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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

3apeructpupoBano B Muntocte Poccuu 30 Hosiops 2021 r. N 66124

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUACKOWU ®EOQEPALINA

NMPUKA3
oT 24 Hos6ps 2021 r. N 1094H

Ob YTBEPXAEHWUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE MNMPEMAPATbI, NOPAAKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHUA, ®OPM BJIAHKOB
PELENTOB, COAEPXALUUX HASBHAYEHUE HAPKOTUYECKUX CPELOCTB
UIN NCUXOTPOINHbIX BEWECTB, MOPAOKA UX U3ITOTOBJIEHUA,
PACNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHWA,
A TAKXE NMPABUI1 O®OPMJIEHUA BJTIAHKOB PELIEINTOB,
B TOM HUCIJIE B POPME IJJIEKTPOHHbIX AOKYMEHTOB

B coorBercTBum ¢ mynktom 16 yactu 2 crateu 14 denepanbHoro 3akoHa ot 21 Hos0psa 2011 r. N
323-®3 "OO6 ocHoBax oOxpaHbl 310poBbA TpaxaaH B Poccuiickoii ®enepauun" (CobOpanue
3akoHoarenscTBa Poccuiickoit denepanuu, 2011, N 48, cr. 6724; 2017, N 31, ct. 4791), nynktom 2
cratbu 26 ®epepanbHoro 3akoHa or 8 sHBapa 1998 r. N 3-®3 "O HapkOTHYECKHX CpPEICTBaxX H
ncuxoTponHbix BemiecTBax" (Cobpanue 3akoHonarenbcTBa Poccuiickoit @enepanun, 1998, N 2, ct. 219;
2017, N 31, ct. 4791), noanyukramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 ITonoxenus o MunucrepcTse
3npaBooxpaHeHus Poccuiickorn  @exepannu, YTBEPKIECHHOTO IOCTaHOBIeHHEM IIpaBurenscTBa
Poccuiickoit ®eneparuu ot 19 utons 2012 r. N 608 (CobOpanue 3akoHomaTenbcTBa Poccuiickoit
®enepauuu, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258),
IIPUKAa3bIBAIO:

1. YTBepauTh:
[Topsinok Ha3HAYEHUs JTEKAPCTBEHHBIX MPENapaToB COMNIACHO MpUIoxkeHuto N 1;
(bopMBI perienTypHBIX OJaHKOB Ha JIEKaPCTBEHHBIE MIPEMapaThl COrIacHO MpuiokeHuo N 2;

[Topsimox odopmieHns penenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE Npenaparhl, MX ydera H
XPaHEHMS COTJIacHO NMpuiokeHuro N 3;

(opMbI OJIAHKOB PELENITOB, COAEPIKAIIMX Ha3HAUECHHE HAPKOTUYECKUX CPEICTB MIIM MCUXOTPOITHBIX
BEILIECTB, COTJIACHO NMPUIIOKEHHIO N 4;

ITopsiIoK M3rOTOBJIEHMS, PACIPEIEIICHNUS, PETUCTPALIUU, YUY€Ta U XPAHEHUS PELENTOB, COAEPKAIINX
Ha3HaYeHHe HAPKOTHUECKUX CPEICTB MM IICUXOTPOIHBIX BEIIECTB COIVIACHO MPUIOKEHHUIO N 5;

[IpaBuna odopmieHUsT penenToB, COACPXKAIIMX HAa3HAUYEHHWE HAPKOTUYECKUX CPEACTB WIH
MICUXOTPOIHBIX BEIIECTB, B TOM 4HCIe B (OpMe 3JIEKTPOHHBIX JOKYMEHTOB COTJIACHO MPUIOkKeHHIo N 6.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

2. [Ipu3HaTh yTpaTUBIIUMU CUITY:

npuka3z MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepauuu ot 1 aBrycra 2012 r. N 54u "O0
yTBEPKIACHUH (OpMbI OJAaHKOB PELENTOB, COAEpXAIIUX Ha3HAYCHHE HAPKOTHUECKUX CPEICTB WU
IICUXOTPOITHBIX BEIIECTB, NOPSAIKA UX U3TOTOBJIEHUS, PACIPECIICHUs, PETUCTPALIUH, YUETA U XpPAaHEHUs, a
TaKoke npaBmi opopmiieHus" (3aperucTpupoBad MuHUCTEPCTBOM rocTUIMU Poccuiickort deaepamnuu 15
asrycta 2012 r., perucrpanuonnsiii N 25190);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoin @enepanun ot 30 uronsa 2015 r. N 3851 "O
BHECEHUU M3MEHEHUN B puka3 MuHucrtepceTBa 31paBooxpanenus Poccuiickoit @enepauuu ot 1 aBrycra
2012 r. N 54n1 "O6 ytBepxaeHun GopMbl OJAHKOB PEIENTOB, COACPKAIIUX HA3HAYCHHE HAPKOTUYECKUX
CPEICTB WJIM IICUXOTPOIHBIX BEIIECTB, NOPSAKA UX U3TOTOBJICHUS, PACIIPENEICHUS, PETUCTPALIUY, YUETa
U XpaHEeHus, a Takke npaBui odopmieHus" (3apeructpupoBad MuHHcTepcTBOM tocTuliud Poccuiickoit
Oenepanun 27 Hosa0ps 2015 r., peructpaunronnsiii N 39868);

npuka3 MunuctepcTBa 3apaBooxpaneHuss Poccuiickoit ®enepanuu ot 21 anpens 2016 r. N 254u
"O BHeceHUMHU U3MEHEHUH B mpuka3 MuHucTepcTBa 31paBooxpaHeHus: Poccuiickoit @enepanuu ot 20
nexabpsa 2012 r. N 11751 "O6 yTBepKIE€HUU TOPSAIKA HA3HAUEHUS W BBIMUCHIBAHUS JICKAPCTBEHHBIX
mpernaparoB, a Takke (OpM pelnenTypHbIX OJaHKOB Ha JIEKapCTBEHHBIC MpenapaThl, MOpsAKa
oopmieHus yKka3aHHBIX OJAaHKOB, UX yuyeTa U XpaHeHHs" u npuioxenue N 2 Kk npukazy MUHUCTEpCTBa
3npaBooxpanenus Poccuiickoit @enepanuu or 1 aBrycra 2012 r. N 54 "OO yTBepxkaeHHH (OPMBI
OJIJaHKOB PELENTOB, COAEPKAIIUX Ha3HAuUCHHE HAPKOTHYECKUX CPEICTB WIIM INCUXOTPOIHBIX BEILECTB,
MOpSAJIKa WX W3TOTOBJIEHUS, PACHpPENENICHUs, DPETUCTpalluy, y4deTa W XpaHEeHMs, a TaKke MpaBuil
oopminenus" (3apeructpupoBan MunuctepcTBoM roctunun Poccuiickoit denepauuu 18 urons 2016 r.,
peructpauroHHbId N 42887);

IIYHKT 4 U3MEHEHNUH, KOTOPBIE BHOCSTCS B HEKOTOPBIE ITPUKa3bl MUHKMCTEPCTBA 34paBOOXPAaHEHUS U
conuaibHOro paszButus Poccuiickoit @Penepaunn m MuHucTepcTBa 3apaBOOXpaHeHUs Poccuiickoin
@enepany MO BOMpocaM OOpallleHUs JIEKapCTBEHHBIX MPENaparoB, COJACPXKAIUX HApKOTHYECKHE
CpEICTBa, NCHXOTPOMHBIE BEIIECTBA M MX MPEKYypCOpbl, U JIEKAPCTBEHHBIX CPEICTB, MOJUIECKALINX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEP)KIEHHBIX INPHUKa3oM MUHUCTEPCTBA 3paBOOXPAHEHHUS
Poccuiickoit ®enepaunu ot 31 oxtabpsa 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 9 ssaps 2018 r., perucrpaunonssiii N 49561);

npuka3 MunucrepcTBa 3apaBooxpanenusi Poccuiickoit ®eneparuu ot 11 gexadps 2019 r. N 10211
"O BHeceHMH HU3MEHEHUH B npuwioxeHus N 2 un 4 x npukazy MuHHCTEpCTBA 31paBOOXpPAaHEHUS
Poccuiickoit @eaepanuu ot 1 aBrycra 2012 r. N 541 "O06 yTtBepkaeHuu (popmbl OJaHKOB PELIENTOB,
COJEpKaIllMX HAa3HAUYE€HHWE HAPKOTHYECKHX CPEACTB WIM IICUXOTPONHBIX BELIECTB, NOpSAIKAa HX
W3TOTOBJICHUS], pPAcHpeleieHNs, PETUCTpalM, ydyeTa W XpaHEHHus, a Takke MNpaBuil odopMIIeHHS"
(3apeructpupoBan  MunuctepctBoM toctuuuud Poccuiickoit  ®eneparuum 28  sHBaps 2020 .,
peructpanronubiii N 57293);

npuka3 MuHucTepcTBa 31paBooxpanenus Poccuiickoit @enepanuu ot 8 okTs10ps 2020 r. N 1076H
"O BHeceHuu u3MeHeHMU B [lopsnok perumcrpanuu, ydera M XpaHEHHs CHEHHAIBHBIX PELENTYpPHBIX
OJTaHKOB Ha HApPKOTHYECKHE CpPEACTBA WM TIICUXOTPOIHBIE BEILIECTBA, YTBEP)KICHHBIM INPHUKA30M
MunncrepctBa 3npaBooxpaHeHus Poccumiickor ®enepammum ot 1 aBrycra 2012 1. N 54H"
(3apeructpupoBaHn MuHnuctepcTBoM toctuuuu Poccuiickorr ®eneparuu 13 Hos6ps 2020 1.,
peructpanronHbiii N 60898);
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
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peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

npuka3 MuHucTepcTBa 31paBooxpanenus Poccuiickoit ®eneparuu ot 14 suBaps 2019 r. N 41 "O6
YTBEP)KICHUM TOpPSIIKA HAa3HAYEHUS JIGKAPCTBEHHBIX TIPENaparoB, (GopM pelenTypHbIX OJaHKOB Ha
JIEKapCTBEHHbIE Mpenapartbl, Mopsaka oGOpMIICHHUS YKa3aHHBIX OJIaHKOB, MX yueTa M XpaHeHus"
(3apeructpupoBan  MunucrepctBoM toctunmu  Poccuiickoit  ®epepauun 26 wmapra 2019 1.,
peructpannoHHbiii N 54173);

npuka3z Munucrepersa 3apaBooxpanenus Poccuiickoit @enepaunu ot 11 nexadbps 2019 r. N 10221
"O BHeCeHMU M3MEHEHUW B IpuKa3 MuHuctepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 14
saBapss 2019 r. N 4u "OO yTBepKIEeHUU TOpPsAKA HA3HAYCHHS JIGKAPCTBEHHBIX MperaparoB, (hopm
pelenTypHbIX OJAHKOB Ha JIEKAPCTBEHHBIE MpernapaThl, Mopsiaka oQopMIICHUs yKa3aHHBIX OJaHKOB, MX
ydyeTta U Xpanenus" (3apeructpupoBaH MunucrepctBoMm roctuiuu Poccuiickoit @enepanun 28 siHBaps
2020 r., peructparorabii N 57292);

npuka3 MuH#CTEpCTBa 3/1paBooxpanenus Poccuiickoit @enepanuu ot 8 okTs10ps 2020 r. N 10751
"O BHeCEHUU U3MEHEHUI B MOPSA0K Ha3HAYCHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPXKIECHHBINH TPUKA30M
MunucrtepctBa 3apaBooxpaHeHust Poccuiickoit ®enepaunun ot 14 suBaps 2019 r. N 4"
(3apeructpupoBan  MwuHUCTEPCTBOM OcTUIMKM Poccuiickoii ®enepanum 22 naexadps 2020 1.,
peructpanronubiii N 61695);

nyHKT 3.8 MHCTpyKUMH O TOpSAAKE BBIMHUCHIBAHUS JIEKAPCTBEHHBIX MpEnapaToB H OGOPMIICHHS
penenToB u TpeOOBAHMI-HAKIAJAHBIX, YTBEPKICHHON NpUKa3oM MMHHCTEpCTBA 3/IpaBOOXpaHEHUS H
couuanbHoro pasButHs Poccuiickoit @enepannu ot 12 despans 2007 r. N 110 "O nopsiake Ha3HauUCHUS
W BBINIMCHIBAHUS  JIGKAPCTBEHHBIX  NPEMaparoB, W3ACIMA  MEIUIMHCKOTO  Ha3HA4YeHHS |
CHEIHATN3UPOBAHHBIX TPOAYKTOB JeueOHOro MUTaHuA" (3aperucTpUpoBaH MHHHCTEPCTBOM HOCTHUIIMU
Poccutiickoit ®eneparuu 27 anpens 2007 r., peructpaninoHHbiid N 9364);

npuka3 MHUHHCTEPCTBA 3paBOOXPAHEHUs U colManbHOro passutus Poccuiickoin denepannn ot 17
Mas 2012 r. N 562n "OO6 yrtBepxknaenun Ilopsnka ormycka (U3HUECKUM JIMLAM JIEKapCTBEHHBIX
IIPENapaToB JUIsl MEJULMHCKOTO NMPUMEHEHUS, COAEPXKAIUX KPOME MaJbIX KOJIMYECTB HAPKOTUYECKHX
CPEICTB, ICUXOTPOIHBIX BEUIECTB U UX MPEKYypPCOPOB Apyrue ¢papMaKkoJornyeckiue akTHBHbIE BellecTa"
(3apeructpupoBan MunucrepctBom toctuuuu  Poccuiickoit  ®enpepanuum 1 umona 2012 1.,
peructpauroHHbI N 24438);

IIYHKT 2 U3MEHEHUH, KOTOPBIE BHOCSTCS B HEKOTOPBIE ITPUKa3bl MUHHUCTEPCTBA 3ApPAaBOOXPAHEHNUS U
conuasibHOro  pasButus  Poccuiickoit  denepanuy, yTBEpPXKACHHBIX IIPUKa3oM MuHuCTEpCTBA
3napaBooxpaneHus Poccuiickoit ®epepaunn ot 10 wurons 2013 1. N 3691 (3apeructpupoBan
MunuctepctBoM roctuiimu Poccuiickoit @enepanuu 15 urons 2013 r., peructpaunonusiii N 29064);

npuka3 MunucrepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 21 aBrycra 2014 r. N 4651
"O BHECEHMHM W3MEHEHHUH B MOPSAOK OTIyCKa (U3WYECKUM JIMIAM JIEKAPCTBEHHBIX IMpEnapaToB JUIs
MEIUIMHCKOTO TPUMEHEHMS], COAEpXKALIMX KPOME MalbIX KOJMUYECTB HAPKOTHUYECKHX CpPEICTB,
MICUXOTPOIHBIX BEIIECTB W HUX MPEKypcopoB Jpyrue ¢apMakoIOTHUYEeCKHe aKTUBHBbIE BEIIECTBA,
YTBEPXKACHHBIN INpUKa30M MUHHCTEpCTBA 3APAaBOOXPAHEHUS M COLMAIBHOIO pas3BuTHs Poccuiickoit
@enepaunu ot 17 mas 2012 r. N 562H" (3apeructpupoBan MunuctepcTBoM tocTuiuu Poccuiickoii
®eneparun 10 centsiops 2014 r., peructpaunonssiii N 34024);

IIYHKT | N3MEHEHNH, KOTOPBIE BHOCATCS B HEKOTOPBIE ITPUKa3bl MUHUCTEPCTBA 34paBOOXPAHECHUS U
conranbHOro passutuss Poccuiickoin @enepaunu u MuHucrepcrBa 3apaBoOxXpaHeHust Poccuiickoin
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"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM
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[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

®denepanuu, yTBEpKACHHBIX ITpuKa3oM MuHuctepcTBa 3apaBooxpanenusi Poccuiickoit ®enepaunu ot 10
centsiops 2015 r. N 634n (3apeructpupoBan MunucTepcTBoM toctuuuu Poccuiickoit @enepannu 30
ceHTsa0ps 2015 r., perucrpannonnbiii N 39063);

MYHKT 3 U3MEHEHUH, KOTOpPbIE BHOCSTCS B HEKOTOPbIE MpHUKa3bl MUHUCTEPCTBA 3JPABOOXPAHCHUS U
conuanbHoro pasutusi Poccuiickoit ®denepanu u MuHHCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit
@enepauuy 10 BoONpocaM OOpallleHHsl JIEKApCTBEHHBIX IIPENapaToB, COAEPXKALIUX HAPKOTHUUECKUE
CpEICTBa, ICHUXOTPOIIHbIE BELIECTBA M HX IMPEKYpPCOPOB, M JIEKAPCTBEHHBIX CPEACTB, MOAJIEKALIUX
MPEAMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEP)KICHHBIX NpPHUKa30M MUHUCTEPCTBA 3/IPAaBOOXPAHEHUS
Poccutiickoit ®eneparnuu ot 31 okTsa6pst 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHUITUN
Poccwuiickoit ®enepanuu 9 suBaps 2018 r., perucrpanmonnsiii N 49561).

3. Peuentypusie Omanku (opmsl N 107/y-HII, usrotoBneHHble OO AHS BCTYIUIGHHS B CHILY
HACTOSIIEro MPUKa3a, MOTYT OBITh MCIOJIb30BaHbI 10 1 Mapta 2023 rona.

4. Hacrosmuii npuka3 Bctynaet B cuity ¢ 1 mapra 2022 r. u aeiictByer 1o 1 mapta 2028 r.

MuHucTp
M.AMYPAIIKO

[Ipunoxenne N 1

K IIpUKa3y MHUHHCTEPCTBA 3/[paBOOXPAHEHHUS
Poccniickoit ®enepanuun

ot 24 Hos6ps 2021 r. N 1094u

norPAAOK HASHAYEHNA NEKAPCTBEHHbIX NMPEMAPATOB
. Obwme nonoxeHuna

1. Ha3HayeHue JeKapCTBEHHBIX MpemapaToB JUIs MEIUIMHCKOrO IpHMEHeHHus (namee -
JIEKapCTBEHHBIE IpernapaThl) OCYLIECTBISCTCA JIeHalllUM BpadoM, (eIpAlepoM, aKyLIepKod B cilydae
BO3JIOKEHUS HA HHUX IIOJHOMOYMM JI€dallero Bpaya, NpPU OKa3aHUM MEAMIMHCKOM IIOMOIIM B
MEAMIMHCKUX OpraHum3auusx <I>, B TMOpsAIKe, YCTAaHOBJIEHHOM THpuKazoM MHuHHCTEpPCTBa
3JIpaBOOXPAaHEHMS U COoLMaibHOrO pazButusi Poccuiickoit denepamuu ot 23 mapra 2012 r. N 2521 "O6
ytBepxkaeHun [lopsnka Bo3ioxkeHUs Ha ¢enpamepa, aKylmepKy pPYKOBOAMTENIEM METUIIMHCKOM
OpraHM3aly IpU OpraHU3alUy OKa3aHUs MEPBUYHON MEAMKO-CAHUTApHOM IIOMOLIM M CKOpOM
MEIAUIIMHCKOW TOMOIIM OTIEIbHBIX (YHKIHMI Jieyallero Bpaya MO HEMOCPEICTBEHHOMY OKa3aHUIO
MEIULMHCKONW TOMOIIM MAaIlMEeHTy B MepHoja HaOMIOAEHUS 3a HUM U €ro JIeYeHHUs, B TOM YHCIE IO
Ha3HAYEHUIO M MPUMEHEHHUIO JIEKapCTBEHHBIX MpPENapaToB, BKIIOYas HAPKOTUYECKUE JIEKapCTBEHHBIE

npenaparsl " IICUXOTPOIHBIE JIEKapCTBEHHBIE npenapars” <2>, WHAUBUIYAJIbHBIMA
MPEANPUHAMATENISIMH, OCYIIECTBISIONIMMU MEIUIIMHCKYIO JIeITeIbHOCTh (Jajee - METUIIMHCKHUE
paOOTHUKN).
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

<1> Ilynkr 11 crateu 2 ®denepanphoro 3akoHa oT 21 Hos6psa 2011 r. N 323-@3 "O6 ocHoBax
oXpaHbl 3710pOBbsi rpakaaHn B Poccuiickoit ®deneparuu" (CobOpanme 3akoHOmaTeabcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - Oenepanbubiit 3akoH N 323-D3).

<2> 3apeructpupoBan MunuctepctBoM roctuiiun Poccuiickoit @enepaunu 28 ampens 2012 r.,
peructpauroHHblii N 23971 ¢ u3aMeHEeHUsAMH, BHECEHHBIMU NPUKa30M MUHUCTEPCTBA 3/1paBOOXPaHEHUS
Poccutickoit ®eneparnuu ot 31 okTsa6pst 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHIIUN
Poccuiickoit ®eneparuu 9 susapst 2018 r., peructpanuonubiii N 49561).

MenuuuHCKUi pabOTHUK, OGOPMHUBIIMN pEHenT C HapyIIeHHeM HACTOSIIEro IOpsAIKa, WIIH
PYKOBOJIUTENb  MEAMLMHCKOW OpraHu3aluyd  00ecHeuyMBalOT CBOEBPEMEHHOE IepeodopMieHue
TpeOyeMoro ISl MaleHTa peLenTa.

2. CBeI[eHI/ISI O Ha3HA4YCHHOM JICKAPCTBCHHOM IIPCIIapaTc (HaI/IMeHOBaHI/Ie JICKAPCTBCHHOI'O
npemnapara, J03UpPOBKa, croco6 BBCACHHA M INPHUMCHCHUA, PCKUM HO3HUPOBAHHA, NPOJOJLKUTCIBHOCTD
JIeueHus U 000CHOBaHHE Ha3HAUYEHHUS JICKaPCTBCHHOT'O npenapaTa) BHOCATCA MCINIIMHCKHUM pa6OTHI/IKOM
B MCIMIMHCKYIO JOKYMCHTAIIHUIO IMMAlIUCHTA.

B cnyuasx, ykazanHeix B nyHktax 8 - 11 Hacrosmero Ilopsaka, MeaMUMHCKUN pabOTHUHK,
HA3HAYMBIINN JIGKAPCTBEHHBIN Tpenapar, oGopMisieT HazHaueHHE JIGKAPCTBEHHBIX IPENapaToB, B TOM
qucie MOAJESKAIIUX M3TOTOBJICHUIO U OTIYCKY alTeUYHbIMU OpraHu3alusaMH (Jajiee - JIEKapCTBEHHBIE
npenapaThl MHAWBUYabHOTO M3TOTOBJIEHMS), HA PELENTypHOM OsilaHKe, 0(pOpMIEHHOM Ha OyMa)KHOM
HOCHUTEJIE 3a CBOEH MOJMMCHIO (anee - peuenT Ha OyMa)XHOM HOCHTENE), U (MJIM) C COIJIacHsl MalueHTa
WIM €Tr0 3aKOHHOTO MPEJICTaBUTENd <3> Ha PELEeNnTypHOM OjaHKe B (hOpMe AJIEKTPOHHOI'O JOKYMEHTA C
HCMOJIb30BAHUEM YCUJIEHHOW KBaNU(DUIIMPOBAHHOM HJEKTPOHHON MOANMMCH MEIMIMHCKOTO pabOTHHKA
(mamnee - peuienit B popMe IEKTPOHHOTO IOKYMEHTA).

<3> Ilyukr 2 crarbum 20 ®enepanpHoro 3akoHa N 323-®3 (CobOpanue 3aKOHOJATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Peuienit B hopMe 21IEKTPOHHOTO JOKYMEHTA, COACpKANINN Ha3HAYCHHE HAPKOTUYECKUX CPEICTB UITH
HCI/IXOTpOHHBIX BEUICCTB, IIOAIIMCHIBACTCS C HCIIOJIB30BAHUEM yCI/IJ'IeHHOI\/II KBaHH(i)HHHPOBaHHOfI
ANEKTPOHHON MOJIKCH JIeYalllero Bpada win ¢Genpanepa, aKylmepk, Ha KOTOPhIX BO3JT0XKEHBI (PYHKIIHH
JIeHalero Bpava, 1 COOTBETCTBYIOIIEH MEIUIIMHCKOW OpraHu3anuu <4>.

<4> [lyukTt 1 crateu 26 denepanpHoro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapkoTHUYECKHX
cpeacTBax U ncuxoTponHbix BemecTBax" (CoOpanue 3akoHoaatenscTBa Poceuiickoit @enepannu, 1998,
N 2, ct.219,2017, N 31, ct. 4791) (nanee - enepanbubiii 3akoH N 3-03).

Odopmnenue perentoB B GopMe dIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISICTCS B CIydae MPUHSTHS
YIOJHOMOYEHHBIM OPTaHOM HCIIOTHUTEIBHOU BIacT cyobekTa Poccuiickoit denepaiuu B COOTBETCTBUH
¢ myHkToMm 4 cratbu 6 ®DenepambHoro 3akoHa oT 12 ampemss 2010 r. N 61-®3 "OO6 obpamenun
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JIEKApCTBEHHBIX CpeACTB" <5> pemieHuss 00 WCIOJIB30BAaHUM HAa TEpPpUTOpHH CyObekTa Poccuiickoii
Oenepani HapsAAy C peleNTaMH HA JIEKAPCTBEHHBIC MpemapaThl, OQOPMICHHBIMA Ha OyMa)KHOM
HOCHUTEJIE, PEIEeNTOB Ha JIEKAPCTBEHHbIC Ipernaparbl, CPOPMHUPOBAHHBIX B (GopMe DIEKTPOHHBIX
JIOKYMEHTOB.

<5> Cobpanue 3akononarensctBa Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpu BBINMCKE NalMEeHTa W3 MEIULUHCKON OpraHu3alud, B KOTOPOH €My OKa3blBaJlach
MEIUIMHCKAss IOMOLIb B CTAallMOHAPHBIX YCIOBHUSAX, INPU HEOOXOJUMOCTU MPOJOJDKEHHUS IpUeMa
JIEKapCTBEHHOT' 0 IpenapaTa B aMOyJIaTOPHBIX YCIOBHUSIX JAHHOMY HAIMEHTY 0 PELICHUI0 PYKOBOIUTENS
MEIUIMHCKOW OpraHU3alMy Ha3HA4YaroTCs ¢ 0(OpMIIEHHEM perenTa B (opMe 3JIEKTPOHHOTO JOKyMEHTa
u (naM) Ha OyMakKHOM HOCHUTENE (3a HCKIIOYEHHEM O(pOpPMIICHHUS pPELENTOB Ha JIeKapCTBEHHbIE
npenapaTsl, HOJUIeKaIINe OTIYCKY OECIUIaTHO WM CO CKHUIKOM) JuOO BblialoTcsd (MALUEHTY WM €ro
3aKOHHOMY IIPEJCTABUTENII0) OIHOBPEMEHHO C BBIMMCKOM M3 HCTOPUM OOJIE3HU JIEeKapCTBEHHbIE
IpenapaTsl, B TOM UYHCJI€ HAPKOTHMUYECKHUE M ICUXOTPOIIHbIE JIEKAPCTBEHHbIE MpEenaparbl, BHECEHHBIE B
cucku Il m Ill mepeuyHs HapKOTHYECKMX CpPEACTB, INCHUXOTPOIIHBIX BEILECTB M HUX IPEKYPCOpPOB,
nouIe)Kaux KoHTposito B Poccuiickon ®enepanun, yreep:xkaeHHoro IIpaBurensctBom Pocculiickoit
®enepanun <6> (nanee - [lepeueHs), CUIBHOACHCTBYOIME JIEKAPCTBEHHBIE peniapaThl, Ha CPOK Ipuema
MTaLUEHTOM JI0 5 THEM.

<6> Ilynkr 2 crateu 2 ®enepansHoro 3akoHa N 3-D3 (Cobpanue 3akoHOIATENIbcTBAa Poccuiickoi
Oenepannn, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3nHaueHue JIEKapCTBEHHBIX MPEMapaToB NpPH OKA3aHUM MEAMIIMHCKOM TMOMOUIM B
CTaIlMOHAPHBIX  YCIIOBUSIX MOJXET OCYIIECTBISITBCS  IMOCPEACTBOM  TpeOOBaHUM  MEAUITUHCKON
OpraHM3alli¥,  HampaBiIseMbIX B  aNTEYHbIC  OpPraHMU3alMH,  SBISAIOIIMECS  CTPYKTYPHBIMHU
MOJpa3IeICHUSIMA MEAUIIMHCKON OpraHn3anuu. <7>

<7> Ilyuxt 54 crateu 4 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO0 obpamienuu
nekapcTBeHHBIX cpenacTB" (CobOpanue 3akoHonaTenbeTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2019, N 31, cr. 4456) (manee - ®enepanbHblii 3akoH N 61-D3).

5. Ha3HaueHue JEKapCTBEHHBIX IPEMapaToOB OCYIIECTBISETCS MEAUIIMHCKAM PAaOOTHUKOM 10
MEXIYyHApOAHOMY HENAaTEHTOBAHHOMY HAaMMEHOBAHMIO, a MPU €r0 OTCYTCTBUHU - TPYHNIUPOBOYHOMY WU
XUMUYECKOMY HaWMEHOBaHHWIO. B ciydae OTCyTCTBHSI  MEXKIYyHApOIHOTO HEMAaTEHTOBAHHOTO
HAaWMEHOBAHHUS W TPYNIHUPOBOYHOIO WM XHMHUYECKOIO HAMMEHOBAHUsS JIEKAPCTBEHHOTO IIpernapara
JIEKapCTBEHHBIN TperapaT Ha3HAYaeTCsl MEIUIIMHCKUM paOOTHUKOM 10 TOPrOBOMY HamMeHoBaHUIO. [Ipu
HaJUYUU MEIUIMHCKUX MOKa3aHWW (MHIMBHUAYaIbHAsl HEMEPEHOCUMOCTh, MO YKU3HEHHBIM MOKA3aHUSM)
M0 PEIICHUIO BpauyeOHOW KOMHCCHUM MEIMIIMHCKON OpraHu3aIuu <8> OCYIIECTBIISETCS Ha3HAUCHUE U
oopmileHHe Ha3HAYEHUS JICKAPCTBEHHBIX MpEnapaTroB, HE BXOIAMIMX B CTaHAAPTHl MEIMIIMHCKOU
MTOMOIIIH, pa3paboTaHHbIE B COOTBETCTBUU C MyHKTOM 14 ctathu 37 denepanpHoro 3akoHa N 323-03
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<9>, UM He NMperlyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKON peKoMeHauuel, 1100 1Mo TOProBbIM
HAaMEHOBaHMUAM. PemieHne BpaueOHOM KOMHCCHMM MEAWLIMHCKOW OpraHu3anuu (UKCHpPYeTcs B
MEIULIMHCKON JOKYMEHTAIMM NAllMeHTa U B )KypHasle BpaueOHOM KOMHCCHU.

<8> Ilpuka3z MuHucTEepCcTBa 3[paBOOXPAHEHUS U COLMAIBLHOTO pa3BuTHs Poccuiickoit denepanuu
or 5 mas 2012 r. N 502u "O0 yTBepIeHUH MOPAAKA CO3JaHUS U JEATEIbHOCTH BpaueOHONH KOMUCCHH
MEIUIIMHCKOW opraHu3anuu’ (3aperucTpupoBan MuHucTtepcTBOM rocTuImu Poccuiickoit deneparun 9
utoHst 2012 r., peructpanuonusiii N 24516) ¢ u3MeHEeHUsIMU, BHECEHHBIMH MpHUKa30oM MHHHCTEpPCTBA
3napaBooxpanenus Poccuiickoit ®enepanun ot 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MunuctepctBoM roctuninu Poccuiickoit @eneparuu 23 nexadps 2013 r., peructpanronnsiii N 30714).

<9> CoOpanue 3akoHonatenbcTBa Poccutickoit deneparuu, 2011, N 48, cT. 6724.

Ecnu npu oka3aHuM NalMEHTYy MEAMLMHCKOW IMOMOLIM B MEAMIMHCKONW OpraHu3aluu B
CTallMOHAPHBIX YCJIOBHUAX II0 PEUIEHHIO BpaueOHOW KOMHCCHUU OCYUIECTBISIOTCS Ha3HAuY€HUE U
IIPUMEHEHHE JIEKapCTBEHHOTO IpernapaTa ¢ KOHKPETHbIM TOPrOBBIM HAaUMEHOBaHUEM, TO NPH OKA3aHUU
JAHHOMY MAallMEeHTy MEIUIUHCKOM MOMOIIM B MHOW MEIUIMHCKOW OpraHu3aluu B CTallMOHApHBIX
YCIOBUAX, a TaKKe B aMOYJIaTOPHBIX YCIOBHUSX OCYLIECTBISIETCS Ha3HAYCHUE €My JIeKapCTBEHHOI'O
Ipernapara ¢ TeM K€ TOProBbIM HaUMEHOBaHUEM <10>.

<10> Ilynkr 2 mocranosienus [IpaBurenscTBa Poccmiickoit denepammu ot 30.06.2020 N 965 "O
BHeCeHMU n3MeHeHMi B [IpaBmiia hopMupoBaHMs MepeyHs JeKapCTBEHHBIX CPEJCTB, 3aKyNKa KOTOPBIX
OCYHICCTBIIACTCA B COOTBECTCTBHUU C UX TOPTOBBIMHU HAMMCHOBAHUSAMH, U O MPUMCHCHUU JICKAPCTBCHHBIX
IIPenapaToB ¢ KOHKPETHBIMU TOProBbIMU HauMeHoBaHUsAMH" (CoOpaHue 3akoHOAaTenbcTBa Poccuiickoit
Oenepanun, 2020, N 28, ct1. 4422).

6. HazHaueHue JIeKapCTBEHHOIO Ipenapara B pelente Ha OyMa)XHOM HOCUTENE WIH peLEenTe B
¢dopMe HIEKTPOHHOIO JOKYMEeHTa o(opMIIsieTcss Ha HMMs MalueHTa, JUId KOTOpOro mpeJHa3HauyeH
JIEKApCTBEHHBIN ITpernapar.

Penient Ha OymakHOM HocuTene, opOpMIIEHHBII Ha perentypHom oOnanke gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(:1), yTBEep>KA€HHBIX HACTOSIINM MPUKA30M, MOKET OBITH MOJy4YEH
MAIMEHTOM, €r0 3aKOHHBIM IMPEICTABUTENEM WJIH JIULOM, UMEIOIIMM O(OPMIIEHHYIO B COOTBETCTBUU C
rpaXJIaHCKUM 3aKOHOJaTelbcTBOM Poccuiickoit denepanuv JOBEPEHHOCTh OT MalMEHTa Ha IPaBO
MOJIyYeHHS TAKOTo pelenTa (jajnee - yHoJIHOMOYEHHOE JIUIIO).

[IpencraBnenne JOBEPEHHOCTH HE TpeOyeTcs B clydae TOJYyYCHHS peElernTa Ha JICKapCTBEHHBIN
mpemapar JUisi  MHKypaOelnbHOro OONBHOTO Ha 3aBepIIAloIeM JTafle ero JKU3HH  JIHIIOM,
OCYIIECTBJISIONIUM yXO/ 32 TAKUM WHKYpaOeIbHBIM O0JIBHBIM. B TakoM citydae METUIIMHCKUN paOOTHHUK
BBIJIaET JIMILY, OCYIIECTBISIONIEMY YXOJ 32 WHKypaOelnbHBIM OONBHBIM, JOKYMEHT, MOJTBEPKIAIOIHIA
WHKYpaOenhbHOE COCTOSHHE OOJIBHOTO, COJEpXAIlfil CBEICHHS O JIMIEe, KOTOpoe OyIeT MoJydarh
JIEKapCTBEHHBIE Mpenaparthl mo peuenty (haMuiaus, UuMs, oT4ecTBO (TOCIEAHEE - MPU HAIWYWH), BH],
cepus U (WIM) HOMEpP JOKYMEHTa, yJOCTOBEPSIOLIErO JIMYHOCTDH), 3aBEPEHHBIA MOANUCHIO U TEYaThIO
JAHHOT'O MEAUIIMHCKOTO PabOTHHKA, a TAK)KE TIeUaThI0 MEIUIIMHCKON OpraHu3aIiiy.
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JIOKyMEHT, MOATBEpXkAAIOIIUNA HMHKYpaOeIbHOE COCTOSIHHME OOJBHOTO, OCTaeTcsl B AalTEeYyHOM
OpraHu3alMH.

Peuent B opme 31eKTpoOHHOrO AOKyMEHTa (HOPMHUPYETCS C HCIOJb30BAaHUEM TOCYJIAapPCTBEHHOMN
nH()OpPMAIIMOHHOW CUCTeMBI B cdepe 3apaBooxpaHeHuss cyOwbekta Poccuiickoit ®exneparuu,
MEIUIIMHCKOW HMH(POPMAIIMOHHON CUCTEMbI MEIUIIMHCKOM opraHu3anun <1 1>,

<11> Crarpbu 91 m 91.1 ®depepampHoro 3akona N 323-O3 (CobOpaHue 3aKOHOIATEIIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbIAYM peuenTa Ha JIEKapCTBEHHBIM Ipernapar 3aKOHHOMY MPEJCTABUTENI0 WM
YIIOJIHOMOYEHHOMY JIUILY (PMKCUPYETCS B MEUIIMHCKOM TOKYMEHTALUH MalUeHTa.

7. MenuuuHCKIM pabOTHHKAM 3ampemiaercs oQopMIIsATh PEelenTshl NP OTCYTCTBUU Yy TallUCHTA
MEIMIVHCKUX IIOKa3aHUi; Ha HE3aperMCTPUPOBAaHHBIE JIEKapCTBEHHbIE Ipenaparel <12>; Ha
JIEKAPCTBEHHBIE IIpEnaparsl, KOTOPHIE B COOTBETCTBUHU C MHCTPYKLIMEN 110 MEAULIMHCKOMY IIPUMEHEHUIO
[IpeAHa3HAYEeHbl 1)1 IPUMEHEHMS TOJIBKO B MEIULIMHCKUX OpraHU3alMaX; HA HAPKOTUYECKUE CPEACTBA U
IICUXOTPOIIHBIE BEIECTBA, BHECEHHbIe B cnucok Il Ilepeuns, 3aperucTpupoBaHHBIE B KayeCTBE
JIEKApCTBEHHBIX IIPENAPATOB, B LUEIAX IPUMEHEHUS U1 JICUCHHUs] HADKOMAHUHU.

<12> Pemenue Coera EBpa3zuiickoil sxoHOMHYEeCKOH koMuccuu oT 3 HosiOps 2016 r. N 78 "O
[IpaBuiax perucTpald M SKCHEPTH3BI JIEKAPCTBEHHBIX CPEACTB IS MEIWIIMHCKOTO TNPHMEHEHHS "
(opunmaneHblil caiiT EBpasuiickoro skoHoMudeckoro corosa http://www.eaeunion.org/, 21 Hos6ps 2016
r.). Cratbs 13 denepansuoro 3akona N 61-®3 (Cobpanue 3akoHoaTenbcTBa Poccutickoin deaepanuu,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

NuauBuayanbHbIM — NPEANPUHUMATENSAM, OCYIIECTBISIIOIIMM ~ MEOUIMHCKYIO  JESTEIBHOCTD,
JIOTIOJIHUTENBHO K TpeOOBaHMSIM, yKa3aHHbIM B a03alle MEpBOM HACTOSALIETO IyHKTa, 3alpeniaercs
o(opMIIATH perenThl Ha HAPKOTHUECKUE CPEICTBA U TICUXOTPOIHBIE BEIIECTBA, BHECEHHbIE B criCcKH I n
Il Tlepeuns (manmee - HApPKOTMYECKUE M ICUXOTPOMHBIE JeKapcTBeHHbIe mpemnaparbl cruckoB I u 11
[epeuns).

8. Ilpn Ha3HayeHMM HAPKOTHYECKMX M ICUXOTPOINHBIX JIEKAPCTBEHHBIX IpenaparoB crucka I
Ilepeuns, 3a MCKIIIOUEHUEM JIEKAPCTBEHHBIX IPENApaTOB B BHUJE TPAHCIAEPMAaJbHBIX TEPallEBTUYECKUX
CUCTEM M JIEKQpCTBEHHBIX IPENapaTroB, COJAEPXKAIIMX HAPKOTUYECKOE CPEACTBO B COYETAHMM C
AQHTarOHUCTOM ONHMOUJIHBIX PELEeNTOpOB, pelenTsl Ha OyMakHOM HocuTelne Oo(OpMIISIOTCS Ha
peuentyproM 6nanke popmsl N 107/y-HII.

9. PeuentypHnsiit 0:1ank Gopmer N 148-1/y-88 oopmisiercs npu Ha3HAUCHUH:

1) HapKOTHMYECKMX W MCUXOTPOIHBIX JEKapCTBEHHbIX mpemnaparoB crucka Il Ilepeuns B Buze
TPAaHCACPMAJIBHBIX TEPANEBTUUYECKUX CHUCTEM, HAPKOTHYECKUX JIEKAPCTBEHHBIX IIpernaparoB crucka Il
Ilepeuns, coxepKalUX HAPKOTUYECKOE CPEACTBO B COYETAHMHM C AHTAarOHHCTOM OIHMOUAHBIX
peLenTopOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTtos crucka III [lepeuns;
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2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaToOB, COACPKAIINX:

a) KOJEUH WJIM €ro COJIM (B MepecyeTe Ha YUCTOE BEIIECTBO) B KOIMUECTBE A0 20 MI' BKIIFOUUTEIBHO
(Ha 1 mo3y TBepaoii JieKapcTBEHHOUN (opMbl) Wiau B konudecTBe 10 200 mr BrirountenbHo (Ha 100 Mo
w100 1 KuaKo# JIekapcTBEHHON (OPMBI 17151 BHYTPEHHETO TPUMEHEHHUS );

0) nceBnoadeapuHa TUAPOXIOPH] B KOINYECTBE, MpeBbimaromeM 30 mr, u 10 60 Mr BKIIOYHTEIEHO
(na 1 no3y TBepaoil NeKapcTBEHHOH (GOPMBI);

B) nceB03GeIprHA THIPOXIOPH B KOJIMYECTBE, NpeBbimatoniem 30 Mr, ¥ 10 60 MI BKIFOUUTEIIBHO
B COYETaHHH C AEKCTPOMETOP(PAHOM THIPOOPOMHUIOM B KOJIMYECTBE, peBbimatomeM 10 mr, u 1o 30 mMr
BKJIFOYMTENIBHO (Ha 1 103y TBepOM JIeKapCTBEHHOU (hOpMBI);

r) AekcTpoMeTopdana runpodpomus B koaumaectse 10 200 mr BrmrountensHo (Ha 100 Mo mma 100 T
KHJIKOH JIeKapCTBEHHOM (POPMBI JUIsl BHYTPEHHETO IIPUMEHEHN);

1) 3denpuHa THIPOXIOPU] B KoaudecTBe, mpesbimaroniem 100 mr, u 10 300 Mr BKITFOYUTEIIBHO (Ha
100 mi mu 100 r skuIKOM JIeKapCTBEHHOM (DOPMBI 1711 BHYTPEHHETO MPUMEHEHHUS);

e) sdeapuHa TUAPOXJIOPUA B KoiudectBe a0 S50 Mr BriaouuTenbHO (Ha 1 103y TBepaoit
JIEKapCTBEHHOM (POpMBI);

XK) (DeHWIPONaHOJIAMUH B KOJHMYECTBE JO 75 Mr BKIIOYHTENbHO (Ha 1 103y TBepuoi
nexapcTBeHHOH (opmbl) win 10 300 mr BrimrounTensHo (Ha 100 Mot mmm 100 T KuIKO# JeKapCTBEHHOM
(GOpMBI 17151 BHYTPEHHETO IPUMEHEHMS);

3) ¢denobapOuTan B KoJW4YecTBe 10 15 Mr BKIIOYHTENHHO B COYETAHUU C KOJEHMHOM (MIH €ro
COJISIMHM ) HE3aBUCUMO OT KoJ4ecTBa (Ha 1 103y TBepJoi JeKapCTBEHHON (OpPMBI);

u) ¢enobapbutan B komuyectBe a0 20 Mr BKIIOYUTENBHO B COYETaHUM C 3PeIpuHOM
THJIPOXJIOPHIOM HE3aBUCUMO OT KoJim4ecTBa (Ha 1 103y TBep10if IeKapCTBEHHON (JOPMBI);

K) XJIOpJMAa3enoKCu B KOJUuecTBe, npespimaromeM 10 mr, u 1o 20 mMr BriIrounTensHo (Ha 1 103y
TBEPAOH JIEKapCTBEHHOM (popMBbI);

3) JnexkapCTBEHHBIX IPENapaTOB HMHAWBUAYaJIbHOTO H3TOTOBJIEHUS, COAEPXKAILIUX HAPKOTUYECKOE
CpeICTBO WK mcuxoTponHoe BeuiecTBo cnucka I Ilepeuns, u apyrue papmakonoruuyeckue akTUBHBIE
BEIIECTBA B [103€, HE MPEBBILAKIIECH BBICHIYIO pa30oByK J03y, U IPU YCIOBUM, 4YTO OTOT
KOMOMHHPOBAaHHBIA JIEKAPCTBEHHBIM Mpenapar He SBISETCS HAPKOTUYECKUM WM TCUXOTPOMHBIM
JIEKapCTBEHHBIM NpenapartoM cnucka Il ITepeuns;

4) nexapCTBEHHBIX TIpENapaToB, BKJIIOYEHHBIX B [E€pPEYEeHb JIEKAPCTBEHHBIX CPEACTB IS
MEIUIMHCKOTO  TPUMEHEHUS, TMOJUIeKAIIUX  IPEeIMETHO-KOJMYECTBEHHOMY ydery (nmamee -
JIEKapCTBEHHbIE MpenapaThl, BKIIOUeHHbIE B nepedeHb [IKY) <13>.

<13> Iloamynkt 5.2.171(1) nmynkra 5 moctanosienus [IpaButenbcTBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 ytBepxnaenun Ilonoxxenuss o MuHHCTEpCTBe 3ApaBooXpaHeHus Poccuiickoit
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Oenepanun" (nanee - Ilonoxxkenne o MunucrepctBe) (CoOpanme 3akoHoAaTelbcTBa Poccuiickoi
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).

10. Penenrypubiit 6mank Gopmel N 148-1/y-04(;1) opopmisiercs pu Ha3HAYCHUU JICKAPCTBEHHBIX
MpernapaToB rpaxkJaHaM, UMCIOIIUM MPaBO Ha OECIIaTHOE IMOJyYSHHE JICKAPCTBEHHBIX NPEnapaToB WA
MOJTyYEHHUE JICKAPCTBEHHBIX MIPEMapaToB CO CKHUIKOM.

11. Peuentypusiii 61ank Gopmer N 107-1/y odhopmitsieTcst mpu Ha3HAYCHUH:
1) tekapcTBEHHBIX MPENApaToB, HE YKa3aHHBIX B MMyHKTax 8, 9 Hacrosmero [lopska;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENAPaTOB, COACPKAIINX:

a) JproTaMMHa THUAPOTApTpPaT B KOJUYECTBE JO S5 MI' BKIIOYUTENBHO (Ha 1 103y TBepaoit
JIEKapCTBEHHOM (POpMBI);

0) adenpuna ruapoxiopusl B koaudectse 10 100 mr BrmrounTenbHo (Ha 100 mut wm 100 r sxuakoin
JICKaApCTBEHHOM (OPMBI JUIsi BHYTPEHHETO IPUMEHEHHS );

B) IceBaod(epruHa THAPOXIOPU B KOIUYecTBe, He mpebimatomeM 30 mr (Ha 1 mo3y TBepaon
JIEKapCTBEHHOM (POpMBI);

r) mceBnoddeapuHa THIPOXJIOPHA B KOJMYECTBE, HE NpeBbimaromeM 30 MI, B COYCTaHHU C
JeKcTpoMeTophaHoM THAPOOPOMUIOM B KOJHUeCTBe, npesbimatonieM 10 mr, u 1o 30 Mr BKIIFOYUTEIBHO
(1a 1 no3y TBepAOi JEKapCTBEHHON (OPMBI);

n) JekcTtpomeropdaHa ruapoOpoMua B KoiuuyecTBe, mnpebimatomeM 10 mr, u go 30 mr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHOU (POpMBI);

e) ¢eHobapbuTan B KonumuecTBe, mpepbimatonieM 20 Mr, u 10 50 Mr BKIOUUTENbHO (Ha 1 103y
TBEPAOH JIEKapCTBEHHOU (popMmBbI);

K) (enoOapbutan B kommuecTBe a0 20 Mr BKIIOYHUTENBHO B COYETAHMHM C 3SProTaMHHOM
TUIPOTApTPAaTOM HE3aBUCUMO OT KOJIMUYecTBa (Ha 1 103y TBepAOH JeKapCTBEHHOM (popMmbl);

3) XJIOpAMA3ETOKCH B KoiuuyecTBe 10 10 Mr BriIrounTenbHO (Ha 1 703y TBEpOM JEeKapCTBEHHOM
bopMbI).

12. IIpn Ha3HAYEHHUHU JIEKAPCTBEHHOIO Mpenapara WHAMBUIYaJIbHOTO M3IOTOBJICHUS B PELENTE Ha
OyMaxHOM Hocutere W (uiau) perente B ¢GopMe DIEKTPOHHOTO JIOKYMEHTa HauMEHOBAaHUS
JIEKapCTBEHHBIX CPEJCTB (BELIECTB), BKIIOUEHHBIX B nepedeHb [IKY, ykas3piBaroTcsi B Hauane peLenTa,
3aTeM - BCE€ OCTaJIbHbIE HHIPETUEHTHI.

13. Ilpu Ha3HaueHMM JIEKAPCTBEHHOrO MpenapaTa B pelente Ha OyMakHOM HocuTene U (MiH)
periennte B (opMe 3JIEKTPOHHOTO JOKYMEHTa 3alpelliaeTcs MPEeBbIIATh KOJUYECTBO HAPKOTUUYECKUX
CPeACTB WM TIICUXOTPONHBIX BEIIECTB, KOTOpPOE MOXET OBITh BBIIMCAHO B OJHOM pELENTe,
ycTaHoBJieHHOe npuioxkeHneM N 1 k Hactosmemy llopsnky, 3a UCKIIFOUEHHEM CIIy4yaeB, YKa3aHHBIX B
nyHktax 15 u 24 nacrosimero Ilopsika.
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14. IIpu Ha3HauYeHUU JIEKAPCTBEHHBIX MpenapaToB, BKIOUECHHBIX B nepedeHs [IKY, no3a kortopeix
NPEBBIIACT BBICIIMN OJHOKPATHBIA MpHEM, METUIMHCKUNA paOOTHUK 0O0O03HAYaeT 03y ITOTO
JIEKapCTBEHHOI'0 Ipernapata B pelente Ha OyMaXHOM HOCHUTEJIE NPONUCHI0 C MPOCTaBICHHEM
BOCKJIMIIATENIFHOTO 3HAKa M (WJIM) MPOCTABISET BOCKIMLATEIBHBIA 3HAK MpH OGOPMIICHHH pelenTta B
(dbopMe FIIEeKTPOHHOT O JOKYMEHTA.

15. KonnuecTBO Ha3HAUYEHHBIX JIEKAPCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B nepedeHs [IKY, npu
OKa3aHWUU [IALIMECHTaM, HYXJAIOIUMCS B [UIMTEIBHOM JICYEHUHM, IEPBUYHON MEIUKO-CaHUTAPHOU
MOMOIIM ¥ MAJJIMATUBHOW MEIUIIMHCKONH TOMOILIM MOKET OBITh YBEIMYEHO C YYETOM KIMHUYECKUX
pekoMeHaanui He Oojiee yeM B 2 pa3a IO CPABHEHHUIO C KOJIMYECTBOM HAPKOTUYECKHUX CPEACTB WU
IICUXOTPOIHBIX BEIECTB, KOTOPOE MOXKET ObITh BBIIHCAHO B OJHOM pELENTe, YCTAaHOBJIEHHBIM
npwiokeHneM N 1 k Hactosiemy [lopsiaky.

B ciydasix, mpeaycMOTpEeHHBIX a03alieM MepBBIM HACTOSIIETO IMyHKTA, Ha perenTtax Ha OyMakHOM
HocuTele mpou3BoauTes Haanuch "[lo cnennanbHOMY Ha3HA4YEeHUIO", OTAENBHO 3aBEPEHHAs MOJAIHUCHIO
MEAUIMHCKOr0 pabOTHMKA M I€4aThi0 MEAMLIMHCKOW opranu3anuu "Jlins penentoB", Ha peLenrtax B
dbopmMe DBIEKTPOHHOTO JOKyMEHTa mpous3Boaurcs oTrMmerka "[lo crnenuanbHOMY HazHadyeHUIO" C
MPOCTABICHUEM YCHUIICHHOW KBAJTHU(HUIIMPOBAHHON SJIEKTPOHHOH MOAMMUCH MEAUIIMHCKOTO PabOTHHUKA.

16. CocraB JieKapCTBEHHOrO Ipemapara, JeKapcTBeHHas ¢dopMa H oOpalieHHe MEIUIUHCKOTO
paboTHUKa K (hapMareBTHUYECKOMY pabOTHUKY 00 OTIYCKE JISKAPCTBEHHOI'O IpermapaTa Ha OyMa)KHOM
HocuTelle O(hOPMIISIFOTCS. Ha JIATHHCKOM HIIM PYCCKOM SI3bIKE B POJHMTEIBHOM ITaJICKE, 32 HCKIIOYCHUEM
oopmieHns perenToB B GOpMe IIEKTPOHHOTO JTOKYMEHTA, OCYIIECTBIISIEMOTO HA PYCCKOM SI3BIKE.

[Tpu ohopmiieHUH peLenTypHBIX OJIAaHKOB JTOMMYCKAeTCsl UCIIOIBb30BaHNE COKPAIIEHUH (TIPUI0KEHUE
N 2 x Hacrosmemy [opsiaky).

HpI/I Ha3HA4YCHUU JICKAPCTBCHHOI'O IIpCIliapara HE HOOMNYCKACTCA COKpPALICHUC HaMEHOBaHUM
HHI'PEAUCHTOB, COCTABIAIOIIUX JIeKapCTBGHHBIfI npemnapar, HE MMO3BOJIAIOIIUX YCTAHOBUTD, KaKoil HMEHHO
J'ICKapCTBCHHHﬁ npemnapar Ha3HA4YCH.

17. Cnocob mpuMeHeHus JIEKapCTBEHHOTO Tpemnapara 0003HayaeTcsi ¢ yKa3aHWEM IyTH BBEJICHHS,
JI03bl, YacCTOTHI, BPEMEHHU MpHeMa OTHOCUTENBHO CHa (YTpOM, Ha HOYB) U €ro AMUTENBHOCTH, a s
JIEKapCTBEHHBIX IpPENapaToB, B3aUMOJEHCTBYIOUIMX C NHUIIEH, - BpPEMEHHM UX yHOTpeOJIeHUs
OTHOCHUTEIILHO MPUEMa MUIIH (10 €bI, BO BpEeMsI €Ibl, TIOCTE €/IbI).

18. IIpun HEOOXOAMMOCTH HEMENJICHHOTO WM CPOYHOTO (B T€UEHHE JBYX pabO4mMX THEW) OTIycKa
JEKapCTBEHHOTO TIperapaTra TMalMeHTy B BEpXHEW dYacTh pementa Ha OyMakKHOM HOCHUTENE
MPOCTABIISIIOTCS 0003HadYeHus "cito" (cpouHo) wim "statim" (HeMeqIeHHO). AHaIOTUYHbIE 0003HAYEHUS
MIPOCTABJISIIOTCS B BUAE OTMETOK MPHU 0(hOpMIIEHUH perenTa B popMe IIeKTPOHHOTO TOKYMEHTA.

19. IIpu odopmiaeHNN Ha3HAYEHUS] TOTOBOTO JIEKAPCTBEHHOI'O Mperapara B pelente Ha OyMaXxHOM
HOCUTENIE WM peuente B (opMe 3JIEKTPOHHOrO JOKYMEHTa KOJIMYECTBO JEHCTBYIOIIMX BEIIECTB
YKa3bIBa€TCS B COOTBETCTBUM C MHCTPYKIMEH MO MEIUIIMHCKOMY IPHUMEHEHUIO JIEKapCTBEHHOTO
npenapata. [JonmycTUMO yKa3bIBaTh JO3MPOBKY JIEKAPCTBEHHBIX MPENApaToB CUCTEMHOIO AEHCTBUS (U1
PEe30pOTUBHOTO MpreMa) B TBEP/IbIX JIEKAPCTBEHHBIX opMax (Harpumep, TabIeTKH, MOPOIIKH, KarlCyJbl)
KaK COJEpKaHHE OJIHOTO WM HECKOJBKUX NEHCTBYIOIIMX BELIECTB B €JUHMIIAX Macchl (B rpammax,
MWIIMrpaMMax). JlomycTumMo ykas3slBaTh JO3MPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO AEHCTBUSA
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(st pe3opOTHBHOTO TPUMEHEHHsI) B IKHIKHUX JIGKAPCTBEHHBIX (opMmax (Hampumep, pacTBOPHI,
CYCIICH3HMH) KaK COJIEp’KaHUE OJHOTO WM HECKOJIbKHUX JIEHCTBYIOIIMX BEIIECTB B €IUHHUIIAX MAcChl Ha
eAUMHUIYy 00beMa (HarpuMmep, MAJUTUTPaMM/MIJITHINTP) C YKa3aHHEeM 00IIero oobema JeKapCTBEHHOU

¢bopMmBL.

[Tpu odopmieHun Ha3zHAueHUs JIEKAPCTBEHHOIO MpernapaTa WHIWBUIYaJbHOTO M3TOTOBIICHUS B
perenite Ha OyMa)KHOM HOCHTEIIE WM pelenTe B jopMe IEKTPOHHOTO IOKYMEHTa KOJUYECTBO TBEP/IBIX
U ChIMy4YuX (hapMalneBTHUYECKUX CyOcTaHmuii ykasbiBaeTcss B rpammax (0,001; 0,5; 1,0), xunkux - B
MUJUTHJIUTPAX, TpaMMax M Karuisx.

20. Penentsl Ha OyMa)XHOM HocuTese, B (opme 3JIEKTPOHHOTO JOKyMEHTa, O(POpPMIICHHBIE Ha
penentypaoM Omanke Gopmbel N 148-1/y-88 w mnpenHa3sHadeHHBIC il OTIYCKAa JIGKAPCTBEHHBIX
MpernapaToB, MPEeIyCMOTPEHHBIX MoANMyHKTaMu 1 - 3 myHkta 9 Hactosmero Ilopsaka, 1eCTBUTENBHEI B
TeyeHue 15 qHe co 1HA opopMIIeHHUS.

21. Penentsl Ha OyMa)XHOM HocuTese, B (opme 3JIEKTPOHHOTO JOKyMEHTa, O(POpPMIICHHBIE Ha
penentypaoMm Onanke (opmbl N 148-1/y-04(;1) m mpegHa3HAYCHHBIE IS OTITYCKAa JIGKAPCTBEHHBIX
MpernapaToB rpakaaHamM, ykazanHbIM B myHkTe 10 Hactosmero [lopsaka, nefictButenbHbl B TeueHue 30
THEH co THS 0pOPMIICHHS, 32 UCKITIOYCHUEM CITy4acB OOPMIICHHUS pEIenTa B COOTBETCTBUU C ITyHKTAMHU
38 u 39 nacrosmero [Topsaka, mpu KOTOPBIX OH JEHCTBUTENEH B TeueHHe 15 nHel co aHs odopMiIeHUs.

22. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (OpPME IIEKTPOHHOTO JOKyMEHTa, O(OpMIICHHBIE Ha
peuentypaoM Onanke (opmbl N 148-1/y-04(;1) m mpeaHa3HAYeHHBIE 7S OTIYCKAa JIEKAPCTBEHHBIX
IpernapaToB TpaxJaHaM, JOCTUIIIMM [EHCHOHHOIO BO3pacTa, HHBIWIAM MEPBOW  TPYIIIIHI,
JEeTsIM-UHBAIUAaM, a TakKe Tpa)kJIaHaM, CTPaJaolUM XPOHHUECKUMHU 3a00JIeBaHUAMHU, TPEOYIOIIHMMHU
JUINTEIBHOTO KYpCOBOT'O JIEUEHMsI, NEHUCTBUTENbHBI B TeueHue 90 nHelt co aHsS odopmiieHus, 3a
UCKITIOYEHHEM CJy4yaeB, yKa3aHHbIX B myHKTax 38 u 39 Hactosmiero [lopsiaka, mpu KOTOPHIX OH
NefcTBUTENEH B TeueHue 15 aHeit co qus odhopMIteHuUs.

Jis nedeHHs XpOHMYECKMX 3a00JE€BaHUN YKa3aHHBIM KaTEropusM TIpak[aH JeKapCTBEHHbIE
npenaparsl ¢ 0pOPMIIEHMEM PELENTOB HAa OyMa)KHOM HOCHUTENIE WM PELENTOB B (hOpME DIEKTPOHHOIO
JOKyMEHTa MOTYT Ha3Ha4aTbCs Ha Kypc jedenus 10 180 nueit.

23. Penentsl Ha OyMaXHOM HocUTeNe, B (pOpMe 3JIEKTPOHHOTO JOKYMEHTa, O(POpPMIICHHBIE Ha
peuentypHoM Oianke Gopmel N 107-1/y u npenHasHaueHHbIE AJIS OTITyCKa JIGKAPCTBEHHBIX IPENapaTos,
npeaycMoTpeHHbIx TyHKTOM 11 Hactosimero Ilopsnka, aeicTBuUTenbHbI B TeueHwe 60 mHEW co IHS
oopmieHus.

HpI/I HAa3HA4YCHUMW TOTOBBIX JICKAPCTBCHHBLIX IIpC€IapaTtoB W JICKAPCTBCHHLIX IIPEIIapaToB
WH/IMBUYaJIbHOTO M3TOTOBJICHUS MalMEHTaM C 3a00JIeBaHUSIMU, TPEOYIOLUMMH JUIUTEILHOTO KypCOBOTO
nedeHus, ¢ opopmiieHneM Ha peuentypHom Onanke ¢Gopmbl N 107-1/y penenta Ha OyMa)kHOM HOCHUTENE
WK B (hOpMeE 3IEKTPOHHOTO JJOKYMEHTA yCTaHABIMBACTCSA CPOK ACUCTBUS pelenTa B mpeenax 10 OJHOro
roja.

B cnydae ycraHOBIE€HHMS CpOKa JNEUCTBHUS pEUENTAa B Ipelaesax g0 OJHOrO roja B peLenTe
npou3BoauTCs Haanuch: "llo cmenumanpbHOMY Ha3zHaueHHUIO", 0003HAYAETCs] CPOK JEHCTBUS perenTa u
IIEPUOJAUYHOCTD OTIIYCKa JIEKAPCTBEHHBIX IIPENApaToOB U3 alTeYHOW OpraHU3alVK UM UHIUBUYaIbHBIM
MpeANpPUHUMATENIEM, HUMEIONTUM JIUIIEH3UIO0 Ha (papMalleBTUHICCKYIO NIEATeIbHOCTh <14> (ekeHeaenbHo,
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©KEMECAYHO U HMHbIEC Mepuojbl). JOMOJHUTENBHO 3TO yKa3aHHE 3aBEpSeTCs MOAMUCHI0 MEIUIIUHCKOTO
paboTHUKA, a TaKKe NeYaThi0 MEAUIIMHCKON opranu3armu [ penento” (s penenta Ha OyMakHOM
HOCHTEJIE) UM YCUJICHHOW KBAIU(DUIIMPOBAHHON AJIEKTPOHHON MOMAMUCHI0 METUIIMHCKOTO pabOTHHKA U
JULA, YIIOJTHOMOYEHHOTO 3aBEPSATh JOKYMEHTBHl OT UMEHU MEAMIIMHCKOW opraHu3auuu (i pelenta B
(dhopme IEKTPOHHOTO JOKYMEHTA).

<14> Ilyuktr 47 uvactu 1 crarbu 12 ®enpepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JMIIEH3UPOBAHUH OTJEIBHBIX BUAOB JesTenbHocTH" (Hanee - @enepanbhblii 3akoH N 99-D3) (Cobpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. PeuenThl Ha JE€KapCTBEHHBIC MpemapaThl, BKIOUeHHble B mepedenb [IKY, mia nedenus
MAIUEHTOB ¢ XPOHHUYECKUMH 3a00JIEBAHUSMH MOTYT O(OPMIISATHCS Ha KypcC JieueHus 10 60 qHEH.

B cnywae, korma kypc jneudeHust coctaBiser Oosnee 30 qHEH, TOMOJHUTENBHO B pelenTax Ha
OyMa)kHOM HOcHUTeNe Mpou3BoaAnuTcs Haanuch "llo crenmanbHOMy Ha3HAYEeHHUIO", 3aBEpPEeHHAs! MOIMUCHIO
MEIULMHCKOr0 pabOTHHKA W Te4aThi0 MEIUMIMHCKOW opraHuzauuu "Jlns peuenTtos", Ha peuenrtax B
dbopMe IICKTPOHHOTO JOKyMEHTa Npou3BoguTcs orMetka "[lo crnenuanbHOMY Ha3HadeHUIO" C
IIPOCTABJICHUEM YCHJIEHHON KBAIM(UIMPOBAHHOM 3JIEKTPOHHOM IMOAMUCH MEIUIUHCKOIO pabOTHHKA U
JIM1a, YIIOJHOMOYEHHOTI'O 3aBEPATH TIOKYMEHTBl OT UMEHU MEIULIMHCKON OpraHu3aluu.

25. Penent Ha OyMaXHOM HocuTesle B (oOpMe 3JIEKTPOHHOTO JOKYMEHTa, O(OPMIECHHBIH ¢
HapylLIeHHEM YCTaHOBJIEHHBIX HacTOsIUM [lopsaakom TpeboBaHUM, CUUTAETCS HEIEHCTBUTEIBHBIM.

Il. HasHayeHMe nekapCcTBEHHbIX NpenapaToB NPU OKa3aHUU
MeAULMHCKOW NOMOLUM B CTaLMOHapPHbIX YCITIOBUAX

26. Ilpu oka3aHMM NALMEHTY MEAMIMHCKOW IOMOIIM B CTallMOHAPHBIX YCIOBHUSAX HAa3HA4YCHHUE
JIEKapCTBEHHBIX IIperapaTtoB MNPOU3BOAUTCA 0Oe3 oQopMiIeHHs penenTa MEAMIMHCKUM pPaOOTHUKOM
€IMHOJIMYHO, 33 UCKIIIOUEHUEM CIIy4YacB, yKa3aHHBIX B IIyHKTe 27 HacToswero [lopsaaxa.

27. CornacoBaHMe Ha3HA4EHUs JICKAPCTBEHHBIX IPENApaToB C 3aBEAYIOIIMM OTAEICHUEM WIN
OTBETCTBEHHBIM JIEXKYPHBIM BpayoM JIMOO JPYTUM JIMIIOM, YITOJHOMOUYEHHBIM ITPUKA30M IJIaBHOTO Bpaya
MEAUIIMHCKOW OpraHu3alii, a TakXke, NpPU HaJU4u{, C BpadyoM - KIMHUYECKUM (HapMaKoIOorom
HE00XO0/IMMO B CITyyasix:

1) oIHOBpEMEHHOTO Ha3HAUYEHUS ISATH U 00Jiee JIeKapCTBEHHBIX MPErapaToB 0JTHOMY MAIlUEHTY;

2) Ha3HAYeHUs JICKApPCTBEHHBIX MPENapaToB, HE BXOAIIUX B MEPEUEHb )KU3HEHHO HEOOXOIUMBIX U
BAXHEHIINX JIEKapCTBEHHBIX IMpernapaToB <15>, MpH HETUNUYHOM TEYEHHH 3a00JIeBaHUs, HAJTIUYUU
OCJIO)KHEHUH OCHOBHOTO 3a0ojieBaHMs M (WIM) COINYTCTBYIOIIMX 3a00JIeBaHUM, NpH Ha3HAuYCHUHU
JIEKapCTBEHHBIX IPENnapaTroB, OCOOCHHOCTH B3aUMOAECUCTBHUS M COBMECTUMOCTH KOTOPBIX COIJIACHO
UHCTPYKIMAM 10 UX TMPUMEHEHHUIO TMPHUBOIAT K CHHKEHUIO 3((EeKTUBHOCTH U  0€30MacHOCTH
(dapmakoTepanuu U (WIK) CO3/1al0T MOTEHIIUAIbHYIO OACHOCTH JJIs )KM3HU U 3/10pOBb MallMeHTA.
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<15> Yactu 1 crateu 60 DenepanpHoro 3akoHa N 61-O3 (CobpaHue 3aKOHOIATEIIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct1. 4516).

B ykazaHHBIX cilydasix Ha3Hau€HUE JIEKAPCTBEHHBIX IMpENapaToB (UKCHPYETCS B MEAMIIMHCKOM
JOKYMEHTAllUM [allMeHTa W 3aBepseTcs MNOANMChI0 MEIUIMHCKOIO pabOTHHKAa M 3aBeLyHOILEro
OTJeJIeHHEM (OTBETCTBEHHOIO JIEKYPHOT'O Bpaya WM JIPYroro yroJHOMOYEHHOI'O JINLA).

28. MeaunuHCKuii pabOTHUK MEIUIIMHCKOW OpraHu3aluH (€€ CTPYKTYPHOTO IOJpaslescHus),
pacoJIOKEHHOM B CEIbCKOM HACEJIEHHOM IIYHKTE, OCYIIECTBIIICT Ha3HAYEHUE JICKAPCTBEHHBIX
MIpernapaToB B CIyyasX, yKa3aHHbIX B MyHKTax 27 u 29 nacrosero [lopsnka, eAMHOIUYHO.

29. Ilo pemenunto BpaueOHONW KOMHUCCHMU TAIMEHTaAM IPH OKAa3aHUU MM MEIUIIMHCKON MOMOIIH B
CTAaLlMOHAPHBIX YCIOBUAX HA3HAYAKOTCsS JIEKAPCTBEHHBIE IIpenapaTrbl, HE BKIIOYEHHBIE B IIEPEYEHb
KU3HEHHO HEOOXOIMMBIX W BaXXHEHUIIUX JIEKAPCTBEHHBIX IIPENaparoB, B CiIyyae MX 3aMEHbl H3-3a
VHJIUBUYaJIbHON HEIIEPEHOCUMOCTH, 110 )KU3HEHHBIM ITOKA3aHUSIM.

Pemenne BpaueOHON KOMHUCCHH (PUKCHPYETCSI B MEAULIMHCKOW JOKYMEHTAIIMH MTAIlUeHTA U KypHaJe
BpaueOHOM KOMHCCUU.

30. B cmydasx oOcinemoBaHHsI M JICYCHHUS TpaXKJaHMHA B CTAllMOHAPHBIX YCIOBHAX B paMKax
[IPEAOCTABIICHU MEIULMHCKUX YCIYyl Ha BO3ME3JHOM OCHOBE 3a CYET JIMYHBIX CPEACTB TIpaXkJaH,
CPEICTB IOPHUJIMYECKHMX JIMI] M HMHBIX CPEACTB HAa OCHOBAHMHM JIOTOBOpPA, B TOM YHCIIE JOTOBOpPA
J0OpPOBOJIBHOIO MEAMLMHCKOTO CTpaxoBaHHUd <16>, eMy MOTyT ObITh Ha3Hau€Hbl JIEKApPCTBEHHbBIE
npenapaTbl, HE BXOJSIIME B IMEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX M BaKHEWIIUX JIEKapCTBEHHBIX
MpenapaToB, €CIIM UX Ha3HAYEHHUE U IPUMEHEHNE 00yCIOBIEHO MEULIMHCKUMH MOKa3aHUSMHU.

<16> [locranosnenue IlpaButensctBa Poccuiickoit @enepanuu ot 4 oktsa6ps 2012 r. N 1006 "O06
yTBepkIeHnH [IpaBun npenocTaBieHns MEJUIIMHCKAMHU OPTaHU3alUsIMH TUIATHBIX METUIIMHCKUAX yCiryT"
(CoOpanue 3axkononarenscTBa Poccuiickoit @enepannu, 2012, N 41, ct. 5628).

lll. HazaHayeHMe NeKkapCTBEHHbLIX NpenapaTtoB MpPU oKkasaHUn
nepBMYHON MeAMKO-CaHUTAPHOW MOMOLLMU, CKOPOW MeaULIMHCKOMN
NOMOLLM U NaNNIMaTUBHOU MeAULIMHCKOW MOMOLLMN

31. Ilpu oka3aHMM TNEPBUYHON MEIMKO-CAHUTAPHOW MOMOIIM W TAUIMATUBHOW MEIUIIMHCKOU
MOMOIM B aMOyJaTOPHBIX YCJIOBHSAX Ha3HAUYEHWE JIEKAPCTBEHHBIX IMPENapaToB OCYIIECTBIISETCS
MEAUIIMHCKUM paOOTHHUKOM B CIy4asX TUIIMYHOTO TEYCHHsI 3a00JIeBaHMS MAIIUEHTa UCXO/IS U3 TSHKECTH U
XapakTepa 3a00JIeBaHMUS.

32. Ha3Hauenue NeKapCTBEHHBIX MPENapaToB MO PEUICHHIO BPauyeOHON KOMHCCHM TIPHU OKa3aHUU
MEPBUYHON MEIUKO-CAHUTAPHON TOMOIH, MAJUTHATUBHON MEIMIIMHCKON TOMOIIM B amMOyJIaTOPHBIX
YCJHOBUSAX MMPOU3BOIAUTCS B CIIydasix:

1) ogHOBpEMEHHOTO0 Ha3HAUYEHHs OJHOMY IMAalMEHTY IMATH M Oojee JeKapCTBEHHBIX MpEenaparoB B
TE€UEHUE OJIHUX CYTOK WIH CBBIIIE IECATH HAMMEHOBAHUN B T€YECHUE TPUALIATU JHEH;
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2) Ha3HAYCHMS JICKAPCTBEHHBIX IPEMapaToB NPU HETUIIMYHOM TEYEHHH 3a00JIeBaHUS, HATHMYUH
OCJIO)KHEHUH OCHOBHOTO 3a0ojieBaHMs M (WIM) COIMYTCTBYIOIIMX 3a00JIeBaHUI, NpU Ha3HAYECHUHU
JIEKapCTBEHHBIX IIPETapaToB, OCOOCHHOCTH B3aMMOJCHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKIHAM 10 MX MPUMEHEHUIO MPUBOIAT K CHIXKEHUIO 3(PPEKTUBHOCTH M OE30MaCHOCTH JICUCHHS
nanyeHTa u (M) CO3Aal0T MOTEHIIMAIBHYIO OMTACHOCTH /ISl )KM3HU M 3/J0POBBSI MTAIICHTA;

3) TEepBHYHOTO HA3HAYCHUS MAIUEHTY HAPKOTUYECKUX M TCHUXOTPOMHBIX JIEKAPCTBEHHBIX
npenaparoB criuckoB I u Il [Tepeuns (B cirydae npuHSATHS PYKOBOJUTEIEM MEIUIIMHCKOW OpraHU3aiuu
pelIeHrs 0 HEOOXOAUMOCTH COTJIACOBAaHUS Ha3HAUCHUS TaKMX JICKAPCTBEHHBIX MPEMapaToB C BpaueOHOM
KOMHMCCHEH).

33. IloBTOpHOE Ha3HAYECHHWE HAPKOTHYECKMX M IICUXOTPONHBIX JEKApCTBEHHBIX IIperapaTroB
ciuckoB I u Il Ilepeuns npou3BoaUTCS MEIUIMHCKUM PaOOTHUKOM CAMOCTOSITEIBbHO MM €AMHOIUYHO
0e3 yuyactus BpaueOHOW KOMHCCHH TAIlMEHTaM C BBIPQKCHHBIM OOJIEBBIM CHHIPOMOM JIFOOOTO TeHe3a,
HapylIeHUEeM CHA, CYJOPOXHBIMH COCTOSHHUSIMHM, TPEBOXKHBIMH  pPaccTpoicTBaMH, (POOHIMH,
IICUXOMOTOPHBIM BO30YX/IECHUEM.

34. Ilpn oxka3aHMM CKOpPOM MEIMIMHCKOW ITOMOLIM JIEKAPCTBEHHBIE IIpernapaThl Ha3HAYAIOTCS
MEIUIUHCKUM pAaOOTHUKOM BBIC3THOW OpUTagsl CKOPOM IOMOIIM, MEIUIUHCKUM pPaOOTHHKOM
MEIULMHCKOW OpraHu3allly MpH OKa3aHUM MEIUIMHCKOM IOMOIIM TIpa)kJaaHaMm MpHU 3a00JIeBaHUSX,
HECYACTHBIX CllyyasX, TpaBMaX, OTpPABJIECHUAX U JAPYTUX COCTOSHUAX, TpPEOYIOIUX CpPOYHOTrO
MEIULMHCKOI0 BMELIATENIbCTBA.

IV. HasHa4yeHue nekapCTBEHHbIX NpenapaToB rpaxaaHam,
MMelLWUM NpaBo Ha 6ecnnaTtHoe nony4yeHue nekapcTBeHHbIX
npenapaTtoB UK NoJlyYeHUe fieKapCTBEHHbIX NpenapaToB
CO CKMAKOMN, NPU OKa3aHMU NepBUYHOMN
MeAUKO-CaHMTapPHOW NOMOLLMU

35. Ilpm oOka3zaHMM TEPBUYHONM MEAMKO-CAHUTAPHOW TOMOIIM HAa3HAY€HHE MEIUIUHCKUM
pa6OTHI/IKOM Ha OCHOBC KIIMHHUYCCKHUX peKOMeHI[aIII/Iﬁ U C y4€TOM CTaHAapTOB MGHHHHHCKOﬁ IIOMOIITH
<17> nexkapcTBEHHBIX MPENapaToB, OTMYCKAEMbIX OECIJIATHO HIIM CO CKHJKOW, rpaKAaHaM, UMEIOIIUM
MpaBO Ha 00OECIEeUeHUE JICKAPCTBEHHBIMHU MperapaTaMy 3a CYET CPEACTB OFOJKETHBIX aCCUTHOBAHUH
dbenepanpHOro OromkeTa U OIOMKETOB cyObekToB Poccuiickoit deneparnuu, OCYIIECTBISETCS Ha
peuentypaoM 6manke N 148-1/y-04(x).

<17> Cratps 37 ®enepanpHoro 3akoHa N 323-®3 (Cobpanme 3akoHomarenbcTBa Poccuiickoit
®enepauun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopminenun penenta Ha Omanke ¢opmbel N 148-1/y-04(1) Ha OyMakHOM HOCHTENE
oopMIISIFOTCS Z1Ba AK3EMIUISIpA, ONWH M3 KOTOPBIX OCTAeTCs B alTeYHOH OpraHW3alnd, BTOPOH - B
MEIULMHCKON JOKYMEHTAIMH MaIeHTa.

36. IlpaBo Ha3HauaTh JIEKAPCTBEHHBIC Mpemaparhl TpakKJaHaM, UMEIOIUM MPaBO Ha OecriiaTHOE
MOJyYEHHUE JIEKAPCTBEHHBIX MTPENAPATOB WM MOJIyYEHUE JIEKAPCTBEHHBIX MPENAPATOB CO CKUJIKOM, TAKKE
HMMEIOT:
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1) MmenuuuHCKUe paOOTHUKH, pabOTaIOLINEe B MEIULIMHCKON OpraHu3aluy 10 COBMECTUTEILCTBY (B
npezeiax CBOC KOMIETEHIINN );

2) MeaMUMHCKHE pPAOOTHUKM CTAallMOHAPHBIX OPTraHM3alMil COLMAIILHOTO OOCIYKUBAHUS MIPH
HaJU4YUM JIMLIEH3UU Ha OCYIIECTBICHHE MEIUIIMHCKON JAesTeslbHOCTH <18>, mpeaycmaTpuBarolei
BBINIOJTHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHHUI0 MEPBUYHON MEIUKO-CaHUTApHOM IOMOIIM B
aMOYJIATOPHBIX YCIOBUSX (HE3aBUCUMO OT BEJOMCTBEHHOMN MPUHAITICKHOCTH);

<18> IlynkT 46 yactu 1 crateu 12 ®@enepanpHoro 3akona N 99-03 (Cobpanue 3aKOHOJATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, c1. 5159).

3) MemuUUHCKHE pab0OTHUKM MEAMIMHCKUX  OpraHu3alvi, OKa3blBaIOIIUX MEPBHUYHYIO
MEMKO-CAaHUTAPHYIO TTOMOIIb, MOJABEIOMCTBECHHBIX (eIepallbHBIM OpraHaM HCIOJHUTEILHOW BIACTH
WJIM OpraHaM HCIOJIHUTEIbHON BIacTH cyobekToB Poccuiickoit denepanuuy;

4) WHAUBUIyAIbHBIC MPEANPUHUMATENIH, OCYIIECTBISIONINE MEIUIIMHCKYIO JeATEIbHOCTh U
BKJIIOUEHHBIE B PEECTP MEIULMHCKUX OpTraHM3allfii, OCYIIECTBISIIOIIMX JeSITeNbHOCTh B cdepe
00513aTeTLHOTO METUITTHCKOTO CTPaXOBaHUSI.

37. Ilpu Ha3HAuEHUU JIEKAPCTBEHHBIX MPENapaToB rpakJaHaM, UMEIOIIUM MpPaBoO Ha OecIiiaTHOE
MOJTyYeHHUE JIEKAPCTBEHHBIX IPENapaTOB WM TMOJYyUYEHHE JICKAPCTBEHHBIX MPENapaTtoB CO CKHJAKOH, B
periente ykasplBaeTCss Homep TenedoHa, MO KOTOpOMY pPAOOTHHK amnTeYyHOW OpraHu3alud MpH
HEO0OXOIUMOCTH MOKET COTJIACOBATh C MEAUIIMHCKUM PAaOOTHUKOM 3aMEHY JIEKapCTBEHHOTO Mpenapara.

38. Ha3zHayeHne HApKOTHYECKHUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX mpemnaparoB crucka [ [lepeuns
(3a MCKITFOUEHUEM JICKaPCTBEHHBIX TPEMapaToB B BHJIC TPAHCACPMAIBHBIX TEPANICBTUYCCKUX CHCTEM, a
Takke€ JIeKapCTBEHHBIX IMPEMapaToB, COAEpKAIIUX HAPKOTUYECKOE CPEICTBO B COUYETAHUH C
AQHTArOHWCTOM OITMOWJIHBIX PEIENTOPOB) Tpa)KJIaHaM, MMCIOIIMM MpPaBO Ha OECIUIATHOE IOJyYCHUE
JIEKapCTBEHHBIX MPEMapaToB WM MONyYEHHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOW, OCYIIECTBISIETCS
Ha perentypHom Omanke Gopmbl N 107/y-HII, k xoTopomMy MOMOJHUTETHHO O(DOPMIISIETCS pelentT Ha
perentypaoM Onanke Gopmbl N 148-1/y-04(;1) (B ABYX dK3eMIuigpax npu odopmieHuu Ha OyMa)kHOM
HOCHTEJIE).

39. Ha3zHaueHMe HAPKOTUYECKHUX U IICUXOTPOIHBIX JEKApCTBEHHBIX Npenaparos crucka I [lepeuns
B BHJIE TpPaHCACPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTHMYECKHX JIEKaPCTBEHHBIX IIperapaTroB
cinucka II Ilepeuns, comepkamux HapKOTHYECKOE CPEICTBO B COYETAHWU C AHTArOHUCTOM ONHMOUIHBIX
pELEenTopoOB, TCUXOTPOINHBIX JIEKAPCTBEHHbIX mpenaparoB crucka [II Ilepeuns, nexkapcTBEeHHBIX
IIpenapaToB, BKIIOUEHHBIX B nepeueHb 1IKY, copepxkamuxcs B nmoanyHkre 2 myHkTa 11 Hacrosimiero
[lopsnka, mpenHa3HayeHHbIE JUIS JIEYEHUs] TpaKAaH, MMEIOIIUX IpaBO Ha OECIUIaTHOE MOJIy4YeHHE
JIEKapCTBEHHBIX IIPENAPATOB WM MOJIyYEHUE JIEKAPCTBEHHBIX MPENAPATOB CO CKUJIKOW, OCYIIECTBIISETCS
Ha pernentypHbix Omankax gopm N 107-1/y m N 148-1/y-88, k KOTOPBIM JOTIOJTHUTEIBHO OGOPMIIIETCS
peuent Ha perentypHoM Omnanke ¢opmbl N 148-1/y-04(;1) (B 1ByX 3K3eMIUIApax Mpu opopMIIeHHH Ha
OyMaXHOM HOCHUTEJE).
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KOJIMYECTBO

[Tpunoxenue N 1

K [Iopsaky Ha3HaueHus
JIEKAPCTBEHHBIX MPEIAPaATOB,
YTBEPKICHHOMY IPUKA30M
MuHuncTepcTBa 31[paBOOXpaHEHUs
Poccniickoit enepanuu

oT 24 Hos16ps 2021 r. N 1094u

HAPKOTUYECKUX CPEACTB UITN NCUXOTPOINHbIX BELLUECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OQHOM PELENTE

N MexayHapoaHOE HETATEHTOBAHHOE @dopMa BBIITyCKa U Konunuectso
/Tl | HauMEHOBaHHE HAPKOTHUECKOTO U JIO3UPOBKA
TICUXOTPOITHOTO JIEKAPCTBEHHOTO
npernapara
1. Bbynpenopdun + Hanokcon TabneTku 60 TabneTok
cyonuureanehbie 0,2 | (yrmakoBka, KpaTHas
mr + 0,2 Mr N 20)
2. Bbynpenopdun PacrtBop s 30 ammyn
uHbeKIuH, 0,3 Mr/mi 1 | (Inpuu-TIOOMKOB)
MIT
3. Bbynpenopdun TpancnepManbHbIi
IJIaCTHIPh
35 mkr/gac 20 nacteipeit
52,5 mMxr/4ac 10 numacteipen
70 MKr/4ac 5 nnacteipeit
4. Mopdun PactBop miis
WHBEKIIHMI, pACTBOP IS 20 ammyn
MOJIKOYKHOTO BBEJIeHU | (IIMPHUI-TIOOUKOB)
10 mr/mm 1 Mo
S. Konenn + Mopdun + Hockanun + PactBop miis
[TanaBepun + TeOanu MOJIKOYKHOTO BBEJICHUS
0,72 +575+2,7 + 20 aMmviI
0,36 + 0,05 mr/mi 1 mi y
1,44+ 115+54 +
0,72 + 0,1 mr/mi 1 mn
6. Tpumenepunux Tabnerku 25 mr 50 TabneTok

HafexXXHaa nNpaBoBad noaAepXXkKa
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7. Tpumenepuana PacTtBop miid nabEKIUI 20 amnyn
10 /s 1w (IWTpHI-TIOOUKOB)
20 mr/mut 1 mo pHl
8. Mopdun Tabnerku (Karcybl) 180 Tabnerox
MIPOJIOHTUPOBAHHOTO (xaricym)
NerCTBUS 60 Tabierox
10 mr (karicym)
30 mr 40 Tabnerox
60 Mr (karicy)
100 mr 20 TabneTox
200 mr (xamcymn)
20 TabneTok
(karicym)
9. Mopdun Tabnerku
5Mmr 100 Tabnerok
10 mr 100 Tabnerok
10. Mopdun Kannu nns npuema
BHYTpb 20 Mr/mi 20 mu 4 dnaxona
11. Mopdun PactBop miis npuema
BHYTPb (MOHO/103bI)
2 Mr/ma 5 M 100 ammyn /3
6 Mr/mi 5 mi 80 ammyi 11/
20 mr/mn 5 M 30 ammyn /3
12. OxkcukonoH + HamokcoHn Tabnerkn
MIPOJIOHTUPOBAHHOTO
JEUCTBUSA
Swmr+2,5wMr 100 TabaeTok
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. | IlpormonmndeHnmITOKCHITIIIUIepH | TaOlleTKy 3alIeYHbIe 50 TaGnerok
ITUH 20 Mr
14. deHTaHuI [InacTeipp
12,5 mkr/gac 20 macTeipeit
25 mxkr/4ac 20 mnacTeipen
50 Mkr/4ac 10 nuacteipen
75 MKr/4ac 10 mnacTeipeit
100 Mkr/4ac 10 nutacteipeit
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

[okymeHT npepocTasneH KoHcynbTaHTI0C

[aTta coxpaHeHus: 15.03.2022

peuenTyp...
15. deHTaHuI Crpeil Ha3aIbHBIN
®naxon 50 MKr/m03a
2,0 mut (10 mo3) 24 ¢naxona
3,2 M (20 mo3) 12 ¢phnakoHOB
5,0 mi (40 103) 6 bmakoHOB
®nakon 100 MKkr/mo3a
2,0 ma (10 mo3) 12 ¢hnakoHOB
3,2 mut (20 o3) 6 bmakoHOB
5,0 M (40 mo3) 3 ¢urakona
diaxoH 200 MKr/mo3a
2,0 ma (10 mo3) 12 ¢hnakoHOB
3,2 mut (20 o3) 6 bmakoHOB
5,0 M (40 mo3) 3 ¢urakona
[Tpunoxenne N 2
K [lopsaky Ha3HaueHus
JIEKapCTBEHHBIX MPENapaToB,
YTBEPKICHHOMY IPUKA30M
MuHuCTepCcTBa 3paBOOXPaHEHHS
Poccniickoit ®enepanuun
ot 24 Hos6ps 2021 r. N 1094u
CnpaBoyHO
PEKOMEHOOBAHHbBIE K UCIMOJIb3OBAHUIO COKPALLEHUA
NP O®OPMJIEHUU PELIENTOB
N | Coxkpamienue [TonHoe Hanucanue [TepeBon
/T
1. aa ana 10, IIOPOBHY
2. ac., acid. acidum KHCIIOTa
3. aer. aerozolum a’po30J1b
4. amp. ampulla amImyna

www.consultant.ru
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM AokymeHT npeaoctasnen KocyneTaHTrinioc

[aTta coxpaHeHus: 15.03.2022

peuenTyp...
5. ag. aqua BOJIA
6. aq. purif. aqua purificata BOJIa OUHIIICHHAS
7. but. butyrum Maciio (TBepoe)
8. caps. capsula KarcyJsa
9. comp., cps compositus (a, um) CIIOKHBIH
10. D. Da (Detur, Dentur) Beinaii (ITycts Beimano, Ilycts
OyJIeT BbIIaHO)
11. D.S. Da, Signa Detur, Signetur Beinait, obosnads Ilycts Oyner
BbI1aHO, O003HAYEHO
12. D.t.d. Da (Dentur) tales doses Brinait (Tlycts OynyT soinans)
TaKHu€ JO3bI
13. dil. dilutus pa3BeCHHBIN
14. | Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YacTh
15. emuls. emulsio OIMYJIBCHS
16. extr. extractum 9KCTPAKT, BBITSKKA
17. in enem. in enemas B MHUKPOKJIH3MaXx
18. F. Fiat (fiant) [TycTs 0Opazyercs (00pazyroTcs)
19. gran. granulum TpaHyJIbl
20. ot., gtt gutta, guttae Karuis, Kari
21. gtt. peror. guttae peroralis KaIUTH JJ1s TIpUeMa BHYTPb
22. inf. infusum HACTOM
23. in amp. in ampullis B aMITyJIax
24. in tab. in tab(u)lettis B TabJeTKax
B Ta0JIETKaXx C
25. | in tab. prolong. in tab(u)lettis prolongatis MPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM
B Ta0JIETKaXx C
26 in tab. prolong, in tab(u)lettis prolongatis MPOJIOHTUPOBAHHBIM
' obd. obductis BBICBOOOXICHHEM, TOKPBITHIX
000JI09KOi
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

peLenTyp...
27. in tubul. in tubulis B TIOOMKax

28. lin. linimentum JIMHAUMEHT

29. lig. liquor JKUIKOCTh

30. lot. lotion JIOCHOH

31. m. pil. massa pilularum IUTIOJbHAS Macca

32. | membr. bucc.

membranulae buccales

IIJICHKHU 3alllCYHbIC

Cwmernrai

33. M. Misce, Misceatur (ITycrb Gy et cvemano)
34. mixt. mixtura MUKCTYypa

35. N. numero YUCIIOM

36. ol. oleum Maciio (KUIKOE)

37. past. pasta nacra

38. pil. pilula, pilulae IIAITEOJIS, TTHITFOJIH
39. p. aeq. partes aequales paBHBIE YAaCTH

40. | ppt., praec. praecipitatus OCaXICHHBIN

41. pulv. pulvis MOPOIIOK

42. q S quantum satis CKOJIBKO HOTp;:;’:TCH, CKOJIBKO
43. r., rad. radix KOpEHb

44, Rp. Recipe Bo3bmu

.| Rep Repete, Repetatur Hostopn (Tyers Oyaer
46. rhiz. rhizoma KOPHEBHUIIIE

47. S. Signa, Signetur 0603}2216‘21({1;[3;;’)6WGT
48. sem. semen cems

49, simpl. simplex MIPOCTOM

50. sir. sirupus CHPOII
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

pewenTyp...

51. sol. solutio pacTBop

52. spr. spray cpei

53. spr. nas. spray nasale crpel Ha3aabHBINA

54, supp. suppositorium CBeYa, CYIIO3UTOPUIt

55. susp. suspensio CyCIICH3HsI, B3BECh

56. tab. tab(u)letta TabaeTKa

57. t-ra, tinct. tinctura HacTOKa

58. tubulis tubulis TIOOUKH

59, STT Systema Therapeutica TpancaepmanbHas
Transcutanea TepaneBruueckas Cucrema

60. ung. unguentum Ma3b

61. vitr. vitrurn CKJISTHKA

[Tpunoxenne N 2

K IIpuKazy MUHHCTEpCTBA 3/]paBOOXPaHEHUs
Poccuiickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094n

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

MI/IHI/ICTepCTBO 3ApPaBOOXPAHCHUS

Poccuiickoit ®enepann

Haumenosanue (rramin)
MEAULIMHCKOW OpraHu3alun

HaumenoBanue (1ram)

Kox ¢opmer mo OKY /1
Kon yupexnenns no OKIIO

MenuiuHcKas JOKyMEeHTaus

®opma N 107-1/y

YTBepkaeHa NpUKa3oM
MuHucTepcTBa 3[paBoOXpaHEHUS
Poccuiickoit denepanun

ot 24 Hos16ps 2021 1. N 1094n

HHAUBUAYAJTBbHOI'O NPECANIPUHUMATEIIA
(Ykasatb azpec, HOMEp U JIaTy JIUICH3UH,
HaMMEHOBAHHE OpPTaHa rocy1apCTBEHHOU
BJIaCTH, BBIAABIICTO JII/II_[eH3I/IIO)
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C

[aTta coxpaHeHus: 15.03.2022

PELIEIIT
(B3pOCTBIN, IETCKUI - HY’KHOE MOTYEPKHYTH)
" 20 T

CDaMI/IJ'H/IH, nHUOuaJibl UMCHHU U OTUYECTBA (HOCJ’IC,I[HGG - Ipu HaJ'II/I‘{I/II/I)
nanmucHTa

Jara poxnenus

damuiis, THAIIAIBI UMEHU M 0TYeCTBa (TIOCTICIHEE - PU HATWIHH )
neydarero Bpada (denpamepa, akymepKku)

pyO.|kom.| Rp.

[Tonnucs M.IIL.
U 1eyaTh Jieyallero Bpaya
(monmuck Qenpamiepa, aKymepku)

PeuenTt melicTBUTeJieH B TeueHue 60 mHer, mo 1 rToma (

(HyXHOE MNOOYEPKHYTH)

KOJIMUECTBO IHEN)

O6opoTHas CTOpoHa

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 110 pelieHHIo BpadyeOHOM
KOMHCCHH
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"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM AokymeHT npeaoctasnen KocyneTaHTrinioc

[aTta coxpaHeHus: 15.03.2022

peuenTyp...
IIpurorosun IIposepui Otnycrun
O®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/Y-88
MUHHCTEPCTBO 3/IpaBOOXPaHEHUS Kox dopmer mo OKVY /[ 3108805
Poccuiickoit ®enepanun MenunuHcKas JOKyMEHTALM

®opma N 148-1/y-88
YTBepxkacHa NPUKa30M
MuHucTepceTBa 34paBoOXpaHEHUS
Poccuiickoit ®enepanun

ot 24 Hos0ps 2021 r. N 1094u

Haumenosanue (1rami)
MEIULMHCKONW OpraHu3aliu

HaunmenoBanue (mramir)
WHIUBUAYATBHOTO TIPEIITPHHUMATEIS
(Ykasare azpec, HOMEp U JIaTy JIUICH3UH,
HAaUMEHOBAHKE OpraHa rocyAapCTBEHHOM
BJIACTH, BBIIABIICTO JIMIICH3HUIO)

e | | ][] v L L L

PELIEIIT "o 20 1.
(mara odopmiteHUSI-pererTa)

(B3pOCTBId, IETCKUM - HY’KHOE MOTYEPKHYTH)

q)aMI/IJ'II/ISI, HMHHUIUAJIblI UMCHHU U OTUYCCTBA (HOCJ'ICI[HCC - IIpA HaJ'II/I‘-II/II/I)
nanueHTa

Jlata poxxneHust

Anpec MecTa JKHTENbCTBAa WiM N MEIUIIMHCKOW KapThl amMOyJaTOPHOTO TIAllMeHTa,
MOJTYYArOLIErO MEIUIIUHCKYIO IIOMOLIb B aMOyJIaTOpHBIX YCIOBUAX

damunus, THUIMAIBI UMEHU U 0T4YecTBa (TIOCeIHee - IPU HATUYHH)
Jevaiero Bpava (¢enpaiiepa, aKymepku)

Py6. Kor. Rp:
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

[Toanuce u neyarts jeqaiero Bpada M.IL
(monmuck Qenpamepa, aKymepkn)

Pentenrt geiicrButeneH B teuenue 15 qHen

O6opoTHas cTOpoHa

OTMeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOTO
rpernaparta 1o peueHuo BpauyeOHon
KOMUCCHUH

IIpurorosun IIposepui Ornycrun

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

MHUHUCTEPCTBO 3APABOOXPAHECHUS YTBEPXJEHA
Poccutickoit ®enepanun MECTO  npukazom Munucrepcrsa
JJ1A 3ApaBOOXPAHECHUS

IOTPUXK  Poccuiickoit ®enepanuu
OHA <*> ot 24 Hos16ps 2021 1. N
1094n

HIramo
Kon

M€,ZII/II.[I/IHCKOI>1 oprannu3aliuin
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[ata ¢

[okymeHT npepocTasneH KoHcynbTaHTI0C

oxpaHeHus: 15.03.2022

Iramm
Kon

HUHAUNBHUAYAJIBHOTO IT

PEATIPUHUMATEIIA

Kox ¢hopmer mo OKY /1 3108805

®dopma N 148-1/y-04()

Kon Kon Hcrounnk pUHAHCHPOBAHUS:
KaTeTOpUM | HO30J0TUYECKON (moaYepKHYTH)
rpakaad | ¢opmsl (mo MKB) %0 OILIaThL:
1. ®denepasbHBIN OO KET (MOa4epKHYTH)
2. Bromxet cyonekta Poccuiickoit
®deneparuu
3. MyHununaabHeIi O KET
1. becnimatHo
2.50%
3. unout %
PELEIIT Cepus N Hata opopmnenus: 20 T

q)aMI/IJ'II/IH, HMHUIHaJIbl UMCHHU M OTYCCTBA (HOCJ’IGI[HCC - Ipu
HaJ'II/ILII/II/I) nmannucHTa

[ara poxaenus

CHMJIC

N mnosmmca

CTpaxoOBaHUS:

00s13aTEIBHOTO
MEIULIMHCKOTO

HOMep MGHHHHHCKOﬁ KapThl MalMCHTA, MOJYy4Yaromero MEANIMUHCKYO ITOMOIIb B aM6y.]'IaTOpHI)IX

YCIIOBUSIX

damuns, THUIMATBI UMEHU U 0T4YeCTBa (TIOCTIeIHEee - TPU HATUYHH )
neyarero Bpada (dhenpamepa, akyuepKn)

Py6.

Kor.

R e
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

Dt e

ST [ - SRR

HOI[HI/ICB M I1CYaTh JIeHalero Bpavda

M.IL
(moamuck Qenpamepa, aKyepKkn)

Peuent neticrBurenen B TeueHue 15 aueit, 30 gueit, 90 nHel (Hy)KHOE TTOTYEPKHYTH)

OTny1eHo o peuenty: ToproBoe HaMMEHOBAHUE U TIO3UPOBKA:
Hara oriycka: " " 20 1. Konnuectso:
[TpuroroBuit: [Tpoepuit: OtnycTut:

Kopemok penentypHoro 6ianka Crioco6 mpuMeHeHUS:

HayMeHOBAHIE [TponoKUTENBHOCTD THen

JICKApCTBCHHOT'O IIperiapara:

Jlo3upoBka: KonnuecTBo npueMoB B J1€Hb: pa3

Ha 1 npuem: en.

<*> B ciy4ae M3rOTOBJIEHUS PEIENTYPHOTO OJIaHKA C MCTIOJIB30BAHNEM KOMIBIOTEPHBIX
TEXHOJIOTHUM.

O6opoTHas CTOpoHa

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 110 pelieHHIo BpadyeOHOM
KOMHCCHH
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM AokymeHT npeaoctasnen KocyneTaHTrinioc

[aTta coxpaHeHus: 15.03.2022

peuenTyp...
[IpuroToBun [IpoBepun Otnyctui
[Ipunoxenne N 3
K IIpUKa3y MUHHCTEPCTBA 3/paBOOXPaHEHUS
Poccniickoit ®enepanuun
oT 24 Hos16ps 2021 r. N 1094H
NMNOPAAOOK
OPOPMIIEHUA PELENTYPHbLIX BJIAHKOB HA JIEKAPCTBEHHbIE MNMPEMNAPATbDI,
MUX YYETA U XPAHEHUA

I. OcbhopmneHue peuenta Ha GyMmaXXHOM HocuTene

1. Ha penentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepxHEM
YIIy TPOCTaBISIETCS INTAaMIT MEAWIIMHCKOW OpTraHW3allii C yKa3aHWEeM €€ HAaUMEHOBAaHHA, ajapeca
TenedoHa ¢ 1aTOW BBIMUCKHU (J1aTOM 0(hOpMIIEHHS ) pelieniTa Ha JIEKapCTBEHHBIN Ipenapar.

HononuurensHo Ha penentypHoMm Omanke ¢opmer N 148-1/y-04(;1) mpocTaBisieTcss Kon
MEIUIHUHCKOM OpraHu3ali B COOTBETCTBUU C (OCHOBHBIM T'OCYJAapCTBEHHBIM PErUCTPALIMOHHBIM
Homepom (nanee - OI'PH).

Cepusi penentypHoro Omnanka (opmbl N 148-1/y-04(x) BkimrouaeT koj cyObekTa Poccuiickoii
denepanun, COOTBETCTBYIOMIHMI MBYM mepBbIM mudppam OOmEepoccuiickoro kiaccudukaTopa 00HEKTOB
aJIMUHUCTPaTUBHO-TEppUTOpUAIbHOTO Jlenenus (nanee - OKATO).

Pa3zpemaercs nzroraBnuBath penentypabie 6ganku Gopmbel N 107-1/y u popmber N 148-1/y-04(:1) ¢
MIOMOIIIbIO KOMITBIOTEPHBIX TEXHOJIOTUH.

Peuentypusie Onanku Gopmer  Gopmbr N 148-1/y-88 wW3roTaBImMBarOTCS HUCKIIOYUTEIHHO
TUNOTPaCKUM CIIOCOOOM.

2. Ha penentypHsix OnaHkaX, O(OPMISEMBIX HHIWBUIYAIbHBIMA MpPEANPUHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0 HAa MEIUIMHCKYIO JIeATeNIbHOCTh, B BEPXHEM JIEBOM YIUIy THIOrpadCKUM
crocoboM WM TMyTeM MPOCTaBI€HMs ITaMIla JODKeH ObITh YKa3aH aJpec HWHAUBUAYAJIbHOTO
NpeANpUHUMATENss, HOMEpP M Jara JIMLIEH3UM, HAauMEHOBAaHUE OpraHa TIOCYyAapCTBEHHOW BIIACTH,
BBIJJaBIIETO JTULEH3HIO.

3. Penentypusie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3anonssroTcs
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

MEAUIIMHCKUM paOOTHUKOM YEepPHIJIAMHU WM MIAPUKOBON PYyUKOH.

4. Nlommyckaetcsi ohopMIIeHUE BCEX PEKBU3UTOB (3a UCKIIOYeHHEeM pekBu3uTa "lloanuck nevariero
Bpava (moanuck (enpamepa, akymepku') penentypHsix 6gankoB ¢opmbl hopmer N 107-1/y, dopmer N
148-1/y-88 u popmbr N 148-1/y-04(:1) ¢ HCrOIB30BaHUEM TEYATAIOIINX YCTPOHCTB.

5. Odopmnenune penentypHsix OmankoB ¢opmbl N 148-1/y-04(;1) Brimrodaer 1uudpoBoe
KOJMpPOBaHUE.

[{udpoBoe KoaMpOBaHKE YKA3aHHBIX PELIEITYPHBIX OJIAaHKOB BKJIIOYAET:

1) xog memuuumHckou opranuzammu (OI'PH) wnam kon WHAMBUAYaTbHOTO MNPEANPUHUMATENS B
COOTBETCTBUM ¢ OCHOBHBIM TI'OCYJapCTBEHHBIM DPETUCTPALMOHHBIM HOMEPOM HHIUBUAYaIbHOIO
npennpuHumarens (nanee - OI'PHUIL), npocraBnsieMslii Ipy U3rOTOBJIEHUHU PELENTYPHBIX OJIAHKOB;

2) KOJ KaTeropuH TIpaxJIaH, UMEIOIIUMX IPaBO Ha IOIy4YE€HUE JICKapCTBEHHbIX IPEnapaToB B
COOTBETCTBHUHM cO cTaThell 6.1 PenepanbHoro 3akoHa ot 17 uronsg 1999 r. N 178-®d3 "O rocyaapcTBeHHOM
couuaigbHO momomu" <1>, u KoJ Ho30J0rH4YecKor (opmbl Mo MexayHapOIHOW CTaTUCTUYECKOU
Kkjaccupukanun Oosie3HEW M mpodieM, CBA3aHHBIX co 310poBbeM (10-ii mepecmotp) (nanee - MKD),
3aI10JIHSAEMBbIE JICYALIUM BPayoM IMYTEM 3aHECEHUs KaKIAOM LU(PbI B MyCThle SYEHKH, MPU 3TOM TOYKa
IIPOCTABJISIETCS B OTJEIIBHOM STYEHKE;

<1> Co0Opanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

3) ormetrky 00 wucrouHMKe (QuHaHCHpoBaHMA ((enepanbHbiii Oromxer [1], OwmkeT cyObekTa
Poccuiickoit @enepanuu [2], MyHUITUNATBHBINA OO/KET [3]) ¥ MpoIeHTEe OrIaThl perenta (O0ecriaTHO
[11, 50% [2], unoii % [3]);

4) WTPUX-KOJ - JOIOJIHUTEIbHBIA PEKBU3UT (B Cily4ae WM3TOTOBIEHUS HA TEPPUTOPUM CyObEKTa
Poccuiickoii @enepaniuu perenTypHoro 6JaHKa ¢ UCIOIb30BaHUEM KOMIBIOTEPHBIX TEXHOJIOTHI).

6. B penentypubix Oimankax gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B rpade "Damunms,
WHUIMANBl UMEHM W oOT4yecTBa (MOCIEAHee - TpH HaJWMdWMu) ManueHTta" ykKasblBaloTcs (amumus,
WHUITUATBI IMCHH U 0TYeCTBa (ITOCIIEAHEE - IPH HAJTMYWH ) ITAIIHCHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n1) B rpade "[ara
pOKIIeHHs" yKa3bIBACTCS 1aTa POKICHUS MaIMeHTa (YU CII0, MECSII, TON).

JlononHuTeNbHO B penentypHbIx Onankax ¢gopmel N 148-1/y-88 u popmer N 107-1/y nnsa nereit B
Bo3pacte 70 1 rona B rpade "JlaTta poxkaeHus" yKa3bIBae€TCsl KOJTUYECTBO IMOTHBIX MECAIICB.

8. B peuentypubix Onankax ¢opmbr N 148-1/y-04(;1) B rpadax "CHMIIC" m "N mnommca
0053aTeTbHOTO MEIUIIMHCKOTO CTpaxoBaHUA" YKa3bIBAIOTCS CTPaxOBOM HOMEP HWHIMBUAYaIbHOIO
TUIEeBoro cyera rpaxaanuHa B [lencuonnom ¢ouae Poccuiickoit @enepanun (CHUIIC) (pu Hammuum)
Y HOMEp ToJKca 0053aTeIbHOTO MEIUIIUHCKOIO CTPaXOBAHUS.
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9. B penentypnbsix O0mankax ¢opmel N 148-1/y-88 B rpade "Anpec Mecra KUTEIbCTBA WJIH HOMEP
MEJIUIUHCKON KapThl MAIMEHTA, MOJIYYarollero MEAUIMHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIOBUSX',
YKa3bIBaeTCSl IOYTOBBIM aJpec MecTa KHUTeNbCcTBa (MecTa mNpeObIBaHHS WM MecTa (aKTUYECKOTO
MPOKUBAHUs) MallMeHTa WJIM HOMEP MEIUIMHCKOM KapThl MAIMEHTA, MOJYYaloIIer0 MEIUIIMHCKYIO
MIOMOIIb B aMOYyJIaTOPHBIX YCIOBUSIX <2>.

<2> [Ipuka3z MunucrepcTBa 3npaBooxpanenus Poccutickoit deneparuu ot 15 nexkadbps 2014 r. N
8341 "OO6 yTBepXkAeHUH YHU(PHUIMPOBAHHBIX (POPM MEIUIIMHCKON TOKYMEHTALMH, HCIOJIb3yeMbIX B
MEIUIIMHCKUX OpPraHU3alUsiX, OKa3bIBAIOIIUX MEIUIIMHCKYIO MOMOIIb B aMOYJIaTOPHBIX YCIOBUAX, H
MOPSAJKOB IO uX 3anojHeHuro" (manee - [lpukaz N 834Hn) (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIMU
Poccutickoit ®eneparuu 20 depans 2015 1., peructpanmonHeii N 36160) ¢ u3MEHEHUSIMH,
BHECEHHBIMHU NpUKa3aMu MuHucTepcTBa 31paBooxpanenus Poccuiickoit @enepanuu ot 9 suBaps 2018 r.
N 2 (3apeructpupoBaH MuHuctepcTBoM rcTuIuu Poccuiickoit ®Penepanuu 4 anpens 2018 r.,
peructpanmonusii N 50614), ot 2 HosOps 2020 r. N 1186H (3apeructpupoBan MHHHCTEPCTBOM
rocturu Poccuiickoit @eneparuu 27 Hosops 2020 r., peructpanuonsbiil N 61121).

VYkasaHue U ajpeca MecTa JKUTEIbCTBA U HOMEpa MEIULMHCKOW KapThl NMALMEHTa, I10Jy4Yarollero
MEIUIUHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, HE SBISETCS OMIMOKOM.

B penentypubix 6mankax ¢popmel N 148-1/y-04(11) B rpade "Homep MeaUIIMHCKOM KapThI MallMeHTa,
MOJIy4YaOIIEro MEAUIIMHCKYIO TIOMOIIb B aMOYyJIaTOPHBIX YCIOBUAX" YKa3bIBAETCS HOMEP MEIUIIMHCKOU
KapThl MaLMEHTAa, MOIyYaloLIero MeAULIUHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBUAX <3>.

<3> I[Ipuka3 N 834H.

10. B rpage "®amunus, MHUIMAIBI MMEHU M OTUECTBA (TIOCJIEHEE - PU HAJTMYUH) JIeHallero Bpaya
(pempamepa, akymepku)" penentypHbeix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04()
YKa3bIBAIOTCS TIOJIHOCTBIO (aMUIIMsI, HHULHMAIBI MMEHH, OT4YecTBa (TOCIEAHee - MpU HAITUYHH)
MEIUIMHCKOTO PaOOTHUKA, HA3HAYHMBIIETO JICKAPCTBEHHBIE MTPerapaThl 1 0(hOPMHUBIIETO PELIENT.

11. B rpade "Rp" peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
YKa3bIBaCTC:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO Mpenapara (MeX/IyHapoAHOE HEMaTeHTOBAHHOE HAUMEHOBAHHE,
rpynmnupoBOYHOC WM XUMHUYCCKOC HAMMCHOBAHWE, TOPIroBOC HaI/IMeHOBaHI/Ie) Ha JIATUHCKOM S3BIKC HJIU
Ha PYCCKOM sI3bIKe, JOpMa BBINTYCKa, TO3UPOBKA, KOJINYECTBO (YKa3bIBACTCS MPOIUCHIO HA PEICTITYPHOM
onmanke Gopmer N 107/y-HIT);

2) cmocod NpUMEHEHHs JIEKapCTBEHHOTO Ipernapara Ha TroCyAapcTBEHHOM si3blke Poccuiickoit
denepan WIM Ha TOCYJIAapCTBEHHOM sA3bike Poccuiickoi denepanvii U TOCYJIapCTBEHHOM SA3BIKE
pecryOIMK U UHBIX sI3bIKax HapoaoB Poccuiickoit deneparyn <4>.
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<4> Yactp | crarbu 15 3akona Poccuiickoit ®@eneparuu ot 25 oktsiops 1991 r. N 1807-1 "O
si3pIKax HapoaoB Poccuiickoit @enepauun" (manee - 3akon N 1807-1). (Begomoctu che3na HapOAHBIX
nenytatoB PCOCP u Bepxosnoro Cosera PCDCP, 1991, N 50, ct. 1740; CoOpaHue 3akOHOAATEIbCTBA
Poccuiickoit ®eneparuu, 1998, N 31, ct. 3804).

Koncynprantllintoc: npumedanue.
Hymepaiust nyHKTOB JjaHa B COOTBETCTBUH C O(DUIIMAIBHBIM TEKCTOM JOKYMEHTA.

13. IIpu oopmiieHnH perenTypHBIX OJAHKOB 3alpENaeTCsl OrPAaHNYNBATHCS OOIMMH YKa3aHUAMH,
Hanpumep, "Baytpennee", "M3BecTHO".

14. Penent, odopmieHHbIi Ha peuentypHom Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), monmuchIBaeTCI MEAUIMHCKAM PAaOOTHUKOM H 3aBEPSIETCS €T0 MeYaThIO.

Penent, opopmiiennslii Ha perentypHoM Onanke ¢popmbel N 148-1/y-88 u dopmer N 148-1/y-04(1),
JOTIOJTHUTEIBHO 3aBEPSETCs MeYaThio MEIUIIMHCKON opranu3anuu "Jls penentos".

Jns penenta, odhopMieHHOro Ha peuentypHom 6manke Gopmsl N 107-1/y, Hanuuue nevatu "J{ns
penenToB" He SBISETCS 003aTEIHHBIM.

15. Ha onnom peuentypHom 6ianke ¢hopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(11) paspenraercs
OCYIIECTBIATH HA3HAYCHHUE TOJHKO OJTHOTO HANMEHOBAHUS JIEKAPCTBEHHOTO TpermapaTa.

Ha omnom penentypHom Onanke ¢opmel N 107-1/y paspemiaercss OCyIIECTBISITh Ha3HAYCHHE
TOJIBKO  OJIHOTO HAWMMEHOBAaHWs JICKAPCTBEHHOTO Tpemnapara, ortHocsmerocs 1o ATX k
aHTHIICUXOTUYECKUM cpeacTBaM (ko NOSA), ankcuonutukam (koa NO5SB), CHOTBOPHBIM U ceTaTUBHBIM
cpenctBam  (kog  NO5C),  antupenpeccantam  (kog  NO6A) u  He  MOUIEKAIIETO
MPEeIMETHO-KOJIMYECTBEHHOMY y4eTy, U 10 TPE€X HaUMEHOBAHUH JIEKApPCTBEHHBIX MPENapaToB - JJIsl HHBIX
JIEKapCTBEHHBIX MIPENapaToB, HE OTHECEHHBIX K BbllIeyka3aHHbIM ATX.

16. McnpaBnienus B periente He JOIMyCKaroTCs.

17. TIpu oopmitennu perentypHbix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) Ha
JIeKapCTBEHHbIE IMperaparhl, Ha3HAYEHHbIE IO PpEHICHUI0 BpadyeOHOW KOMHCCHM, Ha o00opoTe
perenTypHoro 0JaHKa CTAaBUTCS CTeIHaIbHAS OTMETKA (IIITaMIT).

18. Ha penientyprom 6manke ¢opmsl N 148-1/y-04(i1) BHU3Y MMeeTCsl TMHUS OTPBIBA, pa3Aessatomas
pelenTypHbIi OJJaHK U KOPEIIOK.

Kopemok ot penenta, opopmiIeHHOr0 Ha YKa3aHHOM pelEnTypHOM OllaHKe, BBITACTCS MAIUEHTY
(ero 3aKOHHOMY IMIpEICTAaBUTENI0) B aNTEYHOM OpraHU3alMi, Ha KOpEIIKe JeNaeTcsi OTMETKa O
HAaUMEHOBAHHH JIEKAPCTBEHHOTO TIperiapara, J03UpOBKe, KOJIUYECTBE, CIIOCO0E MPUMEHEHUS.

Il. OchopmneHune peuenta B popme 3NEeKTPOHHOro AOKYMEHTa

19. Penenit B popMe 3IEKTPOHHOTO JOKYMEHTA, NOJMHCAHHOTO YCHJIEHHON KBaJTU(HUIIMPOBAHHON
JIEKTPOHHON MOAMUCHIO, (OPMHUPYETCS] MEJUIMHCKUM PaOOTHUKOM, CBEJIEHHS O KOTOPOM BHECEHBI B
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dbenepanbHbBI  pPEruCTp MEIUIMHCKAX pabOTHUKOB <5>, a Takke INpU YCIOBHHM PETUCTPALUU
MEIUIUHCKOW OpraHu3aluu, B KOTOpOil odopmisieTcsi penent, B (GenepaabHOM pPeecTpe MEIUIIMHCKUX
opranmzanuii <6> eAuMHON rocyAapcTBEHHOW MH()OPMAIIMOHHOM CHCTEMBI B cepe 31paBoOXpaHEHUs U
MOJKIIIOYEHUS! TaKOH METUIIMHCKON OpraHu3alyyd K TOCYJapCTBEHHON HMH(OPMAIMOHHOW CHCTEME B
cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit @eneparnun <7>.

<5> Yacte 4 cratbu 91.1 ®DepepanpHoro 3akona N 323-®3 (CoOpanHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<6> Yacte 4 crateu 91.1 ®depepanbHoro 3akoHa N 323-03 (CoOpanue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Cratbu 91 u 91.1 ®enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHogaTenscTBa Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724).

20. IIpu odpopmiennn perenta B GopMe ICKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIC MPENapaThl,
yka3aHHble B nyHKTax 9 u 11 Tlopsaka Ha3HAYeHHs JIEKApPCTBEHHBIX IPENapaToB, yTBEPIKICHHOTO
HACTOSIIUM TPUKA30M, U OTITYCKAEMbIC 32 MOJIHYI0 CTOUMOCTb, 3aIOTHSFOTCS CIICAYIONIUE PEKBU3UTHL:

1) kon cyoOwekta Poccuiickoit ®enepanuu no OKATO, ompegenstomuii rocyaapcTBEHHYIO
nH(OPMALIMOHHYIO CUCTEMY B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit denepannu, B KOTOpon
chopMUpOBaH penent B opMe ANEKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHUE MEAMIIMHCKONW OpraHu3aluu, aapec, Tene@oH uiu GaMuans, THULUAIb UMEHH 1
oTdecTBa (TMOCieAHEe - MPU HAIMYMM) WHAWBUIYAIBHOTO MpEANPUHUMATENS, UMEIOLIETo JIMIEH3HI0 Ha
MEIULUHCKYIO JESITEIbHOCTb, €r0 aJpec;

3) OI'PH ropunuyeckoro numa (MenunuHckoi opranuzanuu) win OI'PHUIl unauBuayaibHOTO
NpEIIPUHUMATEIS;

4) nata ohopmiieHus perenta (yka3bIBaeTCsl YUCII0, MECSIL, TOM);

5) nata OKOHYaHHUs JAeWcTBUA peuenta ((hopMHUpyeTCs TOCYJapCTBEHHOM HH(OpMallMOHHON
cucreMoil B chepe 3apaBooxpaHeHHs cyObekra Poccuiickoit denepaiyi B COOTBETCTBUM CO CPOKaMH
nevictBus perentoB: 15 queit, 30 quen, 60 aueit, 90 nuei, 1o 1 roga);

6) YHUKaIbHBIM HOMEp perenta (popMUpyeTCcs ToCyAapcTBEHHONW WHGOPMAIMOHHON CHCTEMOW B
chepe 3apaBooxpaHeHusi cyobekta Poccuiickoit @Dexepanuu W 00€CTIEUMBAET OJHO3HAYHYIO
uaeHTHPUKAIMIO perenTta B GopMme 31IeKTpoHHOro nokymeHTa B coudetaHuu ¢ OKATO, OI'PH wumm
OI'PHUI);

7) otmetku "cito" (cpouHo) wiu "statim" (HEMeANEeHHO) MPU HEOOXOIWMOCTH CPOYHOTO HIIU
HEMEJIEHHOT0 OTIyCKa JIEKapCTBEHHOI'O IIperapara MnalueHTy;

8) ampec mamnmeHTa (yKa3bIBaeTCsl MOYTOBBIN aJipec MecTa >KUTENbCTBA (MecTa MpeOBIBAHUS WU
MecTa (DaKTUYECKOTO MPOKUBAHUA) C YKa3aHUEM WHJEKCA, HANMEHOBAHUS Kpas, 00J1acTH, pecyOauKH,
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aBTOHOMHOT'O OKpyTa M MHOTO cyOBbekTa Poccuiickoit deneparyy, HaMMEHOBaHHS HACEICHHOTO MYHKTa,
HAaUMEHOBAHMs YIHIBI (IIPOCIEKTa, TEpeyJiKa, Mpoe3na), HoMepa AoMa (C yKa3aHWeM KopIiyca, Hpu
HaJIM4KH ), HOMEPa KBapTUPHI);

9) HOMep SJEKTPOHHOM MEIMLIMHCKOW KapThl MAIlMEHTa B TOCYJApCTBEHHON HMH(OPMAIIMOHHON
cucteme B chepe 3npaBooxpaHeHus cyobekta Poccuiickoit deaepannu;

10) pammunust, uMs, OTIECTBO (ITOCIICTHEE - TP HAJTMYMH) TTAIIMEHTA TTOTHOCTHIO;

11) nmata poxaeHus mnanueHTa (yKa3bIBaeTCs YHCIIO, MeECsI, Toa), Mg jaered a0 1 roxa
JOTIOJTHUTEIBHO YKA3bIBAETCSl KOJTUYECTBO MOJTHBIX MECSIICB;

12) pamunus, MTHUIHATBI UMEHU U OTYeCTBa (MOCIEAHEE - IPU HATHYKHU) METUIIUHCKOTO pabOTHHKA
IIOJIHOCTHIO;

1 3) HanMCHOBAHUC JICKapCTBCHHOI'O npcerapara (MC)KI[YHapOI[HOC HCIIAaTCHTOBAHHOC
HAUMCHOBAHUC, TPYHIIMPOBOYHOC HJIM XHUMHUYCCKOC HAMMCHOBAHUC, TOProBOC HaI/IMeHOBaHI/Ie),
A03UPOBKa, (1)OpMa BBIITYCKA, KOJIUYCCTBO (BC€ MMO3UIHUH YKA3bIBAKOTCA HA PYCCKOM HSLIKG);

14) cnoco0 mpuMeHEHHUs JEKapCTBEHHOI'O Ipernapara Ha IOCyJapCTBEHHOM si3blke Poccuiickoit
@enepan WIM Ha TrOCyJapcTBEHHOM s3blke Poccuiickoir denepanuy U rocyaapCTBEHHOM SI3bIKeE
pecyOJIMK ¥ UHBIX s3bIKax Hapo1oB Poccuiickoit denepammu <8>;

<8> Yactp 1 crareu 15 3akona N 1807-1 (Bemomoctu che3na Hapoausix aemytatoB PCOCP u
BepxoBHoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHoaarenbcTBa Poccuiickoit
Oenepanun, 1998, N 31, ct. 3804).

15) noxkymMeHT, MNOATBEpXKJAIOLIMKA Ha3HAYeHHE JIEKAPCTBEHHOI'O IIpernapaTa IO PEIIEHUI0
BpaueOHOM KOMUCCHN METUIIMHCKON OpraHu3aluy;

16) orMeTka O Ha3HAYEHHUM JIEKAPCTBEHHOI'O IIperapaTa MO PEIIEHUI0 BpaueOHOM KomHccHUU
MEIUIMHCKOW OpraHu3aliM B ClydyasX, YKa3aHHBIX B a0zaie BTopoMm nyHkTa 6 [lopsaka Ha3HadeHus
JIEKapCTBEHHBIX MPENapaToB, YTBEPKICHHOIO HACTOSAIIUM IPUKA30M;

17) orMeTka O cnenuaJbHOM Ha3HAYEHHMM JIEKAPCTBEHHOI'O Ipemnapara (3amoJHAETCs B Clydasx,
yKa3aHHbIX B MyHKTax 15 m 24 Tlopsaka Ha3HaueHUs JIEKApPCTBEHHBIX IPENapaToB, YTBEPKIECHHOTO
HACTOSIIIUM IPUKA30M);

18) oTMeTKa 0 crienuaibHOM Ha3HAYEHHH JIEKAapCTBEHHOIO IMpernapaTa MalueHTy ¢ 3a00JIeBaHUEM,
TpeOYIOIINM ATUTEILHOTO KypCOBOTO JIeUeHHs (3aIloJIHAETCS B CiIydae, ykazaHHoM B myHKTe 23 Tlopsaka
Ha3HAYCHHS JICKAPCTBEHHBIX IMPENapaToB, YTBEP)KIEHHOTO HACTOSIIUM MPUKA30M) C TPOCTaBICHUEM
MEPUOIUYHOCTH OTITYCKAa JIEKAPCTBEHHOIO Mpernapara;

19) npu opopmiiennun perenta B (popme dIEKTPOHHOTO TOKYMEHTA Ha JIEKapCTBEHHBIC TIPeTaparhl,
yKa3zaHHbIE B MOJAMYHKTaXx 2 - 5 mynkrta 9 u nynkrte 11 Ilopsinka HasHaueHUs JEeKapCTBEHHBIX
IIPENapaToB, YTBEPXKIAEHHOIO HACTOALIMM IPUKA30M, Ipa)kJaHaM, MMEIOLIMM IpaBo Ha OecrulaTHOe

www.consultant.ru CtpaHuua 34 u3 47
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=387118&date=15.03.2022&dst=100090&field=134

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM
peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

IMOJIYUCHHUEC JICKAPCTBCHHBIX IIPCIIApaTOB HWJIM IIOJYYCHHUE JICKAPCTBCHHBIX IIp€riapaTtoB CO CKHHKOﬁ,
3allOJIHAOTCA PCKBHU3UTHI, MPCAYCMOTPCHHBIC IMOAINYHKTaAMH 1 - 18 HACTOALICTO IIYHKTA, a TaKXC
CICOAYIOUEC PCKBU3UTHI:

a) KaTeropusi TpaXJaH, HMMEIOIIUMX TMPaBO Ha TMOJYyYEHHE JICKAPCTBEHHBIX IPENapaToB B
COOTBETCTBHUU €O cTatheit 6.1 denepanbHoro 3akoHa ot 17 urong 1999 r. N 178-®3 "O rocyaapcTBEHHOM
COLIMAJILHOM TToMoIn" <9>;

<9> Cobpanue 3akoHomarenscTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

0) ko Ho3os0rH4YecKoi ¢popmbl o MKB;

B) ucTOUHUK (uHaHcupoBanus (1 - ¢enepanpHblil O0KeT, 2 - OOMKET cyObekTa Poccuiickoii
®enepany, 3 - MyHULUIIAIBHBIA OrO/1KET);

r) pa3mep omuiathl (1 - 6ecrnarno, 2 - 50%, 3 - uHOM %);

J1) CTpaxoBOH HOMEp HHIMBHIYaJbHOI'O JIMIIEBOrO cyera rpaxaaHuHa B IleHcmoHHOM ¢oHJe
Poccuiickoit ®enepanuu (npu Hanuuun) (CHUJIIC);

e) HOMCEp IoJiuca 00s13aTEIHLHOTO MCIUIIMHCKOI'O CTPAXOBAaHMUA.

21. Ilpu mpocTaBiieHUH OTMETKH, YKa3aHHOW B moanmyHkTe 16 mynkrta 20 Hactosmero Ilopsaka,
peuent B (opMe SIEKTPOHHOIO JOKYMEHTa MOJIMHUCHIBACTCA YCHJIECHHOM KBaIM(PUIHUPOBAHHOMN
ANIEKTPOHHOW TOJAMNMCHIO TMpejAcenaTenss WIM CceKperaps BpadyeOHONM KOMHUCCUU  METUIIMHCKOM
OpraHM3aliy, NIPU IPOCTABIECHUN OTMETOK, YKa3aHHBIX B noianyHkrax 17 u 18 myHkra 20 HacTosmero
[lopsnka, - yCHJIEHHBIMH KBaIM(PHUIUPOBAHHBIMU 3JIEKTPOHHBIMU MOAMMCSIMH COOTBETCTBYIOIINUX
MEIULUHCKUX PAOOTHUKOB.

22. Tlo TpeOoBaHMIO MAallMEHTAa WJIM €r0 3aKOHHOTO IMpeACTaBUTENS O(OPMIISETCS 3K3EMIUIP
peuenta B (opMe 3JIEKTPOHHOIO JOKYMEHTa Ha OyMaXHOM Hocutene ¢ oTMmerkoil "JlyGmukar
AJIEKTPOHHOTO IOKyMEeHTa".

lll. YyeT peuenTypHbIX 6/1aHKOB (3a UCKITIOYEHUEM peLenTypHbIX
6naHkoB no chopme N 107/y-HIM "CneuunanbHbIK peuenTypHbIN 651aHK")

23. VYwuer peuentypueix OnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rOTABIIMBAEMBIX THUIOrpadCcKUM crocoOoM (manee - pelentypHble OJaHKH, MOJUIeXallue YueTy),
OCYILIECTBISIETCS B )KypHAJIax ydera, IPOHYMEPOBAaHHbIX, MPOLTHYPOBAHHBIX U CKPEIUIEHHBIX MOIHCHIO
PYKOBOJUTENS U TMe4YaTbl0 MEAMIMHCKOW OpraHu3alUd WIM [OANUCHIO  HHJWBUIYaIHLHOTO
IIpeANPUHUMATENS], UMEIOILErO JIUIEH3UI0 HA METULIMHCKYIO AESTEIbHOCTb.

24. Kypuain ydera perentypHbix 61ankoB ¢popmbl N 107-1/y comepxut crnemxyromiue rpadsor:

1) HomMep o nopsAAKY;
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2) B paznene "[Ipuxon":

a) 1aTa perucTpaluu JOKyMEHTa, TOATBEPKIAIOIIEr0 MOCTYIICHUE;

0) HOMep U J1aTa JOKyMEHTa, MOATBEPKIA0IIEro NOCTyIIEHuEe, HAUMEHOBaHUE MTOCTABIIINKA;
B) 00I1I€e KOJIMYECTBO MOCTYIUBIIUX PEIENITYPHBIX OJIAHKOB;

F) (baMI/IJ'II/IH, HHUOHWaJIbl UMCHH U OTUYECTBA (nocnez[Hee - IIpH HaJ'II/I‘lI/II/I) H oAU Ch OTBETCTBEHHOI'O
MCIHUIMHCKOI'O pa6OTHI/IKa, MOJIYUYMBLICTO PCUCIITYPHBIC OJIaHKH OT IIoCTaBIIMKa,

3) B paznene "Pacxon":
a) JlaTa BBIJJAYH PEIECTITYPHBIX OJIAHKOB;
0) KOJIMYECTBO BBIJAHHBIX PEIENTYPHBIX OJaHKOB;

B) (amwius, WMHUIMAIBI MMEHHM W OTYecTBa (MOCIeAHEe - TpPU HAJIUYHH) OTBETCTBEHHOTO
MEAHUIIMHCKOTO pabOTHUKA, MOJTYYUBIIETO PEIENTYPHbIC OIaHKU;

I') IOANKUCH OTBETCTBEHHOI'O MEIULIMHCKOIO paOOTHHKA, ITOJIYYHMBILErO PELIENITYPHbIE OJaHKU;

4) hammiins, MTHULMANIBI KIMEHH U OTYECTBA (IIOCIIEHEE - IPU HAJIMYUH) U HOJIUCh OTBETCTBEHHOT'O
MEAUIIMHCKOT0 pabOTHUKA, BBIJABIIETO pELENTYpPHbIE OJIaHKH;

5) ocTaToK penenTypHbIX OJIaHKOB.

25. Kypnan yuera penentypHbix OnankoB ¢opm N 148-1/y-88 m N 148-1/y-04(1) comepxut
clieAyIoIMe rpadsml:

1) HOMEp 1O TIOPSIIKY;

2) B pazznene "Ilpuxoxn":

a) JlaTa PeruCTPalny JTOKyMEHTA, OITBEPKIAIONIETO MOCTYTICHHE;

6) HOMep M J1aTa JOKYMEHTa, MOATBEPKJAIOIIEro MOCTYIUIEHHE, HANMEHOBaHHUE TIOCTaBILUKA;
B) 00I11ee KOJIMYECTBO MOCTYMUBIIUX PELENTYPHBIX OJIaHKOB;

I') CEpUU U HOMEpA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PEIETITYPHBIX OJIAHKOB TI0 CEPHSIM;

C) (I)aMI/IJ'II/ISI, HHHUIIKAJIbl UMCHH U OTUCCTBA (HOCJ’ICI[HCC - Ipu HaJ'II/I‘{I/II/I) U noAIIMCh OTBETCTBECHHOI'O
MEIHUIIMHCKOI'O pa6OTHI/IKa, MOJIYUMBLICTO PEUCIITYPHBIC OJaHKH OT IIoCTaBOIMKa,

3) B paznene "Pacxon":

a) J1aTa BBIJA4M PELENTYPHBIX OJIAHKOB;
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0) cepur ¥ HOMEpa BbIJAHHBIX PELENTYPHBIX OJaHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJAHKOB;

r) ¢damwinsg, MHMLMANBI MMEHH M OT4ecTBa (IIOCIeIHEee - IpPH HAJIWYMM) OTBETCTBEHHOIO
MEIUIUHCKOTO PaOOTHHUKA, TOJyYUBIIETO PELENTYPHbIC OJIaHKY;

,I[) IOAIINCHh OTBETCTBCHHOI'O MCAUITMHCKOT'O pa60THI/IKa, IMOJIYUYHMBHIECTO PELCIITYPHEBIC 6J'IaHKI/I;

4) hamuiusi, THUIMATBI UIMEHU U OTYECTBA (ITOCIIEAHEE - TPU HAIMYHH) U TIOJIITUCh OTBETCTBEHHOTO
MEAHUIIMHCKOTO pabOTHUKA, BBIJABIIETO PEIENTYpHbIC OJIaHKHU;

5) OCTaTOK penenTypHbIX OJaHKOB.

26. Yuer peuentoB, o(QOpMIEHHBIX B (OpPME 3JIEKTPOHHOIO JIOKYMEHTA, OCYIIECTBIISETCS B
rOCyJapCTBEeHHON WH(POPMAMOHHON cucreMe B cdepe 3ApaBoOXpaHeHHs CcyObekra Poccuiickoit
denepan NOCPEICTBOM BEACHUS €MHOIO PEeecTpa pelenToB, 0OpMIIEHHBIX B (hOpMe 3JIEKTPOHHBIX
AOKYMCHTOB.

IV. XpaHeHue peuenTypHbIX 6N1aHKOB (32 UCKIMHOYEHMEM peLenTypPHbIX
6naHkoB no chopme N 107/y-HINM "CneuunanbHbIK peuenTypHbIN 651aHK")

27. MenuuuHCKHE OpraHU3alluy MOJIY4YaroT HEOOXOAMMBIE PELeNTypHble OlTaHKH, o(hopMIIECHHBIC
TUNOTPAaCKUM CHOCOOOM, 4Yepe3 TEpPUTOPUAIBbHBIE OpraHbl YIPABIEHUS 3ApPABOOXPAaHEHUEM WU
OpraHM3allfy, yMOJHOMOUYEHHBIE Ha 3TO OpraHaMu HCIOJHHUTENBHOW BiIacTu cyOBeKTOB Poccuiickoit
denepanuu.

28. PeuentypHble OMaHKH, MOMAJEXKAIINE YUETy, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAUYEHHBIM
PYKOBOAMTEIEM MEAUIIMHCKOW OpTraHM3alliy, B 3allMpaeMoOM MeTauindeckoM mmkady (ceitde) wumm
METAITUYECKOM SIIHKE.

29. UnauBuayanbHbIA MpeINpUHUMATEIb, UMEIOIIMH JIMIEH3MUI0 Ha MEIULUHCKYIO NeSTEIbHOCTD,
XpaHUT pelenTypHble OJaHKH, MOAJEKAIINE YUETy, B 3allUPaeMOM MeTalndeckoM 1kady (ceide) nmm
METAJIJINYECKOM SIIIHKE.

30. IIpoBepka COCTOSHHSI XpaHEHMs, ydeTa, (PAaKTHYECKOro HaJIWYMsg M pacxoja pPEeLenTypHBIX
OJIaHKOB, MOJUIEKAIIMX Yy4YeTy, OAMH pa3 B KBapTajl OCYIIECTBISETCS KOMHCCHEW, CO3JaHHOW B
MEAULMHCKONW OpraHU3aliHy.

31. Penentypuble OnaHku, odopmiseMble Ha OyMa)kKHOM HOCHUTENE U MOAJEXKAIIUE YYeTy,
BBIJIAIOTCSI MEJIUIIMHCKUM pabOTHHKAM, MMEIOIIUM MpaBo O(GOpMIIEHHS PELENTOB, M0 PACHOPSIKEHUIO
IJIABHOTO Bpaya UJIM €ro 3aMEeCTUTEIS.

HOJIy‘-ICHHBIC PCUCITYPHBIC OlaHKM Ha 6yMa)KHBIX HOCUTCIIAX XPAHATCA MCIAULIMHCKUMU
pa6OTHHKaMH B IOMCHICHHUAX, 06GCHGV-II/IBaI-OIIII/IX X COXpPaHHOCTb.

32. [IporpaMMHO-TEXHUYECKHE CPEJICTBA TOCYJApPCTBEHHBIX WH(GOPMAIMOHHBIX CHUCTEM B cdepe
3IpaBOOXPaHEHUS, MEIUIIMHCKUX WH(DOPMAITMOHHBIX CUCTEM MEAMIIMHCKUX OpPTaHU3aIui 00eCTIeUnBaIOT
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XpaHEHUE 3JEKTPOHHBIX peLenToB, OPOPMICHHBIX B (hOpMe DJIEKTPOHHBIX JOKYMEHTOB B TEUYCHHE
CPOKOB, YCTaHOBJICHHBIX JUIS XPaHEHHUS pelenToB, O(GOPMIICHHBIX Ha COOTBETCTBYIOMIMX (opmax
pelenTypHbIX 0JaHKOB Ha OyMaxxHOM Hocutese <10>.

<10> Tloamynkr 5.2.169 Ilonoxenuss o Munuctepctee (CoOpanue 3akoHOAaTENbCTBA Poccuiickoit
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

[Ipunoxenue N 4

K IpuKa3zy MHUHUCTEPCTBA 3/]paBOOXPAaHEHUS
Poccniickoit ®enepanuun

oT 24 Hos16ps 2021 r. N 1094H

O®OPMA CIIEHIMAJIBHOI'O PELEIITYPHOI'O BJIAHKA N 107/Y-HII

MuHHCTEPCTBO 31paBOOXPaHEHUS Koxn ¢popmer mo OKVY /I
Poccuiickoit deneparuu MenunuHcKas J0KyMeHTauus
®opma N 107/y-HII,
YTBEPIKJICHHAs ITPUKA30M
MuHucTEepCcTBa 3ApaBOOXPAHEHUS
Poccuiickoii denepanuun

oT 24.11.2021 N 1094u

IITaMI MEIUITUHCKON OopraHu3alnu

PELIEIIT

Cepus N

o 20 1.
(maTta BBIMHUCKH perenTa)

(B3pOCTBIN, IETCKUM - HY’KHOE MOTYEPKHYTH)

q)aMI/IJ'II/Iﬂ, HUMs, OTYECTBO (HOCJ’IC,[[HGG - [IpA HaJ'II/IqI/II/I)
nanueHTa

Bo3zpacr

Cepus 1 HOMeD MoJKca 005A3aTeTbHOTO0 METUIIMHCKOTO CTPaXOoBaHUs
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Homep MenMumHCKON KapThl

damuius, UMsl, OTYECTBO (TIOCIETHEE - IPU HAJTMYNN)
neyarero Bpada (henpamepa, akynepku)

TP PT PP PTPPPUPRRUPRPIS

[Toanuck u nuyHas neyaTh Bpaya
(moamuch Qenpamepa, aKymepKa)

M.IL

CDaMI/IJ'H/IH, UM, OTYCCTBO (HOCJ’ICI[HGG - IIpu HaJ'II/ILII/II/I) " NOAIHNCH YIIOJITHOMOYCHHOI'O JInIa
MEIHUITHHCKOM oprannu3aliun

M.IL

OTMeTKa anTeYHon OpraHu3anmuu 00 OTITYCKC

damunus, UMsi, OTYECTBO (TIOCIEIHEE - TP HAJTMUNHN) U MOANHUCH paOOTHUKA alTeYHOU
OpraHu3aluu

M.IL

Cpok neiictBusg peuenta 15 qHei

IIpunoxenue N 5

K MpuKazy MUHHCTEPCTBA 3/]paBOOXPaHEHUs
Poccuiickoit denepanuu

oT 24 Hosi6ps 2021 r. N 1094n

NOPAAOOK
N3roToBJIEHUA, PACMPEOENEHUA, PETUCTPALUNU, YHETA U XPAHEHUA
PELIENTOB, COAEPXALUMUX HABHAYEHUE HAPKOTUYECKUX CPELCTB
UITN NMCUXOTPOINHbIX BELWWECTB

I. MopsaoK usrotoBneHus, pacnpeaeneHns cneymanbHbIX
peuenTypHbIXx 6naHkoB no dopme N 107/y-HI

1. Opranu3anuio U3TOTOBJICHHUS W pacmpeneiieHus perenTypHbix O0sankoB o Gopme N 107/y-HII
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"CrnenuanabHbI penenTypHblid OlaHK" (nmanee - CHenuaabHBId PEeHeNnTypHBIA OJaHK) OCYIIECTBISET
MunuctepcTBo 3apaBooxpaneHus Poccuiickoit @enepaunu (ganee - MUHUCTEPCTBO).

2. CrenmanbHbIE pElEnTypHbIC OJIAHKU SIBJISSFOTCS 3aIMIICHHON IMONMUTrpaduyuecKor MpOayKIUeiH
ypoBHs "B", m3roraBiuBaemMoii Ha Oymare po3oBoro mBera pazmepom 10 cM x 15 cM, ITOJDKHBI UMETH
CepUI0 M HOMEp, a TaKXKe COOTBETCTBOBATh TPeOOBAHMSM, yKa3aHHBIM B IMpHKaze MuHHCTEpCTBA
¢unancoB Poccuiickoit deneparnu ot 29 centsops 2020 r. N 2171 "O6 yrBepkaeHnn TexHUYECKUX
TpeOOBaHUN W YCIIOBUM HM3TOTOBJICHUS 3aIMINEHHONW OT MOJJCIOK MoJaurpagudecko mnpoaykiuu'
(3apeructpupoBan MuHuctepctBoM foctuiuu  Poccuiickori  ®Depeparmu 16 HosiOps 2020 r.,
peructpanronsubii N 60930).

3. B mensix opraHusaiii U3rOTOBJIEHUS M PACHpPEENICHUs CHEIHAbHBIX PELENTYpPHbIX OJIaHKOB
MEIUIMHCKUE OpraHu3alyy, MMEIOUIME IPABO OCYIIECTBIIATh BbIAAYY DPELENTOB HAa HApKOTUYECKHE
CpelncTBa WM IIcMXOTpomnHble BemectBa crnucka [I Ilepednsa m 3aperucrpupoBanHblie B Poccuiickon
@enepan B KauyecTBE JICKAPCTBEHHBIX MPENapaTroB Uil MEIUIMHCKOIO TNpPUMEHEHHus (Jaiee
COOTBETCTBEHHO - MEJIMLMHCKAsg OpraHu3alus, HAPKOTUYECKHHM (IICUXOTPOIHBINA) JIEKapCTBEHHBIN
Ipernapar), COCTaBJISAIOT 3asBKU Ha pelieNTypHble OJaHKH.

4. B cpok 10 1 OKTAOps TEKymIero rojaa 3asBKH MEAWIIMHCKHX OPTaHM3alHMid Ha CHEIHAIbHBIC
pelenTypHble OJIaHKU MPEICTaBISIFOTCS:

1) MCIUIIMHCKUMHU  OpraHu3alusaMi, HaxXOoAAIIUMUCA B BCIACHHUU (1)6I[CpaJII)HI)IX OpraHoB
HUCIIOJIHUTEIbHON BJIaCTHU, - B COOTBCTCTBYIOIIINC Q)enepanLHHe OpTraHbl HUCIIOJIHUTEIbHOMN BJIaCTH,

2) MeAMIMHCKUMHM OpraHu3alusM{, HaXOASIIMMUCS B BeAeHMM CcyObekToB Poccuiickoit
®denepanyy, MEAUIMHCKUMH OpPraHU3alUsIMA MYHHULUNIAIBHON M YaCTHOW CHUCTEM 3/1paBOOXPAHEHUS - B
OpraHbl UCIHOJHUTENbHOM BiacTu cyObekToB Poccuiickoii ®enepanuu B cdepe oxXpaHbl 310pOBBS
rpaxJaH, Ha TEPPUTOPUU KOTOPBIX OHM PACIHOJOXKEHbI (Jaree - OpraHbl HCHOJHHUTENIBbHOM BIacTH
cyonekToB Poccuiickoit deneparun).

5. B 3asBKe MEIUIIMHCKOMN opraHu3allii Ha CIICHUAJIBHBIC PCUCITYPHBIC OJTaHKH YKa3bIBAOTCA
CJICOAYIOIUEC CBCACHUA:

1) cBegeHuss 0 MEAMIIMHCKOW OpraHHW3aIlMM, IMOJAABIIEH 3asBKy Ha CIHEIUAbHBIE pelenTypHbIe
0y1aHKH (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXKICHHUS);

2) KOJTUYECTBO CHEIUAIBHBIX pEHENTYPHBIX OJIAHKOB, HW3PACXOJOBAHHBIX METUIIUHCKOM
opraHu3anuen Ha | sHBapsi IpeAlIeCTBYIOIEro To/1a;

3) KONUYECTBO CIENUATBHBIX PEIENTYPHBIX OJIAHKOB, HEOOXOAMMBIX MEAMIIMHCKOW OpTraHu3aluu
Ha CIIETYIOIIHI TO/I.

3asgBKa MEAMLMHCKOW OpraHu3allMi Ha CIelHaJbHbIe pEleNnTypHble OJaHKU MOJIMUCHIBACTCA
PYKOBOAMTEIEM MEINIMHCKON OpraHu3alry, KOTOPBIM HECET NEPCOHAJIBHYI0 OTBETCTBEHHOCTh 3a
000CHOBAHHOCTB U JIOCTOBEPHOCTh YKa3aHHBIX CBEJICHUH.

6. denepasibHBIE OPraHbl UCIIOJIHUTEIBHON BIIACTH, B BEICHUHM KOTOPBIX HAXOIATCS MEAUIMHCKHE
opranuzanuu (nanee - QenepaibHbIC OPraHbl UCIOJHUTEIBHOW BIIACTH), U OpraHbl MCIOJHUTEIHHOMN
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Biactu cyowekToB Poccuiickoit denmepaniy Ha OCHOBAHHMM 3asBOK MEIUIIMHCKHAX OpraHW3aldid Ha
CHeIMANIbHBIC PEIenTypHble ONaHKU (HOPMHUPYIOT CBOJHBIC 3asSBKH Ha CICIHAIBHBIC PEICITYPHBIE
OJIaHKHU M B CPOK 110 1 mekadpst TeKyIero rojia mpeAacTaBisItOT UX B MUHUCTEPCTRO.

7. B cBOZHOM 3asBKE Ha CIeIMAIbHbIE PELETITYPHbIC OJIaHKK YKa3bIBAIOTCS CIIEIYIOIINE CBEICHHS:

1) cBenenust o enepanbHOM OpraHe UCIOJHUTEIBHON BJIACTH (OpraHe MCHOJHUTEIbHOM BiacTH
cyobekra Poccuiickoit @enepannn), npecTaBUBIIEM CBOJHYIO 3asBKY Ha CIEIHAJbHBIC PELENTYpPHBIE
0J1aHKH (II0JTHOE HAMMEHOBAHUE, aPEC MECTa HAX0XKJICHHS);

2) KOJIMYECTBO CIICIHAIBHBIX PEIECNTYPHBIX OJIAHKOB, pacHpelesIeHHBIX (elepalbHbIM OpraHOM
WCIOJHUTENIBHON BIACTH (OpraHOM HCIOJIHHUTENbHOM Biactu cyOwbekTa Poccuiickoit denepauun) Ha 1
STHBAPSI MPEIIIECTBYIOMIET0 0/1a MKy MEIUIIMHCKUMH OpPTaHU3aIUsIMU;

3) KOJMYECTBO CIELUHUAIBHBIX pELENTYpHBIX OJIAHKOB, HEOOXOIUMBIX (efepalibHOMY OpraHy
WCIIOJIHUTEJIbHON BiacTU (OpraHy HCIOJHUTENIBbHON BiacTu cyobekta Poccuiickoit ®denepanuun) Ha
CIICAYIOLIMNA TOA Ul PacIpeeeHHsI MEXly MEAULIMHCKUMH OpraHU3aLUsIMY;

4) cBemeHUS O TIOABEIOMCTBEHHOW OpraHW3allMH, YMOJHOMOYEHHOH (enepanbHbIM OpraHoM
UCIIOJHUTEJIBHOW BJIaCTU (OpraHOM HCIHOJHUTENbHON BiacTH cyObekra Poccuiickoit denepauun)
OCYIIECTBIATh MOJYYEHHE CIELUAIbHBIX PELENTYpPHBIX OJaHKOB OT MUHHCTEpCTBA, MX XpaHEHHE U
BbIJIauy MEIULMHCKUM OpraHu3anusM (II0JHOEe HauMeHOBaHMe, aapec Mecta HaxoxaeHus, MHH/KIIII,
OKTMO opranuzanuu, GpakTUYECKUH aipec MOCTaBKH).

8. Ha ocHOBaHHMU TOJNy4YEeHHBIX CBOJHBIX 3asBOK Ha CIELUUAIbHBIE PpEUENTypHble OJIaHKU
MUHHCTEPCTBO €KErOJIHO B CPOK N0 15 siHBaps cieayromiero rojga (GoOpMHpPYET U YTBEP)KIAET IUIaH
pacripesieleHus] CHelMaIbHBIX PEeLeNTypHbIX OJIAHKOB, B KOTOPOM OTpa)kaeTcs rojioBas MOTPeOHOCTh
Poccuiickoit ®enepanuu B CHEHUAIbHBIX pPELENTYPHbIX OylaHKax (Jajee - IJIaH pachpeiereHHs
MunucrepcTsa).

9. B nane pacnpeznenenuss MUHHCTEPCTBA YKa3bIBAIOTCS CIAEAYIOLINE CBEICHUS:
1) mOpsIIKOBBIA HOMED 3aIUCH;

2) HauMMeHOBaHUE (enepaJbHOr0 OpraHa HCIOJHUTEIBHON BIACTH (OpraHa MCIOJIHUTEIbHOU
BiIacTu cyowekra Poccuiickoit ®deneparuu), NpenCTaBUBILEIO CBOJHYIO 3asBKY Ha CIEIHaJbHbIE
penenTypHbie OJIaHKH;

3) HE0OX0MMOE KOJMYECTBO CIIEHUANBHBIX PELENTYPHBIX OJaHKOB.

10. HanpapneHue cnenuagbHbIX PELENTYPHBIX OJaHKOB (eiepalbHbIM OpraHaM HUCIIOJHUTEIbHON
BJIACTH, OpraHaM HCIOJHUTENbHOM BiacTH cyObekToB Poccuiickoit denepanuu ocyliecTBIsETCS
MUuHHCTEPCTBOM B KOJIUYECTBE, IPEyCMOTPEHHOM IIJIAHOM pactpezeseHnss Munucrepcrsa.

11. MuHHCTEPCTBOM JOMOJHUTENBHO K KOJIMYECTBY CIEIUAIBHBIX PEIENTYPHbIX OJIaHKOB,
MPEyCMOTPCHHOMY  IIAHOM — pacmpeneieHus MuHUCTepcTBa, (QopMHpyeTcss pe3epBHBIH  3amac
CHEIHMAbHBIX PEHENTypHbIX OJIAHKOB B KoiWuecTBe, He mnpesbimatomeM 150 000 cneruanbHbIX
pelenTypHbIX OJJAaHKOB.
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12. B cinyuyae yBenuyeHus NMOTPEOHOCTH B CHEIMAIBbHBIX PELENTYPHBIX OslaHKax (enepaibHble
OpTraHbl UCTIOJHUTENIBHON BIACTH (OpraHbl HCIIOJHUTEIBHON BIacTH cyobekToB Poccuiickoit denepariyn)
HaIpaBJIIOT B MMHHCTEPCTBO CBOJHBIE 3afBKM Ha JIONOJHUTEIBHOE KOJIMYECTBO CIELUAIBHBIX
pelenTypHbIX OJaHKOB (C OOOCHOBAaHMEM YBEIHUYEHHS HMOTPEOHOCTH B CHEIHAIBHBIX PELENTYpPHBIX
OnaHKax), KOTOpble MpPEeNOCTaBIAOTCS MUHHCTEPCTBOM W3 PE3EPBHOrO 3amaca  CIELUaIbHBIX
pElenTypHBIX OJTaHKOB.

13. ®denepanpHble OpraHbl UCIOIHUTENBHOM BJIACTH (OpraHbl UCIOIHUTENBHOM BJIACTH CyOBEKTOB
Poccuiickoit denepannu) pacrnpenesistoT IOJyYEHHbIE CIIELMAIbHBIE PELENTYpHbIE OJIAHKH MEXKIY
MEIULIMHCKUMHM OpraHU3alUsIMM Ha OCHOBAaHMM IUIAHOB paclpeleseHus, Cc(HOpPMUPOBAaHHBIX B
COOTBETCTBHUHU C 3a1BKaMH MCIUITMHCKUX opraHmauHﬁ Ha CIICHUAJIbHBIC pCUCITYPHBIC OJIaHKH.

Il. Mopspok perncrtpauumn, yyeta u XxpaHeHuUs crneuuanbHbIX
peuenTypHbIX 6raHkoB no copme N 107/y-HI

14. MuHuctepcTBO, HHBIE (QelepanbHble OpraHbl HCIOJHUTENbHONM BIACTU M OpraHbl
WCTIOJTHATENIBHOW BIIACTH CyOBEeKTOB Poccuiickoii @enepaluu OpraHM3yIOT XpaHEHHE CIEIUATBHBIX
pelenTypHbIX OJaHKOB B IOABEJOMCTBEHHBIX OpraHM3alMAX, YHNOJHOMOYEHHBIX OCYIIECTBIIAThH
MOJyYeHHE CHEIMAJIbHBIX PEHeNTYPHBIX ONaHKOB OT MUHHCTEpPCTBA, HMX XpaHEHHWE U BBIIAUy
MEIULMHCKUM OpraHU3alusM (Jlajiee - yIoJIHOMOYEHHAas! OpraHu3anus).

15. B ynosHOMOYEHHOW OpraHu3aluyd U MEIULMHCKON OpraHu3aluu, NOJYy4YUBIIECH cHelUalIbHbIE
pelenTypHble OJaHKH, OpPraHU3yeTCs pPerucTpanus, y4eT W XpaHEHHE CIEeUUAIbHBIX PeLenTypHBIX
OJIaHKOB.

Peructpamusi, y4er W XpaHEHHE pPE3EepPBHOrO 3amaca CHEIHAlbHBIX pPEeLENTypHbIX OJIaHKOB
MuHucTepcTBa OCYyIIECTBISETCS  (peepadbHbIM  TOCYAapCTBEHHBIM  OIO/DKETHBIM  YUpEXKJICHUEM,
HaxXOJsAIIMMCS B BeAeHUM MUHHUCTepcTBa (Jajmee COOTBETCTBEHHO -  PE3EpBHBIM  3arac,
MOJABEIOMCTBEHHOE YUPEIKICHHUE).

16. Pa®OTHHMK, Ha3HA4YeHHBIH MPHUKA30M PYKOBOJAUTENS YHOJIHOMOYEHHOM OpraHu3aluu
(YIOJIHOMOYEHHOW OpraHu3allii, MOABEIOMCTBEHHOIO YUPEKJIEHHUSI) OTBETCTBEHHBIM 3@ PETHUCTpPALMIO,
XpaHeHHe M y4YeT CHEeIMaJbHbIX pElENTypHbIX OJaHKOB (Jajee - OTBETCTBEHHBbIM pabOTHMK), Ha
OCHOBAHHMU JIOBEPEHHOCTH, O(POPMIICHHOM B MOPSIKE, YCTAHOBICHHOM 3aKOHOJIATEIHLCTBOM Poccuiickoi
@enepau  (C  HOANUCBIO  PYKOBOAWTENSI  YNOJIHOMOYEHHON oOpraHu3auuu  (yIOJIHOMOYEHHOU
OpraHM3aliy, IOJIBEJOMCTBEHHOIO YUYpPEXACHMs), TJaBHOro OyxXraiaTepa, 3aBEPEHHBIX KpYTJIOH
neJaThlo), MOJy4aeT CHelHualibHble pelenTypHble OJaHKM U OCYIIECTBISIET BEIEHUE IKypHaja
perucTpalMy U yd4era clelualbHBIX PEeLEeNnTypHBIX OJIaHKOB, K KOTOpoMy mpuoOmaer ¢oTto- u (win)
BUJIeOMATepHalbl, MOATBEpKAaomue (akt oQopMiIeHHs peUenTypHbIX OJaHKOB Ha JoMy (Tpu
HaJTU9HH).

17. XKypHan peructpauud ¥ yyeTa CIHELHaTbHBIX PpELENTypHBIX OJAaHKOB JOJDKEH OBITh
MIPOHYMEPOBaH, IMPOIIHYPOBaH, MMETh Ha IOCJEIHEH CTpaHUIE 3alUCh, COAEPXKAIIYI0 KOJIHYECTBO
CTpaHMIl, MOJHOE HAMMEHOBAHHE YIOJHOMOYEHHOW OpraHuM3auuu (MEIMIIMHCKOM OpraHu3aluy,
MO/IBEIOMCTBEHHOTO  YUPEXJCHUS), a TaKKe CKpPEIJIeH IOJMUChI0 PYKOBOJIUTENSI M IEYaThio
YIOJIHOMOYEHHOW OpraHu3anuy (MeIUIIMHCKON OpraHu3alyu, M0 ABEJOMCTBEHHOT'O YUPEKICHHS).

KypHan peructpauMu U ydera CIEUHUAIbHBIX PELENTYpHbIX OJaHKOB pPE3EpPBHOIO 3amaca
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MuHHCTEepCTBa CKPEIUISETCS TakKe MOMANMKMCHI0 JUPEKTopa (B Clydae €ro OTCYTCTBHS - 3aMECTHTEIS
nupektopa) JlemaprameHTa peryiupoBaHUS OOpalleHHs] JIEKAPCTBEHHBIX CPEACTB M MEIUIMHCKHUX
u3aenui MUHUCTEPCTBA U e4aThi0 MUHKCTEPCTBA.

18. B KypHalie pErucTpalid W Yy4YeTa CICHHATbHBIX PELENTYpPHBIX OJIAHKOB YKAa3bIBAIOTCS
CIEAYIOLIME CBEACHUSA:

1) nopsAKOBBIM HOMED 3aINCH;

2) mpuX0/ CHEUAIBHBIX PELENITYPHBIX OJIaHKOB:

a) PEKBU3UTHI U /1aTa PErUCTPALIUU IPUXOIHOTO IOKYMEHTA;

0) ol1ree KOMTUYECTBO MOCTYMHUBIINUX CIIEIUATBHBIX PEHENTYPHBIX OJaHKOB,;

B) cepHs U HOMEP CIENUATBHOTO PEIEeNTypHOro OJIaHKa,

T') KOJIMYECTBO CIEUAIbHBIX PEHENTYPHBIX OJAHKOB MO KaXKIOW CEpUU;

1) hammiust, ©Msi, 0TIECTBO (ITOCIIEAHEE - TIPU HATMYWH ) U MTOANKUCH OTBETCTBEHHOTO pa0OTHHUKA;
3) pacxo] crienuagbHBIX PelenTypPHBIX OJaHKOB:

a) JlaTa BbIJJauM CHIEIUAIBbHBIX PELENTYPHBIX OJIaHKOB;

0) cepuM ¥ HOMepa BBIJAHHBIX CTHEIMAIBHBIX PELHENTYPHBIX OJAHKOB;

B) KOJIMYCCTBO BbBIJAHHBIX CHCHHUAJIBHBIX PCHCITYPHBIX 0JaHKOB C YKa3aHuemM B CKOOKax
KOJIMYCCTBA CIICHUAIIBHBIX PCUCIITYPHBIX 6J'IaHKOB, BBIJAHHBIX JJIA1 OCI)OpMJIeHI/IH Ha 1OMY;

r) ¢damuius, uMs, OT4ECTBO (IOCIeAHEEe - MpPH HaJIWMYMK) WU MOANUCH JIHIA, OJYYUBIIETO
CreLMalIbHbIE PeLeNTypHbIE OJIaHKY;

1) KOJIMYECTBO CMELMATIBHBIX PELENTYPHBIX OJJAHKOB, 0)OPMIIEHHBIX Ha JIOMY;

e) (amuiaus, uUMs, OTYECTBO (IOCIEeNHEe - MPU HAIWYMK) M TOANUCH JHIA, O(OPMHUBIIETO
CHelHalbHbIe pelenTypHbIe OJaHKU Ha JIOMY;

4) bamunusi, UM, OTYECTBO (TIOCJIEHEE - TPU HAIWYHMH) U MTOAMUCH OTBETCTBEHHOT'O paOOTHHKA,
5) ocTaToK CcrielMaIbHBIX pelenTYPHBIX OJaHKOB.

19. CrnenmanpHblii pelenTypHBIA ONaHK SBISETCS JOKYMEHTOM CTPOroil OTYETHOCTH. 3amac
CHElHabHBIX pEeUeNnTYPHBIX OJIAaHKOB B MEIUIIMHCKON OpraHU3allui JOJIKEH XPaHUTHCS B CHELUATbHBIX
MOMEIICHUsX, cei(ax MM B CIEHUATBbHO N3TOTOBICHHBIX IIKa(haX, OOMTHIX OIMHKOBAHHBIM XKEJIE30M, C
HaJEeKHBIM BHYTPEHHUM WJIM HAaBECHBIM 3aMKOM.

HOMCH_[CHI/ISI, CCI\/'I(I)BI, I_I_IKa(I)BI, B KOTOPBIX XPAHATCA CHCHHUAJIBHBIC PCHCIITYPHBIC 6J'IaHKI/I, JOJIXKHBI
OBITE 3aKpbBITBl HA 3aMKHM H IIOCJIC OKOHYaHHA pa6OTI>I orr€daTraHbl II1€4aTblO ynOHHOMO‘ICHHOﬁ

www.consultant.ru CtpaHuua 43 us 47
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

opranuzanuu (MEAUIMHCKONW OpraHU3aIiK) WK OIUIOMOUPOBAHBI.

20. B MemMIMHCKHX OpraHM3aIMsaX 3anac CHCHHATbHBIX PEIEeNTYPHBIX OJaHKOB HE JOJDKEH
MPEBBILIATH I'0JI0BOM MOTPEOHOCTH.

21. Paspemaercs BbIIAaBaTh MEAWLMHCKOMY paOOTHHMKY, MMEIONIEMY IIpaBO Ha3HAYaThb
HapKOTHYECKUE (IICUXOTPOIHBIE) JIEKAPCTBEHHBIE IIpenaparhl, €AMHOBPEMEHHO He OoJiee JBajlaTH
CIELUANBHBIX PELEeNTYpPHBIX OJIaHKOB.

MGI[I/IHI/IHCKI/IG pa6OTHI/IKI/I, BBIIIMCBIBAKOINUE PCHCIITEI HAa HAPKOTHYCCKUC (HCI/IXOTPOHHBIG)
JICKApCTBCHHBIC IIPCIIapaTbl, HAa OCHOBAHHWU ITPHKAa3a PYKOBOIAUTCIIA MGIII/IIII/IHCKOI;'I oprannu3alyi HECYT
JIMYHYKO OTBCTCTBCHHOCTb 34 COXPAHHOCTb IIOJIYYCHHBIX CIICHUAJIBHBIX PCHCITYPHBIX OJIaHKOB.
CHGIII/IZUII)HI)IG PEUCIITYPHBIC 6HaHKI/I, IMOJTY4YCHHBIC MCAUIIMHCKUM pa6OTHI/IKOM, XpaHATCd 110J 3aMKOM B
ceﬁ(bax, MCTANIMYCCKUX IJ_IKa(baX Wi MCTATNNIMYCCKHUX AIIMKax.

22. B MeOUIIMHCKOW OpraHu3allMi CO3[A€TCs TMOCTOSHHO JCUCTBYIOIIAs KOMHCCHS, KOTOpas He
pexxe 1 pasa kBapran (IO PEIICHUIO PYKOBOAMTENS MEIUIIMHCKON OpraHu3allid BO3MOXKHO Yalle)
OCYIIECTBIISIET MPOBEPKY COCTOSHUS PETHCTPAIMH U yUeTa CIICIUATbHBIX PElENTYPHBIX OJaHKOB, B TOM
quclie MMyTeM CBEPKH 3alucell KypHaia perucTpaliy U ydera CHelUaNbHBIX PelenTYpPHBIX OJIaHKOB, C
(haKTUYECKUM HATTMYHEM CIICIHATBHBIX PEICNITYPHBIX OJIAHKOB, a TAK)XKE TPOBEPKY COCTOSHUS XPAHCHUS
CHEIHAIbHBIX PELENTYPHBIX OJIAHKOB.

[To pesynbpTaTam MpoOBEpPKU B KypHAJIE PETUCTPAIIUU U yUeTa CICIHAIBHBIX PEIENTYPHBIX OJIAHKOB
JIETIAeTCs 3allMCh O pe3yJibTaTax MPOBEACHUS CBEPKU JAHHBIX, 3aKPEIUICHHAs MOAMMUCAMHU BCEX UYJICHOB
KOMUCCHH, HJIA CO3AAETCS CIEIUAIbHbIA aKT IPOBEPKH.

23. @denepanbHble OpraHbl HCIOIHUTEIBHOM BIACTH U OPraHbl UCIIOJHUTEILHON BIIACTH CyOBEKTOB
Poccuiickoit @enepanyiv OCyIIECTBIAIOT KOHTPOJIb 332 OpraHU3allMed PErMCTpalliy, ydyeTa U XpaHEHUs
CIELUANbHBIX pEHENTypHbIX OJAHKOB B  YINOJHOMOYEHHBIX OpraHM3alMsiX ©  METUIMHCKUX
OpraHu3anusx.

24. Bplmaua coenMaigbHBIX pPELENTYypHBIX OJaHKOB M3 PpEe3epBHOrO 3amaca MMHHCTEpPCTBA
(denepanbHBIM OpraHaM MCIIOJHUTEIBHOW BJIACTH W OpraHaM MCIIOJHUTEIBHONW BIIACTH CYOBEKTOB
Poccuiickoit  denepanyu  OCyIIECTBISETCS  OTBETCTBEHHBIM  pPAaOOTHUKOM  I10/IBEJOMCTBEHHOI'O
yUpeXKJIeHUSI Ha OCHOBAHUU pEIICHUs 00 OTIYCKe CHEIUANbHBIX PELENTYpPHBIX OJaHKOB, OOPMIIEHHOTO
B BHJIE MHUCHbMA, MOJIMUCAHHOTO JUPEKTOPOM (B Cllyyae €ro OTCYTCTBHUS - 3aMECTHTEIEM IUPEKTOpa)
JlemaptameHTa peryJupoBaHusl OOpalleHHs] JEeKapCTBEHHBIX CPEACTB U MEAUIMHCKUX H3JEIHH
MuHucrepcTsa.

IIpoBepka neATENBHOCTH MOJBENOMCTBEHHOTO YUPEKICHUS IO PETHCTPALMU, YUETy U XPaHECHHIO
pe3epBHOrO 3amaca OcCyIIecTBiseTcs JlemapTaMeHTOM peryJIUpOBaHHs OOpaIleHHs JIEKapCTBEHHBIX
CPEACTB M MEIMIMHCKUX u3aeauid MwuHucrepctBa 2 pa3a B roa He mnosnHee 20 uyucia mecsua,
CHEAYIOLIErO 33 UCTEKIIUM MOJYTOIUEM.
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[Tpunoxenue N 6

K MpuKa3zy MUHUCTEPCTBA 31paBOOXPAHECHUS
Poccuiickoit @enepanuu

oT 24 Hos10ps 2021 r. N 10941

NMPABUIIA
OPOPMJIEHUA PELENTOB, COOAEPXALUMX HASHAYEHUE HAPKOTUYECKUX
CPEACTB UITN NCUXOTPOINHbIX BEWECTB, B TOM YACJIE B ®OPME
ANEKTPOHHbIX AOKYMEHTOB

I. OcbhopmneHue peuenta Ha GyMmaXHOM HocuTene

1. Ha peuentypubix 6mankax ¢gopmsl N 107/y-HIT B neBoM BepxHEM YTy IPOCTABISIETCS IITaMII
MEIUIMHCKOW OpraHu3aluy C yKa3aHMEM €€ IIOJHOrO HAaWMEHOBaHMs, ajapeca U TeiedoHa c 1aTou
BBIMUCKY (Z1aToi 0(OpMIICHHS) PelLienTa Ha JIEKApCTBEHHBIN Iperapar.

Peuentypubie 6manku ¢dopmbl N 107/y-HII u3roraBnmuBaroTCs HCKIIOUMTEIBHO THUIIOTPadCKuM
crocobom.

2. Ha penentypubix OsnaHkaX, O(OpPMIISEMBIX HHIWBUIYAIbHBIMA IPEIIPUHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0 HAa MEIULMHCKYIO JeATeIbHOCTh, B BEPXHEM JIEBOM YIUNIy THIOIpa@CKUM
CIOCOOOM WJIM TyTeM NPOCTABICHHS IITaMIla JOJDKEH OBITh yKa3aH aapec WHAWBUIYAIbHOTO
NpeAlpUHUMATENs, HOMEpP M Jara JIMLUEH3UM, HAauMEHOBaHUE OpraHa TIOCYyAapCTBEHHOW BIIACTH,
BBIJJaBIIETO JIMLEH3HIO.

3. Peuentypubie Omanku ¢opmel N 107/y-HIT 3amonHstoTcs MEAMUIMHCKUM PaOOTHUKOM
YEpHWIAMH WM HIAPUKOBOU PYYKOM.

4. NonyckaeTcst opopMIIEHHE BCEX PEKBU3MTOB (3a MCKIItOUeHHeM pekBu3uTa "[lonmuck jievariero
Bpaua (moxamuchk (enpamepa, akymepku)") penentypHbix OnankoB ¢opmbl N 107/y-HII ¢
UCII0JIb30BaHUEM TI€YATAIOUINX YCTPOUCTB.

5. B peuentypuom 6nanke popmsl N 107/y-HII B ctpokax "damumnus, ums, oT4ecTBO (IIOCIEIHEE -
py Hau4yuK) nanuenTta” u "Bo3pact” yka3bIBatOTCs MOJTHOCTBIO (haMUIIHSI, UMsl, OTYECTBO (TIOCIIEHEE -
MIPY HAJIMYMHK) TAIIMEeHTa, €r0 BO3PacT (KOJIMYECTBO MOJIHBIX JIET).

JlomycTumo yka3aHHe AaThl POXKJICHHS MMAIEeHTa.
6. B peuentypuom 6nanke ¢popmel N 107/y-HIT:

1) B crpoke "Cepust 1 HOMep Iojuca 005S3aTEILHOTO MEIUIIMHCKOIO CTPaxOBaHUs'" yKa3bIBaeTcs
HOMeEp ToJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPaXOBaHMsI MAallEHTa (MIPH HAJTUYHHN);

2) B crpoke "Homep MeIMLIMHCKON KapThl' yKa3bplBaeTCsd HOMEpP MEIMLIMHCKON KapThbl MAallMEHTa,
MOJIyYaIOIEro MEAMIIMHCKYIO TOMOIb B aMOYJaTOPHBIX YCIOBUSAX, WJIM HUCTOPUM OOJIE3HM MalUEHTa,
BBIIIMCBHIBAEMOI'0 U3 MEIMIIMHCKON OpraHU3allvy;

3) B cTpoke "damunus, UMsi, OTYECTBO (TIOCTIEHEE - TIPU HAIMYWH) JIeyaliero Bpaya (¢enpamepa,
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aKylIepku)" yKa3blBaeTCsl MOJHOCThIO (paMuiusi, UMs, OTYECTBO (TOCiIeIHEee - MPU HAIWYMH) Bpayda
(penpamiepa, aKymiepku), BBIMKACABIIETO PELENT HA HAPKOTUYECKUHN (TICHXOTPOMHBIN) JIEKapCTBEHHBIN
npenapar.

7. B rpade "Rp" penentypnoro 6manka gpopmsr N 107/y-HII yka3siBaetcs:

1) HaMMeHOBaHKE JIEKAPCTBEHHOTO IpernapaTa (MeXIyHapoJAHOe HElaTeHTOBAaHHOEC HAaMMEHOBAHME,
rpynmnupoBOYHOC WM XUMHUYCCKOC HAMMCHOBAHUEC, TOPTOBOC HaI/IMeHOBaHI/Ie) Ha JIAaTUHCKOM A3BIKEC WU
Ha PYCCKOM si3bIKe, (hopMa BBITyCKa, TO3UPOBKA, KOIMYECTBO (YKa3bIBACTCS MPOIMHUCHIO HA PELECITYPHOM
onanke ¢popmbl N 107/y-HIT);

2) crocod NpUMEHEHHs JIEKapCTBEHHOI'O Ipernapara Ha TOCYAAapCTBEHHOM s3blke Poccuiickoii
@enepanuy WIM Ha ToCyAapcTBEHHOM s3bike Poccuiickoit denepauum M rocyaapCTBEHHOM  SI3bIKE
pecnyOaMK ¥ UHBIX s13bIKax HapoaoB Poccuiickoit denepanum <1>.

<1> Yacrtp | crarbu 15 3akona Poccuiickoit ®eneparuu ot 25 oktsiops 1991 r. N 1807-1 "O
a3bplkax HaponoB Poccuiickoit @enepanun” (nanee - 3akon N 1807-1). (BenomocTtu che3na HapoJHBIX
nenytatoB PCOCP u Bepxosunoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. [Ipu odopmieHNN penenTypHBIX OJAHKOB 3alpeniaeTcs OrPAaHUYMBATHCS OOIIUMH YKa3aHUSIMHU,
Hanpumep, "BryTtpennee", "M3BecTHO".

9. Ilpu odopmieHnn namueHty peunentypHoro Oianka ¢opmbel N 107/y-HII Ha HapkoTuueckuit
(ICUXOTPOMNHBIN) JIEKApCTBEHHBIM Mpenapar B paMKaxX OKa3aHUs MEIUWLMHCKON MOMOIIM THpu
OIpeJIeIEeHHOM 3a00JI€BaHNU TaKOH perienT 3aBepseTcs:

1) noanmuceIO U TMYHOM NeYaThio Bpaya MO0 MOANUCKHIO (enpaiiepa (aKymepKu);

2) medaTpl0 MEAMIIMHCKOW OpraHM3alyu, JUOO CTPYKTYpPHOTO TMOJApa3/IeiIeHHs] MEIUIIMHCKOM
opranuzanuu "Jlis penentoB”, KOTopas MPOCTABISIETCS JIUIIOM, YIOJHOMOYEHHBIM PYKOBOJUTETIEM
MEIUIIMHCKONW OpraHu3alluu C yKa3zaHHeM (QaMHuiInu, UMEHH, OoT4ecTBa (MOCIeAHee - MPU HaJIU4uu) U
MIPOCTABJICHUEM €T0 JIMYHOMN TTOJIIUCH.

B cayuasx HeoOxoauMocTu oQoOpMIEHHsS pelenta Ha HApPKOTHYECKUH  (NICHUXOTPOIHBIN)
JIEKapCTBEHHBIM TIpenapar Ha JIOMy B paMKax OKa3aHWs IaUIMaTHBHON MEIUIIMHCKOH TOMOIIH
JIOMyCKAeTCsl MpeIBApUTEIbHOE 3aBEpeHHE pelernTa IITaMIIOM MEAMIMHCKOW OpraHu3alluH, MeYaThio
MEIUIIMHCKOW OpraHu3aluy JUO0 CTPYKTYpHOTO MOpa3/eieHus] MEIUIUHCKON opranuzauuu "Jlns
peuenToB"”, KoTOpas MPOCTABIAETCS JIUIOM, YIOJHOMOUYEHHBIM PYKOBOAUTENIEM MEIUIIMHCKON
OpTaHU3aIly, ¢ YKa3aHueM (aMIiIui, UMEHH, OT4ecTBa (TIOCIIEAHEEe - PU HAJHMYWHU) U TPOCTABICHUEM
ero nuuHOM moxamucu. Ilpu 3TOM B JKypHane perucTpaluud M ydeTra pEeLEenTypHbIX ONaHKOB B
cooTBeTCTBUH C [lopsaKoM permcTpanuu, ydera M XpaHeHHs CIEIHAIBHBIX PEIeNTYPHBIX OJAaHKOB Ha
HapKOTHYECKUE CpEACTBAa WM IICUXOTPONHbBIE BELIECTBA, YTBEP)KICHHBIM HACTOSIIUM MPUKA30M,
JieNlaeTcsl OTMETKa O €ro Bhlgade i OoQOpMIIEHHS Ha JIOMY, a TaKKe€ OTMETKa, YJIOCTOBEpEHHas
MOJNKMChIO Bpaua b0 Qenpamepa (akymepku), opopMmusiiero peuent, o ¢akre ero odopmieHus,
KOTOPBIA MOKET OBITh JOMOTHUTEIBHO MOATBEPKAEH (HOTO- U (M) BUAEOMAaTEepUaIaMH.

www.consultant.ru CtpaHuua 46 us 47
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=387118&date=15.03.2022&dst=100090&field=134

Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[okymeHT npepocTasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.03.2022

B crpoke "OTmeTka anTeyHOM oOpraHm3anuu 00 OTIycKe" CTaBUTCS OTMETKAa alTeuyHOM
opraHuzanu o0 OTHYCKE HAPKOTHYECKOTo (IMICUXOTPOIHOTr0) JICKAPCTBEHHOTO Mpenapara (¢ ykazaHueM
HAaUMEHOBAHMSI, KOJHMYECTBA OTIYIIEHHOTO HAPKOTHYECKOro (ICUXOTPOMHOr0) JIEKAPCTBEHHOTO
mpermapaTa U JaThl €ro OTIYCKa), KOTOpas 3aBEepseTCsl MOJIMUCHI0 PAaOOTHHKA aNTeYHOW OpTraHH3aIliH,
OTITyCTHBIIIETO0 HAPKOTUYECKUM (IICUXOTPOIHBII) JIEKapCTBEHHBIN Mpenapar (C yKkazaHueM ero (pamMuini,
MMEHH, OTYeCTBa (MOCJIEAHEE - MPU HAIMYMM), & TAKXKe KPYIJIONM NeYaThlo anTeYyHOW OpraHu3aluu, B
OTTUCKE KOTOPOU TOJIKHO OBITh UACHTU(DULIIMPOBAHO MOJTHOE HAUMEHOBAHHUE AalITEUHOM OpraHu3aluu.

10. Ha ogaoMm penentypHoMm Omanke ¢opmer N 107/y-HIT pa3penraercss ocymecTBIsITh Ha3HAYCHHE
TOJIBKO OJTHOTO HAMMEHOBAHHMSI JIEKAPCTBEHHOTO Tperapara.

11. McipaBienust B perienTe He JOMYCKAIOTCA.
Il. OchopmneHune peuenta B (popme 3NEeKTPOHHOro AOKYMEHTa

12. Peuent B ¢opMe 3JIEKTPOHHOTO JOKYMEHTA, MOANKUCAHHOTO YCUJIEHHOW KBaIU(UIMPOBAHHON
3JIEKTPOHHON MOAMUCKHIO, (OPMHUPYETCS MEIUIMHCKUM PaOOTHUKOM, CBEJIEHHS O KOTOPOM BHECEHBI B
benepanbHBIE  PETUCTP MEAMIMHCKUAX PaOOTHUKOB <2>, a TaKkKe MPH YCIOBHU PETUCTPAIUH
MEJIMLMHCKONW OpraHu3aluu, B KOTOpoil odopmisiercs peuent, B GerepajbHOM peecTpe METULIMHCKUX
opranuzanuii <3> eIMHON ToCyIapCTBEHHOW MH()OPMAIMOHHOW CHUCTEMBI B cdepe 31paBOOXpaHEHHS H
MNOJKIIOYEHUS! TaKOH MEIUIMHCKON OpraHu3aldid K TIOCyJapCTBEHHOH HMH(OpPMAIMOHHON cHCTEME B
cdepe 3npaBooxpaneHus cyorekta Poccuiickoit denepanmn <4>.

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

<3> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O@3 (CoOpaHme 3aKOHOJATEIHCTBA
Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratpu 91 u 91.1 denepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOAaTENHCTBA Poccuiickoi
®enepaunn, 2011, N 48, ct. 6724).

13. Ilo TpebGoBaHMIO MalMEHTa WJIM €ro 3aKOHHOIO MpEACTaBUTENS O(OPMIISAETCS SK3EMIUIIp
perienita B ¢GoOpMe IIEKTPOHHOTO JOKyMEHTa Ha OyMaXHOM HocHTene ¢ oTMmerkou "JlyOmmkat
AJIEKTPOHHOTO JOKYMEHTA" .
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