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

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

3apeructpupoBano B Munrocte Poccuu 30 Hosi06ps 2021 1. N 66124

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EOQEPALINU

NMPUKA3
oT 24 Hos6psa 2021 r. N 1094H

Ob YTBEPXAOEHWUU NMOPAOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMNTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE NPEMAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, POPM BJIAHKOB
PELIENTOB, COAEPXALUMX HABHAYEHUE HAPKOTUYECKUX CPEACTB
UITN NCUXOTPOINHbIX BELWWECTB, MOPAAKA UX U3ITOTOBJIEHUA,
PACMNPEOENEHUA, PETUCTPALUN, YHETA U XPAHEHWA,
A TAKXE NMPABUIT O®POPMJIEHUA BJTAHKOB PELIEINTOB,
B TOM YUACIE B POPME IJJIEKTPOHHbLIX AOKYMEHTOB

B cootBercTBUU ¢ myHKTOM 16 yacTu 2 ctathu 14 denepanpHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO ocHOBax OXpaHBl 3I0pOBbsi TpaxmaHn B Poccuiickoit ®enepanun" (Cobpanue
3akoHomarenbcTBa Poccuiickont deneparnuu, 2011, N 48, cr. 6724; 2017, N 31, cr. 4791), nyHkTom 2
cratbu 26 @epepanbHoro 3akoHa or 8 sHBapa 1998 r. N 3-®3 "O HapkOTUYECKUX CpPEICTBaX U
ncuxoTponHbix BemiecTBax" (Cobpanue 3akoHonaTenbeTBa Poccuiickoit @enepanun, 1998, N 2, ct. 219;
2017, N 31, ct. 4791), nonmyakramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 [Tonoxxenuss 0 MuHHCTEPCTBE
3npaBooxpaHeHus Poccuiickoit ®Denepauuu, yTBEp>KISHHOro mocTaHoBieHueM [IpaBuTenbcTBa
Poccuiickoit ®deneparuun ot 19 wumrons 2012 r. N 608 (Cobpanue 3akoHomatesbcTBa Poccuiickoi
O®enepamuun, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258),
MIPUKA3bIBAIO:

1. YTBepauTh:
[Topsiiok Ha3HAYEHUS JIEKAPCTBEHHBIX MPENnapaToB COMIACHO MpuiioxeHuto N 1;
(bopMBI perlenTypHBIX OJTaHKOB Ha JIE€KapCTBEHHBIE MPEenapaThl COTJIACHO MpuiiokeHuto N 2;

[Topsimok odopmieHuss perenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE IMpemaparbl, UX YydeTa Hu
XPaHEHMs COTJIacHO MpUIOkKeHuo N 3;

(dbopmbI OJTaHKOB PELIETITOB, COACPKANIMX HA3HAUCHUE HAPKOTHUYECKUX CPEJICTB MM MICHUXOTPOITHBIX
BEILIECTB, COTJIACHO NpHIoKeHUIO N 4;

HOpH}IOK H3TOTOBJICHUA, paClIPCACIICHUA, PETUCTpall, YUCTAa U XpaHCHUA PEUCIITOB, COACPKAIINX
Ha3HaAYCHUEC HAPKOTUYCCKUX CPCACTB WJIN IICUXOTPOITHBIX BCHICCTB COTIACHO MPHUIIOKCHUTO N 5;

[IpaBuna odopmieHUsT peuenToB, COAEPKAIIMX HAa3HAYCHHE HAPKOTUYECKUX CPEICTB WU
MICUXOTPOIHBIX BEMIECTB, B TOM YHCIIE B (hOpME DIIEKTPOHHBIX TOKYMEHTOB COTJIACHO MPUIOKEHHIO N 6.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

2. Ilpu3HaTh yTpaTUBIIUMU CHUITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccutickoit deneparuu ot 1 aBrycra 2012 r. N 541 "O6
yIBep)KIeHUH (POpMBbI OIAHKOB pPELENTOB, COACP)KAIIMX Ha3HAuUCHHE HAPKOTHYECKUX CPEICTB HIIU
MICUXOTPOIHBIX BEIIECTB, MOPSAIKA UX U3TOTOBICHUS, pAaCIpEIeIICHUs, PETUCTPALIUH, YUeTa U XpaHEHus, a
TaKxke mpaBui opopmiieHus" (3apeructpupoBad MunucrepctBoM foctunmuu Poccuiickoit @enepanuu 15
asrycra 2012 r., peructparmonnsiii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 30 utons 2015 r. N 3851 "O
BHECEHUM M3MEHEHUH B NpuKa3 MuHucTepcTBa 3/1paBooxpanenus Poccuiickoit @enepanun oT 1 aBrycra
2012 1. N 54n1 "O06 yrBepxaeHun GopMbl OJIAHKOB PEIENTOB, COACPKAIIUX Ha3HAUYCHUE HAPKOTUYECKUX
CPEICTB WJIU IICUXOTPOIHBIX BEUIECTB, MOPSAIKA UX MU3TOTOBICHHUS, PACIIPE/ICIICHUS, PETUCTPALlUH, yUeTa
U XpaHEHUs, a Takxke MmpaBuil opopmieHusa" (3aperucTpupoBaH MUHUCTEPCTBOM FOCTULIMHU Poccuiickoit
Odenepanun 27 Hosa0ps 2015 r., peructpanronHbiii N 39868);

npuka3 MunucrteperBa 3npaBooxpanenus Poccuiickoit ®enepaunn ot 21 anpens 2016 r. N 254u
"O BHeceHMHU W3MEHEHUHM B npukaz MuHucTepcTBa 3ApaBooxpaHeHust Poccuiickoit @enepaunu ot 20
nexabpst 2012 r. N 11751 "OOG yTBep>KACHHUN NOpPsIKA HAa3HAYCHUS W BBIMMCBIBAHUS JIEKAPCTBEHHBIX
mpermapaToB, a Takke (OpM pelenTtypHbIX OJIaHKOB Ha JIEKapCTBEHHBIE IIperaparhl, IOpsIKa
oopmieHns ykazaHHBIX OJAHKOB, X y4eTa W XpaHeHHs" u npuioxenne N 2 K nmpukazy MUHUCTEPCTBA
3npaBooxpaneHusi Poccuiickoit @enepanuu ot 1 aBrycta 2012 r. N 54n "OO6 yrBepxkaeHUu (GOpMBI
OJIAaHKOB PEIeNTOB, COACPKAIINX Ha3HAuYCHHE HAPKOTUYECKHUX CPEACTB WM TICUXOTPOITHBIX BEHIECTB,
MOpSAKA WX W3TOTOBICHUS, PACHpPEICNICHUs, DPETUCTpAllMU, Y4eTa U XpaHEHHs, a TaKkKe MpaBuil
odopmitenus" (3apeructpupoBan MuHHCTEpCTBOM IocTUIMU Poccuiickoit ®enepanuu 18 wuromnst 2016 1.,
perucrparonsbiii N 42887);

IIYHKT 4 U3MEHEHUH, KOTOPbIE BHOCSTCS B HEKOTOPbIE ITPHKa3bl MUHHUCTEPCTBA 3APaBOOXPAHEHUS U
couranbHOro passutus Poccuiickonn @Penepaumu u MunucrepcTsa 3apaBooxpaHeHus Poccuiickon
@denepanuy 1Mo BoMpocaM oOOpallleHHsl JEKapCTBEHHBIX IPENapaToB, COJAEPXKALIUX HAPKOTHUECKHE
CPEICTBa, INCUXOTPOMHBIE BELIECTBA M MX IPEKYpCOPBbI, M JIEKAPCTBEHHBIX CPEICTB, IOJIEKAIINX
MIPEIMETHO-KOJIMYECTBEHHOMY YyYeTy, YTBEP)KJIEHHBIX INpHUKa3oM MUHUCTEpCTBA 31paBOOXpPaHEHUS
Poccuiickoit ®enepannn ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepanuu 9 suBaps 2018 r., perucrpanuonssiii N 49561);

npuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 11 gexadpst 2019 r. N 10211
"O BHeceHHMH HU3MEHEHUH B mnpuwioxkeHuss N 2 u 4 k npukasy MUHHCTEpCTBA 3paBOOXpPAaHEHUS
Poccuiickoit ®@enepanuu ot 1 aBrycta 2012 r. N 54n "OO0 yrBepkaeHun (opMbl OJaHKOB PELENTOB,
COJIepKalllMX Ha3HAY€HHWE HAPKOTHYECKHX CPEACTB WJIM IICUXOTPONHBIX BELIECTB, MNOpPAIKAa HX
W3TOTOBIICHUSI, pAcCIpe/leIeHus, PerucTpaluy, ydyeTa M XpaHEHWs, a Takxke MpaBuil odopmieHus"
(3apeructpupoBan MunuctepctBoM toctuniuu  Poccmiickoit  ®enepamuun 28  suBaps 2020 r.,
peructpanroHHbsiit N 57293);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit denepanuu ot 8 oktsi6ps 2020 r. N 1076H
"O BHeceHuM u3MeHeHMH B Ilopsnok perucrpainuu, ydyera M XpaHEHMs CHELUAIBHBIX PELENTYpPHBIX
O0JJaHKOB Ha HApPKOTHYECKHE CpEeACTBa WJIM IICUXOTPOIHBIE BEIIECTBA, YTBEP)KIEHHBIA IMPUKA30M
MunucrepctBa 3apaBooxpaHeHus Poccuiickoin ®enepaumn ot 1 asrycta 2012 r. N 54n"
(3apeructpupoBan  MunuctepctBoM roctuiiun  Poccuiickoit  ®epepanmm 13 HOs1Ops 2020 1.,
peructparroHHbiit N 60898);
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"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

npuka3 MunucrepcTsa 3apaBooxpanenust Poccuiickoii @enepannu ot 14 suBaps 2019 r. N 4u1 "O06
YTBEPKACHUM TOpPSIIKA HAa3HAYEHUS JIEKAPCTBEHHBIX IMpenaparoB, (GopM peuenTypHbIX OJaHKOB Ha
JICKapCTBEHHBIC Mpenaparhl, MOpsaka O(GOpMIIECHUS YKa3aHHBIX OJIAaHKOB, WUX y4yeTa M XpaHeHHs"
(3apeructpupoBan MuHucTepcTBOM IocTunmH  Poccmiickoit  ®Depepanun 26 wmapra 2019 1.,
peructpauroHHblid N 54173);

npuka3 MuHucrepcTBa 3apaBooxpanenus Poccuiickoit ®eneparuu ot 11 nexadps 2019 r. N 10221
"O BHeceHUM U3MEHEHUH B Ipuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit @enepauuu ot 14
saBapsa 2019 r. N 4u "OO yTBepKICHHHM TOpsIKa Ha3HAYEHUs JICKAPCTBEHHBIX IpenapaToB, (GopMm
pelenTypHbIX OJaHKOB Ha JEKapCTBEHHBIEC Mpernaparhl, MOopsaka opopMIIEHUS YKa3aHHBIX OJaHKOB, UX
ydera U XpaHeHus" (3aperucTpupoBaH MuHuCTEpCTBOM rOCTHIMU Poccuiickoit denepanun 28 sHBaps
2020 r., peructpaunoHusiii N 57292);

npuka3 MuHUCTEpCTBa 3ApaBooxpaneHus Poccuiickoit denepanuu ot 8 oktsiops 2020 r. N 10751
"O BHECEHMU U3MEHEHHUH B MOPSIIOK Ha3HAYCHUS JICKAPCTBEHHBIX MPENapaToB, YTBEPKACHHBINA MPUKA30M
MunucrepctBa 3apaBooxpaHenusi Poccuiickoit ®enepanun ot 14 suBaps 2019 1. N 4n"
(3apeructpupoBan MwuHucTepcTBOM 1OcTUIMKM Poccuiickoit ®enepauun 22 gexadps 2020 1.,
peructpanroHHbi N 61695);

nyHKT 3.8 MHCTpYKIMU O MOpSAIKE BBHINUCHIBAHHS JIEKAPCTBEHHBIX IPENapaToB M OQOPMIICHHS
peLenToB M TpeOOBaHMN-HAKIAIHBIX, YTBEP)KICHHOH NIpuKa3oM MMHHCTEpCTBAa 3ApaBOOXpPAHEHUS U
cormanbHoro pasButus Poccuiickoit @eneparnym ot 12 ¢espans 2007 r. N 110 "O nopsiake Ha3HAYCHHS
UM BbIINMCHIBAHMSA  JIGKAPCTBEHHBIX  IpENapaToB, H3JENUH  MEIUIMHCKOTO  Ha3HA4YeHUs U
CHELMAIM3UPOBAHHBIX MPOAYKTOB JIEUEOHOr0 MUTaHUA" (3aperucTpUpoBaH MMHHUCTEPCTBOM IOCTULIMU
Poccutickoit ®eneparuu 27 anpens 2007 r., peructpannoHHbiid N 9364);

npuka3 MuHHCTEPCTBA 3paBOOXpaHEHUsI U colMaibHoro pa3sutus Poccuiickoit denepauuu ot 17
masg 2012 r. N 562n "OO ytBepxnenun Ilopsaka oTmycka (U3MYECKUM JIMIAM JIEKAPCTBEHHBIX
[IpenapaToB JUIsl MEIAULUHCKOTO MPUMEHEHUS, COAEpkKAIIUX KPOME MaJIbIX KOJMYECTB HApPKOTUYECKUX
CpeZCTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB ApYyrue GpapMakoJorHyecKue akTUBHbIE BellecTBa"
(3apeructpupoBan  MunucrepctBom toctuniuu  Poccuiickoit  ®enmeparuun 1 wmrons 2012 1.,
peructpaioHHbIi N 24438);

IYHKT 2 U3MEHEHUH, KOTOpPbIE BHOCSTCS B HEKOTOPbIE TPHKa3bl MUHHUCTEPCTBA 3APaBOOXPAHEHUS U
counanbHOoro passutusa Poccuiickoit ®enepaumu, yTBEPKACHHBIX IpUKa3oM MuHucCTEpcTBa
3npaBooxpaHenusi Poccuiickoit ®enepanuu or 10 wmrons 2013 r. N 369H (3apeructpupoBaH
MunucrepctBoM foctunmu Poccuiickoit @eneparuu 15 urons 2013 r., peructpanronssiit N 29064);

npuka3 MunuctepcTBa 3apaBooxpanenust Poccuiickoit ®enepanuu ot 21 aBrycra 2014 r. N 4651
"O BHECEHMM H3MEHEHHMH B MOPAAOK OTHYCKa (U3UYECKHUM JIUIAM JIEKAPCTBEHHBIX IpENnapaToB JUis
MEAUIMHCKOTO TPUMEHEHMsI, COJAEpXKAIIUX KpOME MaJlbIX KOJMYECTB HApPKOTHUYECKUX CPEACTB,
NICUXOTPOITHBIX BELIECTB M HX IMPEKypcopoB Jpyrue ¢apMakoJOTHUYECKHE AaKTHBHBIC BEIIECTBa,
YTBEPKJICHHBIA IMPUKA30M MMHHUCTEpCTBA 3APaBOOXPAHEHHMS M COLMAIBHOrO pasButhsa Poccuiickont
@eneparuu ot 17 mas 2012 r. N 5620" (3apeructpupoBad MunHHcTEpCcTBOM focTULMU Poccuiickoit
Oenepaunu 10 centsops 2014 r., peructpaunonusiii N 34024);

IYHKT | U3MEHEHUH, KOTOPBIE BHOCSTCS B HEKOTOPBIE ITPUKa3bl MUHHUCTEPCTBA 3APAaBOOXPAHEHUS U
conranbHOro paszButus Poccuiickoit @enepannn m MunucrepcrBa 3apaBooxpaHeHus Poccuiickon
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

®denepanun, yTBepKACHHBIX NMpUKazoM MuHucTepcTBa 31paBooxpanenust Poccuiickoit deneparuu ot 10
ceHtsa06ps 2015 r. N 634n (3apeructpupoBan MuHHCTEpCTBOM rOocTUlMU Poccuiickoit ®deaepanmu 30
centsiops 2015 r., perucrpaunonssiii N 39063);

IIYHKT 3 U3MEHEHUH, KOTOPBIE BHOCATCS B HEKOTOPBIE IIPUKa3bl MUHHUCTEPCTBA 3APAaBOOXPAHECHUS U
conrasbHOro paszsutuss Poccuiickoit @Penepaunu u MunucrepcrBa 3apaBooxpaHeHus Poccuiickon
@enepanuu O BOMpocaM OOpaIleHUs JIEKAPCTBEHHBIX IIPENaparoB, COJACPXKALIUX HApKOTHUYECKHE
CPEICTBa, IICUXOTPOIIHbIE BELIECTBA M WX IMPEKYpCOPOB, M JIEKAPCTBEHHBIX CPEACTB, IMOAJIEKALINX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETYy, YTBEP)KIEHHBIX IIPUKa3oM MUHHUCTEpCTBA 31paBOOXpPaHEHUS
Poccuiickoit @enepaunu ot 31 okTs6ps 2017 r. N 882H (3apeructpupoBan MUHUCTEPCTBOM FOCTULIUU
Poccutickoit ®eneparuu 9 suBapst 2018 1., peructpanuonusiii N 49561).

3. Peuentypubie Omanku ¢opmbel N 107/y-HII, m3roroBineHHBbIE 10 IHS BCTYIUIGHHUS B CHILY
HACTOSIIET0 MpHKa3a, MOTYT ObITh HCIIOIB30BaHbl 10 1 Mapta 2023 roaa.

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

Munuctp
M.AMYPAIIKO

[Tpunoxenue N 1

K IpUKa3y MUHHCTEPCTBA 3IpaBOOXPAHEHHUS
Poccuiickoit ®eneparuu

oT 24 Hos16ps 2021 r. N 1094n

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O0owme nonoxeHunn

1. Ha3naueHue JeKapCTBEHHBIX IIpenapaTroB s MEIUIHUHCKOIO TpUMEHEHus (Jnanee -
JIEKapCTBEHHbIE MpenapaTsl) OCYLIECTBISETCS JIeHalluM BpadoM, (espImepoM, akyllepKkoil B ciydae
BO3JIOXKECHUSI HA HUX IIOJIJHOMOYMM JIeHallero Bpaya, NPHU OKA3aHUM MEIULIHMHCKOW IMOMOLIM B
MEIMIMHCKUX OpraHm3anuax <I1>, B IOpsAgKe, YCTaHOBIEHHOM IpuUKa3oM MuHHCTEpCTBa
3/paBOOXpaHEHHs U colpalibHOro pa3Butus Poccuiickoit denepanun ot 23 mapra 2012 r. N 2521 "O0
yTBepkaeHun Ilopsaka BO3MOXeHHMS Ha (Qenpaiepa, akymepKy pyKOBOJUTEIEM MEIUIIMHCKON
OpraHu3alMM IPU OpPraHU3alMM OKAa3aHWS IEPBUYHOM MEIUKO-CAHUTAPHOM IIOMOIIM M CKOPOH
MEIULUHCKOW MOMOIIM OTIENbHBIX (YHKIMI Jiedallero Bpaya IO HEMOCPEICTBEHHOMY OKa3aHHIO
MEIAUIIMHCKOW MOMOIIM MAalUEeHTy B MepuoJ HaOJIIOJEHHS 3a HUM M €ro JICYeHHUs, B TOM YHUCIE IO
HA3HAYEHUI0 M TPUMEHEHUIO JIEKapCTBEHHBIX IIPENapaToB, BKIIIOYAs HApPKOTUYECKUE JIEKAPCTBEHHBIE

npenaparsl " [ICUXOTPOIHBIE JIEKapCTBEHHBIE npenapars” <2>, WHIUBUAYaATbHBIMU
NpEeANPUHUMATENSIMU, OCYIIECTBIAIONIMMU MEIUIUHCKYIO JIeATeNbHOCTh (Jajee - MEIUIUHCKHUE
paboTHUKN).
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

<1> Ilynkrt 11 crarbu 2 ®enepanbHoro 3akoHa oT 21 HosO0ps 2011 r. N 323-®3 "OO6 ocHoBax
OXpaHbl 310poBbsi TpaxaaH B Poccuiickoit ®enepanmu” (CobOpanue 3akoHOAarenbcTBa Poccuiickoit
®denepanun, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - Deaepanbupiii 3akoH N 323-D3).

<2> 3apeructpupoBad MunucrepctBoMm toctuiuu Poccuiickoit @enepauuu 28 ampens 2012 r.,
peructpauroHHbii N 23971 ¢ u3MeHeHUsIMU, BHECEHHBIMU MPUKA30M MUHHCTEPCTBA 3/1paBOOXPaHEHUS
Poccuiickoit @epepaunu ot 31 okTsops 2017 r. N 882H (3apeructpupoBan MUHUCTEPCTBOM FOCTULIUU
Poccutickoit ®eneparuu 9 suBapst 2018 1., peructpanuonusiii N 49561).

MenuuuHckuii paboTHUK, O(GOPMHBIIMN pELENT C HapyUIeHHEeM HaCTOSILIEro MOopsAaKa, WU
PYKOBOIUTENb MEAMLIMHCKOW OpraHu3aluyd  OOECHeuMBalOT CBOEBPEMEHHOE TmepeodopMiieHne
TpeOyeMoro Ui MaueHTa perenTa.

2. CenmeHusi O Ha3HAUYCHHOM JIEKQPCTBEHHOM Iipemnapare (HauMEHOBaHUE JIEKapCTBEHHOTO
npernapara, JI03UpPOBKa, COCOO BBEACHMS] M MPUMEHEHHUS, PEXKHUM JI03UPOBAHUSA, MPOJOJIKUTEILHOCTD
JiedeHus 1 000CHOBAaHWE HAa3HAUCHUS JICKAPCTBEHHOTO Mpernapara) BHOCATCS MEAUIIMHCKUM PaOOTHHKOM
B MEAMIIMHCKYIO TOKYMEHTAIIHIO MMalMeHTa.

B cnyuasx, ykazanaeix B myHkTax 8 - 11 mnHacrosmero Ilopsaka, mMeauIuHCKUA paOOTHUK,
HA3HAYUBIINKA JIEKAPCTBEHHBIN Mpenapat, oGopMiIsSeT Ha3HAuUCHUE JIEKAPCTBEHHBIX MPENapaToB, B TOM
YHCIIe MOAJSKAIINX M3TOTOBJICHUIO M OTIYCKY alTeUYHBIMH OpPTraHU3alUsAMH (Jajiee - JIGKapCTBEHHBIC
npenapaTbl HHAWBUIYaJIbHOTO U3TOTOBJICHUS), Ha PELENTypHOM OyiaHke, 0opopMIIEHHOM Ha OyMa)KHOM
HOCHTEJIE 32 CBOCH MOJIKCHIO (Jajiee - perenT Ha OyMakHOM HOCHUTEINe), u (WJIM) ¢ COoriacHs MalueHTa
WM €T0 3aKOHHOTO MPECTaBUTENd <3> Ha pelenTypHoM OjaHke B (opMe AIIEKTPOHHOTO JOKYMEHTA C
WCTOJIH30BAHUEM YCWJICHHOW KBATH(DUIMPOBAHHON SIIEKTPOHHON MOMMUCH METUIIMHCKOTO PaOOTHUKA
(manee - peuent B (hopMe 3JIEKTPOHHOTO IOKYMEHTA).

<3> Ilynkr 2 cratbu 20 PenepanbHoro 3akoHa N 323-@3 (CobpaHue 3aKOHOJATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Peuent B hopMe 251eKTPOHHOTO JOKYMEHTA, CO/Iep KAl Ha3HAYeHHE HAPKOTUYECKUX CPE/ICTB MU
IICUXOTPOITHBIX ~ BEILECTB, TMOANUCHIBAETCS C MCIOJIB30BAaHUEM YCHJIEHHON KBaIM(pUUIUPOBAHHOMN
AJIEKTPOHHOMN MOJIMCH JIEYaIlero Bpada win ¢enbauiepa, akyluepk, Ha KOTOPbIX BO3JI0XKEHbI (YHKIINH
JIeYalero Bpaya, 1 COOTBETCTBYIOIIEH MEAUIIMHCKON OpraHu3aun <4>.

<4> Tlynkt 1 cratbu 26 denepanpHoro 3akoHa oT § sHBapsa 1998 r. N 3-d3 "O HapKOTHUECKUX
cpeacTBax W ncuxoTponHbix BemecTBax" (CoOpanne 3akoHOomatenbeTBa Poceniickoit @enepannu, 1998,
N 2, cr.219,2017, N 31, ct. 4791) (nanee - ®enepanpublit 3akoH N 3-D3).

Odopmitenne penentoB B (popMe 3MEKTPOHHBIX JOKYMEHTOB OCYIIECTBISETCS B Cilydae MPUHATHA
YIOJTHOMOYEHHBIM OPTaHOM HCIIOJTHUTEIbHOU BlacTH cyObekTa Poccuiickoil denepaniui B COOTBETCTBUU
c nyHktoM 4 cratbn 6 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpamienuu
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JICKapCTBEHHBIX cpencTB" <5> pemieHuss 00 HUCIONB30BaHUM Ha TeppuTopuu cyObekta Poccuiickoii
@enepanuu Hapsily € pelenTamMM Ha JIEKapCTBEHHbIE Ipenaparbl, OQOPMICHHBIMM Ha OyMa)KHOM
HOCHUTEJIe, PELENTOB Ha JICKApCTBEHHBIC Ipernaparbl, CPOPMHUPOBAHHBIX B (OpME 3IEKTPOHHBIX
JOKYMEHTOB.

<5> CobOpanue 3akoHoaarenbcTBa Poccuiickoit denepamuu, 2010, N 16, ct. 1815, 2019, N 52, cT.
7793.

3. Ilpm BbINMCKE NalMEHTa W3 MEIULMHCKON OpraHu3alid, B KOTOPOH €My OKa3blBajlach
MEAMIIMHCKAsT TMOMOIIb B CTAallMOHAPHBIX YCIOBHUSX, MPU HEOOXOJUMOCTH MPOJOJDKEHHUS IpHeMa
JIEKapCTBEHHOTO MpernapaTta B aMOyJIaTOPHBIX YCIOBUSAX JAHHOMY IMAIIMEHTY 10 PEIICHUI0 PYKOBOIUTEIS
MEIUIIMHCKOW OpraHHu3alliy Ha3HA4YaroTcs ¢ 0OpMIICHHEM pelenTta B popMe 3JIEKTPOHHOTO TOKYMEHTa
u (wm) Ha OyMa)XHOM HOCHUTENe (3a HUCKIIOYCHHEeM OQOpPMIICHHSI PEIENTOB Ha JICKapCTBEHHBIC
npemnapaTsl, MOJJIeKalie OTHYCKY OECIUIaTHO WM CO CKHMJIKON) MO0 BBIAAIOTCS (MAlMEHTy WIH €ro
3aKOHHOMY TIPEACTABUTENI0) OJHOBPEMEHHO C BBIMUCKOW U3 HCTOPUM OOJE3HU JIEKAPCTBEHHbBIC
rpenaparsl, B TOM YUCJIE HAPKOTHYECKHE M IICHUXOTPOIIHBIE JIEKAPCTBEHHBIE IpenapaThl, BHECEHHbIEC B
cnucku Il u |l mepeyHss HApKOTUYECKHX CPEICTB, MCHUXOTPOIHBIX BEIIECTB W HX IPEKYpCOPOB,
nojsiexkauux KoHTposito B Poccuiickoit ®denepauuun, yrepxaeHHoro IlpaBurensctBoM Poccuiickoit
Odenepanun <6> (nanee - [lepeuens), CUILHOACUCTBYIONINE JIEKAPCTBEHHBIE MpENapaThl, Ha CPOK IMIpreMa
HalMeHTOM JI0 5 JHEH.

<6> Ilynkr 2 ctathu 2 @enepansHoro 3akoHa N 3-D3 (Cobpanue 3akoHoaTenbcTBa Poccuiickoi
Oenepanun, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIeKapCTBEHHBIX IpPENaparoB TMpU OKa3aHUM MEAWLMUHCKONM IOMOIIU B
CTallMOHAPHBIX  YCJOBUSAX MOXXET OCYLIECTBIATHCS IOCPEACTBOM  TpeOOBaHUN  MEIUIIMHCKOM
OpraHM3aly,  HalpaBIsIeMbIX B  alTE€YHble  OpraHU3alud, SBISIIOIIMECS  CTPYKTYPHBIMU
MOJIpa3/IeIeHUsIMU MEUIIMHCKOM opraHu3anuu. </7>

<7> Ilynkt 54 crateu 4 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpaiiennn
nexapcTBeHHbIX cpeacTB" (CoOpanue 3akoHonatenbcTBa Poccuniickoit @enepanuu, 2010, N 16, cr. 1815;
2019, N 31, cr. 4456) (nanee - ®eaepanbHblii 3akoH N 61-D3).

5. Ha3naueHue JE€KapCTBEHHBIX NPENapaToB OCYUIECTBISAETCS MEIUIMHCKUM pPaOOTHUKOM IO
MEXTYHapOJAHOMY HENaTeHTOBAHHOMY HaHMMEHOBAHUIO, a MPU €r0 OTCYTCTBUH - TPYINIIUPOBOYHOMY WIIH
XMMHYECKOMY HAaMMEHOBaHUIO. B ciydae OTCyTCTBHA  MEXKIYHAPOJHOTO HENAaTEHTOBAHHOTO
HAaUMEHOBAHMSI M TPYNIUPOBOYHOIO WM XHMHUYECKOIO HAaWMEHOBAHHS JIEKApCTBEHHOrO Ipernapara
JIeKapCTBEHHBIHN IpenapaT Ha3HAvyaeTcs METUIIMHCKUM paOOTHUKOM 10 TOProBOMYy HauMeHoBaHuIo. [Tpu
HaJIMYUU MEIUIMHCKUX MOKa3aHUH (MHAUBUAYaAJIbHASI HEMEPEHOCHMOCTb, 10 KU3HEHHBIM IOKa3aHUSIM)
[0 pelIeHUI0 BpadyeOHOW KOMHCCHM MEAMIIMHCKOW OpraHM3aluu <8> OCYILIECTBISETCS Ha3HAYeHUE U
oopmileHHE Ha3HAYeHHUs JIEKapCTBEHHBIX IpPENapaTroB, HE BXOMAAIIUMX B CTaHAAPThl METUIIMHCKOM
MIOMOIIM, pa3pabOTaHHbIE B COOTBETCTBUU ¢ MyHKTOM 14 crateu 37 denepanpHoro 3akona N 323-03
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<9>, WM HEe MPEIyCMOTPEHHBIX COOTBETCTBYIOIICH KIMHUYECKOW PEKOMEHJIalueu, MO0 M0 TOPrOBBIM
HauMeHoBaHMsIM. PemieHue BpaueOHONW KOMHUCCHMM MEIUIMHCKONW oOpraHu3anuu (uKCcHpyercs B
MEIUIMHCKON IOKYMEHTAIIMU MTAllUeHTAa U B )KypHajie BpaueOHON KOMUCCHH.

<8> [Ipuka3z MuHHUCTEpPCTBA 3/IpaBOOXPaHEHHs U COLMAIBHOTO pa3BuTHs Poccuiickoit denepannu
ot 5 masg 2012 r. N 5021 "O06 yTBEep)KIEHUHU TOPSIIKA CO3aHUS U JCATEIHHOCTH BPaueOHON KOMHUCCUU
MEAUIMHCKONW opraHu3auuu" (3apeructpupoBad MunucrepctBoM roctunmu Poccuiickoir ®enepaunn 9
utoHs 2012 1., peructparmonHsiii N 24516) ¢ M3MEHEHHSMH, BHECCHHBIMU IPHUKa30oM MUHHUCTEPCTBA
3npaBooxpanenus Poccuiickoit @eneparmun or 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MunucrepctBoM toctuninu Poccuiickoit @eneparnuu 23 nexadps 2013 r., peructpanuonnsiii N 30714).

<9> Cobpanue 3axkoHonarensctBa Poccuiickoit deneparuu, 2011, N 48, cT. 6724.

Eciu mnpu okazaHuM TANMEHTY MEIUIIMHCKOM TOMOIIM B MEIUIMHCKOM OpraHu3aluu B
CTAllMOHAPHBIX YCJIOBUAX [0 PEUICHHIO BpaueOHOW KOMHCCHUU OCYIIECTBISIOTCSA Ha3Hau€HUE U
MIPUMEHEHHUE JICKAPCTBEHHOTO Mpemnapara ¢ KOHKPETHBIM TOPrOBBIM HAaWMMEHOBAHHMEM, TO MPU OKa3aHUU
JAHHOMY TMAalMEeHTy MEIUIMHCKOM TMOMOIIM B WHOM METUIIMHCKOM OpraHu3allid B CTallMOHAPHBIX
YCIIOBHSIX, @ TakKKe B aMOyIaTOPHBIX YCIOBHUSAX OCYILIECTBIISCTCS Ha3HAYCHHE €My JIEKapCTBEHHOIO
rpenapara ¢ TeM e TOProBsIM HauMeHoBaHueM <10>,

<10> Ilynkt 2 noctanosneHus IlpaBurensctBa Poccuiickoit ®@enepaunu ot 30.06.2020 N 965 "O
BHeceHUHW M3MeHeHui B IIpaBuna GopmupoBaHus TEepeyHs JCKAPCTBEHHBIX CPEICTB, 3aKyIKa KOTOPBIX
OCYILIECTBISIETCS B COOTBETCTBUM C MX TOPTOBBHIMH HAUMEHOBAaHUSIMHU, U O MPUMEHEHHUH JIEKapPCTBEHHBIX
MpenapaToB ¢ KOHKPETHBIMU TOProBeiMH HanMeHoBaHUsIMU" (CoOpanue 3akoHoaTenbcTBa Poccuiickoi
®enepaunn, 2020, N 28, ct1. 4422).

6. HaznaueHue JiekapCTBEHHOI'O Iperapara B pelenTe Ha OyMaKHOM HOCHUTENE WM pelente B
(dbopMe DIEKTPOHHOTO JOKyMEHTa OQopmiseTcs Ha HMs NalMeHTa, JUIsi KOTOPOro IpeAaHa3HaueH
JIeKapCTBEHHBIH Mpemnapar.

Peuent Ha OymaxkHOM HocuTene, opOpMIIEHHBIN Ha penentypHoMm Omanke gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEp>KIEHHBIX HACTOSIIUM MPUKA30M, MOKET OBbITh MOJy4YEeH
MAIMEHTOM, €r0 3aKOHHBIM IMPEICTABUTENEM WJIH JIULIOM, UMEIOMMM O(OPMIIEHHYIO B COOTBETCTBUU C
IpaXJaHCKUM 3aKoHOJAaTenbcTBOM Poccuiickoit denepanuu JOBEPEeHHOCTh OT MAalMEeHTa Ha IpaBo
MOJTYYEHUS TAKOTO perenTa (J1anee - yrnoaTHOMOYEHHOE JIUIIO).

[IpencraBieHune TOBEPEHHOCTH He TpeOyeTcs B CiIydae MOJY4YSHHsS pelenTa Ha JIeKapCTBEHHBIN
mpermapar JUIsi  MHKypaOenbHOro OONBHOIO Ha 3aBeplIAlOIIeM JTale ero JKU3HH  JIMLOM,
OCYIIIECTBISIONINM YXOJ 32 TAKUM WHKYpaOeTbHBIM OONBHBIM. B TakoM ciiydae METUITMHCKAN paOOTHUK
BBIZIACT JIMILY, OCYIIECTBISIONIEMY YXOJl 3a MHKYpaOeIbHBIM OOJIbHBIM, TOKYMEHT, MOATBEPKIAIONINN
WHKYpaOeNbHOE COCTOSHHME OOJBHOIO, COAEpXKAIIUKA CBENEHUS O IIMIEe, KOTOpoe OyIeT Moiydarh
JIEKapCTBEHHBIC TIpenaparsl Mo peuenty (dhaMuiivs, uMs, OT4eCTBO (ITOCJIENHEE - TPU HAIMYWU), BUI,
cepus U (WIM) HOMEpP JOKYMEHTA, yIOCTOBEPSIOUIETO JIMYHOCTDH), 3aBEPEHHBINA MOAMUCHIO M TIEYaThIO
JAHHOTO MEIUITMHCKOTO PAOOTHHKA, a TAKKE TIEYaThI0 MEIUIIMHCKOW OpTraHu3aIiy.
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JIOKyMEeHT, MOATBEPKAAIMNNA HHKYpaOeIbHOE COCTOSHHUE OOJNBHOTO, OCTaeTCs B aANTEYHOM
OpraHH3aIH.

Peuenit B popmMe 3IIEKTPOHHOTO JOKyMEHTa (POPMHUPYETCS C HCIIOJIB30BAHHEM TOCYIApCTBEHHOM
nHpopManMOHHON cucTeMbl B cdepe 3aApaBooxpaHeHus cyOwbekTta Poccuiickoit ®Denepanuw,
MEIUIIMHCKOW MH()OPMAIIMOHHON CUCTEMBI MEAUIIMHCKOW opraHmu3anuu <11>.

<11> Crareum 91 u 91.1 ®enepanpHoro 3akoHa N 323-O3 (CobOpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, cT. 5141).

@akT BBIAYM peuenTa Ha JICKapCTBEHHBIM Ipenapar 3aKkOHHOMY IPEACTAaBUTENI0 WIH
YIIOJTHOMOYEHHOMY JIUITY (PUKCUPYETCS B METUIIMHCKON JTOKyMEHTAIINY TalleHTA.

7. MenuuuHCKMM pabOTHHKAM 3arperaercs oQopMIATh pPeLenTbl Ipu OTCYTCTBUM Yy MalMeHTa
MEAMIMHCKUX TIOKa3aHWI; Ha HE3aperuCTpUPOBAaHHBIE JIEKApCTBEHHbIE Ipernaparsl <12>; Ha
JIEKApCTBEHHBIE IIPENapaThl, KOTOPbIE B COOTBETCTBUU ¢ MHCTPYKLMEHN 110 MEAULIMHCKOMY IIPUMEHEHUIO
IIpeAHa3HAYEHBbI 1)1 IPUMEHEHMS TOJIBKO B MEIMIIMHCKUX OPraHU3AlMX; HA HAPKOTHYECKUE CPEACTBA U
IICUXOTPOIIHBIE BEIECTBA, BHECEHHble B cnucok II Ilepeuns, 3aperucTpupoBaHHBIE B KayeCTBE
JIEKAPCTBEHHBIX IIPENAPaTOB, B UEISAX IPUMEHEHHUS IS JICUCHHUs] HAPKOMAHMHU.

<12> Pemenne CoBera EBpa3suiickoii s3xoHOMHYECKOW Komuccuu OoT 3 HosO0ps 2016 r. N 78 "O
[IpaBunax perucTpalid M DKCIEPTU3Bl JICKAPCTBEHHBIX CPEJCTB I MEAUIIMHCKOTO IPHUMEHCHHS"
(odunmanpHBIN caiit EBpa3uiickoro 3KOHOMHUYECKOTro coro3a http://www.eaeunion.org/, 21 Hos6pst 2016
r.). Ctates 13 ®enepanpHoro 3akona N 61-d3 (CobOpanue 3akoHoaarenbcTBa Poccuiickoit deaeparumy,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

WHauBUAIyalbHBIM — TIPEANIPHHAMATENSIM,  OCYIIECTBISIONIMM — MEIHIIMHCKYIO  JEATENbHOCTD,
JOMOJTHUTENBHO K TpeOOBaHUAM, yKa3aHHBIM B a03alle NEepBOM HACTOSINEro IyHKTa, 3amperiaercs
o(opMIISITh perenTsl Ha HAPKOTHYECKUE CPEICTBA U TICHXOTPOITHBIE BEIIECTBA, BHECEHHBIE B CITUCKH 11 1
Il Tlepeuns (manee - HaApKOTMYECKHE M IICUXOTPOIIHBIE JeKapCTBeHHbIe npenaparbl crvckos I u 111
[lepeuns).

8. Ilpu Ha3HaueHUM HAPKOTUYECKMX M TCUXOTPONHBIX JICKAPCTBEHHBIX IpernaparoB crucka Il
[lepeuns, 3a MCKIIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB B BUAE TPAHCIACPMAIBHBIX TEPANIEBTUYECKUX
CHCTEM U JICKapCTBEHHBIX IpenapaToB, COJEPKAIIUX HAPKOTHMUECKOE CPEICTBO B COYETAaHUH C
AQHTarOHUCTOM ONHMOWJHBIX PEIeNTOpOB, pElenTsl Ha OyMaXHOM HocuTelne O(OpMIISIOTCS Ha
peuentypHoM Oxanke Gopmer N 107/y-HII.

9. Peuentypusiit 6mank Gopmsl N 148-1/y-88 odopmiisercs npu Ha3HAYEHUH:

1) HapKOTMYECKHX M ICUXOTPOIHBIX JEKAapCTBEHHBIX MnpenaparoB cnucka I Ilepeuns B Buze
TPAHCAEPMAJIBHBIX TEPAIEBTUYECKUX CHCTEM, HAPKOTHYECKMX JIEKApCTBEHHBIX IpemnaparoB crucka Il
Ilepeuns, coxpepKaluX HApKOTUYECKOE CPEACTBO B COYETAaHUHM C AHTAarOHUCTOM ONMOUIHBIX
pEeLenTopoB, MICUXOTPOIHBIX JEKAPCTBEHHBIX NpenapaTtos ciucka [II [Tepeuns;
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2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPEMApaTOB, COJIEPKAIINX:

a) KOJIEUH WJIM €T0 COJH (B MepecueTe Ha YMCTOE BEIEeCTBO) B KondyecTBe 10 20 MI' BKIIOUUTEIHHO
(ma 1 mo3y TBepaoi JeKapCcTBEHHOH (Gopmbl) win B koiuuectBe 10 200 mr BkmountenbHO (Ha 100 M
umu 100 T KuaKoH JTeKapCTBEHHON (OPMBI JJIsi BHYTPEHHET0 IPUMEHEHHS ),

0) niceBnodenprHa TUAPOXIOPHUI B KOJTMUECTBE, MpeBbimatomeM 30 mr, 1 10 60 MT BKIIOYHTEIHHO
(Ha 1 mo3y TBEp/I0#l JIeKapCTBEHHOM (OPMBI);

B) 1ceB0ddeIprHA THIPOXIOPH B KOJIMYECTBE, npeBbimatoneM 30 Mr, u 10 60 M BKIFOUUTETEHO
B COYETaHHM C AEKCTPOMETOpP(PaHOM I'MIpoOpOMUIOM B KOJIMYeCTBe, peBbimatomeM 10 mr, u 1o 30 mMr
BKJTIOYHMTENIBHO (Ha 1 103y TBEpOH JIeKapCTBEHHOW (hOPMBI);

) 1ekcTpoMeTopdana ruapoopomMu B koaudecTBe 10 200 mr BrimrounTenbHo (Ha 100 Mot wmm 100 ¢
XKHUJIKOU JICKAPCTBEHHOHN ()OPMBI JUISI BHYTPEHHETO TPUMCHCHUS );

1) adeaprHa THAPOXIIOPUI B KonudecTse, npepbimatomeM 100 mr, u 10 300 Mr BKIIOUHUTEIBHO (Ha
100 ma wim 100 r xuIKOM JIeKapCTBEHHOM (POPMBI /1711 BHYTPEHHET O IPUMEHEHUS);

e) sdenpuna rumpoxiopua B KoimdectBe A0 S50 Mr BrmoumTensHo (Ha 1 o3y TBepuoi
JIeKapCTBEHHOH (POPMBI);

) (EHHINPONaHOIaMUH B KOJHMYECTBE J0 75 Mr BKIIOYUTENbHO (Ha 1 103y TBepaoi
nekapcTBeHHOU (popmbl) unu A0 300 mr BrimtountensbHo (Ha 100 mut umu 100 r KUAKON JIeKapCTBEHHOM
(GbOpMBI 17151 BHYTPEHHETO IPUMEHEHHS );

3) ¢deHobapOUTaT B KOJMYECTBE JO |5 Mr BKIIOYHTENIHHO B COYCTAHHU C KOJCHMHOM (HJIU €ro
COJISIMH) HE3aBHCHUMO OT KotmuecTBa (Ha 1 703y TBEepIoii JIeKapCTBEHHON (OPMBI);

u) ¢denobapburan B KommuectBe A0 20 Mr BKJIIOYHTEIBHO B COYETaHHM C ddeapuHom
THIPOXJIOPHIOM HE3aBUCUMO OT KoJu4decTBa (Ha 1 103y TBepAoi JeKapCTBEHHOM (OpMBI);

K) XJIOpAMA3EIOKCH]I B KOJM4ecTBe, npeBblimaomeM 10 mr, u 10 20 Mr BKIOYUTENBHO (Ha 1 103y
TBEPJI0M JIEKapCTBEHHOM (HhOpMBI);

3) nekapcCTBEHHBIX MPENapaToB WHAWBUIYaTbHOTO HW3TOTOBJICHHS, COJICPKALIMX HAPKOTHYECKOE
CpeACTBO WIN NcuxoTponHoe BemecTBo crnucka Il Ilepeuns, u npyrue dapmaxosoruueckue akTUBHbIE
BEIIECTBA B [103€, HE MPEBBILAKNIECH BBICHIYIO pa3OBYK 103y, M IpU YCIOBUU, YTO ITOT
KOMOMHUPOBAHHBIN JIEKapCTBEHHBIH IpernapaT He SBIAETCS HAPKOTUYECKUM MJIM TCHUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaTtoM crucka Il [Tepeuns;

4) neKkapCTBEHHBIX IpenapaToB, BKIIOUEHHBIX B MEPEUYEHb JIEKAPCTBEHHBIX CPEJICTB UL
MEAUIIMHCKOTO  MPUMEHEHHUs, TMOJUIeKAIMX  MPEeIMETHO-KOJIMYECTBEHHOMY  ydery (Jaiee -
JIEKapCTBEHHBIE MPENapaThl, BKIYEHHbIE B iepedeHb [IKY) <13>.

<13> IloanynkTt 5.2.171(1) nynkTa 5 nocranosnenus [IpaBurenscrtBa Poccuiickoit denepanyu ot
19.06.2012 N 608 "O6 yrBepxkaenuu llomoxkenuss o MuHucrepctBe 3apaBooxpaHeHus Poccuiickoit
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Oenepannu” (nanee - Ilomoxxkenne o Munucrepcre) (CobOpanue 3akoHOmaTeNnbcTBa Poccuiickoit
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Peuentypusiii 6;1ank Gopmbl N 148-1/y-04(:1) oopmiseTcss mpu Ha3HAUYCHUH JIEKAPCTBEHHBIX
MpermapaToB rpaKaaHaM, UMEIOIIUM MPaBO Ha OECIUIATHOE IMOJIYyYCHUE JICKAPCTBEHHBIX MPENapaToB WK
MOJTyYCHHUE JIEKAPCTBEHHBIX MPENapaTOB CO CKUIKOM.

11. Peuentypusiii 6mank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHUH:
1) nekapcTBEHHBIX MIPENapaToB, HE YKa3aHHBIX B MMyHKTax 8, 9 Hacrosmero [lopsaka;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToOB, COACPKAIIHNX:

a) dproTaMuHa THAPOTAPTPaT B KOJMYECTBE N0 5 MI BKIIOUUTEIbHO (Ha 1 103y TBepuoi
JIeKapCTBEHHOH (POPMBI);

0) adenpuna ruapoxsopu B koaudectBe 10 100 mr BrmrounTenbHO (Ha 100 Mt wm 100 1 xuakoi
JIEKapCTBCHHON ()OPMBI JIJISl BHYTPCHHETO MPUMEHEHHUS ),

B) TceBIOd(eapruHa TUAPOXIJIOPH] B KoJIH4YecTBe, He mpeBblmaromem 30 mr (Ha 1 mo3y TBepumoi
JIeKapCTBEHHOH (POPMBI);

r) mnceBaoddeapuHa THIPOXJIOPUI B KOJIWYECTBE, HE mpeBbimaroneM 30 Mr, B COYETAaHUU C
JIEKCTpOoMEeTOphaHOM THAPOOPOMHIOM B KOJMYeCTBE, MpeBbimatomeM 10 Mr, u 10 30 MT BKIIOYUTEIHHO
(1a 1 mo3y TBepAOH IeKapCTBEHHOHN (HOPMBI);

) JekctpomeropdaHa THUAPOOPOMHUA B KoimdyecTBe, mpeBbimaromeM 10 mr, u mo 30 wmr
BKJIIOUUTENBHO (Ha 1 103y TBEpAOH JieKapCTBEHHOU (popMmBbl);

e) ¢enobapbuTan B kosuuecTBe, npepbimaromeM 20 mr, u g0 50 Mr BrItounTensHO (Ha 1 103y
TBEPJI0M JIEKapCTBEHHOM (HhOpMBI);

k) (enobapOutan B kommuectBe A0 20 Mr BKJIIOYUTEIBHO B COYETAHHH C SPrOTaMHUHOM
THIPOTAPTPATOM HE3aBUCHMO OT KOJHUYecTBa (Ha 1 103y TBepAOH JeKapCTBEHHOH (OpMBI);

3) XJOpAMAa3enoKcu] B KoaudecTBe 10 10 Mr BKIIOYMTENbHO (Ha 1 103y TBEpAOH JeKapCTBEHHOMN
bopmsl).

12. IIpu Ha3HAYEHUHU JIEKAPCTBEHHOIO Mpenapara WHAUBUIYaIbHOIO M3TOTOBJIEHUS B PELIENTE Ha
OymMa)kHOM HocuTene W (win) peuente B (QopMe DSIEKTPOHHOTO JOKYMEHTAa HAaUMEHOBaHMS
JIEKapCTBEHHBIX CPEJCTB (BELIECTB), BKIOUEHHBIX B nepedeHb [IKY, ykas3piBaioTcsi B Hauaie peuernra,
3aTE€M - BCE OCTaJbHbIE HHTPEAUCHTBI.

13. Tlpu Ha3HaueHUU JIEKAPCTBEHHOTO IMperapaTa B pelente Ha OyMa)kHOM HoOcuTele W (WiH)
peuente B (opMe SIEKTPOHHOIO JOKYMEHTA 3allpelaeTcs IMPEeBHIATh KOJIWYECTBO HAPKOTHUYECKHX
CPEACTB WIIM TICHXOTPOITHBIX BEIIECTB, KOTOpPOE MOXKET OBITh BBIIHNCAHO B OJHOM peIenTe,
ycraHoBleHHOe npuioxenueM N 1 k Hacrosimemy [lopsiziky, 3a HCKIIIOYEHUEM CIIydaeB, YKa3aHHBIX B
nyHkTax 15 u 24 nacrosimero [opsinka.
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14. Ilpu Ha3HA4YEHUHU JIEKAPCTBEHHBIX IPENapaToB, BKIOUEHHBIX B nepedyeHb [IKY, noza kxoropbix
IPEBBIIACT BBICIIMN OJHOKPATHBIM IpUEM, MEIULMHCKUHA pabOTHUK 0O0O03HAYaeT J03y 3TOro
JICKApCTBEHHOTO TIpenapara B perente Ha OyMaXHOM HOCUTENIE NpPOMHCHIO € MPOCTABICHHEM
BOCKJIMLIATEJILHOI'O 3HAaKa U (WJIM) IPOCTABISET BOCKIMLATENIBHBIA 3HAK MpU OGOPMIIEHHM pelenTta B
(hopMe AIIEKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX IPENApaToB, BKIOYEHHBIX B nepeueHb [IKY, npu
OKa3aHUM TMalMeHTaM, HYXIAIOUUMCI B JUIMTEIIBHOM JICUCHHH, IEPBUYHON MEIMKO-CaHUTAPHOU
MOMOUIM Y MaJUIMaTUBHOM METUIIMHCKOM IMOMOIIU MOXET OBbITh YBEIMUYEHO C YYETOM KIMHUYECKUX
peKkoMeHaluii He Oojiee 4yeM B 2 pasza MO CPABHEHHUIO C KOJUYECTBOM HAPKOTHUYECKUX CPEACTB WIIU
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET ObITh BBIIUCAHO B OJIHOM pEIeNTe, YCTAaHOBIEHHBIM
npunoxkenueM N 1 k nacrosimemy [Hopsaxy.

B cnyuasx, npeaycMOTpeHHbIX a03alieM NEepBbIM HACTOSILEro IMyHKTa, Ha pelenTax Ha OyMakHOM
HocuTene nmpousBoauTcs Haanuch "[lo crnennanbHOMY Ha3HAYEHUIO", OTAEIBHO 3aBEPEHHAs MOANUCHIO
MEIULUHCKOr0 pabOTHHKA M I€YaThl0 MEIUIMHCKOM opraHu3zauuu "J{is peuenToB", Ha peLenTtax B
dbopMe IICKTPOHHOTO JOKYMEHTa Tpou3Bomutrcs orMetka "[lo chernuanmbHOMY Ha3HaueHHUIO" C
IIPOCTABJICHUEM YCHJIEHHON KBaIM(PULIIUPOBAHHON 3JIEKTPOHHOM MOANMCH MEAULIMHCKOTO paOOTHHUKA.

16. CocraB JIeKapCTBEHHOTO IMpemapara, JCKapCcTBeHHas ¢GopMa W OOpalieHHe MEIUIMHCKOTO
paboTHHKA K (apManeBTHYECKOMY PaOOTHUKY 00 OTIIyCKE JICKAPCTBEHHOI'O Iperapara Ha OyMa)KHOM
HocHTee O(hOPMITAIOTCS Ha JTJATHHCKOM WJIM PYCCKOM SI3BIKE B POJMTEIHLHOM MAJeKe, 32 UCKIIOYCHHEM
oopMiIeHHS perenToB B OpPME IIEKTPOHHOTO JJOKYMEHTA, OCYIIECTBIIIEMOTO HA PYCCKOM SI3BIKE.

[Tpu ohopmIteHUH pelenTypPHBIX OJIAHKOB JIOITYCKAETCsl MCIIOJIb30BAHNE COKPAICHUH (TIPUIIOKEHUE
N 2 x Hacrosemy [lopsaky).

IIpn Ha3sHayeHUM JIEKAPCTBEHHOI'O IIpenapara He JIONYCKaeTCs COKpalleHWE HauMEHOBAHUHI
UHI'PEIUEHTOB, COCTABIIAIOIINX JIEKAPCTBEHHBIN IPENapar, He MO3BOJIAOIINX YCTAHOBUTh, KAKOW UMEHHO
JIEKAPCTBEHHBIN ITpenapaT Ha3HayeH.

17. Cnoco6 nmpuMeHeHus JIeKapcTBEHHOI0 IpenapaTa 0003HavyaeTcsl ¢ yKa3aHUEeM IyTH BBEACHUS,
7103bl, YacCTOThI, BPEMEHHU IMpUeMa OTHOCUTENIBHO CHa (yTpOM, Ha HOYb) U €ro JJUTENIbHOCTH, a JJIs
JIEKapCTBEHHBIX IMPENapaToB, B3aUMOJCHCTBYIOIIMX C MHIIEH, - BpEeMEHH UX YyHNOTpeOJIeHus
OTHOCHTEJILHO NpUeMa MUIIH (10 €161, BO BpeMs €/bl, II0CIE €/Ibl).

18. Ilpu HE0OXOMMMOCTH HEMEJIEHHOTO HJIM CPOYHOro (B T€YEHHE IBYX pabouux AHEH) OTImycKa
JICKapCTBCHHOTO TIperapara MalMeHTy B BEpPXHEW dYacTh perenta Ha OyMaXHOM HOCHTENE
MPOCTaBISAIOTCS 0003HaYeHus "cito" (cpouno) unum "statim" (HemenIeHHO). AHATOTUYHBIE 0003HAYCHUS
MIPOCTABJISIOTCS B BUEC OTMETOK ITPH 0(hOPMIICHUH perenTa B popMe IIEKTPOHHOTO TJOKYMEHTA.

19. Ilpu oopMiieHnN Ha3HAYEHUsI TOTOBOTO JIEKAPCTBEHHOTO MpenapaTa B perente Ha OyMaKHOM
HOCHUTENIE WU penente B ¢GopMe 3JIEKTPOHHOTO JOKYMEHTa KOJIMYECTBO JACMCTBYIOUIMX BEIIECTB
YKa3bIBAa€TCsI B COOTBETCTBUM C MHCTPYKIMEH 10 MEAMIMHCKOMY HPHUMEHEHHIO JIEKAPCTBEHHOTO
npenapata. [lonmycTUMo yKa3bIBaTh J03UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOIO AEUCTBUS (i
Pe30pOTUBHOTO MpHEMa) B TBEPABIX JIEKapCTBEHHBIX (popmax (Hampumep, TaOIEeTKH, TOPOLIKH, KarCyJIbl)
KaK co/iepKaHHE OJIHOTO WJIM HECKOJBKUX NEHCTBYIOIIMX BEUIECTB B €JMHHIIAX Macchl (B rpammax,
MUJUIUTpaMMax ). JloImycTUMO yKa3bIBaTh 1O3UPOBKY JIEKAPCTBEHHBIX IPENapaToB CUCTEMHOIO JE€HCTBUS
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(st pe3opOTHBHOTO TPUMEHEHHsI) B IKUIKHUX JIGKAPCTBEHHBIX (opMmax (Hampumep, pacTBOPHI,
CYCIIEH3WH) KaK COJICp)KaHHE OJHOIO MJIM HECKOJBKHX JCHCTBYIOIIUX BELIECTB B €IMHUIAX MAacChl Ha
enuHUIly o0beMa (Harmpumep, MUJUTHTPAMM/MIJUTHIIATP) C YKa3aHueM o0Iiero odbema JeKapcTBEHHOM

(hopMmBI.

[Tpu odopmieHNM Ha3HAYEHUs JICKAPCTBEHHOTO IMperapaTa WHIWBUIYaTbHOTO HM3TOTOBIICHUS B
perente Ha OyMa)XKHOM HOCHUTEJE WM perente B (opMe JIEKTPOHHOTO JIOKYMEHTA KOJIMYECTBO TBEP/IbIX
U chimyunx (apmameBTHUeCKuX cyOcTaHmii ykaseiBaetcss B rpammax (0,001; 0,5; 1,0), xxugkux - B
MUJUTHJIATPAX, TpaMMax M Karuisax.

20. PeuenTsl Ha OyMa)XHOM HOcHTENe, B (OpPME AIIEKTPOHHOIO JOKYMEHTa, O(QOpPMIICHHBIE Ha
peuentypaoM Onanke (opmbr N 148-1/y-88 wm mnpennazHaueHHBIE ISl OTHYCKA JIEKAPCTBEHHBIX
MpermapaToB, MPEIyCMOTPEHHBIX MOAMyHKTaMu 1 - 3 myHkra 9 Hactosmiero [lopsiaka, 1eHCTBUTENBHEI B
TeueHue 15 quel co mHA oopMIICHHS.

21. Penentsl Ha OyMa)kHOM HOCHTEJNE, B (OpME 3JICKTPOHHOTO JIOKYMEHTA, OPOPMIICHHBIC Ha
penentypuoM Onanke (opmbl N 148-1/y-04(;1) m mpegHa3zHAuyeHHBIE IS OTIyCKa JIEKAPCTBEHHBIX
MpenaparoB rpaxjaanamM, ykazanHeiM B nyHkTe 10 Hacrosimiero I[opsinka, neiictBuTenbHbI B TeueHue 30
JHEH co THS 0pOpPMIICHHUS, 32 UCKIIIOUEHHUEM CilydaeB opopMIIeHHs pelenTa B COOTBETCTBUU C MYHKTaMU
38 u 39 nacrosmero [Topsaka, mpu KOTOPBIX OH JCHCTBUTENICH B TeUeHUE 15 mHEH co aHS 0opMIICHHUS.

22. PeuenTsl Ha OyMaXHOM HoOcHTele, B (OpPME IEKTPOHHOI'O JOKYMEHTa, O(OpMIICHHBIE Ha
peuentypuoMm Omanke (opmbr N 148-1/y-04(;1) U npegHa3HauyeHHBIE JIS OTIYCKA JIEKAPCTBEHHBIX
IIpenapaToB TIpakJaHaM, JOCTUITIMM IIEHCMOHHOIO BO3pacTa, WHBAJIWJAM IE€PBOM  TI'PYIIIBL,
NEeTSIM-UHBAIUAAaM, a TaK)Ke Ipa)<JIaHaM, CTPaJalolUM XPOHMUYECKUMHU 3a00JIEBaHUAMHU, TPEOYIOIIMMHU
JUIUTENIBHOTO KYPCOBOI'O JIeueHMsl, JeiicTBUTENbHBI B TeueHHe 90 nHel co aHA odopmileHHs, 3a
UCKJIIOUYEHHEM CIIydaeB, yKa3aHHbIX B TyHKTax 38 m 39 macrosmero Ilopsaka, mpu KOTOPBIX OH
JeiicTBUTENEH B TeueHue 15 aHei co aHg opopMIIeHHUs.

Jlist nedeHuss XPOHWYECKUX 3a00JIeBaHHMI YKa3aHHBIM KaTErOpHsIM TpaXKIaH JIEKapCTBEHHBIC
npemnapaTsl ¢ 0hOpMIEHHUEM PELETITOB HA OyMa)KHOM HOCHTENE WM PElenToB B GOopMe dIEKTPOHHOTO
JIOKyMEHTa MOTYT Ha3Ha4yaThCs Ha Kypc JiedueHus 10 180 mueit.

23. Penentsl Ha OymMa)kHOM HocuTese, B (popMme SJIEKTPOHHOTO JOKYMEHTa, O(POPMIICHHBIE Ha
pernientypaoM 6anke Gopmer N 107-1/y u mpeaHa3HaYeHHBIE IS OTITyCKa JICKAPCTBEHHBIX MPENaparos,
npeaycMOTpeHHbIX NMyHKTOM 11 Hacrosimero Ilopsinka, neiicTBuTenbHbl B TeueHue 60 qHEH co JHA
oopmIIeHHU .

[Ipy Ha3HAYeHUWH TOTOBBIX JIEKAPCTBEHHBIX MPENapaToB M JIEKAPCTBEHHBIX IpenapaToB
MHIUBUAYAJIBHOTO U3TOTOBJIEHUS MalMEHTaM C 3a00JIeBaHUSIMH, TPEOYIOIMMHU JUTUTEILHOTO KypCOBOI'O
neueHus, ¢ opopmieHreM Ha peuentypHom onanke ¢opmsl N 107-1/y penenta Ha OyMaXXHOM HOCHUTEINE
WK B (hOpMeE 3IEKTPOHHOIO JOKYMEHTA YCTAaHABIMBACTCS CPOK JAEHCTBUS peLenTa B Ipeeaax A0 OJHOro
roja.

B CiIyda€ YCTAHOBJICHHA CpPOKa JIeHCTBHSA peucnra B HOpcaciax J0 OAHOIO roga B PEHECIITE
MMPOU3BOJAUTCA HAAIHNCh: "Tlo CIICHUAJIBHOMY HaSHa‘{eHI/IIO", 0003HauaeTcs CpOK JIeicTBUSA peuciita n
MNEPUOANYIHOCTE OTIIYCKaA JICKAPCTBCHHBIX MPLCIIapaToB U3 alTeYHOMN OopraHnu3aiv UJiW MHIAUBUAYaJIbHBIM
npeaApUHUMATECIICM, UMCIOIIUM JIMIICH3UIO Ha (I)apMaueBTqucxon JACATCIIbBHOCTD <14> (C)KGHC,Z[CJ'ILHO,
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€XKEMECSYHO U WHBbIE MepUojbl). J[OMOMHUTENBHO 3TO yKa3aHUE 3aBEPSAETCS MOAMUCHI0O MEIUIIMHCKOTO
pabOTHHKA, a TAaK)KE MEYaThi0 MEIMIIMHCKON opranmu3anuu "[[is penentoB" (st perenta Ha OyMakKHOM
HOCHTEJIE) WU YCUJICHHOW KBATU(DHUIIMPOBAHHON AJICKTPOHHON MOJIMUCHI0 MEIUIIMHCKOTO pabOTHHUKA U
JUIa, YIIOJIHOMOYEHHOTO 3aBEepATh JTOKYMEHTHI OT MMEHU MEIUIMHCKON opraHu3anuu (Ui pelemnTa B
(dhopMe AIIEKTPOHHOTO JOKYMEHTA).

<14> Ilynkr 47 uyactu 1 crarbu 12 @epepanbHoro 3akoHa or 4 mas 2011 r. N 99-®3 "O
JIUIIEH3UPOBAHUH OTACIBHBIX BUIIOB JesTenbHocTH" (nanee - @enepanbublii 3akoH N 99-D3) (Cobpanue
3akoHonarenscTBa Poccuiickoit denepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. PeuenThl Ha JIEKapCTBEHHbIE IIpenaparsl, BKIOueHHble B nepedeHb [IKY, miga nedenus
NAIMEHTOB ¢ XPOHUYECKUMHU 3a00JIeBaHUSAMU MOTYT 0(hOpMIIAThCS Ha Kype JeueHus 10 60 nHeil.

B cnyuae, xorma kypc seueHus coctaBisier Oosiee 30 HEW, JOMOJHUTENIBHO B pelENTax Ha
OyMa)kHOM HOcHUTeJe pou3BoaAnTCs Haanuck "llo crenuanibHOMY Ha3HAUYEHUIO", 3aBEpEHHAas! OIIUCHIO
MEAUIMHCKOro pabOTHMKA M I€4aThi0 MEAMLIMHCKOW opranm3anuu "/l penentoB", Ha peunenrtax B
dbopmMe DBIEKTPOHHOIO JOKyMEHTa MpousBogurcs oTrMmerka "[lo crnenuasbHOMYy Ha3Ha4YeHHIO" C
MPOCTABIICHHEM YCHJICHHON KBAIM(UIIMPOBAHHOW JICKTPOHHOHN IMOAMUCH MEIUIIUHCKOTO paOOTHHKA U
JIMIA, YIOJTHOMOYEHHOT'O 3aBEPATh TOKYMEHTBI OT IMEHU MEIULIMHCKOIN OpraHu3anuu.

25. Pement Ha OyMa)XHOM HoOcUTele B (OpME 3JICKTPOHHOTO JOKYMEHTa, O(OPMIICHHBIH C
HapylIeHHEM YCTaHOBICHHBIX HacTosmuM [lopsiikoM TpeOoBaHMiA, CUUTAaETCS HECHCTBUTEIBHBIM.

Il. HasHauyeHMe nekapCcTBEHHbIX NpenapaToB NPU OKasaHUU
MeAULIMHCKOW NOMOLLU B CTaLMOHAPHBLIX YCIOBUSAX

26. Ilpu oka3aHMM NAIMEHTY MEAMIIMHCKOM MOMOIIM B CTAallMOHAPHBIX YCIIOBUSAX Ha3HAYeHHE
JIEKapCTBEHHBIX MpernapaToB NpPOM3BOAUTCS 0e3 odopMileHUs pelenTa MEIUIMHCKUM pabOTHUKOM
€AVHOJINYHO, 3a UCKJIIOUEHUEM CITy4YaeB, YKa3aHHBIX B ITyHKTe 27 Hacrosmero [lopsaxka.

27. CornacoBaHMe Ha3HA4YEHHUs JICKAPCTBEHHBIX IMpENapaToB C 3aBEAYIOIIMM OTJEICHUEM WU
OTBCTCTBCHHBLIM JCKYPHBIM BpadyoOM 100 APYTruM JIMIOM, YIIOJJHOMOUYCHHBIM IMPHUKA30M IJIaBHOI'O Bpayda
MEIMIMHCKOW OpraHu3alMM, a TaKXke, NP HAIWYMM, C BpauyoM - KIMHUYECKUM (PapMaKoIoroM
HE00XO0IMMO B CIyJasix:

1) OHOBPCMCHHOT'O HA3HAYUCHUS TISITU U Oolee JICKAPCTBCHHBIX NPCIIAPaATOB OAHOMY ITAITUCHTY,

2) Ha3HAYEHUs JIEKAPCTBEHHBIX MPENapaToB, HE BXOJALIMX B IE€PEUEHb )KU3HEHHO HEOOXOIUMBIX U
BOXHEUIIMX JIEKApPCTBEHHBIX IpernaparoB <15>, Npu HETUNMYHOM TEYEHUHU 3a00JieBaHMs, HATMYUU
OCJIO)KHEHUH OCHOBHOTO 3aboieBaHusi W (WIM) CONYTCTBYIOUIMX 3a00jeBaHUil, NpU Ha3HAUYEHUU
JIEKapCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aUMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKUHUSAM TIO HMX TPUMEHEHHUIO TMPUBOAAT K CHIKEHHIO 3((EeKTHUBHOCTH U 0e€30MacHOCTU
(bapmakoTepanuu U (WIK) cO3at0T MOTEHIMAIBHYIO OMTACHOCTH JUIS dKU3HHU U 3/J0POBbS MAIMEHTA.
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<15> Yactu 1 cratem 60 DepepampnHoro 3akoHa N 61-O3 (CobOpanue 3aKOHOJATEIHCTBA
Poccutickoit ®deneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX cilydasx Ha3HAY€HHUE JIEKAPCTBEHHBIX MpernaparoB (UKCUPYETCSs B MEAUIIMHCKOU
JOKYMEHTAIlMU TAIMeHTa © 3aBepseTCs TOJIMUCHI0 MEIUIIMHCKOTO pPAOOTHHKA W  3aBEIYIOIIETO
oTJeNieHreM (OTBETCTBEHHOTO JIC)KYPHOIO Bpada WK JIPYroro yIoJIHOMOUYEHHOTO JIUIA).

28. MenuuuHCKU pabOTHUK MEIUIIMHCKOM OpraHu3anuy (ee CTPYKTYpHOTO MOJpa3/eIeHus),
pacroyio)KEHHOM B CEIbCKOM HACEIEHHOM IIyHKTE, OCYIIECTBIISIET Ha3Hau€HHE JIEeKapCTBEHHBIX
NpEerapaToB B CIIy4asx, yKazaHHBIX B yHKTax 27 u 29 nacrosmero Ilopsaka, eTuHOIMYHO.

29. Tlo pemenuto BpaueOHONW KOMHCCHU TAIMEHTAM NPH OKAa3aHUU MM MEIUIIMHCKON ITOMOIIH B
CTallMOHAPHBIX YCJIOBHSIX HAa3HAYAIOTCSl JIEKAPCTBEHHBIC IIpenaparbl, HE BKJIIOYEHHBIE B IE€pEUYCHb
KU3HEHHO HEOOXOIUMMBIX M BaKHEHIIMX JIGKAPCTBEHHBIX IMpENaparoB, B ClIy4yae HUX 3aMEHbl HU3-3a
WHJIMBUIYAJIbHOW HETIEPEHOCUMOCTH, 110 KU3HEHHBIM MTOKa3aHUSIM.

Pemenue Bpaue6HOI KoMuccuu (PUKCUPYeTCs B MEIMIUHCKON TOKYMEHTAIUY NallUEeHTa U J)KypHaJle
BpaueOHOM KOMUCCHUHU.

30. B ciyuasx oOcinemoBaHMsl M JIEYEHUS TIpaXJaHMHA B CTAlMOHAPHBIX YCIOBUSAX B paMKax
IIPEAOCTABIICHUS] MEIWLIMHCKUX YCIYyr Ha BO3ME3JHOM OCHOBE 3a CYET JIMYHBIX CPEACTB TIpaklaH,
CPEICTB IOPUIMYECKHUX JIMII M HMHBIX CPEICTB Ha OCHOBAHMM [JOrOBOpPa, B TOM 4YHUCJIE J0roBOpa
JNOOPOBOJIBHOTO MEIULMHCKOIO cTpaxoBaHusi <16>, eMy MOryT OBbITh Ha3HA4Y€Hbl JIEKAPCTBEHHBIE
Ipenaparel, HE BXOJMIIME B IEPEYCHb >XU3HEHHO HEOOXOJMMBIX M BaKHEMIIMX JIEKAPCTBEHHBIX
[IpenapaToB, €CJIM UX Ha3HAUEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMHU ITOKa3aHUSMU.

<16> Ilocranornenue IlpaBurenscTBa Poccuiickoit @eaeparuu ot 4 oktsaops 2012 r. N 1006 "O6
yTBepxkaeHuu [IpaBun npenocTaBieHuss MEIUIIMHCKUMU OPTaHU3alUsAMU TUIATHBIX MEIUIIUHCKUX yCayr"
(Cobpanue 3akonomarensctBa Poccuiickoit deneparuu, 2012, N 41, ct. 5628).

lll. HazaHayeHMe NeKkapCTBEHHbIX NpenapaToB MNP oKasaHUn
nepBUYHON MeAUKO-CaHUTAPHOM MNOMOLLN, CKOPOU MeAULIMHCKON
NOMOLUM U NaNIMaTMBHOU MeAULIMHCKOWN NOoMOLLMU

31. Ilpu oka3aHWM TIEPBUYHON MEIMKO-CAHUTAPHOW TMOMOIIM W TAJUIMATUBHOW MEIUIIMHCKOU
MOMOIIM B aMOYJaTOPHBIX YCIOBHUSX Ha3HAYeHHE JIEKAPCTBEHHBIX MPEMapaToB OCYIIECTBISIETCS
MEJTUIIMHCKUM PaOOTHUKOM B CIIy4asiX TUIMTUYHOTO TEUEHUS 3a00JIeBaHUS TTAIMEHTA UCXOIS U3 TSIKECTH U
Xapakrtepa 3a001eBaHMs.

32. Ha3naueHue JeKapCTBEHHBIX MpENaparoB MO PEUICHUI0 BpayeOHON KOMHCCUM MPU OKa3aHUU
NEPBUYHON MEAMKO-CAHUTAPHOW MOMOIIM, MAJUIMATUBHONM MEIMLIMHCKOW MOMOLIM B aMOYIaTOPHBIX
YCIIOBUSIX MPOU3BOAUTCS B CIIYHasIX:

1) OIHOBPCMCHHOTO HA3HAUCHUA OJHOMY IMALUCHTY IIATH U Ooiee JICKAPCTBCHHBIX MPCIapaToB B
TEUYCHHUEC OJHUX CYTOK MJIM CBBIIIC ACCATU HAaMCHOBAHUM B TCUCHUE TpuaAIaTnu )IHefl;
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2) Ha3HAYCHMs JIEKAPCTBEHHBIX IMpENapaToB NPU HETUIMYHOM TEUCHHH 3a00JIeBaHUS, HAIUYHH
OCJIO)KHEHUN OCHOBHOTO 3aboieBaHusi W (WJIM) COMYTCTBYIOUIMX 3a00jieBaHUM, MPU Ha3HAYCHHUU
JICKApCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aWMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKUHUSAM MO UX NMPUMEHEHHUIO MPUBOIAT K CHUKEHUIO 3(P(GEKTUBHOCTH U OE30MACHOCTH JICUEHUS
nanueHTa u (Win) co3ar0T NOTEHLIUAIbHYIO OIIACHOCTb JJIS )KU3HU U 3/10pOBbs MALIUEHTA,

3) NepBUMYHOrO HA3HAUEHMUs MAIUEHTY HApKOTHYECKUX U IICHUXOTPONHBIX JIEKAPCTBEHHBIX
npenapaTtos cuuckoB II u Il Ilepeuns (B ciyyae npuHATUS PYKOBOAUTEIEM MEIULMHCKON OpraHU3aliu
peleHust 0 HeOOXOJUMOCTH COTJIaCOBAaHMs Ha3HAUCHMsI TAKUX JICKApCTBEHHBIX MpEnapaToB ¢ BpaueOHOH
KOMHMCCHEH).

33. IloBTOpHOE Ha3HA4YCHHE HAPKOTHYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaTroB
ciirckoB Il u Il Ilepeuns nmpou3BOIUTCS MEIUITMHCKUM PaOOTHHUKOM CAMOCTOSITETILHO MM €AMHOIUYHO
0e3 yuyacTtus BpaueOHOW KOMHCCHM HAIlMEHTaM C BBIPAXKEHHBIM OOJIEBBIM CHHJIPOMOM JIFOOOr0 reHesa,
HapylIeHUEM CHa, CYJOpPOKHBIMH COCTOSIHUSIMH, TPEBOXKHBIMH  paccTpoicTBaMu, (pobusimu,
IICUXOMOTOPHBIM BO30YX/IEHUEM.

34. Ilpu oxa3aHMM CKOpPOM MEAMIIMHCKOW ITOMOLIM JIEKApPCTBEHHBIE IpernapaThl Ha3HAYaIOTCS
MEIULIUHCKUM pabOTHUKOM BBIE3HOW Opuragsl CKOpOM IOMOIIM, MEIULIUHCKUM PpabOTHUKOM
MEIUIMHCKOW OpraHu3allMyd TPH OKa3aHWHM METUIIMHCKON MOMOINM TpakIaHaMm Tpu 3a00JIeBaHMSIX,
HECUaCTHBIX CIydYasX, TpaBMaxX, OTpPaBICHUAX U JPYTUX COCTOSHUSAX, TPeOYIOUIMX CPOYHOIO
MEJIULMHCKOTO BMEUIATENbCTBA.

IV. HaszHa4yeHMe nekapCTBEHHbIX NpenapaToB rpaxapaHam,
MMelLWUM NpaBo Ha 6ecnnaTtHoe nony4vyeHue nekapCcTBeHHbIX
npenapaTtoB WUIUN NoJly4YeHue NeKapCcTBEeHHbIX NpenapaToB
CO CKMAKOW, NPU OKa3aHUM NepBUYHOMN
MeaUKO-CaHMTapHOM NOMOLLMU

35. Ilpu oka3zaHuM TEPBUYHOW MEAMKO-CAHUTAPHOW TOMOIIM HAa3HAYCHHE MEIUIIUMHCKUM
pabOTHUKOM Ha OCHOBE KIMHUYECKUX PEKOMEHJAIUN U C Yy4eTOM CTaHAApTOB MEIUIIMHCKOW MOMOIIH
<17> nexkapCTBEHHBIX MPEMAPATOB, OTIYCKAEMbBIX OECIIJIaTHO WJIM CO CKUIKOM, rpakIaHaM, UMEIOINM
mpaBo Ha oOecredeHHe JIEKApCTBEHHBIMH MperapaTaMH 3a CUeT CPEACTB OIOKETHBIX acCCUTHOBAHMIA
dbenepasibHOrO0 OrOXKETA U OOHKETOB CyOBeKkTOB Poccuiickoit deneparuu, OCymecTBiIseTcss Ha
penentypaom 6manke N 148-1/y-04 ().

<17> Crarbsa 37 depepanbHoro 3akoHa N 323-@3 (Cobpanue 3akoHonarenbcTBa Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmienun penenta Ha Onanke @opmbl N 148-1/y-04(;1) Ha OymMa)kHOM HOCUTENE
oopMIIsIOTCS Z1Ba IK3EMIUISIpa, OJWMH M3 KOTOPBIX OCTaeTcs B alTEYHOH OpraHu3allid, BTOPOH - B
MEIUIUHCKOW JOKYMEHTAIIIH TAI[eHTa.

36. HpaBo Ha3Ha4YaThb JICKAPCTBCHHLIC MpCIaparhbl rpakaaHaM, UMCHOIIHUM IIPpaBO Ha OecrmaTHOE
MOJIYYCHHUEC JICKAPCTBCHHBIX MIPCTIapaTOB UJIK IMMOJTYYCHUC JICKAPCTBCHHBIX ITPEIIapaToB CO CKHJIKOﬁ, TaKXE
HUMCIOT:
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1) MmenuuMHCKHUE paOOTHUKH, padOTAIONNEe B MEIUIIMHCKON OpraHU3alliu 10 COBMECTHTEILCTBY (B
npezesiax CBOSH KOMIIETEHITNH );

2) MeaMIUHCKHE pPAaOOTHUKM CTAIlMOHAPHBIX OPTraHM3AIMi COIMAILHOTO OOCITY)KWBAaHUS TIPH
HaJU4YUHM JIMICH3UU Ha OCYIIECTBICHHE MEIUIIMHCKON JAesITeNIbHOCTH <18>, mpemycmaTpuBaromei
BEITIOJTHEHUE pPaboT (OKa3aHWE YCIYr) MO OKa3aHUI0 MEPBUYHON MEIUKO-CAaHUTAPHOW IOMOIIN B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEJIOMCTBEHHOMN IPUHAIJICKHOCTH );

<18> IlynkT 46 yactu 1 crarbu 12 denepanbroro 3akoHa N 99-d3 (CobOpanue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5159).

3) MemuUMHCKHE pabOTHUKM MEAMLIMHCKMX  OpraHu3alui, OKa3blBalOIUX MEPBUYHYIO
ME/IMKO-CAaHUTApHYI0 MOMOILb, MMOABEIOMCTBEHHbIX (hefepalbHbIM OpraHaM HCIOJIHHUTENbHOM BlIacTu
WM OpraHaM HCIOJIHUTEIbHOU BiIacTH cyObekToB Poccuiickoil @enepanuuy;

4) WHAUBUAYAJIBHBIC MPCANPHUHUMATCIN, OCYHICCTBIAOMIUC MCIUNHUHCKYHO JOCATCIBHOCTL U
BKJIFOYCHHBIC B PEECTp MCAMLUHCKHUX OpFaHI/BaHI/If/'I, OCYIICCTBJIAIOINX ACATCIIBHOCTL B C(bepe
00513aTEJIbHOIO MCIHUIUHCKOT'O CTpaxXOBaHUA.

37. Ilpu Ha3HAYCHHWH JIEKAPCTBEHHBIX IPENapaToB IpakJaHaM, MMEIOLIIMM IMPaBO Ha OecruiaTHOE
MOJTyYeHHE JIEKapCTBEHHBIX INPENapaToB WIM MOJyYE€HHE JIEKAPCTBEHHBIX IPENapaToB CO CKUIKOH, B
pelenTe ykasplBaeTcs HoMep TenedoHa, 1O KOTOpOMY pabOTHHK anTeYHOH OpraHu3alud TpU
HE00XO0AUMOCTH MOXET COIIAaCOBATh C MEAMLIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOI'O Ipenapara.

38. Ha3zHaueHne HAPKOTHUECKUX U IICUXOTPOIHBIX JIEKapCTBEHHbIX MpenaparoB crucka I [lepeuns
(3a MCKIIFOUEHUEM JIEKAPCTBEHHBIX NPENapaToB B BHUJIE TPAHCAEPMAJIBHBIX TEPANEBTUYECKUX CHCTEM, a
TAaK)K€ JIEKapCTBEHHBIX IMpEenapaToB, COAEpXKAIUX HAPKOTUYECKOE CpEICTBO B COYETAaHUH C
AQHTarOHUCTOM ONMOMJHBIX PELENTOPOB) IpaXkJAaHaM, HUMEIOIIMM IpaBO Ha OecIIaTHOE MOJIy4YeHue
JIEKapCTBEHHBIX MPENapaToB WM MOJyYEHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOW, OCYIECTBIISIETCS
Ha peuentypHoM Omnanke ¢opmbl N 107/y-HII, k KOTOpOMy NOMOJHUTENBHO OQOPMIISETCS pelenT Ha
penentypaoM Onanke ¢Gopmbl N 148-1/y-04(;1) (B ABYX sK3emIuigpax npu o(opmiieHuu Ha OyMa)kHOM
HOCHTEJIE).

39. Ha3zHayeHne HApKOTHYECKUX U MCUXOTPOIHBIX JIEKapCTBEHHbIX npenaparoB crucka I [lepeuns
B BHUJE TPAHCACPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTHYECKHX JIEKAPCTBEHHBIX IPENapaToB
cnucka II Ilepeuns, coaepkamux HapKOTHUYECKOE CPEJICTBO B COUYETAHUU C AHTAarOHHWCTOM OIHMOMIHBIX
pELEnTOPOB, ICUXOTPOIHBIX JIEKApCTBEHHBIX mpemnapatoB cnucka [II Ilepedns, JsekapcTBEHHBIX
IpenaparoB, BKIOUYEHHBbIX B nepedeHb [IKY, comepxkammxcsa B noamyHkre 2 nmyHkra 11 Hacrosmero
[Topsiaka, mpenHasHaueHHbIE JUISL JICUEHHUs] TpaxkJaH, MMEIOIIMX IpaBO Ha OecIulaTHOE IOIyueHHUe
JIEKapCTBEHHBIX IMPENapaToB WM MOJIyYeHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOW, OCYIECTBIISETCS
Ha penentypHbix Onankax ¢opm N 107-1/y u N 148-1/y-88, k KOTOpBIM JOMOJHUTEIBHO O(HOPMIIIETCS
perient Ha peuentypHoM Oianke dopmbl N 148-1/y-04(i1) (B ABYX SK3eMIUIsApax mpu oQopMIIECHUU Ha
OyMa)KHOM HOCHUTEIIE).
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KOJIMYECTBO

[Ipunoxenne N 1

k [lopsiaky Ha3HaueHUS
JIEKAPCTBEHHBIX MPETApaToB,
YTBEP)KICHHOMY ITPHKa30M
MuHucTepcTBa 3[paBOOXpaHEHUS
Poccuiickoit @eneparuu

oT 24 Hos10ps 2021 r. N 10941

HAPKOTUYECKUX CPEAOCTB UM NCUXOTPOINHbLIX BELUECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OAHOM PELENTE

N | MexayHapoaHOE HEMAaTEeHTOBAHHOE dopma BeIITyCcKa U KonnyectBo
/1 | HauMEHOBAaHUE HAPKOTUYECKOTO U JO3MPOBKA
IICUXOTPOITHOTO JIEKAPCTBEHHOTO
npernapara
1. Bynpenopdun + Hanokcon TabneTku 60 TabneTok
cyonuursanbhble 0,2 | (ynakoBka, KpaTHas
mr + 0,2 mr N 20)
2. Bynpenopdun PacrtBop st 30 ammyn
uHbeKIui, 0,3 Mmr/mi 1 | (IImpuI-TEOOMKOB)
MIT
3. Bymnpenopdun TpancnepMaabHbII
TUTaCTHIPh
35 Mkr/gac 20 nutacteipen
52,5 mxr/gac 10 nutacteipeit
70 MKr/49ac 5 mnacTelpen
4. Mopdun PactBop mis
WHBEKIUHI, pacTBOP I 20 ammyn
MOJIKOYKHOTO BBe/IeHUs | (IUMPHUI-TIOOUKOB)
10 mr/mm 1 mn
5. Koneun + Mop¢un + Hockanun + PacrtBop s
[TarmaBepun + Tebaun MMOJIKOKHOTO BBEJICHUSA
0,72+5,75+ 2,7+ 20 aMmvi
0,36 + 0,05 Mr/wt 1 Y
1,44 +115+54 +
0,72 + 0,1 mr/mi 1 Mo
6. Tpumenepuaun TabneTku 25 mr 50 TaGnerok
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7. Tpumenepuara PacTtBop miia uHbEKIUH 20 ammy
10 mr/aan 1 (IWIpuUI-TIOOUKOB)
20 mr/min 1 M pun
8. Mopdun TabeTku (KarcyJibl) 180 TabneTox
MIPOJIOHTUPOBAHHOTO (karcyn)
JIECTBUS 60 TadieTok
10 mr (karcym)
30 Mr 40 TabneTok
60 mMr (karicym)
100 mr 20 TabneTox
200 mr (karcym)
20 TabneTox
(karicym)
9. Mopdun TabmeTku
5 Mr 100 TabieTok
10 mr 100 TabneTox
10. Mopdun Kannu nns npuema
BHYTpH 20 Mr/mi 20 M 4 dpraxona
11. Mopdun PactBop ais npuema
BHYTPb (MOHOO3BI)
2 Mr/mi 5 mi 100 amrryi /3
6 Mr/mi 5 min 80 ammyn /3
20 mr/ma 5 M 30 ammyn /3
12. OxkcukonoH + Hamokcon TabneTkn
MPOJIOHTHPOBAHHOTO
JNIEUCTBUSA
Swmr+2,5wMr 100 TabneTox
10 Mr + 5 mMr 60 TabneTox
20 mr + 10 mr 40 TabneTox
40 mr + 20 mr 20 TabneTok
13. | [IponmonundeHnIITOKCHITHINUIEpH | TableTku 3ameyHbIe 50 TabneTox
TUH 20 mr
14. DenTanun [Tmacteips
12,5 Mkr/4ac 20 mnacTeipei
25 mxkr/4ac 20 mnacTelpen
50 mkr/gac 10 nuacteipeit
75 MKr/4ac 10 nuacteipen
100 mxr/yac 10 mnacTeipeit
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

[lokyMeHT npefoctaBneH KoHcynbTaHTloC

[aTta coxpaHeHus: 15.04.2024

peuenTyp...
15. deHTaHuI Crnpeii Ha3aIbHBINA
®dnaxkoH 50 MKr/mo3a
2,0 M (10 mo3) 24 (makona
3,2 M (20 03) 12 ¢pnaxoHoB
5,0 mi (40 mo3) 6 drakoHOB
®diaxoH 100 MKr/mo3a
2,0 M (10 m03) 12 ¢pnaxoHoB
3,2 M (20 mo3) 6 drakoHOB
5,0 mi (40 103) 3 dbnmakona
@nakon 200 MKr/mo3a
2,0 i (10 no3) 12 ¢pakonoB
3,2 mi (20 mo3) 6 drakoHOB
5,0 m (40 03) 3 dbmakona
[Ipunoxenue N 2
k [Topsiaky Ha3HAuUCHWMSI
JICKapPCTBCHHBIX MPETapaToB,
YTBEPKACHHOMY MPUKA30M
MuHHUCTEpPCTBA 3JPABOOXPAHCHHUS
Poccuiickoii denepanuun
oT 24 Hos16ps 2021 r. N 10941
CnpaBo4yHO
PEKOMEHOOBAHHbIE K UCIMOJIb3OBAHUKO COKPALLEHUA
NMPU O®OPMJIEHUU PELIENTOB
N | Coxkpamienue [TonHoe Hanucanue ITepeBog
n/m
1. aa ana 110, TIOPOBHY
2. ac., acid. acidum KHCJIOTa
3. aer. aerozolum a’po30J1b
4, amp. ampulla amIryna
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM HokymeHT npepoctaBneH KoHcynbTaHTinioc

[aTta coxpaHeHus: 15.04.2024

peuenTyp...
5. ag. agua BOJIA
6. aqg. purif. aqua purificata BOJIa OYHIIICHHAS
7. but. butyrum Macio (TBepaoe)
8. caps. capsula KarcyJsa
9. comp., cps compositus (a, um) CJIOXKHBIH
10. D. Da (Detur, Dentur) Boinait (Ilycts Beinano, Ilycts
OyJIeT BBIIaHO)
11. D.S. Da, Signa Detur, Signetur Brinait, obosnats, Ilycts Gyner
BeIIaHo, O003HAaYCHO
12. D.t.d. Da (Dentur) tales doses Benait (Ilycts 6ynyr spinansy)
TaKUe JI03bI
13. dil. dilutus pa3BeICHHBII
14. | Div. in p. aeq. Divide in partes aequales Pasjenu Ha paBHBIC YacTH
15. emuls. emulsio OMYIbCHUS
16. extr. extractum 9KCTPAKT, BBITSDKKA
17. in enem. in enemas B MUKPOKJIM3MaX
18. F. Fiat (fiant) ITycth oOpasyetcs (0OpaszyroTcs)
19. gran. granulum TpaHyJIbI
20. ot., gtt gutta, guttae Karuist, Karuiu
21. gtt. peror. guttae peroralis KaIUTH JJ1s1 TIpUeMa BHYTPb
22. inf. infusum HacTON
23. in amp. in ampullis B aMITyJIax
24, in tab. in tab(u)lettis B Ta0JIeTKax
B TabNeTKax c
25. | in tab. prolong. in tab(u)lettis prolongatis MIPOJIOHTUPOBAHHBIM
BBICBOOOXKIEHUEM
B TaOJIETKaX C
26 in tab. prolong, in tab(u)lettis prolongatis POJIOHTUPOBAHHBIM
' obhd. obductis BBICBOOOXKIEHUEM, TTOKPBITHIX
000J104KOM
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

peLenTyp...
27. in tubul. in tubulis B TIOOMKaX

28. lin. linimentum JTUHUMEHT

29. lig. liquor KHUJIKOCTh

30. lot. lotion JIOCHOH

31. m. pil. massa pilularum MUTIONIbHASE Macca

32. | membr. bucc.

membranulae buccales

IIJICHKH 3alICYHBIC

Cwmerai

33. M. Misce, Misceatur (Iyets ByieT cyemmao)
34. mixt. mixtura MHKCTYypa

35. N. numero YUCIIOM

36. ol. oleum Maciio (KHIKOE)

37. past. pasta nacTa

38. pil. pilula, pilulae TIVITEOJISL, TTHUITEOJTH
39. p. aeq. partes aequales paBHBIC YacTH

40. ppt., praec. praecipitatus OCaXICHHBIN

41. pulv. pulvis MOPOIIOK

42, q.s. quantum satis CKOJIBKO nmp;fglgrcs[, CKOJIBKO
43. r., rad. radix KOpEHb

44, Rp. Recipe Bo3smu

45, Rep. Repete, Repetatur HOBT?OPLQSI:II;’)(SYHGT
46. rhiz. rhizoma KOPHEBUIIE

a.| s Signa, Signetur Ooany (1verts Oyer
48. sem. semen cemst

49. simpl. simplex MPOCTOM

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

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

peLenTyp...

51. sol. solutio pacTBop

52. spr. spray crpeit

53. spr. nas. spray nasale cripeil Ha3aJabHbIN

54, supp. suppositorium CBeYa, CYIIIO3UTOPHIA

55. susp. suspensio CYCIICH3US1, B3BECh

56. tab. tab(u)letta TabIeTKa

57. t-ra, tinct. tinctura HacToWKa

58. tubulis tubulis TIOOMKH

59, STT Systema Therapeutica TpancnepmanbHas
Transcutanea Tepaneptuyeckas Cucrtema

60. ung. unguentum Ma3hb

61. vitr. vitrurn CKJISTHKA

[Ipunoxenue N 2

K IIpUKa3y MUHUCTEPCTBA 3/[paBOOXPAaHEHHUS
Poccniickoit ®enepanun

ot 24 Hos6ps 2021 r. N 1094u

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

MuHHUCTEPCTBO 3APaBOOXPAHEHUS

Poccuitckoit deneparuu

HaumenoBanue (1rramin)
MEIUIIMHCKOW OpraHu3aIiuu

Haumenosanue (1ramn)

Kox ¢popmer mo OKY /1
Kog yupexnennsa no OKIIO

MenunuHcKas JAOKYMCHTAaI A

®opma N 107-1/y

YTBepxkaeHa NPUKA30M
MuHucTepceTBa 31paBoOXpaHEHUS
Poccniickoit ®enepanuun

oT 24 Hos16ps 2021 r. N 1094n

WHIUBUAYAIBHOTO TIPEITPHHUMATENS
(yka3zatp agpec, HOMEp M J1aTy JIMIICH3UH,
HAaUMEHOBAHHE OpraHa rocyAapCTBEHHOM
BJIACTH, BBIJIABIIIETO JIUIICH3UIO)
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

PELIEIIT
(B3pOCBIi, IETCKUM - HYKHOE OAYEPKHYTh)
n n 20 T.

q)aMI/IJII/ISI, WHHUIKAJIbl UMCHHU U OTYCCTBA (HOCJIGI[HCC - [Ipr HaJ'II/I‘-II/II/I)
nanucHTa

Jlata poxxaeHust

damMunus, THULKMAJIbI UIMEHH U OTYECTBA (IIOCIIeIHEE - IPU HAJIUYUH)
neyamiero Bpada ((enpamepa, akymepkn)

py0.|kom.| Rp.

Ioamuce M.II.
Y TIeYaTh JIeyaliero Bpavya
(moamuck Qenpamiepa, aKymepKu)

PeuenTt mericrBuUTeJeH B TeueHue 60 mHer, mo 1 rToma ( )
(HyXHOEe TOIUYEepPKHYTH) (yxaszsaro
KOJIMUYEeCTBO IHEN)

O06opoTHas cTopoHa

OTMmeTKa 0 Ha3HaYeHHUH JIEKaPCTBEHHOT O
mpernapara 1o peleHuIo BpaueOHoi
KOMHUCCUU
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM AokymeHT npefocTasner KoncynbtaHTintoc

[aTta coxpaHeHus: 15.04.2024

peuenTyp...
[IpuroToBun [Iposepun Otnyctun
®OPMA PELEIITYPHOI'O BJTAHKA N 148-1/Y-88
MUHHCTEPCTBO 3/IPaBOOXPAHEHUS Kox dopmer mo OKY /1 3108805
Poccuiickoit deneparuu MenuiuHcKas JOKyMEHTaIus

®opma N 148-1/y-88
YT1BepkaeHa MpuKazoM
MuHucTepcTBa 34paBOOXPAHEHUS
Poccuiickoit ®eneparuu

ot 24 Hos1i6ps 2021 r. N 1094n

HaunmenoBanwue (mramir)
MEIUIIMHCKOW OpraHu3aIiuu

Haumenosanue (1rami)
WHIUBUAYAIBHOTO IPEITPUHUMATENS
(yka3zatb agpec, HOMEp M JaTy JIMIICH3UH,
HAaUMEHOBAaHHE OpraHa rocyapCTBEHHOM
BJIACTH, BBIJIABIIIETO JIULIEH3UIO)

e | || L) v L L L

PELEIIT " 20 T
(1aTa opopmiIeHHsI-peLenTa)

(B3pOCIIBIiA, IETCKUH - HYKHOE MOAYEPKHYTD)

damunus, THULMAIBI UIMEHU M 0T4YeCTBa (TIOCIeIHEE - TPU HATUYHH)
MalUeHTa

Jlara poxnenus

Anpec Mecta XHUTeIbCTBa MM N MEIUUUHCKOW KapThl amMOyJaTOPHOIO IallMeHTa,
MOJTYYarOLIEro MEIULUHCKYIO MTOMOIIb B aMOyJIaTOPHBIX YCIIOBUSX

daMunus, THULMAIbI UIMEHHU U 0TYeCTBa (TIOCIeIHEe - IPU HAJTUYUH)
Jedaniero Bpaya ((enpiiepa, akyuepku)

Pyo6. Kom. Rp:
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

[Toanucek u neyaTh Jeyaniero Bpada M.II.
(moamuck Qenpamepa, aKymepKH)

Pentenit nelicteurteiied B TeueHue 15 nuen

Ob6opoTtHast cTopoHa

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 1o pereHHIo BpayeOHOM
KOMHCCHH

[Ipurorosun [Iposepui Otnycrun

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

MuHHCTEPCTBO 31paBOOXPaHEHUS YTBEPX/EHA
Poccuiickoit ®eneparuun MECTO  npukazom MunucrepcTsa
JJLIA 3ApaBOOXpPaHEHUS

LITPUXK Poccuiickoit @enepaunn
OHA <*> ot 24 Hos6ps 2021 1. N
1094u

ITamn
Kon

M€,ZII/II.[I/IHCKOI>1 oprann3aliin
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[lokyMeHT npefoctaBneH KoHcynbTaHTloC

[aTta coxpaHeHus: 15.04.2024

HITamm
Kon

UHAUBUAYAJIBHOI'O IPCAIIPUHUMATCIIA

Kox dopmer mo OKVYJ] 3108805

®opma N 148-1/y-04(m)

Kon

Kon

KaTerOpUH | HO30JIOTHYECKON
rpaxaad | ¢opmsl (mo MKB)

Hcrounuk pruHaHCHUPOBAHUS:
(TIOI4epKHYTH)

1. ®enepasibHBINA OIOKET

2. bromxer cyobekTa Poccuiickoit
denepauuu

3. MyHuIMnanbHbIi OFOIKET

% OILIATHI:
(MO4epKHYTD)

1. Becrutatao
2.50%

3. nnout %

PELIEIIT Cepus

damunusi, THUIMATIB UMMEHU U OTYeCTBa (TOCIEAHEE - MPHU
HaJTUYMH) MTallHeHTA

N

Jara obopmienus:

20 r.

[ara poxaenus

CHUIIC

N nonuca
00513aTEJILHOTO
MCIOUITUHCKOT'O
CTpaxOBaHHUS:

HOMep MEIHUIIMHCKON KapThl MaAUCHTA, [MOJYyHYaromero MEANIUHCKYO ITIOMOIIbL B aM6y.TIaT0pHBIX

YCIIOBUSIX

damunus, THUIMAIBI UIMEHU U 0T4YeCTBa (TIOCIeIHEee - TPU HATUYHH)
Jevaiero Bpaya (¢enpaiiepa, akymepku)

Py0. Konm.

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

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

DL, e

ST T - USSR

[Toanuces u neyaTe Jeyaniero Bpada

M.IL
(moxmuck Qenpamepa, aKymepKu)

Peuent neiicrBurenex B reuenue 15 aueit, 30 aueit, 90 nHel (Hy)HOE NOTYEPKHYTH)

OTnyuieHo no penenry: ToproBoe HauMeHOBaHUE U JO3UPOBKA:
Hara orniycka: " " 20 . Konunuectso:
[Tpurorosui: IIposepuin: Ornycruit:

Kopemok peuentypHoro 0i1aHka Crnoco0 npuMeHeHus:

HaumMeHOBaHME HpO,Z[OJ'DKI/ITeJ'ILHOCTB JHCHU

JICKApCTBCHHOT'O IIperiapara:

Z[OBI/IpOBKaZ Komuuecto IMPpUEMOB B JICHb: pa3

Ha 1 npuewm: el.

<*> B ciy4ae U3rOTOBIEHHS PEUENTYPHOrO OJlaHKa C MCTIOIb30BAHUEM KOMITBIOTEPHBIX
TEXHOJOTHHU.

O6opoTHas cTopoHa

OTMmeTKa 0 Ha3HaYeHHUH JIEKaPCTBEHHOT O
mpernapara 1o peleHuIo BpaueOHoi
KOMHUCCUU
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H

"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM AokymeHT npefocTasner KoncynbtaHTintoc

[aTta coxpaHeHus: 15.04.2024

peuenTyp...
IIpurorosuin IIposepui Otnyctun
[Tpunoxenue N 3
K IpuKa3y MUHHUCTEPCTBA 34PABOOXPAHCHUS
Poccuiickoit ®eneparuu
oT 24 Hos10ps 2021 r. N 10941
NnoPAOOK
OPOPMIJIEHUA PELIENTYPHbIX BJIAHKOB HA JIEKAPCTBEHHbIE NPENAPATDI,
MUX YYETA U XPAHEHUA

I. OchopmneHue peuenta Ha GyMmaXHOM HocuTene

1. Ha penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BepXHEM
yIJly NPOCTAaBJIAETCS IUTaMIl MEAMLMHCKOW OpraHu3ali C yKa3aHHEM €€ HauMEHOBaHHWsA, ajpeca U
TesnedoHa ¢ 1aToW BBIMUCKH (1aTOM 0(hOpMIICHHS ) peleriTa Ha JIEKapCTBEHHBIN Tpenapar.

JlononHutenbHO Ha penentypHoM Omanke ¢opmbl N 148-1/y-04(;1) mpoctaBnseTcs Koj
MEIUIMHCKOW OpraHu3allid B COOTBETCTBUM € OCHOBHBIM TOCYJAapCTBEHHBIM PErHCTPAllMOHHBIM
Homepowm (nanee - OI'PH).

Cepus penentypHoro Omanka ¢dopmbl N 148-1/y-04(;1) Brumrowaer konx cyowekTta Poccuiickoit
denepanyiv, COOTBETCTBYIOIIMNA JIByM mepBbIM Huppam OOIepoccuiickoro kiaccupukaTtopa 00beKTOB
aJIMMHHUCTpaTUBHO-TEppUTOpHalIbHOTO enenus (ganee - OKATO).

Paspenraercs usroraBiuBath peuentypubie 6manku ¢popmel N 107-1/y u popmer N 148-1/y-04(1) ¢
MTOMOIIBI0 KOMIIBIOTEPHBIX TEXHOIOTHIA.

Peuentypusie Onmanku ¢dopmbl  Gopmbl N 148-1/y-88 wu3roraBnuBaroTcs UCKIIOYUTEIHHO
TUNIOTPaCKUM CIIOCOOOM.

2. Ha penentypHblx OnaHkaxX, OQOpPMIISEMBIX WHAWBUIYAIbHBIMUA IpPEANPUHUMATEISAMH,
UMEIOLUMH JIMIEH3UI0 Ha MEIUIMHCKYIO JeATelIbHOCTh, B BEPXHEM JIEBOM YIUNIy THUIOTPadCKUM
CIOCOOOM WJIM MyT€M NPOCTaBICHHS IITaMIla JOJDKeH OBITh yKa3aH aapec WHAWBUIYAIbHOTO
MpearpuHUMaTessi, HOMEp W Jara JMIeH3UMH, HauMEHOBaHUE OpraHa TroOCYJapCTBEHHOHN BIIACTH,
BBIJIABILIETO JIMIIEH3HIO.

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

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

MEIULIUHCKUM paOOTHUKOM YEpHUIIAMHU HITU IIAPUKOBOW PYUKOM.

4. Jlomyckaetcst opopMiIeHHE BCEX PEKBU3UTOB (32 MCKIIOUEHHEM pekBu3uTa "lloamuck Jeuariero
Bpaua (rmoanuch (enpamepa, akymepku') penentypHsix 0nankoB Gopmsl Gopmbl N 107-1/y, dopmber N
148-1/y-88 u popmbl N 148-1/y-04(;1) ¢ HCIIOIB30BaHUEM IT€UATAIONINX YCTPOMCTB.

5. Odopmnenne peuentypHbix OmankoB ¢opmbel N 148-1/y-04(;) Brimrodaer mudpoBoe
KOJIMPOBaHUE.

[udpoBoe KoaupOBaHNE YKa3aHHBIX PELENTYPHBIX OJAHKOB BKIIIOYAET:

1) xog MemuuuHckou opranuzamuu (OI'PH) wiam kon WHAMBUAYAIBHOTO MNPEANPUHUMATENS B
coOTBETCTBUU C (OCHOBHBIM T'OCYJIapPCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHAUBUIYATBHOTO
npennpuaumarens (naitee - OI'PHUIL), npoctaBnseMslii Ipu H3roTOBJIEHUN PELIETITYPHBIX OJIAHKOB;

2) KOJ KaTeropu TpaJaH, UMEIONIMX IPaBO Ha TOJIYYCHHE JIEKAPCTBEHHBIX IpPENapaTtoB B
COOTBETCTBUHU CO cTarheil 6.1 denepanbHoro 3akona ot 17 uronst 1999 r. N 178-®3 "O rocynapcTBeHHOM
corpanbHOW momonmm" <1>, W KoJ Ho30J0rH4YecKod (GopMbl MO0 MeXITyHApOJHON CTATHCTUYECKOM
kiaccuukanuu OoJie3He M MpoOieM, CBS3aHHBIX co 3a0poBbeM (10-i mepecmotp) (mamee - MKD),
3aIlOJTHSICMbIE JICUAIIMM BPAdyoOM IyTEM 3aHECCHHS KaXIO0H IUGPBI B MyCThIC SYCUKH, TIPU ITOM TOYKa
MIPOCTABJISIETCS B OTACTBHOM AueiiKe;

<1> Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepammu, 1999, N 29, cr. 3699; 2020, N 52, cr.
8577.

3) orMerky 00 wuctouHuKe (uHaHCUpOoBaHUs ((emepaibHbIl OmmKeT [1], OrOKEeT CyOBEeKTa
Poccuiickoit @enepanuu [2], MyHUIIMIIATbHBINA Or0mKeT [3]) U mpoleHTe ormaThl perenta (OecriaTHO
[1], 50% [2], wHOH % [3]);

4) mTPUX-KOJ - JIOTOJHUTENBHBI PEKBU3UT (B Cllydyae M3TOTOBJIEHUS Ha TEPPUTOPUU CYyObEKTa
Poccuiickoit @enepanuu penenTypHOro 0J1aHka ¢ UCIIOJIb30BaHUEM KOMIIBIOTEPHBIX TEXHOJIOTH).

6. B peuentypnsix O1ankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnmus,
WHUIMAIbl MMEHM W oTyecTBa (MOCIeAHee - IpH HaJIWM4uMu) ManueHTta" yKasblBaloTcd (aMuius,
MHUIMAJIBI MMEHU M OTYeCTBa (TIOCNIeAHEee - MPU HAIWMYMH) MAlUEeHTA.

7. B penentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpacde "Iara
poXxIeHus" yKa3bIBaeTCs JaTa pOKJIEHHs MalueHTa (YMcio, MecsL, rox).

JlonomHUTENBHO B penenTtypHbix OmaHkax ¢Gopmer N 148-1/y-88 u dopmer N 107-1/y mis nereit B
Bo3pacte 110 | roga B rpage "Jlata poxxaeHus" yKa3bIBaeTCsl KOJIUYECTBO MOTHBIX MECSIIEB.

8. B peuentypusix Omankax ¢opmbl N 148-1/y-04(1) B rpadax "CHWIJIC" u "N mnonuca
0053aTeNIbHOTO  MEAUIIMHCKOIO CTpaxOBaHMA" YKa3bIBAIOTCA CTPAaXOBOW HOMEP HWHAWBUIYAIBHOTO
JTUIEBOro cyera rpaxaanuHa B [lencuonnom ¢oune Poccuiickoit @enepanun (CHUIIC) (pu Hanuuun)
¥ HOMEp ToJjKca 0053aTeTbHOI0 MEIUIIMHCKOTO CTPaXOBaHHUS.
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9. B penentypubsix Onankax ¢popmbel N 148-1/y-88 B rpade "Anpec mecta KUTEIbCTBA WIK HOMED
MEIMLUHCKOW KapThl MalMEHTa, MOJIyYarollero MEIUIIMHCKYIO IOMOIIb B aMOYIAaTOPHBIX YCIOBUAX',
YKa3bIBAE€TCSl TOYTOBBIM aJapec MecTa JKUTENbCTBA (MecTa NpeObIBaHMS HIM MecTa (DaKTHUYECKOro
IIPO’KMBAHUA) NAlMEHTa WIM HOMEpP MEIMIMHCKOM KapThl MalMeHTa, IOJyYarollero MEIUIIMHCKYIO
MOMOIIb B aMOYyJIaTOPHBIX YCIOBUSIX <2>.

<2> [lpuka3z MunuctepcrBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 15 gexabpst 2014 r. N
8341 "OO6 yrBepkAcHUU YHHU(PUIHMPOBAHHBIX (OPM MEIAUIIMHCKON JOKYMEHTAIIMH, HCIIOJIb3YEMbIX B
MEAWIIMHCKUX OPTaHU3aIUsIX, OKA3bIBAIOIINX MEAUIIMHCKYIO MMOMOIL B aMOyJIATOPHBIX YCIOBHSIX, U
MOPSIIKOB 10 UX 3amojHeHuto" (manee - Ilpukas N 834H) (3apeructpupoBad MUHHCTEPCTBOM HOCTUIIMH
Poccuiickoit ®@enepanun 20 despans 2015 1., peructpammonssii N 36160) ¢ u3MeHeHHAMH,
BHECEHHBIMHU NpUKa3aMu MuHHCTEpCTBa 31paBooxpanenus Poccuiickoit denepanuu ot 9 susaps 2018 r.
N 2 (3apeructpupoBan MunucrtepctBoM roctuiuun Poccuiickoit ®enepanuu 4 anpens 2018 r.,
peructpanroHHbii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3aperucrpupoBaH MHUHHUCTEPCTBOM
toctuninu Poccuiickoit @enepamnmu 27 Hos0ps 2020 r., peructparmonasii N 61121).

Vkazanue u aapeca MeCTa JKXUTCIILCTBA U HOMEpA MEIHUIIMHCKOMN KapThbl Mal¥eHTa, NOJYy4aromcro
MCIUIHUHCKYHO ITOMOIIb B aM6y.]'IaT0pHBIX YCIOBUAX, HEC SABJISACTCA OIIINOKOIA.

B penentypubix 6mankax ¢opmer N 148-1/y-04(1) B rpade "Homep MeIUIIMHCKON KapThl MMAIIUCHTA,
MOJTYyYaOIero MEeIUIMHCKYIO0 OMOILb B aMOYJIaTOPHBIX YCIOBHX" YKa3bIBAa€TCS HOMEP MEIULIMHCKOMN
KapThl MALMEHTA, [TOJIYYaOLIEro MEAUIMHCKYIO TOMOLIb B aMOyJIaTOPHBIX YCIOBHIX <3>.

<3> [Ipuka3 N 834H.

10. B rpade "damuiusi, ”HUIIHAIBI UMEHU U 0TYeCTBa (MTOCJIEIHEE - TIPU HAIMYKH ) JICUaIlero Bpaya
(penpamepa, akymepku)" peuentypHbelx OmankoB ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn)
YKa3bIBAIOTCS TIOJIHOCTBIO (aMUIIUSl, WHHUIHMAIBl WMEHH, OT4ecTBa (TOCIeqHee - TpU HaJTHYUH)
MEIULUHCKOTO paOOTHUKA, HA3HAYMBIIETO JIEKApCTBEHHbIE MTpenapaThl U 0()OPMUBIIETO PELENT.

11. B rpade "Rp" penentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(m)
yKa3bIBaETCS:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO TIpernapara (MeXIyHapOHOE HEMMaTEHTOBAHHOE HAMMEHOBAHUE,
IPYIIMPOBOYHOE MIIM XUMUYIECKOe HAMMEHOBAHUE, TOPIOBOC HANMEHOBAHHNE) HA JIATHHCKOM SI3BIKE WM
Ha PYCCKOM sI3BIKE, (hOpMa BBIITYCKa, JO3MPOBKA, KOJHUECTBO (YKa3bIBAETCS MIPOIKCHIO HA PEENTYPHOM
omanke ¢popmer N 107/y-HIT);

2) cnoco® TpUMEHEHHUs JIEKApCTBEHHOTO Ipernapara Ha ToCyAapCTBEHHOM si3blke Poccuiickoit
Qenepanuy WIM Ha TOCYAapCTBEHHOM s3bike Poccuiickoii denepanuu U roCylIapCTBEHHOM S3BIKE
pecnyOJIMK U UHBIX si3bIKax HapoaoB Poccuiickoit denepannn <4>.
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<4> Yactp 1 crareu 15 3akona Poccuiickoit ®enepannu ot 25 oxtsi6ps 1991 r. N 1807-1 "O
s3bIKax HapoaoB Poccuiickoit denepanun" (nanee - 3akon N 1807-1). (BegomocTu cbe3na HapOAHBIX
nenyratoB PCOCP u BepxoBaoro Cosera PCOCP, 1991, N 50, cr. 1740; CobOpaHue 3aKOHOATEIIbCTBA
Poccutickoit ®eneparuu, 1998, N 31, ct. 3804).

Koncynsrantlntoc: npumeyanue.
HymMmepanus myHKTOB JaHAa B COOTBETCTBUU C O(PUIIMATBHBIM TEKCTOM J0KYMEHTA.

13. ITpu oopmiieHNH pelenTypHBIX OJIAHKOB 3aMpeIIaeTcss OrPaHNYUBATHCS OOIIUMHU YKA3aHUSIMH,
Hanpumep, "Buyrpennee", "M3ecTHo".

14. Peuent, odopmieHHbi Ha peuentypHoMm Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(i1), moanuchIBaeTCS MEIUIIMHCKAM PAOOTHUKOM M 3aBEPSAETCS €ro MeYaThlo.

Penent, oopmiienHsiit Ha penentypHoM Onanke ¢opmbl N 148-1/y-88 u dpopmsr N 148-1/y-04(1),
JOTOJTHUTEIIHHO 3aBepseTCs euaThbio MeIUIIMHCKON opranu3amuy "/l peuentos'.

st penienta, odopMieHHOTO Ha pernentypHoMm Omanke Gopmel N 107-1/y, nanumuue newarn "J{ns
penenToB" He ABISAETCS 00sS3aTeIbHBIM.

15. Ha onaom penentypaoM Osianke ¢hopmbl N 148-1/y-88 u dopmbr N 148-1/y-04() paspenraercs
OCYIIECTBJIATh HA3HAYCHHE TOJIHKO OJHOTO HAMMEHOBAHHUSI JIEKAPCTBEHHOTO Mperapara.

Ha omnom peuentypHom Omnanke ¢opmbel N 107-1/y paspemniaercsi OCYIIECTBISATh Ha3HAYCHUE
TOJILKO OJIHOTO HAaNMMEHOBaHWs JICKApCTBEHHOIO ImpemapaTta, oTHocsmierocss mo ATX k
aHTUncuxoruyeckuM cpeacrtsam (ko NOSA), ankcuonutukam (kox NOSB), CHOTBOPHBIM U CeJaTUBHBIM
CpeAcTBaM (xon  NO05C), AHTHUJIETIPECCAHTAM (xom  NO6A) u HE MOUIEXKAIIETO
MIPEIMETHO-KOJIMYECTBEHHOMY YU€TY, U 10 TPEX HaUMEHOBaHMI JIEKApCTBEHHBIX MPENapaToB - ISl HHBIX
JIEKapCTBEHHBIX NIPENApaTOB, HE OTHECEHHBIX K BbllIeyKa3aHHbIM ATX.

16. VictipaBienust B perienTe He JOMYCKatOTCs.

17. TIpu opopmienun perentypHbix 01ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) na
JIeKapCTBEHHBIE TMpenapaThl, Ha3HAYCHHbIE TI0 PEIICHWI0 BpadyeOHOW KOMHCCHHM, Ha 000poTe
pelenTypHoro 0jJaHKa CTaBUTCA CHelManbHas OTMETKa (IITamm).

18. Ha peentypnom 6manke ¢popmbl N 148-1/y-04(;1) BHU3Y HMEETCS JIMHUS OTPBIBA, pa3AeIIsronias
pelenTypHbIi OJaHK U KOPEIIOK.

Kopemok ot penenta, opopMIIEHHOTO Ha yKa3aHHOM pPELENTYpHOM OJIaHKE, BBIAETCS MalUEHTY
(ero 3aKOHHOMY MPEJICTABUTENI0) B AaNTEUYHOM OpraHu3aluy, Ha KOPEILIKe JAeNlaeTcs OTMETKa O
HaWMEHOBAaHHH JICKAPCTBEHHOTO Mperapara, J03UPOBKE, KOJIMYECTBE, CTOCO0e TPUMEHEHHS.

Il. OchopmneHune peuenta B popmMme 3NEKTPOHHOIro AOKYMEeHTa

19. PenienT B (hopme 3IEKTPOHHOTO TOKYMEHTA, MOAMUCAHHOTO YCHJICHHOW KBATH(UIIMPOBAHHOM
ANEKTPOHHON TOJIMHUCKHI0, (OPMUPYETCS MEAUIIMHCKUM pPaOOTHUKOM, CBEICHHS O KOTOPOM BHECEHBI B

www.consultant.ru CrpaHuua 32 us 47
HafeXXHaa npaBoBad noaaep)xka


https://www.consultant.ru/
https://www.consultant.ru/
http://login.consultant.ru/link/?req=doc&base=LAW&n=449609&date=15.04.2024&dst=100090&field=134

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

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

benepanbHBIE  PETUCTP MEAMLIMHCKUX PaOOTHUKOB <5>, a TaKkKe MpPH YCIOBUU PETUCTPALUH
MEIMLMHCKOW OpraHu3aluy, B KOTOpOil odopmisiercs peuent, B GenepalbHOM peecTpe MeIULMHCKUX
opraHuzanuii <6> eIMHON ToCyAapCTBEHHON MH(OPMAITMOHHONW CHUCTEMBI B cdepe 31paBOOXpaHEHHS H
MOJKIIOYEHUS TaKOH MEIUIMHCKON OpraHu3allid K TIOCYAapCTBEHHOM HMH(OpPMAIMOHHOM CHCTEME B
cdepe 3npaBooxpaneHus cyobpekTa Poccuiickoit denepanun <7>.

<5> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O03 (CoOpanme 3aKOHOAATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O03 (CoOpanme 3aKOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Cratbu 91 u 91.1 denepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOHaTENBCTBA PoccHiickoi
Oenepanun, 2011, N 48, c1. 6724).

20. IIpu odpopmienun peuenta B popMe 3JIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIE MPENaparhl,
ykazaHHble B myHKkTax 9 m 11 Ilopsnka Ha3HaueHUs JIEKAPCTBEHHBIX IPENapaToB, YTBEPXKIEHHOTO
HACTOSIIUM IIPUKA30M, U OTIIYCKaeMbI€ 3a MOJHYI0 CTOMMOCTb, 3aIIOJIHSIOTCS CIEAYIOLNE PEKBU3UTHI:

1) xom cyOwekta Poccuiickoit ®enepamuun nmo OKATO, ompenensomuii TrocyaapCTBEHHYIO
WHPOPMAIIMOHHYIO CHUCTeMY B cdepe 3/paBooxpaHeHus: cyobekra Poccuiickoit denepanuu, B KOTOPOi
chopMUPOBaH perent B (hopMe AIEKTPOHHOTO JJOKYMEHTA;

2) HanMCHOBAaHUC MeﬂHHHHCKOﬁ OopraHusanuvu, aapec, TCJ'IC(bOH N (baMPIJ'IPIH, HMHHUIKMAJIbl UMCHH U
OT4YECTBa (HOCJIGIIHGG - [Ipu HaJII/I‘-II/II/I) HHAWBUAYAJIIBHOTO MPECANIPUHUMATECIIA, UMCIOIICTO JIMICH3HUIO Ha
MCIUIHUHCKYIO NCATCIIBHOCTD, €0 aApecC,

3) OI'PH ropunuyeckoro nuua (MeauuuHckoil opranuzanuu) win OI'PHUII mnauBuayanbsHOro
peanpuHIMaTes;

4) nara odopmiieHus perenta (yka3blBaeTCs YUCI0, MECAIL, TOJT);

5) nmata OKOHYaHHUs JAeWcTBUA peuenta (dhopMupyeTcs TroCyJapCTBEHHON WH(OpMAIMOHHON
cucteMol B cepe 3apaBooxpaHeHus: cyObekra Poccuiickoii ®enepanyii B COOTBETCTBUU CO CPOKaMU
neuictBus peuentoB: 15 nueit, 30 quelt, 60 aueit, 90 nuei, no 1 roga);

6) yHUKaIbHBIM HOMEp penenta (popMUpyeTCsl TOCYTAPCTBEHHON MH(POPMAIIMOHHON CHCTEMOU B
chepe 3apaBooxpaHeHUs cyObekta Poccuiickoit @Dexmepanuui U o0ecreurMBaeT  OJHO3HAYHYIO
uneHtTudukanuo perenrta B Gopme anekTpoHHOTo gokymeHTa B codetannn ¢ OKATO, OI'PH wumm
OI'PHUIT);

7) ormetrku "cito" (cpouno) mim "statim" (HEMeIIEHHO) TpPH HEOOXOAUMOCTH CPOYHOTO WIIH
HEMEJIEHHOTO OTIYCKa JIEKapCTBEHHOT'O MIperapaTa MmaiueHTy,

8) angpec mammeHTa (yKa3bpIBaeTCS TMOYTOBBIM apeCc MeCTa >KUTENhCTBA (MeCTa MpeObIBAaHUS WIIN
MecTa (aKTHYECKOTo MPOKMBAHUA) C YKa3aHUEM HHJIEKCa, HAMMEHOBAHUS Kpas, 00JacTH, peciryOIuKH,
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aBTOHOMHOTO OKpyra u MHoOro cyonekrta Poccuiickoit @enepanuu, HAMMEHOBAHUSI HACETICHHOTO MYHKTA,
HAaUMEHOBAaHMs YNULBI (MIPOCIEKTa, Mepeylika, Mpoesna), Homepa AoMa (C yKa3aHHeM KopIiyca, Hpu
HaJIM4YUM), HOMEpPa KBapTUPBHI);

9) HOMEp SJEKTPOHHOW MEIMUIIMHCKON KapThl IMallMEHTa B TOCYJApPCTBEHHOW WH(OpPMAIMOHHON
cucrteme B chepe 3apaBooxpaneHus cyonrekra Poccuiickoii denepanum;

10) pamuinus, uMs, OTYECTBO (MIOCJIETHEE - IPU HAJTHYKHN) MAllMeHTa OJHOCTHIO;

11) nmata poxneHuss nanueHTa (yKas3blBaeTCsl YHCIO, Mecsl, Toja), Mg jaered ao 1 roxa
JOTIOJTHUTEIBHO YKA3bIBAETCS KOJUYECTBO IMOJTHBIX MECSIICB;

12) pamunus, THUIATB IMEHU U 0TYeCTBa (MTOCIEAHEE - IPU HATMYWHN) METUIIUHCKOTO pabOTHHKA
MOJIHOCTHIO;

13) HauMeHOBaHUE  JIEKQpPCTBEHHOTO  Ipenapara  (MEXIyHapoAHOE  HEHNaTEeHTOBAHHOE
HalMEHOBaHME, TIPYIIHPOBOYHOE MM XUMHMUYECKOE HAMMEHOBAHHE, TOPrOBOE HAMMEHOBAHUE),
JI03UPOBKa, (hopMa BbIIIYCKa, KOJIMUYECTBO (BCE MO3UIMH YKa3bIBAOTCSA HA PYCCKOM SI3bIKE);

14) cmoco0 mpUMeHEHHUs JEeKapCTBEHHOIO Iperapara Ha TOCYJapcTBEHHOM si3blke Poccuiickoii
@enepanuy WIM Ha ToCyAapcTBeHHOM s3bike Poccuiickoit denepanuu M TrOCyIapCTBEHHOM  S3BIKE
pecnyOIIMK U UHBIX s3bIKaX HapoaoB Poccuiickoit denepannn <8>;

<8> Yactp 1 crateu 15 3akona N 1807-1 (Bemomoctu cbe3na Hapoausix nenyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOmaTenbcTBa Poccuiickoi
Odenepanun, 1998, N 31, ct. 3804).

15) nOKyMeHT, NOATBEp)KIAIOIIMN Ha3HAueHHE JIEKapCTBEHHOIO IIpernapara 0 pPEeLIeHUIO
BpaueOHOM KOMUCCUU MEIULIMHCKON OpraHn3allly;

16) OTMCTKa O HA3HAYCHHUU JICKAPCTBCHHOI'O IIpCIapara IO PCHICHUIO Bpa‘le6H0ﬁ KOMHUCCHH
MeI[HIIHHCKOfI oprannMzaliu B ClIy4dasaX, YKAa3aHHBIX B 3638116 BTOpPOM ITYHKTa 6 HOprI[Ka Ha3Ha4YCHUA
JICKApPCTBCHHBIX MPCIIAPATOB, YTBCPIKIACHHOI'O HACTOAIMUM ITPUKA30M;

17) orMeTka O cnenuaJbHOM Ha3HAYEHWM JIEKAPCTBEHHOI'O Ipernapara (3amojHseTcsl B ciydasx,
yKa3aHHbIX B MyHKTax 15 u 24 Ilopsaka Ha3Ha4YeHHs JIEKAPCTBEHHBIX IPENapaTroB, YTBEP)KICHHOTO
HACTOALIUM IPUKA30M);

18) oTMeTKa O crielManbHOM HAa3HAYEHHUH JIEKAPCTBEHHOIO IMperapaTa MalHueHTy ¢ 3a00JIeBaHUEM,
TPEOYIOIINM ITUTEIHLHOTO KYPCOBOTO JISUEHUs (3arOTHAETCS B cllydae, ykazaHHoM B myHkTe 23 [lopsinka
Ha3HA4YeHMs JIEKAPCTBEHHBIX MPENapaToB, YTBEP)KIEHHOIO HACTOSLIMM IPUKA30M) C IPOCTABIECHUEM
MEPUOIMYHOCTH OTITYCKA JICKAPCTBEHHOTO TMpEIapara;

19) npu opopmiieHun perenta B popme 3JIEKTPOHHOTO JOKYMEHTA Ha JICKApCTBEHHBIE MPENapaThl,
yKa3aHHble B MOANYHKTax 2 - 5 myHkta 9 u nmyHkrte 11 Ilopsinka Ha3zHauyeHHs JIEKapCTBEHHBIX
IPEnapaToB, YTBEPXKIEHHOIO HACTOSALIMM IPUKA30M, IpaxkJaHaM, MMEIOLIMM IMpaBo Ha OecriiaTHOe
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peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

MOJIYUYCHHEC JICKAPCTBCHHBIX IIPCHApaTOB WM IOJYUYCHHUC JICKAPCTBCHHLIX IIpCIapaTtoB CO CKHHKOﬁ,
3aIIOJIHAKOTCA PEKBU3UTEI, MPECAYCMOTPECHHBIC IMMOAIIYHKTAMH 1 - 18 HACTOAIICTO ITYHKTA, a TaK»XKe
CJICAYIOIIUC PCKBU3UTHI:

a) KaTeropusi TIpaxJaH, HMEIOIUX [pPaBO Ha IOJYyYEHHE JIEKAPCTBEHHBIX IIpPENapaTtoB B
COOTBETCTBHHM cO cTaThell 6.1 PenepanbHoro 3akoHa ot 17 urons 1999 r. N 178-®d3 "O rocynapcTBeHHOM
COLIMAJILHOM TToMonu" <9>;

<9> Cob6panue 3akoHoaarenbcTBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2020, N 52, cr.
8577.

0) xox HO30OTHYecKoi Gopmbl mo MKBH;

B) uctoyHuk (punancupoBanus (1 - denepanbHblil OromKeT, 2 - OKeT cydobekra Poccuiickoit
®denepanuu, 3 - MyHULIUIATBHBIN OIOKET);

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

1) CTPaxOBOW HOMEP WHIWUBUIYATHHOI'O JIMIIEBOTO cueTa rpakaanuHa B IleHcmonHOM (oHze
Poccuiickoit ®enepanuu (npu vHanuuun) (CHUJIIC);

€) HOMep IoJIuca 0053aTeIbHOTO MEJUIIMHCKOTO CTPAXOBaHUSI.

21. Ilpn mpocTaBieHUU OTMETKHU, yKa3aHHOM B noamnyHkTte 16 myHkrta 20 Hactosiuero Ilopsaka,
peuent B (opMe SIEKTPOHHOTO JOKYMEHTa IOJIMUCHIBACTCS YCHJICHHON KBaTH(PHUIMPOBAHHON
ANIEKTPOHHOW TMOJMKMCHIO TMpeacenaTeNss WM ceKperapss BpaueOHONM KOMHCCHU  METUIIMHCKOM
OpraHu3alyy, NPHU MPOCTaBICHUU OTMETOK, YKa3aHHBIX B noarmyHkrax 17 m 18 myHkra 20 Hacrosmero
ITopsiaka, - YCHJIIEHHBIMH KBaJU(QHUIMPOBAHHBIMU SJIEKTPOHHBIMHM TOJAMUCSIMH COOTBETCTBYIOIIUX
MEIUIIMHCKUX PAaOOTHUKOB.

22. Tlo TpeOoBaHMIO MAllMEHTa WJIA €ro 3aKOHHOTO MPEACTaBUTENS O(OPMIISETCS JK3EMIUIIP
perienita B ¢GoOpMe IIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM Hocutene ¢ oTMmeTkod "J[yOmukar
AJIEKTPOHHOTO IOKyMEHTa".

lll. YyeT peuentypHbiXx 611aHKOB (3a UCKINOYEHUEeM peLenTypHbIX
6naHkoB no copme N 107/y-HIM "CneunanbHbIX peuenTypHbIW 6naHk")

23. Vwuer penentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(xn),
M3rOTaBIMBAEMbIX THIOrPaQCKUM CIOCOOOM (Iajee - pelenTypHble OJaHKH, MOUICKAIHE YYeTy),
OCYIIECTBISIETCS B )KYpHAIaX ydera, MPOHYMEPOBAaHHBIX, IPOITHYPOBAHHBIX U CKPEIUICHHBIX IOIIMTUCHIO
PYKOBOIUTENS M TI€YaTbl0 MEAMLUMHCKOW OpraHu3ali WM MOJNUCHIO  MHIMBHYaIbHOT'O
MPEIIMPUHIMATEIS, UMEIOIIETO JTUICH3UIO HA METUIIMHCKYIO IS TeTFHOCTb.

24. XKypnan ydera peuentypHbix 61ankoB popmel N 107-1/y conepkut cienyrouue rpadsl:

1) HOMep 1O MOPAIKY;
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2) B paznene "[Ipuxon™:

a) J]aTa perucTpaluu JTOKyMEHTa, OTBEPKIAIONIETO MOCTYIIIICHHE;

0) HOMep U J1aTa JJOKYMEHTA, MOATBEPIKAAIOIIET0 MOCTYIUICHUE, HANMEHOBAHUE ITOCTABIIIHNKA;
B) 001I1ee KOJIMYECTBO MOCTYIHMBIINX PELENITYPHBIX OJIAHKOB;

I‘) (baMI/IJII/IH, HHUIHaJIbl UMCHHU U OTYCCTBA (HOCJIGI[HCC - Ipu HaJII/I‘H/II/I) n 1n1oAnrucCh OTBETCTBCHHOI'O
MEIHUIIMHCKOI'O pa6OTHI/IKa, IMOJIYYHMBHIECTO PELCIITYPHEBIC OJaHKHU OT IIOCTaBIIMKaA,

3) B paznene "Pacxon":
a) JjaTa BbIJauu PELENTYpPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHbIX OJaHKOB;

B) (amuiaus, WHUIMAIBI MMEHM U OT4ecTBa (IOcienHee - MpH HAIU4YMHM) OTBETCTBEHHOIO
MEAUIMHCKOr0 pabOTHUKA, MOIYUYUBIIETO PELENTYPHbIE OJaHKU;

F) IoAnucCh OTBETCTBCHHOI'O MCAUMIIMHCKOI'O pa6OTHI/IKa, MOJIYYUBUICTO PECUCIITYPHBIC 6J'IaHKI/I;

4) bamuiusi, THUIIMAIBI IMEHU U 0TYECTBA (ITOCIICHEE - TPH HAJIMYHMH) U TIOJIITUCh OTBETCTBEHHOTO
MEAUIIMHCKOT0 pabOTHUKA, BBIJABIIETO PEIENTYpPHbIC OJIaHKHU;

5) OCTaTOK penenTypHbIX OJIaHKOB.

25. XKypnan ydera peuentypHbix OmankoB ¢dopm N 148-1/y-88 u N 148-1/y-04(1) comepkut
crienyromme rpadui:

1) HOMep 1O HOPSKY;

2) B pazaene "[lpuxox":

a) laTa perucTpaluy JOKyMeHTa, OATBEPKIAIOIIETO MOCTYIUJICHHE;

6) HOMep U JjaTa IOKyMEHTa, OITBEP K IAIOLIET0 MOCTYIIJICHHE, HAMMEHOBAHKE MTOCTABILMKA,
B) 00l1ee KOJIMYECTBO MOCTYNHMBIIUX PELIENITYPHBIX OJIAaHKOB;

T') CEpUU U HOMEPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) dhaMuius, THALAIIBI UMEHU U 0TYECTBa (MOCTIeAHEE - IPH HAIUYWHN) U TIOJIMUCHh OTBETCTBEHHOTO
MEIHUIIMHCKOTO paOOTHUKA, MOJYYHBIIETO PEIENTYPHBIE OJaHKU OT MOCTABIINKA;

3) B paznene "Pacxon":

a) JlaTa BBIJJAYU PEIENITYPHBIX OJIAaHKOB;
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0) cepuy 1 HOMEpA BBIITAHHBIX PELETITYPHBIX OJIAHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢amuwivs, WHUMUAIBI UMEHH M OT4decTBa (MOCNIEOHEE - TpPHU HAJIMYMK) OTBETCTBEHHOTO
MEAUIIMHCKOTO pabOTHUKA, MOJIYYUBIIETO PELENTYPHbIE OJaHKU;

1) IOANICH OTBETCTBEHHOT'O MEJIUIIMHCKOTO PAOOTHHKA, MOJYYHUBILETO PEIENITYPHbIC OJIAHKH;

4) hamwmins, MTHULMANIBI UIMEHHU U OTYECTBA (TOCJIEAHEE - IPU HAJIMYUH) U HOJIUCh OTBETCTBEHHOT'O
MEIUIUHCKOTO PaOOTHUKA, BBIABIIETO PELETITypHBIE OJaHKH;

5) OCTaTOK pelenTypHbIX OJIAHKOB.

26. Yuer penentoB, OoQOpMIEHHBIX B (OpPME 3JIEKTPOHHOTO JOKYMEHTa, OCYIIECTBIISIECTCS B
rocynapcTBeHHOW WHGOPMAIMOHHON cucreMe B cdepe 3apaBooxpaHeHHs cyObekTta Poccuiickoii
denepanyy MOCPEICTBOM BEACHHUS €IHMHOTO PEECTpa PeuenToB, opOPMIICHHBIX B (hOpME AIIEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 6N1aHKOB (3a UCKIKOYEHMEM peLenTypPHbIX
6naHkoB no copme N 107/y-HIM "CneunanbHbIX peuenTypHbIX 6naHk")

27. MenuuuMHCKHE OpraHW3aIluy TOJTY4YaroT HEOOXOJMMbIE PEHeNTypHbIe OMaHKH, 0QOpMIICHHBIC
TunorpadCKuM CrnocoboM, uepe3 TeppUTOpPHANIbHBIE OpraHbl YIPaBICHUS 3PaBOOXPAHEHHEM WIIH
OpraHu3alyy, YIOJHOMOYEHHBIE HAa 3TO OpPraHaMH MCIOJHUTEIBHOM BIacTU CyObekTOB Poccuiickoi
®Denepanuu.

28. PeuentypHble OaHKH, NOAJIEKALIUE YUETY, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM
PYKOBOJUTENEM MEIUIMHCKOM OpraHu3alyM, B 3allUpaeMoM MeTajuindeckoM Imkady (cedide) umm
METAJIJINYECKOM SIIIHKE.

29. lHauBuAYyanbHBIA OPEANpPUHUMATENb, UMEIOIIUHN JTUIEH3UI0 Ha METUIIMHCKYIO JEATeNbHOCTD,
XPaHUT pelenTypHble OJaHKH, MOAJeXKalllue YUETy, B 3allMpaeMOM MeTaiuindeckoM mkady (ceiidge) nm
METAJUINYECKOM SIIITUKE.

30. IIpoBepka cocTOsSHUS XpaHEHHUs, y4deTa, (DAKTUYECKOTO HAIMYUsA M pacxoja perenTypHBIX
ONaHKOB, MOJJICKAIINX Y4YeTy, OJAMH pa3 B KBapTal OCYILECTBISETCS KOMHCCHEH, CO3JaHHOW B
MEIHUIMHCKON OpraHu3alnH.

31. Peuentypueie OnaHKu, odopmisieMble Ha OyMaKHOM HOCHTEIE W THOJUIeXKAIIHE Y4eTy,
BBIIAIOTCSI MEIULIMHCKUM pa0OTHHKAaM, MMEIOIIMM IPaBO O(QOPMIIEHHUS PELENTOB, M0 PaclOPsHKEHUIO
IJIABHOTO Bpaya WK €r0 3aMeCTUTEIS.

HonyquHHe PEUCITYPHBIC OlaHKH Ha 6YMa)KHI)IX HOCUTCIIIX XPAHATCA MCEAULIUHCKHUMU
pa6OTHI/IKaMI/I B IOMCUICHUAX, O6CCHC‘II/IBaIOIJ_II/IX HUX COXPAaHHOCTL.

32. [IporpaMMHO-TEXHUYECKHE CPEJICTBA TOCYJAapCTBEHHBIX MH(GOPMAIMOHHBIX CHUCTEM B cdepe
3/IpaBOOXPAaHEHMS, MEAULIMHCKUX WH(OPMAIIMOHHBIX CUCTEM MEAMIMHCKUX OpraHu3anuii 00ecrneynBaroT
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XpaHEHHE DJICKTPOHHBIX pEIenToB, O(POPMIICHHBIX B (POpMe S3JIEKTPOHHBIX TOKYMEHTOB B TEUYEHHUE
CPOKOB, YCTaHOBJICHHBIX [UISi XPAHEHHUS pELEeNnToB, OQOPMIEHHBIX Ha COOTBETCTBYIOIIMX (opMax
peLenTypHbIX 0JIaHKOB Ha OymMakHOM HocuTene <10>.

<10> IMoxmyskT 5.2.169 Ionoxenust 0 Munuctepctse (CoOpaHue 3akoHoIaTeNbcTBa Poccuiickoi
Oenepanun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

[Tpunoxenue N 4

K IpUKa3y MUHHCTEPCTBA 31paBOOXPAHEHHUS
Poccuiickoit ®eneparuu

oT 24 Hos16ps 2021 r. N 10941

®OPMA CIIEHHMAJIBHOI'O PELIEIITYPHOI'O BJIAHKA N 107/Y-HII

MuHUCTEPCTBO 3APaBOOXPAHCHUS Kox dopmer mo OKVY /I
Poccuiickoit ®enepanun MenunuHcKas JOKyMEHTALMs
®opma N 107/y-HII,
YTBEPXKACHHAS [IPUKA30M
MuHucTepcTBa 3paBoOOXpaHEHUS
Poccuiickoit denepanun

ot 24.11.2021 N 10941

mTaMII MGZIHIII/IHCKOﬁ opraHusainuu

PELIENIT

Cepus N

" 20 T
(marta BBIMMHUCKH perenTa)

(B3pOCIIBIiA, IETCKUH - HYKHOE MOAYEPKHYTD)

damuinus, UMsl, 0OTYECTBO (TIOCIIEHEE - TPU HAJTUUNHN)
nanueHTa

Bo3spacr

CCpI/ISI U HOMCD IToJIMCa 00s13aTENBLHOTO MCIUIIUHCKOI'O CTPAXOBaHUA
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Homep MeaunmHckon kapThl

damuinus, UMsi, OTYECTBO (TIOCIETHEE - TPU HATTMYUH)
Jevaiero Bpaya (¢enpamepa, aKymepku)

O TP TPPOPRPPIN

[Toanuck u MMYHAs MeYaTh Bpada
(moxmuck Qenpamepa, aKymepKu)

M.IL

damunus, UMs1, 0TYECTBO (MOCTIEAHEE - MPU HATUYUH) U TTOANKUCH YITOJTHOMOYEHHOTO JIUIIA
MEIUIIMHCKOW OpTraHu3aIuu

M.IL

OTmeTKa anTeyHo! opraHu3auu 00 OTIyCKe

damunus, UMsi, OTYECTBO (TIOCIEHEE - TP HAJTMYKHU) U MOANKUCH PaOOTHUKA alTeYHOM
OpraHu3aluu

M.IL

Cpox nevictBus penenta 15 qHei

[Ipunoxenne N 5

K IIpUKa3y MUHHCTEPCTBA 31paBOOXPAHEHUS
Poccniickoit ®enepanun

ot 24 Hos6ps 2021 r. N 1094u

NnOoPAAOK
N3roToBJIEHUA, PACMNPEOENEHUA, PETUCTPALIUA, YHETA U XPAHEHUA
PELIENTOB, COAEPXALUMX HABHAYEHUE HAPKOTUYECKUX CPEACTB
UITN NMCUXOTPOINHbIX BELWWECTB

l. MopsaoK n3rotoBneHus, pacnpeaeneHus cneymanbHbIX
peuenTypHbix 6naHkoB no copme N 107/y-HI

1. Opranu3anuio U3roTOBIEHHS M paclpesieleHus] pelenTypHbIx OiankoB mo ¢opme N 107/y-HII
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"CrenuanbHbpld  perentypHblii OmaHk" (majee - CHEHUaNbHBIA pelenTypHbId OJaHK) OCYLIECTBISET
MunuctepcTBo 31paBooxpaHeHust Poccutickort @eaepannn (nanee - MUHHCTEPCTBO).

2. CrenuanpHble PEUENTypHbIC OJIAHKU SIBISIFOTCSA 3alUIIEHHON MOJIUrpaduveckoil MpoayKIuen
ypoBHs "B", m3roraBnuBaeMoil Ha Oymare po3oBoro mnpera pasmepom 10 cMm x 15 cM, JOIKHBI UMETh
CepUI0 M HOMEp, a TaKXKe COOTBETCTBOBATh TPEOOBaHMSIM, yKa3aHHBIM B IpHKa3e MHHHCTEpCTBA
¢unancoB Poccuiickoii @enepanuu ot 29 centsaops 2020 r. N 2171 "OO6 yrBepxkacHUU TeXHUYECKHUX
TpeOOBaHUN M YCIOBUH HM3TOTOBJICHMS 3alIMIICHHON OT MOJAENOK MOJUTpapuuecKod MpOoayKIuH"
(3apeructpupoBan  MuHnuctepctBoM roctuiiun  Poccuiickoit  ®enepammum 16 HOsOps 2020 1.,
peructpaunoHHslii N 60930).

3. B mensix opranuzaiiiii U3rOTOBJICHUS M paclpeiesieHusl CHEelHalbHbIX PELENTypHBIX OJaHKOB
MEJIUIUHCKUE OpTaHM3alli{, MMEIOLIME IPAaBO OCYIICCTBIISATh BBIIaYy PELENTOB HAa HAPKOTUYECKUE
CpeIcTBa WM TCUXOTpomnHbie BemecTBa crnucka Il Ilepeuns u 3apeructpupoBanHHble B Poccuiickoii
Qdenepaniui B KayecTBE JICKAPCTBEHHBIX IMIPEMapaTroB JUisi MEAMIIMHCKOTO TMPUMEHEHHs (Janee
COOTBETCTBEHHO - MEIULMHCKAs OpraHu3alus, HAPKOTHYECKHH (NMCUXOTPOMHBINA) JIEKapCTBEHHBIN
rpenapar), COCTaBJISIFOT 3asIBKH Ha pelENTypHbIE OJIaHKH.

4. B cpok no 1 okTsa0psa Tekyiero rojaa 3asiBKH MEAMIIMHCKHX OpTaHM3alUid Ha CHelHallbHbIe
pelenTypHbie OJIaHKU TTPEICTABIISIOTCS:

1) MEAWIIMHCKMMH OpraHu3alusM{, HaXOIAIIMMHUCA B BeICHHH (enepalbHBIX OPraHOB
WCIIOJTHUTEIIEHOM BJIACTH, - B COOTBETCTBYIOIINE (hesiepaibHbIe OpraHbl UCTIOTHUTEILHOW BIIACTH;

2) MEOWIMHCKMMHU OpraHW3alMsIMH{, HaXOISIUMHCI B BEICHUM CyOBEKTOB Poccuiickoi
Odenepanuu, MEAUIIMHCKIME OPTraHU3aUSIMHA MYHHIIUITATLHOW M YaCTHOW CHUCTEM 3JIPaBOOXPAHEHUS - B
OpraHbl HCIOJHHUTEIBHOM BIAacTU CyObeKTOB Poccuiickoit ®enepanuu B cdepe OXpaHbl 30POBbS
TpaXxJIaH, Ha TEPPUTOPUU KOTOPBIX OHHU PACIIOJOKEHBI (J1ajee - OpraHbl WCTIOJHUTEIHLHOW BIACTH
cyonexToB Poccuiickoit deneparun).

5. B 3asgBKe MEIUIIMHCKOM OpraHU3alMi Ha CHELMAJbHBIE PELENTYpHbIE OJIAHKHU YKa3bIBAIOTCS
CJIEYIOLIUE CBECHUSA:

1) cBegeHust 0 MEAMIIMHCKOW OpraHM3allM, IMOJaBIIEH 3asBKy Ha CIeEIHalIbHble pelenTypHbIe
O71aHKH (ITOJTHOE HAMMEHOBAHUE, aPEC MECTa HaX0XKJICHHS);

2) KOJMYECTBO CHEIUAIbHBIX pEUENTYPHbIX OJAHKOB, W3PAcXOJOBAaHHBIX MEIUIIMHCKON
opranusanyei Ha | sHBaps NpPEeIIECTBYIOLIETO r0/a;

3) KOMMYECTBO CHEIUAIbHBIX PEIHENTYPHBIX OJIAHKOB, HEOOXOIUMBIX MEIUIIMHCKONW OpraHU3aIuu
Ha CJeIYIOLUI TO/I.

3asiBKa MEAMIIMHCKOW OpraHM3alii Ha CHelHalibHble pelenTypHble OJIaHKU MOJANUCHIBACTCS
PYKOBOIUTENEM MEINLMHCKON OpraHu3alliM, KOTOPBIH HECET NEPCOHAIBHYK0 OTBETCTBEHHOCTH 3a
000CHOBAaHHOCTb U JJOCTOBEPHOCTh YKa3aHHBIX CBEJICHUI.

6. denepasibHble OPraHbl UCIIOJIHUTEIBHON BIIACTH, B BEICHUHM KOTOPBIX HAXOASTCS MEAUIMHCKHE
opranuzanuu (manee - ¢eaepalbHbIe OpraHbl WCIOJHHUTEILHONW BJIACTH), U OPraHbl HCIOJHHUTEIHLHON
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Biactu cyObekToB Poccuiickoit denepanuy Ha OCHOBAaHMM 3asSBOK MEAMIMHCKUX OpTaHU3aIMii Ha
CIeLlMalIbHbIE peLenTypHble OslaHKW (OPMHUPYIOT CBOJHBIE 3aiBKM Ha CIELUAIbHBIE DPELENTYpHbIE
OJaHKH U B CPOK 110 | J1ekadps TEKYIIEero roja NpeCTaBIsoT UX B MUHUCTEPCTBO.

7.B CBOI[HOfI 3asBKC Ha CIICHUAJIbHBIC PELCIITYPHBIC OnaHKU YKa3bIBalOTCA CICAYIOIIUE CBEACHUA

1) cBeneHust 0 QenepaibHOM OpPraHe WUCIOJHUTEIHLHOW BIIACTH (OpraHe HCIOJHUTEIBHON BIACTH
cyobekTta Poccuiickoii denepanuu), npeIcTaBUBIIEM CBOAHYIO 3asBKYy Ha ClielMalbHbIE pelenTypHbIC
OnmaHku (IOJTHOC HAUMEHOBAHUE, aJIPEC MECTa HAX0XKICHH);

2) KOJIMYECTBO CIIELHUATIBHBIX PEIENTYPHBIX OJIAHKOB, paclpeiesieHHBIX (enepalbHbIM OpraHOM
WCTIOJTHUTENILHON BIIACTH (OpraHOM WCIIOTHHUTENIbHOU BIacTH cyObekta Poccuiickoit denepanuu) Ha 1
SITHBApsI MPEIIECTBYIOLIEr0 ro/ia MeXAy MEIUIIMHCKUMH OpPraHU3alUsIMU;

3) KOJHMYECTBO CIEHMHUAIBHBIX PEIENTYpPHBIX OJAHKOB, HEOOXOIMMBIX (efepallbHOMY OpraHy
UCIIOJIHUTENILHON BiacTU (OpraHy HUCIHOJHUTENBbHON BiacTu cyObekta Poccuiickoit denepanuu) Ha
CJIEYIOIUI TOJ ISl paclpeieeHUs] MEXAY MEAUIIMHCKUMH OpraHu3alusiMu;

4) cBemeHUs O TMOJBEIOMCTBEHHOW OpraHM3alllM, YIIOJTHOMOYEHHOHW (enepanbHbM OpraHoM
UCIIOJIHUTEJIBHON BJacTH (OpraHoM MCIOJIHUTENbHOM BiacTu cyOwbekra Poccuiickoit ®eneparin)
OCYILIECTBIIATh MOJTYyYEHHUE CIEUUATbHBIX PEHENTYPHBIX OJNaHKOB OT MHHHCTEPCTBA, WX XpaHEHHUE U
BBIIaYy MEIUIMHCKAM OpTaHu3anusM (IIOJTHOE HauMEHOBaHHE, aapec mecta HaxoxaeHus, MTHH/KIIII,
OKTMO opranuzanuu, GakTUYECKUH aipec MOCTaBKHU).

8. Ha ocHoBanun MOJIYYCHHBIX CBOJHBIX 3a4BOK Ha CICHUAIBHBIC PCUCITYPHBIC OJIaHKH
MUHHCTEPCTBO €KETOJHO B CPOK JI0 15 sHBaps cieayroliero roja (GopMHpPYET U YTBEpXKIaeT IUIaH
pacnpeaciiCHud ClCHHUaJIbHBIX PCUHCHTYPHBIX 6JIaHKOB, B KOTOpPOM OTpaXacTCsa rogoBas HOTpC6HOCTB
Poccuiickoit ®enepanuu B CHENHANbHBIX pPELENTYPHBIX OllaHKax (Janee - TMJaH pachpeneiIeHHs
MuHuctepcTBa).

9. B ninane pacnpenenenuss MUHMCTEPCTBA YKa3bIBAIOTCS CIENYIOLINE CBEICHU:
1) nopsiIKOBBII HOMED 3aINCH;

2) HaumMeHOBaHUE (enepaTbHOrO OpraHa HWCHOJHUTENBHON BIAcTH (OpraHa HCIOTHUTEIbHOU
Bractu cyobekta Poccuiickoit ®deneparuu), TPEACTaBUBIIETO CBOJHYIO 3asBKYy Ha CHEIHATbHBIC
perentypHble OJIaHKu;

3) HEOOXOAMMOE KOJIMUYECTBO CIIEUAIBHBIX PELENTYPHBIX OJaHKOB.

10. HampaBnenue crenuaibHbIX peHENTypHBIX ONaHKOB (hefepalbHbIM OpraHaM HCIOJIHUTETbHON
BJIACTH, OpraHaM HCIOJHUTENbHON BiacTH cy0bekToB Poccuiickoit ®enepanuu OCyLECTBIsSIETCS
MUHUCTEPCTBOM B KOJIMYECTBE, IPELYCMOTPEHHOM INIAHOM pacnpezesieHns MuHuCTepCcTBa.

11. MuHHCTEPCTBOM JOMOJHUTEIHHO K KOJMYECTBY CIEIHAIBHBIX PEUENTYPHBIX OJIAHKOB,
MPEeIyCMOTPEHHOMY ITUTAHOM  pachpeneneHus MuHHCTepcTBa, (oOpMHUpYyeTcs pPE3epBHBIN  3amac
CHeIUaIbHBIX pEIENnTypHbIX OJaHKOB B KojudecTBe, He mpesbimatomeM 150 000 crnemuanbHBIX
pElenTypHBIX OJTaHKOB.
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12. B cnyuae yBenwueHUs MOTPEOHOCTH B CHEIMAIBHBIX PELENTYpHBIX OnaHkax (enepaibHbIe
OpraHbl HCTIOJHUTEIBHOM BJIACTH (OpPTraHbl HCIIOJHUTEILHOM BilacTH CyOBbekTOB Poccuiickoit deneparun)
HaIpaBJsiloT B MUHHCTEPCTBO CBOJIHBIC 3asBKM Ha JIOMOJHUTEIBHOE KOJIMYECTBO CHEIUATBHBIX
pelenTypHbiX OJIaHKOB (C OOOCHOBaHHMEM YBEIMYEHHS MOTPEOHOCTH B CIELUUATIbHBIX PELEeNTYPHBIX
OllaHKax), KOTOpbIE TPEAOCTABISIOTCS MUHUCTEPCTBOM W3 PE3EpPBHOrO 3amaca  CrelualbHBIX
pelenTypHbIX OJaHKOB.

13. ®enepanbHble OpraHbl HCIIOTHATEIHLHONW BIACTH (OpraHbl UCIIOJHUTEIBHON BIACTH CYOBEKTOB
Poccuiickoit denepanuu) pacrpenessioT MOJyYeHHbIE CIeNHUaIbHbIe PELENTYpHbIE OJNAHKU MEXIY
MEIWIIMHCKUMHU OpTaHU3alUsIMU Ha OCHOBAaHWW TUIAHOB pachpenencHus, CHOPMHUPOBAHHBIX B
COOTBETCTBHH C 3asiBKAMU MEAMIIMHCKUX OpraHU3alfil Ha CIel[MalIbHbIE peleNTypHbIE OJaHKH.

Il. Mopspok perncrtpaumumn, yyeta u XxpaHeHUsA crneuunanbHbIX
peuenTypHbIX 6raHkoB no copme N 107/y-HI

14. MuHucrepctBo, uHblEe (eaepaabHble OpraHbl HCIOJHUTEIBHOM BJIACTU M OpraHbl
UCIOJHUTENIBHOW BiacTH cyObekToB Poccuiickoii ®enepanuu OpraHU3ylOT XpaHEHHME CIELUAIbHBIX
pEelenTypHbIX OJIAHKOB B IOJBEJOMCTBEHHBIX OpraHM3alMsIX, YIHOJHOMOYEHHBIX OCYILECTBISATh
[OJyYeHHE CHELMaNbHbIX pPELENTYpHbIX OJlaHKOB OT MuHMCTEpCTBAa, MX XpaHEHUE U BbIIAYy
MEAULIMHCKUM OpraHu3anusaM (Aajee - yIoJIHOMOYEHHas: OpraHu3arus).

15. B ymnoJIHOMOYEHHOW OpraHHM3aluyd U MEJIUIUHCKOW OpraHW3allMy, MOJYYHBIICH CIICIUAIbHBIC
perenTypHble OJIAaHKH, OPTaHW3yeTCs PETUCTpAlys, Y4eT W XPAaHCHHUE CHEIUAIBHBIX PEIEHTYPHBIX
OJIAaHKOB.

Peructpanus, yd4er M XpaHEHHE pE3EpPBHOrO 3amaca CIEUUANbHBIX PELENTYPHbIX OJaHKOB
MunucTepcTBa  OcyliecTBiseTcss  (eepaibHbIM TOCYAAPCTBEHHBIM  OIOJIKETHBIM  yUPEXKJECHUEM,
HaxoJsIMMcs B BeAeHUH MuHHUCTepcTBa  (Jajee  COOTBETCTBEHHO -  PE3EpBHBIM  3arac,
MI0JIBEZIOMCTBEHHOE YUPEKIACHUE).

16. PabGoTHMK, Ha3HAYEHHbI MPUKA30M PYKOBOIMUTENS YHNOJHOMOYEHHOW OpraHu3aluu
(YHOJIHOMOYEHHOM OpraHu3alyy, MOABEJOMCTBEHHOIO YUPEKICHHS) OTBETCTBEHHBIM 33 PErHCTpPALUIO,
XpaHEHUE U YYeT CHEelHabHBIX pEelEnTYpHbIX OJIAaHKOB (Jlaiee - OTBETCTBEHHbIN pabOTHHK), Ha
OCHOBAHUU JIOBEPEHHOCTH, O(POPMIIEHHOM B MOps/IKE, YCTAHOBIEHHOM 3aKOHOZATENbCTBOM Poccuiickoii
@enepau  (C  MOAMUCHIO  PYKOBOJIUTENSI  YINOJIHOMOYEHHON opraHu3auuu  (yrnoJHOMOYEHHOU
OpraHu3aliy, [OABEJOMCTBEHHOIO YUPEXKICHHUs), TIJaBHOro Oyxraiarepa, 3aBEpPEHHBIX KpYIJIOH
[e4YaThi0), MOJY4YaeT CIeUHaJbHble pELENTypHble OJIaHKM U OCYIIECTBISET BEACHHUE KypHasa
perucTpanyy U ydyeTa CIelUalbHBIX pEeleNnTypHbIX OJaHKOB, K KOTOPOMY NpHOOIaeT (Gporo- u (Uiu)
BUJIEOMATEpHalibl, MOATBEpXKAarole (akT OQOpPMIIEHHS pELENTypHbIX OJIaHKOB Ha JAoMy (IIpH
HATMYUN).

17. XKypHan peructpaliud M YydeTa CHEUHATbHBIX pPEHEeNTYpHbIX OJAHKOB JOJKEH OBbITh
MIPOHYMEPOBAH, IPOLIHYPOBaH, MMETh Ha IIOCIEIHEW CTpPaHULE 3allKCh, COAEPKALIYI0 KOJIMYECTBO
CTpaHHUll, IIOJHOE HAMMEHOBAaHUE YIOJIHOMOYEHHON opraHu3anuu (MEIUIIMHCKOM OpraHu3alui,
MOABEAOMCTBEHHOTO YUPEKIEHHUSA), a TaKKe CKpEIUIeH MOAMUCHI0O PYKOBOIUTENS U MEYaThblo
YIOJTHOMOYEHHOHN OpraHu3anuy (MeIUIUHCKON OpraHn3aluy, TI0JIBEJOMCTBEHHOTO YUPEKICHHUS).

}KypHan peructpaiiu MU Yy4de€Ta CIHCHUAIBHBIX PCUCITYPHLIX OJ1aHKOB PE3CPBHOIO 3araca
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MuHucTepcTBa CKpEIUISETCS TakyKe MOJANMCHI0 JAUpPEKTopa (B Clydyae €ro OTCYTCTBUSI - 3aMECTHUTEIS
nupekTopa) [lemaprameHTa peryiMpoBaHUsS OOpaImIeHHs] JICKAPCTBEHHBIX CPEACTB W MEIUIIMHCKUX
nu3aenui MUHUCTEPCTBA U e4aThi0 MUHKCTEPCTBA.

18. B KypHalle pEerucTpaldd W Yy4yeTa CIEUHUaJbHBIX PELENTYpHbIX OJAHKOB YyKa3bIBaIOTCS
CJIEYIOIIUE CBEACHHUS:

1) mOpsIAKOBBIN HOMEp 3aITHCH;

2) mpHUXO0/1 CIIEIUATBHBIX PEIENITYPHBIX OJIAHKOB:

a) PEeKBU3UTHI M ]aTa PErUCTPALUU IPUXOAHOTO JOKYMEHTA;

0) o0111ee KOJTMYECTBO MOCTYMUBIINX CIIEHUATBHBIX PEIETITYPHBIX OJIAHKOB,

B) cepHs U HOMEP CHELUAIbHOTO PEeNTypHOro OJIaHKa;

I') KOJIMYECTBO CIELUAIbHBIX PELENTYPHBIX OJaHKOB MO KaXKIAOU CEpUU;

1) hammiinst, UM, OTYECTBO (IIOCIIEHEE - IPH HATMYUH) U MOANNUCH OTBETCTBEHHOI'O PAOOTHUKA;
3) pacxoJ CrienuaNbHbIX PEleNTyPHBIX OJTaHKOB:

a) JlaTa B4y CIIELUAIBHBIX pEleNTypHbIX OJIaHKOB,;

0) cepuu 1 HOMEpa BbIJAHHBIX CIIELUAIBHBIX PEUENTYPHBIX OJaHKOB;

B) KOJIMYCCTBO BBIJAHHBIX CICHHAJIBHBIX PCHCHTYPHBIX 0JaHKOB C YKa3zaHueM B CKOOKax
KOJIMYCCTBA CIICHUAIBHBIX PCLCIITYPHBIX 6J'IaHKOB, BbITAHHBIX J1JIs O(i)OpMJ'IeHI/ISI Ha 1OMY;

r) ¢amuiaus, UMs, OTYECTBO (MOCHEeNHEe - MpH HAIUYMU) U MOJINHUCH JIMIA, MOJIYYHBIIETO
CHelHalIbHbIE PeleNTypHbIe OJaHKU;

I[) KOJIMYCCTBO CIICHIUAJIBHBIX PCHCITYPHBIX 6J'IaHI(OB, O(i)OpMJ'IeHHBIX Ha 1OMY;

e) ¢ammius, UMs, OTYECTBO (IOCIEAHEE - MpPU HAJIMYMU) W MOANUCH JHIa, O(GOPMHBILErO
CreLMalbHbIE PeLeNTYPHbIE OJIAHKU Ha JIOMY;

4) pamumnus, uMsi, 0TYECTBO (ITOCIEAHEE - IPU HATMYUU) U MTOANKUCH OTBETCTBEHHOT'O pabOTHHUKA,
5) oCTaToK crenualIbHBIX PEHEeNTYpPHBIX OJIaHKOB.

19. ChoenuanbHbli pelENTYpHbIM ONaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3arac
CMELUANBHBIX PELENTYPHBIX OJAaHKOB B MEAMLIMHCKOW OpraHU3alMU JOJDKEH XPAHUTHCS B CIIEUATIBHBIX
MOMEILIEHUsX, ceiiax WK B CleHUaTbHO U3TOTOBJICHHBIX IIKadaX, OOUTHIX OIMHKOBAHHBIM KEJIE€30M, C
HAJEKHBIM BHYTPEHHUM WJIM HABECHBIM 3aMKOM.

[Tomemenus, ceidol, mKapl, B KOTOPBIX XPaHATCS ClELHUaIbHbIe PELENTypHbIe OJaHKH, JTOJKHBI
OBITh 3aKpBITBI HAa 3aMKU M TIOCJIEé OKOHYaHMs pabOThl oOIe’yaTaHbl I€YaThIO0 YIOJIHOMOYEHHOM
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opranu3anuu (MEIUIIMHCKOW OpTaHU3aI|H ) UM OTUIOMOMPOBAHBI.

20. B MeAMIMHCKMX OpraHM3alHsX 3amac CICHHAIBHBIX PELENTYPHBIX OJIAHKOB HE JOJDKCH
MPEBBIIATH TOJJOBOM MOTPEOHOCTH.

21. Pagpemiaercsi BbIIaBaTh MEAMIIMHCKOMY pa0OTHHKY, HMEIOIIEMY IpaBO Ha3HA4aTh
HapKOTHYECKUE (IICUXOTPOIIHBIC) JIEKAPCTBEHHBIC MpENapaThl, €IWHOBPEMEHHO HE Oojiee IBAALATH
CHEIHAIbHBIX PELENTYPHBIX OJIAHKOB.

MenuuuHckie paOOTHUKHM, BBIMHMCHIBAIONIME PELENThl Ha HApKOTHYECKHE (TICUXOTPOIHBIE)
JIEKapCTBCHHbIE IIpEnaparhbl, HA OCHOBAaHMM IIPHKa3a PYKOBOAUTENIS MEIULUHCKOM OpraHu3aluy HECYT
JUYHYIO OTBETCTBEHHOCTh 3a COXPAHHOCTh TIOJXYYEHHBIX CHEHHAIbHBIX pPEHEeNnTypHBIX OJaHKOB.
CrnenuanbHble peLienTypHble OJIaHKH, IOTYYE€HHbIE MEAUIIMHCKAM PaOOTHUKOM, XPaHATCS 0]l 3aMKOM B
ceiipax, MeTaIUIMYECKHX IKa(ax UM METAJUIMYECKHX SIIUKAX.

22. B MeOUIMHCKOW OpraHM3aliM CO3AAETCA MOCTOSIHHO JEHCTBYIOIAs KOMHCCHs, KOTOpas He
pexe 1 pasa kBapran ([0 PEIICHUIO PYKOBOAMTENS MEIMILMHCKON OpraHM3alliyd BO3MOYKHO Yalle)
OCYLLECTBIISICT IPOBEPKY COCTOSHUS PETUCTPALMM U ydeTa CHEelHaIbHBIX PELENTYPHbIX OJaHKOB, B TOM
YHCcIe IMyTeM CBEPKH 3alUCeil KypHaJla PEeTUCTPAIMH M Y4eTa CIeHUANbHBIX PElENTYPHBIX OJaHKOB, C
(aKTUYECKUM HAIWYMEM CIIEHUAIbHBIX PELENTYPHBIX OJIaHKOB, a TaKXKe IMPOBEPKY COCTOSHUS XPaHEHUS
CTIEMANBHBIX PElEeNTYPHBIX OJaHKOB.

ITo pe3yiibTaTaM HNPOBCPKU B XKXYpPHAJIC pErUCTpallii U y4€Ta CIICHHHUAJIIbHBIX PCUCIITYPHBIX OJ1aHKOB
ACIACTCA 3aIlIMCh O PE3yJibTaTaxX IMPOBCACHUA CBCPKU AAHHBIX, 3aKPCIUICHHAA IOAINHUCAMU BCCX YJICHOB
KOMUCCHH, UIN CO30aCTCA CHCHI/IaHBHHﬁ aKT IIPOBCPKHU.

23. ®epepanbHble OpraHbl UCIIOJIHUTEIBLHON BJIACTU U OPraHbl UCIIOJHUTEIBHON BIacTU CYObEKTOB
Poccuiickoii denepany OCYILIECTBIAIOT KOHTPOJb 38 OpraHU3allMe PEerucTpalyy, ydyeTa U XpaHEHUs
CHEIMAbHBIX PELENTYpHbIX OJAHKOB B  YINOJHOMOYEHHBIX OpraHU3alusX U MEAMIMHCKHX
OpraHu3alysX.

24. Bblgaua creuuanbHBIX PELENTYpHBIX OJaHKOB U3 pe3epBHOro 3amaca MUHHCTEpCTBa
¢denepanbHBIM OpraHaM HCHOJHUTENBHOM BJIACTM M OpraHaM HCIOJHUTENBHOW BIIACTH CYOBEKTOB
Poccuiickoit  denmepanu  OCYIIECTBIISIETCS  OTBETCTBEHHBIM  PAaOOTHUKOM  IMOJBEIOMCTBEHHOTO
YUPEX/IEHUS Ha OCHOBAHMM PEIICHUsI 00 OTIYCKE CIEHUATbHBIX PELENTYPHBIX 0JIaHKOB, O(OPMIIEHHOTO
B BHUJE NHCbMa, MOJNUCAHHOIO JHUPEKTOPOM (B Cilydae €ro OTCYTCTBHUS - 3aMECTHTENIEM IUPEKTOpa)
JlemapTaMeHTa peryjIMpoBaHUsl OOpallleHUs] JICKApCTBEHHBIX CPEACTB M MEIUIMHCKUX HW3JeNui
MunucTepcTsa.

ITpoBepka neATeabHOCTH MOABEAOMCTBEHHOIO YUPEKIAEHHUS 10 PErHCTpalMM, YYETY U XPaHEHUIO
PE3EpBHOrO 3amaca OCYIIECTBIseTCs JlemapTaMeHTOM peryiaupoBaHHUs OOpALeHHs JIEKapCTBEHHBIX
CPEICTB M MEAMIMHCKMX H3aenuil MunucrepctBa 2 paza B roj He mno3aHee 20 uucna mecdua,
CJICAYIOIIETO 33 UCTEKIINM MOJIYTOJHEM.
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[Ipunoxenne N 6

K IIpUKa3y MUHUCTEPCTBA 3{paBOOXPAHEHUS
Poccuiickoit denepanuu

oT 24 Hos16ps 2021 r. N 1094u

NMPABUIIA
OPOPMIIEHUA PELENTOB, COAEPXALUMX HASHAYEHUE HAPKOTUYECKUX
CPEACTB UIN NCUXOTPOIHbIX BELWECTB, B TOM YACJIE B POPME
ANEKTPOHHbIX AOKYMEHTOB

I. OcbopmneHue peuenta Ha 6yMaKHOM HocuTene

1. Ha penentypusix Omankax ¢opmsl N 107/y-HII B 1eBoM BepXHEM Yrily MPOCTABISETCS IITAMII
MEIMLMHCKOW OpraHu3alMM C yKa3aHUEM €€ IOJHOI0 HAauMEHOBaHUus, ajpeca U TeiledoHa C JaToH
BBIMUCKH (1aTol 0hopMIICHNS) perienTa Ha JIeKapCTBEHHBIN pemnapar.

Peuentypusie Omanku Qopmbel N 107/y-HII u3rotaBiuBarOTCs UCKIIOYUTENHHO THIOrpadCcKUM
CIIOCOOOM.

2. Ha penentypubix OnaHkaxX, oOG(OPMISEMBIX HHIWBUIYaIbHBIMA MPEITPUHUMATEISIMH,
UMEIONUMH JIUICH3UI0 Ha MEIUIIMHCKYIO JEATEIhbHOCTh, B BEPXHEM JIEBOM YIIIy THIIOTPadCKUM
crocoboM WM TyTeM MpPOCTaBICHMs INTaMIa JOJDKeH OBbITh yKa3aH aApec HWHIANBUAYAIbHOTO
NpeAnpUHUMATENsl, HOMEpP M Jara JIMIEH3WH, HAauMEHOBAaHWE OpraHa TOCYAapCTBEHHOW BIIACTH,
BBIJIABILIETO JIMIIEH3UIO.

3. Peuenrtypusie Omanku ¢dopmbel N 107/y-HII 3anonHsroTcss MEAMIIMHCKUM PaOOTHUKOM
YEpPHUJIAMU WIH LIAPUKOBOM PYUYKOM.

4. Jlomyckaetcsi opopMIIeHHE BCEX PEKBU3UTOB (3a MCKItOUeHUEM pekBu3uTa "lloanucek nedaiiero
Bpaua (moxmuch (enpamepa, akymepku)') peuenTypHelx OmankoB Qopmbl N 107/y-HIT ¢
WCTIOJIH30BAHUEM I1€YATAIONINX YCTPOUCTB.

5. B peuentypaom 61anke ¢popmbl N 107/y-HII B cTpokax "®damuius, UMsl, 0TUECTBO (IOCIETHEE -
pu HAJIM4YMK) nauuenTta” u "Bo3pact” yka3pIBaroTCs MOJHOCTHIO (haMUJIHsL, UMsI, OTYECTBO (ITOCIIEHEE -
IIPU HAJIMYKHN) TTAIUEHTa, €0 BO3PAcT (KOJIWYECTBO MOJIHBIX JIET).

JlomycTUMO yKa3aHHe AaThl POXKICHUS MMAIlUeHTA.
6. B penentypnom 61anke ¢popmsl N 107/y-HIT:

1) B ctpoke "Cepus u HOMep mojuca o0A3aTebHOTO MEIUIIMHCKOTO CTpaxoBaHMs'" yKa3bIBaeTCs
HOMED IoJiuca 0043aTeIbHOT0 MEUIIMHCKOTO CTPaXOBaHUS MallMeHTa (TIPH HATUYHH);

2) B ctpoke "Homep MenMIMHCKON KapThl" yKa3blBaeTCs HOMEpP MEIMLMHCKON KapThl MalueHTa,
MOJTYyYaOIIero MEIUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBHUSX, WJIM MCTOPUHU OOJIE3HU IAllMEHTA,
BBIIIMCBIBAEMOT'0 U3 MEIMIIMHCKON OpraHU3allNy;

3) B cTpoke "®amuinusi, uMsi, 0TYECTBO (IIOCIEHEE - IPU HAJMYMK) Jiedalero Bpaya (¢enpamepa,
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aKymepku)" yKa3bIBaeTCsl MOJIHOCTBIO (aMIIIUS, WMs, OTYECTBO (TOCIIEAHEE - NMPU HAJMYUHM) Bpaya
(penpamepa, akymiepku), BBIIMCABLIETO PELENT HAa HAPKOTHMUYECKUM (IICMXOTPOIHBIN) JIeKapCTBEHHBIN
npernapar.

7. B rpade "Rp" penentyproro 6manka hopmer N 107/y-HII yka3zsiBaercs:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO Mpernapata (MeKIyHapOAHOE HEMAaTEHTOBAHHOE HAMMEHOBAHUE,
IPYIIIUPOBOYHOE MM XUMHUYECKOE HAMMEHOBAHKE, TOProBOC HANMEHOBAHKE) Ha JJATHHCKOM SI3BIKE HJIH
Ha PYCCKOM si3bIKe, (hopMa BBIITYCKa, JO3MPOBKA, KOJUYECTBO (YKA3bIBAETCS MPOIKCHI0 HA PELEHTYPHOM
onanke Gopmel N 107/y-HII);

2) croco0 TpUMEHEHHUs JIEKapCTBEHHOIO Ipernapara Ha TOCYAapCTBEHHOM si3bike Poccuiickoit
denepanu WIKM Ha TOCYJAapCTBEHHOM s3bike Poccuiickoit ®enepani U TOCYJAPCTBEHHOM S3BIKE
pecnyONMK M MHBIX sI3bIKax Hapos10B Poccuiickoit denepanun <1>.

<1> Yactp 1 crateu 15 3akona Poccuiickoit ®enepanun ot 25 okradps 1991 r. N 1807-1 "O
s3bIKax HapoaoB Poccuiickoit @enepanun” (manee - 3akon N 1807-1). (BegomocTu che3na HapOIHBIX
nenyratoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopMIIeHHN PELEeNTYPHBIX OJIAHKOB 3aITPEIIAeTCs] OrPAaHUIMBATHCS OOIMMHU yKa3aHUSIMH,
HarpuMmep, "Bayrpennee", "U3BecTHO".

9. Ilpu odopmitennn mamueHTy penentypHoro Omanka ¢opmbl N 107/y-HIT Ha HapkoTHueckuid
(ICUXOTPOMHBIN) JIGKAPCTBEHHBI Mpenapar B paMKaX OKa3aHWs MEIULUHCKON TMOMOIIM TMpu
oIpesieIEHHOM 3a00JIEBaHNU TaKOM peLenT 3aBepsaeTcs:

1) moANMChIO U IMYHOM NedaThio Bpada 00 MOINUCHIO (ebamepa (aKyIepKh);

2) medaTbl0 MEAMIIMHCKOW OpraHu3aiuu, JUO00 CTPYKTYPHOIO MOJpa3AeleHus MEIULUHCKON
opranmzanuu "Jlns penenToB", KOTOpask NMPOCTABIAETCS JIMLOM, YIOJTHOMOYEHHBIM PYKOBOJUTEIEM
MEAUIMHCKOW OpraHu3aluy C yKa3aHHeM (paMWInu, UMEHHM, OTuecTBa (TOcielHee - MpU HaJIU4uu) U
IIPOCTABJICHUEM €T0 JIMYHOH IOAIHCH.

B cayuasx HeobxoauMocTH O(OpMIIEHHS pelenta Ha HAPKOTHUECKUH (IICMXOTPOMHBIN)
JIEKapCTBEHHbIN TMpenapaT Ha JOMY B paMKaX OKa3aHHMs NaUIMaTUBHOM MEIUIMHCKONW MOMOIIHU
JOMYyCKAeTCs TPEBAPUTEIBHOE 3aBEPEHHE pEelenTa ITAMIIOM MEIWIMHCKOW OpraHW3aIliH, MeYaThio
MEIULMHCKOW OpraHu3aluyu JUO0O0 CTPYKTYPHOTO MOJpa3ieieHus MeIUIMHCKOM opranuzauuu "Jlns
perenToB", KOTOpas TPOCTABIACTCS JIUIIOM, YIOJHOMOYEHHBIM PpYKOBOJAWTEIIEM METUIIMHCKON
OpraHu3alyy, ¢ yKa3aHueM (paMuINHM, UMEHH, OTYECTBA (MOCIE/IHEE - MPU HAJMYUHU) U IPOCTABICHUEM
ero nuYHOW moxamucu. [lpm 3TOM B JKypHaje pErucTpalud W ydeTa pEUENTYpHBIX OJaHKOB B
cooTBeTcTBUM ¢ [lopsiKoM perucrpanuu, yuyera U XpaHEHHs CHEeLUANbHBIX PEleNnTypHbIX OJaHKOB Ha
HApKOTHYECKUE CpEACTBAa WM TICHXOTPOIHBIC BEIIECTBA, YTBEPKICHHBIM HACTOSIIAM IPHKA30M,
JienaeTcss OTMETKa O €ro Bbyiade A opOpMIIEHHS Ha JIOMY, a TakKe OTMETKa, YIOCTOBEpEHHas
MOAMKUCHI0 Bpaya b0 ¢enpamepa (akymepku), oGopMuBIIEro pernent, o (axre ero odopmiieHus,
KOTOPBII MOXKET OBbITh JOMOJHUTEIHHO MOATBEPKIACH (HOTO- U (MIIH) BUACOMATEPHATIAMHU.
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Mpuka3 MuH3apasa Poccum ot 24.11.2021 N 1094H
"O6 yTBeEpxaeHuM Mopsaka Ha3HaYeHUs ieKapCcTBEHHbIX NpenapaTos, GopM

peuenTyp...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.04.2024

B crtpoke "Otmerka anTedyHON opraHuzanmud o0 OTHycKe" CTaBUTCS OTMETKA anTedHOM
Opranuzaiuu 00 OTIyCKe HApKOTUYECKOro (IICHXOTPOIHOr0) JEKapCTBEHHOIO MpernapaTa (¢ yKazaHueM
HAaUMEHOBAHMS, KOJMYECTBA OTHYIIEHHOTO HApPKOTHYECKOro (IMCHUXOTPOIHOIO) JEKapCTBEHHOIO
mpenapaTa U JaThl €ro OTIIYCKa), KOTOpas 3aBepsAeTcs MOJIMUCHI0 pabOTHHKA alTeyHOW OpraHU3aluy,
OTITYCTHBIIIETO HAPKOTHUYECKHH (TICUXOTPOITHBIN) JIEKAPCTBEHHBIN Mpenapar (C yKazaHueM ero (paMuini,
MMEHH, OT4YecTBa (TOCJeHee - MPU HAIWYUH), a TaKKe KPYIJoW MevaTbio anTeyHOW OpraHu3aliy, B
OTTHUCKE KOTOPOU JTOJKHO OBITh UACHTU(DUIIMPOBAHO TTOJTHOEC HANMEHOBAHHE AlITEYHON OpTraHU3alNN.

10. Ha onaoMm penentypHom Oanke ¢opmbl N 107/y-HIT paspemaercss ocylmecTBIsITh Ha3HAYCHUE
TOJIBKO OJIHOI'O HAMMEHOBAHMUS JIEKAPCTBEHHOTO Mperapara.

11. UcnpaBienus B pelienTe He T0MyCKatTCsl.
Il. OchopmneHune peuenta B popmMme 3NIEKTPOHHOro AOKYMEeHTa

12. Penent B ¢opMe 3JIEKTPOHHOI'O JOKYMEHTA, NOJNHCAHHOTO YCHJICHHON KBaJU(HUIMPOBAHHON
AJIEKTPOHHON TOAMUCKHIO, (OPMHUPYETCS] MEIUIIMHCKAM PaOOTHUKOM, CBEIECHHUS O KOTOPOM BHECEHBI B
benepanbHbIl  PETUCTP MEAMLMHCKUX PabOOTHUKOB <2>, a TaKKe MpU YCIOBUU PETUCTPALUU
MEIUIMHCKOW OpraHu3alny, B KOTOpoi odopmisiercss penent, B GenepaabHOM peecTpe METUIIMHCKHX
opranuzanuii <3> eIuMHON rocyAapCTBEHHOM MH(OPMaLMOHHOM cucTeMbl B cepe 3ApaBOOXpaHEHUS U
MOJKITIIOYEHUSI TaKOH METUIIMHCKON OpraHu3alydyd K TOCYIapCTBEHHOW HH(OPMAIMOHHOW CHCTEME B
cdepe 3apaBooxpanenus cyorekra Poccuiickoit denepannn <4>.

<2> Yacte 4 crateu 91.1 ®depepanbHoro 3akoHa N 323-O03 (CoOpaHue 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 (CoOpaHue 3aKOHOJATENHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<4> Cratpu 91 u 91.1 ®enepanbroro 3akona N 323-d3 (Cobpanue 3akoHoAaTenbcTBa Poccuiickoi
Oenepanun, 2011, N 48, ct. 6724).

13. Tlo TpebGoBaHMIO MAllMEHTAa WJIM €ro 3aKOHHOTO IMpPEACTaBUTENSI O(OPMIISETCS 3K3EMIUISP
peuenta B (opMe 3JIEKTPOHHOIO JIOKYMEHTa Ha OyMaXXHOM HocuTene ¢ oTMmerkoil "/lyGnukar
AJIEKTPOHHOTO IOKyMEHTa".
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