3apeructpupoBano B Munrocte Poccun 30 HOs10pst 2021 1. N 66124

MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOWU ®EQEPALIUU

NMPUKA3
oT 24 Hos6psa 2021 r. N 1094H

Ob YTBEPXAOEHWUU NMOPALOKA
HA3SHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMNTYPHbIX
BJIAHKOB HA NNEKAPCTBEHHbIE NPEMNAPATbDI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, POPM BJIAHKOB
PELIENTOB, COAEPXALUMX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
UIN NCUXOTPOINHbIX BELWWECTB, MOPAAKA UX U3ITOTOBJIEHUA,
PACMNPEOENEHUA, PETUCTPALIUN, YHETA U XPAHEHWA,
A TAKXE NMPABUIT O®POPMJIEHUA BJTAHKOB PELIEINTOB,
B TOM YUACJIE B POPME JJIEKTPOHHbLIX AOKYMEHTOB

B cootBercTBUU ¢ myHKTOM 16 yacTu 2 ctathu 14 denepanpHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO ocHOBax OXpaHBl 3I0pOBbsi TpaxmaH B Poccuiickoit ®enepanuun" (CoOpanue
3akoHomarenbcTBa Poccuiickort ®eneparuu, 2011, N 48, cr. 6724; 2017, N 31, cr. 4791), nyHkTom 2
cratbu 26 ®epepanbHoro 3akoHa or 8 sHBapa 1998 r. N 3-®O3 "O HapkOTUYECKUX CpPEICTBaX U
ncuxoTponHbix BemniecTBax'" (Cobpanue 3akoHoaTenbeTBa 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 [Tonoxenuss 0 MUHHCTEPCTBE
3napaBooxpaHeHus Poccuiickoii  ®Dexepanuu, YTBEP)KISHHOTO TOCTaHOBIeHHeM IlpaBuTenbcTBa
Poccuiickoit ®deneparuun ot 19 urons 2012 r. N 608 (Cobpanue 3akoHomaTesbcTBa Poccuiickoi
®enepauun, 2012, N 26, ct. 3526; 2015, N 23, ct. 3333; 2017, N 52, cr. 8131; 2021, N 43, ct. 7258),
MPUKAa3bIBAIO:

1. YTBepauTh:
[Topsiiok Ha3HAYEHUS JIEKAPCTBEHHBIX MPENnapaToB COMIACHO MpuioxeHuto N 1;
(bopMBI perlenTypHBIX OJTaHKOB Ha JIEKapCTBEHHBIE MPenapaThl COTIACHO MpuiiokeHuto N 2;

[Topsimok odopmieHus: perenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE IMpenaparbl, UX ydeTa |
XpaHEHMs COracHo npuioxkeHuto N 3;

(dbopMbI OJTaHKOB PELIETITOB, COACPKANIUX HA3HAYCHUE HAPKOTHUYECKUX CPEJICTB MM MICHUXOTPOITHBIX
BEILIECTB, COTJIACHO MpUIIoKeHHIo N 4;

HOpH}IOK H3TOTOBJICHUA, paCIIPCACIICHUA, PETUCTpAlUH, YUCTA U XpaHCHUA PELCIITOB, COACPKAIIUX
Ha3HA4YCHUEC HAPKOTUYCCKUX CPCACTB WJIN IICUXOTPOITHBIX BCHICCTB COTIACHO NPHUIIOKCHUIO N 5;

[IpaBuna odopmieHUsT peuenToB, CoOAEpPKAIIMX HA3HAYCHHE HAPKOTUYECKUX CPEJCTB WU
MICUXOTPOIHBIX BEIMIECTB, B TOM YHCIIE B (hOpMe DIIEKTPOHHBIX JOKYMEHTOB COTJIACHO MPUIOKEHHIO N 6.

2. Ilpru3HaTh yTpaTUBIINMH CHITY:

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepannu ot 1 aBrycra 2012 r. N 541 "O0
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yTBEpKACHUH (OpMbI OJAaHKOB PELENTOB, COAEpXAIIUX Ha3HAYEHHE HAPKOTHMUECKUX CPEICTB WU
IICUXOTPOITHBIX BEIIECTB, NOPSAKA UX U3TOTOBJIEHUS, PACIIPEACIICHUs, PETUCTPALIUH, YUETA U XpPaHEHUs, a
TaKoke mpaBmi opopmiieHus" (3apeructpupoBan MuHucTEpcTBOM rOocTUIMU Poccuiickoit @enepanuu 15
asrycra 2012 r., peructpanuonnsiii N 25190);

npuka3 MunuctepcTBa 3apaBooxpanenust Poccuiickoin @enepanun ot 30 uronsg 2015 r. N 3851 "O
BHECEHUU M3MEHEHUN B puka3 MuHucTtepcTBa 31paBooxpanenus Poccuiickoit @enepauuu ot 1 aBrycra
2012 r. N 54n "OG0 yrBepxaeHuu GopMbl OJIaHKOB PEIIENTOB, COEPKAIIMX HAa3HAYCHUE HAPKOTHUUECKHUX
CPEICTB WJIM IICUXOTPOIHBIX BEUIECTB, NOPSAIKA UX U3TOTOBJICHMS, PACIIPEAEICHUS, PETUCTPALIUN, YUETa
W XpaHEeHHs, a TakkKe MpaBuil opopmiieHus" (3aperucTpupoBaH MUHHCTEPCTBOM HOCTHIIMM Poccuiickoi
Oenepanuu 27 HosOps 2015 1., peructpanuonnbiii N 39868);

npuka3 MunuctepcTBa 3apaBooxpaneHus Poccuiickoit ®enepanuu ot 21 anpens 2016 r. N 254u
"O BHeceHUMM U3MEHEHUH B mpuka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit @enepanuu ot 20
nexadbpsa 2012 r. N 11751 "OO6 yTBepkIeHUU TOPSAKA HA3HAUCHUS U BBIMHCHIBAHUS JIEKAPCTBEHHBIX
mpernaparoB, a Takke (OpM penenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIC MpemapaThl, MOpsAKa
odopMmIIeHHs YKa3aHHBIX OJIAHKOB, UX y4yeTa U XxpaHeHus" u npuioxkenue N 2 k npukazy MuHuUcCTepcTBa
3npaBooxpanenusi Poccuiickoit @enepaunu or 1 aBrycta 2012 r. N 54n "OO yrBepxkaeHUU (OPMBI
OJIaHKOB PEIENTOB, COAEPKAIIUX Ha3HAYCHHE HAPKOTHUECKUX CPEJICTB WJIM MCHUXOTPOMHBIX BEIIECTB,
MOpSAJIKA WX H3TOTOBJIEHUS, PACHpPENENICHUs, DPETUCTpAllMy, Y4e€Ta W XpaHEHMs, a TaKXKe IpaBuil
odpopmiienus" (3apeructpupoBad MuHUCTEpCTBOM rocTUIMU Poccutickori denepanuu 18 urons 2016 1.,
peructpauroHHblid N 42887);

IIYHKT 4 U3MEHEHNUH, KOTOPBIE BHOCSTCS B HEKOTOPBIE ITPUKa3bl MUHMCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro paszsutuss Poccuiickoit @enepaunu n MuHucrepcTBa 3apaBooxpaHeHus Poccuiickon
@enepanyu MO0 BOMpocaM OOpallleHUs JIEKapCTBEHHBIX IIPENaparoB, COJACPXKAIUX HapKOTHUYECKHUE
CPEICTBa, NCUXOTPOMHbIE BELIECTBA M HMX MPEKYypCOpbl, M JIEKAPCTBEHHBIX CPEICTB, MOAJIEKALIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YYETY, YTBEP)KIEHHBIX IpUKa3oM MUHHUCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit ®enepaunu ot 31 oxtabpsa 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIMH
Poccuiickoit @enepanuu 9 ssuBaps 2018 r., perucrpaunonssiii N 49561);

npuka3z MunucrepcTBa 3apaBooxpanenus Poccutickoit ®eneparuu ot 11 nexabps 2019 r. N 10211
"O BHeceHMH u3MeHeHHMH B mnpwioxeHus N 2 u 4 k npukasy MuHuUCTEpCTBa 31paBOOXpPaHEHHUS
Poccuiickoit @enepanun ot 1 aBrycra 2012 r. N 541 "OO0 yrBepxaeHun (popmbl OJAHKOB PELENTOB,
COJEpKalllMX HAa3HAYECHWE HAPKOTHYECKHX CPEACTB WM IICUXOTPONHBIX BEIIECTB, MOpPAIKAa HX
W3TOTOBJICHUS], pacHpe/ielieHHs], pPErucTpalyy, ydera W XpaHEHHs, a Takke mpaBuwil odopmiieHus"
(3apeructpupoBaH MuHuctepcTBoM toctuiMu Poccuiickoit ®enepaumn 28 sgHBaps 2020 1.,
peructpauroHHblid N 57293);

npuka3 MuHucTepcTBa 3/1paBooxpanenust Poccuiickoit @enepannn ot 8 okTsa6ps 2020 r. N 1076H
"O BHeceHuu u3MeHeHMM B [lopsnok perucrpanuy, ydera M XpPaHEHHs CIEHHAIBHBIX PELENTYPHBIX
ONTaHKOB Ha HApPKOTHYECKHWE CpPEACTBA WM IICUXOTPOMHbIE BEIIECTBA, YTBEPXKICHHBIH NpPUKa30M
MunncrepctBa 3npaBooxpaHeHus Poccumiickor ®enepamuum ot 1 aBrycra 2012 r. N 54"
(3apeructpupoBaHn MuHucTepcTBoM toctuuuu Poccuiickoir ®eneparuu 13 Hos6ps 2020 1,
peructpanronsbiii N 60898);

npuka3 MunuctepcTsa 3apaBooxpanenust Poccuiickoit @enepanuu ot 14 susaps 2019 r. N 41 "O06
YTBEPKACHUM TOpsIIKa Ha3HAYEHUS JIEKApCTBEHHBIX IpenaparoB, (opM peuenTypHbIX OJaHKOB Ha
JIEKapCTBEHHbIE IMpenaparhl, MOpsaka O(OpMIEHUS YKa3aHHBIX OJIaHKOB, WX y4yeTa U XpaHeHHs"
(3apeructpupoBan MuHucTtepcTBOM toctunmu  Poccmiickoit  ®epepanuu 26 mapra 2019 1.,
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peructpanronHbii N 54173);

npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10221
"O BHeceHMU HM3MEHEHUW B IpuKa3 MuHuctepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 14
saBapss 2019 r. N 4u "OO yTBepKIEeHUU TOpsAKA HA3HAYCHHS JIGKAPCTBEHHBIX MpErapaTroB, (Hopm
pelenTypHbIX OJAHKOB Ha JIEKapCTBEHHBIE IMpernapaThl, Mopsiika opopmMiieHHs] yKa3aHHBIX OJIaHKOB, UX
yuera u xpaHeHus" (3apeructpupoBaH MunuctepctBoM toctuiiuu Poccuiickoit denepanuun 28 siuBaps
2020 r., peructparmorasii N 57292);

npuka3 MuH#cTepcTBa 3/1paBooxpanenus Poccuiickoit @eneparuu ot 8 okTsi0pst 2020 r. N 10751
"O BHECEHUH U3MEHEHUH B MOPAJOK Ha3HAYEHUS JIEKAPCTBEHHBIX MIPENApaToOB, YTBEPKICHHBIN PUKA30M
MunucrepctBa 3apaBooxpaHeHust Poccuiickoit ®enepaumu ot 14 suBaps 2019 r. N 4n"
(3apeructpupoBan  MwuHUCTEPCTBOM OcTHIMU Poccmiickoit ®enmepanuu 22  gexabps 2020 1.,
peructpauroHHblii N 61695);

nyHKT 3.8 MHCTpyKIMU O TOpSAKE BBIMUCHIBAHUS JIEKAPCTBEHHBIX MpenapaTtoB v OGOPMIICHUS
perenToB W TpeOOBaHMI-HAKIAAHBIX, YTBEPKICHHOW MPUKAa30M MHHHCTEPCTBA 31PaBOOXPAHCHHS M
couuanbHoro pa3Butus Poccuiickoit @enepannu ot 12 despans 2007 r. N 110 "O nopsiake HazHauUCHUS
W BBIIACHIBAHUS  JIGKAPCTBEHHBIX  NPENaparoB, MW3ACIUA  MEIUIMHCKOTO  HA3HAYCHUS WU
CHEIHATM3UPOBAHHBIX MPOAYKTOB JIEUeOHOr0 MUTaHUA" (3aperucTpUpoBaH MHMHHUCTEPCTBOM HOCTHUIIMU
Poccutiickoit ®eneparuu 27 anpens 2007 r., peructpannoHubiii N 9364);

npuka3 MUHHUCTEPCTBA 3[paBOOXPaHEHUs M collMaibHoro pa3Butus Poccuiickoii denepanuu ot 17
Masg 2012 r. N 562n "OO yrtBepxknaenun Ilopsinka ormycka (U3MYECKMM JIMLAM JIEKapCTBEHHBIX
MpernapaToB JUisi MEIUIIUHCKOTO MPUMEHEHHS, COACPKAIMUX KPOME MAJIbIX KOJIUYECTB HAPKOTHUECKUX
CPEICTB, ICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB Apyrue papMaKoJOrH4ecKue akTHBHbIE BellecTBa"
(3apeructpupoBan MunuctepctBoM toctunuud  Poccuiickoit  ®Denmepaumu 1 wurons 2012 T,
peructpauoHHbI N 24438);

IIYHKT 2 U3MEHEHUH, KOTOPBIE BHOCSTCS B HEKOTOPBIE TPUKa3bl MUHHUCTEPCTBA 3ApPAaBOOXPAHEHUS U
conuasibHOro  pasButuad  Poccuiickoit  denepanuu, yTBEPKICHHBIX NPHUKa3oM MwuHuUCTEpCTBa
3npaBooxpaHeHuss Poccuiickonn ®epepanuun or 10 wumrons 2013 r. N 3691 (3apeructpupoBaH
MunuctepctBoM roctuninu Poccuiickoit @eneparuu 15 uronst 2013 1., peructpannonusiii N 29064);

npuka3 MunucrepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 21 aBrycra 2014 r. N 4651
"O BHECEHMM W3MEHEHHUH B MOPSAOK OTIyCKa (U3WYECKUM JIMLAM JIEKAPCTBEHHBIX IpPENnaparoB JUIs
MEIUIMHCKOTO IPUMEHEHMS], COAEPXKAIIMX KPOME MaJbIX KOJMYECTB HApPKOTHYECKUX CPEACTB,
IICUXOTPOIHBIX BEIIECTB U UX MPEKypCcOpoB Jpyrue (apMakoJOTrHUYEeCKHE aKTUBHBIE BEIIECTBA,
YTBEPXKACHHBIN INpUKa3oM MUHHCTEPCTBA 3APAaBOOXPAHEHUS M COLMAIBHOIO pas3BuTHs Poccuiickoi
@®enepaunu ot 17 mas 2012 r. N 562H" (3apeructpupoBaH MunucrepctBoM roctuiMu Poccuiickoit
®eneparun 10 centsadps 2014 r., peructpaunonusiii N 34024);

MYHKT | U3MEHEHUH, KOTOpbIe BHOCSTCS B HEKOTOPBIE MTpHKa3bl MUHHUCTEPCTBA 3APAaBOOXPAHEHUS U
conranbHOro passutuss Poccuiickont @enepaunu u MuHucrepcTBa 3apaBooxpaHeHus Poccuiickon
denepannn, yTBepKACHHBIX NpUKa3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickont ®enepanuu ot 10
centsiops 2015 r. N 634n (3apeructpupoBan MunHucTepcTBoM toctuiun Poccuiickoit @eneparnun 30
ceHTs10ps 2015 1., peructpanuonssiii N 39063);

IIYHKT 3 U3MEHEHUH, KOTOPBIE BHOCSTCS B HEKOTOPBIE TPUKa3bl MUHHUCTEPCTBA 3ApPAaBOOXPAHEHUS U
conuanbHOro paszButuss Poccuiickoit @Penepaunn n MuHucrepcTBa 3apaBooxpaHeHus Poccuiickoin
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@Oenepani 10 BoNpocaM OOpallleHHs JIEKAapCTBEHHBIX IIPEnapaToB, COAEPXKAIIUX HAPKOTHUECKUE
CPEICTBa, IICUXOTPOIIHbIE BELIECTBA M HX INPEKYpCOPOB, U JIEKAPCTBEHHBIX CPEACTB, IMOAJIEKALINX
MIPEeIMETHO-KOJIMYECTBEHHOMY YyYeTy, YTBEP)KIEHHBIX MpUKa3oM MUHHUCTEpCTBA 3APaBOOXPAHEHUS
Poccuiickoit @denepannu ot 31 okTsaOps 2017 r. N 882H (3apeructpupoBan MUHUCTEPCTBOM FOCTULIUU
Poccutickoit ®eneparuun 9 saBaps 2018 ., peructpannonnbiii N 49561).

3. Peuentypubie Omanku ¢opmbel N 107/y-HII, m3roroBieHHBbIE 10 IHS BCTYIUIGHHUS B CHILY
HACTOSIIETO MIPHKa3a, MOTYT OBITh UCIOJIb30BaHbI 10 1 MapTa 2023 rona.

4. Hacrosiuuii mpuka3 BcTymnaer B cuily ¢ 1 mapra 2022 r. u pelictyer 1o 1 mapra 2028 r.

Munuctp
M.AMYPAIIKO

[Tpunoxenue N 1

K MpuKka3zy MUHUCTEPCTBA 37pPaBOOXPAHCHUS
Poccuiickoit @enepanuu

oT 24 Hos10ps 2021 r. N 1094n

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O0owme nonoxeHunn

1. Ha3naueHue JIeKapCTBEHHBIX IHIpenapaTtoB s MEIULUHCKOrO TpUMEHeHus (naiee -
JIEKapCTBEHHbIE MpenapaThl) OCYLIECTBISETCS JIeHalluM BpadyoM, (esbImepoM, akylulepkol B ciaydae
BO3JIOXKEHUS HAa HHUX IIOJIJHOMOYMM JIeHallero Bpada, NPH OKA3aHWM MEIWLIMHCKOM TNOMOIIM B
MEIUIMHCKUX OpraHm3anusax <I>, B MOpsAJKe, YCTaHOBIEHHOM INpUKa3oM MuHHCTEpCTBa
3/IpaBOOXpaHEHUs U conuaibHoro pasButus Poccuiickoit denepanuu ot 23 mapra 2012 r. N 2521 "O0
yrBepkaeHun llopsiika BO3NOXKEeHMS Ha (Qenpaiepa, akylmepKy pyKOBOJUTEIEM MEIUIMHCKON
OpraHu3alM IpU OpPraHU3alMM OKAa3aHWs IEPBUYHOM MEIUKO-CAHHTAPHOM IIOMOIIM M CKOPOWU
MEIULUHCKOW MOMOIIM OTHENBHBIX (YHKUMH JIeallero Bpaya IO HEMOCPEICTBEHHOMY OKa3aHUIO
MEAUIIMHCKOW MOMOIIM MAalMeHTy B Mepuoj HaOMIOJEHHUS 3a HUM M €ro JIeYeHHUs, B TOM 4YHCIe IO
HA3HAYEHUI0 M TPUMEHEHHUIO JIEKapCTBEHHBIX IIPENapaToB, BKIIOYAs HApPKOTUYECKUE JIEKAPCTBEHHBIE

mpernapatel M IICHXOTPONHBIE  JIKApCTBEHHbIE  mpemaparel’  <2>,  HHIUBUAYaJTbHBIMHU
NPEINPUHUMATEISIMY, OCYIIECTBISIONIMMH MEAULMHCKYIO JEATENIbHOCTh (Jajiee - METUIMHCKHE
paboTHUKN).

<1> Ilynkrt 11 crateu 2 ®DenepanpHoro 3akoHa oT 21 Hos0psa 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 3710poBbsl TpaxnaaH B Poccuiickoit ®enepannu" (Cobpanue 3akoHomarenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - eaepanbupiii 3akoH N 323-D3).

<2> 3apeructpupoBad MunucrepctBom toctuiuu Poccuiickoit @enepanuu 28 anpena 2012 r.,
peructpanvoHHb N 23971 ¢ u3MEeHEeHUsAMHU, BHECEHHBIMU NIPUKa30M MUHHCTEPCTBA 3/1paBOOXPAHEHUS
Poccuiickoit @enepauuu ot 31 okTsaops 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTULIUH
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Poccutickoit ®eneparuu 9 suBapst 2018 r., peructpanuonusiii N 49561).

MenuuuHckuii paboTHUK, O(GOPMHBIIMN pELENT C HapyUIeHHEM HaCTOSILIEro MOopsAaKa, WId
PYKOBOJIUTENb MEAMLIMHCKOW OpraHu3aluyd  00eCHeuMBalOT CBOEBPEMEHHOE IepeodopMieHne
TpeOyeMoro Juis MaueHTa perenTa.

2. Cenmenusi O Ha3HAUYEHHOM JIEKQPCTBEHHOM IIpernapare (HaMMEHOBaHUE JIEKapCTBEHHOTO
npernapara, J03UpPOBKa, COCOO BBEACHHS] M MPUMEHEHHUS, PEKHUM J03UPOBAHHUSA, MPOJIOJIKUTEILHOCTD
JiedeHus 1 000CHOBaHME HAa3HAUCHUS JIEKAPCTBEHHOIO Mpernapara) BHOCATCS MEAUIIMHCKUM PaOOTHHKOM
B MEAMIIMHCKYIO TOKYMEHTAIIHIO MalMeHTa.

B cnydasx, ykazaHHeix B myHKTax 8 - 11 mHacrosimero Ilopsinka, MeIUIIMHCKUNA pPabOTHUHK,
HA3HAYUBIIMM JIEKapCTBEHHBIN Npenapar, oGopMisieT Ha3HauUeHUE JIEKAPCTBEHHBIX MPENapaToB, B TOM
quCIIe TOMJICKAINUX H3TOTOBJIICHHUIO M OTIYCKY aNTEYHBIMH OpraHU3alusMHu (jJanee - JCKapCTBCHHBIS
npernapaThl HHAWBUYaJIbHOTO U3TOTOBJICHMS), Ha PELENTypHOM OliaHKe, o(popMIEHHOM Ha OyMa)KHOM
HOCHTEJIE 32 CBOCH MOJIKCHIO (Jajiee - perenT Ha OyMaKHOM HOCHUTEINe), u (WJIM) ¢ COriacHs MarueHTa
WM €T0 3aKOHHOTO MPEJCTaBUTEN <3> Ha pelenTypHoM OjaHke B (opMe AJIEKTPOHHOTO JOKYMEHTA C
WCIOJIb30BAHNEM YCWICHHON KBATH(DUIIMPOBAHHOW 3JICKTPOHHOW TOJIMUCH MEIUIIMHCKOTO PaOOTHHKA
(manee - peuent B popMe EKTPOHHOTO JOKYMEHTA).

<3> Ilyukr 2 crarbu 20 ®enepanbHoro 3akoHa N 323-O@3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penient B (hopme 37€KTPOHHOTO TOKYMEHTA, COACP KA Ha3HAUEHUE HAPKOTUIECKUX CPEIICTB UITH
NICUXOTPOIHBIX ~ BEILECTB, IOANUCHIBAECTCS C MCIOJIB30BAaHUEM YCHJIEHHON KBaIM(pULIUPOBAHHOMN
AJIEKTPOHHOW MOJIMCH JIeYalllero Bpada win ¢enbauiepa, akyluepk, Ha KOTOPbIX BO3JI0XKEHbI (YHKIIHH
JIEYalero Bpaya, 1 COOTBETCTBYIOIIEH MEAUIIMHCKON OpraHu3aun <4>.

<4> Tlynkt 1 cratbu 26 denepanbHoro 3akoHa oT § sHBaps 1998 r. N 3-d3 "O HapKOTHUECKUX
cpeacTBax U ncuxoTponHslx BemiecTBax" (Cobdpanue 3akoHoaarenbcTBa Poccuiickoit denepannn, 1998,
N 2, cr. 219,2017, N 31, ct. 4791) (nanee - ®enepanbublit 3akoH N 3-D3).

Odopmiienne penentoB B (popMe 37MEKTPOHHBIX JOKYMEHTOB OCYIIECTBISETCS B Cllydae MPUHATHA
YIOJHOMOYEHHBIM OPTaHOM HCIIOJIHUTENBbHOM BIacTH cyobekTa Poccuiickoit denepaiiuu B COOTBETCTBUN
c nyHkrom 4 cratbn 6 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpameHuu
JIEKapCTBEHHBIX CpeAcTB" <5> pemieHuss 00 HMCMOJIb30BaHUWU Ha TeppuTopun cyOwbekta Poccuiickoit
@enepany Hapsily € pelenTamMM Ha JIEKapCTBEHHbIE Ipenaparbl, OQOPMICHHBIMH Ha OyMa)KHOM
HOCHUTEJIE, PElEeNTOB Ha JIEKAPCTBEHHBbIE IpernapaTsl, CPOPMUPOBAHHBIX B (OpME IIIEKTPOHHBIX
JOKYMEHTOB.

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

3. Ilpy BBINMCKE MalMEHTa W3 MEIUWIMHCKOW OpraHu3alHd, B KOTOPOM €My OKa3blBaJlach
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MEIMUIIMHCKAs TMOMOIIb B CTAallMOHAPHBIX YCIOBHUSAX, MPU HEOOXOJUMOCTH MPOJOJDKEHHUS IpHeMa
JIEKapCTBEHHOTO IpernapaTa B aMOyJaTOPHBIX YCIOBHX JAHHOMY HAIlMEHTY MO PEIICHUI0 PYKOBOJUTEIS
MEIUIIMHCKONW OpraHu3alllyi Ha3Ha4yaroTcs ¢ 0OpMIICHHEM pelenTta B popMe 3JIEKTPOHHOTO TOKYMEHTa
u (wm) Ha OyMa)XHOM HOCHUTENe (3a HUCKIIOYCHHEeM OQGOpPMIICHHS PEIENTOB Ha JICKapCTBEHHBIC
npenapaTsl, MOJIeKallie OTHYCKY OecIUIaTHO WJIM CO CKUIKOHN) nuO0 BblialoTcsd (MAUEHTY WIH €ro
3aKOHHOMY NPEICTABUTENI0) OIHOBPEMEHHO C BBIMMCKOH W3 HUCTOpPUM OOJIE3HU JIEKapCTBEHHBIE
mpenapaTsl, B TOM UYHCJI€ HapKOTHUYECKHE M ICUXOTPOIIHBIE JIEKAPCTBEHHbIE Mpenaparbl, BHECEHHBIC B
cnucku II m Il mepedHss HapKOTHYECKUX CPEACTB, ICUXOTPONHBIX BEIIECTB M HMX IHPEKYpPCOPOB,
nojyiexanux KoHTposito B Poccuiickoit ®denepanuu, yrBepxkaeHHoro IIpaBurensctBoM Poccuiickoii
Oenepanun <6> (nanee - [lepeuens), CUILHOACUCTBYIONINE JIEKAPCTBEHHBIE MpEIapaThl, Ha CPOK IIpUeMa
HalUEeHTOM 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. HaznaueHue JIeKapCTBEHHBIX MPEMApaTOB NPH OKa3aHUU MEAMIIMHCKONW TOMOIIM B
CTAllMOHAPHBIX  YCIOBUAX MOXET OCYIIECTBIATHCA IOCPEJACTBOM TpPeOOBaHUN  MEAUIIMHCKOU
OpraHu3aly, HaNpaBSIEMbIX B  alTEYHbIE  OpraHU3AlMH,  SBISIOMIHUECS  CTPYKTYPHBIMHU
MOJIpa3IeICHUSIMU MEAUIIMHCKON OpraHu3aiuu. <7>

<7> Ilynkt 54 crathu 4 @enepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "OO6 obpamienuu
nekapcTBeHHBIX cpeacTB" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit ®enepamuu, 2010, N 16, cT. 1815;
2019, N 31, ct. 4456) (nanee - ®eaepanbHblii 3akoH N 61-D3).

5. Ha3naueHue JEKapCTBEHHBIX MpPENapaToB OCYLIECTBISAETCS MEIUIMHCKUM pabOTHUKOM 10
MEX1YHapOAHOMY HENaTeHTOBAHHOMY HaMMEHOBAHUIO, a IIPU €ro OTCYTCTBUM - TPYNIIUPOBOYHOMY WIIH
XMMHYECKOMY HAaMMEHOBaHUIO. B ciydae OTCyTCTBHA  MEXKIYHAPOJHOTO HENAaTEHTOBAHHOIO
HAaUMEHOBAHMSI M TPYNIHUPOBOYHOIO WM XHMHUYECKOTO HAWMEHOBAHUS JIEKApCTBEHHOIO IIperapara
JIeKapCTBEHHBIH IpenapaT Ha3HavyaeTcs MEIUIIMHCKUM paOOTHUKOM MO TOProBOMY HauMeHOBaHMIO. [Ipu
HaJIMYUU MEIUIMHCKUX MOKa3aHUM (MHAMBUAYaAlIbHAsI HEMEPEHOCUMOCTb, 110 KU3HEHHBIM IOKa3aHUIM)
[0 pelIeHHI0 BpayeOHOW KOMHCCHM MEAMLMHCKOW OpraHM3aluu <8> OCYIIECTBISETCS Ha3HAYCHHE U
oopmIleHHE Ha3HAYeHHUsS JIEKApCTBEHHBIX IpEnapaTroB, HE BXOJAUIMX B CTaHAAPThl MEAMIIMHCKOU
MIOMOIIM, pa3paboOTaHHbIE B COOTBETCTBUU ¢ MyHKTOM 14 crateu 37 denepanpHoro 3akoHa N 323-03
<9>, unM He NPEeAyCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOW peKoMeHAaluel, J1M00 Mo TOProBbIM
HaUMEHOBaHMAM. PemieHne BpaueOHOM KOMHUCCHMM MEAMLMHCKOW OpraHu3anuu (QUKCUpyeTcsl B
MEIUIIMHCKONW JOKYMEHTAIMH MallUeHTa U B KypHasle BpauyeOHON KOMHCCHHU.

<8> [Ipuka3z MUHHCTEPCTBA 3/IPaBOOXPAaHEHMS U COIMAIBHOTO pa3BuTHs Poccuiickoit denepannun
ot 5 mMas 2012 r. N 5021 "OO yTBep»IeHUH MOPSAIKA CO3JaHUS U JEATEIbHOCTH BpauyeOHOW KOMHCCUU
MEIUIMHCKONW opraHuzanuu" (3apeructpupoBad MunucrepctBoM roctunmu Poccuiickoit denepauuu 9
utoHs 2012 r., peructpanuonusiii N 24516) ¢ u3aMeHEeHUsIMU, BHECEHHBIMU TNpPUKa30oM MUHHCTEpPCTBA
3npaBooxpaHeHusi Poccuiickoit @enepanuu ot 2 ngekabps 2013 r. N 886H (3apeructpupoBaH
MunucrepcrBoM foctuimu Poccuiickoit @eneparun 23 aexadpst 2013 1., peructpanuonasiii N 30714).
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<9> CoOpanue 3akoHogaTenbcTBa Poccutickont @eaepannm, 2011, N 48, ct. 6724.

Ecnn npu oka3aHuM NalMEHTY MEAMLMHCKOW IOMOUIM B MEAMIUHCKONW OpraHu3aluu B
CTallMOHAPHBIX YCIOBUAX IO PEUICHHIO BpaueOHON KOMHCCHHM OCYIIECTBIAIOTCS Ha3HAUYCHUE W
IIPUMEHEHHE JIEKApCTBEHHOI'O IpenapaTa ¢ KOHKPETHBIM TOPrOBbBIM HaMMEHOBAaHHEM, TO IPH OKa3aHUHU
JAHHOMY TIallUEHTY MEIULMHCKON MOMOIIM B MHOW MEIUIMHCKOM OpraHu3aluyd B CTallMOHApHBIX
YCIOBMSIX, @ TaKK€ B aMOYJIAaTOPHBIX YCIOBUSAX OCYLIECTBISETCS HA3HAYEHUE €My JIeKapCTBEHHOI'O
IIpernapara ¢ TeM K€ TOPrOBbIM HaUMEHOBaHuEM <10>.

<10> ITynkt 2 nmocranosienus [IpaBurensctBa Poccuiickoit denepanmu ot 30.06.2020 N 965 "O
BHeceHNH n3MeHeHuil B [IpaBuia ¢opmupoBaHus mepedHs JeKapCTBEHHBIX CPEACTB, 3aKyNKa KOTOPBIX
OCYHICCTBIIACTCA B COOTBCTCTBHU C UX TOPIrOBHIMU HAMMCHOBAHUSAMU, U O IPUMCHCHUU JICKAPCTBCHHBIX
IIPerapaToB ¢ KOHKPETHBIMU TOProBbIMU HauMeHoBaHUsAMH" (CoOpaHue 3akoHOAaTenbcTBa Poccuiickoit
®enepanun, 2020, N 28, ct1. 4422).

6. HazHaueHue JIeKapCTBEHHOIO IIpenapara B pelenTe Ha OyMa)KHOM HOCUTENE WIHM PELENTe B
(dopMe BIIEKTPOHHOIO JOKYMEHTa O(OopMIIeTcss Ha MMs [alUeHTa, JUId KOTOPOro IpeJHa3HauyeH
JIEKApCTBEHHBIN ITperapar.

Penent Ha OymaxkHoM Hocutene, opopmileHHBIH Ha peuentypHoMm Omanke Gopm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEp>KACHHBIX HACTOSIIIUM TPHUKA30M, MOKET OBITH MOJTy4YeH
MAIMEHTOM, €r0 3aKOHHBIM MPEIACTABUTENEM WM JHUIIOM, UMEIOIUM O(OPMIICHHYIO B COOTBETCTBUHU C
rpaXJIaHCKUM 3aKOHOJAaTelbcTBOM Poccuiickoit denepanur JOBEPEHHOCTh OT NALMEHTAa HAa MPaBO
MOJIyYEHUs TAKOTO perenTa (Jajiee - ynoJIHOMOYEHHOE JIUIIO).

[IpencraBieHyue TOBEPEHHOCTH HE TpeOyeTcs B Cilydae MOJIY4YEHHs pelenTa Ha JIEKapCTBEHHBIN
mpemapaT JUisi  MHKYpaOenbHOro OOJBHOTO Ha 3aBepIIaloIIeM JTafe ero JKU3HU  JIUIOM,
OCYIIECTBJISIONIUM yXOJ 32 TAKUM WHKYpaOelbHbIM O0JIbHBIM. B TakoM cilydae METUIIMHCKUN paOOTHHUK
BBIJIACT JIMILY, OCYIIECTBISIONIEMY YXOJ 3a MHKYypaOelIbHBbIM OOJIbHBIM, JOKYMEHT, MOJTBEPKIAIOIIHIA
WHKYpaOeJIbHOE COCTOSSHHE OOJIBHOTO, COJAEpIKAIIUil CBEJACHHUS O JIMIE, KOTOpoe OyIeT MojaydaTh
JIEKapCTBEHHbBIE Mpenaparthl Mo peuenty (haMuius, UuMs, oT4ecTBO (MOCIEAHEe - MPU HAIMYUH), BUI,
cepus U (WIM) HOMEpP JTOKYMEHTA, yIOCTOBEPSIONIETO JIMYHOCTH), 3aBEPEHHBINA IMOANMKUCHI0 M TICUATHIO
JAHHOTO MEAUIIMHCKOTO PaOOTHHKA, a TAK)KE TeUaThI0 MEAUIIMHCKOW OpraHu3aIiH.

JIOKyMEeHT, TMOATBEPKAAOIINI HMHKYpaOeIhbHOE COCTOSHHE OOJIBHOTO, OCTAaeTCsl B aNTEeYHOM
OpraHH3aIliH.

Peuent B popme 31€KTPOHHOTO JAOKYMEHTa (OPMHUPYETCS C MCIOJIb30BAHHEM TOCYAapCTBEHHOU
nHPOPMAIIMOHHON cucTeMbl B cdepe 3apaBooxpaHeHusi cyoOwbekta Poccuiickoit ®enepanuu,
MEIUIIMHCKOW HH(POPMAIIMOHHON CUCTEMbI MEIUIIMHCKOM opranu3anuu <1 1>,

<11> Crareu 91 m 91.1 ®epepampHoro 3akona N 323-O3 (CobOpanHue 3aKOHOIATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@dakT BBJAYM peELENTa Ha JICKAPCTBEHHBIM IIpenapar 3aKOHHOMY IPEACTaBUTENI0 WIIU
YIOJTHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEAUIIMHCKOW JOKYMEHTAIMH MMallleHTa.
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7. MeaunuHCcKUM pabOTHHKAM 3aripemiaeTcss opopMIISITh PELEnThl MPU OTCYTCTBHH Yy TMallMEHTa
MEIUIMHCKUX IIOKa3aHUI; Ha HE3aperuCTPUPOBAaHHBIE JIEKApCTBEHHbIE Ipemaparsl <12>; Ha
JIEKapCTBEHHbIE MPEnapaThl, KOTOPbIE B COOTBETCTBUU C MHCTPYKIMEH 1O MEIUIHUHCKOMY MPUMEHEHUIO
IIpeIHa3HAYEHBbI JUIsl IPUMEHEHUS TOJBKO B MEIMIIMHCKUX OPraHU3alMsIX; Ha HAPKOTUUECKHUE CPENICTBA U
IICUXOTPOIHBIE BellecTBa, BHeceHHble B cnucok [l Ilepeuns, 3aperucTpupoBaHHbIE B KayecTBe
JIEKapCTBEHHBIX IIPENapaToB, B LEISAX IPUMEHEHHUS JUIs JIEUEHUSI HAPKOMAHHUU.

<12> Pemenue CoBera EBpa3suiickoii s3xoHOMHYeCKOW Komuccuu oT 3 HosOps 2016 r. N 78 "O
[IpaBuiax perucrpanu M SKCIEPTH3bl JIEKAPCTBEHHBIX CPEACTB ISl MEIUIMHCKOTO MpUMEHEHHS"
(opunmaneHblil callT EBpasuiickoro s3koHOMHUYeCcKOro corosa http://www.eaeunion.org/, 21 uHos6ps 2016
r.). Cratbs 13 denepanpuoro 3akona N 61-d3 (Cobpanue 3akoHomarenscTBa Poccutickoit denepanym,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

VHauBUAYaIbHBIM — MIPEANPUHUMATEIISIM,  OCYIISCTBISIIONIAM —~ MEAWIIMHCKYIO  JCSTCILHOCTD,
JIOTIONIHUTEIBHO K TpeOOBaHMSM, yKa3aHHBIM B a03alle MEpBOM HACTOSLIETO IYyHKTa, 3amlpeniaercs
oOpMIIATH perenThl Ha HAPKOTHYECKUE CPEIICTBA U MICUXOTPOITHBIC BEIECTBA, BHECEHHBIC B CIIUCKU 11
Il Tlepeuns (nmanee - HAPKOTHYECKHWE M IICHXOTPOITHBIE JEKapCTBEeHHbIE mpenaparsl cnuckoB 11 u 11
[lepeuns).

8. Ilpu Ha3HAUYEHUM HAPKOTUYECKHX W TICUXOTPOIHBIX JICKAPCTBEHHBIX IpernapaToB crucka Il
[Tepeunsi, 3a MCKIIFOUYEHUEM JICKAPCTBEHHBIX IMPEMapaTOB B BHJE TPAHCIACPMAIBHBIX TEPAITEBTUUCCKUX
CHCTEM U JICKapCTBEHHBIX INPENapaToB, COACPIKAIIMX HAPKOTUYECKOE CpPEACTBO B COYECTAHUH C
AQHTArOHWCTOM OINHOHWJHBIX PEIENTOPOB, PEIENThl Ha OyMaXHOM HOcHTele O(QOpMIIIIOTCS Ha
peuentypaoM 6mnanke Gopmbsl N 107/y-HII.

9. Peenitypusrit Omank Gopmer N 148-1/y-88 odopmisiercs npu Ha3HAUCHHUH:

1) HapKOTHMYECKHMX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaToB crucka Il Ilepeuns B Buze
TPAHCAEPMAJIBHBIX TEPANIEBTUYECKUX CHCTEM, HAPKOTHYECKUX JIEKApCTBEHHBIX IpernaparoB crucka Il
Ilepeuns, coxpepKalUX HApPKOTUYECKOE CPEACTBO B COYETAaHUHM C AHTAarOHMCTOM ONMOUIHBIX
pEeLEenTopOB, ICUXOTPOIHBIX JEKAPCTBEHHBIX NpenapaTtoB ciucka [II [lepeuns;

2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX MTPENAPATOB, COJEPKAIIUX:

a) KOJIEWH WJIM €T0 CoJIM (B MepecyeTe Ha YUCTOE BEIIECTBO) B KOIMYECTBE A0 20 MI' BKIIFOUUTETHHO
(Ha 1 o3y TBepaoi JekapcTBEHHOH (Gopmbl) win B koiaudecTBe 10 200 mr BkimtouuTenbHO (Ha 100 mi
nin 100 1 xKuaKoi JexkapcTBEHHON (OPMBI Uil BHYTPEHHET O IPUMEHEHU );

6) nceo3enprHa ruAPOXIOPU B KOIUUYECTBE, MpeBbiaromeM 30 Mr, u 10 60 M BKIIOUUTETHHO
(1a 1 mo3y TBepAOi JeKapCTBEHHON (POPMBI);

B) 1ceB0ddeIprHA THIPOXIOPH B KOJIMYECTBE, npeBbimatoniem 30 Mr, ¥ 10 60 M BKIIOUUTEBHO
B COYETaHHMH C JeKCTpoMeTophaHoM ruapoOpOMUIOM B KojndecTBe, npesbimatomeM 10 mr, u 1o 30 mr
BKJIIOYMTENIBHO (Ha 1 103y TBEpOH JIeKapcTBEHHOU (hOPMBI);

r) nekcrpoMeropdana rugpoOpoMus B konuuecTse 10 200 mr BkitountenbHo (Ha 100 vut mam 100 T
KHJIKOH JIeKapCTBEHHOM (POPMBI [Tl BHYTPEHHETO IPUMEHEHN );
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1) adeaprHa THAPOXIIOPUT B KonudecTse, npepbimatomemM 100 mr, u 10 300 Mr BKItOUUTETHHO (Ha
100 Mt mm 100 1 KuAKOH JIeKapCTBEHHON (OPMBI JUIsi BHYTPEHHETO IPUMEHEHH );

e) sdenpuna rumpoxiopua B KoimdectBe a0 S50 Mr BrimoumTensHO (Ha 1 o3y TBepuoi
JIEKapCTBEHHOH (POPMBI);

) (EHWINPONaHOJaMUH B KOJMYECTBE J0 75 Mr BKIIOYMTENbHO (Ha 1 103y TBepmoi
nexapctBeHHON (GopMmbl) win 10 300 mr BrirountenbHo (Ha 100 mur mmm 100 T KUAKON JeKapCTBEHHON
(GOpMBI 17151 BHYTPEHHETO IPUMEHEHHS);

3) ¢denobapOuTan B KOJMYECTBE JO |5 Mr BKIIOYHTENHHO B COYCTAHHU C KOJEHMHOM (WU €ro
COJIIMH) HE3aBHCUMO OT KOJIM4eCTBa (Ha 1 103y TBEpIOM JIeKapCTBEHHOU (OPMBI);

u) (enobapOutanmn B KomumuecTBe 10 20 Mr BKIIOYHTENIBHO B COYETAHHH C J(PEIpHHOM
TUAPOXJIOPUIOM HE3aBHCHMO OT KoynuecTBa (Ha 1 103y TBepoi JiekapcTBEHHOM (hOpMBI);

K) XJIOpAMA3EIOKCH]T B KOJIMYeCcTBE, npeBblimaomeM 10 mr, u 10 20 Mr BKIHOYUTENBHO (Ha 1 103y
TBEPJI0# JIeKapCTBEHHOU (POpMBI);

3) neKapCTBEHHBIX MpENapaToB WHAWBUIYaIbHOTO HW3TOTOBJICHHS, COJICPKALIMX HAPKOTHYECKOE
CPeACTBO WIN NcuXoTponHoe BemecTBo crnucka Il Ilepeuns, u npyrue ¢gapmakosaoruueckue aKTUBHBIE
BEIIECTBA B [103€, HE MPEBBILAKNIECH BBICHIYIO pa3OBYK 103y, M IpPU YCIOBUU, YTO ITOT
KOMOMHUPOBAHHbII JIEKapCTBEHHBIH Ipernapar He SBIAETCS HAPKOTUYECKUM MJIM IICUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaToM cnucka Il [lepeuns;

4) 5eKkapCTBEHHBIX IpenapaToB, BKIIOUEHHBIX B MEPEYEHb JIEKAPCTBEHHBIX CPEJICTB UL
MEIUIIMHCKOTO  MPUMEHEHHUs, TMOJUIeKAIMX  MPEIMETHO-KOJIMYECTBEHHOMY  ydery (Jamee -
JIEKapCTBEHHBIE MPENapaThl, BKIOYEHHbIE B nepedeHs [IKY) <13>.

<13> IloanynkT 5.2.171(1) mynkTa 5 nocranosnenus [IpaBurensctBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 yrBepxxkaenuu llomoxkenus o MuHucrepcte 3apaBooxpaHeHus Poccuiickoit
Oenepannu" (nanee - Ilomoxkenne o MunucrepctBe) (CobOpanue 3akoHomaTenbcTBa Poccuiickoii
®enepaunu, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Penentypubiii 6mank Gopmsl N 148-1/y-04(;1) odopmisieTcst mpu Ha3HAYEHUH JIEKAPCTBEHHBIX
IpernapaToB rpaxJaHaM, UMEIOIUM MpaBo Ha OecllaTHOE MOJyYeHHE JIEKAPCTBEHHBIX MpenapaToB MU
MIOJIy4Y€HHUE JIEKAPCTBEHHBIX MIPETapaToB CO CKUIKOM.

11. Peuentypusiii 61ank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHUU:
1) nekapcTBEHHBIX MpENapaToB, HE YKa3aHHbIX B MyHKTax &, 9 HacTosuero [lopsaaxa;
2) KOMOMHMPOBAHHBIX JIEKAPCTBEHHBIX PENapaToB, COACPIKAIIMX:

a) JproTaMMHa THAPOTApTpPaT B KOJWYECTBE JO S5 MI BKIIOYUTENBHO (Ha 1 103y TBepaoit
JIeKapCTBEHHOHN (POPMBI);

0) adenpuna ruapoxsopus B koaudectse 10 100 mr BxmrounTenbHO (Ha 100 Mot wmm 100 T xuakoi
JIEKapCTBEHHON ()OPMBI JIJIsl BHYTPEHHETO MIPUMEHEHHS);
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B) IceBOd(eapruHa TUAPOXIJIOPH] B KoiaudecTBe, He mpesbimaromem 30 mr (Ha 1 mo3y TBepmoi
JIEKapCTBEHHOH (POPMBI);

r) nceBaoddenpuHa THIPOXJIOPUI B KOJIMYECTBE, He mpeBbimaronieM 30 Mr, B COYETaHUU C
JIeKCTpoMeTOphaHOM THAPOOPOMHUIOM B KOIHUYECTBE, IpeBbIiiaromeM 10 mr, u 10 30 MI BKIIOYUTEIHHO
(Ha 1 mo3y TBEpI0#1 JIeKapCTBEHHOM (OPMBI);

) JaekctpomeropdaHa TUAPOOPOMHUA B KoiIMuyecTBe, mpeBbimaromeM 10 mr, u mo 30 wmr
BKITIOYHMTEIBHO (Ha 1 103y TBEpOH JIeKapCTBEHHOM (HOPMBI);

e) benobapOuTan B komudectBe, mpepbimaromem 20 mr, u 10 50 Mr BriarountensHO (Ha 1 103y
TBEPJI0# JIeKapCTBEHHOU (POpMBI);

K) (enobapbutan B komumuecTBe a0 20 Mr BKIIOYHTEIBHO B COYETAHHH C HPrOTAMHHOM
TUAPOTAPTPATOM HE3aBHUCHMO OT KOJIMUYECTBa (Ha 1 103y TBEpAOH JieKapCTBEHHOM (popmbl);

3) XJIOpAMA3eNnoKcu] B KoiaudecTBe 10 10 Mr BKiIrouMTENbHO (Ha 1 103y TBEpnOil JeKapCTBEHHOM
hopmbi).

12. IIpu Ha3HAYEHUHU JIEKAPCTBEHHOIO Mpenapara WHAUBUIYaIbHOIO M3rOTOBJIEHUS B PELENTE Ha
Oyma)xHOM HocutTene W (wnu) pernente B ¢GopMe DIEKTPOHHOTO JOKYMEHTa HAMMEHOBaHUS
JIEKapCTBEHHBIX CPEJICTB (BELIECTB), BKIOUEHHBIX B nepedeHb [IKY, ykaspiBaroTcsi B Hauane peuernra,
3aTE€M - BCE OCTaJIbHbIE UHTPEAUECHTHI.

13. Tlpu Ha3HAYEHWU JICKAPCTBEHHOTO Iperapara B perente Ha OyMaKHOM HOCUTENE W (HJIH)
peuenite B (hopMe DIIEKTPOHHOIO JOKYMEHTA 3allpeliacTCs IMPEBBINIATh KOJIUYECTBO HAPKOTHYCCKHX
CPEICTB WJIM TICHXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIMUCAHO B OJHOM pEICNTe,
ycTaHoBiIeHHOe npuioxeHrneM N 1 k Hactosimemy [lopsnaky, 3a UCKIIOYEHHEM CIIy4aeB, YKa3aHHBIX B
nyHKTax 15 u 24 nacrosmiero [Topsinka.

14. Ilpn Ha3HA4YEeHMH JEKApPCTBEHHBIX IPENapaToB, BKIOUEHHBIX B nepedeHb [IKY, nosa xoropsix
MPEBBINIAET BBICUIMI OJHOKPATHBIM MpuUeM, MEAMIMHCKHM pabOTHUK O0003HAYaeT 03y ATOro
JIEKapCTBEHHOT'O TpenapaTa B pelente Ha OyMaXHOM HOCUTENE NPOMHMCHIO C MPOCTAaBICHUEM
BOCKJIMIIATEJILHOTO 3HaKa W (WJIM) MPOCTaBIsIET BOCKJIMLATENbHBIN 3HAK MpPU OPOPMIIEHUU pElenTa B
(opMe 3IEKTPOHHOTO JJOKYMEHTA.

15. KonnyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MPENAPATOB, BKIOYEHHBIX B nepedeHb [IKY, npu
OKa3aHWM MalUEHTaM, HYXIAKOLMMCS B [JJIMTEIbHOM JICUCHUH, NEPBUYHOW MEIUKO-CAHUTAPHOU
MOMOIIM U TMAJUTMATUBHON MEAUITMHCKONW TOMOIIM MOXKET OBITh YBEJIMYEHO C yYE€TOM KIMHUYECKHUX
pexoMeHmanuii He OoJiee YeM B 2 pa3a MO CPaBHEHHIO C KOJMYECTBOM HAPKOTHUECKHUX CPEICTB WIIH
TICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIMHCAHO B OJHOM pEIENTe, YCTAaHOBJICHHBIM
npunoxenueM N 1 k Hacrosmemy [lopsaxy.

B cnydasx, npeaycMOTpeHHBIX ab3alieM MepBbIM HACTOSIIEr0 MyHKTa, Ha pelenTax Ha OyMaXXHOM
HOcHTeNE Mpou3BoauTcs Haanuch "[lo cnenuanbHOMY Ha3HA4YEHHIO", OTAEIBHO 3aBEPEHHAS MOANHCHIO
MEIUIIMHCKOr0 paboTHHKA M TeYaThio MEAUIMHCKOM opranuszanuu "Jlns peuenToB", Ha peuenrtax B
dopmMe DIEKTPOHHOTO JOKyMEHTa mpousBoauTcsa oTMmerka "lIlo chernuambHOMY Ha3Ha4eHHIO" C
MIPOCTaBJICHUEM YCUJIEHHOM KBAIU(PUIIMPOBAHHOMN 3JIEKTPOHHOMN MOAIUCH MEIUIIMHCKOTO pabOTHHUKA.

16. Cocras JICKApCTBCHHOTI'O IIpeIliapara, JICKApCTBCHHAA (bopMa u o6pau1eHHe MECIHUIIMHCKOTO

Crpanuua 10 us 44



paboTHuKa K (hapmareBTHUYEeCKOMY pabOTHUKY 00 OTHYyCKe JIEKapCTBEHHOIO MperapaTa Ha OyMaKHOM
HocHTeNe O(hOPMIISIOTCS Ha JTATUHCKOM WJIM PYCCKOM SI3BIKE B POJUTEIHHOM MAACKe, 32 UCKIIOUCHUEM
odopmIleHHs pelienToB B (opMe 3JIEKTPOHHOTO TOKYMEHTA, OCYIIECTBIISIEMOT0 Ha PYCCKOM SI3BIKE.

[Tpu ohopmIteHUH peLenTypHBIX OJIAHKOB JIOITYCKAETCsl MCTIOIB30BAHNE COKPAIICHUH (TIPUIOKEHUE
N 2 x Hactosimemy [lopsiaky).

[Ipy Ha3HAYeHMM JIEKAPCTBEHHOI'O IIperapara HeE JAOIYCKAeTcs COKpalleHHME HauMEHOBAHUMN
MHIPEIMEHTOB, COCTABIISAIOIIMX JIEKAPCTBEHHBIN Ipenapat, He MO3BOJISIONUX YCTAHOBUTh, KAKOW HMEHHO
JIEKapCTBEHHBIN Iperapar Ha3HaueH.

17. Crioco6 mpuMeHeHus JIEKapCTBEHHOTro mpernapara 0003HavyaeTcs ¢ yKa3aHHeM MyTH BBEACHUS,
JI03bl, YaCTOThI, BPEMEHHU NpHUEMa OTHOCUTEJIBHO CHa (yTpOM, Ha HOYb) M €ro JJIUTEIbHOCTH, a JJs
JIEKapCTBEHHBIX IpEnapaToB, B3aUMOJCHCTBYIONIMX C MHIIEH, - BpPEeMEHH UX YHOTpeOIeHUs
OTHOCUTEJILHO IIpUeMa MHIIHU (710 €IbI, BO BPEMsI €JIbl, IIOCTIE €/Ibl).

18. TIpy HEOOXOMMOCTH HEMEIJICHHOTO MM CPOYHOTO (B TEYCHHUE JIBYX pabOuYuX JHEI) OTIyCcKa
JICKapCTBCHHOTO TIperapara MalMeHTy B BEpPXHEW dYacTh perenta Ha OyMaXHOM HOCHUTENE
MIPOCTABIISIIOTCS 0003HadYeHus "cito" (cpouHo) mim "statim" (HeMeqIeHHO). AHAJIIOTMYHBIE 0003HAYCHHS
MIPOCTABJISIOTCS B BUAC OTMETOK ITPH 0(hOPMIICHUH perenTa B popMe 3IEKTPOHHOTO TOKYMEHTA.

19. Ilpu oopmiieHnn Ha3HAYEHUsI TOTOBOIO JIEKAPCTBEHHOTO MpenapaTa B pelente Ha OyMaKHOM
HOCHUTENIE WM pelnente B (opMe 3JIEKTPOHHOIO JOKYMEHTa KOJWYECTBO JACHCTBYIOLIMX BELIECTB
yKa3blBae€TCsl B COOTBETCTBUM C MHCTPYKLMEH IO MEIUIMHCKOMY HIPHUMEHEHHIO JIEKapCTBEHHOI'O
npenapata. [{omycTuMo yka3bIBaTh J03UPOBKY JIEKAPCTBEHHBIX IpPENapaToB CUCTEMHOIO AEHCTBUS (IS
pe30pOTUBHOIO MPHEMA) B TBEPABIX JIEKApPCTBEHHBIX (popMax (Hampumep, TaOJIeTKH, HOPOLIKH, KarCyJibl)
KaK cojiepKaHHE OJIHOTO WJIM HECKOJBbKUX JEHCTBYIOIIMX BELIECTB B €JUHHIIAX Macchl (B rpammax,
MIIIUrpaMMax). JlomycTumMo ykas3blBaTh JO3MPOBKY JIEKAPCTBEHHBIX MPENApaToOB CUCTEMHOTO JEHCTBUS
(nns pe3opOTHUBHOIO NPHUMEHEHHUs) B JKUIKUX JIEKapCTBEHHBIX (opMax (Hampumep, pacTBOPHI,
CYCHEH3MM) KaK COJEp’KaHHe OJHOI0 MM HECKOJBbKUX JEHCTBYIOIIMX BELIECTB B €IMHUIAX MAcChl Ha
eAMHUIly o0beMa (HampuMmep, MUJUTUTPaMM/MIUUTAIIUTP) € YKa3zaHHeM oO01ero oobema JeKapCTBEHHOU

(bopMBI.

[Ipu odopmiieHnr Ha3HAYEHHS JIEKAPCTBEHHOTO MperapaTa WHIWBUIYAIBHOTO H3TOTOBJICHUS B
perente Ha OyMa)KHOM HOCHTENE WM pelenTe B opMe IEKTPOHHOTO TIOKYMEHTa KOJTHYECTBO TBEP/bIX
U ChIMy4Ynx (hapManeBTHUEeCKuX cyOcTannmii ykaseiBaetcs B rpammax (0,001; 0,5; 1,0), *uakux - B
MUJUTAIIUTPAX, TpaMMax U Karisx.

20. Penentsl Ha OymMaXHOM HoOcUTEJE, B (POpME 3JIEKTPOHHOTO JIOKYMEHTa, OPOPMIICHHbIE Ha
peuentypHoM Onanke ¢opmel N 148-1/y-88 u mnpeaHasHaueHHble JUIsI OTIYCKa JIEKapCTBEHHBIX
MpEenapaToB, MPEeTyCMOTPEHHBIX MOANYyHKTamMu | - 3 myHkra 9 Hacrosero [lopsiaka, 1eiCTBUTENbHBI B
TeueHue 15 aHelt co nHsA oopMieHus.

21. Penentsl Ha OymMa)xHOM HOcUTeNe, B (OpME IJIEKTPOHHOTO JTOKyMEHTa, OQOpMIICHHBIE Ha
penentypaoM Onanke (opmbl N 148-1/y-04(;1) m mpegHa3HAUYeHHBIE IS OTIyCKa JIEKAPCTBEHHBIX
IpenaparoB rpaxJaaHaM, yka3aHHbM B nyHKTe 10 Hacrosmero Ilopsinka, neiictButenbHbl B TeueHue 30
IHEW co HSA opopMIIeHHUS, 32 UCKITIOUEHUEM CIydyaeB o(OpMIICHHS pelenTa B COOTBETCTBUHU C IMyHKTAMU
38 u 39 Hacrosmiero [opsinka, mpu KOTOPHIX OH JEHCTBUTENIEH B TeUeHHUE 15 qHEH co qHS 0hOpMITCHUS.

22. PeuenTsl Ha OyMaXHOM HoOcuTele, B (OpME AJIEKTPOHHOIO JOKYMEHTa, O(QOpPMIICHHBIE Ha
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peuentypaoM Omanke (opmbl N 148-1/y-04(;1) u npeaHa3HauyeHHBIE U1 OTITYCKA JIEKAPCTBEHHBIX
MpemapaToB TpaxkJIaHaMm, JOCTUTIIMM T[IEHCHOHHOTO BO3pacTa, WHBAIMIAM TIEPBOWM  TPYIIIEL,
JEeTSIM-UHBAUAaM, a TakKe TpaxkJaHaM, CTPaJalolIMM XPOHUYECKUMHU 3a00JIeBaHUSIMH, TPEOYIOIIUMHU
JUTUTEILHOTO KYpPCOBOTO JICYCHHSI, NEHCTBUTENBbHBI B TeueHHe 90 nHeill co mHa odopmieHus, 3a
UCKIIIOYEHHEM ciy4aeB, yKa3aHHbIX B mnyHkTax 38 u 39 Hactosmiero Ilopsiaka, mpu KOTOpBIX OH
JeicTBUTENeH B TeueHue 15 mueit co aas ohopmiieHus.

Jns nedeHus XpoHUYECKHX 3a00JIeBaHMI YKa3aHHBIM KaTeropusiM TpakJaH JIEKapCTBEHHBIC
npernaparsl ¢ opOpMIICHHEM PEIENTOB Ha OyMa)KHOM HOCHTENIE WM PELENnTOB B (hOpME 3IEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3HauaTbCs Ha Kypc jedueHus 10 180 nueil.

23. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (OpPME AIIEKTPOHHOIO JOKYMEHTa, O(GOpPMIICHHBIE Ha
peuentypaoM Onanke Gopmbl N 107-1/y u npegHazHayeHHbIE Ui OTITYCKa JIEKapCTBEHHBIX MPENnaparos,
MpeayCMOTpeHHBIX TyHKTOM 11 Hacrosimero Ilopsinka, nelcTBuTeNnbHBI B TeueHue 60 qHEH co JHA
oopMIIeHHUS.

HpI/I HAa3HA4YCHUMU TOTOBBIX JICKAPCTBCHHBLIX MPCHapaToB MW JICKAPCTBCHHBLIX IIPCIIapaToB
WH/IMBUIyAIbHOTO M3TOTOBJICHUS MALMEHTaM C 3a00JIeBaHUSIMU, TPEOYIOIIMMHU JUTUTEILHOTO KYPCOBOTO
nedeHus, ¢ opopmiieHneM Ha perentypHom Onanke Gopmbel N 107-1/y penenta Ha OyMa)kHOM HOCHTEIE
win B (hopMe ICKTPOHHOTO JOKYMEHTA yCTAHABIMBACTCS CPOK JACHCTBUS PEIenTa B Ipeesiax g0 OJHOTO
roja.

B ciyuae ycraHoBieHus cpoka JeHCTBHSA peLenTta B Ipefenax 10 OJHOIO Ioja B peLente
npousBoauTcs Haanuch: "[lo cnenuanbHOMY HazHaueHUIO", 0003HAayYaeTcs CPOK JAEHCTBUS pelenTa U
NEPUOMYHOCTb OTITYCKA JIEKAPCTBEHHBIX MPENapaToB U3 aTEeYHONW OpraHU3alUU WIK UHIUBUyalbHBIM
MpealpUHUMATENIEM, UMEIOIIUM JIMLEH3UI0 Ha (PapMaleBTUUECKYIO JIEATEIbHOCTh <14> (eKeHeneNnbHO,
€XKEMECSIUHO U MHbIe Nepuojibl). JIOMOTHUTEIBHO 3TO yKa3aHHWE 3aBEpSETCs MOJAMUCHI0 MEIUIIMHCKOTO
paboOTHUKA, a TaKKe Ne4aTbio MEAUIIMHCKON opranu3auuu "Jlg peuentoB" (Juis penenta Ha OyMaXxHOM
HOCHUTEJIE) UM YCHJIEHHON KBaIM(PHUIHUPOBAHHON 3JIEKTPOHHON MOAMUCHI0 MEAULMHCKOTO pabOTHUKA U
JUIa, YIIOJHOMOYEHHOTO 3aBEpPATh JOKYMEHTHI OT UMEHU MEIMLMHCKON OopraHu3anuu (Ui peLenTa B
(opMe 3IEKTPOHHOTO JOKYMEHTA).

<14> Ilyukr 47 yactu 1 crateu 12 @enepanbHoro 3akoHa ot 4 mas 2011 r. N 99-@3 "O
JUIIEH3UPOBAHUH OT/AEIBHBIX BUJIOB JesTebHOCTH" (Hanee - @enepanbubiii 3akoH N 99-D3) (Cobpanue
3akoHonarenbcTBa Poccuiickoit @enepanuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. PenenThl Ha JEKapCTBEHHbIE Mpenaparbl, BKIOYeHHble B mnepedeHb [IKY, nns nedenus
MAIMEHTOB ¢ XPOHUYECKUMH 3a00JIEBAaHUAMHU MOTYT O(DOPMIISTECS Ha Kypc JiedeHus 10 60 mHei.

B cnydae, xorma kypc nedeHust cocraBiser Ooiee 30 gHEH, JAOMONHUTENBHO B pelENTax Ha
OyMa)KHOM HOCHTEJIe TPOU3BOAUTCS Haamuch "o criennanbHOMY Ha3HAYCHHIO", 3aBEpeHHAsT TIOIMHUCHIO
MEIUIIMHCKOTO pabOTHHKA M TIEYaThi0 MEAMIIMHCKOW opranm3anuu "J{ns pernenToB", Ha perenrtax B
dbopme DIEKTPOHHOTO JOKyMEeHTa Tmpom3BoauTcss orMerka "l[lo cmenmampHOMY Ha3HadeHUIO" ¢
MIPOCTABJICHUEM YCUJICHHOW KBaTU(UIIMPOBAHHON IIEKTPOHHON MOIMUCH METUIIMHCKOTO paboTHUKA U
JIMIIA, YITIOJTHOMOYEHHOTO 3aBEPATh JOKYMEHTHI OT UMEHH MEAUIIMHCKON OpraHu3aliyy.

25. Penent Ha OyMaXHOM HocuTele B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O(OPMIECHHBIA ¢
HapylLIeHUEM YCTaHOBJIEHHBIX HacTOsUM [lopsakom TpeboBaHUM, cCUUTAETCS HEIEHCTBUTEIbHBIM.
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Il. HaszHayeHune JIeKapCTBEeHHbIX npenapatoB Nnpu oKkasaHUu
MeAULUMHCKOM NOMOLUM B CTaUlMOHApPHbIX yCcnoBuAax

26. IIpu oka3aHuMM NAUMEHTY MEAMLIMHCKOW IIOMOINM B CTAallMOHAPHBIX YCIOBHUSAX HAa3HAUYCHHE
JICKapCTBEHHBIX MPENapaToB MpPOM3BOAUTCS Oe3 odopmieHus peuenTa METUIMHCKUM pabOTHHKOM
€IMHOJIMYHO, 32 UCKIIIOUEHUEM CIIy4acB, YKa3aHHbIX B IIyHKTe 27 HacTosAwmero Ilopsaaxa.

27. CornacoBaHUE€ Ha3HAYEHUs JIEKAPCTBEHHBIX IIPENapaToB C 3aBEIYIOIIMM OTIEICHUEM WIN
OTBETCTBEHHBIM JIEKYPHBIM BPayOM JIMOO JPYTUM JIMIIOM, YIIOJHOMOUYEHHBIM IIPUKA30M IJIaBHOTO Bpaya
MEIULIMHCKOW OpraHu3alMM, a TaKkKe, NP HAIMYUH, C BpPAauOM - KIMHHYECKUM (papmMakoiIorom
HE00XO0/AUMO B CIIydasix:

1) oTHOBpEeMEHHOTO Ha3HAUCHHUS ITATH U 00JIee JIEKAPCTBEHHBIX MPENapaToB OJJHOMY MAIMEHTY;

2) Ha3Ha4YeHUs JICKApCTBEHHBIX MpEnapaToB, HE BXOJAIIUX B IE€PEUCHb )KU3HEHHO HEOOXOIUMBIX U
BAOKHEHIINX JIEKAPCTBEHHBIX IpernapaToB <15>, MpU HETUINUYHOM TEUYEHHM 3a00JIeBaHUS, HAIUYUU
OCJIO)KHEHUH OCHOBHOTO 3a0ojeBaHMs M (WIM) COINYTCTBYIOIIMX 3a00JIeBaHUIl, NpU Ha3HAUYECHUU
JIEKapCTBEHHBIX IIPENapaToB, OCOOCHHOCTH B3aUMOAECUCTBHUSI M COBMECTUMOCTH KOTOPBIX COIJIACHO
UHCTPYKLIMSAM [0 HUX T[PUMEHEHHUIO MPHUBOJAT K CHMXKEHUIO 3()(EeKTUBHOCTH U  0€30MacHOCTH
(bapmakoTepanuu U (WIK) CO3AA0T MOTEHIIMAIBHYIO OMACHOCTD JUIS KU3HH U 37J0POBbS MAIEHTA.

<15> Yactu 1 crateu 60 @enepanpHoro 3akoHa N 61-O3 (CobOpanue 3aKOHOIATEIHCTBA
Poccutickoit ®deneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B YKa3aHHBIX CJIY4adX HA3HAUYCHHUC JICKAPCTBCHHBIX IIPCIIApaTOB (bHKCpreTCH B MEIUIIMHCKOMH
AOKYMCHTAIIMK TMAlUCHTAa MW 3aBCPACTCA MOANHNCBI0 MCEAUIUHCKOTO pa6OTHI/IKa U 3aBCAYIOLICTO
OTACICHUEM (OTBCTCTBCHHOFO ACKYPHOI'O Bpada WK APYroro yroJJHoMO4€HHOT'O J'II/II_Ia).

28. MeauuuHCKUN paOOTHUK MEAUIMHCKOW OpraHu3aluu (€€ CTPYKTYpPHOIO MOJpa3ieieHHs),
pacrojOKEHHOW B CEJIbCKOM HACEJIEHHOM ITyHKTE, OCYLIECTBIIAET HA3HAYEHHUE JIEKAPCTBEHHBIX
MIPETapaToB B CIIyYasx, yKa3aHHBIX B MyHKTax 27 u 29 Hacrosimero [lopsinka, eTmHOIIMIHO.

29. Ilo PCUICHUIO Bpa‘-Ie6HOI7I KOMHUCCHUHU IMAOUCHTaM IIpHU OKA3aHUHU UM MC,Z[PII_II/IHCKOI>'I IIOMOIIIK B
CTaAalMOHAPHBIX YCIOBUAX HA3HAYAIOTCSA JICKAPCTBCHHBLIC IIPCriapaTbl, HC BKJIIOYCHHBLIC B IICPCUHCHDL
KHU3HCHHO HCO6XO,Z[I/IMLIX U BaXKHEHIINX JICKApCTBCHHBIX IIPCIIapaToB, B CIIydya€ HUX 3aMCHbBI H3-3a
I/IH)II/IBHI[YHJIBHOﬁ HETICPCHOCUMOCTH, I10 )KNU3HCHHBIM IMOKAa3aHUSM.

Pemenune BpaueGHON KOMUCCHH (PUKCHPYETCS B MEAULIMHCKON JOKYMEHTAIUH MAIlUeHTa 1 KypHaje
BpaueOHOM KOMHUCCHUHU.

30. B cinyuasx oOcnemoBaHHsl M JIEYEHUS TIpaXJaHMHA B CTAlMOHAPHBIX YCJIOBHUSAX B paMKax
MPEAOCTABICHUS] MEIWIMHCKHAX YCIYyr Ha BO3ME3JHOM OCHOBE 3a CYET JIMYHBIX CPEACTB TIPaxkIaH,
CPEICTB IOPUIMYECKHUX JIMI] U HUHBIX CPEICTB HAa OCHOBAaHUU JIOrOBOpa, B TOM YHCIE J0r0OBOpa
JNOOPOBOJIBHOTO MEIULMHCKOrO cTpaxoBaHusi <16>, eMy MOryT OBbITh Ha3HA4Y€Hbl JIEKAPCTBEHHBIE
mpernaparel, HE BXOJJIIME B MEPEYCHb >XU3HEHHO HEOOXOJMMBIX M BAKHEHIIMX JIEKapCTBEHHBIX
[IpernapaToB, €CJIM X Ha3HAUYE€HUE U MPUMEHEHHE 00YCIOBIEHO MEUIIMHCKUMU MOKa3aHUSIMHU.
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<16> Ilocranosnenue IlpaButenscTBa Poccuiickoit @eneparun ot 4 oktsaops 2012 r. N 1006 "O6
yTBepxaeHnn [IpaBui npegocTaBaeHnsT METUIIMHCKUMH OPTaHU3aMAMH TUIATHBIX MEJUIMHCKUX yCIIyr"
(Cobpanue 3akononarenscTBa Poccuiickoit @enepamuu, 2012, N 41, ct. 5628).

lll. HazaHayeHMe NeKkapCTBEHHbIX NpenapaToB MNP okasaHUuU
nepBUYHON MeAUKO-CaHUTAPHOMN NOMOLLM, CKOPON MeAULUHCKON
NOMoOLUM U NaNNMaTMBHOU MeAULIMHCKOWN NMOMOLLU

31. Ilpu oka3aHMM TEPBUYHON MEIMKO-CAHUTAPHOW MOMOIIM W TAUIMATUBHOW MEIUIIMHCKOU
MOMOIIM B aMOyJIaTOPHBIX YCJIOBHSX Ha3HAYEHWE JIEKAPCTBEHHBIX IIPENapaToB OCYIIECTBIISAETCS
MEIUIIMHCKUM Pa0OTHUKOM B CIy4asX TUIIMYHOTO TEYCHUS 3a00JICBAaHUS MAIIUCHTA UCXO/IS U3 TSHKECTH H
XapakTepa 3a00JIeBaHMS.

32. Ha3HaueHue JIEKapCTBEHHBIX NPEMapaToB IO PEIICHUIO BPAaueOHONH KOMHCCHM TPU OKa3aHWUU
NEPBUYHON MEINKO-CAaHUTAPHOH MOMOIIM, MAJUIMATHBHOW MEAWIMHCKOW IOMOIIM B aMOYJIaTOPHBIX
YCIIOBHSIX TIPOU3BOJUTCS B CITydasixX:

1) OIHOBPECMCHHOTO HA3HAUCHUA OJHOMY IMALIMCHTY IIATH U boiee JICKAPCTBCHHLIX IIPCIIapaTOB B
TCUYCHHUEC OAHUX CYTOK MJIM CBBIIIC ACCATHU HAMEHOBAaHUM B TCUCHUE TpuauaTu I[HCPJI;

2) Ha3HAUCHMS JICKAPCTBEHHBIX IPENapaToB NPU HETHIIMYHOM TEYEHHH 3a00JeBaHUS, HATHYUH
OCJIO)KHEHUH OCHOBHOTO 3a0oJjieBaHMS W (WIM) COIYTCTBYIOIIMX 3a00JIeBaHUi, TpPU Ha3HAUYCHHUH
JIEKapCTBEHHBIX MPENapaToB, OCOOCHHOCTH B3aMMOJCHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
HHCTPYKIUAM IO UX MPUMCHCHUIO IPUBOAAT K CHMIKCHHIO B(bq)eKTI/IBHOCTI/I 1 0e30I1acHOCTH JICUEHHUS
narueHTa 1 (WIn) co3al0T NOTECHIMAIbHYIO OACHOCTD IS )KU3HM U 3710pOBbS MALUEHTA;

3) TEepBUYHOTO HA3HAYCHUS TMAIMEHTY HAPKOTHYECKUX H TIICHXOTPOITHBIX JIEKApCTBEHHBIX
npemnapaToB cnuckoB II u Ill Tlepeuns (B cmydae npuHATUS PYKOBOAUTENEM METUIIMHCKON OpraHU3aIiu
pelIeHrs 0 HEOOXOMMOCTH COTJIACOBAHUS Ha3HAUCHUS TAKHMX JICKAPCTBEHHBIX MPEIapaToB C BpadueOHOM
KOMUCCHEI).

33. IloBTOpHOE Ha3HAUE€HHWE HAPKOTHYECKMX U IICUXOTPOMHBIX JIEKApPCTBEHHBIX IpEnapaToB
ciuckoB Il u Il Ilepeunst npou3BOIUTCS MEAUIUHCKUM PAOOTHUKOM CAMOCTOSITENILHO MU €MHOJIINYHO
0e3 ydactus BpaueOHOW KOMHCCHM IMalMEHTaM C BBIPAXKEHHBIM OOJIEBBIM CHHIPOMOM JIHOO0Tr0 TeHe3a,
HapylIeHHUEeM CHA, CYJIOPOXHBIMH  COCTOSHUSIMHM, TPEBOXHBIMH  paccTpoicTBamu, (hodusmu,
MICUXOMOTOPHBIM BO30YX/IECHHUEM.

34. Ilpu oxa3aHMM CKOpPOM MEIAMIMHCKOW ITOMOIIM JIEKAPCTBEHHBIE IpenapaThl Ha3HAYaIOTCs
MEIUIIMHCKUM DPAOOTHUKOM BBIE3THOM Opuraapl CKOpOM MOMOIIM, MEAUIMHCKUM pPaOOTHUKOM
MEIULMHCKOW OpraHu3alliy TMpH OKa3aHUM MEIUIIMHCKON MOMOIIM TpaxJaHaM Npu 3a00JeBaHMSIX,
HECYACTHBIX Cllydasx, TpaBMaX, OTPaBICHUAX M JAPYTUX COCTOSHHUAX, TPEOYIOIIUX CPOYHOTO
MEIULMHCKOI0 BMELIATENIbCTBA.

IV. HasHayeHue nekapCTBEHHbIX NpenapaToB rpaxaaHam,
MMeKLMM NpaBo Ha becnnaTtHoe Nosly4YeHue fieKapCTBEHHbIX
npenapaTtoB UMN NOJIy4YeHUe JfIeKapCTBEHHbIX NpenapaTtoB
CO CKMAKOWN, NMpu OKa3aHUM NepBUYHOWN
MeAWKO-CaHMTapHOM NOMOLLM
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35. Ilpu oka3zaHud TNEPBUYHOM MEAMKO-CAHUTAPHOW TOMOIIM HAa3HAYCHHE MEIUIIUHCKUM
pabOTHUKOM Ha OCHOBE KIIMHUYECKUX PEKOMEHJAIUMH U C Yy4eTOM CTaHAApTOB MEIUIIMHCKOW MOMOIIH
<17> nekapcTBEHHBIX MPENapaToB, OTIMYCKAEMBIX OCCILUIATHO WJIM CO CKUAKOW, TpakJaHaM, UMEIOIIIM
mpaBo Ha oOecreyeHHe JIEKApCTBEHHBIMHM IIperapaTaMH 3a CUeT CPEACTB OIOPKETHBIX aCCUTHOBAHMM
denepanpHOro OrOMKETa W OIOHKETOB CyOBekTOB Poccuiickoit ®Denepanuu, OCYIIECTBISETCS Ha
peuentypaoM Ooanke N 148-1/y-04(:).

<17> Crartbs 37 ®enepanbHoro 3akoHa N 323-D3 (CoOpanme 3akoHomarenbcTBa Poccuiickoit
Oenepauun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

IIpu odopmiienun penenrta Ha Onanke @opmbl N 148-1/y-04(;1) Ha OymMa)kHOM HOCUTENE
0(hOpMIISIOTCS JIBa 3K3EMIUIApPa, OAMH M3 KOTOPBIX OCTAeTCS B alTEYHOW OpraHM3allid, BTOPOH - B
MEIUIMHCKOW JOKYMEHTAIMH MAI[EeHTA.

36. HpaBo HasHa4aTb JICKAPCTBCHHBIC IIPCIIapaThl I'paKJjaHaM, MMCIOIIMM IIPpaBO Ha OecruiaTHOE
IMOJIYYCHHEC JICKAPCTBCHHLIX NPCIapaTOB UJIH IMMOJTYYCHHUE JICKAPCTBCHHBIX IIPEIIapaToB CO CKHHKOﬁ, TaKXE
HUMCIOT!

1) MenmuuuHCKHAE paOOTHUKH, padOTAIONINEe B MEIUIIMHCKONH OpraHU3aIliu 110 COBMECTHTEILCTRY (B
Mpezesiax CBOSH KOMITETEHIINN );

2) MeaMUMHCKHE pPaOOTHUKM CTAallMOHAPHBIX OpraHu3aldi COLMAJIbHOrO OOCITYXUBAaHUS MpU
HQIMYMM JIMIEH3UM Ha OCYILECTBIEHHME MEAMLMHCKOM aedrenbHOcTH <18>, mpemycmarpuBaroleit
BBINIOJTHEHUE paboT (OKa3aHWE YCIYr) MO OKa3aHHWI0 MEPBUYHOM MEIUKO-CaHUTAPHOM IOMOIIM B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEJIOMCTBEHHON MPUHAIIEKHOCTH);

<18> IlynkT 46 yactu 1 crateu 12 ®PenepanbHoro 3akoHa N 99-03 (Cobpanue 3ak0HOJATEIbCTBA
Poccuiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct1. 5159).

3) MeauUMHCKHE pab0OTHUKM MEAMIMHCKMX  OpraHu3alui, OKa3bIBAaIOIIUX MEPBUYHYIO
ME/IMKO-CAaHUTApHYI0 MOMOIIb, MOABEIOMCTBEHHBIX (efepalbHbIM OpraHaM HCIOJHHUTENbHOM BIacTu
WM OpraHaM HCIOJIHUTEIbHON BiacTh cyObekToB Poccuiickoit @enepanuy;

4) WHAUBUAYAJIBHBIC MPCANPUHUMATEIN, OCYHICCTBIAIONIUE MCIUIOUHCKYIO MOCATCIBHOCTD U
BKIIFOYCHHBIC B PEECTP MCAUIUHCKUX OpFaHI/ISaHI/If/'I, OCYIICCTBIIAIOINX ACATCIBHOCTL B C(bepe
00s13aTeNBLHOTO MCIUIIUHCKOI'O CTPAXOBAaHU.

37. Ilpu Ha3HAUEHUU JIEKAPCTBEHHBIX IMpENapaToB rpakJaHaM, UMEIOLIUM MpaBO Ha OecIiaTHOE
[IOJIyYEHHUE JIEKAPCTBEHHBIX IPENApaTOB WM IOJYYECHHME JICKAPCTBEHHBIX IPENaparoB CO CKUIAKOH, B
peliente ykasblBaeTcsi Homep TenedoHa, MO KOTOpOMY pAaOOTHHMK amnTeYHOM OpraHu3aluu MpH
HE00XO0AMMOCTH MOXKET COIJIACOBAaTh C MEAMIIMHCKUM pabOTHUKOM 3aMEHY JIEKapCTBEHHOT'O IpenapaTa.

38. Ha3zHaueHne HApKOTUYECKUX ¥ TICHXOTPOITHBIX JIEKApCTBEHHBIX MpenaparoB crvcka Il [epeuns
(3a MCKJIFOUEHUEM JIEKAPCTBEHHBIX MPENapaToB B BUJE TPAHCAEPMAIBHBIX TEPANEBTUYECKUX CHCTEM, a
TaK)Ke JIEKapCTBEHHBIX MPENapaToB, COAEPKAIIMX HAPKOTHYECKOE CpPEICTBO B COYETAHHH C
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AHTarOHWCTOM OITMOWIHBIX PELENTOPOB) TpakAaHaM, WMEIOIIMM IpaBO Ha OecIUTaTHOE MOJIydeHHe
JICKapCTBEHHBIX MpPENapaToB WU MOJYyYSHUS JIEKAPCTBEHHBIX MPEMapaToB CO CKUIKOW, OCYIIECTBISIETCS
Ha peuentypHoMm Omanke ¢opmbl N 107/y-HII, k koTropoMy momosHUTENEHO OdopMIIsieTCs penenT Ha
peuentypHoM Onanke Gopmbr N 148-1/y-04(:1) (B 1ByX sK3emIuisipax npu opopMIICHHH Ha OyMa)KHOM
HOCHTEJIE).

39. Ha3zHayeHHe HApKOTHMYECKUX U IICUXOTPOIIHBIX JIEKAPCTBEHHBIX Npenaparos crucka I [lepeuns
B BHJIE TPAHCAEPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTUYECKHX JIEKApCTBEHHBIX IIPENaparoB
ciucka Il Tlepeuns, comepamux HAPKOTUYECKOE CPEACTBO B COYETAHWU C AHTATOHHUCTOM OIMOMIHBIX
pELeNTOpPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX mpenapatoB cnucka III Ilepeuns, exapcTBEHHbIX
IpernaparoB, BKIOYEHHBIX B mepeueHb [IKY, comepkammxcs B moamyHkTe 2 myHkTa 11 Hacrosimero
[lopsiaka, nmpenHasHaueHHbIC JUIsL JICUEHHUsS TpaxKJaH, MMEIOLIMX IMpaBO Ha OeCIulaTHOE IOIyYeHHUe
JICKapCTBEHHBIX MPENapaToB WU MOJyYCHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOU, OCYIIECTBIISIETCS
Ha peuentypHbix O6mankax ¢Gopm N 107-1/y u N 148-1/y-88, k KOTOPBIM JOMOTHUTEIHHO OGOpPMIISETCS
peuent Ha peuentypHoM Onanke ¢opMmbl N 148-1/y-04(11) (B ABYX 3K3eMIulsipax Mpu OQOpMIEHUM Ha
OyMa)XHOM HOCHUTEJE).

[Tpunoxenue N 1

K [lopsaky Ha3HaueHus
JIEKapCTBEHHBIX IIPENapaTos,
YTBEPKACHHOMY IIPUKA30M
MunucrepcTBa 34paBoOOXpaHEHUS
Poccniickoit ®enepanuun

oT 24 Hos6ps 2021 r. N 1094n

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB U NCUXOTPOIHbIX BELLUECTB, KOTOPOE
MOXET BbITb BbINMMCAHO B OQHOM PELIENTE

N | MexayHaponHOe HEMaTEeHTOBAHHOE dopma BeIITyCcKa U KonnyectBo
0/ | HauMEHOBAaHUE HAPKOTUYECKOTO U JIO3MPOBKA
MICUXOTPOITHOTO JIEKAPCTBEHHOTO
npenapara
1. Bbynpenopdun + Hanoxcon TabneTku 60 TabneTok
cyonuurBanbHble 0,2 | (ynakoBka, KpaTHas
mr + 0,2 Mr N 20)
2. Bynpenopdun PactBop s 30 ammyn
uHbeKIuH, 0,3 Mr/mi 1 | (Impuu-TIOOMKOB)
MIT
3. Bynpenopdun TpancaepManbHbIit
TUTACTHIPh
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35 MKr/gac
52,5 mMxr/gac
70 MKr/49ac

20 mnacTeipei
10 miacteipeit
5 macTelpen

4. Mopdun PactBop st
UHBEKIIHMI, paCTBOP IJIs 20 amnyn
MOJIKOYKHOTO BBEJICHUS | (IIMPHUI-TFOOUKOB)
10 mr/ma 1 Mo
5. Konenn + Mopdun + Hockanun + PactBop s
[TanaBepun + Tebann MOJIKOKHOT'O BBEICHUS
0,72+575+2,7+ 20 ammvi
0,36 + 0,05 mr/sr 1 M 4
1,44+115+54 +
0,72 + 0,1 mr/mn 1 mn
6. Tpumenepuanx Tabnerku 25 mr 50 TabneTok
7. Tpumenepuara PactBop miia nabeKMi
20 amyn
10 /v 1w (WIpHI-TIOOUKOB)
20 mr/mut 1 mo pHlt
8. Mopdun Tab6nerku (karcybl) 180 Tabmerok
MIPOJIOHTUPOBAHHOTO (xamcym)
NeHCTBUS 60 TabneTok
10 mr (xamcym)
30 mr 40 TabneTox
60 Mr (xamcym)
100 mr 20 TabneTok
200 mr (xamcym)
20 TabneTok
(xamcym)
9. Mopdun Tabnetku
Swmr 100 Tabnerok
10 mr 100 Tabnerok
10. Mopdun Kamnu nns npuema
BHYTpb 20 mr/mi 20 mi 4 dnaxona
11. Mopdun PactBop miig npuema
BHYTPB (MOHO/I03bI)
2 Mr/mn 5 mn 100 ammyn /3
6 Mr/mi 5 mi 80 ammyn /3
20 Mr/mi 5 mi 30 ammyn /3
12. OxkcukonoH + Hamokcon Tabnerkn
MTPOJIOHTHPOBAHHOTO
JEUCTBUSA
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S5wMr+2,5wMr
10 Mr + 5 mr
20 mMr + 10 mr

100 Tabnerox
60 TabieToK
40 TabneTok

40 mr + 20 mMr 20 TabneTok
13. | IlponmmonundeHumTOKCHITIIIIIAIIEpH | TabnaeTku 3amedHbie 50 Tabnerok
TUH 20 mr
14. deHTaHuI IInacTeipp
12,5 Mkr/4ac 20 mnacTeipei
25 MKr/4ac 20 miacTeipeit
50 Mkr/4ac 10 macteipeit
75 MKr/4ac 10 mnacteipeit
100 mkr/gac 10 nacteipeit
15. deHTaHuI Crpeit Ha3aIbHBIN

®dnakoH 50 MKr/mo3a

2,0 i (10 m03)
3,2 M (20 no3)
5,0 M (40 mo3)

dakod 100 MKr/mo3a

2,0 ma (10 m03)
3,2 M (20 mo3)
5,0 m1 (40 mo3)

dakoH 200 MKr/mo3a

2,0 M (10 no3)
3,2 M (20 mo3)
5,0 m1 (40 m03)

24 (makona
12 ¢akoHoB
6 drakoHOB

12 ¢hnakoHOB
6 (rakoHOB
3 ¢nakona

12 pnakoHoB
6 (rakoHOB
3 ¢nakona

[Ipunoxenne N 2
K [lopsanky Ha3HaueHus

JIEKapCTBEHHBIX NPENapaTos,
YTBEPXKIECHHOMY ITPUKA30M
MunucTepcTBa 3paBOOXpaHEHUS

Poccuiickoit denepanuu

oT 24 HosiOps 2021 r. N 1094n

CnpaBo4HO
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PEKOMEHOOBAHHbIE K UCTOJIb3OBAHUIO COKPALLUEHUA
NnPU OPOPMJIEHUUN PELIENTOB

N | Coxkpamenue [TonHnoe Hanucanue ITepeBon
/11

1. aa ana 10, MOPOBHY

2. ac., acid. acidum KHCIIOTa

3. aer. aerozolum a’po30J1b

4. amp. ampulla amIry’na

S. ag. agua BOJIA

6. aqg. purif. aqua purificata BOJIa OYHIICHHAS

7. but. butyrum Macio (TBepaoe)

8. caps. capsula Kamncysa

9. comp., cps compositus (a, um) CJIOKHBII

10. D. Da (Detur, Dentur) Brunaii gﬁiﬁiﬁiﬁi‘é‘)’ Mycrs
11. D.S. Da, Signa Detur, Signetur BHHﬁ;;i{o(i}lgzzglﬁzgwﬂ
12. D.t.d. Da (Dentur) tales doses Brinak mg;;’fgfi: BEUIAHED)
13. dil. dilutus pa3BeICHHBIN

14. | Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIC YacTh
15. emuls. emulsio OIMYIIBCHS

16. extr. extractum 9KCTPAKT, BBITSKKA

17. in enem. in enemas B MUKPOKJIM3Max

18. F. Fiat (fiant) [Tyctp 06pazyercs (00pazyroTcs)
19. gran. granulum IPaHYyJIbI

20. ot., gtt gutta, guttae Karuist, Kari

21. gtt. peror. guttae peroralis KaIUTH JJ1s1 TIpUeMa BHYTPb
22. inf. infusum HACTOM
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23. in amp. in ampullis B aMITyJIax
24, in tab. in tab(u)lettis B TabJIeTKax
B Ta0JICTKaX C
25. | in tab. prolong. in tab(u)lettis prolongatis [IPOJIOHTUPOBAHHBIM
BBICBOOOKICHUEM
B Ta0JICTKaX C
2. in tab. prolong, in tab(u)lettis p_rolongatis [IPOJIOHTUPOBAHHBIM
obd. obductis BBICBOOOYK/ICHHEM, ITOKPBITHIX
000JI0UKOH
217. in tubul. in tubulis B TIOOMKaX
28. lin. linimentum JTUHUMEHT
29. lig. liquor JKUIKOCTh
30. lot. lotion JIOChOH
31. m. pil. massa pilularum NITIOJIbHAS Macca
32. | membr. bucc. membranulae buccales TUICHKH 3alICYHbIC
33. M. Misce, Misceatur (ycrs g;;zlfiiemam)
34. mixt. mixtura MHKCTYypa
35. N. numero YHCIIOM
36. ol. oleum Macito (KUIKOE)
37. past. pasta racra
38. pil. pilula, pilulae TTVJTEOJTSI, TIVJTEOJTH
39. p. aeq. partes aequales paBHBIC YaCcTH
40. | ppt., praec. praecipitatus OCaXICHHBIN
41. pulv. pulvis MOPOIIOK
42, q S, quantum SatiS CKOJIBKO HOTp;f;’:TC}I, CKOJIBKO
43. r., rad. radix KOpEHb
44, Rp. Recipe Bo3smu
45, Rep. Repete, Repetatur Tosropu (Ilycts Gyner

MMOBTOPEHO)
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46. rhiz. rhizoma KOPHEBHUIIIE

a7, s. Signa, Signetur Ooosmaty G YAt

48. sem. semen cemst

49, simpl. simplex IPOCTOI

50. sir. sirupus CHPOII

51. sol. solutio pacTBop

52. spr. spray cpei

53. spr. nas. spray nasale crpei Ha3aabHBINA

54, supp. suppositorium CBeYa, CYNIIO3UTOPHIt

55. susp. suspensio CYCIICH3US, B3BECh

56. tab. tab(u)letta tabeTKa

57. t-ra, tinct. tinctura HacTOWKa

58. tubulis tubulis TIOOUKH

59 STT Systema Therapeutica TpancaepmanbHas
Transcutanea TepaneBtuueckas Cucrema

60. ung. unguentum Ma3b

61. vitr. vitrurn CKJISTHKA

MuHUCTEPCTBO 3APaBOOXPAHEHUS

Poccutickoit denepanun

HaumenoBanue (1rram)

[Tpunoxenne N 2

K IIpuKa3y MuHHCTEpCTBA 31paBOOXPAHEHUS
Poccuiickoit denepanuu

oT 24 Hosi0ps 2021 r. N 1094n

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

Kox ¢popmer mo OKY

Kog yupexnennsa no OKIIO

MenunuHcKas JAOKYMCHTAaIUA

®opma N 107-1/y

CrpaHuua 21 n3 44


https://login.consultant.ru/link/?req=doc&demo=2&base=LAW&n=471830&date=22.03.2024

MEJIUIIMHCKOW OpTaHu3aIuu YTBepxaeHa MPUKA30M
MuHucTepcTBa 3[paBOOXpaHEHUS
Poccuiickoit ®eneparuu

ot 24 nosi6ps 2021 r. N 1094n
HaunmenoBanwue (mramir)

UHJUBUAYAIBHOTO IPEAIPUHUMATENS
(ykazatb agpec, HOMep U J1aTy JUICH3UH,
HauMEHOBaHME OpraHa rocyapCTBEHHOU
BJIACTH, BBIIABILIETO JINLIEH3HIO)

PELIEIIT
(B3pOCTBIN, IETCKUI - HY’)KHOE MOTYEPKHYTh)
" n 20_ T.

(DaMHHHH,HHHHH&HBIHMGHHIIOquCTBa(HOCHCHHee-IHHIHaHHQHH)
nanucHTa

Jata poxxnenus

damuivs, THUIHAIBI UIMEHU M 0TYeCTBa (TIOCTICIHEE - PU HATWIHH )
nedaniero Bpava (Qenpaiiepa, akyepku)

pyO0.|xorm.| Rp.

ITonmuce M.IL
U TIeYaTh JIEYaIllero Bpaya
(moxmuck Qenpamiepa, aKymepKH)

PeuenTt melicTBUTeJieH B TeueHue 60 mHer, mo 1 rToma (

(HyXHOE MNOOYEPKHYTH) (yxkazaThb
KOJIMUECTBO IHEl)

Ob6opoTHas cTopoHa
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OTMeTKa 0 Ha3HAUYEHUH JIEKAPCTBEHHOTO
mpernapara 1o peneHuo BpaueOHoil
KOMUCCHUH

[IpuroToBun [Iposepuin Otnycruin

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

MUHHCTEPCTBO 3/IPaBOOXPAHEHHS Kox dopmer mo OKY /1 3108805
Poccuiickoit deneparuu MenunuHcKas 10KyMeHTanus
®opma N 148-1/y-88
HaunmenoBanue (mramir) VTBeprk/IeHa IPHKA30M
METHIMHCKOH Opranu3aiiu MuH#CTEpCTBA 3PAaBOOXPAHCHUS

Poccuiickoit ®eneparuu
ot 24 Hosiopst 2021 1. N 1094n
Haumenosanue (1rami)
WHIUBUAYAIBHOTO IPEATPUHUMATENS
(yka3zatb agpec, HOMEp M JaTy JIMIICH3UH,
HaVMEHOBAHHME OpPTraHa roCyJapCTBEHHOMN
BJIACTH, BBIIABIIIETO JIUIIEH3UIO)

e | || L) LvL) L L) L L

PELEIIT " 20 T
(1aTa opopmiIeHHsI-peLenTa)

(B3pOCIIBIiA, IETCKUH - HYKHOE MOAYEPKHYTD)

damunus, THUIMAIBI UIMEHU U 0T4YeCTBa (TIOCIeIHEee - TPU HATUYHH)
MalUEeHTa

Jlara poxnenus

Anpec MecTa JKuUTenbcTBa WM N MEIUIIMHCKOW KapThl aMOYIaTOpPHOTO MAaIMeHTa,
MOJTYYaIOIIEro METUIIMHCKYIO IIOMOIIb B aMOyJIaTOPHBIX YCIIOBHSIX

(DaMI/IJ'II/IH, HWHUIKUAJIbl UMCHHU U OTUYCCTBA (HOCJ'ICI[HCC - IIpA HaJ'II/I‘{I/II/I)
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neyarero Bpada (denpamepa, akynepk)

[Toanuce u neyaTe Jeyanero Bpada
(moxmucek Qenpamiepa, aKymepKH)

M.IL

Pernenrt neiicTBuTelieH B TeueHue 15 quen

O6opoTHas CTOpoHa

OTMmeTKa 0 Ha3HAYeHHUH JICKAPCTBEHHOTO
mpernapara 1o peneHuo BpayeOHoil

KOMHUCCHU

[Ipurorosun

[Iposepui

Otnyctun

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

MuHUCTEPCTBO 3APaBOOXPAHEHUS
Poccuiickoit ®eneparun

HIramno
Kon

MEIUIIMHCKOM opraHnu3anu

YTBEPX/EHA
MECTO  npuka3zom Munucrepcrsa
JUIA 3paBOOXpPaHEHUS

LITPUXK Poccuiickoit @enepannn
OJA <*> ot 24 Hos16ps1 2021 1. N
1094n
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Iramno
Kon

WHAUBUAYAJIBHOI'O IPCAIIPUHUMATEIIA

Kox ¢hopmer mo OKY /1 3108805

®opma N 148-1/y-04(m)

Kon Kon Hcrounnk pUHAHCHPOBAHUS:
KaTerOpUM | HO30J0TUYECKON (MOaYEepKHYTH)
rpakaad | ¢opmsl (mo MKB) %0 OILIATHL:
1. ®enepasibHBIN OO KET (MOI4epKHYTH)
2. Bromxet cyonekta Poccuiickoit
®deneparuu
3. MyHUIIUTIABHBIN OO KET | BecIuiatio
2.50%
3. unoui %
PELEIIT Cepus N Hata opopmnenus: 20 T

damunus, THUIMATB UMEHU U OT4ecTBa (TOCienHee - Mpu
HaJTUYMH) ITallHCHTA Hara poxxneHus

CHMJIC

N nomnwuca
00513aTeJILHOTO
MEJIHUITMHCKOTO
CTpPaxOBaHUS:

Homep meaummHCKON KapThl MaMEeHTa, MOTY4Yaonero MeIMIIMHCKYIO TIOMOIIb B aMOyJIaTOPHBIX
YCIIOBUSIX

daMuMs, THULKMAIbI UIMEHH U 0TYeCTBa (ITOCIeIHEe - IPU HAJTUYUH)
nedaniero Bpaya ((enpiiepa, akyuepku)

Pyo0. KoM, R e
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D Eid. e

R3] To  1- HSS PR

HOI[HI/ICB M n€4aTh JICHalero Bpadya

M.IL
(moamuck Qenpamepa, aKyImepKu)

Peuent neticrBurenen B TeueHue 15 aueit, 30 gueit, 90 nuelt (Hy)KHOE TOTYEPKHYTH)

OTnyuieHo no penenTy: ToproBoe HaMMEHOBAHUE U JTIO3UPOBKA:
Hara ormiycka: " " 20 . Konuuecto:
[TpuroroBuit: [Tposepuir: Otnyctuit:

Kopemok peuentypHoro 6i1aHka Crnoco0 npuMeHeHus:

HaumeHoBaHme HpO,Z[OJDKI/ITCJ'ILHOCTB JHCHU

JICKApCTBCHHOT'O IIpeIiapara:

Z[OSI/IpOBKaZ Komuuecto MMpUEMOB B JICHLb: pa3

Ha 1 npuewm: el.

<*> B ciy4ae M3rOTOBJICHUS PEIENTYPHOTO OJIaHKa C UCTIOJIh30BAHHEM KOMITBIOTEPHBIX
TEXHOJIOTHUH.

O6opoTHas CTOpOHa

OtMeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 1o pelIeHHI0 BpauyeOHOM
KOMHCCHH
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[IpuroToBun [Iposepuin Otnycruin

[Tpunoxenue N 3

K MprKka3zy MUHUCTEPCTBA 3paBOOXPAHCHUS
Poccuiickoit @enepanuu

oT 24 Hosi0ps 2021 r. N 1094n

NOPAAOK
O®OPMIJIEHUA PELIENTYPHbIX BJTIAHKOB HA JIEKAPCTBEHHbIE NPEMNAPATDI,
MX YYETA U XPAHEHWUA

I. OchopmneHue peuenta Ha GyMmaHOM 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
yIJIy NPOCTAaBIIAETCS IITaMIl MEAMLMHCKOW OpraHu3allMi C yKa3aHHEM €€ HaluMEHOBaHHWA, ajpeca U
TenedoHa ¢ 1aToW BBIUCKH (IaToi 0()OpMIIEHHS ) peLienTa Ha JIEKapCTBEHHBIN Mpernapar.

JomnonnurensbHo Ha penentypHom Onanke ¢opmbl N 148-1/y-04(1) mnpocraBnsieTcss Kof
MEMIIMHCKOW OpTraHMW3allid B COOTBETCTBUU ¢ (OCHOBHBIM TOCYIApPCTBEHHBIM PETHCTPAIIMOHHBIM
Homepowm (nanee - OI'PH).

Cepus penentypHoro Omanka ¢dopmbl N 148-1/y-04(;1) Brumrowaer konx cyOwekta Poccuiickoit
denepanyy, COOTBETCTBYIOIIMNA 1ByM mepBbIM Huppam OOmepoccuiickoro kinaccupukaTopa 00beKTOB
aJIMMHHUCTpaTUBHO-TEppUTOpHaNIbHOTO enenus (ganee - OKATO).

Paspenraercs usroraBnuBath penentypubie 6manku ¢popmbel N 107-1/y u popmsr N 148-1/y-04(1) ¢
MTOMOIIBI0 KOMITBIOTEPHBIX TEXHOIOTHIA.

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

2. Ha penentypHblx OnaHKax, OGOPMIIIEMBIX WHAWBUIYAIBHBIMUA TpEeANPUHUMATEISIMH,
UMEIOLUMH JIMIEH3UI0 Ha MEIUIMHCKYIO [eATelIbHOCTh, B BEPXHEM JIEBOM YIUNIy THUIOTpadCKUM
CIOCOOOM WJIM TyTeM NPOCTAaBICHHUSA MITaMIa JOJDKEH OBITh yKa3aH ajapec HWHAWBUIYAIbHOTO
MpearpuHUMaTessi, HOMEp W Jara JMIeH3WH, HaUMEHOBAaHUE OpraHa TroOCYJapCTBEHHOH BIIAacTH,
BBIJIABILIETO JIMIIEH3HIO.

3. Penentypubie Omanku ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) 3amomHsIOTCS
MEIUIIMHCKUM paOOTHUKOM YEepPHIJIAMHU WIIH MIAPUKOBON PYUKOH.

4. JlomyckaeTcsi opopMIIeHHE BCEX PEKBU3UTOB (32 MCKIIOUeHHEM pekBu3uTa "[loamuck yeuariero
Bpaua (moamuch (enpamepa, akymepku'") penentypHsix 6mankoB Gopmsl Gopmbel N 107-1/y, dopmber N
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148-1/y-88 u popmbr N 148-1/y-04(i1) ¢ ucTioIb30BaHUEM TT€YATAIOITUX YCTPOMUCTB.

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

[ludpoBoe KoaMpOBaHNE YKa3aHHBIX PELIENTYPHBIX OJAHKOB BKIIOYAET:

1) xox MemuuuHckou opranuzamuu (OI'PH) wiam kon WHAMBUAYAIBHOTO MNPEANPUHUMATENS B
COOTBETCTBUU C (OCHOBHBIM T'OCYJapCTBEHHBIM PETUCTPALMOHHBIM HOMEPOM HHAUBUIYATBHOIO
npeanpuaumatens (nanee - O’ PHUII), npocraBisiemMplii TpH U3rOTOBIICHUH PEIENITYPHBIX OJJaHKOB;

2) KOJ KaTeropuu TIpaxJaH, MMEIOIIMX I[PaBO Ha IIOJIyYEHUE JIEKApPCTBEHHBIX IIPENapaToB B
COOTBETCTBHUU cO cTatheil 6.1 denepanbHoro 3akoHa ot 17 urong 1999 r. N 178-®3 "O rocyaapcTBEeHHOM
conpanbHOW momonm" <1>, W KoJ HOo30J0rH4YecKod (GopMbl MO0 MeXITyHapOJHON CTATHCTUYECKOM
kiaccuukanuu O0oJie3He M MpoOJieM, CBSA3aHHBIX €O 310poBbeM (10-i mepecmotp) (mamee - MKD),
3aIOJTHSAEMBIE JICYALTUM BPAadOM IyTEM 3aHECCHUs KaKIOW MUQPHI B MyCThIE SYCHKH, MPH 3TOM TOYKA
MIPOCTABJISIETCS B OTACTBHOM sueiike;

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

3) orMerky 00 wuctouHuke (uHaHCUpOBaHUs ((emepaibHbIl OmmKeT [1], OMOmKEeT CyOBEKTa
Poccuiickoit @enepanuu [2], MyHHUIIMIATBHBINA Or0mkeT [3]) U mpoleHTe omiaThl peuenta (OecriaTHO
[1], 50% [2], wHOH % [3]);

4) mTPUX-KOJ - JIOTOJHUTENBHBI PEKBU3UT (B Cllyyae M3TOTOBJIEHUS Ha TEPPUTOPUU CYyObEKTa
Poccuiickoit @eaepanuu penenTypHoOro 0J1aHka ¢ UCIIOJIb30BaHUEM KOMIIBIOTEPHBIX TEXHOIOTHH).

6. B peuentypnsix O1ankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "Damumnmus,
MHULMANBl MUMEHM W oOTyecTBa (IOCHeAHee - NpH HaJUMuuMu) MalnueHTta" yKasblBaloTca (aMuius,
MHUIMAJIBI IMEHU M OTYeCTBa (TIOCNIeAHEE - TPU HAIWMYHMH) MALUEHTA.

7. B penentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) B rpacde "Iara
poXxieHus" yKa3bIBaeTCs JaTa pOKIEHHs MalueHTa (4Mciao, MecsL, roj).

JlonomHUTENBHO B penenTypHbix OmaHkax ¢Gopmer N 148-1/y-88 u dopmer N 107-1/y mis nereit B
Bo3pacte 110 1 roga B rpage "Jlata poxaeHus" yKa3bIBaeTCsl KOJIUYECTBO MOJHBIX MECALIEB.

8. B peuentypusix Onankax ¢opmbl N 148-1/y-04(1) B rpadax "CHWJIC" u "N mnonuca
00513aTEILHOTO MEIUIUHCKOIO CTpaxoBaHMA" YKa3bIBaIOTCA CTPAaXOBOW HOMEP WHAWBUIYAIBHOTO
JTUIEBOro cyera rpaxaanunHa B [lencuonnom ¢oune Poccuiickoit @enepanuu (CHUIIC) (mpu Hanuyuum)
¥ HOMEp ToJKca 0053aTeTbHOIO MEIUIIMTHCKOTO CTPaXOBaHHUS.

9. B peuentypHbix 6mankax gopmbl N 148-1/y-88 B rpade "Anapec MecTa KUTENbCTBA WIH HOMED
MEIULMHCKOW KapThl MAaIMEHTa, MOJYyYalollero MEIUIIMHCKYI0 MOMOIIb B aMOYIaTOPHBIX YyCIOBUAX',
YKa3bIBa€TCsl IOYTOBBIM aJpec MecTa KHUTelNbCcTBa (MecTa MNpeObIBaHUS WM MecTa (aKTUYECKOTO
NPOKUBAaHUS) TMAlMEHTa WJIM HOMEpP MEIUIIMHCKOM KapThl MalMeHTa, IMOJYyYarollero MEIHIIMHCKYIO
MTOMOIIb B aMOyJIaTOPHBIX YCIOBUIX <2>.
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<2> [lpuka3z MunuctepcrBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 15 gexabpst 2014 r. N
8341 "OO yrBepkAcHUU YHU(PUIMPOBAHHBIX (OPM MEIAMIIMHCKON JOKYMEHTAIIUH, HCIIOJIb3YEMbIX B
MEIUIIMHCKUX OpPTaHU3aIUsIX, OKA3bIBAIONINX MEAWIIMHCKYIO MOMOINb B aMOYyJIaTOPHBIX YCJIOBHSX, H
MOPSIAKOB 10 MX 3amojHeHuto" (manee - Ilpukas N 834H) (3apeructpupoBad MUHHCTEPCTBOM HOCTUIIMH
Poccuiickoit @eneparunn 20 ¢espans 2015 1., perucrtpammonusii N 36160) ¢ u3MeHEHUsAMH,
BHECEHHBIMM ITpUKa3zamMu MuHucTEpCTBa 3apaBooxpanHenus Poccuiickoii @enepanuu ot 9 siuBaps 2018 r.
N 2 (3apeructpupoBan MunucrtepctBoM roctuiun Poccuiickoit ®enepauuu 4 anpens 2018 r.,
peructpanronHbii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3apeructpupoBaH MHUHUCTEPCTBOM
toctuimu Poccuiickoii @eneparnun 27 Hoa6ps 2020 r., peructpanuonusii N 61121).

Vkazanue u aapeca MeCTa KXUTCIIbCTBA U HOMCEpaA MEIUIIMHCKOMN KapThl IagueHTa, NOJYy4aromero
MCIUIIUHCKYHO ITOMOIIb B aM6y.]'IaTOpHBIX YCIIOBUAX, HEC SABJISACTCA OIIINOKOIA.

B penentypubix 6mankax ¢popmer N 148-1/y-04(1) B rpade "Homep MeIUIIMHCKON KapThl MMAIUCHTA,
MOJTyYaOIIero MEeIUIMHCKYIO0 IOMOILb B aMOYJIaTOPHBIX YCIOBHUAX" YKa3bIBa€TCS HOMEP MEIULIMHCKOMN
KapThl MALMEHTA, [TOJIYYaOLIEro MEIUIMHCKYIO TOMOLIb B aMOyJIaTOPHBIX YCIOBHIX <3>.

<3> [Ipuka3 N 834H.

10. B rpade "damunmsi, MHUITMATBI KMCHH U OTYECTBA (ITOCIICHEE - TP HAJMYUH ) JISYAIIEro Bpada
(penpamepa, akymepku)" peuentypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn)
YKa3bIBAIOTCS TIOJHOCTHIO (paMuiusi, WHUIUAIBI HMMEHH, OT4decTBa (TIOCIEHAHEE - MPU HATUYHH)
MEIHUIIMHCKOTO pabOTHUKA, HA3HAYMBILIETO JIEKAPCTBEHHBIE MpenapaThl U OPOPMUBIIIETO PEIIETT.

11. B rpade "Rp" penentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xm)
yKa3bIBaETC:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO TIperapaTa (MeXIyHapOAHOE HEMAaTEHTOBAHHOE HAMMEHOBAHUE,
IPYIIMPOBOYHOE HMIIM XUMUIECKOE HAMMEHOBAHUE, TOPIOBOC HANMEHOBAHHNE) HA JIATHHCKOM SI3BIKE HJIH
Ha PYCCKOM sI3BIKe, (hopMa BBIITYCKa, TO3MPOBKA, KOIUYECTBO (YKA3bIBACTCS MPOIKMCHIO HA PEIEIITYPHOM
omanke popmer N 107/y-HIT);

2) cmoco0 TpUMEHEHHUs JIEKapCTBEHHOTO IIpernapara Ha TOCYIapCTBEHHOM si3bike Poccuiickoi
denepan WIM Ha TOCYJapCTBEHHOM s3blke Poccuiickoit denepanuu U rocylapcTBEHHOM S3bIKeE
pecnyOJIMK U UHBIX si3bIKax Hapos10B Poccuiickoit denepannn <4>.

<4> Yactp 1 crateu 15 3akona Poccuiickoit denepanun ot 25 oktadps 1991 r. N 1807-1 "O
a3bIkax HaponoB Poccuiickoit ®eneparuu” (nanee - 3akon N 1807-1). (BegomocTu che3na HapoOIHBIX
nenyratoB PCOCP u Bepxosunoro Cosera PCDOCP, 1991, N 50, ct. 1740; CoOpaHue 3akOHOIATEIbCTBA
Poccuiickoit ®eneparuu, 1998, N 31, ct. 3804).

KoncynprantlIntoc: mpumevanue.
Hyw™mepaniust IyHKTOB JaHa B COOTBETCTBUH C O(PUIIMATBHBIM TEKCTOM JIOKYMEHTA.
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13. IIpu opopmiieHHH perenTypHbIX OJAHKOB 3aIpeNaeTcsl OrPAaHNYNBATHCS OOIUMH YKa3aHUSMH,
Hanpumep, "Bryrtpennee", "13BecTHO".

14. Peuent, odopmieHHBId Ha pemnentypHoMm Osianke (opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), mMOAMHUCHIBACTCSI METUITUHCKAM PAOOTHHKOM U 3aBEPSIETCS €T0 MeYaThio.

Peuent, opopmiennsiii Ha penentypHoM Oianke Gopmbl N 148-1/y-88 u hopmer N 148-1/y-04(i),
JOTIOJTHUTEIBHO 3aBEPSETCS MeYaThi0 MEIUIIMHCKOM opranu3auuu "J{is penentos".

s penenta, opopmieHHoro Ha pernentypHoMm Osanke ¢hopmer N 107-1/y, nHanmuue nevatu s
perenToB" He SBISETCS 00S3aTeIbHBIM.

15. Ha omnom penentyproMm 6sanke hopmer N 148-1/y-88 u hopmer N 148-1/y-04(11) paspermaercs
OCYIIECTBISATh HA3HAYCHHUE TOJIHKO OJTHOTO HANMEHOBAHHUS JIGKAPCTBEHHOTO Iperapara.

Ha omnom penentypHom Onanke ¢dopmbl N 107-1/y paspemaercs OCyHIECTBISATh Ha3HAUYCHUE
TOJIBKO  OJIHOTO HAWMMCHOBAaHHWs JICKAPCTBEHHOTO Tpemnapara, ortHocsmerocs 1o ATX k
aHTUIICUXOTUYeCKUM cpencTBaM (ko NOSA), ankcuonmutrkam (ko NO5SB), CHOTBOPHBIM U CeITaTHBHBIM
cpeactBam  (kog  NO5C),  antupenpeccantam  (kog  NO6A) u  He  MOUIEKAIIETO
MPEIMETHO-KOJIMYECTBEHHOMY YYETY, U J0 TPEX HAMMCHOBAHHH JICKAPCTBEHHBIX MPEMapaToB - JJIsl HHBIX
JIEKapCTBEHHBIX NPENapaToB, HE OTHECEHHBIX K BblllIeyKa3aHHbIM ATX.

16. UcnpaBiieHus B peLienTe He TOMYCKaIOTCS.

17. IIpu oopmiennu penentypHbix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) Ha
JICKapCTBEHHbIC TIIperapaTrhl, Ha3HAYCHHBIC [0 pEIICHHI0 BpaueOHOW KOMHCCHMH, Ha 000opoTe
pelenTypHoro 0JaHKa CTAaBUTCS CTeIMaIbHAs OTMETKA (IIITaMII).

18. Ha penientypHom 61anke ¢popmsl N 148-1/y-04(i1) BHU3Y UMeeTCs JIMHUS OTPBIBA, pa3Aessatomas
peLenTypHbIi OJaHK U KOPEIIOK.

Kopemok ot penenta, opopmiIeHHOT0 Ha YKa3aHHOM pElENnTypHOM OJlaHKEe, BBIJACTCS MAIlUEHTY
(ero 3aKOHHOMY MIpEJCTAaBUTENI0) B ANTEYHON OpraHM3alMi, Ha KOpEIIKe JeNaeTcsi OTMETKa O
HAaUMEHOBAHHUH JIEKAPCTBEHHOT'O TIperapara, J03UpOBKe, KOJIUYECTBE, CIIOCO0E MPUMEHEHUS.

Il. OchopmneHune peuenta B popmMe 3NIEKTPOHHOro AOKYMEHTa

19. Penent B opMe 3JIEKTPOHHOTO JOKYMEHTA, NOJMMCAHHOTO YCHJICHHON KBaTU(HUIIMPOBAHHON
AJNEKTPOHHON MOJIMUCHI0, (OPMUPYETCS MEAMIIMHCKUM paOOTHUKOM, CBEIEHUS O KOTOPOM BHECEHBI B
benepanbHBIE  PETUCTP MEAMLIMHCKUX PaOOTHUKOB <5>, a TakKe MpH YCIOBUU PETUCTPALUH
MEIUIIMHCKOW OpraHu3ally, B KOTOpOoi ohopMisieTcsl pelent, B (eaepaJbHOM peecTpe METUIIMHCKUX
opraHuzanuii <6> eIuHON rocyAapCTBEHHON MH(OPMAIIMOHHONW CHUCTEMBI B cdepe 3paBOOXpaHEHHS U
MOJKIIIOUEHUSI TaKOM MEIUIMHCKON OpraHu3aliyd K ToCydapCTBEHHOM HH(POPMAIMOHHOM cucrteme B
cdepe 3apaBooxpanenus cyorekra Poccuiickoit denepanun <7>.

<5> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-0@3 (CoOpaHue 3aKOHOJATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

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

<7> Cratpu 91 u 91.1 ®enepanbuoro 3akona N 323-d3 (Cobpanue 3akoHOAaTenbcTBa Poccuiickoi
Oenepanun, 2011, N 48, c1. 6724).

20. IIpu odpopmienun peuenta B popMe 3JIEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHbBIE MPENapaThl,
ykazaHHble B nyHktax 9 um 11 Ilopsaka Ha3HaueHUs JEKApCTBEHHBIX IIPENapaToB, YTBEPKIECHHOTO
HACTOSIIUM IIPUKA30M, U OTIIYCKa€MbI€ 3a MOJHYIO CTOMMOCTb, 3aIIOJIHSIOTCS CIEAYIOIINE PEKBU3UTHI:

1) kon cyowekta Poccwmiickoii ®enepanuu mo OKATO, ompeaenstomuii rocynapCTBEHHYIO
MHPOPMAIIMOHHYIO CHUCTeMY B cdepe 3/paBooxpaHeHus: cyobekra Poccuiickoit denepanum, B KOTOPOit
chOopMHUPOBaH perent B (PopMe AIMEKTPOHHOTO JJOKYMEHTA;

2) HanMCHOBAHUC MC,Z[I/II_II/IHCKOI‘/'I OopraHusanuvu, agapec, Teﬂe(i)OH nim q)aMI/IJ'II/IH, HMHHUIKMAaJIbl HMCHHU U
OT4YECTBa (HOCJIG[[HGG - [Ipu HaJII/I‘-II/II/I) HHIAWBUAYAJIIBHOTO MPECANIPUHUMATECIIA, UMCIOIICTO JIMICH3HUIO Ha
MCIUIUHCKYHO ACATCIIBHOCTD, €ro agpecC,

3) OI'PH ropunuyeckoro nuua (MeauuuHckoil opranuzauuu) win OI'PHUII unauBuayanbHOro
IpeaIpuHUMAaTes;

4) nara opopmiieHus perenta (yKka3blBaeTCs YUCI0, MECAIL, TOJT);

5) nmara OKOHYaHHUs JAeWcTBUA peuenta (dhopMupyeTcs TrocyJapCTBEHHON HH(OpMaIlMOHHON
cucreMol B chepe 3apaBooxpaneHust cyobpekra Poccuiickoir deneparyii B COOTBETCTBHH CO CPOKAMH
nevicteus peuentos: 15 queit, 30 quel, 60 aueit, 90 nuel, 1o 1 roga);

6) yHUKaIbHBIM HOMEp penenta (popMUpyeTCsl TOCYTapCTBEHHON MH(POPMAIIMOHHON CHCTEMOU B
chepe 3mpaBooxpaHeHUs: cyObekta Poccuiickoit ®enepanuu U o0ecreuyrMBaeT  OJHO3HAYHYIO
uneHtTudukanuo perenra B Gopme annekTpoHHoro gokymeHta B couetanun ¢ OKATO, OI'PH wumm
OI'PHUII);

7) ormetrku "cito" (cpouno) uim "statim" (HEMeIIEHHO) TPH HEOOXOAUMOCTH CPOYHOTO WU
HEMEJIEHHOTO OTIyCKa JIEKapCTBEHHOT'O IIpernapara MnaiueHTy;

8) angpec marmeHTa (yKa3bIBaeTCS MOYTOBBIM aJpec MeCTa >KUTENhCTBA (MecTa MpeObIBaHUS WIIN
MecTa (aKTUYEeCKOro MPOKMBAHUA) C YKa3aHUEM HHJIEKCAa, HAMMEHOBAHUS Kpas, 00JacTH, peciyOIuKH,
aBTOHOMHOTO OKpyTa W WHOTO cyOhekTa Poccuiickoit denepanniv, HAUMEHOBAHUS HACEJIIEHHOTO MyHKTA,
HAaUMEHOBAaHMs YNUIBI (MIPOCIEKTa, Mepeylka, Mpoe3sia), HoMepa AoMa (C yKa3aHHeM Kopmyca, Mpu
HaJIM4YuK), HOMepa KBapTHPBI);

9) HOMEp DSNEKTPOHHOM METUITMHCKOW KapThl MAIlME€HTa B TOCYAApCTBEHHOW WH(OOPMAIMOHHON
cucteme B chepe 3npaBooxpaneHus cyobekra Poccuiickoit denepanun;

10) pamunust, uMs1, OTIECTBO (MTOCIETHEE - IPU HAJTHYKH) TAIIMEHTa TTOTHOCTHIO;

11) nmata poxaeHuss mnarueHTa (yKas3bIBaeTCsl YHCIIO, MeECSI, TOa), Mg jaered a0 1 roma
JOTIOJTHUTENBHO YKa3bIBAETCSl KOJTMYECTBO MOJTHBIX MECALICB;

12) pamunus, MTHUIMATBI KIMEHU U OT4YeCTBa (MOCIEAHEE - IPU HATMYNU) METUIUHCKOTO pabOTHHKA
IIOJIHOCTHIO;
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13) HauMeHOBaHWE  JIGKQPCTBEHHOTO  mpemnapara  (MEXIyHapoAHOE  HENaTeHTOBAaHHOE
HAaWMMEHOBAaHHE, TPYNIUPOBOYHOE WJIM XMMHYECKOE HAaMMEHOBaHWE, TOProBOE HAWMEHOBAHUE),
J03UPOBKa, (hopMa BBIMYCKa, KOJIMUYECTBO (BCE MO3UIMH YKa3bIBAIOTCSA HA PYCCKOM SI3BIKE);

14) cnoco0 mpuMeHeHHUs JIEKapCTBEHHOrO MperapaTa Ha TOCyAapCTBEHHOM si3bike Poccuiickoit
Qdenepalli UM HAa TOCYIAapCTBEHHOM si3bike Poccuiickoii ®Penepaliii U TOCYIapCTBEHHOM SI3BIKE
pecnyOJIMK ¥ MHBIX Si3bIKaxX HapoJ10B Poccuiickoit Denepannn <8>;

<8> Yactp 1 crarbu 15 3akona N 1807-1 (Bemomoctu cne3na Hapogusix aemyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740, CobOpanue 3akoHOmaTenbcTBa Poccuiickoi
Oenepauun, 1998, N 31, ct. 3804).

15) nOKyMeHT, NOATBEPXKIAIOUIMKA Ha3HAYCHHE JICKAPCTBEHHOTO IIpenapara IO PEelIeHHUI0
BpaueOHOM KOMUCCUU MEIULIMHCKON OpraHU3alluy;

16) orMeTka O Ha3HAYEHUM JICKAPCTBEHHOI'O IIperapaTra MO PEIIEHUI0 BpaueOHOM KomHccHUU
MEIUIIMHCKOW OpraHu3alliy B CIIydasX, YKa3aHHBIX B a03aue BTopoM myHKTa 6 [lopsaka HasHaYeHUS
JIEKapCTBEHHBIX MPENapaToB, YTBEPKACHHOTO HACTOSIIMM IPUKA30M;

17) oTMeTka O crnenMaJbHOM HA3HAYEHUU JIEKAPCTBEHHOTO Ipernapara (3arojHAeTcsl B Cllydasx,
yKa3aHHBIX B myHKTax 15 um 24 llopsinka Ha3HaueHHs JEKApCTBEHHBIX MPENapaToB, YTBEPKIECHHOTO
HACTOSILUM IPUKA30M);

18) oTmMeTKa O crienMaabHOM Ha3HAYEHUHU JIEKAPCTBEHHOIO IperapaTa MalMeHTy ¢ 3a00JIeBaHHEM,
TpeOYIOIINM IITUTELHOTO KypCOBOTO JieueHus (3aroyHsIeTcs B ciaydae, ykazanHHoM B myHkTe 23 [lopsaka
Ha3HA4YCHHA JICKAPCTBCHHBIX IIPEMapaToB, YTBCPKIACHHOTO HACTOAIINM HpI/IKa3OM) C MPOCTABJICHUEM
MEPUOIMYHOCTH OTITYCKa JIEKAPCTBEHHOIO Mpernapara;

19) npu opopmiiennun perenta B popme dIEKTPOHHOTO JIOKYMEHTA Ha JIEKapCTBEHHBIEC TIPENaparhl,
yKa3aHHble B MOAMYHKTax 2 - 5 myHkra 9 u nynkre 11 Ilopsnka Ha3HaueHUs IJE€KapCTBEHHBIX
MpermapaToB, YTBEPKIECHHOTO HACTOSIIUM IPUKA30M, Tpa)kJaHaM, HMCIOIIMM IpPaBO Ha OECIUIaTHOE
MOJIy4YeHUE JIEKAPCTBEHHBIX TMpENaparoB WIM TOTyYeHHE JEKapCTBEHHBIX MPENapaToB CO CKUIKOM,
3aIOTHSIFOTCS PEKBU3UTHI, TPEIyCMOTPEHHBIC TOMNyHKTamMu | - 18 HacTosImero myHKTa, a TakKkKe
CIIETYIOIINE PEKBU3UTHI:

a) KaTeropusi TpakJaH, HMEIOIIUMX I[PaBO Ha IOJy4YeHHE JICKapCTBEHHBIX IIPErnapaToB B
COOTBETCTBHHM €O cTaTheil 6.1 denepanbHoro 3akoHa ot 17 uronsg 1999 r. N 178-03 "O rocynapcTBeHHOM
coIraJbHOM moMonn" <9>;

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

0) xox Ho30s0rH4Yeckoi Gopmel o MKB;

B) UCTOYHUK (puHaHcupoBanusa (1 - ¢enepanbHblii OromKeT, 2 - Ol0/pKkeT cyObekTa Poccuiickoit
denepany, 3 - MyHULIUIAIBHBIA OO/IKET);
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r) pazmep omuiatsl (1 - 6ecriatHo, 2 - 50%, 3 - unoit %);

1) CTPaxOBOW HOMEp WHIWBUIYaTbHOTO JIMIIEBOIO cueTa rpakgaHuHa B [leHcmonHom QoHze
Poccutickoit ®eneparuu (npu Hamuuwnu ) (CHUJIC);

e) HOMCp ImoJiuca 00s13aTEeNIHLHOTO MCIUIIMHCKOI'O CTpaxOBaHUA.

21. Ilpu mpocraBieHUHM OTMETKH, yKazaHHOM B mojamyHkTe 16 mynkrta 20 Hactosimiero Ilopsika,
peuent B (opMe SIEKTPOHHOTO JIOKYMEHTa IOANUCHIBACTCS YCHJICHHOW KBaJHU(HUIIMPOBAHHON
ANIEKTPOHHOW TMOJMHUCHIO TpeAcenaTeNiss WM Ccekperaps BpayeOHON KOMHUCCHUU  METUIIMHCKOM
OpraHM3aliy, IIPU IPOCTABICHUN OTMETOK, YKa3aHHBIX B NojanyHkTax 17 u 18 myHkra 20 HacTosmiero
[lopsanka, - yCUIEHHBIMU KBaTU(PHUIMPOBAHHBIMU 3JIEKTPOHHBIMU TMOAMHUCIMH COOTBETCTBYIOLIUX
MEIUIIMHCKUX PAaOOTHUKOB.

22. Tlo TpeOoBaHMIO MAllMEHTAa WJIA €ro 3aKOHHOTO IMpPEACTaBUTENS O(OPMIISETCS 3K3EMIUIIP
perienta B QopMe IJIEKTPOHHOIO JOKYMEHTa Ha OyMaXHOM HocHTele ¢ oTMmerkoi '"J[yOmumkar
3JIEKTPOHHOTO IOKyMEHTa".

lll. YyeT peuenTypHbIX 6N1aHKOB (3a UCKNOYEHUEM peLenTypHbIX
6naHkoB no chopme N 107/y-HIM "CneunanbHbIX peuenTypHbIX 6naHK")

23. VYdyer peuentypHbix OmamkoB ¢opm N 107-1/y, N 148-1/y-88 m N 148-1/y-04(x),
W3rOTaBIMBAEMBIX TUIOTPAPCKUM CIOCOOOM (J1ajiee - pelenTypHble OJIAHKH, IMOJICKAIINE YYETy),
OCYIIIECTBIISICTCS B JKypHAJIaX ydeTa, MPOHYMEPOBAHHBIX, MPOITHYPOBAHHBIX U CKPETUICHHBIX TOITUCHIO
PYKOBOIUTENS M IEYaThl0 MEJUIMHCKOW OpraHu3alliid WM  TOJIIUCHI0  MHIUBHIYaIbHOTO
MPEANPUHUMATEIIS, IMCIOIIETO JTUIICH3UIO Ha METUITUHCKYIO IeITeIHbHOCTb.

24. XXypnan y4era peuentypHbix 61aHkoB popmel N 107-1/y conepkut cienyronue rpadsl:
1) HoMep O NMOPAIKY;

2) B pazaene "[lpuxoxn":

a) JlaTa perucTpaiuy J0KyMeHTa, OATBEPKIAIOIIET0 MOCTYIICHHE;

0) HOMep U J1aTa TOKYMEHTa, OATBEP K JAI0IIEro NOCTYIUIEHHE, HAMMEHOBaHHE OCTaBIINKA;
B) 00111€€ KOJIMYECTBO MMOCTYMUBIIUX PELENTYPHBIX OJIaHKOB;

r) haMuus, MTHULIMAIBI MMEHU M OTYECTBa (MOCieIHee - IPU HAJTMYUH) U MOANNUCH OTBETCTBEHHOTO
MEIUIIMHCKOT0 paOOTHUKA, MOJYYUBIIETO PEHENTYpHbIE OJaHKU OT MMOCTABILMKA;

3) B paznene "Pacxon":
a) J1aTa BBIJA4M PEIENTYPHBIX OJIAaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PEIENTYPHBIX OJTaHKOB;

B) ¢amMuwiMs, HMHULMAIBl MMEHH U OT4yecTBa (MOCJIeJHEe - TMPU HAIUYUU) OTBETCTBEHHOTO
MEIULUHCKOTO PaOOTHUKA, TOJYYUBIIETO pEeLENTYpHbIE OJaHKH;
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F) IOAIINCHh OTBETCTBCHHOI'O MCAUILIMHCKOI'O pa6OTHI/IKa, IMOJIYYHMBUICTO PEUCIITYPHBIC 6J'IaHKI/I;

4) hamuiusi, THUIMATBI UIMEHU U OTYECTBA (TIOCIICTHEE - TPU HAJIMYHMH) U TIOJIITUCH OTBETCTBEHHOTO
MEIUIIMHCKOTO pabOTHUKA, BBIJABIIETO pEelENTypHbIE OJIaHKH;

5) OCTaTOK perenTypHbIX OJaHKOB.

25. XXypuan ydera peuentypHbix OmankoB ¢opm N 148-1/y-88 m N 148-1/y-04(a1) comepkut
cienyromue rpadbr:

1) HOMep 1O MOPAIKY;

2) B paznene "[Ipuxon™:

a) laTa perucTpaluy J0KyMeHTa, MOATBEPKIAIOIIETO MOCTYIJICHHE;

6) HOMED U J1aTa JOKYMEHTa, MMOTBEPKAAIOIIETO MOCTYIUICHHE, HAMMEHOBAHNE MTOCTABIINKA;
B) 00I11ee KOJIMUYECTBO MOCTYMUBIIUX PEIENTYPHBIX OJIaHKOB;

') CEpUU U HOMEPA PELENTYPHBIX OJIAHKOB;

1) KOJTMYECTBO PEUENTYPHBIX OJAHKOB IO CEPUSIM;

e) ¢haMuius, MHULUAJIBI UMEHU U 0TYECTBa (TMOCIEAHEE - IPU HAIUYUHU) U TIOANMKUCH OTBETCTBEHHOTO
MEIHUIIMHCKOTO pabOTHUKA, MOTYYUBIIETO PEIENTYPHbIE OJaHKU OT IMOCTABILMKA;

3) B paznene "Pacxon":

a) laTa BBIJJAYU PELETNITYPHBIX OJIaHKOB;

0) cepur ¥ HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJIaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PELIENITYPHBIX OJIAHKOB;

r) ¢amwinsg, HWHULOUANBI UMEHHM M oOT4yecTBa (MOCJIEeqHEe - NpPU HaJIMYMU) OTBETCTBEHHOI'O
MEIULUHCKOTO pabOTHUKA, TOJYYUBILIEr0 peENTypHbIe OJIaHKH;

1) TOANKCH OTBETCTBEHHOI'O0 MEAUIIMHCKOTO paOOTHHKA, MTOTYYHUBILErO PeLeNTYpHbIE OaHKY;

4) hamwmns, THULMAIIBI KIMEHHU U OTYECTBA (TIOCIIEAHEE - IPU HAJIMYUHU) U TOJIHCh OTBETCTBEHHOTO
MEIUIIMHCKOT0 pabOTHUKA, BBIJABIIETO pEENTypHbIE OJIaHKH;

5) ocTaToK perenTypHbIX OJIaHKOB.

26. Yder penentoB, OoQOpMIEHHBIX B (OpME IJIEKTPOHHOTO JOKYMEHTA, OCYIIECTBIISIETCS B
rocy/apcTBeHHOH WHGOPMAIMOHHON cucteMe B cdepe 3apaBooXpaHeHUs cyObekTa Poccuiickoii
denepanuy MOCPEICTBOM BEACHUS €IMHOTO PeecTpa perentoB, opopMICHHBIX B (opMe dIEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 651aHKOB (3a UCKIOYEeHUEM peLenTypHbIX
6naHkoB no copme N 107/y-HIM "CneunanbHbIN peuenTypHbIW 6naHk")
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27. MenuuuHCKHE OpPTaHW3aluy MOJTYYaroT HEOOXOIMMbIE PELEeNTypHbIe OJaHKH, 0(hOpMIICHHBIC
TUnorpadCKUM CrnocoboM, 4Yepe3 TEpPPUTOPUAIBHBIE OpraHbl YIpPaBIEHUS 3APAaBOOXPAaHEHUEM WU
OpraHM3allfy, YIOJTHOMOYEHHBIE Ha 3TO OpPraHaMd HCIOJHHUTEIHLHOW BIacTH CyOBeKTOB Poccuiickoi
denepanuu.

28. PeuenrtypHble OJIaHKH, MOJUICKAIIUE YUYETY, XPAHSITCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYECHHBIM
PYKOBOJUTENEM MEIUIIMHCKON OpraHu3alyy, B 3alupaeMoM MeTautndeckoM mikady (ceiide) umum
METaJUIMYECKOM SIIUKE.

29. UanuBuayaabHBIN TPEANPUHUMATEb, UMCIOIIUN JTUIIEH3UI0 Ha MEIUIMHCKYIO JIeATEIbHOCTD,
XPaHUT PElENTYPHBIE OJaHKH, MOAJISKAITUE YUETy, B 3alIMPaeMOM MeTaTndeckoM Imkady (ceide) mim
METAIUTNYECKOM SIIUKE.

30. IlpoBepka COCTOSIHHS XpaHEHHUs, ydera, (PaKTMUECKOro HalIMuus MU pacxoia peLenTypHbIX
OJIaHKOB, MOJUIeXKAIUX Y4yeTy, OAMH pPa3 B KBapTaJll OCYLIECTBISAETCS KOMHUCCHEH, CO3JaHHOH B
MEIULUHCKOW OpraHu3aluu.

31. Peuentypuele OnaHKu, odopmisieMble Ha OyMaKHOM HOCHTEIE W IOJUIeXKALIUE Y4eTy,
BBIJIAIOTCS MEIUIIMHCKIM pabOTHHKAM, WMEIOIIUM MpPaBo O(GOPMIICHHS PELENTOB, MO PaCHOPSIKEHUIO
IJIABHOTO Bpaya WIN €ro 3aMeCTUTEIS.

HOJIy‘-IGHHI:Ie PEUCITYPHBIC OnaHku Ha 6YM3.)KHI)IX HOCUTCIIIX XPaHATCAd MCIUIMWMHCKUMHU
pa6OTHI/IKaMI/I B IOMCIICHUAX, O6€CH€‘II/IB3.I-OH_II/IX HX COXPAaHHOCTb.

32. IlporpaMMHO-TEXHUYECKHE CPEJCTBA TOCYJApCTBEHHBIX HH(OPMAIMOHHBIX CHCTEM B cdepe
3/IpaBOOXPAaHEHMS], MEAULIMHCKUX HH(OPMAIIMOHHBIX CUCTEM MEAMIMHCKUX OpraHu3anuii 00ecreynBaroT
XpaHEHUE >JIEKTPOHHBIX PELENnTOB, OPOPMIEHHBIX B ()OpPME 3IIEKTPOHHBIX JOKYMEHTOB B TEUYECHHE
CPOKOB, YCTaHOBJIEHHBIX JUIs XpaHEHHUs pelenToB, O(GOPMIIEHHBIX HAa COOTBETCTBYIOIIMX (opmax
pelenTypHbIXx OJ1aHKOB Ha OyMaXHOM Hocutese <10>.

<10> IMoxmyskT 5.2.169 IMonoxenust 0 Munuctepctse (CoOpaHne 3akoHOIaTeIbcTBa Poccuiickoi
®enepaunn, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

[Ipunoxenne N 4

K IIpUKa3y MHUHUCTEPCTBA 3IPaBOOXPAHEHUS
Poccuiickoit denepanuu

ot 24 Hos10ps 2021 r. N 1094n

OOPMA CITELHUAJIBHOI'O PELIEIITYPHOI'O BJIAHKA N 107/Y-HII

MuHHCTEpPCTBO 3IpaBOOXPaHEHUS Kox ¢popmer mo OKY
Poccuiickoit deneparuu MenunuHcKas JOKyMEHTaus
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®opma N 107/y-HII,
5 YTBEPIKIECHHAS [IPUKA30M
mraMil MCAMIHHCKON OpraHH3alnu MuHUCTEPCTBA 31PaBOOXPAHEHHS

Poccuiickoit denepanun
or 24.11.2021 N 1094n

PELIEIIT

Cepus N

n n 20_ r.
(mata BBITIUCKU PELIETITA)

(B3pOCBI, IETCKUM - HYKHOE OYEPKHYTh)

damunus, UMs, OTYECTBO (TIOCIETHEE - TPU HAJTUYNH)
MalueHTa

Bo3spact

Cepus 1 HOMEp noJuca 00A3aTEIHHOTO MEIUIIMHCKOTO CTPaXOBaHUS

Homep menuumHCKON KapThl

damuinus, UMs, OTYECTBO (TIOCIEHEE - TPU HATMUNHN)
Jevainero Bpaya (¢enpaiiepa, akylmepku)

O TP U PO U PP ST PPPUPRRUPRRPPS

[loanuce n nmUuHas nevaTs Bpada
(moxgmuck Qenpamiepa, aKymepkH)

M.IL

cDa.MI/IJ'II/Ifl, nMs, OTYECTBO (HOCHC,Z[HGG - [IpA HaJ'II/IqI/II/I) " NOAIHCH YIIOJIHOMOYCHHOI'O JInIa
MeJIHHHHCKOfI opraHnu3aln

M.IL

OTMeTKa anTeyHOU opraHusanuu 00 OTIIYCKC

damuinus, UMsl, OTYECTBO (TIOCIETHEE - TPU HAJTUUKHN) U MOANKUCH paOOTHUKA alTeYyHOM
OpraHu3aLu
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M.IL

Cpok aeiictBus penenta 15 nHeit

IIpunoxenne N 5

K IIpUKa3y MUHUCTEPCTBA 3/IpaBOOXPaHEHHUS
Poccuiickoit ®enepanuu

ot 24 Hos0ps 2021 r. N 1094n

NOPAAOOK
N3roToBJIEHUA, PACTIPEOENEHUA, PETUCTPALIUKA, YHETA U XPAHEHUA
PELIENTOB, COAEPXALUMX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
UITN NCUXOTPOINHbIX BELWWECTB

I. Mopspok nsrotoBneHus, pacnpeaeneHnsa cneunanbHbIX
peuenTypHbIX 6naHkoB no copme N 107/y-HI

1. Opranu3anuio U3roTOBJICHUS U paclpeaeNieHus: peuenTypHbix O0nankoB mno ¢gopme N 107/y-HII
"CrienuanpHbId  pelenTypHblii OnaHk" (majee - CHEUaNbHBIA pelenTypHBbId OJaHK) OCYIIECTBISET
MuHnuctepcTBO 31paBooxpaneHust Poccutickoii @eaepanuu (nanee - MUHHCTEPCTBO).

2. CrienmanbpHbBIE pelenTypHbIe ONAHKU SBISIOTCS 3alUIICHHON MONMUTpadUdecKor MpoayKIuei
ypoBHs "B", nzroraBnuBaemoii Ha OGymare po3oBoro Iera paszmepoM 10 cMm X 15 cMm, AOIKHBI UMETh
CepHUI0 M HOMEpP, a TaKXKe COOTBETCTBOBAaTh TPEOOBAHMSM, YKa3aHHBIM B IpHKaze MuHucTepcTBa
¢unancoB Poccuiickoit denepaunu ot 29 centsiops 2020 r. N 2171 "OO6 yrBepxaeHun TexHUUECKUX
TpeOOBaHUN M YCIOBUN HW3TrOTOBJICHMS 3aIIMIIEHHOW OT MOAJENOK Mosuurpadpuueckoil mpoaykuuu"
(3apeructpupoBaH MuHucTepcTBoM toctuuuu Poccuiickoit  @enepamun 16 HostOps 2020 1.,
peructpannoHHblii N 60930).

3. B mensix opraHuzaiiii U3TOTOBIIEHHUS M paclpeeNieHus] CHEeHalbHBIX PELENTypHBIX ONaHKOB
MEIHMIMHCKUE OpraHu3ally, WMEIOIIHE IMPAaBO OCYIIECTBIATH BBIJIAYY PELENTOB HA HAPKOTHYECKUE
CpEeACTBAa WJIM NCUXOTpomHble BemecrBa crnucka Il Ilepeuns m 3apeructpupoBaHHble B Poccuiickoi
denepaniu B KayecTBE JICKAPCTBEHHBIX TMPEMapaTroB JUIsi MEAUIIMHCKOTO TMPUMEHEHHs (Janee
COOTBETCTBEHHO - MEIUIIMHCKAs OpraHu3alus, HAPKOTHYECKHH (NICUXOTPOMHBINA) JEeKapCTBEHHBIN
mpenapar), COCTaBJISIIOT 3asIBKH Ha pEleNITYPHbBIE OJIaHKH.

4. B cpok no 1 okTsa0ps TeKyiero rojaa 3asBKH MEAWIIMHCKUX OpTaHM3allMid Ha CHelHallbHbIC
penenTypHbie OJIAaHKU TTPEICTABIISIOTCS:

1) MCIUIIUHCKUMHU  OpPraHUu3alusaMi, HaxoAANIMMUCA B BCIACHUU (beﬂepaHBHBIX OpraHoB
HCIIOJIHUTEILHOM BJIACTH, - B COOTBETCTBYIOIIIUEC Q)enepanLHLIe OpraHbl HCIIOJIHUTEILHOMN BJIACTH,

2) MEOUIMHCKMMHU OpraHu3alMsIM{, HaxOSAIIUMHCS B BeleHHM CyObekToB Poccuiickoit
Oenepanyu, MEAUIIMHCKUMHI OpPraHU3alUIMU MYHUIIUIIAILHOW U YaCTHOW CHCTEM 3/IpaBOOXpPAaHEHUS - B
OpranHbl HCIHOJHMUTENBbHOM BiacTu cyObekToB Poccuiickoii ®enepauuu B cdepe OXpaHbl 3/10pOBbS
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rpaXkJIaH, Ha TEPPUTOPUU KOTOPBIX OHHM PACIOJIOXKEHBI (Jajee - OpraHbl WCIOJHHUTEIBHOH BJIACTH
cyowsektoB Poccuiickoit denepanun).

5. B 3asaBke MeHHHHHCKOfI opraHu3alvi Ha CHCHUAJIBHBIC PCHCITYPHBIC OJaHKH YKa3bIBarOTCA
CJICAYIOUC CBCACHUA:

1) cBenmeHHMs O MEIUIIMHCKON OpraHW3allMM, IMOJABIICH 3asBKY Ha CIEHHUAIBHBIE PEICNTYPHBIC
OnmaHku (TIOJTHO€ HAUMEHOBAHUE, a/IPEC MECTa HAX0XKICHHU);

2) KOJMYECTBO CIELUAIbHBIX PpELENTypHbIX OJAHKOB, M3PACXOAOBAaHHBIX MEAMLIMHCKON
opranusanuei Ha | sHBaps NpPEIIECTBYIOLIETO ro/a;

3) KOJNMYECTBO CIELUAIbHBIX PEIENTYPHbIX OJAHKOB, HEOOXOAMMBIX MEAMIIMHCKONW OpraHu3aluu
Ha CJICIYIOLIHMI TO/I.

3asBKa Me,[[I/ILIPIHCKOﬁ OopraHu3ali Ha CICHUAJIbHBIC PCHCHTYPHbBIC OaHKH IIOAIMNCBIBACTCA
PYKOBOJUTCIICEM MGIII/IIII/IHCKOfl opraHusanuu, KOTOpI)IfI HECCT IMCPCOHAJIBHYIO OTBCTCTBCHHOCTH 3a
000CHOBAHHOCTE U AOCTOBCPHOCTDb YKa3aHHBIX CBG,Z[CHI/Iﬁ.

6. denepalibHbIC OPraHbl UCIIOJHUTEIBHON BIIACTH, B BEICHUHM KOTOPBIX HAXOMASTCS MEAUITUMHCKHUE
opranuzanuu (manee - ¢eaepaibHble OpraHbl UCHOJHUTENBHOM BIACTH), U OpPraHbl HCIIOTHUTEIHHOU
BrnacTu cyOnekToB Poccuiickoii ®denmepannu Ha OCHOBAHMHM 3asSBOK MEIUITMHCKUX OpraHHW3aIfii Ha
CHelHalbHble pelenTypHble ONaHKU (OPMHUPYIOT CBOJHBIE 3asBKM Ha CHEIHAIbHBIE pEHENTYpHBIC
OJIaHKH U B CPOK 710 | J1ekaOpsi TEKyIIEero rojia mpeICcTaBisiFoT nX B MUHUCTEPCTBO.

7. B cBOHOII 3asBKe Ha CIIELMAIbHBIC PCUCIITYPHBIC OnaHKU YKa3bIBAOTCA CICAYIONINEC CBEACHUA:

1) cBeneHust 0 QenepaibHOM OpPraHe WCIOJHUTEIHLHOW BIIACTH (OpraHe HCIIOJHUTEIBHON BIACTH
cyonekta Poccuiickoit @eneparum), IpeaCTaBUBIIEM CBOAHYIO 3asBKYy Ha CIIEIUATbHBIE PEHENTYPHbBIE
Oy1aHKu (TIOJTHOE HAMMEHOBAHUE, a/IpeC MECTa HAXOXK/IECHHUS);

2) KOIWYECTBO CIENHATbHBIX PEIENTYPHBIX ONAHKOB, paclpeieleHHBIX (enepalbHbIM OpraHOM
WCTIOTHUTEIPHONW BJIACTH (OpPraHOM HCIOJIHUTENILHOW BIAcTH cyObekTa Poccuiickoin ®denepanun) Ha 1
SIHBAps MPEALIECTBYIOLIET0 I0Ja MKy MEAULIMHCKUMU OPTaHU3ALUSIMU;

3) KOJIMYECTBO CHEIHAIbHBIX PELENTYpHbIX OJIAHKOB, HEOOXOAMMBIX (heepaJbHOMY OpraHy
UCTIOJHUTENIBHOM BJacTH (OpraHy HUCIOJHUTENBbHOM BiacTu cyOwbekta Poccuiickoit denepauun) Ha
CIIEIYIOIUI TOJT JUIsl pACIPEACIICHHUS MEXTY MEAULMHCKUMHU OpraHU3alisIMHU;

4) cBeneHUs O TMOABEIOMCTBEHHON OpraHU3alMM, YHOJIHOMOYEHHOH (enepalbHbIM OpraHoM
WCIIOJIHUTENIBHON BJacTH (OpraHoM HCIOJIHUTENbHOM BiacTu cyObekra Poccuiickoit ®exneparun)
OCYILLIECTBIIATh TOJIyY€HHE CHEIMATIbHBIX PELENTYPHbIX OJaHKOB OT MHHHCTEpCTBA, UX XpaHEHHE U
BBIJIa9y MEIMIIMHCKUM OpraHu3anusM (ToJIHO€ HauMEHOBaHHe, aapec mecta Haxoxaenws, THH/KIIII,
OKTMO opranu3zaiuu, GakTHIECKUH aJipec OCTaBKH).

8. Ha ocHoBanun MMOJIYYCHHBIX CBOJHBIX 3a4BOK Ha CICHUAIBHBIC PCUCITYPHBIC OJTaHKHn
MUHUCTEPCTBO €XETroJHO B CPOK N0 15 stHBaps ciemyromero roga ¢GopMUpYeT U YTBEpXKIaeT IJIaH
pacnpeaciiCHud ClCUHUAJIbHBIX PCUCITYPHBIX 6J'IaHKOB, B KOTOPOM OTpaXacTCs roaoBas HOTpe6HOCTB
Poccuiickoit ®enepanuu B CHENHUATBHBIX PELENTYPHBIX ONaHKax (Janee - TMJaH pachpeIeiIeHHs
MuHnuctepcTBa).
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9. B nnane pacrpenesneHuss MUHUCTEPCTBA YKa3bIBAIOTCS CIEAYIOIINE CBEICHUS:
1) nopsAKOBBIM HOMED 3aINCH;

2) HauMeHOBaHHE (elepaJbHOr0 OpraHa MCIOJHHUTEIbHON BIacTH (OpraHa HCIOJHUTEIIbHON
BiIactu cyobekra Poccuiickorr @Penepanuu), NpPEACTABUBIIEIO CBOJHYIO 3asBKY Ha CHEIMAJIbHBIC
peLenTypHble OJIaHKH;

3) HE0OX0IMMOE KOJMYECTBO CIIEHUAIBHBIX PELENTYPHBIX OJIaHKOB.

10. HampaBnenue crenuaabHbIX peLENTYypHbIX ONaHKOB (hefepalbHbIM OpraHaM HCIIOJIHUTEIbHON
BJIACTH, OpraHaM HCIIOJHUTENIbHON BiacTu cyObekToB Poccuiickoii ®enepanuu OCYyLIECTBISETCS
MUHHCTEPCTBOM B KOJIMYECTBE, IIPETyCMOTPEHHOM IIJIAHOM pacnpeseneHus MuHucTepeTsa.

11. MuHHUCTEPCTBOM JOMOJHUTEIBHO K KOJMYECTBY CIEHHUAIBHBIX PELENTYPHBIX OJIAHKOB,
MPEeIyCMOTPEHHOMY IUTAaHOM  pacmpeneneHus MuHHcTepcTBa, (QopMmupyeTcs pe3epBHBIN  3amac
CHEIMALHBIX PEIENTYPHBIX OJIAHKOB B KOJHYECTBe, He mpeBbimaromeM 150 000 crhenmambHbIX
pElenTypHBIX OJaHKOB.

12. B cimyyae yBenmu4eHUs] MOTPEOHOCTH B CHEIHMAIBHBIX PEUENTYPHBIX ONaHKax (emepaibHbIe
OpraHbl UCTIIOJHUTENILHON BIacTu (OpraHbl HCIIOJHUTENIBLHON BiIacTu cyObekToB Poccuiickoiit denepannn)
HampaBJIAlOT B MMHHMCTEPCTBO CBOJHBIE 3asBKM Ha JIONOJHUTEJIBHOE KOJIMYECTBO CIELUAIbHBIX
pelenTypHbIX OJaHKOB (C OOOCHOBAaHMEM YBEIMUYEHHsI NOTPEOHOCTH B CHELMAIBHBIX PELENTYpPHBIX
OnmaHKax), KOTOpBIE TPENOCTABISAIOTCS MUHHCTEPCTBOM M3 PE3EpPBHOTO 3amaca CIEeNUaIbHBIX
peLenTypHbIX OJIAHKOB.

13. ®enepanbHble OpraHbl UCIIOIHUTEIBHON BIACTH (OpraHbl UCIOJHUTENBHON BIACTH CYOBEKTOB
Poccuiickoit ®enepannu) pacnpenesistoT IMOJydYeHHbIE CIEeHUalbHbIe pelenTypHble OJaHKH MEeXIy
MEIUIIMHCKUMHU OpraHu3allisIMU Ha OCHOBAaHUU IUIAHOB pacmpeleneHus, Cc(HOpPMUPOBAHHBIX B
COOTBETCTBUHM C 3asBKAMU MEIMIIMHCKUX OpraHU3alMii Ha ClielMabHble pelenTypHble OJaHKH.

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

14. MuHucrepctBo, uHble (eaepaabHble OpraHbl HCIOJHUTEIBHOM BJIACTU M OpraHbl
UCTIOJHUTENIbHOW BiacTH cyObekToB Poccuiickoit ®enepannu OpraHU3ylOT XpaHEHHME CIELUaIbHBIX
pelenTypHbIX OJIAHKOB B IMOJBEJOMCTBEHHBIX OpraHM3alMsIX, YHOJHOMOYEHHBIX OCYILECTBIATh
MOJTyYeHHE CHEUMaNbHbIX pPELENTYpHbIX OllaHKOB OT MuHHMCTEpCTBAa, MX XpaHEHHE U BbIIAUy
MEAUIIMHCKUM OpraHu3alusaM (aajnee - yIoJIHOMOYEHHas: OpraHu3aius).

15. B ynmonHOMOYEHHOW OpraHu3aluyd U MEIUIMHCKON OpraHW3aIliy, MONyYUBIIEH CHelHalbHbIe
perenTypHble OJIAaHKH, OpPTaHW3yeTCsS PETHCTpalys, Y4eT W XPaHCHHWE CIEIUAIBHBIX PEIeHTYPHBIX
OJIAHKOB.

Perucrpamus, y4er W XpaHEHHE pPE3EpPBHOrO 3amaca CHEIHaTbHBIX pPELENTYpHbIX OJIaHKOB
MuHucTepcTBa  OCYIIECTBIAETCS  (DellepallbHbIM  TOCYAAPCTBEHHBIM  OIOJIKETHBIM  yUPEXKJICHUEM,
HaxoJsIIMMcS B BeAeHUH MuHUCTepcTBa  (J1ajee  COOTBETCTBEHHO -  PE3EpBHBIM  3arac,
II0/IBEIOMCTBEHHOE YUPEKICHHUE).

16. PabGoTHHMK, Ha3HAYEHHbI MPHUKA30M PYKOBOIMUTENS YHNOJHOMOYEHHOW OpraHu3aluu
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(YIOJIHOMOYEHHOW OpraHU3allNy, TOABEIOMCTBEHHOTO YUYPEXKICHHUS) OTBETCTBEHHBIM 33 PETHUCTPALUIO,
XpaHeHHE M Y4YeT CHEIMaJbHBIX PEIEeNTypHBIX OJaHKOB (Jajee - OTBETCTBEHHBIM pPaOOTHHK), Ha
OCHOBAHMH JIOBEPEHHOCTH, O()OPMIICHHOW B MOPSJIKE, YCTAHOBIEHHOM 3aKOHOAATENLCTBOM Poccuiickoii
@enepan (¢ MOANMUCHIO  PYKOBOJUTENS  YIMOJHOMOYEHHOW oOpraHu3anuu  (ymoJHOMOYEHHOMH
OpraHM3alH, ITOJBEIOMCTBEHHOTO YUPEXKICHHS), TIJIABHOIO OyXraiaTepa, 3aBEpPeHHBIX KpyIJIon
MeYaThl0), TOJY4YaeT CIEHUAIbHBIE pelenTypHble OJaHKHM U OCYIIECTBISIET BEIEHUE IKypHaja
pETHCTpaliM U yd4eTa CIICHHAIbHBIX PEHENTYPHBIX OJIAHKOB, K KOTOpoMy mpuoOmaer ¢oto- u (uim)
BUJICOMATEpHAJIbl, MOATBEpKAaomue (akt oQopMIeHHS pPEUeNnTYpHbIX OJaHKOB Ha JoMy (Tpu
HaJIU4IMN).

17. Xypnan peructpauud ¥ ydera CHEHHATbHBIX PpELEeNTYpHBIX OJAaHKOB JIOJMKEH OBITh
IIPOHYMEPOBaH, IPOIIHYPOBAaH, MMEThb Ha IIOCJIEIHEH CTPAaHULE 3alUCh, COACPXKAILYI0 KOJIMYECTBO
CTpaHHUll, IOJHOE€ HAMMEHOBAaHUE YIOJIHOMOYEHHON oOpraHu3anuu (MEIULMHCKOM OpraHu3aluy,
IIOJIBEZIOMCTBEHHOI'0  YUPEXJCHMsI), a TaKKe CKpeIUIeH TOANUChI0 PYKOBOIUTENS U IEYaThlo
YIOJHOMOYEHHOM OpraHu3anuy (MeAULIUHCKON OpraHu3aliy, I0JIBEJOMCTBEHHOIO YUPEKICHUS).

KypHan peructpanum © ydera CIEUHUATIbHBIX PELENTYpHbIX OJaHKOB pPE3EPBHOIO 3amaca
MuHucTepcTBa CKpEIUISETCs TakKe MOMANKMCHI0 JAUPEKTopa (B clydyae €ro OTCYTCTBHSI - 3aMECTHUTEIS
nupektopa) JlemaprameHTa peryiupoBaHHsl OOpalleHHs] JEKapCTBEHHBIX CPEACTB M MEIUIIUHCKUX
nu3aenuii MUHHCTEPCTBA U Ie4aTbio MUHUCTEpCTBA.

18. B KypHaJIE perucTpaum MW Y4€Ta CIHCHHUAJIBHBIX PCLCIITYPHBIX 0J1aHKOB YKa3bIBAOTCA
CJICAYIOUC CBCACHUA:

1) mOpsIAKOBBIN HOMED 3aIKCH;

2) Npux0/ CHEUAIbHBIX PELENITYPHBIX OJIaHKOB:

a) PEeKBU3UTHI M ]aTa PErUCTpalli IPUXOAHOTO JOKYMEHTA;

0) oO111ee KOJIMYECTBO MOCTYNHUBIINX CHEIUATIBHBIX PELENTYPHBIX OJaHKOB;

B) cepHs U HOMEP CHELUAIbHOTO PeleNnTypHOro OJIaHKa;

I') KOJIMYECTBO CIELHAIbHBIX PELENTYPHBIX OJAaHKOB MO KaXKIAOW CEpUU;

1) hamuns, UM, OTYECTBO (IOCIIEHEE - TPH HATMYUH) U MOANUCH OTBETCTBEHHOI'O PAOOTHHKA;
3) pacxoJ cielMaNbHbIX pelEenTypHbIX OJAHKOB:

a) JlaTa BhIJJauu CIIEHUAIBHBIX PEeNTypHBIX OJIaHKOB,;

0) cepun 1 HOMEpa BBIJAHHBIX CIIELUATIBHBIX PEUENTYPHBIX OJaHKOB;

B) KOJIMYCCTBO BBIJAHHBIX CIHCHHAJIBHBIX PCHCHTYPHBIX OJIaHKOB C YKa3zaHueM B CKOOKax
KOJIMYCCTBA CIICHUAIBHBIX PEHCIITYPHBIX 6J'I3HKOB, BbIJTAHHBIX JJIs OCbOpMJ'IeHI/ISI Ha 1OMY,;

r) damuiaus, UMs, OTYECTBO (MOCIENHEe - MPH HAIUYMU) U MOJINUCH JIMIA, MOJIYYHBIIETO
CrelHalibHbIe pelenTypHble OJaHKU;

I[) KOJIMYCCTBO CIICHUAJIBHBIX PCUCITYPHBIX 6J'IaHI(OB, O(I)OpMJ'ICHHBIX Ha IOMY;
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e) damwmimsi, uMs, OTYECTBO (TOCIEAHEE - NPH HAJIMYMH) W TOANKHCH JHUIA, O(OPMHBIIETO
CHeIHANIbHBIC PEIENTYPHBIC OJTaHKU HA JIOMY;

4) dpamuus, ©Ms1, OTYECTBO (TIOCTEAHEE - TPH HAJTMYHH ) U TTOANKCH OTBETCTBEHHOTO PaOOTHUKA,
5) ocTaToK CrelMaIbHBIX PEUENTYPHBIX OJaHKOB.

19. CneumanbHbId pEHENTYPHBIM OJaHK SBJISETCS JTOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CHEIHANILHBIX PEIENTYPHBIX OJTAHKOB B MEIUIIMHCKON OpraHU3alluu JOJKCH XPaHUTHCS B CHEIHATBHBIX
MOMEILEHUsX, ceiihaXx WK B CleUaTbHO U3TOTOBJICHHBIX IIKadaX, OOUTHIX OIIMHKOBAHHBIM KEJIE€30M, C
HaJICKHBIM BHYTPEHHUM WUJIM HABECHBIM 3aMKOM.

[Tomemenus, ceidol, mKadpl, B KOTOPBIX XPaHATCS ClIeUaIbHbIe PEeLeNTypHbIe OJaHKH, TOJKHBI
OBITh 3aKpBITBI HA 3aMKH W IIOCJIC OKOHYAaHHs pPAOOTHI OIEYaTaHbl ICYATHIO YIOJIHOMOYSHHOU
opranuzanuu (MEIUIIMHCKONW OpraHU3aIiH) UIH OIUIOMOHPOBAHBI.

20. B MenMUMHCKHUX OpraHM3alUsaX 3anac CHEUMATbHBIX PELENTYpHbIX OJaHKOB HE JOJKEH
IIPEBBIILIATH FOJJOBOM MOTPEOHOCTH.

21. Pazpemaercss BblIaBaTh MEAMIMHCKOMY pa0OTHHKY, MMEIOIIEMY IpaBO Ha3HA4aTh
HapKOTHYECKUE (IICUXOTPOIHbIEC) JIEKAPCTBEHHBIE IIperaparhl, €IWHOBPEMEHHO He Oojiee BaALATH
CTEIUANBHBIX PEHENTYPHBIX OJaHKOB.

Me,[[I/II_II/IHCKI/Ie pa60THI/IKI/I, BBIIIUCBIBAIOIMEC PCLHCIITBI HAa HAPKOTHYCCKHEC (HCI/IXOTPOHHLIG)
JICKApCTBCHHBIC IIPCIIapaTbl, HAa OCHOBAHHU IIPHUKA3a PYKOBOAHUTCIIA MGI{I/IIII/IHCKOﬁ OopraHu3ali HECYT
JIMYHYI0 OTBCTCTBCHHOCTb 34 COXPAHHOCTH IIOJIYYCHHBIX CIICHUAJIBHBIX PCHCHTYPHBIX 0JIaHKOB.
CHGHI/IaHI)HI)IG PEUCIITYPHBIC 6J'IaHKI/I, MMOJYYCHHBIC MCIUITUHCKUM pa6OTHI/IKOM, XpaHATCAd 10J 3aMKOM B
ceﬁ(bax, METANNINYCCKUX IJ_IKa(I)aX NN MECTATJIMYCCKUX AIITUKax.

22. B MeauIMHCKOW OpraHu3aliHi CO3/1a€TCA MOCTOSHHO JCHCTBYIOIIAs KOMHCCHS, KOTOpas He
pexxe 1 pasa kBapTan (IO PEIICHUIO PYKOBOAMTENS MEIUIIMHCKON OpraHU3allid BO3MOXKHO Yalle)
OCYIIECTBJISIET TIPOBEPKY COCTOSIHUSI PETUCTPAIIMU M YUeTa CICIHAIBHBIX PELENTYPHBIX OJIAaHKOB, B TOM
qHclie MMyTeM CBEPKH 3amucell KypHaia perucTpaldi U ydeTa CHEIUANbHBIX PelenTypHBIX OJIaHKOB, C
(haKTUYECKUM HAIMYMEM CIEIUATbHBIX PELENTYPHBIX OJAHKOB, a TaK)Ke MPOBEPKY COCTOSIHUSI XpaHEHUS
CHEIHAbHBIX PELENTYPHBIX OJIAHKOB.

[To pe3ynabTaTaM MpPOBEPKHU B )KYpHAJIE PETUCTPALMU U yyeTa CHEeIHaIbHBIX PELENTYPHBIX OJaHKOB
JIeJIaeTCs 3alUCh O Pe3yJibTaTax MPOBEACHUs CBEPKU JAHHBIX, 3aKpPEIJICHHAs MOMNUCAMHU BCEX YIICHOB
KOMMCCHH, I CO3JAETCS CIIENUAIbHBIN aKT IPOBEPKH.

23. denepanbHble OpraHbl HCIOIHUTEIBHOM BIACTH U OPTaHbl UCIIOJHUTEIBHON BIACTH CyOBEKTOB
Poccuiickoit @enepany OCyIIECTBIAIOT KOHTPOJIb 32 OPraHU3alMed PErMCTpaldy, ydeTa M XpaHEHUs
CMELUANBHBIX pEHENTypHbIX OJAHKOB B  YHNOJHOMOYEHHBIX OpraHM3alMiX W  MEIUIIMHCKUX
OpraHu3anusx.

24. BLII[a‘Ia CIICIUAJIBHBIX PCUCITYPHBIX OJIaHKOB W3 PE3CPBHOIO 3araca MI/IHI/ICTepCTBa
CbellepaJ'IBHI)IM opraHamM HCIIOJIHUTEIRHON BJIACTH H opraHam HCIIOJIHUTEIRHON BJIACTH Cy6’I)eKTOB
Poccuiickoit (I)enepauml OCYHICCTBIIACTCA OTBCTCTBCHHBIM paGOTHI/IKOM NOoABCAOMCTBCHHOI'O
YUPCKACHUA HAa OCHOBAHWHN PCUICHUA 00 OTITYCKEC CIICHUAJIBHBIX PCUCITYPHBIX 6J'IaHKOB, O(i)OpMJ'IeHHOFO
B BUAC NHUCbMaA, MNOAINMMUCAHHOTO AUPCKTOPOM (B cjIydac €ro OTCYTCTBUSA - 3aMCCTUTCIICM IIPIpCI(TOpa)
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JlemaptamMeHTa perylIupoBaHus OOpalleHHs] JEeKapCTBEHHBIX CPEACTB U MEAUIMHCKUX H3JIEIHM
MunucrepcTsa.

[IpoBepka NeATeNTbHOCTH TOJIBEIOMCTBEHHOTO YUPEKACHHUS MO PETUCTPAIH, YUETy U XPaHECHHUIO
pEe3epBHOrO 3amaca OcCyIIecTBiseTcs JlemapTaMeHTOM peryJIupOBaHHs OOpalIeHHs JIEKAPCTBEHHBIX
CpPEACTB M MEAMIMHCKUX u3aeauid MuHucrepctBa 2 paza B roa He mnosnHee 20 yucia Mecsua,
CJIEIYIOIIETO 32 UCTEKIIUM MOJIYTOIUEM.

[Ipunoxenne N 6

K IIpUKa3y MUHUCTEPCTBA 3{paBOOXPAHEHUS
Poccniickoit ®enepanuun

ot 24 Hos0ps 2021 r. N 1094n

NMPABUJIA
OPOPMIIEHUA PELUENTOB, COAEPXALUMX HASHAYEHUE HAPKOTUYECKUX
CPEACTB UITN NCUXOTPOIHbIX BELWECTB, B TOM YACJIE B POPME
ANEKTPOHHbIX AOKYMEHTOB

I. OchopmneHue peuenta Ha GyMmaXHOM HocuTene

1. Ha peuentypubix 6mankax ¢gopmsl N 107/y-HII B neBoM BepxHEM YIily NpOCTABIISAETCS LITAMII
MEIMLMHCKOW OpraHu3alMM C yKa3aHUEM €€ IOJHOI0 HAauMEHOBaHUus, ajpeca U TeiedoHa C JaToH
BBIIMCKY (J1aTOi 0(OpMIIEHHSI) pEelLIeTITa Ha JIEKAPpCTBEHHBIN Ipernapar.

Peuentypusie Omanku Qopmbel N 107/y-HII u3rotaBnuBarOTCs UCKIIOYUTENHHO THIOTpadCKUM
CrocoooMm.

2. Ha penentypHblx OnaHkaxX, OQOPMIISEMBIX HWHIMBUAYAJBHBIMU IpEINPUHUMATEISIMH,
MMEIOLUMH JIMIEH3UI0 Ha MEIUIMHCKYIO [eATeNbHOCTh, B BEPXHEM JIEBOM YINIy THUIIOTPadCKUM
CIOocOOOM WIJIM IyTeM HPOCTaBICHHUSA UITaMIa JOJDKEH OBITh yKa3aH aJapec WHAWBUIYAIbHOTO
NpealpuHUMaressi, HOMEp W Jara JMIEH3UMH, HauMEHOBaHHE oOpraHa TOCYAApCTBEHHOM BIACTH,
BBIJIABILIETO JIMLIEH3HIO.

3. Peunentypusie Omanku ¢dopmsl N 107/y-HII 3anonmHsroTcss MEAMIIMHCKUM PaOOTHUKOM
YEpPHWIAMH WU HIAPUKOBOU PYUKOM.

4. Jlomyckaetcsi opopMIIeHHE BCEX PEKBU3UTOB (3a MCKIOUeHHEM pekBu3uTa "lloanmuck nedamero
Bpaua (moxmuch (enpamepa, akymepku)') peuenTypHeix OmankoB Qopmbr N 107/y-HIT ¢
WCTIOJIH30BAaHUEM IT€YATAIONINX YCTPOUCTB.

5. B peuentypaom 6manke ¢popmbl N 107/y-HII B cTpokax "®damuius, UMsl, OTUECTBO (IOCIIETHEE -
py HaIM4YMK) nanuenTta” u "Bo3pact” yka3pIBaroTCs MOJHOCTHIO (haMUJIHsl, UMsI, OTYECTBO (ITOCIIEHEE -
IIPYU HAIMYMHN) TTAIUEHTa, €r0 BO3PACT (KOJIMYECTBO MOJIHBIX JIET).

JonycTrMo yka3aHue 1aThl pOXKIACHUS MAlMEHTA.
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6. B pentenitypaom 6:manke gpopmer N 107/y-HIT:

1) B crpoke "Cepust u HOMEp IoJUca 00S3aTEILHOTO METUIIMHCKOIO CTPAaxOBaHUsS'" YKas3bIBaeTCs
HOMeEp ToJinca 00513aTeIbHOr0 MEIUIIMHCKOTO CTPAaXOBaHMUs MaeHTa (TIPH HAJTMYUH);

2) B crpoke "Homep MeIMLMHCKON KapThl" yKa3bplBaeTCsd HOMEpP MEIMLMHCKON KapThbl MAlMEHTa,
MOJTYyYArOIEro MEIUIMHCKYI0 MOMOIb B aMOYJIAaTOPHBIX YCIIOBHSX, WJIM MCTOPUM OOJIE3HH MAIMEHTa,
BBIIIMCBIBAEMOT'0 U3 MEIMIIMHCKON OpraHU3alluy;

3) B cTpoke "damunms, UMsl, OTYECTBO (TIOCIIEeHEE - IPU HAIMYWH) Jieyaliero Bpava (¢enpamepa,
aKymepkn)" yKa3bIBaeTCsl MOJIHOCTBIO (aMIIIUS, UMs, OTYECTBO (TIOCIIEAHEE - NMPU HAJMYUHM) Bpaya
(penpamiepa, aKymiepku), BBINKUCABIIETO PELENT HAa HAPKOTHYECKHUN (IICUXOTPOIHBINA) JeKapCTBEHHBIH
npernapar.

7. B rpacde "Rp" peuentypnoro 61anka ¢popmer N 107/y-HII yka3eiBaercs:

1) HauMeHOBaHUE JIEKAPCTBEHHOT'O Npenapara (MeX1yHapoJIHOE HENaTEHTOBAHHOE HAaUMEHOBAaHUE,
IpYNIIMPOBOYHOE WM XMMHUYECKOE€ HAUMEHOBAHUE, TOPrOBOE HAUMEHOBAHUE) HA JATUHCKOM SI3bIKE WJIH
Ha PYCCKOM sI3bIKe, (JOpMa BBITYCKa, TO3UPOBKA, KOJINIECTBO (YKa3bIBACTCS MPOIKUCHIO HA PEIETITYPHOM
onanke Gopmel N 107/y-HII);

2) cnoco0 NpUMEHEHHUs JIEKApCTBEHHOIO IIpernapara Ha TroCyAapCTBEHHOM si3blke Poccuiickoit
@enepanyy WIM Ha TrOCyJapCTBEHHOM s3blke Poccuiickoil @enepanu U TOCYAapCTBEHHOM SI3bIKE
pecnyONIMK ¥ MHBIX sI3bIKax HapoJ10B Poccutickoit deaepanun <1>.

<1> Yactp 1 crateu 15 3axona Poccuiickoit denepanun ot 25 oktadps 1991 r. N 1807-1 "O
a3bIkax HaponioB Poccuiickoit deneparuu” (nanee - 3akoH N 1807-1). (Begomoctu che3na HapoJHBIX
nenyratoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. [Ipu oopmieHun perenTypHbIX OJIAHKOB 3aMpeniacTcsi OrpaHUINBATHCS OOIUMH YKa3aHUSIMH,
Hanpumep, "Brytpennee", "3BecTHO".

9. Ilpu odopmienun nanueHty perentypHoro Omanka ¢opmer N 107/y-HII Ha HapkoTuueckuit
(TICUXOTPOTHBIN) JIEKApCTBEHHBI Mpenapar B paMKaX OKa3aHWs MEIULUHCKONH TOMOIIM TpU
orpezieIeHHOM 3a00JIEBaHUN TaKOM pelenT 3aBepsaeTcs:

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

2) medaTbl0 MEAMIIMHCKOW OpraHM3aiuu, JU00 CTPYKTYPHOTO MOJpa3AENeHUS MEIUIUHCKOM
opranmsanuu "Jlns penenToB", KOTOpas MPOCTaBIAETCS JIMLOM, YIOJTHOMOYEHHBIM PYKOBOJUTENIEM
MEIUIIMHCKOW OpraHu3aluy C yKa3aHhueM (QaMHInu, UMEHH, OTuecTBa (TOocjelHee - IpU HaJIUu4duu) U
IIPOCTABJICHUEM €T0 JIMYHOMN IOAIHCH.

B caywyasx HeoOxomumocTH o¢oOpMIIEHHMsS pelenTa Ha HapKOTUYECKUH (TICHUXOTPOIIHBIN)
JIEKapCTBEHHBIN IpenapaT Ha JOMY B paMKaX OKa3aHMs NaJJIMaTUBHOW MEIUIUHCKOM IIOMOIIH
JIOTTYCKaeTCsl MPEeBApUTEIbHOE 3aBEPEHUE pELeNTa IITaMIIOM MEIWLMHCKON OpraHu3alMy, NeYaThbio
MEIULIMHCKOW OpraHu3alu JU00 CTPYKTYPHOTO MOJpa3/eieHus MEIUIMHCKON opranuzauuu "Jlns
penenToB”, KOTOpass MPOCTABISAETCS JIHMIIOM, YIOJIHOMOYEHHBIM PpPYKOBOJIUTEIEM MEIUIIUHCKOM
OpraHu3alyy, ¢ yKa3aHueM (paMHUINH, UMEHH, OTYECTBA (IIOCIEIHEe - MPU HAJUYUHU) U IPOCTABICHUEM
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ero Ju4HOW moxamucu. [lpu 3TOM B JKypHaje pErucTpalMd W ydeTra pPEUenTYPHbIX OJIaHKOB B
COOTBETCTBUH ¢ [lopsiKOM perucrpamnuu, y4era U XpaHCHHs CIEIUAIBHBIX PELENTYypHBIX OJaHKOB Ha
HAapKOTHYECKUE CpPEACTBa WJIM TICUXOTPOIHBIC BEIIECTBA, YTBEPKICHHBIM HACTOSIIAM IPHUKA30M,
JIeNIaeTCsl OTMETKAa O €ro BhIJade s OQOPMIICHHS Ha JIOMY, a TakKe€ OTMETKAa, YJOCTOBEPECHHAS
MOAMNKMCHI0 Bpaya b0 ¢enpamepa (akymepku), ohopMuBmero penent, o ¢akre ero odopmiieHuUs,
KOTOPBIF MOXKET OBITh JOMOIHUTEIBHO TOATBEPKACH (POTO- U (WITH) BHIEOMATEPUATAMH.

B crpoke "OTmeTka anTeyHOM oOpraHm3anuu o0 OTImycke" CTaBUTCS OTMETKAa anTeuyHOM
OpraHm3anuu 00 OTIYCKE HAPKOTHYECKOTO (IICHXOTPOITHOTO) JIEKAPCTBEHHOTO IpermapaTa (¢ yKa3aHueM
HAaUMEHOBAHMSI, KOJMYECTBA OTIYIIEHHOTO HAPKOTHYECKOro (TICUXOTPOMHOIO) JIEKAPCTBEHHOTO
mpenapara 4 J1aThl €ro OTIYyCKa), KOTopas 3aBepsieTcsl MOJMUCHhI0 PabOTHUKA aNTEUHON OpraHU3alNH,
OTITYCTHMBILIETO0 HAPKOTHYECKHM (IICUXOTPOIIHBII) JIEKapCTBEHHBIN Mpenapar (C yKazaHueM ero (paMuinu,
MMEHH, OTYeCTBa (MOCJIEAHEE - MPU HAJIMYMM), & TAKXKE KPYIJION MevaThlo anTeyHOW OpraHu3aluu, B
OTTHUCKE KOTOPOU TOMKHO OBITh UACHTU(PUIIMPOBAHO OJTHOE HAUMEHOBAHHUE AaNITEUHOM OpraHu3alnu.

10. Ha ogaoMm penentypHoMm Onanke ¢opmer N 107/y-HIT pa3penraercss ocymecTBISITh Ha3HAYCHHE
TOJILKO OJJHOT'O HAMMEHOBAHHUSI JICKAPCTBEHHOT'O Tperapara.

11. UcnipaBieHus B perienTe He A0MYyCKatOTCs.
Il. OchopmneHune peuenta B popmMme 3N1EKTPOHHOro AOKYMEHTa

12. Penenit B popMe 3IEKTPOHHOTO JOKYMEHTA, MOJIINHCAHHOTO YCHJICHHON KBaJTU(UIIMPOBAHHOU
JIEKTPOHHON MOAMUCHIO, (OPMHUPYETCS METULMHCKUM PAOOTHUKOM, CBEIEHUS O KOTOPOM BHECEHB! B
benepanbHBIE  PETUCTP MEAMIMHCKUAX pPaOOTHUKOB <2>, a TaKKe TMPH YCIOBUU PETUCTPALUH
MEIULMHCKOW OpraHu3aluy, B KOTOpoil odopmisiercs peuent, B GenepaabHOM peecTpe METULMHCKHX
opranmsanuii <3> eauMHON rocyAapCTBEHHOW MHPOPMAIIMOHHON CHUCTEMBI B cepe 3ApaBOOXPAHEHUS U
MOJIKJIIOYEHUS! TaKOM METUIIMHCKOM OpraHu3aldyd K TOCyIapCTBEHHOM HMH(OpMAIMOHHON cHCTEME B
cdepe 3apaBooxpaHeHus cyorekta Poccuiickoit @eneparun <4>.

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

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

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

13. Tlo TpebGoBaHMIO MAlMEHTAa WM €r0 3aKOHHOTO MPEACTAaBUTENS O(OPMISETCS JK3EMIUIIP
perienita B ¢GOpMe DIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM Hocutele ¢ oTMmeTkod "J[yOmukar
3JEKTPOHHOTO IOKyMEHTa".
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