3apeructpupoBano B Muntocte Poccun 30 Hos6pst 2021 . N 66124

MHUHUCTEPCTBO 3/IPABOOXPAHEHUS
POCCHUHUCKOHN ®EJEPALINU

IHPUKA3
ot 24 Hosiops 2021 r. N 1094n

Ob YTBEPXJIAEHUU TOPAIIKA HASHAYEHUA
JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM
PELEIITYPHBIX bJIAHKOB HA JIEKAPCTBEHHBIE
HPEITAPATDIL, ITOPAJIKA O®OPMJIEHUSA YKA3ZAHHDBIX
BJTAHKOB, UX YYETA U XPAHEHUA, ®DOPM
BJIAHKOB PEHEITOB, COAEPKALINX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UWJIM ICUXOTPOITHBIX
BEIIECTB, HOPAIKA UX U3I'OTOBJIEHUAA,
PACIHIPEAEJEHUSA, PETUCTPALIUU, YUHETA U
XPAHEHUA, A TAKKE ITPABAJI O©OPMJIEHUA
BJAHKOB PELEIITOB, B TOM YUCJIE B ®POPME
QJEKTPOHHBIX TOKYMEHTOB

B cootBercTBuM ¢ myHkTOM 16 wactu 2 cratbu 14 @enepanpHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO6 ocHOBax oOXpaHbl 3I0pOBbsi TpaxnaH B Poccuiickoit ®enepanmuun" (Cobpanue
3akoHojaTenbcTBa Poccuiickoit @enepaunn, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHKTOM
2 cratbu 26 ®enepanbHoro 3akoHa ot 8 saupapsa 1998 r. N 3-®3 "O HapKOTUYECKUX CPEICTBAX U
ncuxoTponHbix BemecTBax" (CoOpanue 3akoHoaarenscTBa Poccuiickoit @enepanuu, 1998, N 2, cr.
219; 2017, N 31, cr. 4791), noanmynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 IlonoxeHus o
MunucrepcrBe 3apaBooxpanenust Poccuiickoil denepaiuu, yTBEpKACHHOTO MOCTAHOBICHHUEM
[IpaButensctBa Poccuiickoit @enepamnu ot 19 urons 2012 r. N 608 (CobpaHue 3akOHOIATEIBCTBA
Poccumiickoit ®eneparun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npukassiBaro:

1. YTBepauTh:
[Topsimok Ha3HAUYEHHUS JIEKAPCTBEHHBIX IIPENapaToB cCOrIacHo npuiioxkenuto N 1;
(OpMBI pelienTypHbIX OJJAHKOB Ha JIEKAPCTBEHHBIE MPenapaThl COTIACHO MPUIIOKeHNo N 2;

ITopsinok odopmieHuss pelenTypHbIX OJAHKOB Ha JIEKapCTBEHHBIE IIpernaparbl, MX Yy4yeTra u



XPaHCHUS COTTIACHO IIPUTTOKCHUTIO N 3;

(dhopMbI OTaHKOB PEIENTOB, COJEPIKANINX HA3HAUCHNE HAPKOTUYECKUX CPEJICTB WIIM TICUXOTPOITHBIX
BEIIIECTB, COTJIACHO NpuiokeHuto N 4;

[Topsimok M3roToBIEHUS, PACIPEACIICHMS, PETUCTPALIMH, YUETa U XPAaHEHUS PELIENITOB, COAEPKALUX
Ha3HA4YE€HNUE HAPKOTHYECKUX CPEACTB WM IICUXOTPOITHBIX BEIIECTB COTJIACHO MPUIIOKEHUIO N 5;

[lpaBuna odopmIleHHS pEHEeNnToB, COAEPKAIIMX Ha3HAYCHHE HAPKOTHYECKHX CPEICTB WU

NICUXOTPOMHBIX BEIIECTB, B TOM YUCIE B (POpPME JEKTPOHHBIX JOKYMEHTOB COTJIACHO MPHUIIOKEHUIO
N 6.

2. ITpu3HaTh yTPATUBIIUMU CUIY:

npuka3 MunrncTepcTBa 3apaBooxpanenus Poccuiickoii @enepanmu ot 1 aBrycra 2012 r. N 541 "O06
yTBEpXkKAeHUU (HOpMBI OJAHKOB PELENTOB, COIEPKAIIMX HAa3HAYCHHUE HAPKOTUYECKHX CPEJCTB WU
MICUXOTPOMHBIX BEUIECTB, MOPSAJAKA HMX H3TOTOBJICHHUS, PACHpENEICHHs, PETUCTpalMH, Yy4yeTa M
XpaHeHHs, a Takxke mpaBuwil odopmieHusa" (3aperucTpupoBaH MUHUCTEPCTBOM FOCTHIIMU
Poccuiickoit ®eaepanuu 15 aBrycra 2012 r., peructpaunonusiii N 25190);

npuka3 MunucrepctBa 3npaBooxpanenust Poccuiickoit @eneparmu ot 30 vrons 2015 r. N 3851 "O
BHECEHUM M3MEHEHUH B MpHuKa3 MuHHCTEpcTBa 31paBooxpaHeHust Poccuiickoit denepannu ot 1
aBrycta 2012 r. N 54n "OO0 yTBepxaeHuu (GopMbl OJAHKOB PELENTOB, COACPIKAINIMX HA3HAUYCHUE
HapKOTHYECKUX CPEJICTB UJIM MCUXOTPOMHBIX BELIECTB, MOPSJIKA UX U3TOTOBJIEHUS, PaclpeeIeHHUs,
perucTpanuu, yuyera M XpaHEHWs, a Takke npaBuwa odopmieHus" (3aperucTpupoBaH
MunucrepctBoM toctuinu Poccuiickoit @enepanuu 27 HosOpst 2015 1., peructpauuoHHbId N

39868);

npuka3 MunuctepcTBa 3npaBooxpanenus Poccuiickoit @enepanun ot 21 anpens 2016 r. N 2541 "O
BHECEHUU U3MEHEHUW B mpuka3 MunuctepcTBa 37paBooxpanenus Poccuiickoin denepanuu ot 20
nexadpst 2012 r. N 11751 "O06 yTBepkieHnU MopsiiKa Ha3HAYEHUS U BBITTUCHIBAHUS JICKAPCTBEHHBIX
IpernapaTroB, a TakXke (QOpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Npenaparhl, MOpsaKa
opopMIIeHUS yKa3aHHBIX OJAaHKOB, WX ydeTa W XpaHeHusa" W mnpujoxkeHue N 2 K MpuKazy
MunucrepctBa 3npaBooxpaHenus Poccuiickoit @enepanmu ot 1 asrycra 2012 r. N 54n "O6
yTBEpXkKAeHUU (HOpMBI OJAHKOB PELENTOB, COMCPKAIIMX Ha3HAYCHHWE HAPKOTUYECKHX CPEJCTB WU
MICUXOTPOMHBIX BEUIECTB, MOPSAJAKA HMX H3TOTOBJICHUS, PACHpPENEICHHS, PETUCTpalMH, Yy4yeTa M
XpaHeHHs, a Takxke npaBuwil odopmieHusa" (3aperucTpupoBaH MUHUCTEPCTBOM FOCTHIIMU
Poccuiickoit @enepanuu 18 urons 2016 r., peructpannonusii N 42887);

IIYHKT 4 U3MEHEHMI, KOTOPBIE BHOCATCS B HEKOTOPBIE IPUKa3bl MUHUCTEPCTBA 3PaBOOXPAHECHUS U
conuaneHOro passutus Poccuiickoit @enepannu 1 MuHucTEpCTBa 3apaBoOXpaHeHus Poccuiickon
denepanuu 1Mo Bompocam oOpaiieHus JeKapCTBEHHBIX IMPEMapaToB, COACPKAIINX HAPKOTHUECKUE
CpeICTBa, MCUXOTPOIHbIE BEIIECTBA U UX MPEKYPCOPBI, U JEKAPCTBEHHBIX CPEJCTB, MOUICKAIINX
MPEAMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPKIECHHBIX MPUKa30M MHHHUCTEPCTBA 31paBOOXPAHECHUS
Poccwmiickoit ®@eneparun ot 31 oktsOps 2017 r. N 882n (3apeructpupoBaH MUHHCTEPCTBOM
roctuinu Poccuiickoit @enepanuu 9 ssuBapst 2018 r., peructpaunonssiii N 49561);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 nexabps 2019 r. N 10211
"O BHeceHMM U3MEHEHMH B mpmiokeHus N 2 u 4 k npukasy MHHHCTEPCTBA 3JpaBOOXPaHEHUS
Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54u "OG0 ytBepxkaeHnu GopMbl OJIaHKOB PEIEITOB,
coJiepKallluX Ha3HAYeHWE HAPKOTHMUYECKUX CPEJACTB WIM ICUXOTPOIHBIX BEIIECTB, MOPSAIKA HX
W3TOTOBJICHHUS, paclpeiesieHus, PerucTpaliy, yueTa U XpaHeHHs], a Takxke MpaBui opopMieHus"
(3apeructpupoBan MuHHCcTepcTBOM foctuninu Poccuiickoit @Peneparuu 28 sHBaps 2020 1.,




peructpaunoHsbiii N 57293);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoii @enepanuu ot 8 oktsops 2020 r. N 1076H
"O BHeceHuu u3mMeHeHu# B [lopsiok perucTpanuu, ydera u XpaHeHHsI CIICIUATBHBIX PEIENTYPHBIX
OJJaHKOB Ha HApKOTHUYECKHE CpPEACTBAa WM ICUXOTPONHBIE BEIIECTBA, YTBEPIKIECHHBIH MPUKA30M
MunucrtepctBa 3apaBooxpaHenusi Poccuiickoit @epeparuu ot 1 aBrycra 2012 r. N 54"
(3apeructpupoBan MunuctepctBom toctunmu Poccuiickori ®eneparmu 13 wHosiOps 2020 1.,
peructpanmoHHbii N 60898);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanun ot 14 suBaps 2019 r. N 4u "O6
YTBEPXKACHUU TOpsAKa Ha3HAUEHHs! JIEKAPCTBEHHBIX IpPEnaparoB, (pOpM pelenTypHbIX OJaHKOB Ha
JIEeKapCTBEHHBIE IpernapaTsl, nopsaka oGopmiieHHsl yKa3aHHbIX OJAHKOB, UX ydeTa U XpaHEHHS"
(3apeructpupoBan MuHnucrepcTBoM rocTuiun Poccuiickoit ®enepammu 26 mapra 2019 r.,
peructpanmoHHsii N 54173);

npuka3 MuHUCTEepCTBa 37paBooxpaneHust Poccuiickoit @eneparmu ot 11 nexabps 2019 r. N 10221
"O BHECEHMM M3MEHEHMI B MpHuKa3 MuHHCTepcTBa 3ApaBooxpaHeHus: Poccuiickoii denepauuu ot
14 suBaps 2019 1. N 41 "OO yTBepKIE€HUU TOPSAKA HAa3HAYCHUS JICKAPCTBEHHBIX MPENaparos,
¢dbopM penentypHbIX OJIAHKOB Ha JICKApCTBEHHBIC IpemapaThl, mopsaka oGpopMmiIeHHS yKa3aHHBIX
ONMaHKOB, WX ydeTa W XpaHeHus" (3aperucTpupoBaH MUHUCTEPCTBOM IOCTHIMHM Poccuiickoit
®enepanuu 28 staBaps 2020 r., peructpannoHHbidi N 57292);

npuka3 MuHHCTEpCTBa 3ApaBooxpaneHust Poccuiickoit @eneparmu ot 8 oktsa6ps 2020 r. N 10751
"O BHECEHMHM W3MEHEHHWI B MOPSAJOK HA3HAUCHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPXKICHHBIH
npuka3oM MunucrepcTBa 3apaBooxpanenusi Poccuiickoit ®enepayu ot 14 ausapst 2019 r. N 41"
(3apeructpupoBad MunuctepcTBoM roctunuu Poccuiickoit ®@enepaumu 22 pekabps 2020 r.,
peructpaunoHsasiii N 61695);

nyHKT 3.8 MHCTpyKIMM O MOpsAJIKE BBIMMCHIBAHMS JIEKAPCTBEHHBIX IpenapaTtoB U OQOpMIICHUS
pelenToB 1 TpeOOBaHUI-HAKIIAAHBIX, YTBEPKAEHHON pHKa3oM MUHHCTEPCTBA 3/[paBOOXPAHEHUS U
comuanbHoro pasButus Poccuiickoit ®@enepammu ot 12 deBpans 2007 r. N 110 "O mnopsnake
Ha3HA4YEeHUs U BBIIHMCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, W3JEIMNA MEJUIIMHCKOIO Ha3HAYECHUS U
CHELMAIN3UPOBAHHBIX TPOAYKTOB JieueOHOro mnurtaHus" (3aperucTpupoBaH MHUHHUCTEPCTBOM
roctuninu Poccutickoii @epeparuu 27 anpens 2007 r., peructpannoHubiii N 9364);

npuka3 MuHHCTEpCTBA 3APABOOXPAHEHHUS U COlMaibHOTO pa3suTusi Poccuiickoit @enepanuu ot 17
Masg 2012 1. N 5621 "OO6 ytBepxknenuu Ilopsaka oTmycka (U3HUYECKHM JIMIIAM JIEKAPCTBEHHBIX
IpernaparoB Ui MEIUIIMHCKOIO IMPUMEHEHHUs, COJepXKallUX KpOMe MalbIX KOJIMYECTB
HapKOTUYECKUX CPECTB, IICUXOTPOIHBIX BEIECTB U X MPEKYpPCOPOB JIpyrue (hapMaKkoIOruuecKue
aKTUBHBIC BemiecTBa" (3aperucTpupoBaH MunuctepcTBoM toctuniu Poccuiickoin denepamuu 1
utons 2012 r., peructparonnsiii N 24438);

INYHKT 2 U3MEHEHH, KOTOpPbIE BHOCATCA B HEKOTOpbIE MpHUKa3bl MUHUCTEPCTBA 3PABOOXPAHEHUS 1
couMaibHOrO pa3Butus Poccuiickoit @eaepauuu, yTBEPKIECHHBIX MpUKa3oM MUHUCTEpCTBA
3npaBooxpanenus Poccuiickoir ®eneparmu ot 10 mrons 2013 r. N 369H (3apeructpupoBaH
MunucrepcrBom roctuiu Poccuiickoit @enepaunu 15 uronst 2013 r., peructpaunonusiii N 29064);

npuka3 MunuctepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 21 asrycra 2014 r. N 4650
"O BHECEHUH M3MEHEHHI B MOPSAIOK OTITyCcKa (PU3UYECKUM JIMLAM JICKapPCTBEHHBIX MPETapaToB s
MEJIUIMHCKOIO MPUMEHEHHS, COAEpXKAIIUX KPOME MaJbIX KOJMYECTB HAPKOTUYECKUX CPEJACTB,
MICUXOTPOMHBIX BEHIECTB U UX MPEKYpPCOpPOB Apyrue (apMaKoIOTHUYECKHE aKTUBHBIC BEIIECTBA,
YTBEP>KJICHHBIN MPUKa30M MHUHHUCTEPCTBA 3PaBOOXPAHEHUS U COLIMATILHOTO pa3BuTHs Poccuiickoit




®enepanuu ot 17 mag 2012 r. N 5621" (3apeructpupoBan MuHuctepcTBoM roctumu Poccuiickoii
®enepanun 10 centsnops 2014 1., peructpaunonusii N 34024);

OYHKT | U3MEHEHUH, KOTOpbIe BHOCATCS B HEKOTOPBIE MTPHKa3bl MUHUCTEPCTBA 3IpaBOOXPAHEHUS U
conuansHoro pazsutusi Poccuiickoit denepannu 1 MuHucrepcTsa 37paBooxpanenusi Poccuiickoi
®denepanuu, yTBEPKIACHHBIX MprUKkazoM MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoit enepanuu
or 10 centsiops 2015 1. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIMHM Poccuiickoii
®eneparuu 30 centsiops 2015 r., peructpammonssiii N 39063);

IOYHKT 3 U3MEHEHUH, KOTOpbIe BHOCATCS B HEKOTOPBIE MPHKa3bl MUHUCTEPCTBA 3IpaBOOXPAHEHUS U
conuansHoro passutusi Poccuiickoit ®enepannu 1 MuHucrepcTsa 37paBooxpanenusi Poccuiickoi
denepanuu 1Mo Bompocam oOpallieHus JeKapCTBEHHBIX IPENapaToB, COAEPKAIIMX HAPKOTUYECKUE
CpPE/CTBa, NCUXOTPOIHBIE BEIIECTBA U UX MPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJICTB, MOJUIEkKAIIUX
MIPEIMETHO-KOJIMYECTBEHHOMY YUeTy, YTBEP)KJIEHHBIX NMPUKAa30M MUHHUCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®eneparun ot 31 oxTsaops 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
toctuiinu Poccuiickoii @epeparuu 9 ssaBapst 2018 1., peructpamuonssiii N 49561).

3. Peuentypubie Onmanku ¢opmel N 107/y-HII, M3roToBIEHHBIE O IHS BCTYIUIEHHUS B CHILY
HACTOSIILIEro MIPpHUKa3a, MOTyT OBbITh MCIIOIb30BaHbl 10 1 Mapta 2023 roga.

4. Hacrosimuii npuka3 Bctynaet B cuity ¢ 1 mapra 2022 r. u nelictyet 1o 1 mapta 2028 1.

Munucmp

M.A. MYPALIIKO

Ipunoocenue N 1
K npuka3y Munucmepcmea 30pasooxpanenus
Poccuiickot @eoepayuu

om 24 nosopa 2021 2. N 1094u

HOPAJOK HASHAYEHUA JIEKAPCTBEHHbBIX
IHPEITAPATOB

I. O01mue moJoxxeHus

1. Ha3naueHue JI€KapCTBEHHBIX NpPEMapaToB JUIsi MEAMIIMHCKOTO TNpUMEHeHHs (janee -
JICKapCTBEHHBIC TMPEMapaThl) OCYIIECTBISIETCS JICHAllMM BpadoM, (eabpAmepoM, aKylmepkod B
Cily4yae BO3JI0KE€HUS Ha HUX MOJIHOMOYMH JIeHalllero Bpaya, Ipu OKa3aHUU MEIUIUHCKON TOMOILHU B
MEIUUMHCKUX OpraHu3auugax <lI>, B MOpsAKe, YCTAaHOBJIEHHOM MHpuKa3oM MuHuUCTepcTBa
3IpaBOOXpaHEeHMs U colanbHoro pazsutust Poccuiickoii @enepanuu ot 23 mapra 2012 r. N 2520
"O6 ytBepxkaeHun Ilopsiika Bo3iokeHus: Ha (epaniepa, akymepKy pyKOBOAUTEIEM MEIUIIUHCKOM
OpraHu3alliy TMpU OpraHU3alMd OKa3aHUs MEPBUYHON MEIUKO-CAHUTAPHOM MOMOLIM U CKOpOW
MEAMIIMHCKON MOMOIIM OTACIBHBIX (PYHKIMU JIeUallero Bpaya 1Mo HEMOCPEICTBEHHOMY OKa3aHHUIO
MEAMIIMHCKON TTOMOIIM MAIMEeHTy B MEepUo] HAOIIOACHUS 32 HUM U €ro JICYCHHUs, B TOM YHCJIE 110



HAa3HAYCHUIO W TNPUMEHEHUIO JICKAPCTBEHHBIX  MPEMapaTtoB, BKIIOYAs  HAPKOTHUYECKUE
JIEKapCTBEHHBIE MIPETapaThl H MCUXOTPOIHBIE JIEKAPCTBEHHBIE MpenapaTsl” <2>, HHAUBHYAJIbHBIMU
MPEINPUHUMATENSMA, OCYIIECTBISIONUMH MEIUIIMHCKYIO JESTeNbHOCTh (Janee - MEAUIMHCKHE
pabOTHHKM).

<1> Ilynkrt 11 crarbu 2 PenepanpHoro 3akoHa ot 21 HosOps 2011 r. N 323-®@3 "O6 ocHoBax
OXpaHbl 3710pOBbs TpakaaH B Poccuiickoit @eneparnuun" (Cobpanue 3akoHomaTenbcTBa Poccuiickoii
Oeneparnun, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (nanee - ®enepanbHbliii 3aKkoH N 323-D3).

Oduyuansnulii ucmouHuK 31eKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOUHOCD: UMECHICA 8
euoy nynkm 11 wacmu 1 cmamou 2 @edepanvrnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MunuctepctBoM roctuiu Poccuiickoii ®@enepanuu 28 ampens 2012 r.,
peructpaumonHelidi N 23971 ¢ uW3MEHEHUAMM, BHECEHHBIMH MpUKa3oM MuHHCTEpPCTBA
3npaBooxpanenus Poccuiickoit @enepanuu ot 31 okradpst 2017 r. N 882H (3apeructpupoBaH
MunucrepcrBom roctuiuu Poccuiickoit ®eneparuu 9 sauBaps 2018 r., peructpaunoHHbii N
49561).

MemuinuHckuii  paOOTHUK, O(DOPMUBIIHMI pELENT ¢ HapylIeHHEeM HAaCTOSIIETr0 MOpsaKa, WIH
PYKOBOAMTENh MEIUIIMHCKOW OpraHu3aluu 00ecleyrBalOT CBOEBPEMEHHOE IepeodopMiIeHHe
TpeOyeMoro /s MalueHTa perenta.

2. CBGI[CHI/ISI O HAa3HA4YCHHOM JICKApCTBCHHOM IIpCIiapaTc (HaI/IMeHOBaHI/Ie JICKAPCTBCHHOTI'O
npcrapara, J03UPOBKaA, croco0 BBCICHUA u IPUMCHCHHUA, PEKUM A03UPOBaHUAA,
MNPOAOJDKUTCIIBHOCTD JICYHCHUA U 000CHOBaHUE HA3HAYCHMS JICKApCTBCHHOT' O HpenapaTa) BHOCATCA
MCIUINMHCKHUM pa6OTHI/IKOM B MCIUIMHCKYIO TOKYMCHTAIIUIO MallUCHTA.

B cnywasx, ykazanHeix B myHKTax 8 - 11 nHacrosmero Ilopsinka, MeOUITMHCKUN paOOTHUK,
Ha3HAYMBIIMHK JIEKAPCTBEHHBIM mpernapar, opopMiIseT Ha3HaYeHHE JIEKAPCTBEHHBIX IpPEnaparoB, B
TOM 4HCJIE€ NOJUICKAIIUX H3TOTOBICHUIO M OTIYCKY anTEeYHbIMH OpraHu3alusIMu (nauee -
JICKapCTBEHHBIC TMpemnapaThl WHIAMBUAYAIBHOTO HM3TOTOBIEHHS), HA pELENTYpHOM OJaHKe,
oopmieHHOM Ha OyMa)XHOM HOCHUTENIe 3a CBOCH MOANUCHIO (Janee - peuent Ha OyMa)XHOM
HOCHTEIIE), U (MJIN) C COTJIacusl MalMeHTa WIH €ro 3aKOHHOTO MPEICTaBUTENS <3> Ha peUenTypHOM
OnmaHke B (pOpME DIIEKTPOHHOTO JIOKYMEHTa C HCIOJb30BaHUEM YCHJICHHOW KBaTHU(PHUIIMPOBAHHOMN
9JIEKTPOHHOM MOANUCH MEIUIMHCKOTO pPabOTHMKa (Janee - penent B (opme 3IIEKTPOHHOI'O
JOKYMEHTA).

<3> Ilysktr 2 crarbu 20 ®enpepampHoro 3akoHa N 323-@3 (CoOpaHue 3aKOHOAATENBCTBA
Poccuiickoit @eneparun, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

PCL[CHT B (bOpMC QJICKTPOHHOI'O TOKYMCHTA, coaepmamnﬁ Ha3HA4YCHHUC HAPKOTUYICCKUX CPECACTB HIIN
INCUXOTPOIHBIX BCHICCTB, IMOAIIHUCBIBACTCA C HCIIOJIB30BAHHUCM YCHHCHHOﬁ KBaHH(bHHHPOBaHHOﬁ
BHCKTpOHHOﬁ NoANMUCHU JieHalero Bpada HIIA Q)enbnmepa, AKYIICPKHU, HAa KOTOPBLIX BO3JIOXKCHBI
(bYHKL[I/II/I JicHamero Bpada, u COOTBCTCTBYIOIHCﬁ MCI[HHHHCKOﬁ OopraHu3anuu <4>,



<4> Ilynkt 1 ctathu 26 denepanbHoro 3akoHa oT § sHBaps 1998 r. N 3-@3 "O HapKOTHYECKUX
cpencTBax M mcuxoTpornHbix BemiectBax' (CoOpanue 3akoHonaTenbcTBa Poccuiickoit denepanmu,
1998, N 2, ct. 219, 2017, N 31, c1. 4791) (nanee - ®enepanbubiii 3akoH N 3-D3).

OdopmiieHne peuenToB B GopMe 3JEKTPOHHBIX JTOKYMEHTOB OCYIIECTBISIETCS B ClIy4yae MPUHSATHUS
YIIOJITHOMOYEHHBIM OpraHOM HCIIOJTHUTENIBHON Biactu cyobekta Poccuiickoit denepanuu B
COOTBETCTBUU C NYHKTOM 4 ctatbu 6 DenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6
oOpalieHnu JIEKapCTBEHHBIX CpeACcTB" <5> pemieHus 00 HUCIOIb30BaHUU HA TEPPUTOPUU CyOBEKTa
Poccuiickoit @enepariuu Hapsay ¢ pelenTaMy Ha JIGKQpCTBEHHbBIE TIpenapaThl, 0pOpMIECHHBIMA Ha
OyMa)KHOM HOCHUTEJIe, PElLENTOB Ha JIEKapCTBEHHBIC TpernapaThl, CPOPMUPOBAHHBIX B (opme
3JIEKTPOHHBIX JOKYMEHTOB.

<5> CobOpanue 3akoHomaTenbcTBa Poccuiickoit @enepanuu, 2010, N 16, cr. 1815, 2019, N 52, cT.
7793.

3. Ilpu BbIIUCKE MNalMEHTa W3 MEAUIIMHCKOW OpraHu3alnud, B KOTOpPOW €My OKa3blBajach
MEIMIIMHCKAs TOMOIIb B CTAlMOHAPHBIX YCJIOBUAX, IPU HEOOXOJUMOCTH MPOAOIDKEHHUS IpHUeMa
JIEKapCTBEHHOT0 IIpernapara B aMOyJaTOPHBIX YCIOBUSAX JaHHOMY MAIMEHTy [0 peIICHUI0
PYKOBOAMTENS MEAMLMHCKON OpraHu3aluy Ha3HayaroTcsi ¢ odopmieHueMm peuenta B (opme
AJIEKTPOHHOTO JIOKyMeHTa W (WiIM) Ha OyMaKHOM HOCHUTENe (3a HCKIoYeHHeM odopMIIeHHS
pelenToB Ha JIEKApCTBEHHBIE MTPemnapathl, MOJIeKaIIie OTIYCKY OECTIaTHO WJIM CO CKUIKOMN) 100
BbI/1alOTCS (MTALIMEHTY WM €r0 3aKOHHOMY MPEeACTaBUTEI0) OJTHOBPEMEHHO C BBIINUCKON U3 HCTOPUU
00JIe3HM JIEKapCTBEHHbIE Mpenaparbl, B TOM YHCJIE HAPKOTHYECKHE M  ICUXOTPOITHbIE
JIeKapCTBEHHbIE TpenapaTthl, BHeceHHble B cnucku Il u III mepeuHss HapKOTHMYECKHUX CPEJNCTB,
MCUXOTPOMHBIX BEIIECTB U UX MPEKYPCOPOB, MOJyIexKalnx KoHTpoito B Poccuiickoit @enepaiuu,
yTBepkaeHHoro IlpaButenbctBom Poccuiickoit  ®enmeparuun  <6> (manee - Ilepeuens),
CUJIbHOJIEUCTBYIONINE JIEKAPCTBEHHBIE MPEapaThl, HA CPOK IIPUEMA MALUEHTOM JI0 5 JIHEM.

<6> Ilynkr 2 crathu 2 @enepanproro 3akoHa N 3-D3 (Cobpanue 3akoHoaarenbcTBa Poccuiickoi
Odeneparuu, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3naueHue JICKApCTBCHHLIX IIPCIIapaTOB IIPH  OKa3aHUU MCHHHHHCKOﬁ IIoMomuM B
CTaAlMOHAPHBIX YCJIOBUAX MOKCT OCYHICCTBIIATHCA ITOCPEACTBOM Tp€6OBaHHﬁ MCI[HL[HHCKOﬁ
OopraHu3alnuy, HallpaBIACMbIX B AllTCUHbIC  OpraHu3alliy, ABJEIIOINHUCCA  CTPYKTYPHBIMH
noApa3aACJICHUAMU MCZ[HI.IHHCKOﬁ OpraHu3alunu. <7>

<7> HyskT 54 cratbu 4 DenepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpamenun
nexapcTBeHHBIX cpeacTB" (CobOpanue 3akoHonatenscTBa Poccuiickoit @enepanuu, 2010, N 16, cr.
1815; 2019, N 31, cT. 4456) (nanee - @enepanbHsliii 3akoH N 61-D3).



5. Ha3naueHmwe JeKapCTBEHHBIX MPENAPATOB OCYIIECTBISETCS MEIUIIMHCKHM pPaOOTHUKOM IIO
MEXAYHapOJIHOMY HENAaTEHTOBAaHHOMY HaHMMEHOBAHUIO, @ IPH €r0 OTCYTCTBUM - TPYNIHPOBOYHOMY
WM XUMUYECKOMY HAaMMEHOBAHUIO. B cilydyae OTCYTCTBUS MEXIYHAapOJHOTO HENAaTEHTOBAHHOTO
HAaMMEHOBAHUS U TPYNIHPOBOYHOIO WJIM XMMUYECKOTO HAaUMEHOBAHUS JIEKapCTBEHHOrO Mpernapara
JICKapPCTBEHHBIN MpenapaT Ha3HAYaeTCs MEAUIIMHCKUM PaOOTHHUKOM 110 TOPTOBOMY HaWUMEHOBAHHUIO.
[Ipn Hanmuuuy MEIUUMHCKUX MOKa3aHUM (MHAUMBUAYaJbHAs HENEPEHOCUMOCTb, MO KHU3HEHHBIM
MOKa3aHMUAM) 110 PENICHUIO BPaueOHOM KOMUCCUN MEIUIIMHCKON OpTaHU3aIiy <8> OCYIIECTBIISIETCS
Ha3HayeHue U opOpMIICHHE HA3HAYEHUs JIEKAPCTBEHHBIX IPErnapaToB, HE BXOJAIIMX B CTaHAAPThI
MEJUITMHCKON MOMOIIH, pa3paboTaHHbIE B COOTBETCTBUM C MYHKTOM 14 ctatbu 37 DenepanbHOTo
3akoHa N 323-®3 <9>, wiM He TMNPEeayCMOTPEHHBIX COOTBETCTBYIONIEH KIMHUYECKOM
pekoMeHaanue, MO0 1O TOPrOBHIM HAaWMMEHOBAaHUAM. PerieHume BpadyeOHONW KOMHUCCHH
MEAMIIMHCKON OpraHu3anuu GUKCUPYETCs B MEAUIIMHCKON JOKYMEHTALMU MallMeHTa U B XKypHalle
BpayeOHON KOMHUCCHH.

<8> Ilpukaz MuHucrepcTBa 3/paBOOXpaHeHUs] U coldalibHOro pa3BuTusi Poccuiickoit denepanuu
or 5 masg 2012 r. N 502 "OO6 yTBep>KIACHHHM TOpSIAKA CO3JAHHUS M JEITEIBHOCTH BpaueOHOM
KOMHCCHH MEIMIIMHCKON opranu3anuu" (3apeructpupoBad MUHHCTEPCTBOM tocTUlMKM Poccuiickoit
®enepanuu 9 urons 2012 r., perucrpaumonssiii N 24516) ¢ 13MEHEHUSIMU, BHECEHHBIMU MTPUKA30M
MunucrepctBa 3apaBooxpaHenust Poccuiickori @enepanuu ot 2 nexadbps 2013 r. N 886H
(3apeructpupoBan MunuctepcTBoM roctunuu Poccuiickoit @enepaumu 23 pekabps 2013 r.,
peructpanuonnsiii N 30714).

<9> CoOpanue 3akoHoaarenscTBa Poccuiickoit @eneparuu, 2011, N 48, cr. 6724.

Eciu mnpu okazaHuuM mnanueHTy MEAMIMHCKONM MOMOIIM B MEIUIMHCKOM OpraHu3alnuud B
CTAllMOHAPHBIX YCIOBHX IO PEHICHHUIO BPayeOHOW KOMHMCCHUHU OCYIICCTBISIIOTCS Ha3HAUYCHUE U
IIPUMEHEHUE JIEKAPCTBEHHOIO IIpernapara ¢ KOHKPETHBIM TOPrOBbIM HAMMEHOBAHHEM, TO IIPU
OKa3aHMM JAaHHOMY MALMEHTy MEIUIMHCKONM IIOMOLIM B HHOM MEAMIMHCKOM OpraHu3aluy B
CTAllMOHAPHBIX YCIIOBUSX, a TAK)K€ B aMOYyJIaTOPHBIX YCIOBHSX OCYIIECTBIISIETCS HA3HAUCHHUE €My
JIEKapCTBEHHOT'O IIpenapara ¢ TEM e TOProBbIM HaUMEHOBaHueM <10>.

<10> [ynkr 2 nocranosneHus [IpaButenpctBa Poccuiickoit @eneparuu ot 30.06.2020 N 965 "O
BHeceHun u3MeHeHui B I[lpaBmwia (opmupoBaHusi mepedHsi JIEKApCTBEHHBIX CPEICTB, 3aKyIlKa
KOTOPBIX OCYIIECTBIISIETCS B COOTBETCTBHHM C MX TOPTOBHIMA HAaUMEHOBAHUSIMHU, U O TMPUMEHEHUH
JIEKApCTBEHHBIX TIPEMapaToB C KOHKPETHBIMH TOProBbIMH HauMmeHoBaHusamu" (CobOpanue
3akoHoaaTenbcTBa Poccuiickoit denepanun, 2020, N 28, ct. 4422).

6. Hasnauenwme JICKApCTBCHHOI'O IIpCliapaTa B PCUCITC Ha 6YM3.)KHOM HOCHUTCJIC HJIN PCUCIITC B
q)OpMC QJICKTPOHHOI'O AOKYMCHTA O(i)OpMJ'I?[CTCSI Ha UMA IIaOUCHTA, IJII KOTOPOTO IMPCIHA3HAYCH
HeKapCTBCHHBIﬁ npcerapar.

PenenT Ha OymaxkHoM HOcuTene, opOpMIICHHBIH Ha peuentypHoMm Onanke ¢gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEp>KICHHBIX HACTOSAIIUM MNPHUKA30M, MOXET OBITh



MOJIYYCH IMAaIMCHTOM, €TI0 3daKOHHBIM IIPEACTABUTCICM HJIM JIMIIOM, MMCHOIIUM O(l)OpMJ'ICHHYIO B
COOTBCTCTBHUU C T'paXJaHCKHM 3aKOHOJATCIbCTBOM Poccuiickoit CDC):[CpaLII/II/I JAOBCPCHHOCTL OT
MNanureHTa Ha IIPaBO HOJYUYCHHUA TAKOI'0 PCLCIITA (L[anee - YOOJIHOMOYCHHOC J'II/ILIO).

[IpencraBienue MTOBEpEHHOCTH HE TpeOyeTcs B Cllydae ITOJNyYeHHs pelenTa Ha JIeKapCTBEHHBIN
npenapaTr Ui HHKypaOenbHOro OOJBHOTO Ha 3aBEpIIAIOIIEM »JTale ero JKU3HH JIUIOM,
OCYIIECTBIISIFOIIUM yXOJl 32 TaKMM HWHKYypaOelbHbIM OONBHBIM. B TakoM ciydyae MeIMIIMHCKHUMA
pabOTHUK BBITACT JIMILY, OCYIIECTBISIIOIIEMY YXOJ 3a HHKYpaOeIbHBIM OOJBHBIM, JOKYMEHT,
MOJTBEP KJAIOIINI HHKYpaOelbHOE COCTOsIHUE OOJBHOTO, COJeP KAlINN CBEJICHUS O JIHIIE, KOTOPOe
OyIeT moyy4arh JICKapCTBEHHBIEC MperapaThl Mo penenty (haMuims, uMs, OTYECTBO (MOCIenHee -
MIpU HAJIMYUH), BUJI, CEpUsi U (MITM) HOMEP OKyMEHTA, YAOCTOBEPSIONIETO JIMYHOCTh), 3aBEPEHHBII
MOJIKCHI0 W TeYaThl0 JaHHOTO MEIUIMHCKOrO0 pabOTHUKA, a TaKkKe Ie4YaTblo MEAWITUHCKON
OpraHH3aIHH.

JIOKyMEHT, TOATBEPKAAIONINI HHKYpaOeIbHOE COCTOSIHUE OOJBHOTO, OCTAeTCs B aNTEYHOM
OpraHu3alluu.

Petent B hopme 37eKTpPOHHOTO TOKyMEHTa (HOPMHUPYETCsl C UCHOJIB30BAaHHEM TOCYAApCTBEHHON
nHPOPMAIMOHHON cHucTeMbl B cdepe 3npaBooxpaHeHuss cyObekra Poccuiickoit ®Denepanumu,
MEAMIMHCKON HH(POPMAIIMOHHON CHCTEMbI MEUIIMHCKON opranu3anuu <l 1>,

<11> Crarpu 91 u 91.1 DenepanpHoro 3akoHa N 323-®@3 (CoOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit @epepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbJAYM peLEeNTa Ha JIEKapCTBEHHBIM IpermapaT 3aKOHHOMY IIPEACTABUTENIO WU
YHOJHOMOYEHHOMY JIUIYy (PUKCUPYETCsl B MEIULIMHCKOM TOKYMEHTAIMU MAI[eHTA.

7. MeauuuHCKUM pabOTHUKAM 3arperiaercss opopMIIsITh pelenTbl Npu OTCYTCTBHM Yy IMalMeHTa
MEIUIIMHCKUX TIOKa3aHUM; Ha He3aperucTpUpOBaHHbIC JIEKAPCTBEHHbIE Mpenaparbl <12>; Ha
JIEKapCTBEHHBIE MIpernaparbl, KOTOpblE B COOTBETCTBUM C MHCTPYKIMEH IO MEAMIHUHCKOMY
MPUMEHEHUIO TpEeAHa3HAYEeHbl JUIsl NPUMEHEHUs TOJbKO B MEIMLUMHCKUX OpraHu3alusax; Ha
HAapKOTHYECKUE CpEJICTBA M IICUXOTPOIHbIE BeliecTBa, BHeceHHble B cnucok Il Ilepeuns,
3apEruCTPUPOBAHHBIE B KAUECTBE JIEKAPCTBEHHBIX MMPENapaToB, B UEISIX NPUMEHEHUS JJIsl JICUSHUS
HapKOMaHUHU.

<12> Pemenne CoBera EBpasuiickoil skoHOMUYeckor kKomuccuu oT 3 HosiOps 2016 r. N 78 "O
[IpaBunax perucTpanuu M SKCIEPTHU3BI JEKAPCTBEHHBIX CPEACTB I MEAUIIMHCKOTO MPUMEHEHHS"
(odunmanbHelil caiiT EBpa3uiickoro SKOHOMHUYECKOTo coro3a http://www.eaeunion.org/, 21 HO0ps
2016 1.). Cratesa 13 ®enepansnoro 3axkona N 61-O3 (Cobpanue 3akoHOomarenbcTBa Poccuiickoi
®enepanun, 2010, N 16, cr. 1815; 2020, N 14, cT. 2028).

WHauBuyalbHBIM — TIPEANPUHUMATENSIM,  OCYIIECTBISIOIMIMM  MEIULHMHCKYIO  JAESTENIbHOCTD,
JIOTIOJIHUTENIEHO K TPpeOOBAaHUSM, yKa3aHHBIM B a03alle IEPBOM HACTOSIIETO MyHKTA, 3alperiaeTcs
opopMIIATE pelenThl Ha HAPKOTHYECKHE CPEACTBA M ICUXOTPOIHBIC BEIIECTBA, BHECCHHBIE B
ciucku Il u III Tlepeuns (manee - HapKOTHYECKHE M TICHUXOTPOIHBIE JIEKAPCTBEHHBIE Mpenaparsl



cnuckos II u III [1epeuns).

8. Ilpm Ha3HaueHMM HAPKOTUYECKUX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX IMpernaparoB cnucka I
Ilepeuns, 3a UCKIIOYEHHEM JIEKAPCTBEHHBIX IMperaparoB B  BHUJIE  TPaHCAEPMaAIbHBIX
TEpaneBTUYECKUX CHCTEM U JIEKAPCTBEHHBIX MPENapaToB, COJAepKalUX HAPKOTHYECKOE CPEJICTBO B
COYETAHWU C AHTaroOHHUCTOM ONHOUAHBIX PELENTOPOB, pELENnThl Ha OyMa)XHOM HOCHUTEle
odopmstoTes Ha perentypHoM O61anke ¢popmbl N 107/y-HITL

9. Peuentypusiii 6;1ank Gopmbl N 148-1/y-88 opopmisieTcss mpu Ha3HAUCHHUH:

1) HapKOTHYECKHX M TICUXOTPOIHBIX JIEKApCTBEHHbIX mpemnaparoB chnucka Il Ilepeuns B Bune
TPaHCAECPMAJIbHBIX TEPANEBTUUYECKUX CUCTEM, HAPKOTUYECKHUX JIEKAPCTBEHHBIX MPENapaToB CIHCKA
II Tlepeuns, comepamux HApKOTHYECKOE CPEICTBO B COYETAHUU C AHTArOHUCTOM ONHUOUIHBIX
peuenTopoB, ICUXOTPOIHBIX JeKapcTBEHHBIX NpenapaToB cnucka I [Tepeuns;

2) KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB, COACPIKALIUX:

a) KOJIEUH WJIM €ro COJM (B IepecueTe Ha YUCTOE BEUIECTBO) B KONIMYECTBE /10 20 MI' BKIIFOUUTEIIEHO
(ma 1 mo3y TBepaoil nexapcTBeHHOU (opMbl) Wi B KonmyectBe 10 200 mr BrimrounTensHo (Ha 100
w1 w100 T KuAKOH JIeKapCTBEHHOHN (OPMBI JJIsi BHYTPEHHETO TPUMEHEHUS );

0) nceBnodenpuHa rTUAPOXIOPHL B KOIHUYECTBE, MpeBbimIaromeM 30 Mr, 1 10 60 MI BKIIFOUUTEIIEHO
(ra 1 mo3y TBepIOil TeKapCTBEHHOH (POpMEI);

B) TiceBIOA(eApHHA THAPOXIIOPHUT B KOJIMYECTBE, MpeBbltaromieM 30 Mr, u 10 60 Mr BKIIFOUUTEITHHO
B COUETAHHM C JEKCTPOMETOP(PaHOM T'HIPOOPOMHIOM B KOJIMYeCTBE, IpesblmnatoniemM 10 mr, u 10
30 Mr BKITIOYUTENBHO (Ha 1 103y TBEpAOii JeKapCTBEHHOU (POopMBI);

r) nekcrpomeTopdana ruapodpomu B koiuuectse 10 200 mr BriroguTenbHo (Ha 100 vur wim 100 T
KHUJKOU JIeKapcTBEHHON OPMBI [l BHYTPEHHETO IPUMEHEHUS );

1) 2deapruHa THIPOXJIOPH B KoaudecTse, npepbimnatoniemM 100 mr, u 10 300 Mr BKIIFOUHTEILHO (Ha
100 M umu 100 T KUAKOHM JIEKapCTBEHHON (OPMBI /11l BHYTPEHHETO MTPUMEHEHUS ),

e) sdenpuna rtuapoxJOopua B KoiudectBe 10 S50 Mr BKIOuuTeNbHO (Ha 1 103y TBepaou
JIEKapCTBEHHOU (OpPMBI);

K) (EHWIIpPOmaHONaMUH B KOJIHYECTBE JO 75 Mr BKIIOUUTENBbHO (Ha | 103y TBepaou
nekapctBeHHOW (opmbl) mwim 1o 300 mr BmouutensHo (Ha 100 M wim 100 T kuakon
JIEKapCTBEHHOU (POPMBI /17151 BHYTPEHHETO IPUMEHEHHUS ),

3) ¢eHobapOUTan B KOIMYECTBE A0 15 MI BKJIFOUHUTENBHO B COYETAHMU C KOJCHHOM (WM €ro
COJISIMH ) HE3aBUCHUMO OT KOJIMuecTBa (Ha 1 103y TBEp oM JIeKapCTBEHHOU (HOPMBI);

u) ¢denobapOutan B kKomuyecTBe 10 20 Mr BKJIIOYUTENBHO B COY€TaHUU C ddenpuHom
TUAPOXIIOPUIOM HE3aBUCHMO OT KoJimdecTBa (Ha 1 103y TBEp10ii JiekapCTBEHHON (hOPMBI);

K) XJIOpJIMa3eTMoOKCHI B KoJr4ecTBe, mpesbimatomeM 10 mr, u 10 20 Mr BKIoUnTenbHO (Ha 1 103y
TBEPJI0M JIEKapCTBEHHOU (OPMBI);

3) JnexapCTBEHHBIX NPENapaTroB WHAWBUIYAIbHOI'O H3TOTOBJICHHUS, COJAEPXKAIIUX HApKOTHYECKOE
CPEICTBO WU TcuxoTpomHoe BemecTBo cnucka Il Tlepeuns, u npyrue Qapmakosoruyeckue
aKTHBHbBIEC BEUIECTBA B J103€, HE MPEBBIIAOIIEH BBICIIYIO PA30BYIO /103y, U IPHU yCIOBUHU, YTO 3TOT
KOMOMHHMPOBAHHBIA JIEKAPCTBEHHBIN IpernapaT HE SBISETCS HAPKOTHYECKUM WM MCUXOTPOIHBIM
JIEKapCTBEHHBIM IpenapatoM cnucka I [Tepeuns;



4) 7neKapCTBEHHBIX INPENapaToB, BKIIOUEHHBIX B NEPEUEHb JIEKAPCTBEHHBIX CPEACTB IS
MEAMIIMHCKOTO TPUMEHEHHS, TOJUIeKAIUX MPEIMETHO-KOJIMYECTBEHHOMY Yyd4eTy (manee -
JIEKapCTBEHHBIE MIPETapaThl, BKIFOUYEHHBIEC B iepedeHb [IKY) <13>.

<13> [Hoanyukr 5.2.171(1) nynkra 5 noctanoBienus [IpaBurensctBa Poccuiickoit @enepanun oT
19.06.2012 N 608 "O6 ytBepxaenuu [lonoxenuss o MunucrepcTBe 31paBooxpaneHust Poccuiickoit
Oenepanun” (nanee - [lonoxxenne o Munucrepctse) (CoOpanue 3akoHOmaTenbcTBa Poccuiickoii
®enepanun, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970).

10. Penentypusbrit 61ank ¢opmbl N 148-1/y-04(;1) opopmiiseTcss npyu Ha3HAYCHUU JICKAPCTBEHHBIX
MpernapaToB rpakaaHaM, IMEIOIIUM MPaBo Ha OECIUTATHOE MOMyUYeHHE JIEKApCTBEHHBIX MPENapaToB
WM TIOJTyYeHUE JIEKAPCTBEHHBIX MPENapaToB O CKUIKOM.

11. PeuentypHnsrii 6;1ank popmbr N 107-1/y odopmiisiercs: mpy Ha3HAYCHUU:
1) nexapCTBEHHBIX MpeNapaToB, HE YKAa3aHHBIX B MyHKTax &, 9 Hacrosmero [Topsaka;
2) KOMOMHHMPOBAHHBIX JICKAPCTBEHHBIX MTPETAPATOB, COACPIKALIUX:

a) HSproTamMuHa THUAPOTApPTPaT B KOJWUYECTBE 1O S5 Mr BKIIOYMTENbHO (Ha 1 103y TBepaoOi
JIEKapCTBEHHOU (OPMBI);

0) a¢enpuna rugpoxsopun B koinumdectse a0 100 mr BrrountenbHo (Ha 100 mut wu 100 T sxuakoi
JIEKapCTBEHHOM (OPMBI /71l BHYTPEHHETO MMPUMEHEHU );

B) miceBaod(enpruHa TUIPOXJIOPHA B KoJdudecTBe, He mpeBbimatomeM 30 mr (Ha 1 mo3y TBepoid
JIEKapCTBEHHOU (OPMBI);

r) nceBaoddenpuHa THAPOXJIOPUJ B KOJUYECTBE, He mpeblmaromemM 30 Mr, B COYETaHUHM C
neKkcTpoMeTopdaHoM TUIAPOOPOMHIIOM B KojudecTBe, mpesbimaronieM 10 mr, m go 30 wmr
BKJIFOUHUTENBHO (Ha | 103y TBepo JiekapCTBEHHOU (OpMBI);

1) JnekctpoMeTopdaHa TUAPOOpOMHI B KojdudecTBe, npesBbimatomem 10 mr, m go 30 wmr
BKJIFOUUTENBLHO (Ha 1 103y TBEp/I0# JIeKapCTBEHHOH (POPMBI);

e) henobGapOuTan B kKonmyectBe, npebimatomemM 20 mr, u g0 50 Mr BrimrountenbHo (Ha 1 mo3y
TBEP/IOH JIEKapCTBEHHOH (POpMBI);

K) ¢enobapouTan B KoiaudectBe A0 20 Mr BKJIIOYHTEIFHO B COYETAHHMU C DProTaMHUHOM
THAPOTAPTPATOM HE3aBUCUMO OT KoimuecTBa (Ha 1 103y TBep/0ii JIeKapCTBEHHOUN (OpPMBI);

3) XJIOpJIua3enoKcua B komuuectse 10 10 mr BrmounTenbHO (Ha 1 103y TBEpHO# JieKapCTBEHHON
dhopmpr).

12. IIpu Ha3HAUYEHUU JIEKAPCTBEHHOT'O Mpernapara WHIUBUAYAIBHOTO M3TOTOBJICHUS B PELENTE Ha
OyMa)xHOM HocuTene W (W) pernente B (QopMme 3JIEKTPOHHOTO JOKYMEHTa HaWUMEHOBAaHUS
JIEKapCTBEHHBIX CPENCTB (BEUIECTB), BKIOYEHHBIX B mepeueHb [IKY, ykaspiBaroTcsi B Hauaie
pelenTa, 3aTeM - BCE OCTaJIbHbIE HHIPEAUEHTBI.

13. Ilpu Ha3HaYeHHMM JIEKAPCTBEHHOTO Nperapara B pelenTe Ha OyMaXHOM HocuTene Hu (WJIH)
penenTe B GOpMe IEKTPOHHOTO JOKYMEHTA 3aIlpelIaeTcs MPEBBIIIATh KOJINIECTBO HAPKOTHUECKIX
CPeICTB WIJIM TICUXOTPOIHBIX BELIECTB, KOTOPOE MOKET OBITH BBIIHCAHO B OIHOM peIernTe,



ycTaHoBieHHOe npuinoxeHneM N 1 k HacrosmeMy Ilopsiaky, 3a HCKIIOYEHHEM CIIy4aeB, YKa3aHHBIX
B IIyHKTax 15 u 24 nacrosmero [Topsaxa.

14. Tlpu Ha3HauUE€HUM JIEKAPCTBEHHBIX MpENapaToB, BKIOUEHHBIX B nepedyeHsb [IKY, no3a koTophix
MPEBBIMIAECT BBICHINI OJHOKPATHBIM TpPUEM, MEIUIMHCKHN pPaOOTHUK 0003Ha4aeT 03y HTOTrO
JIEKapCTBEHHOT0 Mpernapara B pelente Ha OyMa)kHOM HOCHUTENE IMPOIMHCHIO C IMPOCTaBICHUEM
BOCKJIMIIATEIBHOTO 3HAaKa U (MJIM) IMPOCTABISET BOCKIMIATENbHbIN 3HAK IPU OPOPMIIEHUH peliernTa
B (hopMe 3JIEKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO Ha3HAaYEHHBIX JIEKAPCTBEHHBIX MPENapaToB, BKIOUEHHbIX B nepedens [IKY, npu
OKa3aHUM MAalMeHTaM, HYXXIAIOUIMMCS B JUIMTEIbHOM JIEYEHUH, NEPBUUYHOM MeIMKO-CaHUTapHOM
MOMOIIM ¥ NAJJTMATUBHON MEIUIIMHCKON ITOMOIIM MOKET OBITh YBEIMUYEHO C YYETOM KIMHUYECKHX
peKoMeHaIuil He 6osiee yeM B 2 pa3a IO CPAaBHEHUIO C KOJMYECTBOM HAPKOTHUYECKUX CPEACTB WIN
NICUXOTPOMHBIX BEIIECTB, KOTOPOE MOKET ObITh BBIIMCAHO B OJIHOM pEIENTe, YCTaHOBIECHHBIM
npunoxenueM N 1 k Hactosuemy [lopsiaky.

B ciyyasix, mpeayCMOTpEHHBIX ab3alieM MepBbIM HACTOSIIETO MyHKTA, HA pelenTax Ha OyMaKHOM
HOocUTelle mpou3BoauTcs Haanuch "Ilo cnenuanbHOMY Ha3HAYEHUIO', OTAEIBHO 3aBEpEHHAs
MOJIUCHI0 MEIUIIUHCKOTO PAa0OTHUKA U MEYaThi0 MEIUIIMHCKOW opranu3anuu "Jlins penentos”, Ha
penentax B ¢opMe IICKTPOHHOTO JOKyMeHTa mnpous3BoautTcs oTmerka "[lo crenuanbHOMY
Ha3HAYCHHUIO"' C TPOCTABICHUEM YCHIECHHOW KBaJU(PUIMPOBAHHON OJIEKTPOHHOW IOAMKCH
MEIHMIIMHCKOTO Pa0OTHHUKA.

16. CocraB IleKapCTBEHHOTO TIpemnapara, JeKapcTBeHHass (gopma W OoOpalieHHe MEAUIHUHCKOTO
paboTHuka K (hapmaneBTUYECKOMY paOOTHHKY OO0 OTIYCKE JIEKapCTBEHHOI'O TIpernapara Ha
OyMa)XHOM HocuTese 0hOPMIISIFOTCS] Ha JIATHHCKOM HJIM PYCCKOM SI3BIKE B POJAMTEIHHOM MAJCKe, 32
UCKJTIOYeHHEM O(OpMIICHHS PELenTOB B (OpME IIEKTPOHHOTO JOKYMEHTa, OCYIIECTBISIEMOTO Ha
PYCCKOM SI3BIKE.

[Tpu odopmiieHnn penenTypHbIX OJaHKOB JTOMYCKAEeTCsl MCIOJIb30BaHUE COKpAIIEHUH (TPUIIOKEHNE
N 2 x Hacrosimiemy [opsiaky).

[Ipy Ha3HaueHWH JIEKAPCTBEHHOIO IIpernapara HE JOIYCKAeTCs COKpallleHHe HauMEeHOBaHUM
WHTPEJMEHTOB, COCTABIISIOLIMX JIEKAPCTBEHHBIN Ipernapar, He MO3BOJSIOUIMX yCTaHOBUTH, KaKOU
HMMEHHO JIEKapCTBEHHBIN MpenapaT Ha3HaueH.

17. Cmoco0 IMPUMCHCHHA JICKAPCTBCHHOI'O IIpCIiapaTa obo3HayaeTcs ¢ YKa3aHUEM IIYyTU BBCACHMUA,
A03bl, 4aCTOThI, BPCMCHHU IMPpHUEMa OTHOCHUTCJIbHO CHaA (YTpOM, Ha HO‘-IB) Hn €ro AJIuTCJIbHOCTH, a AJIA
JICKApPCTBCHHLIX IIPCIIapaToB, BBaHMOHCﬁCTBYIOH[HX C HHHICﬁ, - BpPCMCHH HX yr[OTp€6J'I€HI/I$I
OTHOCHUTCIIBHO IIpUEMa MU (I[O Cbl, BO BpEMs CIbl, ITOCJIC eI[BI).

18. Ilpu HEOOXOAMMOCTH HEMEUICHHOTO HJIM CPOYHOTO (B TEUEHHE NBYX pabouux JHEH) OTIycKa
JIEKapCTBEHHOTO TMpenapara NalMeHTy B BEpXHEH dYacTH peuenta Ha OyMa)kHOM HOCHUTEIe
MPOCTABIAOTCS O0o03HaueHus 'cito" (cpoyHo) wim "statim" (HeMeJIeHHO). AHAIOTHYHBIC
0003HauEHUsI POCTABIISIIOTCS B BHUJIE OTMETOK NMPHU oopmileHHH perenta B (hopMe 3JIEKTPOHHOTO
JIOKyMEHTa.

19. TIlpu odopmiieHnr Ha3HAYEHUSI TOTOBOTO JIEKAPCTBEHHOTO TperapaTa B perente Ha OyMaKHOM
HOCUTEJIE WM penente B (opMe 3JIEKTPOHHOTO JIOKyMEHTa KOJIMYECTBO JACUCTBYIOIIMX BEIIECTB
YKa3bIBAa€TCs B COOTBETCTBMM C MHCTPYKLHMEH MO METUIIMHCKOMY NPUMEHEHHIO JIEKApCTBEHHOI'O
npemnapara. JlomycTuMO yKa3bIBaTh JI03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO JAEUCTBUS
(nmst pe30pOTUBHOTO MPUEMA) B TBEP/BIX JICKAPCTBEHHBIX (hopMax (Hanmpumep, TaOJIETKH, ITOPOIIKH,
KarCyJibl) KaK CO/Iep>KaHue OJHOTO MJIM HECKOJBbKUX JEHCTBYIOIIMX BELIECTB B €JMHMIIAX Macchl (B



rpamMmmax, MuWuMrpammax). JlomycTuMo yKa3biBaTh JIO3UPOBKY JICKAPCTBEHHBIX MPENapaToB
CUCTEMHOTO JeHcTBHS (11 pe30pOTHBHOTO TPHUMEHEHHS) B JKUIKWX JIEKAPCTBEHHBIX (hopmax
(HampuMep, pacTBOPBI, CYCIIEH3WH) KaK COJEp)KaHHE OIHOTO WIIM HECKOJBKHX JCHCTBYIOIIUX
BEUIECTB B EMHMIIAX MAacChl Ha EAMHUIYy Oo0beMa (Hampumep, MHJUTMTPAMM/MUUIAIATP) C
yKa3zaHueM o01iero oobema JIeKapcTBEeHHOH (POpPMEI.

[Tpu odopmieHNN Ha3HAYECHUS JIEKAPCTBEHHOTO Ipernapara WHAWBUAYATbHOTO H3TOTOBJICHUS B
peuenTe Ha OyMa)KHOM HOCHUTEJIE WJIM perente B (GopMe dIEKTPOHHOTO TOKYMEHTa KOJIMYECTBO
TBEPIBIX M CHITy4ux (apMarieBTUUECKUX CyOCTaHIMi yka3siBaeTcs B rpammax (0,001; 0,5; 1,0),
KHUJIKUX - B MIITHJIUTPAX, TpaMMax U Karuisx.

20. Pementbl Ha OymMa)kHOM HOcHTENE, B (OpMe DJIEKTPOHHOTO JOKYMEHTa, OpOpMIICHHBIE Ha
peuentypHom Onanke ¢opmbl N 148-1/y-88 u mpemHasHaueHHbIE ISl OTIYCKa JIGKAPCTBEHHBIX
MpernaparoB, MNPEeAYyCMOTPEHHBIX mnoanyHktaMu 1 - 3 mnyHkra 9 wHacrosimero [lopsiaka,
JEHCTBUTENBHBI B TeUEHHE 15 HEl co THA ohopMIIeHUSI.

21. Penentsl Ha OymMaXHOM HOcHTEeNe, B (pOpME AJIEKTPOHHOTIO JOKYMEHTa, O(QOpMIIEHHBIC Ha
peuentypaom Onanke ¢popmel N 148-1/y-04(1) 1 mpeaHazHauYe€HHBIC JUIS OTIYCKA JIEKAPCTBEHHBIX
MpenaparoB rpaxkaaHam, ykazaHHbIM B myHKTe 10 HacTosimero [lopsiaka, 1eiCTBUTENbHBI B TEUEHHE
30 nHel co mHS opOpMIIEHUS, 32 UCKIIFOUEHUEM ClydaeB o(pOpMIIEHHUS pelenTa B COOTBETCTBUU C
nyHkramMu 38 u 39 nacrosimero Ilopsinka, mpu KOTOPBIX OH JAEHCTBUTENEH B TeueHue 15 nHel co
THsT 0(hOPMIICHUS.

22. Penentbl Ha OyMaXHOM HOCHTENE, B (pOpME AJIEKTPOHHOTO JOKYMEHTa, O(QOpMIIEHHBbIC Ha
peuentypaom Onanke ¢popmbel N 148-1/y-04(1) 1 npeaHazHauYe€HHBIC JUIS OTIYCKA JIEKAPCTBEHHBIX
MpenapaTtoB TrpakJaHaM, JOCTUIIIMM IEHCHOHHOTO BO3pacTa, WHBAJIWJAM MEPBOM TIPYIIIIHI,
JIeTAM-UHBAIMAM, a TaKkKe TpakIaHaM, CTPAJAlONIMM XPOHUYECKHUMH  3a00JIeBaHUSMH,
TpeOyIOMIMMH JITUTEIFHOTO KYpPCOBOTO JICUCHUS, NEHCTBUTENbHBI B TeueHHe 90 mHel co aHA
oopmiieHHs, 32 UCKITIOYEHUEM CITy4aeB, yKa3aHHBIX B MyHKTax 38 u 39 Hactosmiero [lopsiaka, mpu
KOTOPBIX OH JICUCTBUTEINICH B TeUeHHE 15 aHeil co qHs ohopMIIeHHS.

JUiss nedeHus XpOHUYECKUX 3a00JI€BaHUN YKa3aHHBIM KaTETOPUSM TpaxkJlaH JIeKapCTBEHHbIE
npenapatbl ¢ OQOpPMJIEHHEM pEIEeNTOB Ha OyMaXHOM HOCUTEIE WM pelentoB B (dopme
3JIEKTPOHHOT0 JIOKYMEHTA MOTYT Ha3HauaThcsl HA Kypc jedeHus 10 180 nueid.

23. Penentbl Ha OymMa)kHOM HOcHTENE, B (OpMe DJIEKTPOHHOTO JOKYMEHTa, OpOpMIICHHBIE Ha
peuentypHom Omanke (opmer N 107-1/y u mpenHa3sHadyeHHbIE ISl OTIYCKa JIEKAPCTBEHHBIX
MpernapaToB, MpeaycMOTpeHHbIX TYHKTOM 11 Hacrosmero [lopsnka, neicTBUTeNbHBI B TeueHue 60
JTHEH co JHST 0POpMIICHHUSI.

[Ipy Ha3HaueHMM TOTOBBIX JIEKAPCTBEHHBIX MPENAapaTOB U JIEKAPCTBEHHBIX MpErnapaToB
WHIAMBHUIYyaJIbHOTO W3TOTOBIICHUS MAalMEeHTaM C 3a00JIeBaHUSMHU, TPEOYIOIMMHU UIUTEIHHOTO
KypcoBOro JjeueHus, ¢ ohopmieHueM Ha peuentypHom Onanke ¢gopmsl N 107-1/y peuenta Ha
OyMa)XHOM HOCHTENE WM B (OpPME AIIEKTPOHHOTO JOKYMEHTA YCTAaHABIMBACTCS CPOK JECHCTBUS
peuenTa B mpeneaax 10 0JHOro roja.

B ClIyda€ YCTAHOBJICHUSA CpOKa ﬂeﬁCTBHH peucnTta B IHpcaciax a0 OJHOro roga B PCLCITC
MIPOU3BOAUTCA HAAIUCH!: "TTo ClicnuaJibHOMY HaSHa‘-ICHI/I}O", o0o3HavaeTcs CPOK I[Cf/iCTBH?[ peuecnra
U HNOCPUOAUYHOCTHL OTITYCKa JICKAPpCTBCHHBIX MPCaparoB U3 anTeYHOU OopraHus3anuu HWJn
HUHAUBUYAJIbHBIM OpCaANIpUHUMATCIICM, UMCIOIITUM JIMIICH3HUIO Ha (bapMaL[eBTI/I‘-ICCKYI-O
ACATCIIbHOCTD <14> (G)KGHC,HGHBHO, CKCMCCAYHO U UHBIC HCpI/IOI[BI). I[OHOJ'IHI/ITGJ'IBHO 9TO YKa3aHUC
3aBCPACTCA MOAINMNCbIO MEAWUIIUHCKOI'O pa6OTHI/IKa, a TaKXKC ICYaTbrO MC,I[I/IL[I/IHCKOI‘/’I OpraHu3anuvu



"Ilnsa peuenToB" (i peuenta Ha OyMa)KHOM HOCHUTENE) WIM yCHJICHHON KBaTM(DUIIMPOBAHHON
AJIEKTPOHHOM TMOAMKUCHI0 MEAMIIMHCKOTO pPAa0OTHUKAa U JIMIA, YHOJHOMOYEHHOTO 3aBepsATh
JOKYMEHTBl OT HMEHU MEAHMIMHCKOW opraHu3anuu (Ui peuenta B ¢GopMe 3JIEKTPOHHOTO
JOKYMEHTA).

<14> Ilynkr 47 yactu 1 crateu 12 ®PenpepanbHoro 3akona ot 4 mas 2011 r. N 99-®3 "O
JUIEH3UPOBAHUU OTJEIbHBIX BHAOB JesTenbHOCTH" (manee - DenepanbHbiii 3akoH N 99-D3)
(Cobpanue 3axonomarensctBa Poccuiickoit ®@enepanuu, 2011, N 19, cr. 2716; 2021, N 27, crT.
5177).

24, PGI_IGHTBI Ha JICKAPCTBCHHBIC IIPCIIapaThl, BKJIIOYCHHLIC B IICPCUCHDb HKV, 1A JICHCHUA
MManguCHTOB C XPOHUYCCKUMU 3a00JIEBaHUSIMU MOTYT O(l)OpMJ'IfITBCSI Ha KypcC JICUCHUA 10 60 HHCﬁ.

B ciyudae, korma kypc sedeHust cocraBiser Oosiee 30 mHEH, JOMOJHUTENBHO B pelenTax Ha
OyMa)XHOM HoOcHTeJe Npou3BoaAuTcs Haanmuch "[lo cnenuansHOMY Ha3HA4YeHHIO", 3aBepeHHas
MOJMUCHI0 MEIUIIMHCKOTO PAa0OTHUKA U MEYaThi0 MEIUIIMHCKOW opranu3anuu "Jlins penentos”, Ha
penentax B ¢opMe IJICKTPOHHOTO JOKyMeHTa mnpousBoauTcs oTmerka "Ilo cmenumanbHOMY
Ha3HAYCHHUIO" C TPOCTABICHUEM YCHICHHOW KBaJU(PUIMPOBAHHON SJIEKTPOHHOW TIOAMKCH
MEAHMIIMHCKOTO pabOTHHKAa W JIUIA, YIOJHOMOYEHHOTO 3aBEpSATh JIOKYMEHThI OT HMEHHU
MEIUIUHCKON OpraHUu3aluu.

25. Pement Ha OymMa)kHOM HocuTede B (opmMe 3JIEKTPOHHOTO JOKYMEHTa, O(OPMIICHHBIH C
HapyIICHHEM YCTaHOBIEHHBIX HacTosmM [lopsiikom TpeOoBaHMIA, CUUTAETCS] HEACHCTBUTEIBHBIM.

II. Haznauenue JEKAPCTBCHHLIX IIPENIapaToB IIPH OKa3aHUH
MeTUIMHCKOM MOMOIIH B CTANUOHAPHBIX YCJI0BUAX

26. Ilpu oka3zaHuM MAIMEHTy MEAMIIMHCKOM MOMOIIM B CTallMOHAPHBIX YCJIOBHUSIX Ha3HAUCHUE
JIEKapCTBEHHBIX MpPENnapaToB MPOU3BOAUTCS 0e3 oopMiIeHHs pelenTa MEAUIMHCKUM pabOTHUKOM
€AMHOJIUYHO, 32 UCKIIFOUEHUEM CITy4aeB, YKa3aHHbIX B MyHKTe 27 Hactosuiero [lopsaxka.

27. CornacoBaHue Ha3HAYCHMUs JIEKAPCTBEHHBIX IPENapaToB C 3aBEAYIOLIMM OTACICHUEM WIH
OTBETCTBEHHBIM JISKYPHBIM BpadoM JHOO APYTUM JIMIIOM, YIIOJHOMOYEHHBIM MPUKA30M TJIABHOTO
Bpaya MEIMUMHCKOM OpraHu3alMMd, a TakXke, [pU HAIWYUU, C BpauyoM - KIMHUYECKUM
(hapMakoI0roM HEOOXOAMMO B CITyYasiX:

1) OJHOBPCMCHHOT'O HA3HAYCHMU IIATH U bonee JICKAPCTBCHHBIX IIPCTIApaTOB OAHOMY ITAIIUCHTY

2) Ha3HAYEHUS JIEKAPCTBEHHBIX IPENapaToB, HE BXOASAIINX B MepeueHb )KU3HEHHO HEOOXOAUMBIX U
Ba)XHEHININX JIGKAPCTBEHHBIX MpernapaToB <15>, Mpu HETUITMYHOM TE€YEHUH 3a00JIeBaHUs, HATMYUH
OCJIO)KHEHMI OCHOBHOTO 3a00JieBaHMsI W (WJIM) COMYTCTBYIOIIMX 3a00JeBaHUM, NMPU Ha3HAUYCHUU
JIEKapCTBEHHBIX MPENapaToB, OCOOCHHOCTH B3aMMO/ICHCTBHS I COBMECTHMOCTH KOTOPBIX COTJIACHO
MHCTPYKLUSAM IO WX MPUMEHEHUIO TPHUBOIAT K CHIDKCHHIO Y(PQEKTHBHOCTH H 0€30MacHOCTH
bapmakoTepanuu 1 (M) CO3AaI0T MOTEHINAIBHYIO OMTACHOCTD JUIS )KU3HU U 3/I0POBbS MAIMEHTA.



<15> Yactu 1 crarebum 60 @DenepanpHoro 3axkoHa N 61-®3 (CobpaHue 3aKOHOAATENHCTBA
Poccuiickoit @eneparun, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B yka3zaHHBIX cilydasx Ha3Hau€HHUE JIEKAPCTBEHHBIX NpENapaTtoB (UKCUPYETCS B METUIIMHCKOU
JOKYMEHTAllUM TalUeHTa U 3aBepsieTCs MOANUCHI0 METUIIMHCKOro paboTHMKA M 3aBEIYIOLIEro
OTJieJIeHHueM (OTBETCTBEHHOTO JIEXKYPHOI'0 Bpaya UM IPYroro yrnoJIHOMOUYEHHOIO JIULIA).

28. MeaunuHCcKul pabOTHUK MEIUIIMHCKOM OpraHu3aluu (€€ CTPYKTYPHOIO MOpa3iaesieHus),
pacroiokKEeHHONH B CEJIbCKOM HACEJIEHHOM ITYHKTE, OCYIIECTBISET Ha3HAUeHUE JIEKapCTBEHHBIX
MpernapaToB B cllyvasiX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosiero [lopsiaka, e uHONIMYHO.

29. Tlo PCUICHUIO Bpa‘Ie6H0ﬁ KOMUCCHUHN MaUCHTAM IIpU OKa3aHUHW UM MGILI/II_IPIHCKOﬁ IIOMOIIHU B
CTAlMOHAPHBIX YCJIOBUAX HA3HAYAKOTCA JICKAPCTBCHHBIC IPCIIApaThl, HC BKJIIKOYCHHLIC B IICPCUCHDb
KHN3HCHHO HCO6XOI[I/IMBIX U BaXXHEHUIIINX JICKApCTBCHHLBIX IIPETIapaToB, B CIy4ac¢ UX 3aMCHBI U3-34a
HH,I[HBI/II[yaJIBHOfI HCIICPCHOCUMOCTH, 110 )KU3HCHHBIM ITOKA3aHU M.

Pemenne BpaueOHON KoMuUCcHU (DUKCUPYETCSl B MEAULIMHCKOM IOKyMEHTAIUH TAlUEHTA U XKypHaJIe
BpaueOHON KOMHCCHUH.

30. B cmyuasx oOcieqoBaHHs W JICYCHHS TpakKJaHMHA B CTAI[MOHAPHBIX YCIOBUSAX B paMKax
MPEIOCTABICHUSI MEIMIUHCKUX YCIYr Ha BO3ME3IHOM OCHOBE 3a CUET JIMYHBIX CPEACTB IPaXKiaH,
CPEICTB IOPUAMYECKUX JIMI U MHBIX CPEACTB HAa OCHOBAHMM JOrOBOpPA, B TOM YHCIE JOTOBOpPA
JNOOPOBOJILHOTO MEAMIIMHCKOIO CTpaxoBaHHUs <16>, eMy MOTyT ObITh Ha3HA4€HbI JIEKApCTBEHHbIE
npernaparbl, He BXOJSIIME B MEpPEUeHb XKU3HEHHO HEOOXOMUMBIX M BAXHEWIIUX JIEKAPCTBEHHBIX
[IperapaToB, €CiIM UX Ha3HAUYEHUE U IPUMEHEHUE 00YCIOBICHO MEIMLIIMHCKUMU TOKAa3aHUSIMU.

<16> IlocranoBnenue IlpaBurenscrtBa Poccuiickoit deneparum ot 4 okTsaops 2012 r. N 1006 "O6
yTBepkaeHnu [lpaBuil mpemocTaBieHnsT MEIUIIMHCKAMU OPraHU3alUsSMH TUIATHBIX MEIMIIUHCKHIX
yeayr" (Cobpanue 3akoHomaTenbeTBa Poccniickoit denepammu, 2012, N 41, cT. 5628).

I11. HazHaueHue JIeKaPCTBEHHBIX NMPENapaToB MPH OKa3aHUU
NMEePBUYHOM MEIUKO-CAHUTAPHON MOMOIIU, CKOPOH MeIUIIMHCKOM
MOMOIIM ¥ MAJJIMATUBHOM MeIMIIUHCKON MOMOIIH

31. Ilpu oka3zaHWu TEPBUYHONW MEIUKO-CAHUTAPHOM TOMOINM W TAUIMATUBHONW MEIUIIMHCKON
MOMOIIM B aMOYJIATOPHBIX YCJIOBUSIX HA3HAYCHUE JIGKAPCTBEHHBIX MPENapaToB OCYIIECTBISCTCS
MEAMIMHCKUM PaOOTHUKOM B CIIy4asx THUIAYHOTO TEUEHUs 3a00JeBaHMs IMallMEHTa HCXOIS M3
TSDKECTH M XapakTepa 3a00JIeBaHMUs.

32. Ha3snauenue JICKAPCTBCHHLIX IIPCIIapaTOB IO PCIICHUIO Bpaqe6H0171 KOMHCCHUHU IIPpU OKa3aHHUU
HCpBH‘IHOﬁ MeﬂHKo-caHHTapHOﬁ IIOMOIIH, naJJIMaTUBHOM MCHHHHHCKOﬁ IIOMOIIIHU B aM6y.]'IaTOpHBIX
YCJIOBUAX TPOU3BOAUTCA B ClIydasX:

1) OAHOBPEMEHHOTO Ha3HAYEHMs OJHOMY MAIMEHTY ISATU U OoJiee JIEKapCTBEHHBIX INpenapaToB B
TEUEHHUE OJJTHUX CYTOK WJIM CBBILIE JIECATH HAUMEHOBAHUI B TEUEHHE TPUALIATH THEH;

2) Ha3HA4YCHHUs JIEKAPCTBEHHBIX MpENapaToB NPH HETHIIUYHOM TEUCHHH 3a00JIeBaHUs, HAIUYUU
OCJIO)KHEHHI OCHOBHOTO 3a00JieBaHMsI W (WJIM) COMYTCTBYIOIIUX 3a00JeBaHUM, NMPU Ha3HAUYCHUU



JICKaApCTBCHHLIX IIpCHIapaToB, 0COOEHHOCTH B3aHMOHCﬁCTBHH N COBMCCTHUMOCTH KOTOPBIX COTJIACHO
HHCTPYKIUAM II0 HUX IMPUMCHCHHUIO MNPUBOAAT K CHHUIKXCHUIO 3(1)(1)€KTI/IBHOCTI/I A 0€e30MMacHOCTH
JICUCHHA IMallMCHTAa U (I/IJ'II/I) CO3JAar0T MOTCHUUAJIBHYIO OIIACHOCTD JIA )KU3HHU U 3J0POBbS IMAIIUCHTA,

3) NepBUYHOrO HA3HAYEHMsI MALMEHTY HAPKOTUYECKMX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB Il w III Ilepeuns (B ciaydae NPUHATHS PYKOBOIUTEIEM MEIUITUHCKOM
OpPraHM3allUM pEUIeHHsT O HEOOXOJUMOCTH COIJIACOBAHMS HA3HAUYCHHUS TaKUX JIEKApCTBEHHBIX
MpenapaToB ¢ BpaueOHON KOMUCCHUET).

33. IloBTOopHOE Ha3Ha4YeHUE HAPKOTUYECKUMX U TICUXOTPOMHBIX JIEKAPCTBEHHBIX MpENnapaToB
cuckoB II w I TlepeyHss mpoW3BOIUTCS MEAMIIMHCKUM pPAaOOTHHUKOM CaMOCTOSITEIbHO HIIN
€IMHOJINYHO 0€3 ydacTHusl BpaueOHONW KOMHCCHU MAallMEHTaM C BBIPAXKEHHBIM OOJIEBBIM CHHIPOMOM
M000ro reHesa, HapylLIEHHEM CHa, CYJIOPOKHBIMH COCTOSTHUSIMH, TPEBOXXHBIMH pPacCTpOMCTBaMH,
(hoOusIMU, TICHXOMOTOPHBIM BO30Y KIECHHUEM.

34, HpI/I OKa3aHnu CKOpOI‘/’I MCHHHHHCKOﬁ IIOMOIIM JICKAPCTBCHHBIC TIPCIIapaTbhl HA3HAYAKOTCS
MCIAUIIMHCKHUM paGOTHI/IKOM BbICB,I[HOﬁ 6p1/1ram,1 CKOpOﬁ moMomu, MCIHIHMHCKHUM pa6OTHI/IKOM
MCHHHHHCKOﬁ OpraHu3anuu Impu OKa3aHUH MCI[I/ILIHHCKOfI IMOMOILIH I'paKaAaHaM IIpH 336OHCBaHI/I$IX,
HECUACTHBIX Cliy4dasaX, TpaBMaX, OTPABJICHUAX U JAPYIUX COCTOSHHAX, Tp€6y1-0H_[I/IX CpOYHOTO
MCAHMLIMHCKOI'O BMCIIATCIILCTBA.

IV. HazHaueHue jJleKapCTBEHHBIX MPeNapaToB rpakaaHaM, MMEHIHM
NMpaBo Ha OecIJIaTHOE MOJIy4YeHHe JIeKAPCTBEHHBIX MPenapaToB WK
noJiyuyeHue JIeKAPCTBEHHBIX MPenapaToB O CKHAKOW, MPU 0KA3aHUH

NMePBUYHOI MeTMKO-CAHUTAPHOI MOMOIIH

35. Ilpu oka3aHMM TIEPBUYHON MEIWKO-CAHUTAPHON TOMOIIM HAa3HAYCHHE METUIIMTHCKUM
pabOTHMKOM Ha OCHOBE KJIMHHYECKUX PEKOMEHIAIMHA W C YYeTOM CTaHJApTOB MEIUIIMHCKON
nomom <17> JEeKapCTBEHHBIX NIPENaparoB, OTIYCKa€MbIX OECIUIATHO WM CO CKHJKOH,
rpaxkiaHaM, UMEIOIIUM TNpaBO Ha oOecleYeHHue JEKapCTBEHHBIMU MperaparaMy 3a CYET CPEJCTB
OIO/DKETHBIX aCCUTHOBaHWH (enepasbHOrO OrokeTa W OOMKETOB CyOBekTOB Poccuiickoit
denepanuu, ocymecTBisieTcs: Ha perentypHom Omanke N 148-1/y-04(i).

<17> Crarbs 37 ®enepanpHoro 3akoHa N 323-®3 (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit
®enepanuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopminenun penenta Ha Omanke Qopmer N 148-1/y-04(;1) Ha OymMa)kHOM HOCHUTETE
oopmIsIOTCS IBa DK3EMIUISIpA, OMUH U3 KOTOPBIX OCTAeTCs B allTEYHON OpraHU3alliH, BTOPOH - B
MEIUIUHCKON TOKYMEHTAIMH MallHeHTa.

36. HpaBo Ha3Ha4daTb JICKAPCTBCHHBLIC IIPCIIapaThbl rpaKaaHaM, UMCIOLOIUM IIPpaBO Ha OecruiaTHoe
MOJIYUCHHC JICKAPCTBCHHBIX IIPCIAPATOB HUIIN MOJYYCHUC JICKAPCTBCHHBIX IIPCIIapaToB CO CKI/I,Z[KOfI,
TaxKoKC NMCIOT:

1) MmeaunHCKHE pabOTHUKHU, pabOTAIOIINE B MEAUIIMHCKON OpPTaHU3aIlK 10 COBMECTUTEILCTBY (B
npejiesiax cBoel KOMIIETEHIINH );



2) MCIUIIMHCKHEC pa60THI/IKI/I CTallMOHAPHBIX Opr aHPI3aLIPII71 COIHaJIbHOI'O 06CJIy}KI/IBaHI/I$I npu
HaJIWY1H JIMOCH3UW Ha OCYHICCTBJICHUC MCI[I/II.IHHCKOﬁ ACATCIIbHOCTH <18>, Hpe,Z[YCManI/IBaIOH_ICﬁ
BBIIIOJIHCHHUC pa60T (OKaBaHI/Ie ycnyr) 10 OKa3aHHIO HepBHqHOﬁ MCﬂHKO-CaHHTapHOﬁ IIOMOIIHX B
aM6ynaTOprIX YCII0BHUAX (HC3aBI/ICI/IMO oT BCHOMCTBGHHOﬁ HpI/IHaI[J'Ie)KHOCTI/I);

<18> IlyHkT 46 yactu 1 crarbu 12 ®@enepanpHoro 3akoHa N 99-03 (CobpaHne 3aKOHOIATENHCTBA
Poccuiickoit @epepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MemunuHCKHME pPaOOTHUKM  MEIAWIIMHCKUX  OpraHW3alfii, OKa3bIBAOIIUX MEPBHUYHYIO
MEIMKO-CAaHUTAPHYI0 TIOMOIIb, IOJBEIOMCTBEHHBIX (elepalbHbIM OpraHaM HUCHOJHUTEIbHOU
BJIACTH WJIM OpraHaM MCHOJHHUTENbHOI BIacTu cyObekToB Poccuiickoit denepanuu;

4) HUHAUBUAYAJIBbHBIC TMPCANPUHUMATECIIN, OCYHICCTBIAIOMIUC MCIUIWHCKYHO JCATCIbHOCTL H
BKIIFOUCHHBIC B PCCCTp MCAUMIHUHCKUX Opl"ﬁHPI3&I.IPII71, OCYHICCTBIOIINUX ACATCIIBHOCTL B c@epe
00513aTEILHOTO MCIUIHUHCKOT'O CTpaXOBaHUA.

37. Ilpu Ha3HAUCHUM JIEKAPCTBEHHBIX MpENapaToB IpakJIaHaM, MMEIOIIUM MpaBO HA OecIIaTHOE
MOJTyYeHHUE JICKAPCTBEHHBIX MPENapaToB WM MOJyYEeHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
B peELeNTe yKa3blBaeTcsi HOMep TeledoHa, 1Mo KOTOpOMY pabOTHUK anTeYHOH OpraHM3alud IpU
HEOOXOJUMOCTH MOJKET COTJIACOBAaTh C MEAMIMHCKUM pPaOOTHUKOM 3aMEHy JIEKapCTBEHHOTO
npemnapara.

38. HazHaueHrne HapKOTUYECKUX M TICUXOTPOITHBIX JIEKapCTBEHHBIX MpenaparoB crucka Il [epeuns
(32 HMCKJIFOUEHUEM JIEKAaPCTBEHHBIX IMIPEMapaToB B BUJE TPAHCACPMAIBHBIX TEPANEBTHUCCKUX
CHCTEM, a TAaKXKe JICKAPCTBEHHBIX MPENapaToB, COAEPKAIINX HAPKOTUIECKOE CPEICTBO B COYECTAHHH
C AHTarOHHCTOM OINMOWIHBIX PELENTOPOB) TpakIaHaM, HMEIONMM TMpaBO Ha OecliaTHOe
MOJTy4YEeHHUE JICKAPCTBEHHBIX MPENapaToB WU MOJyYSHHS JIEKapCTBEHHBIX IPENapaToB cO CKUAKOH,
ocymiecTBIsieTcss Ha penentypHoM Omanke ¢dopmbl N 107/y-HII, x koTopoMy IOTOTHUTEIHHO
odopmisieTcst perient Ha perentypHoM Onanke dpopmbl N 148-1/y-04(1) (B IBYX dK3eMIUIsIpax MpH
opopMiIeHIH Ha OyMa)KHOM HOCHTEIIE).

39. Ha3znaueHre HapKOTUYECKUX M TICUXOTPOITHBIX JIEKapCTBEHHBIX mpenaparoB crucka Il [epeuns
B BUJIE TPAHCAECPMAIBHBIX TEPANCBTHUECKUX CUCTEM, HAPKOTHUECKUX JICKAPCTBEHHBIX MPENapaToB
cnucka Il Tlepeuns, comepkammx HAPKOTUYECKOE CPEIACTBO B COUETAHHMH C AHTarOHHUCTOM
OMMOUJIHBIX PEIENTOPOB, TNCHUXOTPOIMHBIX JIEKAPCTBEHHBIX mpemnapaToB cmmcka I Ilepeuns,
JIEKapCTBEHHBIX IIPEMapaTroB, BKIOUEHHBIX B mepeueHb [IKY, copepkammxcs B HOAMYHKTE 2
nyakTa 11 nHactosimero Ilopsiaka, mpeaHasHaueHHBIC JUIS JICYCHHS TPaKJaH, UMEIOIIUX MPaBO Ha
OecIuiaTHOE TOJYYSHHE JICKAPCTBEHHBIX MPENapaToB WM MOTYYCHUE JEKAPCTBEHHBIX MpenapaTon
CO CKHIKOH, OCyIIeCTBIsieTCsl Ha peuentypHbeix Omankax ¢opm N 107-1/y u N 148-1/y-88,
KOTOPBIM JIOMOJHUTENBFHO 0QOPMIIIETCS pelienT Ha penentypHoMm Onanke Gopmbsl N 148-1/y-04 (1)
(B IBYX pK3eMILIsIpax mpu ohopmiieHHH Ha OyMaKHOM HOCHUTEIIE).

Ilpunooscenue N 1
K [lopsioky nasnauenus
JIeKapCmMeEeHHbIX Npenapamos,

VMBEPHCOEHHOMY NPUKAZOM



Munucmepcmea 30pasooxpanenus

Poccuiickou @eoepayuu

om 24 nosopsa 2021 2. N 1094u

KOJINYECTBO HAPKOTUYECKHUX CPEACTB WIHN
HCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B O/IHOM PELEIITE

N /o

MC)KI[}IHapO,Z[HOG HCIIaTCHTOBAHHOC

CDopMa BBIITYCKaA U

KonnuectBo

cyOmmurBanbueie 0,2 Mr
+ 0,2 Mr

HAaUMEHOBaHUE HAPKOTHUYECKOTO U JI03UPOBKA
MICUXOTPOITHOTO JIEKAPCTBEHHOTO
npernapara
bynpenopdun + Hanokcon Tabnerku 60 TabieTox

(ymakoBka, kpaTHast N
20)

pacTBOp IS
[10IKOKHOT'O BBEICHUS
10 mr/mn 1 Mt

bynpenopbun PacTBop 1151 uHbEKLUM, [30 ammyn

0,3 mr/mit 1 M (IImpuUI-TIOOMKOB)
bynpenopbun TpancnepmanbHbIi

[U1aCTBIPh

35 MKr/4ac 20 macTeIpeit

52,5 MKr/4ac 10 mmacTeipeit

70 MKr/49ac S macTeIpeit
Mopdun PactBop st uHBbEKUUH, 20 ammy

(IIIpHUI-TIOOMKOB)

Konenn + Mopdun + Hockanun +
[TarmaBepun + TebanH

PacTBop st
[TOKO0)KHOTO BBEIEHUS
0,72 +5,75+2,7+0,36
+ 0,05 mr/ma 1 M
1,44+ 11,5+54+0,72
+ 0,1 mr/mi 1 M

20 ammyn

[TPOJIOHTUPOBAHHOTO
mecTBUS

10 mT

30 MT

60 MT

100 mr

Tpumenepuanx Tabmetku 25 mr 50 TabseToK
Tpumenepuina PactBop nns unbekuuid 20 ammyn

10 mr/m 1 mn (ITTPHII-TIOOMKOB)

20 mr/mi 1 mi
Mopdun Tabnerku (karcynbsl) 180 TabneTok (karncyimn)

60 TabyieTox (Karcy)
40 TabneTok (Kamcym)
20 TabneTok (Kamcym)
20 TabneTok (Kamcym)




200 mr

dDakon 50 MKr/mosa
2,0 M1 (10 103)

3,2 M1 (20 103)

5,0 mut (40 103)
dDakon 100 MKr/mo3a
2,0 mut (10 o3)

3,2 mut (20 n103)

5,0 M (40 1o3)
daaxon 200 Mkr/mo3a
2,0 M (10 o3)

3,2 mut (20 n103)

5,0 ma (40 1o3)

0. Mopduu TabneTku
S Mr 100 TabmeTok
10 mr 100 TabieTok
10. Mopdun Karum nyist mpuema 4 prakona
BHYTpPb 20 mr/mit 20 M
11. Mopdun PacTBOp s mpuema
BHYTPB (MOHO/IO3bI)
2 mr/mit 5 mi 100 ammyn ii/3
6 Mr/MI 5 MIT 80 amrryt />
20 Mr/mMi 5 M1 30 ammya 1/
12. OkcukonoH + Hanokcon Tabnerku
MPOJIOHTUPOBAHHOTO
EeNCTBUSA
5 mr + 2,5 mr 100 TabneTox
10 mr + 5 Mr 60 TabieTox
20 mr + 10 MT 40 TabneTok
40 mr + 20 Mr 20 TabaeTok
13. [Tponmonun eI TOKCHITHINUNEpUIH| [ abmeTkn 3ameunbie 20 [SO TabaeTok
MT
14. DeHTaHuI [LnacTeipb
12,5 Mxr/gac 20 macTeIpeit
25 MKr/4ac 20 macTeIpeit
50 mMKr/9ac 10 mmacTeipeit
75 MKr/4ac 10 mmacTeipeit
100 mkr/9ac 10 racTeipeit
15. DeHTaHmI Cripeli Ha3aIbHBIN

24 dhnakoHa
12 ¢pmakoHoB
6 pmakoHOB

12 ¢makoHOB
6 prakoHOB
3 ¢makona

12 ¢akoHOB
6 prakoHOB

3 ¢makona

Tlpunooscenue N 2

K [lopsoky nasnavenus

JIEKApCmMeEeHHblX npenapamoe,

VMBEPHCOEHHOMY NPUKAZOM

Munucmepcmea 30pagooxpanerus



Poccuiickot @eoepayuu

om 24 nosopa 2021 2. N 1094u

Cnpasouno

PEKOMEH/OBAHHBIE K UCIIOJIB3OBAHHUIO
COKPALIEHUA ITPH O®OPMJIEHHUU PELIEIITOB

N | Coxkpaienue [TonHoe HanucaHue IIepeBon
0/

1. J|aa ana 10, TOPOBHY

2. lac., acid. acidum KHCJIOTa

3. [aer. aerozolum a3p030J1b

4. |amp. ampulla amMITyJia

5. [aq. aqua BOJIA

6. |ag. purif. aqua purificata BOJIa OUMIIICHHAS

7.  |but. butyrum MacJio (TBEpIoe)

8. |caps. capsula KarcyJa

9. |comp., cps compositus (a, um) CIIOYKHBIN

10. |D. Da (Detur, Dentur) Boinaii (IIycts Beiaano, Ilycts
OyZEeT BbLIAHO)

11. |D.S. Da, Signa Detur, Signetur Briaiit, 0003Haub [lycts Oyzmer
BBIIaHO, O003HAYEHO

12. [D.t.d. Da (Dentur) tales doses Brinaii (ITycts OyayT BbIIAHBI)
TaKue 1036l

13. |dil. dilutus a3BEJICHHBIN

14. [Div. in p. aeq. [Divide in partes aequales Pa3nenu Ha paBHBIC YaCTH

15. Jemuls. emulsio PMYJIbCHS

16. lextr. extractum PKCTPAKT, BBITSKKA

17. |in enem. in enemas B MUKPOKJIM3MaxX

18. [F. Fiat (fiant) [TycTs 0Opazyetcs (06pa3yroTcs)

19. |gran. granulum TpaHyJIbl

20. |gt., gtt gutta, guttae Karuis, Karjiu

21. |gtt. peror. guttae peroralis KAy JJ1s IpUeMa BHYTPb

22. |inf. infusum HaCTOM

23. [in amp. in ampullis B aMITyJax

24. |in tab. in tab(u)lettis B Ta0JeTKax

25. |[in tab. prolong. [in tab(u)lettis prolongatis B Ta0JIETKaX C MPOJIOHTUPOBAHHBIM
BBICBOOOKICHUEM

26. [in tab. prolong, [in tab(u)lettis prolongatis obductis [B TaGieTkax ¢ MPOJIOHTUPOBAHHBIM

obd.

BBICBOOOIKICHUEM, TIOKPBITHIX
000JIOUKOH




27. |in tubul. in tubulis B TIOOMKaX

28. |lin. linimentum STHHUMEHT

29. |liq. liquor PKUIKOCTh

30. Jlot. lotion ITOCHOH

31. [m. pil. massa pilularum MYTI0JIbHAS Macca

32. [membr. bucc. [membranulae buccales MJICHKY 3a1[EYHbIC

33. M. Misce, Misceatur CMmernrai
(ITyctp OyzmeT cMeriaHo)

34. |mixt. mixtura MUKCTypa

35. IN. numero YHCIIOM

36. ol oleum Maci0 (KHIKOE)

37. |past. asta macra

38. |pil. ilula, pilulae ITMJTFOJIS, TTUITEOJIN

39. Ip. aeq. artes aequales aBHbIE YaCTH

40. [ppt., praec. raecipitatus OCaKICHHBIN

41. pulv. ulvis MOPOIIOK

42. |g.s. quantum satis CKOJIBKO MTOTpeOyeTcs, CKOJIBKO
Ha10

43. Ir., rad. radix KOpPEHb

44.  [Rp. Recipe Bos3pmu

45. [Rep. Repete, Repetatur [TosTopu (ITycts Oyner
[TOBTOPEHO)

46. rhiz. rhizoma KOpHEBHIIE

47. IS. Signa, Signetur O603Haub (ITycTh OyaeT
0003HaYCHO)

48. |sem. semen ceMst

49.  simpl. simplex POCTOMN

50. |sir. sirupus CUpOI

51. Jsol. solutio acTBOP

52. |spr. spray cripei

53. [spr. nas. spray nasale CIpeil Ha3aJIbHbIN

54. |[supp. suppositorium CBEYa, CYIMO3UTOPHIA

55. [susp. suspensio CYCIIEH3Us, B3BECH

56. [tab. tab(u)letta rabyeTka

57. |t-ra, tinct. tinctura HACTOMKA

58. [tubulis tubulis TIOOUKHU

59. [STT Systema Therapeutica TpancnepmaibHast

Transcutanea TepaneBTuueckas Cucrema
60. Jung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

Ilpunooscenue N 2

K npuxa3zy Munucmepcmea 30pasooxpanenus

Poccuiickott @eoepayuu

om 24 nosopsa 2021 2. N 1094u



®OPMA PEUEINTYPHOT'O BJIAHKA N 107-1/Y

MMHMCTEPCTBO 3IOPaBOOXPaHEHMA Kon dopmer mo OKYI

Poccumckom demepaumm Kon yupexmenusa no OKIIO

MeIMUMHCKASd OOKYMEHTAaLMI

HavMeHOBaHMe (WTaMII) dopma N 107-1/y

MeOULMHCKOM OpTaHM3aLun YTBepxIeHa OPMUKa30M
MUHMCTEPCTBA 3IPaBOOXPAaHEHUS
Poccumckom demepaumu

oT 24 HOog6psa 2021 r. N 1094H

PEIEIT
(B3pOCIHEDI, OETCKMM — HYXHOE NOIOUEPKHYTH)
"o 20 T.
damMmnusga, MHMUMAJE MMEHM M OTYEeCTRBa (nocyjemHee — OPpM HAJIWUUUU)
maumMeHTa
JaTa poxmeHUs
daMunusdg, MHUMLMAJE MMEHM UM OTUeCTRBa (nocjiefHee -— MOIPU HAJUUUU)

Jeyamero Bpada (dbesnpmmepa, axkyuepkHu)

py6. |kon. |Rp.



pyo. | xon. | Rp.

pyO. |xkon. |Rp.

[lopnmce

M IIedYaThb Jedalero Bpada M.II.

(momnmuce Genbnuepa, akKyLEPKM)

PeuentT gpercrBuTesneH B TeueHue 60 mgHem, mo 1 roma ( )

(HyXHOE MNOIOUYEpPKHYTH) (yrkazarb

KOJIMUEeCTBO IHEl)

OBbopoTHasa CTOpPOHA

OTMeTKa O Has3HAYEeHUU
JIEKAPCTBEHHOTI'O Ipernapara
10 peleHMn BpadedOHOM KOMMCCUU

[IpuroTOoBMII [TpoBepwm OrnycrTui




®OPMA PEIEINTYPHOT'O BJIAHKA N 148-1/Y-88

MMHMCTEPCTRBO 3IPaBOOXPaHEHUS Kon dopmel mo OKYI 3108805

Poccumckom demepaumm MemuumHCKkasad OOKYMEHTALUA
®opma N 148-1/y-88

HamMeHoBaHMe (mTamil) YTBEepXIOeHa NIPUKAa30M

MEIMLMHCKOM OpITaHM3aLun MuHucTepCcTBa 3IPaBOOXPAaHEHUS
Poccumckom demepaumm

HamvMeHoBaHMe (WITaMIl) or 24 wHoabpsa 2021 r. N 1094H

VMHOMBUIOYAJBEHOTO MNpenlIpUHUMaTess

(yxasaTb aIpec, HOMEp M IaTy JMULEH3UM,

HaVMMeHOBaHMe opraHa I'OCyIapCTBEHHOM BJIACTH,

BHIIABRIIETO JIMIIEHS3MIO)

s | L L UL

PELEIIT "o 20 .
(mnaTa odopmiieHUsA-pelenTa)

(B3pOCIHED, HOETCKMM — HYXHOE NOIOUEPKHYTH)

daMunusdg, MHULMAJE MMEHM UM OTUeCTRBa (nocjiefHee -— MOPU HAJUUUU)
naumMeHTa

JaTa poxnmeHUs

Anmpec MecCcTa XuUTeJbCcTBa wuIM N MeIUMIIMHCKOM KapTH aMOyJ1aTOpHOTO
nanuMeHTa, OoJydanlero MeOUIMHCKYK IIOMOIb B aMOyJIaTOPHBIX YCJIOBUSAX

daMMIIMAa, MHMLIMAJEL MMEHM M OTUEeCTBAa (mocnenHee - npn HaJIM4uuM)



Jeyvamero Bpada (despmmepa, akyllepku)

[lognmMce M HedaThb Jiedallero Bpaua M.II.
(momnuce Genbrauepa, akKyEePKM)

PellenT memcTBUTEJIEH B TeueHue 15 nHem

OBbopoTHasa CTOpPOHA

OTMeTKa O Ha3HAUEHUU
JIeKapCTBEHHOT'O IIpelapaTa
[0 PEeleHVio BpadyebHOM KOMMCCUM

[IpuTroTOBWMII [IpoBepmi OTnycTmil

®OPMA PELEINTYPHOT'O BJIAHKA N 148-1/Y-04 (JI)

MMHMCTEPCTBO 3IOPaBOOXPaHEeHMA YTBEPXIEHA
Poccumickon denmepaluu MECTO LOJIA IpuKas3oM MuHMCTepCcTBa
MTPUXKOIOA <*> 3O0PaBOOXPAaHEHUA

Poccurickon demepauun
oT 24 HOosbpsa 2021 1.
N 1094n



Tamr

Konm MemmMuUMHCKOM OpTaHM3aluu

Tamr

Kon mMHOMBUIOYaJILHOT'O IIpearnprMHMaTeJIa

Kon dopmel mo OKYI 3108805

®opma N 148-1/y-04 ()

Kon Kon McTOUHUK QUMHAHCUPOBAHMSA: |3 OILJIATH :
KaTeropun HOB0JIOTUUECKOM (MOO4YEepPKHYThH) (moOoYepKHYTH)
TrpaxiaH dopmer (o MKB)
1. denmepaJsibHEM OOOXET 1. BecnnaTHO
2. BomxeT cy®mekTa 2. 50%
Poccurickon demepaunum
3. MyHMUMNOAJNLHBI OlmxeT |3. MHOM $
PEIEIT Cepusa N OaTa obopmieHMS : 20 T.

dammnmsa,
IpY HAJIUYUN)

IIanumMeHTa

MHVLIMAaJIBEL MMEHM M OTYeCTBa

(mocyenHee -
JaTa poxmeHMda




CHIJIC

N roJsiuca
0693aTeJILHOTO
Me OULMHCKOT'O
CTPpaxoBaHUL:

HoMep MeIMUIMHCKOM KapTh HallMeHTa, [IoJydamnlero MeOUIMHCKYK IIOMOIbL B
aMOyJIaTOPHEIX YCJIOBUAX

daMmms, MHMLMAJL MMEHM M OTYecTBa (mocjenHee — NPM HaJMUMM)
Jevamero Bpada (dbesnpmmepa, axkyuLepkKM)

Pyb. Korm. -
5 o
SLOMA T &t e e e ot e o oot oo osesensesecssssesssesseensseeas

[lognmMce M HedaThb Jiedallero Bpaua M.II.

(momnuce Genbrauepa, akKyEePKM)

PeunenT memcTBUTEJeH B TedueHme 15 muem, 30 pgHen, 90 nHeml
(HyXHOE MNOIOUEPKHYTH)

———————— (BanoyHgeTCHd CHEUMAaJMCTOM alTedYHOM OpraHM3aluM) ———————-—

OTOymeHo [0 pPelenTy: ToproBoe HaMMEHOBAHUE
1 OO3MPOBKA :

TaTa ornycka: " " 20 1. [KommuecTnBO:

[[PMTOTOBWMII: [lpoBepMII: OrnycTui:

(IMHMS OTpPHEBA)

Kopemok peLenTypHOTO OJjlaHKa Crioco® NpMMEHEeHUS:
HamuMeHOBaHME [[POOOIXUTEJIEHOCTD oHen
JIeKapCTBEHHOT'O Ipernapara:




KonnuuecTBO NPMEMOB B IEHb: pas
lO3MpPOBKaA: Ha 1 nopuem: exn.

OBbopoTHas CTOPOHA

OTMeTKa O Ha3HAYeHUU
JIEKapCTBEHHOT'O Ipenapara
10 peleHMn BpadedOHOM KOMMCCUU

[TpuroToBMII [IpoBepmi OTnycTmil

<*> B ciydyae M3TOTOBJIEHMS PELeNTypHOT'O OJiaHKa C MCIOJIb30BaHUEM
KOMIIBIOTE€PHBIX TEeXHOJIOTUN .

Ilpunoscenue N 3

K npuxaszy Munucmepcmea 30pasooxpanenust

Poccuiickott @eoepayuu

om 24 nosopsa 2021 2. N 1094u

HOPAJOK O®POPMJIEHUA PELHEIITYPHbBIX BJIAHKOB
HA JIEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

I. Odopmiienue penenrta Ha OyMaKHOM HOCHUTeJIE

1. Ha peuentypubix 01ankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BepXHEM
YTy TPOCTABIISIETCS ITAMIT MEIUIIMHCKOM OPraHU3alliu ¢ YKa3aHHEeM ee HauMEHOBaHUs, ajpeca 1
TenedoHa ¢ JaTol BRIMUCKH (1aTOH 0(OPMIICHHST) pelenTa Ha JIEKAPCTBEHHBIH Mpenapar.

JlononuuTenbHO Ha peuentypHoM Omanke Qopmbel N 148-1/y-04(:1) mpocraBisiercs KO
MEIHMIIMHCKON OpPTraHu3aluu B COOTBETCTBMU ¢ OCHOBHBIM T'OCYJAapCTBEHHBIM PErHCTPAIIHOHHBIM



HomepoM (manee - OI'PH).

Cepusi peunentypHoro Omanka ¢dopmbl N 148-1/y-04(n) BrmrouwaeT kon cyOwekra Poccuiickoit
®denepaliuu, COOTBETCTBYIOIIMK ABYM TepBbiM Idpam OOmiepoccuiickoro kinaccudukaropa
00BEKTOB aIMUHUCTPATUBHO-TEPpUTOpUANLHOTO aeneHus (nanee - OKATO).

Pazpemaercst uzroraBnuBare penentypHsie 6manku Gopmbl N 107-1/y u dopmsr N 148-1/y-04(1) ¢
MIOMOIIBI0 KOMITBIOTEPHBIX TEXHOIOTHH.

Peuentypusie Omanku  ¢dopmbl  dhopmbl N 148-1/y-88 wW3roTaBiamBarOTCd HMCKIIOYUTEIHEHO
TUTIOTPACKUM CITIOCOOOM.

2. Ha penentypHbix OnaHKax, oOQOPMIIIEMBIX HHIUBUAYAIbHBIMH IPEANPUHUMATEISAMH,
UMEIONIMMH JIMIEH3UI0 Ha MEIUIIMHCKYIO JIeATEIbHOCTh, B BEPXHEM JIEBOM YIUIy TUIOTrpa)CKuM
CcrocoOOM WJIM IyTeM IpPOCTaBJIECHHUs INTamma JODKEH OBITh YKa3aH aJpec WHIMBUAYaJIbHOTO
MpEeANpPUHUMATENS, HOMEP M JlaTa JIMIEH3WM, HAMMEHOBAHHE OpraHa IOCYyAAapCTBEHHOM BIACTH,
BBIJABIIETO JINLIEH3UIO.

3. Peuentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) 3anomHsIOTCS
MEAMIIMHCKUM PAa0OTHUKOM YEepPHHUIIAMH HJIU IAPUKOBOM PyUKOH.

4. lomyckaercs opOpMIIEHHE BCEX PEKBH3UTOB (3a MCKIOUeHUeM pekBusuta "lloamuck nevaiiero
Bpaua (moamuchk (enpamepa, akymepku'") peuentypHbix OnaHkoB ¢opmbl Gopmer N 107-1/y,
¢dopmer N 148-1/y-88 u popmbr N 148-1/y-04(11) ¢ BCIIOIB30BaHUEM TTEYATAIOIIUX YCTPOUCTB.

5. Odopmnenne penentypHbix OnankoB ¢opmel N 148-1/y-04(;1) Brirodaer 1udpoBoe
KOJIMPOBaHHE.

[udpoBoe koqupOBaHUE YKAa3aHHBIX PELIENITYPHBIX OJIAHKOB BKJIFOYAET:

1) xon MmemuuuHckod opranuzaiuu (OI'PH) wnu kon WHAMBUAYaIbHOTO MPEANPUHUMATENS B
cooTBETCTBUU € OCHOBHBIM T'OCYJapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHJIHUBHAYaJIbHOTO
npennpuauMatens (manee - OI'PHUII), npocraBnsieMblii TpH HM3TOTOBICHHH PEIENTYPHBIX
0JIaHKOB;

2) KOJ KaTeropuu TpakiaH, MMEIOIIMX IPaBO Ha I[OJyY€HHE JIEKAPCTBEHHBIX IIPErnapaTtoB B
COOTBETCTBUU cO cTaThedl 6.1 DemepanpHoro 3akoHa oT 17 wmrons 1999 r. N 178-®3 "O
rOCyJIapCTBEHHOM COIMANBbHOM moMomu" <1>, 1 KoJ1 HO30JI0TrHYecKOi (hopMBbl 10 MexTyHapOIHOU
CTaTUCTUYECKON Kiaccubukanuu Oone3Hell u mpodieMm, CBsI3aHHBIX €O 310poBbeM (10-it
nepecMoTp) (manee - MKB), 3amonHseMble iedamuM BpauoM IyTEM 3aHECEHHs KaxI0u UL B
IyCThIE TYEHKH, IPU ITOM TOUKA ITPOCTABISAETCS B OTAEIBHOU STUEHKE;

<1> CoOpanue 3akoHoaatTenbcTBa Poccuiickoit @eneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

3) ormetky 00 wucrouHuke (uHancupoBanus (dhenepanbHbiii Oromker [1], Oromker cyObekTa
Poccuiickoit ®eneparuu [2], MyHMIMOanbHbIH Oroker [3]) W TpOLEHTE OIUIATHl perenTa
(6ecrmatHo [1], 50% [2], unoit % [3]);

4) WTPUX-KOJ - JOTMOJHUTENbHBI PEKBU3UT (B Clyyae M3rOTOBJIEHUS HA TEPPUTOPUU CyOBEKTa
Poccuiickoit @epepaiuu penenTypHoro 0JaHKa ¢ UCTIOIb30BAHUEM KOMITBIOTEPHBIX TEXHOJIOTHA).



6. B peuentypubix 6mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(11) B rpacde "damumnus,
WHUIMAIBI UMEHH M OTYeCcTBa (IIOCIEAHEE - TMPU HAJMYWHU) TalMeHTa" YKa3bIBAIOTCA (amMuiIus,
WHUIMAIIBI IMEHHU U OTYECTBa (MIOCTIEeIHEE - TPH HATMYUH) MAIUCHTA.

7. B peuentypusix Omankax ¢Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpade "Iata
poxIeHHs" YKa3bIBaeTCs 1aTa POXKICHUS NAlMeHTa (YUCII0, MECSI], TO).

JlonoHUTENBbHO B penentypHbix Onankax Gopmbl N 148-1/y-88 u dopmer N 107-1/y mns nereii B
Bo3pacrte 0 1 rona B rpade "Jlata poxxaeHus" yka3bIBaeTCsl KOJIMYECTBO TOJHBIX MECSAIIEB.

8. B penentrypueix Omankax ¢opmbr N 148-1/y-04(;1) B rpadax "CHUJIC" um "N mnommca
00513aTeIBHOT0 MEJUIMHCKOTO CTPaxXOBaHMs'"' yKa3bIBAIOTCS CTPAXOBOW HOMEP HMHIUBUAYATBHOTO
mureBoro cyera rpaxaannHa B [lencmonnom ¢ouae Poccuiickoit @enepanuun (CHUJIC) (mpu
HAJIMYUH) U HOMEP IOJIMCA 005M3aTEIIBHOTO METUIITHCKOTO CTPaXOBAHUSI.

9. B penentypubix Onankax gopmbl N 148-1/y-88 B rpade "Anpec Mecta KUTEIbCTBA WA HOMED
MEAWIIMHCKONH KapThl MAalUEHTa, MOJY4Yarollero MEJAMIMHCKYI0 TIOMOINb B aMOyJIaTOPHBIX
yCIoBUSX", YKa3bIBaC€TCs IMOYTOBBIA aJpec MecTa JKHUTEIbCTBA (MecTa NpeObIBaHUS WM MeECTa
(haKTUYECKOTO MPOKUBAHUSA) MAIIMEHTA UM HOMEP MEIUIIMHCKOW KapThl MAIMEHTA, MOJIyYaoIIeTo
MEAHMIIMHCKYIO TOMOIIb B aMOYJIATOPHBIX YCIOBUSX <2>.

<2> Ilpuka3z MunucrepcTBa 3apaBooxpanenuss Poccuiickoit @enepanun ot 15 nexabps 2014 r. N
8341 "OO yTBepkIeHUHN YHUDUITUPOBAHHBIX ()OPM MEIUIIMHCKOHN JTOKYMEHTAIIUH, UCIIOJIb3YEMBIX B
MEAMIIMHCKUX OPTaHU3AIUAX, OKA3bIBAIOIINX MEIUIIUHCKYIO IIOMOIIb B aMOyJIaTOPHBIX YCIOBUSX, U
MOPSIKOB TO WX 3amoiHeHuto" (nmanee - Ilpukas N 834H) (3apeructpupoBaH MUHHCTEPCTBOM
octuiinn - Poccuiickoit ®@enepanuu 20 despans 2015 1., peructpammonnsii N 36160) c
M3MEHEHUSIMU, BHECEHHBIMU NpUKa3zamMu MuHucTepcTBa 3/ipaBooxpanenusi Poccuiickoit @enepanuu
ot 9 saBaps 2018 r. N 2 (3apeructpupoBan MunuctepctBoM tocturinu Poccuiickoit @eneparuu 4
anpens 2018 r., perucrparmonnbiii N 50614), or 2 Hoa0ps 2020 r. N 1186H (3apeructpupoBan
MunucrepctBom toctuiiun Poccuiickoin @enepammu 27 nHosiOps 2020 1., peructpandoHHBIA N
61121).

Vkazanue u ajpeCa MCECTa KUTCIILCTBA U HOMECpPA MC,I[HL[I/IHCKOﬁ KapThbl IallMC€HTA, MOJY4arouiero
MCIUIIMHCKYIO ITOMOLIb B aM6y.]'IaTOpHBIX YCIIOBUSAX, HC ABJISICTCA OIINOKOH.

B peuentypubix 6mankax ¢opmbl N 148-1/y-04(11) B rpade "Homep MenunnHCKOM KapThl AI[UEHTA,
MOJTyYaIOUIeT0 MEIUIMHCKYI0 TOMOIIb B aMOYJIAaTOPHBIX YCIOBHSX" YyKa3bIBa€TCs HOMEP
MEAMIIMHCKON KapThl MAIMEHTa, MOJYYaIOIer0 MEIUIIMTHCKYIO TIOMOIIb B aMOyJIATOPHBIX YCIOBUSIX
<3>,

<3> [Ipuka3 N 834H.

10. B rpade "damumnusi, HUIIMAIB MMEHU U O0TYECTBa (TIOCIEHEE - IPU HAJIMYUH ) JIeUalero BpaJa
(penpamepa, axkymepku)"' penentypHbix OnmankoB ¢dopm N 148-1/y-88, N 107-1/y m N
148-1/y-04(;1) yka3pIBalOTCs TIOTHOCTHIO (haMUJIHs, HHUIMAIBI UMEHHU, OTYeCTBa (IOCIIEeIHEE - TIPU
HAJIMYUM) MEIUIIMHCKOTO pabOTHHKA, HA3HAUYMBILIETO JIEKAPCTBEHHBIE MpenapaTsl U 0(popMHUBIIETO



periernTr.

11. B rpade "Rp" penentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1)
YKa3bIBACTCS:

1) HauMeHOBaHKE JIEKApPCTBEHHOTO Tpernapara (MeX/yHapoIHOE HEMaTeHTOBAHHOE HaUMEHOBAHUE,
IPYNIUPOBOYHOE WM XMMHUYECKOE HAMMEHOBaHNE, TOPrOBOe HAMMEHOBAaHHUE) Ha JTATHHCKOM SI3BIKE
WIN Ha PYCCKOM si3bIKe, (hopMa BBIMYCKa, JO3MPOBKA, KOJWYECTBO (yKa3bIBaeTCs IMPOIMCHIO Ha
penientypHom 6manke Gopmer N 107/y-HII);

2) cnoco® TpUMEHEHHs JEKapCTBEHHOTO IIperapara Ha TOCyJapCTBEHHOM si3bike Poccuiickoit
denepanuu WIA Ha TOCYJAapCTBEHHOM s3bIke Poccuiickori denepanii ¥ roCy1apCTBEHHOM SI3BbIKE
peciyONIuK 1 MHBIX s13bIKax Hapo 0B Poccuiickoii @enepanun <4>.

<4> Yactp 1 crateu 15 3akona Poccuiickoit denepamuu ot 25 oxtsiops 1991 r. N 1807-1 "O
s3pIkax HapojoB Poccuiickoii ®enepammu" (mamee - 3akon N 1807-1). (Bemomoctm che3na
Hapoanbix aemnytatoB PCOCP u BepxoBrnoro Cosera PCOCP, 1991, N 50, ct. 1740; CobGpanue
3akoHoaaTenbcTBa Poccuiickoit denepanum, 1998, N 31, cr. 3804).

13. Ilpu odopmiIeHHH peleNTYPHBIX OJIAHKOB 3aMpeNIaeTcsl OrPAHUYUBATHCS OOIMIMMH YKAa3aHUSIMH,
Harnpumep, "BuyTtpennee", "U3BecTHO".

B snekmponnom 0oxkymenme nymepayus nyHKmoe coomeemcmaeyem opuuuaibHomy
UCMOYHUKY.

14. Penenr, odopmieHHblii Ha pernentypHoMm Onanke ¢dopm N 148-1/y-88, N 107-1/'y u N
148-1/y-04(11), moanuchIBaeTCsI MEAUIIMHCKAM PAOOTHIUKOM M 3aBEPSIETCS €r0 NeYaThio.

Penent, opopmiiennsiii Ha peuentypHoM Onanke Gopmber N 148-1/y-88 u dopmer N 148-1/y-04(1),
JIOTIOJIHUTEINILHO 3aBEPSCTCS MeUaThio MEIUIIMHCKOM opranmu3anuu "J{st penentos”.

s peuiernita, opopMieHHOTO Ha perentypHoM Onanke ¢opmbl N 107-1/y, namuuue neyatu " s
penienToB" HE SBIAETCS 00SI3aTEIBHBIM.

15. Ha omnom peuentypHoMm Onanke ¢hopmbl N 148-1/y-88 u popmer N 148-1/y-04(;1) pa3pemaercs
OCYIIECTBIISITh HA3HAYCHHUE TOJBKO OJTHOTO HAUMEHOBAHUS JIEKAPCTBEHHOT'O Ipernapara.

Ha omnom penentypuom Omanke ¢opmel N 107-1/y paspemiaercs OCYIIECTBISITh Ha3HAYCHHE
TOJBKO OJHOTO HAMMEHOBAHHUS JIEKapCTBEHHOrO MpemnapaTta, oTHocsmerocs no ATX k
aHTUIICUXOTH4YeckuM cpeactBaM (kox N 05A), ankcuonutukam (ko N 05B), cHOTBOpHBEIM U
cenatuBHbIM cpeactBam (kox N 05C), antupenpeccantam (kox N 06A) u He MOANIEKAIIETO
MPEAMETHO-KOJIMYECTBEHHOMY YYETYy, U JI0 TPEX HAUMEHOBAHUM JIEKaPCTBEHHBIX MPENapaToB - JJIs
MHBIX JIEKAPCTBEHHBIX MIPENApaTOB, HE OTHECEHHBIX K BbIIeyKazaHHbIM ATX.

16. UcnpasneHust B peuenTe He JOMYCKatTCs.

17. Ilpu opopmnenuu penentypHsix 0ankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) na
JICKapCTBEHHBIE TIperaparhl, Ha3HAYCHHBIE II0 PEIICHHI0 BpadyeOHOW KOMHCCHH, Ha obopote
penenTypHOTo OJlaHKa CTaBUTCS ClielUaibHas OTMETKA (IITamI).

18. Ha penentypuom Gnanke Gpopmsl N 148-1/y-04(;1) BHU3Y UMEETCS TUHHS OTPHIBA, pa3esistomas
pEenTypHBI OJaHK U KOPEIIOK.



KOpCLHOK OT pCUCIITa, O(l)OpMJ'IeHHOFO Ha YKa3aHHOM PCLCITYPHOM 6J'IaHK€, BbIAACTCA TMALUCHTY
(GFO 3aKOHHOMY HpeILCTaBI/ITGJ'IIO) B aIlTeuHOU OpraHu3alnyy, Ha KOPCHIKE ACIACTCA OTMCECTKa O
HaUMCHOBAHHWM JICKAPCTBCHHOI'O IIpCIiapara, J03UPOBKEC, KOJIMYCCTBC, crocooe MNPpUMCHCHHUA.

I1. Odopmienue peuenta B popme JJIEKTPOHHOIO TOKYMEHTA

19. Penent B (hopme 3IEKTPOHHOTO JOKYMEHTA, IMOJIMHUCAHHOTO YCWJICHHOW KBaTU(UIIMPOBAHHOM
3JIEKTPOHHOM MOJNKCHIO, POPMHUPYETCS METUIIMHCKUM paOOTHUKOM, CBEJIEHUSI O KOTOPOM BHECEHbI
B (enepanbHbIil PEerucTp MEAMIMHCKUX PAOOTHUKOB <5>, a Takke IMPHU YCIOBUU PErUCTpaluu
MEIMIIMHCKOM OpraHu3alud, B KOTOpOoM odopmisieTcss penent, B (eaepalbHOM peecTpe
MEJUIIMHCKUX OpraHu3alnuid <6> equHON rocyJapCTBEHHONW MH(GOPMAIIMOHHON CHCTEMBI B cdepe
3/IpaBOOXPAHEHUs] W TMOAKIIOUEHUS TaKol MEIUIMHCKOW OpraHu3aluud K ToCyJapCTBEHHOM
nH(popmaImoHHOU cucteme B cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit @enepanun <7>.

<5> Yacte 4 crateu 91.1 @DenepampHoro 3akoHa N 323-®3 (CoOpaHme 3aKOHOIATEILCTBA
Poccuiickoit @eneparun, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 cratbum 91.1 denepanbHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit @eneparun, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Cratbu 91 u 91.1 ®enepanpuoro 3akoHa N 323-03 (CobOpanue 3akoHonaTenbecTBa Poccuiickoit
®eneparuu, 2011, N 48, cT. 6724).

20. HpI/I Oq)OpMJ'ICHI/II/I peuciTa B (fpopMe 3JICKTPOHHOI'O AOKYMCHTA Ha JICKapCTBCHHBIC IIPCIIAPATHI,
YKa3aHHBIC B ITYHKTax 9m 1l Hopsu:[Ka Ha3HA4UCHUA JICKAPCTBCHHBIX IIPEIapaToOB, YTBCPKACHHOI'O
HACTOAIIUM IIPUKA30M, U OTIIYCKACMbIC 34 IIOJIHYHO CTOUMOCTD, 3allOJIHAKOTCS CJICAYIOIINEC
PCKBU3HTHI:

1) xom cyOwekra Poccuiickoit @Peneparmuu no OKATO, omnpenensronuii rocygapCTBEHHYIO
nH(OpMaIMOHHYI0 cHUCTeMy B cdepe 3npaBooxpaHeHHs cyObekra Poccuiickoit deneparuu, B
KOTOPOi1 chopMHUpOBaH perent B popme dJIEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHHE MEIUIIMHCKON OpraHu3anuy, ajapec, TeaedoH win GaMuins, THULIKHAIb UMEHU U
oTyecTBa (MOCcieIHee - IPU HATUYUHN) UHIUBUAYAIBHOTO NPEANpUHIMATENS, UMEIOIIETr0 JUIIEH3HIO
Ha MEJUIUHCKYIO JEATENBHOCTD, Er0 aJpec;

3) OI'PH ropuanueckoro auna (MeguuuHckod opranuzauuu) uiau OI'PHUII unnuBuayanbHOTO
MpEeANPUHUMATES;

4) nata opopmiieHus perenta (yKa3plBaeTCsl YUCIO0, MECSII, TOM);

5) nara okoHYaHMs JeWcTBHS penenta ((popmMupyercs TOCyIapCTBEHHOW WH(POPMAIMOHHOM
cucteMoil B cdepe 3apaBooxpaHeHus cyObekta Poccuiickoit denepaniui B COOTBETCTBHH CO
cpokamu nerictBus penentoB: 15 aueit, 30 queit, 60 nueit, 90 aueit, 1o 1 roga);

6) yHUKanbHBIA HOMEp perenta (hopMuUpyeTcst rocyIapcTBEHHOW WH(GOPMAIMOHHON CHUCTEMOH B
chepe 3mpaBooxpaHeHus cyObekra Poccuiickorr dexepanuu ¥ 00ECHEUUBACT OJHO3HAYHYIO
uaeHTHU(UKAIUIO penenta B (opMe 3IeKTpoHHOTro JokymeHnTa B couetannu ¢ OKATO, OI'PH wmu
OI'PHUII);



7) ormetku "cito" (cpouno) wim "statim" (HEMEIJIEHHO) MpPH HEOOXOAMMOCTH CPOYHOTO HWIIH
HEMEIJICHHOTO OTITyCKa JIEKAPCTBEHHOTO MpernapaTa MalueHTy;

8) agpec mammeHTa (yKa3bpIBaeTCsl MOYTOBBIM aJpec MecTa KHUTEIbCTBA (MecTa MpeObIBAaHUS WU
Mecta (haKTHUECKOro TMPOKMBAHMS) C YyKa3aHHWEM WHJIEKCa, HaWUMEHOBaHUA Kpas, 00JacTH,
pecnyOnuKH, aBTOHOMHOTO OKpyra M WMHOTO cyObekTa Poccuiickoit denepanvu, HauMEHOBaHUS
HACeJICHHOTO0 TMYyHKTa, HAUMEHOBAHUs YJHIHI (MPOCTEKTa, Mepeyika, mpoes3aa), Homepa goma (c
yKa3aHUEM KOpITyca, IIPU HaJM4HH ), HOMEpa KBapTUPHI);

9) HOMEp SIEKTPOHHOW MEIUITMHCKOW KapThl MAIMEHTa B TOCYJIApCTBEHHOW HMH(OPMAIMOHHOM
cucteme B cdepe 3apaBooxpanenus cyorekra Poccuiickoit @enepanuu;

10) pamumnus, uMs, 0TIECTBO (ITOCIEAHEE - IPU HAJTMYHHU) TAIIUEHTA MMOJTHOCTHIO;

11) nmata pokaeHuss manMeHTa (yKaspIBaeTCs YHCIO, MeECAl, roa), i neteil g0 1 roxa
JONOJHUTENILHO YKa3bIBAETCS KOJUYECTBO ITOHBIX MECSIICB;

12) pamunusi, ”HULIMATBI KMEHH U OTYECTBA (MIOCIIEIHEE - IPH HAJTUYHUN ) METUIIUHCKOTO paOOTHUKA
MOJIHOCTBIO;

1 3) HanMMCHOBAHUC JICKAPCTBCHHOT'O npcrapara (MC)KI[YHaPOI[HOC HCIIaTCHTOBAHHOC
HaMMCHOBAHUEC, TPYINIIMAPOBOYHOC HIIM XUMHUYCCKOC HAMMCHOBAHHUEC, TOPIOBOC HaI/IMCHOBaHI/IG),
A03UPOBKa, (bOpMa BBIITYCKa, KOJIMYECTBO (BCG MO3UIUH YKA3bIBAIOTCS HAa PYCCKOM H3BIK€);

14) cnoco0 mpuMeHEeHUs JEeKapCTBEHHOrO TperapaTa Ha TOCYJapCTBEHHOM si3blke Poccuiickoii
®denepaluu WIK Ha rocyJapcTBeHHOM si3bike Poccuiickoin denepaiii U rocy1apcTBEHHOM SI3bIKE
pecnyONuK U MHBIX s3bIKaxX HapoJoB Poccuiickoit denepammn <8>;

<> Yactp 1 cratbu 15 3akona N 1807-1 (Begomoctu cne3ga Hapoassix nemnytatoB PCOCP u
BepxoHoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOAaTeNbCcTBa Poccuiickoit
®eneparuu, 1998, N 31, ct. 3804).

15) noKymeHT, TOATBEpXKIAIOMIMKA Ha3HAYCHHE JICKQPCTBEHHOTO TMperapara IO PEeIIeHUI0
BpaueOHON KOMHCCHUU MEIUIMHCKON OpraHu3alliig;

16) OTMCTKAa O HAa3HAYCHUH JICKAPCTBCHHOI'O IIpfrapara I10 PCIICHUIO Bpaqe6H0171 KOMHUCCHHN
MCHHHHHCKOﬁ opraHuzanuu B ClIy4asiX, YKa3aHHBbIX B a63aue BTOpPOM IIYHKTa 6 HOpSII[Ka
Ha3HA4YCHU JICKAaPpCTBCHHBIX NPCIIAPATOB, YTBCPIKACHHOT'O HACTOAIIUM ITPHUKA30M;

17) orMeTka O cHelHMaaTbHOM Ha3HAYeHHWH JIEKAPCTBEHHOTO Mperapara (3amoJyHsAeTCs B CIydasix,
yKa3aHHBIX B MyHKTax 15 u 24 [Nopsaka Ha3Hau€HUs JIEKAPCTBEHHBIX MPENapaToB, YTBEPKIAECHHOTO
HACTOSIIUM IIPUKA30M);

18) oTmeTKa O crienualbHOM Ha3HAUYEHUH JIEKAPCTBEHHOI'O IMperapara MalueHTy ¢ 3a00JIeBaHUEM,
TpeOyIOIIUM JUIUTEIBHOTO KYPCOBOTO JIeUeHHUs (3aloJHSAETCsl B Cilydae, yKa3aHHOM B IYyHKTe 23
[lopsinka Ha3HAueHUsl JIEKAPCTBEHHBIX IMPENapaToB, YTBEPXKJACHHOTO HACTOSILIKUM IPUKA30M) C
MIPOCTaBJIEHUEM IIEPUOIMYHOCTH OTITYCKa JIEKApCTBEHHOT'O IIpernapara;

19) npu odopmieHun perenta B popme 3IEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE TperapaThl,
yKa3zaHHble B MOANYHKTax 2 - 5 myHkta 9 u nynkre 11 ITlopsnka HazHaueHHUs JeKapCTBEHHBIX
[IperapaToB, YTBEPXKACHHOTO HACTOSIIMM IPUKA30M, Ipaxk/aHaM, UMEIOIINM IPpaBo Ha OecriaTHOe



MOJIYUCHHC JICKAPCTBCHHBIX IIPCIIAPATOB HUIIN MOJYYCHUC JICKAPCTBCHHBIX IIPCIIapaTroB CO CKI/I,Z[KOfI,
3aIIOJIHAKOTCS PCKBU3UTHI, IPECAYCMOTPCHHBIC IMOAITYHKTAMHA 1-18 HACTOALICTO ITYHKTA, a TAKKE
CJICAYIOIINC PCKBU3UTBI:

a) Kareropus TIpaxIaH, MMEIOUIMX IMPaBO Ha TIOJy4YCHHE JIEKAPCTBEHHBIX MPENapaTtoB B
COOTBETCTBUU cO cTaThedl 6.1 DenepanpHoro 3akoHa oT 17 wumrons 1999 r. N 178-®3 "O
rocyJIapCTBEHHOU colanbHOM nomormu" <9>;

<9> CobOpanue 3akoHoaaTeNbcTBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, crt.
85717.

0) ko1 Ho30sorHueckoi hopmbl mo MKb;

B) UCTOYHMK (uHaHcupoBanus (1 - ¢enepanpHbli OrOKET, 2 - OrOKET cyObekTa Poccuiickoit
denepanuu, 3 - MyHUIMITATHHBINA OFOJIKET);

r) pa3mep omiatsl (1 - 6ecmaTtho, 2 - 50%, 3 - uHo# %),

1) CTPaxOBOW HOMEp HHIMBHIYaJbHOTO JHIIEBOTO cuera rpaxkaaHuHa B I[leHcrmoHHOM (oHIE
Poccuiickoit @enepanuu (npu nHanmuun) (CHUIIC);

€) HOMep ToJmrca 0053aTeTbHOTO MEAUITMHCKOTO CTPaxOBaHHUSI.

21. Ilpu mpocraBiieHMM OTMETKU, YKazaHHOW B moanyHkTe 16 mynkra 20 Hacrtosiero Ilopsjka,
peuent B (opMe 3IIEKTPOHHOTO JOKYMEHTa MONHCHIBAETCS YCHJIEHHOM KBaIM(UIIMPOBAHHOU
AJICKTPOHHON TOANMUCHIO TpeAcenaTeNsi WM CEKpeTaps BpauyeOHOM KOMHCCHH MEIUITMHCKOM
OpraHu3allid, TpPU MPOCTABIEHUM OTMETOK, YyKa3aHHbIX B mnoAmnyHkrax 17 u 18 nynkra 20
Hactosimero [lopsinka, - YyCHJIEHHBIMH KBaJU(UIIUPOBAHHBIMU DIIEKTPOHHBIMH  TOAHUCIMU
COOTBETCTBYIOIIMX MEIUIIUHCKUX PAOOTHUKOB.

22. Ilo TpeOoBaHWIO MAlMEHTA WM €r0 3aKOHHOTO MPEACTaBUTENS O(GOPMIISIETCS SK3EMILISP
perienta B (opme 3IIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HocuTene ¢ otMmerkou "JlyOmmkar
3JIEKTPOHHOTO JIOKYMEHTa".

II1. Yuer peuentypHbIX 0J1aHKOB (32 HCKJIIOYECHUEM pelenTyPHBIX
0s1ankoB o popme N 107/y-HII "CnenuasnbHblil penentTypHbIH
O01aHk")

23. VYuyer peunentypabix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
M3rOTaBIMBAEMBIX TUIIOTPa(CKUM CrocoOoM (faniee - penenTypHble OJaHKH, MOAISKAIINE YUeTy),
OCYHICCTBIIKICTCA B JKypHaJIaX YyucTa, IMPOHYMCPOBAHHBLIX, HNPOIIHYPOBAHHBIX MW CKPCINNICHHBIX

oAU ChIO PYKOBOAUTCIIA u II€4aTbIO MGHHHHHCKOﬁ OopraHu3anuu I oA ChIO
HHAUWBUAYAJIBHOT'O MPCAIPUHUMATEIIA, UMCIOLICTO JIMIICH3WIO Ha MEAUITUHCKYIO ACATCIIbHOCTD.

24. Kypuan yueta peuentypsbsix 01aHkoB Gopmbsl N 107-1/y cogepkuT ciemytomiue rpads:
1) HOMED 110 TOPSIKY;

2) B paznene "[lpuxon':



a) JaTa PpeTUCTPAIlH TIOKYMEHTA, IIOATBEPIKIAIOLIETO MOCTYIUICHUE;
0) HOMep | JaTa JTOKYMEHTa, IOATBEPKAAI0IEeT0 NOCTYIUICHHE, HAUMEHOBAHHE MOCTABIIUKA;
B) 00lI1ee KOJIMYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIAHKOB;

r) pamMuwIns, HTHUIMAIBI MIMEHU U OTYeCTBa (TIOCTIEAHEE - MPU HAJTMYHMH) U TTOITUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO paOOTHUKA, MTOMYYHBILETO PEEeNTYPHbIE OJIAHKH OT MOCTABIINKA;

3) B pasnene "Pacxon':
a) JaTa BbIIayM PEIENTYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIJJTAHHBIX PEIETITYPHBIX OJIAHKOB;

B) (1)3.MI/IJ'II/I$[, HMHHUIKMAaJIbl HMMCHHM H OTYCCTBaA (HOCJ'IC,Z[HCC - IIpHu HaJ'II/I‘-II/II/I) OTBCTCTBCHHOI'O
MCAULIMHCKOI'O pa6OTHI/IKa, MOJIYyYMBHICTO PECUCITYPHBIC 6J'IaHKI/I;

F) noAnuch OTBETCTBCHHOI'O MCAUIIMHCKOI'O pa6OTHI/IKa, MMOJIyYMBLICTO PECLCIITYPHBIC 6HaHKI/I;

4) Gamunsi, THUIIMAIBI UMEHU U 0TYeCTBa (MOCIEHEE - MPU HAJTMYHMH) U MOANICH OTBETCTBEHHOTO
MEIUIIMTHCKOTO paOOTHUKA, BBIIABIIETO pPEleNnTypHbIE OaHKH;

5) ocTaToK penenTypHbIX OJIAHKOB.

25. XKypnan ydera peuentypHbix OmaHkoB ¢Gopm N 148-1/y-88 m N 148-1/y-04(;1) comepxut
ciemnytoniue rpadsl:

1) HOMEDp 110 TOPSIKY;

2) B paznene "[lpuxon:

a) JaTa PeTUCTPAIlH IOKYMEHTA, IIOATBEPIKIAIOIIETO MOCTYIUICHUE;

6) HOMeEp U AaTa JOKYMEHTa, MOITBEPKIAIOIIET0 MOCTYIICHIE, HANMEHOBAHUE TTOCTABIINKA,
B) 00I1Iee KOJIMYECTBO MOCTYMUBIIUX PELENITYPHBIX OJaHKOB;

') CEpUHU M HOMEpa PeLeNTYPHBIX OJIaHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJIAHKOB TI0 CEPHSIM;

€) pamuiIns, MTHUIMAIBI MIMEHU U OTYeCTBa (MOCIIEeIHEE - IPU HAIMYKH) U TTOANKUCH OTBETCTBEHHOTO
MEIUIITHCKOTO paOOTHUKA, MTOMYYHBILIETO PEENTYPHbIE OJIAHKH OT MOCTABIINKA;

3) B pasnene "Pacxon':

a) JaTa BbIIa4M PEIENTYPHBIX OJIAHKOB;

0) cepuu 1 HOMEpa BBIJIAHHBIX PEHENTYPHBIX OJIAHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PELETITYPHBIX OJIAHKOB,

F) (l)aMI/IJ'II/ISI, HMHHUIKMAJIbl HMMCHHM H OT4YCCTBA (HOCJ’ICI[HGC - IIpH Ha.TII/I‘-II/II/I) OTBCTCTBCHHOI'O
MCAULIMHCKOI'O pa6OTHI/IKa, MOJIYyYMBHICTO PECUCITYPHBIC 6J'IaHKI/I;

1) TOJIITUCH OTBETCTBEHHOT'O MEJIMIIMHCKOTO pabOTHHKA, ITOJTyUMBILIETO peleNTypHbIe OIIaHKH;

4) Gamwunmsi, THUIIMAIBI UMEHU U 0TYeCTBa (MOCIIEHEE - MPU HAJTMYHMH) U MOANICH OTBETCTBEHHOTO
MEIUIIMHCKOTO paOOTHUKA, BBIIABIIETO PEleNnTypHbIE OaHKH;



5) ocTaTOK perenTypHbIX OJIAHKOB.

26. Yder penentoB, o(GOpMIIEHHBIX B (OpME JIJIEKTPOHHOTO JOKYMEHTa, OCYHIECTBIISIETCS B
rocyJapCTBEHHONW HH(POPMAIMOHHONW CUCTeMe B cdepe 3IpaBOoOXpaHeHHs cyObekTa Poccuiickoit
denepaniii  MOCPEACTBOM BEAEHUS €IMHOTO peecTpa peuenTtoB, odopmieHHBIX B ¢opme
3JIEKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHue peuentypHbix 0JIAaHKOB (32 HCKJIHYEHHEM
peuentypHbIx 01aHK0B 0 popme N 107/y-HII "CneunanabHbId
peuentypHbii 0J1aHK')

27. MenuuuHCKUE OpPraHM3alUd MOJyYaloT HEOOXOAMMEBIE pelenTypHble OJaHKH, OQOpMIICHHBIE
TUNIOTPACKUM CIOCOOOM, Yepe3 TePPUTOPUAIBHBIE OPTaHbl YIPABICHUS 3APAaBOOXPAHEHHEM WU
OpraHM3allid, YIOJHOMOYEHHBIE Ha JTO OpraHaMHU WCIHOJHUTEIbHOW BIACTH CyOBEKTOB
Poccuiickoit ®enepanum.

28. PeunenrtypHble OJlaHKW, MOAJICKAIIUE YUETYy, XPAHSATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTENEM MEIUIIMHCKOW OpraHU3alliy, B 3alIMPaeMOM METalTn4eckoM mkady (ceide) win
METaJUIMYECKOM SIITUKE.

29. MuauBuAyalbHBIA TPEeANPUHUMATEND, UMEIOIIUNA JUI[EH3UI0 HA MEIUI[MHCKYIO JIeSITENbHOCTD,
XPaHUT pelenTypHbIe OJIaHKH, TOIJISKAIME YUETy, B 3alIMPaeMOM MeTautndeckoM mkady (ceide)
WM METAJIJINYECKOM SIIIUKE.

30. IIpoBepka COCTOSIHHSI XpaHEHHs, y4eTa, (PAaKTHMUECKOTO HAJIMYHMs U PAacXoja PelenTypHBIX
OJIaHKOB, MOMJICKAIIMX YYETy, OJWH pa3 B KBapTal OCYIIECTBISETCS KOMHUCCHEW, CO3JaHHOW B
MEIUIIMHCKOW OpraHU3aliiH.

31. Peunentypusle OmaHku, odopmisieMble Ha OyMaXHOM HOCHTENE W TMOJIeKAIINEe YUeTy,
BBIJAIOTCS  MEJHWIMHCKUM paOOTHHKAM, HWMEIOIUM TpaBo OQOPMIICHHS PEIENnTOB, IO
pacropsHKEHUIO TIIABHOTO Bpaya WIIA €r0 3aMECTUTEIS.

[lomyuenHsle penentypHble OJaHKM Ha OyMaXHBIX HOCUTENAX XPAHATCS MEAMIMHCKUMU
pabOTHUKAMH B IOMEILIEHUSIX, 00ECIIEYNBAIOIINX UX COXPAHHOCTb.

32. [IporpaMMHO-TEXHUYECKHE CPEJICTBA TOCYAAPCTBEHHBIX WH(OPMAIIMOHHBIX CHCTEM B cdepe
3[PaBOOXPAHECHUS, MEIUIIMHCKUX HWH(OPMAIMOHHBIX CHUCTEM MEAMIUHCKAX  OpraHU3aluil
00eCrieuynBalOT XpaHEHUE DIEKTPOHHBIX pPEIEeNnToOB, OQPOPMIICHHBIX B (OpMe DSIEKTPOHHBIX
JOKYMEHTOB B TEUEHHE CPOKOB, YCTAaHOBJCHHBIX JIsi XPAHEHHS PELEnTOB, O(GOpPMIECHHBIX Ha
COOTBETCTBYIOMIMX (hopMaxX pelenTypHbIX OJaHKOB Ha OymMakHOM HocuTene <10>.

<10> HoanyHkT 5.2.169 Ilonoxenuss o MunucrepctBe (CoOpaHue 3akoHOAaTeIbCTBA Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunoowcenue N 4
K npuxa3zy Munucmepcmea 30pasooxpanenus

Poccuiickou @eoepayuu



om 24 nosops 2021 2. N 1094u

®OPMA CIHEUIVAJIBHOTO PENENTYPHOT'O BJIAHKA N 107/Y-HII

MMHMCTEPCTBO 3IOPaBOOXPaHEHMA Kon dopmer mo OKYI

Poccumickonm demepaumu MenuumHCcKas OOKyMeHTALMS
dopma N 107/y-HII,
YyTBEepXIeHHas IPpUKas0oM
MyHMCTepCcTBa 3IPaBOOXPaHeHUd

mTamMn MeIUUMHCKOM opTaHU3alluu Poccumckon demepaumu

or 24.11.2021 N 1094mu

PELIEIT
Cepusa N
" " 2 O I‘
(maTa BHEIMNMCKM pelenTa)
(B3pOCIHEDI, OETCKMM — HYXHOE MNOIOUEPKHYTH)

damMunusg, MMa, OTUECTBO (MIOoCJjiemHee — TIPU HaJIUuUM)

naumMeHTa

BoszpactT

Cepusa M HOMEep IHOJMCa 0043aTejIbHOTO MEIMLUMHCKOTO CTPpaxOBaHMUS
HomMep MeIMUMHCKOVM KapThl

damvMmnusg, mMMa, OTUECTBO (IOCJemHee — IIPM HaJIMduM)

Jevamero Bpada (dbesnpmmepa, axkyuepkM)

[loanmuck M JMUHaAA INedaTb Bpauda
(momnmuce oGenbnuepa, akKyLEPKM)




dammiing, M4, OTUecCTBO (nocnennee - Inpmn HaJIMUUM) n IIOOIIVIChb
YIIOJIHOMOYEHHOI'O JIMIiLa MEeIOULIMHCKOM OopraHMzalumm

M.II.
OTMeTka alTeuHOoM opTraHMs3aluum o0 OTIycKe
daMmnms, MM, OTUECTBO (IIocjienHee — I[OPM HaJMuMM) U IIOONUCH
paboTHMKA aANTEeYHOM OpITaHM3aLuM
M.II.
Cpok meMcTBUS pelenTa 15 OHen
Ilpunoorcenue N 5

K npuxa3zy Munucmepcmea 30pasooxpanenus
Poccuiickou @eoepayuu

om 24 nosopsa 2021 2. N 1094u

HOPAIOK U3T'OTOBJIEHUSA, PACITPEJAEJIEHUSA,
PEIT'UMCTPAIIUHU, YUETA U XPAHEHUSA PELIEIITOB,
COAEPKALNINX HABHAYEHUE HAPKOTUYECKHX

CPEACTB WM IICUXOTPOIIHBIX BELLIECTB

I. IlopsiiOK U3rOTOBJICHHSA, pacnpee/ieHUs CllelHaATbHbIX
peuentypHsbix 0ankoB mo ¢popme N 107/y-HII

1. Opranuzanuio U3roTOBJICHHUS M pacrlpeAesieHus] peuenTypHbx OmankoB mo ¢opme N 107/y-HIT
"CrieunanbHbIN pelenTypHbIid OyiaHK" (anee - CrenuaabHbId pelenTyPHbIN OJIaHK) OCYIIECTBIISICT
MunucrepctBo 3apaBooxpaneHus Poccuiickoit denepammu (nanee - MUHHCTEPCTBO).

2. CrneuuanbpHble pelenTypHble OJaHKU SBISIIOTCS 3alMIIEHHON MOIUrpaguieckor MpoayKIuei
ypoBHs "B", uzroraBnuaemoii Ha 6ymare po3oBoro 1sera pazmepom 10 cMm x 15 cM, T0IKHBI IMETh
CepUI0 U HOMEP, a TaKXKe COOTBETCTBOBATH TPEOOBAaHUSAM, YKa3aHHBIM B IpHKa3ze MUHHUCTEpCTBa
¢unancoB Poccuiickoii ®enepamun ot 29 centsabps 2020 r. N 2170 "OO yTBepKIeHUHU
TexHndyecknx TpeOOBaHUI M YCIOBUN M3TOTOBJICHUS 3AIIUIIICHHON OT MOAIEIIOK MONUTpaduIecKon
npoaykiuu" (3apeructpupoBan MunuctepctBoM toctuimu Poccuiickoit denepanuu 16 HOSOps
2020 r., peructpauuoHHbiid N 60930).

3. B mensx opraHuzanuyd M3TOTOBJICHHUSI M PACIpelieNIiCHUs] CIEIUATbHBIX PELENTYPHBIX OJaHKOB
MEIUIIMHCKUE OpTaHU3alliK, UMEIOLUE IPaBO OCYIIECTBISATh BblJJauy PEIENTOB HA HAPKOTUYECKUE
CpeICTBa WU NMCUXOTpomnHbie BenecTBa crvcka Il [lepeuns u 3apeructpupoBaHHbie B PoccHiickoit
®denepanui B KayeCcTBE JICKAPCTBEHHBIX IMPENapaTroB [JIs MEAMIIMHCKOrO TpUMEHEHHs (jaiee
COOTBETCTBEHHO - MEAMIIMHCKAs OPTraHu3alusl, HAPKOTUYECKUM (TICUXOTPOTHBIN) JICKAPCTBCHHBIM
Mperapar), COCTABIISIOT 3asiBKM Ha PEIENITYPHbIE OJIaHKH.



4. B CpOK 10 1 OKT$I6p$I TCKyHICTO roaa 3asiBKH MCEAULUHCKHUX OpFaHI/I3aL[I/II71 Ha CIICHHAJIbHBIC
PCLCIITYPHBIC OaHKH npeaACTaBIAOTCA:

1) MEeOUIMHCKUMHM OpraHM3alMsM{, HaXOSAIMMHUCS B BeACHUU (enepaiabHBIX OpPraHoB
WCIIOJHUTEIbHON BJIACTH, - B COOTBETCTBYIOIIME (pe/iepaibHble OpraHbl HCIIOJHUTEIbHON BIACTH;

2) MEIUIMHCKUMHU OpraHu3alMsIMH, HaXOISAIIMMHCS B BeICHUU CyObekToB Poccuiickoit
®denepanuy,  MEIUIMHCKMMH  OpPraHM3alMsIMH ~ MYHULIMOAILHOM W YacTHOM  CHUCTEM
3paBOOXPAHEHHS] - B OPTraHbl MCIOJHUTEIBHOW BiacTH cyObekTOB Poccuiickoit ®enepanuu B
cdepe oxpaHbl 3/10pOBbsl TPAXKAAH, HA TEPPUTOPUU KOTOPBIX OHU PACIOJIOKEHBI (Jajee - OpraHbl
WCIIOJIHUTENBLHOM BiacTu cyObekToB Poccuiickoii denepanun).

5. B 3asBke MG,I[HLIHHCKOﬁ OopraHu3aly Ha CHCHUAJIbHBIC PCHCITYPHBIC OaHKu YKa3bIBAOTCA
CJICAYIOIMIUC CBCACHUA:

1) cBengeHus O MEIMIMHCKOM OpraHu3aliM, IOJaBLIEH 3asBKYy Ha CIELUalbHbIE pELEenTypHbIE
OnaHKu (MOTHOE HAUMEHOBAHUE, aJIPEC MECTa HAXOXKICHHUSA);

2) KOJINYCECTBO  CIICHUAJIBHBIX  PCHCHUTYPHBIX 6J'IaHKOB, HU3pacCxXoJOBAHHBIX MCI[HHHHCKOﬁ
0pFaHPI3aI.IH€fI Ha 1 sSIHBAps NpEeAIICCTBYOIICTO IoJid,

3) KOJMYECTBO CHELUANBHBIX PELENTYPHBIX OJIAHKOB, HEOOXOIMMBIX MEAMLMHCKON OpraHu3alliuu
Ha CJIEIYIOLIUH TO/.

3asiBKa MEAMLMHCKON OpraHu3aldyd Ha CHelUalbHble peLEeNnTypHble OJIaHKU IOANUCHIBAETCS
PYKOBOJIUTEIEM MEIULMHCKOW OpPraHM3alUy, KOTOPHI HECET MEPCOHAIBHYI0 OTBETCTBEHHOCTDH 3a
000CHOBAaHHOCTH U JIOCTOBEPHOCTb YKa3aHHBIX CBEJICHUM.

6. @enepalibHble OpraHbl UCIOJHUTEIBLHONW BJIACTH, B BEJIEHUU KOTOPHIX HAXOJATCS MEIULIUHCKUE
opranuzanuu (najuee - ¢peaepajibHble OpraHbl HCIIOJIHUTEIBHON BIACTH), U OPTaHbl HCIIOJHUTEIBHOMN
BiacTu cyOwnekToB Poccuiickoii denepamnuyi Ha OCHOBAHWHU 3asBOK MEIUIIMHCKUX OpraHW3aluid Ha
criellMajbHble pelenTypHble OJaHKu (OPMUPYIOT CBOJHBIE 3aABKH Ha CIIELUANIbHbIE pELENTypHbIE
OJIaHKU U B CPOK 110 1 1ekaOpst TeKyIIero roja npeacTaBiIsioT UX B MUHUCTEPCTBO.

7.B CBO,I[HOfI 3a5BKC Ha CIICHUAJIbHBIC pCHCHTYPHBIC OnaHKu YKa3bIBAOTCA CIACAYIONIUC CBCACHUA:

1) cBeneHuss o QenepaqbHOM OpraHe HCIOJHUTEIbHOW BIAcTU (OpraHe UCIOJIHUTEIbHON BJIACTH
cyobekta Poccuiickoit ®enepanmu), NpeACTaBUBIIEM CBOJHYIO 3asBKy Ha CICUIUAIbHbIC
penentypHble OaHKH (IOJTHOE HAMMEHOBAHKE, aPEC MECTa HAXOXKICHHUS );

2) KOJIMYECTBO CIEHHUANBHBIX PELENTYPHBIX OJIAHKOB, paclpeieleHHbIX (eAepalbHbBIM OpraHOM
WCIIOJTHUTENFHOU BIacTH (OPraHOM HCIIOIHUTENBLHOM BiacT cyObekta Poccuiickoit deneparnun) Ha
| stHBapst MpeIIECTBYIOLIETO ro/1a MEXAY MEAUIMHCKUMH OpraHUu3alHsIMU;

3) KOJMYECTBO CHEUHAJIbHBIX PEIENTYPHBIX OJIAHKOB, HEOOXOJUMBIX (eepalbHOMY OpraHy
WCTIIOTHUTENFHON BlacTu (OpraHy MCHOJHHUTENIHHON BiacTu cyObekra Poccuiickoit denepanum) Ha
CHEAYIOIIUHI TOX JUIsl pacCUpeleSICHAS] MEXAY MEIUIIMHCKUMHU OPraHU3alusIMU;

4) cBemeHHMs O TOJBEIOMCTBEHHOW OpTaHU3AIlMM, YIIOJHOMOUYEHHOW (enepasbHbIM OpraHOM
WCIIOJIHUTENFHOM BiacTu (OpraHOM MCHOJIHHUTENLHON BiacTu cyObekTa Poccuiickoit denepariym)
OCYILECTBIISITH MOJYYEHUE CIIEIHUAIbHBIX PELENITYPHBIX OJJaHKOB OT MUHHUCTEPCTBA, UX XpaHEHUE U
BbIIaYy MEIMIMHCKUM OpraHu3anusM (IIOJIHOE HaWMEHOBAaHME, aJpec MecTa HaXOXJIeHus,
NHH/KIIIT, OKTMO opranu3zanmu, pakTHIeCKuil aapec MOCTaBKH).

8. Ha ocHOBaHMM TONY4YEHHBIX CBOJHBIX 3asBOK Ha CIEHUAIbHbIE pPELENTypHble OJaHKU



MWUHHICTEPCTBO €KETOIHO B CPOK 710 15 siHBaps ciemyromero rojaa GopMupyeT u yTBEPXKIAET TUIaH
pacmpesieNieHus]  CIeUUANbHBIX PEHENTYPHBIX OJaHKOB, B KOTOPOM OTpaKaeTcs Toj0Bas
notpedbHocth Poccuiickoit ®enepannu B ClEMUANBHBIX PEHENTYPHBIX ONaHKax (nanee - IUlaH
pacopeneneHuss MunucrepcTa).

9. B nnane pacnpezaenenus MUHUCTEPCTBA YKa3bIBAIOTCS CIIEIYIONINE CBEJICHUSA:
1) mopsiAKOBBIN HOMED 3aIHCH;

2) HaumMeHoOBaHue ¢eaepaTbHOTO OpraHa HWCIOJHUTENIBHON BiacTh (OpraHa HCIOJHHUTEIbHON
Binactu cyownekra Poccuiickoit denepanuu), mpeacTaBUBIICTO CBOJHYIO 3asBKY Ha CHEIHMAIbHBIC
pelenTypHeie OJIaHKH;

3) HeoOX0IMMOe KOJTMYECTBO CHEIUATbHBIX PELENTYPHBIX OJaHKOB.

10. HaHpaBJ'ICHI/IC CIICHUAJIbHBIX PCHCUTYPHBIX 0J1aHKOB q)e[[epaJ'IBHBIM OopraHam HUCIIOJTHUTECILHOM
BJIaCTH, OpraHaM WCHOJIHUTEILHON BIACTU CY6’b€KTOB Poccuiickoit CDez[epauHI/I OCYHICCTBIIICTCA
MI/IHI/ICTepCTBOM B KOJIMYCCTBEC, IPCAYCMOTPCHHOM IIJIAHOM PACIIPCACIICHUSA MI/IHI/ICTepCTBa.

11. MuUHUCTEPCTBOM [IOTIOJHUTEIBHO K KOJMYECTBY CHEIHMAIBHBIX PEHENTYPHBIX OJIAHKOB,
MPEeIyCMOTPEHHOMY IUIAaHOM pacnpezenieHus: MuHucTepcTBa, (GOpMHUPYETCSl PE3epBHBIN 3arac
CHENHATIbHBIX PEUENTYPHBIX OJaHKOB B KoimuecTBe, He mpeBbimaromeM 150 000 cnenmambHBIX
pelenTypHBIX OJIAHKOB.

12. B ciayuyae yBenuyeHHs] MOTPEOHOCTH B CHEIMAIBHBIX PELENTYpHbIX OjaHKax (enepanbHbIe
OopraHbl HCIOJHHUTEILHON BJacTH (OpraHbl HMCIOJHUTEIBHOW BIacTH CyOBeKTOB Poccuiickoii
®enepannn) HaNpapIslOT B MUHUCTEPCTBO CBOJHBIE 3asBKM Ha JOIMOJHHUTEIBHOE KOJUYECTBO
CHEIUATBHBIX PEIENTYPHBIX OJIaHKOB (C 0OOCHOBAaHMEM YBEJIIMYEHUSI TOTPEOHOCTH B CIIEIIMAIbHBIX
pelentypHeIX OJjaHKax), KOTOpble MPEeAOCTaBIAIOTCS MHHHUCTEPCTBOM H3 PE3EPBHOIO 3araca
CHELHMaJIbHBIX PELENTYPHbIX OJIAHKOB.

13. ®denepanbHbie OpraHbl UCTIOTHUTEIBHON BIACTH (OpPraHbl MCIIOJHUTEILHON BIACTH CyOBHEKTOB
Poccuiickoit @eneparun) pactpenesstoT MOJyYeHHbIE CIIMaIbHbIE PEIENTYPHBIE OJIAHKH MEXITY
MEAMIIMHCKUMU OpraHU3allMsiIMH Ha OCHOBAaHUM IUIAHOB paclpejieieHus,, CPOPMHUPOBAHHBIX B
COOTBETCTBUU C 3asBKAMU MEAMIIMHCKUX OpraHU3aluil Ha crelMalbHbIe pelenTypHbIe OJaHKH.

I1. ITopsagok perucTpanuu, y4yeTa U XpaHeHUus ClelHaJIbHbIX
peuentypHbix 01ankoB o popme N 107/y-HII

14. MunucrtepctBo, WuHBIE (enepasbHble OpraHbl HWCIOJHHUTEIBLHOM BJIACTH W OpraHbl
WCITOJIHUTENFHOM BiacTH cyOnekToB Poccuiickoii denepamuy opraHUu3yoT XpaHEHHE CTICIIHATbHBIX
pelenTypHbIX OJaHKOB B IOJIBEJOMCTBEHHBIX OpPIraHMU3ALMAX, YIOJIHOMOYEHHBIX OCYILIECTBISATH
MOJy4YeHHE CHEeIHAIbHBIX peleNnTypHbIX OJaHKOoB OT MUHMCTEpPCTBA, MX XpaHEHHWE U BbIIAUYy
MEAMIIMHCKUM OpraHU3alusIM (Aajiee - yIoJIHOMOYEHHas: OpraHu3alys).

15. B ynoJIHOMOYEHHOW OpraHu3alMi U MEJUIIMHCKOW OpraHu3aldu, MOJY4YUBIIEH ClielHalIbHbIE
penientypHble OJaHKHU, OPraHU3yeTCs PETUCTpAIUs, YUET U XpaHEHHUE CIIeHHaIbHBIX PelenTyPHbIX
OJIaHKOB.

Per UCTpanus, Y4YET U XpPAaHCHHUC PE3CPBHOIO 3amaca CIOCHHUAJIBbHBIX PEHCITYPHBIX 0J1aHKOB
MI/IHI/ICTepCTBa OCYHICCTBJIACTCS Q)ezlepaanHM TroCcy1apCTBCHHBIM 6IOI[)K€THBIM YUPCIKACHUCM,
HaxogsamumMcesas B BCACHHHU MI/IHI/ICTCpCTBa (z[anee COOTBCTCTBCHHO - pe3epBHBII>i 3ariac,



MO/IBE€ZIOMCTBEHHOE YUPEKICHHUE).

16. PaGoTHHMK, Ha3HAUYCHHBIH TMPUKA30M PYKOBOJMTENS YIMOJTHOMOYEHHOW  OpraHU3alUU
(YNOJTHOMOYEHHOM  OpraHu3aluy, IMOJBEJOMCTBEHHOIO  YYpPEX/IEHHUs) OTBETCTBEHHBIM  3a
PETUCTpPALIMIO, XPAaHEHUE U y4YeT CHEeLMAJIbHBIX PELENTYpHbIX OJaHKOB (Jajee - OTBETCTBEHHBIN
pabOTHHK), HA OCHOBaHMHU JOBEPEHHOCTH, OGOPMIEHHONW B TOPSJKE, YCTAHOBJIEHHOM
3aKOHOJATeNbCTBOM Poccuiickoii Dexpepanuu (C MOAMHCHI0 PYKOBOAUTENS YIOJIHOMOUYEHHOM
opranu3anuu (ynoJHOMOYEHHOW OpraHM3alud, IOABEJIOMCTBEHHOTO YUpEeXKJIEHUs), TIJIAaBHOTO
Oyxrajnrepa, 3aBepeHHBIX KPYIJIOM IeuaThl0), MOJy4aeT CHEelHalbHble pelenTypHble OJaHKU U
OCYILECTBIISIET BEJCHHE KypHaJla PETHUCTpAllMM U ydeTa CIEeLUATIbHBIX PELENTypHBIX OJaHKOB, K
KOoTOpoMy mpuoOmiaer Goro- u (WiKd) BUAeOMaTepuasbl, MOATBEp)KAatonme (HakT oQopMIICHHS
penenTypHbIX OJIAaHKOB HA oMY (TIPU HAJTUYHH ).

17. XKypnan perucrpaluu ¥ YyueTa CHELHUAIbHBIX pPELENTYypHBIX OJIaHKOB JOJKEH OBITh
IIPOHYMEPOBaH, MPOLIHYPOBAaH, UMETh Ha MOCIEAHEN CTPAHULIE 3aMKCh, COACPKAILYIO KOJIUYECTBO
CTpaHUI], MOJHOE HAaUMEHOBAaHUE YIOJIHOMOYEHHOM OpraHu3aluu (MEAMIIMHCKOM OpraHu3alluy,
MIOJIBEJOMCTBEHHOTO YUPEX/EHUs), a TaKXkKe CKpPEIUIeH MOJNHChI0 PYKOBOJUTENS M TIeYaThlO
YHOJHOMOYEHHOW OpraHu3anuu (MeIUIUHCKOW OpraHU3alli, MOBEIOMCTBEHHOTO YUPEXKICHUS ).

KypHan peructpamyu ¥ ydeTa CHEIHAIbHBIX PEHENTYpPHBIX OJIAHKOB pE3EepPBHOIO 3amaca
MuHHCTEpPCTBa CKPEIUISIETCS TAK)KE MOMUCKHI0 TUPEKTOPa (B CIydae ero OTCYTCTBUS - 3aMECTUTEIS
nupektopa) JlemapramMeHTa peryiupoBaHUs OOpPAIICHHUs JIGKAPCTBEHHBIX CPEACTB M MEIUIIMHCKHX
n3qenuid MuHUCTEpPCTBA U TTedaThio MUHHUCTEPCTRA.

18. B KypHaJIC PpCErucTpalvu MW YyUcTa CICHUAJIBHBIX PCUCITYPHBIX OJIaHKOB YKa3bIBAOTCA
CJICAYIOIMINC CBCACHUA:

1) mopsIAKOBBIN HOMED 3aIHCH;

2) NpUXoJ CIEIUAIBHBIX PEIENTYPHBIX OJTaHKOB:

a) PEKBH3HTHI U JIaTa PETHCTPALIUYU IPUXOJHOTO IOKYMEHTA;

0) oO11ee KOIMYeCTBO MOCTYNUBIIUX CIIEIIMATBHBIX PEIENTYPHBIX OJIAHKOB;

B) CEpUs M HOMED CIEIHMATBLHOTO PELENTypHOTO OJIaHKa;

T') KOJIMYECTBO CHEIMATIBHBIX PEIENTYPHBIX OJIAHKOB 10 KaX/I0H CepuH;

1) (haMuHst, UMsi, OTYECTBO (ITOCIIETHEE - TPH HATHYUHI) U TIOJIMTUCH OTBETCTBEHHOTO PaOOTHHKA;
3) pacxo crieuaIbHBIX PEeLENTYPHBIX OJTaHKOB:

a) JaTta BBIIa4M CIEIHANBHBIX PEIENTYPHBIX OJTaHKOB;

0) cepuu ¥ HOMEpa BBIJJTAHHBIX CIICIIUANBHBIX PELENTYPHBIX OJIAHKOB;

B) KOJMYECTBO BBIJAHHBIX CHEIHUATIBHBIX PELENTypHbIX OJAHKOB C YyKa3aHHEM B CKOOKax
KOJIMYECTBA CIIEIUAIbHBIX PELEeNTYPHBIX OJaHKOB, BBIJIAHHBIX JUIsl 0QOPMIICHHUS HA JIOMY;

r) damunusa, uMs, OT4ECTBO (TOCTIEqHEe - TPH HAIWYMHM) W TOMANUCH JIHMIA, IOJYYUBIIETO
CTeUaNIbHBIE PEIeNTypHBIE OJIaHKY;

,I[) KOJIMYCCTBO CICHHUAJIbHBIX PCUCIITYPHBIX 6HaHKOB, O(l)OpMJ'IeHHBIX Ha 10MY;

€) Qammausi, UMs, OTYECTBO (TOCTENHEE - MPH HAIWYMHM) W TOANKUCH JUIA, O()OPMHUBIIETO
CHelHaIbHbIC pelenTypHbBIE OJaHKH HA JJOMY;



4) hamunus, uMsi, OTIECTBO (MIOCTIEIHEE - TPU HATMYUH) U TIOJIMICh OTBETCTBEHHOTO paOOTHHUKA;
5) OCTaTOK CcreNUabHBIX PEIENTYPHBIX OJIAHKOB.

19. CneumanbpHbIii penenTypHbI ONaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3arac
CHELMAJIbHBIX PELENTypHbIX OJaHKOB B MEAWLMHCKON OpraHu3allud JOJDKEH XPaHUThCA B
CHeLMaJbHBIX IOMELICHUAX, celdax WIM B CIEUHaJbHO M3TOTOBJICHHBIX IIKadaX, OOUTHIX
OLIMHKOBAaHHBIM KeJIe30M, C Ha/Ie)KHBIM BHYTPEHHUM WJIM HAaBECHBIM 3aMKOM.

[Tomemenust, celidpl, mKadbl, B KOTOPbIX XPaHATCS ClELUAIbHbIE PEUENTYpHbIE OJaHKH, JOJKHBI
OBITh 3aKPBITBI HAa 3aMKH M TOCJIE OKOHYAaHHMS pabOThl OMEYaTaHbl MEYaThiO YIOJIHOMOYEHHOMN
opranu3anuu (MeIUIIMHCKOW OpTaHU3alli1) WU OIJIOMOHPOBAHBHI.

20. B MeauuuHCKMX OpraHu3alusAX 3amac CHEeHMaJbHBIX PELENTYpPHBIX OJIAHKOB HE JOJKEH
MPEBBIIIATH TOAOBOM MOTPEOHOCTH.

21. Pa3peu1aeTC${ BblJIaBaATb ~MCIAUIIUHCKOMY pa6OTHI/IKy, UMerouieMy 1MpaBO Ha3HA44aTb
HapKOTUYCCKHUC (HCI/IXOTpOHHbIG) JICKAPCTBCHHLIC ITpCIiapaTbl, CANHOBPEMCHHO HC Ooinee ABaJluaTn
CIICHUAJIbHBIX PCUCITYPHBIX 0JIaHKOB.

MG,I[I/IL[I/IHCKI/IG pa6OTHI/IKI/I, BBIIIUCBIBAIOIIMEC PCUCITBI HAa HAPKOTHUYCCKHUC (HCI/IXOTpOHHBIC)
JICKApCTBCHHBIC IIperapaTbl, Ha OCHOBAHWUU IpPHUKa3a PYKOBOJUTCIIA MCHHHHHCKOﬁ OpraHu3anyu
HECYT JIMYHYIO OTBCTCTBCHHOCTb 34 COXPAHHOCTb IIOJYYCHHBIX CICHHUAJIBHBIX PCUCIITYPHBIX
OJIaHKOB. CHCI_II/IaJ'IBHI)IC peucuTypHbIC 6J'IaHKI/I, MOJIYYCHHBIC MCAULIUHCKHUM pa6OTHI/IKOM, XpaHATCA
IoJa 3aMKOM B cep”l(bax, MCTATIIMYCCKHUX IJ_IKa(l)aX WK MCTATINIMYCCKUX AIIUKax.

22. B MeAMUMHCKON OpraHu3aly CO3/]a€TCs MOCTOSHHO JCMCTBYIONIAs KOMHUCCHUSI, KOTopas He
pexe 1 pasa kBapTan (IO pEeHICHUI0 PYKOBOIMTENS MEAMLMHCKON OpPraHM3alliy BO3MOXKHO Yalle)
OCYILIECTBIISIET MPOBEPKY COCTOSTHUSI PETUCTPALIMHU U y4eTa CIeIHAlIbHBIX PEleNTypPHbIX OJaHKOB, B
TOM YHCJIE MyTeM CBEpPKH 3alMCel >KypHajla PErMCTpallMd M ydyeTa CIEeLUaTbHBIX PELEeNTypPHbIX
0JIaHKOB, C (PAKTUYECKUM HAIMYHMEM CIICIUATBHBIX PEIENTYPHBIX OJIAHKOB, a TaKKe IMPOBEPKY
COCTOSIHMSI XpaHEHUS CIIEUAIbHBIX PELENTYPHBIX OJIaHKOB.

ITo pe3ynpTaTaM NMpoBEpKH B KypHAJIE PErHCTPAlMU U yyeTa CHEelMaIbHBIX PELENTYpHBIX OJIaHKOB
JIEJaeTCsa 3aluCh O pe3yjbTaTax IPOBEICHHUS CBEPKU JAHHBIX, 3aKpEIUICHHAs IMOANMCIMHU BCEX
YIEHOB KOMUCCUH, WM CO3/1a€TCs CIIEUAIbHBIA aKT IIPOBEPKHU.

23. ®enepasibHbIC OPTaHbl UCTIOTHUTEIBLHON BJIACTH U OPraHbl HCIIOJHUTEIBHON BIACTH CYObEKTOB
Poccuiickoit @enepanuu OCYHIECTBISIIOT KOHTPOJIb 32 OpraHM3alMedl perucTpaluy, ydera |
XpaHEHMs] CICHUATbHBIX PEIHENTypHbIX OJIAHKOB B  YIOJHOMOYEHHBIX OpraHU3alusX U
MEIUIMHCKUX OpraHU3alusiX.

24, Bbmaqa CIICIIMAJIbHBIX PCUCIITYPHBIX OJaHKOB U3 PE3CPBHOIO 3araca MI/IHI/ICTCpCTBa
q)ellepa.]'H)HBIM OopraHam UCHOJHUTEILHOM BJIACTH U OopraHam HCIIOJIHUTEIILHON BIACTU CY6’B€KTOB
Poccuiickoit CDC):[CpaL[I/II/I OCYHICCTBIIICTCA OTBCTCTBCHHBIM pa6OTHI/IKOM IIOABECAJOMCTBCHHOI'O
YUpexKACHHA Ha OCHOBAHUH PCHICHUA 00 OTIIYCKEC CIICHUAJIbHBIX PCUCIITYPHbIX 6J'IaHKOB,
O(i)OpMJ'ICHHOFO B BHJAC IMHCbMA, IMOAINMHMCAHHOIO IUPCKTOPOM (B cjiydac €ro OTCYTCTBHUA -
3aMCCTUTCIICM ,I[I/IpeKTOpa) I[CHapTaMCHTa peryjimpoBaHus 06paH_ICHI/I$[ JICKAaPCTBCHHLIX CPCACTB U
MCAULMHCKHX H3I[€J'H/Iﬁ MI/IHI/ICTCpCTBa.

[IpoBepka N1eATEILHOCTH MOJIBEJJOMCTBEHHOTO YUPEKACHUS MO PETUCTPALUH, YUeTy U XPAHEHUIO
pE3epBHOrO 3araca ocyuiecTBisieTcs: JlenapraMeHToM peryiupoBaHusl oOpalieHHs! JIEKapCTBEHHBIX
CpPE/ICTB M MEIMIIMHCKUX u3Jenuii MuHuctepcTBa 2 paza B roja He mno3gHee 20 uuciia mecsiia,
CJIEAYIOILIETO 32 UCTEKIIUM IOTYTOJHEM.



Tlpunoocenue N 6
K npuxa3zy Munucmepcmea 30pasooxpanenus
Poccuiickou @eoepayuu

om 24 nosopsa 2021 2. N 1094u

IHPABUJIA O®OPMJIEHUA PELIEIITOB,
COAEPKALHINX HASBHAYEHUE HAPKOTUYECKHUX
CPEACTB WM ICUXOTPOIIHBIX BEILIECTB, B TOM
YUCJIE B ®POPME DJIEKTPOHHbBIX TOKYMEHTOB

I. Odopmiienue penenrta Ha OyMaKHOM HOCHUTeJIE

1. Ha peuentypubix 6mankax ¢gopmsl N 107/y-HII B 1eBoM BepxXHEM YTy MPOCTABISETCS MITAMIT
MEAHMIIMHCKON OpraHu3aliy ¢ yKa3aHHEeM €€ MOJIHOTO HaMMEHOBAaHMsI, ajJpeca U TelaedoHa C JaTou
BBIMKICKY (IaToi ohopMIIeHHs) pelernTa Ha JIeKapCTBEHHBIN Ipenapar.

Peuentypusie Omanku ¢opmer N 107/y-HII n3roraBmuBaroTCsi MCKIIOYUTEIHLHO THIIOTPA(CKUM
CIIOCOO0M.

2. Ha penentypHbix OnaHKax, OQOPMIIIEMBIX WHIUBUAYAIbHBIMH IPEANPUHUMATEISAMH,
UMEIOIIMMH JIMIEH3UI0 Ha MEIUIIMHCKYIO JIeATEIbHOCTh, B BEPXHEM JIEBOM YIUIy TUIIOTpa)CKuUM
crocoOOM WJIM IyTeM IpPOCTaBJIECHHUs INTamma JODKEH OBITh YKa3aH aJpec WHIMBUAYaJIbHOTO
MpEeANpPUHUMATENS, HOMEP M JlaTa JIMIEH3WM, HAMMEHOBAHHME OpraHa IOCYAAapCTBEHHOM BIACTH,
BBIJIABIIIETO JINLIEH3UIO.

3. Peuentypnsie 6manku ¢popmbl N 107/y-HII 3anonHst0TCS MEIUIIMHCKIM paOOTHUKOM YEPHUIAMU
WJY IIAPUKOBOW PYUKOA.

4. lomyckaercs opOpMIIEHHE BCEX PEKBH3UTOB (3a MCKIOUeHUEeM pekBusuta "lloamuck nevaiero
Bpaua (moamuchk (enpamiepa, akymepku)') peuentypHbix OnankoB ¢opmel N 107/y-HII ¢
HCIIOJIb30BAaHUEM NIE€YATAIOIINUX YCTPOMCTB.

5. B penentypuom 6manke popmbr N 107/y-HIT B ctpokax "®damumnusi, uMs, 0TYECTBO (ITOCIIEIHEE -
npu Hanuunu) namueHta" u "Bo3pact" ykasbpIBarOTCS MOJTHOCTHIO (amiuiis, UMs, OTYECTBO



3) B ctpoke "damunusi, UMsI, OTUYECTBO (TIOCIIEHEE - IPU HAJIMYWK) Jieyaniero Bpava ((henpamepa,
aKyIIepKH)" yKa3bIBAeTCs MOJHOCTHIO (haMUIIUs, UM, OTYECTBO (TIOCIIEIHEE - IPH HAIMYUH) Bpadya
(penmpamepa, aKymiepku), BBIMHCABIIETO pEHENT HAa  HAPKOTHYECKUH  (TICHUXOTPOIHBIN)
JIEKapCTBEHHBIH npemnapar.

7. B rpade "Rp" peuentypnoro 6manka ¢popmbsl N 107/y-HII ykaseiBaercs:

1) HauMeHOBaHKE JIEKApPCTBEHHOTO Tpernapara (MeX/yHapoIHOE HEMaTeHTOBAHHOE HaUMEHOBAHUE,
IPYNIUPOBOYHOE MM XMMHUYECKOE HAMMEHOBaHKE, TOPrOBOE HAMMEHOBAHHUE) Ha JTATHHCKOM SI3BIKE
WIN Ha PYCCKOM si3bIKe, (hopMa BBIMYCKa, TO3MPOBKA, KOJWYECTBO (yKa3bIBaeTCs IMPOIMCHIO Ha
penientypHom 6manke Gopmer N 107/y-HII);

2) cnoco® TpUMEHEHHs JEKapCTBEHHOTO IIperapara Ha TOCyAapCTBEHHOM si3bike Poccuiickoit
denepanuu WIA Ha TOCYJAapCTBEHHOM s3bIke Poccuiickoii denepan ¥ roCy1apCTBEHHOM SI3bIKE
peciyONIMK U MHBIX s3bIKax Hapo 0B Poccuiickoii @enepanun <1>.

<1> Yactp 1 crateu 15 3akona Poccuiickoit ®enepamuu ot 25 oxtsiops 1991 r. N 1807-1 "O
s3plkax HapoaoB Poccwiickoit ®epepamuu" (manee - 3akon N 1807-1). (BemomocTtu cbes3na
Hapo HbIX nenyTatoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopmileHuN pelenTypHBIX OJIAHKOB 3alpEmIacTCcss OTPAaHNYMBATHCS OOIIMMHU yKa3aHUSIMHU,
Harnpumep, "BuyTtpennee", "U3BecTHO".

9. Ilpu odopmiennn mnamueHTy peuentypHoro 6nanka ¢opmbl N 107/y-HII Ha HapkoTuyeckuii
(ICUXOTPOIHBIN) JIEKAPCTBEHHBIM Mpenapar B paMKax OKa3aHUS MEIUIMHCKOW TOMOIIM TpH
OTIpe/IeJICHHOM 3a00JIeBaHUU TaKOM PEIenT 3aBepsieTcs:

1) moAMMCHIO M JIMYHOM MeUYaThIo Bpada MO0 MOANKUCHIO (epamepa (aKymepKn);

2) Ie4aTbIO MGI[HHHHCKOﬁ OopraHu3alnuu, §11%(s10) CTPYKTYPHOTO ITOAPA3ACIICHUSA MCHHHHHCKOﬁ
OopraHu3alnuvu "I[J'If[ pCLICHTOB", KOTOpad NpoCTaBJIKICTC JIULIOM, YITOJITHOMOYCHHBIM PYKOBOAUTCIIEM
MCHHHHHCKOﬁ OopraHu3alu C yKa3aHUEM (baMI/IJ'II/II/I, HNMCHH, OTYCCTBA (HOCJ’ICI{HCG - Ipu HaJ'II/I‘-II/II/I)
" IIPOCTABJICHHUEM CTO JIMYHOU IIOAIIMCH.

B caywasx HeoOxogumocTH oOQOpMIICHHsS pelenta Ha HApKOTHUYECKUH (TICMXOTPOITHBIN)
JIEKapCTBEHHBIN Mpenapar Ha JOMY B paMKax OKa3aHHUsS MAJUIMATUBHOW MEIUUIMHCKONW MOMOUIA
JIOIYCKAaeTCsd IMpPEeABAapUTEIbHOE 3aBEPEHHE peleNnTa MTaMIOM MEIUIMHCKON OpraHu3aluy,
MeYaThl0 MEIUIIMHCKOW OpraHm3alud JuOO0 CTPYKTYPHOTO TOAPA3JEICHHUS MEIUIIMHCKON
opranuzauuu "/[ns penentos", KOTopast HPOCTABIAETCS JTULOM, YIIOJTHOMOYEHHBIM PYKOBOJUTEIEM
MEAMIIMHCKON OpraHU3ally, ¢ YKa3aHueM (paMHUIIuU, IMEHH, OTYeCTBa (TOCeIHEee - TPU HATUIHH)
Y MPOCTABJICHUEM €0 JUYHOU noanucu. [Ipu 3ToM B xKypHasie perucTpaluu U y4eTa peuenTypHbIX
OMaHKOB B COOTBETCTBUM C llopsSaKOM perucTpanuu, ydera W XpaHEHHUS CIEHUaIbHBIX
pelenTypHbIX OJIAaHKOB HA HAPKOTHYECKUE CPEACTBA I IICUXOTPOITHBIC BEIIECTBA, YTBEPIKICHHBIM
HACTOSIIIIUM TIPUKA30M, JEJNAeTCsi OTMETKAa O €ro Bbijade i OGOpPMIICHHS Ha JIOMY, a TaKke
OTMETKA, YJI0CTOBEPEHHAsI TIOJIMUCHIO Bpaya JIM00 ¢enpamepa (aKymepku), 0hOpMUBIIETO PELETIT,
o (dakre ero opopMIICHHUS, KOTOPBI MOXET OBITH JOMOJHUTEILHO MOATBEPXKIEH (oTO- U (WIN)
BHJIeOMaTepUaIaMH.

B crpoke "Otmerka anTeyHOM oOpraHu3aiud o0 OTIyCKe" CTaBUTCS OTMETKAa anTeYyHOU
opraHu3anud 00 OTIyCKE HApPKOTUYECKOro (MCHXOTPOMHOI0) JIEKApCTBEHHOTO Ipemnapara (¢



yYKa3aHHEM HaWMEHOBAaHUS, KOJUYECTBA OTIYNIEHHOIO HAPKOTUYECKOro (TICHXOTPOITHOTO)
JIEKapCTBEHHOTO Tperapara W JaThl €ro OTIyCKa), KOTOpas 3aBepsieTcs MOANHCHIO pPabOTHUKA
anTe4YHONW OpraHu3alud, OTIYCTHUBIIETO HAPKOTHYECKHM (IICUXOTPOIHBIN) JEKapCTBEHHBIN
npenapar (¢ ykazaHueM ero (aMuwinH, UMEHH, OT4ecTBa (NOCJIEeNHEee - NMPHU HAJM4YWHU), a TaKKe
KPYTJION MeYaThl0 anTeYHOW OPraHU3alNU, B OTTHCKE KOTOPOH JTOJDKHO OBITh HIIEHTH(PHUIIMPOBAHO
MOJIHOE€ HAUMEHOBAHUE alTeYHON OpraHU3alyuu.

10. Ha onaoMm penentypaom 6manke dhopmbl N 107/y-HIT pa3permiaercs ocyiiecTBisTh Ha3HaAYCHUE
TOJIBKO OJTHOTO HAaMMEHOBAHMSI JIEKApCTBEHHOTO Iperapara.

11. UcnpasneHus B peuenTe He JOMYCKaIOTCs.

I1. O¢popmiienne peuenrta B popme 3JIEKTPOHHOIO TOKYMEHTA

12. Penent B (hopme 3IEKTPOHHOTO JOKYMEHTA, IMOJIMUCAHHOTO YCWJICHHOW KBaTU(UIIMPOBAHHOM
AJIEKTPOHHOHN MOJIHUCHIO, POPMHUPYETCS METUIIMHCKIUM paOOTHUKOM, CBEICHUSI O KOTOPOM BHECEHBI
B (eaepanbHbIil PErUCTP MEAMIMHCKUX PAOOTHUKOB <2>, a TaKXKe IMPHU YCIOBUU PETUCTPALUU
MEIWIIMHCKONW OpraHu3alud, B KOTOpoH odopmisieTcss penent, B (eaepalbHOM peecTpe
MEAMIMHCKUX OpraHu3anuii <3> eAMHON rocyaapCTBEHHON MH(OPMAIMOHHOW CHCTEMBI B cdepe
31paBOOXPAHEHUs M TMOAKIIOYEHUS TaKOM MEIWLIUHCKOW OpraHu3aliid K TOCYIJapCTBEHHOU
nH(POPMAIMOHHOM cucTeme B cepe 3apaBooxpaHeHus cyorekra Poccuiickoit deneparmm <4>.

<2> Yacte 4 crateu 91.1 @DenepampHoro 3akoHa N 323-®3 (CoOpaHme 3aKOHOIATEIILCTBA
Poccuiickoit @eneparun, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yacte 4 crateu 91.1 @DenepampHoro 3akoHa N 323-®3 (CoOpaHme 3aKOHOIATEILCTBA
Poccuiickoit @eneparun, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Cratbu 91 u 91.1 denepanbuoro 3akoHa N 323-D3 (Cobpanue 3akoHOgaTENbCTBa Poccuiickoii
®eneparnun, 2011, N 48, c1. 6724).

13. Tlo TpeOGoBaHWIO MallMEHTa WM €Tr0 3aKOHHOTO TMPEACTaBUTENs OQOPMIISIETCS SK3EMIUIAP
perienta B (opme 3IIEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM HocuTene ¢ otMmerkou "JlyOmmkar
3JIEKTPOHHOTO JIOKYMEHTa".



