3apeructpupoBano B Munrocte Poccun 30 Hosiopst 2021 r. N 66124

MHUHUCTEPCTBO 3JPABOOXPAHEHUA
POCCUUCKOU OEJEPAIIUN

ITPUKA3
ot 24 Hosiops 2021 r. N 1094

Ob YTBEPXKXJIAEHUU ITOPA/IKA HASHAYEHUSA
JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM
PEHENTYPHbLIX bJIAHKOB HA JIEKAPCTBEHHDBIE
INPEITAPATBDI, ITIOPAAKA O®OPMJIEHUA
YKA3AHHDBIX BJIAHKOB, UX YYETA U XPAHEHUA,
®OPM BJAHKOB PELIEIITOB, COAEP/KAIIINUX
HAZHAYEHHUE HAPKOTUYECKHUX CPEACTB UJIN
HCUXOTPOIIHbBIX BEHIECTB, IIOPAJIKA UX
MN3T'OTOBJIEHUSA, PACITPEJAEJIEHNUA,
PEIT'UCTPALIUNU, YYHETA U XPAHEHUA, A TAK/KE
IHPABUJI O®OPMJIEHUSA BJIAHKOB PELIEIITOB, B
TOM YUCJIE B ®OPME JJIEKTPOHHbBIX
JOKYMEHTOB

B cootBeTcTBHU ¢ myHKTOM 16 yactu 2 crathu 14 denepanbpHoro 3akoHa ot 21 HosOps 2011 r.
N 323-03 "O6 ocHoBax oxpaHbl 3740poBbsi TpaxkaaH B Poccuiickoit ®enepauuu" (CobOpanue
3akoHoarenbcTBa Poccuiickoit @enepamuu, 2011, N 48, cr. 6724; 2017, N 31, cr. 4791),
nyHKTOM 2 ctaThi 26 denepansHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapkoTHUECKUX
cpenctBax W ncuxoTpomnHbix BemectBax" (CoOpanme 3akoHomaTenscTBa Poccuiickoit
Oenepanun, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), nonnynkramu 5.2.177, 5.2.178 n 5.2.179

nynkra 5 IlonoxxeHus o MuHucrepcTtBe 3apaBooxpaHeHus Poccuiickonn ®Penepauuu,
yTIBepkAEeHHOTO nocraHosieHueM IIpasurensctBa Poccuiickoit @enepaunn ot 19 urons 2012 r.
N 608 (Cobpanue 3akoHonatenbcTBa Poccuiickoit denepanuu, 2012, N 26, cr. 3526; 2015, N
23, c1.3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258), nmpuka3biBaio:

1. YTBepautsb:
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[Topsiiox Ha3HAYEHMsI JIEKAPCTBEHHBIX IIPENapaToB corjacHo npuioxkenuto N 1;
(bopMBI peLenTypHBIX OJIaHKOB Ha JIEKAPCTBEHHBIE MPemaparhl coriaacHo npuioxennto N 2;

[opsinok odopmiieHHs] pelenTypHbIX OJTaHKOB Ha JIEKAPCTBEHHBIC IpEMaparbl, X ydeTa Hu
XpaHeHUs coryacHo npuioxkeHuio N 3;

(dbopMBl  OJIAHKOB  PEIICTITOB, COJIEP)KANIMX HAa3HAUYCHUE HAPKOTHYECKUX CPEICTB WA
TICUXOTPOIHBIX BEIIECTB, COTJIACHO NpriiokeHuio N 4;

[lopsimoK W3rOTOBIEHMS, pPACHpPENCICHHs, PETHCTPAllUK, Y4eTa H XPaHCHHsS pEIeNTOB,
coJiepKaluX Ha3HAYeHHE HAPKOTHUYECKUX CPEJICTB WM TICHXOTPOITHBIX BEMIECTB COTJIACHO
npuiioxxenuo N 5;

[IpaBuna odopmieHHsS pEIenToB, COACPKANINX Ha3HAYEHHWE HAPKOTHYECKUX CPENICTB WIIH
TICUXOTPOITHBIX BEHIECTB, B TOM 4YHCIE B (OpPME DIIEKTPOHHBIX JIOKYMEHTOB COTJIACHO
npunoxernto N 6.

2. IIpu3HaTe yTpaTUBIIMMU CHILY:

npuka3 MunucrepcrBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 1 aprycra 2012 r. N 541
"O6 ytBepxkaeHun (HOpMBI OJAHKOB PEIENTOB, COJAEPXKAIUX HA3HAYCHHE HAPKOTUUYECKUX
CPEICTB WJIM IICUXOTPONHBIX BEHIECTB, IOPAJKA WX HW3TOTOBJICHUS, paCIpeaeieHNUs,
perucTpalnuy, ydera W XpaHEHHus, a Takke mpaBuil odopmieHus" (3aperucTpupoBaH
MunuctepctBom toctuiun Poccuiickoit @eneparuu 15 aprycra 2012 r., peructpaunonssiii N
25190);

npuka3 MunHucrepctBa 3apaBooxpanenusi Poccuiickoit @enepanuu ot 30 utons 2015 r. N 385H
"O BHeCeHMH M3MEHEHUW B Npuka3 MuHuctepcTBa 3apaBooxpanenus Poccuiickoit denepanyu
or 1 aBrycta 2012 r. N 54 "OO06 yrBepxacHuUU (HOpPMBI OJAHKOB PEIENTOB, COJACPMKAIIUX
Ha3HaYeHNe HAPKOTHUYECKUX CPEJICTB WM MCHUXOTPOIHBIX BEIIECTB, MOPSAIKA UX U3TOTOBJICHUS,
pacmpeseneHusi, perucrpanuu, ydyera U XpaHeHus, a Takke mpaBuwil odopmieHus"
(3apeructpupoBan MunHCTepcTBOM tocTuiiiu Poccuiickoit @enepanuu 27 Hos6ps 2015 r.,
peructpanuonusiii N 39868);

npuka3 MunucrepcTBa 3apaBooxpanenusi Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 254u
"O BHeECEeHMHU M3MEHEHUW B Npuka3 MuHUCTEpCTBA 31apaBooxpaneHus Poccuiickoit denepanuu
oT 20 mexabps 2012 r. N 11758 "OO yTBepKJACHUH MOPSAIKa HA3HAYCHUS] U BBINTMCHIBAHUS
JIEKapCTBEHHBIX TPENnaparoB, a Takke (OpM pELEeNnTypHbIX OJNIaHKOB Ha JIEKapCTBEHHBIE
npemnapaTsl, Hopsaka opopmiieHUsT YKa3aHHBIX OJIAHKOB, UX ydeTa M XpaHeHHs" U MPUIIOKEHUE
N 2 x npukasy MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r.
N 54u "OG6 yrBepxkaeHuu Gopmbl OJIaHKOB PEIENTOB, COIEPKALIUX Ha3HAYCHUE HAPKOTUYECKIX
CPEICTB MIU TIICUXOTPOIMHBIX BEIIECTB, TMOPSAKA WX HU3TOTOBIICHUS, pacHpeesICHHUs,
perucTpaluy, ydera W XpaHEHHUs, a Takke mpaBuil odopmieHus" (3aperucTpupoBaH

MunuctepctBoMm toctuiiuu Poccuiickoit ®enepanuu 18 utons 2016 r., peructpaunonasii N
42887);

OYHKT 4 W3MEHEHUH, KOTOpble BHOCATCS B HEKOTOpble TMpHKa3bl MMHHHCTEpCTBA
3paBOOXpPAaHEHUS M coUMalbHOro pas3Butus Poccuiickoii Penepauun u  MwuHucTEepcTBa
3npaBooxpaHeHus Poccuiickoit ®enmepanuu 1Mo BompocaM oOpallieHus JIeKapCTBEHHBIX
MPENapaToB, COACPKAMX HAPKOTUYECKUE CPEACTBA, IICUXOTPOIHBIE BEIIECTBA U HX
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IIPEKYPCOPBI, U JIEKAPCTBEHHBIX CPEJCTB, MOAJIEKAIUX MPEIMETHO-KOIUUYECTBEHHOMY YUeTY,
YTBEPXKACHHBIX IpHKazoM MunucrepctBa 3apaBooxpanenus Poccuiickoit ®@enepanuu ot 31
okTs10pst 2017 r. N 882n (3apeructpupoan MunuctepcTBoM roctuimu Poccuiickoit @eneparyu
9 suBaps 2018 r., peructpaunonnsiii N 49561);

npuka3 MunuctepcTBa 31paBooxpaHeHust Poccuiickoit @enepanun oT 11 nexabps 2019 r. N
10211 "O BHeceHuum usMeHeHud B mnpuiokeHus N 2 u 4 k npukasy MuHucrtepcrBa
3npaBooxpaneHus: Poccuiickoit ®@enepauuu ot 1 aBrycra 2012 r. N 54u "OG6 yrBepxkaeHuu
¢dopmMBbl  ONAaHKOB PELENTOB, COJACPXKAIIUX HA3HAYCHHWE HAPKOTHUYECKUX CPEICTB WIH
IICUXOTPOIHBIX BELIECTB, MOPsAKAa MX WM3TOTOBICHUS, PACIpPENEICHUs], pErucTpaluy, yuera u
XpaHeHMs, a Takke MpaBuwil odopmieHus" (3aperucTpupoBaH MUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepanuu 28 saBaps 2020 r., perucrpaunonusiii N 57293);

npuka3 MunucrepctBa 31paBooxpaHeHust Poccuiickoit ®enepaunn ot 8 oktsOps 2020 r. N
10761 "O BHeceHuu usmeHeHuidl B Ilopsnok perucTpanuu, ydera M XpaHEHHs CHEUAIbHBIX
pelenTypHbIX OJaHKOB Ha HApKOTHYECKHE CpEeACTBa WJIM IICUXOTPONHBIE BELIECTBA,
YTBEPKJACHHBIA MpUKa3oM MuHucTepcTBa 3apaBooxpaHeHus Poccuiickont ®denepanuum ot |1
aBrycra 2012 r. N 541" (3apeructpupoBan MunucrepcTBoM roctutiuu Poccuiickoit deneparum
13 Hos16pst 2020 r., peructpannonubiii N 60898);

npuka3 MuHnncrepcTBa 3apaBooxpanenust Poccuiickont @enepanuun ot 14 suBapsg 2019 r. N 41
"O6 yTBep)KIACHMM MOPSIKA HA3HAYEHHs JIEKapCTBEHHBIX IpernaparoB, (OpM pelenTypHbIX
OJIaHKOB Ha JIEKapCTBEHHBIE MpenapaThl, MOpsiika 0(GopMIICHHUS YKa3aHHbBIX OJIaHKOB, UX y4eTa U
xpaneHust" (3apeructpupoBan MuHuctepcTBoM rocTuimu Poccuiickoit deneparuun 26 mapra
2019 r., peructpanuonssiii N 54173);

npuka3z MunucrepcTBa 3apaBooxpaHeHust Poccuiickoit @eneparuu ot 11 gexadps 2019 r. N
10228 "O BHeceHMM HW3MEHEHHM B TpHKa3 MwuHHUCTEpCTBa 3ApaBooXpaHeHHs Poccuiickoit
Oenepanun ot 14 stHBaps 2019 r. N 41 "OO0 yrBepXIeHUH MOPSIKAa Ha3HAYCHUS JICKaPCTBEHHBIX
npernapaToB, ¢GOpM pelenTypHbIX OJAaHKOB Ha JIEKAPCTBEHHbIE IMpemapaThl, MOpsAIKa
opopMIIeHHs YKa3aHHBIX OJIAHKOB, UX y4deTa U XpaHeHus" (3aperucTpupoBaH MUHUCTEPCTBOM
toctunn Poccutickoit ®eneparuu 28 suBaps 2020 r., perucrpanuonnbiii N 57292);

npuka3z MuHHCTEpCcTBa 3ApaBooxpaneHus Poccuiickoit ®enepanuu oT 8 oktabps 2020 r. N
10758 "O BHeceHMM HW3MEHEHHH B TMOPSAJOK HA3HAYEHHUS JICKAPCTBEHHBIX IMPENapaToB,
YTBEPKJICHHBIM TpukazoM MuHucTepcTBa 3/paBooxpaHeHus Poccuiickoit ®enepanuu ot 14
saBapsa 2019 r. N 41" (3apeructpupoBan MunucTepcTBOM toctuniuu Poccuiickoit @enepanmu 22
nexabpst 2020 r., peructpanuonnsiii N 61695);

nyHKT 3.8 VHCTpYKIIMU O MOpPSAKE BBIMHCHIBAHUS JIEKAPCTBEHHBIX MpenapaTtoB U oQpopMIIeHUs
peuentoB W TpeOOBaHWIi-HAKIAIHBIX,  YTBEPXKIEHHOW  mMpuKazoM  MHHHCTEpCTBa
3IpaBOOXPAaHEHHUS U COIMAIbHOTO pa3BuTHs Poccuiickoit deneparuu ot 12 despans 2007 r. N
110 "O nopsake Ha3HAYeHUsT W BBINUCBHIBAHUS JIEKAPCTBEHHBIX IMIPENaparoB, W3JEIUI
MEJUIIMHCKOTO Ha3HAUeHUs U CIEHHUATU3UPOBAHHBIX TMPOAYKTOB Jie4eOHOro muTaHus"
(3apeructpupoBaHn MunucrepctBoM roctuiu Poccuiickoit @enepanuun 27 anpens 2007 r.,
peructparmonsbiii N 9364);

npuka3 MHUHHCTEPCTBA 34paBOOXPAHEHUS U cOLManbHOro passutus Poccuiickoit denepannn ot
17 mag 2012 r. N 5620 "O6 yrBepxknaenun Ilopsaka ormycka (U3HYECKUM JIUIIAM
JIEKapCTBEHHBIX IIPENapaToB JUIsl MEIULMHCKOTO INPHUMEHEHHMs, COJEpPKAIIMX KPOME MalbIX
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KOJIMYECTB HAPKOTHMYECKHUX CPEJACTB, ICUXOTPOIIHBIX BEIIECTB M HUX IPEKYpPCOPOB Apyrue
(apmakosioTHYecKie aKTUBHBIE BemniecTBa" (3aperUCTpUpOBaH MUHHUCTEPCTBOM  IOCTHIIMHU
Poccuiickoit @enepanuu 1 urons 2012 r., peructpanmonnsiii N 24438);

IOYHKT 2 UW3MEHEHUH, KOTOpbleé BHOCITCS B HEKOTOpble MpHKa3bl MuHHCTEpCTBA
3IpaBOOXPAHEHUs U COLUAIBLHOTO pa3BuThs Poccuiickoi denepanny, yrBEpKICHHbBIX IPUKA30M
MunucrepctBa 3xapaBooxpaHeHust Poccuiickoit @enepauuu ot 10 umrons 2013 r. N 369H
(3apeructpupoBan  MunuctepctBoM toctutiuu Poccuiickoit ®epepanmu 15 wumrons 2013 r.,
perucrpammonssiii N 29064);

npuka3 MuHucrepcrBa 3apaBooxpaHeHusi Poccuiickoit @enepanuu oT 21 aBrycra 2014 r. N
4651 "O BHeceHMM HM3MEHEHUI B MOPSIOK OTIycKa (DU3MYECKUM JIMIAM JIEKAPCTBEHHBIX
[pernapaToB i MEAMIMHCKOTO TPUMEHEHMs, COJAEPXKAIUX KpOME MalbIX KOJUYECTB
HapKOTMYECKHUX  CpPEICTB, ICUXOTPONHBIX BEUIECTB U HUX  IPEKYypCOpoB  Jpyrue
(apMaKkoJIOTUYECKUE AaKTHUBHBIE BEIIECTBA, YTBEPXKACHHBI MpukazoM MuHHCTEpCTBA
3/IpaBOOXpaHEHUs M colnaabHOTO pa3Butust Poccuiickoit ®eneparuu ot 17 mas 2012 . N 562"
(3apeructpupoBan MunuctepctBoM rocturuu Poccuiickoni @eneparuu 10 centsiops 2014 r.,
perucrpaimonssiii N 34024);

OYHKT | W3MEHEHuW, KOTOpble BHOCATCS B HEKOTOphIE TMpUKa3bl MUHUCTEpPCTBA
3ApaBOOXPAHECHUS M cOoUMalbHOrO pa3BuTus Poccuiickoit Penepanmu u  MwuHuUCTEpCTBa
3npaBooxpaHeHus Poccuiickoit ®enepanuu, YTBEpXKICHHBIX IpUKa3oM MuHHCTEpCTBA
3npaBooxpaneHusi Poccuiickoit ®@enepanuu ot 10 centsoOps 2015 r. N 634u (3apeructpupoBaH
MunuctepctBoM toctutiuu Poccuiickoit @eneparuu 30 centsops 2015 r., peructpanmonssiii N
39063);

OYHKT 3 W3MEHEHUH, KOTOpble BHOCATCS B HEKOTOphIE TMpuKa3bl MuHHCTEpCTBA
3ApaBOOXPAHEHUS M COUMalbHOrO pa3BuTus Poccuiickoit @Penepanmu u  MwuHuCTEpCTBa
3napaBooxpaHeHus Poccwmiickoit dexepanuu 1Mo  BompocaMm  OOpamieHHsl JIEKapCTBEHHBIX
MpernapaToB, COJAEPKALIUX HAPKOTUYECKUE CPEACTBA, IICUXOTPONHBbIE BEIIECTBA U UX
MIPEKypPCOPOB, U JIEKAPCTBEHHBIX CPEJCTB, MOJISKAIIUX MPEAMETHO-KOJINYECTBEHHOMY YUETY,
YTBEPKJICHHBIX TMpHUKa3oM MuHHUcCTEepcTBa 31paBooxpaHeHus Poccuiickoit ®enepauuun ot 31
okTs0ps 2017 r. N 882H (3apeructpupoBan MunuctepcTBoM rocTuinu Poccuiickoit deneparnuu
9 suBapst 2018 r., peructparmionssiii N 49561).

3. Peuentypusie Omanku ¢dopmbl N 107/y-HII, u3roToBieHHBbIE N0 JTHS BCTYIUICHUS B CHITY
HACTOSIIIEr0 pUKa3a, MOT'YT ObITh HCTIOIBb30BaHbI 10 1 mapta 2023 roaa.

4. Hacrosiiuumii npukas Berynaer B cuity ¢ 1 mapra 2022 r. u peictsyet Ao 1 mapta 2028 1.

Munucmp

M.A. MYPALIKO

Ipunooscenue N 1
K npuxazy Munucmepcmea 30pagooxpaneHus

Poccuiickoti @edepayuu
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om 24 nosops 2021 2. N 1094n

IHOPAJOK HASHAYEHUA JIEKAPCTBEHHDBIX
INPEITAPATOB

. O0mue moJ10KeHus

1. Ha3naueHue JieKapCTBEHHBIX MpeNapaTroB s MEAULMHCKOrO MpUMEHEeHus (Janee -
JIEKapCTBEHHbIE IpEnapaThl) OCYLIECTBIISIETCS JieHallluM BpadoM, (esbJIIIepoM, aKyllepkod B
Clly4ae BO3JIO)KEHMS Ha HUX IOJHOMOYMM Jieqallero Bpada, NpPU OKa3aHUU MEIULMHCKOMN
IIOMOIIM B MEQUIUHCKHX OpraHm3anmusax <I1>, B TOpsAAKe, YCTAHOBJIEHHOM IIPHKa30M
MunucTepcTBa 3/IpaBOOXpaHEHUs] U couuanbHOro passutus Poccuiickoir ®enepanuu ot 23
mapta 2012 r. N 2521 "OO yrBepxaenun Ilopsiaka BoznoxkeHus Ha (Qemnpiuiepa, aKylmepky
PYKOBOJMTENIEM MEIMLIHUHCKOM OpraHM3aluy MpH OPraHu3alliyd  OKa3aHus IEePBUYHOMU
MEJIMKO-CAHUTAPHON TTOMOIIY U CKOPOH METUITMHCKON MTOMOIIH OT/IEIBHBIX (DYHKIIHI JIedariero
Bpaya II0 HEMOCPEACTBEHHOMY OKAa3aHUI0 MEIHUIMHCKOM IMOMOIIM HAalMeHTy B IEPHOJ
HaOMIOJIEHUST 3a HUM M €ro JICYeHHs, B TOM 4YHCIE [0 HA3HAYEHHI0O U MPUMEHEHHUIO
JIEKAPCTBEHHBIX MPENApaToOB, BKIIOYAs HAPKOTHYECKHE JIEKAPCTBEHHBIE IIpenaparbl M
IICUXOTPOIHBIE JIEKAPCTBEHHBIE MpenapaTel’ <2>, WHIAWBUAYAIBHBIMHM IPEANPUHUMATEISIMH,
OCYILIECTBIISAIOIMMMH MEAULUHCKYIO AEATEIBHOCTD (Jlajiee - MEIULIMHCKUE PAOOTHUKH).

<1> Ilynukr 11 crateu 2 denepanpHoro 3akona ot 21 Hos0ps 2011 r. N 323-®d3 "O6 ocHoBax
oXpaHbl 370poBbsi TpaxnaaH B Poccuiickoit ®enepamun" (CoOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®deneparuu, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - denepaabHbIil
3akoH N 323-D3).

Ocguyuanvhlit ucmouHuUK 31eKMPOHHO20 OOKYMEHMA COOEPIHCUN HEMOYHOCHLb: UMEECHICA 8
euoy nynkm 11 wacmu 1 cmamou 2 ®@edepanvrozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBaHn MunuctepctBoM roctuninu Poccuiickoit @enepanun 28 anpens 2012 r.,
peructpanrionnslii N 23971 ¢ u3MeHEHUsSMH, BHECEHHBIMH TPUKa30M MMHHHCTEPCTBA
3napaBooxpanenus Poccutickoit @enepanuu ot 31 oktsiops 2017 r. N 882H (3apeructpupoBaH

MunucrepctBoM roctuiuu Poccuiickoit ®@enepanuu 9 saBaps 2018 r., perucrpanvionnsii N
49561).

MenunHckuii paObOTHUK, O(QOPMUBLIMHA pELENT ¢ HapylIeHHEM HAaCTOSLIEro Mopsjika, WIH
PYKOBOJUTENb MEIUIIMHCKON OpraHu3aluu 00ecHeunBaloT CBOEBPEMEHHOE IepeodopMileHue
TpeOyeMoro il MalkeHTa peLenTa.

2. CBCI[CHI/ISI O HA3HAYCHHOM JICKAPCTBCHHOM IIpC€Iapare (HaI/IMeHOBaHI/Ie JICKApCTBCHHOT'O
npemnapara, JO3UPOBKa, CIoco0 BBCIACHUA )51 IIPpUMCHCHUA, PEKUM JO03UPOBaAHUA,
NpOAOJIKUTCIIBHOCTL JICHCHUA U 000CHOBaHHME Ha3HAYCHMS JICKApCTBCHHOT'O npenapaTa)
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BHOCATCA MCAULIMHCKUM pa6OTHI/IKOM B MCIUIIMHCKYIO JOKYMCHTAIUIO ITallUCHTA.

B cnyuasx, yka3zaHHeIX B IyHKTax 8 - 11 Hacrosmiero Ilopsaka, MeIunuHCKUN paOOTHUK,
HA3HAYMBIIHH JIEKAPCTBEHHBIN Mpernapar, 0popMIIsieT Ha3HAYEHUE JICKApPCTBEHHBIX MPEMaparos,
B TOM YHCJIE TOJUICKAMUX H3TOTOBJICHUIO M OTIYCKY anTEYHBIMH OpraHu3auusMu (naiee -
JICKapCTBEHHBIE MpEenaparbl HHIUBUAYaIbHOTO M3TOTOBJICHHUS), HAa PEHENTypHOM OJaHKe,
o(pOpPMIICHHOM Ha OyMa)XHOM HOCHTEJIE 3a CBOCH MOJNUCHIO (dajiee - pement Ha OyMaKHOM
HOcHUTeNEe), W (WJIM) C corjacusl MalMeHTa WM €ro 3aKOHHOro IpeacTaBuTens <3> Ha
peuentypHoM OnaHke B (opMe SIEKTPOHHOTO JOKYMEHTa C HWCIIOJIb30BAaHHEM YCHUIICHHOM
KBaJTM(UIIMPOBAHHON AJIEKTPOHHOW MOMMUCH MEIWIMHCKOTO pabOTHHKA (Jajee - peuent B
(hopme FIIEKTPOHHOTO JOKYMEHTA).

<3> Ilynkr 2 crateu 20 ®enepampHoro 3akona N 323-03 (CoOpaHume 3aKOHOJATEIHCTBA
Poccwuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penent B hopme 351eKTpOHHOTO JTOKYMEHTA, COJIEp KAIINil Ha3HAYCHHE HAPKOTUUECKUX CPEJICTB
NI MCUXOTPOITHBIX BCIICCTB, IIOAITUChIBACTCA C HCIIOJIB30BaHUEM YCI/IHCHHOI;'I
KBATU(HUIIUPOBAHHON AJIEKTPOHHOMW TOIUCH JIEHalero Bpava win Qenpamepa, akylepku, Ha
KOTOPBIX BO3JIO)KEHbI (DYHKIIMM JIeyallero Bpaya, U COOTBETCTBYIOIIEH MEIUIIMHCKON
Oopranu3amnum <4>.

<4> IlyHkT 1 cratbu 26 @enepanbHoro 3akoHa oT 8 stHBapsa 1998 r. N 3-03 "O HapKOTHYECKUX
cpenctBax W ncuxoTporHbiX  BemectBax! (CoOpaHme 3akoHOmaTenbcTBa Poccuiickoi
Oenepanun, 1998, N 2, ct. 219, 2017, N 31, c1. 4791) (nanee - ®enepanbupiii 3akoH N 3-D3).

Odopmienue pernentoB B (OpME AIIEKTPOHHBIX JIOKYMEHTOB OCYIICCTBIISICTCS B Ciydae
MPUHATHAS  YIOJTHOMOYEHHBIM OpPraHOM HCIOJIHUTEILHON BIacTu cyowbekra Poccuiickoit
®denepan B COOTBETCTBUM ¢ NYHKTOM 4 ctathu 6 DenepanbHoro 3akoHa ot 12 anpens 2010 r.
N 61-®3 "OO6 oOpaimieHnH JIEKapCTBEHHBIX CpeACTB" <5> pemieHus 00 HCIOJIb30BAaHMHM Ha
Tepputopun cyowrekra Poccuiickoii ®denepanuu Hapsay ¢ pelenTaMd Ha JIEKapCTBEHHbBIC
npenapaTsl, 0pOPMICHHBIMU Ha OyMa)KHOM HOCHUTEIE, PEIENITOB Ha JIEKAPCTBEHHBIE MPENapaThl,
chopMUPOBAHHBIX B (HOPME ANEKTPOHHBIX TOKYMEHTOB.

<5> Cobpanue 3akoHonaTenbcTBa Poccuiickoit ®@enepanuu, 2010, N 16, ct. 1815, 2019, N 52,
ct. 7793.

3. HpI/I BBIIIMCKE MallMeHTa W3 MEOUIIMHCKOM opranusanuuv, B KOTOpOﬁ €My OKa3bIBaJlaChb
MCIUIHUHCKAA IMOMOIIb B CTAIMOHAPHBIX YCIIOBHUAX, IIPU HCO6XO,Z[I/IMOCTI/I MMpOAOJDKCHUA IMPpUCMa
JICKApCTBCHHOT'O IIpfliapaTta B aM6y.TIaTOpHBIX YCIOBUAX HNAaHHOMY MMAOUCHTY IO PCIICHHUIO


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1416
https://normativ.kontur.ru/document?moduleid=1&documentid=339251#l1784
https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l3445

PYKOBOJAUTEIS MEIUIIMHCKOW OpraHW3alMyd Ha3HA4aloTcs ¢ opopMIIEHHEM perenta B ¢Gopme
AJIEKTPOHHOTO JOKYMEHTa W (WiaM) Ha OyMaXHOM HocHTele (32 MCKIIOYCHHEM O(OpPMIICHHUS
pELeNTOB Ha JICKAPCTBEHHBIE MpEraparhl, MOJIKAIINe OTIYCKY OECIUIaTHO WM CO CKUAKON)
1100 BBIAAIOTCS (MTALMEHTY WK €T0 3aKOHHOMY TIPEJCTaBUTEII0) OTHOBPEMEHHO C BBINUCKOH 13
ucTopun OOJIE3HU JICKAPCTBEHHBIEC TpenapaTbl, B TOM YWCIIE HAPKOTUYECKUE U TICUXOTPOIHBIC
JIeKapCTBEHHbIE IpenapaTbl, BHeceHHble B cnucku Il u |l mepeuns HapkoTHueckux cpeicTs,
IICUXOTPOIIHBIX BEIIECTB M WX IPEKypCOpOB, NOMIEKAUMX KOHTposro B Poccuiickon
@enepaunn, yreepxaeHHoro IlpaBurensctBom Poccuiickoit ®enepauun <6> (manee -
[lepeuens), CUIBHONEHCTBYIONINE JIEKAPCTBEHHBIE MPENapaThl, HA CPOK MPUEMA MALUEHTOM JI0 5
TTHEH.

<6> [yskr 2 crareu 2 ®DenepanpHoro 3akoHa N 3-d3 (CoOpanme 3aKOHOIATEIIHCTBA
Poccuiickoit eneparuu, 1998, N 2, ct. 219; 2016, N 27, ct. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX MpenapaToB NpU OKA3aHWUM MEIUIMHCKOW MOMOIIH B
CTAIlMOHAPHBIX YCIOBHUSAX MOXKET OCYIIECTBIATHCS TOCPEACTBOM TpPEeOOBAHUN MEAUITUHCKON
OpPraHu3allii, HAMpaBISIEMbIX B AaNTE€YHbIE OPraHU3alUM, SBISIIOIIUECS CTPYKTYPHBIMH
MOJIpa3ACICHUSIMA MEAUIIMHCKON OpraHu3anuu. <7>

<7> IlyHkT 54 ctathu 4 @enepanbHOro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O06 obpammennn
nekapcTBeHHBIX cpencTB" (CobOpanue 3akoHomatenbcTBa Poccuiickoit @enepammu, 2010, N 16,
ct. 1815; 2019, N 31, ct. 4456) (manee - ®enepanbubiii 3akoH N 61-D3).

5. Ha3zHaueHue JIEKapCTBEHHBIX NpPENapaToOB OCYIIECTBISCTCS MEIUIIMHCKAM PaOOTHUKOM TIO
MEXIyHAPOJHOMY HEMATCHTOBAaHHOMY HAMMCHOBAaHHWIO, a TIpU €ro  OTCYTCTBHU -
IPYINITUPOBOYHOMY HIIM XUMUYECKOMY HAMMEHOBaHUIO. B ciydae OTCYTCTBHS MEXIYHAPOTHOTO
HEMaTeHTOBAHHOTO HAWMEHOBAaHUS W TPYIIIMPOBOYHOTO WIIM XUMHYECKOTO HAMMEHOBAHUS
JICKApCTBEHHOTO Tperapara JeKapCTBeHHBIH Mpenapar Ha3HavyaeTcsi MEAUIUMHCKUM PaOOTHUKOM
[0 TOPrOBOMY HAaWMEHOBaHWIO. [Ipy HAJIMYMKM MEIMIIMHCKUX TOKa3aHWW (WHAWBUIyallbHAS
HENEPEHOCUMOCTh, 10 JKM3HCHHBIM IIOKa3aHHWSIM) II0 PEIICHUI0 BpauyeOHOW KOMHUCCHH
MEJUIMHCKOW OpraHu3aiuyi <8> OCYIIECTBISCTCS Ha3HaueHHEe M O]opmilcHHE Ha3HAYCHHS
JICKApCTBEHHBIX  IIPENapaToB, HE BXONANIMX B CTaHAAPTHl MEIUIIMHCKOW TOMOIIH,
pa3paboTaHHbIe B COOTBETCTBUU C NYHKTOM 14 ctarbu 37 DenepanbHoro 3akoHa N 323-D3 <9>,
WIH HE NPEIYyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYECKOW pEeKOMEHIanuei, Jmbo 1o
TOProBbIM HAaMMEHOBaHUsM. PelieHue BpayeOHOW KOMHCCHHM MEIUIIMHCKON OpraHu3aIluu
(bukcupyercs B MEUIIMHCKOM JOKYMEHTAIIMH MMallMeHTa U B )KypHalle BpaueOHOM KOMHUCCHU.

<8> [lIpuka3 MuUHHUCTEPCTBA 3/pPABOOXPAHEHMS U COLMAIBHOIO pa3BUTUs Poccuiickoi
@eneparun ot 5 mMag 2012 r. N 5021 "OO6 yTBep)KIEHHUHU MOPSAJIKA CO3AAHUSA U JESATEIBHOCTH
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BpaueOHON KOMHCCHMM MEIMLIMHCKOW opraHuzanuu” (3apeructpupoBaH MUHHCTEPCTBOM
octuiin - Poccuiickoit ®epepanuu 9 wurons 2012 1., peructpammonnsii N 24516) c
U3MEHEHUSMH, BHECEHHBIMM IpuKa3oM MuHucTepcTBa 3/paBooxpaHeHus Poccuiickoit
@enepaunn ot 2 naekabpst 2013 r. N 886n (3apeructpupoBaH MUHUCTEPCTBOM IOCTHUIIMU
Poccuiickoit ®enepanuu 23 nexadpst 2013 r., peructpannonnsiii N 30714).

<9> CoOpanue 3akoHoaTesnbeTBa Poccmiickoit @enepanmm, 2011, N 48, cT. 6724.

Ecnm npu okazaHMM MAanMEHTy MEIUUUHCKOW IIOMOINM B MEOUIUHCKONW OpraHMu3aluu B
CTAllMOHAPHBIX YCJIOBUSX IO PEIIECHHI0 BpauyeOHON KOMHUCCHM OCYILECTBIISIIOTCS Ha3HAaYCHHE U
IIPUMEHEHHE JIEKapCTBEHHOIO IIpenapara ¢ KOHKPETHBIM TOPrOBBIM HAaWMEHOBAHHMEM, TO IPH
OKa3aHUU JAHHOMY MAal[MEHTy MEIUIMHCKOW MOMOIIM B MHOM MEIUIHMHCKOW OpraHW3allH B
CTallMOHAPHBIX YCIOBUSX, a Takke B aMOYyJaTOPHBIX YCIOBHUSX OCYLIECTBIISIETCS Ha3HAuEeHHE
€My JIEKapCTBEHHOTI'0 IIperapara ¢ TeM K€ TOProBbIM HauMeHoBaHueM <10>.

<10> IIynkr 2 mocranoBieHus [IpaBurenscTBa Poccmiickoit @eneparuu ot 30.06.2020 N 965
"O BHecennu uzMenenuil B [IpaBuiia opMupoBanus nepevHst JEKapCTBEHHBIX CPEACTB, 3aKyIKa
KOTOPBIX OCYIIIECTBIISIETCSI B COOTBETCTBUU C MX TOPrOBHIMU HAMMEHOBAHUSAMU, U O IPUMEHEHUN
JIEKapCTBEHHBIX IMPENapaToB C KOHKPETHBIMH TOProBbIMM HauMeHoBaHHsMH" (CobOpaHue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2020, N 28, ct. 4422).

6. Ha3nauenue JiekapCTBEHHOTO IpernapaTta B peuente Ha OyMaKHOM HOCUTENE WM pelenTe B
(dbopmMe IEKTPOHHOTO AOKYMEHTa OQOpPMIIIETCS Ha UMs MAlMEHTa, Uil KOTOPOTo MpelHa3HayeH
JIEKapCTBEHHBIN Mpenapar.

Penent Ha 6ymaxkHOM HOcuTene, opopMiIeHHBIM Ha penentypHoM Omanke popm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(x1), yTBEep>KJACHHBIX HACTOSAIIUM IPUKA30M, MOXKET OBITh
MOJIy4YCH MAIIMEHTOM, €0 3aKOHHBIM IMPEICTABUTEIEM WU JIUIIOM, UMEIOIIUM O(GOPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKHM 3aKOHOJATENLCTBOM Poccuiickoit deneparyin 10BEpEHHOCTh OT
MaIMeHTa Ha TIPaBO MOJTyYCHHUsI TAKOTO perenTa (fainee - YIOJTHOMOUYEHHOE JIUIIO).

[IpencraBieHre JOBEPEHHOCTH HE TpeOyeTcs B ciydae MOJTY4YEeHUs pellenTa Ha JIEKapCTBEHHBIN
mpemapaTr i HMHKypaOelnbHOro OOJBHOTO Ha 3aBepUIAIONIeM JTale €ro JKU3HU JIUIOM,
OCYILIECTBISIOUINM YXOJ 332 TaKUM MHKypaOelnbHbIM OOJbHBIM. B TakoM ciiyyae MeIUIIMHCKUI
pabOTHUK BBIJACT JIMILY, OCYIIECTBIISIONIEMY YXOJ 33 MHKYpaOelbHBbIM OOJIbHBIM, JOKYMEHT,
MOATBEPKIAIOIIUN HMHKYpaOelbHOE COCTOSIHHE OOJIbHOTO, COJIEpKalllMii CBEJCHUS O JIHIIE,
KOoTOopoe OyneT MmoyydaTh JIEKapCTBEHHbIE MperapaTsl Mo peuenty (haMuiaus, uMs, OTYECTBO
(mocnennee - WpU HaJIWM4YMK), BUA, cepus M (WJIM) HOMEpP JIOKYMEHTA, YAOCTOBEPSIOLIETO
JUYHOCTH), 3aBEPEHHBIN MOJMUCHI0 U TMEYaThIO JAHHOTO MEIUIIMHCKOTO paOOTHUKA, a TaKkKe
MeYaThi0 MEIUIIMHCKON OpraHu3aluu.

Z[OKYMCHT, HOI[TBep)K,I[aI-OIJ_II/Iﬁ I/IHKypa6eJ'H:>HOe COCTOSAHHC 6OJ'IBHOFO, OCTaeTcsa B alTe4yHOH
OopraHu3anuu.

Penenit B (hopme 371€KTPOHHOTO JOKYMEHTa (pOPMUPYETCS C UCHOIb30BAHUEM TOCYAAPCTBEHHOM
nHpOpMAIMOHHOIN cucTeMbl B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit deneparum,
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MEUIIMHCKOW MH(POPMAIIMOHHON CUCTEMBI METUIIMHCKON opranu3anun <11>.

<11> Crareu 91 m 91.1 denepamphoro 3akoHa N 323-®3 (CoOpaHHme 3aKOHOJATEIHCTBA
Poccuiickoit eneparuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

@akT BBIIAYM pELENTa Ha JIEKapCTBEHHBIM IIpenapar 3aKOHHOMY IPEJACTaBUTEII0 WIH
YIOJHOMOYEHHOMY JUIY GUKCUPYETCS B MEIUIIMHCKON TOKYMEHTAIMH MalleHTa.

7. MenuuuHCKUM pabOTHHKAM 3ampeniaeTcsa opopMIIATh PELENThI TP OTCYTCTBUH Y MallMEHTa
MEJUIIMHCKUX IOKa3aHWW; Ha HE3aperMCTPUPOBAHHBIE JIEKAPCTBEHHbIE Mpenaparsl <12>; Ha
JIEKapCTBEHHbIE IIperaparbl, KOTOpPbleé B COOTBETCTBUU C HMHCTPYKLHEH IO MEAULHUHCKOMY
MPUMEHEHHUIO TPEJHa3HAUYEHbl JJIs MPUMEHEHUsS TOJIbKO B MEAWLMHCKUX OpraHMu3alMsX; Ha
HapKOTUYECKHE CpPEICTBA M IICUXOTPOIHBIE BellecTBa, BHeceHHble B cnucok [l Ilepeuns,
3aperucTpUpOBaHHBIE B KayeCTBE JIEKAPCTBEHHBIX IMPENapaTroB, B ILENAX NPUMEHEHUS s
JIeYEeHUs] HApPKOMAHUU.

<12> Pemenue Coera EBpasuiickoii skoHOMHUYeckoi komuccuu oT 3 Hos0psa 2016 r. N 78 "O
[IpaBunax perucTpaliu W SKCHEPTU3bl JIEKAPCTBEHHBIX CPEICTB Uil  MEAULUHCKOTO
npuMeHeHus " (opunmanbHbIN cairt EBpazuiickoro SKOHOMHUYECKOTO CO103a
http://www.eaeunion.org/, 21 Hosiops 2016 r.). Crates 13 ®emepanbHoro 3akoHa N 61-D3
(Cobpanme 3akonomarenbcTBa Poccuiickoit deneparnuu, 2010, N 16, ct. 1815; 2020, N 14, cT.
2028).

WuauBHUayalbHBIM — TIPEIIPUHUMATENSAM, OCYIISCTBIISIIONIMM  MEIMIUHCKYIO JCSTEIbHOCTD,
JOTIOJTHUTEIPHO K TpPeOOBaHMsIM, YyKa3aHHBIM B a03alle IEepBOM HACTOSIIErO IYHKTA,
3ampemaercs 0pOPMIIATh PEIENThl Ha HAPKOTHYECKHE CPEIICTBA M TICHXOTPOITHBIC BEIECTBA,
BHecennble B cnucku 1l wm Il Tlepeuns (mamee - HApKOTHYECKHME U TICHXOTPOITHBIE
nekapcTBeHHbIC npenapathl cruckoB |1 u I Tlepeuns).

8. Ilpy Ha3HAYEHUM HAPKOTHUYECKUX M IMCUXOTPOITHBIX JICKAPCTBEHHBIX NpernaparoB coucka Il
[lepeuns, 3a HUCKIIOUEHHEM JICKAPCTBEHHBIX MPENApaToB B BHJIE TPaHCACPMAaJIbHBIX
TEPaNeBTUYECKUX CUCTEM U JICKQPCTBEHHBIX MPENapaToB, COJCPKANIMX HAPKOTUIECKOE
CPEICTBO B COYETAHMHM C AHTArOHMCTOM OIHOUIHBIX PEIENTOPOB, PEIENThl Ha OyMaKHOM
HocuTene opopmisitores Ha peuentypHom Omanke Gpopmer N 107/y-HIT.

9. Peuentypnsiii 6mank gopmsl N 148-1/y-88 odopmiisercs nmpu Ha3HAUCHUU:

1) HAapKOTUYCCKUX U TCUXOTPOIIHBIX JICKAPCTBCHHBIX IPCIAPATOB CIHMCKA I HepeqH;I B BHIC
TPAHCACPMAJIBHBIX TCPANICBTUUCCKUX CHUCTCM, HAPKOTHYCCKUX JICKAPCTBCHHLBLIX IIPCIIAPATOB
crucka 11 HepeqHﬂ, COACPpKANX HAPKOTUYCCKOC CpCACTBO B COUCTAHHU C AHTArOHHUCTOM
OMUOUIAHBIX PECUCIITOPOB, ICUXOTPOITHBIX JICKAPCTBCHHLIX IMPCIIapaTOB CIIMCKA 111 HepeqH;I;

2) KOM6I/IHI/Ip0BaHHHX JICKAPCTBCHHBIX MPCIIapaToB, COACPKAIINX:
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a) KOJEMH WU €ro coju (B Iepecyere Ha YUCTOE BEHIECTBO) B KojmyecTBe 10 20 Mmr
BKJIIOYMTENbHO (Ha 1 1103y TBepmaoil jekapcTBeHHOW (opmbl) win B KosmuecTBe 70 200 mr
BiimtounTenbHOo (Ha 100 mur mimm 100 1 >Kuaxod JeKapCcTBEHHOM (OpMBI Ui BHYTPEHHETO
IIPUMEHEHUS);

0) mnceBmoddenpuHa TUAPOXIOPUA B KoOJIMYeCTBe, mpembimaromemM 30 mr, u g0 60 mr
BKJTIOYHMTENNBHO (Ha 1 103y TBEpIOi JTEKapCTBEHHOU (DOPMBI);

B) miceBnod(deapuHa THUAPOXJIOPUA B KoJWdyecTBe, mpeBbimaromeM 30 mr, m g0 60 wmr
BKIIIOYMTEIBHO B COYETaHWH C JIEKCTpOMeTOp(haHOM THUAPOOPOMHIOM B  KOJHYECTBE,
npesbimatoniemM 10 mr, u 10 30 Mr BKITtOUnTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHON (HOPMBI);

r) nexkcrpoMmeropdana ruapodpoMu B koauuectse A0 200 mr BrimrountenbHo (Ha 100 mu mwnm
100 r >xunKo# jekapcTBEHHOU (POPMBI 711 BHYTPEHHETO IPUMEHEHMS);

1) adenpuHa TUAPOXIOPU] B KoaudecTse, npesbimarorniemM 100 mr, u 10 300 M BKIIOYUTEIHHO
(1a 100 vt mnm 100 T xKuAKOMN TeKapCTBEHHON (GOPMBI Uil BHYTPEHHEr0 MPUMEHEHNS);

e) sdenpuna TuapoxIopua B KojdudecTBe A0 S50 Mr BKIOUMTENBHO (HAa 1 103y TBEpmoi
JIEKapCTBEHHOU (OPMBI);

*) (QeHunmponaHoJaMUH B KOJIMYECTBE A0 75 Mr BKIOYMTEeNbHO (Ha 1 m03y TBepaoi
nekapctBeHHOW (opmer) wmm g0 300 mr BxmountensHo (Ha 100 M wimm 100 T Kuakoi
JIeKapCTBEHHOU (POPMBI JUIsl BHYTPEHHET0 IPUMEHEHNS);

3) (heHOOGapOUTAT B KOJWYECTBE J0 15 Mr BKIIOUHUTEIHHO B COYETAHHH C KOJACHHOM (WJIH €ro
COJISIMH ) HE3aBUCHMO OT KoJinuecTBa (Ha 1 103y TBEpI0o# JIeKapCTBEHHOHN (HOpPMBI);

n) ¢denobapOutan B kKoauwdecTBEe A0 20 Mr BKIIOYHTEIBHO B COYETaHUHM C dSeapruHOM
TUAPOXJIOPHIOM HE3aBUCHUMO OT KoJindecTBa (Ha 1 103y TBEpOii JIeKapCTBEHHOU (POPMBI);

K) XJIOPUA3eNOKCU/T B KOJMYECTBE, npeBbimatonieM 10 mr, u 10 20 mMr BKIOUHTENbHO (HA 1
7103y TBEPJIOH JICKapCTBEHHOH (OPMBI);

3) JleKapCTBEHHBIX MPENapaToB UHIMBUIYATbHOTO W3TOTOBJICHHUS, COJACPKAIIMX HAPKOTHIECKOE
CPEICTBO WM TcuxoTpomnHoe BemecTBo crnucka Il Ilepeuns, u apyrue dapmakosioruueckue
aKTUBHbIC BEUIECTBA B J103€, HE MPEBBILIAIONICH BBICHIYIO Pa3OBYIO 103y, U MPU YCIOBUHU, YTO
3TOT KOMOMHHUpPOBAaHHBIA JICKAPCTBEHHBIM Mpenapar He SBISETCS HApPKOTUYECKHM MU
MICUXOTPOIHBIM JIEKAPCTBEHHBIM mpenaparom croucka Il [Nepeuns;

4) nekapCTBEHHBIX IPENapaToB, BKIIOUEHHBIX B IEPEUYCHb JIEKAPCTBEHHBIX CPEICTB s
MEJHUIIMHCKOTO TMPUMEHEHHS, TOJUIekKAIINX MPEeIMETHO-KOJINYECTBEHHOMY Yy4eTy (nanee -
JIEKapCTBEHHbIE Tperaparhl, BKIIOUYeHHbIe B iepedeHs [IKY) <13>.

<13> Ioamyskr 5.2.171(1) nmynkTa 5 nocranosieHus [IpaBurensctBa Poccuiickoit denepannn
or 19.06.2012 N 608 "OO0 yrBepxaeHun IlonoxxeHus o MUHHUCTEPCTBE 3paBOOXPAHEHUS
Poccuiickoit denepanun" (nanee - [lonoxxenne o Munucrepcrse) (CobpaHue 3ak0OHOIATENLCTBA
Poccwuiickoit @eneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).
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10. Penentypusiii Omank ¢opmber N 148-1/y-04(;) odopmusercs mnpu Ha3HAYCHUU
JICKApCTBEHHBIX MPEMapaTroB TpakJaHaM, HMEIOIIMM I[paBO Ha OecIlaTHOE TOJIydeHHe
JICKapCTBEHHBIX IPENapaToOB WM MOJTYYEHUE JIEKAPCTBEHHBIX MPETapaToB CO CKHUIKOM.

11. Peuenypusrii 6ank ¢popmst N 107-1/y opopmisiercs npu Ha3HAUCHUH:
1) nexapcTBEHHBIX IIpeNapaToOB, HE YKa3aHHbIX B MMyHKTax 8§, 9 Hacrosuiero [lopska;
2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPETIAPATOB, COIEPIKAIINX:

a) AprotamMMHa TUIPOTAPTPAT B KOJMUYECTBE JO S5 MI BKJIIOYUTENBHO (Ha 1 103y TBepuou
JIEKapCTBEHHOU (OPMBI);

0) adenpuna rugpoxnopua B koiaudectBe n0 100 mr BrmrountensHo (Ha 100 mur wim 100 r
KUJKOU JICKApPCTBEHHOHN (POPMBI TSI BHYTPEHHETO TPHUMCHCHUS );

B) IceBn0od(eipuHa IHAPOXJIOPHUL B KOJIMYECTBE, He npeBbimatonieM 30 mr (Ha 1 103y TBepaoi
JIEKapCTBEHHOU (OPMBI);

r) nceBaoddeapuHa TUAPOXIOPHA B KOJUYECTBE, He mpeBblmaromeM 30 MI, B coueTaHUH C
neKcTpoMeToppaHoM THAPOOPOMHUIOM B KoJimdecTBe, mpeBbimaromem 10 mr, u go 30 mr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHON (POpMBI);

1) nekctpoMeropdana ruapoOpoMu] B KosinyecTBe, mpesbimatomiemM 10 mr, u mo 30 mr
BKJIIOUMTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHON (OpMBI);

e) ¢penobapbuTan B KogudecTBe, npepbimatomeM 20 mr, u 10 50 Mr BKIIOYUTENBHO (Ha 1 103y
TBEPJIOH JIEKAPCTBEHHOU (OPMBI);

k) (denobapoutan B koiaumdectBe a0 20 MI BKIIOUHUTEIHRHO B COYCTAHUH C JPrOTAMHHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJM4ecTBa (Ha 1 103y TBEpOH JIEKapCTBEHHOU (POPMBI);

3) XJIOpANA3eoKCH B KomuecTBe 10 10 Mr BKItOUMTENbHO (Ha 1 103y TBEPOH JIeKapCTBEHHOM
hopmbi).

12. Tlpu Ha3HAYeHUM JEKAPCTBEHHOTO IpernapaTa WHIAMBUAYaJbHOTO M3TOTOBIICHUS B PELENTe
Ha OymMa)kHOM HocuTene W (win) peuente B ¢opMe JIEKTPOHHOTO JIOKyMEHTa HaUMEHOBaHUS
JIEKapCTBEHHBIX CPEJACTB (BEIIECTB), BKIOYEHHbIX B mepedeHb [IKY, ykaspiBaioTcs B Hauaie
pelenTa, 3aTeM - BCE OCTaIbHbIEC UHTPEIUEHTHI.

13. [Ipu Ha3HA4YEHHH JIGKAPCTBEHHOTO MperapaTra B perente Ha OyMa)KHOM HOCHUTENE U (HIIN)
perente B (opMe DIEKTPOHHOTO JOKYMEHTa 3alpeliaeTcs MpeBbIIATh KOJIMYECTBO
HApPKOTHYECKUX CPEICTB MU TCHUXOTPOIHBIX BEIIECTB, KOTOPOE MOKET OBITh BBIMHCAHO B
OJIHOM periente, yctanoBineHHoe nmpuioxkenueM N 1 k Hactosmemy [lopsaky, 3a HCKIIIOUEHUEM
CllydaeB, YKa3aHHBIX B MyHKTax 15 u 24 nacrosmero [lopsaka.

14. Ilpyn Ha3HauyeHUU JIEKAapCTBEHHBIX IIpPENapaToB, BKIOYEHHbIX B nepeueHs [IKY, nosa
KOTOPBIX MPEBBIIIAET BBICIIUI OJTHOKPATHBIN MpHUeM, MEIUIIMHCKUH pabOTHUK 0003HAaYaeT 103y
3TOrO JIEKApCTBEHHOTO IIperapara B pelente Ha OyMaXHOM HOCUTENIe TMPOIHUCHI0 C
IIPOCTABJIEHUEM BOCKJIMIATENIFHOIO 3HAKa U (WJIM) MPOCTaBIsIET BOCKJIMLATENbHBIA 3HAK MPHU
odopmiieHnH perenta B GopMe NMEKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAYCHHBIX JICKAPCTBCHHBIX IPCIAPATOB, BKIIIOYCHHBIX B IMCPCUCHDb HKY,



IIpU OKa3aHMM [AlUUEHTaM, HYXJAOMMUMCS B  JUIMTEIbHOM  JICUEHUHU, [EPBUUYHOMN
MEIMKO-CAaHUTAPHOW MOMOIIN U MAJUTHATUBHOM MEIUIIMHCKON TTOMOIIM MOXKET OBITh YBEITHUEHO
C YUETOM KJIMHMYECKUX PEKOMEHJaluil He OoJyiee 4eM B 2 pas3a IO CPaBHEHUIO C KOJIUYECTBOM
HAapKOTHYECKUX CPEJICTB WJIM IICUXOTPOIHBIX BELIECTB, KOTOPOE MOKET OBITh BBINHCAHO B
OJIHOM pernente, ycraHoBieHHbIM npuiioxkenueM N 1 k Hactosiemy [opsnky.

B cnywasx, npeaycMOTpeHHBIX a03alleM IEpBbIM HACTOSLIEr0 IyHKTa, Ha pelenTtax Ha
OyMa)KHOM HOcHUTeNe npou3BoauTcs Haanuch "[lo crenmanbHOMY Ha3HA4YEHUIO", OTAEIHHO
3aBepeHHas MOANKUCHI0 MEAUIIMHCKOTO pabOTHHKA U M€YaThi0 MEAUIIMHCKON opranu3auuu "Jlns
peuenToB", Ha penentax B (QopMe 3IEKTPOHHOTO TOKyMEHTa Mpou3Boautcs otmerka "Ilo
CHelHalbHOMY Ha3HAUYEHUIO" ¢ MPOCTaBICHUEM YCUJICHHOW KBATU(UIMPOBAHHON AJIEKTPOHHOMN
MOANUCH MEAUIIMHCKOTO pabOTHHKA.

16. CocraB JiekapCTBEHHOTO TIperapara, JeKapcTBeHHas (Gopma u oOpalieHue MeIUITMHCKOTO
paboTHHKa K (apMaleBTHYECKOMY pabOTHHKY 00 OTITyCKE JIEKapCTBEHHOIO IIpernapara Ha
OyMa)KHOM HOCHUTENE 0(DOPMIISIIOTCS Ha TATUHCKOM WJTH PYCCKOM SI3BIKE B POJIUTEIHLHOM TAICKE,
3a UCKIIIOYEHNEM 0(OpPMIIEHHUS PELENITOB B (hopMe AIIEKTPOHHOTO JOKYMEHTA, OCYLIECTBIISIEMOTO
Ha PYCCKOM SI3bIKE.

[Ipn odopmieHun peuenTypHbIX OJIAaHKOB JOIyCKaeTcs UCIHOJIb30BaHHWE COKpAaIleHUH
(mpunoxxenue N 2 k HacTtosmemy [lopsnky).

[Ipyn HazHayeHUM JEKapCTBEHHOTO Npernapara He JAOIMYCKAaeTCs COKpalleHHe HauMEeHOBaHUN
WHTPEIUEHTOB, COCTABIISIOIINX JICKAPCTBEHHBIN Mpenapar, He MO3BOJISIOIIUX YCTAHOBUTD, KAKOM
MMEHHO JIEKAPCTBEHHBIN ITpenapaT Ha3HAuEH.

17. Crnoco® mnpuMEHEHHs JEKapCTBEHHOTO TMpernapata 0003HA4YaeTcs C yKa3aHWEeM IyTH
BBEJICHUS, J03bl, YacTOThl, BPEMEHHM IpHEMa OTHOCUTEIIbHO CHa (YyTpOM, Ha HOYb) M €ro
JUTUTENbHOCTH, a JAJIS JIeKapCTBEHHBIX MPENapaToB, B3aUMOJCHCTBYIOIIUX C MUILEH, - BpEMEHH
UX YIOTpeOIeHUs] OTHOCUTEIBHO MpHeMa MUIIH (10 ebl, BO BpeMs €/Ibl, IOCIIE e1Ibl).

18. IIpr HEOOXOMUMOCTH HEMEIJICHHOTO WJIM CPOYHOro (B TEUEHHE ABYX pabO4MX HEH)
OTITyCKa JICKAPCTBEHHOTO Tpenapara IMalMeHTy B BEPXHEW YacTW penenta Ha OyMaKHOM
HOCHTEJIE MPOCTABIISAIOTCA 00o03HaueHuss "Cit0" (cpouno) wmm "statim" (HeMemIeHHO).
AHanorn4nele 0003HAYEHUS] TPOCTABISIFOTCS B BUIC OTMETOK NpU O(GOPMIICHUU pelenta B
(dbopMe 3IEKTPOHHOTO JJOKYMEHTA.

19. Ilpu odopmieHun Ha3HAYEHHUS TOTOBOTO JIEKAPCTBEHHOTO IIperapara B pelente Ha
OyMa)XHOM HOcUTele WM peuente B (opMe DIEKTPOHHOTO JIOKYMEHTa KOJUYECTBO
JNEUCTBYIONINX BEIIECTB YKA3bIBAETCSI B COOTBETCTBUU C HUHCTPYKIMEH MO METUIIMHCKOMY
MPUMEHEHHIO JIEKAPCTBEHHOTo mpernapara. J[omycTUMO yKa3bIBaTh JI03UPOBKY JEKApPCTBEHHBIX
MpernapaToB CHUCTEMHOTO JACUCTBUA (Ui Pe30pOTHBHOTO MpHEMa) B TBEPIBIX JIEKAPCTBEHHBIX
dbopmax (Harpumep, TaOIETKH, MOPOLIKH, KaICylbl) KaK COJAEpXKaHUE OJHOTO MM HECKOIbKHUX
JEUCTBYIOIIMX BEIIECTB B €AMHHUIIAX Macchl (B TIpamMmax, MWUIMrpammax). Jlomyctumo
yKa3bIBaTh JI03UPOBKY JIEKAPCTBEHHBIX MPEMapaToB CUCTEMHOIo AEHCTBHS (151 pe30pOTUBHOTO
NPUMEHEHMsI) B JKHMJKUX JIEKapCTBEHHBIX (opMax (Hampumep, pacTBOPHI, CYCIEH3MM) Kak
COJIep’KaHNE OJJTHOTO WJIM HECKOJIbKMX JIECHCTBYIOIIMX BEUIECTB B €IMHUIIAX MAcCChl HAa €AMHUILY
o0beMa (Hampumep, MIIIMTPAMM/MUWUIMIUTP) C YKa3aHHEM oOOIero oobema JieKapCTBEHHOM

(bOopMBL



[Tpu odopmiieHrH Ha3HAYEHUS JIGKAPCTBEHHOTO IpenapaTa MHIMBHIYaTbHOTO MU3rOTOBICHUS B
perienite Ha OyMa)KHOM HOCHTEJIE WIN pelente B GopMe MEKTPOHHOTO JOKYMEHTa KOJIMYECTBO
TBEPJBIX U CHITYYHX (hapMaleBTHUECKUX cyOcTaHmii yka3piBaercs B rpammax (0,001; 0,5; 1,0),
KHUJIKUX - B MIJUTIJIATPAX, TpaMMax M Karisix.

20. Penentsl Ha OymMa)kHOM HOcuTelne, B (popMe 3JIEKTPOHHOTO JAOKYMEHTa, 0(pOpMIICHHBIE HA
penentypaoM Onanke Gopmbl N 148-1/y-88 u npenHazHaueHHBIC U OTIYCKA JICKAPCTBEHHBIX
MpenapaTroB, MPEIyCMOTPEHHBIX ToAmyHKTamu 1 - 3 mynkra 9 wnHactosimero [lopsiaka,
JeWCTBUTENBHBI B TeUeHHE 15 mHEl co THS 0opMIICHHS.

21. Peuentbl Ha OyMa)XKHOM HOCHTENE, B (OpME DIIEKTPOHHOTO JOKYMEHTa, 0(OPMIICHHBIE HA
peuentypaoM Omanke ¢opmel N 148-1/y-04(;1) m mnpeaHa3sHAa4YeHHbIE IS OTITyCKa
JIEKapCTBEHHBIX IpEnaparoB TIpaxaaHaM, ykazaHHbIM B nyHkre 10 Hacrosimero Ilopsiaka,
neiictButenbHbl B TedeHue 30 gHEeW co aHA odgopMIIeHHS, 3a HCKIIOYCHHEM CIIyvacB
odopMIIeHHS pelieniTa B COOTBETCTBUH C MyHKTamu 38 u 39 nacrosimiero [lopsiaka, mpu KOTOPBIX
OH JIeficCTBUTEIIEH B TeueHue 15 nuelt co qHs oopmieHus.

22. Peuentel Ha OyMa)XKHOM HOCHTENE, B (OpME DIIEKTPOHHOTO JOKYMEHTa, 0(OPMJICHHBIE HA
peuentypaoM Onanke ¢opmel N 148-1/y-04(;1) w mpeaHa3HA4YeHHBIE IS OTITyCKa
JIEKapCTBEHHBIX IMpenapaToB TpakJaHaM, JOCTUTIIMM I€HCHMOHHOTO BO3pacTa, HWHBAJIWJIAM
MEepPBOM TpYMNIbI, JAETAM-UHBaJIMAAaM, a TaKkKe TIpaxaaHaM, CTPAJalollUM XpPOHUYECKUMH
3a00JIeBaHUSIMU, TPEOYIOIUMHU JUTUTETLHOTO KYpCOBOTO JIEUEHHUS], IeHCTBUTENbHBI B TeueHne 90
IHEeW co AHS odopmileHHUs, 3a HMCKIIOUEHHUEM CJIydyaeB, yKa3aHHbIX B MyHKTax 38 u 39
Hacrosero [lopsiaka, mpu KOTOPBIX OH JEHCTBUTENICH B TeueHue 15 aHei co qHs oopMITeHUsI.

Jlia nedeHus XpOHUYECKHX 3a00JieBaHUN yKa3aHHBIM KaTErOpusM TIpaKIaH JIEKapCTBEHHbBIE
npenaparbl ¢ OoGOpMIICHHEM pEleNnTOB Ha OyMa)XKHOM HOCUTEJIE WM perenToB B (opme
3JIEKTPOHHOTO JOKYMEHTa MOTYT Ha3HA4YaThCsl Ha Kypce JedeHus a0 180 aueit.

23. Peuentel Ha OyMa)XHOM HOCHTENE, B (OpME DIEKTPOHHOTO JOKYMEHTa, 0(OPMIICHHBIE HA
peuentypaoMm Omanke dopmbl N 107-1/y m mpegHazHaueHHBIE IJIs OTITYCKa JICKAPCTBEHHBIX
MpernapaToB, MperycMOTpeHHbIX TyHKTOM 11 Hacrosimero [lopsiaka, nelCTBUTENBHBI B TEUEHUE
60 mHel co mHS 0OPMIICHHS.

[Ipy Ha3HAYCHWU TOTOBBIX JIEKAPCTBEHHBIX NPENapaTOB M JIEKAPCTBEHHBIX IPEIapaToB
WH/IMBUYAIbHOTO M3TOTOBJICHUS TAlMEHTaM C 3a00JICBaHUSMH, TPEOYIOIIMMHU TUTEIHLHOTO
KypCOBOTO JieueHus1, ¢ oopmieHreM Ha peuentypHom Onanke ¢opmbl N 107-1/y peuenrta Ha
OyMa)KHOM HOCHUTEJIE WM B (JOPME DIIEKTPOHHOTO JOKYMEHTA YCTAHABIMBACTCS CPOK JCHCTBHUS
peliernita B mpejeliax 10 0JHOTO To/a.

B cnywyae ycraHoBieHusi cpoka JEHCTBUS pelenTa B Mpefenax J0 OJHOTO Toja B pelente
npousBoauTcss Haanuch: "llo crnenmanbHOMY Ha3HaueHHIO", 0003HAYaeTCsl CPOK JEHCTBUS
pelenTa u NepuoJMYHOCTh OTITYCKa JIEKaPCTBEHHBIX MPENapaToB U3 alTEeUHOM OpraHu3aluy Wil
WHIUBUAYAIbHBIM  TpEANpPUHUMATENIEM, UMEIONINM JIMIEH3WI0 Ha  (hapMaleBTHUECKYIO
JeSITeNbHOCTh <14> (eXeHeNenbHO, €XEMECSUYHO M HHbIE Mepuojbl). [loMoNMHUTENBHO 3TO
yKa3aHUE 3aBepsEeTCs MOJMUCHI0 MEIUIIMHCKOTO pabOTHUKA, a TaKKe MeYaTbio MEAMIIMHCKON
opranm3anuu  "Jlns perentoB" (s pelenta Ha OyMa)KHOM HOCHUTEJE) WM YCHIIGHHOM
KBATU(UIIUPOBAHHON  DIEKTPOHHON  MOAMHMCHIO  METUIIMHCKOTO paboTHUKAa U JHIIA,
YIIOJTHOMOYEHHOTO 3aBEPSTh JOKYMEHTHI OT UMEHH MEIUIIMHCKON opraHu3anuu (As perenTa B
(hopMe INEKTPOHHOTO JOKYMEHTA).



<14> Iynkr 47 yvactu 1 crateu 12 ®enepanbHoro 3akoHa ot 4 mas 2011 r. N 99-@3 "O
JUIIEH3UPOBAHUHU OT/ACIBHBIX BUAOB AesTenbHOCTH" (manmee - Penepanbubiil 3akoH N 99-D3)
(Cobpanue 3axoHomatenbcTBa Poccmiickoit @enepammu, 2011, N 19, ct. 2716; 2021, N 27, cT.
5177).

24. PeuenTsl Ha JE€KapCTBEHHbIE INpenapathl, BKIIOUYeHHbIe B nepedueHb [IKY, miga nedenus
MAIMEHTOB ¢ XPOHUYECKUMH 3a00JIEBAaHUSMHU MOTYT O(POPMIISITHCA Ha Kypc JieueHus 10 60 aHei.

B cnywae, korga kypc neuenus coctaBisier Oojiee 30 mHEH, MOMOJHHUTENBHO B pEIENTax Ha
OyMa)XHOM HocuTese npousBoauTcs Haanuch "Ilo crnenmanbHOMY HazHAuyeHHIO", 3aBepeHHas
MOJIMTUCHI0O METUIIMHCKOTO PA0OTHHUKA M TEYAThI0O MEIUIIMHCKOM opranu3anuu "Jljis perentos",
Ha peuenrtax B (GopMme 3IEKTPOHHOIO JOKyMEHTa mpous3BoauTcs orMerka "llo cnenuanbHOMY
Ha3HAYEHUIO" C TMPOCTABICHUEM YCUJICHHOW KBaTM(PUIMPOBAHHON 3JIEKTPOHHOW MOANHCU
MEJUIMHCKOTO pabOTHUKA M JIMIA, YHOJHOMOYEHHOIO 3aBEpSATh JIOKYMEHThI OT HWMEHU
MEIHUIIMHCKON OpraHu3alnH.

25. Peuent Ha Oyma)kHOM Hocutesne B (GopMe 3JIEKTPOHHOTO JTOKYMEHTa, O(OpMIIEHHBIH C
HapylIeHHMEeM  yCTaHOBJEHHbIX  HacrosumMm  [lopsinkom — TpeGoBaHuM, — cUHMTaeTcs
HEJICHCTBUTEIIbHBIM.

I1. HaznavyeHue ieKapCTBEHHBIX NPeNapaToB NPU 0KA3aHUM
MeIUIIMHCKOH MOMOIIM B CTAIIMOHAPHBIX YCJIOBHAX

26. IIpn okazaHWW MALMEHTY MEIUIIMHCKON MOMOINM B CTAallMOHAPHBIX YCIOBUSIX HA3HAYCHHE
JIEKapCTBEHHBIX IMpernapaToB MPOU3BOAUTCS 0e3 odopmiieHuss penenta MEAULIHUHCKUM
pabOTHUKOM E€IUHOJUYHO, 32 WCKIIOYCHHEM CJIy4aeB, YKa3aHHBIX B IYHKTE 27 HACTOSILIEro
[Topsnka.

27. CorilacoBaHue Ha3HAYCHHUS JICKAPCTBCHHBIX IIpC€IIapaToB € 3aBCAYIOIIHUM OTACICHHUEM WA
OTBCTCTBCHHBIM JCKYPHBIM BpadOM 0o ApyruM JMLOOM, YIIOJHOMOUYCHHBIM IIPHUKa30M
TJIaBHOI'O Bpayda MCHHHHHCKOﬁ opraHusalny, a TakKXKe, IIpu HaJIMYKWH, C BpadyOM - KIMHHYCCKHUM
q)apMaKOJ'IOFOM H606XOI[I/IMO B CJlIydasax:

1) OJHOBPCMCHHOI'O HA3HAYCHUS IIITU U boiee JICKAPCTBCHHBIX MPEIIapaTOB OAHOMY MAIIUCHTY,

2) Ha3HA4YCHUS JICKAPCTBCHHLIX IIPCIIAPATOB, HC BXOAIIHNX B IICPCUYCHDL ) KU3HCHHO H606XO,I[I/IMBIX
U BaXKHEHUIIHNX JICKAPCTBCHHLIX IIPCIIapaToOB <15>, Ipyu HCTUIIMYHOM TCUYCHHUH 3360HeBaHI/I$I,
HAJIMYUKA OCJIOKHEHHH OCHOBHOI'O 3a00J€BaHUS U (I/IJ'II/I) COIIYTCTBYROIIIUX 3360J’IeBaHHfI, IIpu
Ha3HAYCHUU JICKAPCTBCHHBIX IIPE€IapaTos, 0COOCHHOCTH B3aMMOJEHUCTBUS M COBMECTHUMOCTH
KOTOPBIX COIJIACHO MHCTPYKIHAM 110 UX IMPUMCHCHHUIO IMIPUBOJAT K CHUKCHHUTIO 3(1)(1)CKTI/IBHOCTI/I )51
0€30IMacHOCTH Cl)apMaKOTepaHI/II/I )51 (I/IJ'II/I) CO3Mar0T MOTCHUHUAJIBHYIO OIIACHOCTH IUIA KU3HHU U
3J0POBbA MAllUCHTA.


https://normativ.kontur.ru/document?moduleid=1&documentid=396399#l56

<15> Yactu 1 crateu 60 DepepanbHoro 3akoHa N 61-d3 (CoOpanue 3aKOHOMATEIHCTBA
Poccuiickoit @eneparuu, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B yka3zaHHBIX ciydasx Ha3HA4YCHHE JICKAPCTBEHHBIX MPEmapaToB GUKCUPYETCS B MEIUIIMHCKON
JOKYMEHTAIlMU TaleHTa W 3aBEpseTCs MOJIMUCHI0 MEIUIIMHCKOTO PaOOTHUKA W 3aBEYIOIIETO
OT/ielIeHHEM (OTBETCTBEHHOIO JIE)KYPHOI'O Bpaya WIH JPYTOro yIOJHOMOUYEHHOTO JIUIA).

28. MenuuuHCKui pabOTHUK MEIUIIMHCKOM OpraHu3aluu (€€ CTPYKTYpHOI'O HOJpa3zieiieHus),
pAacIoyIOKEHHON B CEIBCKOM HACEJIEHHOM ITyHKTE, OCYLIECTBIISICT Ha3HAUYEHHUE JIEKAPCTBEHHBIX
MIpernapaToB B clydasX, yKa3aHHBIX B IyHKTax 27 u 29 Hactosuero [lopsaka, e1MHOINYHO.

29. To pemreHuo BpauyeOHONW KOMUCCUU MAIIMEHTaM MPU OKa3aHUW UM MEIUITMHCKON MTOMOIIIH B
CTalMOHAPHBIX YCJIOBHUSX HA3HAYAKOTCS JICKAPCTBEHHBIE TMpenaparbl, HE BKJIIOUYECHHBIE B
MepevYeHb >KM3HEHHO HEOOXOIMMBIX M BaXKHEHINNX JICKAPCTBEHHBIX IMPENapaTroB, B Clydae UX
3aMEHbI W3-32 HHAUBUIYAIbHON HEIEPEHOCUMOCTH, 1O )KM3HEHHBIM OKA3aHUSIM.

Pemenune BpaueOHON Komuccuu (GUKCHUpYETCS B MEAMIIMHCKOW JIOKyMEHTAllMU TMalleHTa U
XKypHaJie BpaueOHOM KOMUCCHUHU.

30. B cayvasx obcnenoBaHUsS U JIEUEHUS TpaXJAaHWHA B CTAllMOHAPHBIX YCIOBHUSX B paMKax
MPEIOCTABJICHNUS MEAMIMHCKUX YCIYI Ha BO3ME3JIHOM OCHOBE 3a CYET JIMYHBIX CpE/ICTB
rpaXkJaH, CPeACTB IOPUANYECKUX JIUIl U MHBIX CPEJCTB HAa OCHOBAHMM JIOTOBOpA, B TOM UHCIIE
JIOTOBOpa J0OPOBOJIBHOTO MEAMIIMHCKOIO cTpaxoBaHusi <16>, eMy MOTYT ObITh Ha3Ha4yeHbI
JIEKapCTBEHHBIE MIPENapaThl, HE BXOASIIME B EPEUCHb KU3HEHHO HEOOXOAUMBIX U Ba)KHEHIIMX
JIEKapCTBEHHBIX MPENapaToB, €CIU UX Ha3HAYEHUE U IPUMEHEHHE 00yCIOBICHO MEIUIUHCKUMHU
MOKa3aHMSIMHU.

<16> TlocranoBnenue IlpaButennpctBa Poccuiickoit ®deneparnuu ot 4 okxTsabps 2012 r. N 1006
"O6 yrBepxkaeHun IlpaBun mnpenocTaBieHHUs MEIUIIMHCKUMHU OpraHU3alUsIMHU  IIATHBIX
MenuuuHckux ycayr" (CoOpanme 3akoHomaTenbcTBa Poccuiickoit denepanuu, 2012, N 41, cr.
5628).

1. HazHaueHue JieKapCTBEHHBIX NPENAPaTOB NPH OKA3aHNH
MEePBUYHOM MEJUKO-CAHUTAPHON MOMOLIH, CKOPOH MeIUILMHCKOMI
MOMOIIM U NAJNJIMATUBHON MeIUIMHCKON TOMOIIHU

31. Ilpn oka3aHWUM NEPBUYHOM MEIUKO-CAHUTAPHOW MOMOINM W IMAJUTMATUBHON METUITMHCKON
MOMOIIY B aMOYJIaTOPHBIX YCIOBHUSIX Ha3HAUEHUE JIEKAPCTBEHHBIX MPEMapaTOB OCYIIECTBISETCS
MEJHUIIMHCKUM PaOOTHUKOM B CIy4asiX TUIUYHOTO TEUEHUS 3a00JIeBaHUS MAallMEHTa UCXOMAS 3
TSOKECTH U XapakTepa 3a00JIeBaHHUS.

32. Ha3znauenue JICKAPCTBCHHBIX IMPCIIAPATOB IO PCUICHUTIO Bpa‘le6H0ﬁ KOMUCCHU TIPpHU OKa3aHHUU
HepBHqHOﬁ MeﬂHKo-caHHTapHOﬁ IIOMOIITH, MaJUIMaTABHOM  MEIWIIMHCKOM IIOMOINM B
aM6yJ'IaT0pHI>IX YCIOBHUAX NPOU3BOAUTCS B ClIydasaX:


https://normativ.kontur.ru/document?moduleid=1&documentid=395983#l2960
https://normativ.kontur.ru/document?moduleid=1&documentid=204609#l0

1) o1HOBpEMEHHOTO HAa3HAYECHHUsI OJJTHOMY MAllMEHTY MATH U 00Jiee JeKapCTBEHHBIX MpenapaToB B
TEYEHUE OJHUX CYTOK MJIM CBBILIE 1€CATH HAMMEHOBAHUN B TEYCHUE TPUILIATU JHEM;

2) Ha3HAYEHUS JIGKAPCTBEHHBIX IMPENapaToB MPU HETUIIMYHOM TEUCHUHU 3a00JICBAHUS, HATMYUH
OCJIO’)KHEHUN OCHOBHOT'O 3a00jI€BaHus U (MJIM) CONYTCTBYIOIIUX 3a00JIEBAHUMN, IPU Ha3HAUECHUU
JIEKapCTBEHHBIX IpPENapaToB, OCOOEHHOCTH B3aUMOJCHCTBUS M COBMECTUMOCTH KOTOPBIX
COIJIaCHO HMHCTPYKOHAM 10 HUX IIPHUMCHCHUIO IPHUBOAAT K CHHXCHUIO 3(1)(1)CKTI/IBHOCTI/I n
0€30IaCHOCTH JICYCHHUS MalUeHTa U (WIM) CO3AAI0T MOTCHIMAIBHYIO OMACHOCTh VIS JKU3HU U
3/10pOBbsI MALIUEHTA,

3) NEepBUYHOTO HA3HAYEHHUS MAalMEHTY HApPKOTUYECKHMX U ICUXOTPOIHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB Il u Ill Tlepeuns (B ciaydae NMpUHATHS PYKOBOJIUTENEM MEAMIIMHCKON
OpraHM3aliy pelIeHuss 0 HEeOOXOAMMOCTH COIJIACOBaHMS HA3HAYEHMS] TAKUX JIEKapCTBEHHBIX
MIpernapaToB ¢ BpaueOHOM KoMuccueil).

33. IloBTOpHOE Ha3HAYEHHE HAPKOTHYECKMX M IICUXOTPOMHBIX JIEKApPCTBEHHBIX IMpPENaparoB
cnuckoB |l u Il Ilepeuns mpou3BOAMTCS METUIIMHCKUM pPAOOTHHKOM CaMOCTOSITENIBHO WIIU
€IMHONNYHO Oe3 ydyacTHsi BpaueOHOW KOMHUCCHUHM TAaleHTaM C BBIPAKEHHBIM OO0JIEBBIM
CHUH/IPOMOM JIFO0OTO TeHe3a, HApyIIeHHEM CHa, CYJOPOKHBIMH COCTOSHUSIMH, TPEBOXKHBIMH
paccrpoiictBamu, HoOHSIMH, ICUXOMOTOPHBIM BO30YKIEHUEM.

34. Ilpu oka3aHMM CKOPOW MEIMIIMHCKOM IMOMOINM JIEKAPCTBEHHBIE Ipenaparbl HA3HAYAKOTCS
MEJUIIMHCKUM paOOTHUKOM BBIE3THOM Opuraspl CKOpOW MOMOINM, MEIUIUHCKAM pabOTHUKOM
MEIMIVMHCKOM OpraHM3allid TIPU OKAa3aHMM MEIULIMHCKOW IIOMOIIM TpaKJaHaMm IIpU
3a00JI€BaHMSX, HECUACTHBIX ClIydassX, TpaBMaX, OTPABICHUSIX M JPYrUX COCTOSIHHUSAX,
TpeOYIOLINX CPOUHOTO MEAULIMHCKOTO BMEIIATEIILCTBA.

V. Hazna4veHue JieKkapCcTBEHHBIX MPENapaToB rPaskIaHaMm,
HMCHIIINM l'lpaBO Ha 6ECHJIaTHOC HO.]'Iy‘{eHI/Ie HEKapCTBEHHbIX
NPenapaToB WM MOJy4YeHHe JIEKAPCTBEHHBIX NMPENnapaToB CoO

CKU/KOH, P OKA3AHUM NEPBUYHOU MEJUKO-CAHMTAPHOU MOMOLIH
35. Ilpu okazaHuM NEPBUYHOM MEIUKO-CAHUTAPHOW TMOMOIIM HAa3HAYEHUE METULIMHCKUM
pabOTHMKOM Ha OCHOBE KIMHHYECKHX PEKOMEHIAIMA M C YYETOM CTaHAApTOB MEIMIIMHCKON
momMomu <I7> JIeKapCTBEHHBIX IpenapaToB, OTIYCKaeMbIX OCCIUIATHO WJHM CO CKHJIKOM,
rpakJiaHaM, KMEIOITUM MPaBO Ha 0OecIeueHre JIGKapCTBEHHBIMH IIperapaTaMy 3a CUET CPEJICTB

OIO/KETHBIX aCCUTHOBaHUI QenepalbHOTO OrOMKeTa W OI0/DKETOB CyObekToB Poccuiickoit
Oenepanuu, ocyliecTBiseTcs Ha penentypHoM onanke N 148-1/y-04(x).

<17> Cratbs 37 PenepanbHoro 3akoHa N 323-03 (Cobpanue 3akoHOgarenbeTBa Poccuiickoit
@enepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

IIpu odopmnenun penenta Ha Omanke Qopmbr N 148-1/y-04(;1) Ha OymMakHOM HOCHTENE
o(OPMIISIFOTCS B DK3EMILISPA, OAMH M3 KOTOPHIX OCTAETCS B alTEUHOM OpraHM3aluy, BTOPOH -
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B MCHHHHHCKOfI JOKYMCHTAIUU TTallUCHTA.

36. IIpaBo Ha3HAuUaTh JIEKApPCTBEHHBIC IIPeNapaThl rPak/iaHaM, UMEIOLIMM MPaBO Ha OecIuIaTHOE
MOJIyYUCHHUE JIEKAPCTBEHHBIX MPENapaToB WIM NOJIYYEHHUE JIEKAPCTBEHHBIX IPENaparoB €O
CKHUJIKOM, TaK)Ke UMCIOT:

1) MmequuHCKHE paOOTHUKH, pabOTAIONINE B MEAUIIMHCKON OpPraHu3aIii M0 COBMECTUTEIHCTBY
(B mpezaenax cBOEH KOMIIETEHIINN);

2) MEeOUIMHCKUE paOOTHUKU CTALlMOHAPHBIX OpPraHM3alMil COLMAIBHOTO OOCIYXUBaHUS IpU
HaJIMYUM  JIMIEH3UMM  Ha  OCYIIECTBIEHUE  MEIUMLUHCKOM  jaedreiabHocTH — <18>,
MpeAyCMaTPUBAIOIICH BBIMIOJHEHHE pPAOOT (OKa3aHWE YCAyr) MO0 OKa3aHWIO TMEPBUYHON
MEJMKO-CAaHUTAPHOM MOMOLIM B aMOyJaTOPHBIX YCIOBHUSX (HE3aBUCUMO OT BEIOMCTBEHHOM
MPUHAJIEKHOCTH );

<18> Ilynkr 46 wuactu 1 crarem 12 ®DepepanbHoro 3akona N 99-d3 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MemunuHCKME pPAOOTHUKM MEAMIMHCKMX OpraHW3aliii, OKAa3bIBAIOIIUX MEPBUYHYIO
MCIUKO-CAHUTAPHYIO ITOMOIIlb, IOABCAOMCTBCHHBIX (bejlepaHBHBIM opraHam HUCHOJIHUTEILHOU
BJIACTH WJIM OpraHaM MCIOJIHUTEILHOM BiIacTH cyObekTOB Poccuiickoii denepanmm;

4) WHIUBUAYAIbHBIC TPEANPUHUMATENH, OCYIISCTBISIONINE MEIUIMHCKYIO ACSITEIbHOCTh U
BKJIFOYCHHBIC B PEECTpP MEIUIIMHCKUX OpraHW3alliid, OCYIIECTBISIONINX NEATeILHOCTh B cepe
00513aTeILHOTO MEUITMHCKOTO CTPaXOBaHMUS.

37. llpu Ha3HAYCHHUH JICKAPCTBEHHBIX MPEMapaToB TpaKJaHaM, HMEIOIINM ITPaBo Ha OecIiaTHOe
MOJIyYeHUE JICKApCTBEHHBIX IpPENapaToB WM IMOJy4YeHUE JIeKapCTBEHHBIX IpEnapaTroB CO
CKUJKOHM, B peLeNnTe YyKa3blBaeTca HOMep TenedoHa, MO KOTOPOMY pabOTHUK anTedHON
OpraHu3aliy MpH HEOOXOAMMOCTH MOXKET COrjacoBaTh ¢ MEAULMUHCKUM PaOOTHHUKOM 3aMEHY
JIEKapCTBEHHOI'O Mpernapara.

38. HasHaueHume HapKOTHYECKMX M TICHMXOTPOIHBIX JIGKAPCTBEHHBIX IpernaparoB coucka Il
[lepeuns (3a WCKIIOYCHHEM JICKQPCTBEHHBIX IPEMapaToB B BHIE TpPaHCACPMAaJIbHBIX
TEPANeBTUYECKUX CUCTEM, a TaKXKE JICKAPCTBEHHBIX MPEMapaToB, COJEPKANUX HAPKOTHUIECKOE
CpPE/CTBO B COYETAHUH C AHTArOHHCTOM OTIHOUIHBIX PEIENTOPOB) TPaXKaaHaM, HMEIOIINM IIPaBO
Ha OeCIUIaTHOE TIOJYYEHHUE JICKAPCTBEHHBIX IMPEMapaToB WU TOJIYYEHHs JICKApCTBEHHBIX
MperapaToB CO CKHJKOHM, OCyIIeCTBIsIeTCss Ha penentypHoM Onanke ¢opmbr N 107/y-HII,
KOTOPOMY JIOTIOJTHHTEJIEHO OQopMisieTcss peuent Ha peuentypHoMm Onanke ¢opmber N
148-1/y-04(11) (B ABYX dK3eMIuIsipax npu oGopMIeHHH Ha OyMaXXHOM HOCHUTETE).

39. HasznauecHue HApKOTUYCCKHUX U TICUXOTPOIIHBIX JICKAPCTBCHHBIX IIPCIApaTOB CIHCKA I
HCPGIIHH B BUAC TPAHCACPMAJIBHBIX TCPAIICBTHUYCCKHUX CUCTEM, HAPKOTUYCCKUX JICKAPCTBECHHBIX
npenapaTrtoB CIIMCKA 11 Hepe‘leI, COJACPpKAINX HAPKOTHUYCCKOEC CpCACTBO B COUCTAHUU C
AHTAarOHUCTOM OIMMOUIHBIX PCUCTITOPOB, ICUXOTPOITHBIX JICKAPCTBCHHLIX NIPCIIAPATOB CIIMCKA 11
HepeqHﬂ, JICKApPCTBCHHBIX IMPCIIapaTOB, BKIKOYCHHBLIX B IICPCUYCHDb HKy, COACPpIKAIIUXCA B
IOAITYHKTC 2 ITYHKTa 11 HaCTOAIICTO Hopﬂzuca, NpCeAHAa3HAYCHHBIC [UIA JICUCHUS TpaKJaaH,
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MMEIOIKX MpPaBO Ha OECIUIaTHOE TMOJyYeHHE JIEKAPCTBEHHBIX INpEnapaToB WM IOJyYeHHE
JICKApCTBEHHBIX IMPENapaToB CO CKUIKOW, OCYIIECTBIISICTCS HA pelenTypHbIX OnaHkax gopm N
107-1/y u N 148-1/y-88, K KOTOPBIM JOMOJHUTENHHO O(QOPMIISETCA PEUENT Ha PElenTypHOM
omanke Qopmbr N 148-1/y-04(;1) (B mByX H»K3eMIusipax npu OQGOPMIIEHUH Ha OyMaKHOM

HOCHUTETIE).

Ipunoowcenue N 1

K Ilopaoky nasnauenus

JIeKApCmeEeHHRblx npenapamoe,

VIMBEPHCOeHHOMY NPUKAZOM

Munucmepcmea 30pasooxpanenus

Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n

KO/INMYECTBO HAPKOTHYECKUX CPEACTB UJIN
IHCUXOTPOIIHbBIX BEIIECTB, KOTOPOE MOXKET
BbITH BBIIIMCAHO B O/IHOM PELEIITE

N n/m| MexayHapoqHOE HETATCHTOBAHHOE ®opma BBIITYCKa U KosnnuectBo
HauMEHOBaHUE HAPKOTHUECKOTO U JO3UPOBKa
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npernapara

1. bynpenopdun + Hanokcon TabieTku 60 TabeToK
cyonmunrBanbeheie 0,2 |(ymakoBka, kpatHas N
mr + 0,2 Mr 20)

2. bynpenopdun PactBop s 30 amrryn
nHBbeKIui, 0,3 Mr/mi 1 |(ImpuI-TioOUKOB)
MUT

3. bynpenopdun TpaHcaepManbHbBIN
[J1aCTHIPb
35 Mkr/4gac 20 macTeIpeit
52,5 Mkr/4ac 10 minacteipeit
70 MKr/4yac S IUIaCThIpEH

4. Mopdun PactBop 114 20 ammyn
MHBEKLIUH, pacTBOp  [(LIIPUI-TIOOUKOB)
VIS T10IKOKHOTO
BBeaeHus 10 mr/mi 1
MUT




0. Kozneun + Mop¢un + Hockanun + PactBop 114 20 ammyn
[TanaBepun + Tebann [IOJKO>XHOT'O BBEICHUSA
0,72 +575+ 2,7+
0,36 + 0,05 mr/mut 1 M
1,44+115+54+
0,72 + 0,1 mr/mi 1 M
6. Tpumenepuaux TabneTku 25 mr 50 TabneTok
7. Tpumenepuanx PactBop U1t uHBEKLNI 20 ammyin
10 mr/mit 1 Mo (IWIpuL-TIOOUKOB)
20 mr/ma 1 M
8. Mopdun Ta6nerku (karcynel) 180 TabmeTok
MPOJIOHTUPOBAHHOTO  [(KaricyI)
nencTBUS 60 TabyeToK (Karcymn)
10 mr 40 TabneTox (Karcyn)
30 mr 20 TabneTok (Kamcymn)
60 mMr 20 TabneTok (Kamcyn)
100 mr
200 mr
0. Mopdun TabmeTku
5 Mmr 100 Tabnerok
10 mr 100 Tabnerok
10. Mopdun Kammm mis mpuema 4 drakoHa
BHYTpb 20 mr/mia 20 mu
11. Mopdun PactBop 1 mpuema
BHYTPb (MOHOIO3BI)
2 Mr/MIT 5 Mt 100 ammyn i/
6 Mr/mI1 5 Mt 80 ammyn /3
20 Mr/mi 5 mi 30 amrryi /3
12. OxcukonoH + Hamokcon TaOmeTkn
[TPOJIOHTUPOBAHHOTO
nercTBUA
S Mr+ 2,5 Mr 100 TabneTok
10 mr + 5 mr 60 TabneTok
20 mr + 10 mMr 40 TabneTox
40 mr + 20 mr 20 TabneTox
13. [IponmonmidermmTokcudITUANUIepuauH T adneTku 3amednbie (SO TabaeTox
20 mMr
14, DeHTaHnI [[nacTeipb
12,5 mkr/gac 20 macTeIpeit
25 MKr/yac 20 ruacteipeit
50 MKr/4yac 10 nmacteipeit
75 MKr/4yac 10 nmacteipeit
100 mkr/gac 10 nacteipeit
15. DeHTaHuI Cripeil Ha3aJIbHbIN

Dnakon 50 MKr/mo3a

2,0 M1 (10 103)

24 ¢pnakoHa




3,2 mut (20 103)
5,0 mut (40 103)
@dmakon 100 Mkr/mo3a
2,0 mi1 (10 103)
3,2 M (20 mo3)
5,0 M (40 mo3)
@drakon 200 MKT/m03a
2,0 mi1 (10 103)
3,2 M (20 mo3)
5,0 M (40 mo3)

12 ¢nakoHOB
6 pmakoHOB

12 ¢pnakoHoB
6 ¢1akoHOB
3 ¢uakona

12 ¢pnakoHoB
6 ¢1akoHOB
3 ¢uakona

Ipunoxcenue N 2

K Ilopaoky nasnauenus

JIeKaApCmeEeHrblx npenapamoe,

VIMBEepHCOeHHOMY NPUKAZOM

Munucmepcmea 30pasooxpanenusi

Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n

Cnpagouno

PEKOMEH/JOBAHHBIE K HCITIOJIb3OBAHHUIO
COKPALIEHUA ITPU O®OPMJIEHUU PELIEIITOB

N | Coxpamenue [TonHoe HanucaHue ITepeBon
/i
1. J|aa ana [0, TOPOBHY
2. |ac., acid. acidum KHCIIOTA
3. |aer. aerozolum A3P030J1b
4. lamp. ampulla amIrysa
5. [ag. agua BOJ1a
6. [ag. purif. aqua purificata BOJ/Ia OYHILCHHAS
7. |but. butyrum Macito (TBepoe)
8.  [caps. capsula Karcya
9. |comp., cps compositus (a, um) CJIOKHBIH
10. D. Da (Detur, Dentur) Brinait ([Tycts BeImano, [ycts
OyIeT BBIJAHO)
11. |D.S. Da, Signa Detur, Signetur Brimaii, 0603Haub [lycts Oyner




BbI1aHo, O003HAYCHO

12. |D.t.d. Da (Dentur) tales doses Brimaii (ITycts OyayT BbIIAaHBI)
TaKue J103bI

13. (dil. dilutus A3BEJICHHBIN

14. |Div. inp. aeq. [Divide in partes aequales Pa3nienn Ha paBHBIC YaCTH

15. |emuls. emulsio PMYIIbCHUS

16. [extr. extractum DKCTPAKT, BBITSHKKA

17. [in enem. in enemas B MUKPOKJIH3MaxX

18. |F. Fiat (fiant) [Tycts 0Opasyercs (0Opa3yroTcsi)

19. [gran. granulum rpaHyIbl

20. |ot., ott gutta, guttae KaruIsl, Karuim

21. |gtt. peror. guttae peroralis Karumd TSl IpueéMa BHYTPb

22. |inf. infusum HacTo!

23. |in amp. in ampullis B aMITyJIax

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

25. |in tab. prolong. (in tab(u)lettis prolongatis B Ta0JI€TKaX C MPOJIOHTUPOBAHHBIM
BBEICBOOOKIEHHEM

26. |in tab. prolong, (in tab(u)lettis prolongatis obductis [ TabmeTkax ¢ MPOJOHTMPOBAHHBIM

obd. BHICBOOOIKICHHEM, TOKPBITHIX

000J104KOM

27. [in tubul. in tubulis B TIOOMKaX

28. |lin. linimentum STMHUMEHT

29. [lig. liquor OKHJIKOCTh

30. |lot. lotion JTOChOH

31. |m. pil. massa pilularum UTIOIbHAS Macca

32. |membr. bucc. |membranulae buccales IUICHKYU 3al[CYHbIC

33. M. Misce, Misceatur Cmenrait
(ITyctp Oymer cMemiano)

34.  |mixt. mixtura MUKCTYpa

35. |N. numero YUCIIOM

36. [ol. oleum Maciio (KHIKOE)

37. [past. pasta macra

38. |pil. pilula, pilulae [IAUTEOJIS, TTHJTEOJTA

39. [p. aeq. partes aequales [PaBHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaKIEHHBII

41.  |pulv. pulvis [IOPOIIOK

42. 1g.s. gquantum satis CKOJIBKO MOTPeOyeTCsl, CKOJIBKO
HAaJI0

43. Ir., rad. radix KOpPEHb

44.  |Rp. Recipe Bo3bMu

45. |Rep. Repete, Repetatur [ToBTopu (Ilycth Oyner
[TOBTOPEHO)

46. |rhiz. rhizoma KOPHEBUIIIE

47. |S. Signa, Signetur 0603Hausb (IlycTs Oyzner




0003HA4YEHO)
48. |sem. semen ceMst
49.  [simpl. simplex POCTOM
50. [sir. Sirupus cHpOTI
51. sol. solutio acTBOP
52. [spr. Spray cripeit
53. [spr. nas. spray nasale CIIpell Ha3aJIbHbIN
54. supp. suppositorium CBEYa, CYMIO3UTOPUI
55.  [susp. suspensio CYCIICH3HSI, B3BECh
56. [tab. tab(u)letta rabaeTKa
57. [t-ra, tinct. tinctura HacTolKa
58. [tubulis tubulis TIOOMKH
59. [STT Systema Therapeutica TpancnepManbHas
Transcutanea TepaneBtruueckas Cucrema
60. |ung. unguentum Ma3b
61. |vitr. vitrurn CKIISTHKA

Ipunoxcenue N 2
K npuxa3zy Munucmepcmea 30pagooxpanenus
Poccuiickoti @edepayuu

om 24 noaops 2021 . N 1094n

®OPMA PELEINTYPHOI'O BJIAHKA N 107-1/V¥

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Koo dopwmer nmo OKY[I

Poccumnickon denmepaumnm
10

Kon yupexnmeHusa no OK

MemnmMumHCKad OOKYMEeHTAaluA
HamMmeHoBaHMe (wmTaMil) dopma N 107-1/y
MEeOMLMHCKOM OpraHM3almun YTBepXIeHa MNPUKA30M

MuHMCTepCcTBa 3OpaBoOOXpaHe
HUA



Poccurickom denmepaumnu

or 24 HOa6psa 2021 r. N 10
94u

PEIEIT

(B3pOCIE, IOEeTCKMM — HYXHOE NOOUEPKHYTH)

" " 20_ .

daMmaIMsa, MHMLMAJE MMEHM M OTUecTBa ([IocjielHee — IIPU HaJIUYUMU)

IIaumMeHTa

JaTa poxXOoeHud

daMUIInSa, MHMLUMAJE MMEHM M OTUeCTBa (mocnenunee - npn HaJIU4UM)

Jedamero Bpada (despnuepa, akKyllepkKu)

Rp.



pyo. |komo. |Rp.
[loopnuce
1 IeyaThb Jiedalero Bpauda M.II.

(noonucek ¢espruepa, akKyllepKu)

PeuenT peMcrBuUTEeJIeH B TeueHme 60 pgHem, mo 1 roma (

)

(HyXHOE MNONUEPKHYTH) (yxkazarb

KOJIMYeCcTBO IIH

19}

em)

ObopoTHas CTOpPOHAa

OTMeTKa O Has3HadeHUU
JIEKapCTBEHHOT'O IpelapaTa
IO pelleHMI0 BpauebHOM KOMUCCUM

[TouroroBmi [TpoBepmi OTnyCcTni




®OPMA PELEIITYPHOTI'O

MMHMCTEPCTBO 3OPaBOOXPAHEHUS

Poccuyickom demepaumn

HamMeHOBaHMe (mMTaMII)

MeIOULIMHCKOM opraHms3alumm

m4a

HammMeHOBaHUE
4y

(mTamMmr)

VHIMBIMIOYAJIbHOT'O IIPedIlIpMHVMMaTeJId

(yxkazarpe anmpec,

BJIAHKA N 148-1/y-88

Kon ¢opwmer mo OKYI 3108805
MenuumrHCKasd OOKYMEeHTAallus
dopma N 148-1/y-88

YTBepXOeHa IIpMKa30M

MyHMCTEepCcTBa 3OpaBOOXpPAaHEH

Poccumickom denepauun

or 24 Hosbps 2021 r. N 109

HOMEPp M IOaTy JIMIEeH3UlN,

HaVMeHOBaHMeEe OpIr'aHa PocyﬂapCTBeHHOﬁ BJIaCTHI,

BEIOABIIETO JIMLIEH3UIO)

PELIEIT "




(maTa odopmIleHMA-pelenTa)
(B3POCJIBI, HOETCKMM — HYXHOE MNOOUEPKHYTH)
dammnmsa, MHMLUMAJE MMEHM M OTUEeCTBa (IOocJemHee - MNpM HaJMuUM)

maluMeHTa

JaTa poxnoeHud

Anmpec wMecTa xuTeJbCcTBa MIM N MeOMUIMHCKOM KapThH aMOyJaTOPHO
TO

IIauMeHTa, IIoJiydaKumeIl'O MeIMIVMHCKYI IIOMOIIb B aMGYJ'IaTOprIX YCIIOBUMAX

daMmaMsa, MHMLMAJE MMEHM M OTUecTBa ([IocjielHee — IIPU HaJIU4UM)

Jlevamero Bpada (bespmmepa, akyllepKu)

[loopnuce M nedvaThb Jieyaller'o Bpada M.II.
(momnuck ¢Qespruepa, aKyllepKu)

PellenT ImOeMCTBUTEJIEH B TeueHMe 15 nHen

ObopoTHad CTOpPOHAa

OTMeTKa O Ha3HAUEeHUU
JIEKapPCTBEHHOT'O IpernapaTa
10 pelleHMI0 BpauebHOM KOMMUCCUU




[TpmroTOBMII [IpoBepmi OTnyCcTmi

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

MMHMCTEPCTBO 3IOpaBOOXpPaHeHUd YTBEPXIEHA
Poccurickom denmepaumn MECTO IJIA npruKasoM MUMHUCTEPCTB
a

MNTPUXKOIA <*> 30PaBOOXPaHEeHU A
Poccumckom demepaum
1z
orT 24 HOosaOpsa 2021 r
N 1094n
MTamn

Konm MemOMUMHCKOM OpTraHu3aluu

ITam

Kon mMHOMBUOYyAJIBHOTO IIpearnpMHMMaTEeJIA



Kon ¢opmer mo OKYI 3108

805
dopma N 148-1/y-04
(1)
Kon Kon lcTOUuHMK QMHaHCHUPOBAHMA: |5 OIJIATH:
KaTeropmun HO3OJIOTMYECKOM |[([IOOYEpPKHYThH) (MOOYEepPKHYTh)
TrpaxiaH dopwmer (o MKE)
1. OenmepallbHEM OOIXET 1. BecnnaTHO
2. Bomxer cybmrekTa 2. 50%
Poccumnickonm denepaumum
3. MyHMUMIAJLHEM OomkeT |3. MHOM %
PEIEIT Cepus N OaTa obopMIIeHMUS : 20 r.

daMUIInsa, MHMLMAJE MMEHM M OTdeCTBa (nmocnennee -
npm HalMuuM) IalMeHTa JaTa POXIeHNMA

CHMJIC

N nojgmca
oba3aTeJIbHOTO
Me IVMIIVMTHCKOTI'O
CTpaxXxoBaHMA:



https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

HOMep MeIMLMHCKOM KapTel IIalVeHTa, II0JIydarmel'o MeOVMUIVMHCKYK IIOMOIb
B

aMOyJIaTOPHEIX YCJIOBUSX

damMmIiMda, MHMLMAJE MMEHM UM OTUeCTBa (nocnenHee - Ipu HaJIMUUU)

Jledamero Bpada (bespmmepa, akylepKu)

PyO. Korm. 2
0 S A
S e o =

[lognuche ¥ nevaThk Jievallero Bpauda M.II.
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Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

HOPAJOK O®OPMJIEHUSA PELHEIITYPHbBIX
BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATDLI, UX



YYETA U XPAHEHUSA

I. Opopmitenne penenta Ha OyMa)KHOM HOCHUTEJIE

1. Ha peuentypubix Omankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B neBom
BEPXHEM yIJIy IMPOCTaBISETCS IUTaMI MEIUIMHCKOW OpraHu3alMyd C YKa3aHHEM €€
HaWMEHOBaHUs, aapeca W TenedoHA € JaTOW BBIMUCKU (maTo odopmiieHHs) pelenta Ha
JIEKapCTBEHHBIN Mpernapar.

JononmauTenpbHO Ha peuentypHoMm Omanke ¢opmbel N 148-1/y-04(;1) mpoctaBisieTcs Kof
MEIUIIMHCKOM  OpraHm3alMd B COOTBETCTBUM ¢  OCHOBHBIM  TOCYJIapCTBEHHBIM
perucTpanoHHeIM HoMepoM (nanee - OI'PH).

Cepust peuentyproro 6manka ¢gopmel N 148-1/y-04(x1) BkmrouaeT xox cyobekra Poccuiickoit
denepannun, COOTBETCTBYIONIMN IBYM mepBbIM Iudpam OOmepoccuiickoro kiaccuduraropa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHUaTbHOTO Nenenusd (ganee - OKATO).

Paszpemaercs wmsroraBnmmBate penentypHsie Omanku  gopmer N 107-1/y uw  dopmer N
148-1/y-04(i1) c MOMOIIBbIO KOMIBIOTEPHBIX TEXHOJIOTH.

Penentypusie  Omanku  opmbr  dopmer N 148-1/y-88 wm3roraBmuBaroTCs HWCKIIOYUTEIHLHO
TUTIOTPAPCKUM CTIOCOOOM.

2. Ha peuentypHbix OjaHKaX, OQOPMIISIEMBIX HHIMBHUIYaJIbHBIMU MPEIIPUHUMATEISIMU,
MMEIOLIUMU JIUIEH3UI0 Ha METUIIUHCKYIO JeSITeIbHOCTh, B BEPXHEM JIEBOM YIIIy TUIIOTpadCKUM
CHocOOOM WJIM MyTEeM MPOCTaBJICHMs IITamma JIOJKeH ObITh yKa3aH aJpec MHAWBHIYaJbHOTO
MpeanpuHUMaTeNsi, HOMEp U JaTa JUIEH3WH, HAMMEHOBAaHUE OpraHa roCyJapCTBEHHOM BJAcCTH,
BBIJABILIETO JTUICH3UIO.

3. Penentypusie Omanku dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;n) 3amonHstOTCS
MEJIUIUHCKUM PAaOOTHUKOM YEPHUIIAMH WU MAPUKOBOM PYYKOH.

4. Jlomyckaercs odopmieHHE BCeX PEKBU3UTOB (3a HCKIOYeHHEeM pekBu3uta "[loamuck
Jieyaliero Bpava (moanuch Qenpamepa, aKymepku'") perenTypHbix 06JaHnkoB ¢Gopmbl ¢hopmbl N
107-1/y, dopmer N 148-1/y-88 u dopmer N 148-1/y-04(;1) ¢ WCHOIB30BaHUEM II€UATAIOIINX
YCTPOMCTB.

5. Odopmnenune penentypubix OmaHkoB Gopmbr N 148-1/y-04(;1) Bxmowaer uudposoe
KOJHMPOBAHUE.

]_II/I(prBOC KOAWPOBAHUC YKA3aHHBIX PCUCIITYPHBIX OJIaHKOB BKJIFOYAET:

1) xon menunuHckoit opranuzauuu (OI'PH) unm koa MHAMBHIYaJlbHOTO IMpeIIpUHUMATENS B
co0oTBETCTBUU C OCHOBHBIM I'OCYJapCTBEHHBIM PErMCTPALMOHHBIM HOMEPOM HHAMBHIYaJIbHOTO
npeanpunumarenst (ganee - OI'PHUII), mpoctaBnsieMblii MpU HM3TOTOBJIEHUHM PELETITYPHBIX
0J1aHKOB;

2) KOJA KaTeropuu TpaxkJaH, UMEIOIIUX MPaBO Ha IMOJy4YEeHHE JIEKAPCTBEHHBIX IPENapaToB B
COOTBETCTBUU cO cTaTtheil 6.1 denepampHoro 3akona oT 17 wmroms 1999 r. N 178-®3 "O
rOCyIlapcTBEHHOW couuaiabHOW momomu" <I1>, ©U KOJA HO30JOTHUYECKOH (OpMBI 1O
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MexyHapo HON CcTaTHCTUYeCKOW kiaccudukammu Oone3Hed u mpoOieM, CBSI3aHHBIX CO
3nopoBbeM (10-i nepecmoTp) (nanee - MKDB), 3anonHsemble JeqaiiM BpayoM IyTeM 3aHECEHUs
KaX/10¥1 Iu(pBI B MyCThIE SYCHKH, TPU ITOM TOUKA IPOCTABIISETCS B OTICIBHON sUCHKe;

<1> CoOpanue 3akoHOmaTenbeTBa Poccniickoit @enepanuu, 1999, N 29, cr. 3699; 2020, N 52,
cT. 8577.

3) ormeTky 00 uctounuke (QuHaHcupoBaHus ((DenepanbHbiii OrmKeT [1], OromKeT CcyOBEeKTa
Poccuiickoit @enepanmu [2], MyHUIMNAIbHBIA OrmKeT [3]) W TPOIEHTE OIUIATHI pelernTa
(6ecrmatno [1], 50% [2], unoit % [3]);

4) mTPUX-KOJ - JONOJHUTENbHBIN PEKBU3UT (B CIyyae M3rOTOBJICHUS HA TEPPUTOPUU CYyObEKTa
Poccuiickoit  ®enepanuui  penentypHoro OJaHKa C  HCIOJB30BAHHUEM  KOMIBIOTEPHBIX
TEXHOJIOTHUH).

6. B penenrtypubix Omankax ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(a) B Tpade
"®amuins, THULIHAIBI MMEHHU M OTYeCTBa (TOCieHee - PU HAIMYUK) NalMeHTa" yKa3bIBatoTCs
(dbamMuIMs, MHULIUAIBI MMEHH U OTYECTBA (IIOCIIEHEE - IPH HAJUYMH ) MallUeHTa.

7. B peuentypubix Omankax gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) B rpade "/lara
pOXIeHHA" yKa3bIBAeTCs JaTa pOKACHUS ManyeHTa (4HUCio, MECSIl, TO).

JonomuuTensHO B penentypHbix 01ankax Gopmber N 148-1/y-88 u dopmer N 107-1/y nns nereit
B Bo3pacte 110 1 rona B rpade "/laTa poxxaeHus" yka3pIBaeTCsl KOJUYECTBO TOTHBIX MECSIICB.

8. B penentypusix Omankax ¢opmer N 148-1/y-04(1) B rpadax "CHUHIIC" m "N mommca
00s13aTeILHOTO MEIUIIUTHCKOTO CcTpaxoBaHUs" YKa3bIBAIOTCSA CTpPaxoBOH HOMEp
WHIMBHIyAJIBHOTO JIMIIEBOTO cYeTa rpaxaanuHa B [lencuonnom ¢ouae Poccuiickoit denepanun
(CHWJIC) (nmpu Hanu4u#) ¥ HOMEP IMOJIKca 0053aTeIbHOTO0 MEIUIIMHCKOTO CTPaXOBaHUS.

9. B peunentypubix Omankax (popmbr N 148-1/y-88 B rpade "Anapec mecTta XKUTEIHCTBA WIH
HOMEpP MEIUIIMHCKOHN KapThl MAIUEHTAa, TIOTYYaIoIero MEJUIIMHCKYIO IIOMOIIL B aMOyIaTOPHBIX
yCIoBHsIX", YKa3bIBAaCTCsl MOYTOBBIA apec MeCTa KHTENbCTBA (MecTa MpeObIBaHUS MM MECTa
(haKTHYECKOT0 TPOKWBAHWSI) TMAIMEHTa WJIA HOMEDP MEIUIIMHCKONH KapThl IalMeHTa,
MOJTyYaOIIEr0 MEIUIIUHCKYIO IIOMOIIb B aMOYJIATOPHBIX YCIOBHSIX <2>.

<2> [Ipuka3 MuHnucrepcTBa 31mpaBooxpaneHust Poccuiickoit ®eneparnuu ot 15 nekabps 2014 r.
N 834 "OO0 yrBepxkAeHUU YHUPUIHUPOBAHHBIX (OPM METUIUHCKON JTOKYMEHTAIIHH,
WCIOJb3YEMbIX B MEAMIIMHCKUX OpPraHU3alMsaX, OKA3bIBAIOIIMX MEAMIIMHCKYIO IOMOIIb B
aMOyIIaTOPHBIX YCIOBHSX, M TOPSAAKOB MO ux 3amonHeHuto" (mamee - Ilpuxaz N 834nH)
(3apeructpupoBan MunucrepctBoMm toctuiuu Poccuiickoit ®@enepanuu 20 despans 2015 r.,
peructpanrionusiii N 36160) ¢ u3MeHEeHUSIMU, BHECEHHBIMH TpUKa3zaMu MHHHCTEPCTBA
3npaBooxpaHeHuss Poccuiickoii ®eneparu ot 9 sHBaps 2018 r. N 2 (3apeructpupoBaH
MunucrepctBoM toctuiun Poccuiickoit ®enepanuu 4 anpens 2018 r., perucrpannonssiii N
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50614), or 2 mnosiOps 2020 r. N 1186n (3aperucrpupoBaH MHHUCTEPCTBOM FOCTUIUH
Poccuiickoit ®eneparuu 27 Hostopst 2020 r., perucrparmonsbiii N 61121).

VYka3zaHue u azpeca MECTa KUTEIBCTBA U HOMEPa MEAMIIMHCKON KapThl MALMEHTa, MOJIy4arOEero
MEUIIMHCKYIO [TIOMOIb B aMOYJIaTOPHBIX YCIIOBHUSAX, HE SIBJISETCS OLIMOKOM.

B penentypusix Omankax ¢opmer N 148-1/y-04(;1) B rpade "Homep MeTUIIMHCKON KapThl
MAIMEHTa, MOJYYalolero MEIUIMHCKYI0 TOMOIIb B aMOYJaTOPHBIX YCIOBHUAX' YKa3bIBaeTCS
HOMEpP MEIUIIMHCKOHN KapThl MAIUEHTAa, TOTYYaloIero MEJUIMHCKYIO TIOMOIIh B aMOYJIaTOPHBIX
YCIOBUAX <3>.

<3> [Ipuxa3 N 834H.

10. B rpade "®damunus, WHULKAIBI UMEHH M OTYeCTBa (MOCEIHEee - IPU HAJMYMM) JIeYallero
Bpaua ((enpmmepa, akymepkn)" perentypHsix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(1) yxa3bIBarOTCS MOJTHOCTHIO (DaMWIIMsl, MHUIMAIBI IMEHHU, OTYECTBa (TTOCIEIHEE -
Py HaJUYMM) METUIIMHCKOTO pabOTHUKA, HAa3HAYUBIIETO JIEKAPCTBEHHBIE Ipenaparbl u
0(OPMHUBIIIETO PEIICTIT.

11. B rpade "Rp" penentypubix O6mankoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x)
YKa3bIBACTCS:

1) HauMeHOBaHHME JICKAPCTBEHHOTO  mpemapara  (MEXIyHapOIHOE  HEMaTeHTOBAHHOE
HaMMCHOBAHKE, TPYNIIMPOBOYHOE I XUMHUYECKOC HAMMEHOBAHHE, TOPrOBOE HAWMEHOBaHUE)
Ha JIATUHCKOM SI3bIKE WM Ha PYCCKOM si3bIKe, (opMa BBINYCKA, ITO3UPOBKA, KOJIHMYECTBO
(yka3bpIBaeTcs MPOMUCKIO Ha perentypHoM Osanke dhopmbl N 107/y-HIT);

2) croco0 mpuMEHEHHs JIEKapCTBEHHOIO Iperapara Ha TOCyJapCTBEHHOM si3bike Poccuiickoit
denepand WM Ha TOCYJApCTBEHHOM si3blke Poccuiickoir denepanu U TroCyAapCTBEHHOM
SI3bIKE PECIYONIMK U MHBIX S3bIKax Hapoa0B Poccuiickoit deneparun <4>.

<4> Yacte 1 crateu 15 3akona Poccuiickoit @enepanuu ot 25 okTsa6ps 1991 r. N 1807-1 "O
s3bIkax HaponoB Poccuiickoit ®enepanuu" (manee - 3akon N 1807-1). (Bemomoctu chesna
Hapoaubix genyratoB PCOCP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

13. Ilpu odopmieHHH peuenTypHbIX OJIAHKOB 3alpemiaeTcs OrpPaHUYMBATHCS OOLUIMMHU
yKa3zaHusMH, HanpuMmep, "BHyrpennee", "U3BecTHO".

B snekmponnom 0okymenme nymepayus nyHKnog coomeemcmayem opuyuaibHomy
UCHOYHUKY.

14. Peuent, ogopmieHHbI Ha penentypHoM Omanke ¢opm N 148-1/y-88, N 107-1/y u N
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148-1/y-04(i1), moanmuchIBaeTCss MEAUIIMHCKAM PAOOTHIUKOM H 3aBEPSETCS €0 MEeUaThIo.

Penent, odopmiennslii Ha penentypuoMm Onanke ¢opmbr N 148-1/y-88 u dopmer N
148-1/y-04(;1), JIOMONHUTENHHO 3aBEPACTCS IEYaTbI0 MEAMIIMHCKOW opranuzaiuu " J{ns
penenToB".

Jus penienita, oopmitenHoro Ha penentypHoMm Omanke Gopmer N 107-1/y, manmuume meuatu
"Jlnst peuieniToB" HE SABISIETCA 0053aTEIBHBIM.

15. Ha ommom peuentypHom Omanke ¢opmer N 148-1/y-88 u dopmer N 148-1/y-04(xm)
pas3pemaercss OCYMIECTBJIATh HAa3HAUYEHHE TOJBKO OJHOr0 HAWMEHOBAHUS JIEKAPCTBEHHOTO
npenapara.

Ha ognom penentypHom Omanke ¢gopmbr N 107-1/y paspemaercs OCyIIeCTBIATh Ha3HAUYECHUE
TOJIBKO OJHOTO HAaMMEHOBaHMs JIEKAPCTBEHHOIO IIpemapaTta, oTHocsuerocs no ATX k
arTuncuxorndeckuM cpeacteaM (kog N 05A), ankcmonmtukam (koxg N 05B), cHOTBOpHBIM U
cematuBHbIM cpeactBaM (kox N 05C), antunenpeccantam (kog N 06A) m He mojuiexamiero
MIPEeIMETHO-KOJIMYECTBEHHOMY Y4YeTy, U JI0 TPeX HauMEHOBAHUI JIEKAPCTBEHHBIX MpPENapaToB -
JUIS MHBIX JIEKApCTBEHHBIX IIPENapaToB, HE OTHECEHHBIX K BhIIeyKa3aHHbIM ATX.

16. UcnipaBieHus B penente He JOIyCKaroTCsl.

17. Tlpu opopmnennn penentypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
Ha JIEKapCTBEHHBIC TpenapaThl, HA3HAUEHHBIE 110 PENICHUIO BpaueOHOW KOMHUCCHH, HAa 000pOTe
penenTypHoro OJaHKa CTaBUTCS CHEIMaIbHAas OTMETKA (IIITaMIT).

18. Ha peunentyprnom Omanke ¢dopmbel N 148-1/y-04(;1) BHM3Y uMeeTCs JWUHUS OTPHIBA,
pas3aessomas peuenTypHbIA OJJaHK M KOPEIIOK.

Kopemok ot pernenta, 0opMIECHHOTO Ha YKa3aHHOM PELENTYpPHOM OJIaHKE, BBIAAETCS MalUEHTY
(ero 3aKOHHOMY TpPEACTABUTENIO) B allTEYHON OpraHU3alluy, Ha KOPELIKe JeJaeTcs OTMETKa O
HAaMMEHOBaHHUHU JIEKAPCTBEHHOT'O IIperapara, J03UpOBKe, KOJIMYECTBE, CIIOCOOE MPUMEHEHHS.

Il. Odopmienue peuenrta B GopMe 3JIeKTPOHHOTO JOKYMEHTA

19. Pement B  QopmMe  DIJICKTPOHHOTO  JOKYMEHTa,  IIOJIMHWCAHHOTO  YCHJICHHOM
KBIM(ULIUPOBAHHON AJIEKTPOHHON MOANUCHI0, (OPMHUpYETCS METUIIMHCKUM pPabOTHUKOM,
CBEICHHUS O KOTOPOM BHECEHbI B (elepanbHBbId PETUCTP MEAMIMHCKUX PaOOTHHKOB <5>, a
TakKe TMpPU YCIOBUM PErUCTPAllMM MEIMIIMHCKOW OpraHu3allid, B KOTOpoil odopmuiisercs
penent, B ¢enepalbHOM peecTpe MEIUWLUHCKUX OpraHu3zanuid <6> eInHO#l rocyaapCTBEHHOM
nH(OPMALIMOHHON CHCTEMBI B cepe 3ApaBOOXpaHEHUS M MOAKIIOYEHHUS TaKOW MEAMIIMHCKON
OpraHM3alii K TOCYyJapCTBEHHOW HWHGOPMAIMOHHON cucTeMe B cdepe 3IpaBOOXpaHEHUS
cyonekTa Poccuiickoit @enepanuu <7>.

<5> Yactp 4 cratbu 91.1 ®enepanpHoro 3akona N 323-03 (CobOpanue 3aKOHOIATENHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yactp 4 cratbu 91.1 ®enepanproro 3akona N 323-03 (CobOpaHue 3aKOHOIATEIHCTBA
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Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Crateu 91 u 91.1 ®enepanbuoro 3akona N 323-®3 (Cobpanue 3aKOHOIATEIHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724).

20. Ilpu odopmienun peuenta B (opMe HIEKTPOHHOTO IOKyMEHTa Ha JICKApCTBEHHBIE
npenaparsl, yKkazaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX IPENapaToB,
YTBEP>KJACHHOTO HACTOSLIUM MPHUKA30M, M OTIIYCKAEMbIE 32 IIOJIHYK0 CTOMMOCTb, 3aIlOJIHSIIOTCA
CJIEIYIOIME PEKBU3HTHI:

1) kon cyowekta Poccuiickoit ®@eneparuu mo OKATO, omnpenenstomuii ToCyIapCTBEHHYIO
nH(OPMAaLIMOHHYIO CUCTEMY B cdepe 3apaBooxpaHeHusi cyobekta Poccuiickoit denepaunu, B
KOTOpOi chopMupoBaH penent B GopMe AEKTPOHHOTO TOKYMEHTA;

2) HaMMEHOBaHME MEIUIMHCKOW OpraHu3aluu, aapec, TeaedoH WM (paMuiIus, WUHULIHAIBI
MMEHU M oOTdecTBa (IOcieAHee - MpU HAIWYMHM) HHIAUBUAYAJIBHOTO MpEIIpUHUMATENS,
MMEIOILETO JIMLEH3UI0 HA MEIUIIUHCKYIO AEATEIIbHOCTb, €r0 aJpec;

3) OI'PH ropuanueckoro nuna (MeauuuHckoi opranuzanun) unu OI'PHUIT unausBuayansHOTO
MpeapUHUMATENS;

4) nata odopmiieHus perenta (yka3zblBaeTCs YUCII0, MECSII, TOJT);

5) nata okoHuYaHus JAeWCTBUA peuenta (dopMupyercs rocylapcTBEHHOM HHGOPMAIMOHHOMN
cucteMoil B cdepe 3apaBooxpaHeHusl cyObekTta Poccuiickoit denepannn B COOTBETCTBHH CO
Cpokamu neicTBus perentoB: 15 quelt, 30 aueit, 60 nueit, 90 quelt, no 1 roma);

6) yHUKaIbHBIH HOMEp penenta (hopMupyeTcs: TocyaapCcTBeHHON MH(GOPMAIIMOHHONW CHCTEMOM
B cepe 3mpaBooxpaHeHus cyorekra Poccmiickoit denepanun u oOecreynBaeT OJHO3HAYHYIO
unaeHTuduKanuio peuenta B Gpopme 31eKTpoHHOTO AokyMeHTa B codetanun ¢ OKATO, OI'PH
nmu OI'PHUIT);

7) ormetku "Cito" (cpouno) miu "statim" (HememIeHHO) IpH HEOOXOAMMOCTH CPOYHOTO HIIH
HEMEJUICHHOTO OTITyCKa JICKAPCTBEHHOTO Mperapara NalueHTy;

8) ampec manueHTa (ykasplBaeTcs MOYTOBBINA aJpec MecTa >KUTEIbCTBA (MecTa MpeObIBaHUS WU
MecTa (aKTHYECKOrO MPOKMBAaHUS) C yKa3aHMEM HHJAEKCa, HaMMEHOBaHMs Kpas, oO0riacTu,
pecnyOIIMKH, aBTOHOMHOTO OKpyra u UHOro cyobekra Poccuiickoit @enepanyy, HAUMEHOBAHUS
HACEJICHHOTO IMyHKTa, HAMMEHOBAHUS YyIUIbl (IPOCHEKTA, Mepeyika, poe3aa), HoMmepa goma (¢
yKa3aHUEM KOpITyca, IPU HAJIMYKMH), HOMEpa KBAPTUPHI);

9) HOMEp PIEKTPOHHONW METUIIMHCKOW KapThl MallMeHTa B rOCylapCTBEHHOM MH(OPMAIIMOHHON
cucteme B cepe 3apaBooxpaneHus cyorekta Poccuiickoit @eneparui;

10) (l)aMI/IJ'II/ISI, HnMs, OTYCCTBO (HOCJ’IG,I[HGG - [Ipu Ha_]'II/I‘lI/II/I) nalueHTa IMOJIHOCTBIO,

11) para poxaeHus manueHTa (yKas3bIBaeTCs YHCIIO, MecAll, TOon), Uil neteil mgo 1 rona
JOTIOJIHUTEIBHO YKa3bIBA€TCSl KOJMYECTBO MOJIHBIX MECSIIEB;

12) (l)aMI/IJ'II/ISI, HMHUIOUaJIbl UMCHU M OTYCCTBA (HOCJ'ICI[HCC - IIpu HaJ'II/I‘lI/II/I) MCIHUIMHCKOTO
pa6OTHI/IKa IOJIHOCTBIO,
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13) HauMmeHOBaHME JIEKAPCTBEHHOIO Ipemapara (MEXJIyHapOJHOE HENaTeHTOBAaHHOE
HAauMEHOBaHUE, TPYNIIMPOBOYHOE WJIM XMMUYECKOE HAaUMEHOBAHME, TOProBOE€ HaUMEHOBAHUE),
JI03UPOBKa, (hopMa BBIITYCKa, KOJMUECTBO (BCE MO3ULIUN YKA3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cioco® mpuMeHeHus JIEKapCTBEHHOTO IperapaTa Ha rocylIapCTBEHHOM si3bike Poccuiickoi
@enepanuy WIM Ha TOCYAApCTBEHHOM s3bIke Poccuiickon denepanuy M rocylapCTBEHHOM
S3BIKE PECIYOJIMK U MHBIX s3bIKaxX HapooB Poccuiickoit @enepanuu <8>;

<8> Yactsp 1 cratem 15 3axona N 1807-1 (Benomoctu chezna Hapoanbix nenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akoHoaarenbcTBa Poccuiickoit
Oenepanun, 1998, N 31, ct. 3804).

15) mOKyMEHT, TOATBEPXKIAIONUIMKA Ha3HAYCHHE JIEKQPCTBEHHOTO TIpernapara Mo peHIeHUIo
BpaueOHOW KOMUCCHUH MEAUITTHCKON OpraHU3aIiy;

16) oTMeTka 0 Ha3HAYEHWM JIEKApPCTBEHHOTO IpernapaTa IO PElIeHUI0 BpayeOHONW KOMHCCUU
MEJUIIMHCKON OpraHu3alii B clydasX, yKa3aHHbBIX B aOzaue BTopoMm myHkTa 6 Ilopsiaka
Ha3HAYEHU JIEKAPCTBEHHBIX MPENapaToB, YTBEPKACHHOTO HACTOSIIIUM MPUKA30M;

17) oTMeTKa 0 crenraibHOM Ha3HAYeHHUH JIEKAPCTBEHHOTO IpernapaTa (3aroiHsAeTcsl B CaydasXx,
yKa3aHHbIX B TyHKTax 15 u 24 [llopanka Ha3HauyeHUs JIEKAPCTBEHHBIX MPENapaToB,
YTBEP>KICHHOTO HACTOSAIIUM MPUKA30M);

18) oTmerka O cHOenUalbHOM HA3HAUCHHWHM JICKAPCTBEHHOTO TIperapaTra MaIUeHTy ¢
3a00jeBaHreM, TPEOYIOIIMM JUIMTEIIBHOTO KypCOBOTO JICUEHHS (3aIlOJIHSIETCS B Cllydae,
yka3zaHHOM B myHKTe 23 [lopsimka Ha3HA4eHUs JIEKAPCTBEHHBIX ITPENapaToB, YTBEPIKIACHHOTO
HACTOSIIIAM TPUKA30M) C IPOCTABJICHUEM ITEPHOANIHOCTH OTITYCKa JICKAPCTBEHHOTO TpEerapara;

19) nmpu odopmiienun peuenta B ¢GopMe SIEKTPOHHOIO JOKyMEHTa Ha JIEKapCTBEHHbBIE
Mpenaparbl, yKa3aHHble B MOAMYHKTax 2 - 5 myHkra 9 u nyHkre 11 Tlopsiaka HaszHaueHwus
JIEKapCTBEHHBIX MPENapaTroB, YTBEPKIACHHOIO HACTOSIIMM MPUKA30M, TpakJaHaMm, UMEIOIIUM
paBo Ha OECIUIATHOE IMOJIyYEHUE JIEKAPCTBEHHBIX IPENapaToB WK MOJYyYEHHE JeKapCTBEHHBIX
MpernapaToB CO CKHUAKOW, 3alOJHSIOTCS PEKBU3UTHI, MPEAYyCMOTpPEHHBbIE MOAmyHKTamu 1 - 18
HACTOSIIIEr0 MyHKTA, a TAKXKE CIeAYIOIINE PEKBU3HTHI:

a) KaTeropus TpaXIaH, HUMEIOLIUMX I[PaBO HA I[OJIyY€HHE JIEKAPCTBEHHBIX IIPENapaToB B
COOTBETCTBUU cO crathet 6.1 denmepanpHoro 3akoHa ot 17 wumrons 1999 r. N 178-d3 "O
roCyJAapCTBEHHOM colManbHOM nomouu" <9>;

<9> Cobpanue 3akoHoaTenbcTBa Poccuiickoit @eneparun, 1999, N 29, cr. 3699; 2020, N 52,
ct. 8577.

6) ko Ho3osorndeckoi popmel o MKB;
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B) uctouHuK ¢uHancupoanus (1 - denepanbublii Or0KeET, 2 - Or0mKeT cyObekTa Poccuiickoii
®denepanuu, 3 - MyHUIIUIIATBHBINA OIOKET);

r) pasmep orutatsel (1 - 6ecriatHo, 2 - 50%, 3 - uHOH %));

1) CTPaxOBOW HOMEp MHIUBUAYaJIHHOTO JIMIIEBOTO cYeTa rpaxaanuHa B [lencnonHoMm QoHme
Poccuiickoit ®enepanuu (npu Hanuuun) (CHUJIC);

€) HOMep IoJIrca 0053aTeIbHOTO METUIIMHCKOTO CTPaXOBAHUS.

21. Ilpu npocraBieHUN OTMETKH, YKa3aHHOU B noanyHkre 16 mynkra 20 Hactosuero [lopsaka,
peuent B (GopMe 3MEKTPOHHOIO JOKYMEHTa IMOJIHMCHIBAETCS YCHUJIEHHOM KBaIU(pUIIMPOBAHHOM
AJIEKTPOHHOW MOJIMUCKHIO TpeAcenaTenss WIM ceKpeTaps BpadyeOHONW KOMHCCHM MEIUIIMHCKOMN
OpraHu3aliy, MpH MPOCTABIEHUH OTMETOK, YKa3aHHbIX B moAmyHkTax 17 u 18 mynkra 20
Hactosiiero llopsiaka, - YCHIIEHHBIMH KBaJU(HUIMPOBAHHBIMU JJIEKTPOHHBIMH IMOANUCAMHU
COOTBETCTBYIOIINX MEIUIIUHCKUX PAOOTHUKOB.

22. Tlo TpeOoBaHMIO MalMEHTa WJIM €ro 3aKOHHOTO MPEeACTaBUTENS O(OPMIISETCS SK3EMILIP
perienita B (opMe AIEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HOcuTene ¢ oTMeTkou "JlyOmmkat
3JIEKTPOHHOTO JOKyMeHTa".

I11. Yder pennenTypHbIX 0JIAHKOB (32 HCKJIKYEHHEM PelleNTYPHbIX
0s1ankoB o popme N 107/y-HII "CnenuajibHbIH penenTypHbIM
0J1aHK'"")

23. Vuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 um N 148-1/y-04(x),
M3TOTaBIMBAEMBIX THUNOTPadCKUM CHOCOOOM (llajiee - peleNnTypHbIe OJaHKH, MOJIekKAIINe
yUYeTy), OCYIIECTBJIICTCS B JKypHaJlaX ydera, INPOHYMEPOBAaHHBIX, TPOITHYPOBAHHBIX H
CKPETUICHHBIX TIOJIMUCHI0 PYKOBOJUTEINS M TIEYaThIO METUIIMHCKON OpraHU3aIliy WK TTOIIHUCHIO
WH/IMBHYAIBHOTO MPEIPUHAMATEIIS], UMEIOIIET0 JTUICH3HIO Ha METUIIMHCKYIO JIEITEIbHOCTb.

24. )Xypnan yuera perentypHbix 0:1aHkoB Gpopmbl N 107-1/y comepxut ciemyroniue rpadsbr:
1) HOMep 1O MOPSIKY;

2) B pazaene "[lpuxon™:

a) JlaTa perucTpanuy J0OKyMeHTa, OATBEPKIAIOIIETO MOCTYIUICHUE;

0) HOMep U JaTa JOKYMEHTa, MOATBEPKIAIOLIET0 MOCTYIUICHHE, HANMEHOBAHHE MTOCTABIIINKA;
B) oOliee KOJTUYECTBO MOCTYMUBIIUX PEIENITYPHBIX OJIAHKOB;

r) daMunus, WHUIUAIBI MMEHM M OT4YecTBa (MOCieqHee - MpU HAIMYUU) U TOJIUCH
OTBETCTBEHHOTO MEJUIIMHCKOTO pa0OTHUKA, TOJYUYUBIIEro pelenTypHble ONaHKU OT
MOCTABIILIHKA;

3) B pazaene "Pacxon':
a) JlaTa BBIJAYM PEIeNTypHBIX OJaHKOB;

6) KOJIMYCCTBO BBIJAHHBIX PCHCIITYPHBIX 6HaHKOB;



B) (aMuius, MHUIHMAIBl UMEHH M OT4YecTBa (MOCIEOHEe - MPHU HAJUYMU) OTBETCTBEHHOTO
MEIULUHCKOTO PabOTHUKA, MOJyIHBILEr0 PEeUENTypHbIC OJIaHKH;

I') HOJIKMCh OTBETCTBEHHOTO MEUIIMHCKOTO PaOOTHUKA, MOYYUBIIETO PELENTYPHbIC OJIaHKY;

4) damMuausa, WHUIMAIBI WMEHH W OTdecTBa (TOCIEeNHEE - TpPH HAIWYUU) W IOAIHCH
OTBETCTBEHHOT'O MEIUIIMHCKOTO PaOOTHHUKA, BBIJIABIIETO PEIENTYpHBIC OJIaHKH;

5) OCTaTOK pelenTypPHBIX OJAHKOB.

25. Kypuan ydera penentypubix OnankoB gopm N 148-1/y-88 m N 148-1/y-04(x) comepxkut
cnenytomue rpador:

1) HOMep 1O MOPSIIKY;

2) B pa3znene "[Ipuxoxn:

a) JlaTa perucTpanuu JOKyMEHTa, OATBEP:KIAI0LIETr0 MOCTYIICHHE;

6) HOMep U J1aTa TIOKYMEHTAa, IIOITBEPKJAIOIIEeT0 MOCTYIUIEHHE, HAMMEHOBAHHE MTOCTABIINKA;
B) oOliee KOJUYECTBO MOCTYMUBIINX PELENTYPHBIX OJIAHKOB;

T') CepUH U HOMEPA PEIENTYPHBIX OJTaHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJTAHKOB IO CEPUSIM;

e) damuaus, WHUIKMAIBI WMEHHM W OT4decTBa (TOCIeTHEE - TMpPU HAJIUYMH) W TIOJIHCH
OTBETCTBEHHOTO  MEIHUIIMHCKOTO pa0OTHHWKA, TMOJYYHMBIIErO pEUENTypHble OJIAHKKH OT
MOCTaBIIHKA;

3) B paznene "Pacxon:

a) J1aTa BBIJA4YM PELETITYPHBIX OJIaHKOB;

0) cepur 1 HOMEPA BBIJITAHHBIX PEIIENTYPHBIX OJIAHKOB;
B) KOJIMYECTBO BBIJIAHHBIX PELENTYPHBIX OJIAHKOB;

r) (baMI/IJ'II/IH, nHunguajlibl UMMEHH MU OTYECTBA (HOCJ'IGI[HCG - IIpHu HaJ'II/ILII/II/I) OTBCTCTBCHHOI'O
MCAUIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBIICTO PEUCIITYPHBIC 6J'IaHKI/I;

I[) OAIMKUCHh OTBECTCTBCHHOI'O MCAUIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) damunusa, MHHOHAIBI WMEHH M OTYecTBa (MOCJICAHEEC - NPH HAJWYUU) W TOJIHCH
OTBETCTBECHHOTO MEMIIMHCKOTO PaOOTHUKA, BBIJABIIETO PEICTITYPHbIC OJIaHKU;

5) ocTaToK peuenTypHbIX OJIaHKOB.

26. Ydyer peuentoB, oGpOpMIIEHHBIX B (OpMe 3EKTPOHHOTO JOKYMEHTa, OCYLIECTBISETCS B
rocyJapCcTBEHHON MH(POPMALIMOHHON cucteme B chepe 31paBooxpaHeHus cyobekra Poccuiickoii
denepani MOCPEICTBOM BEIEHHUS €IUHOTO peecTpa pelentoB, Oo(QOpMIEHHBIX B (opme
IEKTPOHHBIX TOKYMEHTOB.

V. Xpanenne penentypHbIX 0JIAHKOB (32 HCKJIKYEHHEM



peuentypubix 0ankoB o ¢gopme N 107/y-HII "CnenmnaabHbIi
peuenTypHbIi 0J1aHK'")

27. MeauuuHCKAE OpraHu3aliy MOTy9aloT HeoOX0AUMBIE peleNTypHbIe OJIaHKH, 0(hOpMIICHHBIE
TUNOTPAaCKUM CIIOCOOOM, Yepe3 TEePPUTOPUATBHBIE OPraHbl YIPABJICHUS 3/PaBOOXPaHEHUEM
WM OpraHru3alvu, YIOJIHOMOYCHHBIC Ha 3TO OpraHaMHnu HUCIIOJTHUTEIRHONM BIIACTH Cy6”I>eKTOB
Poccuiickoit ®enepanuu.

28. PenientypHbie O1aHKHU, MOJICKAITUE YIETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYCHHBIM
PYKOBOJIUTEIIEM MEIUIIMHCKOW OpraHu3allii, B 3allipacMoM MeTaummdeckoM mikady (cetide)
WJTU METaJUTMYECKOM SIIUKE.

29. MHuauBuayalbHBIA  TPEANPUHUMATENb, HMMEIOMUNA  JIMIICH3UI0 Ha  MEIUIIMHCKYIO
JACATCIBHOCTD, XpaHUT PEUCIITYPHBIC 6H3HKI/I, ImoJjIeKalgmue yYuery, B 3arnupacMom
MeTaumdeckoM mkady (cerde) mim MeTauTHIeCKOM SIIIHKE.

30. IIpoBepka COCTOSIHUS XpaHEHHs, ydeTa, (PAKTHYECKOTO HATUYHS M PacXojia PelenTypHbIX
OJIaHKOB, TIOJJICKAIINX YYETYy, OJUH pa3 B KBapTal OCYIIECTBIISETCS KOMHUCCHEH, CO3aHHON B
MEIHUIIMHCKON OpraHu3alnH.

31. Penentypubie OnaHkd, odopMisieMble Ha OyMa)XKHOM HOCHTENEC W TMOJUIeKAIe YYETYy,
BBIJJAIOTCS  MEIUIIMHCKUM paOOTHUKAM, HWMEKOIIHMM TMpaBo O(GOpMIIEHUS PEIENTOB, IO
pacrnopsKeHHIO TJIaBHOTO Bpaya UM €ro 3aMEeCTUTEIIS.

[lonmyuennsie penenTypHble ONMaHKKM Ha OYMa)XXHBIX HOCHUTENSX XPaHATCS METUIUHCKUMU
paboTHUKAMU B IOMEIIEHUIX, 00ECIEeUNBAIOIIUX UX COXPAHHOCTb.

32. IIporpaMMHO-TEXHUYECKHE CPEICTBA TOCYIAPCTBEHHBIX NHPOPMAIMOHHBIX CUCTEM B cdepe
3IpaBOOXpPAHEHUS, MEIUIMHCKUX HH(DOPMAIIMOHHBIX CHUCTEM MEIAUIMHCKUX OpraHu3anui
oOecreunBaOT XpaHEHUE DJJICKTPOHHBIX pPEleNnToB, O(GOPMIIEHHBIX B (OopMe SIEKTPOHHBIX
JOKYMEHTOB B TEUYEHHE CPOKOB, YCTAHOBJICHHBIX JUISI XPAHEHHUS PELENTOB, OPOPMIICHHBIX Ha
COOTBETCTBYIOIIUX (OpMaxX pelenTypHbIX OJJaHKOB Ha OyMakHOM Hocutese <10>.

<10> [Homnynkr 5.2.169 Ilonoxenus o MunucrepctBe (CoOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit deneparuu, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunoocenue N 4
K npuxa3zy Munucmepcmea 30pasooxpanenus
Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n
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®OPMA CIELIVAJIBHOT'O PELEINTYPHOT'O BJIAHKA N 107/Y-HII

MMHMCTEPCTBO 3IpaBOOXpPaHeHUd Kon ¢opwmer no OKY]

Poccurickon demepaumnm MemmMumMHCKasa IOOKYyMEHTALMSI
dopma N 107/y-HII,
YTBEPXIEHHAs [IPUKa30M

MuHMCTepCcTBa 3OpaBooxXpaHe

HUS
WTaMIl MeOMUMHCKOM OpITaHMU3aluu Poccumickonm denepauumn
or 24.11.2021 N 1094u
PELEIT
Cepusa N
" " 20
T.
(DaTa BEHIOMCKM pelelTa)
(B3pOCIE, IOeTCKMM — HYXHOE INOOUEPKHYTH)
dammnmsa, MMA, OTUECTBO (IocJelHee - IIPM HaJlMuUM)
naumMeHTa
Bospacrt

Cepusa M HOMep HOJMcCa 0083aTeJIbHOT'O MEeIMUMHCKOTO CTpaxOBaHUS

HomMep MeIMUMHCKOM KapTH

damMmnmsa, MMdA, OTUECTBO (IocJiedHee - IIPM HaJIUMuUM)

Jedamero Bpada (desbpaumepa, akKyllepKu)




[loonmce ¥ JIMUHAaALG I[IeYaThb Bpauda

(noonuce ¢Qespnumepa, akKyllepKu)

M.
II.
damMmamsga, mMS, OTUeCTBO (mocjemHee - TIPM  HaJAUMuMM) M IIOONU
Ch
YIIOJIHOMOUYEHHOT'O JiMlla MEeOMIIMHCKOM OpIraHMu3alum

M.
II.
OTMeTKa alTeyHOM opTaHu3aumm ob oTIyCcKe
damMmamsa, mMMS, OTUeCTBO (ocjemHee - TIIPM  HaJIUMuMM) M IIOONU
Chb
paboTHMKA alTeuyHOV OopTraHM3aluMn

M.

IT.
Cpok newmcTBHMA pelenTa 15 OHeM

Ipunoocenue N 5
K npukasy Munucmepcmea 30pagooxparnenus
Poccuiickoii @edepayuu

om 24 noaops 2021 2. N 1094n

HOPAJOK U3I'OTOBJIEHUSA, PACITPEJAEJEHUNA,
PEI'UCTPAIIUU, YUHETA U XPAHEHUSA PELIEIITOB,



COAEPKALHINX HABHAYEHUE HAPKOTHYECKHUX
CPEACTB WIHN ICUXOTPOIIHBIX BEIIIECTB

|. IlopsiioK U3rOTOBJICHHS, pacHIpeAe/IeHUs CleUAJIbHBIX
peuentypHbix 0j1aHkoB 1o ¢gopme N 107/y-HII

1. OpraHm3anuio W3rOTOBICHHUS W PpACIpEACICHUs pEUenTypHbIX OnaHkoB 1mo ¢opme N
107/y-HIT "CrneuumanbHblil perienTypHbIil OnaHk" (manee - crenuaibHbI pelenTypHbI OJIaHK)
ocymiecTBiasieT MunucTepcTBO  3ApaBooxpaHenus Poccuiickoit  ®enepanuu  (manee -
MuHucTepCcTBO).

2. CnenuanibHble pelenTypHbIe OJJaHKU SBJISIOTCS 3aIIMIEHHON MoJUrpaduyeckon mpoayKiunen
ypoBHa "B", usroraBnuBaemoil Ha Oymare po3oBoro 1sera pazmepoM 10 cMm X 15 cM, JOMKHBI
UMETh CEpUI0 M HOMEp, a TaKXe COOTBETCTBOBATH TPEOOBAHMAM, YKa3aHHBIM B IpHUKa3e
MunuctepctBa guaancoB Poccuiickoii @enepaunu ot 29 centsops 2020 r. N 2171 "O6
yTBEpKJACHUHN TeXHUUeCKnX TPeOOBAaHUN W YCIOBUN M3TOTOBJICHUS 3AIIUIICHHON OT MOJICIIOK
nonurpaduueckoil npoaykuuu" (3apeructpupoBaH MuHHUCTEpCTBOM octunuu Poccuiickoit
denepanuu 16 Hos0pst 2020 r., peructparnmonnsiii N 60930).

3. B nensix opraHu3aluy U3roTOBJICHUS U PACIpe/leIeHHs CIeIHabHBIX PEIeNTYPHbIX OJIaHKOB
MEIUIIMHCKHE OpraHu3allid, WMEIOIUe TPaBO OCYLIECTBISATh BbIJauyy pELEenTOB Ha
HApKOTHUYECKHE CpEACTBAa WM ICUXOTpomHble BemiectBa coucka I Ilepeuns wu
3apeructpupoBaHHbie B Poccuiickoit denepanuu B Ka4ECTBE JICKAPCTBEHHBIX MPENapaToB JUist
MEJUIIMHCKOTO TPUMEHEHUs (Jajee COOTBETCTBEHHO - MEAMIIMHCKas OpraHu3alus,
HapKOTUYECKUH (TICUXOTPOTHBIM) JICKAPCTBEHHBIM TMperapar), COCTaBJISAIOT 3asABKH Ha
penenTypHble OJIaHKH.

4. B cpok 10 1 OKTAOps TEKYyIIEro rojaa 3asBKU MEAMIIMHCKUX OPraHM3alluii Ha CIeIUalbHbIC
pelenTypHbIe OJIAaHKU TTPEICTABIISFOTCS:

1) MEIUIMHCKMMHU OpraHM3allusMH, HAXOIAIIMMHUCS B BeIcHUU (enepatbHbIX OPraHoB
WCTIOJHUTEIBPHOW BJIACTH, - B COOTBETCTBYIOIIHE (eaepaabHble OpraHbl HMCIOJHUTEIBLHOMN
BIJIACTH;

2) MEOUIMHCKUMHU OpraHu3alysMH, HaXOAAIMMUCA B BeIeHHH CyOBhekToB Poccuiickoit
®enepauny, MEAUIMHCKAMHM  OpraHU3alMsIMM  MYHUIUIAIBHOM W  YacTHOM  CUCTEM
3/IpaBOOXPAHEHUS - B OpraHbl UCIIOJHUTEIBHON BIAacTH cyObekToB Poccuiickoit @enepannu B
chepe oxpaHbl 3I0pPOBbs TPaXKAaH, HA TEPPUTOPUN KOTOPHIX OHH PACIIOJIOKEHBI (J1ajIee - OpraHbl
WCIIOJIHUTENBHOM BiacTu cyobekToB Poccuiickoit @eneparum).

5. B 3asBKe MeIMIIMHCKOH OpraHu3alv Ha CIICHUAJIBHBIC PCUCIITYPHBIC OJTaHKH YKa3bIBAOTCA
CJICAYIOIINC CBCACHUA:

1) CBEJICHHUS O MEIUIIUHCKOH OpraHu3aluu, Mo JaBIICH 3a5BKY Ha CIICOHUAJIBHBIC PCUCITYPHBIC
OJIaHKH (HOJ'IHOC HaNUMCEHOBAHUC, aAPCC MECTA HaXO)I(I[eHI/IH);

2) KOJIMYCCTBO CIICOUATIBHBIX PCHCITYPHBIX 6J'IaHKOB, H3PacXoJOBAHHBIX MEIUITMHCKON
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opranusanueil Ha 1 sHBaps IpPeIIIECTBYIOIIETO r0/1a;

3) KOJHMYECTBO CHEUUANBHBIX PEHENTYPHbIX ONAaHKOB, HEOOXOIUMBIX MEAULIUHCKOU
OpraHU3aLUK Ha CIEAYIOLIUH IO

3asiBKa MEAMIIMHCKOW OpraHu3ali Ha CHEIHaIbHBbIE PElENnTypHbIe OJaHKHU IOJMHACHIBACTCA
PYKOBOJUTEIEM MEIUIIMHCKON OpraHu3aliii, KOTOPhI HECET MEePCOHAIBHYI0 OTBETCTBEHHOCTh
32 000CHOBaHHOCTb U JIOCTOBEPHOCTh YKa3aHHBIX CBEJICHHN.

6. @enepanpHble OpraHbl MCIOJIHUTEIBHOM BJIACTH, B BEJIEHUM KOTOPBIX HaXOAATCA
MEIUIMHCKUE OpraHu3anuu (anee - gpeaepaibHble OpraHbl HCIIOJTHUTEIHHON BIACTH), H OPTaHbI
UCIOJIHUTENBHON Biactu cyObekToB Poccuiickoii @enepanii Ha OCHOBaHMM 3asiBOK
MEJUIIMHCKUX OpraHU3aluii Ha CclelUualbHble pelenTypHble OJaHKu (OPMHUPYIOT CBOJHbBIE
3asiBKM Ha CHEIUaJbHbIE peLenTypHble OJaHKM U B CpPOK a0 1 nexabps Tekyllero roja
MIPEACTABIISIOT UX B MUHHCTEPCTBO.

7. B cBoAgHON 3asBKe Ha CHEIHaIbHBIE pELENTypHbIE OJaHKH YKa3bIBAIOTCS CIEAYIOLINE
CBECHMUS:

1) cBenenus o ¢eaeparbHOM OpraHe UCTIOTHUTEIBHOM BIACTH (OpraHe UCMOJHUTEILHON BIIACTH
cyorekta Poccuiickoit ®enepanuu), TPEACTaBUBIIEM CBOJHYIO 3asBKY Ha CICIHAIbHBIC
perenTypHbie 0JIaHKH (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HaXOXK/ICHHUS);

2) KOJIMYECTBO CHEIHMANbHBIX PEIENTYPHbIX OJaHKOB, pachpeesieHHbIX (pelepaJbHbIM OpraHoM
WCTIOJTHUTEIPHOW BIACTH (OPraHOM  HWCIIOJTHHTENIBHOW BIAcTH CcyObekta Poccuiickoit
Oenepannn) Ha 1 SHBaps MPEIIIECTBYIOIIETO r0/1a MEX/I1y METUIIMHCKUMU OpraHU3alsIMH;

3) KOJIMYECTBO CHEIHUAIBHBIX PELENTYPHBIX OJAHKOB, HEOOXOIUMBIX (eneparbHOMY OpraHy
WCTIOJTHUTEIBPHON BJIACTH (OpraHy MCIOJHUTEIBLHOW BiacTH cyObekTa Poccuiickoii denepannn)
Ha CJIETYIOIUN TOJ JUTsl pacipeielIeHHs] MeKy MEAULIMHCKUMH OpraHUu3alusIMu;

4) cBeneHUs O MOJBEIOMCTBEHHON OpraHu3allid, YHOJHOMOYEHHOW (enepaibHbIM OpraHOM
WCTIOJHUTEIBPHOW BJAcTH  (OPraHOM  HWCIIOJTHHTENIBHOW BJIAcTH CcyObekTa Poccuiickoit
@Oenepaiv)  OCYIIECTBIATH  MNOJyYEHHE  CIELUAJIbHBIX  PEUENTYPHBIX  OJaHKOB  OT
MunHucTepcTBa, UX XpaHEHHE U BbIJa4y MEIUIIMHCKUM OpraHu3aiusaM (I0JHOe HAaUMEHOBAaHUE,
aapec mecta Haxoxaenus, MTHH/KIIIT, OKTMO opranuzamuu, GakTHYECKUNA aJIpec MOCTABKH).

8. Ha ocHoBaHMM NOJy4EeHHBIX CBOJHBIX 3asiBOK Ha CIEIMAJIbHBIE pELENnTypHbIEe OJIaHKU
MUHUCTEPCTBO €XKEroJHO B CPOK 10 15 stHBaps ciemyrouiero rojaa GopMUpYeT U YTBEPXKAaeT
IUIaH paclpelieNieHns CIeUaIbHBIX PELEeNTYpHBIX ONaHKOB, B KOTOPOM OTpa)kaeTcsl rojaoBas
notpebHocTh Poccuiickoit denepannu B CHEMUAIBHBIX PELENTYPHBIX ONaHKax (Janee - IJIaH
pacnpenenenus MUHUCTEpCTBA).

9. B nuitane pacnpenenenuss MUHUCTEPCTBA YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS:
1) nopsAKOBBIM HOMEp 3aMucH;

2) HauMeHOBaHME (elepalbHOTO OpraHa HCIOJHUTEIBHON BIACTH (OpraHa HMCIOJIHHUTEIBHON
BIacTH cyobekta Poccuiickoit @enepariuin), MpeICTaBUBIIETO CBOJAHYIO 3asBKY Ha CHEIHAbHbIE
pelenTypHble OJIaHKY;

3) HCO6XOI[I/IMOG KOJIMYECTBO CIICHHUAIIBHBIX PCHCIITYPHBIX OJIaHKOB.



10. HampaBrnenue  crnenualbHBIX  pEHENTYypHBIX  OnMaHkoB  (denepaqbHBIM  OpraHam
WCTIOJIHUTEIBHOM  BJACTH, OpraHaM HCIOJHHUTENbHON Biactu cyObexkToB Poccuiickoii
@enepauuy  OCYLIECTBIAETCS MHUHUCTEPCTBOM B KOJIMYECTBE, IIPELYCMOTPEHHOM IUIAHOM
pacnpenenenuss MUHHCTEPCTBA.

11. MuHHCTEpCTBOM JOMOJHUTENIHHO K KOJMYECTBY CHEIUATBHBIX PEIENTYPHBIX OJIAHKOB,
MPEIYCMOTPEHHOMY IIIAHOM pachpesesieHuss MuHucTeperBa, GopMHUpYETCs Pe3epBHBIN 3armac
CHEIMAILHBIX PEIENTYPHBIX OJIAHKOB B KOJMYECTBE, He mpeBbimarmeM 150 000 crenuanbHbIx
pelenTypHBIX OJTaHKOB.

12. B cnyyae yBenuueHHs NOTPEOHOCTH B CHELMAIBbHBIX PELENTYPHBIX OJaHKax ¢eaepaibHbIe
OpraHbl MCHOJIHHUTEIbHOW BIACTH (OpraHbl MCIOJIHMUTEIBHOM BiacTH cyObekToB Poccuiickoit
®denepanyu) HanpapiIsAlOT B MUHUCTEPCTBO CBOJHBIE 3asBKH Ha JOMOJHUTEIBHOE KOJMYECTBO
CHEeIHAbHBIX pPELENTypHbIX OnaHKOB (¢ OOOCHOBAHMEM YBEJIMYEHHUS MOTPEOHOCTH B
CHEMAbHBIX pELENTYpHBIX OJlaHKaX), KOTOpble MPEAOCTaBISAIOTCS MMHHCTEPCTBOM U3
PE3EPBHOTO 3alaca CleNUaIbHBIX PELENTYPHBIX OJIaHKOB.

13. ®epnepanbHble OpraHbl HUCHOJHUTENBHOW BIAacTH (OpraHbl HCIOJIHUTEIBLHOW BIACTH
cyowrektoB Poccuiickoit Denepanuii) pacpenessioT MOJTyIeHHBIC CIEIUATbHbBIE PEleNnTypHbIE
ONaHKM MEXAy MEIUIMHCKUMHU OpraHu3alusMd Ha OCHOBAaHWHU IUIAHOB pacrpeieneHus,
c(OpPMUPOBAHHBIX B COOTBETCTBHM C 3asiBKAMHU MEAMIIMHCKHX OpraHU3alfil Ha clieluaibHbIe
penenTypHble OJIaHKH.

Il. Ilopsimok perucrpanum, y4era U XpaHeHUs ClleNnuaJIbHbIX
peuenTypHbix 01aHkoB o ¢popme N 107/y-HII

14. MunucrepcTtBo, uHBIE ¢eaepaabHble OpraHbl HCIOJHUTEIRHON BJIACTH W OpraHbI
WCTIOJHUTEIBPHOW BIacTH CyOBbekTOB Poccuiickoit ®enmepaniu  OpraHu3ylOT XpaHEHUE
CHEIHAIbHBIX PEUENTYPHBIX OJaHKOB B IMOJIBEJOMCTBEHHBIX OPraHU3alMAX, YIOJIHOMOUYEHHBIX
OCYILIECTBJISITh TOJIyYEHUE CHEIHAIbHBIX PEHeNTypHbIX OJNIaHKOB OT MUHHCTEpPCTBA, HX
XpaHEHHUE U BbIJa4y MEIUIIMHCKUM OpraHu3alusiM (J1ajiee - yroJIHOMOYEHHAsl OpraHu3aliys).

15. B ynoJlHOMOYEHHOW OpraHu3ald W MEIUIMHCKOW OpraHu3alyM, MOJy4YHBIICH
CHenuajgbHble pelenTypHble OJaHKW, OPraHM3yeTCs pErHCTpalus, y4eT W XpaHEHHUe
CHEIUAIbHBIX PEIENTYPHBIX OJIAHKOB.

Peructpanus, y4er u XpaHEHHE pPE3EpPBHOrO 3amaca CIEHHUaIbHBIX PELENTYpHBIX OJaHKOB
MuHucTepcTBa OCyIIecTBIsAETCs (eepabHBIM TOCYIapCTBEHHBIM OIO/DKETHBIM YUPEKIACHUEM,
HaxoJAIIUMCS B BeACHMM MUHHUCTEPCTBA (Jajiee COOTBETCTBEHHO - PE3EpBHBIM 3armac,
MO/IBEIOMCTBEHHOE YUpEXKICHHUE).

16. Pa6OTHI/IK, Ha3HAYCHHBIN IMPpUKA30M PYKOBOIAUTECIIA YHOJ'IHOMOIIGHHOI‘/'I OpraHu3anyu
(ynOJIHOMO‘-ICHHOﬁ opraHusanvi, IMNOABCIOMCTBCHHOTI'O yqpexc,ueHHﬂ) OTBCTCTBCHHBIM 34
PErucCTpario, XpaHEHUC N YUCT CIICHUAJIBHBIX PECUHCHTYPHBIX OJIaHKOB (z(anee - OTBETCTBEHHBIN
pa6OTHI/IK), Ha OCHOBaHHU JOBCPCHHOCTH, Oq)OpMHeHHOﬁ B TIOPAAKE, YCTAHOBJIICHHOM
3aKOHOJATeNbCTBOM Poccuiickoi d)ez[epaunn (C NOATIMCBIO PYKOBOIAUTCIIA ynOJIHOMO‘IGHHOfI
OopraHu3anuun (YHOHHOMOHGHHOﬁ opraHusanuu, noABECAOMCTBECHHOI'O yqpemz[eHHﬂ), T'JIaBHOT'O
6yxraJ1Tepa, 3aBCPCHHBIX prrnoﬁ He‘laTLIO), oJIy4acT CIICHUAJIbHBIC PCUCIITYPHBIC OJIaHKH U



OCYIIECTBIISICT BEACHUE )KypHAJIa PETUCTPALIMH U YUeTa CIeHUAIbHBIX PELENTYPHbIX OJIaHKOB, K
KOTOpoMYy npuoOmaer GpoTto- u (W) BUAEOMATEPHAIIbl, TOATBEp K Aatomue (HakT oPopMICHHS
peLenTypHbIX OJAHKOB HA AOMY (TIPH HATHYHH).

17. KypHan peructpanid M YydeTa CICHHAIBHBIX PEHENTYpHBIX OJAHKOB JOJDKEH OBIThH
IIPOHYMEPOBaH, NPOIIHYPOBAaH, MMEThb Ha TIOCIEAHEH CTpPaHHULE 3alMCh, COAEPIKALIYIO
KOJIMYECTBO CTPAHUL], NOJHOE HAUMEHOBAaHUE YIOJIHOMOUYEHHOW OpraHu3anuu (MeAMIIMHCKON
opranusanuu, nmoaBCAOMCTBCHHOI'O yqpen(ﬂeHHs[), a TaKKC CKPCIUICH IMOANHMCHIO PYKOBOIAUTCIIA
1 II€4aTblO yHOJIHOMO‘-IGHHOfI OopraHusanuvun (M@[[I/IIII/IHCKOﬁ opraHusanuvv, nmoABCIOMCTBECHHOI'O
YUPEXKJIEHUS).

Kypnan peructpanuvd W ydeTa CICHHAIBHBIX PEHENTYypHbIX OJIAHKOB PE3EpPBHOTO 3araca
MuHucTepcTBa CKpEIUSIETCS TakkKe MOAMHUCHI0 OUpeKkTopa (B CiIydae €ro OTCYTCTBUSA -
3aMeCTUTENs AupekTopa) [lenapraMeHTa peryaupoBaHus 0OpalieH s JeKapCTBEHHBIX CPEACTB U
MEIMUIMHCKUX U3/1eTnid MUHUCTepCTBa U IeyaThio MUHHCTEPCTBA.

18. B xypHasie peructpandd M ydeTa CHEIHaJIbHBIX PELENTYPHBIX OJaHKOB YKa3bIBAIOTCS
CJIEIYIOLIUE CBEJICHHUS:

1) mopsIKOBBII HOMEp 3aINUCH;

2) NpuXo/ CIIeHUAIbHBIX PELIEITYPHBIX OJJAHKOB:

a) PEKBU3UTHI M J]aTa PETHCTPAINN TIPUXOTHOTO TOKYMEHTA;

0) o01ee KOJIMYECTBO TOCTYMUBIINX CTCITUATBHBIX PEIENTYPHBIX OJTAHKOB;
B) CepHs U HOMEDP CIEIUATBHOTO PEIENTYPHOTO OJIaHKa;

I') KOJJMYECTBO CIELMATIBHBIX PEUENTYPHBIX OJIAHKOB MO KaX 01 Cepuu;

n) (amwims, uMmsa, oT4ecTBO (TOCiIEnHEEe - TPH HAJUYMH) W TOAMUCH OTBETCTBEHHOTO
paboOTHHKA;

3) pacxo/1 celalbHbIX PeLeNnTypHbIX OJaHKOB:
a) JlaTa BBIJIa4M CIIEHUAIBHBIX PELIENTYPHBIX OJIAaHKOB;
0) cepuu ¥ HOMEpa BBIJJTAHHBIX CIIELUATIBHBIX PEUENTYPHBIX OJIAHKOB;

B) KOJIMYCCTBO BBIAAHHBIX CIICHUAJIBHBIX PCELCIITYPHBIX OJIaHKOB C YKazaHueM B CKOOKax
KOJIMYCCTBA CIICHUAJIBHBIX PCLCIITYPHBIX 6J'IaHKOB, BBIJAHHBIX JJIA OCI)OpMJ'IeHI/IH Ha IOMY,

r) (baMI/IJII/IH, UM, OT4YCCTBO (HOCJ’IGI{HGG - IIpH HaHI/I‘II/II/I) U noAnuvch Jivia, HOJIYYHUBHICTO
CIICIUAJIbHBIC PCUCIITYPHBIC 6J'IaHKI/I;

I[) KOJIMYCCTBO CIICHIUAJTIBHBIX PCHCIITYPHBIX 6J'IaHKOB, O(bOpMHCHHbIX Ha 10MY;

e) ¢gamunus, uMs, OT4ecTBO (TIOCTEAHEe - NMPU HAIWYMK) U TOAMHCH JUIA, O(GOPMUBIIErO
CHelHalbHbIe pelenTypHble OJTaHKH Ha IOMY;

4) (baMPIJ'IPIfI, HnMs, OTYECTBO (HocnenHee - [Ipu HaJ'II/I‘{I/II/I) 1 IoANINCh OTBETCTBCHHOI'O pa6OTHI/IKa;
5) OCTAaTOK CIICHHUAJIBHBIX PCUCIITYPHBIX OJIaHKOB.

19. CneumanbHblii pelenTypHBIH OJIaHK SBJSETCS JOKYMEHTOM CTpPOrOWM OTYETHOCTH. 3amac



CIICHUAJIBHBIX PCHCIITYPHBIX 0JIaHKOB B MGHHHHHCKOﬁ opraHu3anuv JOOJDKCH XPaHHUTHCA B
CIICHUAJIBHBIX ITOMCHICHUAX, Cef/'l(i)ax WX B CIICIHMAJIBHO H3IOTOBJICHHBIX LHKa(l)aX, OOHUTBIX
OIIMHKOBAHHBIM JKCJIC30M, C HAAC)KHBIM BHYTPCHHUM HJIM HABECCHBIM 3aMKOM.

[lomemienus, celi¢pl, mKappl, B KOTOPBIX XpaHATCS CIELUAIbHbIE pELENTypHblE OJaHKH,
JOJDKHBI OBITh 3aKpPBITHI HAa 3aMKH W TIOCJIE OKOHYaHHs pPaOOThI OINEYaTaHbl II€YaTHIO
YIOJHOMOYEHHON OpraHu3aiuy (MeAULUHCKON OpraHu3alii) WIK OINIOMOUPOBAHBI.

20. B MeaMUMHCKMX OpraHW3alMsIX 3arac CIENHaIbHBIX PEUENTYPHBIX OJIAHKOB HE JIOJDKECH
MIPEBBILLIATH F'0I0BOM MOTPEOHOCTH.

21. Pazpemaercs BbAaBaThb MEIUIIMHCKOMY pa0OTHHKY, HMEIOIIEMY I[paBO Ha3HA4aTh
HapKoTHUYecKue (TICUXOTpPOMHbIE) JIEKapCTBEHHbIE IIpernapaThl, €IMHOBPEMEHHO He Ooiee
JBAJLIATH CHEUAIBHBIX PELENTYPHBIX OJaHKOB.

MenuuyHckre paOOTHHKM, BBINMCHIBAIOIIUE PELENThl HAa HAPKOTHYECKHE (TICHUXOTPOITHBIE)
JIEKApCTBEHHBIE ITPENapaThl, HA OCHOBAHUM IIPUKAa3a PyKOBOAUTEINS MEIULIMHCKONW OpraHU3alnN
HECYT JINYHYIO OTBETCTBEHHOCTh 33 COXPAaHHOCTbH IOJYYEHHBIX CIEHHAIBHBIX PELENTYPHBIX
6nmankoB. CrenuanbHble peUEenTypHble ONaHKW, MOJy4Y€HHblE MEAUIHMHCKUM pPaOOTHUKOM,
XpaHATCS MOJI 3aMKOM B ceiidax, MeTalTMYecKuX mKadax Uil MEeTAIUTMUYECKUX SIIIHUKaX.

22. B MEAMIIMHCKON OPraHu3alu CO3/1ae€TCsl MOCTOSHHO JIEUCTBYIONIAs KOMUCCHS, KOTOpas HE
pexe 1 pasa kBapTayn (IO PEMICHUIO PYKOBOJWTENS MEIUIIMHCKOW OpraHU3aIlMi BO3MOXHO
Yalie) OCYIIECTBIISIET MPOBEPKY COCTOSIHHS PETHCTPAIMUA M yUeTa CIEIHATBHBIX PEIENTYPHBIX
OJIaHKOB, B TOM YHCJIE TIyTEM CBEPKH 3alMCEH KypHaja PETrUCTpaIliyd W ydeTa CHeIHaTbHBIX
pelenTypHbIX OJaHKOB, ¢ (PaKTUUECKHMM HAJIMYMEM CIICIMAJIbHBIX PELENTYPHBIX OJaHKOB, a
TaKKe MPOBEPKY COCTOSIHUS XPaHEHUS CIICIIUATIBHBIX PEIENTYPHBIX OJIAaHKOB.

[lo pesynpTaTam HpOBEPKU B KypHaJle pErucTpaly W ydera CIeHUalbHBIX PELENTYypPHBIX
ONaHKOB JIeNaeTcsi 3alKuch O pe3yiabTaTax MPOBEIEHUS CBEPKU JaHHBIX, 3aKperieHHas
MOANUCIMHU BCEX WICHOB KOMUCCHH, UM CO3JIACTCsl CTIeUaIbHBINA aKT IPOBEPKHU.

23. @enepanbHble OpraHbl MCIOJHUTEIBHOM BJIACTH M OPraHbl MCIOJHUTEILHOW BJIACTH
cyowrektoB Poccuiickoit denepaniyi OCYIIECTBISIIOT KOHTPOJIb 32 OpraHU3aIledl perucTpaiuu,
y4eTa M XpaHCHHsI CIEIUAIbHBIX PELENTYPHBIX OJIAHKOB B YIIOJHOMOYCHHBIX OpraHU3AIMIX U
MEIIMIIMHCKUX OPraHU3aIlnsX.

24. Breigaua cnenuaibHBIX PELCIITYPHBIX OJIaHKOB U3 PE3CPBHOIO 3arraca MI/IHI/ICTepCTBa
q)e,ﬂepaJ'ILHHM opraHam HUCIIOJIHUTEILHON BJIAaCTH | OopraHam HCITOJIHUTEILHON BJIACTH
CY6’LCKTOB Poccuiickoi d)ez[epaunn OCYHICCTBJISACTCA OTBCTCTBCHHBIM pa6OTHI/IKOM
MNOABCAOMCTBCHHOI'O  YYPCKIACHUA Ha OCHOBAHUU PCHICHUA 00 OTIIYCKC CIICHUAJIbHBIX
PELCIITYPHBIX 6J18.HKOB, OQ)OpMHeHHOFO B BUAC IIMCbMa, IMMOAIIMCAHHOI'O AUPCKTOPOM (B cJIydqac
€ro OTCYTCTBHA - 3aMCECTUTCIIEM I[I/IpeKTOpa) I[enapTaMeHTa peryjimpoBaHus 06paH_[€HI/I$I
JICKAPCTBCHHBIX CPEACTB U MCAUIIUHCKUX 156691 (S0 0705 MI/IHI/ICTepCTBa.

HpOBepKa ACATCIIBHOCTH TMOABCAOMCTBCHHOIO YYPCKACHUA IO PETUCTpaluH, YUYCTY U
XpaHCHHUIO PE3CPBHOI0 3allaca OCYHICCTBIISACTCA I[eHapTaMeHTOM pPEryjinpoBaHus 06paIJ_IeHI/I$I
JICKApCTBCHHBIX CPCACTB U MCAUIHNHCKUX 156691 (S0 0705 MI/IHI/ICTepCTBa 2 pa3a B roa HE MO3AHEC 20
qucia Mecdana, CICAYHOIICro 3a NCTCKIIUM IMOJIYyT'OAUEM.



Ipunoscenue N 6
K npukasy Munucmepcmea 30pagooxpanenus
Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n

INPABUJIA O®OPMJIEHUSA PELHEIITOB,
COAEPKANIUX HASHAYEHUE HAPKOTUYECKUX
CPEACTB WIN ICUXOTPOIIHBIX BEIIIECTB, B TOM
YUCJIE B ®OPME 2JIEKTPOHHBIX JOKYMEHTOB

|. Odpopmiienne penenta Ha OyMa)KHOM HOCHUTEJIE

1. Ha peuentypueix Omankax ¢opmbl N 107/y-HII B neBoM BepxHeM Yrily MNpOCTaBIsieTCS
mTamMn MEJUIIMHCKOM OpraHu3alui C yKa3aHHEM ee IIOJIHOTO HauMEHOBaHus, ajapeca u
TeneoHa ¢ AaToi BRIMUCKHU (1aTol ohopMIIeHHS ) pelienTa Ha JeKapCTBEHHBIH Mpenapar.

Peuentypusie 6manku Gopmbr N 107/y-HIT uzroraBamBaroTCs UCKIIOYUTEIBHO THIIOTPAPCKUM
CHOCOO0OM.

2. Ha peuentypHbix OjaHKaX, OQOPMISIEMBIX HHIMBHUIYaJbHBIMU MPEIIPUHUMATEISIMHU,
MMEIOLIUMU JIMIEH3UI0 Ha METUIIMHCKYIO AESITeIbHOCTh, B BEPXHEM JIEBOM YIIy THIOTPAPCKUM
CrocoOOM WJIM MyTeM MPOCTaBJICHMs IITamma JOJKeH ObITh yKa3aH aJpec MHAWBHIYaJIbHOTO
MpeanpuHUMAaTeNsi, HOMEp U JaTa JMIEH3WH, HAMMEHOBAaHUE OpraHa roCyJapCTBEHHOM BJAcTH,
BBIJABILIETO JTUICH3UIO.

3. Penentypusie Onanku ¢opmbr N 107/y-HII 3amonHstoTcs MEAMIIMHCKUM PaOOTHUKOM
YEpHUJIIAMH WM IIAPUKOBOM PYUKOIA.

4. Jlomyckaercs odopmieHHE BCeX PEKBU3UTOB (3a HCKIOYeHHEeM pekBu3uta "[loanuck
Jeyamiero Bpada (moanuch (Qenpamepa, akymepku)") peunentypHblx OmaHkoB ¢opmbl N
107/y-HII ¢ ucnonb30BaHUEM MEYATAIOLUIUX YCTPOUCTB.

5. B peuentypuom Onanke ¢dopmel N 107/y-HII B crtpokax "damunusi, uMs, OTYECTBO
(mocnenHee - nmpu Haau4uK) manueHTa" U "Bo3pacT" yka3bIBalOTCS MOJTHOCTBIO (DaMIIIHS, UM,
OTUYEeCTBO (MOCIEAHEE - IPU HAIMYUH) MAIMEHTAa, €ro BO3pacT (KOJIMYECTBO MOJIHBIX JIET).

JlomycTuMO yka3zaHHE AaThl POKICHUS MAEeHTA.
6. B peuentypnom 6ianke ¢popmsl N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMep MnoJjuca 0053aTeIbHOT0 MEIUIIMHCKOTO CTPaxoBaHUA" yKa3bIBaeTCs
HOMEp MoJinca 0043aTeIbHOTO MEJUIIMHCKOTO CTPAXOBAaHU MallMeHTa (MIPH HAIUYHH);

2) B crpoke "HoMep MeIUIMHCKOM KapThl" yKa3bIBaeTCsl HOMEP MEAMIIMHCKON KapThl MAIMEHTa,
MOJIyYaOIIEro MEAMIMHCKYIO TOMOIIb B aMOYJIAaTOPHBIX YCIOBUSAX, WJIM HCTOPUU OOJIE3HU



IIannucHTa, BBIIMKUChIBAEMOI'O U3 MGI[HLII/IHCKOI>’I Opranu3aluu,

3) B crpoke "®damwiusg, UM, OTYECTBO (TOCIENHEE - IPU HAIMYMHK) JIeHalllero Bpada
(penpamiepa, akymepku)" yKa3pIBaeTCs MOJHOCTHIO (DaMUIIHsl, UMsI, OTYECTBO (TIOCTIeIHEeE - TIPH
Hanuyuu) Bpada (denpamiepa, akylmiepkd), BBIMHUCABIIETO PELUENT Ha HAPKOTUYECKUU
(ICUXOTPOMHBIN) JIEKAPCTBEHHBIN Ipernapar.

7. B rpade "Rp" penentypHoro 6manka ¢popmser N 107/y-HII yka3siBaercs:

1) HauMeHOBaHME JIEKAPCTBEHHOTO  Ipemapata  (MEXIyHapOJHOE  HENaTeHTOBAaHHOE
HAaUMEHOBaHHE, I'PYNIHUPOBOYHOE WM XUMHUYECKOE HAUMEHOBAaHUE, TOPrOBOE HAUMEHOBAHUE)
Ha JIaTUHCKOM S$I3bIKE MJIM Ha PYCCKOM $3bIKe, (hOopMa BBINYCKA, IO3UPOBKA, KOJUYECTBO
(yka3bIBaeTcs MPOIKUCHIO Ha perentypHoM Omanke Gopmsl N 107/y-HIT);

2) cnocobd MpUMEHEHHS JICKApCTBEHHOTO Ipernapara Ha TOCYAapCTBEHHOM si3bike Poccuiickoii
@enepanuy WIM Ha TOCYAApCTBEHHOM si3bIke Poccuiickoin denepanuu U rocyaapCTBEHHOM
sI3bIKE peCIyOJIMK U UHBIX s3bIKaxX Hapos10B Poccuiickoit @enepanuu <1>.

<1> Yacte 1 crateu 15 3akona Poccuiickoit @eneparum ot 25 okrsaops 1991 r. N 1807-1 "O
s3pIKax HapoaoB Poccuiickoit ®enepanmu” (manee - 3akon N 1807-1). (BemomocTtu chesna
HapoaHbIxX aemnyratoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpm odopmieHun peuentypHbIXx OJAaHKOB 3amlpemiaeTcs OTPAHUYUBATHCS —OOIMIMMH
yKa3aHHsMH, Hanipumep, "Bryrpennee", "M3BectHo".

9. Ilpu odopmiiennn manueHTy penentypHoro 6manka Gopmer N 107/y-HIT Ha HapkoTHueckuii
(TICHXOTPOTIHBIN) JIEKApCTBEHHBIN TpenapaT B paMKax OKa3aHHsS METUIIMHCKON MOMOIIU TpU
OTIpE/IeIICHHOM 3a00JICBaHUHU TaKOH PEIeT 3aBepsIeTCs:

1) moanUChIO U TMYHOM MEeYaThio Bpada 00 MOANMUChIO (erbamepa (aKylepKn ),

2) me4arbi0 MEIUIIMHCKOW OpraHu3aluy, JUOO CTPYKTYPHOTO MOApA3JEIeHUs MEAUIMHCKON
opranu3amuu  "Jlmg  peuentoB", KOTOpas MPOCTABISETCS  JUMLOM,  YIOJHOMOYECHHBIM
PYKOBOJIUTENIEM MEIULMHCKON oOpraHu3anuu ¢ YyKazaHueM GaMuink, HMEHH, OT4YecTBa
(mocnenHee - Mpy HATMYUK) U IPOCTABIIEHUEM €T0 JTMYHON TOIUCH.

B caywasx wneobxomumocTu oGOpMIIEHHS pelenta Ha HapKOTUYECKUH (IICUXOTPOIHBINH)
JIEKapCTBEHHBIN MperapaT Ha JOMY B paMKaxX OKa3aHHs MaJUTMATUBHON MEAUIIMHCKOW MOMOIIH
JOMYCKAaeTCsl MpeBAapUTEIbHOE 3aBEpEeHHE pelenTa IITaMIIOM MEAWLUHCKON OpraHu3alu,
MeYaTbl0 MEIUIIMHCKOW oOpraHu3anuy 00 CTPYKTYpHOTO TMOAPA3JENeHUs MEIUIIMHCKON
opranmzanuu  "/{ns  peuenrtoB", KOTOpas MPOCTABISIETCS  JIMIOM,  YHOJHOMOYEHHBIM
PYKOBOJIUTENEM MEIUIIMHCKOW OpraHu3alii, C YyKa3aHueM (QaMulIdd, WUMEHHU, OT4ecTBa
(mocnenHee - MpU HaJW4YMK) M TMPOCTABICHUWEM €ro JuuHoi moamucu. [Ipu 3Tom B KypHame
pErucTpalyy U y4eTa pelenTypHbIX OJTaHKOB B COOTBETCTBUH ¢ [lopsiikom perucrpamuu, ydaera
U XpaHEHUs CIEIUANTbHBIX pEUENTYypHBIX ONaHKOB Ha HAPKOTHYECKHE CpEACTBA HIIU
MICUXOTPOIIHBIE BEUIECTBA, YTBEP)KJICHHBIM HACTOSILIMUM IPHUKA30M, JIE€IaeTCsl OTMETKAa O €ro
BbIZaue A 0OpMIICHHS Ha IOMY, a TakKe OTMETKA, YIOCTOBEpEHHas MOJIMUCKHI0 Bpadya JTU00
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¢denpamepa (akymepku), odopmuBiiero pernent, o Gakre ero oGopMIICHUS, KOTOPBI MOMKET
OBITH TOTIOJIHUTEIBHO NOATBEPKICH (POTO- U (MIIM) BUICOMATEpUAIaAMH.

B crpoke "OrMmeTka anTedyHOW OpraHm3amuu 00 OTHyCKe" CTaBUTCS OTMETKAa anTeYHOU
opraHu3anu 00 OTHYCKE HAPKOTHYECKOTO (MICHXOTPOIHOTr0) JIEKApCTBEHHOTO mpemnapara (c
YKa3aHUEM HaWMEHOBAHMS, KOJUYECTBA OTIYIIEHHOIO HApPKOTUYECKOro (IICUXOTPOITHOTO)
JIEKapCTBEHHOI'O IIperapaTa U JaThl €ro OTIyCKa), KOTopasl 3aBepseTcs MOJNUCHI0 pabOTHHKA
anTeYyHON OpraHu3aliM, OTIIYCTUBIIEI0 HAPKOTHUYECKUN (IICHXOTPOIHBIN) JIEKapCTBEHHBIN
npenapart (¢ ykazaHueM ero aMuianu, UMEHHU, OT4eCTBA (IIOCIIEHEE - MPU HAIUYMH), & TAKKeE
KpyIJIOW Ie4aTbl0  anTeYyHOM  oOpraHu3alud, B OTTUCKE KOTOPOM  JIOJKHO  OBITh
UIACHTU(PUIMPOBAHO MOJHOE HAMMEHOBAHKE allTEYHON OpraHu3alllu.

10. Ha omnom peuentypHom Onanke ¢opmbel N 107/y-HII paspemaercs ocymiecTBiaTh
Ha3Ha4YeHUE TOJBKO OJTHOTO HaMMEHOBAHMS JIEKaPCTBEHHOTO Iperapara.

11. UcnipaBiieHus B penente He JOMYCKarOTCs.

1. Odpopmienue penenta B gopme 3J1€KTPOHHOI0 JOKYMEHTA

12. Peument B  QopMe  3JEKTPOHHOTO  JOKYMEHTAa, MOJNUCAHHOTO  YCHUJIEHHOU
KBIM(UIUPOBAHHON 3JIEKTPOHHOM MOJMUCKHIO, (OPMUPYETCS] MEAMIMHCKUM DPAaOOTHUKOM,
CBEICHHUS O KOTOPOM BHECEHBI B (pellepajbHBI PErucTp METUIMHCKUX PaOOTHUKOB <2>, a
TaKKe MpU YCIOBUM PErUCTpallil MEIUIMHCKOW OpraHu3alid, B KOTOpo odopmiisercs
perient, B deaepaTbHOM peecTpe MEAUIIMHCKUX OpraHu3aiuil <3> eIWHOW ToCyAapCTBEHHOM
MH(POPMAITMOHHON CHCTEMBI B cepe 3apaBOOXpAHEHUS U TMOJKIIOUEHUS TaKOW METUITMHCKOM
OpraHM3alii K TOCyJapCTBEHHOW HWHGOPMAlMOHHON cucTeMe B cdepe 3paBOOXpaHEHUS
cyowekra Poccuiickoit deneparun <4>.

<2> Yactp 4 crateu 91.1 depepanphoro 3akoHa N 323-®3 (CobpaHue 3aKOHOMATEIHCTBA
Poccuiickoit @deneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yacte 4 crateu 91.1 denepanphoro 3akoHa N 323-®3 (CobpaHue 3aKOHOJATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Crarbu 91 u 91.1 ®epepanbuoro 3axkona N 323-®3 (CobOpaHue 3aKOHOAATENHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

13. Ilo TpeOOBaHUIO NallMEHTa WM €ro 3aKOHHOTO NpeAcTaBUTENs O(GOpMIIIETCS 3K3EMILIIp
peuenta B ¢popMe 3IEKTPOHHOTO JOKYMEHTa Ha OyMa)KHOM Hocutene ¢ oTMeTkol "JlyOmukar
IEKTPOHHOTO JOKYMEHTa'".
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