBOYHOMY HIIN
XMMHUYECKOMY HaWMEHOBaHWIO. B  ciydae OTCYTCTBHS  MEXAYHapOAHOIO  HENAaTEHTOBAHHOIO
HAaUMEHOBAHMSI W TPYNIHUPOBOYHOIO WM XMMHYECKOTO HAMMEHOBAHUS JIEKApPCTBEHHOTO IIpernapara
JIEKapCTBEHHBIH Mpenapar Ha3HavyaeTcss MEAMIMHCKUM paOOTHUKOM IO TOProBOMYy HamMeHoBaHMIO. [Tpu
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HAJIMYUK MEIUIUHCKUX MOKa3aHUil (MHAMBUAyaJIbHAs HETEPEHOCHUMOCTh, M0 JKU3HEHHBIM IOKa3aHMIM)
0 pelleHHI0 BpadeOHOM KOMHCCHM MEIHMIMHCKOM OpraHM3aluu® OCYLIECTBISETCS HAa3HAuEHHE |
oopmieHre Ha3HAueHMs JIEKapCTBEHHBIX IIpernapaTtoB, HE BXOAIIMX B CTaHIAPThl MEIUIIMHCKOM
TIOMOIIH, pa3paboTaHHble B COOTBETCTBMU ¢ IyHKTOM 14 crathyu 37 ®emepanbHoro 3akona N 323-037,
WIA HE MPEeIyCMOTPEHHBIX COOTBETCTBYIOUIEH KIMHUYECKOM peKOMEHJalued, Jau00 MO TOProBbIM
HAaNMCHOBAHMAM. Pemenne BpayeOHOW KOMHCCHHM MEIWIIMHCKOHW oOpraHu3andu  (ukcupyercs B
MEJIULMHCKON JOKYMEHTAIMH MAI[EeHTa U B )KypHaJe BpaueOHOIl KOMUCCHH.

Ecnu mnpu okasaHMM MalMEeHTy MEIUIUHCKOM TIOMOIIM B MEIUIMHCKOW OpraHu3alud B
CTAllUOHAPHBIX YCJOBUAX IO PEIHICHUI0 BpaueOHOW KOMHUCCHM OCYILECTBIISIOTCS Ha3HAa4YeHUE U
IIPUMEHEHHE JIEKapCTBEHHOrO IpernapaTa ¢ KOHKPETHBIM TOPTrOBbIM HAaMMEHOBAHHUEM, TO MPU OKa3aHUU
JAHHOMY TMallMEHTY MEIMLMHCKOM IOMOLIM B HMHOM MEIUIMHCKON OpraHu3ald B CTAallMOHAPHBIX
YCIIOBUSIX, @ TaKXe B aMOYJATOPHBIX YCJOBMSX OCYIIECTBISIETCS HAa3HAUY€HHWE €My JIEKapCTBEHHOTO
TpenapaTa ¢ TeM ke TOProBbIM HauMeHoBaHueM ',

6. Ha3HaueHue JeKapCTBEHHOrO Ipernapara B pelente Ha OyMaKHOM HOCHUTENE WM pelente B
¢dopmMe BJIEKTPOHHOTO JOKYMEHTa O(QOpMISeTCs Ha HMMs MalUeHTa, s KOTOpPOro mpeaHa3HaueH
JIEKapCTBEHHBIN Mpenapar.

Penient Ha OymakHOM HocHTese, oOpMIIEHHBIH Ha penentypHoM Omanke ¢opm N 107/y-HII,
N 107-1/y, N 148-1/y-88, N 148-1/y-04(11), yTBEp>KICHHBIX HACTOSIIUM IPHUKA30M, MOXKET OBITh TOJy4CH
NAaIMEeHTOM, €r0 3aKOHHBIM IPEACTaBUTEIEM WIM JIMLOM, UMEIOIUM O(OPMIIEHHYIO B COOTBETCTBHH C
rpakJIaHCKUM 3akoHoAaTeascTBOM Poccuiickoit depepanuu JOBEPEHHOCTh OT NalMEHTa Ha IIPaBo
MOJIyYEeHHUs] TAKOTO pelenTa (Jajee - yIoJIHOMOYSHHOE JIUIIO).

[IpencraBneHne AOBEPEHHOCTH HE TpeOyeTcs B Cilydae IOJIyYeHHs pelenTa Ha JIEKapCTBEHHBIN
npernapar it UHKypabeIbHOro OOJIbHOTO Ha 3aBEPIIAIONIEM TaIle €r0 JKU3HU JIMLIOM, OCYIIECTBISIFOIINM
yXOJ 3a TaKUM HHKYypaOeiabHbIM OOJbHBIM. B TakoMm ciydae MeIMUIMHCKMA PaOOTHUK BBLAAET JIULLY,
OCYILIECTBIIAIONIEMY YXOJ 32 MHKYpaOelbHBIM OONBHBIM, JOKYMEHT, IMOATBEPKIAIONINI WHKypabeabHOoe
COCTOSIHME OOJIBHOT0, COJEpKalllMii CBEJEHHs O JuIe, KOoTopoe OyneT MojydaTh JIEeKapCTBEHHbIE
npernaparsl 1o penenty (haMuius, UMs, OTIECTBO (IOCTeIHEee - IPH HAJTUYUH), BUJ, Cepus U (UIH) HOMEP
JIOKYMEHTA, YAOCTOBEPSAIOLIETO JIUYHOCTh), 3aBEPEHHbIN MOJNMCHIO M NEYaThl0 JaHHOTO MEAMLIUHCKOTO
paboTHHKA, a TAaKXKe MMeYaThI0 METUIIMHCKOIN OpraHu3aIny.

JIoKyMeHT, NOATBEpPXKIAOIIMUNA HHKYpaOelbHOEe COCTOSHUE OOJBHOIO, OCTAETCS B AalTe4HOM
OpraHu3aluu.

Penent B popMe 31€KTPOHHOTO JOKYMEHTa (OPMUPYETCS C MCIIOJIb30BAaHMEM TOCYAAPCTBEHHON
MH(POPMALIMOHHON CUCTEMBI B cepe 3paBooxpaHeHus cyorekTa Poccuiickoit deneparin, MeIUIMHCKON
MH(POPMAIIMOHHOM CHCTEMBI MEMIIMHCKOI opranu3anuu ',

@daxkT BbIAYM pelenTa Ha JIEKapCTBEHHBIM NpernapaT 3aKOHHOMY IHPEJICTaBUTENI0 MU
YIOJIHOMOYEHHOMY JIULY (PUKCUPYETCs B MEIULMHCKON TOKyMEHTAlUY HallueHTa.

7. MeauuuHCKUM pabOTHHKaAM 3ampeniaeTcsi oGopMIIsTh pelenThl IpU OTCYTCTBUHM Yy Hal[MeHTa
MEJMIMHCKUX MOKA3aHHil; Ha He3aperuCTPUPOBAHHbIE JIEKAPCTBEHHBIE TPENapaThl '~; Ha JIEKAPCTBEHHBIE
npenapaThl, KOTOPblE B COOTBETCTBUM C MHCTPYKIMEHW MO MEAUIIMHCKOMY IMPUMEHEHUIO MpeaHa3HauYeHbI
JUIsl IPUMEHEHUS TOJIBKO B MEIMLIMHCKUX OPraHM3alMAX; Ha HAPKOTHUUYECKUE CPEJCTBA M IICUXOTPOIIHBIE
BellecTBa, BHeceHHble B crucok [l IlepeuHs, 3aperucTpupoBaHHbIE B KayecCTBE JIEKAPCTBEHHBIX
IIPENapaToB, B LENSIX IPUMEHEHHUS I JICUEHUS] HAPKOMAaHUH.

WuauBuayanbHbIM — MPEANPUHUMATENSM, OCYIIECTBISIONIUM  MEIUIUHCKYIO  JIeATeIbHOCTb,
JIOTIOJTHUTENBHO K TpeOOBaHMSAM, YyKa3aHHbIM B a03alle MEpBOM HACTOSILETro IyHKTa, 3amperacTcs
0(pOpMIISITh PELIENIThl HA HAPKOTHUECKHUE CPEJICTBA U MICUXOTPOIIHbIE BEILIECTBA, BHECEHHBIE B crincku I u
IIT Tlepeunst (nanee - HapKOTHYECKHE U TICUXOTPOIHBIE JIeKapcTBEHHbIE mpenaparbl cnuckoB II u 111
[lepeuns).

8. Ilpn Ha3zHaYeHMM HAPKOTHYECKHUX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenaparoB crucka [l
[lepeuns, 3a MCKJIIOUEHUEM JIEKAPCTBEHHBIX MPEMAapaTOB B BUJE TPaHCAEPMAIbHBIX TepareBTUYECKUX
CHUCTEM M JIEKAPCTBEHHBIX IIPENapaToB, COAEPXKAIIUX HAPKOTUYECKOE CPEICTBO B COUYETAaHUM C
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AHTarOHUCTOM OINHOMJHBIX PELENTOPOB, peuenTbl Ha OyMa)XHOM HocuTene oQOpMIIAIOTCS Ha
peuentypHoM 6sanke Gopmbr N 107/y-HII.

9. PeuentypHnslit 61ank Gopmel N 148-1/y-88 odopmisieTcs npyu Ha3HAUCHUH:

1) HapKOTMYECKUX W TCUXOTPOMHBIX JIEKApCTBEHHBIX mNpenaparoB crnucka [l Ilepeuns B Buze
TpPaHCIEPMAJIBHBIX TEPANEBTHYECKUX CUCTEM, HAPKOTHMYECKHMX JIEKAPCTBEHHBIX IpenaparoB cnucka [I
[lepeunsi, conepKaliux HAPKOTUUYECKOE CPEACTBO B COYETAHUU C AHTATOHMCTOM OMMOUAHBIX PELENTOPOB,
IICUXOTPOIIHBIX JICKAPCTBEHHBIX NpenapaTtos cnucka 11 [lepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX NPENApaTOB, COACPKAILIUX:

a) KOJAGMH WIM €ero coiu (B IepecyeTe Ha YUCTOE BEIIECTBO) B KoiauuecTBe a0 20 mr
BKJIIOUUTENBHO (Ha 1 103y TBep0il iekapcTBEHHOU (GopMbl) WiH B KonuyecTBe A0 200 M BKIIFOUUTEIBHO
(1a 100 Mt mnu 100 1 KUIKOHM JIeKapcTBEHHON (GOPMBI ISl BHYTPEHHETO IPUMEHEHN );

0) mceBmoddenpuHA THAPOXJIOPHI B KoJW4YecTBe, mnpeBbimaromeM 30wmr, u g0 60 mMr
BKJIIOYMTENBHO (Ha 1 103y TBEp0ii JIeKapCTBEHHOM (hOpMBI);

B) mceBaoddeApUHa THAPOXJIOPHI B KoJM4YecTBe, mpeBbimarmmemM 30wmr, u mo 60 mr
BKJIIOYUTEIBHO B COYETAHMU C JIEKCTPOMETOP(hAaHOM THAPOOPOMHUAOM B KOJMYECTBE, HMPEBBIIIAIOIIEM
10 mr, 1 1o 30 Mr BKItOUMUTENHHO (Ha 1 103y TBEp0i JIeKapCTBEHHOM (POpMBI);

r) nekcrpomeropdana rugpodpomua B konuuectse 10 200 mr BrimrountensHo (Ha 100 M nom 100
I' )KHJIKOH JIEKapCTBEHHON ()OPMBI JIJIs1 BHYTPEHHETO IPUMEHEHMUS);

1) 3enpuHa TUAPOXIOPHUI B KoJIHuecTBe, npesbimatonieM 100 mr, u 10 300 Mr BKIFOUUTETHHO (Ha
100 vt w100 T KUaKOM JTIeKapCTBEHHOM (hOPMBI )11 BHYTPEHHETO PUMEHEHWS ),

e) odenpura ruApOXJIOPUA B KomudecTtBe 10 S50 Mr BkIOuuTeNnbHO (Ha 1 1103y TBepaOi
JIeKapCTBEHHOU (POpMBI);

K) (eHmnmponaHOTAMMH B KOJIMYECTBE JO 75 Mr BKMOUMTenbHO (Ha 1 m03y TBepaoi
nekapctBeHHOU ¢dopmbl) uau 10 300 mr BrmrouutenbHO (Ha 100 M1 mmu 100 T skuaKo# JeKapCTBEHHOU
(bopMBI 17151 BHYTPEHHETO MTPUMEHEHHS);

3) ¢deHoOapOUTaT B KOJUYECTBE N0 15 MI' BKIIFOYMTEIIBHO B COYETAaHUH C KOJCHUHOM (WM €ro
COJISIMH) HE3aBUCHMO OT KoJnuecTBa (Ha | 103y TBepAoi JiekapcTBEHHON (OpPMBI);

) Qenobapbutan B KommuectBe 10 20 Mr BKJIIOYHTEIBHO B COYETaHMM C ddeapuHom
THIIPOXJIOPHIOM HE3aBUCHUMO OT KOJMUecTBa (Ha 1 103y TBEp0M JIeKapCTBEHHOU (OPMBI);

K) XJIOpAMA3EMOKCUl B KOJIM4ecTBe, npeBbimaromeM 10 Mr, u 10 20 Mr BKJIOUUTENBHO (Ha 1 103y
TBEP/IOH JIEKapCTBEHHOU (popMmBl);

3) NeKapCTBEHHBIX NpPEnapaToB WHIUBHIYaJbHOI'O H3TOTOBIIEHUS, COAEPKAIIMX HAPKOTUYECKOE
CPEICTBO WJIM INCUXOTporHoe BemiecTBO crivcka Il Tlepeuns, um apyrue gpapmMakoIOorHuecKue aKTHBHBIC
BEUIECTBA B J03€, HE INPEBBINANOIIEH BBICIIYI0 pPAa30BYH 03y, W IpPH YCIOBHH, 4YTO ITOT
KOMOMHHMPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar HeE SBJISETCS HApPKOTUYECKUM WIM IICUXOTPOIHBIM
JICKapCTBEHHBIM npenaparom crucka Il [lepeuns;

4) I5exkapCTBEHHBIX IpenapaToB, BKIIOYEHHBIX B I[I€pPEU€Hb JIEKAPCTBEHHBIX CPEJCTB IS
MEJULMHCKOTO MPUMEHEHHUSI, MOJIIeKAIINX MTPEIMETHO-KOJIUUYECTBEHHOMY YUeTy (Jajiee - JeKapCTBEHHbIE
Tpenaparhl, BKIIOUEHHbIE B epedens [TKY) 12,

10. Penentypusiii 61ank ¢popmel N 148-1/y-04(11) opopmisieTcss Npy Ha3HAYSHUN JIEKapCTBEHHBIX
[IpernapaToB IrpaxJaHaM, UMEIOLIUM IPaBO Ha OECIUIaTHOE MOJyuyeHHUE JIEKApPCTBEHHBIX MPENapaToB WM
II0JTyYEHUE JIEKAPCTBEHHBIX IIPENAapaToOB CO CKUIKOM.

11. Penentypusiit 01ank Gopmbr N 107-1/y opopmiisercs npu Ha3HAYEHUU:

1) tekapCTBEHHBIX MPENapaToB, HE YKa3aHHBIX B MyHKTax 8, 9 HacTosmero [lopsaka;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToOB, COACPKAILINX:

a) JproraMMHa TUAPOTAPTPAT B KOJIMYECTBE [0 5 MI' BKIIOUUTENBHO (Ha | 103y TBepIoi
JIEKapCTBEHHON (OPMBI);

0) adenpuna runpoxnopun B konudectse A0 100 mr BrmrountensHo (Ha 100 M wmm 100 T Kuakoid
JIeKapCTBEHHON ()OPMBI JIJIsl BHYTPEHHETO IPUMEHEHHUS );

B) MceBaod(enpuHa rUIPOXJIOpUa B KoJndecTBe, He mpesbimatomeM 30 mr (Ha 1 103y TBepaoit
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JIeKapCTBEHHON (HOPMBI);

r) mnceBaoddeaprHa TUIPOXJIOPUJ B KOJMYECTBE, He MpeBbimaromeM 30 M, B COYETaHUU C
JeKCTpoMeTophaHOM THAPOOPOMHUIOM B KOJIMUecTBe, IpeBbimatomeM 10 mr, 1 10 30 MI BKIIOYUTEIBHO
(ra 1 mo3y TBEpAOI JIeKapCTBEHHOH (OPMBI);

) JekcTtpomeropdaHa THIpoOpoMHJ B KonuyecTBe, mpesbimaromeM 10wmr, u go 30 mr
BKITIOYHMTENBHO (Ha 1 103y TBEp/I0ii JIEKapCTBEHHOU (HOPMBI);

e) ¢peHobapbuTan B KoiauuecTBe, mpesbimaromeM 20 Mr, u 10 50 Mr BrmouuTenbHO (Ha 1 103y
TBEP/IOH JIEKapCTBEHHOU (pOpMBI);

K) (enoOapOutan B komuyectBe 10 20 MI' BKJIIOYUTEIBHO B COYETAHUU C 3PrOTAMHHOM
TUAPOTAPTPATOM HE3ABUCUMO OT KoJnuecTBa (Ha 1 103y TBep0if JeKapCTBEHHON (POpMBI);

3) XJIOpAKAa3enoKcH B KoiauuecTBe 10 10 Mr BkItounuTesnbHO (Ha 1 103y TBEpIOi JIeKapCTBEHHOM
(bopMbI).

12. Ilpn Ha3HaYEeHUM JEKAPCTBEHHOI'O IpenapaTa WHAUBUAYAIbHOIO M3TOTOBJIECHMS B pELENTE Ha
OyMa)KHOM HOCHUTEJNE U (W) perernte B GopMe 3JIEKTPOHHOTO TOKYMEHTa HAMMEHOBAHHUS JICKAPCTBEHHBIX
cpenctB (BemiecTB), BKJIOUEHHBIX B repeuenb [IKY, ykaspiBaioTcs B Hayale perenrta, 3aTeM - BCe
OCTaJIbHbIE HHTPEIUEHTBHI.

13. Ilpu Ha3HAYEHUM JIEKAPCTBEHHOTO MperapaTra B peuente Ha OyMaKHOM HocUTede U (MJIIH)
peuente B (opMe 3IEKTPOHHOTO JOKYMEHTA 3alPellaeTcsl MPEBBIIIATh KOJUYECTBO HAPKOTHUYECKUX
CPEICTB MJIM ICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BHIITCAHO B OHOM PEIIETITE, YCTAHOBIEHHOE
npunoxenueMm N |1 k Hacrosgmemy [lopsiaky, 3a UCKIIOUEHUEM CIIy4YaeB, YKa3aHHBIX B MyHKTax 15 u 24
Hacrosero [lopsaka.

14. Ilpn Ha3HaUYEeHUU JICKAPCTBEHHBIX IMPENapaToB, BKIOYEHHBIX B riepedeHsb [IKY, no3a koTopbix
NPEBbIIIACT BBICIIMKA OAHOKPATHBIA TpPUEM, MEIUIMHCKHNA pabOTHUK 00O03HAYaeT JMd03y JTOro
JIEKapCTBEHHOI'O IIpernapara B pelente Ha OyMa)XKHOM HOCHUTENE IPONMCHIO C IPOCTaBIECHUEM
BOCKJIMIIATEIILHOTO 3HAaKa M (MJIHM) MPOCTABISIET BOCKJIMLATENBHBIA 3HAK NpU O(OPMIICHHH pelenTa B
(bopMe 3IEKTPOHHOTO JJOKYMEHTA.

15. KonuuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BKIOYEHHbIX B nepeuensb [IKY, mpu
OKa3aHUM MALUEHTaM, HYKAAOIUMCS B IJIMTEIbHOM JICUCHUH, IEPBUYHON MEIUKO-CAaHUTAPHOU MOMOLIH
Y MaJUIMaTUBHON MEAUIIMHCKON MOMOIIM MOXET ObITh YBEJIIMYEHO C YYETOM KIMHUYECKUX PEKOMEHIAaluil
He Oosiee yeM B 2 pa3a MO CPABHEHUIO C KOJIMYECTBOM HAPKOTHMUYECKUX CPEJICTB WM INCUXOTPOIHBIX
BEIIECTB, KOTOPOE MOXKET OBITh BBHINMHCAHO B OIHOM pEIenTe, YCTaHOBIEHHBIM npuiokennem N | K
Hacrtosiemy [lopsaky.

B ciydasix, mpeyCMOTpeHHbIX ab3alieM IepBbIM HACTOSIIEro MyHKTa, Ha perenTax Ha OyMa)kHOM
HocuTene mpousBoauTcs Haanuch "Ilo cnennanbHOMY Ha3HAueHHIO", OTAEIBHO 3aBEpEHHas MOANUCHIO
MEUIIMHCKOTr0 pa0OTHUKA M Ie4YaTbl0 MEAMLIMHCKOW opraHuzauuu "/[ns peuentoB", Ha peuenrtax B
dopmMe 3NIEKTPOHHOrO JOKyMEHTa Mpou3BoauTcss ortmerka "[lo crnenuanbHOMYy Ha3HadyeHUIO" C
IIPOCTaBJICHUEM YCHIICHHOM KBATM(PUIIMPOBAHHOM 3JIEKTPOHHOM MO/IINCH MEIULIUHCKOTO pabOTHHUKA.

16. CocraB J1eKapCTBEHHOrO Ipernapara, JIeKapcTBeHHass (Gopma U oOpalleHHe MEIULUHCKOrOo
paboTHHKA K (apMaleBTHYECKOMY pabOTHUKY 00 OTIyCKE JIEKapCTBEHHOTO Mpemnapara Ha OyMa)KHOM
HocuTelle OOPMIISIOTCS Ha JIATUHCKOM WJIM PYCCKOM SI3bIKE B POAMTENBHOM MaJIeXKe, 32 UCKIIOYCHUEM
oopMIIeHHs pELENTOB B (hOpME FIEKTPOHHOTO JOKYMEHTA, OCYILECTBIISIEMOIO HAa PyCCKOM SI3BIKE.

[Ipu odopmieHHH peuUenTypHbIX OJIAHKOB JIOMYyCKaeTcs HCIOJIb30BAHME COKpAllleHHi
(mpunoxxenne N 2 k HactosmeMy [lopsnaky).

IIpy Ha3HaueHUM JIEKAPCTBEHHOI'O IIpernapaTa HE JOINYCKAeTCs COKpalleHWEe HauMEHOBAaHUMI
MHTPEMEHTOB, COCTABIISIIONINX JIEKAPCTBEHHBIH MpenapaT, He MO3BOJSIONINX YCTAaHOBUThH, KAKOM HMEHHO
JIEKapCTBEHHBIN MpenapaT Ha3HaueH.

17. Cnoco® mpuMeHeHus JIEKapCTBEHHOTO IpernapaTa 0003HaYaeTcsl C yKa3aHWeM IyTH BBEJICHUS,
JI03bl, 4acCTOTBI, BPEMEHU IIPUEMa OTHOCHUTEIBHO CHA (YTpPOM, Ha HOYb) M €ro JJIUTEIBHOCTH, a s
JIEKapCTBEHHBIX MPENapaToB, B3aUMOACUCTBYIOIIMNX C MUILEH, - BpeMEHH UX YNOTPeOIeHHs] OTHOCUTEIHHO
IpreMa NULIK (1O €bl, BO BpeMs €/1bl, II0CIIE E1bl).
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18. IIpu HEOOXOAUMOCTH HEMEJICHHOTO UM CPOYHOTO (B TeYEHHE ABYX pabouux THEH) OTImycKa
JIEKapCTBEHHOI'O MpernapaTta NaleHTy B BEpXHEHW YyacTH pelenTta Ha OyMa)XXHOM HOCHUTEJIE TPOCTaBISIOTCS
ob6o3HayeHus "cito" (cpouyHo) mim "statim" (HemeIeHHO). AHAJIOTHYHbIE 0003HAYEHHSI TTPOCTABISIIOTCS B
BUJIE OTMETOK MpHU 0(POpPMIIEHUH peLienTa B popMe 3JIEKTPOHHOTO TOKYMEHTA.

19. ITpu oopmieHnn Ha3HAYEHHS TOTOBOTO JIEKAPCTBEHHOTO Mpernapara B pelente Ha OyMaKHOM
HOCUTENIE WIM pernente B (opMe SJICKTPOHHOTO JIOKYMEHTa KOJHYECTBO JICHCTBYIOIIMX BEIIECTB
YKa3bIBa€TCs B COOTBETCTBMM C MHCTPYKLHMEN 10 MEIULIUHCKOMY IPUMEHEHHIO JIEKaPCTBEHHOI'O
npenapata. JlomycTUMO yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPEMApaTOB CUCTEMHOIO JEHUCTBUS (IS
pe30pOTUBHOTO TpUeMa) B TBEP/BIX JEKApCTBEHHbIX (opmax (Hampumep, TabaeTKH, MOPOIIKH, KATCyJIbl)
KaK COJEep)KaHHuE OJIHOTO WJIM HECKOJIbKMX JCHCTBYIOIIMX BEIIECTB B €JUHUIIAX Macchl (B IpaMMax,
MWIIMTpaMMax). JIomycTUMO yKa3bIBaTh JO3MPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOrO NeHCTBUS
(n7s1 pe30pOTUBHOIO MPUMEHEHHUS) B KUAKUX JIEKAPCTBEHHBIX popMax (HampuMep, pacTBOPHI, CyCIIEH3UN)
KaK COJEp)KaHUE OJHOIO WM HECKOJIBKMX JEHCTBYIOIIMX BEILIECTB B €IMHUIAX MAacChl Ha €IUHUILY
obbeMa (HampuMep, MIJUTATPaMM/MUAJUTHIIMTP) ¢ YKa3aHUEM 0011ero oobema JiekapcTBeHHOU (OpMBI.

[Tpu odopmiileHur Ha3HAUEHHs JIEKAPCTBEHHOTO MpernapaTa MHIMBUAYAJIBHOI'O HM3TOTOBJICHUS B
periente Ha OyMa)KHOM HOCHUTEJIE WK peLenTe B opMe dJIEKTPOHHOTO JOKYMEHTa KOJMYECTBO TBEPAbIX U
ChIMy4nX (apMareBTHUECKUX cyOcTaHmui ykasbBaeTcs B rpammax (0,001; 0,5; 1,0), xugkux - B
MUWUTWINTPaX, TpaMMax M Karisix.

20. Penentbl Ha OyMa)xHOM HocuTene, B (hopMe 3JIEKTPOHHOIO JOKyMEHTa, O(OpMIICHHBIE Ha
peuentypaoM Omanke ¢dopmbl N 148-1/y-88 w mnpemHasHadyeHHBIC MJI1 OTIYCKa JIEKAPCTBEHHBIX
IpenaparoB, MPelyCMOTPEHHBIX MojanyHkTamu 1-3 mynkra 9 Hactosmiero Ilopsnka, neicTBUTENBHBI B
TeueHue 15 quel co mHA ohopMIICHHS.

21. Penentsl Ha OymMa)XHOM HocuTene, B (opMe 3JIEKTPOHHOTO JOKyMEHTa, O(OpMIICHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-04(1) w npemHa3Ha4YeHHBIC IS OTIYCKAa JICKAPCTBEHHBIX
IIpernapaToB IpaxjaaHaM, ykazaHHbIM B nyHkre 10 Hacrosimero Ilopsiaka, neiictBurensHbl B TeueHue 30
IHEN co qHS ohOopMIICHHS, 32 UCKIIOYEHUEM clTydyaeB 0(hOpMIICHUS pelenTa B COOTBETCTBUU C ITyHKTAMU
38 u 39 nacrosmero [lopsaka, mpu KOTOPBIX OH ACHCTBUTENEH B TeUeHUe 15 qHel co aHA 0popMIIeHHS.

22. Peuentsl Ha OymMa)kHOM HocuTelle, B (opMe 3JIEKTPOHHOTO JTOKyMEHTa, O(OpMIICHHBIE Ha
peuentypuoM Omnanke Qopmbl N 148-1/y-04(1) u mnpeaHa3HaueHHbIE JUISI OTIYCKA JIEKAPCTBEHHBIX
MpernapaToB TrpaxkiaHaMm, JOCTUTIIMM TEHCHOHHOTO BO3pacTa, WHBAIWIAM TEpBOM  TPYMIHI,
JNEeTSM-UHBAIMIAM, a TaKKe TPaKIaHaM, CTPAJAaroIldM XPOHHUYECKUMH 3a00JEBAHUSAMH, TPEOYIOIIUMH
JUTUTETTLHOTO KYPCOBOTO JIeUeHHsl, JeiicTBUTeNbHBI B TeueHue 90 mgHeil co maHs odopmieHus, 3a
HCKIIIOYEHHEM CJIy4aeB, YKa3aHHbIX B IyHKTax 38 u 39 Hacrosmero llopsaka, mpu KOTOpBIX OH
JIEWCTBHUTEINICH B TeueHue 15 gHel co qHs opopMIIeHUS.

s neveHuss XpOHUMYECKUX 3a00J€BaHMM YyKa3aHHBIM KaTEropusiM TIpa)<JIaH JIEKapCTBEHHBIE
npemnapaTtsl ¢ 0OpMIICHHEM PEIEeNTOB Ha OyMa)KHOM HOCHTEJIE WM PEEeNnTOB B (OpPME 3JIEKTPOHHOTO
JIOKyMEHTa MOTYT Ha3HauaThCs Ha Kypc JieueHus 1o 180 nHe.

23. Penentsl Ha OyMa)XHOM HocuTene, B (hopMe 3JEKTPOHHOIO JOKyMEHTa, O(OpMIIEHHBIE Ha
peuentypaoM Onanke Gopmer N 107-1/y u mpenHa3sHaueHHBIE TSI OTIYCKa JIEKAPCTBEHHBIX MPENapaToB,
IpelyCMOTpeHHbIX ITyHKTOM |1 Hacrosmero Ilopsnka, nelictBuTenbHbl B TedyeHue 600 qHER co AHSA
odopmIIeHHS.

[lpy Ha3HaueHMM TOTOBBIX JIEKAPCTBEHHBIX INPENapaToB M JIEKapCTBEHHBIX IpenapaToB
MHAWBHUIYaJIbHOIO M3rOTOBJICHUS MallMeHTaM ¢ 3a00JIeBaHUSMHU, TPEOYIOIUMHU JUIUTEIBHOIO KypCOBOTO
neueHus, ¢ opopmieHreM Ha peuentypHoMm Omanke Gopmbl N 107-1/y penenta Ha OyMa)KHOM HOCHUTENE
WK B (hopMe 3JIEKTPOHHOTO JTOKYMEHTa YCTaHABIMBACTCS CPOK JEUCTBUS peLeNTa B Ipeaenax 10 OJHOTO
roja.

B cnywae ycraHoBieHMsl cpoka AEMCTBHS pelenTa B Ipeaeiax A0 OJHOTO roja B pelente
npousBoauTcs Haamuck: "Ilo cneumanbHOMY Ha3HaueHHIO", 0003HaYaeTcs CPOK JEHCTBHS pelenta u
NEPUOANYHOCTh OTIYCKa JIEKAPCTBEHHBIX MPENapaToB U3 alTeUHOW OpraHW3alliy WM WHAUBHIYaJIbHBIM
NpeNpUHUMATENeM, UMEIOIMM JMLIEH3HI0 Ha (apMaleBTHUECKYI0 JeATeNbHOCTh ¢ (exeHedenbHO,
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€KEeMECSIUHO M WHbIE Mepuojbl). JIOMOMTHUTENBHO 3TO yKa3aHHE 3aBEpsieTCS MOIMHCHI0 MEIUIIMHCKOTO
pabOTHUKA, a TaK)Ke MevYaTbio MEIULIMHCKON opranu3anuu "Jlns peuentos" (s peuenrta Ha OyMaXHOM
HOCHUTEJIE) WIM YCHUJIEHHON KBAIU(UIIUPOBAHHOM 3JIEKTPOHHON TMOJANUCHI0 MEIUIMHCKOTO pabOTHHKA U
JUIa, YIOJHOMOYEHHOIO 3aBEPATh JOKYMEHThl OT MMEHU MEAMIMHCKOW OopraHu3aluu (IUis peuenta B
(dbopMe PIEKTPOHHOTO JOKYMEHTA).

24. Penentbl Ha JIEKapCTBEHHbIE Ipemnaparhbl, BKIOYeHHble B nepeueHs [IKY, nng neuenus
MaIMEeHTOB C XPOHUYECKUMHU 3a00JIeBaHUSIMU MOTYT O(hOpMIIATBCS Ha Kypc JeueHus 10 60 nHeil.

B cinygae, xorma kypc nedeHus coctaBimseT 6osnee 30 mqHEH, JOMOTHUTENBHO B peIENTaxX Ha
OyMa)kHOM HoOcHTeNe Mpou3BoauTcs Haanuch "lIlo cnenuanbHOMY Ha3Ha4YeHHIO", 3aBepeHHas MOANUCHIO
MEJIUIIMHCKOTO PabOTHHWKA W TeYaThl0 MEIMIIMHCKON opraHu3anuu "Jlns penenToB", Ha perentax B
dopmMe 3NEKTPOHHOrO JOKyMEHTa Mpou3BoauTcs oTMmerka "[lo crenuanpHOMY Ha3HA4yeHUIO" C
MIPOCTaBJICHUEM YCUJIEHHON KBAIM(DUIIMPOBAHHOM SJIEKTPOHHON IMOANKUCH MEIUIUHCKOTO pabOoTHHKA U
JM1A, YIIOJTHOMOYEHHOTO 3aBEPATh JOKYMEHTBI OT UMEHU MEIULIMHCKON OpraHn3alyu.

25. Penent Ha OymMa)kHOM HOcUTele B (opMe S3JIEKTPOHHOTO JOKYMEHTa, O(GOpPMIICHHBIA C
HapyIlIeHHEM yCTaHOBICHHBIX HacTosmuM [lopsiakom TpeGoBaHuU, cUMTACTCA HECHCTBUTEIIBHBIM.

I1. HazHauyeHue JieKapCTBEHHBIX NPENapaToB IPU 0KA3aHUM MeIMIMHCKOMN IOMOIIYU B
CTALMOHAPHBIX YCJIOBHAX

26. Ilpn okazaHWM MAIMEHTY MEIUIIMHCKOW MOMOIINM B CTAallMOHAPHBIX YCJIOBHUSX Ha3HAYEHUE
JICKapCTBEHHBIX MPENapaToB IMPOU3BOAUTCS 0e3 oQpOopMIICHHS pelenTa METUIMHCKAM pPaOOTHHUKOM
€IMHOJIMYHO, 32 HCKIIIOUEHUEM CIIy4aeB, YKa3aHHBIX B IIyHKTe 27 HacTosAwero Ilopsaxka.

27. CornacoBaHue Ha3HAUEHUS JIEKAPCTBEHHBIX IIPENapaToB C 3aBEAYIOLIUM OTACJICHUEM WIH
OTBETCTBEHHBIM JIC)KYPHBIM BPauyOM JIMOO APYTUM JIMLOM, YIOJHOMOUYEHHBIM MPUKA30M IJIABHOTO Bpayda
MEJIMLMHCKOW OpraHM3alui, a TakXke, MpH HAIWYHH, C BPauyoM - KIMHHYECKUM (HapMaKoIOroM
HEO0XO/IMMO B CIIydasix:

1) 0THOBpEMEHHOTO HAa3HAYEHUS IIATH U O0JIee JIEKAPCTBEHHBIX MPETapaToB OJHOMY HAIUEHTY;

2) Ha3HAYEHUS JIEKAPCTBEHHBIX NIPENAPaTOB, HE BXOASIIUX B [1€PEUEHb )KU3HEHHO HEOOXOAUMBIX U
Ba)XHEHIINX JIEKAPCTBEHHBIX MPENapaToB '°, NpM HETHIMYHOM TEYEHUH 3a00JIEBaHMS, HAIMYMH
OCJIOKHEHHUH OCHOBHOrO 3a0o0jieBaHMs W (MJIM) COIYTCTBYIOIIMX 3a00JeBaHMi, INpPH Ha3HAYEHUU
JIEKapCTBEHHBIX TNPEnapaToB, OCOOCHHOCTH B3aWMOJECHCTBUS M COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLIMSAM IO HUX MPUMEHEHHMIO TMPHUBOAAT K CHIDKEHUIO 3(QQeKTMBHOCTHM U 0e30macHOCTH
(dapmakoTepanuu U (WIK) CO3/1al0T MOTEHLUNATIbHYIO OACHOCTD JJIsl ’KU3HU U 3/10POBbs MALlMEHTA.

B ykazaHHBIX cilyyasiXx Ha3Ha4eHHE JIEKAPCTBEHHBIX IpenapaToB (QUKCUPYETCS B MEAMLUHCKON
JOKYMEHTallUM MallMeHTa M 3aBepsieTcs MOJANUCHI0 MEIUIMHCKOro pabOTHHKA M 3aBEAYIOLIETO
oTJesieHueM (OTBETCTBEHHOTO JIEKYypPHOI'0 Bpaya WM JPYroro ynoJIHOMOYEHHOTO JIMLIA).

28. MeauuMHCKUM paOOTHUK MEIUIMHCKOM OpraHu3aluu (€€ CTPYKTYpHOTO MOJpa3jiesieHus),
pacoJIO)KEHHOM B CEIBCKOM HACEJIEHHOM IIyHKTE, OCYILECTBISIET Ha3HAYEHHE JIEKapCTBEHHBIX
IIpenapaToB B ClIy4asixX, yKa3aHHBIX B IyHKTax 27 n 29 Hacrosmero [lopsaaka, eIMHOINYHO.

29. Ilo pemenuto BpauyeOHOW KOMHCCHM MAaIlMEHTaM MHpU OKa3aHUM UM MEIMLMHCKON MOMOIIU B
CTal[MOHAPHBIX YCJOBHUSX HA3HAYalOTCSl JIEKAPCTBEHHBIE Ipenaparhl, HE BKIIIOUEHHBIE B IIEPEUYCHb
KMU3HEHHO HEOOXOMUMBIX M BaKHEHIIMX JIEKapCTBEHHBIX IIpernapaToB, B Cllyyae HMX 3aMEHbl HU3-3a
MHAVBUyaJIbHON HENIEPEHOCUMOCTH, 10 )KU3HEHHBIM [TOKa3aHUSM.

Pemenne BpaueOHON KomHccHH (PUKCHpPYETCS B MEIMIMHCKOW JOKYMEHTAllMM TMAalleHTa Hu
KypHaJie BpaueOHOM KOMUCCHUH.

30. B caywasx oOciemoBaHMs M JIEYCHUS TPakKJaHMHA B CTAlMOHAPHBIX YCJIOBHSX B pPaMKax
MPEIOCTABJICHUS METUIIMHCKUX YCIYT Ha BO3ME3/IHOM OCHOBE 3a CUET JIMYHBIX CPEJICTB IPaXKaaH, CPEICTB
IOPUJIMYECKUX JIMI] U WHBIX CPEJICTB Ha OCHOBaHMM JOTOBOpPA, B TOM YHUCIE JIOrOBOPa JOOPOBOJIHHOIO
MEMIIMHCKOTO CTPAaXOBaHUs '°, eMy MOTYT OBbITh Ha3HAYEHB! JIEKAPCTBEHHbIE MPENapaThl, HE BXOIAIIME B
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MEepeUCHb KU3HCHHO HCO6XOI[I/IMBIX U BaXKHEHUIITNX JICKApCTBCHHBIX HPCIAapaToB, €CJIN UX HA3HAYCHHUC U
MMPUMCHCHUC 06yCJ’IOBJ'I€HO MCIUIMHCKUMU ITOKa3aHUSIMHU.

II1. HasHa4yeHuUe JIeKAPCTBEHHBIX MPENAPaTOB NMPH 0KA3aHWH NMEPBUYHOM MeIUKO-CAHUTAPHOM
MOMOIIU, CKOPOH MeAMIMHCKON MOMOLIM U NAJUVIMATUBHON MeIUIUHCKON MOMOIIHU

31. IIpu oka3aHuWM NEPBUYHONM MEIMKO-CAHUTAPHOW MOMOIIM W MAJUIMATUBHON MEIUIIMHCKOMN
MOMOINA B aMOyJIaTOPHBIX YCJIOBUSX HA3HAYCHHE JICKAPCTBEHHBIX TIPEMAapaToOB OCYIIECTBIISECTCS
MEIUIIMHCKUM PaOOTHUKOM B CIydasix TUITUYHOTO TEUCHHsI 3a00JIeBaHMUs MAIIMEHTA UCXOS U3 TAKECTH U
xapakrtepa 3a00JieBaHHUs.

32. HazHaueHHe JIEKapCTBEHHBIX MPEMapaToB MO PEHICHUIO BpaueOHOW KOMHCCHUU MPHU OKa3aHUU
MEPBUYHON MEIUKO-CAHUTAPHON TMOMOIIY, MAJUTMATUBHON MEIUIIMHCKOW TOMOINM B aMOyJIaTOPHBIX
YCIIOBUSX IPOU3BOAUTCA B CIIy4asX:

1) ogHOBpEeMEHHOTO Ha3HAYEHHUS OJHOMY MAlMCHTY ISATH U 0oJiee JIEKAPCTBEHHBIX MPEMapaToB B
TEUECHUE OJTHUX CYTOK WJIM CBBILIE AECATH HAMMEHOBAHU B TEUEHUE TPUALATH THEM;

2) Ha3HAYCHHUS JICKAPCTBEHHBIX TMPEMApaTOB MPH HETUIIMYHOM TEUEHUHU 3a00JICBaHMS, HATUYUH
OCIIO)KHEHUH OCHOBHOTO 3a0oneBaHuss W (WJIM) COMYTCTBYIOIIMX 3a00JIeBaHWM, NP Ha3HAYCHHUH
JIEKapCTBEHHBIX IIPENapaToB, OCOOCHHOCTH B3aMMOJICUCTBHSI M COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKUHUSAM IO WX TPUMEHEHUIO MPUBOAIT K CHUKECHHIO A(P(HEKTHUBHOCTH U OE30MACHOCTH JICUCHHS
ManuenTa u (WIKM) CO3/Ial0T MOTEHIIMAIBHYIO OTTACHOCTD JIJISl )KU3HH U 3JI0POBbBS MAIIUEHTA;

3) NEepBUYHOrO HA3HAYCHMS TMAIMEHTY HAPKOTUYECKUX M TMCUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapatoB crivickoB Il u III [Tepeuns (B ciyyae IpHHATHS PYKOBOJIUTEIEM MEIUITMHCKON OpraHU3aIMN
pelIeHrs 0 HEOOXOAMMOCTH COTJIACOBAHHS HAa3HAUCHUSI TaKUX JIEKAPCTBEHHBIX MPEMapaToB ¢ BpauyeOHOM
KOMHCCHEH ).

33. IloBTOpHOE HA3HAYEHHE HAPKOTUYECKUX M TICHUXOTPOIHBIX JIEKAPCTBEHHBIX MpenapaToB
criuckoB [ u 11l Tlepeuns mpou3BOAUTCS MEIUIIMHCKAM PAOOTHHKOM CaMOCTOSITEIbHO WM €IHMHOJIUIHO
0e3 ydacTusi BpaueOHOW KOMHCCHHU TAalMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHAPOMOM JHOOOTO TeHe3a,
HapylmIeHHWEeM CHa, CYJIOPOXHBIMH COCTOSHHMSIMH, TPEBOXKHBIMU  paccTpoiicTBaMu,  (GoOusimu,
MICUXOMOTOPHBIM BO30YXKICHUEM.

34. Ilpu oka3aHMM CKOPOM MEAMIIMHCKON TOMOIIM JIEKAPCTBEHHBIE MpemnapaThl Ha3HAYAKOTCA
MEIUIIMHCKUM pa0OTHUKOM BBIC3JTHOH OpHUragsl CKOpPOW TIOMOINM, MEAWIIMHCKAM pPabOTHUKOM
MEJIUIIMHCKOW OpraHu3allid TPU OKa3aHWW MEJMIIMHCKON TOMOINM TpakJaaHaMm TpH 3a00JICBaHUSX,
HECUYACTHBIX ClIly4asiX, TpaBMaxX, OTPABJICHUSAX U JPYTUX COCTOSHHSIX, TPEOYIOIIMX CPOYHOTrO
MEIHMIIMHCKOI0 BMEIIaTeILCTBA.

IV. Haznauenue JiekapcTBeHHBIX NPeNapaToB IpakaaHaM, HMeOIIMM IPaBo Ha OecriIaTHOe
NOJIyYeHHE JICKAPCTBEHHBIX NPEeNapaToB WM MOJy4YeHHe JeKAaPCTBEHHBIX NIPENapaToB cO CKUIKOM,
NPHU 0KA3aHUM NEPBUYHON MEIMKO-CAHUTAPHON MOMOILIH

35. Ilpu oka3aHuM MEPBUYHON MEAMKO-CAHUTApPHOM TIOMOIIM Ha3HauY€HUE MEIULUHCKUM
pabOTHHKOM HAa OCHOBE KIMHUYECKHX PEKOMEHJAIMH U C YU4eTOM CTaHIapTOB MEIUIMHCKON momory '/
JIEKapCTBEHHBIX MPENapaToB, OTIYCKaeMbIX OECTIIIATHO MJIM CO CKHJIKOH, rpa)<1aHaM, MUMEIOIINUM IpaBo Ha
o0ecrieueHne JIEKapCTBEHHBIMH TIpenapaTaMy 3a CUET CPEJCTB OIO/HKETHBIX aCCUTHOBAHHH (eepaaIbHOTO
OrokeTa M OroKeToB cyObekToB Poccuiickoil denepannu, OCyIIECTBISETCS HA PELeNTypHOM OJaHKe
N 148-1/y-04(m).

[Ipu odopmienun penenta Ha Omanke (opmbr N 148-1/y-04(;1) Ha OyMakHOM HOCHTENE
OoOPMIISIOTCSL 1Ba SK3EMIUISIpA, OAMH W3 KOTOPBIX OCTAeTCs B ANTEYHOH OpraHW3alllH, BTOPOW - B
MEJIULMHCKONW JOKYMEHTAIUH MAI[UeHTA.

29.09.2023 Cucrema TAPAHT 10/33


https://internet.garant.ru/document/redirect/5756200/1111
https://internet.garant.ru/document/redirect/12112176/222
https://internet.garant.ru/document/redirect/12112176/333
https://internet.garant.ru/document/redirect/12112176/222
https://internet.garant.ru/document/redirect/12112176/333
https://internet.garant.ru/document/redirect/5181709/0

[Tpuka3z Munucrepcrsa 3upaBooxpanenusi PO ot 24 HosOpst 2021 r. N 1094u "O0 yrBepxkaeruu [lopsiika Ha3HAYeHUS. . .

36. IIpaBo Ha3HayaTh JIEKApPCTBEHHBIE MpenapaThl rpakJaHaM, UMEIOUINM IpaBo Ha OecriaTHOe
MOJTyY€HHUE JIEKAPCTBEHHBIX MIPENapaToB WK MOITYYEHHE JIEKApCTBEHHBIX MPENapaToB CO CKUIKOM, TaKxkKe
UMEIOT:

1) MmenumHCKHE paOOTHUKH, padOTaIOMIME B METUIIMHCKON OPTaHU3aIlH 110 COBMECTUTENILCTBY (B
mpeJenax CBOe KOMIIETEHITUH );

2) MeAMUIMHCKUE PAaOOTHHKH CTAIllMOHAPHBIX OpPTaHHW3alHMi COLMAIBHOTO OOCTYXMBaHUS TpPHU
HAIMYUM JMIEH3UM HAa OCYLIECTBJIEHHE MEIMIMHCKON JesATeNbHOCTH '°, HpelycMaTpHBaloliei
BBIMIOJIHEHHE padoT (OKa3aHHWE YCIYr) N0 OKAa3aHUIO0 MEPBUYHON MEAMKO-CAaHUTAapHONM NOMOIIM B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHUCHMO OT BEJOMCTBEHHOM MPUHAANICKHOCTH);

3) MeauUMHCKHE paOOTHUKM MEIUIMHCKUX OpraHu3aluil, OKa3blBAIOIIUX [EPBUUYHYIO
MEMKO-CAaHUTAPHYIO ITOMOIIb, TTOJIBEJOMCTBEHHBIX (heepaTbHbIM OpraHaM UCIIOTHUTEILHOU BIACTH WIIH
opraHam HMCIIOJIHUTEIbHOM BiacTu cyObekToB Poccuiickoit denepanunu;

4) WHAMBHIyaJbHbIE TPEINPUHUMATEIHN, OCYIIECTBISIONNE MEAWIMHCKYIO ACSITeNbHOCTh H
BKJIIOUEHHBIE B pEECTp MEIUIMHCKUX OpraHu3aluii, OCYLIECTBISIOIIUX JESATENIbHOCTh B cdepe
00513aTeIbHOT0 MEAMLIMHCKOTO CTPAXOBAHMS.

37. Ilpu Ha3HAYeHUU JIEKAPCTBEHHBIX IMPENapaToB T'pakaaHaM, UMEIOIIMM MPpaBoO Ha OeCIIaTHOE
MOJIyYEHUE JIEKaPCTBEHHBIX IPENapaToB WIM IMOJYyYEHUE JIEKAPCTBEHHBIX MPENapaTroB CO CKHUJKOW, B
pelienTe yka3plBaeTcsi HoMmep TejedoHa, IO KOTOpPOMY paOOTHHUK AamTe4yHON oOpraHu3aluu IpU
HEOO0XOIMMOCTH MOXKET COTJIACOBATH C MEAULIMHCKUM PabOTHUKOM 3aMEHY JIEKapCTBEHHOT'O MpernapaTa.

38. Ha3naueHne HAapKOTHMUECKHX W TCUXOTPOMHBIX JIEKAPCTBEHHBIX IMpemnapaToB crucka Il
[lepeunsi (3a MCKIIOYEHUEM JICKAPCTBEHHBIX NpENapaToB B BHUJE TPAaHCACPMAIbHBIX TEPAEBTHUECKUX
CHCTEM, a TaK)K€ JIEKAPCTBEHHBIX IPENapaToOB, COJAEPHKAIIMX HAPKOTHUYECKOE CPEJACTBO B COUETAHUHU C
AHTarOHUCTOM OIMOMJHBIX PEIENTOPOB) TpaxkIaHaM, HWMEIOMIMM IpaBO Ha OecIulaTHOE MOJy4YeHHe
JIEKAPCTBEHHBIX MPENapaToB WIM MOJYYEHHUs JICKAPCTBEHHBIX MPENApPaTOB CO CKUIKOW, OCYIIECTBIISIETCS
Ha penentypaoM Omanke (opmbr N 107/y-HII, k kKoTOpOoMy TOMOTHHUTETHHO O(OpMIIIETCS perenT Ha
peuentypaoM Onanke Gopmbl N 148-1/y-04(;1) (B ABYX dK3eMIuIsipax mpu oGopMIICHHMH Ha OyMa)kKHOM
HOCHTEJIE).

39. Ha3nayeHne HApKOTHMYECKHX W TCUXOTPOMHBIX JIEKAPCTBEHHBIX IMpemnapaToB crucka Il
Ilepeunss B BuJE TpaHCAEPMAIbHBIX TEPANEBTUUECKUX CHCTEM, HApPKOTUYECKUX JIEKAPCTBEHHBIX
npenapatoB crnucka Il Ilepeuns, cogepkammx HapKOTUYECKOE CPEACTBO B COYETAHMHM C AHTAarOHHCTOM
ONMOMJIHBIX  PELENTOPOB, IICUXOTPONHBIX JIEKapCTBEHHBIX npemaparoB crucka [II Ilepeuns,
JIEKapCTBEHHBIX MpenaparoB, BKIOYeHHbIX B niepeueHs [IKY, comepkanuxea B noamnyHkre 2 myHkTa |1
Hacrosimero llopsinka, mpenHasHadeHHBIE U JIEYCHHS TPaKAaH, MMEIONMX NpaBo Ha OecruraTHoe
MOJIyYEHUE JIEKAPCTBEHHBIX IPENapaToB WM IOJYYEHUE JIEKAPCTBEHHBIX IPENapaToB CO CKUAKOM,
OCYIIECTBIIICTCS Ha penenTypHbix O6mankax Gopm N 107-1/y u N 148-1/y-88, K KOTOPBIM JTOTOJHUTEIIEHO
opopmisieTcs peuent Ha peuentypHom Omanke Qopmbl N 148-1/y-04(;1) (B ABYX 5K3eMIUIApax Mpu
odopmiieHnH Ha OyMa)KHOM HOCHUTEJE).

'Tlynxr 11 crathu 2 ®epepanbHoro 3akona ot 21 Hosopsa 2011 r. N 323-®3 "O6 ocHOBaX OXpaHbl 30POBbs [PAKIAH
B Poccuiickoit ®enepanmu" (CobOpanue 3akoHonarenbctBa Poccmiickoit @eneparmm, 2011, N 48, cr. 6724, 2019, N 52,
cT. 7796) (nanee - ®enepanpublii 3akoH N 323-03).
TAPAHT:

[To-BuammMoMy, B TEKCTE MpeabiayIiero ad3ama gomymieHa ornedatka. Bmecto "Ilynkr 11 crtatem 2"

umeercs B BuAy "Ilynkr 11 gactu 1 crateu 2"
2 3apeructpupoBaH MUHHCTEPCTBOM rocTUIMM Poccuiickoit Meneparuu 28 anpens 2012 T., perncTpanuoOHHbI
N 23971 ¢ uzmeHeHUsAMH, BHECEHHBIMH NpHKa3oM MuHHCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit @eneparun ot 31 okTadps
2017 r. N 8821 (3apeructpupoBan MunuctepcTBoM foctunum Poccuiickoit @enepannu 9 suBapst 2018 1., perucTpaioHHbINA
N 49561).
3 [Tynxr 2 crateu 20 @enepansHoro 3akoHa N 323-@3 (Cobpanue 3akoHomarensecTBa Poceniickoit @enepannu, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5159).
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4 Tlymkr | crateu 26 @exmepanbHoro 3akoHa oT 8 smBaps 1998 1. N 3-®3 "O HapKOTHYECKHX CpeACTBAaX H
ncuxoTpornHbIX BemecTBax" (Cobpanue 3akoHomarenberBa Pocentickoit denepanuu, 1998, N 2, cr. 219, 2017, N 31, ct. 4791)
(manee - ®eaepanbhbiii 3akoH N 3-D3).

5 Cobpanue 3akoHOaTENBCTBA Poccuiickoit ®enepanum, 2010, N 16, cr. 1815, 2019, N 52, c1. 7793.

6 [Tynkr 2 crateu 2 MenepansHoro 3akona N 3-03 (Cobpanue 3akoHomaTenbeTBa Poccniickoii ®enepanuu, 1998, N 2,
cT. 219; 2016, N 27, ct. 4238).

" Tlynkr 54 crates 4 ®enepanbHoro 3akona ot 12 anpens 2010 r. N 61-®3 "O6 o6panieHuy JeKapcTBEHHBIX CPECTB"
(Cobpanue 3axkonomatenscTBa Poccmiickoit @eneparim, 2010, N 16, ct. 1815; 2019, N 31, cr. 4456) (manee - ®enepaibHbIiA
3akoH N 61-D3).

8 Tlpukas MuHHCTEPCTBA 3/PABOOXPAHEHUS M COLMAIBLHOrO pa3BuTUs Poccuiickoil Menepauun ot 5 mas 2012 r.
N 5025 "OO6 yTBepKOCHHH TMOpSAAKA CO3MAHUS M JEATEIbHOCTH BpadeOHOH KOMECCHH MEIUIIMHCKOH OpraHm3anuu’
(3apeructpupoBaH MuHucTepcTBOM IocTunMu Poccuiickoit @eneparuu 9 uions 2012 r., perucrtpanmonssii N 24516) c
M3MEHEHWsIMH, BHECEHHBIMH TIpHKa3oM MUOHHUCTEpCTBa 3apaBooxpaHeHus: Poccuiickoit @eneparmu ot 2 gekadbps 2013 T.
N 886H (3apeructpupoBan MuHucTepcTBOM rocTuiMu Poccuiickoit ®emepanmu 23 nmexabpst 2013 1., perucTparioHHBIN
N 30714).

? Cobpanne 3akoHomatenscTBa Poccntickoit @eneparmm, 2011, N 48, cT. 6724.

10 TTynkr 2 nocranosnenus [Tpasutenscrea Poccuiickoit Menepaunu ot 30.06.2020 N 965 "O BHeceHHM M3MEHEHUH B
[IpaBuna QopMupoBaHHUS IEpeYHS JIEKAPCTBEHHBIX CPEICTB, 3aKyIKa KOTOPHIX OCYIIECTBISCTCS B COOTBETCTBUH C WX
TOPrOBHIMA HaUMEHOBaHHMSIMH, M O IPUMEHEHUH JIEKapCTBEHHBIX IPENapaToB ¢ KOHKPETHBIMUA TOPTOBBIMH HaUMEHOBAaHUSAMHU'"
(Cobpanue 3akononmarenscTBa Poccniickort @enepammu, 2020, N 28, cT. 4422).

T Crateu 91 u 91.1 ®enepanpHoro 3akoHa N 323-@3 (Cobpanue 3akoHomaTenscTBa Poccuiickoit denepanuu, 2011,
N 48, ct. 6724; 2021, N 27, ct. 5141).

12 Pemenne Copera EBpasuiickoil skoHOMUYecKoil komuccuu o 3 Hos6ps 2016 r. N 78 "O Ilpasunax perucTpaluuu 1
9KCTIEPTH3BI JIEKAPCTBEHHBIX CPEJCTB LIl MEUIUHCKOro NpuMeHeHus" (opuiuaibHbelid caiiT EBpa3uiickoro S5KOHOMHUYECKOTO
coro3a http://www.eaeunion.org/, 21 wosOps 2016t.). Crates 13 ®Denpepamproro 3akona N 61-O®3 (Cobpanne
3akoHoAarenabcTBa Poccuiickoit @enepamuu, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

B Mopnynxr 5.2.171(1) nyukra 5 nocranosiaenus Ipasutenscra Poccuiickoit ®enepauuu ot 19.06.2012 N 608 "O6
yrBepxaeHuu Ilonoxenus o MunucrepctBe 3apaBooxpaHeHus Poccuiickoit denepauun" (manee - IlonoxeHnue o
Munucrepctse) (Cobpanue 3akonomarenbcTBa Poccuiickoit ®deaepanuu, 2012, N 26, c1. 3526; 2013, N 16, ct. 1970).

14 [Tynkr 47 yactu | crateu 12 ®denepanbHoro 3akoHa oT 4 mas 2011 r. N 99-®3 "O nuineH3upoBaHUU OTAEABHBIX
BUIOB jesTenbHocTH" (nanee - denepanbhbiii 3akoH N 99-D3) (Cobpanue 3akoHomaTenscTBa Poccutickort deneparmum, 2011,
N 19, ct. 2716; 2021, N 27, ct. 5177).

5 Yacru 1 crareu 60 ®enepanbroro 3akona N 61-®3 (Cobpanue 3akoHoaTensctBa Poceuiickoit Menepamuu, 2010,
N 16, ct. 1815; 2020, N 29, ct. 4516).

16 TTocranosnenue Ipasutensctsa Poccuiickoit @eneparuu ot 4 okta6ps 2012 r. N 1006 "O6 yTeepskaenuu [Ipapui
MPEJOCTABIICHIS METUIIMHCKAMHI OpPraHU3alMAMU ITUTaTHBIX MeaunuHCKuX yceruyr" (CoOpanue 3akoHOAaTeNnbCTBa Poccuiickoit
®Deneparun, 2012, N 41, cr. 5628).

17 Crarps 37 ®enepansuoro 3akona N 323-@3 (Cobpanue 3akoHoAaTenscTBa Poccuiickoit ®@epepanun, 2011, N 48,
cT. 6724; 2021, N 27, cT. 5186).

8 Tlynkr 46 wactu 1 crarten 12 denepansioro 3axkona N 99-03 (CobpaHue 3aKOHOJAATENLCTBA Poccwmiickoit
®eneparum, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

Ipunoxenune N 1

k [lopsanky Ha3HaYeHust
JIEKAPCTBEHHBIX NPeNnapaTros,
YTBEPKAEHHOMY [1PUKA30M
MuHucTepcTBa 3ApaBOOXPAHEHUSI
Poccuiickoii ®enepauuu

ot 24 Hos10ps1 2021 r. N 1094

KoauuecTBO HAPKOTUYCCKHUX CPEACTB UM MCUXOTPOITHLBIX BEIIECTB, KOTOPOE€ MOKET ObITh
BBIIIHCAHO B O/ITHOM peuenrTe

N /o MexayHapongHoe dopma BbITyCKa U KonnuectBo
HEIlaTeHTOBAaHHOE JIO3UPOBKA
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HaVMEHOBAaHUE
HapKOTUYECKOI'O U
IICUXOTPOITHOT O
JIEKApCTBEHHOI0 Ipernapara

1. Bynpenopdun+Hanokcon TabneTku 60 TabneTok (ymaKkoBKa,
cyOJIMHIBaJIbHBIE kpaTtHas N 20)
0,2 mr+0,2 mr
2. Bynpenopdun PactBop mist nabekmmid, | 30 ammy:n (IIIpHUI-TEOOUKOB)
0,3 mr/mn 1 mn
3. bynpenopdun TpaHcepMalbHbIMA
TUTACTHIPh
35 Mkr/4gac 20 muacTeIpeit
52,5 MKr/49ac 10 nmacteipeit
70 mKr/gac S mIacTelpen
4. Mopdun PactBop 1t uabekmid, | 20 ammy:n (IIpUL-TIOOUKOB)
pacTBOp AJIsl HOJIKOKHOTO
BBegeHus 10 mr/mi 1 Mo
3. Kopeun+Mopdun+Hockanua | PacTBop [uIst MOIKOXHOTO 20 ammyn
+IlanaBepun +Tebann BBEJICHUI
0,72+5,75+2,7+0,36+0,05
mr/mit 1 mi
1,44+11,5+5,4+0,72+0,1 m
r/mi 1 mn
6. Tpumenepuanx Tabmetku 25 mr 50 TabyeTok
7. Tpumenepuaux PacTtBop mist uabekmin 20 ammyn (IIMPUIL-TIOOUKOB)
10 mr/mut 1 mat 20 mr/min
1 mn
8. Mopdun TabneTku (Kancysb) 180 Tabnerok
MIPOJIOHTUPOBAHHOTO (karicyn) 60 TabneTox
JeUCTBUS (xamcyn) 40 TaGneTok
10 mr (xaricy) 20 TabneTox
30 mr (xamcym) 20 TaGneTok
60 Mr (xaricy)
100 mr
200 mr
9. Mopdun Tabnetku
5wmr 100 TabGnerox
10 mr 100 TabneTok
10. Mopdun Kannu nns npuema BHyTpb
20 mr/mi 20 M 4 dbnakona
11. Mopdun PactBop i nmpuema
BHYTPb (MOHO/I03bI)
2 mr/mi 5 Mot 100 amrry /7
6 mMr/mit 5 mu 80 ammy /3
20 Mr/mi 5 ma 30 ammyn /3
12. OxcukonoH+Hamokcon TaOneTkn
MPOJIOHTUPOBAHHOTO
NEUCTBUSA
5 mMr+2,5 mr 100 TabaeTox
29.09.2023 Cucrema TAPAHT
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10 mMr+5 Mr 60 TabneTok
20 Mr+10 mr 40 TabneTox
40 mMr+20 Mr 20 TabneTox
13. [IponronunpeHnmdTokcuITUA | Tabnetku 3ameunsie 20 Mr 50 tabieTok
MUIEPUIUH
14. deHTaHuI [InacTeipp
12,5 Mkr/4ac 20 mnacteipeit
25 MKr/gac 20 mmacTeIpei
50 MKr/4ac 10 mnacteipeit
75 Mkr/4ac 10 mnacTeipeit
100 mkr/gac 10 nuacteipeit
15. deHTaHnI Cripeil Ha3aJIbHBIH
dakod 50 MKr/no3a
2,0 M (10 no3) 24 jmaxona
3,2 ma (20 mo3) 12 ¢pnakoHoB
5,0 mu (40 mo3) 6 ¢rakoHOB
®nakon 100 Mkr/mo3a
2,0 M (10 no3) 12 pmakoHoB
3,2 ma (20 103) 6 pnakoHoB
5,0 mu (40 mo3) 3 ¢makona
®nakon 200 MKr/m03a
2,0 M (10 mo3) 12 ¢pmakoHOB
3,2 M (20 103) 6 ¢rakoHOB
5,0 mi (40 mo3) 3 ¢akona
IIpniaoxenne N 2
k [lopsaky Ha3HaYeHust
JIEKAPCTBEHHBIX MPENapaTos,
YTBEPKIAEHHOMY ITPUKA30M
MunucTepcTBa 31paBOOXPAHEHUSI
Poccuiickoii ®enepauun
oT 24 Hos10ps1 2021 r. N 1094n
CnpaBouHO
PexomMeH10BaHHbIE K HCNIOJIb30BAHUIO COKPAaLIeHUsI IPU 0OPMJIEHUH PeleNiTOB
N /i CokpaieHue [TonHoE HanMcaHue IIepeBon
1. aa ana 10, TOPOBHY
2. ac, acid. acidum KHCJIOTa
3. aer. aerozolum a’p030J1b
4. amp. ampulla ammyJa
5. aq. aqua BOJA
6. ag. purif. aqua purificata BOJIa OYHUIIIEHHAS
7. but. butyrum Macyo (TBEpaoe)
8. caps. capsula KarcyJna
0. comp., cps compositus (a, um) CJIO)KHBIN
10. D. Da (Detur, Dentur) Bripaii (ITycts Boimano, Ilycts
OyJzleT BBIAAHO)
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11. D.S. Da, Signa Brinait, 0603Haub
Detur, Signetur [Tycts Oyner BbIIaHO,
0O603HaueHO
12. D.t.d. Da (Dentur) tales doses Brinaii (ITycts 6yayT BbLIaHbI)
TaKue J03bl
13. dil. dilutus pa3BeCHHBIN
14. Div. in p. aeq. Divide in partes acquales Pa3yenu Ha paBHBIC YacTH
15. emuls. emulsio AMYJIBCUS
16. extr. extractum 9KCTPAKT, BBITSIKKA
17. in enem. in enemas B MUKPOKJIM3Max
18. F. Fiat (fiant) [Tycts oOpasyercs
(oOpazyrotes)
19. gran. granulum TPaHYyJIbl
20. gt.,gtt gutta, guttae Karuisi, Karim
21. gtt. peror. guttae peroralis KaIumM JiJIsl IpreMa BHYTPb
22. inf. infusum HacTOM
23. in amp. in ampullis B aMITyJ1ax
24. in tab. in tab(u)lettis B Ta0JIETKaX
25. in tab. prolong. in tab(u)lettis prolongatis B Ta0JIETKaX ¢
MIPOJIOHTUPOBAHHBIM
BBICBOOOXK/ICHUEM
26. in tab. prolong, obd. in tab(u)lettis prolongatis B Ta0JIeTKAaX C
obductis MIPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM, TIOKPBITHIX
000J104KOi
217. in tubul. in tubulis B TIOOMKaxX
28. lin. linimentum JMHUMEHT
29. lig. liquor KHUIKOCTh
30. lot. lotion JIOCHOH
31. m. pil. massa pilularum NWIIOJIbHAS Macca
32. membr. bucc. membranulae buccales TUICHKH 3aleYHbIe
33. M. Misce, Misceatur Cwmemraii (ITycts Oyzer
CMEIIIaHO)
34. mixt. mixtura MHKCTypa
35. N. numero YUCIIOM
36. ol. oleum MacJio (KUIKOE)
37. past. pasta rnacra
38. pil. pilula, pilulae TTWJTFOJISL, TIVUTEOJTA
39. p. aeq. partes aequales paBHbBIE YaCTH
40. ppt, praec. praecipitatus OCaKJICHHBIN
41. pulv. pulvis MTOPOIIOK
42. g.s. quantum satis CKOJIBKO TIOTPEOYyETCsl, CKOIBKO
HaJ10
43. r., rad. radix KOPEHb
44. Rp. Recipe Bo3pmu
45. Rep. Repete, Repetatur [TosTopu (Ilycts Oyner
TIOBTOPEHO)
46. rhiz. rhizoma KOPHEBUIIE
47. S. Signa, Signetur O6o3Haub (IlycTs OyaeT
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0003Ha4YeHO)
48. sem. semen ceMms
49. simpl. simplex MPOCTOU
50. Sir.. sirupus cupoI
51. sol. solutio pacTBop
52. Spr. spray crpeit
53. spr. nas. spray nasale CIIPEN Ha3aJIbHBII
54. supp. suppositorium CBEYa, CYNTO3UTOPHIA
35. susp. suspensio CYCIICH3Hs1, B3BECh
56. tab. tab(u)letta Ta0JIeTKa
57. t-ra, tinct. tinctura HaCTOIKa
58. tubulis tubulis TIOOWKHU
59. STT Systema TpancnepmanbHas
Therapeutica Transcutanea TepaneBtuueckas Cucrema
60. ung. unguentum Ma3b
61. Vitr. vitrum CKJISTHKA
puiaoxenue N 2
K Ipukasy MUHHCTEpCTBA
31paBOOXPaHeHHUsI
Poccuiickoii ®enepauuu
oT 24 Hos10ps1 2021 r. N 1094n
TAPAHT:

Cwum. nannyto Gopmy B penakrope MS-Word
®opma penenrtypHoro 0aanka N 107-1/y

MUHMCTEPCTBO 3IPaBOOXPaHEHUH
Poccurickon denepauun

Kon ¢opmer nmo OKV]]
Kon yupexnenmsa no OKIIO

MenmumHCKasA JOKYMeHTalA

HamMeHOBaHMEe (TaMIl) MEeIULMHCKOM
opraHm3almmu

®opma N 107-1/y

YTBepxIeHa NpuKaszoM MMHMCTEepCTBa
3OpaBOOXpaHeHusa Poccumckon
denmepaunm

or 24 HOosa6ps 2021 r. N 1094H

HamMeHOBaHMe (WTaMIl) MHIMBUIYAJILHOIT'O
npendnpmMHmMMaTesnsa (ykazaTk ampec, HOMEeP
¥ ODaTy JMLEeH3UM, HaMMeHOBAaHMe opIaHa
TOCYOAapCTBEHHOM BJIACTM, BBIOABILEIO

JINLLEH3UIO)
PELEIT
(B3pOCHHEM, IOEeTCKUM - HYXHOE IOOUEPKHYTH)
" " 2 O i
damMmnmMsa, MHMLMAJE MMEHM M OTUeCTRBa (IIocjiefHee - IIPpU HaJIW4dMM)
naumMeHTa

IaTa poxneHUA
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daMmnImsa, MHMLMAJE MMEHM UM OTUeCcTBa (IIocjiefHee - IIPU HaJIM4dMM)
Jleuamero Bpada (denbnuepa, aKyLepkH)
pyO. | komn.| Rp.

I[Toonmuce
1 rnedvaTh Jedalero Bpaua M.II.
(momnuck Gesbaumepa, akKylepKM)

PeuenTt pmemncTBUTeJeH B TeueHume 60 mHel, mo 1 Toma ( )
(HyXHOe MNOOUEpPKHYTH) (yKazaTh KOJMUECTBO
OHem)

Oo6opoTHas cTopoHa

OTMmeTKa 0 Ha3HaYEHUH JIEKAPCTBEHHOIO IIpenapaTa
0 PEIIeHHI0 BpaueOHO KOMHUCCHUU
[TpuroroBun [TpoBepun Otnyctun

®opma penentypHoro 6sanka N 148-1/y-88

MUHMCTEPCTBO 3OPaBOOXPaHEeHUS
Poccumnickom demepaumm

HauvMeHOBaHMe (WTamil) MeIMLMHCKOM Kon dopmer mo OKYI 3108805
opraHmM3alnm MenuumHckas IokyMeHTauusa dopma
N 148-1/y-88

HauMeHOBaHME (WITaMII) YTBepXxIeHa NprkasoM MuMHMCTepCTBa
VHIOIVBUOYAJBHOTO MNPelNpUHMMAaTEIS 3IpaBooxXpaHeHnsa Poccumckomn
(yxazaThr azmpec, HOMEP M IaTy denepauum

JMLIEH3MM, HaMMEHOBAaHME opTraHa or 24 HOosaO0psa 2021 . N 109%4=H
TOCYIapCTBEHHOWM BJIACTHM, BHIOABIETO

JIMLIEH3UI0)

Cepus N
PELEIT " " 20 1.
(maTa odopmIIeHMS peLenTa)
(B3pOCIEM, IOEeTCKMM — HYXHOE INOOUEPKHYTH)
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daMmnImsa, MHMLMAJE MMEHM UM OTUeCcTBa (IIocjiefHee - IIPU HaJIM4dMM)
nauueHTa

laTa poxneHUA

Aopec MecTa XUTeJbCTBa MIM N MeOMUMHCKOM KapThl aMOyJIaTOPHOTO NaluMeHTa,
noJjlydamomero MeIMUIMHCKYI [IOMOLb B aMOYyJIaTOPHHEX yCJIOBMAX

daMmImsa, MHMLMAJE MMEHM UM OTUecTBa (IocjiefHee — IIPU HaJIM4dMM)
Jleuamero Bpada (denbnumepa, aKyLepkKH)

[loonuce ¥ HedaTh Jedallero Bpada M.II.
(mnomnmce Qernpaumepa, aKylepKu)

PeuenT pmeMcTBUTEJIeH B TeueHMe 15 nHenm

OBopoTHast CTOpPOHAa

M0 PEIICHUIO0 BpaueOHOI KOMHUCCHU

OTmeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOT'O Mpernapara

[IpuroroBun [Iposepui Otnyctun

TAPAHT:
Cwum. nannyto popmy B penakrope MS-Word
®opma penentypHoro 0anka N 148-1/y-04(1)

MMUHMCTEepCTBO MECTO IJIA YTBEPXIEHA

30paBOOXPaHEHUA MTPUXKOIOA* nprukasoM MmHMCTepcTBa
Poccurickom denmepalumnm Poccurickonm Penmepauun

3IpPaBOOXPaHeHUs or 24 HOoa6ps 2021 r. N 1094=

MTamn
Koz
MEIMULUMHCKOY OpI'aHM3aluu

ITamr
Kon
VHIOVBUOYAJBHOT'O MNPEenlIpMHUMATETSA
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Koxa ¢popmsr mo OKVJI 3108805
dopma N 148-1/y-04()

Kon kareropun Kop HO30/MOrHUeCcKoM Ncrounuk hrHaHCHPOBAHUS: % OIIAaTHI:
rpakJiaH dbopwmsl (mo MKE) (MOTYEPKHYTH) (MOTYEPKHYTH)
1. denepanbHBIA OIOIKET 1. becmatHo
2. broker cyObekTa 2.50 %
Poccuiickoit ®enepanyu 3. maont %
3. MyHHUIIUTIATHHBIN OFO/IKET
PELEIT Cepus N OaTa obopmiieHUA: 20 .
@aMMJ’IMH, VHMIIMaJIBL VIMEeHM M OTUeCTBa (HOCJI@JIHee -
OpM Halu4dMy) IDalueHTa IaTa poXxIoeHMs
CHUIJIC
N monuca
o0s13aTen
BHOI'O
MEIHIINH
CKOro
CTpaxoBa
HUS:
Homep Me,I[MLLMHCKOf;[ KapTel IIalMMeHTa, IIoJiyuvamrnumeIro MeIMIIVMHCKYK IIOMOUIb B
aM@yJ’IaTOprIX YCIIOBUMAX
damMmnmsa, MHMLMAJE MMEHM M OTUeCTBa (IocjiefHee — IIPU HaJIWU4YMM)
Jleuamero Bpada (denbnuepa, aKyLEepkKH)
Pyb. Korm. 2
1 A O
S e 10 = TS
[loonmMce M IIedYaThb Jedamero Bpada
(moopnmuce denbamepa, aKyLepKM) M.II.

PellenT meMncTBUTeJIeH B TedeHme 15 gpuemt, 30 gHen, 90 nHenl
(HyXHOE NOIYEPKHYTH)

OTynieHo no perenty:

TOpFOBOe HaMMCHOBAHUC U JO3UPOBKaA:

Jata ormmycka: "

" 20

r. | KonmnuectBo:

[Ipurorosui:

[Iposepuin: OTmnycTHiI:

29.09.2023
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Kopemok peuentypHoro 6manka Cnioco0 nmpuMeHEeHUs:

HanmenoBanue [TponomxkuTenbHOCTH THEN

JIEKapCTBEHHOIO Mpernapara:

Jo3upoBka: KonnuecTBO mpreMOB B I€HbB: pa3 Ha 1
pUeM: el.

(*) B CJIy4dac M3roToBJICHUS PEUCIITYPHOI'O 0JIaHKA C UCIIOJIB30BAHUEM KOMIBOTCPHBIX TEXHOJIOTHHA

O0opoTHas cTopoHa

OTMmeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOT'O
mpermapara 1mo peueH’0 BpaueOHOH KOMUCCHH

[Ipurorosun [Iposepui Otnycrun

IIpniaoxenne N 3

K niprkasy MUHHCTEPCTBA 3APaBOOXPAHEHHSA
Poccuiickoii ®enepauuu

ot 24 Hos10ps1 2021 r. N 1094

ITopsinok oopmileHusI pelienTYPHBIX 0J1AHKOB HA JIEKAPCTBEHHbIE NMPENapaThl, X, y4eTa u
XpaHeHHus!

I. O¢popmirenne penenta Ha OyMaKHOM HOCUTEJIE

1. Ha penentypnsix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepXHEM
YTy TOPOCTaBISIETCA IUTAaMII MEIUIIMHCKOW OpraHu3ald C yKa3aHHEM ee HauMEHOBaHWs, ajapeca U
TesnedoHa ¢ 1aToi BRIMUCKY (JaToi 0(opMIIeHUs ) pelieniTa Ha JIEKapCTBEHHBIH Mpenapar.

JonomauTenbHO Ha penentypHoM Omanke (opmber N 148-1/y-04(;1) mpocTaBiseTcss KoOa
MEIUIIMHCKOM OpraHu3alud B COOTBETCTBMM C (OCHOBHBIM T'OCYJapCTBEHHBIM PErMCTPALMOHHBIM
Homepom (naiee - OI'PH).

Cepus penentypHoro Omanka Gopmbl N 148-1/y-04(1) BrirouaeT koj cyObekTa Poccuiickoii
denepaliii, COOTBETCTBYIONIMM JIByM mepBbIM Iudpam OOiiepoccuiickoro kiaccudurkatopa 00bEKTOB
aJIMMHHUCTPaTUBHO-TEPPUTOpHANIbHOTO eneHus (nanee - OKATO).

Pa3pemaercs u3roraBmmuBaTh perientypHbie 6ganku Gopmer N 107-1/y u dhopmbr N 148-1/y-04(11) ¢
MIOMOUIbI0 KOMIIBIOTEPHBIX TEXHOIOT .

Peuentypusie Onanku Qopmbl  Gopmber N 148-1/y-88  M3roTaBIMBAIOTCS  UCKIIOYUTEIHHO
TUNIOTPACKUAM CIIOCOOOM.

2. Ha penentypubix OnaHkaX, OQOPMIISEMbIX HWHIANBUAYAIbHBIMU MPEIIPUHUMATEISIMH,
UMCIOIIMMH JIMIECH3UI0 Ha MEIHMIMHCKYIO JIeSTebHOCTh, B BEPXHEM JIEBOM YIIy THUHOTPadCKUM
CrocOOOM WJIM TyTeM NPOCTABJICHUS INTAMIa JOJDKEH OBITh YyKa3aH aJpec HHIWBUIYaIbHOTO
NpealpuHUMATENsl, HOMEp M Jara JMIEH3UM, HalMMEHOBAaHUWE OpraHa TIOCYJapCTBEHHOW BIIACTH,
BBIJIABILIETO JIUIICH3UIO.
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3. Peuentypubie Omanku dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3amonHArOTCS
MEIUIIMHCKUM paOOTHUKOM YEpHUIIAMU WM HIAPUKOBOI pyUYKOH.

4. Tontyckaetcs oopMIIeHHE BCeX PEKBU3UTOB (3a UCKIOueHHeM pekBu3uTa "[loanucek nevaiiero
Bpaua (moammch (Qenpamepa, akymepku"') penentypHeix OmaHkoB (opmer N 107-1/y, dopmer
N 148-1/y-88 u dopmer N 148-1/y-04(11) ¢ uCoap30BaHUEM TEUATAIOLINX YCTPOUCTB.

5. Odopmienne penentypHbix OmankoB Qopmer N 148-1/y-04(11) BrITOYaeT mHQPpPOBOE
KOJUPOBAHUE.

[MudpoBoe koaMpoOBaHKE YKa3aHHBIX PELENTYPHBIX OJIAHKOB BKIIIOYAET:

1) kog menuumuckoi opranusanuu (OI'PH) wnm kon MHAMBHIYalbHOTO NpEANMpPUHUMATENS B
cooTBeTCTBUU C (OCHOBHBIM TOCYJAapCTBEHHBIM pPETUCTPALMOHHBIM HOMEPOM HHIWBUIYaJIbHOTO
npennpunumarens (nanee - OI'PHUIL), npocTaBnsieMblil Ipu U3TOTOBICHUHN PELENTYPHBIX OJIaHKOB,;

2) KO KaTeropuu rpak[JaH, MMEIOLIUX IPaBO Ha IMOJIyYEHHUE JIEKAPCTBEHHBIX IpENapaToB B
COOTBETCTBUU €O cTaThell 6.1 PenepanbHoro 3akoHa ot 17 urong 1999 r. N 178-®d3 "O rocynapcTBeHHOI
comuanbHoi momomm" !, M Kox HO30mOrHYeckoil GopMbI 10  MexIyHApOIHOH  CTATHCTHYECKOil
knaccudukanun 6one3Hedl U mpobieMm, cBsi3aHHBIX co 370poBbeM (10-it mepecmotp) (manee - MKB),
3aMoyHsIeMble JIeYalldM BpayoM ITyTeM 3aHECEHHUS KaxIod Hudpbl B MycThle SA4Y€iiKW, MPU 3TOM TOUKA
IIPOCTABJIICTCS B OTAEIBHOM STYCHKE;

3) ormeTky 00 wucrtouHuKe (uHaHcupoBaHUs (denepanbHbiii Oromker [1], OromxeT cyOBekTa
Poccwuiickoit @enepanuu [2], MyHUIMTIANBHBIN Or01KeT [3]) 1 mporenTe omatel perenta (becrarHo [1],
50% [2], unoit % [3]);

4) WTPUX-KOJ - OTOJHUTEIbHBIA PEKBU3UT (B cllyyae M3TOTOBICHHS Ha TEPPUTOPUHU CyOBEKTa
Poccutiickoit deneparuy perienTypHOro 06JaHKa ¢ HCTIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHH).

6. B peuentypubix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "DPamumnus,
MHUIMAJIBl UMEHH M OT4YecTBa (TOCIeIHee - MPU HAMYKMK) MalueHTa" yKa3bIBalOTCA (paMIIIns, HHUIIUAIIBI
MMEHHU U 0TYECTBa (TOCIEAHEE - MPU HATUYKU) TTAIIUEHTA.

7. B penentypubix Omankax ¢dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpacde "/lata
pPOXKAEHMs" yKa3bIBAETCs JlaTa POKJIEHUS MalMeHTa (YNCII0, MECSIL, FOJ).

JlonomHUTEIRHO B penenTypHbIX OnaHkax dopmbl N 148-1/y-88 u dopmer N 107-1/y nnsa geteit B
Bo3pacTte 110 1 roma B rpade "JlaTa pokaeHus" yka3plBaeTCsi KOJIMYECTBO MOJHBIX MECSIIEB.

8. B penentypupix Omankax ¢opmber N 148-1/y-04(n) B rpadax "CHUJIC" wm "N nmomwmca
00513aT€JILHOTO  MEUIIMHCKOTO CTpaxoBaHMA'" yKa3blBalOTCS CTPaXxOBOM HOMEpP WHJIMBUIYaJIBHOTO
JUIEeBOro cuera rpaxknannaa B [lencnonnom donae Poccuiickoit @eneparun (CHWIC) (pu Hanuaum) u
HOMeEp HoJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPaXOBaHUS.

9. B penientypHubix Oankax popmer N 148-1/y-88 B rpade "Aapec MecTta KUTEIbCTBA UM HOMEP
MEIUIMHCKON KapThl NAIMEHTA, MOJYYaIOLIEro MEAMIMHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIOBHSX'",
YKa3bIBae€TCs MOYTOBBIM aJpec MecTa >KUTEIbCTBA (MecTa NpeObIBaHMA WM MecTa (AKTUYECKOTro
MPOXUBAHUS) MalleHTa WM HOMEp MEAMIMHCKOW KapThl MAlMEeHTa, IOJIyYalolero MEIUIMHCKYIO
TIOMOIIb B aMOYJIaTOPHBIX yCIOBUSX ~.

VYkazaHue 1 agpeca MecTa >KUTEIbCTBA U HOMEPAa MEIUIUHCKOM KapThl MallMEHTA, MOIYyYarolIero
MEJULMHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIOBUSX, HE SBISETCS OLIMOKOM.

B penentypubix Omankax ¢opmbr N 148-1/y-04(;1) B rpade "Homep MenMUIMHCKON KapTbl
NalMeHTa, MOJYYarollero MEIMIMHCKYIO IMOMOIIb B aMOyJaTOPHBIX YCJIOBHAX" yKa3bIBaeTCs HOMEp
MeMIIMHCKOM KapThl IAIMEHTA, HOJTyYaiolero MeIUIMHCKYIO TTOMOIb B aMOYJIaTOPHBIX YCIOBUAX °.

10. B rpade "damunus, MHULIMATIBI UMEHU B OTYecTBa (MOCIEAHEE - MPH HATUYHUM) JICYAIIETO
Bpaya (denmpamepa, axkymepkw)' penentypHeix OmankoB  dopm N 148-1/y-88, N 107-1/y wu
N 148-1/y-04(;1) yxa3pIBalOTCs MOJHOCTHIO (aMHIIUsS, MHUIMAIbl MUMEHH OTYecTBa (IOCIenHee - TpHU
HaJIMYMU) MEIULIUHCKOrO paOOTHHMKA, HA3HAYMBIIETO JIEKAPCTBEHHBIE IIpernapaTsl U OQOPMUBIIETO
peLent.

11. B rpade "Rp" penentypusix OnankoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn)
yKa3bIBa€TCS:
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1) HauMeHOBaHHE  JIEKQPCTBEHHOTO  mpemapata  (MEXIyHApOIHOE  HEMAaTeHTOBaHHOE
HAaUMEHOBAaHME, TPYNIUPOBOYHOE WM XHMHUYECKOE HAaUMEHOBAaHUE, TOProBO€ HAaMMEHOBAHME) Ha
JATUHCKOM SI3bIKE HJIM Ha PYCCKOM s3bIKe, (hopMa BBINTyCKa, JIO3UPOBKA, KOJIWYECTBO (yKaszbIBaeTcs
MPONHCHIO Ha pernentypHoM Osanke Gopmer N 107/y-HIT);

2) cmoco0 MpUMEHEHHs JEKApCTBEHHOTO IMperapaTa Ha TOCyJapCTBEHHOM s3bike Poccuiickoii
@enepanyy WIM Ha TOCYIAapCTBEHHOM s3bike Poccuiickoit denepanuu M TOCYyIapCTBEHHOM  SI3BIKE
pecnyOIHK ¥ UHBIX s13bIKax HaponoB Poccuiickoit deneparuu 4,

13. Tlpu odopmieHnH peuenTypHbIX OJAHKOB 3ampeniacTcsi OrPAaHUYMBATHCS — OOIIMMHU
yKa3aHWsIMH, Haripumep, "BryTpennee", "1U3BecTHO".

14. Pemnent, odopmieHHbIH Ha penentypHoMm Omanke dopm N 148-1/y-88, N 107-1/y u
N 148-1/y-04(:1), moanucHIBaeTCS MEJUIIMHCKAM paOOTHUKOM M 3aBEpSETCS €ro MeyaThio.

Peuent, opopmiiennsiii Ha penentypHoM Onanke Gopmbl N 148-1/y-88 u dopmer N 148-1/y-04(1),
JIOTIOJTHUTEIIBHO 3aBEPSAETCS NEYaThI0 MEAUIIMHCKON opranu3anuu "/l penentos”.

Hns peuenta, odpopmiieHHOTO Ha perentypHoMm Omanke Gopmbl N 107-1/y, Hanmmuue nevatn " s
penenToB" He SIBISAETCS 0053aTEIBHBIM.

15. Ha ogaom peuenitypaom Omanke dhopmbr N 148-1/y-88 u popmer N 148-1/y-04(11) paspernaercs
OCYULIECTBJIATh HA3HAYEHUE TOJIBKO OJIHOTO HAUMEHOBAHUS JIEKAPCTBEHHOTO IIpenapara.

Ha omnom penentypHom Omanke dopmbr N 107-1/y paspemaercss OCyHISCTBISATh Ha3HAUCHUE
TOJIBKO ~ OJHOTO HAaMMEHOBAaHMS JIGKAPCTBEHHOIO  Ipemnapara, oTHocamerocs mno ATX k
AHTUTICUXOTHYECKUM cpenctBaM (kox NOSA), ankcuonutukam (kox NOSB), CHOTBOPHBIM M CeTaTUBHBIM
cpeacTeam (xon NO05C), AHTUJIETIPECCAHTAM (xom  NO6A) u HE MOJIEKALIETO
MPEIMETHO-KOJIMYECTBEHHOMY YYETY, U JI0 TpeX HAaMMEHOBAaHUM JIEKAPCTBEHHBIX MPENapaToB - JJIsl UHBIX
JIEKapCTBEHHBIX [IPENApaTOB, HE OTHECEHHBIX K BbllIeyKa3aHHbIM ATX.

16. UcnipaBieHus B peUEnTe HE IOy CKaIOTCS.

17. Ilpu odopmuennn peuentypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(m)
Ha JIGKapCTBEHHBIC IIpernapaThl, HA3HAUYCHHbIE [0 PELICHUI0 BpaueOHOW KOMHUCCHHM, Ha 000poTe
pelenTypHoro 0JaHKa CTaBUTCS CHeIMalbHasi OTMETKA (ILITaMII).

18. Ha penentypuom Omanke dopmbl N 148-1/y-04(1) BHHM3y HMEETCS JHMHHUS OTpPHIBA,
pazzesnsoas pelenTypHblil OJaHK U KOPEIIOK.

Kopemiok ot penenta, ohopMIeHHOTO Ha YKa3aHHOM PEIENTYypPHOM OJIaHKEe, BBIAAETCS MAllUEeHTY
(ero 3aKOHHOMY IIPEJICTaBUTENI0) B AaNTEYHOW OpraHMU3alMM, Ha KOPEIIKE JEeJNaeTcsi OTMETKa O
HAaUMEHOBAHHHU JIEKAPCTBEHHOT'O IIpernapara, J03UpOBKe, KOJIUYECTBE, CIIOCOOE MPUMEHEHHUS.

I1. Odopmiaenue peuenta B popme 31eKTPOHHOT0 JOKYMEHTA

19. Peuent B hopMe 37E€KTPOHHOTO JIOKYMEHTA, MOJMUCAHHOTO YCUJICHHON KBaJIM(UIIMPOBAHHON
AJIEKTPOHHOMN TOANKCHI0, (POPMUPYETCS MEIULUHCKUM paOOTHUKOM, CBEJEHUS O KOTOPOM BHECEHBI B
(enepanbHBI PETHCTP MEIUIMHCKHX PabOTHUKOB , a TAKKe MPU yCIOBUH PETHCTPAIMM MEIMIMHCKON
OpraHM3aluM, B KOTOpoil odopMisercs pelent, B (eaepalbHOM peecTpe MEIUIMHCKHX OpraHu3aiuii
€IMHON rocyapcTBEHHON MH(OPMAIIMOHHOM cHCTEeMBbI B cepe 3paBOOXPaHEHUS U MOAKIIOYEHHS TaKOH
MEIUIIMHCKOW OpraHu3alliy K TOCyAapCTBEHHOM MH(OPMAIMOHHOW cucTeMe B cepe 3apaBOOXpaHEHHUS
cyomnexta Poccuiickoit ®enepanyn .

20. [Tpu odopmiiennn penenrta B GopMe JIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIE TIPenaparhl,
ykazaHHble B nyHkTax 9 m 11 Ilopsaka Ha3Ha4eHMs JIEKAPCTBEHHBIX IPENApaTOB, YTBEPKACHHOIO
HACTOSIIIUM IIPUKA30M, U OTIIyCKaeMBbI€ 3a MOJHYI CTOMMOCTb, 3aIIOJIHAOTCS CIEAYIOIINE PEKBU3UTHI:

1) xon cyOwexta Poccuiickoit ®eneparmu nmo OKATO, ompepensiomuil rocynapcTBEHHYIO
nH(GOPMaLIMOHHYIO cUCTEMY B cepe 3apaBooxpaHeHus: cyOwbekra Poccuiickoit denepanuu, B KOTOPO
c(hopMHUpOBaH pelenT B (hopMe 3JeKTPOHHOTO TOKYMEHTA;

2) HauMEHOBaHHE MEIUIIMHCKOM OopraHu3aluy, ajgpec, Teae@oH wiu GaMuans, MHALKAIbl UMEHHU U
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oTuecTBa (MOCJEqHEe - MPU HAIWYUHM) WHAMBUAYAIBHOTO MpPEIIPUHUMATENS, UMEIOIIET0 JTUICH3UI0 Ha
MEIUIMHCKYIO 1€ATEIbHOCTD, €0 aJIpec;

3) OI'PH ropunuyeckoro nuna (MeauuuHckoi opranmzaruu) win OI'PHUIT wnauBuayanpHOTO
IpeNpUHUMATEIIS;

4) nata odopmieHus perenTa (yKka3bIBaeTCs YUCIO, MECAIL, TON);

5) nata okoHYaHus JeHcTBHsS peuenta (popmupyeTcs rocydapCcTBEHHOM HMH(OPMAIMOHHON
cucteMoil B cepe 3apaBooxpaHeHus: cyobekra Poccuiickoit dexepanu B COOTBETCTBUM CO CPOKAMU
nerictBus perentoB: 15 nueit, 30 queit, 60 xueit, 90 nuei, 1o 1 roga);

6) yHUKaJbHBIM HOMep perenta (hopMHUpYyeTCcsl TOCYAAPCTBEHHOM MH(OPMAIIMOHHON CHCTEMON B
chepe 3mpaBooxpaHeHusi cyOwnekta Poccmiickoit ®emepanmu w o0ecrneurMBaeT  OJHO3HAYHYIO
UACHTUDUKAIMIO perenta B (opMe 3IJIEKTPOHHOro JokymeHTa B coderanun ¢ OKATO, OI'PH wmm
OI'PHUII);

7) otmetku "cito" (cpouHo) wim "statim" (HEMEIJIEHHO) TpU HEOOXOIUMOCTH CPOYHOTO WIIU
HEMEJUJIEHHOT' O OTITyCKa JIEKAPCTBEHHOTO IperapaTa NalueHTy;

8) anpec marnueHTta (yKa3blBaeTCsl MMOYTOBBIM aJipec MECTa >KUTENIbCTBA (MecTa MpeObIBaHUS U
MecTa (HaKTHUECKOTO MPOKMBAHUSA) C yKa3aHUEM HHIECKCAa, HAMMEHOBAHUS Kpas, 00J1acTH, pecIyOJInKH,
aBTOHOMHOTO OKpyra M uHoro cyowsekta Poccuiickoit denepaiuy, HAMMEHOBaHHUS HACEJIIEHHOTO IYHKTA,
HAaUMEHOBAaHMs YJUIBI (IIPOCIEKTa, Mepeyika, Mmpoe3aa), HoMepa jaoMa (C yKazaHHEM KopIiyca, MpH
HaJIMYUM), HOMEpPa KBapTUPBI);

9) HOMEp SJEKTPOHHOM MEIUITMHCKOW KapThl MAIlMEHTA B TOCYAapCTBEHHOW WHGOPMAIMOHHOU
cucteme B cepe 3apaBooxpaHeHus cyobekra Poccuiickoit @enepanuy;

10) dbamunus, uMs, 0TYECTBO (ITOCIIEIHEE - TIPU HAJTMYMH) IMAIIMEHTA MOJTHOCTHIO;

11) nmara poxneHus nanueHta (ykasbpIBaeTcs YHUCIO, Mecdll, roxa), i aered o 1 rona
JIONIOJIHUTEIbHO YKA3bIBAETCS KOJMYECTBO MOJTHBIX MECSLIEB;

12) damunus, wHUNMATBI UMEHH W OTYecTBa (MOCHEIHEE - MPH HAIMYUU) MEIUIIMHCKOTO
paboOTHUKA OJTHOCTHIO;

13) HaumeHOBaHWE  JIEKAPCTBEHHOro  mpemnapara  (MEXAYHApOJAHOE  HEMaTeHTOBAHHOE
HAaUMEHOBAaHME, TPYNIHUPOBOYHOE WJIM XHUMHUYECKOE HAMMEHOBaHUE, TOProBoe HaMMEHOBaHHUE),
JTO3MPOBKa, (hopMa BBITYCKa, KOJTUIECTBO (BCE MO3HMIIMU YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) croco® mpUMEHEHHs JIEKapCTBEHHOTO MperapaTa Ha TOCyIapcTBEHHOM si3bike Poccuiickoii
@enepanyy WIM Ha TOCYIAapCTBEHHOM s3bike Poccuiickoit denepanuu M TOCYyIapCTBEHHOM  SI3BIKE
pecryOIMK U MHBIX s3bIKax HapooB Poccuiickoit deneparmm °.

15) nokyMeHT, TONTBEpPXKAAIOIMKA Ha3HAYEHUE JIEKApCTBEHHOTO Iperapata IO PEelIeHHUI0
BpaueOHOM KOMUCCHUU MEIUIIMHCKON OpraHU3allNH;

16) oTmeTka O Ha3HAUEHUU JICKAPCTBEHHOI'O Ipernapara MO PELIEHUI0 BpauyeOHONM KOMHCCHUU
MEIUIIMHCKOM OpraHM3alyd B CIyyasX, YKa3aHHBIX B a0O3aie BropoMm nyHkTa 6 Ilopsiaka HazHaueHus
JIEKapCTBEHHBIX MPENapaToB, YTBEPKICHHOIO HACTOSAIIUM MPUKA30M;

17) oTMeTKa O crenuaJbHOM Ha3HAYEHMHU JIEKapCTBEHHOI'O MpernapaTa (3arloyHAeTCs B Cllydasx,
YKa3aHHbIX B IyHKTax 15 m 24 Ilopsiaka HasHa4yeHUs JIEKQpPCTBEHHBIX IIPENApaToB, YTBEPKAECHHOTO
HACTOSIINM IPUKA30M);

18) oTmMeTKa 0 crienuanbHOM HAa3HAUEHUU JIEKAPCTBEHHOI'O Mpernapara MalueHTy ¢ 3a001eBaHueM,
TpeOYIOIUM ATUTENHLHOIO KYPCOBOTO JIeUeHUs (3amoIHAETCs B ciaydae, ykazaHHOM B nyHkTe 23 Ilopsiaka
Ha3HAYeHUsS JIEKapCTBEHHBIX IPENapaToB, YTBEP:KIEHHOTO HACTOSILMM NPHUKAa30M) C IPOCTABICHUEM
NEPUOANYHOCTH OTITYCKa JIEKAPCTBEHHOTO MIpEenapara;

19) npu odopmiiernn perenta B (hopMe AIEKTPOHHOTO TOKYMEHTA Ha JICKAPCTBEHHBIC MPETapaThl,
yKa3aHHbIe B 10oJnyHKTax 2-5 nyukra 9 u nynkre 11 [lopsiaka Ha3HaUYeHMs JIEKApPCTBEHHBIX MPENApPaTOB,
YTBEP>KACHHOIO HACTOSALIMM IPHUKAa30M, TIpakJaHaM, HMEIOIIMM IMpaBO Ha OecIUIaTHOE MOJyuyeHue
JIEKapCTBEHHBIX IPENApaToOB WIM IOJyYEHHE JIEKaPCTBEHHBIX IPENApaToB CO CKUAKOM, 3amOIHSIIOTCS
PEKBU3UTHI, IPEAYCMOTPEHHBIE MOAMYHKTaMu |-18 HACTOAIIEro MyHKTa, a TAKXKE CIeIYIOLINe PEKBU3UTHI:

a) Kareropusi TpaKJaH, HMEIOIIMX IMPAaBO Ha TMOJYyYEHHE JIEKAPCTBEHHBIX IPENapaToB B

29.09.2023 Cucrema TAPAHT 23/33


https://internet.garant.ru/document/redirect/179064/0

[Tpuka3z Munucrepcrsa 3upaBooxpanenusi PO ot 24 HosOpst 2021 r. N 1094u "O0 yrBepxkaeruu [lopsiika Ha3HAYeHUS. . .

COOTBETCTBUU €O cTaThell 6.1 PenepanbHoro 3akoHa ot 17 urong 1999 r. N 178-®d3 "O rocynapcTBeHHOI
coruanpHoi momormu" ’;

0) xox1 Ho3osornveckoit popmel o MKDb;

B) ncTOYHMK (puHaHcupoBanus (1 - QenepanbHbIil OrOmKeT, 2 - OlOmKeT cyOBeKTa Poccuiickoii
deneparun, 3 - MyHULMIIATBHBIA OO/IKET);

r) pa3mep oruiathl (1 - 6ecrmarno, 2 - 50%, 3 - unOM %);

J1) CTpaxoBOM HOMEpP WHAMBHUIYaJbHOIO JIMIEBOIO cyeTa rpaxaaHuHa B [leHcunoHHOM ¢oHze
Poccuiickoit @enepanuu (npu Hanuuun) (CHUJIC);

€) HOMep IoJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPaXOBaHUS.

21. Ilpu mpocTaBieHUM OTMETKH, YKa3aHHOM B nojnyHkre 16 myHkra 20 Hactosmero [lopsaka,
peuent B (opMe BIEKTPOHHOIO JOKYMEHTa IOJAMUCHIBACTCS YCHJICHHON KBaTU(pHUIIMPOBAHHON
AJIEKTPOHHON — TMOJINUCHIO  MpEeAcenareist WIA CceKpeTaps BpayeOHOM KOMHUCCHUM MEIMIHUHCKON
OpraHu3aluy, MpU MPOCTaBICHUM OTMETOK, YKa3aHHBIX B NojanyHkrax 17 m 18 mynkra 20 HacTosILEro
[Topsinka, - yCHIEHHBIMM KBAJU(QHUIMPOBAHHBIMU D3JIEKTPOHHBIMU HOJIHMCAMHU COOTBETCTBYIOLIMX
MEIUIIMHCKUX PAOOTHUKOB.

22. Tlo TpeOOBaHMIO TAIMEHTA WM €ro 3aKOHHOTO MPEACTABUTENSI OGOPMIISIETCS IK3EMILIIP
perienta B (QopMe DSIEKTPOHHOTO [OKYMEHTa Ha OyMakHOM Hocutene ¢ orMmerkod "JlyOmumkar
3JIEKTPOHHOIO JTOKyMEHTa'".

I11. Y4er penenTypHbIX 0JIAHKOB (32 HCKJIIOYEHHEM pelenTypHbIX 01aHKoB 1o popme N 107/y-HII
"CneunajbHblid penenTypHblid 0J1aHK'")

23. VYwuer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rOTaBIMBAEMBIX THUIIOTPA(PCKUM CIOCOOOM (Janee - peuenTypHble OJaHKM, HOJUIeXkKallUe YYerTy),
OCYUIECTBIIIETCS B JKypHaJlaX yuyeTa, IPOHYMEPOBAHHBIX, IIPOLUIHYPOBAHHBIX U CKPEIUIEHHBIX MOANHCHIO
PYKOBOJIMTENS M  IeyaTbl0 MEAMLUMHCKONM  OpraHM3allMd MM HOJIMCHIO  MHJIMBUAYAJIBHOTO
IIpEeANPUHUMATENS, UMEIOILEro JUIEH3UI0 Ha MEULIUHCKYIO 1€ATEIbHOCTb.

24. Xypnai ydera peuentypHbaix 01ankoB Gopmel N 107-1/y conepxuT cienyroniue rpadso:

1) HoMep 1O NOPAIKY;

2) B paznene "llpuxon":

a) JlaTa perucTpanuy JOKyMeHTa, IOATBEPKAAIOIIEro MOCTYIIIICHUE;

0) HOMep U J1aTa JOKYMEHTa, OATBEPKIAIOIEro MOCTYIUIEHUE, HANMEHOBAHNE TIOCTABIIUKA,;

B) 00111€€ KOJIMYECTBO MOCTYNUBIIUX PELENTYPHBIX OJIAHKOB;

r) Qamunus, HMHUOUATBl MMEHH UM OT4YecTBa (MOCIeAHEe - MpH HaJU4YMU) U HOJIHCH
OTBETCTBEHHOI'O MEJMIIMHCKOIO paOOTHHKA, [TOJIyYHUBILIEr0 PELENITYpHbIE OJaHKU OT MOCTaBIINKA;

3) B pa3nene "Pacxon":

a) JaTa BbIJJAUU PELENTYPHBIX OJIAHKOB;

0) KOJIMYECTBO BbIJJAHHBIX PELENTYPHBIX OJIAHKOB;

B) ¢daMwivs, WHULMAIBI WMEHH M OTYecTBa (MOCIEAHEE - MPU HAJIMYUHU) OTBETCTBEHHOTO
MEJMLUHCKOTO Pa0OTHHUKA, ITOJyYUBILEr0 pelenTypHbIe OJIaHKY;

I') OJANKCH OTBETCTBEHHOTO MEIUIIMHCKOTIO paOOTHHKA, MTOJIyYHUBILIErO PELENITYpHbIE OIaHKH;

4) Qamunus, MHALOUANBI MMEHHM W oOT4decTBa (IOCTENHEee - MpU HaJUMYUM) U TOAINHUCH
OTBETCTBEHHOT'O MEJMIIMHCKOIO paOOTHHKA, BHIAABIIETO PEUENTYPHbIE OJIaHKU;

5) OCTaTOK pelenTypHbIX OJaHKOB.

25. Kypuan yuera peuentypHbix OnankoB Gopm N 148-1/y-88 m N 148-1/y-04(;1) comepx ut
cienymoume rpagsl:

1) HoOMep 1O MOPSAIKY;

2) B pazgene "llpuxon":

a) JaTa perucTpalnuy J0KyMeHTa, IOATBEPKAAIOIIEr0 MOCTYIIJICHHUE;
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0) HOMep U J1aTa JOKyMEHTa, MOITBEPKIAI0IET0 MOCTYIIIEHHE, HANMEHOBaHHE MMOCTABIINKA;

B) 00111e€ KOJMYECTBO MOCTYNUBIIUX PELENTYPHBIX OJIaHKOB;

I') CepUU U HOMEpa PEeLEeNTYPHbBIX OJaHKOB;

1) KOJIMYECTBO PEIETITYPHBIX OJIAHKOB TI0 CEPHUSIM;

e) ¢amMuiaus, WHUIMAIBI WUMEHH W OT4ecTBa (MOCienHee - TpU HAIWYUH) M TOJIHUCH
OTBETCTBEHHOTO MEJMIIMHCKOTO paOOTHHKA, TIOJYYHBIIETO PELENITYPHBIE OJIAHKH OT TIOCTABIIUKA;

3) B pa3nene "Pacxon":

a) JaTa BbIJAUM PELENTYPHBIX OJIAHKOB;

0) cepuu 1 HOMEpa BbIJAaHHBIX PELENTYPHBIX OJAHKOB;

B) KOJIMYECTBO BBIJAHHBIX PEIENTYPHBIX OJAHKOB;

r) ¢gamMuiaus, MHULMAIBI MMEHM M OTuYecTBa (TOCieHee - MpPU HAJTUYUU) OTBETCTBEHHOTO
MEJIUIMHCKOTO PAa0OTHHUKA, ITOTyYUBIIETO PEIENTypHBIC OJIAaHKH;

1) TOJIITUCH OTBETCTBEHHOI'O MEIUIIMHCKOTO paOOTHHKA, OTYUYHMBIIETO pEleNTypHbIE OJIaHKH;

4) damwius, WHANMAIBI WMEHHM W OT4decTBa (TOCIENHEe - MpU HAJIWMYUKA) € TOIIHUCH
OTBETCTBEHHOT'0 MEJUIIMHCKOT0 paO0OTHHKA, BBIAABILIETO pELENTypHbIE OJIaHKH;

5) OCTaTOK pelenTypPHBIX OJIAHKOB.

26. Yyer peuentoB, O(GOPMICHHBIX B (hOpMe 3JIEKTPOHHOTO JIOKYMEHTA, OCYIIECTBISETCS B
rocyJapcTBEHHON WH(OpManMOHHOW cucteMe B cdepe 3aApaBooxpaHeHuss cyobekta Poccuiickoit
denepaluyl MOCPEICTBOM BEACHUS €IMHOTO PEECTpa PelenToB, 0pOPMIICHHBIX B (OpME 3JIEKTPOHHBIX
JIOKyMEHTOB.

IV. XpaHenne peuentypHbiX 0JJaHKOB (32 HCKJIIOYEHUEM pPelleNTYPHbIX 0JIaHKOB MO (hopme
N 107/y-HII "CneunajbHblil penenTypHbiid 0J1aHK')

27. MenuIMHCKHE OpraHu3alyy MOJyYaroT HEOOXOIUMBIE pelenTypHble OJIaHKH, 0(hopMIICHHbIE
tunorpagckuM crocoOoM, dYepe3 TEeppPUTOpHUAIbHBIE OpraHbl YIPABICHUS 3APABOOXPAHEHHUEM WIIU
OpraHu3aIliy, YIMOJIHOMOUYEHHBICE HA 3TO OpPraHAMH HCIIOJHHUTEIBHOW BIACTH CyOBeKTOB Poccuiickoii
denepanuu.

28. PeuentypHble ONaHKH, MOJUIEKAIINE YUETy, XPaHITCSI OTBETCTBEHHBIM JIMIIOM, Ha3HAUYE€HHBIM
PYKOBOJMUTENEM MEAMIIMHCKONW OpraHu3allid, B 3alupaeMoM MeTajuindeckoMm mmikady (ceide) wumm
METANINYECKOM SIIUKE.

29. UnauBuayanbHbld IpEeANPUHUMATENb, UMEIOIIUHN JINIIEH3UI0 Ha MEJULIUHCKYIO JeATEeIbHOCTD,
XpaHHUT PEeUEnTypHbIe OJaHKH, MOJICKALINE yUETy, B 3alIMPAeMOM METaUTM4eckoM mKady (ceide) mmm
METAJUIMYECKOM SIIIHKE.

30. IIpoBepka cOCTOSIHHMSI XpaHEHHUs, y4eTa, (PaKTUUECKOTO HAJIMYUS U PAcXo/a PEUEHTYpPHBIX
OJIaHKOB, MOMJIEKAIIMX YYeTy, OJMH pa3 B KBapTaj OCYILECTBISETCS KOMHCCHEH, CO3JaHHON B
MEIUIMHCKON OpraHu3alnH.

31. Peuentyphble OnaHKu, odopmisieMble Ha OyMaXHOM HOCHUTENE MU MOJUIeXkKalllue yueTy,
BBIIAIOTCSI MEIUIMHCKUM paOOTHHKAM, UMEIOUIMM MpaBo O(OPMIICHHUS PELENnTOB, MO PACIOPSHKEHUIO
IJIaBHOTO Bpaya WM €ro 3aMECTUTEII.

[TomydyeHHble penienTypHble OJaHKM Ha OyMaXXHBIX HOCHUTENSX XpPaHATCS MEIULUHCKUMU
pabOTHHKAaMU B MOMELEHUSIX, 00€CIIEUNBAIOIINX UX COXPAHHOCTb.

32. IlporpaMMHO-TEXHMUYECKHUE CPEJICTBA T'OCYNAPCTBEHHBIX MH()OPMAIIMOHHBIX CHUCTEM B cdepe
3IpaBOOXPAaHEHHs, MEIUIUHCKIX MH(MOPMALMOHHBIX CUCTEM MEIUIIMHCKUX OpraHM3aluil 00ecrednBaoT
XpaHEHHUE AJEKTPOHHBIX PELENTOB, OPOPMIIEHHBIX B (POPME 3JIEKTPOHHBIX JOKYMEHTOB B TEUEHUE CPOKOB,
YCTAHOBJICHHBIX i XPAaHEHUS PELENTOB, OPOPMIIECHHBIX Ha COOTBETCTBYIOIIMX (popMax pernenTypHbIX
6JIaHKOB Ha OyMaKHOM HocHTene .

29.09.2023 Cucrema TAPAHT 25/33



[Tpuka3z Munucrepcrsa 3upaBooxpanenusi PO ot 24 HosOpst 2021 r. N 1094u "O0 yrBepxkaeruu [lopsiika Ha3HAYeHUS. . .

! Cobpanue 3akonoxarenscTBa Poccuiickoit @eneparmu, 1999, N 29, cr. 3699; 2020, N 52, ct. 8577.

2 Ilpukas MuHHCTEpcTBa 37paBooXpaHenns Poccuiickoit ®enepamuu ot 15 nexabps 2014 1. N 834m "O6
YTBEPXKACHUM YHUGDHUIMPOBAHHBIX (POPM MEIUIIMHCKONW JTOKYMEHTAIIUH, WCIOJIb3YEMbIX B MEIUIMHCKHX OpPraHU3alusX,
OKa3BIBAIOINX MEAUIIMHCKYIO TOMOIIb B aMOYJIATOPHBIX YCIOBHAX, W MOPSAAKOB 10 UX 3amonHeHuio" (nanee - [Ipukas N 834H)
(3apeructpupoBan MuHucTepcTBoM toctunmu Poccuiickoir ®enepanun 20 despanst 2015 1., perucrpaunonnsiii N 36160) ¢
W3MEHEHMSIMH, BHECEHHBIMU NpUKa3aMu MuHHCTEpCTBA 31paBooxpaHeHus Poccuiickoil @enepaunu ot 9 siuBaps 2018 r. N 2
(3apeructpupoBan MunmcTepcTBOM roctuimu Poccutickoit @enepammu 4 anpens 2018 r, perucrpanuonnsnii N 50614), ot 2
nostops 2020 . N 1186n (3apeructpupoBan MunmctepctBoM toctuin Poccuiickoit @eneparun 27 wHostOpst 2020 1.,
peructparmosHerit N 61121).

3 TTpukas N 834mn.

4 Yacrs | crateu 15 3akona Poccuiickoit ®enepauun or 25 okrabps 1991 r. N 1807-1 "O sa3blkax HapojoB
Poccuiickoit @eneparun" (nanee - 3akon N 1807-1). (Benomoctu cre3na Hapoansix aenyratoB PCOCP u Bepxosnoro Cosera
PC®CP, 1991, N 50, ct. 1740; Cobpanne 3akoHogaTenbcTBa Poccuiickoit @enepannu, 1998, N 31, cr. 3804).

> Yactp 4 crateu 91.1 ®OenepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHomarenbctBa Poccuiickoit ®eneparmm, 2011,
N 48, ct. 6724; 2020, N 29, cT1. 4516).

®Yacrte 4 cratbu 91.1 ®OenepanpHOro 3aKoHa N 323-03 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®eneparmm, 2011,
N 48, ct. 6724; 2020, N 29, c1. 4516).

7 Crarem 91 u 91.1 OenepanpHOro 3aK0oHa N 323-03 (Cobpanune 3axkoHOmaTenscTBa Poccuiickoit depepannu, 2011,
N 48, cT. 6724).

8 Yacts | crateu 15 3akona N 1807-1 (BemoMoctH chesna Hapoaueix gemyratoB PCOCP u BepxoBnoro Cosera
PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akoHoaaTenbeTBa Poccuiickoit @enepanuu, 1998, N 31, cr. 3804).

9 Cobpanue 3akoHOAaTeNnbCTBA Poccuiickoii eneparmu, 1999, N 29, cr. 3699; 2020, N 52, ct. 8577

10 Tloamynxkr 5.2.169 TTonoxenus o Munucrepctse (CoOpaHue 3akoHopaTenbcTBa Poccuiickoit ®enepauun, 2012,
N 26, ct. 3526; 2021, N 43, c1. 7258).

T'APAHT:

Peuentypusie Omanku ¢opmber N 107/y-HII, wmsroroBnennsie mpo 1 mapra 2022 1., MOryT OBITH
MCIoJib30BaHbl 10 1 mapta 2023 1.

IIpunoxenune N 4

K nprkazy MUHHHCTEPCTBA 3IPABOOXPAHEHH

Poccuiickoii ®enepauuu

oT 24 Hos10ps1 2021 r. N 1094n

®opma criennaabHOro peuentypaoro oganka N 107/y-HII

MMHMCTEPCTBO 3OPaBOOXPAaHEHUSA Konm oopwmer mo OKV]

Poccurickor Odenmepauumn MemnmurHCKas IOOKyMeHTAaLMs
dopma N 107/y-HI, yTBepXmeHHAaS
nprkasoM MmHMCTepcTBa
3OpaBoOXpaHeHusa Poccumckon Odenmepalum

WTaMIll MeOMLIMHCKOM OpTraHM3alumu or 24.11.2021 N 1094H

PELEIT

Cepusa N N

" " 20 .
(DaTa BBINIMCKM peLenTa)

(B3pOCUEI, IOEeTCKUM — HYXHOE NOOUEPKHYTH)
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damMmnmsa, MMA, OTUECTRBO (IIocjieHee - IIPU HaJIM4UMM)

naumMeHTa

BoszpacT

Cepusa ¥ HOMEP HOJIMCa ODA3aTEJIbHOT'O MEOMUMHCKOI'O CTPAaXOBAHULA
HoMep MeOMLMHCKOM KapTH

damMmmsa, MMSA, OTUECTRBO (IIocjieHee — IIPU HaJIM4UMM)

Jleuamero Bpada (denbnumepa, aKyLepkKH)

[loonuce M JMYHaLg IIedaThb Bpauda
(momnuck Qenpaumepa, akKyLEepKM)

M.II.
dammnms, UMS, OoTUeCcTBO (HIocjenHee - PV HaJIMdum) u IOONNCH
YIIOJIHOMOUYEHHOT'O JIMLa MEeOMUMHCKOM OpraHM3alumn

M.II.

OTMeTKa alTedHOM OopITaHM3auum o0 OTIYyCKe
damMmmsa, MMsA, OTUECTRBRO (IIocjieHee - IIPM HaJlMuMM) UM INOIONMCH paboTHMKA
AITEeYHOM OpI'aHM3alLuu

M.II.
Cpok mencTBMA pelenta 15 mHen

IIpunoxkenune N 5

K nprka3sy MUHHCTEPCTBA 3IPaBOOXPAHEHUS
Poccniickout @exepannn

ot 24 Hos10ps1 2021 r. N 1094

IMopsinok U3roToBJIEHUsI, pacnpe/ieJieHUsl, peTHCTPAI[UM, YUeTAa U XPaHEHHUsI pelleNToB, CoAePKAIMNX
Ha3HAYEHHUE HAPKOTHYECKUX CPeACTB UJIH MCUXOTPONMHBIX BellleCTB

I. ITopsiioK U3rOTOBJIECHUSA, PacHIpeAe/IeHUS ClIeUATbHBIX peleNnTYPHbIX 0J1aHKOB 10 ¢opme
N 107/y-HII

1. Opranuzanuio U3roTOBJICHUS U paclpeneseHusl peuenTypHbix O1ankoB 1o gopme N 107/y-HII
"CrneuuansHbeli pelenTypHbId OmaHk" (mamee - croenuanbHBIA PEIEenTypHBIH OJIaHK) OCYIIECTBISIET
MunucrtepcTBo 3apaBooxpanenus Poccuiickoit @eneparuu (nanee - MUHHUCTEPCTRBO).

2. CneuuanbHble pelenTypHble OJaHKH SBIAIOTCS 3aILUIIEHHON MOJUTrpaduuecKor MporyKIHen
ypoBHs "B'", m3roraBnuBaemoil Ha Oymare po3oBoro I1Bera pasmepoM 10 cMm x 15 cMm, HOMKHBI UMETh
CEpUI0 U HOMEp, a TaKKe COOTBETCTBOBATh TPEOOBAHMSM, YKa3aHHbIM B Ipuka3ze MuUHHUCTEpCTBa
¢unancoB Poccuiickoit @eneparuu ot 29 centsops 2020 r. N 2171 "OO yTBepkaeHUN TeXHUYECKUX
TpeOOBaHUH W YCIOBHH M3TOTOBJICHHUS 3aLIMIIEHHON OT MOAJENOK HoJaurpaduyeckoi mpoaykuuu"
(3apeructpupoBan  MunuctepctBoM toctunmu  Poccmiickoit  ®Pepepanmm 16 HosOps 2020 1.,
peructparonssiii N 60930).

3. B mensix opraHusanuy M3rOTOBIICHUS U pacHpelleieHHs CHEIHaTbHBIX PELEeNTypHbIX OJaHKOB
MEIUIMHCKUE OpraHu3alliy, HMEIOLIUE IPAaBO OCYIIECTBIATh BBbIJAUYy PELENTOB Ha HApKOTUYECKUE
cpencTBa WM TcuxoTpomnHble BemiectBa crucka Il Ilepeunss u 3apeructpupoBanHble B Poccuiickoit
@enepalii B KauyeCcTBE JIEKAPCTBEHHBIX MIPEMapaToB JJIsi MEIULMHCKOIO IpUMEHEHMs (nasee
COOTBETCTBEHHO - MEIUIMHCKAs OpraHu3alys, HApKOTUYECKUI (NICUXOTPONHBIA) JI€KapCTBEHHBIN
npernapar), COCTaBJIAIOT 3asBKH HA pELENTypHbIC OJaHKH.
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4. B cpok m0 1 OoKkTA0psi TEKyIIero roja 3asBKH MEAMIIMHCKUX OpraHU3alliii Ha CHelHalbHbIC
pelenTypHble OJJaHKU MPEICTaBISIIOTCS:

1) MEIUIMHCKMMHU OpraHM3alMsMH, HaXOMALIMMUCA B BeJCHMU (eaepajbHbIX OpraHoB
MCIIOJIHUTENIbHOM BJIACTH, - B COOTBETCTBYIOIINE (heiepabHble OpraHbl HCIIOJHUTEIbLHON BIACTH;

2) MEIWUMHCKUMHU OpraHu3aldsMH, HAXOISIIMMHCA B BeIeHUM CyOBekToB Poccuiickoit
®enepai, MEIUIMHCKUMU OpPraHU3alMsIMU MYHUIMIAIBHOM M YaCTHOM CHUCTEM 3ApaBOOXPAHECHHUS - B
OpraHbl HCIOJHUTENBHONW BiAacTH cyObekToB Poccuiickoit ®enepamyuu B chepe OXpaHbl 310pOBbs
rpaxkaaH, Ha TEPPUTOPUU KOTOPBIX OHHM PACIIOJIOKEHBI (J1ajjee - OpraHbl HCIOJHUTENBHOM BiacTu
cyowrekToB Poccuiickoii deneparyn).

5. B 3asBKe MEAMIIMHCKOW OpraHM3alliy Ha CIELUAJIbHbIE PELENTypHble OJaHKU YKa3bIBAIOTCS
CJIEIYIOLINE CBEJICHUS:

1) cBeneHus O MEAMIIMHCKOW OpraHu3alluy, MOJABIICH 3asBKYy Ha ClelUajbHbIE pElENnTypHbIE
OnaHKH (IIOJTHOE HAMMEHOBAHUE, AIPEC MECTa HaX0XKJICHHS);

2) KOJIMYECTBO CHEIMAJbHBIX PEUENTYPHbIX OJIAHKOB, M3PAacXOJIOBAaHHBIX MEIUIIMHCKON
opraHuszanuei Ha | sstHBaps NpealeCTBYIOIIEro Io/a;

3) KONMMYECTBO CIEUUATbHBIX PEUENTYPHBIX OJaHKOB, HEOOXOAMMBIX MEIUIIMHCKON OpraHu3aluu
Ha CJIEYIOIIMMI TOI.

3asiBKa MEIUIMHCKON OpraHu3aluy Ha CHelHalbHbIe peLenTypHble OJaHKU MOJMUCHIBACTCA
PYKOBOIUTENEM MEIULMHCKON OpraHu3aliy, KOTOPHI HECeT IEpPCOHAJIbHYI0 OTBETCTBEHHOCTh 3a
000CHOBAaHHOCTh U JOCTOBEPHOCTh YKa3aHHBIX CBEJICHUH.

6. denepanbHble OpraHbl UCIIOJIHUTENBHOM BJIACTH, B BEJEHUM KOTOPBIX HAXOIATCS MEIULUHCKUE
opraHuzanuu (najgee - QenepalibHble OpraHbl HCIOJIHUTEIBLHOW BIACTH), U OpraHbl HCIOJHUTEIBHON
BIacTH cyOBekTOoB Poccuiickoii ®Demepanu Ha OCHOBAaHUM 3asABOK MEJHMIIMHCKHX OpraHW3aluii Ha
CIeIMalIbHbIE pelenTypHble OJIaHKH (OPMHUPYIOT CBOJIHBIE 3asIBKH Ha CIICLUAIbHBIE peLenTypHbIe OlaHKU
U B CpOK 710 | nexadbps TeKyIiero rojia npeAcTaBisiioT uX B MHHUCTEPCTBO.

7. B cBOHOM 3asBKE Ha CIIeUAIbHBIC pEUENTYpHbIC OJIAHKU YKA3bIBAIOTCSA CIEIYIOIINE CBEICHUS:

1) cBenenus o (eaepasbHOM OpraHe MCIOJHHUTEIBHOM BIACTH (OpraHe HCIIOJHUTEIHHON BIACTH
cyowekta Poccuiickoit denepaiun), IpeAcTaBUBIIEM CBOJHYIO 3asBKY Ha CIIELUATbHBIE PELENTypHbIE
0J1aHKu (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/ICHUs);

2) KOJMYECTBO CIELHUATbHBIX PEHENTYPHBIX OJaHKOB, pacmpeleleHHbIX (eaepaabHbIM OpraHoOM
WCIIOJIHUTENIbHOM BilacTU (OPraHOM HCIHOJHUTENBbHON Biactu cyobekra Poccuiickoit denepanun) Ha 1
STHBapsI NPEAIIECTBYIOLIEr0 I'0/1a MKy METUIIMHCKUMHU OpTraHN3alUsIMU;

3) KOJIMYECTBO CIEUUAIBHBIX PEHENTYPHBIX OJaHKOB, HEOOXOAMMBIX (enepaabHOMYy OpraHy
WCIIOTHUTENIbHON BJIAaCTH (OpraHy HCIOJHUTEIbHON BlacTh cyObekra Poccuiickori denepanun) Ha
CJEYIOUINI roJ1 AJIs paclpeeaeHus] MEKAY MEIUMHCKUMHU OpraHUu3alusIMU;

4) cBeneHHUs O TMOABEIOMCTBEHHOW OpraHU3allid, YMOJTHOMOYEHHOUW ¢eaepaibHbIM OpraHoM
WCIIOJTHUTENIbHOM BilacTH (OpraHoM MCIOJIHUTENbHOM BiacTu cyobekra Poccuiickoit ®exeparun)
OCYILECTBIIATh MOJYYEHHE CIELHUANbHBIX PELENTypHbIX OJaHKOB OT MMHHUCTEpPCTBA, UX XpaHEHUE U
BBIJIa4y MEIUIIMHCKUM OpraHu3anusaM (TIOJHOE HauMeHOBaHue, aapec Mecta Haxoxnaenus, WHH/KIIII,
OKTMO opranu3zainuu, (pakTHYECKUN aipec MOCTaBKN).

8. Ha ocHoBaHMM ©OJyYEHHBIX CBOJHBIX 3asBOK Ha CIELMaJbHbIE pEUENnTypHble OJaHKU
MMUHHCTEPCTBO €XErofHO B CpPOK A0 15 sHBaps crnemyromiero roga ¢GopMHpyeT M YTBEp)KAaeT IUIaH
pacnpeesieHns CIeNUalbHbIX PELEeNTypHbIX OJaHKOB, B KOTOPOM OTpa)kaeTcs rojioBas MOTPEOHOCTh
Poccuiickoit dexepanyu B CHEUMANbHBIX pPELENTYPHbIX ONaHKax (najee - IUJIaH pacHpeesCHHs
MuHucTepcTBa).

9. B nnane pacnpeznenenus MUHHCTEPCTBA YKa3bIBAIOTCS CIENAYIOLINE CBEICHU:

1) nopsiIKOBBIN HOMEp 3aIUCH;

2) HaMMeHOBaHHE (QelepaJTbHOr0 OpraHa HCIOJHHUTENBHOW BJIACTH (OpraHa HUCIOJHUTENbHON
Brnactu cyOwekta Poccuiickoit ®enepamuu), TPEACTABUBIIETO CBOAHYIO 3asiBKy Ha CIEIUaIbHBIC
pelenTypHble OJaHKHU;
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3) He0OX0UMOE KOTMUYECTBO CIEUATbHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBnenue cnenuanbHbIX pelenTypHbIX OJIaHKOB (efiepaabHbIM OpraHaM UCIIOJIHUTEIbHON
BJIACTH, OpraHaM MWCIOJHHUTENbHOM BiacT cyOwekToB Poccuiickoit depepanmu ocyliecTBiIseTcs
MuHHCTEPCTBOM B KOJIMUYECTBE, IPEyCMOTPEHHOM IIJIAHOM pachpezesnenus MunucrepcTna.

11. MuUHHCTEPCTBOM [OMOJHUTENHLHO K KOJUYECTBY CIEHHUANbHBIX PEHENTYPHBIX OJIAHKOB,
NPEeyCMOTPEHHOMY IUIAHOM  pacrpenesieHuss MUHUCTepCTBa, (opMuUpyeTCss pe3epBHBIM  3arac
CHElMAJbHBIX PELENTYpPHbIX OJIAaHKOB B KoJMuecTBe, He mpeBblmaromeM 150 000 crenuanbHbIX
pELEeNTYyPHBIX OJIaHKOB.

12. B ciydae yBenuueHUs NOTPEOHOCTH B CIIELMAIBHBIX PELENTYPHBIX OjaHKax (enepanbHble
OpraHbl UCIIOJIHUTEIbHON BJIACTH (OpPraHbl UCIIOJIHUTENBHOM BiacTH cyObekToB Poccuiickoit @enepariun)
HanpaB/IlOT B MMHHMCTEPCTBO CBOJHBIE 3asBKM HA JOIOJHUTENBHOE KOJIMYECTBO CIIELUATIBHBIX
pelenTypHbIX OJIaHKOB (C OOOCHOBaHMEM YBEIMYEHHUS TOTPEOHOCTH B CIENUATBHBIX PELENTYPHBIX
OnmaHKax), KOTOpble MPEAOCTAaBIAIOTCS MHHHUCTEPCTBOM M3 PE3EPBHOrO 3amaca  CIEeHUaIbHBIX
pelenTypHBIX OJaHKOB.

13. ®enepanbHble OpraHbl UCIIOJIHUTENLHON BIACTH (OpraHbl HCIOIHUTEIBHOM BIACTH CyOBEKTOB
Poccutiickoit deneparuu) pacnpefessiioT TOJYYCHHBIC CICIHAIbHBIE PEIENTYPHbIC OJaHKH MEXITy
MEJIMLUMHCKUMHM OpraHu3alMsiMM Ha OCHOBAaHMM IUJTAHOB paclpeleseHusi, CQOpPMHUPOBAHHBIX B
COOTBETCTBUU C 3asiBKAMH MEIUIIMHCKUX OpraHU3aluil Ha ClielualbHbIe pelenTypHbIe OJIaHKH.

I1. Iops10oK perncTpanum, y4eTa i XpaHeHHs CeNHAJbHBIX peleNTYPHbIX 0JIaHKOB N0 Gopme
N 107/y-HII

14. MunucrepctBo, uHBIE (eAepalbHble OpPraHbl HCHOJHUTENBHOM BIACTH U OPraHbl
UCTIOJIHUTENIbHOW BiacTu cyObekToB Poccuiickoit denepanuy OpraHu3ylOT XpaHEHUE CIELHaIbHBIX
peLEenTypHbIX OJAHKOB B IOABEIOMCTBEHHBIX OpraHM3alMsIX, YIOJIHOMOYEHHBIX OCYIIECTBIATH
[OJYyYeHHE CIELUUAIBHBIX pPELENTYpPHbIX OJaHKOB OT MHUHHCTEpPCTBA, MX XpaHEHHE U BblIAdy
MEIUIMHCKUM OpraHu3alusaM (Aajee - yIoJIHOMOYEHHAs: OpraHu3arus).

15. B ynosHOMOYEHHOW OpraHu3aluy U MEAULIUHCKONW OpraHU3alNU, IMOTYYUBIIEH CIIEHUAIbHbBIE
pelentypHble OJaHKH, OPraHU3yeTCs PETUCTpallvsd, Y4YeT M XpaHEHHE CHEIHUAIbHBIX PEeLEHnTYPHBIX
OJIaHKOB.

Peructpanus, yder M XpaHEHHME pE3E€pBHOIO 3alaca CHEUAIbHBIX pELENnTYpHbIX OJIaHKOB
MuHucTepcTBa  ocyliecTBiIseTcsl  (eAepalbHbIM  T'OCYJApPCTBEHHBIM  OIOJKETHBIM  YUPEXKICHHEM,
HaxXOJSAIIMMCS B BeJleHuM MUHHCTEpCTBa (Jjajiee COOTBETCTBEHHO, - PE3EPBHBII 3amac, 110/1BeI0MCTBEHHOE
yupexKIeHue).

16. PaOoTHMK, Ha3HAU€HHBIH NPHUKA30M PYKOBOJIUTENS YHOJHOMOYEHHON OpraHu3aluu
(YNOJIHOMOYEHHOM OpraHu3aliy, MOJIBEAOMCTBEHHOIO YUPEXKIEHHsS) OTBETCTBEHHBIM 3a PETHCTPALHUIO,
XpaHEHHE M YYeT CIHEeUUalbHbIX PELEeNTypHbIX OJIaHKOB (Jajiee - OTBETCTBEHHBIM paOOTHHK), Ha
OCHOBAHMHU JJOBEPEHHOCTH, OPOPMIICHHOHN B MOpPSAKE, YCTAHOBICHHOM 3aKOHO/ATENbCTBOM Poccuiickoit
@enepari (¢ MOANMCHIO  PYKOBOJAUTENSI  YIOJIHOMOYEHHOW opraHu3auuu  (YIOJHOMOYEHHOU
OpraHu3alluy, MOABEJOMCTBEHHOIO YUPEXKIEHU ), [NIaBHOT0 OyXrajTepa, 3aBepeHHbIX KPYTJIOi neyaTbio),
MOJTy4aeT CHelHalbHbIe PELENTYypHbIE OJaHKU U OCYLIECTBIIIET BEACHHUE KypHala PETUCTPAllUU U ydeTa
CHElMaJbHBIX PELENTYpHBIX OJaHKOB, K KOTOpoMy mpuoOmiaer ¢oro- W (WIM) BHJEOMaTepUabl,
noJATBepKaatoIue GakT opopMIIEHUS PELIENITYPHBIX OJJAHKOB Ha JIoMY (IIpU HAJIMYUH).

17. XKypHan perucrpauvd M yuyeTa CHEIHATbHBIX pPELENTYpPHbIX OJAaHKOB JOJDKEH OBITh
IIPOHYMEpPOBaH, MNpPOIIHYpPOBaH, MMETh Ha IIOCIEAHEW CTpaHHIE 3alUCh, COJAEPXKALIYI0 KOJIMYECTBO
CTPaHHML, IIOJHOE€ HAaWMEHOBaHHE YIIOJHOMOYEHHOM OpraHu3anuu (MEOUIMHCKOM OpraHu3aluu,
MOJIBEIOMCTBEHHOI'O  yUPEXJEHUs]), a TaKXKe CKpEeIUIeH TMOANKMCHhI0 PYKOBOJIUTENSI M MEYaTbhio
YIOJHOMOYEHHOM OpraHn3anuu (MEIULUHCKONW OpraHu3aliuy, OBEOMCTBEHHOTO YUPEKACHU).

Kypnan perucrpanuu M yuera CHELMAJIbHBIX pEUENTYpPHBIX OJaHKOB pE3epBHOrO 3amaca
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MuHHCTEpCTBa CKPEIUIAETCS TakKe MOAMUCHI0 AUPEKTOpa (B CIy4yae €ro OTCYTCTBUSA - 3aMECTHTENs
nupekropa) JlemaprameHTa peryJdpoBaHHUS OOpalieHUs] JIEKApCTBEHHBIX CPEICTB W MEAUIIMHCKHUX
u3aenui MuHuCcTeEpCTBA U Ie4aTblo MUHUCTEPCTBA.

18. B >XypHajse peructpaliii M Yy4yeTa CHEIHUAJIbHBIX PELUENTYPHBIX OJAHKOB YKa3bIBAIOTCSA
CJIeIYIOIINE CBEICHUSI:

1) nopsiIKOBBIN HOMEp 3aIUCH;

2) mpuUXO0/ CIIEIUATBHBIX PEIENTYPHBIX OJIAHKOB:

a) pPeKBU3HTHI U JaTa PETUCTPAIMH MPUXOJHOTO IOKYMEHTA;

0) oO1ree KOMTUYECTBO MOCTYMHBIIUX CIICIUATBHBIX PEIENTYPHBIX OJIaHKOB;

B) CEpHS U HOMEDP CIIEIMATIBHOTO PEIENTYPHOTO OJIaHKa;

T') KOJMUYECTBO CIICHUATIBHBIX PEUENTYPHBIX OJaHKOB IO KaXI0H Cepuu;

1) baMuius, UMsi, 0TYECTBO (TIOCIIETHEE - TIPU HATMYMH) U MOAITUCH OTBETCTBEHHOTO PaOOTHHUKA;

3) pacxo/l CeHalbHBIX PELENTYPHBIX OJaHKOB:

a) aTa BbIJA4M CHEIHAIbHBIX PELIETITYPHBIX OJIAHKOB;

0) cepuu ¥ HOMEpa BBIJAHHBIX CIICIUATBHBIX PEIENTYPHBIX OJIAHKOB;

B) KOJMYECTBO BBIJAHHBIX CIHEIUAIBHBIX pELENTYpPHBIX OJAHKOB C YyKa3aHHEM B CKOOKax
KOJIMYECTBA CHEIHALHBIX PELENTYPHBIX OJAHKOB, BBIJAHHBIX NI 0POpPMIICHHUS HA IOMY;

r) ¢daMuins, uMs, OTY4eCTBO (MOCJICAHEE - MPH HAJWYMH) W TOAMKHCH JIUIA, IMOJYYHBIIETO
CIEIUANIbHBIE PEleNTYPHbIC OJIAaHKU;

1) KOJTMYECTBO CHEIHAIbHBIX PEeLENTYpPHBIX OJaHKOB, 0)OPMIIEHHBIX HA TIOMY;

e) ¢amwius, UMsA, OTYECTBO (TOCiIEqHEEe - MPU HAJIMYUM) U TOANUCH JHUIa, O(QOPMHUBLIETO
CIieIUalbHbIe pelenTypHble OJIaHKU Ha JI0MY;

4) hamumnusi, UMsi, OTUYECTBO (MTOCIEAHEE - PU HAIWYUH) U TIOJITUCH OTBETCTBEHHOTO PAOOTHUKA;

5) ocTaToK CHelHaNbHBIX PEUENTYPHBIX OJaHKOB.

19. CneunanbHblii peuUenTypHBIH OJaHK SBIAETCS JOKYMEHTOM CTPOTOH OTYETHOCTH. 3arac
CIEIUANIbHBIX PELEeNTYPHbIX OJIAHKOB B MEIULMHCKON OpPraHM3allMU JOJKEH XPAHUTHCS B CIIEIUABHBIX
MOMEIIEHUX, celipax MM B CHEIUAIBHO M3TOTOBJICHHBIX MKadax, OOUTHIX OIMHKOBAHHBIM HKEIIE30M, C
HAJeKHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemenusi, cetibl, mKadbl, B KOTOPHIX XPAHITCS CHEIUAIBHBIC PEIENITYPHBIC OJIAHKH, TOJKHBI
ObITh 3aKpBITHI HAa 3aMKH U TIOCIIE OKOHYaHHWS paboOThl oOMNedaTaHbl MEYaThio YIMOJIHOMOYEHHON
opraHuzanuu (MeIUIIMHCKON OpraHu3alii) WiIH OIJIOMOUPOBAHBI.

20. B MenMIMHCKHMX OpraHM3alMsIX 3amac CHENHaIbHBIX PEHEnTYpPHBIX OJaHKOB HE JOJKEH
MPEBBIIATH TOJ0BOI MOTPEOHOCTH.

21. Pa3pemaercss BbIIaBaTh MEIUIIMHCKOMY paOOTHUKY, HMEIONIEMYy I[paBO Ha3HA4aTh
HApKOTHYECKUE (TICHXOTPOITHBIC) JICKApCTBEHHBIC IIpermapaThl, CIMHOBPEMEHHO HE OoJiee BajaTH
CIHEIUAIBHBIX PELENITYPHBIX OJIAHKOB.

Menuinackiue paOOTHUKHM, BBIMUCHIBAIONIME PEUENThHl HAa HAPKOTUYECKHE (TICHXOTPOITHBIE)
JIEKapCTBEHHBIEC MpENapaThl, HA OCHOBAaHUM IpPHUKa3a PYKOBOAMUTENS MEAMIIMHCKON OpraHu3aluyd HECYT
JUYHYI0 OTBETCTBEHHOCTh 3a COXPAHHOCTh TMIOJYYEHHBIX CHEIUAJIbHBIX pPELENTYPHBIX OJaHKOB.
CriennanbHble pelenTypHble OJaHKH, MONYYeHHbIE MEIUIIMHCKUM PAaOOTHUKOM, XPaHSATCS TMOJ 3aMKOM B
ceipax, MeTaNIMUECKUX MIKa(axX WM METAUTHYECKHUX SITUKAX.

22. B MeauUMHCKOW OpraHu3aliyd CO3/1a€TCS MOCTOSHHO ACHCTBYIOLIAsh KOMMCCHS, KOTOpas He
pexe 1 paza kBapTayn (M0 PEHICHUIO PYKOBOJWUTENS MEIUIIMHCKON OpraHU3allMd BO3MOXKHO 4Yallle)
OCYIIECTBIIIET MMPOBEPKY COCTOSHUS PETUCTPALIMU U ydeTa CIEIHUANbHBIX PEHENTYPHBIX OIaHKOB, B TOM
YHUCJIe MyTEeM CBEPKH 3aIuceil >KypHaja PErdCTpallMi U ydeTa CIEIUaIbHBIX PEIEnTYpPHBIX OJIAHKOB, C
(haKTUYECKUM HAJIMYUEM CHEIHAIbHBIX PELENTYPHBIX OJAHKOB, a TaK)Ke MPOBEPKY COCTOSHUS XPaHCHHS
CIIeIMATTBHBIX PENENTYPHBIX OJJaHKOB.

[To pe3ynbpTaTaM MPOBEPKHU B KypHAJIE PETUCTPAIMU U yUeTa CHEeIHAIBLHBIX PEIENTYPHBIX OJIaHKOB
JIeTIaeTCsl 3alHiCh O pe3yibTaTax MPOBEIEHUS CBEPKHU JAHHBIX, 3aKPEIUICHHAs TMOIIUCIMH BCEX UYJICHOB
KOMMCCHH WK CO3JIA€TCs CIIELIUATIbHBIN aKT IPOBEPKHU.
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23. ®denepasibHble OPraHbl UCTIOIHUTENIBHOM BIACTH M OpraHbl UCIIOJHUTEIBHOMN BIIaCTH CyOBEKTOB
Poccuiickoit denepanny OCyIIECTBISIIOT KOHTPOJIb 3a OpraHU3alMed PErMCTpalvd, y4eTa U XPaHCHHUs
CHelMaIbHBIX PELENTYPHBIX OJaHKOB B YITOJTHOMOUYEHHBIX OPraHU3aLUAX U METUIIMHCKUX OpraHu3alusix.

24. Bplmaya crnenuaigbHBIX pPELENTYpPHBIX OJIAHKOB W3 pe3epBHOro 3amaca MuUHUCTEpCTBa
denepanbHBIM OpraHaM MHCIHOJHMTENBHOM BIacTW M OpraHaM HCIOJHUTENIBHOW BJIACTH CYOBEKTOB
Poccuiickoit  ®enepaiuu  OCYHISCTBISIETCS.  OTBETCTBEHHBIM ~ PAOOTHUKOM  TOJIBEIOMCTBEHHOTO
YUPEKACHUSI HA OCHOBAHUU PEIICHUs 00 OTIYCKE CHEIMAIbHBIX PELENTYPHBIX 0JIaHKOB, 0()OPMIIEHHOTO B
BUJE MHCbMa, IMOANHUCAHHOTO IUPEKTOPOM (B CiIydae €ro OTCYTCTBUSL - 3aMECTUTENIEM IUPEKTOpPa)
JlemaprameHTa peryiMpoBaHusi OOpamleHHs JICKapCTBEHHBIX CPEACTB W MEIMIMHCKUX —M3/ETIHi
MunucTepcTsa.

ITpoBepka nesATENBHOCTH MOABEAOMCTBEHHOTO YUPEXKACHUS 110 PETUCTPALUU, YUETY U XPaHEHUIO
pe3epBHOro 3amaca ocyliecTBisercss JlemapraMeHTOM pEryJlupoBaHHUs OOpalleHusl JIEKapCTBEHHBIX
CPEICTB M MEAMUMHCKMX wu3aenuii MuHucrepctBa 2 pa3a B rox He nosgHee 20 uucna mecsna,
CJIEYIOLIETO 33 UCTEKIINUM MOIYTOAHEM.

Ipunoxenune N 6

K I1pyKazy MHHHCTEpPCTBA 3APaBOOXPaHEeHHUs
Poccuiickoii ®enepauuu

oT 24 Hos10ps1 2021 r. N 1094n

IIpaBuia opopMiieHNsI PelleNTOB, COAEPKAMMX HA3HAYEHHE HAPKOTHYECKUX CPECTB HIIN
NMCHXOTPONHBIX BEIIECTB, B TOM YHCJe B (hopMe 3J1eKTPOHHBIX JIOKYMEHTOB

I. Opopmitenne penenta Ha OyMaKHOM HOCUTEJIE

1. Ha peuentypubix 6xankax ¢gopmbl N 107/y-HII B 1eBoM BepXHEM yTriy MPOCTABISETCS LITAMII
MEJIMLIMHCKONW OpraHM3allii C yKa3aHHEM ee¢ IOJHOro HAaMMEHOBAaHWs, aapeca W TenedoHa C naTou
BBIMKCKY (aTOM 0OPMIICHHS) pellenTa Ha JIEKapCTBEHHBIN Mpernapar.

Penentypusie Omanku Qopmer N 107/y-HIT H3roTaBIMBarOTCS HCKIIOYUTEIBHO THIOTPadCcKuM
CIOCOOOM.

2. Ha penentypHbIXx OyaHKaxX, oOG(OPMIIIEMbIX HWHIWBUAYAIGHBIMU TPEANPHUHAMATEISIMH,
UMEIOIUMH JIMLIEH3UI0 Ha MEAMIMHCKYIO JeSTENbHOCTh, B BEPXHEM JIEBOM YIIy THIOrpadCKUM
CrocoOOM WJIM IyTeM NPOCTABJICHUS INTAMIA JOJDKEH OBbITh YyKa3aH aApec WHJIUBUIYAIBHOTO
OpearpuHUMaTeNsi, HOMEp M Jara JHIEH3WH, HAaNMEHOBAaHHWE OpraHa TOCyJapCTBEHHOW BIIACTH,
BBIJIaBILIETO JIUIICH3UIO.

3. Peunentypusie Onanku Qopmbr N 107/y-HIT 3amonHsoTcss METUIIMHCKUM paOOTHUKOM
YEpPHWIAMH WJIU IMIAPUKOBOU PYUYKOM.

4. Tonyckaetcs oopMIIeHHE BCEX PEKBU3HUTOB (3a UCKIoueHHeM pekBu3uTa "[loanucek nevaiiero
Bpaua (moanuck ¢enpamepa, akymepku'") peuentypHeix 61ankoB Gopmel N 107/y-HIT ¢ ucnons3oBanuem
NI€YaTaOIUX YCTPONCTB.

5. B peuentypuom 6nanke popmsl N 107/y-HII B crpokax "damuius, umsi, 0TYECTBO (11OCIEIHEE -
npu Haiuunn) nanyrenTta” U "Bo3pacT" yka3pIBaroTCS MOTHOCTHIO aMUIHsI, UMS, OTUECTBO (MOCIEaHEE -
IIPY HAJMYMH) MAIUEHTa, €r0 BO3PacT (KOJUYECTBO MOJIHBIX JIET).

JonycTMo yka3zaHue 1aThl pOKICHUS MallUEHTA.

6. B penenrypaom 6nanke Gpopmer N 107/y-HIT:

1) B crpoke "Cepust 1 HOMEp TOJKCa 00s3aTEIHHOTO METUIIMHCKOTO CTpaxoBaHUs" YKa3bIBaeTCA
HOMeEp ToJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPAXOBaHUs MallMeHTa (Mpy HATUYKH);

2) B ctpoke "Homep MeTUIIMHCKON KapThl" yKa3bIBa€TCs HOMEpP MEIUIIMHCKON KapThl MallMeHTa,
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MOJIYYaroIlero MeAMLUHCKYIO MOMOIIb B aMOYJIaTOPHBIX YCIOBHSAX, WJIM HUCTOPUU OOJE€3HM MAlUEHTa,
BBIMKMCHIBAEMOT0 U3 MEAUIIMHCKON OpraHU3aliy;

3) B ctpoke "damunus, UMsl, OTYECTBO (IOCTEIHEe - IPU HAJIMYKN) Jieyalero Bpava (denbamiepa,
aKyIlepku)" yka3bplBaeTcs MOJHOCTBIO (pamuiins, UMs, OTYECTBO (IOCIEAHEE - NPU HAJIUYMM) Bpada
(penpamepa, akylIepkH), BBIMTUCABILETO PELENT HAa HAPKOTUYECKHH (TICHXOTPOIHBIN) JIeKapCTBEHHBIN
npemnapar.

7. B rpade "Rp" penentypnoro 6nanka Gopmsl N 107/y-HII, yka3siBaeTcs:

1) HauMeHOBaHME  JIEKaPCTBEHHOTO  mpemapata  (MEXIyHApOJHOE  HEMAaTeHTOBaHHOE
HAaUMEHOBAHME, TPYNIMPOBOYHOE WM XHMHUYECKOE HAUMEHOBAaHUE, TOProBOE HAMMEHOBAHME) Ha
JATUHCKOM SI3bIK€ WJIM HA PYCCKOM si3blke, (opMa BBITYCKa, JO3MPOBKA, KOJUYECTBO (yKa3bIBAETCS
IPONMCHIO Ha perientypHoM Osanke Gopmbr N 107/y-HIT);

2) cnoco0d TpUMEHEHHUs JIEKApCTBEHHOTO Tperapara Ha TOCYIapCTBEHHOM si3bike Poccmiickoit
@enepan WIM Ha TrocyldapcTBEHHOM s3blke Poccuiickoit @enepan M TOCYJapCTBEHHOM  SI3BIKE
pecryOIMK U MHBIX A3bIKax HapoaoB Poccuiickoit ®enepanun ',

8. IIpu odopmileHUH peLenTypHBIX OJIAHKOB 3aIPEIIAETCs] OTPAHUYMUBATHCS OOIIMMHU yKa3aHUSIMH,
Hanpumep, "BuyTtpennee", "13BecTHO".

9. Ilpu odopmienun nanmeHty peuentypHoro Omanka (opmber N 107/y-HIT Ha HapkOTHYECKHi
(ICUXOTPOMHBIM) JIEKAPCTBEHHBIM Ipernapar B paMKax OKa3aHMA MEIUIMHCKONM IOMOIUM IpHU
OIpeieJICHHOM 3a00JIeBaHUU TaKOW pelenT 3aBepsieTCs:

1) moANMCHIO U TUYHOHU TTeYaThIO Bpaya JIM00 MOAMUCHIO (epamepa (aKyIepKn);

2) medaThl0 MEIUIMHCKOW OpraHu3alyy, JMOO CTPYKTYPHOTO MOApAa3JeNeHHUs MEIUIMHCKOM
opranm3auuu "/lng penenrtos", KOTOpas MPOCTAaBJIAETCS JIMLOM, YIHOJIHOMOYEHHBIM PYKOBOJIUTENIEM
MEJIMLMHCKOW OpraHM3aliy C yKazaHHeM (paMuINH, UMEHH, OT4ecTBa (TOCNIeAHEe - MPH HAJUYUHU) U
IIPOCTABJICHUEM €TI0 JIMYHOW NOIHCH.

B caywasx HeoOxomuMocTH OG(OPMIICHHS pelenTa Ha HAPKOTHYECKUH (TICUXOTPOIIHBIN)
JIEKapCTBEHHbIM IIpernapar Ha JOMY B paMKax OKa3aHMd NaJUIMAaTUBHOW MEIUIIMHCKOM HOMOIIU
JIOIYCKaeTCsl MpEeABapUTEIbHOE 3aBEPEHHE pELENTa IITAaMIOM MEIWLMHCKON OpraHu3allid, Ie4YaTbio
MEJAMLMHCKOW OpraHu3aluu Ju00 CTPYKTYpHOrO MOApaseseHus MEIUIMHCKON opranmsauuu "Jlis
peuenToB", KoOTOpas MpPOCTaBISETCS JUIOM, YIOJIHOMOUYEHHBIM pPYKOBOAMUTENEM MEAMIIMHCKON
OpraHu3alluy, ¢ yKa3aHueM (paMWInM, UIMEHHU, oT4ecTBa (IIOCJIEIHEee - MPU HAIMYMM) U MPOCTABICHUEM
ero JMyHou noanucu. [Ipu 3ToM B JKypHaje perucTpaluy 1 y4eTa pelenTypHbIX OJaHKOB B COOTBETCTBUU
¢ IlopsakoM peructpanuu, yuyera ¥ XpaHEHUs CHEIHAIbHBIX PELENTYypHbIX OJaHKOB HAa HApKOTHYECKUE
CpEJZICTBA UJIU NICUXOTPOIHBIE BEIIECTBA, YTBEPKIACHHBIM HACTOSIIIUM MPUKA30M, JIEIAETCS OTMETKA O €T0
BblJIaue /Ui 0OpPMIIEHHS Ha JIOMY, a TaK)Ke OTMETKa, YA0CTOBEPEHHAs MOANUCKHIO Bpaya MO0 ¢enpamepa
(akymepku), ohOpMHUBIIErO perent, o ¢akre ero oGoOpMIICHHUS, KOTOPBI MOXKET OBITh JONOJHUTEIHHO
MOATBEPKEH (HOTO- U (MJIK) BUAEOMATEpHaIaMHU.

B crtpoke "OTmeTka anTeyHOW OpraHu3and 00 OTMYyCKe" CTaBUTCS OTMETKAa arTeyHOM
OpraHuzanuu 00 OTIyCKe HapKOTHYECKOro (TMCHXOTPOIHOTO0) JIEKAPCTBEHHOr0 Mpenapata (C yKazaHHeM
HAaUMEHOBAHMSI, KOJMYECTBA OTHYLIEHHOIO HApKOTUYECKOro (NCUXOTPOIHOrO) JIEKApCTBEHHOTO
npernapara ¥ JaThl €ro OTIyCKa), KOTopasl 3aBepsercsi MOJMUChI0 paOOTHHMKA aNnTedyHOW opraHHu3aluy,
OTITYCTHBILIET0 HAPKOTHUECKUN (IICUXOTPOIMHBIN) JIEKapCTBEHHBIN IpenapaT (C yka3aHHEM ero (pamuiumy,
UMEHHM, OoT4yecTBa (IOCJeqHee - MPH HaJIU4YMM), a TaKKe KPYIJVION MeyaThbio alnTedyHOW OopraHu3alud, B
OTTHCKE KOTOPOH JTOJIKHO OBITh MACHTU(ULIMPOBAHO MOJIHOE HAUMEHOBAHHE AlITEYHOM OpraHu3alnu.

10. Ha onnom peuentypHoM 6manke ¢popmbl N 107/y-HIT pa3pemaercs ocyIiecTBIATh Ha3HAUCHUE
TOJIBKO OJIHOTO HAMMEHOBAHUS JIEKapCTBEHHOTO Npenapara.

11. McnipaBneHus B penenTe He JOMYCKatOTCH.

II. O¢popmiaenue peuenrta B popme 3JIEKTPOHHOIO IOKYMEHTA
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12. Peuent B hopMe 37IEKTPOHHOTO JTOKYMEHTA, MOJMUCAHHOTO YCUJICHHON KBaJM(UIIMPOBAHHON
AJIEKTPOHHOMN TOANKUCHI0, (POPMUPYETCS MEIULIUHCKUM paOOTHUKOM, CBEJEHHUS O KOTOPOM BHECEHBI B
(enepanbHbIi perucTp MEIMIMHCKUX PAOOTHUKOB ’, a TakKe IPH YCIOBUM PETMCTPAIMM MEIUIIMHCKOM
OpraHM3aluM, B KOTOPoil odopMIseTcss pelent, B (eaepalbHOM PeecTpe MEIMIMHCKMX OpraHM3aIuii °
eIMHON rocy1apcTBEHHON NH(OPMAIIMOHHOM cHCTeMBbI B cepe 3paBOOXPAaHEHUS U MOAKIIOYEHUS TaKOH
MEIUIIMHCKON OpPraHu3aliy K ToCyAapCTBEHHON MH(OPMAlMOHHOW cucTeMe B cepe 3apaBOOXpaHEHHUS
cyobekTa Poccuiickoit deneparuu *.

13. Ilo TpebGoBaHMIO ManUEHTa WJIM €r0 3aKOHHOTO IMPEACTaBUTENSI OPOPMIISIETCS 3K3EMIUISIP
peuenta B (opMe BIEKTPOHHOrO JOKyMEHTa Ha OyMaXHOM HocutTene ¢ oTMeTkoi "JlyOGmmkar
AJIEKTPOHHOTO IOKYMEHTa".

' Yacts 1 crarbu 15 3akona Poccuiickoil @enepanuu ot 25 okradps 1991 1. N 1807-1 "O s3bIkax HapoioOB
Poccwuiickoit ®@eneparun” (nanee - 3akon N 1807-1). (BenomocTn cbeszna Hapoaubix aenytaroB PCOCP n Bepxosaoro Cosera
PC®CP, 1991, N 50, ct. 1740).

2Yactp 4 crathu 91.1 ®OenepanpHoro 3akona N 323-03 (Cobpanue 3akoHomarenbctBa Poccuiickoit @eneparmm, 2011,
N 48, ct1. 6724; 2020, N 29, ct. 4516).

3 Yacte 4 crateu 91.1 ®enepanpHOro 3aK0Ha N 323-03 (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®eneparmm, 2011,
N 48, ct. 6724; 2020, N 29, cT. 4516).

4 Crareu 91 u 91.1 OenepanpHoro 3akoHa N 323-03 (Cobpanune 3akoHomaTenscTBa Poccuiickoit @exepannu, 2011,
N 48, cT. 6724).
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