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Hopsanaka Ha3HaYeHHs JeKaPCTBEHHBIX NpenapaTos, GopM pelenTypPHbIX
06.1aHKOB Ha JieKapcTBeHHbIe npenapathl, [lopsiaka odopmiaenns yKazaHHBIX
0,1aHKOB, X Y4eTa H XpaHeHHs, popM 6,1aHKOB pelleNTOB, COAEPKALNHUX
Ha3Ha4YeHHe HAPKOTHYECKHX CPeJcTB HJIH NICHXOTPONHBIX BELIECTB,
Hopsiaka UX H3roTOBJIEHHUS, pacpeJe/ieHHs, PerHCTPAIlHH, Y4€Ta H XPaHeHHs,
a Taxke IlpaBua opopmienns 6J1aHKOB penenToB, B TOM 4Hcje B popme
371eKTPOHHBIX I0KYMEHTOB

B coorBerctBuM ¢ myHkToM 16 uwactu 2 crateu 14 @epepalbHOro 3aKoHa
or 21 Hosbps 2011 r. Ne 323-03 «OO6 ocHOBaXx OXpaHbl 3J0POBbSl T'PAKAAH
B Poccuiickoit @enepanun» (Cobpanue 3akoHomatenscTBa Poccuiickoii Denepauuy,
2011, Ne 48, ct. 6724; 2017, Ne 31, ct. 4791), mynktoM 2 ctathi 26 ®enepaibHOro
3akoHa oT 8 sHBaps 1998 r. Ne 3-03 «O HapKOTHYECKUX CPEACTBAX U IICUXOTPOIHBIX
BemecTBax» (CoOpanue 3akoHoparenbcTBa Poccuiickoit Deneparun, 1998, Ne 2,
ct. 219; 2017, Ne 31, ct. 4791), monmynkramu 5.2.177, 5.2.178 u 5.2.179 myHkra 5
Ilonoxennss o MuHHCcTepcTBe 3ApaBooxpaHeHus Poccuiickoin  @epepanum,
yIBepXKIeHHoro moctaHoBieHueM [IpaButensctBa Poccuiickoii  ®expepanuu
oT 19 urons 2012 r. Ne 608 (Cobpanue 3akoHonaTenbcTBa Poccniickoii Meneparuy,
2012, Ne 26, ct. 3526; 2015, Ne 23, ct. 3333; 2017, Ne 52, ct. 8131; 2021, No 43,
cT. 7258),mpu K a3 bl Bao:

1. YTBepauTs:

IMopsimox Ha3HA4YeHUS JIeKapCTBEHHBIX npenapaToB COIJIaCHO
nprioxeHuro Ne 1;

GOpMBI  pellenTypHBIX ONIaHKOB Ha JIEKAPCTBEHHBIC Ipenaparbl COITIaCHO
punoxeHuro Ne 2;

Iopsimox oopmiteHHs pellenTYPHBIX OJaHKOB Ha JIEKapCTBEHHBIE IIPENaparhl, HX
y4eTa U XpaHEeHHUsI COTTIacHO NMpHiIokeHuto Ne 3;

dbopMBI OTaHKOB peleNnToB, COAEpXaIlMX Ha3HadYeHUWE HApKOTUYECKUX CPEJCTB
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HJTY TICHXOTPOINHBIX BEIECTB, COITIACHO MPHIOXKEHHIO Ne 4;

Hopsinoxk HM3rOTOBNEHMs, pacIpefeNeHus, PETHCTPalH, yd4eTa H XpaHeHUs
PCLCITOB, CONCPXKAMX Ha3HAYEHHE HAPKOTHYECKMX CPEICTB WIH ICHXOTPOIHBIX
BEIIIECTB COITIACHO MPUIIOXKEHHIO Ne 5;

IlpaBuna oQopMIIEHHS PELENTOB, COAECPKAIMX HA3HAYEHHE HAPKOTHYECKHX
CPEACTB MJIM ICUXOTPOIHBIX BEIIECTB, B TOM YHCIIe B GOPME 3IEKTPOHHBIX iLOKyMeHTOB
COTIACHO IIPHIOKEHHIO Ne 6.

2. Ilpu3HaTh yTPaTHBLMIMMH CHILY:

npuka3  MuHHCTepcTBa  34paBooxpaHeHus  Poccuiickoit — @enepanuu
oT 1 asrycra 2012 r. Ne 54H «OG yrBepxneHu: (opMbl OIaHKOB pELEITOB,
COACpXKAMX HAa3HAYCHHE HAPKOTHYECKUX CPEACTB WU IICHXOTPOIHBIX BEILNECTB,
IIOpsIIKa UX U3TOTOBJICHHUS, PACTIPENENCHUS, PETUCTPAINH, YUETa H XPAHEHHS, a TAKXKE
npaBusl OQOpMIEHHS» (3aperncTpupoBaH MUHHCTEPCTBOM IOCTHIMH PoccHifckoii
®enepanuu 15 aprycra 2012 r., perucrpanuosnsii Ne 25190);

npuka3 ~ MwunuctepctBa  3ApaBooxpaHeHus — Poccuiickoii = ®enmepanuu
oT 30 mrons 2015 r. Ne 385 «O BHeceHMM H3MEHEHMI B NpHKa3 MUHHCTEpCTBA
3apaBooxpaHeHMs Poccuiickoit ®epeparmuu ot 1 asrycta 2012 r. Ne 54m
«O6 yTBepxIeHHM GOpMBI OIIAHKOB DPELENTOB, CONEPXKAIIMX HA3HAYCHHE
HapKOTHYECKHX CPEACTB MIIM IICHUXOTPOIHBIX BELIECTB, MOPSIAKA MX H3TOTOBJICHUS,
paclpeieIeHus], PETUCTpalldy, y4yeTa U XpaHEHHs, a TakXe MpaBWI OGOPMIICHHS»
(3apeructprpoBan MuHucTepcTBOM Ioctuimu Poccuiickoit ®@emepauuu 27 HosOps
2015 r., peructpartuonnsiii Ne 39868);

mpukaz  MwuHucTtepcTBa  3apaBooxpaHeHHs — Poccuiickod = @enepanuu
oT 21 anpens 2016 r. Ne 2541 «O BHeceHMHM W3MEHEHHUI B mpuka3 MHHUCTepCTBa
3gpaBooxpaHeHust Poccuiickoit ®@epepamuu ot 20 nmekabps 2012 r. Ne 1175H
«O6 yTBep)KIeHHH TOPAAKA HA3HAYECHUS U BHIIMCHIBAHHS JIEKapCTBEHHBIX IIPEIIapaToB,
a Takke (opM pelLenTypHBIX OJaHKOB Ha JIEKapCTBEHHBIE Ipelaparhl, IMOpsIKa
opopMmieHHss yka3zaHHBIX OJAHKOB, HMX Yy4deTa M XpaHEHHs» H IPUIIOKCHHE
Ne 2 k mpuxazy MuHucTepcTBa 3ApaBooxpaHeHHs Poccuiickon ®Penepaiuu
or 1 aerycta 2012 r. Ne 545 «OO0 yTBepxuaeHHMH (OpMBI OJIaHKOB PEIEITOB,
COJIepXKaliX Ha3HAYeHHE HApKOTHYECKUX CPEACTB WM IICUXOTPOIIHBIX BEIIECTB,
TIOPSAAKA UX U3TOTOBJICHHS, pACHIPEIEICHUs, pETUCTPAlMHY, y4eTa H XpaHEHHs, a TaKkKe
npaBuiI O0GOpMIIEHHS» (3aperHcTpUpoBaH MUHHCTEPCTBOM IOCTHIMH PoccuicKoi
denepauuu 18 urons 2016 r., peructpanuonHsiit Ne 42887);

IYHKT 4 W3MEHEHHI, KOTOpbIe BHOCATCS B HEKOTOpPbIE IpHKa3bl MHUHHMCTEPCTBA
37paBOOXPaHEHUS M COLMaIbHOro pa3Butus Poccuiickoit @enepanuu 1 MunucTepcTBa
3npaBooxpadenus Poccuiickoit @enepanyu mo BompocaM oOpallieHus JIEKapCTBEHHBIX
MIPerapaToB, COAEPXKAIIUX HAPKOTHYECKHE CPEICTBA, ICUXOTPOIIHBIC BEIIECTBA U UX
IIPEKYPCOPEI, H JIEKAPCTBEHHBIX CPEJCTB, MOAJIEXKAIIMUX [IPEIMETHO-KOIHMYECTBEHHOMY
y4eTy, YTBEP)KIEHHBIX TpHKa3oM MuHHCTEpCTBa 31paBooxpaHeHHs Poccuiickoit

@
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Qenepaiu o1 31 oxtsbps 2017 r. Ne 882H (3aperucrpupoBaH MUHHCTEPCTBOM
roctHiiyd Poceutickoit @enepanuu 9 staBaps 2018 T., perucTpanuoHHsi No 49561);

nmpuka3 ~ MuHuctepctBa  31paBooxpaHeHHs — Poccumiickoit  Demepanuu
oT 11 mexabps 2019 r. Ne 10211 «O BHeceHMH M3MEHEHHI B NpHIOKeHHs Ne 2 u 4
K mpukasy MuHHCTepcTBa 3mpaBooxpaneHus Poccuiickoit ®eneparmu ot 1 aBrycra
2012 r. Ne 54m «O6 yrBepxneHuH ¢GOpMBI GNAHKOB PELENTOB, COXEPIKALIMX
Ha3HAYCHHC HApKOTHYECKUX CpPEACTB MM IICHXOTPONHBIX BEIIECTB, IOPSIKA
UX HU3TOTOBJICHUA, PaCIpeNICNICHHUS, PETUCTPALIMH, yYeTa U XpaHeHHs, a TAKXKe IPaBUII
otopmIieHHs» (3aperucTpupoBaH MunucTepeTBOM rocTUIMH Poccniickoit denepanun
28 suBaps 2020 ., peructpanuonHsii Ne 57293);

npukas  MunucTepcTBa  3mpaBooxpaHenus — Poccuiickoit  Dexmepanuu
ot 8 okTA6pa 2020 r. Ne 1076H «O BHecenuy M3MeHeHHH B IIOpAIOK perHCTpaLMH,
ydeTa ¥ XpaHCHHUs CIIELHAIBHEIX PELENITYpHBIX OJaHKOB HA HAPKOTUYECKHE CPEICTBA
WIH  TCHXOTPONHBIE  BEIECTBA, YTBEPXKACHHBIM mpHKa3oM MUHHCTEPCTBA
3apaBooxpaHenus Poccuiickoii ®epepauvu ot 1 aerycta 2012 r. Ne 54m»
(3aperucTpupoBaH MuHHCTepcTBOM foctuiiu Poccuiickoit ®eneparuu 13 HOS6ps
2020 r., peructparuoHHbIi Ne 60898);

npuka3  MuHucTepcTBa  3apaBooxpaHeHHMA — Poccuiickoit = ®Demeparmu
orT 14 sauBaps 2019 r. Ne 41 «O6 yTBepXKIeHUH NOPAIKAa Ha3HAYESHUS JIEKAPCTBEHHBIX
npenapartoB, GOpM peLenTYpHBIX OJaHKOB Ha JIEKApCTBEHHBIE MpeNapaTsl, MOpsSAKa
opopmieHHS YKa3aHHBIX OJaHKOB, MX Yy4eTa W XpaHEHUsI» (3aperucTpHpOBaH
MunucrepctBoM foctuiiid  Poccuiickoiit  ®emepamun 26 wMapra 2019 1,
peructpanoHHblid Ne 54173);

npuka3  MuHucTepcTBa  3ApaBooxpaHeHHs  Poccuiickor — Dexepaimu
ot 11 mexabps 2019 r. Ne 10221 «O BHeceHMH W3MEHEHHUI B mpuka3 MHUHHCTEPCTBa
3apaBooxpanenuss Poccwuiickoit ®emepanmu ot 14 suBaps 2019 r. Ne 4m
«O6 yTBepKIEHMH TMOpPAAKA HA3HAUYEHHS JIEKAPCTBEHHBIX IIpenapaToB, (opM
pELIENTYypPHBIX OJNIAHKOB Ha JIEKAPCTBEHHBIE IIpemnaparhl, INopsaka OQopMIIeHHs
yKa3aHHBIX OJIaHKOB, MX y4eTa W XpaHEHHs» (3aperucTpupoBaH MMHHCTEPCTBOM
roctuimu Poccniickoit ®enepanuu 28 supaps 2020 r., peructpaiuoHssiit Ne 57292);

npuka3  MuHHCTepcTBa  3ApaBooxpaHeHHMs — Poccuiickoi — denepauuu
oT 8 okta6psa 2020 r. Ne 10755 «O BHeceHHHM M3MEHEHHMH B NOPATOK Ha3HAYCHHA
JEKAapCTBEHHBIX  [IPENapaToB,  YTBePXKAEHHbIH  INpuKazoM  MuHHMCTEpCTBa
3gpaBooxpaHeHus Poccuiickoit ®emepauuu ot 14 smBaps 2019 1. Ne 4m»
(3apeructprpoBan MuHHcTepcTBOM rocTuumu Poccuiickoit ®@enepanuu 22 nexabps
2020 r., peructpaioHHBIA Ne 61695);

nyHKT 3.8 MIHCTpyKIMU O MOpsiAKe BBIMMCHIBAHMSA JEKapCTBEHHBIX IIpenapaToB
U O(QOpPMIICHHS PpEIENTOB W TpeOOBaHUI-HAKIANHBIX, YTBEPXICHHOH IPUKa30M
MuHHCTEPCTBa 3PaBOOXPAHEHHS U COIIMAIIFHOTO pa3BUTUs Poccuiickoit ®enepanyn
or 12 d¢epanms 2007 1. Ne 110 «O mnopsaxke Ha3HAYeHHS H BBHIIMCHIBAHUS
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JIEKapCTBEHHBIX IIpenapaTos, 17691001717 MEIUITHCKOTO Ha3Ha4YeHUA
U CHEIUATM3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MHTAaHHS» (3aPETHCTPUPOBaH
MuHucTepcTBOM  1OCTHLMM  Poccuiickoi Qenepaunn 27 ampens 2007 r.,
PerucTpalioHHbIN Ne 9364);

nprka3 MUHHCTEPCTBA 30paBOOXPaHEHHS U COIMANBHOrO pa3BuTHs Poccuiickoit
OQepepanuu ot 17 mas 2012 r. Ne 562 «O6 yrBepxmenuu Ilopsaka oTmycka
(U3HYECKHUM JIHIAM JISKApCTBEHHBIX IMpENapaToB s MEIMIMHCKOTO IPUMEHEHHH,
COACPXKAMMX KPOME MaJbIX KOJIHYECTB HAPKOTUYECKHX CPEACTB, IICHMXOTPOIHBIX
BCIECTB U HX IIPEKYypPCOpPOB Apyrue ¢GapMaKOJOTHYECKHE AKTHBHEIE BEILIECTBA»
(3aperucTpupoBaH MunucrepcTBoM FOCTULIAH Poccuiickoit denepanuu
1 vrons 2012 r., peructpannonssiii Ne 24438);

IIYHKT 2 U3MEHEHMH, KOTOpble BHOCATCS B HEKOTOPBIE IMpHKa3bl MUHHCTEPCTBA
3IpaBOOXPAHEHHS H COLMANBHOrO pa3BuTus Poccuiickoil Denepannn, yTBEPKACHHBIX
npukasoM MuHuctepcTBa 3apaBooxpaHeHus Poccuiickoii ®@eneparuu ot 10 HioHs
2013r. Ne 369 (3apeructpupoBaH MHHHCTEPCTBOM IOCTHLIMH PocCCHACKOM
Denepanyu 15 mrons 2013 r., peructpanuonHslii Ne 29064);

npuka3  MuHnncrepcTBa  3apaBooxpaHeHMs — Poccuiickoit = ®Penepanuu
oT 21 asrycra 2014 r. Ne 4658 «O BHeCEeHHH HW3MEHEHHH B NOPANOK OTIIyCKa
GU3MYECKUM JIUI[AaM JIEKApCTBEHHBIX IperapaToB Ui MEAULMHCKOTO NMPUMEHCHHS,
COJEpPXKAIIUX KpoMe MajblX KOJIMYECTB HApPKOTUYECKHUX CPEACTB, IICHXOTPOIHBIX
BEIIECTB U HX MpPeKypcopoB Apyrue ¢apMaKoJIOTMYECKHe aKTHBHBIE BEIIECTBA,
YTBEPXIEHHBIH IpHKa3oM MUHUCTEPCTBA 3PaBOOXPaHEHHUs U COIHATIBHOTO Pa3BUTHA
Poccuiickoit ®epeparuu ot 17 wmas 2012 r. Ne 562H» (3aperuCTpHpOBaH
MunucrepctBoM roctunuu  Poccuiickoit  ®enepanyu 10 ceutsiops 2014 r,
peructpanuoHHblid Ne 34024);

IyHKT 1 H3MEHEHHI, KOTOPEIE BHOCATCS B HEKOTOPBIE NMPHKa3hl MUHHCTEPCTBA
3IpaBOOXpaHEHHMs W  ColMamsHOro  passutua  Poccuiickort ~— Depeparuu
1 MuHucrepcTtBa 3apaBooxpaHeHus Poccuiickoit ®Dexepanuu, YTBEpXKICHHBIX
nprKa3oM MunHcTepcTBa 31paBooxpanenus Poccuiickolt enepanuu ot 10 ceHTsOps
2015 r. Ne 634H (3apeructpupoBad MuHuctepcTBoM IocTHIMHA Poccuiickoit @enepanun
30 centsOps 2015 r., peructpaunornsiii Ne 39063);

IyHKT 3 M3MEHEHHI, KOTOpEIE BHOCATCS B HEKOTOpBIE MpHKa3bl MUHUCTEPCTBA
3pAaBOOXPAaHEHMS] M  COLMaibHOro  pasButus  Poccumiickoin — Penepanuu
1 MuHHCTepCTBa 3paBooxpanenus Poccuiickoit @enepalluy 1o BOIPocaM 00palieHus
JIEKapCTBEHHBIX MPeNapaToB, COACPXKAIUX HAPKOTHYECKHE CPEICTBa, ICHXOTPOIHBIC
BEIECTBA M HX MPEKypCOPOB, U JIEKAPCTBEHHBIX CPEACTB, NOJIeNKAMUX NPEIMETHO-
KOJIMYECTBEHHOMY YY€TY, YTBEPKIECHHBIX IPUKa30M MHHHUCTEPCTBA 30PABOOXPaHCHHS
Poccuifckoit ®epepamuu ot 31 okrsabps 2017 r. Ne 882H (3aperucTpHpoBaH
MunuctepcTBoM  rocTHimM  Poccuiickoit ®Deneparmu 9 smBaps 2018 o,
perucTpaioHHbIH Ne 49561). '
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3. PenentypHsbie 6IIaHKH dopmer Ne 107/y-HII, usrorosieHHBIE OO0 MAHA
BCTYILICHHS B CHUITy HACTOSAIIETO IPHKa3a, MOT'yT OBITh HCIIONIB30BaHbI 0 1 MapTa 2023
roza.

4. Hacrosmumii mpuka3z BCTymaer B cuiy ¢ 1 Mapra 2022 r. u JgedcTByer
o 1 maprta 2028 r.

MunuCcTp A. Mypauiko




IIpunoxenue Ne 1
K IIpHKa3y MUHHCTEpPCTBA 3paBOOXpaHEHHS
Poccuiickoiit ®enepanuu

oT «é([» ¢y gé/%z 2021 r. Ne_/ngl/

IHopsagoxk
Ha3HAYEHHS JIEKAPCTBEeHHDbIX NpPenapaToB

I. O6mue nonoxeHus

1. Ha3HaueHue jeKapCTBEHHBIX IpelapaToB Ui MEAULMHCKOTO NpUMEHEHUS
(mamee — JeKapCTBEHHblE IIperaparhl) OCYIIECTBISETCA JieHalliM BpatdoM,
¢denpamepoM, aKyIepKot B CIydae BO3JI0KEH! Ha HUX ITOJITHOMOYHH Jieqalero Bpaya,
IpH OKA3aHHM MEIUIMHCKON MOMOIIM B MEAWIMHCKHX OpraHM3alMsaX!, B IOpSAKE,
YCTaHOBJIEHHOM IIpHKa3oM MUHHCTEpCTBA 31paBOOXPAHEHUS U COITUANIEHOTO Pa3BUTHA
Poccuiickoit @enepaunu oT 23 mapra 2012 r. Ne 2521 «O6 ytBepxnenun Ilopsinka
BO3JIOXKECHHS Ha QelbAmepa, aKyepKy pyKOBOAUTEIEM MEAHLUHCKOM OpraHU3aliH
IIpH OpraHM3allid OKa3aHUs IEPBUYHON MEANKO-CAHUTApHON MOMOIIM U CKOpOH
MEAUITHCKOM MOMOIIN OTAEIBbHBIX QYHKIIHI JIeHalero Bpava 110 HeloCpeICTBEHHOMY
OKa3aHWI0 MEIUIUHCKOW MOMOLIM I[TalIMeHTy B MEpHOJ HaONOJeHMs 3a HUM H €ro
JIEYCHHS, B TOM HHCJIE TI0 Ha3HAUYCHHIO U MIPHUMEHEHHIO JICKAPCTBEHHBIX NPEnaparos,
BKJIIOYasi HAPKOTHYECKIE JIEKapCTBEHHBIE IIpelapaThl ¥ ICUXOTPOITHBIE IEKapCTBEHHBIE
npenapatsl»’, HWHAMBMAYAIBHBIMH  NPEANPUHUMATENSIMH,  OCYLIECTBIISIOIIUMH
MEIULTHCKYIO NeATeIbHOCTD (Hajiee — MEAUIIMHCKIE paOOTHUKH).

MenuuuHckuii paOOTHHK, OQOPMUBIIMIA pelenT C HapylleHHeM HacTOSIIEro
IOpSAAKA, WM PYKOBOAWTENb MEOWLMHCKON  opraHusamuu  oOecreqnBaroT
CBOEBpeMeHHOE NepeodopMileHre TpeOyeMoro i NalKeHTa perenTa.

2.CBemeHns O Ha3HAUYeHHOM JIEKApCTBEHHOM Ipemnapare (HaMMeHOBaHHE
JIEKapCTBEHHOr0 IIperapara, JO3HUpOBKa, CIIOCOO BBENEHHS U MPUMEHEHHS, PEXUM
OO3MPOBaHMs, IMPONOJDKHTEIBHOCTs JieYeHHS W OOOCHOBaHWE  Ha3HA4YeHUS
JIEKapCTBEHHOIO Tpernapara) BHOCATCS MEOUIIMHCKUM PabOTHHKOM B MEIUITMHCKYIO
IJOKYMEHTALHIO MalUeHTa.

B cmyuasx, ykasaHHBIX B ITyHKTax 8—11 Hactosmero Ilopsaka, MeIULIMHCKUAN
pabOTHMK, Ha3HAYMBIIMN JIEKQPCTBEHHBIH Ipelapar, oOQOpMIseT Ha3Ha4YeHHUE
JIeKapCTBEHHBIX TIPENapaToB, B TOM 4YHCJE MOIJIEKANINX U3TOTOBIEHUIO U OTILYCKY
alTeYHBEIMH OpraHM3alUIMU (Jajiee — JIEKapCTBEHHBIE MpenapaTsl HHANBUAYaAIbHOIO
W3TOTOBJIEHH:), HAa pelenTypHOM OylaHKe, 0QOpMIICHHOM Ha OyMaKHOM HOCHUTEINE 3a
CBoeil MmOAMMChIO (Aajee — pelenT Ha OyMaXKHOM HocuTele), U (WIH) C COIJIacHs

! Tlysxt 11 crateu 2 @enepansuoro 3akona ot 21 Hos6pa 2011 r. Ne 323-03 «O6 ocHOBaxX OXpaHEI 3A0POBbA TPaXIAH
B Poccuiickoii ®enepaunuy (Cobpanue 3axoHoxatenscTa Poccutickoii @eneparmu, 2011, Ne 48, c1. 6724, 2019, Ne 52,
cT. 7796) (nanee — OepepanpHslit 3akoH Ne 323-D3).

2 3apermctpupoBan MuHHCTEpPCTBOM IocTHLMH Poccuiickoit Denepamyu 28 ampemt 2012 r., perucTpalyOHHBIHA
Ne 23971 ¢ usMeHeHWsMH, BHECEHHBIMM MpWKAa30oM MWUWHHCTEPCTBAa 3apaBooxpaHeHus Poccuiickoit denepanmn
ot 31 okTa6ps 2017 r. Ne 882H (3apeructpupoBa MuHUCTEpCTBOM focTHIME Poccuiickoi ®enepanuu 9 ausaps 2018 r.,
perucTpanuoHHbI Ne 49561).
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NalMeHTa WA ero 3aKOHHOTO INpEICTABUTENS HAa PELENTYPHOM OIaHKe B Qopme
3NIEKTPOHHOIO JOKYMEHTa C HCIIOJb30BAHUEM YCHUJIEHHON KBaTU(DHUIIMPOBaHHOMN
JNIEKTPOHHOH NOANKCH MEAUIMHCKOTO paboTHUKAa (gmamee — penent B ¢opme
3JIEKTPOHHOT0 JOKyMEHTA).

Penentr B ¢QopMe »dieKTpoHHOrO MJOKYMeHTa, coAep)Kalluii Ha3HauYeHHE
HapKOTHYECKUX CpEeACTB WM  ICHUXOTPOIHBIX  BEMIECTB, IIOMIIHCHIBAETCS
C HCIIOJIb30BAaHHEM YCHUJICHHOM KBaIU(QUIMPOBAHHOW 3JIEKTPOHHOH MOAIIHCH
jedailero Bpada WM (enbiniepa, aKymlepkd, Ha KOTOPBIX BO3JIOXEHBI ()YHKIIHH
Jleyallero Bpayua, ¥ COOTBETCTBYIOIIEN MEIUIIMHCKOM OpraHU3aluu®.

Odopmienue peuentoB B (popMe 3JIEKTPOHHBEIX JOKYMEHTOB OCYILIECTBIISETCS
B Cllydae IIPUHATHS YIOJIHOMOYEHHBIM OPraHOM HCIIOJIHUTENBHON BJIACTH CyOBEKTa
Poccuiickoii ®enepanuu B COOTBETCTBHU C ITyHKTOM 4 crathu 6 PepepanpHOro
3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 ofpallleHHH JeKaPCTBEHHBIX CPENCTBY’
pemieHnss o0 HCIIONB30BAHUM Ha TeppuTopuu cyObekra Poccuiickoit ®enmepaiuu
HapsAdy C pelelTaMy Ha JieKapCTBEHHBIE Ipernapatsl, 0pOopMICHHBIMU Ha OyMaKHOM
HOCHTEJIE, pEelEenTOB Ha JIEKapCTBEHHbIE Mpemnaparhl, cPOpMHpPOBAaHHBIX B Gopme
3NEKTPOHHBIX JTOKYMEHTOB.

3.IIpu BhINNCKE MAlMeHTa M3 MEAWLMHCKOM OpraHM3allliid, B KOTOPOH eMy
OKa3bIBaNach MEIULMHCKAs IOMOIIb B CTAIlHOHAPHBIX YCIOBUAX, IPU HEOOXOOUMOCTHU
IIPOAOJDKCHUs IpHUeMa JIEKapCTBEHHOro IIpemapaTa B aMOYyJIaTOPHBIX YCIOBHSX
JAaHHOMY IIAllMEHTy I[I0 pEMEHUI0 pPYKOBOAMWTEN MEOUIMHCKON OpraHu3alyu
Ha3Ha4yaloTcA ¢ opopMIIEHHEM pellenta B GopMe dJIEKTPOHHOTO MOKyMeHTa U (HIIH)
Ha OyMa)xHOM HOcHTeJe (3a HCKIItoueHHeM 0(OpMIICHHUS PEIIENITOB Ha JIEKaPCTBEHHBIE
npernaparsl, MOAJeXallle OTIYCKy OeCIUIaTHO WM CO CKHAKOH) JHOO BBIZAIOTCS
(mauyeHTy WIM €ro 3aKOHHOMY IIpeICTaBUTENI0) OJHOBPEMEHHO C BBITHUCKON
U3 ucropuu OoJe3HH JeKapCTBEHHBIE IIpemnapaTbl, B TOM YHCJIE HapKOTHYECKHE
U IICUXOTPOIIHBIE JICKAPCTBEHHBIE MpernapaTsl, BHeceHHbIe B ciiuckd Il u III nepeuns
HapKOTUYECKUX CPEICTB, MICUXOTPOMHBIX BEIIECTB U UX NPEKYypPCOPOB, MOIUIEKAIINX
KoHTpoIro B Poccuiickont ®enepanny, yreepxacHHoro [IpasurensctBom Poccuiickon
®enepanun’® (nanee — IepeueHs), CHIBHOAEHCTBYIOIME JTEKAPCTBEHHEIE IPEMApPATE,
Ha CpOK IIpHeMa MalyueHToM 0 5 THeH.

4. HazHaueHue JIeKapCTBEHHBIX IIpeNapaToB IIpH OKa3aHWM MEIULIMHCKOM
MOMOIIA B CTAalMOHAPHBIX YCIOBHSAX MOXET OCYIIECTBIATHCI IOCPEACTBOM
TpeOOBaHUN METUIIMHCKON OpraHW3alliy, HaIllpaBlII€MbIX B alTedHble OpraHU3aliH,
SABJISIOLINECS CTPYKTYPHBIMH [OApa3AelecHUAMH MEUIIMHCKOM OpraHu3alyu.’

5. HazHaueHne JeKapCTBEHHBIX IIPENapaToB OCYILIECTBISETCS MEOULIMHCKUM
pabOTHHUKOM IO MEKIYHApOJHOMY HENAaTeHTOBAaHHOMY HAMMEHOBAaHHUIO, a MPH €ro
OTCYTCTBHUM — TpPYNIHPOBOYHOMY WJIH XHMHUYECKOMY HaMMEHOBaHHIO. B cmyuae

3 Mynxr 2 crateu 20 @enepansHoro 3akona Ne 323-03 (Cobpanmue 3axoHoaaTenscTBa Poccuiickoit @enepanuy, 2011, Ne
48, c1. 6724; 2021, Ne 27, cT. 5159).

4 TMyukt 1 cratem 26 DenepansHOro 3akoHa OoT 8 sHBaps 1998 r. Ne 3-03 «O HapKOTHYECKHX CpelCTBAX
H IICHXOTPOMHLIX BemrecTBax» (CoOpanue 3akoHOAaTenscTBa Poccmiickoit @enepayu, 1998, Ne 2, ct. 219, 2017, Ne 31,
cT. 4791) (nanee — OepepanbHblii 3akoH Ne 3-O3).

% CoGpanue 3axkoHOMaTeIBCTBA Poccuiickoit ®enepanny, 2010, Ne 16, cr. 1815, 2019, Ne 52, ct. 7793.

¢ ITynkt 2 crateu 2 PenepansHOro 3akona Ne 3-03 (Cobpanme 3akononaTensctBa Poccuitckoit @eneparmm, 1998, Ne 2,
cT. 219; 2016, Ne 27, c1. 4238).

7 Ilyukt 54 ctats 4 ®enepansHoro 3akona ot 12 anpens 2010 r. Ne 61-03 «O6 obpameHnd TEKapCTBEHHBIX CPEICTB»
(Cobpanue 3akoHOmaTenbcTBa Poccuiickolt ®@enepauuu, 2010, Ne 16, cr. 1815; 2019, Ne 31, c1. 4456) (manee —
®enepanbhblif 3ak0H Ne 61-D3).
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OTCYTCTBHSA MEXIYHApOAHOI'O HEMATEHTOBAHHOIO HAUMEHOBAHUSA U TPYIIIIUPOBOYHOTO
WIM XUMHUYECKOTO HAVMEHOBAaHHUS JIEKApCTBEHHOIO IIpeliapaTa JieKapCTBEHHBIH
npenapaT Ha3sHayaeTcs MEAULIUHCKAM pabOTHHKOM II0 TOProBOMY HaWMEHOBAHHIO.
IIpy HanMUUM MEIULUHCKUX TMOKa3aHWil (MHAMBUIYaJIbHAs HEMEPEeHOCHMOCTD,
[0 JXU3HEHHBIM II0Ka3aHWsSM) [0 DPEMIeHHI0 BpadeOHOW KOMHMCCHH MeXHULIMHCKOM
OpTraHM3alMM®  OCyImIecTBISETCA Ha3HauYeHHWe M  OQOpMIEHHe Ha3HAaueHHs
JIEKapCTBEHHBIX IMpeIapaToB, He BXOASIIMX B CTAHIAPTHl MEIHITUHCKON ITOMOILH,
pa3paboTaHHbIE B COOTBETCTBUU C IyHKTOM 14 crateu 37 PemepaibHOro 3akoHa
Ne 323-®3°, unm He TPedyCMOTPEHHBIX COOTBETCTBYIONIEH KIMHHYECKOM
pexoMeHIanuel, 11ud0 1Mo TOproBeIM HaUMeHOBaHUAM. PemeHne BpadyeOGHON KOMUCCHH
MEAMLHUHCKOM opraHu3anyy GUKCUPYETCS B MEAULIMHCKOM TOKyMEHTALUY NAlleHTa ’
B )KypHaJie BpaueOHOH KOMHCCHH.

Ecnm npu oxa3aHMM nDanueHTy MEIULMHCKON IOMOIIM B MEIHIMHCKOM
OpraHM3allid B CTAl[MOHApHBIX YCJIOBUSAX II0 pelIeHHI0 Bpa4deOHOM KOMHCCHU
OCYIIECTBIIIOTCS. Ha3HadyeHHWe MW [pUMEHEHHE JIEKapCTBEHHOro Ipemapara
C KOHKPETHBIM TOPTrOBHIM HAaWMEHOBAaHWEM, TO IIPH OKa3aHWW JaHHOMY MalUeHTY
MEJUIMHCKON IIOMOIIM B HWHOA MEIUIUHCKOM OpraHu3alid B CTalMOHApHBIX
YCIIOBUSX, & TakKe B aMOyJNaTOPHBIX YCIIOBHAX OCYILECTBISAETCS Ha3sHaueHHE €My
JIEKAPCTBEHHOTO MIPENapaTa ¢ TeM e TOProBBIM HauMeHoBaHueM .

6. HasHaueHue JiekapCTBEHHOTO IIperapara B pelernTe Ha OyMaXXHOM HOCHUTEJNE
WIH pelenTe B popMe 3JIEKTPOHHOTO JOKYMeHTa 0(hOpMIISIETCS Ha UMs MTallueHTa, AJIs
KOTOPOTo NpeJHa3HaueH JIEKapCTBEHHBIN IIpenapar.

Peuent Ha OymakHOM HocuTene, O(QOpPMIICHHBIH Ha pelenTypHOM OJaHke
dopm Ne 107/y-HII, Ne 107-1/y, Ne 148-1/y-88, Ne 148-1/y-04(i1), yTBEep>KAEHHBIX
HACTOSIIIAM IIPUKA30M, MOXET OBITh TNOJydeH MalMeHTOM, €ro 3aKOHHBIM
IpeICTaBUTEeM WA JIMLIOM, HMEIIMM O(QOpMIEHHYIO B COOTBETCTBUHU
C TpaXIaHCKUM 3aKOHoAATeNbcTBOM Poccumiickoit ®Demepauyu JOBEPEHHOCTH
OT TaIlMeHTa Ha MIPaBo MOJIYYCHHS TAKOTo peLernTa (gajiee — YIOJIHOMOUYEHHOE JIULIO).

[IpencraBieHne HOBEpEHHOCTH He TpelyeTcs B Cilydae IOJNy4UCHHs peLernTa
Ha JIEKapCTBEHHBIH Mpemnapar sl HHKYpaOeJlbHOro OOJBHOIO Ha 3aBEpIIAIOIIEM 3Tare
€ro JXHU3HH JIUIOM, OCYLIECTBISIONINM yXOH 3a TaKMM HHKYpaOeJbHBIM OONBHBIM.
B TakoM ciaydae MeOUIMHCKHAN paOOTHUK BBIIAET JIHILYy, OCYIIECTBILIIOLUIEMY YXOZX
3a HHKypaOelbHbIM OOJIBHBIM, HIOKYMEHT, TOATBEPXKIAIONIMA HHKypabelbHOe
cocTosiHHEe OONBHOrO, coAepXalluii CBENeHHSI O JHMIEe, KOTopoe OyAeT Ioidydarth
JIeKapCTBEHHBIE MpeTapaThl 10 penenTy (haMuins, uMs, OTYeCTBO (TIocaeIHee — IpH
HAJIMYWHU), BUA, cepusi W (WIM) HOMEp NOKYMEHTa, yIOCTOBEPSIOLIErO JIUYHOCTH),

8 [Ipukas MHHHCTEPCTBA 3APaBOOXPaHEHAS U COLMANBHOrO paseutui Pocculickoit @emepaumu ot 5 Masg 2012 1. Ne 5021
«O6G yTBepKIOCHHH TOpANKa CO3JaHUA M JAEATENLHOCTH BpadeGHOM KOMHMCCHM MEAMUMHCKOH OpraHM3alMm»
(3apeructpupoBaH MuHHCTepCTBOM rocTHUUM Poccuiickoit deneparuu 9 mona 2012 r., peructpaunoHHeId Ne 24516)
C U3MEHEHHUAMH, BHECEHHEIMH TpHKa3oM MHHHCTepCTBA 3apaBooxpanenus Poccuiickoit ®eneparu ot 2 fekabps 2013 r.
Ne 886H (3apernctpuposad MuHuctepcTBoM rocTulvd Poccuiickoii ®emepauun 23 nexkabpa 2013 r., perucTpallHOHHbIH
Ne 30714). :

° Cobpanne 3akoHOAaTeNbCTBa Poccuiickoii @enepaunn, 2011, Ne 48, ct. 6724.

10 TTyukr 2 mnocraHosnenus Ilpasurenscrea Poccuiickoii @eneparmu ot 30.06.2020 Ne 965 «O BHeceHHH H3MEHSHHUH
B [IpaBmma $popMUPOBAHMA TIEPEUHS JIKApPCTBEHHBIX CPEACTB, 3aKyIKa KOTOPBIX OCYIIECTBIAETCA B COOTBETCTBHH ¢ HX
TOPrOBHIMH HAaNMEHOBAHMSMH, W O NPHMEHEHHM JIGKApCTBEHHBIX IIPENapaToB C KOHKPETHBIMH TOPTOBBIMH
HamMeHoBaHuAMI» (CobpaHue 3akoHOnaTenscTBa Poccuiickoit @enepauuu, 2020, Ne 28, ct. 4422).
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3aBepeHHbIN IOIIKMCHIO M IeYaThl0 JAHHOTO MEAULIMHCKOro pabOoTHHKA, a TaKxke
[e4aThI0 MEIUIMHCKON OpraHu3aluu.

JlokyMeHT, moATBepKIAIOIIHA HHKypaOelbHOe COCTOSIHUE OONBHOTO, OCTAeTCa
B aIllTE€YHON OpraHU3allHH.

Penent B ¢opMe 37€KTPOHHOTO JOKYMEHTa (DOPMHPYETCS C HCIOIB30BaHHEM
rOCylapCTBeHHON HMH(MOPMALMOHHOW CHCTEMEI B cdepe 31paBooXpaHeHUs cyObeKTa
Poccuiickoit @enepauuu, MEIUILIMHCKONH HHGOPMAIMOHHOW CHCTEMBI MeAUIUHCKOH
oprauu3anuy !l

@DaxkT BBIAYU peLeNTa Ha JIeKapCTBEHHBIN ITpenapaT 3aKOHHOMY IIPEICTABUTEIIIO
WA YIIOTHOMOYEHHOMY JIHIY (PUKCHPYETCS B MEAMIIMHCKOMN JOKYMEHTALUH [TallieHTa.

7. MegunuackuM ~ paboTHHKaM  3ampemiaercsi  oQOpMIISITH  peLenTh
IIpH OTCYTCTBUH Yy NalMEHTa MEAUIMHCKUX ITOKa3aHWi; Ha He3aperuCTpUpPOBAHHBIC
JIEKapCTBEHHBIE  IIpenapaThl'’; Ha  JIEKapCTBEHHEIE  IIPEmaparthl, KOTODBIE
B COOTBETCTBUH C HHCTPYKUHEH IO MEAUIMHCKOMY MPUMEHEHHIO IpeAHAa3HAYEHBI
IUTSl IPUMEHEHUS TOJIBKO B MEAUIMHCKUX OPraHU3aIUAX; Ha HAPKOTHYECKHNE CPEeNCTBa
U TICUXOTPOITIHEIE BelecTBa, BHECeHHbIe B ciucok II TlepeuHs, 3aperucTtpupoBaHHBIE
B KadyeCTBE JIEKapCTBEHHBIX IIpenapaTroB, B LeAAX IPUMEHEHUA [JJI JICUCHHUs
HapKOMaHUHU.

WHauBHIyanbHBIM MOPENIIPUHUMATENSM, OCYIIECTBISAIOMKUM MEIULMHCKYIO
IesITeIBHOCTh, AOIOMHUTENHHO K TpeOoBaHUSM, YKa3aHHBHIM B a03ale I[epBOM
HACTOSIIEro IIyHKTa, 3ampemaercs oQpopMIATh PELENTH Ha HapKOTHUECKHE CPelCTBa
U TICHXOTpOIIHble BemiecTBa, BHeceHHble B cmuckd Il u III Ilepeuns (manee —
HapKOTUYECKHE U IICHUXOTPOIHBIE JIeKapcTBEHHBIe Ipemaparsl couckoB II m III
[lepeuns).

8.Ilpu Ha3HAaYEeHUH HAPKOTUYECKUX U IICUXOTPONMHBIX JIEKAPCTBEHHBIX
npenaparoB crrcka Il Ilepedns, 3a UCKIIOUeHNEM JIEKapCTBEHHEIX IIPENapaToB B BUAE
TpaHCAEPMAIIbHBIX TEPaleBTUYECKUX CHCTEM W JICKapCTBEHHBIX IIperaparos,
CollepXKaluX HapKOTUYECKOE CPENCTBO B COYETAaHHMH C AHTATOHHUCTOM ONHOUIHBIX
PELIETITOPOB, pelenThl Ha OyMakHOM HocuTele Oo(QOpMIIOTCA Ha PpEIENTypHOM
onanke popmel Ne 107/y-HIL.

9. PenenitypHhblii 651ank hopMel Ne 148-1/y-88 odopmisieTcs pu Ha3HAYSHUU:

1) HapKOTHYECKMX M ICHXOTPOIHBIX JIEKAPCTBEHHBIX IIpernapaToB cmucka II
Ilepeunss B BHIOe TpaHCACPMAJBHBIX TEPANEBTUYECKUX CHCTEM, HApPKOTHYECKUX
JeKapCTBeHHbIX mpemnaparoB cmucka II Ilepeuns, comepxaliux HapKOTHYECKOE
CpeCTBO B COYETAaHHH C AHTarOHUCTOM OIMOUIHBIX PELENTOPOB, MCHUXOTPOITHBIX
JieKapCTBeHHBIX npemnaparoB ciucka III [lepeuns;

2) KOMOMHHPOBaHHBIX JIEKAPCTBEHHBIX IIPEIapaToB, COAEPKAIINX:

a) KOJEWH WM €ro COoJId (B IepecuyeTe Ha YHMCTOE BEIIECTBO) B KOJIHMYECTBE
10 20 Mr BKITIOUHTENTBHO (Ha 1 103y TBEpIOi JIeKapCTBEHHOM ()OPMBI) HITH B KOJIMYECTBE
10 200 mr BkmoyutenbHo (Ha 100 it wim 100 T xxuakoi 1ekapcTBeHHOW (HOPMEI IS
BHYTPEHHETO IIpUMEHECHHSA);

11 Crareu 91 u 91.1 ®enepansroro 3axona Ne 323-03 (Cobpanue 3akoHomatensctBa Poccmiickoit ®eneparm, 2011,
Ne 48, cT. 6724; 2021, Ne 27, cT. 5141).

12 Pemnennie CoBeta Enpasuiickoit 5KoHOMHYECKO# KoMucCHH OT 3 HosOps 2016 1. Ne 78 «O IlpaBmnax perucTpauuu
H IKCIEPTH3H JIEKapCTBEHHBIX CPEACTB JUId MEIWIMHCKOrO MpuMeHeHms » (oduuuanbaeiit caiit Espasuiickoro
3KOHOMHMYECKOTO coro3a hitp://www.eaeunion.org/, 21 Hos6pa 2016 r.). Crates 13 ®@enepanbHOIO 3aKOHa
Ne 61-@3 (Cobpanwe 3akoHomatenbcTBa Poccuiickoit ®enepannm, 2010, Ne 16, ct. 1815; 2020, Ne 14, ct. 2028).
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6) nceBmoddenpuHa THAPOXJIOPUA B KOJUYECTBe, MpeBblmaromeM 30 wr,
U 10 60 Mr BKIIFOUMTENBHO (Ha 1 103y TBEpIOit IeKapCTBEHHOM (POPMEI);

B) mceBgoddeapuHa THUOPOXJIOPHI B KONMYeCTBe, NpeBbImamomeM 30 Mr,
U 10 60 Mr BKIIOUUTENBHO B COYETAaHUU C AEKCTPOMeTOphaHOM T'HIpoOpOMHAOM
B KoJIM4ecTBe, ImpeBplmaromeM 10 mr, u 1o 30 Mr BkmoduTensHO (Ha 1 mo3y TBepaoi
JIeKapCTBEHHOU (HOpMEI);

) JekcTpoMeTopdaHa ruapoOpoMus B kommdecTBe J0 200 Mr BKIIOUHUTENBHO
(na 100 M mnu 100 roxuakoit TekapcTBeHHOH GOPMBI ATl BHYTPEHHETO NPUMEHEHHS);

n) >¢enpruHa rTUAPOXIOPHA B KoIudecTBe, MpeBbimaromeM 100 mr, u qo 300 mr
BKIrounTensHO (Ha 100 M wnu 100 1 xuaxoi nekapcTBeHHON GOPMEI AJi BHYTPEHHETO
IPUMEHEHU);

e) sdenprHa THAPOXIOPUA B KonudecTBe N0 50 Mr BrimouuTeNbHO (Ha 1 no3y
TBEpIOH JIeKapCTBEHHOI HOopMBI);

%) (EeHWIpOoNaHONaMUH B KOJKWYecTBe A0 75 Mr BKIouuTensHo (Ha 1 mo3y
TBEpIOM JekapcTBeHHOH (hopMel) wiu Ao 300 mr BkmountensHo (Ha 100 M wmu 100 ¢
KHUIKOH JIEKapCTBEHHOM QOPMBI 111 BHYTPEHHETO IIPUMEHEHHS );

3) ¢eHOGapOUTAT B KOMUYECTBE OO 15 Mr BKIFOUHTENHHO B COYETAaHHH
C KOJeWHOM (WM €ro CoJsIMHM) HE3aBUCHMO OT Koiu4yecTBa (Ha 1 no3y TBephoi
JleKapCTBEHHON ()OPMBI);

u) ¢enobapburan B KomuuecTBe 10 20 Mr BKIIOYHTENBHO B COYETaHHH
¢ 3¢eIpUHOM TUAPOXJIOPHIOM HE3aBUCHMO OT KoimudecTBa (Ha 1 qo3y TBephoi
JieKapCcTBEHHON (GOpPMBI);

K) XJIOpAMA3eNOKCHI B KOJHWYecTBe, mpeBblmaromeM 10 Mr, m mgo 20 wmr
BKITFOUHTENBHO (Ha 1 H03y TBepIo#t IeKapCcTBEeHHOM HOpMEI);

3) mexapCTBEHHBIX MpeNnapaToB UHANBHAYAJILHOTO H3rOTOBIIEHHS, COepKaluX
HapKOTHUYECKOE CPEACTBO MM IICUXOTPONHOe BemecTBO crucka Il Ilepeuns, u apyrue
dbapmakoornyecKue aKTHBHBIE BeIIeCTBA B J03€¢, He TMPEBBIILAONIEH BBICIIYIO
Pa3oByIO 103y, U [P YCIOBUH, YTO 3TOT KOMOMHUPOBAaHHBII JIeKapCTBEHHBII IIpenapaT
HE SBJISIETCA HAPKOTUYESCKUM UITH IICUXOTPOITHBIM JIEKaPCTBEHHBIM IPENapaToM CIIUCKa
Il Tlepeuns;

4) nexkapCTBEHHBIX MpENapaToB, BKIIOUEHHBIX B II€PEUEHb JIEKAPCTBEHHBIX
CPEICTB U1 MEAULIMHCKOTO IIPUMEHEHU, OJJIe)KAITUX NPEeIMETHO-KOIUYECTBEHHOMY
yueTy (majiee — JIEKapCTBEHHBIE IIPENapaThl, BKIIOUYEHHbIE B mepedensb [IKY)L,

10. PenentypHsIit OJ1aHK dopmer  Ne 148-1/y-04(x) odopmnsercs
IpUd Ha3HAUeHWH JIEKapCTBEHHBIX IIpernapaToB TIpaxJaHaM, HMEIOMUM IIpaBo
Ha OeclylaTHOe TIONlydYeHHE JIEKAapCTBEHHBIX IIperaparoB WIM  IOIy4YeHHE
JIEKapCTBEHHBIX MPENapaToB CO CKUIKOM.

11. Penentypusiii 6mank ¢popmsel Ne 107-1/y odbopmirsieTcs npu Ha3HAYSHUU:

1) nmexapcTBEHHBIX IpenapaToB, He yKa3aHHBIX B IIyHKTax 8, 9 HacTosIero
ITopsnxa;

2) KOMOMHUPOBaHHBIX JIEKAPCTBEHHBIX MIPENapaToB, COAEPKAILUX:

a) SproTaMMHa T'HAPOTApTpaT B KOIWYECTBE 10 5 MI' BKIIIOYUTENBHO (Ha 1 go3y
TBEPIOM JleKapCTBEHHOU (HOPMBEI);

0) a3¢penpuna rugpoxiopun B konudectse 1o 100 mr BxmountensHo (Ha 100 M

B NMommyuxr 5.2.171(1) nynkra 5 mocranosnenus IlpaBurensctsa Poccuiickoit @eneparmu ot 19.06.2012 Ne 608 «O6
yreepxkaeHnH IlonokeHna o MuHmcTepcTBe 3ApaBooxpaneHms Poccuiickoit ®enepamuu» (nanee - IlonoxkeHue 0
Munucrepcrse) (CoOpanue 3aKoHonaTenscrBa Poccuiickoii @epeparmm, 2012, Ne 26, ct. 3526; 2013, Ne 16, ct. 1970).




.
wiu 100 r xxuaKol iekapcTBEeHHOM (POPMEI ISl BHYTPEHHETO MPUMEHEHH ),

B) IceBno3(enprHa THIPOXJIOPHI B KOJHYECTBe, He MpeBbimaromeM 30 Mr
(ua 1 no3y TBepIOil TeKapCTBEHHOH (hOPMEI);

r) nceBnoddenprHa TUOPOXJIOPUA B KOJIHYECTBE, He NpeBbimaromeM 30 wmr,
B COYETaHUH C JAeKCTpoMeTopdaHOM IHIpoOpOMHUIOM B KOJMYECTBE, MPEBHIIIAIOIIEM
10 mr, u 1o 30 Mr BKIFOUMTENBHO (Ha 1 403y TBepAOH JiIeKapCcTBEeHHO (OpMEI);

1) IOekcTpoMeTropdaHa TrUApoOpOMHUA B KOJIHMYECTBE, MpeBbImammeM 10 wmr,
U 1o 30 Mr BKIOUUTENsHO (Ha 1 103y TBEp/10#i JTeKapCTBEHHOH (OpMBI);

e) ¢enobapburan B KommuecTBe, mpeBbimaromeM 20 mr, © go 50 Mmr
BKJIIOUHMTENBHO (Ha 1 103y TBepAOH JieKapcTBeHHOH (hopMBl);

%) ¢eHoOapbutan B kompdectBe M0 20 Mr BKIIOYHTENHHO B COYETAHHH
C 3ProTaMMHOM THIPOTapTpaTOM HE3aBUCHMO OT KojuuecTBa (Ha 1 mo3y TBepHoi
JeKapCcTBeHHOH (GOpPMEI);

3) XJIOpJIHA3eIOKCH B Kom4uecTBe 10 10 Mr BKIrounTeNbHO (Ha 1 103y TBepAOi
JIeKapCTBEHHOH (YOPMEI).

12.1lpy  HasHayeHMM  JIGKaPCTBEHHOr0  Ipernapara WHAWBUAYAIBHOTO
U3TOTOBIIEHUS B pellenTe Ha OyMakHOM HocHuTene W (WiIHM) peuente B Qopme
3JIEKTPOHHOrO0 JOKyMEHTa HAaMMEHOBAaHHSA JIEKAPCTBEHHBIX CpPEACTB (BEILECTB),
BKIOUeHHBIX B mepedeHb IIKY, yka3piBaloTcs B Hauaje peLenTa, 3aTeM — Bce
OCTaJIbHBbIE HHTPEINUCHTEI.

13. Ilpu Ha3HaYeHHWH JIEKQPCTBEHHOrO IMpemapara B pelente Ha OyMaKHOM
Hocutene W (Wid) peuente B (OpMe BIIEKTPOHHOTO IOKYMEHTa 3allpelliaeTcs
MPEBHINIaTh KOJNUYECTBO HAPKOTUYECKHX CPEACTB WIM ICHXOTPONHBIX BEHIECTB,
KOTOpPO€ MOXeT OBITh BEIITUCAHO B OJHOM peIenTe, YCTAHOBIEHHOE MPUIIOKEHUEM
Ne 1 x macrosmemy Ilopsaky, 3a UCKIIOUEHHEM CIy4yaeB, yKa3aHHBIX B IMyHKTax 15
u 24 Hacrosmero Ilopsnka.

14. Ilpy Ha3HaYeHWH JEKApCTBEHHBIX IIpelapaToB, BKIIOUYEHHBIX B IIE€pEeYCHBb
IIKY, no3a KOTOPBIX IIPEBHIIIAET BBICHIMA OJHOKPATHBINA IMpHEM, METULMHCKHM
paGoTHHUK oO0O03HayaeT MJO3y O3TOrO JIGKAPCTBEHHOIO IIpemapara B peLENTe
Ha OyMa)XHOM HOCHTEJIe IPONHUCBHI0 C IPOCTABICHWEM BOCKIHIATEILHOIO 3HaKa
H (WIH) MpOCTaBseT BOCKIHUIATENBHBINA 3HAK NMpH OQOpMIIEHUH pelenta B (Gopme
3JIEKTPOHHOr'O JOKyMEHTaA.

15. KomuyecTBO Ha3Ha4YeHHBIX JIEKAPCTBEHHBIX IIpeNapaTroB, BKIIOYEHHBIX
B nepevuens [IKY, npu okazaHuM manueHTaM, Hy KJAIOUIUMCS B JUIUTEIIBHOM JICYEHHH,
MIEPBUYHON MEIUKO-CAaHUTAPHOM MOMOIIY M MaJUIMATUBHOM MEIUIMHCKOW IIOMOLUHU
MOJKET OBITH YBETTMYEHO C YIeTOM KIMHUYECKHX peKOMEHaluii He Oojiee ueM B 2 pasa
10 CPAaBHEHHUIO C KOJIMYECTBOM HAPKOTUYECKUX CPEACTB MM IICHXOTPOIHBIX BEIIECTB,
KOTOpPO€ MOXET OBITh BEIIFICAHO B OJHOM peIeNTe, YCTAHOBIEHHBIM IIPUIIOKCHUEM
Ne 1 x Hacrosiemy IHopsnxy.

B cnyyasx, mnpenycMOTpeHHBIX ab3aleM TMEpBBIM HACTOSILEro IIYHKTa,
Ha peLenTax Ha OyMaXHOM HOCHTENe NpOU3BOAMTCA Hagmuch «llo crnenuanbHOMY
Ha3HAYEHHMIO», OTAEJIBHO 3aBEpeHHas IOIIKCHEI0 MEIULIUHCKOro paboTHUKA
U IeYaThi0 MENUITUHCKOM opraHm3auuu «Jljas pelentoB», Ha peuentax B Qopme
3IIEKTPOHHOTO JOKYMEHTa Mpou3BoAHuTcs oTMeTka «[lo crenuanbHOMYy Ha3HauYE€HHIO»
C TpOCTAaBICHHEM YCHJICHHOM KBAIMQUUUPOBAHHONH 3JIEKTPOHHONH IOAIMCH
METUIHHCKOT0 pabOTHHUKA.

16. CocTaB JeKapCTBEHHOI'O IIperapaTa, JIeKapCTBeHHas ¢opMma U obpalneHue
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MEIULIUHCKOTO paboTHHMKAa K (apMaleBTUYeckoMy paboTHHKY 00 OTIycke
JIeKapCTBEHHOTO TMpemnapaTta Ha O0yMakxHOM HocuTese 0GOpPMIISIOTCS Ha TaTHHCKOM WK
PYCCKOM sI3BIKE B POAMTENHHOM IMajexe, 3a UCKIIOUYeHHEM OQOpPMIIEHHS PEeLENTOB
B (opMe EKTPOHHOr0 JOKYMEHTA, OCYIIECTBIIIEMOT0 Ha PyCCKOM SI3bIKE.

IIpu odopmieHHH peUenTypHbIX OJaHKOB OIYCKAeTCs HCIIOJIb30BaHUE
cokpareHu#t (npunoxxenue Ne 2 k HactosmeMy [lopsaky).

IIpn Ha3Ha4YeHHH JIEKaApCTBEHHOTO IIpemapaTa He AOITyCKaeTCs COKpalleHHe
HaMEHOBaHW  HHITPEAMEHTOB, COCTABIIOMMX  JIEKapCTBEHHBIM  IIpernapar,
HE TMO3BOJLIIOIIUX YCTaHOBUTH, KaKOil IMEHHO JIEKapCTBEHHBIN ITpernapaT Ha3HA4YEH.

17. Cnoco6  mnpuMeHeHHs  JIEKApCTBEHHOTrO0  Ipemapara 00O3Ha4daeTcs
C yKa3aHHEM ITyTH BBeJEHHs, JO3bl, YACTOThI, BpEMEHH IpHe€Ma OTHOCUTEIBHO CHA
(YTpoM, Ha HOYb) M €ro MJIUTENBHOCTH, a IS JIEKapCTBEHHBIX IIpEmapaTos,
B3aMMOJEHCTBYIOMNX C MUMIEH, — BpeMEHH MX YNOTpeOIeHH OTHOCUTENILHO IIpreMa
TIUINH (IO €IBI, BO BpeMs €Ibl, IIOCJIE eMbl).

18. [Ipu HEOOXOOUMOCTH HEMEIJIEHHOTO WM CPOYHOro (B TEYEHHE [BYX
pabouux AHeH) OTITycka JIEKApCTBEHHOTO IIpernapara MalUeHTy B BEPXHEM YacTH
pelienTa Ha OyMaXXHOM HOCHTENIEe IPOCTAaBIIAIOTCS 0003HaUeHHS «Cito» (CpOYHO) HIIH
«statim» (HeMeJIeHHO). AHAIOTHYHbIe 0003HAYEHNS IPOCTABIIAIOTCSA B BUAE OTMETOK
npu opopMIIeHHH peLiernTa B popMe 3IeKTPOHHOTO JOKYMEHTA.

19.1lpu odopMieHMH Ha3HAUYE€HHUsT TOTOBOIO JIEKapCTBEHHOIO IIpernapara
B pellenTe Ha OyMaKHOM HOCHTEJIe WIH pelenTe B (opMe 3JIeKTPOHHOrO JOKYMEHTa
KOJIMYECTBO IEHCTBYIOIIMX BEIIECTB YKa3bIBAaCTCS B COOTBETCTBUU C MHCTPYyKLHEH
10 MEOUIMHCKOMY IPHUMEHEHHUIO JIEKapCTBEHHOT o npermnapara. JlomycTUMO yKa3bIBaTh
JIO3UPOBKY JIEKAPCTBEHHBIX IPENapaToB CHCTEMHOTO AeUCTBHs (IS pe30pOTHBHOTO
IpreMa) B TBEPOBIX JIeKapCTBEHHBIX (opmax (HampuMmep, TabJIeTKH, IOPOIIKH,
KaliCyJIbl) KaK COAepKaHWe OIHOTO WM HECKONbKHX MAEHCTBYIOIIMX BEIIECTB
B eIMHHUIIAX Macchl (B rpaMMax, MHUUIUrpaMMax). JlomycTuMo yKas3sIBaTh JO3UPOBKY
JIEKapCTBEHHBIX TIPEMapaToB CUCTEMHOTO AeHCTBHS (11 pe30pOTUBHOTO ITPUMEHEHNS)
B OKMOKHX JIEKQpCTBEHHBIX ¢opMmax (HampuMep, pacTBOpPBL, CYCHEH3HM) Kak
colepKaHWe OJHOTO MIIH HECKOJBKUX JEHWCTBYIOIIUX BEIIECTB B €AMHHUIAX MAacChl Ha
eqUHHUIY 00beMa (HallpuMep, MUJLTUTPaMM/MIUUTIIIATP) ¢ yKa3aHHeM o01ero ooreMa
JIeKapCTBEHHON (OPMBL.

IIpu odopmitleHUN Ha3HA4YeHHs JIEKapCTBEHHOTrO Ipenapara MHIUBUAYaJILHOIO
U3rOTOBIIEHHA B pellenTe Ha OyMaKHOM HOCHUTeNe WM pelente B QopMe
3JIEKTPOHHOTO JOKYMEHTa KOJIMYECTBO TBEPABIX M CHIMyYHX (apMaleBTHYECKUX
cyOcraHumii ykaspiBaercs B rpammax (0,001; 0,5; 1,0), sxuakux — B MHJUIMIMTPAX,
rpaMMax U Kamix.

20. Pementel Ha OyMa)XHOM HoOcuTele, B GopMe 3JIEKTPOHHOIO INOKYMEHTA,
odopMIIeHHBIE Ha perienTypHOM Gianke popmsl Ne 148-1/y-88 u npenHasHaueHHEIE 11
OTIIyCKa JIEKQpCTBEHHBIX IMperaparoB, IPeIyCMOTPEHHbIX NOANMyHKTamH 1-3
nyHkTa 9 Hacrosmero Ilopsimka, NelCTBUTENBHBI B TedeHHME 15 aHeH co JaHA
oopmiieHHS.

21. Penentel Ha OyMa)XHOM HOcUTeNle, B GopMe 3IEKTPOHHOIO IOKYMEHTa,
othopMIIeHHBIE Ha pelenTypHOM Gianke dopMmbl Nel148-1/y-04(;1) u npenqHa3HaYECHHEIE
IS OTIyCKa JIeKApCTBEHHBIX IpelapaTroB IpaXiaHaM, yKa3saHHBIM B IyHkrTe 10
Hactosmero Ilopsmaka, melictButensHbl B TedeHune 30 AHed co aHA odopMieHHs,
33 HCKJIIOYEHHMEM CITydaeB OQOPMIIEHHUS pellerniTa B COOTBETCTBHHU € ITyHKTamMH 38 u 39
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Hactosimero Ilopsaka, mpu KOTOpPBIX OH JEHCTBUTENIEH B TeueHHe 15 nHe#t co aHA
odhopMIeHusl.

22. Penentel Ha OymMakHOM HocHTele, B (opme SJIEKTPOHHOTO ITOKYMEHTa,
oopmieHHBIE Ha penenTypHoM OnaHke popMel Ne 148-1/y-04(i1) u mpegHa3HAUYEHHBIE
IUIs OTIyCKa JIEKapCTBEHHBIX IIpenapaToB rpaxaaHaMm, AOCTUTMIMM HE€HCHOHHOTO
BO3pacTa, MHBAJIMAM I[IE€pBOM TIpYNNEl, AETAM-UHBAIHWAAM, a TakKXe TIpaxaaHaM,
CTpalaloIUM XPOHHYECKHUMH 3a00JIeBaHHSIMH, TPEOYIOIIMMHU JUIUTENBHOIO KypCOBOTO
JieueHus, AeHCTBUTENbHB B TeueHue 90 nHeit co AHS odopMileHHUs, 3a UCKIFOUeHUEM
clly4aeB, YKa3saHHBIX B MyHKTax 38 u 39 Hacrodmero Ilopsgka, Npu KOTOpBIX
OH JeiicTBUTENIeH B TeueHue 15 nueit co aHA opopmiieHus.

Jis nmedeHHs XpOHUYECKHUX 3a00JieBaHHMI YKa3aHHBIM KaTeropusM TIpaxIaH
JIeKapCTBEHHBIE IIpemapaThl ¢ OdOpMIIEHHEM peLenToB Ha OyMaXXHOM HOCHTeNe
WIA peuentoB B (opMe 3IeKTPOHHOIO JOKyMEHTa MOTYT Ha3HadaThCs Ha Kypce
seueHns 0o 180 mueii.

23. Perentel Ha OyMa)XHOM HOCHTENE, B (PopMe 3JIEKTPOHHOTO IOKYMEHTa,
odopMieHHBIe Ha pelentypHoMm OnaHke ¢opmbi Ne 107-1/y u mpemHazHauyeHHBIE
IUTS OTIyCKa JIEKapCTBEHHBIX IIPENapaToB, IPeyCMOTPEHHBIX MyHKTOM 11 HacTosIero
Iopsanka, neiictBuTENEHEI B TeueHne 60 qHel co AHA ohopMIIeHHUS.

Ilpy Ha3Ha4YeHHHM TOTOBBIX JIEKAPCTBEHHBIX IIPENapaToB M JIEKapPCTBEHHBIX
IpernapaToB HMHAWBHIAYATBHOTO W3TOTOBICHHSA HAlMeHTaM ¢ 3a00JIeBaHUSMH,
TpeOYIOMUMH AIUTEIIFHOIO KypCOBOTO JieueHHdA, ¢ 0OpPMIICHHEM Ha peLeNTypHOM
Oomanke ¢opmer Ne 107-1/y pementa Ha OyMaXHOM HOCHUTElNe WIH B ¢opMme
3JIEKTPOHHOIO JIOKYMEHTa yCTaHaBIMBaeTCAd CpPOK JACHCTBUS perenTa B Ipeneiax
0 OAHOIO roja.

B ciydae ycraHOBIEHUS cpoka ACHCTBUA pelienTa B Ipeaesax 10 OJHOro rojaa
B pelienrte npou3BoguTcs Haamuck: «I[lo cnenuansHOMY Ha3HauYeHHIO», 0003HaUYaeTCs
CPOK JEHCTBUSA peleNTa U NEPHOJUIHOCTh OTIyCKa JIEKapPCTBEHHBIX IIPENIapaToB
U3 anTe4yHON OpraHu3allid WIM HHAWBUAYAIBHBIM IIpeAlpHHUMATENeM, UMEIOIIUM
JIALIEH3HIO Ha (apMaIleBTHIECKYIO e TeNbHOCT! * (e)KeHEIEIBHO, €)KEMECSIHO U MHBIE
nepuoasl). J[OMONMHUTENBHO 3TO yKa3aHHE 3aBepAeTCS IOIIHCHI0 MEIULIMHCKOIrO
pabOTHUKA, a TaKXe IedYaThl0 MEOUIIMHCKON opraHuzauuu «Jas pelentoBy
(mns peuenta Ha OyMaKHOM HOCHTENE) WIH YCHJIEHHOW KBaIM()UIUPOBaHHOU
9JIEKTPOHHOW TOANHCHI0 MEOWIMHCKOro paboTHHKAa M JHILA, YIOJIHOMOYEHHOIO
3aBepATh JOKYMEHTHl OT HMEHH MEIHULIMHCKOHW opraHu3aluu (I peuernrta B gopme
3JIEKTPOHHOTO JOKYMEHTA).

24. PeuenThl Ha IeKapCTBEHHBIE IIpellapaThl, BKIIOUEHHEIE B riepedeHs [IKY, s
JiedeHHs MAIMeHTOB C XPOHHMYECKUMH 3a00JIeBaHUSMHU MOTYT OQOpPMIISTECS Ha Kypc
JedeHus no 60 mHed.

B ciydae, xorga Kypc JiedeHHs cocrapiser Oonee 30 nHel, HOMOJIHUTENBHO
B pelenTtax Ha OyMa)XHOM HOCHTENe NPOU3BOAUTCA Haammuch «llo cmenmuambHOMY
Ha3HAYCHHUIO», 3aBepeHHAs IIOAMKCHI0 MEAUIIMHCKOro paboTHHMKAa U Ie4YaThIo
MeIULIMHCKON opraHM3aluu «JlJi1 pelentoBy», Ha penenrax B GpopMme 3JIEKTPOHHOTO
OOKyMeHTa  mpousBogutrcs ortMmetka «llo  coemmambHOMY — Ha3HA4YEHHIO»
C IIPOCTaBJICHWEM YCHJIEHHOH KBaIU(ULUPOBAHHOW 3JIEKTPOHHONH IOANKCH

4 TMynxr 47 gactu 1 cTaten 12 denepansHoro 3akoHa oT 4 Mas 2011 r. Ne 99-®3 «O IULIEH3UPOBaHAH OTAETBHBIX BHIOB
IesitenpHOCTI (Hanee — Oemepanbhblii 3akoH Ne 99-D3) (Cobpanue 3akoHoHaTenscTBa Poccuiickoit ®eaepannn, 2011,
Ne 19, cT. 2716; 2021, Ne 27, c1. 5177).
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MEIULUHCKOro paboTHHKA U JINIIA, YIIOJIHOMOYEHHOTO 3aBEPATh JOKYMEHTHI OT HMEHU
MeIULUHCKOM OpraHU3alyH.

25. Penent Ha OymakHoM Hocutene B ¢opMe 3JIEKTPOHHOrO MOKYMEHTa,
oopMIIEHHBI! ¢ HapyIIeHHEM YCTaHOBJIEHHBIX HacTosmuM llopsakoM TpeGoBaHMiIA,
CUMUTAETCS HEeHNEeHCTBUTELHBIM.

I1. HazHadeHue JIEKapCTBEHHBIX NPENapaToB IMPHU OKa3aHUH
MEeIULHUHCKOH IOMOIIH B CTAlIMOHAPHBIX YCIOBUAX

26.1lpn oka3aHNMM mMAalKMEeHTY MEOUIMHCKONH IIOMOIIM B CTaHHUOHAPHBIX
YCIOBUSAX Ha3HauYeHUE JIEKapCTBEHHBIX IIpeNapaToB IMpOU3BOAMTCS 6e3 odopMiieHHS
pelenTa MEIMHUHCKUM pabOTHUKOM €IWHONIMYHO, 3a HCKIIOYEHHEM CIIy4aeB,
yKa3aHHBIX B IyHKTe 27 HacTosuero [lopsaka.

27. CornacoBaHrve Ha3HaYeHHUS JIEKApCTBEHHBIX IIPeMapaToB C 3aBeAYHOIIUM
OTHENEHNEM WJIH OTBETCTBEHHBIM IEXYypHBIM BpauoM JHOO JOpYrHMM JIUIIOM,
YIOJHOMOYEHHBIM I[IPUKAa30M [JIaBHOIO Bpadya MEIUIMHCKOH oOpraHu3aluiy,
a Takxe, IpU HANWYUU, C BpadyoM — KJIMHUYECKUM (apMaKoIoroM Heo6xoamMmo
B CIIyqasX:

1) onHOBpeMEHHOIO Ha3HaueHUs MATH U Oojiee JIEKApCTBEHHBIX MpEINapaToB
OJTHOMY IALUEHTY;

2) Ha3HaYeHUs JIEKapCTBEHHBIX IIpenapaTos, HE BXOJSAINX
B IIEPEYEHb KU3HEHHO HEOOXONMMEIX M Ba)KHEWINMX JIEKAPCTBEHHBIX IIPENaparoB’’,
IpU HETUIINYHOM TEYEeHHH 3a00leBaHMs, HAIMYHUH OCJIOXXHEHUH OCHOBHOIO
3a00JieBaHMs U (MJIM) COITyTCTBYIOIUX 3a00JIeBaHMiA, IIPH Ha3HAYEHUH JIEKapCTBEHHBIX
[IpernapaToB, 0COOEHHOCTH B3aWMOACUCTBUS MU COBMECTHMOCTH KOTOPBIX COIJIaCHO
UHCTPYKIMSIM 10 HMX IPUMEHEHHI0 INPUBOIAT K CHIDKEHHIO 5()(eKTUBHOCTU
U Oe3omacHOCTH ¢apMakoTepanuu U (HIH) CO3NAIOT MOTCHUUAIBHYIO ONMAaCHOCTh IJIs
YKU3HH U 3[0POBBS [TalUEHTA.

B yxasaHHBIX ciTydasx Ha3HaueHHUE JIEKapCTBEHHBIX IpenapaToB (GUKCHPYETCs
B MEAMLMHCKON JOKYMEHTALMM IAlMEHTa W 3aBepseTcs MOAINUCHI0 MEIULIMHCKOTO
pabOTHHKA M 3aBEeIyIOLIEr0 OTAEJIeHHEM (OTBETCTBEHHOrO ACKYpPHOrO Bpada HIIH
Ipyroro yImoJHOMOYEHHOTI'O JIMLA).

28. MenuuuHCKHI paOOTHHK MEIHIIMHCKOH OpraHu3zanuu (€€ CTPYKTYpPHOIO
MOJIpa3e/IeHUs), PACIIONIOKEHHO B CEbCKOM HAceeHHOM ITyHKTE, OCYyIEeCTBILAET
Ha3HAUYeHHeE JIEKApCTBEHHBIX IpPEIapaToB B CIIydYasx, YKa3aHHBIX B IyHKTax 27 u 29
HacTosero Ilopsaka, eTMHOIMYHO.

29.Tlo pemenuto BpadeOHOM KOMHCCHM IIAllUEHTaM IIpH  OKa3aHHH
UM MEAULIUHCKON ITOMOILIN B CTAalIMOHAPHBIX YCIIOBUSX HA3HAYAIOTCS JIEKApCTBEHHBIE
Ipenaparbl, He BKIIIOYEHHBIE B IEpEUYeHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEMIINX
JIEKapCTBEHHBIX MpenaparoB, B CiIyd4ae HX 3aMeHbl U3-3a HMHIUBUIYAIBHOM
HEINIEPEeHOCUMOCTH, I10 KU3HEHHBIM IOKa3aHMUAM.

Pemenue BpaueOHOM KOMHUCCHH (PUKCUpYETCS B MEIUIUHCKOM TOKYyMEHTALUH
NallMeHTa 1 XypHaJle BpaueOHOH KOMHUCCHH.

30. B cimydasx oOcnemoBaHHsS M JICYCHHMsS TpaXAaHWHA B CTAlMOHAPHBIX

15 Yactr 1 cratem 60 Denepansroro 3akoHa Ne 61-03 (Cobpanue 3akoHOomaTenscTBa Poccmiickoit ®enepanun, 2010,
Ne 16, ct. 1815; 2020, Ne 29, ct. 4516).
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YCIOBHSX B paMKax NpeAOCTaBIIeHHS MEAMLUHCKHX YCIYr Ha BO3ME3IHOH OCHOBE
3a C4YeT IWYHBIX CPeACTB IpaKiaH, CPEACTB IOPHUAMYECKUX JIHI M HHBIX CPEICTB
Ha OCHOBaHHH [OTOBOpPa, B TOM YHUCJE AOroBOpa J0OPOBOJIBHOTO MEIHUIIMHCKOTO
cTtpaxoBaHusa'®, eMy Moryr OBITh HasHAaYeHBl JIeKapPCTBEHHBIE IIPENaparThl,
He BXOJJIINE B IepedeHb XKM3HEHHO HEeOOXOOUMBIX H BaKHEHIIMX JIeKapCTBEHHBIX
IperapaToB, €CIM WX Ha3HayeHWe W IIPHUMEHEHHe OOYCIIOBIEHO MeIUIIHHCKAMU

INOKasaHUusIMMH.

16 Mocranosnenue [pasurenscta Poccuiickoli ®enepauuu ot 4 okrs6ps 2012 r. Ne 1006 «O6 yreepxaeruu ITpasun
MPEAOCTaBNEHAs MEIUUMHCKUMH OpraHm3alliAMM IUIaTHBIX MeIuruHCKHX ycuyr» (CoOpaHMe 3aKOHONATENbCTBA
Poccuiickoit denepamum, 2012, Ne 41, cr. 5628).




