MWHUCTEPCTBO 30PABOOXPAHEHUA POCCUNCKOU ®EQEPALIUU

NMPUKA3
oT 24 Hosa6psa 2021 r. N 1094H

Ob YTBEPXAEHWUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB, ®OPM PELIEMTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHbIE NPEMNAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHYETA U XPAHEHUA, ®POPM BJIAHKOB
PELENTOB, COAEPXALUNX HASBHAYEHUE HAPKOTUYECKUX CPEACTB
UITN NCUXOTPOINHbIX BELWWECTB, MOPAOKA UX U3ITOTOBJIEHUA,
PACNPEOENEHUA, PETUCTPALUN, YHETA U XPAHEHWA,
A TAKXE NMPABUJT OPOPMJIEHUA BJTIAHKOB PELIEINTOB,
B TOM YUACIE B POPME JJIEKTPOHHbIX AOKYMEHTOB

B cooTtBercTBUM ¢ myHkTOM 16 yacTtu 2 crathu 14 denepanbHoro 3akoHa ot 21 HosOps 2011 r. N
323-®3 "OO ocHOBax OXpaHBl 3I0pOBbs TpaxmaH B Poccuiickoit ®enepanuu" (CoOpanue
3akoHomarenbcTBa Poccuiickoit deneparuu, 2011, N 48, cr. 6724; 2017, N 31, cr. 4791), nynkTom 2
cratbu 26 ®epnepanbHoro 3akoHa ot 8 suBaps 1998 r. N 3-®3 "O HapKOTHYECKHX CpEACTBAX U
ncuxoTponHbix BemiecTBax" (Cobpanue 3akoHonaTenbeTBa Poccuiickoit @enepanun, 1998, N 2, ct. 219;
2017, N 31, ct. 4791), nonmyakramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 [Tonoxxenuss 0 MuHHCTEPCTBE
3npaBooxpaneHusi Poccuiickoit @enepaunuu, yTBEp)KIECHHOro TmocTaHoBieHueM [IpaBuTenbcTBa
Poccuiickoit ®deneparuun ot 19 umtons 2012 r. N 608 (Cobpanue 3akoHoparenbcTBa Poccuiickoi
®denepanun, 2012, N 26, cr. 3526; 2015, N 23, ct. 3333; 2017, N 52, ct. 8131; 2021, N 43, ct. 7258),
MIPUKA3bIBAIO:

1. YTBepauTh:
[Topsiiok Ha3HAYEHUs JIEKAPCTBEHHBIX MPENapaToB COMIACHO MpHiIoxeHuto N 1;
(dbopMBI perlenTypHBIX OJTaHKOB Ha JIEKapCTBEHHBIE MPenapaThl COTIACHO MpuiiokeHuto N 2;

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

(dbopMbI OJTaHKOB PELICTITOB, COACPIKANIUX HA3HAUYEHUE HAPKOTUUECKUX CPEJICTB UM MCUXOTPOITHBIX
BEILIECTB, COTJIACHO NMpHIoKeHUIO N 4;

HOpHI[OK H3TOTOBJICHUA, paCIIPCACIICHUA, PETUCTPpAlNHA, YUCTA U XpaHCHUA PCUCIITOB, COACPKAIIUX
Ha3HA4YCHUEC HAPKOTHYCCKUX CPCACTB WJIN IICUXOTPOITHBIX BCHICCTB COTIACHO MPHUIIOKCHUIO N 5;

[IpaBuna odopmieHHS pelenToB, CoOAEPKAIMMX HA3HAUYCHWE HAPKOTHYECKUX CPEACTB HIIH
MICUXOTPOIHBIX BEMIECTB, B TOM YHCIIE B (hOpMe IIIEKTPOHHBIX JOKYMEHTOB COTJIACHO MPUIOKEeHHIO N 6.

2. Ilpr3HaTh yTpaTUBIINMH CHITY:

npuka3 MunmucrepcTBa 3apaBooxpanenus Poccuiickoit @enepannu ot 1 aBrycra 2012 r. N 541 "O0
YTBEPKACHUH (OpMBbI OJAaHKOB PELENTOB, COAEpXkAIIWX Ha3HAYEHHE HApPKOTHUYECKUX CpPEICTB WU
IICUXOTPOITHBIX BEIIECTB, NOPSAIKA UX U3TOTOBIEHUS, PACIPEEIICHNUS, PETUCTPALIMH, YUE€Ta U XpaHEHUS, A
Takke npasui odopmieHus" (3apeructpupoBad MunucrepctsoM roctuiu Poccuiickoit @eaepanuu 15
aBrycrta 2012 r., peructpaunonssiii N 25190);

npuka3 MunucrtepcTBa 3apaBooxpanenust Poccuiickoin @enepanun ot 30 urong 2015 r. N 3851 "O
BHECEHUU M3MEHEHUN B puka3 MuHucrtepceTBa 31paBooxpanenus Poccuiickoit @enepauuu ot 1 aBrycra
2012 r. N 54n1 "OG6 yrBepxaeHuu PopMbI OITAaHKOB PEIICTITOB, COJASPIKAIMINX Ha3HAYCHUE HAPKOTUUECKHUX
CPEICTB MJIM IICUXOTPOIHBIX BEUIECTB, NOPSAIKA UX U3TOTOBJIECHUS, PACIIPENEICHMS], PETUCTPALIUHU, YUeTa
W XpaHEeHHs, a TakKe MmpaBui odopmiieHus" (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHIIMM Poccuiickoi
@eneparuu 27 Hoa0ps 2015 r., peructpanronHsiii N 39868);



npuka3 MunucrepcerBa 3npaBooxpanenust Poccuiickoit @enepanuun ot 21 anpenst 2016 r. N 254n
"O BHeceHMM HM3MEHEHUW B TNpuKa3 MuHuctepcTBa 3apaBooxpaneHusi Poccuiickoit @enepanuu ot 20
nexabpst 2012 r. N 11751 "OO6 yTBep>KACHUU TOpPsIKA HA3HAYCHUS W BBINUCBIBAHUS JIEKAPCTBEHHBIX
IpernapaToB, a Takxke (OpM pelenTypHbIX OJAHKOB Ha JIEKApCTBEHHBIE IIperaparbl, MOpsIKa
oopmieHus ykazaHHBIX OJaHKOB, UX y4eTa U XpaHeHus" u npuioxenue N 2 K nmpukazy MuHUCTEpCTBa
3npaBooxpanenus Poccuiickoii @enepanuu ot 1 aBrycta 2012 r. N 54n "OO yrBepxkaeHuu (Hopmbl
OJTAaHKOB PEIIETITOB, COJAEPKAIIMX HA3HAYCHHE HAPKOTHUYECKUX CPEJCTB WM MCHUXOTPOIHBIX BEIIECTB,
MOpSAKA WX H3TOTOBICHUS, PACHpPENCNICHUs, PETUCTpAllMu, Y4eTa U XpaHeHHs, a TaKxkKe IpaBuil
odopmitenus" (3apeructpupoBad MunHHCTEpCTBOM FocTuinu Poccuiickoit ®eneparnuu 18 urons 2016 1.,
peructpanroHHbiii N 42887);

MYHKT 4 U3MEHEHUH, KOTOPbIE BHOCSTCSI B HEKOTOPBIE MpHUKa3bl MUHHUCTEPCTBA 3[PABOOXPAHCHUS U
conuanbHoro passutusi Poccuiickoir ®Denepannu u MuHHCTEpCTBa 3ApaBooxpaHeHus Poccuiickoi
@denepanuu MO BOIPOCaM OOpallleHHs] JIEKAPCTBEHHBIX MpENnapaToB, COACPKALIUX HAPKOTHYECKUE
CpeICTBa, MCHXOTPOMHbIE BEHIECTBA M HMX MPEKYypCOpbl, M JIEKAPCTBEHHBIX CPEICTB, MOAJEKAIIUX
MPEAMETHO-KOJIMYECTBEHHOMY YYETYy, VYTBEP)KIECHHBIX MpUKa3oM MUHUCTEpPCTBA 3paBOOXpaHEHUs
Poccutickoit ®enepanuu ot 31 okTsa6pst 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTHIIUU
Poccutickoit ®eneparuu 9 susapst 2018 r., peructpaunonnbiii N 49561);

npuka3 MuHucTepcTBa 3apaBooxpanenust Poccuiickoit @enepamnuu ot 11 nexadps 2019 r. N 1021H
"O BHeceHuMM u3MEHEHUH B mnpwioxkeHus N 2 u 4 k npukasy MuHUCTEpCTBa 3/1paBOOXpaHEHUS
Poccuiickoit @eneparun ot 1 aBrycra 2012 r. N 54un "OO6 yrBepxkaeHun (HopMmbl OJaHKOB pPELENTOB,
COJIepKallluX Ha3HAU€HHWE HAPKOTHMYECKUX CPEACTB WJIM IICUXOTPONHBIX BELIECTB, MOPSAKA HUX
W3TOTOBJICHUS, pacHpe/eieHus, PEruCTpally, yuyeTa W XpaHEHHUs, a Takke mpaBuil odopmieHus"
(3apeructpupoBan  MunuctepctBoM toctuniuu  Poccmiickoit  ®enepanuu 28  suBaps 2020 1.,
peructpanroHHbIi N 57293);

npuka3 MunucrepcrBa 31paBooxpanenust Poccuiickoit ®enepaunu ot 8 oktsa6ps 2020 r. N 1076u
"O BHeceHun u3MeHeHMM B Ilopsnok perucrpainuu, ydyeta M XpaHEHUs CIELMAIBHBIX PELENTYpPHBIX
OJJaHKOB Ha HApPKOTHYECKHE CpEACTBA WJIM IICUXOTPOIHBIE BEIIECTBA, YTBEPKICHHBIH IPUKA30M
MunucrepctBa 3apaBooxpaHeHus Poccuiickoir @enepaumu ot 1 asrycra 2012 r. N 54"
(3apeructpupoBan  MuHuctepctBoM octuiuu  Poccuiickoit ®enepanuu 13 wosiOps 2020 .,
peructpanoHHbiit N 60898);

npuka3 MuHucrepcerBa 3apaBooxpanenus Poccuiickoit @enepaunu ot 14 suBaps 2019 r. N 41 "O0
YTBEP)KICHUM TOps/IKa Ha3HAueHHs JIEKapCTBEHHBIX IpenapaToB, (OpM peLenTypHbIX OJaHKOB Ha
JIEKapCTBEHHbIE Ipenaparhbl, MOpAAKa OQOPMIICHMS YKa3aHHBIX OJIaHKOB, MX y4yeTa WU XpaHeHus"
(3apeructpupoBan MunucrtepctBom roctuuuu  Poccmiickoir  @enepanuu 26 wmapra 2019 1.,
peructpauroHHbId N 54173);

npuka3 MunuctepcTsa 31paBooxpanenus Poccuiickoit @eneparuu ot 11 nekadps 2019 r. N 10221
"O BHeceHMM W3MEHEHWH B INpuka3 MuHHCcTepcTBa 3ApaBooxpaHeHus Poccuiickonn ®Penepanuu ot 14
sauBapst 2019 r. N 4u "OO yTBep)KIeHMM MOpsAKa Ha3HAYEHHUs JIEKApCTBEHHBIX Mpenapartos, (opm
pelenTypHbIX OJJAHKOB Ha JIEKaPCTBEHHBIE IperapaThl, Mopsika oGopMIIeHHsT YKa3aHHBIX OJIAaHKOB, UX
ydeTta M XpaHeHHsa" (3aperucTpupoBaH MuHuctepcTBoM toctuiun Poccuiickoit deneparnuu 28 sHBaps
2020 r., peructpaunoHHbii N 57292);

npuka3 MuHucTepcTBa 3/1paBooxpanenust Poccuiickoit @enepanuu ot 8 okts10ps 2020 r. N 10751
"O BHECEHMHU U3MEHEHUH B NIOPAJIOK Ha3HAYECHMS JICKAPCTBEHHBIX MIPENAPaTOB, YTBEPKACHHBINA TPUKA30M
MunucrepctBa 3apaBooxpaHeHus Poccuiickont ®enepaunn ot 14 guBaps 2019 r. N 4"
(3apeructpupoBan MwuHHUCTEPCTBOM OcTHIMK Poccuiickoit ®enmepanumn 22 gexadps 2020 1.,
peructpanroHHbiit N 61695);

nyHKT 3.8 MHCTpyKIuu O HOpsAKE BBINMCHIBAHUS JIEKAPCTBEHHBIX IPEMapaToB U OQOPMIICHUS
penenToB M TpeOOBaHMN-HAKIAIHBIX, YTBEPKICHHON NpHKa3oM MMHHUCTEPCTBA 3ApPaBOOXPAHEHUS U
comuaibHOTO pa3Butus Poccuiickoit @enepanmu ot 12 depans 2007 r. N 110 "O nopsinke Ha3HAYCHUS
)41 BBITIMChIBaAHU A JICKAPCTBCHHLBIX npemnaparos, 1/13;[@11/1171 MECOUIITUMHCKOT' O Ha3zHaA4YCHUA n



CTELUANM3UPOBAHHBIX TPOIYKTOB JiedeOHOro muTaHus" (3aperucTpupoBaH MHHHUCTEPCTBOM OCTHUIIMH
Poccutickoit ®eneparuu 27 anpens 2007 r., peructparinoHHbiid N 9364);

npuka3 MHUHHCTEPCTBA 34paBOOXPaHEHMsI U colMaIbHOro pa3Butus Poccuiickoit denepaunu ot 17
Masg 2012 1. N 562n "OO6 yrBepxkaeHuu [lopsaka oTmycka (GU3HYECKHUM JIUIAM JICKApCTBEHHBIX
[IpenapaToB JUisi MEAULUHCKOTO MPUMEHEHHS, COACPKALIMX KPOME MaJIbIX KOJIMYECTB HAPKOTUYECKUX
CPEICTB, ICUXOTPOMHBIX BEUIECTB U UX MPEKYPCOPOB JApyrue GpapMakoIOrHueckre akTUBHbIE BemecTa”
(3apeructpupoBan  MunucrepctBom toctuuuu  Poccuiickoit  ®eneparuu 1 wurons 2012 r,
peructpanroHHbii N 24438);

IYHKT 2 U3MEHEHUH, KOTOPbIE BHOCSTCS B HEKOTOPbIE TPUKa3bl MUHHUCTEPCTBA 3ApaBOOXPAHEHUS U
couuaigbHoro pasutus Poccuiickoit ®enepauuu, YTBEpKACHHBIX MpUKa3oM MUHHUCTEpCTBA
3npaBooxpaHeHuss Poccuiickoit ®enepanuun or 10 wumrons 2013 r. N 3691 (3apeructpupoBaH
MunucrtepctBoM roctunimu Poccuiickoit @eneparuu 15 urons 2013 1., peructpanmonusiii N 29064);

npuka3 MunucrepcTBa 3apaBooxpanenust Poccuiickoit ®enepanuu ot 21 aBrycta 2014 r. N 4651
"O BHECEHMM H3MEHEHHMH B MOPAAOK OTHYCKa (M3UYECKUM JIUIAM JIEKAPCTBEHHBIX IPENaparoB JJis
MEAUIMHCKOTO TPUMEHEHMSI, COJAEPKALIUX KPOME MallbIX KOJIMYECTB HApPKOTUYECKUX CPENCTB,
IICUXOTPOIIHBIX BEUIECTB M HX MPEKypcopoB JApyrue (apMakoJIOrHYecKue aKTHBHBIE BELIECTBa,
YTBEPKICHHBIA IPUKAa30M MMHHCTEPCTBA 3APAaBOOXPAHEHMS M COLMAIBHOrO pasButus Poccuiickon
Oenepanun ot 17 mas 2012 r. N 562H" (3apeructpupoBaH MUHUCTEPCTBOM IOCTHIMU Poccuiickoi
®Oenepaunu 10 centsiopsa 2014 r., peructpaunonnsiii N 34024);

NYHKT | U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPbIE IPHKa3bl MUHUCTEPCTBA 3APABOOXPAHECHUS U
conranbHOro paszsutus Poccuiickorn @Pexepaumu u MuHucrepcTBa 31apaBooxpaHeHus Pocculickon
®denepaunn, yTBepKACHHBIX NpUKa3oM MuHucrepcTBa 31paBooxpanenus Poccuiickoit ®enepanuu ot 10
ceHtsi0pst 2015 r. N 634n (3aperucrpupoBan MunuctepctBoMm toctuin Poccuiickoit ®@enepanuu 30
ceHTsa6ps 2015 r., perucrpannonnbiii N 39063);

IYHKT 3 U3MEHEHUH, KOTOPbIE BHOCSTCS B HEKOTOPbIE TPHKa3bl MUHHUCTEPCTBA 3ApaBOOXPAHEHUS U
couranbHoro passutus Poccuitickonn ®Pexepaunu u MuHHcTepcTBa 3apaBoOXpaHeHus Poccuiickon
@enepan 1Mo BoOMpocaM oOOpallleHUsl JIEKapCTBEHHBIX IPENapaToB, COJEP)KALIMX HApPKOTUYECKUE
CPEICTBa, IICUXOTPOIIHBIE BEIIECTBA M HUX IPEKYpPCOPOB, M JIEKAPCTBEHHBIX CPEACTB, MOJIEKAIINX
MIPEIMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEP)KIEHHBIX INpHKa3oM MUHHUCTEPCTBA 3ApPaBOOXPAHEHUS
Poccuiickoit @enepanun ot 31 okTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM FOCTULIUU
Poccuiickoit ®eneparuu 9 suBapst 2018 r., peructpanuonubiii N 49561).

3. Peuentypubsie Omanku ¢opmbel N 107/y-HII, m3roroBneHHble OO AHA BCTYIUIEHUS B CHITY
HACTOSAIEr0 NprKa3a, MOT'yT ObITh HCII0Ib30BaHb! 10 1 Mapta 2023 roaa.

4. Hacrosiuunii mpuka3 BcTymnaer B cuily ¢ 1 mapra 2022 r. u aeiictsyert 1o 1 mapra 2028 r.

Munuctp
M.AMYPAIIKO



ITpunoxxenne N 1

K IIpUKa3y MUHHCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit ®enepanun

ot 24 Hos16ps 2021 r. N 1094n

norPAAOK HASHAYEHUA NEKAPCTBEHHbIX MPEMNAPATOB
. O6wme nonoxeHusa

1. Ha3naueHue JIeKapCTBEHHBIX MpeENaparoB IJs MEIUIMHCKOTO MpUMEeHeHus (Janee -
JICKapCTBEHHBIE TpenapaThl) OCYIIECTBISETCS JICHallUM BpadyoM, (esbIImepoM, aKylIIepKkoil B cirydae
BO3JIOKEHUSI HA HHUX IIOJHOMOYMM Jiedamlero Bpaya, MPU OKa3aHUU MEIULMHCKONM TOMOIIU B
MEIUIMHCKUX  OpraHu3anusx <>, B TMOpsJAKe, YCTAaHOBJICHHOM IMpUKa3oM MuUHHCTEpPCTBA
3IpaBOOXPAaHCHUS U CcOIManbHOTO pa3Butus Poccuiickoit deneparuu ot 23 mapra 2012 r. N 2521 "O6
yrBepxkacHu [lopsinka BO37OXkeHUS Ha Qenpamepa, aKymepKy pYKOBOAHUTEIEM MEIUIIMHCKOM
OpraHM3ali TMpU OpPraHU3alUM OKa3aHUS MEPBUYHON MEIMKO-CAHUTAapHONH TIOMOIIM M CKOpOM
MEJIUIIMHCKOM TIOMOIIM OTACIbHBIX (DYHKIMI Jedalero Bpada MO HEMOCPEICTBEHHOMY OKa3aHHUIO
MEIUIIMHCKOW TOMOIIM MAlMeHTy B Mepuoj HaOMIOJEHHUS 32 HUM M €ro JICYeHUs, B TOM 4YHCIe IO
Ha3HAYCHHUIO W TPUMEHEHHUIO JIEKApPCTBEHHBIX IPENapaTroB, BKIIOYAs HAPKOTUYECKHUE JIEKAPCTBEHHBIC

mpenapatel M I[ICUXOTPOINHBIE  JICKAPCTBEHHbIC  mpemapatel”  <2>,  HHIUBUAYaJbHBIMHU
MPEAIPUHUMATEIISIMA, OCYIISCTBIISIOIIMMA MEIHUIIMHCKYIO JCSITeIbHOCTh (J1ajnee - MEIUIIMHCKHE
pabOTHHKWN).

<1> Ilynkt 11 crarbu 2 @enepanpHoro 3akoHa oT 21 Hos6ps 2011 r. N 323-®3 "O6 ocHoBax
oxpaHbl 3710poBbs TpaxjaaH B Poccuiickoii ®enepanun" (CoOpanue 3akoHonaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724, 2019, N 52, c1. 7796) (nanee - deaepanbhpliii 3akoH N 323-D3).

<2> 3apeructpupoBan MunuctepctBoM toctuniun Poccuiickort ®enepanuu 28 ampens 2012 r.,
peructpauroHHelid N 23971 ¢ u3MeHEHUsIMHU, BHECEHHBIMU NPUKa30M MUHHUCTEPCTBA 3paBOOXPAHEHHUS
Poccuiickoit ®enepaunu ot 31 oxtabpsa 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHIIMU
Poccuiickoit @enepanuu 9 suBaps 2018 r., perucrpanuonssiii N 49561).

MenunuHckuii  pabOTHUK, O(GOPMMBIIMI pelenT ¢ HapyLIeHHEM HACTOSILIEro MopsAaKa, WIH
PYKOBOIMTENb  MEIWLMHCKOM OpraHu3aluu  O0ECIeYMBaIOT CBOEBPEMEHHOE mepeodopMiIeHHE
TpeGyeMoro Jisl allkeHTa peLenTa.

2. CeneHusi O Ha3HAYEHHOM JICKAPCTBEHHOM IIpemnapare (HauMEHOBAaHUE JIEKApPCTBEHHOTO
mpermapara, JI03UPOBKa, CIOCOO BBEACHMS M MPUMEHEHUsS, PEKUM JI03UPOBAHUS, MPOJOIKUTEILHOCTD
JedeHus 1 000CHOBaHWE Ha3HAYEHUS JICKAPCTBEHHOTO TMpenapara) BHOCSITCS MEIUIIMHCKAM PaOOTHUKOM
B MEJIMIIMHCKYIO JOKYMEHTAIMIO MMAIUEHTA.

B cnywasx, ykazaHHelx B myHkTax 8 - 11 Hacrosmero Ilopsiaka, MemUIMHCKUANA paOOTHHK,
HA3HAYUBIIHNKA JICKAPCTBEHHBIN Mpemnapat, oGopMisSeT Ha3HaueHUE JIEKAPCTBEHHBIX IMPEMapaToB, B TOM
qHCIie TOJICKANTUX H3TOTOBIICHHUIO M OTIYCKY alTEYHBIMU OpPTaHHW3AIUSAMH (J1ajee - JIGKapCTBEHHBIC
npemnapaTsl MHAWBHUYaTbHOTO W3TOTOBJICHHS), HA PELENTypHOM OlaHke, 0o(hopMIEHHOM Ha OyMa)KHOM
HOCHTEJIE 3a CBOCH MOAMKUCKHIO (Jajiee - perent Ha OyMaKHOM HOCHTENE), ¥ (WIH) C COTJIacus MalieHTa
WM €T0 3aKOHHOTO TPEICTaBUTENs <3> Ha pelenTypHoM OyiaHke B popMe dIEKTPOHHOTO JOKYMEHTA C
MCIIOJIb30BAaHNEM YCHJICHHON KBaJM(HUIIMPOBAHHON JJICKTPOHHOW TMOINMMCH MEIHUIIMHCKOTO pa0OTHUKA
(manee - peuent B GopMe IEKTPOHHOTO JOKYMEHTA).

<3> Ilyukr 2 crarbu 20 ®enepanpHoro 3akoHa N 323-O@3 (CobOpaHue 3aKOHOIATEIHCTBA
Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, cT1. 5159).



Peuienit B hopMe 2IIEKTPOHHOTO JOKYMEHTA, COIep KA Ha3HAYCHHE HAPKOTUYECKUX CPECTB HITU
TICUXOTPOIHBIX BEIIECTB, IMOJIMUCHIBACTCS C HCIOIB30BAHUEM YCHJICHHOW KBaJTU(DUIIMPOBAHHON
AJIEKTPOHHOH TMOAIKUCH JIeHallero Bpaya Win ¢enpiepa, akymepki, Ha KOTOPbIX BO3JIOKEHBI (PYHKITUH
JIeHalero Bpaya, 1 COOTBETCTBYIOIIEH MEIUIIMHCKOW OpraHu3anuu <4>.

<4> [lynkt 1 ctatbu 26 denepanbHoro 3akoHa OT 8 sHBapsa 1998 r. N 3-®3 "O HapKOTHYECKUX
cpenctBax U ncuxorponHbix BemjecTBax" (Cobpanue 3akonoaarenbctBa Poccuiickoit deneparuu, 1998,
N 2, cr. 219, 2017, N 31, ct. 4791) (nanee - ®enepanbubiii 3akoH N 3-D3).

Odopmiienne penentos B (hopMe 3JIEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISETCS B Clydae HMPUHATUS
YIIOJTHOMOYEHHBIM OPTaHOM HCIIOJIHHUTENBHOH BlacTh cyobekTa Poccuiickoii @enepanu B COOTBETCTBUU
¢ myHktoM 4 crateu 6 DenepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obOpamenun
JIEKapCTBEHHBIX cpelcTB" <5> pemieHHs 00 HCIOJIB30BaHUHM HAa TeppUTOpuUn cyObekTta Poccuiickoit
@enepanuu Hapsily € pelentaMu Ha JIEKapCTBEHHbIE IIpenaparbl, OQOPMICHHBIMH Ha OyMa)KHOM
HOCHUTEIIe, PEIEeNTOB Ha JICKApCTBEHHBIE Ipernaparbl, CPOPMHUPOBAHHBIX B (OpME 3IEKTPOHHBIX
JOKYMEHTOB.

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

3. Ilpum BbImMCKE NalMEHTa W3 MEIULUHCKON OpraHu3aliy, B KOTOpPOHM €My OKa3blBajach
MEIMLMHCKasl TOMOIIb B CTALMOHAPHBIX YCIOBMSX, NPU HEOOXOAMMOCTH NPOJOJDKEHUS IpHeMa
JIEKapCTBEHHOI'O IpernapaTa B aMOyJIaTOPHBIX YCIOBUSAX JAHHOMY IMALUEHTY 10 PEIICHUI0 PYKOBOIUTEIS
MEIMLMHCKONW OpraHu3alMy Ha3HayaroTcs ¢ oopMIIEHHEM peLenTa B (GopMe 3JIEKTPOHHOIO JTOKYMEHTa
n (wm) Ha OyMaXHOM HOcHUTeNle (3a HCKIIOYeHHEeM OQOpPMIIEHMSI PELENTOB Ha JIEKapCTBEHHBIE
npernaparsl, MOJIeKAIIMe OTIYCKY OECIUIaTHO WM CO CKHUIKOM) JnOO BhIIAOTCS (HMAlMEHTY WIH €ro
3aKOHHOMY TMIPEJICTABUTENI0) OJHOBPEMEHHO C BBIIMCKOM M3 HMCTOPUM OOJIE3HU JIEKapCTBEHHBIE
IIpenapaTsl, B TOM YHCJIE€ HAapKOTHMYECKHE U IICUXOTPOIHBIE JIEKAPCTBEHHBIE IIPENaparhl, BHECEHHBIE B
cnucku II m Il mepedHss HapKOTMYECKUX CpEACTB, MCUXOTPOMHBIX BEIIECTB M HUX HPEKYPCOPOB,
nouiexKamux KoHTpoiiro B Poccuiickon denepanuu, yreepxkacHHoro IIpasurensctBoM Poccuiickoi
Odenepanun <6> (nanee - [lepeuens), CUILHOACHCTBYIOININE JIEKAPCTBEHHBIC TIPETIApaThl, HA CPOK MpHUEMa
MalEHTOM JI0 5 THEM.

<6> Ilynkr 2 cratbu 2 ®enepanbHoro 3akoHa N 3-03 (Cobpanue 3akoHoaarenbcTBa Poccuiickoit
@enepanun, 1998, N 2, cr. 219; 2016, N 27, cT. 4238).

4. HasHaueHue JIEKapCTBEHHBIX IMPEMAPATOB NPH OKA3aHUM MEAMIMHCKOM TMOMOLIM B
CTAllMOHAPHBIX  YCJOBUSAX MOXXET OCYLIECTBIATHCS  IOCPEICTBOM  TpeOOBaHUI  MEIUIIMHCKOM
OpraHu3alvi¥,  HalpaBIsIEMbIX B  alTE€YHblE  OpPraHW3alu,  SBILIOIIMECS  CTPYKTYPHBIMHU
MOAPAa3ACIICHUMU MEAULIMHCKON OpraHu3anuu. <7>

<7> Ilynkt 54 cratbu 4 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpaiennn
nexapcTBeHHbIX cpeacTB" (CoOpanue 3akoHonaTenbeTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2019, N 31, ct. 4456) (nanee - ®enepanbHblii 3akoH N 61-D3).

5. Ha3naueHue JEKapCTBEHHBIX NPENApaTOB OCYIIECTBISIETCS MEAMLIMHCKAM DPAOOTHUKOM I10
MEXIYHAPOAHOMY HENATEHTOBAHHOMY HaMEHOBAHMIO, 4 IIPU €r0 OTCYTCTBUU - TPYNIIMPOBOYHOMY HIIH
XMMHUYECKOMY HAaMMEHOBaHUIO. B ciydyae OTCyTCTBHS  MEKIYHAapOJHOTO  HEMATEHTOBAHHOIO
HaVMEHOBAHMS W TPYNIIMPOBOYHOIO WM XUMHYECKOIO HAMMEHOBAHUs JIEKQPCTBEHHOrO Ipernapara



JIeKapCTBEHHBIHM IpenapaT Ha3HAvYaeTCsd MEIUIIMHCKUM paOOTHUKOM MO TOProBOMY HauMeHOBaHHIO. [Ipu
HINYUHM MEAMLMHCKUX MOKa3aHUM (MHAMBUAYaJIbHAs HEMEPEHOCHUMOCTb, IO KU3HEHHBIM IOKA3aHUSAM)
[0 pEIIeHUI0 BpadyeOHOW KOMHUCCHM MEIAMIMHCKOW OpraHM3aluu <8> OCYyLIECTBISETCS Ha3HAYCHHUE U
oopMmieHne Ha3HAUY€HUs JIEKAPCTBEHHBIX IIPENapaToB, HE BXOAALIMX B CTaHIAPThl MEIUIMHCKOM
MTOMOIIH, Pa3pabOTaHHBIE B COOTBETCTBHH C MyHKTOM 14 crarbu 37 denepanpHoro 3akona N 323-D3
<9>, UM He NMpelyCMOTPEHHBIX COOTBETCTBYIOIEH KIMHUYECKON peKOMEeHJaluel, 1100 1o TOProBbIM
HAaMEHOBaHMUAM. PemieHne BpaueOHON KOMHCCHMM MEAWLUMHCKOW OpraHu3anuu (QUKCHpYeTCsl B
MEIULMHCKON JOKYMEHTAIMH NAllMeHTa U B )KypHasle BpaueOHOM KOMHCCUU.

<8> [Ipuka3z MuHHCTEepPCTBA 3IpaBOOXPAHCHUS M COIMATBLHOTO pa3BuTHs Poccuiickoii deneparun
ot 5 mas 2012 r. N 5021 "OO0 yTBep:kKIeHHH MOPSAKA CO3AAHUS U JIEATEILHOCTH BpaueOHONH KOMHUCCHH
MEIUIIMHCKOW opraHu3anuu’ (3apeructpupoBan MuHUCTEPCTBOM rOcTHIMU Poccuiickoit deneparuu 9
utoHs 2012 r., perucrpauuonssiii N 24516) ¢ u3sMeHEHUsIMH, BHECEHHBIMU IPUKa30oM MuHHCTEPCTBA
3npaBooxpaHenuss Poccuiickoit ®enepanuu ot 2 gekabps 2013 1. N 886H (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit @enepanuu 23 nexadpst 2013 r., peructpanuonnsiii N 30714).

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

Ecnu npu oxazaHuM NalMeHTY MEAWLUHCKOW TIOMOIIM B MEIUIMHCKOM OpraHu3aluu B
CTallMOHAPHBIX YCJIOBUSAX [0 PEUICHHIO BpaueOHOW KOMHCCHUHM OCYIIECTBISIOTCS Ha3HAau€HUE U
IIPUMEHEHHE JIEKapCTBEHHOTO IpernapaTa ¢ KOHKPETHBIM TOPrOBBIM HAaUMEHOBaHHMEM, TO IIPU OKA3aHUU
JAHHOMY TMalMEHTy MEIUIMHCKOM IMOMOIIM B MHOW MEAUIMHCKOW OpraHu3alyy B CTAallMOHAPHBIX
YCIOBHAX, a TaKKe B aMOYJIaTOPHBIX YCJIOBHUSX OCYIIECTBIISIETCS HA3HAUEHUE €My JIEKApCTBEHHOTO
Ipernapara ¢ TeM K€ TOProBbIM HaUMEHOBaHUEM <10>.

<10> ITynkt 2 mocranosienus [IpaBurenscTBa Poccmiickoit deneparmu ot 30.06.2020 N 965 "O
BHeCeHMU nm3MeHeHMi B [IpaBmiia (hopMupoBaHMs MEepeyHs JEKapCTBEHHBIX CPEJICTB, 3aKyNKa KOTOPBIX
OCYHICCTBIIACTCA B COOTBECTCTBHU C UX TOPTOBBIMU HAMMCHOBAHUAMMU, U O IPUMCHCHHUU JICKAPCTBCHHBIX

MpernapaToB ¢ KOHKPETHBIMU TOProBeiMU HauMeHoBaHusMu" (CoOpaHue 3akoHomaTenbcTBa Poccuiickoii
Oenepanun, 2020, N 28, ct1. 4422).

6. HazHaueHue JIeKapCTBEHHOIO Ipenapara B pelente Ha OyMa)XHOM HOCUTENE WIM peLenTe B
dopmMe HIEKTPOHHOIO JOKyMEeHTa Oo(opMIsieTcss Ha MMs TMalMeHTa, JUIsi KOTOPOro IpeaHa3HaueH
JIEKApCTBEHHBIN ITpernapar.

Penennt Ha OymakHOM HocuTelse, opopMieHHbIH Ha penentypHoM Onanke ¢opm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBEpKICHHBIX HACTOSIIUM TPUKA30M, MOKET OBITh MOTydeH
MAIMEHTOM, €r0 3aKOHHBIM IMPEICTABUTENIEM WM JIMIIOM, UMEIOIIUM O(GOPMIICHHYIO B COOTBETCTBHUH C
rpaXJIaHCKUM 3aKOHOJaTeNnbcTBOM Poccuiickoit ®enepanuu AOBEPEHHOCTh OT MAalMEHTa Ha IPaBO
MOJTyYEeHHUs TAKOTO pelenTa (jajnee - yHoIHOMOYEHHOE JIUIIO).

[IpencraBieHne TOBEPEHHOCTH HE TpeOyeTcs B Cilydae MOJIY4YEHHs pelenTa Ha JIeKapCTBEHHBIN
mpemapar JUisi  MHKypaOelnbHOro OOJBHOTO Ha 3aBepIIAloIIeM JdTale ero IKU3HH JIUIIOM,
OCYIIECTBJISIONIUM yXO/ 32 TAKMM WHKYpaOeIbHBIM OOJBHBIM. B TakoM citydae METUIIMHCKUN paOOTHHK
BBIJIaET JIMILY, OCYIIECTBISIONIEMY YXOJ 32 WHKYpaOelbHBIM OOJBHBIM, JOKYMEHT, MOATBEPKIAFOIIHIA
WHKYpaOeJIbHOE COCTOSIHHE OOJIBHOTO, COJEpXAIlWii CBEICHHWs O JIMIe, KOTOopoe OyaeT moiydaTrh
JIEKapCTBEHHBIE Mpenaparthl Mo peuenty (haMuius, UuMs, oT4ecTBO (TIOCIEAHEe - MPU HAIWYUH), BU],
cepus U (WIM) HOMEpP JOKYMEHTA, yJOCTOBEPSIONIETO JIMYHOCTD), 3aBEPCHHBINA IOJINUCHI0 H IEYaThIO
JAHHOTO MEAUIIMHCKOTO PaOOTHHKA, a TAK)KE TIEUYaThI0 MEAUIIMHCKOM OpraHu3aIliu.

JIOKyMEHT, TOATBEP)KIAMOIINN HWHKYpaOEIbHOE COCTOSHHE OOJIBHOTO, OCTAaeTCsl B alTEeYHOM
OpraHu3aLuu.

Peuent B opme 31€KTpOHHOTO AOKYMEHTa (OPMUPYETCS C UCHOIB30BaHUEM TOCYIAapCTBEHHOMN



nHPOPMALIMOHHON cuUcTeMbl B cdepe 3apaBooxpaHeHusi cyowekra Poccuiickoii ®enepanuu,
MEIUIIMHCKOW MH(POPMAIIMOHHON CUCTEMbI METUIIMHCKOM opraHu3anun <1 1>,

<11> Crarpu 91 u 91.1 depepanpHoro 3akoHa N 323-®3 (CobOpanHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

daxkTt BblIa4YM pCLCIITa Ha HeKapCTBeHHLIfI npemnapar 3aKOHHOMY MNPCACTABUTCIIIO WA
YIOJIHOMOYCHHOMY JIMIY (bHKCpreTCH B MeI[I/II_II/IHCKOI‘/'I JAOKYMCHTAIUU IMallkeHTA.

7. MeaunuHCKUM PaOOTHHKAM 3arpemaeTcss oQopMIIsITh PelenThl MPU OTCYTCTBHH Yy IMallMEHTA
MEIULMHCKUX I[IOKAa3aHUM; HaA HE3aperuCTpUpPOBaHHBIE JIEKapCTBEHHbIE Ipenaparbl <I2>; Ha
JIEKapCTBEHHBIEC MpenapaThbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKLUHUEN MO MEAULUMUHCKOMY IPUMEHEHUIO
MpeAHa3HAYEHbI )11 IPUMEHEHHS TOJIBKO B MEIMLIMHCKUX OpraHU3alMsIX; HA HAPKOTUYECKUE CPEACTBA U
IICUXOTPONHBIE BELIECTBA, BHECEHHblE B cnucok Il IlepeuHs, 3aperucTpupoBaHHBIE B KayeCTBE
JIEKApCTBEHHBIX IIPENapaToB, B UESIX IPUMEHEHHUS 1715 JICUEHUS] HAPKOMAHUH.

<12> Pemenne CoBera EBpasuiickoil skoHOMHUYecKOM komuccuu oT 3 Hosa0ps 2016 r. N 78 "O
[IpaBwiax perucTpanuyl W SKCIEPTH3bI JICKAPCTBCHHBIX CPEJICTB JUISI METUIIMHCKOTO MpUMEHEHUs"
(odunuansHbii caiit EBpasuiickoro skoHomuueckoro coro3a http://www.eaeunion.org/, 21 nosi6ps 2016
r.). Crates 13 ®@enepanpHoro 3akona N 61-d3 (Cobpanue 3akoHomarenbcTBa Poccuiickoit denepanum,
2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

WHauBUyalbHBIM — NPEANPUHUMATENSAM, OCYLIECTBISIONIMM  MEIUIMHCKYIO  JEATEIbHOCTD,
JIOTIOJIHUTENBHO K TpeOOBaHMSIM, yKa3aHHbIM B a03alle MEpBOM HACTOSIIETO IyHKTA, 3alpeuiaercs
0o(opMIIATH perenThl Ha HAPKOTHUECKUE CPEICTBA U IICUXOTPOIHBIE BEIIECTBA, BHECEHHbIE B crUcKH I u
Il Tlepeuns (nmanee - HapKOTUYECKHE W TNCUXOTPOMHBIE JeKapcTBeHHble mpemnaparbl cruckoB II u 11
[Tepeuns).

8. Ilpyn Ha3HaueHMM HAPKOTHMYECKUX U ICUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB crucka Il
IlepeuHs, 3a HUCKIIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB B BUJAE TPAHCACPMAIBHBIX TEepParneBTUYECKUX
CHCTEM U JIEKapCTBEHHBIX TIPEnapaToB, COJAEPKAIIMX HAPKOTHYECKOE CpPEACTBO B COYETAHUH C
AQHTarOHUCTOM ONHMOUAHBIX PpELENTOpOB, peLUenTsl Ha OyMaXHOM HocuTesne O(OpMISIIOTCS Ha
peuentypaoM 6ianke Gopmsl N 107/y-HII.

9. Peuentypusblit 61ank popmel N 148-1/y-88 odopmisiercs npu Ha3HAUCHUH:

1) HapKOTMYECKHMX U MCUXOTPOIMHBIX JEKapCTBEHHbIX mnpenaparoB cnucka Il Ilepeunss B Buze
TPAaHCACPMAJIBHBIX TEPANIEBTUUYECKUX CHUCTEM, HAPKOTHYECKUX JIEKAPCTBEHHBIX IIpernaparoB crucka Il
[lepeuns, coaepx)ammx HAPKOTUYECKOE CPEACTBO B COYETAHWH C AHTAarOHMCTOM OINHMOMJIHBIX
PeLEenTOpOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTtos ciucka III [lepeuns;

2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPIKALIUX

a) KOJIEMH WJIM €ro COJHM (B IepecueTe Ha YHCTOE BEUIECTBO) B KoauuecTBe 0 20 MI' BKIIIOUUTEIHHO
(Ha 1 no3y TBepao# nekapcTBEHHOM (GopMbl) Wi B KonuyectBe A0 200 mr BriatountensHo (Ha 100 mu
win 100 1 KUAKOHM IeKapcTBEHHON (OPMBI IIs1 BHYTPEHHETO IPUMEHEHHUS );

0) nceBaodpenpruHa THAPOXIOPH]T B KOJIMUECTBE, TpeBbImaromieM 30 Mr, u 10 60 M BKIIFOUUTEITEHO
(na 1 no3y TBepaOil TeKapCTBEHHOH (GOPMBI);

B) niceBiodeIprHa THUIPOXIIOPUT B KOJMYECTBE, TpeBbimaromieM 30 mr, u 10 60 M BKIIFOUUTEIEHO
B COYETaHHH C ACKCTPOMETOpP(PaHOM THIpOOPOMHUIOM B KolmdecTBe, mpeBbimatomeM 10 mr, u 1o 30 mMr
BKJIIOUUTENHHO (Ha 1 103y TBEPIOH JIeKapCTBEHHON (hOPMBI);



r) AekcTpoMeTopdana rugpodpomus B koaudectse 10 200 mr BriarounTenbHo (Ha 100 mut wim 100 T
AKHJIKOH JIeKapCTBEHHOM (DOPMBI JUIsl BHYTPEHHETO IIPUMEHEHN);

1) 3¢enpuHa TUAPOXIOpU] B KonudecTse, mpesbimaroniem 100 mr, u 10 300 Mr BKITFOYUTENBHO (Ha
100 vt mim 100 T 5KUIKOM JIeKapCTBEHHON (hOPMBI JJIsi BHYTPEHHET0 MPUMEHEHHS ),

e) sbdenpuHa THAPOXJIOPHI B KoimuecTBe a0 S50 Mr BkIouuTenbHO (Ha | 103y TBepaoi
JIEKapCTBEHHOM (POpMBI);

) (QEHWINPONAaHOJaMUH B KOJHYECTBE JO0 75 Mr BKIIOYUTENbHO (Ha | 103y TBepaoii
nekapcTBeHHOU (popmbl) uimu 10 300 mr BrimrounteasbHo (Ha 100 M w100 r >kuaKo# JIeKapCTBEHHOM
(GOpMBI 7151 BHYTPSHHETO MIPUMEHCHHS ),

3) ¢eHOOApOUTAT B KOJMYECTBE A0 |5 MI' BKIIOYUTEIHHO B COYECTAHMHM C KOJCHMHOM (WJIM €ro
COJISIMM) HE3aBHCHUMO OT KomyecTBa (Ha 1 103y TBepaoil IekapCTBEHHOH (GOPMEI);

) ¢denobapburan B KommuecTBe A0 20 Mr BKJIIOYUTEIBHO B COYETaHHMM C ddeapuHom
TUIPOXJIOPHUIOM HE3aBUCUMO OT KoJmdecTBa (Ha 1 103y TBepAoi J1eKapCTBEHHON (OpMBI);

K) XJIOPAMA3ETOKCH]] B KOJIMYecTBe, npepbimaromem 10 mr, u 1o 20 Mr BritoynTensHO (Ha 1 103y
TBEPJI0i JIEKApCTBEHHOU (HOPMBI);

3) JnexkapCTBEHHBIX MpenapaToB HMHIWBUIYaJbHOTO H3TOTOBIEHUS, COAEPKAIIUX HAPKOTUYECKOE
CPEICTBO WM McuxoTponHoe BewecTBo cnucka Il [lepeuns, u npyrue dapmakonornueckue aKTUBHBIE
BEILIECTBA B [103€, HE MPEBBILIAIOLIEH BBICHIYIO pPa30BYI0 103y, U IMpPU YCIOBUU, YTO 3TOT
KOMOWHUPOBAHHBIN JIEKAPCTBEHHBIH IIperapar He SBISETCS HAPKOTUYECKUM WJIM TICHXOTPOITHBIM
JICKapCTBEHHBIM npenapatom crucka Il [lepeuns;

4) nexkapCTBEHHbIX IpENapaToB, BKJIIOYEHHBIX B IEPEYEHb JIEKAPCTBEHHBIX CPEICTB JUIf
MEIULUHCKOTO  NPUMEHEHUs, TMOJUIeKAIIMX  IPEeIMETHO-KOJMYECTBEHHOMY  ydeTy (naiee -
JIEeKapCTBEHHbIE MpenapaThl, BKIIOUeHHbIE B iepeueHb [IKY) <13>.

<13> TloamynkT 5.2.171(1) mynkTa 5 mocranosnenus [IpasurenscrBa Poccuiickoit deneparym ot
19.06.2012 N 608 "O6 yrBepxnaenuu I[lonoxxeHuss o MuHuUCTEpCTBE 3/paBooxpaHeHUs Poccuiickoit
Oenepanun" (nanee - Ilonmoxxkenne o MunucrepctBe) (Cobpanme 3akoHOAaTeNbcTBa Poccuiickoi
®enepanun, 2012, N 26, ct. 3526; 2013, N 16, cT. 1970).

10. Peuentyphslii 6iank ¢popmel N 148-1/y-04(;1) opopmiasiercss mpu Ha3HAUECHUM JIEKApCTBEHHBIX
MpernapaToB rpakIaHaM, UMEIOIINM MPaBo Ha OECIIaTHOE MOJyYeHHE JIGKAPCTBEHHBIX MPETapaToB HITH
MOJTyYEeHHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOH.

11. Penentypusriii 01ank ¢popmbl N 107-1/y opopmiisiercss npu Ha3HAYEHUH:
1) tekapcTBEHHBIX MPENapaToB, HE YKa3aHHBIX B MyHKTax 8, 9 Hacrosmero [lopsaka;
2) KOMOMHHPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB, COACPKAIIUX:

a) PproraMMHa THAPOTAPTPAT B KOJIMYECTBE 1O S5 MI BKIOYMTENbHO (Ha | mo3y TBepaoi
JIEKapCTBEHHON (OPMBI);

0) apenpuna rugpoxmopus B konudectse 10 100 mr BrmrountensHo (Ha 100 Mt wim 100 1 xuakoin
JIEKapCTBEHHOU (DOPMBI 1711 BHYTPEHHETO TPUMEHEHNS);

B) rceBnoddenpruHa THAPOXIOPUA B KOJIMYECTBE, HE mpeBbimatomeM 30 mr (Ha 1 mo3y TBepaoun
JIEKapCTBEHHOU (POpMBI);

r) mceBnoddeapuHa THIPOXJIOPHA B KOJIMYECTBE, HE MpeBbimamomeM 30 MI, B COYETaHHUU C



JIeKCTpoMeTOphaHOM THAPOOPOMHUIOM B KOIMUYECTBE, IpeBbiiaromieM 10 mr, u 70 30 MT BKIIOUYUTEIHHO
(Ha 1 mo3y TBEpIOil JIeKapCTBEHHOU (OPMBI);

) JAekctpomeropdaHa TUAPOOpPOMUA B KoimuecTBe, npeBbimamomem 10 mr, u mo 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEPIOH JIeKapCTBEHHOH (hOPMBI);

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

K) (enobGapOutan B KomumuecTBe a0 20 Mr BKIIOYHUTEIBHO B COYETAHMH C HPrOTAMHHOM
TUAPOTAPTPATOM HE3aBUCHMO OT KoJiruecTBa (Ha 1 103y TBep/oii JJeKapCTBEHHOH (OpMBI);

3) XJIOpAMA3ENoKCcH] B KoiaudecTBe 10 10 Mr BKIHOYMTENBHO (Ha 1 103y TBEpHOH JeKapCTBEHHOM
dhopmbI).

12. IIpu Ha3HAYEHUHU JIEKAPCTBEHHOI'O Mpenapara WHAMBUIYaIbHOIO M3TOTOBIICHUS B PELENTE Ha
Oyma)kHOM HocuTene U (win) peuente B (QopMe 3JIEKTPOHHOTO JOKYMEHTAa HaUMEHOBaHMS
JIEKapCTBEHHBIX CPEJICTB (BELIECTB), BKIIOUEHHBIX B nepedeHb [IKY, ykasbiBaioTcs B Hauane peuenra,
3aTE€M - BCE OCTaJIbHbIC HHIPEAUCHTBI.

13. Ilpu Ha3HaYeHHWM JIEKAPCTBEHHOTO Tpenapara B pelente Ha OyMakHOM HOcUTeNe W (WJIH)
peuente B (OpMe SNIEKTPOHHOTO JOKYMEHTa 3aIlpellacTcs IMPEBBIIIATh KOJUYECTBO HAPKOTHYECKUX
CPEACTB WM TICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBIHCAHO B OJHOM pEIICITE,
ycTaHoBieHHOe npuioxkeHneM N 1 k Hacrosmemy [lopsaky, 3a UCKIIIOYEHUEM CIy4aeB, YKa3aHHBIX B
nyHkTax 15 u 24 nacrosimero Ilopsinka.

14. Ilpn Ha3HA4YeHMHU JIEKApPCTBEHHBIX IIPENapaToB, BKIOUEHHBIX B nepedeHsb [IKY, noza koropeix
MPEBBIIACT BBICIIMN OJHOKPATHBIA IpHEM, MEIUIMHCKHHA pabOoTHUK 00O03HAaYaeT 103y JTOTO
JIEKapCTBEHHOTO TpenapaTa B pelente Ha OyMaXXHOM HOCHUTENE TPOMUCHI0 C MPOCTABICHUEM
BOCKJIMIIATEJILHOTO 3HaKa W (WIKM) MPOCTaBISIET BOCKIMIATENIbHBIN 3HAK MPH O(QOPMIIEHHMHU pELEenTa B
(opMe 3MEKTPOHHOTO JJOKYMEHTA.

15. KomnuecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MPENApaToB, BKIKOYEHHBIX B nepedeHs 1IKY, npu
OKa3aHUU [AlIUEHTaM, HYKJAIOUIUMCS B JUIMTEIBHOM JIEUEHUH, IEPBUYHON MEIUKO-CAaHUTAPHOU
MOMOILIM Y MaJVIMATUBHOM METUIIMHCKOM IMOMOIIM MOXET OBITh YBEJIWYEHO C YyYETOM KIMHHYECKUX
pekoMeHaanui He Oojiee yeM B 2 pas3a MO CPAaBHEHHUIO C KOJUYECTBOM HAPKOTHUECKUX CPENCTB HIIU
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET ObITh BBIIUCAHO B OJIHOM pELENTe, YCTAaHOBJIEHHBIM
npwiokeHneM N 1 k Hactosiemy [lopsiaky.

B ciyuasx, npeycMOTpEeHHBIX a03alleM MEepBbIM HACTOSILEr0 MyHKTA, HA perentax Ha OyMa)kHOM
HOcHTENE IMpou3BoauTcs Haanuch "[lo crnenuanbHOMY Ha3HA4YEHHIO", OTAEIBHO 3aBEPEHHAS MOJIHUCHIO
MEAUIMHCKOr0 pabOTHHKA M TeYaThi0o MEAMIIMHCKOW opranm3zanuu "J[ns perentoB", Ha penenrtax B
dbopmMe DIEKTPOHHOTO JOKyMEHTa mpousBoauTcs oTMmerka "llo chenuambHOMY Ha3Ha4eHHIO" C
MIPOCTaBJICHUEM YCUJIEHHOW KBAIM(PUIIMPOBAHHOM 3JIEKTPOHHOM MOANKMCH MEAUIIMHCKOTO PaOOTHHKA.

16. CocraB JieKapCTBEHHOTO IMpemapara, JeKapcTBeHHas ¢opMa u oOpallieHne MeIUIIUTHCKOTO
paboTHHKA K (papMarieBTHIECKOMY paOOTHUKY 00 OTIYCKE JIGKapCTBEHHOTO Tperapara Ha OyMaKHOM
HocHTeNe O(hOPMITSIOTCS Ha JTATUHCKOM WJIM PYCCKOM SI3BIKE B POJUTEIHHOM MAJEKe, 32 UCKIIOYCHHEM
odopmIleHHs PeLienTOB B (opMe 3JIEKTPOHHOTO TI0KYMEHTA, OCYIIECTBIISIEMOT0 Ha PYCCKOM SI3BIKE.

[Tpu ohopmIiieHUH pelenTypHBIX OJIAHKOB JIOMYCKAETCsl MCMOJIb30BaHNUE COKpAIIEHUH (TIPUTI0KEHUE
N 2 k Hacrosmemy [opsaky).

IIpy Ha3Ha4eHMM JIEKAPCTBEHHOI'O IIpernapara HeE JAOIYCKAeTCsl COKpPALEHME HauMEHOBAHUMN
MHIPEIMEHTOB, COCTABIISIONIMX JIEKAPCTBEHHBIN Mpernapar, He MO3BOJIIONNX YCTaHOBUTh, KAKOW UMEHHO
JIeKapCTBEHHBIH Mpernapar Ha3HayueH.

17. Cnoco6 mpuMeHEHUs JIEKapCTBEHHOTO Tpemnapara 0003HavaeTcsi ¢ yKa3aHWEM IyTH BBEJICHHSI,



JI03bl, YaCTOThI, BPEMEHU IpHeMa OTHOCHUTENIbHO CHa (yTpOM, HAa HOYb) M €ro JIUTEIbHOCTH, a HJis
JIEKapCTBEHHBIX IpEnapaToB, B3aUMOJCHCTBYIOIIMX C MHINEH, - BpPEMEHH UX YHOTpeOJIeHUs
OTHOCUTEJILHO MpHUeMa MUILHU (O €1k, BO BpEMS €/Ibl, I0CIE €JIbl).

18. TIpy HEOOXOIMMOCTH HEMEIICHHOTO WM CPOYHOTO (B TE€YEHHUE JIBYX PabdOYMX JHEH) OTITyCKa
JIEKapCTBEHHOTO Tperapara TMalMeHTy B BEpXHEW dYacTh perenta Ha OyMakKHOM HOCHUTENE
MPOCTABIISIIOTCS 0003Ha4YeHHs "cito" (cpouyHo) mium "statim" (HeMeIeHHO). AHAJIOTHYHBIE 0003HAYCHUS
MIPOCTABJISIIOTCS B BUAEC OTMETOK IPU 0(hOpMIICHUH perenTa B popme IIeKTPOHHOTO TOKYMEHTA.

19. IIpu ohopMiIeHNN HA3HAYEHUSI TOTOBOTO JIEKAPCTBEHHOI'O Tpernapara B perente Ha OyMaKHOM
HOCUTENIE WM peuente B (opMe 3JIEKTPOHHOrO JOKYMEHTa KOJIMYECTBO MACHWCTBYIOIIUX BEIECTB
YKa3bIBa€TCSI B COOTBETCTBUU C HMHCTPYKIHEH [0 METUIIMHCKOMY HPUMEHEHHIO JICKApCTBEHHOTO
npemapata. J[omycTiMo yKa3bIBaTh JO3UPOBKY JIEKAPCTBEHHBIX MPENapaToB CUCTEMHOTO ACHCTBHS (IS
PE30pOTHBHOTO MPHEMA) B TBEP/IbIX JICKAPCTBEHHBIX (popMax (Hampumep, TaOJIETKH, MTOPOIITKU, KaTICYJIb)
KaK COJICp)KaHHE OJIHOTO WJIIM HECKOJBKUX JEHCTBYIOIIMX BEIIECTB B CIUHHUIIAX MacChl (B IpaMMax,
MUWLIHrpaMMax). JlomycTumMo ykas3pIiBaTh JO3HPOBKY JIEKAPCTBEHHBIX MPENApPaTOB CUCTEMHOTO JCHCTBUS
(mnst pe3opOTHUBHOTO TIPUMEHEHHWsS) B JKUIKUAX JICKAPCTBEHHBIX (Qopmax (HAmpuUMep, pPacTBOPHI,
CYCIICH3MH) KaK COJICpP)KaHHE OJHOTO MJIM HECKOJBKHMX JIEHCTBYIOIIMX BEIICCTB B CIMHUIIAX MacChl Ha
eMUHAIY 00beMa (HarpuMep, MIJUTHTPAMM/MIJLIHIIATP) C YKa3aHHeM o0miero oobema JIeKapCTBEHHON

(hopMmBI.

[Ipu odopmiieHnn Ha3HAYCHHS JIEKAPCTBEHHOIO MperapaTa WHIUBUIYAIHHOTO H3TOTOBJICHUS B
perenite Ha OyMa)KHOM HOCHTENE WM pelenTe B GopMe AIEKTPOHHOTO TOKYMEHTa KOJIMYECTBO TBEPIBIX
U chimyynx (apmameBTHUeCKUX cyOcTaHImii ykaspiBaercs B rpammax (0,001; 0,5; 1,0), xuakux - B
MUJUTHUIMTPAX, TpaMMax M Karuisax.

20. PeuenTsl Ha OyMa)XHOM HOCHTENE, B (OPME AIIEKTPOHHOTO IOKYMEHTa, O(OpMIICHHBIC Ha
penentypuoM Omanke ¢opmbl N 148-1/y-88 u mnpennasHaueHHble A7 OTIYCKa JIEKAPCTBEHHBIX
MpernapaToB, MPEeAYCMOTPEHHBIX MoANyHKTaMu 1 - 3 myHkra 9 Hacrosmero [lopsiaka, neficTBUTENEHBI B
TedyeHue 15 quei co AHS 0QopMIICHHUS.

21. Peuentsl Ha OymMakHOM HoOcUTeNe, B (POpMe AJIEKTPOHHOrO JIOKyMEHTa, OGOpMIIEHHBIE Ha
perentypuoM Onanke (opmbl N 148-1/y-04(;1) m mpegHa3zHAuyeHHbIE ISl OTHYCKa JIEKaPCTBEHHBIX
MpenapaTroB rpaxjaaHaM, ykazaHHeM B TyHKTe 10 Hacrosiero [lopsinka, neiicTBuTeNnbHBI B TeueHue 30
THEH co THS 0pOPMIICHHUS, 32 UCKITIOUYEHHEM CITy4aeB O(pOopMIIeHHUs pellenTa B COOTBETCTBUH C MTyHKTaMHU
38 u 39 nacrosmero [Topsika, mpu KOTOPHIX OH JCHCTBUTENCH B TeUueHUE 15 mHel co qHs oopmiteHus.

22. PeuenTsl Ha OyMa)XHOM HoOcHTeNe, B (OpME IIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypuoM Omanke (opmbl N 148-1/y-04(;1) U mpegHa3HAauyeHHBIE IS OTIYCKA JIEKAPCTBEHHBIX
IIpernapaToB TpaxkJaHaM, JOCTUIIIMM IIEHCMOHHOTO BO3pacTa, WHBAJIWJaM IEPBOM  TIPYIIIBI,
NEeTSIM-UHBAJIUAaM, a TakKe Ipa)<JIaHaM, CTPaJaloldM XPOHMYECKHMHU 3a00JIeBaHUSAMHU, TPEOYIOIIMMHU
JUTUTENIFHOTO KYPCOBOT'O JieUeHHsl, JeiicTBUTENbHBI B TeueHue 90 nHel co aHA odopmileHHs, 3a
UCKJTFOUEHHEM CITydaeB, yKa3aHHbIX B TyHKTax 38 m 39 mHacrosmero Ilopsioka, mpw KOTOPBIX OH
JeicTBUTENEH B TeueHue 15 aHei co aHA opopMIIeHHUS.

st nedeHus XpOHWUYECKUMX 3a00eBaHUN YKa3aHHBIM KaTETOPHUsIM TpaxK[aaH JIEKapCTBEHHBIC
npemnapaTsl ¢ 0GOpMIEHHEM PELETITOB Ha OyMa)KHOM HOCHTENE WM PEIENnTOB B (opMe IIEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3Ha4aTbCs Ha Kypc jedeHus 1o 180 nueil.

23. Penentsl Ha OyMa)kHOM HocuTene, B (popme SJIEKTPOHHOTO JTOKYMEHTa, OPOpPMIICHHBIE Ha
penentypaoM 6manke Gopmer N 107-1/y u npegHazHaueHHBIE ISl OTIYCKa JIEKAPCTBEHHBIX MTPENapaTosB,
npeaycMOTpeHHbIX NMyHKTOM 11 Hacrosimero Ilopsinka, neiicTBuTenbHBI B TeueHue 60 qHEH co JHA
oopMIIeHHUS.

[lpy Ha3HAYEHWH TOTOBBIX JIEKAPCTBEHHBIX MPENapaToB M JIEKAPCTBEHHBIX IpEnapaToB
VHIMBHIyaIbHOTO M3TOTOBJICHUS MAallMeHTaM C 3a00JeBaHUSMH, TPEOYIOUMH UIMTEILHOTO KYpCOBOTO
neueHus, ¢ opopmieHreM Ha peuentypHom Onanke ¢opmsl N 107-1/y penenta Ha OyMaXXHOM HOCHUTEINE
WM B (popMe 3IEKTPOHHOTO JOKYMEHTA YCTaHABIMBACTCS CPOK JACHCTBHUS pelenTa B Ipeenax 10 OTHOTO



roaa.

B ciydae ycTaHoBneHus cpoka JEHCTBHA peLenTta B Ipefenax 10 OJHOrO roja B peuente
npousBoauTcs Haanuch: "Ilo crenuanbHOMYy Ha3Ha4yeHHIO", 00O3HAYAeTCsl CPOK JCHCTBUS peLenTa H
NEPUOIMYHOCTb OTITYCKA JIEKAPCTBEHHBIX MIPENapaToB U3 alTeYHON OpraHMW3aluy WIM WHAUBUIYaIbHBIM
peanpruHIMAaTeIeM, UMEIOIIUM JIMIECH3UIO Ha (papMaleBTHUECKYIO AEATEIbHOCT <14> (eXeHeaeIbHO,
€KEMECSIUHO U MHble Nepuo/bl). JIONOJHUTENBHO 3TO yKa3aHHUE 3aBEPAETCs MOANUCHI0 MEIUIIMHCKOTO
paboTHUKA, a TaKKe MeYaThI0 MEAUIIMHCKOW opranu3amuu " penentoB” (1 pernenta Ha 0 yMakKHOM
HOCHUTEJIE) UM YCHJICHHON KBaIM()ULUUPOBAHHON 3JIEKTPOHHOH MOANUCHI0 MEIUIUHCKOIO PabOTHUKA U
JMIa, YIIOJIHOMOYEHHOI0 3aBEPATh JTOKYMEHTHI OT MMEHU MEIMLMHCKON opraHu3auuu (A peuenta B
(dhopme IEKTPOHHOTO JOKYMEHTA).

<14> Ilynktr 47 ywactu 1 crarbu 12 ®enpepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JTUIEH3UPOBAHUN OTACIBHBIX BUJIOB JesATeNbHOCTH" (nasiee - @enepanbhblii 3akoH N 99-03) (Cobpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2011, N 19, ct. 2716; 2021, N 27, ct. 5177).

24. PeuenThl Ha JEKAapCTBEHHBIE Npenaparhl, BKIOYeHHbIe B mepedeHb [IKY, nns neudenus
MAIUEHTOB ¢ XPOHHUYECKUMU 3a00JIEBAHUSIMHU MOTYT OPOPMIISIThCS Ha Kypc JieueHus 10 60 qHE.

B cnywae, korma kypc jeueHust coctaBiser Oosnee 30 gHEH, TOMOJHUTENBHO B pelentax Ha
OyMa)KkHOM HOCHUTEJIe TPou3BoaAnTCs Haanuch "llo crenuansHOMY Ha3HAYEHUIO", 3aBEpEHHAs! MOITUCHIO
MEIULMHCKOr0 pabOTHHKA M IEYaThbi0 MEIUIMHCKON opraHu3zauuu "Jlns peunentos", Ha peuenrax B
dbopMe DJICKTPOHHOTO JOKyMEHTa Npou3Boautcs orMerka '"[lo crhenuaibHOMY Ha3HadeHUIO" C
IIPOCTABJICHUEM YCHJIEHHON KBAJIM(UIMPOBAHHOW 3JIEKTPOHHON MOJIIMUCH MEIUIMHCKOIO pabOTHHUKA U
JM1a, YIIOJTHOMOYEHHOT'O 3aBEPSTh JIOKYMEHTHI OT UMEHU MEIULIMHCKON OpraHu3alluu.

25. Penent Ha OyMakHOM HocuTene B (OpMe 3JIEKTPOHHOrO JIOKyMEHTa, O(GOpPMIIEHHBIH C
HapylLIEHUEM YCTaHOBJIEHHBIX HacTosIUM [lopsakom TpeboBaHUM, CUNTAETCS HEJIEHCTBUTEIIbHBIM.

Il. HasaHayeHue nNekapcTBeHHbLIX NpenapaToB Npu oKa3aHUU
MeAWLMHCKOM NOMOLLU B CTaLMOHaPHbIX YCNOBUSX

26. Ilpu oka3aHuMM NALUEHTY MEAMIMHCKONW IOMOIIM B CTAallMOHAPHBIX YCIIOBUSAX Ha3HAYCHHE
JIEKapCTBEHHBIX IIPENapaToB MPOU3BOAMUTCA Oe3 oQopMiIeHHs pelenTa MEAMIMHCKUM pPaOOTHUKOM
€IMHOJIMYHO, 33 UCKJIIOUEHUEM CIIy4acB, yKa3aHHbIX B IIyHKTe 27 HacTosAwmero [lopsaaxa.

27. CornacoBaHue Ha3HA4YeHHs JIEKapCTBEHHBIX IIPENApaToB C 3aBENYIONIMM OTJCIICHUEM WU
OTBETCTBEHHBIM JISKYPHBIM BpauoM JIOO JPYTUM JIMIIOM, YITOJTHOMOYEHHBIM IPHKAa30M TJIaBHOTO Bpayda
Me}lHHHHCKOﬁ opraHu3al, a TaKXKeE, NIpU HAJIWYUKU, C BpadYoOM - KIMHUYCCKHM q)apMaKOJ'IOFOM
HE00XO0/AUMO B CITydasix:

1) oTHOBpEMEHHOT0 Ha3HAUYEHUS MSATH U 00Jiee JIEKapCTBEHHBIX MPENapaToB OJJHOMY HaIlEeHTY;

2) Ha3HAYeHUs JICKApCTBEHHBIX MPENapaToB, HE BXOJAIINX B MEPEUCHb )KU3HEHHO HEOOXOIUMBIX U
BXHEHIINX JIEKAPCTBEHHBIX MpernapaToB <15>, mMpu HETUNMYHOM TEYEHHH 3a00JIeBaHUs, HATUYUU
OCJIO)KHEHUH OCHOBHOTO 3a0o0jieBaHMA M (WIM) CONYTCTBYIOIIMX 3a00J€BaHUN, NpU Ha3HAYEHUU
JIEKapCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aMMOJIEHCTBHSI M COBMECTUMOCTH KOTODPBIX COIJIACHO
MHCTPYKLIMSAM 10 HUX TMPUMEHEHHUIO TMPHUBOIAT K CHUXKEHUIO 3((EeKTUBHOCTH U 0€30MacHOCTH
dapmakoTepanuu U (WIK) CO3/1al0T MOTEHLINATIbHYIO OMTACHOCTH JIJIS )KU3HU U 3710POBbSI MTallUEHTA.

<15> Yactu 1 crarbm 60 @DenepanpHoro 3akoHa N 61-O3 (CobOpanHue 3aKOHOAATEIHCTBA
Poccuiickoit ®eneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct. 4516).

B ykazaHHBIX cilyyasix Ha3Hau€HHE JICKAPCTBEHHBIX IpENapaToB (UKCHPYETCS B MEAULIUHCKON



JOKYMEHTAI[MM TAaIlMeHTa M 3aBepsieTcs MOANMUCHI0 MEIUIIMHCKOTO paO0OTHUKA M 3aBEAYIOIIETO
oTJeNeHreM (OTBETCTBEHHOTO JIEKYPHOTO Bpaya Wi JIPYroro yroJIHOMOYEHHOTO JINLA).

28. MenuuuHCKH pabOTHUK MEIUIIMHCKOM OpraHu3anuu (ee CTPYKTYpPHOTO MOJpa3/eNeHus),
pacIoyio)KEHHOM B CEIbCKOM HACEIEHHOM IIYHKTE, OCYIIECTBIISET Ha3HAYCHHE JIEKAPCTBEHHBIX
NPErapaToB B CIIy4asx, yKazaHHBIX B yHKTax 27 u 29 nacrosmero Ilopsinka, eTmHOIMYHO.

29. Ilo pemenuto BpaueOHONW KOMHCCHHU TAIMEHTAM TPH OKa3aHUM MM MEIUIMHCKON MOMOIIH B
CTAllMOHAPHBIX YCJIOBHMSIX HA3HAYaIOTCS JIGKAPCTBEHHBIC IIpenaparbl, HE BKJIIOYEHHBIE B IEpPEUYCHb
KU3HECHHO HEOOXOIMMBIX W BaXHEUIUX JIEKAPCTBEHHBIX IPEMNaparoB, B CiIydyae MX 3aMEHbl H3-3a
WHJIMBUIyJIbHOW HETIEPEHOCUMOCTH, 110 KU3HEHHBIM MTOKa3aHUSIM.

Pemenue BpaueOHOW KoMHccHHM (UKCUPYETCS B MEIUIIMHCKOM JOKYMEHTAIIMH IallMeHTa |
KypHaJie BpaueOHOM KOMUCCHUH.

30. B cinyuasx oOcnenoBaHMsl M JIYEHUS TpakJaHMHA B CTAl[MOHApHBIX YCJIOBUSAX B pPaMKax
IIPEIOCTABIIEHUSI MEIULMHCKUX YCIYI Ha BO3ME3JHOM OCHOBE 3a CUET JIMYHBIX CPEACTB Ipa)aaH,
CPEACTB IOPUAMYECKUX JIMI] M HHBIX CPEACTB HAa OCHOBAHMHU JIOTOBOpA, B TOM YHCIE JIOTOBOpa
JNOOPOBOJIBHOTO MEIULMHCKOIO cTpaxoBaHusi <16>, eMy MOryT OBbITh Ha3HAuY€Hbl JIEKAPCTBEHHBIE
Ipenaparbl, HE BXOJMIIME B IEPEYCHb >XU3HEHHO HEOOXOJMMBIX M BAXKHEHMIIMX JIEKAPCTBEHHBIX
[IpenapaToB, €CJIM UX Ha3HAUYEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMHU ITOKa3aHUSIMH.

<16> Ilocranornenue IlpaBurenscTBa Poccuiickoit @eaeparuu ot 4 oktsaopst 2012 r. N 1006 "O6
yTBepkJeHUU [IpaBuil MpeocTaBiIeHUs] MEAMIIMHCKUME OPTaHU3aIMsIMH TIATHBIX MEAMIIMHCKUX yCIIyr"
(Cobpanwue 3akononarenscTBa Poccuiickoit @enepammu, 2012, N 41, ct. 5628).

lll. HazaHayeHMe NeKkapCTBEHHbIX NpenapaToB MNP oKasaHUU
nepBUYHON MeAUKO-CaHUTAPHOM MOMOLLM, CKOPOU MeAULIMHCKOMN
NOMOLUM U NaNIMaTMBHOU MeAULIMHCKOWN NOoMOLLMU

31. Ilpu oka3aHuWM TEPBUYHON MEIMKO-CAaHUTAPHOW TMOMOIIM W TAJUIMATUBHOW MEIUIIMHCKOU
MOMOIIM B aMOYJIaTOPHBIX YCJIOBHUAX HA3HAYCHHE JIEKAPCTBEHHBIX TMPEMapaToB OCYIIECTBIISETCS
MEJIUIIMHCKUM PAaOOTHUKOM B CITy4asix TUITUYHOTO TEUCHUsI 3a00JICBaHUS TTAIMEHTA UCXO/SI U3 TSHXKECTH U
Xapakrtepa 3a001eBaHMs.

32. Ha3naueHue eKapCTBEHHBIX MpENapaToB MO PEHICHUIO BpadyeOHON KOMMCCHUU NpU OKa3aHUU
NEpBUYHON MEAMKO-CAHUTApPHOM MOMOIIM, MaUIMATUBHOM MEAMLIMHCKOW MOMOILIM B aMOYIaTOPHBIX
YCIIOBUSIX MPOU3BOANUTCS B CIIYHasX:

1) OIHOBPCMCHHOTO HA3HAUCHUA OJHOMY IMALIUCHTY IIATH U Ooiee JICKAPCTBCHHBIX MPCIapaToB B
TEUYCHHUEC OJHUX CYTOK MJIM CBBIIIC ACCATHU HAaMCHOBAaHUM B TCUCHUE TpuaAIaTnu )IHefl;

2) Ha3HA4YeHMs JIEKAPCTBEHHBIX IpENapaToB NMPH HETHUIMYHOM TEYEHHUM 3a00JIeBaHUs, HATUYHH
OCJIO)KHEHUH OCHOBHOrO 3aboieBaHusi W (WIM) CONYTCTBYIOIIMX 3a00Je€BaHUM, NpU Ha3HAUYECHUU
JICKapCTBEHHBIX IPENapaToB, OCOOCHHOCTU B3aUMOJEHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
HHCTPYKIUAM II0 UX MPUMCHCHUIO MPUBOIAAT K CHMIXCHUIO 3(1)(1)6KTI/IBHOCTI/I 1 0e30MacCHOCTH JIEUECHUS
NalyeHTa U (WIM) COo3/1al0T MOTEHIMATbHYIO OACHOCTD IS )KU3HU U 310POBbS MMALMEHTA;

3) MNEPBUYHOIO0 HA3HAYCHHUA TMMALUMCHTY HAPKOTHUYCCKUX W TICUXOTPOIIHBIX JICKAPCTBCHHBIX
npemapaToB cnuckoB II u Ill Tlepeuns (B cmyuae mpuHATHS PYKOBOAUTEIEM MEIUITMHCKOW OpraHU3aINN
pelIeHrs 0 HEOOXOAMMOCTH COTJIACOBAaHMWS Ha3HAUCHUS TAKHMX JICKAPCTBCHHBIX IMPEIapaToB ¢ BpadueOHOM
KOMUCCHEH).

33. TloBTOopHOE Ha3HAYEHHWE HAPKOTHUYECKHMX W TICUXOTPOITHBIX JICKAPCTBEHHBIX IPEIapaToB
ciirckoB 11 u Il Tlepeuns npou3BoaUTCS METUIIMHCKUM PaOOTHUKOM CaMOCTOSITEIbHO WM €AUHOINYHO
0e3 yuacTus BpadyeOHONW KOMHCCHUM TIAlIMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHAPOMOM JIF0O0OOTO TEHE3a,



HapylmICHHEM CHA, CYAOPOXXHBIMH  COCTOSHUSIMHM, TPEBOXHBIMH  paccTporcTBamu, (podusmu,
IICUXOMOTOPHBIM BO30YX/IEHUEM.

34. Ilpn oxazaHMM CKOpPOM MEAMIMHCKOW IOMOUIM JIEKAPCTBEHHBIE IIpernapaThl Ha3HAYAKOTCA
MEIULIUHCKUM pabOTHUKOM BBIE3HOW Opuragsl CKOpOH IOMOIIM, MEIUIMHCKMM paOOTHUKOM
MEIULIMHCKOW OpraHu3allMyd TNPH OKa3aHWMKM MEJUIIMHCKON MOMOINM TpaxkJaHaMm Npu 3a00JieBaHUSX,
HECUaCTHBIX CIydYasx, TpaBMaxX, OTPABICHUAX M JPYIrHMX COCTOSHMSX, TpPeOYIOIIUX CPOYHOro
MEJIULUHCKOTO BMELIATEIbCTBA.

IV. HasHa4yeHue nekapCTBEHHbIX NpenapaToB rpaxapaHam,
MMeloLWUM NpaBo Ha 6ecnnaTtHoe nony4vyeHue nekapCcTBEeHHbIX
npenapaTtoB UIM NoJly4eHue nekapcTBeHHbIX npenapaTtoB
CO CKMAKOWN, NPU OKa3aHUU NepBUYHOMN
MeAUNKO-CaHMTapHOM NOMOLLMU

35. Ilpu oka3zaHud TNEPBUYHOW MEAMKO-CAHUTAPHOW TOMOIIM HAa3HAUYCHHE MEAUIIUHCKUM
pabOTHUKOM Ha OCHOBE KJIMHUYECKUX PEKOMEHJIAIUMH U C y4eTOM CTaHAAapTOB MEIUIIMHCKOW MOMOIIH
<17> nexkapCTBEHHBIX MPEMAPATOB, OTIYCKAEMbIX OECIJIATHO WJIM CO CKHAKOH, Ipa’kJaHaM, UMEIOIIUM
mpaBo Ha oOecredyeHHe JICKApCTBEHHBIMH MpernapaTaMH 3a CUeT CPEeACTB OIO/HKETHBIX aCCUTHOBAHHM
denepanpHOro OrOKETa W OIOHKETOB CyOBekTOB Poccuiickoit ®Dexepanuu, OCYIIECTBISETCS Ha
peuentypaom 6manke N 148-1/y-04(i).

<17> Crartba 37 ®enepanbHoro 3akoHa N 323-03 (Cobpanue 3akoHOAaTenscTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2021, N 27, ct. 5186).

[lpu odopmiennn penenta Ha Onanke ¢opmbel N 148-1/y-04(1) Ha OyMakHOM HOCHTENE
oopMIISIOTCS Z1Ba SK3EMIUIsIpa, OJWH M3 KOTOPBIX OCTAeTCsl B aNTEYHOM OpraHu3alud, BTOPOH - B
MEIUIMHCKOW JOKYMEHTAIMH MAIEeHTa.

36. HpaBo HAa3HA4YaTh JICKAPCTBCHHLIC IpCIaparThbl IpakaaHaM, UMCIOIIHUM IIpaBO Ha OecriaTHOE
MOJIYYCHHUEC JICKAPCTBCHHBIX MPCTIapaToOB WX IMMOJTYUCHUC JICKAPCTBECHHBIX IPCIapaToB CO CKHHKOﬁ, TaKXEC
HUMCIOT:

1) meguiuHCcKre pabOTHUKH, pabOTaIOIINE B MEIUIIMHCKOW OpraHU3aIMK 10 COBMECTUTENHCTBRY (B
npeJienax CBOe KOMITETEHITHH );

2) MeaMUIMHCKHE pPaOOTHUKM CTAallMOHAPHBIX OpraHM3allli COLMAJIbHOrO OOCTYXUBAaHUS NpU
HaJIMYUM JIMLIEH3UM Ha OCYUIECTBIECHHUE MEIMLMHCKOM JeATeNbHOCTH <I18>, mpeaycMaTpuBarolien
BBINIOJTHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHWIO MEPBUYHOM MEIUKO-CAaHUTApHOM MOMOIIM B
aMOyJaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHON MPUHAJIEKHOCTH);

<18> IlynkT 46 yactu 1 crateu 12 ®@enepanbHoro 3akoHa N 99-03 (Cobpanue 3aK0HOJATEIbCTBA
Poccutiickoit ®eneparuu, 2011, N 19, ct. 2716; 2021, N 27, cT1. 5159).

3) MemuUMHCKHE pabOTHUKM MEAMIMHCKMX  OpraHu3alui, OKa3bIBAIOIIUX MEPBHYHYIO
ME/IMKO-CAaHUTAPHYI0 MOMOIIb, MMOABEJOMCTBEHHBIX (efepaTbHbIM OpraHaM HCIHOJIHUTENBHOM BIACTH
WM OpraHaM HCIOJHUTEIbHON BiIacTu cyObekToB Poccuiickoit @enepanuy;

4) WHAUBUIYyaAJIbHbIE MPEANPUHUMATENH, OCYIIECTBISIIONIME MEIULUHCKYIO JESTEIbHOCTh U
BKJIIOYCHHBIE B PEECTP MEAUIIMHCKUX OpTraHW3alllid, OCYIIECTBIISIONINX JACSITEIBHOCTh B cdepe
00513aTeTbHOTO METUITMTHCKOTO CTPaXOBAHUSI.

37. Ilpu Ha3HAYCHWH JICKAPCTBEHHBIX MPEMapaToB TpakaaHaM, UMEIONIMM MpaBO Ha OecriaTHOE
[IOJIyYEHHUE JICKAPCTBEHHBIX IPENAapaTOB MIIM IOJYyYEHHUE JICKAPCTBEHHBIX IIPENApaToB CO CKHUIKOH, B



pelenTe ykasbBaeTcs HoOMep TenedoHa, MO KOTOpOMY pabOTHHK anTeYHOH OpraHu3aluu IMpU
HE0OXOIMMOCTH MOJKET COIJIaCOBaTh C METUIIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOIO MIperapaTa.

38. Ha3zHaueHHe HApKOTHMUECKUX U IICUXOTPOIIHBIX JEKApCTBEHHBIX NpenaparoB crucka I [lepeuns
(32 MCKITIOYEHHEM JIEKApPCTBEHHBIX MpENapaTtoB B BUIE TPAHCAEPMAIBHBIX TEPANEBTHUYECKUX CHUCTEM, a
TaK)K€ JIEKapCTBEHHBIX IIPENapaToB, COAEPXKAIIUX HAPKOTUYECKOE CPEACTBO B COUETAHUU C
AHTarOHKCTOM OIMOMJIHBIX PELENTOPOB) Tpa)kIaHaM, MMEIOIIUM MpaBO Ha OECIUIaTHOE MOJIyuYeHUe
JIEKapCTBEHHBIX MIPENApaTOB MM MOJYyYEHUS JIEKAPCTBEHHBIX IPENApaTOB CO CKUJKOW, OCYLECTBIISIETCS
Ha perentypHoMm Omanke ¢opmbl N 107/y-HII, k koTopomMy DOMOJHUTEIHHO O(DOPMIISIETCS PELENT Ha
perentypaoM Omanke Gopmbl N 148-1/y-04(;1) (B AByX sK3emIuisgpax mpu ohopMICHUH HAa OyMaKHOM
HOCHTEJIE).

39. Ha3zHaueHHe HApKOTUUECKUX U IICUXOTPOIIHBIX JEKApCTBEHHBIX Npenaparos cnucka I [lepeuns
B BHJIE TPAHCAEPMAIbHBIX TEPANEBTUYECKUX CHCTEM, HAPKOTUYECKHX JIEKAPCTBEHHBIX IIPENaparoB
ciucka Il Tlepeuns, comepx amux HaAPKOTUYECKOE CPEACTBO B COUYETAHWU C AHTATOHHUCTOM OIHMOMIHBIX
pELenTOpOB, ICUXOTPOIHBIX JIEKapCTBEHHbIX mpenapatoB crucka III Ilepeuns, rexapcTBEHHBIX
npernapaToB, BKIOYEHHBIX B nepeueHb [IKY, comepikammxcs B moamyHkTe 2 myHKTa 11 Hacrosimero
[Topsiaka, mpenHasHaueHHbIE JUIS JIEUEHMs] TpaXkJaH, MMEIOIIMX IpaBO Ha OecIulaTHOE IOJIyyeHHe
JICKapCTBEHHBIX MPENapaToB MU MOJyYSHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOU, OCYIIECTBIISAETCS
Ha peuentypHbix 6mankax ¢opm N 107-1/y u N 148-1/y-88, k KOTOpPBIM JOMOIHUTEIHHO OPOPMIISIETCS
peuent Ha perentypHoM Onanke ¢opmbl N 148-1/y-04(;1) (B ABYX 3K3eMIUIIpax Mpu OPOpPMIICHHH Ha
OyMaXHOM HOCHUTEJE).

[Tpunoxenue N 1

K [lopsinky Ha3HaueHus
JIEKapCTBEHHBIX MIPENapaToB,
YTBEPKACHHOMY ITPUKA30M
MuHucTepceTBa 31paBoOXpaHEHUS
Poccuiickoit ®enepanun

oT 24 Hos16ps 2021 r. N 1094u

KOJNMMYECTBO
HAPKOTUYECKUX CPEACTB U NCUXOTPOIHbIX BELLECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OOHOM PELENTE

N MexayHapoIHOE HENTaTEeHTOBAHHOE @dopmMma BBIITyCKa U KomnuecTso
0/ | HauMEHOBAaHUE HAPKOTUYECKOTO U JI03UpPOBKa
TICHXOTPOITHOTO JIEKAPCTBEHHOTO
mpernapara
1. Bynpenopdun + Hamokcon Tabnerku 60 TabieTok
cyonunrsanbibie 0,2 | (ymakoBka, KpaTHast
Mmr + 0,2 Mr N 20)
2. Bynpenopdun PactBop s 30 ammyn
uHbekuui, 0,3 Mr/mi 1 | (mpUL-TIOOMKOB)
MII
3. Bynpenopdun TpaHncaepManbHbIN
IUIaCThIPb
35 Mkr/4gac 20 mmacTeipei
52,5 Mxr/4yac 10 nacteipeit




70 MKr/4ac

5 mnacTeipei

4, Mopdun PactBop miis
UHBEKLUH, paCTBOP AJIs 20 ammyn
MOJKOKHOTO BBEJEHUS | (IIIPHII-TFOOMKOB)
10 mr/ma 1 Mo
S. Konewn + Mopdun + Hockanun + PactBop mis
[TanaBepun + Tebaun MOJIKOKHOTO BBEICHUS
0,72+575+ 2,7+ 20
0,36 + 0,05 mr/vn 1 M1 ALyt
1,44+ 115+54+
0,72 + 0,1 mr/ma 1 mn
6. Tpumenepunun Tabnerku 25 mr 50 TabyeTok
7. Tpumenepunuu PactBop /1 uHBEKLIUH 20 ammyn
10 mr/mn 1 Mo (LINPHI-TIOBHKOB)
20 mr/mi 1 ma pHll
8. Mopdun Tabnerku (KamncyJibl) 180 Tabnerok
MIPOJIOHTHPOBAHHOT'O (xamcym)
JIEHCTBUS 60 TabyeTok
10 mr (xamcym)
30 mr 40 tabneTox
60 mMr (xamcym)
100 mr 20 tabneTok
200 mr (xamcym)
20 TabneTok
(xamcym)
9. Mopdun TabneTku
5wmr 100 Tabnerox
10 mr 100 Tabnerok
10. Mopdun Kannu nns npuema
BHYTpb 20 Mr/mia 20 M 4 dpraxona
11. Mopdun PactBop a1t npuema
BHYTPH (MOHOIO3bI)
2 mr/mit 5 mut 100 ammyn i/
6 Mr/mi 5 mi 80 ammyn /3
20 Mr/mi 5 mi 30 ammyn /3
12. OxcukonoH + Hamokcon TabmeTkn
MIPOJIOHTUPOBAHHOTO
JIEUCTBUS
5wMr+2,5wMr 100 TabaeTox
10 Mr + 5 Mr 60 TabyeTok
20 mr + 10 mMr 40 TabneTok
40 mr + 20 mr 20 TabneTok
13. | IlponmmonundeHnIITOKCHAITIIIIHATIEpH | TabJeTku 3amedHbie 50 TabyeTok
IUH 20 Mr
14. deHTaHUI

IInacTeips




12,5 MKr/4ac
25 MKr/4ac
50 mkr/gac
75 MKr/4yac
100 mxr/gac

20 miacteipei
20 nacteipeit
10 mmacteipei
10 mnacTeipeit
10 mmacteipei

ITpunoxenne N 2

K [lopsinky Ha3HaueHus
JIEKapCTBEHHBIX MIPENapaToB,
YTBEPKACHHOMY MTPUKA30M

Poccuitckoit deneparuu

CnpaBouHo

15. deHTaHnI Crnpeli Ha3aJIbHBIN
daxoH 50 MKr/mo3a
2,0 M (10 mo3) 24 makona
3,2 mi (20 o3) 12 ¢akoHOB
5,0 mi (40 mo3) 6 ¢rakoHOB
®nakon 100 MKkr/mo3a
2,0 mut (10 mo3) 12 ¢nakoHoB
3,2 mi (20 mo03) 6 ¢rakoHOB
5,0 mi (40 no3) 3 ¢uakona
®naxon 200 MKr/mo3a
2,0 mut (10 mo3) 12 ¢nakoHoB
3,2 mi (20 m03) 6 ¢rakoHOB
5,0 mi (40 no3) 3 ¢uakona
MuHucTepcTBa 3paBoOXpaHEHUS
ot 24 Hos10ps 2021 1. N 1094n
PEKOMEHOOBAHHbBIE K UCIMOJIb3OBAHUKO COKPALLEHUA
NMPU O®OPMJIEHUU PELIENTOB
N | Cokpamienue [Tonnoe Hanncanue [TepeBon
n/m
1. aa ana 110, IOPOBHY
2. ac., acid. acidum KUCJIOTa
3. aer. aerozolum a’po30J1b
4, amp. ampulla amIryJa
5. ag. aqua BOJIA
6. aqg. purif. aqua purificata BOJIa OUYMIIICHHAS




7. but. butyrum Maciio (TBepaoe)
8. caps. capsula KarcyJsa
9. comp., cps compositus (a, um) CITOKHBIN
10. D. Da (Detur, Dentur) Brizait (GI;Z:;BB]Z?IIL'E?:)())’ Iycrs
1| bs D, Signa Detur, Signetur | B3 oBostia Tyers Syer
12. D.t.d. Da (Dentur) tales doses Betan (H”l?;f;e6,l}[]§£ BELAHED)
13. dil. dilutus pas3BeIeHHbIN
14. | Div. inp. aeq. Divide in partes aequales Pa3zenu Ha paBHBIC YacTH
15. emuls. emulsio IMYJIBCHS
16. extr. extractum AKCTPAKT, BBITSIKKA
17. in enem. in enemas B MHKPOKJIM3Max
18. F. Fiat (fiant) [Tycth obpazyercst (0Opa3yroTcs)
19. gran. granulum TpaHyJIbI
20. gt., gtt gutta, guttae Karuisi, Karuim
21. gtt. peror. guttae peroralis KaIUIH [T IpueMa BHYTPb
22, inf. infusum HacTon
23. in amp. in ampullis B aMITyJIax
24, in tab. in tab(u)lettis B Ta0JIeTKax
B TaOJeTKax C
25. | in tab. prolong. in tab(u)lettis prolongatis MIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM
B TaOJIETKaX C
2. in tab. prolong, in tab(u)lettis p_rolongatis MIPOJIOHTUPOBAHHBIM
obd. obductis BBICBOOOKIEHUEM, TOKPBITHIX
0007109KOM
217. in tubul. in tubulis B TIOOMKaX
28. lin. linimentum JTUHUMEHT
29. lig. liquor KHIKOCTD
30. lot. lotion JOCHOH
31. m. pil. massa pilularum MUTIOJIbHAS Macca
32. | membr. bucc. membranulae buccales IUICHKU 3al1eYHbIC
33. M. Misce, Misceatur Cmermait




(ITycts OymeT cMerrano)

34, mixt. mixtura MHUKCTYpa

35. N. numero YUCIIOM

36. ol. oleum Macio (KUIKOE)

37. past. pasta nacra

38. pil. pilula, pilulae TIVUTIONIS, TTMJTIONTA

39. p. aeq. partes aequales paBHBIC YacTH

40. ppt., praec. praecipitatus OCaXICHHBIN

41. pulv. pulvis MOPOIIOK

4 qs. quantum satis CKOJIBKO HOTprf;/(fTCSI, CKOJIBKO

43. r., rad. radix KOpEHb

44, Rp. Recipe Bo3bsmu

45, Rep. Repete, Repetatur HOBT‘E;;S(}IZ:EZ)(SW‘“

46. rhiz. rhizoma KOPHEBHUIIIE

47. s. Signa, Signetur 0603‘;%‘;‘; gzec;zfym

48. sem. semen cemst

49. simpl. simplex POCTOM

50. sir. sirupus cHpon

51. sol. solutio pacTBop

52. spr. spray crpeit

53. spr. nas. spray nasale CIIpeil Ha3aJdbHBbII

54. supp. suppositorium CBeYa, CYMIO3UTOPUN

55. susp. suspensio CyCII€H3Usl, B3BECh

56. tab. tab(u)letta TabiaeTKa

57. t-ra, tinct. tinctura HaCTOWKa

58. tubulis tubulis TIOOUKH

59, STT Systema Therapeutica TpaucaepmanbHas
Transcutanea TepaneBruueckas Cucrema

60. ung. unguentum Masb

61. vitr. vitrurn CKJISTHKA




ITpunoxenne N 2

K NpuKa3y MUHHCTEPCTBA 3APaBOOXPAHEHHUS

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

MuHuCTEpPCTBO 34paBOOXPAHEHUS Kox ¢hopmer mo OKY [
Poccuiickoit deneparuu Kon yupexnenus no OKIIO

MenunuHcKas JOKyMEHTAIIHS

HaunmenoBanwue (mmramir) dopma N 107-1/y

MEIUIMHCKON OpraHu3aluu VYT1BepKaeHa TPUKa30M

Poccuiickoit ®enepanun

ot 24 Hos16ps 2021 r. N 1094n

MunucTepcTBa 3JpaBOOXpaHEHUS

Poccuiickon @enepanuun
oT 24 Hos16ps 2021 r. N 1094H

HaumenoBanue (1rami)
WHIUBUAYAIBHOTO IPEITPUHUMATENS
(yka3zatb agpec, HOMEp M J1aTy JIMIICH3UH,
HAaUMEHOBAaHHE OpraHa rocyAapCTBEHHOM
BJIACTH, BBIJIABIIIETO JIULIEH3UIO)

PELIEIIT
(B3pOCTBIN, IETCKUI - HY)KHOE MOTYEPKHYTh)
n n 20_ T.

cDa.MI/I.]'II/ISI, HMHHUIWAJIbl UMCHHU U OTYCCTBA (HOCJ'ICI[HCC - IIpA HaJ'II/I‘lI/II/I)
nanuecHTa

Jarta poxneHus

daMuys, THAIUAIBI IMEHH U 0TYeCTBa (TTOCIIeIHEe - TIPY HAJTUYNH )
Jevainero Bpaya (¢enpaiiepa, akymepku)

pyO0.|xorm.| Rp.

IToamuce M.IIL.
" ICYaTh JICHAICTO Bpaya
(moxmuck enpamepa, aKymepKu)

PelenT memcrTBUTeJIeH B TeueHue 60 mHelt, mo 1 roma (




(HyXHOEe INOOUYEPKHYTH)

O6opoTHast cTopoHa

(yxaszsars
KOJIMYECTRBO IHEN)

OTMeTKa 0 Ha3HAYEHUH JIEKAPCTBEHHOTO
rpernaparta 1o peueHuo BpayeOHon
KOMUCCHUH

[IpurotoBun

[IpoBepun

Otnyctun

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

MuHUCTEPCTBO 3APABOOXPAHECHUS
Poccuiickoit deneparuu

HaunmenoBanue (mramir)
MEIUIIMHCKOW OpraHu3aIuu

Haumenosanue (1rami)
WHIUBUAYAIBHOTO PN PUHUMATENS
(yka3zatb agpec, HOMEp M J1aTy JIMICH3UH,
HaMEHOBaHME OpraHa rocy1apcTBEHHON
BJIACTH, BBIJIABIIIETO JIUIIEH3UIO)

Kox ¢hopmer mo OKY J1 3108805
MenuuuHckas JOKyMEHTalus
®opma N 148-1/y-88
VYTBepkaeHa npuKazoM
MuHUCTEpPCTBA 3APaBOOXPAHEHUS
Poccuiickoit deneparuu

oT 24 Hos16ps 2021 r. N 10941

e | || L] L8 O L L L

PELLEIIT o

20 T

_(L[aTa O(I)OpMJIeHI/I}I-peLIeHTaT

(B3pOCHBIi, IETCKUH - HY’KHOE TOTYEPKHYTh)

damunus, THUIMAIBI UIMEHU U 0T4YecTBa (TIOCeIHee - MPU HATUYHH)

nmanucHTa

JlaTa poxxneHus

A,Z[pCC MeCTa JKUTEIbCTBA MIHM N MEIUIMHCKOMN KapThbL aM6y.J'IaTOpHOFO namucHTa,

MOJTYYaIOIIEro METUIIUHCKYIO

TTOMOIITh B

aMOyJIaTOPHBIX

q)aMI/IJII/ISI, WHHUIUAJIbl UMCHHU U OTUYCCTBA (HOCJIGI[HGG - Ipu HaJ'II/I‘II/II/I)

neyarero Bpada (denpamepa, akymepKn)

YCIIOBHSIX



[Tonmuck u eyaTh Jeyamiero Bpaya
(moamuck Qenpamepa, aKymepKH)

M.IL.

Penenit nelicteurtelied B TeueHue 15 nuen

Ob6opoTtHast cTopoHa

OtMmeTKa 0 Ha3HAYCHUH JICKAPCTBEHHOTO
nperapaTa 1o pereHHIo BpayeOHOM

KOMUCCHHU

[Ipurorosun

IIposepun

Otnyctun

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

MUHHUCTEPCTBO 3APaBOOXPAHEHUS
Poccuiickoit ®enepanun

ramm
Kon

MEIUIIMHCKOM opraHnu3anu

I ramm
Kon

HHAUBUAYAJIBHOT'O IPCANIPUHUMATCIIA

YTBEPXIEHA
MECTO  npuka3zom MunucrepcTsa
JJA 3/1paBOOXPaHEHUS

IITPUXK Poccuiickon @enepaunn
OHA <*> ot 24 Hos6ps 2021 1. N
1094n




Kon dopmer mo OKVYJ1 3108805

®opma N 148-1/y-04(m)

Kon Kon Hctounuk punaHCHpOBaHUS:
KAaTeropuu | HO30JIOTUYECKOM (MOI4epKHYTD)
rpakaad | ¢opmsl (mo MKB) 7o OILIATBL:
1. denepanbHbINA 01O KET (MOTYEPKHYTH)
2. bromxet cyobekTa Poccutickoit
denepanuu
3. MyHULIUTIaTBHBIA OFOKET | Becmmatio
2.50%
3. unout %
PELIEIIT Cepus N Jara obopmienus: 20 1.

damunus, THUIMAIBI UMEHU M OT4ecTBa (TOCienHee - Mpu
HaJUYHH) MMalUeHTa Hara poxaeHus

CHMJIC

N nomauca
00s13aTEeIHLHOTO
MEJIHUITTHCKOTO
CTpaxOBaHUS:

Homep mMeaunmHckol KapThl MAIlMEHTa, TOMYYaIOIero MEIUIIMHCKYIO TTIOMOIIb B aMOyTaTOPHBIX
YCIIOBUSIX

daMuHs, THAIMAIB IMEHH U 0TYeCTBA (TTOCIIeIHEe - IPY HAJTUYNH )
Jevaiero Bpaya (¢enpaiiepa, akylmepku)

Py0. KOOI, R

[Toanuce m meyaTe Jeyanero Bpava MII
(moamnuck Qenpaepa, akyImepKu) o

Peuent nelictButeneH B Teuenue 15 aueit, 30 aueit, 90 nHel (Hy)HOE MOTYEPKHYTh)

OTnyImeHo mo penenry: ToproBoe HanMeHOBaHUE U JO3UPOBKA:




Hara otnycka: " " 20

Komanuectso:

[TpuroroBuit:

[TpoBepuit:

OtnycTui:

Kopemok peuentypHoro 61anka

HaumenoBanue
JIEKApCTBEHHOTO Mperapara:

Jlo3upoBka:

Crioco0 nmpuMeHEHHS:

[IponoIKUTENBHOCTh

KomugectBo IMPpHUEMOB B ICHb:

Ha 1 npuem:

nHen

pas

ca.

<*> B CJIydac U3rOTOBJICHUS PCUCIITYPHOI'O OJ1aHKa C MCIIOJIb30BaHUEM KOMITIBIOTCPHBIX

TEXHOJIOTHMU.

O6opoTHas cTOpoHa

OTMeTKa 0 Ha3HAYEHHUH JIEKAPCTBEHHOTO
rpernaparta 1o peueHuo BpayeOHon

KOMHCCHU
[IpuroroBun IIposepun Otnyctun
[Ipunoxenne N 3
K npukazy MuUHuUCTEpCTBA 3paBOOXPaHEHUS
Poccuiickoit @enepann
oT 24 Hos6ps 2021 r. N 1094u
norAQOOK

OPOPMIIEHUA PELUENTYPHBbIX BJTAHKOB HA NEKAPCTBEHHbIE MPEMAPATbI,
UX YYETA U XPAHEHUA

I. OchopmneHue peuenta Ha BymaxHOM HocuTene

1. Ha penentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepxHEM
YIy MPOCTABIAETCS INTAaMII MEIMLIMHCKONM OpPraHM3alMM C yKa3aHHEM €€ HAauMCHOBaHHWA, aapeca H
TenedoHa ¢ 1aTOW BBIMUCKH (J1aTOM 0(hOpMIICHHS) pelieriTa Ha JIEKapCTBEHHBIN Ipenapar.

JlomomHUTEIPHO Ha pelenTypHOM OjaHke (HOPMBI

N 148-1/y-04(n1) mnpocraBuseTrcs KOI



MGHHHHHCKOﬁ opranu3anii B COOTBCTCTBUU C OCHOBHBIM TOCYHAapCTBCHHBIM PCTUCTPALITMOHHBIM
Homepom (nanee - OI'PH).

Cepusi penentypHoro Omanka ¢opmbr N 148-1/y-04(1) BkmtouaeT koj cyObekTa Poccuiickoii
denepanuu, COOTBETCTBYIONIHMNA IBYyM TepBbIM mudpam OOIepoccHiickoro KiaccupukaTopa 00beKTOB
aJIMMHHUCTpaTUBHO-TEppUTOpHalIbHOTO AeneHus (ganee - OKATO).

Pa3pemaercs nzroraBnuBath peuentypusie 6ganku Gopmbel N 107-1/y u popmbr N 148-1/y-04(:1) ¢
MTOMOIIIBI0 KOMIIBIOTEPHBIX TEXHOIOTHIA.

Peuenrypusie Omanku Qopmbl  Gopmbr N 148-1/y-88 u3rotraBnmBarOTCS HUCKIIOYUTEIHEHO
TUNOTPA(CKUM CIIOCOOOM.

2. Ha penentypubix OmnaHkaX, OG(OPMIISEMBIX HHIWBUAYaJbHBIMU MPEITPUHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0O HAa MEIUIMHCKYIO JIeSTENbHOCTh, B BEPXHEM JIEBOM YIIIy THUIOTPadCKUM
crocoboM WM TMyTeM MPOCTaBICHMs IITaMNa JODKEH OBITh YKa3aH aJApec HWHAMBHUAYaJlbHOTO
IpealpUHUMAaTessi, HOMEp W Jara JIMIEH3MM, HAauMEHOBAaHME OpraHa TIOCYJapCTBEHHOW BJAcTH,
BBIJJABLIETO JIULEH3HIO.

3. Peuenrtypubie Omanku dopm N 107-1/7y, N 148-1/y-88 u N 148-1/y-04(n) 3anomHstoTCS
MEIUIIMHCKUM PAOOTHUKOM YEPHUIIAMH WM IIAPUKOBOM PYUKOiA.

4. lommyckaeTcsi ohopMIICHUE BCEX PEKBH3UTOB (3a MCKIIOUeHHEM pekBusuTa "Tloamuce Jiedarero
Bpaua (moanuck ¢enpamepa, akymepku'") peuentypHsix 061aHkoB ¢opmel Gpopmbl N 107-1/y, dopmbr N
148-1/y-88 u popmbr N 148-1/y-04(;1) ¢ HCTIOTB30BaHUEM TIEUATAIOIINX YCTPOHCTB.

5. Odopmnenue peuentypHbix OmankoB Qopmbel N 148-1/y-04(1) Brirouaer uudposoe
KOJMpPOBaHUE.

I_[I/I(i)pOBOG KOAUPOBAHNEC YKA3dAHHBIX PCUHCIITYPHBIX 0JIaHKOB BKJTFOYACT:

1) xon MemunuHckoi opranmzauuu (OI'PH) wnim xon MHAMBHIYyadbHOTO NpEINpPUHUMATENS B
COOTBETCTBUM ¢ (OCHOBHBIM T'OCYAAPCTBEHHBIM PpErMCTPAllMOHHBIM HOMEpPOM HWHAMBHUIYaJIbHOTO
npennpuaumarens (nanee - OI'PHUIL), npocraBnsieMsblii mpu U3rOTOBIEHUH PELENTYPHBIX OJaHKOB;

2) KOJ KaTeropuM TIpaxJaH, MMEIOIIMX MpPaBO Ha IMOJyYEHHE JIeKapCTBEHHBIX IPENapaTroB B
COOTBETCTBHH cO cTaThel 6.1 deaepanbHoro 3akona ot 17 urong 1999 r. N 178-03 "O rocyaapcTBeHHOM
couuanpHoi momoum" <I1>, u koA Ho3o10ruyeckod (Gopmbl Mo MexITyHapOIHOM CTaTUCTHYECKOM
Kjaccupukauun Oosie3HeW M mpodiieM, CBA3aHHBIX co 310poBbeM (10-it mepecmotp) (nanee - MKB),
3aI0JIHSAEMBbIE JIEYAL[UM BPadoM MyTEM 3aHECEHUs KaXIOW IU(PbI B MyCThle SYEHKH, MPH 3TOM TOYKa
MPOCTABIISIETCS B OTJAEIBHON SYEUKE;

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

3) orMmerky o0 wuctouHuke ¢uHaHcUpoBaHUs ((enepanbHbiii OrmKeT [1], OrOmKeT cyOBeKTa
Poccutickoit @eaepanun [2], MyHHUIIMNANBHBINA Of0KET [3]) ¥ mporeHTe ormaTel pernenta (OecIuIaTHO
[1], 50% [2], unoit % [3]);

4) WTPUX-KOJ - JOIMOJIHUTENbHBIN PEKBU3UT (B Cllydae M3TOTOBJIEHHUS Ha TEPPUTOPUMU CYOBEKTa
Poccuiickoii @enepanuu perenTypHoro 6JaHka ¢ UCIOIb30BaHUEM KOMIIBIOTEPHBIX TEXHOJIOTHI).

6. B penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn) B rpade "damunus,
WHUIMANBl UMEHM W oT4decTBa (MOCIEAHEe - TpPH HAJIW4YWW) MalnueHTa" yKa3bIBAIOTCSA (aMUIHs,
WHUIIMAIIBI KMEHHU M OTYECTBA (TIOCTIEHEE - MPU HAJTUYHH) ITAIIMCHTA.



7. B penentypubix Omankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "lara
poxIeHus" yKa3bIBACTCs aTa POKICHHS MAMeHTa (YICII0, MECSII, TO).

JlononHuTenbHO B penentypHbix O0mankax ¢gopmel N 148-1/y-88 u dopmer N 107-1/y ans nereit B
Bo3pacte 70 1 rona B rpade "JlaTa poxkaeHus" yKa3bIBa€TCS KOJIMYECTBO IMOJTHBIX MECSIICB.

8. B peuentypubix Onankax ¢opmbr N 148-1/y-04(m) B rtpadax "CHMIIC" u "N mnonmca
00513aTEILHOTO MEIULUHCKOIO CTpaxoOBaHMA'" yKa3bIBalOTCA CTPAaXOBOW HOMEP HWHAMBUIYAIBHOTO
JUIeBOro cyera rpaxaanuHa B [lencuonnom ¢ouae Poccuiickoit ®enepannu (CHUJIC) (mpu Hammuum)
Y HOMeEp TojKca 0053aTeIbHOIO MEIUIMHCKOIO CTPaXOBaHHU.

9. B penentypusix Onankax ¢opmer N 148-1/y-88 B rpade "Anpec mMecta KUTEIHCTBA WIK HOMEP
MEIMLMHCKOW KapThl MAaIMEHTa, MOJIYyYalollero MEJUIMHCKYI0 INOMOIb B aMOYJIaTOPHBIX YCIOBUAX',
YKa3bIBAE€TCSl TMOYTOBBIM aapec MeCTa J>KUTENbCTBA (MecTa NpeObIBaHHMS HIM MecTa (DaKTHUYEeCKOro
IPO’KMBAHUA) NAlMEHTa WIM HOMEpP MEIMIMHCKOM KapThl MalUEeHTa, MOJYYaroIlero MEIUIHMHCKYIO
MOMOIIb B aMOyJIaTOPHBIX YCIOBUSAX <2>,

<2> [lpuka3 MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 15 gexabpst 2014 r. N
834n "OO6 yTBepkIeHUM YHUDUIMPOBAHHBIX (POPM MEAMIIMHCKOW TOKYMEHTAIlMU, HCIOIb3yEeMbIX B
MEIWIIMHCKUX OpPTaHW3aIUsIX, OKA3bIBAIONINX MEAWIIMHCKYIO MOMOIIhL B aMOYJIATOPHBIX YCIOBUSX, U
MOPSAIKOB o uX 3anoiHeHuro" (manee - [Ipukaz N 834H) (3apeructpupoBad MUHUCTEPCTBOM FOCTHIINH
Poccuiickoit ®epepanun 20 ¢espans 2015 1., peructpaumonusli N 36160) ¢ wusMeHeHUSIMH,
BHECEHHBIMHU NpUKa3aMu MuHHCTEpCTBA 3ApaBooxpanenus Poccuiickoit denepanuu ot 9 suBaps 2018 r.
N 2 (3apeructpupoBan MunucrtepctBoM roctuiuun Poccuiickoit ®enepanun 4 anpens 2018 r.,
peructpanronHbii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3apeructpupoBaH MHHHCTEPCTBOM
toctuiinu Poccutickoit @enepammu 27 Hosiops 2020 1., peructpanuonsbiii N 61121).

Vkazanne u aapeca MeECTa JKXUTCIILCTBA U HOMEpPA MEIHUITMHCKOMN KapThbl MMaMCHTA, MOJTYy4aromiero
MCIUIUHCKYHO ITOMOIIb B aM6y.HaTOpHBIX YCIOBHUAX, HC ABJISACTCA OIIIMOKOIA.

B penentypusix 01ankax gopmsl N 148-1/y-04(11) B rpade "Homep MeqUIIMHCKOM KapThl MallMEHTa,
MOJTYYaroIIero MEeJUIMHCKYIO0 TOMOIIb B aMOYJIaTOPHBIX YCIOBUAX" YKa3bIBA€TCSd HOMEP MEIUIIMHCKON
KapThl MAIMEHTA, OJIYYaoLero MEUIUHCKYIO TOMOIIb B aMOyJIaTOPHBIX YCIOBHIX <3>.

<3> [puka3 N 834H.

10. B rpade "®amunus, nHUIIMAIBI HMEHH U OTYECTBA (ITOCIIEAHEE - TP HAJIMUKH) JIeYalllero Bpayda
(penpamepa, akymepku)" penentypHeix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
YKa3bIBAIOTCS TIOJIHOCTBIO (aMHIIUSl, WHHUIMAIBI WUMEHH, OTdYecTBa (TOCIEAHEe - TIPU HaJTHIUH)
MEIULUHCKOTO paOOTHUKA, HA3HAYMBIIETO JICKAPCTBEHHBIE MTPenapaThl 1 O()OPMUBIIETO PELIETIT.

11. B rpade "Rp" penentypueix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1)
yKa3bIBAETCS:

1) HauMeHOBaHKE JIEKAPCTBEHHOTO TMpernapaTta (MeKIyHapOJHOe HETaTeHTOBAHHOE HAMMEHOBAHUE,
IPYNIHPOBOYHOE WIIM XUMHYECKOE HAMMEHOBAHUE, TOPrOBOC HANMEHOBAHUE) HA JIATHHCKOM SI3bIKE WU
Ha PYCCKOM si3bIKe, ()OpMa BBINMYCKa, TO3UPOBKA, KOJHMUYECTBO (YKa3bIBACTCS MPOMHUCHIO HA PEICITYPHOM
onanke ¢popmel N 107/y-HIT);

2) cmoco0 TpUMEHEHHUs JICKapCTBEHHOTO Npermapara Ha TOCYJapCTBEHHOM s3bIKe Poccuiickoit
@enepanuy WIM Ha TOCyAapCTBEHHOM s3bike Poccuiickoi denepanuu U roCyIapCTBEHHOM  SI3bIKE
pecnyONIMK ¥ MHBIX S3bIKax Hapos10B Poccutickoit denepanum <4>.




<4> Yactp 1 crarbu 15 3akona Poccuiickoit ®enepanuu ot 25 oxtsi6ps 1991 r. N 1807-1 "O
si3pIKax HapoaoB Poccuiickoit @enepannn" (manee - 3akoH N 1807-1). (BemomocTu cbe3nga HapOIHBIX
nenyratoB PCOCP u BepxoBaoro Cosera PCDCP, 1991, N 50, ct. 1740; CoOpaHue 3aKOHOaTEIbCTBA
Poccutickoit ®eneparuu, 1998, N 31, ct. 3804).

13. ITpu oopmiieHHH perenTypHbBIX OJaHKOB 3alpenaeTcsi OrPaHNYNBATHCS OOIUMH YKa3aHUSAMH,
Hanpumep, "Bryrtpennee", "13BecTHO".

14. Peuent, odopmieHHbIi Ha penentypHoMm Osianke (opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(i1), mogmuchIBaeTCS MEIUIIMHCKUM PAOOTHIUKOM H 3aBEPSIETCS €ro MeUaThIo.

Peuenrt, opopmiennsiii Ha penentypHoMm Omanke ¢popmbl N 148-1/y-88 u hopmer N 148-1/y-04(1),
JOTIOJTHUTEIBHO 3aBEPSETCs MeYaThio METMIIMHCKON opranu3anuu "J{ns perentoB".

s peunenrta, odhopmiieHHOro Ha peuentypHoMm Onanke ¢opmbl N 107-1/y, nanuuue neyatu "J{ns
perenToB" He SBISETCS 00sS3aTeIbHBIM.

15. Ha ogrom pernenitypaom Omanke ¢popmbl N 148-1/y-88 u dhopmbr N 148-1/y-04 (1) paspermraercst
OCYIIIECTBISATh HA3HAYCHHUE TOJIHKO OJTHOTO HANMEHOBAHUS JIEKAPCTBEHHOTO Iperapara.

Ha onnom penentypHoM Omanke ¢opmbl N 107-1/y paspemaercs OCyIIeCTBIATh Ha3HaueHHE
TOJIBKO OJIHOTO HAaWMEHOBaHUs JIEKapCTBEHHOIo Ipemnapara, otHocsmerocs 1o ATX k
aHTUIICUXOTHYeCKUM cpenicTBaM (ko NOSA), ankcuonutukam (ko NOSB), CHOTBOpPHBIM M CeJaTUBHBIM
cpeactBam  (kog  NO5SC),  antupenpeccantam  (kogx  NO6A) w  He  MOAJIEKAIIETO
IIPEIMETHO-KOJIMYECTBEHHOMY YUY€Ty, U 1O TPE€X HAUMEHOBAHUH JIEKapPCTBEHHBIX IIPENAPATOB - JUISl MHBIX
JIEKAPCTBEHHBIX IIPENAPAaTOB, HE OTHECEHHBIX K BbIlIeyKa3aHHbBIM ATX.

16. VictipaBienust B perienTe He AOMYCKAIOTC.

17. TIpu oopmiennu penentypHbix 01ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) Ha
JIeKapCTBEHHbIE IMIpenaparhl, Ha3HAYEHHblE 110 pEIICHUI0 BpaueOHOW KOMHCCHUH, Ha 00opoTe
pelenTypHoro 0J1aHKa CTaBUTCS CIeIMaIbHAs OTMETKA (IIITaMII).

18. Ha penentypHom Omanke ¢opmbl N 148-1/y-04(;1) BHHU3Y uMeeTcs JHMHHUS OTpHIBA,
paszesnsomas penenTypHbId OJaHK M KOPEIIOK.

Kopemok ot penenta, opopmiIeHHOr0 Ha YKa3aHHOM pelEenTypHOM ONaHKe, BBIIACTCS MAIUEHTY
(ero 3aKOHHOMY MIPEJICTAaBUTENI0) B AaNTEUYHOM OpraHM3allM, Ha KOpEIIKe JeJaeTcsi OTMETKa O
HAaUMEHOBAHHMH JIEKAPCTBEHHOTO Tperapara, J03UpOBKe, KOJIIUYECTBE, CIIOCO0E MPUMEHEHUS.

Il. OchopmneHue peuenta B hopmMe 3N1EKTPOHHOIO AOKYMEHTa

19. Penenit B popMe 3IEKTPOHHOTO JOKYMEHTA, MOJMHCAHHOTO YCHJICHHON KBaTU(HUIIMPOBAHHON
AIEKTPOHHON MOJIMUCKHI0, (OPMUPYETCS MEAUIIMHCKUM paOOTHUKOM, CBEIEHUS O KOTOPOM BHECEHBI B
denepanbHBIE  PETUCTP MEAMLIMHCKUX pPAOOTHUKOB <5>, a TaKkKe IpPU YCIOBUU PETUCTPALUH
MEAUIMHCKOW OpraHu3aliM, B KOTOpoil odopMIisieTcsl pelent, B (eaepaabHOM peecTpe MEAMIIMHCKUX
opraHuzanuii <6> eIMHON rocyAapCTBEHHOM MH(OPMAIIMOHHONW CHUCTEMBI B cdepe 3ApaBOOXpaHEHUS U
MOJIKJIFOUEHUSI TaKOM MEIMIMHCKON OpraHu3alii K TOCyJapCTBEHHON WH(POPMAIMOHHON CHCTEME B
cdepe 3apaBooxpanenus cyorekra Poccuiickoit denepannu <7>.

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

<6> Yacte 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O@3 (CobpaHue 3aKOHOIATEIHCTBA
Poccutiickoit ®eneparuu, 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 opopmieHun penenrta B popMe 3JIEKTPOHHOTO TOKYMEHTA Ha JICKApCTBEHHBIC MPETapaThl,
ykazaHHble B myHKTax 9 m 11 Ilopsnka Ha3sHaueHUs JIEKapCTBEHHBIX IIPENApPATOB, YTBEP)KIEHHOTO
HACTOSIIIUM TPUKA30M, U OTITYCKaeMbI€ 3a IOJIHYI0 CTOMMOCTb, 3aIIOJHSFOTCS CIICAYIONINE PEKBU3UTHI:

1) kon cyowekta Poccwmiickoii ®epeparmuu mo OKATO, ompepenstonii rocyaapCTBEHHYIO
WHPOPMAIIMOHHYIO CHCTeMy B cdepe 31paBooxpaHeHus cyobekra Poccuiickoit denepanuu, B KOTOPOi
chopMUPOBaH perent B (hopMe MEKTPOHHOTO JOKYMEHTA;

2) HaMMCHOBAaHUEC MeﬂHHHHCKOfI opraHu3alnuu, agpec, TeJ'Ie(bOH nim (baMI/IJ'H/IH, HMHHUIKMAJIbl HMCHH U
OT4YCCTBa (HOCJICI[HGG - [Ipu HaJII/I‘II/II/I) HHAUBUAYAJIBHOI'O MPCANPUHUMATECIA, UMCHOIICTO JIMICH3WIO Ha
MCIUIHUHCKYIO ACATCIIBHOCTD, €0 agpeC,

3) OI'PH ropunuyeckoro nuua (MeauuuHckoil opranuzauuu) uian OI'PHUIT maauBuayanbHOro
IpeANPUHUMATEIS;

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

5) nmara OKOHYaHHUs JAeWcTBUsA peuenta (dhopMuUpyercs TrocyJapCTBEHHON WHGOPMALMOHHON
cucteMol B cdepe 3apaBooxpaHeHHs cyObekTra Poccuiickoit @enepaliuu B COOTBETCTBUU CO CPOKAMHM
newicteus penentoB: 15 queit, 30 auel, 60 aueit, 90 nuei, 1o 1 roga);

6) yHHKaIbHBIA HOMEp pemnenta (popMHpYeTcsl TOCyJapCTBEHHONH WH(MOPMAIMOHHON CHUCTEMOW B
chepe 3xapaBooxpaHeHus cyObekra Poccuiickoit ®enepauumum M obecnedyrnBaeT  OJHO3HAYHYIO
UACHTUDUKAIMIO penenTta B ¢GopMe 3IeKTpOHHOro jJokymeHTa B codetanuun ¢ OKATO, OI'PH wm
OI'PHUII);

7) ormetrku "cito" (cpouHo) unu "statim" (HEMEUIEHHO) MpPU HEOOXOAMMOCTH CPOYHOTO WIIU
HEMEJIEHHOTO OTMYCKa JIEKAPCTBEHHOT'O TIperapara MnaiueHTy;

8) angpec marmeHTa (ykKa3pIBaeTCs MOYTOBBIM aJpec MecTa >KUTEIhCTBA (MecTa MpeObIBaHUS WIIU
MecTa (aKTUYEeCKOro MPOKMBaHUA) C YKa3aHHEM HMHJIEKCca, HAMMEHOBAaHHUS Kpasi, 001acTh, PeCIyOInuKH,
aBTOHOMHOTO OKpyTa W MHOTO cyOBekTa Poccuiickoit denepannn, HAMMEHOBAHHS HACEJIEHHOTO MYHKTA,
HAaUMEHOBAaHMs YNHUIBI (MIPOCIEKTa, Mepeylka, Mpoesnia), Homepa AoMa (C yKa3aHHeM Kopmyca, Mpu
HaJIM4Yuu), HOMepa KBapTUPBHI);

9) HOMep SIEKTPOHHOM MEIUIIMHCKOW KapThl MAIMEHTa B TOCYAAPCTBEHHOW WH(OPMAIMOHHON
cucteme B chepe 3npaBooxpaneHus cyobekra Poccuiickoit denepanuu;

10) pamunust, uMs1, OTIECTBO (MTOCIETHEE - TPU HAJTHYKH) MAIIMEHTa TTOTHOCTHIO;

11) nmata poxaeHus mnarueHTa (yKas3bIBaeTCsl YHCIIO, MeCSI, TOa), Mg jaered a0 1 roma
JOTIOJTHUTEIBHO YKA3bIBAETCSl KOJTUYECTBO MOJHBIX MECALICB;

12) pamuinus, THULMAIBI UMEHU U OTYeCTBa (TIOCeAHEE - TPU HAIUYNH ) MEJUIIMHCKOTO pabOTHUKA
IIOJIHOCTHIO;

13) HauMMeHOBaHUE  JIEKQpPCTBEHHOTo  Mmpemapara  (MEXIyHapOJHOE  HEMaTeHTOBaHHOE
HAaUMEHOBAaHME, TIPYNIHUPOBOYHOE WM XMMHUYECKOE HAUMEHOBAHHWE, TOPrOBOE HAMMEHOBAHUE),
JI03UPOBKa, (hopMa BBIMYCKa, KOJIMYECTBO (BCE MO3UIMH YKa3bIBAIOTCSA HA PYCCKOM SI3BIKE);

14) cnoco0 mpuMeHEHHUsl JIEKapCTBEHHOTO Mpernapara Ha TOCYAApCTBEHHOM si3bike Poccuiickoit
®denepanMu WIKM Ha TOCYJApCTBEHHOM s3bIke Poccuiickoit ®enepaniii U TOCYJapCTBEHHOM  S3bIKE
pecryOIMK U MHBIX A3bIKaxX HapoaoB Poccuiickoit denepanun <8>;




<8> Yactp 1 crarbu 15 3akona N 1807-1 (Bemomoctu cbe3na Hapoausix aemnyratoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOAaTeNbCcTBa Poccuiickoi
®enepauun, 1998, N 31, ct. 3804).

15) nOKyMeHT, NOJATBEpPXIAIOUIMNA Ha3HAYCHHE JIEKAPCTBEHHOTO IIpernapara 10 PEeHIeHHUI0
BpayeOHOW KOMHCCHH MEIUIIMHCKON OpraHU3allNH;

16) oTMeTka O Ha3HAYEHWHU JIEKAPCTBEHHOTO IIperapara IO pEHICHUI0 BpauyeOHOM KOMHUCCHU
MEIUIIMHCKONW OpraHu3alliy B CIIydasx, YKa3aHHBIX B a03aue BTopoM ImyHKTa 6 Ilopsaka HasHayeHUsS
JIEKapCTBEHHBIX MPENapaToB, yTBEPKACHHOTO HACTOSIIUM IPUKA30M;

17) oTMeTka O crenuaJbHOM HA3HAYEHUHU JIEKAPCTBEHHOIrO Ipernapara (3arlojHAeTcs B Cllydasx,
yKa3aHHBIX B myHKTax 15 u 24 llopsinka Ha3HayeHHs JIEKAPCTBEHHBIX IPEMapaToB, YTBEP)KICHHOTO
HACTOSIIUM IIPUKA30M);

18) ormeTKa 0 crierMaibHOM Ha3HAYEHUHU JIEKAPCTBEHHOIO IperapaTa MalueHTy ¢ 3a00JeBaHKEM,
TpeOYIOIIMM JITUTEILHOTO KyPCOBOIO JieueHus (3aroIHAeTCs B Ciiy4ae, ykazanHoM B myHkTe 23 [lopsaka
Ha3HA4YCHHUA JICKAPCTBCHHBLIX IIPCIAapaToB, YTBCPKIACHHOI'O HACTOAIINM HpI/IKaSOM) C IIPOCTAaBJICHUEM
MEePUOJNMYHOCTH OTITYCKa JEKapCTBEHHOTO Mpernapara;

19) mpu opopmiiernn perenta B (hopMe 3JIEKTPOHHOTO TOKYMEHTA Ha JICKAPCTBEHHBIC MPENapaThl,
yKa3aHHble B TOANyHKTaX 2 - 5 myHkra 9 u nyHkre 11 Ilopsioka Ha3HayeHUs JIEKAPCTBEHHBIX
MpermapaToB, YTBEPKIECHHOTO HACTOSIIMM IPHKA30M, TpakJaHaM, WMEIOIUM IpaBO Ha OecIuiaTHOE
MOJIyYCHHUE JICKAPCTBEHHBIX MPENApaToB WM TOJYYCHUE JICKAPCTBEHHBIX IPENapaTroB CO CKUIKOM,
3aIOJTHSIFOTCSI PEKBHU3UTHI, TPEIyCMOTPEHHBbIC moAnyHKTamu | - 18 HacTosmero myHKTa, a TaKke
CIICAYIOIINE PEKBU3HUTHI:

a) KaTeropusi TpaXJaH, HMMEIOUIMX IMPaBO Ha IOJYyYEHHUE JICKAPCTBEHHBIX IpPENapaToB B
COOTBETCTBHH CO cTathbelt 6.1 denepanbHoro 3akona ot 17 uronst 1999 r. N 178-®3 "O rocynapcTBeHHON
COLIMAJILHOM TToMoIn" <9>;

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

6) xox Ho30s10rHYeckoi Gopmbl o MKB;

B) UCTOYHUK (puHaHcupoBaHus (1 - ¢enepanbHblii OromKeT, 2 - OrOmKeT cyObekTa Poccuiickoit
denepany, 3 - MyHULIUIAIBHBIA OrO/IKET);

r) pa3mep oruiathl (1 - 6ecrarho, 2 - 50%, 3 - nHOH %);

J) CTpaxoBOW HOMEp WHIMBHIYaJIbHOTO JIMIIEBOTO cyeTa rpaxaaHuHa B IleHcmoHHOM ¢oHJe
Poccuiickoit ®enepanuu (npu Hanuuun) (CHUJIIC);

C) HOMCp IoJiuca 00513aTEeNIBLHOTO MCIUIUHCKOI'O CTpaxOBaHUA.

21. Ilpn mpocTaBieHUM OTMETKH, YKa3aHHOM B moamyHkTe 16 myHkrta 20 Hactosiero Ilopsaka,
peuent B (opMe SIEKTPOHHOIO JOKYMEHTa IOJIMUCHIBACTCS YCHJIEHHOW KBaTU(UIIMPOBAHHOU
ANIEKTPOHHOW TMOJMHCHIO TpejacenaTens WIM CceKperaps BpayeOHOM KOMHUCCUU METUIIMHCKON
OpraHM3aliy, NPU IPOCTABIECHUN OTMETOK, YKa3aHHBIX B NOANYyHKTax 17 u 18 myHkra 20 Hacrosmiero
[lopsnka, - yCUIEHHBIMH KBAIM(PHUIMPOBAHHBIMU 3JEKTPOHHBIMU TOAMMUCSIMH COOTBETCTBYIOLIUX
MEIUIIMTHCKUX PAaOOTHUKOB.

22. Ilo TpebOoBaHMIO TAIMEHTAa WJIM €r0 3aKOHHOTO MPEACTaBUTENS OQOPMIISIETCS SK3EMILIP
perienta B (opme DIIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM HocuTene ¢ oTrmerkou "JlyGmukar
3JIEKTPOHHOTO TIOKyMeHTa".



lll. YyeT peuenTtypHbiX 651aHKOB (3a MUCKNOYEHUEeM peLenTypHbIX
6nankoB no cpopme N 107/y-HIM "CneunanbHbIN peuenTypHbIn 6naHkK")

23. VYyer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
W3rOTaBIMBAEMBIX THUIOTPAQCKUM CIIOCOOOM (j1ajiee - pelenTypHble OJIaHKH, IMOMJICKAIIUE Y4YeTy),
OCYIIECTBISICTCS B KypHalIaxX ydeTa, MPOHYMEPOBAHHBIX, MPOITHYPOBAHHBIX U CKPETUICHHBIX MOJIHCHIO
PYKOBOIUTENST M T[EYaThl0 MEJWIMHCKOW OpraHu3alii WM TOJIIUChI0  HWHIMBHIYaTbHOTO
MPEeANPUHUMATEIIS], HMEIOIIETO JTUIICH3UIO Ha METUIIUHCKYIO IeITeIbHOCTb.

24. Xypnan yuera perentypHbix 01aHkoB ¢popMmbl N 107-1/y comepkut cineayromue rpadsbl:
1) HOMep 1O MOPSIAKY;

2) B paznene "[Ipuxon":

a) JlaTa PerucTpaluy JTOKyMEHTa, TOATBEPKIAIOIIETO MOCTYIIIICHHE;

0) HOMep U J1aTa JOKYMEHTA, MOATBEPKAA0IIEro NOCTYIIEHUE, HAUMEHOBAHUE MMOCTABIIHNKA;
B) 00111ee KOJIMYECTBO MOCTYHUBIINX PELENITYPHBIX OJIAHKOB;

F) (l)aMI/IJ'II/IH, HMHHUIKAJIbl UMCHH U OTYCCTBA (HOCH@,Z[HCC - IIpH HaJ'H/I‘{I/II/I) H 110U Ch OTBETCTBCHHOI'O
MCIHUIMHCKOI'O pa6OTHI/IKa, MOJIYYMBLICTO PECLCIITYPHLIC 0JaHKHU OT IIoCTaBlIIMKa,

3) B paznene "Pacxon":
a) JlaTa BbIJJauM PELETITYPHBIX OJIAaHKOB;
0) KOJINYECTBO BBIIAHHBIX PELETITYPHBIX OJIAHKOB,

B) ¢amMuwiMs, HMHULMAIBl MMEHU U OT4yecTBa (MOCJIEJHEE - MPU HAIUYUU) OTBETCTBEHHOTO
MEIULUHCKOTO PaOOTHHUKA, TOJYYUBILIEr0 peLEeNTypHbIe OJaHKH;

T') IOANKUCH OTBETCTBEHHOI'O MEIUIIMHCKOTO paOOTHHKA, ITOJYYHBILIErO PELENTYpHbIE OJIaHKH;

4) hamwiins, THULMAIIBI KIMEHHU U OTYECTBA (TIOCIIEAHEE - IPU HAJMYUHU) U TOJMHUCh OTBETCTBEHHOTO
MEAUIIMHCKOT0 pabOTHUKA, BBIJABUIETO pelenTypHbIe OJIaHKH;

5) ocTaToK penenTypHbIX OJaHKOB.

25. Xypnan yuera peuentypHbix OmaHkoB ¢opm N 148-1/y-88 m N 148-1/y-04(x1) comepxwut
cienyromue rpadbr:

1) HOMED O TIOPSIZIKY;

2) B paznene "[Ipuxon™:

a) J1aTa PEeruCTpanuy JTOKyMEHTa, TOATBEPKAAIOIIETO MOCTYIIIICHHE;

6) HOMep M JaTa JOKYMEHTa, MOATBEPKIAIOIIEro MOCTYIUICHHE, HAUMEHOBAHUE TIOCTABIIUKA,;
B) 00I11ee KOJIMUYECTBO MOCTYMUBIIUX PELENTYPHBIX OJaHKOB;

I') CepUU U HOMEpA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PEIENTYPHBIX OJIaHKOB IO CEPUSIM;

e) (baMI/IJII/ISI, HWHHUIIKMAJIBI UMCHHU U OTUCCTBA (HOCHGI[HCC - Ipu HaJII/I‘-II/II/I) U IIOAIINMCh OTBETCTBCHHOI'O



MEAUIIMHCKOTO PaOOTHUKA, MOTYYHBIIETO PEIENTYPHBIE OJaHKH OT MOCTABIIUKA;
3) B paznene "Pacxon":
a) JaTa BhIJA4U PELENTYPHBIX OJaHKOB;
0) cepur 1 HOMEPA BBIJITAHHBIX PEIENTYPHBIX OJJaHKOB;
B) KOJIMYECTBO BBIJJAHHBIX PELENTYPHBIX OJIAHKOB;

r) ¢amuwivsg, WHUOUAIBI UMEHHM M OT4decTBa (MOCiIEeqHEe - NpU HaJIMYMK) OTBETCTBEHHOT'O
MEAULMHCKOr0 paOOTHHUKA, MOJIYYUBIIETO PELENTYPHbIE OJaHKU;

,I[) IOoAIINCHh OTBETCTBCHHOI'O MCAUITMHCKOT'O pa6OTHI/IKa, IMOJIYYHMBUIECTO PELECIITYPHBIC 6J'IaHKI/I;

4) hamuiusi, THUIMATBI UIMEHU U 0TYeCTBA (MTOCIEAHEE - TPU HAIMYHH) U TIOJIITUCh OTBETCTBEHHOTO
MEAHUIIMHCKOTO pabOTHUKA, BBIJABIIETO PEIENTYPHbIC OJIaHKH;

5) OCTaTOK penenTypHbIX OJIaHKOB.

26. Yuer peuentoB, o(QOpMIEHHBIX B (OpPME 3JIEKTPOHHOIO JIOKYMEHTA, OCYILECTBIIAETCS B
rOCyJapCTBEeHHON WH(GOPMAMOHHON cucteMe B cdepe 3apaBooxpaHeHuss cyowrekta Poccuiickoit
denepanuy NOCPEICTBOM BEACHUS €JMHOIO PeecTpa pelenTtoB, 0hOPMIEHHBIX B (pOpMe 3IEKTPOHHBIX
AOKYMCHTOB.

IV. XpaHeHue peuenTypHbIX 61aHKOB (3a UCKNOYEHNEM peLenTypPHbIX
6naHkoB no opme N 107/y-HINM "CneunanbHbIN peuenTypHbIN 6naHk")

27. MenuuuHCKHE OpraHU3aluy TMOJy4YaroT HEOOXOJUMbIe pelenTypHble OJIaHKH, o(opMIIEHHBIE
TUNIOTPAaCKUM CIOCOOOM, uepe3 TEeppPUTOpPHANIbHbIE OpraHbl YIPaBICHHUS 3APaBOOXPAHEHHUEM WU
OpraHM3allfy, yIMOJHOMOUYEHHBIE HA 3TO OpraHaMu HCIIOJTHHUTENhHOW BiacTu CyOBeKTOB Poccuiickoit
denepanuu.

28. PeuentypHble OlaHKH, MOMJIEKAIINE YUETy, XPAHATCS OTBETCTBEHHBIM JIUIIOM, HA3HAYEHHBIM
PYKOBOJMTENIEM MEAMIIMHCKON OpraHu3allui, B 3amydpacMoM MeTauimueckoMm Imkady (ceiide) umum
METAITUYECKOM SIIIIHKE.

29. UnauBuAyallbHBIN IpEeIIpUHUMATENb, UMEIOIINN JTUIIEH3UI0 Ha MEJULIUHCKYIO JeSTebHOCTD,
XPaHUT pelenTypHble ONaHKH, MOAJIEKAIINE YUeTy, B 3allUPaeMOM MeTallindeckoM 1kady (ceide) nmm
METAJIJINYECKOM SIIIIHKE.

30. IIpoBepka COCTOSIHUSI XpaHEHMs, y4yeTa, (PaKTUYECKOTO HalM4Msi U pacxoja pPeUenTypHBIX
OJlaHKOB, MOJUIEKAIIMX Y4YeTy, OJMH pa3 B KBapTajl OCYIIECTBISETCS KOMHUCCHEH, CO3JaHHOW B
MEAULMHCKONW OpraHU3aliHy.

31. Penentypuble OnaHku, odopmisieMble Ha OyMa)kKHOM HOCUTENE U MOAJEXKAILIUE YYeTy,
BBIJIAIOTCSI MEIUIIMHCKUM pabOTHHKAM, MMEIOIIUM NpaBO O(GOPMIIEHHUS PELENTOB, MO PACHOPSHKECHHIO
IJIABHOTO Bpaya MM €ro 3aMeCTUTEIIS.

HOJIy‘ICHHBIe PCUCITYPHBIC OlaHkM Ha 6yMa)KHLIX HOCUTCIIIX XPAHATCAd MCIUINHCKUMUA
pa6OTHI/IKaMI/I B IOMCHICHUAX, 066CH€'—II/IB&I—OHH/IX X COXPAaHHOCTD.

32. IlporpaMMHO-TEXHUYECKHE CPEJCTBA T'OCYIApCTBEHHBIX MH(OPMAIIMOHHBIX CHCTEM B cdepe
3paBOOXPAHEHUS, MEUIMHCKUX HH()OPMAIIMOHHBIX CUCTEM MEIUIMHCKUX OpPTraHU3aIii 00ecTIeunBaoT
XpaHEHHE SJICKTPOHHBIX PelenToB, O(GOpMICHHBIX B (hOpME 3JIEKTPOHHBIX TOKYMEHTOB B TEUEHUE
CPOKOB, YCTaHOBJICHHBIX [UIi XpaHEHHUS pELEeNnToB, OQOPMICHHBIX Ha COOTBETCTBYIOIIMX (opMax
peLenTypHbIX 0JIaHKOB Ha OymMakHOM HocuTene <10>.



<10> Tloamynkt 5.2.169 Ilonoxenus o Munuctepcre (Cobpanue 3akoHoaTenbcTBa Poccuiickoit
®enepauun, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

ITpunoxxenune N 4

K IpUKa3y MUHUCTEPCTBA 3PaBOOXPAHEHHUS
Poccuiickoit ®enepanun

ot 24 Hos16ps 2021 r. N 1094u

OOPMA CIIEHHMAJIBHOI'O PELHEIITYPHOI'O BJIAHKA N 107/Y-HII

MuHHCTEpPCTBO 31paBOOXPAHEHUS Kox ¢hopmer mo OKY [
Poccuiickoit ®eneparuu MenuuuHcKas JOKyMEHTaus
®opma N 107/y-HII,
YTBEPKICHHAs! IPUKA30M
MuHuCTEpPCTBA 3APaBOOXPAHEHUS
Poccuiickoit deneparuu

or 24.11.2021 N 1094n

IITaMII MEIUIIMHCKOMN OpraHu3anuu

PELIEIIT

Cepus N

n n 20_ T.
(1aTa BBIMKUCKU perenTa)

(B3pOCIIBIH, IETCKUN - HYKHOE OTYEPKHYTh)

cI)a.MI/I.]'II/ISI, HUMs, OTYECTBO (nocne,uHee - IIpA HaJ'II/ILII/II/I)
nanuecHTa

Bo3spact

Cepus 1 HOMeD MoJIKca 0053aTeILHOTO0 METUIIMTHCKOTO CTPaxOBaHUS

Homep MeaunmHCcKon KapThl

damuinus, UMsi, OTYECTBO (TIOCIIEHEE - TPU HATUUNHN)
Jevaiero Bpava (¢enpaiiepa, akymepku)

O TP TP R OUPROUPRPRN

[Toanuck u nMUyHas MeyaTh Bpaya
(moxmuck enpamepa, aKymepKu)

M.IL



damunus, UMs1, OTYECTBO (TIOCTEAHEE - MPU HATMYHUH) U TTOANKCH YITOJTHOMOYEHHOTO JIUITA
MEIHUIMHCKON OpraHu3aluu

M.IL.
OTMmeTKa anTeyHo! OpraHu3aui 00 OTIyCKe
damuus, UMs, OTIECTBO (TTOCIICTHEE - TP HAJTMYWH) U MOANKUCH PaOOTHUKA alTeuHOM
OpraHu3alnu

M.IL

Cpok aeiictBus perenta 15 nueit

[Ipunoxenne N 5

K npuKa3zy MuHUCTEpCTBA 3/IpaBOOXPAHEHHUS
Poccuiickoit @eneparuu

ot 24 Hos10ps 2021 1. N 1094n

NOPAAOK
N3roToBJIEHUA, PACMNPEAOENEHUA, PETUCTPALUUU, YHETA U XPAHEHUA
PELENTOB, COOEPXALUMUX HASHAYEHUE HAPKOTUYECKUX CPEACTB
NI NCUNXOTPOINHbIX BELLECTB

I. MopsaoK n3roToBneHus, pacnpeaeneHns cneunanbHbIX
peuenTypHbIX 6raHkoB no copme N 107/y-HI

1. Opranuzanuio U3roTOBIEHUS U paclpeneseHus peuenTypHbix O6gaHkoB o ¢opme N 107/y-HII
"CrienuanbeHblii penienTypHbI OnaHk" (#anee - cHelUaNbHBIA pelenTypHbI OJIaHK) OCYIIECTBISET
MunuctepcTBO 311paBooxpanenust Poccuiickoit @enepannu (nanee - MUHHCTEPCTBO).

2. CrenuanpHble peLEenTypHble OJIaHKU SIBISIIOTCS 3alIMIIEHHON moiurpaduyeckoil mpoaykuuein
ypoBHs "B", u3roraBnuBaemoil Ha Oymare po3oBoro 1Bera pazmepom 10 cm x 15 cM, JOMKHBI UMETh
CepUI0 M HOMEp, a TaKXe COOTBETCTBOBAaTh TPEOOBaHMSM, yKa3aHHBIM B IpHKaze MMHHCTEpCTBa
¢unancos Poccuiickoit denepannn ot 29 centsiops 2020 r. N 2171 "O6 yrBepxkaeHUn TeXHUUYECKUX
TpeOOBaHUN M YCIOBUN M3TOTOBJIECHMS 3aIMIICHHOM OT MOJAENOK MOJUrpapuueckod MpoayKIuu"
(3apeructpupoBan MuHuctepcTBoM roctuiuu  Poccuiickoit ®eneparuu 16 wHosiOps 2020 .,
peructpanoHasiii N 60930).

3. B mensix opraHusaii U3rOTOBJIEHUS M paclpeiesieHus] CHeIUAIbHBIX PEleNTypHbIX OJIaHKOB
MEAUIMHCKUE OpraHU3alii, MMEIOIINE IPaBO OCYLIECTBJIATH BbIJAady PELENTOB HAa HAPKOTHYECKHE
CpelncTBa WM IIcMXOTpomHble BeniecTBa crnucka Il Ilepeuns m 3aperncrtpupoBaHHble B Poccuiickoi
@enepani B KauyecTBE JICKAPCTBEHHBIX MPENapaTroB Ui MEIUIMHCKOIO TpUMEHEHHus (Jasnee
COOTBETCTBEHHO - MEJIULMHCKAas OpraHu3alus, HAPKOTHYECKUH (NICUXOTPOMHBIN) JIeKapCTBEHHBIN
Ipernapar), COCTaBIISAIOT 3asBKH Ha pelieNTypHbIe OJaHKH.

4. B cpok 1m0 1 OKTAOpsI TEKyIIero roja 3asBKH MEAWIIMHCKUX OPTaHM3aIlliii Ha CIEeIHAIbHBIC
perenTypHble OJaHKU MPEICTABISIFOTCS:

1) MeAWIMHCKUMH OpraHu3aIlusMU, HAXOIAIIMMHUCA B BeACHHH (enepanbHBIX OpPraHoB
WCIIOJTHUTENILHOM BJIACTH, - B COOTBETCTBYIOIINE (De/iepaabHble OpraHbl UCTIOTHUTEILHON BIIACTH;



2) MEAWIMHCKUMHU OpraHu3alusM{, HaXOASIIUMHUCS B BeAeHUH CyOBekToB Poccuiickoit
Denepanyy, MEAUIMHCKMMY OpraHU3alUsIMUA MYHULMIIAIBHON M YaCTHOM CHCTEM 31PABOOXPAHECHUS - B
OpraHbl HCIHOJHMUTENBbHOM BiacTu cyObekToB Poccuiickoit ®dexepanmuu B chepe OXpaHbl 3710pOBbS
rpaxJaH, Ha TEPPUTOPUM KOTOPBIX OHM PACHOJIOXKEHbI (Janee - OpraHbl HCIOIHMUTENBHOM BIAacTH
cyobekToB Poccuiickoit denepanun).

5. B 3asaBke MCHHHHHCKOﬁ oprann3allviid Ha CIICHHaJIbHBIC PCUCIITYPHEBIC OnaHKu YKa3bIBarOTCA
CJICAYIOIUC CBCACHUA:

1) cBenmeHHMs O MEIUIIMHCKON OpraHW3allMM, IMOJABIICH 3asBKY Ha CIEHHUAIbHBIE PEIHCNTYPHBIC
OnaHku (IOJTHO€ HAUMEHOBAHUE, aJIPEC MECTa HaX0XKICHH );

2) KOJMYECTBO CIHELHAIbHBIX PELENTYpPHbIX OJIAHKOB, M3PAaCXOJOBAHHBIX MEIUIMHCKON
opranusanueil Ha | sHBaps IpeaIeCTBYIOLIETO ro/a;

3) KOJIMYECTBO CIELHUATbHBIX PELENTYPHbIX OJAHKOB, HEOOXOAUMBIX MEIULMHCKON OpraHu3aluu
Ha CIICIYIOIIHM TO/I.

3asBKa MEAMLMHCKOW OpraHu3ali Ha CHEelHalJbHble pEHEeNnTypHble OJaHKU MOJMHMCHIBAETCS
PYKOBOAMTENIEM MEIMLIHMHCKOM OpraHW3aliy, KOTOPBIM HECET NEPCOHAIbHYK0 OTBETCTBEHHOCTH 3a
000CHOBAHHOCTB U JIOCTOBEPHOCTh YKa3aHHBIX CBEJICHUH.

6. ®enepasibHBIC OpraHbl UCIOJHUTEIBFHON BIACTH, B BEJIEHUU KOTOPBIX HAXOIATCS MEAMIIMHCKUE
opranmzanuu (manee - ¢eaepaibHble OpraHbl UCHOJHUTENBHOM BIACTH), U OpPraHbl HCIIOTHUTEIHHOU
Bractu cyOwnekToB Poccuiickoit denepaniii Ha OCHOBAHMM 3asBOK MEIMIIMHCKUX OpraHU3aluid Ha
CHelHalbHble pelenTypHble ONaHKU (HOPMHUPYIOT CBOJHBIC 3aABKM Ha CIELHAIbHBIE PEIENTYypHbIE
OJIaHKH U B CPOK 70 | J1ekaOpst TEKyIIero rojia NpeICcTaBisiFoT nX B MUHUCTEPCTBO.

7. B cBOgHOM 3asBKE Ha CIICLIMaJIbHEIE PCUCIITYPHBIC OnaHku YKa3bIBAOTCA CICAYIOHIUEC CBEACHUA:

1) cBeneHust 0 QenepaibHOM OpraHe UCIOTHUTEIHLHOW BIACTH (OpraHe WCIOJHUTEIBHON BIIACTH
cyonekTta Poccuiickoit @eneparum), IpeaCTaBUBIIEM CBOJHYIO 3asBKYy Ha CIEIMANbHBIE PEIENTYPHbBIE
OJ1aHKu (TIOJTHOE HAMMEHOBAHUE, aIpeC MECTa HaXOXKJCHU);

2) KOJIMYECTBO CIENMATbHBIX PEIEeNTYPHBIX ONAHKOB, paclpeeleHHBIX (enepalbHbIM OpraHOM
WCTIOTHUTEJIbHONW BIACTH (OpPraHoOM HMCIOJHUTENBHOUM BiacTu cyobekTa Poccuiickoit denepanuun) Ha 1
SITHBApsI MPEIIIECTBYIOLIEr0 ro/1a MEXKIy MEIUIIMHCKUMU OpraHU3alusIMy;

3) KOJIMYECTBO CHEIHAIbHBIX PELENTYpHbIX OJAHKOB, HEOOXOAMMBIX (heepaJbHOMY OpraHy
UCTIOJHUTENIBHOM BJacTH (OpraHy HUCIOJHUTENbHOW BiacTu cyObekTa Poccuiickoit ®enepanuu) Ha
CJIEIYIOIIUI TOJT JUTsl pACIPEAEIICHHS MEX Y MEAULMHCKUMH OpraHU3alHsIMHU;

4) cBeneHus O TMOABEJOMCTBEHHON OpraHU3alMM, YHOJHOMOYEHHOH (enepalbHbIM OpraHoM
WCIIOJIHUTENIbHOM BJacTu (OpraHoM HCIOJIHUTENbHOW BiacTu cyOwbekta Poccuiickoit ®enepaiiin)
OCYILIECTBIATh TOJIyY€HHE CHEIMaJIbHBIX PELENTYpHbIX OJaHKOB OT MMHHCTEpCTBa, UX XpaHEHUE U
BBIZIa4y MEIUIIMHCKAM OpraHu3anusM (IMOJTHO€ HauMEHOBaHUe, aapec mMecta HaxoxaeHus, MHH/KIIII,
OKTMO opranu3zanuu, GpakTHIeCKUi aipec MOCTaBKN).

8. Ha ocHoBanun IMMOJIYYCHHBIX CBOJAHBIX 3as4ABOK Ha CICHOUAJIBHBIC PEUCITYPHBIC OJIaHKU
MUHHUCTEPCTBO €XKETrOoIHO B CPOK N0 15 sHBaps criemyromiero rojaa GpopMHUpPYET U YTBEpXKIAeT IJIaH
pacnpeaciiCHud ClCUHUAJIbHBIX PCHCITYPHBIX 6J'IaHKOB, B KOTOPOM OTpaXacTCs rogoBas HOTpe6HOCTB
Poccwuiickoit ®enepanuu B CHENHANBHBIX PELENTYPHBIX OJlaHKax (Hajee - TIJIaH pachpeeiIeHHs
MuHnuctepcTBa).

9. B nnnane pacnpenenenus MUHNCTEPCTBA YKa3bIBAIOTCS CIAEAYIOLINE CBEACHHUS:

1) mOpsIAKOBBIN HOMEp 3aIKCH;



2) HauMeHOBaHHE (QenepaJbHOro OpraHa MHCIOJHHUTEIbHON BiacTH (OpraHa HCIOJHUTEILHOU
Bractu cyobekta Poccuiickoit deneparuu), TpenCTaBUBIIETO CBOAHYIO 3asBKY Ha CIICIIHAIbHBIC
perenTypHbie OIaHKu;

3) He0OXOaMMOE KOJIMYECTBO CHEIUAIbHBIX PEIENTYPHBIX OJIaHKOB.

10. HampaBneHue crienuagbHBIX PEHEeNnTypHBIX ONaHKOB (heaepaqbHbIM OpraHaM HCIIOJHUTETbHON
BJIACTH, OpraHaM HCIOJHUTENIbHON BiacTu cyObekToB Poccuiickoii ®exepanuu OCyIIECTBISIETCA
MuHHCTEPCTBOM B KOJIMYECTBE, IPEYCMOTPEHHOM IIIAHOM pacipeaeiieHuss Munucrepcrsa.

11. MuHHCTEPCTBOM JOIMOJHUTEIBHO K KOJIMYECTBY CIEIUATBHBIX PEHENTYPHBIX OJIAHKOB,
MPEIyCMOTPCHHOMY ITUTAHOM  pacmpenelieHus MUHHCTepCTBa, (OPMUPYETCsS PEe3epBHBIM  3amac
CHEIUaIbHBIX pElENTYpHbIX OJIaHKOB B KojudecTBe, He mnpepbimaromeMm 150 000 crnenmuanpbHBIX
pEIenTYPHBIX OJAHKOB.

12. B cinyyae yBenuueHusi MOTPeOHOCTH B CHELMANBHBIX PEUENTYpPHBIX OlaHkax ¢eaepanbHbIe
OpraHbI UCTIOJTHUTEIHLHON BIIACTH (OpraHbl HCIIOJHUTEIILHOM BiIacTh CyObekTOB Poccuiickoit denepanyn)
HanpaBJsiloOT B MUHHUCTEPCTBO CBOJIHBIE 3asBKH Ha JIOMOJHHUTEIBHOE KOJMYECTBO CIEHUATBHBIX
pelenTypHbIX OJIAHKOB (C OOOCHOBAaHWEM YBEIUYCHUS TOTPEOHOCTH B CICHHAILHBIX PEIEHTYPHBIX
OnaHKax), KOTOpble MPEAOCTABISIOTCS MUHHCTEPCTBOM M3 PE3EpBHOTO 3alaca CHElHalbHBIX
pelenTypHbIX OJaHKOB.

13. denepanpHble OpraHbl UCIIOTHUTEIHLHONW BIACTH (OpraHbl UCIIOJIHUTEIHHONU BIACTH CYOBEKTOB
Poccwuiickoit ®denepanun) pacrnpenesioT IOJYYCHHBIC CIICIHATbHBIC PEICNTYPHBIE OJNIAHKH MEXKIY
MEAUIIMHCKUMHU OpraHu3allisIMU Ha OCHOBAaHUHM IUJIAHOB pacmlpeesieHus, CHOPMUPOBAHHBIX B
COOTBETCTBHUHU C 3a1BKaMH MCIUITMHCKUX opraHmauHﬁ Ha CIICHUaJIbHBIC PCUCIITYPHBIC 6HaHKI/I.

Il. Mopspgok perncTpaumm, y4eta u XpaHeHusi cneymanbHbIX
peuenTypHbiX 6naHkoB no cpopme N 107/y-HI

14. MuHucTepcTBO, HHBIE (elepanbHble OpraHbl HMCIOJHUTENBHOW BIACTU M OpraHbl
UCIIOJIHUTENIbHON BiacTH cyObekToB Poccuiickoit denepanuy OpraHus3yloT XpaHEHHE CHEeHaJIbHBIX
pelenTypHbIX OJaHKOB B IO/BEJJOMCTBEHHBIX OpPraHMU3alUAX, YIOJIHOMOYEHHBIX OCYIIECTBISAThH
MOJIyUEHUE CIHEUAIbHBIX pEUENnTypHbIX OJIaHKOB OT MUHUCTEpCTBA, UX XpaHEHUE U BbLIAYY
MEJIULUHCKUM OpraHU3alusM (Jlajiee - yIIOJIHOMOYEHHAs! OpraHu3alus).

15. B ynosHOMOYEHHON OpPraHU3allMd M MEIULMHCKOW OpraHU3alliy, MOJYy4YMBIIEH CHEUaIbHbIC
peuenTypHble OJaHKH, OPraHU3YeTCs pPErucTpalus, ydeT W XpaHEHHE CIELUANbHBIX pPELEeNTYpHBIX
OJIaHKOB.

Peructpanus, y4er W XpaHEHHE pE3EpPBHOTO 3amaca CHEIUANbHBIX PEIEeNTYpHBIX OJIaHKOB
MunucrtepcTBa ocymecTBisieTcss  (enepasbHbIM  TOCYIapCTBEHHBIM  OIO/KETHBIM  YUPEKICHHUEM,
HaXOJsIIMMCS B BeAeHUM MUHHUCTepCTBa (Jajlee COOTBETCTBEHHO -  PE3epBHBIM  3arac,
MTOJABEJIOMCTBEHHOE YUPEIKICHHUE).

16. PaOOTHHMK, Ha3HAUYeHHBIH MPHUKA30M PYKOBOJIUTENS  YIOJIHOMOYEHHOM OpraHu3aiuu
(YHOTHOMOYEHHOM OpraHW3aIliy, ITOJABEIOMCTBEHHOTO YUPEKICHHUSI) OTBETCTBEHHBIM 3a PETHUCTPAIIHIO,
XpaHEHHE W Y4YeT CIEHHANbHBIX PEIEeNTYPHBIX OJIAHKOB (Jajieeé - OTBETCTBEHHBINM pPaOOTHHK), Ha
OCHOBAHHMH JIOBEPEHHOCTH, O(DOPMIICHHOM B MOPSAKE, YCTAHOBIEHHOM 3aKOHOJATEIHCTBOM Poccuiickoit
@enepan (¢ MOANUCHIO  PYKOBOAMTENS  YHOJHOMOYEHHOM OpraHu3anu  (yImoJHOMOYEHHOM
OpTraHW3aIlfH, IIOJBEIOMCTBEHHOTO YUPEKICHHUsS), TIAaBHOTO Oyxrairepa, 3aBEpeHHBIX KPYTJoi
MeyaThlo), MOJYy4aeT CHEHUalIbHbIe pelenTypHble OJaHKM U OCYIIECTBISIET BEIEHUE IKypHaja
pPEruCTpallik M ydeTa CIEIHAIBHBIX PEIEenTypHBIX OJaHKOB, K KOTOpOoMy mpuoOmaer Goro- u (Miam)
BUJICOMATEpHalbl, MOATBEpKAaomue (akt odopmieHHus peUuenTypHbIX OJaHKOB Ha Aomy (Tpu
HaJU4un).

17. XypHan peructpauud ¥ ydera CHEIHAIbHBIX PpELEeNTYpHBIX OJAaHKOB JOJKEH OBITh
IIPOHYMEPOBaH, IMPOIIHYPOBAaH, MMETh Ha IIOCJIECIHEH CTpPaHUIEC 3alKCh, COAEPIKALIYI0 KOJIUYECTBO



CTpaHHULl, IIOJHOE€ HAMMEHOBAaHUE YIOJIHOMOYEHHON OpraHu3anuu (MEIULMHCKON OpraHu3alui,
MOJIBEZIOMCTBEHHOI'O  YUPEXKJCHHSA), a TAKKE CKPEIUICH MOANUChI0 PYKOBOIAUTENS M II€YaThio
YIOJTHOMOYEHHO! OpraHu3alnuy (MEAULIUHCKON OpraHu3aliy, OABEJOMCTBEHHOIO YUPEXKICHNUS).

KypHan peructparuu W ydera CHEIHAIBHBIX PELENTYPHBIX OJaHKOB pE3epBHOrO 3amaca
MuHucTepcTBa CKPEIUISETCS TaKKe MOAMHCHI0 JAUpPEKTopa (B cilydae €ro OTCYTCTBHS - 3aMECTHTEIS
mupekTopa) JlemaprameHTa peryJMpoBaHUsS OOpaIlleHUs JICKAPCTBEHHBIX CPEACTB M MEAUIIMHCKHUX
nu3aenui MUHUCTEPCTBA U e4aThi0 MUHKCTEPCTBA.

18. B ikypHalle pEerucTpallid U Yy4yeTa CIEUHATbHBIX PELENTYpPHBIX OJIAHKOB YKa3bIBAIOTCS
CJIEYIOIUE CBEACHHUS:

1) mOpsIAKOBBIN HOMEp 3aITHCH;

2) mpHUXO0/1 CIIECIUATBHBIX PEIENITYPHBIX OJIAHKOB:

a) PEeKBU3UTHI U J1aTa PErUCTPallMU IPUXOAHOTO TIOKYMEHTA;

0) oO111ee KOJIMYECTBO MOCTYNMBIINX CHELMATIBHBIX PELENTYPHBIX OJaHKOB;

B) cepHsl U HOMEP CHELHATbHOTO PeLenTypHOro OJ1aHKa;

I') KOJIMYECTBO CIELHAIbHBIX PELENTYPHBIX OJaHKOB IO KaXKIAOU CEpUU;

1) hamumiius, UM, OTYECTBO (IIOCIIEHEE - TPH HATMYHMH) U ITOANUCH OTBETCTBEHHOI'O pabOTHHKA,
3) pacxo/ CenUaNbHbIX PEleNTyPHBIX OJTaHKOB:

a) JlaTa B4l CIIELUAIBHBIX pPeleNTypHbIX OJaHKOB;

0) cepun 1 HOMEpa BbIJAHHBIX CIIEIUAIBHBIX PEUENTYPHBIX OJaHKOB;

B) KOJIMYCCTBO BBIJJAHHBIX CIHCOHUAJIIBHBIX PCHCHTYPHBIX OJIaHKOB C YKa3zaHueM B CcKoOKax
KOJMYCCTBA CIICHUAIBHBIX PCLCIITYPHBIX 6J'IaHKOB, BbITAHHBIX JJIs O(i)OpMJ'IeHI/ISI Ha 1O0MY;

r) Qgamunus, uMs, OTY4ECTBO (IOcielHee - MpH HAJUYMU) U MOJNHUCH JIMIA, MOJIYYHBIIETO
CHelHalIbHbIE PeleNTypHbIe OJaHKU;

I[) KOJIMYCCTBO CIICIUAJIBHBIX PCHCITYPHBIX 6J'IaHI(OB, O(i)OpMJ'IeHHBIX Ha T0MY,

e) ¢ammius, UMs, OTYECTBO (IOCIEAHEE - MpPU HAJIMYMU) W MOANUCH JHIa, O(GOpPMHBILErO
CrellMalbHbIE PeLENTYPHbIE OJIAaHKU Ha JIOMY;

4) pamumnus, uMsi, 0TYECTBO (MTOCIEAHEE - IPU HATMYUH) U MTOANKUCH OTBETCTBEHHOT'O pabOTHHUKA,
5) OCTaTOK CreNUaIbHBIX PEIENTYPHBIX OJIaHKOB.

19. ChoenuanbHblii peleNTYpHbIM ONaHK SBISETCS JOKYMEHTOM CTpPOTOMl OTYETHOCTH. 3arac
CMELUANBHBIX PELENTYPHBIX OJAaHKOB B MEAMIIMHCKOM OpPraHU3alMM JO0JDKEH XPAHUTHCS B CIIEUATBHBIX
MOMEILEHUsX, ceiiax WIn B ClIENUATbHO U3TOTOBIEHHBIX IIKa(ax, 0OUTHIX OLMHKOBAHHBIM JKEJIE30M, C
HAJIe’KHBIM BHYTPEHHUM HJIM HABECHBIM 3aMKOM.

[Tomemenus, ceidsl, mKapbl, B KOTOPBIX XPaHATCS CIENUaIbHbIE PELENTypHble OMaHKU, JOKHBI
OBITh 3aKpBITBI HA 3aMKH M TIOCIE OKOHYAaHUSA pabOThl OMeyaTaHbl IEYaThl0 YHOJTHOMOYEHHOMN
opraHu3anuy (MEIUIIMHCKON OpraHU3allui) UM OIJIOMOMPOBAHEI.

20. B MemMUIMHCKMX OpraHM3alMsaX 3arac CICNHATbHBIX PEIENTYpHBIX OJaHKOB HE JOJKEH
MPEBBILIATH T'0JI0BOM MOTPEOHOCTH.



21. Paspemaercs BbIIABaTh MEAWLIMHCKOMY paOOTHUKY, HMEIOIIEMYy TpaBO Ha3HA4aTh
HapKOTHYECKUE (IICUXOTPOIHBIE) JIEKAPCTBEHHBIE IIpenaparhl, €IMHOBPEMEHHO He OoJiee JBaaLlaTH
CIELUANBHBIX PELENTYPHBIX OJaHKOB.

MGI[I/IHI/IHCKI/IG pa6OTHI/IKI/I, BBIIIMCBIBAKOINHUE PCLCIITEI HAa HAPKOTHYCCKUC (HCI/IXOTpOHHI)Ie)
JICKApCTBCHHBIC IIPCIIapaTbl, HAa OCHOBAHUU IIPpHKa3a PYKOBOIUTCIIA MCHHHHHCKOﬁ opraHum3aliii HECYT
JUYHYIO OTBETCTBCHHOCTH 3a COXPAHHOCTH IIOJNYYCHHBIX CIICHUAJIBbHBIX PCHCITYPHBIX OJIaHKOB.
CHGI_II/IaJILHBIe PCUCIITYPHBIC 6HaHKI/I, MOJIYYCHHBIC MCIUITUHCKUM pa6OTHI/IKOM, XpaHATCA oA 3aMKOM B
ceﬁ(bax, METANINYCCKUX mKa(bax NN MCTAJJIMYCCKUX AITUKax.

22. B MeAMIIMHCKOW OpraHu3allud CO3JAeTCsl MOCTOSHHO JEUCTBYIONIAs KOMMCCHS, KOTOpas He
pexxe 1 pasa kBaptan (IO PEIIEHUI0 PYKOBOAUTENS METUIIMHCKOM OpraHu3alMyd BO3MOXHO Yalle)
OCYIIIECTBIISIET MPOBEPKY COCTOSHUS PErHCTPAIIUKM U y4eTa CIEIUATBHBIX PEICNTYPHBIX OJIAHKOB, B TOM
Yyclie MyTeM CBEPKH 3aluceil KypHalla perucTpaliii U ydeTa CHelHMalbHbIX PEelEenTYPHbIX OJaHKOB, C
(haKTUYECKUM HATTMYHUEM CIICIHATBHBIX PEIENTYPHBIX OJIAHKOB, a TAK)KE TMPOBEPKY COCTOSHUS XPaHEHUS
CHEIHANIbHBIX PELENTYPHBIX OJIAHKOB.

[To pe3ynbpTaTam MpoOBEPKU B KypHAJIE PETUCTPALIMHU U yUYeTa CIEHUATBHBIX PEIENTYPHBIX OJIaHKOB
JIEJIAaeTCs 3allMCh O pe3ysibTaTax MPOBEACHUS CBEPKU JAHHBIX, 3aKPEIUICHHAs IOANUCAMH BCEX UYJICHOB
KOMUCCHH, WJIA CO3AAETCS CIIEIUATIbHbIA aKT TPOBEPKH.

23. denepanbHble OpraHbl HCIOIHUTEIBHOM BIACTH M OPraHbl UCIIOJHUTEIBHON BIACTH CyObEKTOB
Poccuiickoit @enepanuu OCyIIECTBIAIOT KOHTPOJb 32 OpraHU3alMEN PEerucTpalyy, ydeTa U XpaHEHUs
CIELUANBHBIX pELENTypHbIX OJAHKOB B  YHNOJHOMOYEHHBIX OpraHM3allUiX U  MEIUIHMHCKUX
OpraHu3anusx.

24. Bplgaua croenMaibHBIX pELENTYypHbIX OJaHKOB K3 pe3epBHOrO 3amaca MUHHUCTEpCTBA
benepanbHBIM OpraHaM HCHOJHHUTEIBHOM BJIACTH M OpraHaM HCIIOJHUTEIBHOW BIIACTH CYOBEKTOB
Poccuiickoit  denepanu  OCyLIECTBISETCS  OTBETCTBEHHBIM  PAOOTHMKOM  I0/IBEJOMCTBEHHOI'O
YUpeXKJIeHUsI Ha OCHOBAHUU pelIeHUs 00 OTIYCKE CHEIHaIbHBIX PEeLENTypHBIX OJIaHKOB, O(pOPMIIEHHOTO
B BHJIE MHUCHbMA, MOJIMUCAHHOTO JUPEKTOPOM (B Cilyyae €ro OTCYTCTBHUS - 3aMECTUTENEM AUPEKTOpa)
JlemaptamMeHTa peryJupoBaHMs OOpalleHHs] JIEeKapCTBEHHBIX CPEACTB U MEAUIMHCKUX H3JEIHH
MuHucrepcTsa.

[IpoBepka HESITENTbHOCTH TOJIBEIOMCTBEHHOTO YUPEXKACHHUS MO PETUCTPAIUU, YUETy U XPaHEHUIO
pe3epBHOro 3amaca ocyllecTBisercs JlemapTaMeHTOM peryJupoBaHUsS OOpalleHHusl JEeKapCTBEHHBIX
CPEICTB M MEIWIMHCKUX u3Nenuii MuHuctepcTtBa 2 paza B roa He mosgHee 20 umcna mecsua,
CJIEIYIOLLETO 32 UCTEKIIUM MOIYTOJUEM.

ITpunoxenue N 6

K IpuKa3y MHUHHCTEPCTBA 3IPaBOOXPAHEHUS
Poccuiickoit ®enepanun

ot 24 Hos1i6ps 2021 r. N 1094n

NMPABUNA
O®OPMIIEHUA PELIENTOB, COAEPXALLMUX HASBHAYEHUE HAPKOTUYECKUX
CPEACTB UITN NCUXOTPOINHbIX BEWECTB, B TOM YACJIE B POPME
ANNEKTPOHHbLIX JOKYMEHTOB

I. OcbopmneHue peuyenta Ha BymaxHOM HocuTene

1. Ha penentypusix Omankax ¢opmsl N 107/y-HII B neBoM BepXHEM YTy MPOCTABISETCS IITAMII
MEIUIIMHCKOW OpraHM3allii C yKa3aHHeM ee IOJHOTO HauMEHOBaHHWs, aapeca W TeinedoHa C JaTou



BBIMUCKH (1aTol 0hopMIIeHHs) perernTa Ha JIeKapCTBEHHBIN penapar.

Peuentypnasie Omanku ¢Gopmbl N 107/y-HII u3roTaBImBarOTCS HCKIIOYUTENHHO THHOTPadCKUM
CIIOCOOOM.

2. Ha penentypubix OnaHkaX, oOG(OPMIISEMBIX HHIWBUIYaJbHBIMU MPEITPUHUMATEISIMH,
UMEIOIIMMH JIMIIEH3UI0 HAa METUIMHCKYIO JeSTeNbHOCTh, B BEPXHEM JICBOM YTy THIOTPa(CKUM
crocoboM WM TMyTEeM MPOCTaBICHMsI IITaMIlia JOJDKeH OBbITh yKa3aH aipec WHIMBUAYAIbHOIO
IpealpUHUMATENsl, HOMEP W Jara JIMIEH3MM, HAauMEHOBAaHME OpraHa TIOCYJapCTBEHHOW BIACTH,
BBIJJABLIETO JTULEH3HIO.

3. Penenrypubie Omanku Qopmer N 107/y-HII 3anonHsitoTcss MEIWIMHCKHM PaOOTHUKOM
YEepHUJIIAMU WIH IAPUKOBON PYUKOM.

4. lomyckaeTcsi ohopMIIEHUE BCEX PEKBH3UTOB (3a MCKIIOUeHHEeM pekBusuta "lloamnuch jedariero
Bpaya (mommuch denpamepa, akymepku)") penentypHelx OmaHkoB ¢opmbl N 107/y-HIT ¢
WCIOJIb30BAHNEM TI€YATAIONIUX YCTPOMCTB.

5. B peuentypuom 6nanke popmsl N 107/y-HII B ctpokax "damumnus, ums, 0T4ecTBO (IIOCIIEIHEE -
pu HaJIM4YMK) naurenta" u "Bo3pact” yka3pIBaroTCs MOJHOCTHIO (haMUIIHSL, UMsI, OTYECTBO (IIOCIIEIHEE -
P HAJIMYKHU) TAlMEeHTa, €T0 BO3PACT (KOJIMYECTBO MOJIHBIX JIET).

JlommycTrMO yKa3aHUE IaThl POXKICHHUS IMAIUCHTA.
6. B peuentypuom 6ianke ¢popmer N 107/y-HIT:

1) B ctpoke "Cepus u HOMep mojiuca o0sA3aTeIbHOr0 MEAMIIMHCKOTO CTPAaXOBaHHUA'" yKa3bIBAa€TCs
HOMeEp ToJInca 0053aTeIbHOr0 MEIUIIMHCKOTO CTPAaXOBaHMUs MMaleHTa (TIPH HAJTMYUH );

2) B ctpoke "Homep MenMIMHCKON KapThl" yKa3blBaeTCs HOMEpP MEIMIMHCKON KapThl MalueHTa,
MOJTYYaOIIero MEIUIMHCKYIO MOMOIIb B aMOYJIaTOPHBIX YCIOBUSX, WJIM MCTOPUM OOJIE3HU MAalMEHTA,
BBIIMCBHIBAEMOTr'0 U3 MEIULIMHCKON OpraHu3allly;

3) B ctpoke "®amuinus, uMs, 0TYECTBO (IIOCIEHEE - IPU HAJMYMK) Jiedalero Bpaya (¢enpamepa,
aKyIlIepkn)" yKa3bIBaeTCsl MOJHOCThIO (paMuius, MMs, OTYECTBO (IIOCIIEHEE - MPU HAJIWYMM) Bpaua
(penpamepa, akymiepku), BBIMMCABLIETO PELENT Ha HAPKOTUYECKUH (TICUXOTPOMHBIN) JeKapCTBEHHbIH
npemnapar.

7. B rpage "Rp" peuentypHoro 61anka popmel N 107/y-HII yka3siBaetcs:

1) HaMeHOBaHKE JIGKAPCTBEHHOTO TMpernapaTta (MeXIyHapOJHOe HEITAaTeHTOBAHHOE HAMMEHOBAHUE,
IPYNIHPOBOYHOE WIIM XUMHYECKOE HAMMEHOBAHUE, TOPrOBOC HANMEHOBAHUE) Ha JIATHHCKOM SI3bIKE WU
Ha PYCCKOM si3bIKe, (POpMa BBINMYCKa, TO3UPOBKA, KOJHMUYECTBO (YKa3bIBACTCS MPOMHUCHIO HA PEICTITYPHOM
onanke ¢popmel N 107/y-HIT);

2) cmoco0 TpUMEHEHHUs JICKapCTBEHHOTO TMpermapara Ha TOCYAapCTBEHHOM s3bIKe Poccuiickoit
Qenepauuy WIM Ha TOCYAapCTBEHHOM s3bike Poccuiickoii denepanuu U roCyIapCTBEHHOM  S3bIKE
pecnyOIMK U UHBIX si3bIKax Hapos10B Poccuiickoit denepannn <1>.

<1> Yactp 1 crateu 15 3akona Poccuiickoit ®enepanun ot 25 oktadps 1991 r. N 1807-1 "O
s3pIkax HaponoB Poccuiickoit @enepanuu" (nanee - 3akoH N 1807-1). (BegoMocTu che3na HApOIHBIX
nenyratoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. IIpn odopmieHnN penenTypHbIX OJAHKOB 3alpellaeTcs OrpaHUYMBATHCS OOIMMH yKa3aHUSIMH,
Hanpumep, "Brytpennee", "13BecTHO".



9. Ilpu odopmieHnn namueHty penentypHoro Onanka ¢opmber N 107/y-HII Ha HapkoTHdeckuid
(TICMXOTPOTHBINA) JICKApCTBEHHBIM TIpemapaT B paMKaX OKa3aHUS MEAWIUHCKON IOMOLIM IpH
OIpeJIeIEHHOM 3a00JIEBaHNU TaKOH perenT 3aBepseTcs:

1) moANMCHIO U TMYHOU MTeYaThIo Bpaya JIM0O0 MOAMUCHIO depamiepa (aKyIepKn);

2) meyaTbl0 MEIULMHCKOM OpraHu3anuu, JMOO CTPYKTYPHOIO MOAPA3ACIICHUS MEIUIMHCKON
opranmzanuu "J{ns peuenTtoB", KOTOpas NMPOCTaBISETCS JHUIOM, YIIOJTHOMOYEHHBIM PYKOBOIUTEIEM
MEIWIIMHCKOW OpraHW3alluu C YKa3aHueM (paMuiiuu, UMEHH, OTYeCTBa (MOCIEIHEE - MPU HAIHYUHU) H
MIPOCTABJICHUEM €T0 JIMYHOU MOAMHUCH.

B cnyuasx HeoOxomuMocTH OGOpMIIEHHS pelenta Ha HApKOTHYECKHH (TICMXOTPOIHBIN)
JIEKapCTBEHHBIN IIpemapaT Ha JOMY B paMKaX OKa3aHHs NaJJIMaTUBHOW MEIUIUHCKON MOMOIIH
JOMYCKAeTCsl MPeBAPUTEIbHOE 3aBEPEHHE pELenTa ITaMIIOM MEIUIMHCKOW OpraHM3aliH, MeYaThio
MEAUIMHCKOW OpraHu3aly JUO0 CTPYKTYpHOTO MOAPA3JEICHUs MEIUIMHCKOW opraHuzanuu "Jlms
peuenToB", KOTOpas TPOCTABIAETCS JIMIOM, YHOJHOMOYEHHBIM PYKOBOJAUTENIEM MEIUIIMHCKON
OpraHmzaluy, ¢ ykazanueMm (aMuInH, UMEHHU, OT4ecTBa (MOCIEIHEe - PU HAIUYUHU) U MIPOCTaBICHHEM
ero nu4HOW moxamucu. Ilpm 3TOM B JKypHane perucTpanud W Yyd4era pEUENTYpHBIX OJaHKOB B
cooTBeTCTBUM ¢ llopsiakoM perucrpanuu, ydera U XpaHEeHHs CIEIHUAIbHBIX PELENTypHBIX OJaHKOB Ha
HapKOTHYECKHE CpPEACTBAa WM TICUXOTPOIHBIE BEIIECTBA, YTBEPKICHHBIM HACTOSIIUM IPHKA30M,
JieNlaeTcsl OTMETKa O €ro Bblgade s OpOpMIICHHS Ha JOMY, a TakKe OTMETKa, YJOCTOBEpPEHHAsS
MOJNKUCHI0 Bpada Jub0 Qenpanepa (aKymepku), oQpoOpMHUBIIETO perent, o ¢akre ero ohopmieHus,
KOTOPBI MOXKET OBITh JOMOIHUTEIBHO MOATBEPKACH (POTO- U (WITK) BHIEOMATEpUATIAMHU.

B crpoke "Otmerka amnrteyHOMl opraHuzanuMd o0 OTHycke" CTaBUTCS OTMETKa anTe4yHOU
OpraHu3anuu 00 OTIyCKe HapKOTUYECKOIo (IICUXOTPOIHOI0) JEKapCTBEHHOIO Mpenapara (C yKa3aHueM
HAaUMEHOBAHMSI, KOJIMYECTBA OTIYLIIEHHOTO HAPKOTHYECKOro (TICUXOTPOMHOIO) JIEKAPCTBEHHOTO
npernapara 4 JaThl €ro OTIYCKa), KOTOpasl 3aBepsieTCsl MOJAMUChI0 pabOTHHKA aNTEYHON OpraHu3aluy,
OTITYCTHMBILETO0 HAPKOTHYECKHM (IICUXOTPOIHBII) JIEKApCTBEHHBIN Mpenapar (¢ yKa3aHueM ero GaMuini,
MMEHHM, OT4YecTBa (IOCe/Hee - MPU HAJIMYMH), a TAKXKe KPYyIJIOH MedaTrbio anTeyHOW OpraHu3aluy, B
OTTHUCKE KOTOPOM TOJIKHO OBITh UACHTU(PUIMPOBAHO IOJTHOE HAMMEHOBAHME alITEYHON OpraHU3alllu.

10. Ha ognoM peuentypHoM Osanke Gopmbl N 107/y-HII paspemiaercs ocyiiecTBiasTh Ha3HaAYCHHUE
TOJIBKO OJIHOI'O HAMMEHOBAHHSI JIEKAPCTBEHHOTO Tperapara.

11. McnipaBnenus B penienTe He AOMYCKarTCS.
Il. OchopmneHune peuenta B popmMe 3NIEKTPOHHOro AOKYMEHTa

12. Penent B opMe 3JIEKTPOHHOTO JOKYMEHTA, NOJMHCAHHOTO YCHJICHHON KBaTU(HUIIMPOBAHHON
ANEKTPOHHON MOJIMUCKHI0, (OPMUPYETCS MEAULIMHCKUM pAaOOTHUKOM, CBEACHHUS O KOTOPOM BHECEHBI B
benepanbHBIl  PETUCTP MEAMLIMHCKUX PaOOTHUKOB <2>, a TaKKe MpH YCIOBUU PETUCTPALUH
MEAUIMHCKOW OpraHu3alMM, B KOTOpoil odopMIisieTcsl pelent, B (eaepaabHOM peecTpe MeAMIIMHCKUX
opranuzanuii <3> eIuMHON rocyAapCTBEHHON MH(OPMAIMOHHON CHCTEMBI B cepe 31paBOOXpaHEHUS U
MOJIKJIFOUEHUSI TaKOM MEIMIMHCKON OpraHu3alid K TOoCyAapCTBEHHOM HHQOPMAIMOHHOM cucrteme B
cdepe 3apaBooxpanenus cyorekra Poccuiickoit denepanun <4>.

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

<3> Yactes 4 crateu 91.1 ®depepanpHoro 3akoHa N 323-O@3 (CobpaHue 3aKOHOIATEIHCTBA
Poccutiickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Cratpu 91 u 91.1 ®enepanbroro 3akona N 323-D3 (Cobpanue 3akoHOAaTenbcTBa Poccuiickoi
®enepanun, 2011, N 48, c1. 6724).



13. Ilo TpeOGOBaHMIO MaLMEHTa WJIM €ro 3aKOHHOTO TMPEACTaBUTENS O(GOPMIIAETCS SK3EMILIIP
perienita B QopMe DIJIEKTPOHHOTO JOKYMEHTa Ha OyMaXHOM HocuTene ¢ oTrMmeTkoi "JlyOmukar
ANEKTPOHHOIO JOKYMEHTa".




