3apeructpupoBano B Muntocte Poccun 30 HosiOpst 2021 1. N 66124

MUHHCTEPCTBO 3JIPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

ITPUKA3
ot 24 Hosiopst 2021 r. N 1094u

Ob YTBEPKIAEHUHA INTOPAKA HASHAYEHUA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PELHEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHPEHAPATBDIL, IOPAAKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHHUS, ®OPM
BJAHKOB PEHHENITOB, COAEPKALINUX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UWJINA IICUXOTPOIIHbBIX
BEIIECTB, HOPAJIKA UX U3I'OTOBJIEHUAA,
PACIHIPEAEJEHUSA, PETUCTPALIUU, YUETA U
XPAHEHUA, A TAKKE ITPABHUJI O®OPMJIEHUA
BJAHKOB PELEIITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX JOKYMEHTOB

B coorBercTBuuM ¢ nyHkToM 16 yactu 2 crathu 14 ®@enepanbHoro 3akoHa ot 21 HosOpsa 2011 r. N
323-®3 "OO ocHOBax oOXpaHbl 370poBbs TIpaxjaaH B Poccuiickoii ®Penepauun" (Cobpanue
3akoHo1atenscTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), nyHkTOoM 2
cratbu 26 denepanbHoro 3akoHa oT 8 sHBapa 1998 r. N 3-®3 "O HapKOTHYECKHX CpeNCTBaxX W
ncuxoTponHsix BenlectBax" (CoOpanue 3akoHonarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cr.
219; 2017, N 31, ct. 4791), noanynkramu 5.2.177, 5.2.178 u 5.2.179 nynaxra 5 IlonoxeHus o
Mununcreperse 3apaBooxpanHeHus Poccuiickoir denepanuy, yTBEPKJIECHHOIO IOCTaHOBIECHUEM
[TpaButensctBa Poccuiickoit @eneparuu ot 19 utonst 2012 r. N 608 (CobOpanre 3akOHOIATETHCTBA
Poccutickoit ®eneparuu, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), npuKa3bIBato:

1. YTBepauTs:
[Topsimok Ha3HAUEHHUS JIEKAapCTBEHHBIX MIPEnapaToB coriacHo npuioxenuto N 1;
(dopMBI perienTypHBIX 0JaHKOB Ha J€KapCTBEHHbIE MTPEnapaThl COrylacHo mpuioxenuto N 2;

HOp}IIIOK O(I)OpMJ'ICHI/ISI peuCUTYPHBIX 0JIaHKOB Ha JICKApCTBCHHBIC MPCIIAPAaThl, UX YUCTA U XPAaHCHUA
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coryiacHo npuioxenuto N 3;

(dbopMBbI OJIAHKOB PEIETOB, COACPIKAINUX HA3HAYCHHE HAPKOTHYECCKUX CPEJICTB MM MCUXOTPOITHBIX
BEIIIECTB, coTiiacHO npuitokeHuto N 4,

HOpSIIIOK HU3TOTOBJICHUS, PACIIPCACIICHUA, PCTUCTPALMH, YUCTAa U XPAaHCHHUA PCLCIITOB, COACPKAIIUX
Ha3HaA4YCHUE HAPKOTUYECKUX CPCACTB WJIH IICUXOTPOITHBIX BEHICCTB COrJIaCHO IIPHUIIOXKCHUIO N 5,

HpaBHna O(l)OpMJ'IeHI/IH PEOCIITOB, COACPKAIMMX HA3HAYCHUE HAPKOTHYECCKHUX CPCACTB HIIN

MCUXOTPONHBIX BCHICCTB, B TOM YUCIIC B (I)OpMe SJICKTPOHHBIX JOKYMCHTOB COIVIACHO IMPHUIIOKCHUTIO
N 6.

2. Ilpu3HaTh yTpaTUBIIMMU CUILY:

npuka3z MunuctepcerBa 31paBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O6
YTBEPXKICHUHU (POpMBI OIaHKOB PELENTOB, COACPKALIMX Ha3HAUEHUE HAPKOTUYECKUX CPEACTB WIIM
IICUXOTPOIHBIX BEIIECTB, IMOPAJKA HMX H3IOTOBJICHUS, pACIpeAcieHHUs, PErucTpanuy, ydera Hu
XpaHEeHHUs, a Takxke MpaBul oopmiieHus" (3aperucTpupoBaH MUHUCTEPCTBOM FocTHIIMK Poccuiickoit
®enepannu 15 aBrycra 2012 r., peructpaunonnsii N 25190);

npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 30 urons 2015 r. N 3851 "O
BHECEHUU M3MEHEHHUIl B mpuka3 MuHucrepcrBa 3apaBooxpaHeHus Poccuiickoir ®@enepanuu ot 1
asrycta 2012 r. N 54un "OG ytBepxxkaeHuu (Gopmbl OIaHKOB PELETITOB, COAEPIKALIUX HA3HAYCHHE
HapKOTUYECKUX CPEJCTB WM IICUXOTPOIHBIX BEILECTB, NOPSAIKA UX U3TOTOBJICHUS, pACIIPEICIICHNUS,
pEerucTpaluu, yueTta i XpaHeHHs, a TakxKe rnpaBui opopmiieHus" (3apeructpupoBad MUHHCTEPCTBOM
rocturmu Poccuiickoit deneparuu 27 Hostops 2015 r., perucrpanuonubiii N 39868);

npuka3z MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHWU M3MEHEHMH B mnpuka3 MuHucrepcTBa 3/1paBooxpanenus Poccuiickoit @enepauun ot 20
nexadbps 2012 r. N 11751 "O6 yTBep:kieHuN NOpsAaKa Ha3HAYEHMsI U BHIITUCHIBAHUS JIEKAPCTBEHHbIX
npenaparoB, a Takxke (opM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Mpernaparhl, MOpsJIKa
opopMIIeHHs YKa3aHHBIX OJIaHKOB, HMX y4yeTa W XpaHeHua" u mnpuwiokeHne N 2 K mpukazy
MunucrepctBa 3apaBooxpaHeHus Poccuiickoit @epepaunu ot 1 aBrycra 2012 r. N 541 "O6
YTBEPXKACHUH (OpMBI OJTAaHKOB PELENTOB, COAEpKAIIUX Ha3HAUEHHE HAPKOTHUECKUX CPEJCTB WM
NICUXOTPOIHBIX BELIECTB, IMOPAJKA HMX H3TOTOBJICHHUS, DPACIPEACIICHUS, PETUCTPALUU, y4deTa U
XpaHEHus, a TaKkKe rnpaBuil opopmiieHus" (3aperucTpupoBad MunucrepcTBoM octulinu Poccuiickoit
Ddenepanuu 18 urons 2016 r., peructparnmonnsiii N 42887);

OYHKT 4 U3MEHEHHH, KOTOpbIe BHOCATCSA B HEKOTOPbIE TPUKa3bl MHUHHUCTEPCTBA 3[paBOOXPaHEHUS] U
conuanbHOro passutus Poccuiickonn denepanun 1 Munucrepersa 3apaBooxpaneHus Poccuiickoi
@enepanuy Mo BompocaMm oOpallleHus JIEKApCTBEHHBIX MPENapaToB, COJEPKAIIMX HAPKOTHYECKHE
CPEICTBA, IICUXOTPOIIHBIE BEIIECTBA U UX MPEKYPCOPBI, U JEKAPCTBEHHBIX CPEICTB, MOMJIEKAIIUX
MPEIMETHO-KOJIMYECTBEHHOMY yUYeTy, YTBEpPKIACHHbBIX MMPHUKa3oM MUHHCTEpPCTBA 3ApaBOOXpPaHEHUS
Poccuiickoit ®enepanu ot 31 oxtsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
roctuinn Poccuiickoit ®enepanuu 9 stuaps 2018 r., peructpanmonnsiii N 49561);

npuka3 MuHuctepcTBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10211
"O BHeceHuu u3MeHeHu# B mpuioxeHus N 2 u 4 x npukasy MHUHUCTEPCTBa 3/1paBOOXPAHEHUS
Poccuiickoit ®eneparuu ot 1 aBrycra 2012 r. N 541 "OG6 yrBepxkaenuu ¢GpopMbl OJaHKOB PELIETITOB,
CoJlepKalluX Ha3HAYEHHE HAPKOTUYECKUX CPEACTB WM ICUXOTPOINHBIX BELIECTB, MOPAJIKA HX
W3TOTOBJICHUSI, PaCIIpe/ie]ICHHs, PETUCTPALIUY, YUe€Ta U XpaHEHUs, a Takke MpaBuil odopmieHUs"
(3apeructpupoBan MuHuctepctBoM toctuiiuu Poccuiickoit ®denepanuu 28 smHBaps 2020 1.,
peructparonnsiii N 57293);
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npuka3 MuHHCTepCcTBa 37jpaBooxpaHenus Poccuiickoit @eneparuu ot 8 okTsa6ps 2020 r. N 10761 "O
BHeceHUH u3MeHeHuil B [lopsiiok perucrpanuu, yuyera M XpaHEHHUS CHEIHabHBIX PEleNTypHbIX
0JIaHKOB Ha HApKOTUYECKHE CPEJCTBA WJIM ICUXOTPOIHBIE BELIECTBA, YTBEP)KICHHBIM NpPHUKa3oM
MunucrepcTBa 3apaBooxpaneHus Poccuiickoir @Penepanum ot 1 aBrycra 2012 r. N 54n"
(3apeructpupoBan MuHnuctepcTBoM toctuiuu Poccuiickori ®epeparuu 13 HOsiOps 2020 1.,
perucrpanronubiii N 60898);

npuka3 MuHuctepcTBa 3apaBooxpaneHust Poccuiickoit @enepanun ot 14 ssHBaps 2019 r. N 41 "O6
YTBEPXKACHUH TMOPSIKA HA3HAYCHUS JIEKAPCTBEHHBIX MPENaparoB, GopM pelenTypHbIX OJaHKOB HA
JIEKapCTBEHHBIE Mperaparbl, Hopsaka oQOpMIICHHS YKa3aHHBIX OJAHKOB, MX ydeTa U XpaHeHus"
(3apeructpupoBan MunuctepctBom toctuuuu Poccuiickoit ®enepanuum 26 mapra 2019 r,
perucrpanronnbiii N 54173);

npuka3 Munucrepcersa 3apaBooxpanenus Poccutickoit @enepamuu ot 11 gexabps 2019 r. N 1022H
"O BHeCeHMH U3MEHEHUH B ITprKa3 MuHucTepcTBa 3apaBooxpaneHus: Poccuiickoit @enepanuu ot 14
ssaBapst 2019 r. N 41 "OO0 yTBepKIeHUM TMOpPsAKAa HA3HAYCHUS JICKAPCTBEHHBIX IpernapaToB, Gopm
pelenTypHbIX OJaHKOB Ha JIEKAPCTBEHHbIE MpenapaTsl, Mopsaaka ohopMICHUS YKa3aHHBIX OJIaHKOB,
uX ydyera u XpaHeHus" (3apeructpupoBaH MuHucrepctBoM roctuiuu Poccuiickoit @enepanun 28
suBapst 2020 r., peructpanuonssii N 57292);

npuka3 MunucrepcTBa 3paBooxpanenus Poccuiickoit denepanuu ot 8 okta6ps 2020 r. N 10751 "O
BHECCHHH W3MEHEHUW B TOPSAJOK Ha3HAYEHUs JICKAPCTBEHHBIX IMPENapaTroB, YTBEPXKIACHHBIN
npuka3zoM MuHHCTEpCTBa 3apaBooxpaneHust Poccutickoit @eneparuu ot 14 suBaps 2019 r. N 45"
(3apeructpupoBan MunuctepctBoMm toctuniuu Poccuiickoit ®deneparuun 22 nekadbps 2020 r.,
perucrpanronnbiii N 61695);

nyHKT 3.8 WMHCTpyKIMM O TOpSAKE BBHIMHUCHIBAHUS JIEKAPCTBEHHBIX IPENapaTtoB U o(opMiIeHUs
peLenToB U TpeOOBaHUI-HAKIAIHBIX, YTBEPKIACHHOM NprKa3oM MUHHUCTEPCTBA 3ApaBOOXPAHEHUS U
couuanbHoro passutus Poccuiickoit @enepamun ot 12 despans 2007 r. N 110 "O nopsake
Ha3HAUEHUs U BBINMCHIBAHUA JIEKApPCTBEHHBIX MpPEnapaToB, U3/ENUIl MEIUIIMHCKOTO Ha3HAYEHUS U
CHEHAIM3UPOBAHHBIX TPOJYKTOB JIedeOHOro mNHTaHuA" (3aperucrpupoBaH MUHHCTEPCTBOM
roctuimu Poccuiickoit @eneparun 27 anpens 2007 r., peructparmonsbiii N 9364);

npuka3 MUHHCTEPCTBA 34paBOOXPAaHEHHS U COLUAIbHOTO pa3sutusa Poccuiickoit denepanum ot 17
Mas 2012 r. N 5621 "O6 yrBepxknaenuu Ilopsaka oTmycka (puU3MYecKUM JIMLaM JIE€KapCTBEHHBIX
IpenapaToB Uil MEAMIMHCKOTO INPUMEHEHMS, COAEpXKAIIUX KpPOME MalblX KOJUYECTB
HapKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB pyrue papMaKkoIOoruHuecKue
aKTUBHBIE BellecTBa" (3aperucTprupoBad MuHncTepcTBOM rocTuiiuu Poccuiickoit @eneparuu 1 nrons
2012 r., peructpanuonnbiii N 24438);

IYHKT 2 U3MEHEHHUH, KOTOPBbIE BHOCATCSA B HEKOTOPBIE ITPHKa3bl MUHKMCTEPCTBA 34paBOOXPaHEHMS U
conuanbHOro passutus Poccuiickon ®enepanuu, yTBEPKIACHHBIX NPHUKa30M MMHHUCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®enepanmu ot 10 wurons 2013 r. N 369H (3apeructpupoBaH
MunucrepctBom roctuimu Poccuiickoit ®eneparuu 15 uromnst 2013 r., peructpanmonssiii N 29064);

npuka3 MunucTepceTBa 3npaBooxpanenns Poceutickont @enepannu ot 21 aprycra 2014 1. N 4651 "O
BHECEHWU W3MEHEHUH B TMOPSIOK OTHYCKa (PU3UYECKHM JIMIAM JIEKapCTBEHHBIX NpenapaToB JUis
MEAMIIMHCKOTO MPHUMEHEHUS, COJAEPKAIUX KPOME MAaIbIX KOJIMYECTB HAPKOTHUYECKHUX CPEJCTB,
NICUXOTPOIHBIX BELIECTB M HX MPEKYypPCOPOB JApyrue (apMakoIOTHYecKHe aKTUBHBIE BEIECTBA,
YTBEP>KJICHHBIN MPHUKa30M MHUHHCTEPCTBA 3paBOOXPAHEHUS U COLMAIIBHOIO pa3BUTHs Poccuiickon
®eneparun ot 17 masg 2012 r. N 5621" (3apeructpupoBad MuHHCTepCcTBOM ocTUIIMN Poccuiickoi
Denepanuu 10 centsiops 2014 r., peructpanuonnbiii N 34024);
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OYHKT | U3MEHEHUM, KOTOpbIE BHOCATCSI B HEKOTOPBIE MPUKa3bl MUHUCTEPCTBA 3PAaBOOXPAHECHUS U
couuanbHOro passutusi Poccuiickoir @eaepanuu 1 MuHUCTEpCTBA 3/paBooxpaHeHust Poccuiickoii
®denepanny, yTBEpKICHHBIX IPUKa3oM MuHucrepcTBa 31paBooxpanenus Poccuiickoit denepannu
ot 10 centsa6ps 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTUIIMHM Poccuiickoit
Oeneparuu 30 centsops 2015 r., peructparronsbiii N 39063);

OYHKT 3 U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPBIC MpUKa3bl MUHUCTEPCTBA 3PABOOXPAHCHUS U
conuanbHoOro passutusi Poccuiickoir @enepanuu 1 MuHUCTEpCTBa 3/1paBooxpaHeHusi Poccuiickoii
@®enepanuu 1o BompocaMm 00pallleHus JIEKApCTBEHHBIX IMPENapaToB, COJEPKAIIMX HAPKOTHYECKHE
CpEICTBa, TICUXOTPOIHBIC BEUIECTBA M UX MPEKYPCOPOB, U JEKAPCTBEHHBIX CPEICTB, MOAIEKAIINX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPXKIACHHBIX MPUKa30M MUHHCTEpPCTBA 34paBOOXPaHEHUS
Poccuiickoit ®@enepanmu ot 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHUCTEPCTBOM
toctuin Poccuiickoit @enepannu 9 ssuBaps 2018 r., peructpaunonnsiit N 49561).

3. Penentypubie Onanku ¢dopmbel N 107/y-HII, u3roroBiaeHHBIE 10 JHS BCTYIUICHHS B CHITY
HACTOSIIET0 MPUKa3a, MOTYT OBITh HCITOJIb30BaHbI 10 1 Mapta 2023 rona.

4. Hacrosiuuii mpuka3 Bcrymnaer B cuity ¢ 1 mapra 2022 r. u nelictByer no0 1 mapra 2028 r.

Munucmp

M.A. MYPALIKO

Ipunoowcenue N 1
K npuxasy Munucmepcmea 30pasooxparenuisl
Poccuiickoii @edepayuu

om 24 noaopsa 2021 2. N 1094u

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

. O0uIne moJ10KeHU S

1. Ha3HayeHue JeKapCTBEHHBIX MPENapaToB s MEAMIMHCKOTO NpHUMEHeHus (Jnaiee -
JIEKapCTBEHHBIE MTPenapaThl) OCYIIECTBIIAETCS JIeHallluM BpadoM, (penpaiiepoM, akyuepKkoi B cirydae
BO3JIOXKCHUSI HA HUX IIOJHOMOYMM JIEYAllEro Bpaya, IPU OKA3aHUU MEAMIMHCKOW IOMOILUM B
MEIUIMHCKUX OpraHu3anusax <I1>, B TOpsAJKe, YCTAaHOBJIEHHOM IIpUKa3oM MwuHuctepcrsa
3IpaBOOXpaHEHUs U colnmaibHOro pa3sutus Poccuiickoit deneparuu ot 23 mapra 2012 r. N 252nH
"O06 yrBepxaeHuu Ilopsika Bo3inoKeHUs Ha (QeNpiepa, akylmepKy pyKOBOIUTEIEM MEIHIIMHCKON
OpraHu3aly IpU OpPraHU3allMM OKa3aHWsS IEPBUYHOM MEIUKO-CAHWTAPHOM NOMOIIM U CKOPOH
MEIUIIUHCKONW MOMOIIM OTJENBHBIX (PYHKLUH JIeHalero Bpaya 1o HEernocpeCTBEHHOMY OKa3aHUIO
MEAMIIMHCKOW MOMOIIM MAllUEeHTy B MEPHOJI HAOIIOIEHUS 32 HUM U €ro JICYeHUs], B TOM UYHUCIe I10
HAa3HAYCHMIO U IPUMEHEHUIO JIEKAPCTBEHHBIX [IPENapaToB, BKIIOYasi HAPKOTUYECKUE JICKAPCTBEHHBIE
mpenaparsl M ICUXOTPONHBIE  JIEKApCTBEHHBIE  mpemaparbl’  <2>,  HWHAWBHUAYAJIbHBIMHU
OpeANpPUHUMATENSAMHU, OCYIIECTBISIONMMH MEIULUHCKYIO AEATENbHOCTh (Jlanee - MEAWLUHCKUE
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pabOTHUKN).

<1>Ilynkr 11 crateu 2 enepanbroro 3akoHa oT 21 HosOps 2011 r. N 323-03 "O06 ocHOBax OXpaHBI
3mopoBbsi TpaxaaH B Poccuiickoit ®enepanuu" (CobOpanue 3akoHomarenbcTBa Poccuiickoi
Oeneparum, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - ®enepanbhsbiii 3akon N 323-D3).

Oguyuanvhstit ucmouHuK 31€KMPOHHO20 OOKYMEHMA COOEPHCUM HEMOYHOCMb: UMECHCA 6
euoy nynkm 11 uacmu 1 cmamou 2 @edepanvnozo 3akona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHucrtepctBoM toctuuuu Poccuiickoit denepaunn 28 ampens 2012 r.,
peructpannonnbii N 23971 ¢ u3MEHEHMSIMH, BHECEHHBIMH TIPHKa30oM MUHHCTEPCTBA
3npaBooxpaneHuss Poccuiickoir @eneparuu ot 31 okta0ps 2017 r. N 882H (3apeructpupoBaH
MunncrepcTBoM foctuninu Poccuiickoit ®enepanuu 9 ssusaps 2018 r., perucrpannonnsiii N 49561).

MenuuuHCcKuii pabOTHUK, O(GOPMUBIIMK pELUENT ¢ HAPYUICHHEM HACTOAIIETO IMOPSAIKa, WIH
PYKOBOJUTENb MEIUIIMHCKON OpraHm3anuu 00eCHeunBalOT CBOEBpPEMEHHOE IepeodopMiIeHue
TpeOyeMoro 1Jis NallMeHTa peLenTa.

2. CBeI[eHI/Iﬂ O HA3HAYCHHOM JICKAPCTBCHHOM IIPCIIapare (HaI/IMeHOBaHI/Ie JICKapCTBCHHOI'O
npemnapara, 103MpoOBKa, croco0 BBCACHUA U IPUMCHCHUA, PCIKUM JO3UPOBAHUA, TPOJOJLKUTCIBHOCTD
JIeueHuss M O0O0OCHOBaHHWE Ha3HAYECHHUS JICKapCTBCHHOI'O r[penapaTa) BHOCATCA MCIHUIMHCKHUM
pa6OTHI/IKOM B MCAUIIMHCKYIO JOKYMCHTAIIUIO ITallUCHTA.

B cnyuasx, ykazanneix B mnyHKTax 8 - 11 Hacrosimero Ilopsiaka, MeauIIMHCKHUA pPaOOTHUK,
HA3HAYMBIIMIA JIEKAPCTBEHHBIN Mpernapar, oGopMisieT Ha3HAYCHUE JICKAPCTBEHHBIX MPENapaToB, B
TOM YHCIIE TMOJICKAIMUX M3TOTOBJICHUIO M OTIYCKY AanTE€YHbBIMH OpraHu3alusMu (maiee -
JeKapCTBEHHbIE IpernapaTbl HMHIUBUAYaJbHOIO M3TOTOBJICHMS), Ha peLenTypHOM OjaHke,
opopMIIECHHOM Ha OyMa)KHOM HOCHTENE 3a CBOEH MOANUCHIO (Zajee - perent Ha OyMa)KHOM
HocuTene), U (WIN) C COIJIacsl MallMeHTa WM e€ro 3aKOHHOTO MPEICTaBUTENs <3> Ha pelenTypHOM
OyiaHke B (hopMe BJIEKTPOHHOI'O JOKYMEHTa C UCIOJb30BaHUEM YCWJIEHHON KBaIU(pUIIMPOBAHHON
AJIEKTPOHHOM MOJAMUCH METUIMHCKOro paOoTHUKa (fajnee - peuent B (opMe 3JIeKTPOHHOTO
JIOKYMEHTA).

<3> [IyukT 2 cratbu 20 @eaepanproro 3akoHa N 323-D3 (Cobpanue 3akoHOAaTEHCTBA POccuiickoit
Oeneparnun, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penent B hopme 311€KTPOHHOTO TOKYMEHTa, COJIepKaIUil Ha3HAYCeHHE HApKOTHYECKUX CPEICTB WM
MICUXOTPOIHBIX BELIECTB, IOJIMUCHIBAETCA C MCIOJIb30BAHUEM YCUJIEHHOW KBaIU(UIIMPOBAHHON
AIIEKTPOHHON TOMMCH JICYallero Bpaya WM (enpalepa, akyllepkd, Ha KOTOPBIX BO3JIOXKEHBI
(GYHKIMY JIeHallero Bpaya, 1 COOTBETCTBYIOIIEH METUIIMHCKON opraHu3auu <4>.

<4> Tlynkt 1 crateu 26 ®enepanbHoro 3akoHa oT 8 sHBaps 1998 1. N 3-03 "O HapKkOTHUYECKHX
cpeacTBax U ncuxoTponHbix BemecTBax" (CoOpanue 3akoHoparenbcTBa Poccuiickoit deneparnyu,
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1998, N 2, ct. 219, 2017, N 31, cT. 4791) (nanee - @enepanbhsbiii 3akoH N 3-D3).

Odopmnenne perentoB B GopMe AIEKTPOHHBIX JIOKYMEHTOB OCYIIECTBIISETCSA B CIydae MPUHATHS
YIIOJIHOMOYEHHBIM OPTraHOM HCIIOJIHUTENbHOW BiacTu cyObekTa Poccuiickoit ®Denepamuu B
COOTBETCTBUHU ¢ MYHKTOM 4 ctathbul 6 denepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-d3 "O6
00palIeHn JIEKAapCTBEHHBIX CpeAcTB" <5> perieHus 00 HCIOJIb30BAaHUH HA TEPPUTOPHH CyOBEKTa
Poccuiickoii @enepanun HapsAy ¢ pelieNTaMH Ha JIEKApCTBEHHBIE MpernapaThl, OpOpMIIEHHBIMHA Ha
OyMaXHOM HOCHUTENe, PEIENTOB Ha JIEKApCTBEHHBIC Npenaparbl, CHOPMUPOBAHHBIX B (opme
3JIEKTPOHHBIX JTOKYMEHTOB.

<5> CobOpanue 3akoHomatenbcTBa Poccuiickoit @eneparuu, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpum BbIIMCKE NAUEHTa W3 MEAUIMHCKOW OpraHu3allid, B KOTOPOMl €My OKa3blBajach
MEIMIUHCKas: TOMOIb B CTAllMOHAPHBIX YCIOBUSX, MPU HEOOXOAMMOCTU IMPOJOIKEHHs MpUeMa
JICKapCTBEHHOTO IIperapara B aMOYJIAaTOPHBIX YCIOBUSX JaHHOMY TMAIUEHTY M0 PEHICHUIO
PYKOBOJUTENST MEIMIMHCKONW OpraHu3aluy Ha3HayaroTcs ¢ odopMileHHeM penenta B Qopme
AJIEKTPOHHOTO IOKYMEHTA U (MJIH ) Ha OyMakHOM HOCHTEJIE (32 UCKITI0OUEHUEM 0OPMIICHHUS PEIECTITOB
Ha JIEKapCTBEHHbIE Mpenaparsl, MojieKaliue oTIycKy OeCIIaTHO WM CO CKUAKON) TMOO0 BBIAAIOTCA
(MaLMEeHTy WM €ro 3aKOHHOMY NPEICTABUTENI0) OJJHOBPEMEHHO C BBINUCKON M3 UCTOPUU OOJIE3HU
JeKapCTBEHHbIE IpenapaTbhl, B TOM 4YHCJIE HApKOTHYECKHE U IICUXOTPOIHBIE JIEKapCTBEHHbIE
npemnaparsl, BHeceHHbIe B cucku |l u |1l mepeunst HapkOTUUECKUX CPENCTB, ICUXOTPOIHBIX BELIECTB
U UX [pPEeKypcopoB, MOMJISKAIIMUX KOHTpoio B Poccuiickoir @Penepanuu, yTBEpKIEHHOIO
[IpaButensctBOM Poccuiickoit ®enepanuu <6> (nmanee - IlepedeHsn), CHIBHOIEHCTBYIOLINE
JIEKapCTBEHHBIE NPENapaThl, Ha CPOK MIPHEMA MALMEHTOM 10 5 THEH.

<6> [lyskr 2 cratbu 2 PenepanbHoro 3akoHa N 3-O3 (Cobpanue 3akoHoAarenbcTBa Poccuiickoit
Oenepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HazHaueHue J1eKapCTBEHHBIX MPENapaToB NPy OKa3aHUU MEAUIIMHCKON TOMOILY B CTAllMOHAPHBIX
YCIIOBHSIX MOJKET OCYIIECTBIATHCS TOCPEACTBOM TPEOOBaHUI MEIUIIMHCKOW OpraHu3allvu,
HalpaBsieMbIX B alTE€UHbIE OPTraHU3alUM, SBIAIOMIMECS CTPYKTYPHBIMU MOAPA3ACICHUSIMU
MEJIUIIMHCKON OpraHu3anuu. <7>

<7> [IyHKT 54 crateu 4 denepanbHOro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpanieHnn
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHoAarenbeTBa Poccuiickoit deneparnuu, 2010, N 16, cr.
1815; 2019, N 31, cT. 4456) (nanee - ®enepanbHblii 3akoH N 61-D3).

5. Ha3HaueHue JEKapCTBEHHBIX IMPENapaToB OCYIIECTBIACTCS MEIUIMHCKAM DPAOOTHUKOM TIO
MEXIYHAPOJAHOMY HEMATEHTOBAHHOMY HaUMEHOBAHUIO, a IIPU €r0 OTCYTCTBUU - TPYNIUPOBOYHOMY
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WM XMMHUYECKOMY HaWMMEHOBaHMIO. B cilydae OTCYTCTBHS MEXIYHapOJHOTO HEMAaTEeHTOBAHHOTO
HAaUMEHOBAHUS U TPYNIIUPOBOYHOTO WJIM XUMUYECKOTO HAUMEHOBAaHMSI JIEKaPCTBEHHOI'O Mpemnapara
JICKapCTBEHHBIN MpermapaT Ha3HAYaeTCs METUIIMHCKAM PaOOTHUKOM IO TOPrOBOMY HAaUMEHOBAHHMIO.
[Ipy HaNMMYUM MEAMIMHCKHUX IOKa3aHWM (MHIMBUIYyaJdbHas HENEPEHOCHUMOCTh, IO XHU3HEHHBIM
MOKA3aHUsIM) TI0 PEIICHUIO BpaueOHOM KOMUCCHUU MEIUIIMHCKON OpraHU3aIiK <8> OCYIIECTBIISICTCS
Ha3HayeHHe U oopmileHne Ha3HAYEHUS JIEKApCTBEHHBIX MPENapaToB, HE BXOASIIUX B CTAaHAAPTHI
MEMIIMHCKOW MOMOIIH, pa3paboTaHHBIC B COOTBETCTBUU C IMMYHKTOM 14 ctatbu 37 denepanbHOro
3akoHa N 323-D3 <9>, unu He MPeyCMOTPEHHBIX COOTBETCTBYIOIEH KITMHUYECKON PEKOMEHAAITUEH,
7100 1O TOPrOBHIM HaMMEHOBaHHSIM. PemieHne BpaueOHONH KOMUCCHHM MEIUIIMHCKON OpTraHHU3aIiH
bukcupyercss B MEIULIMHCKON JOKYMEHTAIIMH MallueHTa U B )KypHaJle BpaueOHOW KOMUCCHH.

<8> IIpuka3 MuHuCTEepCTBA 3[paBOOXPAHEHUS M COIIMAIBHOTO pa3BuTHs Poccuiickoit denepamnuu ot
S mas 2012 . N 5021 "O06 yTBEep>KIeHUHU MOPSIKA CO3IaHUs U JACATEIHLHOCTH BpaueOHON KOMUCCUU
MEAMIMHCKON opranu3anuu' (3aperucTpupoBadn MunucrepcTBoM roctuniuu Poccuiickoit @eneparnyu
9 wurons 2012 r., perucrpaunonHsldi N 24516) ¢ HU3MEHEHUSMH, BHECEHHBIMH NPUKA30M
MuHucrepcTBa 3apaBooxpaHeHuss Poccuiickoit ®enepanmm ot 2 aekadbps 2013 r. N 886H
(3apeructpupoBan MuHHCTEpCTBOM IocTUIMU Poccuiickoit @enmeparum 23 nmekabps 2013 1.,
perucrparnuonsbiii N 30714).

<9> CoOpanue 3akoHoaaTenbcTBa Poccutickoit @enepanmu, 2011, N 48, cT. 6724.

Ecnmn npu oka3aHuM DalMEHTy MEJUIMHCKOM DOMOIIM B MEIUIMHCKON OpraHu3aluu B
CTAIlMOHAPHBIX YCJIOBUSIX II0 PELIEHUI0 BpaueOHOM KOMHCCHM OCYILIECTBIISIIOTCS HA3HAYCHHE U
IPUMEHEHHUE JIEKAPCTBEHHOr'0 IIpernapara C KOHKPETHBIM TOPIOBbBIM HAaMMEHOBAaHHEM, TO IpHU
OKa3aHWU JAHHOMY IMalMEHTy MEIUIMHCKOM IMOMOIIM B WHOW MEIUIIMHCKOW OpraHu3aluu B
CTAllMOHAPHBIX YCIIOBHSX, @ TaKXKe B aMOYJIaTOPHBIX YCIOBHUSX OCYLIECTBISETCS Ha3HAYCHUE eMy
JIEKapCTBEHHOI'0 Iperapara ¢ TeM K€ TOPrOBbIM HauMeHOBaHueM <10>.

<10> Ilynkr 2 nocranosnenus [IpaBurenscrBa Poccuiickoit @enepannu ot 30.06.2020 N 965 "O
BHeceHHH u3MeHeHuil B IlpaBuna ¢dopmupoBaHMs HepedHs JIEKAPCTBEHHBIX CPENCTB, 3aKyIKa
KOTOPBIX OCYHICCTBIACTCA B COOTBCTCTBHU C UX TOPTrOBHBIMU HAMMCHOBAHUAMHU, U O IMPUMCHCHUU
JEKapCTBEHHbIX IpPernaparoB C KOHKPETHBIMH TOProBeIMH HauMmeHoBaHMsMHU" (CoOpaHue
3akoHoaarenbeTBa Poccuiickoit deneparuu, 2020, N 28, ct. 4422).

6. Haznauenmne JICKApCTBCHHOTO IIpCIIapaTta B pCUCIITC Ha 6YMa)KHOM HOCHUTCJIC UJIN PCUCIITE B (1)opMe
SJICKTPOHHOI'0 JOKYMCHTA O(i)OpM.]'IerTCSI Ha HWMI IaluCHTa, A KOTOPOIro IIpCaHa3HA4YCH
J'ICI(E[pCTBCHHBIfI Impernapar.

Penient Ha OymaskHOM HOcHTENe, 0pOPMIICHHBIH Ha perientypHoM Onanke Gpopm N 107/y-HII, N 107-
1/y, N 148-1/y-88, N 148-1/y-04(x1), yrBepKJIeHHBIX HACTOSIIUM MPHUKA30M, MOXKET ObITh MOJIY4YEH
MAIMEHTOM, €T0 3aKOHHBIM IIPEJICTABUTEIEM WU JINIIOM, HMEIOIITUM O(OPMIICHHYIO B COOTBETCTBHH
C TPaKAAHCKUM 3aKOHOJaTelbcTBOM Poccuiickoit deneparyiv TOBEpEeHHOCTD OT MAIEHTa Ha MIPaBoO
MOJTYYSHUS TAKOTO PerenTa (J1anee - YIoJTHOMOYEHHOE JIUIIO).

[IpencraBiaeHne NOBEPEHHOCTH He TpeOyeTcsl B ciydae IOJIyYEHHUs peLenTa Ha JIEKapCTBEHHBIN
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mpemapar Uil MHKYypaOenbHOTO OOJBHOTO Ha 3aBEpIIAONIEM JdTale €ro JKU3HH  JIUIOM,
OCYIIECTBISIIOIIUM yXOJl 3a TaKMM HMHKYpaOenbHbIM OOJbHBIM. B TakoMm ciyyae MenWLIMHCKHIA
pabOTHUK BBIAACT JUILY, OCYIICCTBISIONIEMY YXOJ 3a HHKYpaOenbHBIM OOJIbHBIM, JOKYMEHT,
MOJTBEPKIAIOIIUI HHKYpaOeIbHOE COCTOSIHME OOJIBLHOTO, COJIEPIKaINil CBEICHUS O JIUIE, KOTOPOe
OyZIeT mory4aTh JIEKapCTBEHHBIE MTPEmapaTsl 1Mo perenty (haMuims, UMsi, 0OTYECTBO (ITOCIIETHEE - IPH
HAJIM4YUM), BUI, cepus U (WIM) HOMEpP IOKYMEHTA, YAOCTOBEPSIOIIEr0 JUYHOCTH), 3aBEPEHHBIH
MOJAMUCHI0O M TEYAThIO0 JAHHOTO MEIUIIMHCKOrO0 paOOTHUKA, a TaKXKe IeYaThbl0 METUITMHCKOM
OpraHu3aluu.

JIOKyMEeHT, MOATBEPXAAIIUNA HHKYypaOelbHOEe COCTOSSHUE OOJIbHOTO, OCTAaeTCsi B AamnTEeYyHOU
OpraHH3aIiHu.

Peuent B ¢gopMe 37eKTpOHHOTO TOKyMEHTa (POPMHUPYETCS C HCIOIB30BAHHEM TOCYAapCTBEHHOM
nH(OPMAIIMOHHON cHUCTeMBI B cdepe 3apaBooxpaHeHus cyObekTa Poccmiickoit denepammu,
METUITMHCKOW MH(POPMAIIMOHHON CUCTEMBI METUIIMHCKOM opranu3anuu <1 1>,

<11> Crarbu 91 u 91.1 ®enepansHoro 3akona N 323-D3 (Cobpanue 3akoHogarenscTBa Poccuiickoit
Oeneparim, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbIAYM peELENTa Ha JIEKAPCTBEHHBIM IIpenapar 3aKkOHHOMY IIPEACTABUTEII0 WM
YIIOJIHOMOYEHHOMY JIUITY (PUKCUPYETCS] B MEJUIIMHCKOMN TOKYMEHTALIMH TTallMEHTA.

7. MenuuuHCKUM pabOTHHMKaM 3ampernaercs oGopMIIATh PeLenThl NpU OTCYTCTBUM Y HalMeHTa
MEAMIMHCKUX II0Ka3aHWW; Ha HEe3aperucTpUpOBaHHBIE JIEKApPCTBEHHbIE Mpenaparbl <l12>; Ha
JICKapCTBEHHBIE IIpEnaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKLUEH IO MEAULHUHCKOMY
IIPUMEHEHHUIO TIPEIHAa3HA4YCHbl JUISI IPUMEHEHUs TOJBKO B MEIMLIMHCKHMX OpraHu3alMsaxX; Ha
HAapKOTUYECKHUE CpEACTBA M IICUXOTPOIHBIE BellecTBa, BHeCeHHble B cnucok II Ilepeuns,
3apETUCTPUPOBAHHBIE B KAYECTBE JICKAPCTBEHHBIX IIPENApATOB, B LEIAX NPUMEHEHUS IS JICUCHUS
HapKOMaHUU.

<12> Pemenue Cosera EBpasuiickoii sxoHoMHueckoit komuccun oT 3 HoaOps 2016 r. N 78 "O
[TpaBmiiax perucTpanuy | dKCIEePTH3bI JICKAPCTBEHHBIX CPEJICTB JUISI METUITUHCKOTO MPUMEHEHUS"
(opunmansHbIil caiit EBpasuiickoro skoHommudeckoro corosa http://www.eaeunion.org/, 21 HosiOpst
2016 1.). Crarbs 13 Denepansuoro 3akoHa N 61-®3 (CobOpanue 3akoHOIaTENbCTBA Poccuiickoii
®eneparnun, 2010, N 16, ct. 1815; 2020, N 14, ct. 2028).

WHIuBHIyalbHBIM — TPEANPUHAMATENSAM,  OCYHICCTBIISIONIAM — MEIUIIMHCKYIO  JIESITEIbHOCTD,
JONIOJTHUTENBHO K TPeOOBaHMSIM, YKa3aHHBIM B a03alle MepBOM HACTOSIIETrO ITyHKTa, 3alpeniaeTcs
o(hopMIIATh pelienThl HAa HAPKOTHYECKUE CPE/ICTBA U MICUXOTPOITHBIC BELIECTBA, BHECEHHBIC B CITUCKH
1 u 1 Tepeuns (nanee - HAPKOTUYECKUE U ICHXOTPOITHBIC JIEKAPCTBEHHBIE MTpenaparsbl cruckoB || u
11 TTepeuns).

8. HpI/I HAa3HAYCHUU HAPKOTHUYCCKUX U ICUXOTPOIIHBIX JICKAPCTBCHHLIX MNPCIAPATOB CIIMCKA I
HepeqHﬂ, 34 UCKJTFOUYCHUEM JICKAPCTBCHHLBIX MIPEIapaTOB B BUAC TPAHCACPMAIIBHBIX TEPAIICBTUUCCKHUX
CUCTEM U JICKAPCTBCHHBLIX IIPCNapaToB, COACPIKAIIHUX HAPKOTHYCCKOC CPEACTBO B COUCTAHHU C
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AQHTarOHUCTOM OIHOUIHBIX PELENTOPOB, PEIENnThl Ha OyMaXHOM HOCHTeNe OQOPMIISIOTCS Ha
penentypaoM Oanke hopmer N 107/y-HIT.

9. Penentypnsrii 6;1ank popmer N 148-1/y-88 odopmisieTcs mpu Ha3HAYCHUH:

1) HapKOTMYECKHMX U IICUXOTPOIIHBIX JIEKapCTBEHHbIX IpenaparoB coucka Il Ilepeuns B Buze
TPAHCIEPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTHUUYECKUX JIEKAPCTBCHHBIX NPENapaToB CIUCKA
Il Tlepeuns, comepxalux HApKOTUUYECKOE CPEACTBO B COYETAHWU C AHTArOHUCTOM OIHMOUIHBIX
pELEeNTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cnucka III [Tepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPIKALIUX

a) KOJICUH WJIU €ro COJM (B MepecueTe Ha YUCTOE BEIIECTBO) B KOJIMUECTBE 10 20 MI' BKIIFOUUTEIBHO
(1a 1 mo3y TBEepa0#i JeKapCcTBEHHON (GOpMBI) HiK B KosindecTBe 10 200 Mr BrtounTeabHo (Ha 100 Mo
win 100 1 KUIKOH eKapCTBEHHON (GOPMBI ISl BHYyTPEHHETO IPUMEHEHH );

0) nceBnoddeaprHa THAPOXIIOPUI B KOTUUECTBE, MpeBbiaronieM 30 mr, 1 10 60 MI BKIFOYUTEITHHO
(na 1 mo3y TBepAOH JeKapCTBEHHOMN (POPMBI);

B) niceBA0A(eAprHa THIPOXJIOPU]L B KOJUUECTBE, peBbliiiatomeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYETAaHUHM C AEKCTPOMETOP(PAHOM rMIpOOPOMUIIOM B KOJIUUECTBE, peBbimatomeM 10 mr, u g0 30
MT BKJIIOYHMTENBHO (Ha 1 103y TBEpOH JIEKapCTBEHHOU (HOPMBI);

r) JekcTpoMeTopdana ruapodpomus B kommdectse 10 200 mr BimountenbHo (Ha 100 v mmm 100 T
XKHJIKOH JIeKapCTBEHHOM (OPMBI JUIsl BHYTPEHHETO IPUMEHEHHUS);

1) adeapuHa THAPOXJIOPHUI B KoJmyecTBe, npesbimaroniemM 100 mr, u 10 300 Mr BKIIOUUTENHHO (HA
100 v mnm 100 1 5xuIKO# IeKapcTBEHHOU (DOPMBI 1711 BHYTPEHHETO MPUMEHEHUS);

e) odenpuna rtuapoxsopug B KomuuectBe n0 S50 Mr BkiarouuTenbHO (Ha 1 103y TBepmoi
JIEKapCTBEHHOM (pOpMBI);

) (PEHUIIIPONAHOJIAMHUH B KOJIMUECTBE 0 75 MTI BKIIOUUTENBHO (Ha 1 103y TBep0il JekapCTBEHHOM
¢dopmbl) uiu 10 300 mr BrrounTenbHo (Ha 100 mvut wim 100 T xuaKoi nekapcTBeHHOM GOopMBbI 1Jis
BHYTPEHHET0 IPUMEHEHUS);

3) henobapOuTaI B KOMUYECTBE 0 15 MI BKIIOUUTETHHO B COYETAHUU C KOJCHHOM (UJIH €r0 COJISIMH)
HE3aBHCHUMO OT KosinyecTBa (Ha 1 103y TBep10il iekapcTBEHHOU (hOpMBI);

1) peHobapOuTai B KoauuecTse A0 20 MI' BKIIFOUUTEIBHO B COUYETAHUU € 3 EAPUHOM I'HJIPOXIIOPHIOM
HE3aBHCHUMO OT KosinyecTBa (Ha 1 103y TBep10il iekapcTBEHHOU (hOpMBI);

K) XJIOpAHA3enoKCHl B KoJnyecTBe, mpesbliatomieM 10 mr, 1 10 20 Mr BkimouuTenbHo (Ha 1 103y
TBEPJI0 JIEKapCTBEHHOM (hOpMBI);

3) JexapCTBEHHBIX INpPEenaparoB WHAMBUAYAJIbHOTO H3TOTOBJIEHMS, COAEpKAIlUX HApKOTUYECKOE
CpeAcTBO WM TmcuxoTponHoe BemiectBo crnucka Il Tlepeuns, u npyrue ¢dapmakonorudeckue
AKTHBHBIE BEIIECTBA B J]03€, HE MPEBBIIIAIONIEN BBICIIYIO Pa30BYIO 103y, U NPU YCIOBUH, YTO 3TOT
KOMOWHUPOBAHHBIN JIEKApCTBEHHBIM Ipernapar He SBJISETCS HAPKOTUYECKUM HWIIM MCHUXOTPOIHBIM
JIeKapCTBEHHBIM ITpenapaTtoM cnwcka Il [Tepeuns;

4) nexapCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B IEPEYEHb JIEKAPCTBEHHBIX CPEICTB IJIf
MEAMIMHCKOTO MPUMEHEHHUs, TNOJUICKAIIMX NPEIMETHO-KOJIMUECTBEHHOMY Y4eTy (Janee -
JIeKapCTBEHHBIE Mpenapathl, BKIIOUeHHbIE B epeueHs [1IKY) <13>.
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<13> Hoamynkr 5.2.171(1) nmynkra 5 nmocranoBienwus [IpaBurenscrBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 yrBepxacHuu [lonoxxenus o MuHUCTEPCTBE 3ApaBooXpaneHus Poccuiickoi
Oeneparun” (manee - [Monoxxenne o Munucrepcrse) (Cobpanue 3akoHonmaTenbcTBa Poccuiickoit
®denepannn, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Peuentypnsiii 61ank ¢opmbl N 148-1/y-04(11) obopmiisercs mpu Ha3HAYECHUHU JICKAPCTBEHHBIX
MpernapaToB TpaxkJaHaM, UMEIOIIUM MMPaBO Ha OECIUIATHOE MOJIyUYeHUE JIEKAPCTBECHHBIX MIPEMapaToB
WX TIOJYYCHHUE JICKAPCTBEHHBIX MTPETapaToB CO CKHUIIKOM.

11. Peuentypusiii 61ank popmer N 107-1/y odopmitsieTcst mpu Ha3HAYCHUU:
1) nexapcTBEHHBIX IIPENapaToB, HE YKa3aHHbIX B MyHKTaxX 8§, 9 Hacrosero [lopsnka;
2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX IIPENAPATOB, COACPIKAILUX:

a) SproraMMHa THAPOTapTpaT B KOJMYECTBE A0 S5 MI BKIIOYUTENbHO (Ha 1 103y TBepaoi
JIEKapCTBEHHOH (pOpMBI);

0) adenpuna ruapoxsopu B koaudectse 10 100 mr BrmountensHo (Ha 100 M unu 100 r sxuakoit
JICKapCTBEHHOM (POPMBI [Isi BHYTPEHHETO IIPUMEHCHU );

B) rceBnoddeipuHa TUAPOXIIOPU B KOJIMYECTBE, He mpeBbimaromeM 30 mr (Ha 1 mo3y TBepaou
JIEKapCTBEHHOU (POpMBI);

r) mnceBaod(denprHa THUAPOXJIOPHA B KOJMYECTBE, HE MpeBbimaronieM 30 Mr, B COYETAaHUU C
JIeKcTpoMeTopdhaHoM THUAPOOPOMHUIOM B KOJIHMYECTBE, mpeBbimaromeMm 10 mr, m go 30 wmr
BKIIIOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOH (OpMBI);

) JekctpomeropdaHa THAPOOpPOMUA B KOJMYecTBe, mnpepbimaromem 10 mr, m go 30 wmr
BKIIIOUMTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOH OpMBI);

e) (eHobapbuTan B kKonmyecTe, mpesbimatonieM 20 mr, u g0 50 Mr BkIoYMTENbHO (Ha 1 1103y
TBEP/I0H JIEKapCTBEHHOU (popMmBbl);

K) (enoOapOutan B kosnmyectBe A0 20 MI BKJIIOYUTENBHO B COYETAHHU C HProTaMHHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJIH4YecTBa (Ha 1 103y TBepAOH JeKapCTBEHHOUN (opMbl);

3) XJOpAMA3enoKcu] B koaudectse 10 10 Mr BiItounTenbHO (Ha 1 103y TBEpoil JeKapCTBEHHOM
bopmbl).

12. Ilpn Ha3HaYeHHH JIEKAPCTBEHHOTO IpernapaTa WHAMBUAYAJIbHOTO M3TOTOBIEHUS B PELENTE Ha
OyMa)kHOM HocuTene W (WiM) peuente B (opMe 3JIEKTPOHHOTO JOKYMEHTa HaMMEHOBAaHUs
JIEKapCTBEHHBIX CPEJCTB (BEIleCTB), BKIOUYEHHbIX B mepeueHb [IKY, ykaspiBatoTcs B Hauaie
penenTa, 3aTeM - BCE OCTAJIbHBIE HHIPEIUEHTHI.

13. Ilpu Ha3HAUEHUH JIEKAPCTBEHHOT'O ITperapara B perente Ha OyMa>KHOM HOCHUTENE U (WIIK) peLenTe
B (popMe 3JIEKTPOHHOTO JOKYMEHTA 3alpellaeTcsl MPeBbIlaTh KOJINYECTBO HAPKOTHUECKUX CPECTB
WIN TICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBbITh BBIIIMCAHO B OJHOM PEIENTE, YCTaHOBIEHHOE
npuinoxkenueM N 1 k HacTosemy [lopsiaky, 3a HCKIIIOUEHHEM CiTydaeB, YKa3aHHBIX B MyHKTax 15 u
24 nacrosiero [opsaka.

14. IIpn Ha3HAYEHNH JIEKAPCTBEHHBIX IPENApPaTOB, BKIOYEHHBIX B nepedeHs [IKY, no3za koropsix
NPEBbIIACT BBICIIMN OJHOKPATHBIM IMpHEeM, MEIUIMHCKUHA paOOTHUK 0003HAuYaeT 03y ATOT0
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JICKApCTBCHHOTO Mperapara B perente Ha OyMa)XHOM HOCHUTENIC IMPOIHUCHI0 C IMPOCTABICHHUEM
BOCKJIMIIATEILHOTO 3HaKa U (WJIK) TIPOCTABIISCT BOCKIMIIATEIbHBIN 3HAK MTPU 0OPMIICHUH PELIENTa B
(dbopMe EKTPOHHOTO JOKYMEHTA.

15. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IIpeNapaToB, BKIOYEHHbIX B nepeueHs [IKY, npu
OKa3aHMU IalUEHTaM, HY)KJAIOIUMCS B JUIMTCIBHOM JICUYEHUH, NEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIY Y MAJUTHATUBHON MEIUIIMHCKON MOMOIIN MOXXET OBITh YBEJIIMYEHO C YYETOM KIMHHYECKUX
pekoMeHaluil He OoJiee 4eM B 2 pa3a 10 CPABHEHUIO C KOJMUYECTBOM HAapKOTHUECKUX CPENICTB WU
MICUXOTPOIHBIX BELIECTB, KOTOPOE MOKET OBITh BBHINHCAHO B OJHOM pELENTe, YCTAaHOBJICHHBIM
npunoxenueM N 1 k Hactosmemy [lopsaaky.

B cnyuasix, mpenycMOTpEeHHBIX a03alieM MEepBBIM HACTOSIIETO MYHKTA, HAa pPerentax Ha OyMaKHOM
HOCUTEJIE TpOM3BOAUTCS Haanuch "[lo cnenuasibHOMY Ha3HAYEHUIO", OTIEIBHO 3aBEpEHHas
MOJMMCHI0 MEAWIIMHCKOTO Pa0OTHHUKA U TIEYaThI0 MEAMIIMHCKOW opranu3anuu "J{is penenToB", Ha
perientax B (opMme AIEKTPOHHOIO JOKyMEeHTa mpousBoautcss ortmeTrka '"[lo crenuanbHOMY
Ha3HAUYEHWIO" C TPOCTABICHHWEM YCHJICHHOH KBaJU(HUIMPOBAHHOW SJEKTPOHHOW TOIIHCH
MEAUIIMHCKOTO pabOTHHKA.

16. CoctaB JIGKapCTBEHHOTO IIperapara, JEKapCTBeHHas ¢Gopma U oOpalleHHue MEIUIIMHCKOTO
paboTHUKA K (hapMaIleBTHYECKOMY paOOTHUKY 00 OTIYCKE JIEKAPCTBEHHOTO TIperapara Ha 0 yMakHOM
HocuTelle O(GOPMIISIOTCS HAa JIATHHCKOM WJIM PYCCKOM SI3bIKE B DPOJMTEIBHOM TaJexe, 3a
UCKJTIOUeHHEM O(OpMIICHHUSI perenToB B (OpMe AIIEKTPOHHOTO JTOKYMEHTA, OCYIIECTBISIEMOTrO Ha
PYCCKOM SI3BIKE.

[Tpu opopmiteHnHU perenTypHBIX OJaHKOB JOMYCKACTCSI UCTIOIB30BAaHUE COKPALICHUH (IIPUIIOKCHHE
N 2 k Hacrosmemy [lopsaxy).

HpI/I HAa3HAYCHUU JICKAPCTBCHHOI'O IIpCIliapara HC JOOIYCKACTCA COKpaAlICHUC HaMEHOBaHUM
HHI'PCAUCHTOB, COCTABJIAIOIINX JIeKapCTBeHHI)IfI npemnapar, HE IO3BOJAONHNX YCTAHOBUTD, KaKou
HUMCHHO HeKapCTBeHHBIﬁ npemnapar Ha3Ha4CH.

17. Crioco6 mpuMeHeHus JeKapCTBEHHOIO IpernapaTa 0003HauaeTcsl ¢ yKa3aHWEM IyTH BBEICHUS,
J103bl, YaCTOThI, BPEMEHH IIpHeMa OTHOCUTENIBHO CHa (YTPOM, Ha HOYb) M €r0 JUINTEIbHOCTH, a JUIs
JIEKapCTBEHHBIX IpPENapaToB, B3aUMOJICHCTBYIOIIMX C MHILEH, - BPEMEHHM HUX YHOTPeOJIeHUs
OTHOCHTEJIBHO ITpHeMa MUIIH (10 eJbl, BO BpeMs €/Ibl, ITOCIIE €1Ibl).

18. Ilpu He0OXOAMMOCTH HEMEUICHHOTO WJIM CPOYHOTO (B T€UEHHUE JBYX pabouyux JHEH) OTIyCcKa
JICKapCTBEHHOTO TIperapaTa TAaleHTy B BEPXHEH dYacTH perenta Ha OyMaKHOM HOCHTENE
NPOCTAaBIAIOTCS 0003HaueHus "Cito" (cpouno) wimm "statim" (HeMmemIeHHO). AHATIOTHYHBIC
0003HaYCHHSI IPOCTABIISIOTCS B BUJIE OTMETOK IpH odopmiieHuu perenta B GopMe IIEKTPOHHOTO
JIOKYMEHTA.

19. Tlpu odopmiieHun Ha3HauUEHUsI TOTOBOIO JIEKAPCTBEHHOTO Mpenapara B pelenTe Ha OyMaXHOM
HOCHUTEeJNIe WU perente B (opMe AIEKTPOHHOIO JOKYMEHTa KOJUYECTBO JCHCTBYIOIIUX BEIIECTB
YKa3bIBA€TCS B COOTBETCTBUM C MHCTPYKIHMEW MO MEIUIIMHCKOMY MPHUMEHEHUIO JIEKApCTBEHHOTO
npenapara. [lonycTuMo yka3bIBaTh J103UPOBKY JIEKAPCTBEHHBIX MPENApaToB CUCTEMHOIO AEHCTBUS
(17151 pe30pOTHUBHOIO MpHEMa) B TBEP/ABIX JIEKAPCTBEHHBIX (hopMax (Harpumep, TabJIeTKH, TOPOLIKH,
KaricyJsbl) Kak co/iepyKaHhe OJJHOTO WIIM HECKOJIBKHUX JeHCTBYIOIUX BEIECTB B €AMHUIIAX MAcChl (B
rpaMMax, Muwuurpammax). Jlomyctumo yKas3blBaTh JI03UPOBKY JIEKAPCTBEHHBIX IperapaToB
CHUCTEMHOT0 JEHCTBHs (I pe30pOTMBHOIO NMPUMEHEHHUS) B JKUAKHX JIEKapCTBEHHBIX (hopmax
(HampuMep, PacTBOPHI, CYCHEH3MH) KaK COAEpNaHHE OIHOI0 WM HECKOJIbKHUX JEeHCTBYIOIIMX
BEIIIECTB B €JJMHUIIAX MACCHI HA EIMHUILY 0ObeMa (HalpuMep, MUJUTUTPaMM/MUJUTAIIUTP) ¢ YKa3aHUEM



o011ero o0beMa JIEKapCTBEHHOM (DOPMBI.

[lpu odopmieHHH Ha3HAYEHUS JIEKAPCTBEHHOTO Iperapara WHAWBHUIYAIbHOTO HM3TOTOBJICHHUS B
peuente Ha OyMa)KHOM HOCHTENE WM penente B (OopMe IEKTPOHHOTO AOKYMEHTa KOJIUYECTBO
TBEPIBIX U CHINYYHX (papMaleBTUYECKHX cyOcTaHmmid ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJKUX - B MUJUTIJINTPaxX, TPaMMax U Karisx.

20. PenenTsl Ha OyMa)XHOM HocHTele, B (OpMe JIIEKTPOHHOTO JTOKYMEHTa, O(opMIIEHHBIC Ha
peuentypHoM Onanke ¢gopmbl N 148-1/y-88 um mpemHasHaueHHBIE JIs OTIYCKa JIEKAPCTBEHHBIX
MpernapaToB, MPeAyCMOTPEHHBIX ToAMyHKTamH | - 3 myHkTa 9 HacTosmero [lopsaka, eiCTBUTENbHBI
B TeueHue 15 gHel co qua ohopmIiIeHHS.

21. Peuentsl Ha OyMa)XHOM HocuTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMmIIeHHBIE Ha
penentypaom Onanke ¢opmbel N 148-1/y-04(;1) u mpegHa3HAYCHHBIE ISl OTITYCKA JIEKAPCTBEHHBIX
IpernapaToB rpakaaHam, ykazanHbIM B myHKTe 10 HacTosmero [Topsiaka, nelicTBUTENbHBI B TEUEHHE
30 nue#t co aHA OQOpMIICHHS, 32 UCKITIOUEHHEM CIIydaeB O(pOpPMIICHHS pelernTa B COOTBETCTBHH C
nyHkrtamu 38 u 39 Hacrosimero [lopsaka, npu KOTOPBIX OH JIEUCTBUTEIIEH B TeueHue 15 qHeit co qus
odopmIieHUS.

22. Penentsl Ha OyMa)XHOM HocuTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(opMIIeHHBIE Ha
peuentypaoM Omanke ¢opmbl N 148-1/y-04(:1) u npeaHa3HAYCHHBIE JJI OTIYCKA JIGKAPCTBEHHBIX
IpernapaToB rpa)kJaaHamM, JOCTUTIIMM IMEHCHOHHOTO BO3pacTa, MHBAJIUIAM MEPBOM IPYIIbI, ACTIM-
WHBAIMAAM, a TaKKe TPaXKIaHaM, CTPAJAIONIMM XPOHHYECKUMH 3a00JIeBaHHUSIMH, TPEOYIOIIMMU
JUIUTETILHOTO KYpPCOBOTO JICUEHHUSA, NEHCTBUTENbHBI B TeueHue 90 mHeil co nHs odopmiieHus, 3a
UCKJIIOYEHHEM ClydaeB, yKa3aHHbIX B IyHKTax 38 u 39 nactosmero Ilopsaka, mpu KOTOPhIX OH
neiicTBUTeNeH B TeueHue 15 nueit co aus ohopmieHus.

JUis neyeHHMs XpOHMUYECKUX 3a00J€BaHMN yKa3aHHBIM KaTETOpHsM TpaXJaH JIEKapCTBEHHBIE
npenapatsl ¢ O(QOpPMIICHHEM pElenToB Ha OyMa)KHOM HOCHUTENE WM pPelenToB B ¢opme
JIEKTPOHHOI'O JOKYMEHTAa MOT'YT Ha3Ha4aTbCs Ha Kypc jieueHus 1o 180 nueil.

23. PenenTsl Ha OyMaXHOM HocuTesne, B (opMe 3JIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypHoM Onanke c¢opmbel N 107-1/y m mpenHazHaueHHblE A OTHYCKAa JIEKapCTBEHHBIX
IpenapaToB, IpeIycMOTPEeHHbIX MyHKTOM 11 Hacrosimero [lopsnka, nelictBurenbHbl B TeueHue 60
JTHEH co AHS 0POPMIICHHUS.

[lpy Ha3Ha4eHHWM TOTOBBIX JIEKAPCTBEHHBIX IpeMapaToB U JIEKApCTBEHHBIX IpenapaToB
WH/IMBUIYAIbHOTO M3TOTOBJICHUS TMalMeHTaM ¢ 3a00JIeBaHUSIMH, TPEOYIOIUMH TUTEIHHOTO
KypCOBOTo JieueHus, ¢ opopmieHrneM Ha peuentypHoMm Omanke ¢opmel N 107-1/y penenta Ha
OyMa)KHOM HOCHTEJE WIHM B (pOpME IJIEKTPOHHOTO TOKYMEHTa YCTaHABJIMBAETCS CPOK IEHCTBHUS
pelenTa B Ipejenax 0 0JJHOro To/ia.

B cnydae ycraHOBIeHMsA Cpoka JAEHCTBHS pelenrta B IpeAenaax A0 OJHOTO TOoAa B peELENTe
npou3BoauTCs Haanuck: "Ilo crnenuansHOMy Ha3HaUYeHUIO", 0003HAYAETCs CPOK ACUCTBUS pelernTa u
NEePUOANYHOCTh OTHYyCKa JIEKAPCTBEHHBIX IpernaparoB W3 anTeYHOW OpraHu3alud WIH
WH/IMBUYaJIbHBIM NIPEANIPUHUMATENEM, UIMEIOLIUM JIMIIEH3HUIO Ha (hapMalleBTHUECKYIO 1eATeIbHOCTD
<14> (exeHenelIbHO, €KEMECAYHO U HHbBIE MEPUOJIbI). JJOMOTHUTENBLHO 3TO yKa3aHUE 3aBepsieTcs
HOJNKMCHI0O MEIMIIMHCKOTO paOOTHUKA, a TakXKe Ie4aTblo MEAMLMHCKOW opranm3auuu "Jlns
perentoB" (Ui peuenta Ha OyMaXHOM HOCHUTENE) WJIM YCHJIEHHOM KBaau(pUIMPOBAHHON
AJIEKTPOHHOMN NONHMCHIO MEUIIMHCKOTO paOOTHHUKA U JIUIIA, YTIOJIHOMOYEHHOTO 3aBEPATh JOKYMEHTHI
OT UMEHU MEJUIMHCKON OpraHu3anuu (i peuenta B GopMe 3JIEKTPOHHOTO JOKYMEHTA).



<14> [lynkr 47 yactu 1 crareum 12 @enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUH OT/ACIbHBIX BHUAOB JesTenbHOCTH" (manee - denmepanbHbiii 3akoH N 99-D3)
(Cobpanue 3akoHoaateabcTBa Poccuiickoit @enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. Peuentsl Ha JIEKapCTBEHHBIE IIpenapaThl, BKJIIOYEHHble B nepedeHb [IKY, mna nedenus
NALMEHTOB ¢ XPOHUYECKUMHU 3a00JIeBaHUAMU MOTYT O(hOPMIISITBCS Ha Kype jiedeHus 10 60 nHeil.

B cnydae, xorga kypc siedenus cocraniser 6osee 30 1HEH, JOMOJHUTEIBHO B peLienTax Ha OyMakHOM
HOocUTese MpousBoauTcs Haanuck "[lo crenmanbHOMY Ha3HAuUEHUIO", 3aBEpEeHHas MOJIUCHIO
MEUITMHCKOTO pabOTHUKA U MeYaThi0 MEAUIIMHCKON opranmu3anuu "Jjis penenToB", Ha pelenTax B
dopMe 3IEKTPOHHOTO JOKyMEHTa mpou3BomuTcs otMmerka "Ilo crenumanpHOMY Ha3HaYeHHIO" C
IPOCTABJICHUEM YCUJICHHOHN KBAJIU(UIIMPOBAHHON 3IEKTPOHHON MOANNCH MEIUIIUMHCKOTO paOOTHHUKA
Y JIMLA, YIOJHOMOYEHHOTO 3aBEPATh JOKYMEHTBI OT UMEHU MEAMIIMHCKON OpraHU3aliH.

25. Peuent Ha OymMaxxHoM Hocutene B ¢opMmMe 3JIEKTPOHHOTO JOKyMeHTa, O(GOpPMIICHHBIH C
HapyIIEHWEM YCTaHOBJICHHBIX HacTosIMM [lopskoM TpeOoBaHMil, CUNTAETCS HEIEHCTBUTEIbHBIM.

Il. Hazdna4veHne JieKapCTBEHHBIX NPENAPATOB MPU OKA3AHUU
MEIUIUHCKON MOMOIIM B CTAIMOHAPHBIX YCJIOBUAX

26. HpI/I OKa3aHUWU IalUCHTY MGI[I/IIII/IHCKOﬁ ImoMomHr B CTAallMOHAPHBIX YCJIOBUAX HA3HAYCHHC
JICKAPCTBCHHLIX IIPCIIapaTOB ITPOU3BOJUTCA 0e3 0(1)OpMJ'IeHI/I$I peuciTa MEAUINHCKUM pa6OTHI/IKOM
CAWHOJJNYHO, 3a UCKIIFOUCHHUEM CJIYUaCB, YKa3aHHbIX B ITYHKTC 27 HaCTOAIICTO Hops[mca.

27. CornacoBaHM€ Ha3HAYEHMs JIEKAPCTBEHHBIX IPENapaTroB C 3aBEAYIOLIUM OTICJICHUEM WU
OTBCTCTBCHHBIM JCKYPHBIM BpaduoOM 00 APYyrum JIMoM, YIIOJIHOMOYCHHBIM IIPUKA30M I'JIABHOTO
Bpaya MEULIMHCKON OpraHu3alH, a TakKe, P HaJIMYUH, C BpauOM - KIIMHUYECKUM (hapMaKoJIOroM
HEO0OXOUMO B CITydasiX:

1) 0THOBpEMEHHOT0 Ha3HAUYEHUs MATH U 00Jiee JIEKApCTBEHHBIX MPENapaToB OJJHOMY HaIEHTY;

2) Ha3Ha4YeHUs JIEKapCTBEHHBIX MPEnapaToB, HE BXOAALIMX B MepeueHb KU3HEHHO HEOOXOAUMBIX U
BaXHEHMILIMX JIEKAPCTBEHHBIX MpenapaToB <15>, mpy HETUINMYHOM TE€YEHHUH 3a00JI€BaHUs, HATUYUU
OCJIOKHEHHUH OCHOBHOTO 3a0o0JjieBaHMs M (MJIM) COMYTCTBYIOIIMX 3a00J€BaHMU, MPU Ha3HAYEHUU
JIEKapCTBEHHBIX IpernapaToB, 0COOEHHOCTH B3aUMOJIEUCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
UHCTPYKLHUSAM 1O HMX TPUMEHEHUIO NPUBOAAT K CHUKEHHIO S(PQPEKTUBHOCTH U 0€30MacHOCTH
dapmakoTepanuu U (WIK) CO3AI0T NOTEHLIUATbHYIO OMTACHOCTH JJIS )KU3HH U 3/10pOBbs MaIllUEHTA.

<15>Yactu 1 crateu 60 enepansroro 3akona N 61-D3 (Cobpanue 3akoHOMaTEIHCTBA POCCHiickoit
®eneparnun, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX cllydasXx Ha3HaYeHUE JICKAPCTBEHHBIX IMpernapaToB (UKCUPYETCS B MEIUIIMHCKOMN
JOKYMEHTAIlMU TAIMEHTa W 3aBepseTcs] MOJMUCHI0 METUIIMHCKOTO PAabOTHHKA M 3aBEIYIOIIETO
oTJIelIeHneM (OTBETCTBEHHOTO JIEKYPHOTO Bpaya Wi JIPYroro yrnoJHOMOYEHHOTO JIMLA).

28. MenuuuHCKUM paOOTHUK MEIUIIMHCKOW OpraHu3alMu (€€ CTPYKTYpHOTO MOJpa3JesIeHus),
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pacnonomeHHoﬁ B CCJIbCKOM HACCJIICHHOM ITYHKTC, OCYIICCTBJISICT HA3HAYCHHUC JICKAPCTBCHHBIX
MpENapaToB B CiIydyasx, YKa3aHHBIX B MyHKTax 27 u 29 Hacrosero [lopsiaka, eTMHOIUYHO.

29. Ilo pemenuto BpauyeOHOW KOMHCCHH IMAIIMCHTAM MPHU OKa3aHWU MM MEIUIIMHCKON IOMOIIU B
CTAllMOHAPHBIX YCJIOBHSIX HAa3HAYAIOTCS JIGKAPCTBEHHBIC IMpENaparbl, HE BKIIOYCHHBIE B NEPEUCHD
JKU3HEHHO HEOOXOMMMBIX M BaKHEHIIMX JICKAPCTBEHHBIX MPEMApaToB, B CIydae UX 3aMEHbI H3-3a
WHUBUIyaJIbHOW HEIIEPEHOCUMOCTH, 10 KU3HEHHBIM MTOKA3aHUSM.

Pemenne BpaueOHOM KoMUCCHN (DUKCUPYETCS B MEAMIIMHCKON TOKYMEHTALMY MAllHeHTa U KypHaje
BpaueOHOI KOMHCCHUHU.

30. B cinydasx oOcneioBaHUsS W JICUEHUS TPKIAHWHA B CTAlMOHAPHBIX YCIOBUSX B paMKax
MPEIOCTABICHUSI METUIIMHCKUX YCIYr HAa BO3ME3JHON OCHOBE 3a CYET JIMUHBIX CPEACTB IpakIaH,
CPE/CTB IOPUJIMYECKHUX JIMI] U UHBIX CPEJICTB HAa OCHOBAHHMM JIOTOBOPa, B TOM YHUCJE JOTOBOpa
JTO0OPOBOJILHOIO MEAMIIMHCKOTO cTpaxoBaHus <16>, eMy MOryT ObITh Ha3HAuY€HBI JIEKAPCTBEHHBIC
npenaparbl, He BXOJSIIUE B MEPEUCHb KM3HEHHO HEOOXOJIMMBIX M BAKHEUINHX JIEKAPCTBEHHBIX
MpernapaToB, €CJIM X Ha3HAUCHUE U IPUMEHEHHE 00YCIOBICHO MEAUIIMHCKIMHU ITOKa3aHUSIMH.

<16> Ilocranosnenue [IpaBurenscrBa Poccuiickoit @eneparuu ot 4 oktsa6ps 2012 r. N 1006 "O6
yTBepxkAcHUH [IpaBui mpeaocTaBiICHUs] MEIUIMHCKUMHA OPraHU3allMsSIMU TUTATHBIX METUITUHCKUX
yenyr" (Cobpanue 3akonoaarensctBa Poccuiickoit denepanuu, 2012, N 41, ct. 5628).

I11. HazHaueHue JieKApCTBEHHBIX NMPENapaToB NPH OKA3aHUH
NMEePBUYHON MeTUKO-CAHUTAPHOU MOMOIIU, CKOPOI MeIUIIMHCKOMI
MOMOIIM U NAJJIHATHBHOM MEIUIIMHCKOM MOMOIIH

31. Ilpu oka3aHMM MEPBUYHON MEIUKO-CAHUTAPHOM TMOMOIIM M TAJUTMATUBHOW METUIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCIOBUSX Ha3HAuUEHUE JIEKAPCTBEHHBIX IMPEMapaToB OCYIIECTBISIETCS
MEJIUIIMHCKUM PAaOOTHUKOM B CIIy4asX THUIHYHOTO TEUYEHHUs 3a00JeBaHUS MallMeHTa HCXOIsl W3
TSOKECTH U XapakTepa 3a00JIeBaHUs.

32. Ha3HaueHue JIeKapCTBEHHBIX MpENapaTroB MO PEIICHUI0 BpaueOHOM KOMHUCCUU MpPU OKa3aHUU
NEPBUYHON MEMKO-CAaHUTAPHON MOMOIIY, MAJUIMATUBHON METUIIMHCKON IOMOIIM B aMOYJIaTOPHBIX
YCIIOBHSIX IIPOM3BOJUTCS B CIIy4asiX:

1) oqHOBpEeMEHHOr0 Ha3HA4YEHMsI OJIHOMY MAlMEHTYy ISATH U OoJiee JIEKapCTBEHHBIX MpPENapaToB B
TE€YEHUE OJTHUX CYTOK WJIM CBBILIE N€CATH HAMMEHOBAHUM B TEYCHUE TPUALIATU JHEH;

2) Ha3Ha4YeHMs JIEKAPCTBEHHBIX MPENapaToB NpPHU HETUIIMYHOM TEUYEHUHU 3a00JieBaHUs, HAJIMYUU
OCJIOKHEHHUH OCHOBHOTO 3a00jieBaHMs M (MJIM) COMYTCTBYIOIIMX 3a00J€BaHMUU, MPU HAa3HAYCHUU
JIEKapCTBEHHBIX IpernapaToB, 0COOEHHOCTH B3aUMOJIEHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKILHUSM 10 UX TPUMEHEHUIO IPUBOIAT K CHIXKEHUIO 3(pPEeKTUBHOCTH U 0€30MaCHOCTH JICUEHHUS
nanueHTa v (WIin) co3/1al0T NOTEHUIUATbHYIO OMTACHOCTH JIJIS )KM3HH U 3/I0pOBbS NMAI[UEHTA;

3) nepBUYHOTO Ha3HAYEHMSI TAIIUEHTY HAPKOTUYECKUX U IICUXOTPOITHBIX JIEKAPCTBEHHBIX MPENapaToB
criuckoB |l u 11l Tlepeuns (B cnyyae NpUHATHS PYKOBOAUTEIEM MEAUIIMHCKOW OPTaHU3allUY PEIICHUS
0 HEOOXOJMMOCTH COTJIACOBAHHS HA3HAUCHHUS TaKWX JIEKAPCTBEHHBIX IPEIapaToB C BpavdeOHOM
KOMUCCHEM).
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33. IloBTOpHOE Ha3HAUYEHUE HAPKOTUYECKHUX U IICUXOTPOIHBIX JEKAPCTBEHHBIX IIPENAPATOB CIIUCKOB
I u 11l Tlepeuns mpou3BOAUTCS MEIUIIMHCKAM PaOOTHUKOM CaMOCTOSTEILHO MW CIMHOJIUYHO Oe3
y4acTusi BpaueOHOW KOMHCCHH IMAIMEHTaM C BBIPaXCHHBIM OOJIEBBIM CHHIIPOMOM JIFOOOTO I'eHe3a,
HapyIICHHEM CHA, CYJOPOXXHBIMH COCTOSHUSMH, TPEBOXKHBIMH pPacCTPOMCTBaMHU, (POOUAMHU,
HCI/IXOMOTOPHBIM BO36y)KI[CHI/IeM.

34. Ilpu oka3aHMM CKOpPOM MEIUIMHCKON IIOMOIIM JIEKAPCTBEHHBIEC IIperapaTbhl HAa3HAYAKOTCS
MEIUIUHCKUM DPAOOTHUKOM BBIE3HOM Opurajsl CKOpPOH MOMOLIM, MEIULMHCKUM pPaOOTHHUKOM
MEIUIIUHCKON OpraHu3alyy MPH OKa3aHUHM MEIUIIMHCKON MMOMOIIM TpaKAaHaM MpH 3a00JIeBaHUsX,
HECUaCTHBIX CIydYasX, TpaBMaX, OTPABICHUAX MU JPYTrUX COCTOSHUSAX, TPEOYIOLIMX CPOYHOIO
MEJULMHCKOI0 BMELIATENIbCTBA.

V. HaznauyeHmne JieKapCTBEHHbIX MPENapaToB rPakIaHaM, MME UM
NMPaBo HA 0ecNJIATHOE MOJIy4YeHHe JIEKAPCTBEHHbIX NMPEeNnapaToB Wid
MOJIy4YeHHe JIeKAPCTBEHHBIX MPENapaToB cO CKUJAKOM, IPH 0KA3aAHUH

NMEePBUYHON MeITUKO-CAHUTAPHOM MOMOIIU

35. Ilpu oka3zaHuM TIEPBUYHOM MEIUKO-CAHUTAPHOM TIIOMOIIM HA3HAYEHUE MEAUIIUMHCKUM
pabOTHUKOM Ha OCHOBE KIIMHUYECKUX PEKOMEHALUI U C Y4eTOM CTaHAapTOB MEAUIIMHCKOM MOMOLIH
<17> nexkapCTBEHHBIX IPENapaToB, OTIYCKAEMbIX OECIUIATHO WU CO CKHUIKOH, TrpakJaHam,
UMEIOIMM TIpaBO Ha oOecreyeHHe JIEKAPCTBEHHBIMU IpernapaTaMu 3a CUYEeT CPEICTB OHOJIKETHBIX
aCCUTHOBaHUWH (QenepanpHOro Orokera U OwmkeToB cyonekTtoB Poccwiickoit ®denepanum,
ocymiectBisieTcs Ha perentypaoM 6manke N 148-1/y-04(x).

<17> Crarpa 37 ®enepanbHoro 3akoHa N 323-d3 (CobOpanue 3akoHOAarenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmienun penenta Ha Onanke ¢opmelr N 148-1/y-04(;1) Ha OyMaKHOM HOCHUTENE
O(OPMIISIFOTCS JIBa SK3EMILISAPA, OJUH U3 KOTOPBIX OCTAETCS B allTEYHOW OpraHHW3aIlNH, BTOPOH - B
MEAUIIMHCKON JOKYMEHTAIMH MalllueHTa.

36. [lpaBo Ha3HauaTh JIEKAPCTBEHHBIC MpemnapaThl rpakJaaHaM, UMEIONUM IMpaBO Ha OecriaTHOE
MOJIyYeHHUE JIEKAPCTBEHHBIX MPENapaToB WU MOJyUYE€HHUE JIEKAPCTBEHHBIX MPENApaTOB CO CKUAKOM,
TaK)Xe UMEIOT:

1) MmegumHCKHE paOOTHUKH, pabOTAIONINE B MEIUIIMHCKON OpPTaHU3aIliy M0 COBMECTUTEILCTBY (B
npeJienax CBOe KOMIIETEHIINHN);

2) MeAMIMHCKUE paOOTHUKU CTAl[MOHAPHBIX OPraHU3alUid COLMAJIBHOIO OOCIYXUBAaHUS MpU
HAJIMYUU JIMIEH3UM Ha OCYILECTBIECHUE MEAMIIMHCKON NEATENbHOCTH <18>, mpeaycmaTpuBaromen
BBIMOJIHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHUIO MEPBUYHON MEIMKO-CAHUTApHON MOMOINU B
aMOyNaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOMN MPUHAJIEKHOCTH);

<18> IIyHkT 46 yactu 1 ctareu 12 @enepanshoro 3akoHa N 99-d3 (CobpaHue 3aKOHOATETHCTBA
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Poccuiickoit ®enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MeauuuHCKUE PaOOTHUKM MEAMIIMHCKUX OpraHu3alui, OKa3bIBAIOIIUX MEPBUYHYIO MEIUKO-
CaHUTAPHYIO MOMOIIb, MMOJABEIOMCTBEHHBIX (DelepabHBIM OpraHaM HCTIOJHUTEIBHON BIACTH WIIH
opraHaM HCITOJTHUTEJIBHON BJIacTH cyOBbeKkToB Poccuiickoit denepanuu;

4) uWHOUBHUIyaJIbHBbIC MPEANPUHUMATEIN, OCYIIECTBISAIOMIME MEIUIMHCKYI0 JACSTEIbHOCTh U
BKJIFOYCHHBIC B PEECTP MEAMIIMHCKUX OpTraHMU3aIui, OCYIIECTBISIOMUX JEATEeILHOCTh B cdepe
00s13aTeIbHOTO MEAUIIUHCKOTO CTPaXOBaHUSI.

37. 1lpu Ha3HAUYEHUHU JIEKAPCTBEHHBIX IpPENapaTroB IpaxkJaHaM, UMEIOIIMM IIpaBO Ha OecIiaTHOE
HOJIy4EHHUE JIEKAPCTBEHHBIX MTPENapaToB UM MOJYYEHUE JIEKAPCTBEHHBIX MIPENapaToB cO CKUIKOM, B
peuenTe ykasbpIBaeTcs HOMep TenedoHa, Mo KOTOpOMY pPaOOTHUK anTeYHOW OpraHu3alud IpH
HEOOXOJUMOCTH MOXET COIVIacOBAaTh C MEIUIMHCKMM paOOTHUKOM 3aMEHy JIEKapCTBEHHOI'O
npenapara.

38. Ha3zHaueHHe HApKOTUYECKUX M TICHXOTPOIHBIX JIEKAPCTBEHHBIX mpernaparoB chucka Il [lepeuns
(32 HCKITFOUEHHUEM JICKAPCTBCHHBIX MIPETIAPATOB B BUJIE TPAHCISPMATBLHBIX TEPANICBTUICCKIX CUCTEM,
a TaKXe JIGKAPCTBCHHBIX IPEIapaToB, COJCPXKALNIMX HAPKOTUYECKOE CPEICTBO B COYCTAHUH C
AHTAarOHUCTOM OITMOMJIHBIX PELENTOPOB) IPAXKAAHAM, UMEIOIIMM MTPaBO Ha OECIUTATHOE MOYYCHUE
JICKApCTBCHHBIX IPEMapaToB MW TOJYYCHUs JICKAPCTBCHHBIX IPENapaTroB CO  CKHUIKOM,
ocymiecTBisieTcss Ha penentypHoMm Onanke ¢opmer N 107/y-HII, k kKoTOpoMy IOTOTHUTEIHHO
odopmisiercs peuent Ha peuentypHom Omanke Gopmsr N 148-1/y-04(1) (B AByX dK3eMILIsApax mpu
oopmieHnn Ha OyMa)KHOM HOCHTEIE).

39. Ha3naueHne HapKOTUYECKUX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX mpenaparoB crucka Il [lepeuns
B BUJIC TPAHCAEPMAJIbHBIX TEPANEBTUUYECKUX CUCTEM, HAPKOTHUYECKUX JICKAPCTBEHHBIX IPENapaToB
coucka Il Ilepeuns, comepx)amux HAPKOTUYECKOE CPEACTBO B COYETAHUM C AHTAarOHHMCTOM
OMHOMJHBIX PELENTOPOB, NCUXOTPOMHBIX JIEKapCTBEHHbIX mpenaparoB cnucka [ Ilepeuns,
JIEKapCTBEHHBIX MPETNapaToB, BKIOYEHHBIX B iepedeHs [IKY, comeprkamuxcs B oIMyHKTE 2 MMyHKTa
11 Hacrosiuero [Topsiaka, npenHa3HaueHHBIE U1 JIEUEHUS T'pakaH, UMEIOLIHNX [TPaBo Ha OecriaTHoe
MOJIyYEHHUE JIEKAPCTBEHHBIX MPENapaToB WK MOJyYeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUAKOM,
OCYyIIECTBIIsIeTCsT Ha peuentypHelx Osnankax c¢opm N 107-1/y u N 148-1/y-88, k koTopbM
JIOTIOJTHUTENFHO OQopMIIsieTcs perent Ha pernentypHoM Omanke ¢gopmbl N 148-1/y-04(x) (B AByX
9K3EeMIUIIpax Npu oHhOpMICHUH Ha OYMa)kHOM HOCHUTEIIE).

Ipunooswcernue N 1

K Ilopsioxy Haznauenus
JIeKapCMBEeHHbIX NPenapamos,
VMBEPIHCOEHHOMY NPUKAZOM
Munucmepcmea 30pasooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

KO/INMYECTBO HAPKOTUHYECKHUX CPEACTB UJIN
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IICUXOTPOIIHLIX BEIHECTB, KOTOPOE MOXET
BbITh BBIIIMCAHO B OAHOM PEILEIITE

N /o Mesx1yHapoIHOE HETTaTEeHTOBAaHHOE dopma BbIITyCcKa U KomnuuecTBo
HaNMEHOBAHNUE HAPKOTHUYECKOTO U JO3MPOBKA
MICUXOTPOITHOTO JIEKAPCTBEHHOT'O
npemnapara

1. bynpenopdun + Hanokcon TabeTku 60 TabieTok
cyonuurBanbHbie 0,2 Mr (ynakoBka, kpaTHas N
+ 0,2 Mr 20)

2. bynpenopdun PactBop /U1 nHbBeKLUH, 30 aMmmys (IIpuL-
0,3 mr/mn 1 Mo THOOMKOB)

3. bynpenopdun TpancnepMaabHbII
[1aCTHIPb
35 MKr/4yac 20 mmacteIpeit
52,5 MKT/4ac 10 mmacteipeit
70 MKT/49ac S TutacTeIpen

4. Mopdun PactBop st uabekui, 20 ammyin (mmpui-
PacTBOp IS THOOMKOB)
MIOJTKO’KHOTO BBEJICHHS
10 mr/mn 1 Mo

0. Konenn + Mopdun + Hockanun + PactBop 115t 20 ammyn

[lanaBepun + Tebaun MOJIKOXHOTO BBEJICHUS

0,72+5,75+ 2,7+ 0,36
+ 0,05 mr/ma 1 mi
1,44+ 115+54+0,72
+ 0,1 mr/mi 1 M

6. Tpumenepunnx TabneTku 25 mr 50 TabneTok

7. TpumenepuanH PacTBOp U1t MHBEKIMHA [20 ammy: (ITpHILL-
10 mr/ma 1 M TIOOMKOB)
20 mr/mn 1 mn

8. Mopdun Tabnerku (kamcynel)  |180 TabieTok
MPOJOHTHPOBAHHOTO  ((Karcyn)
MenCTBUS 60 TabyIeTOK (Karcymn)
10 mr 40 TabneTok (Karcyn)
30 mMr 20 TabneTok (Karcy)
60 Mr 20 TabneTok (Karcyn)
100 mr
200 mr

0. Mopdun Tabnerku
S Mr 100 Tabnerok
10 mr 100 Tabnerox

10. Mopdhun Kannu ans npuema 4 ¢uiakoHa
BHYTpH 20 Mr/mi 20 mi

11. Mopdhun PactBop 11 mprema




BHYTPH (MOHOI03bI)
2 Mr/mMia 5 Mi

6 MI/MiI 5 Mt

20 mr/ma 5 mi

100 ammyn /3
80 ammy 11/3
30 ammyo /3

12. OxcukonoH + Hamokcon TabmeTkn
[POJIOHTUPOBAHHOTO
nercTBUA
5 Mr + 2,5 Mr 100 TabaeTox
10 mr + 5 mMr 60 TabneTok
20 mr + 10 mr 40 Tabnerox
40 mr + 20 mr 20 TabneTok
13. [TponmonmndenmmTokcuITUANHIEpUIH|{Tabnetku 3ameunsie 20 [SO TabraeTok
MT
14. DeHTaHuI [1nacTeipb
12,5 Mkr/9ac 20 macTeIpeit
25 MKr/4gac 20 nacteipeit
50 MKr/4ac 10 mnacteipeit
75 MKT/49ac 10 mmacteipeit
100 mkr/49ac 10 mmacteipeit
15. DeHTaHnT Cripeii Ha3aIbHBIN

Dirakon 50 MKr/mo3a
2,0 mi (10 103)

3,2 M1 (20 1o3)

5,0 Mt (40 103)
Dirakon 100 MKkr/mo3a
2,0 mi (10 103)

3,2 M1 (20 m03)

5,0 mut (40 mo3)
dmakon 200 MKr/m03a
2,0 mi (10 103)

3,2 mi (20 103)

5,0 mut (40 mo3)

24 jmakona
12 ¢pnaxoHos
6 QraKkoHOB

12 ¢hnakoHOB
6 G1akoHOB
3 ¢urakona

12 ¢pnaxoHoB
6 (hakoHOB
3 ¢urakona

Ipunoowcenue N 2

K Ilopaoky nasnauenus

JIEKAPCMBEHHbIX npenapamaoe,

VMBEPIHCOEHHOMY NPUKAZOM

Munucmepcmea 30pasooxpaneHus

Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n

Cnpasouno

PEKOMEHIAOBAHHBIE K UCITOJIB3OBAHHUIO



COKPAILIEHUA ITPU O®OPMJIEHUMU PELIEIITOB

N | Coxkpaienue [TonHOE HamucaHnue IlepeBon
n/m

1. J|aa ana 110, IOPOBHY

2. jac., acid. acidum KHCIIOTa

3. |aer. aerozolum a’p030J1b

4. lamp. ampulla amIryna

5. |aq. agua BOA

6. |ag. purif. aqua purificata BOJIA OYHIIICHHAS

7. |but. butyrum Macito (TBepoe)

8.  |caps. capsula Karcysa

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

10. . Da (Detur, Dentur) Brinaii (Iycts Beigano, Iycts
OyZIeT BBIAHO)

11. [D.S. Da, Signa Detur, Signetur Brimaii, 0603Ha4b [IycTs Oyaer
BbI1aHO, O003HAYCHO

12. |D.t.d. Da (Dentur) tales doses Brinaii ([Tycts OyayT BbIIaHBI)
TaKKe JI03bI

13. |dil. dilutus [pa3BeICHHBIN

14. |Div. in p. aeq. [Divide in partes aequales Paznienn Ha paBHBIE YacTH

15. |emuls. emulsio OMYIIBCHSI

16. [extr. extractum DKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MUKPOKJIH3MaXx

18. |F. Fiat (fiant) [TycTh 0Opazyercs (00pazyroTcs)

19. [gran. granulum rpaHyIIbI

20. ot gtt gutta, guttae Karuis, Kari

21. |gtt. peror. guttae peroralis KaruIv JUIs IpueMa BHYTPb

22. |inf. infusum HACTOM

23. |in amp. in ampullis B aMITysIax

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

25. |intab. prolong. (in tab(u)lettis prolongatis B Ta0JIETKaX C IPOJIOHTUPOBAHHBIM
BHICBOOOKIEHUEM

26. [in tab. prolong, |in tab(u)lettis prolongatis obductis [B TabneTkax ¢ IPOJOHTHPOBAHHBIM]

obd. BHICBOOOIK/ICHHEM, TOKPBITHIX

000JI0YKO

27. |in tubul. in tubulis B TIOOMKAx

28. |lin. linimentum ITHHUMEHT

29. [lig. liquor PKUJIKOCTh

30. |lot. lotion ITOCEOH

31. m. pil. massa pilularum MVUTIONTbHAST Macca

32. |membr. bucc. jmembranulae buccales [JICHKH 3alleYHble

33. M. Misce, Misceatur Cwmermait

(ITyctb Oyner cmeniaHo)




34.  |mixt. mixtura MUKCTypa

35. |N. numero YK CIOM

36. |ol. oleum Maciio (KHUIKOE)

37. |past. pasta rmacra

38. |pil. pilula, pilulae [TVUITIONIS, TTAJTEOJIN

39. |p. aeq. partes aequales [paBHBIC YaCTH

40. |ppt., praec. praecipitatus 0CaX ICHHBIN

41, |pulv. pulvis [HOPOIIOK

42. (q.s. quantum satis CKOJIbKO TTOTPEOyeTCsl, CKOJIBKO
Ha10

43. Ir., rad. radix KOpEHb

44.  Rp. Recipe Bo3bMu

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

46. |rhiz. rhizoma KOPHEBHIIE

A7, |S. Signa, Signetur O0603Haub (IIyctb Oyner
0003Ha4YEHO)

48. [sem. semen cems

49.  lsimpl. simplex POCTOI

50. [sir. Sirupus crpon

51. |sol. solutio [pacTBOp

52. |spr. spray cripeit

53. [spr. nas. spray nasale Cripeil Ha3aJbHbII

54. |supp. suppositorium CBeua, CYNIO3UTOPUI

55. [susp. Suspensio CYCIICH3HSI, B3BECh

56. [tab. tab(u)letta rabieTKa

57. [t-ra, tinct. tinctura HacTOlKa

58. [tubulis tubulis TIOOHMKH

59. [STT Systema Therapeutica TpancaepmanbHast

Transcutanea TepaneBruueckas Cucrema
60. [ung. unguentum Masb
61. |vitr. vitrurn CKJISTHKA

Ipunosxcenue N 2
K npuxazy Munucmepcmea 30pagooxpanenus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

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



MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKYI

Poccumickom demepaumm Kon yupexneHusa o OKIIO

MenmMumMHCKasa OOKYMeHTalud

HamMeHoBaHMe (wmTamil) ®opma N 107-1/y

MEOUIIMHCKOM OpTaHM3aLun YTBepXxIeHa IpUKa30M
MUHUCTEPCTBA 3IPaBOOXPAHEHUI
Poccurickonm denmepaumnn

orT 24 HOs60psa 2021 . N 1094mu

PELEIT
(B3pPOCIEM, IOEeTCKMM — HYXHOEe NOOYEPKHYTH)
"oon 20 T.
damMmnmsa, MHULMAJE MMEHM M OTdUecTBa (IocjiemHee — IIPU HaJIWUUUM)
naumueHTa
DaTa poxmeHUA
daMmnmsa, MHMLMAJE MMEeHM UM OTUecTBa ([IOoCJIedIHee — [PM HaJluuum)

Jleyamero Bpada (Qernbmmepa, akKylepKu)




Momonuce
M IedaThb Jiedallero Bpaua M.II.

(momnucek OQenbprumepa, akylLepkKM)

PelienT merMcrBUTEeJIeH B TeueHme 60 pgHer, mo 1 roma ( )

(HyXHOEe MOOUEePKHYTH) (ykaszsarhb

KOJIMYEeCTBO IIHEM)

ObOopoTHasas CTOPOHA

OTMeTKa O Ha3HAUEeHUU
JIEKAPCTBEHHOTO IpernapaTa
IO PelleHM BpauebHOM KOMMCCUU

[TpuroToBMII [Iporepun OTnycTui

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



MUHMCTEPCTBO 3IOPaBOOXPAaHEHUSA Kon dopmer mo OKYI 3108805

Poccumickom demepaumm MemMumHCKaS OOKYMEHTAalMI
dopma N 148-1/y-88

HaumeHOBaHMe (WTaMII) YTBepxIeHa NIPUKa30M

MeIMLMVHCKOY OpIlaHM3alum MyHMCTEepPCTBa 3OPaBOOXPaHEeHUId
Poccurickonm denmepaumnn

HamvmeHoBaHMe (wTamil) orT 24 HOs0pg 2021 . N 1094mu

VMHIOVBUOYAJBLHOTO NpellpUHMMaTEeNS

(yxazaTer ajpec, HOMEp U IaTy JIMLEeH3UH,

HaVMEHOBAaHME OpraHa I'OCyIHapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIO)

=00 DOUL

PELEIT mo 20 .
(maTa odopMIIeHUA-peLenTa)

(B3pPOCHE, IOeTCKMM — HYXHOE [NOOUEPKHYTH)

damMmnima, MHMLUMAJE MMEHM M OTdecTBa (IOoCJelHee — [IPM HaJIMuMM)
nalmeHTa

DaTa poxmeHUA

Ampec MecTa XUTeJbCTBa wiau N MEeIMUIMHCKOM KapTh aMOyJlaTOPHOTO
IIaureHTa, IIDoJIydawlueIl'O MeIMIVMHCKYIO IIOMOIb B aM6yHaTOprIX YCIJIOBUMAX

damMmnmsa, MHMLMAJE MMEHM M OTUYeCcTBa (IOoCJelHee — [IPM Haauumuum)
Jleyvamero Bpada (Qernbamepa, akKylepKu)




[loonmce M HnedaThs Jiedvallero Bpada M.II.
(momnucek OQenbprumepa, akylLepkKH)

PellenT IOEeMCTBUTEJIEH B TeueHUe 15 nHenl

ObopoTHas CTOPOHa

OTMeTKa O Ha3HaUYeHUU
JIEKAPCTBEHHOT'O Ipenapara
[I0 PeleHU0 BpauebOHOM KOMUCCUU

[TpuroTOoBMII [Iporepmit OTnycTmu

®OPMA PELEINTYPHOI'O BJIAHKA N 148-1/¥-04 (J)

MMHMCTEPCTBO 3IOPaBOOXPaHEeHUA YTBEPXIEHA
Poccumickom demepauum MECTO IJiA npukasoM MuHMCTepCcTBa
MTPUXKOIOA <*> 30PaBOOXPAHEHNA

Poccurickonm denepauun
or 24 Hosabpsa 2021 .
N 1094n

ITamn




Kon MeIMIIMHCKOM opTaHMu3alun

Tamr

Kon VMHIVMBUIOYAJIBHOT'O IPEeAdlIpMHMMAaTETIA

Kon ¢opmer mo OKYI 3108805

®opma N 148-1/y-04 ()

Kon Kon IcTOUHMK QMHaHCUPOBAHMUA: |5 OIJIATH:
KaTeropmumn HO3O0JIOTUYECKOM (MOOUEepPKHYTH
dopmer (o MKE) |(IOOUEPKHYTH) )
TpaxnaH

1. denepasibHBIM OOOXET 1. BecnnaTHO
2. BomxeT cybbekTa 2. 50%
Poccumickon denmepaumnm
3. MyHMUMNOAJNbLHEM OwlmxeT (3. MHOM %

PEUEIT Cepus N OaTa odopMileHUs : 20 .

daMUIMsa, MHMULMAJE MMEHM UM oTuecTBa (IIocjiemgHee -

IpM HaJluMuuM) I[IalMeHTa IJaTa poXxneH
ng
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CHWJIC

N nosmca
o0A3aTeJIbHOTO
Me OULIMHCKOTO
CTpaxOBaHMA :

HoMep MeIMLMHCKOM KapTH HallMeHTa, [Iojiydanmer'o MeIULMHCKYI IOMOIL B
aMOyJIQTOPHEIX YCJIOBUSAX
damMmnmsa, MHULMAJE MMEHM M OTdUeCcTBa (IocjiemHee — IIPU HaJIWUUMK)
Jedamero Bpada (Qernpmmepa, akKyLepKu)

Pyb6. Korm. R i e e e e e et
e
S T e 1 =

[Toonuce ¥ redvaTh Jiedaller'o Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PeuenT percrBuUTeseH B TeueHue 15 mHem, 30 mguHert, 90 nHeM
(HyXHOe MOOUEePKHYTH)

———————— (3amoJyiHgeTCca CHeurajJMCTOM alTeUYHOM OPpTaHM3aluu) ———————-—

OTNyIWEeHO II0 pPeLenNTy: Toproesoe HaMMeHOBaHME
1 OO3MPOBKA:

ODaTa ornycka: " " 20 1. [KoJImuecTBO:

[IoUTOTOBMIL: [[poBEepPUITL: OTnnycTuit:

(IMHMS OTpPEBIBA)

Kopewok peluenTypHOIr'o OJlaHKa Crioco® NpMMEHEHUA:
HamMmeHOBaHME [IPOOOJIXUTEJIEHOCTE OHEM
JIEKAPCTBEHHOT'O IIperapara:
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HOPAJOK O®OPMJIEHUSA PEHEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

I. Odopmiienne penenta Ha OyMa:KHOM HOCHUTEJIE

1. Ha penenrypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBoM BepxHEM
YTy MPOCTABIISETCS MITaMI MEAULIMHCKOW OpraHu3alMy ¢ YKa3aHHEeM ee HauMEeHOBaHUs, ajpeca U
TenedoHa ¢ 1aToi BHIMUCKHU (1aToi oopmiieHHs ) pelienTa Ha JIEKapCTBEHHBIN rpenapar.

JlomomtHATEIRHO Ha perienTypHoM Ostanke popmbl N 148-1/y-04 (1) mpocTaBisieTcst KO METUTTHHCKOM
OpraHu3aIi B cOOTBeTCTBUH ¢ OCHOBHBIM IOCY/IapCTBEHHBIM PErHCTPAI[MIOHHBEIM HOMEPOM (J1asee
- OI'PH).



Cepust penentypHoro Omanka (opmsr N 148-1/y-04(;1) Brmowaer koj cyObekta Poccuiickoii
®denepannn, COOTBETCTBYIOIIMA JBYM TMepBbIM mudpam OOIIEpOCCHIICKOTO KiaaccudbuKaTopa
00BEKTOB aJIMUHUCTPATUBHO-TEpPUTOpHUATIbHOTO JeneHus (nanee - OKATO).

Pa3pemaercs uzroraBnuBath penentypusie Omanku Gopmsr N 107-1/y u popmer N 148-1/y-04(x) ¢
MIOMOIIBIO0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Peuentypusie Omanku  ¢gopmber  popmber N 148-1/y-88 u3roraBmmMBarOTCS HUCKIFOUYUTEIBHO
TUTIOTPAPCKUM CITOCOOOM.

2. Ha peuentypHbix O01aHKax, 0pOpMIIIEMbIX HHAWBUYaTbHBIMH IPEIIPUHUMATEISIMU, UMEIOIIMMHU
JTUICH3UIO0 HAa MEIUITMHCKYIO JCSITEIbHOCTh, B BEPXHEM JIEBOM YTy THIOrPa(CcKUM CIIOCOOOM WITH
MyTeM MPOCTaBJIECHUS IITamIa JOKEeH ObITh yKa3aH aJpec MHIWBUIYaIbHOTO MPEANpUHUMATEINS,
HOMED U JlaTa JIMIICH3UM, HAMMEHOBAaHHUE OpraHa rocyAapCTBEHHOM BJIACTH, BBIAABIIETO JIMIICH3UIO.

3. Penentypubie Onanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3amomHsArOTCS
MEIUIIMHCKIM pa0OTHUKOM YEPHIIIAMH WIIA IAPUKOBOM PyYKOH.

4. Nomyckaetcs oopmiieHHE BCEX PEKBU3HUTOB (3a MCKIIOUYeHHEM pekBusuta "[loamuck neyaniero
Bpaua (moanuch empamepa, akymepku'") peuentypHbix 61ankoB ¢popmel hopmbl N 107-1/y, hopmbl
N 148-1/y-88 u ¢popmbr N 148-1/y-04(:1) ¢ rcmonp30BaHNEM MI€YATAIOIINX YCTPOHCTB.

5. Odopmnenue perentypHbix 6ankoB popmbl N 148-1/y-04(11) BrirouaeT nudpoBoe KOAUPOBAHHE.
[ludppoBoe KoaUpOBaHHUE YKa3aHHBIX PELIEHTYPHBIX OJAHKOB BKIIIOYACT:

1) xon menunmuHckoi opranuzanuu (OI'PH) wim kon vHAMBUAYaIbHOTO MNpPEANpPUHUMATENS B
coO0TBETCTBUM C (OCHOBHBIM TI'OCYJAapCTBEHHBIM PErUCTPALMOHHBIM HOMEPOM HWHJIMBHUAYAIbHOTO
npeanpunumarens (nanee - OT'PHUIT), npoctaBnsiemMblil Tpr N3rOTOBICHUH PELENTYPHBIX OJaHKOB;

2) KOJ KaTeropuu TIpa)<JAaH, UMEIOUIMX IpaBO Ha IOJyYEHHUE JIEKAPCTBEHHBIX IPENapaTroB B
COOTBEeTCTBUM cO cratheil 6.1 denepanbHoro 3axkona ot 17 wumrons 1999 r. N 178-®d3 "O
roCcy/IapCTBEHHOW colalibHON oMomu" <1>, u Ko Ho30J0rH4ecKkoi (popmbl Mo MexayHapo HOM
CTaTUCTHUECKON Kaaccuukamu 6o1e3Hel 1 mpobiem, CBI3aHHBIX o 3710poBbeM (10-it mepecMoTp)
(nanee - MKDB), 3anonHsieMble JieyaliuM BpauoM ITyTEM 3aHECEHUS KaX 101 HU(pPHI B MyCThIE SUYEHKH,
IPY ATOM TOYKA MPOCTABISIETCS B OTACIbHON sSUehKe;

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

3) ormerky 00 wucrtounuke (uHaHncupoBanus (penepanbHblii OrKeT [1], OrOKET CyOBEKTa
Poccwuiickoit ®enepanuu [2], MyHUIIUTIATBHBINA Ot0/KeT [3]) U MpOLIEHTE OIIIATHI perenTa (OecIiaTHO
[1], 50% [2], mHoit % [3]);

4) WTPUX-KOA - NOMOJIHUTEIbHBIA PEKBU3UT (B Cllydyae M3TOTOBJIEHHS Ha TEPPUTOPUHU CYyOBEKTa
Poccuiickoit @enepaninu perienTypHOro 6JaHKa ¢ UCIOIb30BAHUEM KOMIIBIOTEPHBIX TEXHOJIOTHI).

6. B penenitypnbix 6mankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpacde "damunns,
UHHUIMATBI UMEHH M OT4ecTBa (TOClieHee - MpH HAJIWYMU) NalueHTa" yKa3blBaloTCsa (paMuivs,
WHUIAATBl IMEHU B OTYeCTBA (TIOCIIETHEE - TPH HATMYHHN) TTAlMEHTA.

7. B peuentypubeix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x1) B rpade "[ara


https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653
https://normativ.kontur.ru/document?moduleid=1&documentid=398962#l436
https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

pPOXKJIeHUs" yKa3bIBAETCS J1aTa POKJACHUS MalUeHTa (41CII0, MECSI, TOM).

JononuutensHo B penentypHbix Omankax ¢gopmber N 148-1/y-88 u ¢popmsr N 107-1/y anst nereit B
Bo3pacte 70 1 roga B rpade "Jlata poskaeHus" yKa3bIBaeTCS KOJIHMYECTBO MOTHBIX MECSIICB.

8. B peuentypubix Omankax ¢opmbr N 148-1/y-04(1) B rpadax "CHUJIC" um "N mnomnmca
0053aTeNIbHOT0 MEJIUIIMHCKOTO CTPaXxOBaHUA'" YKa3bIBAIOTCS CTPAaXxOBOW HOMEP HHAWBHIYaTbHOTO
nauneBoro cuera rpaxnanuHa B [lencuonnoM ¢onae Poccuiickoit @enepannu (CHUJIC) (mpu
HAJIMYUU) U HOMEp TOoJuca 00513aTEIbHOI0 MEIUIIMHCKOTO CTPaXOBaHHUS.

9. B penentypubix 6mankax gopmbr N 148-1/y-88 B rpade "Anpec mecTa KUTEIbCTBA WIIM HOMEP
MEAMIIMHCKON KapThl MAIIMEHTA, MOTYYaOIIero MeIUIIMHCKYIO TOMOIIL B aMOYJIaTOPHBIX YCIOBUAX ",
YKa3bIBACTCS MOYTOBBIN aJpec MecTa KHTEIbCTBA (MeCTa MpeOBbIBaHUS MM MeCTa (haKTHIECKOTO
MPOXKUBAHUS) MAIMEHTA WK HOMEP MEIUIMHCKON KapThl MalMeHTa, MOMyYaoIero MEAUIIMHCKYIO
MIOMOIIb B aMOYJIaTOPHBIX YCIOBHUIX <2>.

<2> [Ipuka3 MunucTepcTBa 31paBooxpaneHus Poccuiickoit @enepanuu oT 15 nexadps 2014 r. N
834u "OO6 yrBepkIeHIH YHH(PHUIUPOBAHHBIX (OPM MEIMIIMHCKON TOKYMEHTAIINH, HCIIOJIb3YEMbIX B
MEAMIMHCKUX OPTaHU3aIMaX, OKA3bIBAIOIINX MEAUIIMHCKYIO MOMOIL B aMOYJIaTOPHBIX YCIOBUSX, U
nopsAKkoB no ux 3amnosiHeHuro" (nanee - Ilpuxaz3 N 834H) (3apeructpupoBaH MuHHCTEPCTBOM
toctuiii - Poccuiickort ®epepanmu 20 depans 2015 1., peructpanmonnbii N 36160) ¢
WU3MEHEHUSIMH, BHECEHHBIMHU IpHUKa3aMu MUHMCTEPCTBA 3ApaBooxpaneHus Poccuiickon Penepanyu
ot 9 suBaps 2018 r. N 2 (3aperucrpupoBan MuHUCTEPCTBOM FOCTHIMU Poccuiickoit denepanuu 4
anpens 2018 r., perucrpaunonnsiii N 50614), ot 2 wosOps 2020 r. N 1186H (3apeructpupoBan
MunucrepctBoM toctuiuu Poccutickoit ®enepanuu 27 HosiOps 2020 r., peructpanmoHHbid N
61121).

Vkazanme u aapeca MeECTa KUTCJIbCTBA U HOMCpPA MEIUITHHCKOM KapThbl MalMCHTA, IMOJIYy4Yaromero
MCIUTUHCKYIO ITOMOLIb B aM6y.]'IaTOpHLIX YCIIOBUSAX, HEC SABJISACTCA OIIMOKOMA.

B peuentypubix 6mankax ¢popmsl N 148-1/y-04(;1) B rpadge "Homep MeaAMIIMHCKOM KapThl MAallUEHTa,
MOJIYYaAIOLIEr0 MEIUIMHCKYI0 TIOMOIIb B aMOyJaTOpPHBIX YCIOBUSAX" YyKa3bIBaeTCsi HOMED
MEIUIUHCKON KapThl NAllMEHTA, MOJIyYaroIlero MeANIUHCKYIO IIOMOIIb B aMOYJIaTOPHBIX YCIOBUSX
<3>,

<3> [Ipuxa3 N 834H.

10. B rpade "damunus, THULIIMAIBI UMEHU U OTYeCTBa (IIOCIEAHEE - TP HAJMYKHN) JIEYalllero Bpaya
(penpamepa, akymepkn)" peuentypHbsix 6iankoB Gpopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i1)
YKa3bIBAIOTCSl TIOJTHOCTHIO (paMWiIHsi, WHHUIMAIBI MMEHHW, OTdecTBa (TIOCIEqHEe - TPU HAJTUYHH)
MEIUIUHCKOTO pPaOOTHUKA, HA3HAUYMBIIETO JeKapCTBEHHbIE MPerapaTsl 1 0()OPMUBIIETO PELENT.

11. B rpadge "Rp" peuentypubix O6mankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
yKa3bIBaeTCs:

1) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTa (MG)I(,[[yHaPOI[HOG HCMMAaTCHTOBAHHOC HAMMCHOBAHMHC,
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TpynmnupoBOYHOC UIIN XUMHUUYCCKOC HAMMCHOBAHUEC, TOPTrOBOC HaI/IMeHOBaHI/Ie) Ha JJaTUHCKOM S3BbIKEC
WIM Ha PYCCKOM sI3bIKE, ()OpMa BBIMYCKa, I03UPOBKA, KOJMYECTBO (yKa3bIBACTCS MPOIHUCHIO Ha
penentypaom 6manke popmbel N 107/y-HIT);

2) crmocod TpHUMEHEHHs JIEKapCTBEHHOTO IpenapaTa Ha TOCYJapCTBEHHOM si3blke Poccuiickoit
denepanny WIM Ha TOCYyIapCTBEHHOM si3bike Poccuiickoit denepanuu U rocy1apcTBEHHOM SI3BIKE
peciyOIMK U MHBIX A3bIKax HapoaoB Poccuiickoit denepanun <4>.

<4> Yacts 1 crateu 15 3akona Poccuiickoii @eneparuu ot 25 okTsa6ps 1991 r. N 1807-1 "O si3pikax
HaponoB Poccuiickoit deneparuun" (manee - 3akon N 1807-1). (BemomocTu cbhe3ga HapOIHBIX
nenyratoB  PCOCP u BepxoBuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue
3akoHo 1arenbcTBa Poccuiickoit deneparuu, 1998, N 31, ct. 3804).

13. IIpu oopmieHNH penenTypHbIX OJIaHKOB 3alpeniaeTcs OrpaHNuUBaThCS OOIUMH YKa3aHUSMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

B snekmponnom 0oKkymenme nymepayus nyHKmoe coomeencmeyen ouuuaibHomy
UCHOYHUKY.

14. Penent, oopmiennsiii Ha penentypHom 6manke gopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(;1), moxmuchIBaeTCS MEIUIIMHCKUM PAOOTHUKOM U 3aBEPSIETCS €r0 MeYaThIo.

Peuent, odopmiennsiii Ha peuentypHoM Onanke ¢popmbl N 148-1/y-88 u dopmer N 148-1/y-04(1n),
JIOTIOJTHUTEILHO 3aBEPSETCS MeYaThi0 MEIUIIMHCKON opranu3auuu "l penentos".

Jns penenta, odhopmieHHoro Ha perentypHom Onanke gopmbl N 107-1/y, nanuuue nedatu "J{ns
penenTtoB" He sBISETCS 00s13aTeIbHBIM.

15. Ha ogaoMm penentypaoM Oanke Gopmbl N 148-1/y-88 u dpopmer N 148-1/y-04(:) paspernaercs
OCYIIECTBIISITH HA3HAYEHHE TOJIBKO OJTHOTO HAUMEHOBAHUS JIEKAPCTBEHHOTO Mpernapara.

Ha ogrom penentypaom 6nanke popmer N 107-1/y pa3pernraercst ocyniecTBIsTh Ha3HAYEHUE TOIBKO
OJITHOTO HAaUMEHOBaHMsI JISKApCTBEHHOI'0 Ipenapata, oTHocsmerocst mo ATX K aHTUICUXOTUYECKUM
cpeactBaM (kox N 05A), ankcnonutrkam (kox N 05B), CHOTBOpHBIM M CeIaTUBHBIM CpeACTBaM (KO
N 05C), antunenpeccantam (kog N 06A) u He moanexaero npeIMeTHO-KOJIUYECTBEHHOMY YUeTy,
U JI0 TpeX HaMMEHOBaHUH JIEKaPCTBEHHBIX MPETApaToB - JJIsl MHBIX JIEKAPCTBEHHBIX MPETapaToB, He
OTHECEHHBIX K BblleykazaHHbIM ATX.

16. McnipaBienus B penienTe He JOMYCKaKOTCS.

17. TIpu opopminennn perentypusix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) Ha
JIeKapCTBEHHbIE IMperapaTrhl, Ha3HAYEHHbIE MO pEUICHHWI0 BpayeOHOW KOMHMCCHUHM, Ha 000poTe
pelenTypHOro OJ1aHKa CTaBUTCS CIICIIHAIbHAS OTMETKA (IIITaMIT).

18. Ha penienryprom 6mmanke hopmer N 148-1/y-04(;1) BHU3Y UMeETCS JTMHUAS OTPBIBA, pa3elisoniast
peLenTypHbIil OJ1aHK U KOPEIIOK.

Kopemok ot pernienta, 0hopMIEHHOTO Ha YKa3aHHOM PEIENTYPHOM OJIaHKE, BBIJIAETCS MAITUEHTY (eT0
3aKOHHOMY TIPEJCTaBUTENI0) B aNTEeYHOW OpraHU3allM, HAa KOPEIIKe JeNaeTcsi OTMETKa O
HaWMEHOBAaHMH JIEKAPCTBEHHOTO MperapaTa, 103UPOBKe, KOJINYECTBE, CIOCO0e TPUMEHEHUS.


https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599

1. Odpopmienue penenrta B gpopme 3JIeKTPOHHOIO TOKYMEHTA

19. Peuent B (hopme IIEKTPOHHOTO JOKYMEHTA, MOJIUCAHHOTO YCHJICHHON KBATH(HIIMPOBAHHON
AIEKTPOHHOU MOAMKUCHIO, POPMUPYETCS MEAUIIMHCKUM pPaOOTHHUKOM, CBEJCHHSI O KOTOPOM BHECEHBI
B (enepaiabHbIl PETUCTP MEIUIMHCKUX pPabOTHHUKOB <5>, a TaKKe NMPHU YCIOBHH PETHCTPALUN
MEAMIMHCKOW OpraHu3aluu, B KOTOpod odopmisieTcs peuent, B (QeaepalbHOM peecTpe
MEAWIIMHCKUX OpTaHu3aIil <6> eqMHON TOCyJapCTBEHHON HH(OPMAIIMOHHON CHCTEMBI B cdepe
3[PABOOXPAHEHUS] M TOJKIIOYCHHS] TaKOW MEIUIIMHCKOM OpraHu3aluud K TOCyAapCTBEHHOM
UH(POPMALIMOHHOM cucTeMe B cepe 31paBooxpaneHus cyorekra Poccuiickoit depepanun <7>.

<5> Yacte 4 crarbu 91.1 denepanprHoro 3akona N 323-®3 (CoOpaHue 3aKOHOATEIIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 cratbu 91.1 denepanpHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, c1. 4516).

<7> Cratbu 91 u 91.1 ®enepansuoro 3akona N 323-03 (Cobpanue 3akoHo1aTebCTBAa Poccuiickoit
Oenepannn, 2011, N 48, cT. 6724).

20. IIpu odbopmienun peuenta B (popme JIEKTPOHHOTO JOKYMEHTa Ha JICKapCTBEHHBIE MPEnapaThl,
yka3zaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX MPENapaToB, YTBEP)KIEHHOTO
HACTOSIIIMM TMPUKA30M, M OTHYCKaeMble€ 3a MOJHYK CTOUMOCTb, 3allOJHSIOTCS CIEAYIOIINE
PEKBU3UTBHIL:

1) xon cyOwekta Poccuiickoit @enepanmun no OKATO, omnpeaensiomuil rocyIapCTBEHHYIO
nH(pOpMAIIMOHHYIO CHCTEMY B cdepe 3apaBooxpaHeHust cyobekta Poccuiickoir ®denepanuu, B
KOTOpO# chopMHpoBaH perent B popme 3JIEKTPOHHOTO TIOKYMEHTA;

2) HaNMMCHOBAHUC MCZ[HHHHCKOﬁ opraHnuzanuu, agapec, TeJ'Ie(i)OH nim CI)aMI/IJ'II/ISI, HMHHUIKMAJIbl UMCHHU U
OTYECCTBa (HOCJ’IGI[HGC - Ipu HaJ'II/I‘-II/II/I) HHIAWBUAYAJIbHOI'O NPCANIPUHHUMATEIIA, UMCIOUICTO JIMICH3UTO
Ha MCIUIIUHCKYIO ACATCIBHOCTD, €TO aAPEC;

3) OI'PH ropuanueckoro nuna (MeaunuHckoil opranuszanuu) win OI'PHUII mHauBuayanbHOTrO
IpeIITPUHUMATES;

4) nata ohopmiieHus perenta (yKa3bIBaeTCsl YUCII0, MECSIL, TOM);

5) nara okoHYaHMs JeicTBUS perenta (popMupyercss rocydapCTBEHHON HHG(OpPMAMOHHON
cucTeMoi B cdepe 31paBooxpaHeHus cyobekTa Poccuiickoit denepaii B COOTBETCTBUU CO CPOKAMHU
nenctBus peuentoB: 15 nueit, 30 queit, 60 aueit, 90 nueit, 1o 1 roga);

6) yHHKaJIbHBI HOMEp pernenta (GopMUpPYETCs TOCYAapCTBEHHOW MH(POPMAIIMOHHON CHCTEMOW B
chepe 3apaBooxpanenms cyobekTa Poccuiickoit ®dexepanuu U 00eCTIEUMBAET OJHO3ZHAYHYIO
uaeHTU(GHUKAIMIO perenTa B popMe dMeKTpoHHOTO qokyMmeHTa B codetanuu ¢ OKATO, OI'PH unu
OI'PHUII);

7) ormetku "Cito" (cpouno) miam "statim" (HememIeHHO) MPH HEOOXOIUMOCTH CPOYHOTO WU
HEMEIJIEHHOTO OTIMYCKa JIEKapCTBEHHOTO Tperapara ManueHTy;

8) ampec marmenTa (yKa3bIBaeTCs MOYTOBBIN aJIpEC MeCTa JKUTEIbCTBA (MecTa MPeOBbIBAHUS WU MECTa
(aKkTUYECKOro MPOKMBAHUA) C YKa3aHHEM HWHICKCAa, HAMMEHOBAHUS Kpas, 00JacTH, pecryOluKH,


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l465
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1173
https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653
https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653

aBTOHOMHOTO OKpyra W HMHOro cyobekra Poccuiickoii @enepaiuy, HaMMEHOBAHUS HACEIEHHOTO
IyHKTa, HAUMEHOBAHUS YJIUIBI (IIPOCIEKTa, NepeyiKka, IMpoes3aa), HoMepa JoMa (C yKa3aHHEM
KOpILyca, IpY HAJIMYMH ), HOMEpa KBapTUPbI);

9) HOMEp >JMEKTPOHHON MEIMIIMHCKOM KapThl MallME€HTa B TOCYJApCTBEHHOH HH(OPMAIMOHHON
cucreMe B cepe 3npaBooxpaneHus cyobekTa Poccutickoit denepanuu;

10) pammnust, uMs, OTIECTBO (ITOCIICTHEE - TP HAJTMYWH) TTAIIMEHTA TTOTHOCTHIO;

11) nmara pokaeHusi mnanueHTa (yKa3blBaeTCs YUCIO, MeEcsl, roa), ais naered a0 1 roxa
JIOTIOJTHUTEILHO YKA3bIBAETCS KOJUYECTBO IMOJTHBIX MECSIICB;

12) hbamunus, MTHULIMAIB UMEHHU U OTYECTBA (TIOCIIEHEE - TPU HAJTMYMHU) MEAUIIMHCKOTO pabOTHHKA
HOJIHOCTBIO;

13) HanMeHOBaHMe JIEKAPCTBEHHOT'O IIpernapara (MeX/1yHapoIHOEe HElTaTEHTOBAHHOE HAUMEHOBaHHeE,
TPYNIAPOBOYHOE MM XMMHUYECKOE HAaUMEHOBaHHE, TOPrOBOE HAHMMEHOBAHUE), TO3UPOBKA, (opma
BBIIYCKa, KOJIMYECTBO (BCE MO3UIMH YKa3bIBAIOTCS HA PYCCKOM SI3BIKE);

14) cmoco® mpuMeHeHHs JIEKapCTBEHHOTO Ipernapara Ha TOCYAapCTBEHHOM s3bike Poccuiickoit
denepanuy WM Ha rocyJapcTBEHHOM si3bike Poccuiickoit depepannu U rocyAapCTBEHHOM SI3bIKE
pecnyOJIMK ¥ MHBIX s13bIKax Hapo1oB Poccuiickoit denepammu <8>;

<8> Yactp 1 cratem 15 3akona N 1807-1 (Bemomoctu cwezna Hapomubeix aemnyratoB PCOCP u
BepxoBunoro Coera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOIATeIbCTBAa Poccuiickoit
Oepnepannn, 1998, N 31, ct. 3804).

15) HAOKYMCHT, HOI[TBep)KI[aIOIJ_II/Iﬁ Ha3HAYCHUC JICKAPCTBCHHOTO IIpCIiapaTa Mo pCIicHUIO Bpaqe6H0171
KOMHUCCHH MeI[HHHHCKOﬁ OopraHusalunu,

16) OTMCTKAa O HAa3HAYCHHUU JICKAPCTBCHHOI'O IIpCIllapaTa II0 PCHICHUIO Bpa‘le6H0ﬁ KOMUCCHH
MCHHHHHCKOﬁ OopraHu3alru B CIy4dasaX, YKa3aHHBIX B 363.’:1[16 BTOPOM ITYHKTA 6 Hopsu:[Ka Ha3Ha4YCHUA
JICKAPCTBCHHBIX MNPCIAPATOB, YTBCPIKACHHOI'O HACTOAIINUM IIPUKA30M;

17) oTMeTKa O crenMaibHOM Ha3HAUYCHMM JICKApCTBEHHOIO Ipernapara (3amoyiHseTcsl B CllyyasX,
yKa3aHHbIX B yHKTaXx 15 u 24 [opsaka Ha3HAUYEHUs JIEKAPCTBEHHBIX MIPENAPATOB, YTBEPKIAEHHOTO
HACTOALUM IPUKA30M);

18) oTMeTKa 0 crenMaJIbHOM HAa3HAUYE€HUU JIEKApCTBEHHOTO Iperapara MalueHTy ¢ 3a00JieBaHUEM,
TPeOYIOLIMM JUIUTEILHOTO KYpCOBOI'O JIUEHUs (3allOJIHAETCS B Cllydae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3HAueHUsS JIEKAPCTBEHHBIX IPENapaToB, YTBEPXKAEHHOIO HACTOALIMM IIPHUKA30M) C
IIPOCTaBJICHUEM NIEPUOAUYHOCTH OTITYCKa JIEKApCTBEHHOTO Mpenapara;

19) npu odopmiienun peuenta B GopMe IEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHbIE MpenapaThl,
yKa3aHHble B NOAMYHKTax 2 - 5 myHkTa 9 u nyHkre 11 Ilopsnka HasHadeHUs JIeKapCTBEHHBIX
IpenapaToB, YTBEPKIEHHOI'O HACTOSAIIMM MPUKA30M, FpaxKlaHaM, MMEIOLINM paBo Ha OecruiaTHOe
MOJIy4EHHE JIEKAPCTBEHHBIX MPENapaToB WM MOJyYEHHE JIEKAPCTBEHHBIX MPEMApPaTOB CO CKUAKOM,
3aMOJIHAIOTCS PEKBU3UTHI, NIPENYCMOTPEHHbBIE MOAMYHKTaMU 1 - 18 HacTosIero myHKTa, a Takke
CIIEIYIOIINAE PEKBU3HTBHI:

a) KaTCropus rpaxxJaH, UMCHOIIHUX MPaBO Ha MOJYUCHUC JICKAPCTBCHHBIX MTPEMIapaTOB B COOTBCTCTBUU
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co crareeil 6.1 ®enepanpHoro 3akona ot 17 wmroms 1999 r. N 178-®3 "O rocymapcTBEHHOM
couMaabHOM momMomu" <9>;

<9> CobOpanue 3akoHoaarenbcTBa Poccniickoit deneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) xox Ho3osoru4Yeckoi ¢popmbl o MKB;

B) HCTOUHUK (puHaHcupoBanus (1 - ¢enepanbHbIil Or0KET, 2 - OrOKET cyObekTa Poccuiickoii
®denepann, 3 - MyHUIIUITAIBHBINA OFOJDKET);

r) pazmep omuatsl (1 - 6ecratHo, 2 - 50%, 3 - unoit %);

JI) CTPaxOBOW HOMEpP WHIWBHIYAJILHOTO IHUIEBOTO cyYeTa TpaxaaHuHa B lleHcrmoHHOM (oHIe
Poccuiickoit ®enepanuu (npu nanuuun) (CHUJIC);

e) HOMCD I10JIMCa 00513aTEJILHOIO MCIHUIMHCKOI'O CTPpaXOBaHMA.

21. Ilpu npocTaBieHUHM OTMETKM, yKa3aHHOW B moamnyHkre 16 mynkra 20 Hacrosimero I[lopsinka,
perent B (QopMe S3IEKTPOHHOTO JOKYMEHTA IMOAMMCHIBAETCS YCHUJICHHON KBalU(UIIMPOBAHHOM
AJIEKTPOHHOW TMOJNUCHI0 TIpEJCeaTeNsl WM CeKperapss BpauyeOHOM KOMHUCCHU MEIUIIMHCKOU
OpraHu3aly, MpU MPOCTABICHUM OTMETOK, yKa3aHHBIX B mnoamnyHktax 17 u 18 mynkra 20
Hactosimero [lopsimka, - YCHJICHHBIMH KBaTHU(UIIUPOBAHHBIMUA OSJCKTPOHHBIMH  TTOITHCIMHE
COOTBETCTBYIOIINX MEIUIIUHCKUX PAaOOTHUKOB.

22. 1o TpeGoBaHMIO MAMEHTA WK €r0 3aKOHHOT'O IIPEACTaBUTEINS O(POPMIISETCs SK3EMILISAP peLenTa
B (hopMe 3IEKTPOHHOTO JOKYMEHTa Ha OyMa)kKHOM HOCHUTeJe ¢ OTMeTKOH "/lyOiIuKaTr 31eKTpOHHOTO
JOKyMeHTa".

I11. Yuer pennenTypHbIX 0JIAaHKOB (32 HCKJIIYEHHEM pPeleNnTYPHbIX
0.1ankoB o popme N 107/y-HII "CnennajbHblil penentypHbIii
0J1aHK"")

23. Vwuer peuentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
U3rOTaBJIMBAEMBIX TUIOTPAQCKUM CIIOCOOOM (J1ajee - pelenTypHble ONaHKU, MOAJISKaIINe YUeTy),
OCYIIECTBIISICTCSI B JKypHaJlaX yd4eTa, MPOHYMEPOBAaHHBIX, NPOITHYPOBAHHBIX M CKPEIUICHHBIX
HOJMHMCHIO PYKOBOJMTENS U ME€YAaThI0 METUIIMHCKON OpraHu3aluy WK MOANKUCHI0 MHIUBHYaJIbHOTO
NpeINPUHIMATEINS, IMEIOIIETO JTUIICH3UI0 HA MEUIIMHCKYIO I TETbHOCTb.

24. XKypnan y4era peuentypHbix 61ankoB popmel N 107-1/y conepkut cienyrouue rpagsl:
1) HoMep 1o OpAIKY;

2) B pazaene "[lpuxox":

a) JaTa peruCTpaliy JOKyMEHTa, ITOITBEPKIAIOIETO OCTYIUICHNUE;

0) HOMep U J1aTa TOKYMEHTa, OATBEPKJAIOIIEro NOCTYIUIEHHE, HANMEHOBaHHE MOCTaBIINKA;

B) 0011ee KOJIMYECTBO MOCTYNHUBIIUX PELENITYPHBIX OJIAaHKOB;
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r) pamMuvs, MHUITUAIBI UMEHH M OTYeCTBa (IIOCJIeHEE - TIPU HAJTMYKHU) U TIOJITUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, MOTYYHUBIIErO PELeNTYpHbIE OJaHKK OT MOCTABIIUKA;

3) B paznene "Pacxon":
a) JaTa BbIJAud PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) (amuius, HMHULMAIBl MMEHM M oOT4yecTBa (TOCIENHEEe - IPU HAJIWYUM) OTBETCTBEHHOIO
MEIUIUHCKOTO PAa0OTHHUKA, MOTYYHBILETrO pelenTypHbIe OJaHKH;

I') HOJMCHh OTBETCTBEHHOTO MEIMIIMHCKOTO paOOTHHKA, TOIYYMBIIETO PELENITYpPHbIE OJIaHKH;

4) bamuins, THULMAIBI UMEHU M OTYECTBa (IIOCIEIHEE - IPU HAITMYMM) U TOANNUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO PaOOTHUKA, BBIIABIIETO PELENTYPHBIC OIaHKHU;

5) OCTaTOK perenTypHbIX OJaHKOB.

25. Kypnan ydera penentypubix OmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(a) comepxut
crenyromue rpadbr:

1) HoMep 1O OPAIKY;

2) B pasznene "[Ipuxon™:

a) JjaTa PerucTpaLuy J0KyMeHTa, HOATBEPKAAIOLIEr0 MOCTYIIICHUE;

6) HOMep U JjaTa JOKyMEHTa, OITBEPKIAIOLIET0 MOCTYIIJICHHE, HAMMEHOBAHHE [TOCTABILMKA,
B) 00111ee KOJIMYECTBO MOCTYHBIINX PELENTYPHBIX OJIAHKOB;

I') CEpUU U HOMEpPA PELENTYPHBIX OJAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJIAHKOB 110 CEPHSIM;

e) dhaMuius, MHUIHAIBI UMEHU U OTYeCTBa (TTOCIIeIHEE - IPU HAJTUYMH) U TIOJMHUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHUKA, MOTYYHBIIETO PEIENTYPHbIE OJaHKK OT MOCTABIIUKA;

3) B pa3zaene "Pacxon":

a) JlaTa BbIJJa4M PELENITYPHBIX OJIaHKOB;

0) cepur ¥ HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJaHKOB;
B) KOJIMUECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢aMuwiusg, WMHUOMANBI MMEHH M oOT4ecTBa (MOCieAHee - NpPU HAIWYMM) OTBETCTBEHHOTO
MEAMIMHCKOTO pabOTHHKA, MOTYUYHUBIIErO PELENTYPHbIE OJaHKH;

I[) noAIIMCh OTBETCTBCHHOT'O MCIUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) ¢hamunus, MTHAITMAIIBI KIMEHH U OTYeCTBa (TIOCIIEHEE - IPU HAJIMYMK) U TTOANUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJIABIIETO PEIENTYPHbIE OJaHKU;

5) ocTaToK perenTypHbIX OJIaHKOB.

26. Yuer peuentoB, OPOPMICHHBIX B (OpME HIEKTPOHHOTO JOKYMEHTA, OCYIIECTBISETCS B
rocy/1apcTBEHHOW HH(OpPMaIMOHHOM cucteMe B cdepe 3apaBooxpaHeHHsl cyobekTa Poccuiickoii
@denepaul  MOCPEJICTBOM BEICHHMS €IMHOTO peecTpa peuenToB, O(GOpPMIIEHHBIX B (opme



9JICKTPOHHBIX JOKYMCHTOB.

V. Xpanenne penentypHbIX 0JIAHKOB (32 MCKJIIOYEHHEM
peuentypHbix 0jankoB o ¢gopme N 107/y-HII " CnenunanbHbIi
peuenTypHblii 0J1aHK'")

27. MeauuMHCKHE OpraHu3allydy IOJIy4aloT HEOOXOAHWMBbIe pelenTypHble OlaHku, o(opmiieHHbIE
TUNOrpa)CKUM crocoOoM, uepe3 TeppUTOpPHATIEHBIC OpTaHbl YIPaBICHHUS 31PaBOOXPAaHECHUEM WIIH
OpraHu3aIy, YIIOJTHOMOYEHHbIE Ha 3TO OpPraHaMU UCIIOJIHUTENBHOM BiIacTu cy0beKTOB Poccuiickoii
®denepauuu.

28. PenenitypHble ONaHKH, MOAJICKAIINE YUYETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYECHHBIM
PYKOBOAMTENEM MEAUIIMHCKOW OpraHu3allid, B 3alMpacMoM MeTauinueckoM mkady (ceide) miu
METaJUIMYECKOM SIIIIUKE.

29. UHnuBuAyallbHBINA MIPEIIPUHAMATEb, UMCIONIHMIA JTUIICH3UIO Ha MEIUIIMHCKYIO JCSITEIbHOCTD,
XPAHUT PEIeNTYpPHbIC OJaHKH, MOJICKAIUE YUETY, B 3aITUPAEMOM MEeTAITHYecKOM mKkady (ceide)
WA METAJUNTNYECKOM SIIITUKE.

30. IIpoBepka cOCTOSHMS XpaHEHHs, y4deTa, (PaKTUYECKOro HAJIWYUS W pacxofa pPEeLeNnTypHBIX
0JIaHKOB, TOJJICKAIIUX YYETy, OJMH pa3 B KBapTaJl OCYIIECTBIISETCS KOMHUCCHUEW, CO3JaHHOU B
MEAUIIMHCKOW OpraHHU3aIliH.

31. Peuentypusbie 6manku, oopmirsieMble Ha OyMa)KHOM HOCHUTEIIE U MOJICKAIINE YIETY, BBIIAIOTCS
MEAUIIMHCKUM paOOTHUKAM, UMEIOIIUM MPaBo 0(OPMIICHHS PELEITOB, 10 PACHOPSKEHHUIO TTIABHOTO
Bpaya WM €ro 3aMeCTUTEIS.

HonyquHHe PELCIITYPHBIC OnaHku Ha 6YMa)KHI)IX HOCUTCIIAX XPpaHATCA MCIAUIMHCKUMHA
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6CCHC‘II/IB3IOH_II/IX HUX COXPAaHHOCTh.

32. IIporpaMMHO-TEXHUYECKHE CPEICTBA T'OCYNAapPCTBEHHBIX HMH(OPMALIMOHHBIX CHUCTEM B cdepe
3/[paBOOXPAHEHMs, MEIUIMHCKUX HMH(OOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHU3aIui
o0ecrieunBarOT XpaHEHHWE DJIIEKTPOHHBIX pELENTOB, O(QOPMIEHHBIX B (OpME DIIEKTPOHHBIX
JJOKYMEHTOB B TEUEHHE CPOKOB, YCTAaHOBJEHHBIX ISl XpaHEHUs PpELeNnToB, OPOPMIICHHBIX Ha
COOTBETCTBYIOIIMX (pOopMax pelenTypHbIX OJIaHKOB Ha OyMakHOM Hocutene <10>.

<10> HoamyskT 5.2.169 Tlonoxenus o Munucrepcree (CoOpanue 3akoHOaTeNIbeTBa Poccuiickoi
Oeneparnun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ipunooicenue N 4
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n
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®OPMA CIHIELIVAJIBHOT'O PELEITYPHOT'O BJIAHKA N 107/Y-HII

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKY[I

Poccumickor Odenmepaluum MenuumHCKasa OOKyMeHTalMsa

dopma N 107/y-HII,

YTBEPXIEHHAA IIPUMKA30M

MuHMCTEPCTBA 3OPaBOOXPAHEHUI

WTaMII MEIMUIMHCKOM OpPTaHM3aLUU Poccurickont ®emepalumum

or 24.11.2021 N 1094u

PEIEIT
Cepusa N
\AJ \AJ 2 O i
(maTa BHIOMCKM pelenTa)
(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)

damMmnima, mMs, OTUYECTBO (IOCJelHee — IPM HaJIU4dUM)

naumMeHTa

BospactT

Cepusa M HOMEP MoJiMcCa 00S3aTEeJIbHOT'O MEIMLUMHCKOT'O CTPaxXOBAaHUA

HomMep MeIMUMHCKOM KapTH

damMmnmsa, mMsa, OTUECTBO ([IOCJeHee -— MPM HaJIUuuumM)
Jledyamero Bpada (bernpmmepa, akylLepKu)

[loonmuce M JIMYHAS IIedYaThb Bpada
(nopnmuce Qenpruepa, aKyllepKu)

dammunusa, uUMHd, OTUEeCTBO (mocyenHee - OpM HaJIU4dUM)
YIOJIHOMOYEHHOT'O JiMla MEeIOMIMHCKOM OpTaHM3aLUM

M IOINMCH

OTMeTKa alTeyHOM opTraHM3auum o6 OoTIycKe

M.II.




damMmius, wMs, OTUECTBO (IocjienHee -— TIIPM  HaJuMuMM) U TIIOJANMUCH
paboTHMKA allTeYHOM opTaHM3aluu

M.II.
Cpok meMcTBMA pelenta 15 nHel

Ipunooicernue N 5
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAJIOK U3TI'OTOBJIEHUSA, PACITPEJAEJEHUA,
PEI'UCTPAIIUU, YUETA U XPAHEHUS PELLEIITOB,
COAEP/KALHINX HASBHAYEHUE HAPKOTUYECKHUX

CPEACTB WM IICUXOTPOIIHbBIX BEILIECTB

|. Illopsinok M3roToBJIEHUS, pacpeleJeHUs ClenaTIbHbIX
peuentypHbix 0aHkoB 1o ¢gopme N 107/y-HII

1. Opranu3anuio U3roTOBJICHUS M paclpeaeieHus penentypHbix OxankoB mo ¢gopme N 107/y-HII
"CrienuanbpHbIi perienTypHblil OnaHk" (fanee - crenualbHbIi pelenTypHbIid OJaHK) OCYLIECTBISET
MunuctepcTBo 3apaBooxpanenus Poccuiickoii @enepanuu (nanee - MUHHCTEPCTBO).

2. CrneuuajibHble pelenTypHble OJaHKH SBISIOTCS 3alUIIEHHON monurpaduyeckoi mpomyKIuen
ypoBHs "B", usroraBnuBaemoit Ha 6ymare po3oBoro 1sera pazmepom 10 cm X 15 cM, 10KHBI UMETh
CepUI0 M HOMEp, a TaKXKe COOTBETCTBOBATH TPEOOBaHMSM, YKa3aHHBIM B NpHUKaze MHUHHUCTEPCTBA
¢unancos Poccuiickoii denepannu ot 29 centsops 2020 r. N 2171 "O6 yTBepkaeHnn TeXHUYECKUX
TpeOOBaHUI M YCIOBUH M3TOTOBICHMS 3aLIMIIEHHON OT MOAJENOK Monurpadudeckoi npoaykuuu"
(3apeructpupoBan MunucrepctBoM tocturiuu Poccuiickori ®eneparuu 16 wosiops 2020 r.,
peructpaironnsiii N 60930).

3. B mensx opraHu3anuu M3rOTOBJICHUS W paclpeelieHHs CIEeNHaIbHBIX PELenTypHbIX OJaHKOB
MEJIUIIMHCKUE OpraHU3alliK, UMEIOIINE TPABO OCYIIECTBIIATh BbIJaUy PELENTOB HA HAPKOTUUECKHE
CpeACTBa WK NcUXOTponHble BemecTsa cuucka Il Ilepeuns u 3aperucrpuposannsie B Poccuiickoit
®denepani B Ka4yeCTBE JIEKAPCTBEHHBIX NPEMapaToB LISl MEAMIIMHCKOTO TPUMEHEHHUs (naiee
COOTBETCTBEHHO - MEJUIIMHCKAs OpraHu3alusi, HapKOTUYECKUN (TICUXOTPOIHBIN) JEKAPCTBEHHBIN
mpenapar), COCTaBJISIFOT 3asiBKH Ha PEIENTYpHbIE OJIaHKH.

4. B cpok m0 1 OKTAOps TeKymIero roja 3asBKA MEIUIMHCKUX OpraHU3alliii Ha CHelHalbHBIC
penenTypHbie OJIaHKU TIPEICTABIISIOTCS:

1) MEeOWUIMHCKUMHU OpTaHHW3alMsSAMH, HaXONAIIMMUCS B BeICHUH (eaepaabHbIX OpraHOB
WCTIOJTHUTENILHOM BJIACTH, - B COOTBETCTBYIOIINE (hefiepanibHble OPTaHbl HCIIOTHUTEILHON BIACTH;
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2) MEIMIIMHCKUMHY OpTaHU3aIUsIMU, HAXOIAIIIMICS B BeJIeHUHN cyObekToB Poccuiickoii denepanum,
MEIUIMHCKUMHU OPTaHU3alUsIMH MyHULUIIAIbHON U YaCTHOM CHCTEM 3JPABOOXPAHEHUS - B OPTaHbI
UCTIOJTHUTENILHOW BIacTH cyObekToB Poccuiickoit @enepanuu B cepe oXpaHbl 30pOBbs TPaKIaH,
Ha TEPPUTOPUU KOTOPBIX OHU PACIIOJIOKEHBI (Jjajiee - OpraHbl UCIOJHUTEIBHON BIACTU CYOBEKTOB
Poccuiickoit denepanun).

5. B 3asBKe MEAMIMHCKOW OpraHM3alliil Ha CIEHMUAIbHBIC pEIENnTypHble OJaHKH YKa3bIBAIOTCS
CIIENYIOLINE CBEICHHUS:

1) cBeneHuss O MEQUIIMHCKOM OpraHu3alyy, NOJABUIEW 3asBKY Ha CHELUAJIbHBIE pELENTYpHbIC
6s1aHKU (I10JJHO€ HAMMEHOBAHUE, aIPEC MECTa HAX 0K JICHHS);

2) KOJMYECTBO CIELUAIbHBIX pPELENTYPHbIX OJIAHKOB, M3PAacXOJOBAaHHBIX MEIUIIMHCKOM
opraHusanueil Ha 1 sHBaps IpeIIIECTBYIOLIETO IoAa;

3) KOJIMYECTBO CHEIHATBbHBIX PELENTYPHBIX OJAHKOB, HEOOXOAUMBIX MEAUIIMHCKOW OpraHU3aliy Ha
CIEAYIOLIUNA TO/.

3asiBKa MEIWIIMHCKOW OpraHW3allid Ha CICNUaIbHBIC PEHENTypHbIC OJaHKH TIOJITUCHIBACTCS
PYKOBOAMTENEM MEIUIIMHCKON OpraHu3aliy, KOTOPhI HECeT MEPCOHAIBHYI0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTH U JOCTOBEPHOCTh YKa3aHHBIX CBEACHUM.

6. denepanbHble OPraHbl UCIIOIHUTENBHONW BJIACTH, B BEJICHUU KOTOPBIX HAXOJIATCS MEAUIMHCKHE
OpraHmu3aIyy (nauee - GpeaeparbHble OPTaHbl HCIIOTHUTEILHON BIIACTH), U OPTaHbl UCTIOTHUTEIILHOM
BiacTu cyobekToB Poccuiickoit denepanny Ha OCHOBaHUU 3asiBOK MEIUIMHCKUX OpraHM3allvii Ha
CIeLMAJIbHBIE PELeNTYpHbIC OJaHKU (POPMUPYIOT CBOJHBIC 3asBKH Ha CIICUAIIbHBIC PEICHTYPHBIC
OJIaHKH U B CPOK 710 1 1ekaOdpsi TeKyIIero roja mpeacTaBisitoT uX B MUHUCTEPCTBO.

7. B cBOAHOI 3asBKe Ha CIIELMAJIbHBIC PCUCIITYPHBIC OnaHKU YKa3bIBAOTCA CICAYIOIMIUEC CBEACHUA:

1) cBeacHmst 0 (enepaIbHOM OpraHe WCIIOJTHHUTEIHHOW BIACTH (OpraHe HCIIOJHUTEIBHON BIACTH
cyonrekta Poccuiickoit ®eneparuu), TpeNCTaBUBIIEM CBOAHYIO 3asBKY Ha CHEIHallbHbIE
peuentypHbie 0J1aHKH (TIOTHOE HAMMEHOBAHUE, a/IpeC MECTa HaXOXK/ICHHUS);

2) KOJWUYECTBO CIENHAIBHBIX PEIENTYPHBIX OJaHKOB, paclpeeeHHBIX (eaepalbHBIM OpraHOM
UCTIOJIHUTENIHON BIAacTH (OpraHoOM MCIIOMHUTENBbHOM BiacT cyobekTa Poccuiickoit @enepanumn) Ha
| ssHBaps mpeameCcTBYIOMEro rojla MeXAy MEIUIIMHCKUMU OpraHnu3alusaMu;

3) KOJMYECTBO CHELHUANbHBIX PELENTYpHbIX OJaHKOB, HEOOXOOUMBIX (efepabHOMY OpraHy
VCIIOJTHUTENIbHOM BJIacTH (OpraHy MCHOJHUTENIbHOM BiacTu cyobekTa Poccuiickoit denepanun) Ha
CIIEYIOIINN IO/ IS paclpeneIeHs] MEKIY MEAUIMHCKUMHI OpPraHU3alusIMU;

4) cBemeHuss O IMOJBEAOMCTBEHHOW OpraHM3alluy, YIOJIHOMOYEHHOW (heaepaibHbIM OpraHoOM
UCIIOJTHUTENIbHOM BJIacTU (OpraHoM HCIIOJIHUTENbHOM BiacTu cyobekta Poccuiickoit denepannn)
OCYILECTBIIATh NOJYYEHHE CHEeUATbHBIX PELENTYPHBIX OJaHKOB OT MUHHUCTEPCTBA, UX XpaHEHUE U
BBIJIaYy MEIUIIMHCKMM OpTraHW3alusaM (ITOJIHO€ HAMMEHOBAHME, aJpec MecTa HaXOXKICHHS,
WHH/KIIIT, OKTMO opranu3anuu, (pakTudeckuii apec MoCTaBKM).

8. Ha ocHoBanuu IMOJIYYCHHBIX CBOJHBIX 3adBOK Ha CIHCHHUAIBHBIC PEHCITYPHBIC OJIaHKU
MUHUCTEPCTBO €XKETOHO B CPOK 10 15 stHBaps cienyromero roga GopMUpYyeT U yTBEPKIaeT IJIaH
pacnpeaciCHusd Ci€UaJIbHbIX PEHCIITYPHBIX 6J'IaHKOB, B KOTOPOM OTpaXaCTCA rogoBas HOTpe6HOCTB
Poccuiickoit denepannu B CHEIUANBHBIX PEHENTYPHBIX OJlaHKax (Janee - MiaH pacrpeaeieHus
MuHuctepcTBa).

9. B nnane pacnipenenenuss MUHHCTEPCTBA YKA3bIBAIOTCA CIEAYIOMINE CBEICHHUS:



1) nopsAKOBBIM HOMEDP 3aINCH;

2) HauMeHOBaHUe QefepaTbHOro OpraHa UCIOIHUTEIBHON BJIACTH (OpraHa UCIIOJIHUTEIHHON BIACTH
cyobekrta Poccuiickoit ®Denepanuun), TNPEICTaBUBIIETO CBOIHYI 3asBKy Ha CICIHAIbHbIC
perentypHbie OJIaHKH;

3) HE0OXOAMMOE KOJIMYECTBO CIIEIUANBHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBnieHue crienuajibHbIX PELENTYpHBIX OJaHKOB (eiepajbHbIM OpraHaM HCIIOJIHUTEIbHON
BJIACTH, OpraHaM HCIOJHHUTEIbHON BiacTH cyObekToB Poccuiickoit denepaiyy OCyIIECTBISETCS
MHUHHCTEPCTBOM B KOJIMYECTBE, IIPETYCMOTPEHHOM IIJIAHOM paclpesienenns MuHucTepeTBa.

11. MUHHCTEPCTBOM JOMOJHHUTEIHHO K KOJIMYECTBY CHEIHAIBHBIX PEIENTYPHBIX OJIAHKOB,
MPEelyCMOTPEHHOMY IUIAHOM pachpenenenus MunucrepcTBa, (OpMHUpYeTCs pe3epBHBIN 3amac
CIEIUANIBHBIX PElEnTYpPHBIX OJIAaHKOB B KoymyecTBe, He mpeBbimaromeM 150 000 crenuaibHBIX
peLenTypHbBIX OJIaHKOB.

12. B ciyyae yBenn4eHHs NOTPEOHOCTH B CIELUANBHBIX pELENTypHBIX OJlaHKaX (enepaabHble
OpraHbl HWCIOJHHUTEIBHOW BJIAcTH (OpraHbl HCIOJHHUTEIBHOH BIACTH CyOBEKTOB Poccuiickoit
®denepanun) HanpapiIsAlOT B MHUHHCTEPCTBO CBOJAHBIE 3asBKM Ha JONOJIHUTEIBHOE KOJIMYECTBO
CHEIHATBHBIX PEIENTYPHBIX OJIAHKOB (C 00OCHOBAHHEM YBEIUYEHUS MOTPEOHOCTH B CHEIHUATBHBIX
peLenTypHbIX OJaHKax), KOTOpble MPEAOCTABISAIOTCS MHHHUCTEPCTBOM M3 PE3EPBHOrO 3amaca
CHEIHATBHBIX PEUENTYPHBIX OJaHKOB.

13. ®enepanbHble OpraHbl UCHOTHUTENBLHON BIAacTU (OpraHbl UCHOJHUTENBLHON BIacTU CyOBEKTOB
Poccuiickoit denepariuu) pacnpeaessoT MOJyUYeHHbIE CIEIUaIbHbIE PEUENTYpPHbIE OJaHKH MEXIY
MEAMIMHCKIMH OpraHU3allMsIMH Ha OCHOBAaHMU IUIAHOB pacrpeaeneHus, cHOpMHUpPOBAHHBIX B
COOTBCTCTBUHU C 3asiBKaMH MCIUILIMHCKHUX opraHmauHﬁ Ha CIICHUaJIbHBIC PCUCIITYPHBIC OJIaHKH.

I1. Ilopsanok perucTpanyu, y4era u XpaHeHHs CHENHATbHBIX
peuentypHbix 0jaHkoB 1o ¢gopme N 107/y-HII

14. MuHucrepcTBo, HHbIE (QenepalibHble OpraHbl HCHOJHUTENIBHOM BIIACTH U OpraHbl
UCTIOJIHUTENIbHON BiacTu cyOBbekToB Poccuiickoit denepanyy opraHu3yoT XpaHeHHEe CHelHalbHbIX
peLenTypHbIX OJIAaHKOB B IOJIBEIOMCTBEHHBIX OpPIaHMU3AlMSIX, YIOJIHOMOYEHHBIX OCYIIECTBIISIThH
NOJy4YEeHUE CIEeIHaTbHBIX PELENTYPHbIX OJaHKOB OT MUHMCTEpCTBA, UX XpaHEHHUE U BblIady
MEAMIIMHCKUM OpraHu3alusaM (Jajee - yIoJIHOMOYEHHas: OpraHu3alus).

15. B ynmonHOMOuYeHHOW OpraHu3aiii U MEIUIIMHCKOW OpraHM3aliy, MOTYYHBIICH ClelHaIbHbIe
penenTypHble OJIAaHKH, OPTraHU3YeTCsS PETHCTPAIHs, YIeT U XPAHCHHUE CICIUATBHBIX PEIECHTYPHBIX
OJIAaHKOB.

Peructparus, y4eT W XpaHEHHE pPE3EPBHOrO 3amaca CHEIUAIBHBIX PEIENTYPHBIX OJaHKOB
MunncTepcTBa OCYIIECTBISETCS (eepalbHBIM TOCYJAapCTBEHHBIM OIOJKETHBIM YUPEKICHHEM,
HaXOJAIIMMCA B BeleHUH MUHUCTEpCTBA (/alee COOTBETCTBEHHO - PE3EpBHBIN  3arac,
MOIBEIOMCTBEHHOE YUPEKICHHUE).

16. PaGoTHMK, Ha3HAYEHHbIM NPUKA30M PYKOBOJUTENS  YIOJHOMOYEHHOW OpraHu3aluu
(YNOTHOMOYEHHOM  OpraHu3allid, [OJBEJIOMCTBEHHOIO  YUYPEXJACHMS) OTBETCTBEHHBIM 32
PETUCTpalMIO, XpPaHEHHE U YYeT CIELUANbHBIX PELENTYPHBbIX OJIAaHKOB (Jajiee - OTBETCTBEHHBIH
pabOTHUK), HA OCHOBAaHHWU JIOBEPEHHOCTH, O(OPMIIEHHON B TMOpPSAKE, YCTAaHOBJIEHHOM
3aKoHOAaTenbCcTBOM Poccuiickoit ®enepanuu (¢ MNOANMCHIO PYKOBOIMUTENS YIOJIHOMOYEHHOU



opranuzany (ynoJHOMOYCHHON OpraHM3aliyd, MOJBEIOMCTBEHHOTO YUYPEXICHUS), TIaBHOTO
Oyxrairepa, 3aBepEHHBIX KPYIJIOH MEeYaThio), MOJy4aeT CIelualbHbIe pEleNnTypHble OJaHKU U
OCYILECTBIISICT BEJECHHE XXYpHaja PETUCTPAIMM W y4eTa CIECHUANbHBIX PEleNTypHBIX OJIaHKOB, K
KoTopoMy mpuoOmaer (Horo- u (WIM) BHAEOMATEepUaAIbl, MOATBEpKIarImKe GakT odopMiIcHUsS
peLenTypHBIX OJIAHKOB HA IOMY (TIPH HATUYHH).

17. XypHan perucrtpauud W YydeTa CHEHHUAIBHBIX pPEHENTYypHBIX OJAHKOB JIOJKEH OBITh
IIPOHYMEPOBaH, IIPOIIHYPOBAaH, UMETh Ha IOCJIEIHEN CTPAHULE 3aIUCh, COACPIKALLYIO KOJIUYECTBO
CTpaHHUL, IOJIHOE HAaMMEHOBAaHUE YIOJIHOMOYEHHOH oOpraHu3aluu (MEIULIUHCKON OpraHu3alui,
HOJBEJIOMCTBEHHOIO YYPEXKICHHs), a TAaKXKe CKpPEeIUIEH IOJIMCHIO PYKOBOAWUTENS M I€YaThIO
YIIOJTHOMOYEHHOH OpraHu3anuu (MeIMUUHCKON OpraHu3alni, MoBEAOMCTBEHHOIO YUPEXKICHNU).

KypHan perucrtpanuu W ydera CIEHHUAIbHBIX PEIENTYpHBIX OJIAHKOB PE3EpBHOTO 3amaca
MuHucTepcTBa CKPEIUISIETCS TAKXKE MOMUCHIO JUPEKTOpa (B ClIydae €ro OTCYTCTBUS - 3aMECTUTENS
nupekTopa) JlemapraMeHTa peryJMpoBaHUs OOpaIeHUs JICKAPCTBEHHBIX CPEJCTB U MEIUIIMHCKUX
n3aenuii MuHHCTEPCTBA U MeYaTbi0 MUHUCTEpPCTBA.

18. B xypHane perucrpandd M ydeTa CHEHUAIbHBIX PELENTYPHBIX OJAHKOB YKa3bIBAIOTCA
CIEAYIOLIUE CBEJCHUS:

1) nopsIKOBBII HOMED 3aIUCH;

2) IpuXoA CHEIHUAIbHBIX PEHENTYPHBIX OJJAHKOB:

a) PEeKBU3UTHI U J1aTa PErUCTPALMU IPUXOAHOTO JIOKYMEHTA;

6) o0111ee KOJIMYECTBO MOCTYMUBIIMX CIIEHUATBHBIX PELIENITYPHBIX OJIAHKOB,

B) Cepusi U HOMEP CIELUAIbHOIO PELENTYPHOIO OJIaHKa;

I') KOJIMYECTBO CIIELHUAIbHBIX PELENTYPHBIX OJAHKOB MO KaXKIOU CEpUU;

1) hamuiiusi, UM, OTYECTBO (TIOCIIEHEE - TPH HATUYHMH) U MTOANUCH OTBETCTBEHHOI'O pabOTHHKA,
3) pacxo/ cielaNbHbIX pPeleNnTypHbIX OJaHKOB:

a) JlaTa BbIJJauM CHEIUAIBbHBIX PELENTYPHBIX OJIaHKOB;

0) cepun 1 HOMEpa BbIJAHHBIX CHEIHAIBHBIX PELENTYPHBIX OJAHKOB;

B) KOJIMYECTBO BBIIAHHBIX CHEIMATIbHBIX PELENTYPHBIX OJIAHKOB C YKa3aHUEM B CKOOKaX KOJIMYEeCTBa
CHEIHAJIbHBIX PELIENITYPHBIX OJIaHKOB, BBIJIAHHBIX /711 O(OPMIIEHUS HA JIOMY;

r) ¢damuius, uUMs, OTYECTBO (IOCIIEJHEE - MpU HAJIWYMHM) U TOANKCH JIMIA, HOJYyYUBLIETO
CriellMaibHbIe pelleNTypHbIe OJIaHKHU;

1) KOJIMYECTBO CIELUATIBHBIX PELENTYpPHBIX OJaHKOB, 0()OPMIICHHBIX HA JIOMY;

e) ¢damuiMs, uUMs, OTYECTBO (IMOCJIE€THEE - MPH HAJIMYUU) U MOANUCH JUIA, OPOPMUBIIETO
CrelMaibHbIe pelleNTypHbIe OJIaHKU Ha IOMY;

4) pamumnus, uMsi, 0OTYECTBO (MTOCIIEAHEE - IPU HATMYUH) U MTOANKCH OTBETCTBEHHOT'O pabOTHHUKA,
5) ocTaToK CcrielUaIbHBIX peUenTypPHBIX OJaHKOB.

19. CneuumanpHbplii pelenTypHbI OJaHK SBISETCS JOKYMEHTOM CTpPOTOW OTYETHOCTH. 3arac
CHEIHAJIbHBIX pPELENTYpHbIX OJaHKOB B MEIUIMHCKON OpraHu3aluy JIOJDKEH XPaHUTHCS B
CHeLMATbHBIX IOMEUICHUAX, celdax WIM B CIENUATBHO M3TOTOBJIEHHBIX IIKadax, OOUTHIX



OIMMHKOBAHHBIM KCJIC30M, C HAACKHBIM BHYTPCHHHUM HUJIM HABCCHBIM 3aMKOM.

[Tomemienusi, ceri¢pl, mKadpl, B KOTOPHIX XPAHATCS CIEHUANBHbBIC PEENTypHbIE OJTaHKH, JOJKHBI
ObITh 3aKpHITHI HA 3aMKHM W IOCIE€ OKOHYaHMsA PAaOOThl OMNEYaTaHbl [€YATHIO YIOJHOMOYEHHOU
opranuzanuy (MeIUIUHCKON OpraHU3aliy) WIH OTNIOMOUPOBAHEI.

20. B MeOMIMHCKUX OpraHH3alysX 3amac CHEeHUaIbHBIX PEHEHTYPHBIX OJaHKOB HE [OJDKEH
IPEBBIIIATH [OJJOBOI MOTPEOHOCTH.

21. Pa3pemaercst BbIaBaTh MEIUIIMHCKOMY paOOTHUKY, HMEIOIIEMY TpaBO Ha3Ha4aTh
HapKOTHUYECKUE (IICUXOTPOIIHBIE) JIEKAPCTBEHHBIE IMpernapaThl, €IMHOBPEMEHHO HE 0ojiee IBajlaTu
CHEIHAJIbHBIX PELIEITYPHBIX OJIaHKOB.

MenunuHckre paOOTHUKHM, BBIIKMCHIBAIOIIME PELENThl Ha HAPKOTUYECKHE (IICUXOTPOIHBIE)
JIEKapCTBEHHBIC IIPENaparbl, HA OCHOBAaHMUU IIPUKAa3a PYKOBOAMTEN MEIULMHCKOW OpraHHU3aluu
HECYT JIMYHYX) OTBETCTBEHHOCTb 3@ COXPAHHOCTb IIOJIYYEHHBIX CICHUAIbHBIX PELENTYPHBIX
OsiankoB. CrieliManbHble peuenTypHble OIaHKH, MOIYyYEHHbIE MEIUIIMHCKUM PaOOTHUKOM, XpaHSTCA
H0J] 3aMKOM B cel(pax, MeTaJuIMYeCcKHX IKadax Ui MEeTAJUIMYECKHUX SIIUKaX.

22. B MeMIIMHCKON OpraHU3alyy CO3/1aeTCsl TIOCTOSIHHO ACHCTBYOMIAasi KOMHUCCHSI, KOTOpast HE pexke
1 pa3a xBapTtanm (IO PpEUICHUIO PYKOBOAMTENS MEIUIMHCKOM OpraHu3alliyd BO3MOYKHO Yalle)
OCYIIECTBIISICT TIPOBEPKY COCTOSHUS PETUCTPALMU U y4YeTa CHEHUAIBHBIX PElEeNTYPHBIX OJaHKOB, B
TOM 4YHUCJIE€ IIyTEM CBEPKM 3alMUCEH >KypHAJIa PETrMCTpalMy U ydeTa CHELHAJIbHBIX PELENTYPHBIX
ONaHKOB, ¢ (PAaKTUYECKUM HAIMYUEM CIICHUAJIbHBIX PEHENTYPHBIX OJIAHKOB, a TaKXKe MPOBEPKY
COCTOAHUA XPAHCHUA CIICHUAJIBHBIX PCUCIITYPHBIX 0JIaHKOB.

ITo pe3yiibTaTaM IIPOBEPKHU B KYPHAJIC PCTUCTPALMU U YyUCTA CIICHHUAIIBHBIX PCHCIITYPHBIX 0J1aHKOB
ACIAaCTCA 3aIllMCb O PE3yJibTaTaX IMPOBCACHHA CBCPKHU JAHHBIX, 3aKPCIUICHHAsA HNOANMCAMU BCCX
YJICHOB KOMHUCCHHU, UJIK CO3AaCTCA Cl'IeI_[I/IaJ'ILHHﬁ aKT IIPOBCPKH.

23. denepanbHble OPraHbl UCIIOJHUTEIBHON BIACTU M OpPraHbl UCIIOJHUTENBHOM BIACTH CyOBEKTOB
Poccniickoit denepanuy OCYLIECTBISAIOT KOHTPOJIb 3a OpraHM3allMeld pPETUCTpaluu, ydera |
XpaHEHMs CHeLUAIbHBIX PEleNTypHBIX OJIaHKOB B YITOJIHOMOYEHHBIX OpPraHU3alUsAX U METUIIMHCKUX
OpraHu3alusx.

24. Bplgaua croenuanbHBIX pEHENTYpPHBIX OJIAHKOB M3 pe3epBHOrO 3amaca MUHHCTEpCTBA
dbenepabHBIM OpraHaM HMCIIOJHUTEIHHOM BJIACTH M OpraHaM HCIHOJIHUTEIHHOUN BJIACTU CyOBEKTOB
Poccuiickoii ®enepanuu OCYIIECTBISIETCSI OTBETCTBEHHBIM PAOOTHHKOM TOABEIOMCTBEHHOTO
VUpEXKJCHUST Ha OCHOBAaHMM pEHICHHS 00 OTIYCKE CIEUHATBbHBIX PEHENnTypHBIX OJIaHKOB,
O(pOpPMIICHHOTO B BHJE MHCbMa, MOAMHCAHHOTO IUPEKTOPOM (B clydyae €ro OTCYTCTBUA -
3aMEeCTUTENIeM AUpeKTopa) [lemapramenTta peryaupoBaHus oOpaiieHus JE€KapCTBEHHBIX CPEICTB U
MEIUIMHCKUX U3enuii MuHucrepcTBa.

ITpoBepka neATENBPHOCTH MOJBEJOMCTBEHHOIO YUPEXACHHS MO PETUCTPALMH, YUETY M XPAHEHUIO
pE3EpBHOIO 3amaca ocyuiecTBisercs JlenapTraMeHTOM peryJnpoBaHus 0OpalleHus JeKapCTBEHHBIX
CPEICTB U MEIMLMHCKUX H3lenuii MunucrepctBa 2 pas3a B rox He mozjaHee 20 uucna mecsia,
CJIEAYIOLIETO 32 UCTEKIIUM ITOJIYTOIUEM.

Ipunoxcenue N 6
K npukazy Munucmepcmea 30pasooxpamneHust

Poccuiickoii @edepayuu



om 24 nosaops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUSA PELIEIITOB,
COAEP/KALINX HASBHAYEHUE HAPKOTUYECKHX
CPEACTB UWJIM HCUXOTPOIIHBIX BEIIECTB, B TOM
YUCJIE B ®OPME DJIEKTPOHHbBIX TOKYMEHTOB

I. Odopmiienne penenta Ha OyMasKHOM HOCHUTeJIE

1. Ha peuentypubix 61ankax ¢opmer N 107/y-HII B neBoM BepxHEeM yIily IPOCTABIISICTCS IITaMIT
MEIUIIUHCKON OpraHu3aliy C yKa3aHHeM €€ MOJHOr0 HaMMEHOBaHUS, aapeca U TenedoHa ¢ JaToi
BBIMKCKY (J1aTOi 0(OpMIICHHS) PELIeTTa Ha JIEKAPCTBEHHBIN Mperapar.

Peuentypusie Onanku ¢opmbel N 107/y-HIT m3roraBnuBaroTcs HCKIIOYUTEIHHO THIOTPA(CKUM
CIOCOO0OM.

2. Ha PCUCIITYPHBIX 6J'IaHKaX, O(l)OpMJ'IHeMLIX WHJAUBUAYAJIBbHBIMU IPEANIPUHUMATCIISIMUA, UMCHOIIIUMHA
JIMUCH3UIO Ha MCANLNUHCKYIO ACATCIbHOCTL, B BEPXHCM JICBOM YTIIY TI/IHOFpa(i)CKI/IM crocodoM miu
IMIyTEeM IIPOCTABJICHUA HITaMIIa JOJIKCH OBITh YKa3zaH aapeC MHAUBUAYAJIbHOTO NPECANPUHHUMATCIIA,
HOMCp U AaTa JIMOCH3HMKW, HANMCHOBAHUC OpraHa FOCy,I[&pCTBCHHOfI BJIACTH, BBIAABIICTO JIMIICH3UIO.

3. Penentypusie Omanku hopmer N 107/y-HIT 3anonHsMroTCss MEAMIIMHCKAM paOOTHUKOM YEpHUIAMU
WIN IIaPUKOBOM PYUKOH.

4. lomyckaetcs oopmiieHHE BCEX PEKBU3HUTOB (3a MCKIIOUYeHHEM pekBusuta "[loamuck neyaniero
Bpaua (moanuch (¢enpaumepa, akymepku)') penentypHsix OmankoB ¢opmer N 107/y-HIT ¢
UCTIOJIF30BaHUEM T1€YATAIOIINX YCTPOUCTB.

5. B peuentypunom 6manke ¢popmel N 107/y-HII B crpokax "®amunus, uMs, 0T4ecTBO (IIOCIEAHEE -
npu HaauuuM) nanueHta" u "Bospact" yka3plBalOTCA TMOJHOCTBIO (aMuiIMsi, MMs, OTYECTBO
(mocnenHee - Npy HAJIMYKK) TAIIMEHTa, €r0 BO3PacT (KOJIUYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHHe AaThl POXKJICHHS MallUeHTa.
6. B penentyprnom 61anke ¢popmsr N 107/y-HIT:

1) B ctpoke "Cepus 1 HOMEp TOJIHCa 0053aTETLHOTO MEAUIIMHCKOTO CTPaxOBaHMs'" YKa3bIBACTCS
HOMeEp ToJUca 00513aTENBHOT0 MEUIIMHCKOTO CTPaXxOBaHUSI MallMeHTa (MIPH HaJIHUYUH );

2) B ctpoke "HoMep MeaMIMHCKOM KapThl" yKa3bIBaeTCs HOMEpP MEIMIIMHCKOW KapThl MalMeHTa,
MOJTYYaIOLIEr0 MEAUIIMHCKYIO TIOMOIIb B aMOYyJIaTOPHBIX YCIOBHSIX, MITU HCTOPUU OOJIE3HU MALlUEHTA,
BBIMHICHIBAEMOT0 U3 MEIUIIMHCKON OpraHu3allky;

3) B cTpoke "damumnusi, UMs, OTYECTBO (ITOCIIEIHEE - IPH HATMYWH) Jiedaero Bpaya (¢enpamepa,
aKymIiepKku)" yKa3bIBaeTCs MOJHOCTHIO (PaMHIIUSI, UMS, OTYECTBO (IIOCIIEHEE - TPU HATMYHH) Bpaya
(penpamiepa, aKymiepku), BBIMHCABIIETO PEHENT HAa  HAPKOTUYECKUH  (TICUXOTPOITHBIN)
JIEKapCTBEHHBIN Mpemnapar.

7. B rpade "Rp" penentyproro 6manka dopmer N 107/y-HII yka3siBaercs:



1) HaMeHOBaHUE JIEKAPCTBEHHOTO Tpernapara (MeXIyHapoIHOe HEMAaTCHTOBAHHOE HAUMEHOBAHHE,
TPYNIAPOBOYHOE MM XMMHUYECKOe HAMMEHOBAaHUE, TOPrOBOE HAUMEHOBAHKE) HA JJATUHCKOM SI3bIKE
WIA Ha PYCCKOM sI3bIKe, (hOpMa BBIMYCKa, MO3UPOBKA, KOJIMYECTBO (YKA3bIBACTCSI MPOIMUCHIO HA
penentypaoM oanke hopmer N 107/y-HIT);

2) cnoco® MpUMEHEHUs JEeKapCTBEHHOIO Ipenapara Ha TroCyAapCTBEHHOM s3bike Poccuiickoii
®Penepanyy WIM Ha TOCyIapCTBEHHOM s3blke Poccuiickon denepanyv U rocyAapCTBEHHOM SI3bIKE
pecnyOJuK M MHBIX S3bIKax Hapo 0B Poccuiickont deaepanum <1>.

<1>Yacrs 1 crarbu 15 3akona Poccuiickoit @eneparuu ot 25 okTsa6ps 1991 r. N 1807-1 "O si3b1kax
HaponoB Poccuiickoit ®@enepanuu” (mamee - 3akon N 1807-1). (BemomocTu cbhe3na HapOMHBIX
nenyratoB PCOCP u BepxosHoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. [Ipu odopmileHHH pelenTYpHBIX OJIAHKOB 3alpeIlaeTcsi OrPAaHUYMBATHCS OOIIUMH yKa3aHUSIMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

9. Ilpu odopmnennn manueHty peuentypHoro Oyanka ¢opmel N 107/y-HIT Ha HapkoTHdeckwmii
(TICUXOTPOTIHBII) JIEKAPCTBEHHBIM Mpenapar B paMKaxX OKa3aHUS MEIUIMHCKON MOMOIIM MpHU
OTIpeIeIEHHOM 3a00JI€BaHUH TaKOHM PEIeNT 3aBepseTCs:

1) moAMUCHIO U IMYHOM MeYaThio Bpada TU00 MOAMUCKIO (herbaepa (aKyImepKn);

2) mevarbl0 METUIIMHCKOW OpraHu3anuu, JTU00 CTPYKTYpHOTO TMOAPA3/ICICHHUS METUIIMHCKON
opranuzanuu "Jlyig peunento", KoTopasi MPOCTABISAETCS JIUIIOM, YIOJHOMOYEHHBIM PYKOBOJIUTEIEM
MEAMIIMHCKOW OpraHU3aINK ¢ yKazaHUueM (aMIIUU, UMEHH, OTYECTBa (IIOCIIeHEE - TPU HATTUYUN) U
MIPOCTABJICHUEM €T0 JIMYHOUN MOJIIUCH.

B cinyuasx HeoOxoauMocTu oQopMiIeHHs pelenta Ha HApKOTUYECKUH  (TICUXOTPOIHBIN)
JIEKapCTBEHHBIM MperapaT Ha JIOMY B paMKax OKa3aHUs MaJUTHATUBHOM MEIUIIMHCKON ITOMOIIH
JIOITyCKAeTCs MPeIBapUTEIbHOE 3aBEPEHUE PeLieNTa IITaMIIOM MEAUIIMHCKOM OpraHn3alum, eyaTbio
MEIUIIUHCKON OpraHu3aluu JH00 CTPYKTYPHOTO IOApA3AeeHIsI METUIIMHCKON opranu3arun "1
peuenToB", KOTOopas MpPOCTaBISIETCS JIMLOM, YIOJIHOMOYEHHBIM PYKOBOJUTENIEM MEIUIIMHCKOM
OpraHM3aly, C YyKa3aHueM QamMuwinu, HMEHH, OT4ecTBa (IOCIeAHEee - MpU HAIMYUU) U
IPOCTaBJICHUEM €ro JIMYHOM moanucu. [Ipu 3ToM B JKypHaje perucTpalu M ydera pelenTypHbIX
OJIaHKOB B COOTBETCTBUU ¢ [TopsSAKOM perucrpanuy, yueTa u XpaHeHUs CIICIHATbHBIX PN TYPHBIX
0JIaHKOB HAa HApKOTHUYECKHE CPEACTBA WIIM NCUXOTPOIIHBIE BEUIECTBA, YTBEPKACHHBIM HACTOSILINM
NPUKa30M, JIeaeTcsi OTMETKa O ero Bblgade Jiisi opOpMIICHHS Ha JOMY, a TaKXKe OTMETKa,
yJIOCTOBEpEHHasl MOANUCHIO Bpaya 100 (denpamiepa (akymepku), oOpMHUBIIETO peLent, o (akre
ero ogopmiieHusi, KOTOPbIH MOXET OBITh JOIOJIHUTENbHO TMOATBEPXKAEH (oTo- U  (UiM)
BUJIEOMaTEpHATIAMH.

B ctpoxke "OTMeTKka anTeyHO# OopraHu3anuu o0 OTIyCKe" CTaBUTCS OTMETKA allTeYHOM OpraHu3aIiuu
00 OTImycKke HApKOTHYECKOro (TCHUXOTPOMHOIO) JIEKAapCTBEHHOrO Ipernapara (C yKa3aHHEM
HalMEHOBAHUA, KOJMYECTBA OTMYIIEHHOTO HAPKOTHYECKOro (IICMXOTPOITHOTO) JIEKapCTBEHHOTO
npernapara u JaThl €ro OTITyCKa), KOTopasi 3aBepsieTCs IOANMCHI0 paOOTHHUKA allTeYHON OpTaHU3aIiH,
OTITYCTUBIIETO0 HApKOTMYECKHH (TICUXOTPOMHBII) JIEKapCTBEHHBIH NpenapaT (C yKa3aHHUEM ero
damunmuy, UMeHH, oTdecTBa (MOCIETHEE - NMPHU HAIMYHMH), a TaKKe KPYIJIOW MeYaThi0 alTedHOU
OpraHu3aliii, B OTTHUCKE KOTOPOH MJOJDKHO OBbITh HICHTU(UIMPOBAHO IOJIHOE HAMMEHOBAHUE
aNTEeYHOW OpPraHMU3alnN.


https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599

10. Ha ognoMm penentypHom Oanke ¢opmsl N 107/y-HIT pazpemnaercst ocyiiecTBiIsTh Ha3HAYCHHUE
TOJBKO OJJTHOTO HAaMMEHOBAHMS JIEKAPCTBEHHOTO TIpernapaTa.

11. UcnpaBieHus B peliente He T0MyCKatoTCsl.

1. Odpopmiienue peuenta B gopMe 3JIeKTPOHHOTO JOKYMEHTA

12. Penent B popMe JIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO YCHUJICHHOW KBaTH(UIIMPOBAHHOM
AIIEKTPOHHOHN MOAMKCHI0, HOPMUPYETCS MEAUIIMHCKAM PAOOTHUKOM, CBEACHUS O KOTOPOM BHECEHBI
B (enepanbHbI PErUCTp MEAULIMHCKHX PAOOTHHUKOB <2>, a TakKe MPU YCIOBHUHM PETUCTPALUU
MEIMIUHCKOW OpraHu3aliy, B KOTOpOil odopmiseTcs peuent, B (deaepaibHOM peecTpe
MEAMIMHCKUX OpraHu3anuii <3> eAuHON TrocydapCTBEHHOM HMH(OPMAIIMOHHONM CHUCTEMBI B cdepe
3paBOOXPAaHECHUs] M IOAKIKOYEHUS TaKOW MEIMIMHCKOM OpraHu3aluu K TIOCyJapCTBEHHOU
nH(pOpMaITMOHHOM cucTeMe B cdepe 3apaBooxpaHeHus cyonrekta Poccuiickoit deneparnun <4>.

<2> Yacte 4 cratbu 91.1 ®enepansHoro 3akona N 323-O3 (CobpaHue 3aKOHOIATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<3> Yacte 4 crateu 91.1 ®PenepanpHoro 3akona N 323-d3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Crarbu 91 u 91.1 ®enepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHOMaTeIbcTBAa Poccuiickoit
Oenepannm, 2011, N 48, c1. 6724).

13. ITo TpeboBaHMIO MAIMEHTA HIIN €r0 3aKOHHOTO IIPEACTaBUTEN 0(OPMIIETCS SK3EMILIAP PeLenTa
B (popMe 3JIEKTPOHHOTO JOKYMEHTa Ha OyMa)XHOM HOCUTeNe ¢ OTMETKOM "JlyOmuKaT 3J1eKTpOHHOTO
JOKyMeHTa".


https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1184
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l465
https://normativ.kontur.ru/document?moduleid=1&documentid=396304#l1173

