3apeructpupoBano B Muntocte Poccun 26 mapta 2019 1. N 54173

MUHHCTEPCTBO 3JIPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

IHPUKA3
or 14 ssnBaps 2019 r. N 4n

Ob YTBEPKIAEHUHA INTOPAKA HASHAYEHUA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PELHEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
IHPEHAPATBDIL, IOPAAKA O®OPMJIEHUA YKAZAHHBIX
BJIAHKOB, UX YYETA U XPAHEHUA

B coorBercTBuuM ¢ nyHnkroMm 16 yactu 2 crathu 14 ®@enepanbHoro 3akoHa ot 21 HosOpsa 2011 r. N
323-®3 "OO ocHOBax oOXpaHbl 370poBbs TpaxnaH B Poccuiickoit ®epepaunuun" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2014, N
30, cT. 4257; N 49, c1. 6927; 2015, N 10, cT. 1425; N 29, cT1. 4397; 2016, N 1, cT. 9; N 15, ct1. 2055;
N 18, cr. 2488; N 27, ct. 4219; 2017, N 31, ct. 4791; N 50, ct. 7544, 7563) u noamyHKTaMu
5.2.177, 5.2.179 wu 5.2.180 Ilonoxenus o MuHHcTepcTBe 31paBooxpaHeHus Poccuiickoit
®enepanuu, yTBEpXKJIeHHOro mnocraHoBieHueM IlpaBurtensbcrBa Poccuiickoit ®enepauuu ot 19
utonsa 2012 r. N 608 (Cobpanue 3akoHoaarensctBa Poccuiickoit @eaeparuu, 2012, N 26, ct. 3526;
2013, N 16, ct. 1970; N 20,cT. 2477; N 22, ct. 2812; N 33, cT. 4386; N 45, c1. 5822; 2014, N 12, cT.
1296; N 26, ct. 3577; N 30, ct. 4307; N 37, cT1. 4969; 2015, N 2, cT. 491; N 12, cT. 1763; N 23, cT.
3333; 2016, N 2, ct. 325; N 9, c1. 1268; N 27, ct. 4497; N 28, cT. 4741; N 34, cT. 5255; N 49,cT.
6922; 2017, N 7, ct. 1066; N 33, ct. 5202; N 37, ct. 5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N
13, ct. 1805; N 18, ct. 2638; N 36, ct. 5634; N 41, ct. 6273), npuka3biBaio:

1. YTBepauTs:
NOPSIIOK Ha3HAYEHUs JIEKapCTBEHHBIX IIPENapaToB COIacHO npuioxenuto N 1;
(opMBI perenTypHbIX 0JaHKOB Ha JEKapCTBEHHbIE MTPENapaThl COrNIACHO MPUIokeHnuto N 2;

NopsAI0K 0(pOpMIIEHHUS PELIEITYPHBIX 0JIaHKOB Ha JIEKapCTBEHHBIE MpEenapathl, UX y4eTa U XpaHEeHUs
cornacHo npuioxenuto N 3.

2. Ilpu3HaTh yTpaTUBILIUMU CUITY:

npuka3 Munucrepcersa 3apaBooxpanenus Poccuiickoit @enepanun ot 20 nekabps 2012 r. N 11751
"O0 yTBep:KIEHUH MOpPSIKAa Ha3HAUEHUS M BBINMCHIBAHUS JICKAPCTBEHHBIX IPENapaToB, a TaKkKe
dbopM perenTypHbIX OJAHKOB Ha JIEKAPCTBEHHbIE Iperaparbl, mopsaka ohOopMIIEHHs yKa3aHHBIX
ONMaHKOB, MX YydeTa W XpaHeHHs" (3aperucTpupoBaH MMHHUCTEPCTBOM IocTUIMHM Poccuiickoit
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®epnepaunu 25 utons 2013 r., peructpanuonubiii N 28883);

OYHKT 2 W3MEHEHUH, KOTOophle BHOCATCA B [lOpsmok co3maHUs W JEATEIBHOCTH BpadeOHOM
KOMUCCHUM  MEIULMHCKONM  OpraHu3aliM,  YTBEpXACHHBI  mpukazoM  MuHuCTepcTBa
3/IpaBOOXPAaHEHUs U coluaibHOro pa3sutus Poccuiickoit ®enepanuu ot 5 mas 2012 r. N 5021, u B
[Topsimox Ha3HayeHHs] U BBITUCBIBAHMS JIEKAPCTBEHHBIX IPENapaTtoB, yTBEPXKACHHBIM MpPUKa30M
MunucteperBa 3apaBooxpanenust Poccuiickoir ®enepaunn ot 20 nexadbpsa 2012 r. N 1175n,
YTBEP)KJICHHBIX MTPUKa30M MUHHUCTEPCTBA 3/ipaBooxpaHeHus Poccuiickoit deneparnuu ot 2 nexadps
2013 r. N 886H (3apeructpupoBad MunrcTepcTBOM FocTHIMH Poccuiickoit @eneparuu 23 nexadps
2013 r., peructpanuonssiii N 30714);

npuka3 Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®enepanuun ot 30 utons 2015 r. N 386n "O
BHECEHUU W3MEHEHHH B NPUIOXKEHUs K Ipukasy MuHucrepcTBa 3apaBooxpaHeHMst Poccuiickoit
@eneparun o1 20 nmexabps 2012 r. N 11758 "OO yrBepkKaeHHM TOpsiAKa Ha3HAuYCHUS U
BBINMCBIBAHUS JIEKAPCTBEHHBIX IpENapaTroB, a Takke (OpPM pelenTypHbIX OJIAHKOB Ha
JICKapCTBEHHBIE IPEraparhl, mopsaka oGOpMIICHUSI yKa3aHHBIX OJIAHKOB, WX ydeTa M XpaHEHUs"
(3apeructpupoBan MunucrepctBoM toctuuuu Poccuiickoit ®enepauuu 6 asrycra 2015r.,
peructpanuonHslii N 38379);

OYHKT | M3MEHEHuM, KOTOphle BHOCATCA B MpHKa3 MuHHCTepCcTBa 3apaBooxpaHeHust Poccuiickoit
Oeneparn ot 20 nmexadbpst 2012 r. N 11751 "OO yTBepKACHUM TMOPAIKA HA3HAYCHUS H
BBINMACBIBAHUS JIGKAPCTBEHHBIX IPEMapaTroB, a Takke (OpM pernentypHbIX OJIaHKOB Ha
JIEKapCTBEHHBIE Mpernaparhl, Nopsaka opopmIileHUs] yKa3aHHBIX OJIAHKOB, UX y4eTa U XpaHeHUs" u
npuwioxkenue N 2 k npukasy MunucrtepctBa 3xapaBooxpaHeHusi Poccuiickoit ®denepanuun ot 1
aBrycta 2012 r. N 54 "OG ytBepkaeHuN (HOpMbI OIAHKOB PELIETITOB, COAEPKAIIUX HA3HAYCHUE
HapKOTUYECKUX CPEJCTB WM IICUXOTPOIHBIX BEILECTB, NOPSAIKA UX U3TOTOBJICHUS, pACIIPEICIICHNUS,
perucTpaluu, ydera M XpaHEeHHs, a Takke NpaBul OQOpMIICHUA", YTBEP)KIEHHBIX IPUKA30M
MunuctepcrBa 3apaBooxpaHeHust Poccuiickoit ®enepauuu ot 21 ampens 2016 r. N 254n
(3apeructpupoBan MuHuctepcTBoM foctuiuu Poccuiickoit ®eneparuu 18 wurons 2016 1.,
peructpanuonHsiii N 42887);

IYHKT 5 U3MEHEHHUH, KOTOPbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHHUCTEPCTBA 34paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanuun 1 MunucTepeTBa 3apaBooxpanenHus Poccniickoin
denepauy Mo BOIpocaM OOpallleHus JIEKapCTBEHHBIX MpEenapaToB, COJACpXKAIUX HAPKOTUYECKHE
CPEJICTBA, NICUXOTPOIIHBIE BEIIECTBA U UX MPEKYpPCOPhI, U JEKAPCTBEHHBIX CPEJCTB, MOAJIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPXKACHHBIX NPUKa30M MUHHCTEpPCTBA 34paBOOXPAHEHUS
Poccuiickoit @enepauyn ot 31 oxtsa6ps 2017 r. N 882 (3apeructpupoBan MUHHCTEPCTBOM
foctuimu Poccuiickoit ®@enepanyu 9 ssuBaps 2018 r., peructpanuonnsiii N 49561).

Munucmp

B.U. CKBOPLIOBA

IIpunosxcenue N 1
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 14 sneapsa 2019 e. N 4n
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HOPAJOK HASHAYEHUSA JTEKAPCTBEHHbIX
ITIPEITAPATOB

I. O61mue mo10KeHUA

1. HacTtosdmuii nopsaoK yCTaHaBJIMBAaeT IpaBWJIa HAa3HAYEHMs JIEKAPCTBEHHBIX I[PENaparoB MAJs
MEAMIIMHCKOTO MPUMEHEHHs (J1ajee - JIEKapCTBeHHbIE MperapaTsl) U oQpOpMIICHUSI UX Ha3HAUYECHUS
IIPYU OKa3aHUU MEAUIIMHCKON ITOMOLIY B MEAULIMHCKUX OpraHu3anusax <1>.

<1> Oynkr 11 crareu 2 PenepanpHoro 3akona ot 21 HosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbl 310poBbs TpaxkaaH B Poccuiickoii denepanun" (Cobpanue 3akonoaarenbcTBa Poccuiickoii
®enepanuu, 2011, N 48, cr. 6724; 2016, N 1, ct. 9, 28; 2017, N 31, cT. 4791).

2. Ha3naueHue JIeKapCTBEHHBIX IPENapaToB OCYIIECTBIISCTCS JICHALIMM BpadoM, (erbAIepoMm,
aKylmIepKOl B cllydae BO3JIOKEHMS HA HHUX [IOJHOMOYMH JI€edallero Bpaya B IOpPSJKE,
YCTaHOBJIEHHOM IPHUKa30M MUHHCTEPCTBA 31paBOOXPAHEHUS U COLUAIIBHOTO pa3BuTHUs Poccuiickon
O®enepanuu ot 23 mapta 2012 r. N 2521 "O6 yrBepxkaenuu [lopsiaka Bo3noxkeHus Ha denpamepa,
aKyIIEpKy PYKOBOJMUTENEM MEIUIMHCKON OpraHu3alUy IPU OpraHU3alMd OKa3aHUs MEPBUYHOU
MEJNKO-CAHUTAPHON TMOMOIIM U CKOPOH MEAMIIMHCKOW MOMOIIM OTAENbHBIX (PYHKUMN Jeyamiero
Bpaua 110 HEMOCPEACTBEHHOMY OKa3aHUIO0 MEIUIIMHCKON MOMOIIY MallMeHTy B NEPHOJ HAa0JI01eHUs
3a HUM M €ro JICYEHMs], B TOM YHCJIE 110 Ha3HAYEHUIO U NPUMEHEHMIO JIEKAPCTBEHHBIX MIPENApaToB,
BKJIIOYasi HApKOTMYECKHWE JIEKapCTBEHHbIE IIpernaparbl W IICUXOTPOIIHBIE JIEKApPCTBEHHBIE
npenaparbl”" <2>, UHAUBUAYAJIbHBIMU NPEANPUHUMATENISAMH, OCYIIECTBIISIIONIUMU MEIUIUHCKYIO
JeATeTLHOCTH (J1ajiee - MeIUIIMHCKHUE PAOOTHHUKH).

<2> 3apeructpupoBad MunuctepctBoM toctunmu Poccuiickoit ®@enepannu 28 ampens 2012 r.,
peructpaunoHHeld N 23971, ¢ U3MEHEHUsAMH, BHECEHHBIMH IIpHKa3oM MuHHCTEpCTBa
3npaBooxpanenusi Poccuiickoit @enepanuu ot 31 okta0ps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBom roctunuu Poccuiickor ®@epepanun 9 suBaps 2018 r., perucrpanuoHHbIi N
49561).

3. CBeneHus O Ha3HAUEHHOM JIEKApCTBEHHOM IpenapaTe (HaUMEHOBAHHE JIEKapCTBEHHOTO
mpenapara,  JO3UPOBKa, CIOCOO  BBEAGHUS M IPUMEHEHHUS, pPEeXUM  JIO3UPOBaHMS,
IPOIOJDKUTEIBHOCTD JIEUeHUSI U 000CHOBaHME HAa3HAUEHUS JIEKAPCTBEHHOT'O IMpernapara) BHOCATCS
MEAUIMHCKUM paOOTHUKOM B MEIMLMHCKYIO JOKYMEHTAIMIO alMeHTa.

B cnyuasx, yka3zaHHbIX B IyHKTax 9 - 12 nHacrosmero Ilopsaka, MeTUIIMHCKMNA paOOTHHUK
0(1)OpMJ'I$[eT Ha3HA4YCHUEC JICKAPCTBCHHBIX IPEIapaToB, B TOM YHUCIIC MOMICKAIIUX U3TOTOBJICHUIO U
OTIIYCKY AaNTEeYHBIMH OpraHM3alMsMHU (Jlajiee - JICKapCTBEHHBIE MpernapaTbhl HHIUBUAYAJTbHOTO
U3TOTOBJICHUSI), HAa peuenTypHoM OjaHke, OQOpPMIEHHOM Ha OyMa)kKHOM HOCHTEJE 3a CBOEH
HNOJNKCHIO (anee - peuent Ha OyMakHOM HocuTene), W (MJIM) € coriacusi MalueHTa WU €ro
3aKOHHOTO TPEJCTaBUTEN <3> Ha pEHeNnTypHOM OjaHke B (opMe AIEKTPOHHOTO JOKYMEHTa C
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UCTIOJIb30BAHUEM  YCWJIGHHOW KBaJM(UIIMPOBAHHOW 3JCKTPOHHOM TOANUCH MEAUIIUHCKOTO
paboTHHKa (Jajee - penent B popme JIEKTPOHHOTO JOKYMEHTA).

<3> B OTHONICHUU JIMIIa, YKa3aHHOTO B YacTu 2 ctathu 20 DeaepanbHOro 3akoHa ot 21 HOAOpsS
2011 r. N 323-®3 "O06 ocHOBax oXpaHbI 340pOBbsl rpakaan B Poccuiickoit ®enepanun" (Codpanue
3akoHojatenbecTBa Poccuiickoin @enepannu, 2011, N 48, cr. 6724; 2013, N 48, c1. 6165; 2017, N
31, cT. 4791).

Penent B (hopMme 37€KTPOHHOTO TOKYMEHTA, COAEPKALINI Ha3HAUEHNEe HAPKOTUYECKUX CPEICTB WIN
MICUXOTPOIHBIX BEIECTB, MOAMUCHIBACTCS C HCIOIB30BAHUEM YCHIICHHOW KBaTU(UIIMPOBAHHOU
9JIEKTPOHHOW MNOJMMCH JIEHallero Bpada WM (enpiiepa, aKkylmlepkd, Ha KOTOPBIX BO3JI0KEHBI
(GYHKIMH JIeYallero Bpaya, 1 COOTBETCTBYIOIIEH METUIIMHCKON opraHu3ainuu <4>.

<4> Yacte 1 crateu 26 ®enepanbHoro 3akoHa ot 8 sHBaps 1998 r. N 3-®@3 "O HapKoTHYECKUX
cpeAcTBax U ncuxoTponHbix BemecTBax" (CoOpanue 3akoHoaarenbcTBa Poccuiickoit deneparnyu,
1998, N 2, ct. 219; 2003, N 27, ct. 2700; 2011, N 49, ct. 7019; 2013, N 48, ct. 6165; 2016, N 27,
ct. 4238; 2017, N 31, ct. 4791).

Odopmiienne penentoB B pOpME JEKTPOHHBIX TOKYMEHTOB OCYILECTBIISETCS B Clydae NMPUHITUSA
YIIOJHOMOYEHHBIM OpraHoOM MCIIOJIHUTEIbHOW BiacTu cyOwekra Poccuiickoir @Penepanuu B
COOTBETCTBUM C MYHKTOM 4 ctatbu 6 ®dexnepanpHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6
oOpallleHnH JIeKapCTBEHHBIX CpelcTB" <5> pelieHust 00 MCIOIb30BaHUM Ha TEPPUTOPUU CYObEKTa
Poccuiickoii ®@enepaiun Hapsy ¢ pelienTaMi Ha JIEKapCTBEHHbIE MpenapaTsl, 0(pOpMICHHBIMU Ha
OyMa)XHOM HOCHUTENE, PELEeNTOB Ha JIEKapCTBEHHbIE Npernaparbl, cHOPMUPOBAHHBIX B (opme
DIIEKTPOHHBIX JOKYMEHTOB.

<5> Co0Opanue 3akoHoaarenbcTBa Poccuiickoit @eneparuu, 2010, N 16, ct. 1815; 2012, N 26, cr.
3446; 2017, N 31, ct. 4791.

4. Tlpu BBINUCKE NalMEHTa M3 MEIUIMHCKOM OpraHu3aluy, B KOTOpOHl eMy OKa3blBalach
MCIUIHUHCKAasA IOMOIIb B CTAOWMOHAPHBIX YCIOBHUAX, AJaHHOMY [MMAalIMCHTY II0 PCUHICHUIO
PYKOBOJUTENS MEIUIMHCKOW OpraHM3alliy Ha3zHayaroTcs ¢ odopMiIleHHEM perenta B (opme
AJIEKTPOHHOTO JOKYMEHTa W (WiM) Ha OyMa)XHOM HOCHTENE (3a HCKIIOYCHHEM OGhOPMIICHHS
pELenTOoB Ha JISKApCTBEHHBIE MpenapaThl, MOJIeXKaIe OTIYCKY OeCIUIaTHO UM CO CKUIKON) 100
BBIIAKOTCS (HaHI/IeHTy WA €0 3aKOHHOMY HpeJICTaBI/ITeJ'IIO) OJHOBPEMEHHO C BBITTMCKOM U3 HCTOpUH
00JIe3HM JIEKapCTBEHHBIE IIpernaparbl, B TOM 4YHCJIE€ HApKOTMYECKHE U ICUXOTPOIIHBIE
JICKApPCTBCHHEBIC Ipe€rapaTrbl, BHCCCHHBIC B CIIMCKU u u m INEepEYHSA HAPKOTHYCCKUX CPCACTB,
NICUXOTPOIHBIX BEIIECTB M MX MPEKYpPCOpPOB, MOIEKAIIMX KOHTpoito B Poccuiickoit ®@enepanumy,
YTBEpKJI€eHHOTOo nocraHoBieHueM lIpasurensctBa Poccuiickoit @enepannu ot 30 urona 1998 r. N
681 <6> (nanee - IlepeueHs), CUIBHOACHCTBYIOIINE JIEKAPCTBEHHbIE Mpenaparbl, Ha CPOK MpHeMa
HaUEHTOM JI0 5 JTHEH.
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<6> Cobpanue 3akoHoaarenbcTBa Poccuiickori ®eneparuu, 1998, N 27, ct. 3198; 2004, N 8, cr.
663; N 47, ct. 4666; 2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, cT.
6572; 2010, N 3, ct. 314; N 17, ct. 2100; N 24, cT. 3035; N 28, ct. 3703; N 31, ct1. 4271; N 45, cT.
5864; N 50, ct. 6696, cT. 6720; 2011, N 10, cT. 1390; N 12, c1. 1635; N 29, cT1. 4466, cT. 4473; N
42, ct. 5921; N 51, cr. 7534; 2012, N 10, cT. 1232; N 11, ct. 1295; N 19, ct. 2400; N 22, c1. 2864,
N 37, ct. 5002; N 41, cT. 5625; N 48, c1. 6686; N 49, c1. 6861; 2013, N 6, cT. 558; N 19, c1. 953; N
25, ct. 3159; N 29, ct. 3962; N 37, ct. 4706; N 46, ct. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626;
N 23, ct. 2987; N 27, ct. 3763; N 44, ct. 6068; N 51, ct. 7430; 2015, N 11, ct. 1593; N 16, cT.
2368; N 20, ct. 2914; N 28, cT. 4232; N 42, cT. 5805; 2016, N 15, ct. 2088; 2017, N 4, cT. 671; N
10, cT. 1481; N 23, cT. 3330; N 30, cT. 4664; N 33, cT. 5182; 2018, N 27, ct1. 4071.

5. Ha3HaueHume JEKapCTBEHHBIX IMIPEMapaToB MpH OKA3aHWM MEAMIMHCKOW TOMOLIM B
CTAIlMOHAPHBIX YCIOBUAX B TPeOOBAaHUSIX-HAKIAIHBIX, HAIIPABJISIEMbIX B alTeYHbIe OpraHU3aIUH,
SBIISIIOIIMECS.  CTPYKTYPHBIMH — TIOJPA3JCICHUSIMA  MEIUIIMHCKOH OpraHu3ali, B KOTOpPOM
OKa3bIBACTCSI METUIIMHCKASI TTOMOIIb, OCYIIECTBIISIETCS B COOTBETCTBUH ¢ UHCTpYKIIMEH O MOpsIIKe
BBINKCBIBAHUS JIEKAPCTBEHHBIX IPEMapaToB M OQOPMIICHHS PEIENTOB M TpeOOBaHUI-HAKIIAIHBIX,
YTBEPKACHHON MpPUKa30M MHUHHCTEPCTBA 3/IpaBOOXPAaHEHUS U COLMAIbHOrO pa3BuTHs Poccuiickoii
Oenepartit ot 12 deBpais 2007 r. N 110 "O mnopsake Ha3HAYCHHS W BBITUCHIBAHUS
JICKapCTBEHHBIX MpENnaparoB, HU3JEIHA MEIUIUHCKOIO Ha3HAYeHUs M CHEIHATU3UPOBAHHBIX
IPOIYKTOB JIe4yeOHOro muTanus" <7>.

<7> 3apeructpupoBad MunucrepctBoM toctunmu Poccuiickoit ®@enepamuu 27 ampens 2007 r.,
peructpaunoHHeldi N 9364, ¢ W3MEHEHHMAMH, BHECEHHBIMM IpuKa3amMM MMHHCTEpCTBA
3paBOOXpaHEHUs U colMaibHOrO pa3Butus Poccuiickoit @eneparuu ot 27 aBrycra 2007 r. N 560
(3apeructpupoBad MunucrepctBoMm toctuiun Poccuiickoit ®enepauuu 14 cents6ps 2007 r.,
peructpanonssiii N 10133), ot 25 centsa6pst 2009 r. N 794n (3apeructpupoBad MUHUCTEPCTBOM
foctuimu Poccuiickoit @enepanuu 25 Hos6ps 2009 r., peructparmonsslit N 15317), ot 20 sHBaps
2011 r. N 131 (3apeructpupoBadn MunucrepctBoM toctuiiuu Poccuiickoit denepaunu 15 mapra
2011 r., peructpanuonssiii N 20103), npukazamu MunHucTepcTBa 31paBooxpaHeHust Poccuiickoit
®enepanuu ot 1 aBrycra 2012 r. N 54u (3apeructpupoBan MunucrepctsoM roctuninu Poccuiickoit
@eneparun 15 aBrycta 2012 r., peructpanuonusii N 25190), ot 26 ¢deBpans 2013 r. N 94n
(3apeructpupoBan MuHuctepctBoM toctuiiuu Poccuiickoit ®deneparuun 25 wuions 2013 r.,
peructpaunoHHblid N 28881).

6. HasHaueHue JEKapCTBEHHBIX IMpENapaToB OCYIIECTBISACTCS MEIUIMHCKAM PaObOTHUKOM TIO
MEXIYHAPOJAHOMY HEMATEHTOBAHHOMY HaUMEHOBAHUIO, a MIPU €r0 OTCYTCTBUH - TPYNIUPOBOYHOMY
WM XUMHUYECKOMY HaWMMEHOBaHHWIO. B cilydae OTCYTCTBHS MEXIYHApOJIHOTO HEMATEHTOBAHHOTO
HAaMMEHOBAHMS U TPYIIIUPOBOYHOIO WM XMMHUYECKOTO HAUMEHOBAHUS JIEKAPCTBEHHOT'O Mperapara,
JIEKapCTBEHHBIN TIpenapar Ha3Ha4aeTCsl MEAUITUHCKUM PaOOTHHKOM IO TOPTOBOMY HAMMEHOBAHUIO.

[lpy HanMuuMM METUIMHCKUX MOKa3aHWN (MHIUBUAyaJbHAs HENEepPeHOCHMMOCTb, IO >KU3HEHHBIM
MOKAa3aHUsIM) TI0 PEIIEHUI0 BpaueOHOM KOMUCCUN MEAUIIMHCKONW OpraHU3alui <8> OCYyIECTBIISIETCS
Ha3zHaueHue U opopMIIEHHE HAa3HAYEHUS JICKApCTBEHHBIX MPENaparoB, HE BXOJAIINUX B CTAaHAAPTHI
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MEAWIIMHCKOW TIOMOIIH, pa3pabOTaHHBIX B COOTBETCTBUU ¢ IMYHKTOM 4 ctatbu 10 denepanbHOTrO
3akoHa oT 21.11.2011 N 323-®3 "OO6 ocHOBax OxpaHbl 3/I0pOBbs TpaxaaH B Poccuiickoi
Oeneparuu”  <9>, n1ub0 MO TOProBIM HAMMEHOBAaHUSAM. PemieHune BpauyeOHONH KOMHCCUU
MEAMIMHCKONW OpraHu3alui PUKCUPYETCS B MEIULIMHCKON JOKYMEHTAlUU MAlUeHTa U B XKypHale
BpaueOHOI KOMHCCHH.

<8> [puka3z Munszapascoupa3sutus Poccun ot 5 mas 2012 r. N 5021 "OO0 yTBep>KACHUU MOPSAIKA
CO3JIaHUs U JIESATEIbHOCTH BpauyeOHOM KOMMCCHUM MEAMLIMHCKOW opraHusanuu" (3aperucTpupoBaH
Mumntocrom Poccun 9 urons 2012 r., peructpaunonssiii N 24516), ¢ u3MEHEHUIMH, BHECEHHBIMU
npukazom Munszapaa Poccun ot 2 nexadbpst 2013 r. N 886H (3apeructpupoBan Munroctom Poccun
23 nexabps 2013 r., peructpaunonnsiii N 30714).

<9> Cobpanue 3akoHonarenscTBa Poccuiickoit denepanuu, 2011, N 48, cr. 6724; 2014, N 49, cT.
6928; 2017, N 31, ct. 4791; 2018, N 53, ct. 8415.

7. Ha3HaueHue neKapCTBEHHOIO IMpemapara B pelenTe Ha OyMaKHOM HOCHTENE WM PElenTe B
dbopMe DIIEKTPOHHOTO JOKYMEHTa O(OpMIISETCS Ha WM MAIMEHTa, Il KOTOPOro IMpeJIHa3HAuYeH
JIEeKapCTBEHHBIN Mpemnapar.

Pentent Ha OymakHOM HocuTene, OpOpPMIICHHBIM Ha pernentypHom Omanke gopm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (1), yTBEp)KICHHBIX HACTOSIIMM TIPHKA30M, a TaKKe peUenT Ha
OyMaxxHoM HocHTene, ohopMIIeHHBIN Ha perentypHoM Omanke Gopmbl N 107/y-HII, yTBepkaeHHOM
npukazoM MuHucrepcTBa 31paBooxpaneHust Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54u
"O6 yrBepxkneHuu (HopMbl OJIAHKOB PELENITOB, COACPKAIIUX HA3HAYCHHE HAPKOTHYECKHUX CPENCTB
WIN TICUXOTPOITHBIX BEIIECTB, TOPSIKA UX WU3TOTOBICHHS, PACIPENICICHUs, PErUCTpallui, y9eTa u
XpaHeHus, a Takke npaBuil opopmieHus”" <10> (manee - dopma N 107/y-HII), moxer ObITH
MOJIyYeH IalMeHTOM, €r0 3aKOHHBIM IPEICTABUTENEM WJIHM JIMIIOM, MMEoUeM O(GOpPMIICHHYIO B
COOTBETCTBUHM C TPaXJIAHCKUM 3aKoHoJarenabcTBOM Poccuiickoit denepainyy J10BEpEeHHOCTh OT
MaIMeHTa Ha TPaBo MOJyYSHHS TAaKOTO perenTa (Jajiee - ynoJIHOMOYSHHOE JIUIIO).

<10> 3apeructpupoBan MunucrepcTtBoM toctutiuu Poccuiickoit ®denepanun 15 aBrycra 2012 r.,
peructpaunoHHeld N 25190, ¢ W3MEHEHMSAMH, BHECCHHBIMU IIpUKa3aMH MMHHCTEpCTBA
3npaBooxpanenusi Poccuiickoit ®enepanuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunucrepctBoM toctuiun Poccuiickoit ®eneparuu 27 nHostOpst 2015 ., perucrpannoHHbii N
39868), ot 21 ampenst 2016 1. N 2541 (3apeructpupoBan MUHHCTEPCTBOM FOCTHIIMU Poccuiickoit
Oeneparun 18 uronst 2016 1., peructpanuonnsiii N 42887), or 31 okrsabps 2017 r. N 882u
(3apeructpupoBan MunucrepcTBoM toctunuu Poccuiickoit ®enepanmu 9 sHBaps 2018 .,
peructpaunoHHbld N 49561).

Peuienit B opMe IMEKTPOHHOTO JOKYMEHTa (OPMUPYETCS C MCHOJIB30BAHHEM TOCYAAPCTBEHHOM
nH(pOpManMOHHOW cHUcTeMbl B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit deneparum,
MEAUIIMHCKONW WH(HOPMAIIMOHHON CUCTEMBI METUIIMHCKOM opranu3zanuu <11>.
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<11> Crateu 91 u 91.1 denepansHoro 3akoHa ot 21 HostOps 2011 roga N 323-d3 "OO6 ocHOBax
OXpaHbI 310pOBbs rpaknaH B Poccuiickoit deneparuu” (Cobpanue 3akoHOaaTeNbCTBA Poccuiickoit
Oepnepauun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, cT. 4883; N
48, ct. 6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, ct. 6927, 6928; 2015, N 1, ct. 85; N 10,
ct. 1425; N 27, c1. 3951; N 29, cT. 4397; 2016, N 1, cT. 9, 28; N 15, ct. 2055; N 18, cT1. 2488; N 27,
cT. 4219; 2017, N 18, ct. 2663; N 31, ct. 4794).

daxkTt BblJa4YM pCUcIrTa Ha JIeKapCTBeHHHﬁ npemnapar 3aKOHHOMY HNPCACTABUTCIIO WA
YIIOJHOMOYCHHOMY JIMIY (bHKCI/IpyeTCﬂ B Me,I[I/IL[I/IHCKOﬁ JOKYMCHTAIMU IMalvCHTA.

8. MeaunuHCKUM PabOTHHKAM 3ampemaercss oGOpMIISTh PEIeNnThl MPH OTCYTCTBUU Y TMallMEHTa
MEJIUIIMHCKUX TI0OKa3aHMWil; HAa HE3aperuCTpUpPOBAHHBIC JIEKApCTBEHHBIC mpenapaTbl <12>; Ha
JIEKapCTBECHHBIE TMpenapaTbl, KOTOPbIE B COOTBETCTBUM C HWHCTPYKLMEH IO MEAULHUHCKOMY
MPUMEHEHUIO TIpeHa3HAYEHbl JUIi MPUMEHEHMS] TOJIbKO B MEIUIIMHCKUX OpraHu3alusax; Ha
HApKOTUYECKHE CPEACTBA M IICUXOTPOIIHBIE BEUIECTBA, BHECeHHble B cnucok Il Ilepeuns,
3apEeruCTPUPOBAHHBIE B KAYECTBE JICKAPCTBEHHBIX MPEMAPATOB, B LEIAX MPUMEHEHUS JI JICUCHUS
HAapKOMAaHUH.

<12> Pemenue CoBera EBpazuiickoil 3xoHOMUYecKol komuccuu oT 3 Hoa0ps 2016 r. N 78 "O
[TpaBuiiax perucTpanuy U SKCIEePTH3bI JEKAPCTBEHHBIX CPEACTB JUISI METUIIMHCKOTO MPUMEHEHHS"
(odunmanpHBIN caliT EBpa3uiickoro SKOHOMHUYECKOro coro3a http://www.eaeunion.org/, 21 HOsOps
2016 r.). Cratbs 13 ®enepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O6 obpamienun
JIEKapCTBEHHBIX CPEICTB s MeauuuHckoro npumeHeHuss" (CoOpaHue 3aKOHOAATENbCTBA
Poccuiickoit @eneparuu, 2010, N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, cT. 3407).

WuauBuayalbHbIM — NPEANPUHUMATENSM, OCYLIECTBISIONIUM  MEAMIMHCKYIO  JESTEeNbHOCTD,
JIOTIOJTHUTENBHO K TPeOOBaHUSAM, YKa3aHHBIM B ab3alle MEepBOM HACTOSILETO IyHKTA, 3arperaercs
OoQOpMIISITh peleNThl Ha HApKOTUYECKHE CPEACTBA M IICUXOTPOIIHBIE BELIECTBA, BHECEHHBIE B
cnucku Il u Il Tlepeuns (manee - HapKOTUYECKHE M NCUXOTPOIHbIE JEKAPCTBEHHbIE MpenapaThl
cnuckoB I u 11 Ilepeuns).

9. Ilpy Ha3HAYeHHWU HAPKOTHMYECKUX M IICUXOTPOIHBIX JIEKApCTBEHHBIX IpenaparoB coucka Il
[lepeuns, 3a HWCKIIOYEHHMEM JIEKAPCTBEHHBIX IMPEMapaToB B BUAE  TpPaHCIEPMaTbHBIX
TEpaneBTHUECKUX CHCTEM U JIEKapCTBEHHBIX MPENapaToB, COAECPIKALIMX HAPKOTHYECKOE CPEJCTBO B
COYETaHWM C AaHTAarOHHCTOM OIMOWJHBIX PEHENTOPOB, pEUenThl Ha OyMa)XHOM HOCHTENe
oopmistoTes Ha perentypHoM 6manke Gopmbl N 107/y-HII.

10. Peuentypusiii 6mank ¢popmsl N 148-1/y-88 odopmisercs npu Ha3HAYSHUU:

1) HapKOTHMYECKHX U TICHXOTPOIHBIX JIeKapCTBEHHbIX mpenapatoB coucka Il Ilepeuns B Buze
TPaHCACPMAIIBHBIX TEPANIEBTUUECKUX CUCTEM, HAPKOTUYECKUX JIEKAPCTBEHHBIX IIPENApaToOB CIIHCKA
IT Ilepeuns, coaepkamuX HAPKOTHYECKOE CPEACTBO B COYETAHMM C AHTAarOHHUCTOM ONUOMIHBIX
pEeLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX Ipenaparos cuucka Il Iepeyns;

2) nmeKkapCTBEHHBIX MpemnapaToB, OONAJAIONINX aHAOOIWYECKON aKTUBHOCTBHIO (B COOTBETCTBHH C
OCHOBHEIM (bapMaKoIOrH4ecKuM NeiicTBIEM) 5 OTHOCSIIUXCSA o
aHATOMO-TEPaNeBTHUECKO-XUMHUECKON  KiaccupuKanud,  peKoMeHJOBaHHON  BcemmpHoii
opranuzarmeit 3apaBooxpaneHus (mamee - ATX) <13>, k anabonuueckum crepousam (kog Al14A)
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(manee - MeKapCTBEHHBIE MpeEnapaTkl, 00JIaJar0NIie aHA0OTUIECKONH aKTUBHOCTBIO B COOTBETCTBUU C
OCHOBHBIM (PApMaKOJIOTHYECKUM JCHCTBUEM);

<13> Crarps 18 DenepanpHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "OO6 oOpameHnun
JIEKAPCTBEHHBIX CPEACTB Uil MeaunuHckoro mnpumeHeHus" (CoOpaHue 3aKOHOATEIHCTBA
Poccutickoit ®enepamuu, 2010, N 16, ct. 1815; 2014, N 52, ct. 7540).

3) NmexkapCTBEHHBIX IpermapaToB, yKa3aHHBIX B HyHKTe 5 [lopsaka ormycka (QpU3MYECKHM JHIIAM
JICKapPCTBEHHBIX IMPENapaToB [UIsi MEIUIUHCKOTO TMPUMEHEHUs, COAEpXkallUX KpPOMEe MallbIX
KOJIMYECTB HAPKOTUYECKHX CPEJCTB, ICHUXOTPOIHBIX BEIIECTB W HMX MPEKYpCOpPOB Apyrue
dapmakorornyeckue  akTHBHBIE  BEIIECTBA,  YTBEPXKACHHOTO  NpuKazoM  MuHuUCTEpCTBa
3paBOOXpaHEHUs U colMaiibHOTO pa3Butusi Poccuiickoit @enepannu ot 17 mas 2012 r. N 562u
<14> (nanee - [TopsiioK OTIyCKa JIEKAPCTBEHHBIX MPENapaToB);

<14> 3apeructpupoBan MunucrepctBoM toctuuuu Poccuiickoit ®@enepanum 1 urons 2012 r.,
peructpanonHblii N 24438, ¢ u3MEHEHUs MU, BHECEHHBIMM IpuKa3amMu MuHHCTEpCTBA
3npaBooxpaneHus Poccuiickoit ®enepanmmu ot 10 wmrons 2013 r. N 369H (3apeructpupoBaH
MunuctepctBoM toctuiu Poccuiickoit @epepanun 15 uromns 2013 r., peructpanuonnsiii N 29064),
or 21 amrycra 2014 r. N 4651 (3apeructpupoBaH MuHHCTEpPCTBOM IOCTUIIMH Poccuiickoii
Oeneparun 10 centsadps 2014 r., perucrpaunonnsnii N 34024), ot 10 centsiops 2015 r. N 634n
(3apeructpupoBan  MunucrepcTBoM toctunmu Poccuiickoit ®enepanmu 30 centsops 2015 r.,
peructpanonHbiii N 39063), ot 31 oktsi0ps 2017 r. N 882H (3apeructpupoBad MUHUCTEPCTBOM
foctuimu Poccuiickoit @enepanuu 9 ssuBaps 2018 r., peructpanuonnsiii N 49561).

4) nexapCTBEHHBIX MpPENapaToB HHIUBUAYAJIBHOI'O H3TOTOBIEHHS, COJEpXKAIUX HAPKOTUYECKOE
CpPEeICTBO WM TIcuxoTpornHoe BemiecTBo cnucka Il Ilepeuns, m npyrue ¢apmaxkoIorudyeckue
AaKTHBHBIC BEILECTBA B J]03€, HE MPEBBIIIAIONICH BBICIIYIO Pa30BYIO 103y, U IIPU YCIOBUH, YTO DTOT
KOMOMHHMPOBAHHBIN JIEKApCTBEHHBIN Npenapar He SBJSETCS HAPKOTUYECKHM WM MCUXOTPOIHBIM
JIEKapCTBEHHBIM IIpenapaToM cnucka Il [epeyns;

5) TneKapcTBEHHBIX TMpEmapaToB, MOJIEKAIIUX MPEAMETHO-KOIMYECTBEHHOMY y4YeTy, He
MEePEUYMCICHHBIX B TOAMYHKTaX | - 4 HAacTOSIMIEro MyHKTa (3a HCKIIOYCHHEM JIEKapCTBEHHBIX
MpernapaToB, OTIIYCKAaeMbIX O€3 pelenTa).

11. Peuentypusiit 6;mank gopmsl N 148-1/y-04 (1) opopmitsiercs nmpu Ha3HaYEHUH JIEKapCTBEHHBIX
IpenapaToB TpakaaHaM, UMEIOIIMM MPaBo Ha OecrlaTHOE MOJY4YEeHUE JIEKapCTBEHHBIX MPernapaToB
WM TTOJTyY€HHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUIKOM.

12. Penentypusiii 01ank ¢popmel N 107-1/y opopmiisiercss npu Ha3HAYEHUH:

1) nexapcTBEHHBIX IpenaparoB, yka3aHHbIX B NOyHKTe 4 Ilopsaka oTmycka JeKapCTBEHHBIX
[IpenapaTos;

2) nexapCTBEHHBIX MPENapaToB, HE YKa3aHHbBIX B MyHKTax 9 - 11 Hactosimero [opska.

13. HpI/I Ha3HA4YCHUHU JICKAPCTBCHHOI'O Ipfriaparta WHAUBUAYAJIbHOI'O U3IOTOBJICHHA B PCLCITEC Ha
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OymMa)kHOM HocuTene W (WiM) peuente B (opMe 3JIEKTPOHHOTO JOKYMEHTAa HaMMEHOBAHUS
JIEKAPCTBEHHBIX INPENapaTroB, BKIIOYEHHBIX B MEPEYEHb JIEKAPCTBEHHBIX CPEACTB IS
MEAMIMHCKOTO MPUMEHEHHUs, NOJUIEKAIINX IPEIMETHO-KOJIMYECTBEHHOMY yueTy <15> (naiee -
JIeKapCTBEHHBIE IpernapaThl, BKIOYeHHbIe B rnepeueHb [IKY), ykaspiBaioTcs B Hauane pelernTa,
3aTe€M - BCE OCTAJIbHbIE UHTPEIUEHTHI.

<15> Ilpuka3z MunucrepcrBa 3apaBooxpanenust Poccuiickoit ®enepannn ot 22 anpenst 2014 r. N
1838 "OO yTBepKICHMH TIEPEUYHs JIEKAPCTBEHHBIX CPEACTB JUISI MEIUIIMHCKOTO MNPHUMEHEHUS,
NOJJIEKALIUX NIPEAMETHO-KOJINYECTBEHHOMY Y4eTy" (3aperucTpupoBaH MUHUCTEPCTBOM FHOCTHIIMU
Poccutickoit ®enepanmu 22 urons 2014 r., peructpanmonHeii N 33210), ¢ W3MEHEHHSIMH,
BHECEHHBIMU IpUKazaMu MuHucrtepcTBa 3apaBooxpaHeHust Poccuiickoit ®enepaunu ot 10
centTsa0psa 2015 r. N 634n (3apeructpupoBan MuHuctepcTBoM roctuninu Poccuiickoit deneparnun
30 centsiOps 2015 r., perucrpammonusii N 39063), or 31 oktsa6ps 2017 r. N 882n
(3apeructpupoBan MuHucrepcTBoM toctunuu Poccuiickoin ®enepanmu 9 saBaps 2018 r.,
peructpanonsbiii N 49561), or 5 ampens 2018 r. N 1491 (3apeructpupoBan MHHHCTEPCTBOM
tocturu Poccuiickoit @enepannu 3 mast 2018 r., peructparmonssiii N 50961), ot 27 uronst 2018 r.
N 4711 (3apeructpupoBan MunucrtepctBoM roctuiinu Poccuiickoit @eaepanun 14 aprycra 2018 r.,
peructpannoHHbii N 51885).

14. Tlpu Ha3HaAYeHMM JIEKAPCTBEHHOIO Ipenapara B pelente Ha OyMa)kHOM HOCUTENE U (WUJIH)
peuente B (hopMe IEKTPOHHOTO JIOKYMEHTA 3aIpeniaeTcs IPEeBbIIaTh KOJTMYECTBO HAPKOTHYECKUX
CPEACTB WM TICHXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIMMCAHO B OIHOM pELENTe,
ycraHoBiieHHOe npuiokeHreM N 1 k Hacrosmemy [lopsinky, 3a HCKIIIOYEHHUEM CITy4aeB, YKa3aHHBIX
B nyHKTax 16 u 25 Hacrosmiero [opsiaka.

15. Ilpn Ha3HaYeHUM JIEKAPCTBEHHBIX NPENApaToB, BKIOYEHHBIX B nepedeHb [IKY, nosa xoropsix
NPEBBIIIAET BBICHIMM OJHOKPATHBIM NpUEM, MEIULMUHCKUA pabOTHUK 0003HAYaeT 103y 3TOro
JIEKapCTBEHHOTO Mpernapara B perente Ha OyMaXHOM HOCHUTENE MPOIUChI0 C IMPOCTaBIEHUEM
BOCKJIMIIATEJILHOTO 3HaKa U (WMJIM) IPOCTABIISIET BOCKJINLIATENbHBIN 3HAK MpU 0)OPMIIEHUH pelienTa
B (hopMe 3IEKTPOHHOTO JJOKYMEHTA.

16. KonnuecTBO Ha3HAYECHHBIX JIEKAPCTBEHHBIX IPENApaTOB, BKIOYEHHBIX B mnepedeHb 1IKY, mpu
OKa3aHUM MAlMEHTAM, HYXIAOIUMCA B JUIMTEIBHOM JICUCHHUH, NEPBUYHOW MEIAMKO-CAHUTAPHOU
MNOMOIIY U NAJUTMATUBHONW METUIIMHCKOMN MMOMOIIM MOXeET ObITh YBETMYEHO He Oojiee 4eM B 2 paza
II0 CPAaBHEHHIO C KOJIMYECTBOM HApPKOTHMYECKUX CPEACTB WIIM IICHUXOTPOIIHBIX BELIECTB, KOTOPOE
MOYKET OBbITh BBITUCAHO B OJHOM pELENTe, YCTaHOBJIEHHBIM MpuioxkeHueM N 1 Kk Hacrosemy
[Topsiaky.

B cnydasix, mpeaycMOTpeHHBIX a03alieM MepBbIM HACTOAIIETO MyHKTA, Ha pelenTax Ha OyMakHOM
HOCHUTEJIE NpOMU3BOAMTCS Haamuch "[lo cnenuanbHOMY Ha3HAYEHUIO', OTAEIBHO 3aBEPEHHAs
HOJNKMCHI0O MEIUIIMHCKOTO pabOTHHUKA U ME€YaThi0 METUIIMHCKON opranu3auuu "Iy penentoB”, Ha
perentax B (QopMe OAIEKTPOHHOTO JTOKyMEHTa mpousBoautcs oTmeTka "llo crmenmambHOMY
Ha3HaueHUI0" C TPOCTABICHHWEM YCHUJICHHOH KBaJU(HUIMPOBAHHOW 3JEKTPOHHOM MOIMHUCH
METUITMHCKOTO pa0OTHHKA.

17. CocrtaB JeKapCTBEHHOIrO IMpernapara, JeKapcTBeHHas ¢dopMa W OOpameHue METUIIMHCKOTO
paboTHuKa K (apmarieBTHUeCKOMY pPAaOOTHHKY 00 OTIYCKE JIEKapCTBEHHOTO Tperapara
Oq)OpMJ'ISIIOTCSI Ha JJATUHCKOM SA3BIKC B POAUTCIBHOM IMAACKE.
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[Tpu odopmiieHNH perenTypHBIX OJaHKOB JIOMYCKAETCsl NCTIOIb30BAHNE COKpAIEHUH (IPUIIOKEHHE
N 2 k Hacrosimemy [lopsnky).

HpI/I Ha3sSHA4YCHUMU JICKAPCTBCHHOI'O IIpfliapara HE OOIIYCKACTCA COKpallCHUC OMU3KHUX IIO
HAMMCHOBAHUAM HHIPCAUCHTOB, COCTABJIAIOIIHUX HeKapCTBCHHBIﬁ npemnapar, HC IMO3BOJIAIOIIUX
YCTaHOBHUTD, KaKOd MMEHHO HeKapCTBeHHBIfI npenapar Ha3HA4YCH.

18. Crioco0 mpuMeHEeHHs JIGKApCTBEHHOTO Tperapara 0003HavaeTcsl ¢ YKa3aHHeM J103bl, YaCTOTHI,
BPEMEHU IIPHEeMa OTHOCHTEIBHO CHA (YTPOM, Ha HOYb) M €T0 JUTUTEIBHOCTH, a JIJIS JICKApCTBEHHBIX
IpenapaToB, B3aUMOJICHCTBYIOIIMX C MUIIEH, - BpEMEHU MX YIMOTPeOJIeHUsS OTHOCHTEIBHO MpHeMa
IUIIH (10 €/1bI, BO BPEMS €]Ibl, TIOCIIC €JIbI).

19. TIpy HEOOXOIUMOCTH HEMEIJICHHOTO MM CPOYHOTO (B TEUCHHE JBYX pabO4MX JHEH) OTIyCcKa
JICKapCTBEHHOTO IIperapaTa NallMeHTy B BEPXHEH dYacTH perenta Ha OyMaKHOM HOCHUTENE
MpoCTaBIISIOTC  0003HaueHust "cito" (cpouno) wmium '"statim" (HeMemJIeHHO). AHAJIOTHYHBIC
0003HaYCHHSI TIPOCTABIISIOTCS B BUJIE OTMETOK IpH odopmiieHuu perenta B GopMe IEKTPOHHOTO
JIOKYMECHTA.

20. IIpu odopmieHnn Ha3HAYCHHUS TOTOBOTO JIEKAPCTBEHHOTO Iperapara B perente Ha OyMaKHOM
HOCHUTEeJNIe WM pelente B (popMe IEKTPOHHOIO JOKYMEHTa KOJUYECTBO JEHCTBYIOIIMX BEILECTB
YKa3bIBAa€TCSl B COOTBETCTBUM C MHCTPYKLIMEW MO MEIUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHOTO
npernapara.

[Tpu odopmieHun Ha3Ha4YeHHs JIGKAPCTBEHHOTO TMpernapara WHIUBUIAYaJbHOTO H3TOTOBIICHHUS B
perenite Ha OyMa)XHOM HOCHTENE WM peuente B (opMe 3IIEKTPOHHOTO JOKYMEHTa KOJIHYECTBO
TBEPABIX U CHIMYyYUX (apMareBTHYecCKuX cyOcTaHIMil ykasbiBaercs B rpammax (0,001; 0,5; 1,0),
KUJKHUX - B MIJUTMIIUTPaXx, TpaMMax U Karuisx.

21. PeuenTtsl Ha OyMa)XHOM HocHUTele, B (opMe 3JIEKTPOHHOTO JIOKyMEHTa, O(QOpPMIICHHbIE Ha
peuentypaoMm Omanke ¢opmbl N 148-1/y-88 u mpenHasHaueHHBIC U1 OTIYCKAa JIEKAPCTBEHHBIX
[IpenapaToB, IPEIyCMOTPEHHBIX MoANyHKTamMuM 2 - 5 mnyHkra 10 nHacrosmero Ilopsnka,
JeHCTBUTENbHBI B TeUeHHEe 15 qHel co 1HA 0pOpMIICHHUS.

22. Penentsl Ha OyMa)XHOM HocHTene, B (OpMe AJIEKTPOHHOIO JOKYMEHTa, O(pOpPMIIEHHbIE Ha
perentypaom 6manke ¢popmel N 148-1/y-04 (;1) u mpenHa3HaYeHHbBIE 7S OTIYCKA JIEKAPCTBEHHBIX
MpENapaToB rpaxaaHamM, yKa3aHHbIM B myHKTE 11 Hacrosmero [lopsaka, 1eMCTBUTEIbHBI B TCUEHUE
30 nHeit co qHS odopMIIeHHUSL.

23. PeuenTsl Ha OyMaXHOM HocHTene, B (OpMe 3JIEKTPOHHOTO JTOKYMEHTa, O(QOpPMIICHHbIE Ha
peuentypHoMm Onanke ¢opmbl N 148-1/y-04 (1) u npenHa3HaueHHBIE 7S OTIyCKa JIEKapCTBEHHBIX
npenapaToB TpakJaHaM, JJOCTHTIIAM TIEHCHOHHOTO BO3pacTa, WHBAJIWAAM TIEPBOW TPYIIIIHI,
NeTAM-UHBAIUAAM, a Talkke TpaxJaHaM, CTPAJalOlUM XPOHUYECKUMH 3a00JeBaHUAMH,
TPEOYIOMMUMH JTUTEIBHOTO KYpPCOBOTO JICYCHHS, NEWCTBUTENbHBI B TeueHue 90 nHel co maHs
oopmieHus.

Jnis neyeHMs XpOHMUYECKUX 3a00JIeBaHMH YyKa3aHHBIM KaTETOPHUSM TIpaXJaH JIEKapCTBEHHBIE
npenapatsl ¢ 0GOpMJICHHEM pELEeNTOB Ha OyMaXHOM HOCHUTEJIE WM peuentoB B (Gopme
AJIEKTPOHHOI'O JOKYMEHTa MOT'YT Ha3HA4aThCs Ha Kypc JieueHus 10 90 nHei.

24. Peuentsl Ha OyMaXHOM HocHTelie, B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O(OopMIIEHHBIE Ha
peuentypHoM Omanke ¢opmbsl N 107-1/y u mnpenHazHaueHHbIE A OTIYCKa JIEKapCTBEHHBIX
IIpenaparoB, MPeayCMOTPEHHBIX TyHKTOM 12 Hactosmero [lopsaka, nelictBuTenbHbl B TeueHue 60
JTHeH co AHS 0POPMIICHHUS.



IIpp Ha3HayeHUM TOTOBBIX JICKAPCTBEHHBIX IIPENaparoB U JICKAPCTBEHHBIX IIPENapaToB
UHIUBHIYyAIbHOTO HW3TOTOBJICHHS TAlMCHTaM ¢ 3a00JCBaHUSIMU, TPEOYIOUMMHU UTUTEIBHOTO
KypCOBOTO JieUeHHs, ¢ opOpMIICHHEM Ha perentypHoM Onanke ¢opmbl N 107-1/y pemenrta Ha
OyMa)XHOM HOCHTENIe WU B (OPME IJIEKTPOHHOIO JOKYMEHTA YCTAHABIMBACTCS CPOK JCHCTBHS
pelenTa B mpejenax 10 0JHOr0 KaJleHIapHOTo roja.

B cnyuae ycraHOBieHMs cpoka JAEWCTBHSA pelenTa B IMpeAeiax J0 OJHOIO roja B peLemnTe
npocrapisiercsi orMetka "[lo crennanbHOMYy Ha3Ha4YeHUIO'", 0003HAYAETCS CPOK JACHCTBUS perenTa
U TIEPUOJUYHOCTh OTIYCKAa JIEKAPCTBEHHBIX MIPENaparoB W3 AanTeYHOW OpraHu3aluu Wid
UHAMBUAYAIbHBIM — OpEINpUHUMATE]IEM, HMMEIOIIMM JIMIEH3UI0 Ha  (apMaleBTHYECKYIO
JeATEIBbHOCTh <16> (exXeHeneNbHO, eXKEeMECIYHO U MHBIE NEepHo/ibl). JIOMOIHUTENBHO 3TO YKa3aHUE
3aBepsIeTCS MOJIMUCHI0 M IeYaTbl0 MEIUIIMHCKOTO pabOTHUKA, a TaKXKe MeYaThi0 MEAMIIMHCKOU
opramm3aiuu  "Jlns penenrtoB" (mns penenta Ha OyMaXHOM HOCHUTEJE) WM YCHICHHOM
KBATM(UUIMPOBAHHON  DJIGKTPOHHOM  MOANKCHIO  MEIULUHCKOro  pabOoTHHMKAa W JHIIA,
YIOJIHOMOYEHHOT'O 3aBEPATh JOKYMEHTHI OT MMEHHM MEAMIIMHCKON OpraHu3aiuu (s peuenta B
dbopMe 3NEeKTPOHHOTO JOKYMEHTA).

<16> Ilynkr 47 wactu 1 crateu 12 denepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIEH3UPOBAHUU OTHEIbHBIX BUAOB nearenbHocTH" (CobOpaHue 3akoHomarenbcTBa Poccuiickoit
®enepanuun, 2011, N 19, ct. 2716; 2012, N 31, c1. 4322; 2013, N 9, cT. 874; N 27, c1. 3477; 2014,
N 30, cT. 4256; N 42, cT. 5615; 2015, N 1, ct. 11; N 29, ct1. 4342; N 44, cT. 6047; 2016, N 1, cT. 51;
2018, N 31, c1. 4838; N 32, ct. 5116; N 45, cT. 6841; N 53, cT. 8424).

25. PenenTsl Ha NPOM3BOAHBIE OapOUTYPOBOM KHCIOTH, KOMOMHHPOBAHHBIE JIEKAPCTBEHHBIC
mpenaparbl, CoJep)Kalmue KoJeuH (€ro Coyih), HWHbIE KOMOWHHPOBAHHBIE JIEKAPCTBEHHBIE
npenaparbl, MOJJIeKAIIUE MPEIMETHO-KOJIMUYECTBEHHOMY YYETy, JIEKapCTBEHHBbIE Ipenaparsl,
oOnanaronue aHaOOJINYECKOW aKTHBHOCTBIO B COOTBETCTBHM C OCHOBHBIM (hapMaKOJIOTMYECKUM
NeicTBUEM, Al JICYCHUS TAIMeHTOB ¢ XPOHMUYECKUMHU 3a00JIeBaHUSIMH MOTYT O(OpMIIATBCS Ha
Kypc jedenus 10 60 gHei.

B nanHbIX cnyyasx B penentax Ha OyMaXXHOM Hocutesne mpousBoautTcss Haanuck "Ilo
CHelMalbHOMY Ha3HaueHHIO", 3aBepeHHasl MOANUCHI0 METUIMHCKOTO paboOTHMKAa M MeYaThio
MeAMIMHCKOW opranuzauuu "J{ns penentoB", peuentax B (oOpMe 3JIEKTPOHHOIO JIOKYMEHTa
npousBoguTcs orMerka "[lo crmenmanbHOMY Ha3sHA4E€HHIO', C TIPOCTABIECHUEM YCHIIEHHOU
KBaJIM(ULMPOBAHHOMN 3JIEKTPOHHOM MOANNCH MEAUIIMHCKOTO pabOTHUKA U JIMIA, YIOJTHOMOYEHHOIO
3aBEpATH JOKYMEHTBI OT UMEHU MEAUIIMHCKON OpraHU3aliH.

26. Peuent Ha OyMaxHOM HocuTene, B (GopMe 3JIEKTPOHHOTO JOKYMEHTa, O(OPMIIEHHBIH C
HapyLIEHHEM yCTaHOBJIEHHBIX HacTosuM [lopsakoM TpeGoBaHuil, cuuTaeTcs HeleHCTBUTEIbHBIM.

I1. HazHayeHHe JIEKAPCTBEHHBIX MPENAPaTOB PH 0KA3AaHUM MeIULUHCKOMN
MOMOIIM B CTALIMOHAPHBIX YCJIOBUAX

27. Ilpyn oka3aHUM MNALMEHTY MEIUIMHCKON NOMOIIM B CTAl[MOHAPHBIX YCIIOBUSAX Ha3HAYCHHE
JIEKapCTBEHHBIX MPENapaToB MPOU3BOAUTCA 0€3 0pOopMIIEHHS pelenTa MEIUIUHCKUM PaOOTHUKOM
€MHOJIMYHO, 32 UCKIIIOUEHUEM CIIy4aeB, yKa3aHHBIX B MyHKTe 28 Hactosero [lopsaka.

28. CorylacoBaHne Ha3HA4YEHMS JIEKAPCTBEHHBIX IPENapaToB C 3aBEAYIOIIUM OTIEICHUEM WU
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OTBCTCTBCHHBIM JCKYPHBIM BpPadyOM HI/I60 APpYyruM JMgoM, YIIOJIHOMOYCHHBIM IPUKA30M I'JIAaBHOTO
Bpaya MEAMIMHCKON OpraHu3alu, a TaKkKe, MPH HaIWYHH, C BPadoM - KIMHUYECKUM
(dapmMakoI0oroM HEOOXOIUMO B CITyUasiX:

1) oTHOBpeMEHHOT0 Ha3HAUCHHUSI MIATH U 00JIee JIEKapCTBEHHBIX MPENapaToB OJJHOMY MAIMEHTY;

2) Ha3HAYEHHUS JICKAPCTBEHHBIX MPENaparoB, HE BXOIAIIMX B IEPEUCHb KU3ZHEHHO HEOOXOIUMBIX U
BO)XHEHIINX JICKAPCTBEHHBIX MpenaparoB <17>, npyu HETUIMYHOM TEYCHHUHU 3a00JIeBaHUS, HATMYNN
OCJIO’)KHEHUH OCHOBHOTO 3a0o0seBaHMs W (WJIM) COMYTCTBYIOUIMX 3a00JieBaHUM, MPH Ha3HAYCHUU
JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aWMOJICHCTBHUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIUSAM MO HUX NPUMEHEHUIO MPHUBOIAT K CHIKEHHUIO 3((ekTUBHOCTH U 0€30MacHOCTU
dapmakoTepanuu 1 (WIK) CO3AAI0T NOTEHIIMAIBHYIO ONACHOCTb JUIS )KU3HH U 3[J0OPOBbS MAIMEHTA.

<17> Ilyskrt 1 crateu 60 @enepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 oOpamieHuun
nexapcTBeHHbIX cpenctB" (Cobpanue 3akoHomarenscTBa Poccuiickoit denepanuu, 2010, N 16, cT.
1815; 2012, N 26, ct. 3446; 2014, N 52, cT. 7540).

B YKa3aHHbIX CJIy4YaAX HA3HAUCHHUC JICKAPCTBCHHBIX IIPCIIApaTOB (bHKCpreTCH B MEIUIIMHCKOMN
JOKYMCHTAIIMU MalMCHTA M 3aBCPACTCA MNOANMCBIO MCAHUIIMHCKOTO pa6OTHI/IKa MU 3aBCAYIOLICTO
OTACICHHUEM (OTBeTCTBeHHOFO ACXKYPHOI'O Bpaia WK ApYroro yrmoJJHOMOYE€HHOI'O J'II/II_[a).

29. MenuuuHCKUNA pPaOOTHUK MEIUMLMHCKOM OpraHu3aluu (€€ CTPYKTYpPHOIO MOJpa3zieiieHus),
pAcIIOIOKEHHOM B CEJIbCKOM HACEJIEHHOM IIYHKTE, OCYILIECTBISET Ha3HAYCHHE JICKApCTBEHHBIX
[IPENapaToB B cily4asX, yKa3aHHbIX B myHKTax 28 u 30 Hacrosiuero [lopsaka, eaMHONUYHO.

30. Ilo pemenuto BpaueOHOW KOMHCCHUU TAIMEHTAM IPU OKA3aHWH UM METUIIMHCKOM MOMOIIH B
CTAIlMOHAPHBIX YCIOBHUSIX HA3HAYAIOTCS JIEKAPCTBEHHBIE IMpernapaThl, HE BKIIOUEHHBIC B MEpPEUCHb
YKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydae WX 3aMEHBI U3-3a
WHAVBUIYalIbHON HETIEPEHOCUMOCTH, 10 )KU3HEHHBIM MOKa3aHHUIM.

Pemenne BpaueOHOM KoMUCCHM (PUKCUPYETCSI B MEULIMHCKOM JOKYMEHTAIIMM MTAallMEHTa U KypHaje
BpaueOHOW KOMHCCHUH.

31. B cmydasx oOciemoBaHUsl U JIEYEHHs TpaKJIaHUHA B CTAllMOHAPHBIX YCIOBUSX B pPaMKax
IIPEAOCTABICHNs MEAUIMHCKUX YCIYr Ha BO3ME3JHOW OCHOBE 3a CUET JIMYHBIX CPEACTB I'PAXKJIAH,
CPEIACTB IOPUIMYECKUX JIMIL U UHBIX CPEICTB Ha OCHOBAHWM [OTOBOpPAa, B TOM YHUCJIE JOTrOBOpa
J0OpPOBOJIBHOIO MEAMIMHCKOTO CTpaxoBaHus <18>, eMy MOryT ObITh Ha3HAu€HBl JIEKAPCTBEHHBIE
npenapaThl, HE BXOJSIIME B IepeueHb XKM3HEHHO HEOOXOJUMBIX M BAXKHEHUIIMX JIEKapCTBEHHBIX
IIpernapaToB, €CJIM X Ha3HAUEHUE U IPUMEHEHHE 00YCIOBICHO MEAUIIMHCKUMHU MTOKa3aHUSIMH.

<18> Ilocranosnenwne [IpaBurensctBa Poccuiickoit deneparuu ot 4 oktsi6ps 2012 r. N 1006 "O6
yTBepxkaAcHUH [IpaBui mpeaocTaBiIeHHs] MEIUIMHCKUMH OPTraHU3allMsSIMU TUTATHBIX METUITMHCKUX
yeryr" (Cobpanue 3akoHoaTenbcTBa Poccuiickoit @enepanmm, 2012, N 41, ct. 5628).

II1. HazHayeHue JJeKapCTBEeHHBIX NPEeNnapaToB NP 0Ka3aHUU NEPBUYHOM
MEAUKO-CAHUTAPHOM MOMOLIM, CKOPOH MEIUIMHCKOM MOMOIIU M NAJIMATUBHOMN
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MeANIHHCKON MOMOIIHA

32. Ilpu oka3zaHUM TMEPBUYHON MEIUKO-CAHUTAPHOM IMOMOIIM M NAJUTMATUBHOW MEIUIIMHCKOU
MOMOIM B aMOYJIATOPHBIX YCJIOBHUSAX Ha3HAYEHHUE JICKAPCTBEHHBIX IPENapaToB OCYIIECTBIISECTCS
MEJAWIIMHCKIM PAa0OTHUKOM B CIIy4asX THIUYHOTO TEUCHUsS 3a00JIeBaHUSI TMAIMEHTAa HCXOJIs U3
TSDKECTH U XapakTepa 3a00J1eBaHus.

33. Ha3HaueHue JeKapCTBEHHbBIX IPENapaToB IO PELICHHUI0 BpauyeOHOM KOMHCCHUU NPU OKa3aHUHU
NEPBUYHON MEINKO-CAHUTAPHOMN MOMOIIH, NAJUIMATUBHOM MEIMLMHCKON OMOIIM B aMOYJIaTOPHbIX
YCIIOBUSAX IPOU3BOAUTCS B CIIy4asX:

1) 0HOBPEMEHHOTO HAa3HAYEHUS OJHOMY MAIMEHTY ISATH M OoJiee JEKapCTBEHHBIX MpEnapaToB B
TE€YEHHUE OJIHUX CYTOK MJIM CBBIIIE I€CATH HAMMEHOBAHUI B TEUEHUE OJTHOTO MECALA;

2) Ha3HaAueHMs JIEKApCTBEHHBIX IpPENapaToB IPHU HETUIIMYHOM TEYEHUH 3a00JIeBaHMs, HAINYUU
OCJIO’)KHEHUN OCHOBHOI'O 3a00s€BaHMs W (WIM) CONYTCTBYIOUIMX 3a00JeBaHUIl, IpU Ha3HAUCHUU
JIEKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBHSA U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKLIUSAM TI0 MX NPUMEHEHHUIO NPUBOMAT K CHIKECHHIO S(PQPEKTHBHOCTH W 0€30MacHOCTH
JeYeHMs MAlMeHTa U (WIK) CO3/1al0T NOTEHIMAIbHYIO OIACHOCTD IS )KU3HU U 3710pPOBBS MMALUEHTA;

3) MNepBUYHOrO HAa3HAYCHUS TMALMEHTY HAPKOTUYECKUX M TICUXOTPOIHBIX JIEKAPCTBEHHBIX
npernapatoB crouckoB Il u Il Ilepeuns (B ciydyae NpUHATUS PYKOBOJUTENIEM METUIIUHCKOM
OpTaHM3aIlMN PEIICHHS O HEOOXOJMMOCTH COTJIACOBAHMS HA3HAYCHUS TAKUX JICKAPCTBCHHBIX
[pernapaToB ¢ BpaueOHOW KOMUCCHEH).

34. IloBTOpHOE Ha3HaYCHHE HAPKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENaparoB
cnuckoB |l u 1l Tlepeunst npou3BoAUTCS MEIUIIMHCKUM PaOOTHUKOM CaMOCTOSITENIbHO MALUEHTaM C
BBID@KEHHBIM  OOJIEBBIM CHHIPOMOM JIOOOTO Te€He3a, HapylUIeHHEM CHa, CYAOpPOKHBIMU
COCTOSTHUSIMU, TPEBOKHBIMH paccTpoiicTBamMu, (POOUSIMU, ICUXOMOTOPHBIM BO30YXK/IEHUEM.

35. Ilpn oka3aHMM CKOpOM MEIMIMHCKOM IIOMOIIM JIEKAPCTBEHHBIE IIpenapaTbl Ha3HA4YaroTCs
MEAMIMHCKUM paOOTHUKOM BBIE3IHON OpHrajbsl CKOpOH MEIWLMHCKON MOMOIIM, MEIULHUHCKUM
pabOTHUKOM MEIMIIMHCKOM OpraHu3allui MpH OKa3aHUM MEAMIMHCKOM MOMOIIM TpaKAaHaM IpH
3a00JIeBaHUAX, HECYACTHBIX CIIy4asiX, TPaBMax, OTPABICHMSIX U JIPYTMX COCTOSIHUSX, TPEOYIOLINX
CPOYHOTO MEIUIIMHCKOI0 BMEIIATEIbCTBA.

IV. HazHaueHue JJeKapCTBEHHBIX NIPENapaToB rpakIaHaM, UMEIOLIUM IPAaBO HA
0ecruiaTHOe MOJIyYeHHe JJeKapPCTBEHHbIX NPenapaToB UJIH MOJIy4YeHHne
JIEKAPCTBEHHBIX MPENapaToB cO CKUIAKOM, PH OKA3AHUH NMEPBUYHOH

MEIUKO-CAHUTAPHOU MOMOLIU

36. Ilpm oOka3aHWM TEPBUYHOM MEAMKO-CAHUTAPHONW TOMOINM HAa3HAYECHHE MEIUIUHCKAM
pabOTHMKOM B COOTBETCTBHMU CO CTaHJApPTaMU METUIIMHCKON momonm <19> nexapCTBEHHBIX
IpenapaToB, OTIYCKaeMBIX OECIIJIATHO WIJIM CO CKHJIKOM, OCYIIECTBISETCS Ha PEENTYPHOM OJIaHKe
dopmbr N 148- 1/y-04 (1) ¢ yueTom pa3BuTHs 3a00JeBaHUS, OCOOEHHOCTEH TEYSHHsS] OCHOBHOTO U
COITYTCTBYIOIIETO 3200JIEBaHUI CIIETYIONINM KaTETOPHUIM TPaK/IaH:

<19> IlyskT 4 wactu 1 crarbu 37 PenepanbHoro 3akona ot 21 HosOps 2011 r. N 323-d3 "O06
OCHOBax OXpaHbl 370poBbsi rpaxkaaH B Poccuiickoit @enepauun" (CobpaHue 3aKOHOJATENbCTBA
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Poccuiickoit ®enepamuu, 2011, N 48, ct. 6724; 2018, N 53, ct1. 8415).

1) rpaxgaHam, MMEIOUIMM IIPAaBO Ha IOJyYEHHE I'OCYIAAPCTBEHHOH COLMAIbHON MOMOLIM B BUJE
Habopa COLMAIbHBIX YCIYI, B COOTBETCTBUM C IEPEYHEM JIEKAPCTBEHHBIX IIPENapaTroB s
MEIULUHCKOIO IPUMEHEHHUSA, B TOM 4YHCIE JIEKAPCTBEHHBIX IIPENapaTroB s MEIULMHCKOIO
NpUMEHEHHS, Ha3HAYaeMbIX 10 PEUICHUIO BpauyeOHbIX KOMUCCHI MEAUIIMHCKUX Opranu3anuii <20>;

<20> Yactb 2 crateum 6.2 @DenepanbHoro 3akoHa ot 17 wmrons 1999 r. N 178-®3 "O
rocyaapcTBeHHOM coranbHoi nmomomu" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit deneparum,
1999, N 29, ct. 3699; 2009, N 30, cT. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165).

2) nunam, 00IBHBIM TeMo(UIIHel, MyKOBHCIIUI030M, TUTIO(PHU3apHBIM HaHU3MOM, OoJe3HbI0 [ orme,
3JI0KaYeCTBEHHBIMU HOBOOOPA30BaHUAMM JTUMGPOUTHOMN, KPOBETBOPHOIN M POJICTBEHHBIX UM TKaHEH,
paccessHHBIM CKJIEPO30M, T'eMOJIMTUKO-YPEMHUYECKAM CHHAPOMOM, IOHOMIECKHMM apTPUTOM C
CHUCTEMHBIM HayajoM, Mykomnoaucaxapugozom I, II m VI Tumos, aum mocie TpaHCIUTaHTaLMU
OpraHoB M (MJIM) TKaHEH B COOTBETCTBUH C NIEPEYHEM JICKAPCTBEHHBIX MPENApaToB, YTBEPKAAEMBIM
[IpaBuTenscTBOoM Poccuiickoi @enepanun <21>.

<21> Yactp 7 cratbu 44 @enepanbHoro 3akoHa oT 21 nHosiOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbI 310poBbs rpakaan B Poccuiickoit ®eneparnuun” (Cobpanue 3akoHoaaTenbcTBa Poccuiickoit
Oepnepaunn, 2011, N 48, cr. 6724; 2013, N 48, cT. 6165; 2016, N 18, cr. 2488; 2018, N 32, cr.
5092).

3) rpaxkgaHaMm, UMEIOLIUM TPaBO Ha TMOJYYCHHE JIEKApPCTBEHHBIX MpEraparoB OECIIaTHO WU
MOJIYYCHHE JICKAPCTBEHHBIX TMPEMapaToB CO CKHAKOM 3a CUYET CPEACTB OIOKETOB CyOBHEKTOB
Poccuiickoit dDexepanuu, B COOTBETCTBUM € llepeyHeM TpyIl HacelneHus MW KaTeropuul
3a00eBaHnid, Tpu aMOyJaTOPHOM JICUEHUHM KOTOPBIX JIEKAPCTBEHHBIE CPEJCTBA U U3JETUs
MEAMIIMHCKOTO Ha3HAYEHHUs OTIYCKAIOTCs MO pelenTtaM Bpadeil OecriaTHo, u llepeunem rpymm
HaceJeHUs, MpU aMOyJIaTOPHOM JICUEHHHM KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA OTIYCKAIOTCS IO
perenitam Bpaueit ¢ S50-MpOLIEHTHON CKUAKOH €O CBOOOAHBIX II€H, YTBEPKICHHBIMH
nocranoBienueM IlpaBurensctBa Poccuiickoit @enepannu ot 30 uronsg 1994 r. N 890 <22>;

<22> Cobpanue 3akoHogarenbcTBa Poccutickoit deneparuu, 1994, N 15, ct. 1791; 1995, N 29, cr.
2806; 1998, N 1, ct. 133, N 32, cT. 3917; 1999, N 14, ct. 1724, N 15, ct. 1824; 2000, N 39, cT.
3880; 2002, N 7, ct. 699.

4) rpaxnaHaM, CTPaJalOIIUM >KU3HEYIPOKAIOIMIMMU M XPOHHUYECKUMU MPOrPECCUPYIOIIMMHU
penkuMu (opdpaHHBIMM) 3a00JEBAHUAMHU, HPUBOMALIMMU K COKPAIIEHUIO MPOAODKUTEILHOCTH
JKU3HU TPaXJIaH U UX UHBATUIHOCTH <23>.
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<23> IlocranoBnenue [lpaButenbcrBa Poccuiickoit ®enepaunn ot 26 anpens 2012 r. N 403 "O
nopsinike BeAaeHUss DemepadbHOTO pPErucTpa JIMI, CTPAJAlOIMMUX O KHU3HEYTPOXKAOIIUMU U
XPOHUYECKUMH TMPOTPECCUPYIOMUMU PEAKUMH (OppaHHBIMU) 3a00JCBAHUSMU, MPUBOISIIUMU K
COKpPAIICHUIO MPOJOIKUTEIBHOCTA JKU3HU TPAKIAH M WX WHBAIWIHOCTH, M €r0 PErHOHaJBLHOTO
cermenTa" (CobOpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2012, N 19, cr. 2428; N 37, cr.
5002).

[Ipu odopmienun penenta Ha Osanke ¢opmbl N 148-1/y-04 (;1) Ha OymMa)XHOM HOCHUTENE
O(OPMIISIFOTCS 1B PK3EMILISAPA, OJUH U3 KOTOPBIX OCTAETCS B allTEYHOW OpraHU3alli, BTOPOU - B
MEIUIUHCKON JJOKYMEHTAIIMH TTAIIHCHTA.

37. IlpaBo Ha3HayaTh JIEKAPCTBEHHBIC MpeEmapaThl Ipa)<aaHaM, UMEIOLUIMM IpaBO Ha OecriaTHOe
MOJIy4eHHUE JIEKAPCTBEHHBIX MPENapaToB WU MOJyUYCHHUE JIEKAPCTBEHHBIX MPEMApaTOB CO CKUIAKOM,
TaKk)Ke UMEIOT:

1) MenuuuHCKHE PaOOTHHUKH, PabOTAIOIINE B MEIUIIMHCKON OpraHU3alliu 110 COBMECTUTEIILCTBY (B
npeesiax CBOSH KOMITETEHIIUHN );

2) MeAMIMHCKUE pAaOOTHUKU CTAIlMOHAPHBIX OpraHU3aldil COLMAIBHOTO OOCTYKUBAaHUS IIpU
HaJUYHUH JUICH3UA Ha OCYIIECTBICHUE MEIUIIMHCKON JEATEIbHOCTH <24>, mpeaycMaTpUuBaroIIei
BBHIMIOJTHEHHE paboT (OKa3aHHE YCIYr) MO OKAa3aHUIO MEPBUYHON MEIUKO-CAHUTApHON MOMOINU B
aMOYJTaTOPHBIX YCIIOBUAX (HE3aBUCHMO OT BEJOMCTBCHHOHN MPUHAJICKHOCTH );

<24> Ilysktr 46 yactu 1 crareum 12 @enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®@3 "O
JUICH3UPOBAHUU OTIEIbHBIX BUAOB nearenbHocTH" (CoOpaHue 3akoHOmaTenbcTBa Poccuiickoii
Oenepanun, 2011, N 19, ct. 2716; 2012, N 31, ct. 4322; 2013, N 9, ct. 874; N 27, ct. 3477; 2014,
N 30, cT. 4256; N 42, cT. 5615; 2015, N 1, ct. 11; N 29, cT. 4342; N 44, cT. 6047; 2016, N 1, cT. 51;
2018, N 31, cT. 4838; N 32, cT. 5116; N 45, ct. 6841; N 53, c1. 8424).

3) MenuuuMHCKHE pPAOOTHMKM  MEIUIMHCKUX  OpraHU3alUii, OKa3bIBAIOIIUX MEPBUYHYIO
ME/IMKO-CAaHUTAPHYIO TIOMOIIb, IOABEIOMCTBEHHBIX (elepaIbHbIM OpraHaM HCIOJIHUTEIbHON
BJIACTH WJIM OpraHaM HCIOJIHUTEIbHOU BIacTH cyObekToB Poccuiickoii @enepariui;

4) UWHOUBHUIyAJIbHBIC TMPEANPUHUMATEIN, OCYIIECTBISIONIME MEIUIIMHCKYI0 JACSITEIbHOCTh U
BKIIIOUEHHBIE B PEECTp MEIUIIMHCKUX OpPTaHM3aIlMi, OCYIIECTBISIOMIUX ACSITEILHOCTh B cdepe
00s13aTeTLHOTO MEAUITMHCKOTO CTPaXOBaHMS.

38. Ilpu Ha3HaueHHM JEKAPCTBEHHBIX MpenapaToB TpakAaHaM, UMEIOIIMM IpaBO Ha OecruiaTHOe
MOJIyYeHUE JIEKAPCTBEHHBIX MpPENnapaTroB WK MOJyYeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUAKOM,
B pelLenTe YKa3bIBaeTcs HOMEp TejedoHa, MO KOTOpoMy paOOTHUK aNTeyHOW OpraHM3aluu HpU
HEOOXOJUMOCTH MOXET COTJIacoBaThb C MEIULMHCKUM paOOTHUKOM 3aMEHy JIEKapCTBEHHOTO
npernapara.

39. HazHaueHne HapKOTUYECKUX M IICUXOTPOIMHBIX JIEKapCTBEHHBIX npenapaTos cnucka Il [lepeuns
(32 MCKJIIOYEHHEM JIEKapCTBEHHBIX IpEnapaTroB B BUJE TPAaHCAECPMAIbHBIX TEpPANEBTHUYECKUX
CHUCTEM, a TAK)KE JIEKAPCTBEHHBIX IIPENAPATOB, COAEPKAIMX HAPKOTUYECKOE CPEACTBO B COUYETAHUU
C AHTaroHUCTOM ONHMOMJIHBIX pPELEeNTOpPOB) TIpaKAaHaM, HMEIOIIMM TMpaBo Ha OecriaTHOE
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MOJIyYEeHHUE JIEKAPCTBEHHBIX MPENapaToB WM MOJYUYECHHUS JIGKAPCTBEHHBIX MPENapaToOB CO CKUIKOM,
OCyIIecTBIsieTCss Ha penentypHoM Onanke (opmbr N 107/y-HII, k KOTOpOMY TOTIOJHHUTEIHLHO
odopmisiercs penent Ha peuentypHoMm omanke ¢popmbl N 148-1/y-04 (1) (B 1BYX 3K3eMIUIIpax MpH
odopmIIeHUH Ha OyMa)KHOM HOCHUTEJIE).

40. HaznaueHre HApKOTUYECKUX U IMICUXOTPOIHBIX JIEKapCTBEHHBIX mpenapatoB cnucka Il Tlepeuns
B BUJIC TPAHCAECPMAIbHBIX TEPANEBTUUECKUX CHUCTEM, HAPKOTHUYECKHX JIEKAPCTBEHHBIX MPENapaToB
cnucka II Ilepeuns, coaepkamux HAPKOTHYECKOE CPEICTBO B COYETAHHMH C AHTArOHHUCTOM
OIMOMJIHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKapCTBEHHBbIX mpenaparoB cmucka Il Tlepeuns,
JICKapCTBEHHBIX IIPEnapaToB, BKIIOYEHHBbIX B mepedeHb IIKY, nekapcTBeHHBIX mpenaparos,
oOnagaromux aHaOOJMYECKON aKTUBHOCTBIO B COOTBETCTBMU C OCHOBHBIM (DapMaKOJIOTMYECKHM
neiicTBueM, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, YKa3aHHBIX B MOANYHKTE 3 myHkTa 10
Hacrosmero [lopsaka, npenqHazHadeHHbIE JUIS JICUCHHUS TPak[IaH, UMEIOIIMX MPaBo Ha OecruiaTHOe
MOJIyYEHHUE JIEKAPCTBEHHBIX MPENapaToB WK MOMyYeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUIKOMH,
OCYIIECTBIISIETCS Ha pernentypHoM Omanke ¢gopmbl N 148-1/y-88, K KOTOPOMY IOTIOJHUTEIHLHO
odopmisieTcs perent Ha peuentypHoM onanke ¢popmbl N 148-1/y-04 (1) (B 1BYX 3K3eMIUIsIpax MpH
oopmieHnn Ha OyMa)KHOM HOCHTEIIE).

Ipunoowcenue N 1

K Ilopsoky naznauenus

JIeKapCMBEHHbIX NPEnapamos, YmeepIcOeHHOMY
npuxazom Munucmepcmea 30pasooxpanenust
Poccuiickoti @edepayuu

om 14 saneaps 2019 2. N 4n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB WIHN
IICUXOTPOIIHBIX BEIIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OJJHOM PELEIITE

N |MexayHapoaHOe HemaTeHTOBaHHOEe HauMeHoBaHue|  dopma BbITycKa U KomnuectBo
/1] HapKOTHYECKOTO U TICHXOTPOITHOTO JO3MPOBKA
JIEKapCTBEHHOTO ITperapara
1 |bynpenopdun+Hanokcon TabneTku 60 TabneTok
CyOJIMHTBaJIbHBIE
0,2 Mr+0,2 mr (yrmaxkoBka,
kpatHas N 20)
2 |bynpenopdun PactBop miia nbeknui, |30 ammyn
0,3 mr/ma 1 mn (ImpuI-TIOOMKOB)
3 |bynpenoppun TpaHcaepManbHbIN
[TACTBIPh
35 MKr/4yac 20 rutacTeipeit
52,5 MKr/4ac 10 mnacTeipen
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70 MKr/4ac

S mIacTelpen

4 |IuruapokoaenH Tabnerkn
[IPOJIOHTUPOBAHHOTO
ITEeCTBUS
60 mr 40 TabneTox
90 mr 30 TabneTok
120 mr 20 TabneTok
5 [Mopdun PacTBOp A1 HHBEKIUH,
[PacTBOP J1J1s IOJJKOKHOTO
BBCICHUS
10 mr/mm 1 Mo 20 amrTyI
(ImpuI-TEOOMKOB)
6 [Komemn+Mopdun+Hockanuu+IlanaBepun+TebannPacTBop a1 moaxkoxHOTo20 aMITyt
BBCIICHUS
0,72+5,75+2,7+0,36+0,05
/Mt 1 Mot
1,44+11,5+5,4+0,72+0,1
/Mt 1 Mot
7 [TpumenepuauH Tabierku 25 mMr 50 TabyeToK
8 [Ipumenepuaux PacTBOp 111 UHBEKIIWI
10 mr/mut 1 Mo 20 amrryn
(IImpHUI-TIOOUKOB)
20 mr/mut 1 Mo
9 [Mopdun TabneTku (Kancysb)
[TPOJIOHTPOBAHHOTO
TEeUCTBUSA
10 mr 180 Tabm. (xarme.)
30 mMr 60 Tab:x. (kare.)
60 Mr 40 Tabm. (kare.)
100 mr 20 Tabn. (kame.)
200 mr 20 Tabu. (kame.)
10 Mopdun TabneTku
S Mr 100 Tabnerok
10 mr 100 Tabierox
11 Mopdun Karum s npuema
BHYTPb
20 mr/mi 20 M 4 dbnaxona
12 Mopdun PacTBop 114 Ipuema
BHYTPb (MOHO/103b1)
2 Mr/mi 5 mi 100 ammyn /3
6 Mr/MIT 5 MIT 80 ammyi /7
20 mr/mit 5 M 30 ammyon /3
13 |Oxcukonon+Hanokcon TabneTku
[TPOJIOHTHPOBAHHOTO
TEeCTBUS
S Mr+2,5 mMr 100 TabneTok
10 Mr+5 mr 60 TabneTok

20 mr+10 mMr

40 TabJIETOK



40 Mr+20 mr 20 TabmeTok
14 [[TponmoHmI)EHUIITOKCUI THITHIIEPHITH TaGnerku 3ameunsie 20 [5S0 TabneTok
MT
15 |denTanun TpancinepMainbHas
TeparneBTHYecKas
cucreMa
12,5 mxr/gac 20 miacTeipeit
25 MKr/4gac 20 racteipeit
50 MKr/49ac 10 mnacteipeit
75 MKr/49ac 10 nmacteipeit
100 mkr/4yac 10 mmacteipeit
16 |DenTaHmI TabneTKy MOIbA3bIYHBIC
0,1 mr 50 TabneTok
0,2 Mr
0,3 Mr
0,4 mr
0,6 Mr
0,8 Mr
17 |DenTanun Crnpeli Ha3aJIbHBIN
@dnaxon 50 MKr/m03a
2,0 M (10 mo3) 24 (makona
3,2 i1 (20 o3) 12 ¢akoHoB
5,0 Mt (40 mo3) 6 (rakoHOB
dnaxon 100 Mkr/mo3a
2,0 M (10 mo3) 12 ¢hnakoHOB
3,2 mut (20 m03) 6 pakoHOB
5,0 mi (40 103) 3 prmakona
@dnakoH 200 MKr/no3a
2,0 mi (10 no3) 12 ¢makoHoB
3,2 mut (20 m03) 6 prakoHOB
5,0 ma (40 mo3) 3 (prakona
18 |byropdanomn PacTBOp /U MHBEKIINI
2 mr/ma 1 mi 20 ammyn
19 Han6ydpun PacTBOp 111 NHBEKUINI
10 mr/mom 1 Mo 50 ammyn
20 mr/mit 1 mn 25 ammyn
20 |®enobapouTan TabneTku 50 TabneTok
S Mr
50 mMr
100 mr

Ipunoowcenue N 2

K I[lopsoky naznauenus

JIeKapCMBEHHbIX NPEenapamos YmeeprHcOeHHOMY
npuxazom Munucmepcmea 30pasooxpanetust

Poccuiickoii @edepayuu



om 14 saneaps 2019 2. N 4n

Cnpasoyno

PEKOMEH/IOBAHHBIE K UCITIOJIB3OBAHHUIO
COKPAILIEHUA ITPU O®OPMJIEHUMU PELIEIITOB

CoxkpaieHue IlonHoe Hanucanue IlepeBog
aa ana [10, [IOPOBHY
ac., acid. acidum KHCJI0TA
aer. aerozolum a’p030J1b
amp. ampulla amITyJia
ag. aqua BOJIA
aq. purif. aqua purifikata BOJIa OYMIIICHHAS
but. butyrum Maciio (TBepoe)
caps. capsula KarcyJsa
comp., Cps compositus (a, um) CITOKHBIIA
D. Da (Detur, Dentur) Bbinaii (mycTh BBIIAHO, ITyCTh
OyZeT BbIaHO)
D.S. Da, Signa Detur, Signetur Brinaii, 0603Haub I1ycTh
OyzZeT BbTaHO, 0003HAUEHO
D.t.d. Da (Dentur) tales doses Brinaii (Ilycts OyayT
BBIZIAHBI) TAKHE JT03bI
dil. dilutus pa3Be/ICHHBIN
Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIE YacTH
emuls. emulsio OMYIIBCHSI
extr. extractum DKCTPAKT, BBITSIKKA
F. Fiat (fiant) [Tycte oOpa3yercs
(0Opazyrorcs)
gran. granulum rpaHyJbl
gt., gtt gutta, guttae Karuisi, Kariu
qtt. peror. guttae peroralis KaruId 11 TIpUeMa BHYTPb
inf. infusum HACTOU
in amp. In ampullis B amITyJiax
in tab. in tab(u)lettis B TabeTKax
in tab. prolong. in tab(u)lettis prolongatis B TaOJIETKAX C
[TPOJIOHTMPOBAHHBIM
BBICBO60)KI[CHI/ICM
in tab. prolong, obd. in tab(u)lettis prolongatis B TaOJIETKAaX C
obductis [POJIOHTUPOBAHHBIM

BBEICBOOOKIEHUEM, TTOKPBITHIX
000JI0YKOH

lin.

linimentum

PKUOKasa Ma3b




lig. liquor PKHJIKOCTD

lot. lotion ITOCHOH

m. pil. massa pilularum [IUTIOIbHAS Macca

membr. bucc. membranulae buccales IUICHKHU 3al1eYHbIC

M. Misce, Misceatur Cwmemaii (ITycts Oyner
CMEIIIaHO)

mixt. mixtura MUKCTypa

N. numero YHCIIOM

ol. oleum MaciIo (GKHIKOC)

past. pasta rmacra

pil. pilula, pilulae [TAUTEOJIS, TTHJTEOJTA

p. aeq. partes aequales paBHbIE YacTH

ppt., praec. praecipitatus 0CaXK ICHHBIN

pulv. pulvis [TOPOIIOK

g.s. gquantum satis CKOJIbKO TIOTpeOyeTcs,
CKOJILKO HAJI0

r., rad. radix KOpEHBb

Rp. Recipe Bo3smu

Rep. Repete, Repetatur [ToBTopu (Ilycts Oynmer
[TOBTOPEHO)

rhiz. rhizoma KOPHEBUIIIE

S. Signa, Signetur O603na4p (ITycts Oyner
0003HAYCHO)

sem. Semen ceMsI

simpl. simplex MPOCTOM

Sir. sirupus crpon

sol. solutio pacTBop

sol. peror. solutio peroralis acTBOP JUIs IPHEMa BHYTPb

Spr. Spray cripeit

Spr. nas. spray nasale CTIIpeii Ha3aIbHBIH

supp. suppositorium CBeua

susp. Suspensio CyCIICH3US, B3BECh

tabl. tab(u)letta rabieTKa

t-ra, tinct. tinctura HacTolKa

STT Systemata Therapeutica TpaHcAepMaIbHast

Transcutanea TepaneBTHYECKas CUCTEMA
ung. unguentum Masb
vitr. vitrum CKIISTHKA

IIpunoscenue N 2
K npuxasy Munucmepcmea 30pasooxpaHenuist
Poccuiickoii @edepayuu

om 14 sneapsa 2019 2. N 4n



®OPMA PELEINTYPHOT'O BAHKA N 107-1/y

MUHMCTEpPCTBO 3OpaBOOXPaHeHUd Konm ¢opmer mo OKYI

Poccurickom denmepaumm Kon yupexpmeHma no OKIIO
MenuumHCKasa IOOKyMeHTalMsa

HamMeHoBaHMe (WTamil) dopma N 107-1/y

MEOUIIMHCKOM OpIraHu3alum YTBepXIeHa IpUKa30M
MuHmCcTepCcTBa 3IOPaBOOXPAaHEHUHI

HamMeHOBaHMe (wTamil) Poccumickom demepaluun

VHIOMBUOYAJBHOTO MNPellNPUHMMAaTEIS or 14 suBaps 2019 r. N 4H

(yxkazaTe amgpec, HOMEep U OaTy

IMUEH3MM, HaMMEeHOBAaHME opraHa

TOCyHOapCTBEHHOM BJIACTH,

BHIOABLUIET'O JIMILIEH3UIO)

PELEIT
(B3pPOCHEI, IOeTCKMUM — HYXHOE MOOUEPKHYTH)
" " 20 T.
daMmmsa, MHMLMAJE MMEHM UM OTUecTBa ([IocCJeIHee -— [IPUM HaJluuuwm)
naumueHTa
JaTa poxneHmd
daMmnIMsa, MHULMAJE MMEHM M OT4UecTBa (ocjiemHee — IIPU HaJUUUM)

Jledyamero Bpada (bernpmmepa, akylLepKu)
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py6. |xon.| Rp.

pyo. |xkom. | Rp.

[Toonucso

M redaThb Jedalero Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PeuenTt mencrBuUTeJiIeH B TeuenHme 60 pgHewm, mo 1 roma ( )
(HyXHOE NOOUEPKHYTH) (ykasarb

KOJIMUECTBO
MecHdleB)

ObopoTHasa CTOPOHa

OTMeTKa O HasHadveHUM JIEKapCTBEHHOI'O
npernapaTa 10 PEeleHMI BpaduebOHOM KOMUCCUU




[IpuroTOBMII

[Iporepui

OrnyCcTui

®OPMA PELEINTYPHOT'O BAHKA N 148-1/y-88

MMHMCTepCTBO 3O0PaBOOXpPaHeHNMA

Poccurickom denmepaumnu

HammMeHOBaHMe (lTaMil)

MeIOMLMHCKOM OopraHmM3alumnm

HamMeHOBaHMe (WTaMII)

VMHIOVIBMOYAJIBHOTI'O IIPEOIIPUMHVIMAaTEIIA

(ykazaTe amgpec, HOMep U OaTy
JIMIIEH3MV, HaVMMEHOBaHME OpI'aHa
TOCyIoapCTBEHHOM BJIACTH,

BLHIDABUIETO JIMLIEH3UIO)

Kon ¢opmer mo OKYI 3108805
MemyumHCKas OOKYyMeHTAaLMs
dopma N 148-1/y-88
YTBepXIOeHa IIPpMKa30M
MyHMCTEepCTBa 3OPaBOOXPaHEHUH
Poccunickom demepaluun

or 14 guBapsa 2019 r. N 4H

PEIEIT

Cepusa N

A A 20 .
(naTa odQopMIIEHUS—-pPelenTa)

(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)

daMmMsa, MHMLMAJE MMEHM UM OTUeCTBa

nalMeHTa

(mocyenHee - TPU HaJIUMUUU)

DaTa poxnmeHUA

Anpec MecTa XUTeJbLCTBa WK

N MeIOMUMHCKOM KapTH aMOyJaTOPHOTO
nauMeHTa, IOoJiydaonleI'0 MEeOMUMHCKYI [IOMOUbL B aMOyJIaTOPHEIX YCJIOBUAX
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damMmnmsa, MHULMAJE MMEHM M OT4UeCcTBa (IocjiemHee — IIPU HaJIWUUUM)
Jledamero Bpada (Qernpmumepa, akKyLepKu)

Pyb6. Kom. Rp:

[loonmMce M IedaTh Jedallero Bpada
(nopnmuce Qespnuepa, aKyWEepKH) M.II.

PellenT IOeMCTBUTEJIEH B TeueHUe 15 nHen

ObopoTHasas CTOPOHA

OTMeTKa O Hal3HAUEHUU JIeKAPCTBEHHOTO
npernapara 10 pelleHMrI0 Bpaue®HOM KOMMCCUU

[IpuroToBUII [Iporepuit OrTnnycTumi

®OPMA PELEINTYPHOI'O BAHKA N 148-1/y-04 (1)

MMHMCTEPCTBO 3IPaBOOXPaHEeHUA YTBEPXIEHA



Poccumickom demepaumun IpMKa30M
MyHMCTEepPCTBa 3IOPaBOOXPAaHEeHUH
Poccumickom demepaumum

or 14 guBaps 2019 r. N 4H

MITamn

Konm MemmuMHCKOM OpTraHM3alnm

ITam

Konm mMHOMBMIOYyAJIBHOTO IIpenlnprHMaTeJId

Kon dopmer mo OKYI 3108805
®opma N 148-1/y-04 (i)

Kon Kon ICTOUHMK OQUHAHCUPOBAHMA |3 OIJIATH:
KaTeropmumn HO30JIOTUUECKOM
TpaxnaH bOPMEL
(o MKE) (IOOUYEepPKHYTH) (MOOYEPKHYTH)
1.demepanbHB OOIOXET 1 BecnmaTHO
2. Bomxer cybmexkTa 2. 50%

Poccunickom denmepauun

3. MyHMUMIOAJNBLHBM OIXeT

PELEIT Cepusa N IaTa BHIIMCKM: 20 T.
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daMuIMs, MHMUILMAJE MMEeHM UM OTUecTBa ([IocJielIHeEe -— MIPU HaJMUuUM)

IIalurMeHTa HarTa POXIOeHMA

CHIMJIC

N nosgmca
oba3aTeJIbHOTO
Me IVMILIIVMHCKOI'O
CTpaxoBaHMA:

HOMep M@HMHMHCKOﬁ KapTel naumMeHTa, I[IOoJIydarmeIl'o MeIMUIVMHCKYI IIOMOIBb B
aMOyJIQTOPHEIX YCJIOBUSAX

damMmnmsa, MHMLMAJE MMEHM M OTUecTBa ([IOoCJelHee -— [IPM HaJluuuwm)
Jledyamero epada (denpmmepa, akKyLEpPKM)

Pyb. Korm. Rp:
S 5 s

s I 101 -

[Toonuce ¥ IeyvaTh Jiedaller'o Bpauda
(nopnmuce Qenprnuepa, aKyllepkKu) M.II.

PelnienT merMcTBUTeJIeH B TedeHme 15 gHem, 30 muHen, 90 mHeml
(HyXHOe TMOOUEePKHYTH)

OTIyLWEeHO I[I0 pelenTy: Toprosoe HaMMeHOBaHME
I OO3MPOBKA:

TaTa oTnycka: " " 200 1. |KojmuecTRBRO:

[[pUTOTOBMII: [[poBepPMII: OTnnycTumit:




(IMHMS OTpPHIBA)

Kopellok pelenTypHOToO OJjiaHKa
HaMeHoBaHUue
JIeKaPCTBEHHOT'O IIpernapara:

Jlo3MpoBKaA :

Crioco® IIpMMEeHEeHUd :

[[POOOJIIXUTEJIBHOCTD nHen
KonnuecTBO NIPMEMOB B IeHb: pas
Ha 1 npuewm: en.

OBbopoTHasa CTOpPOHA

OTMeTKa O Ha3HAUEHUM JIEKAPCTBEHHOTO
npernapara 10 pelleHMrI0 Bpaue®HOM KOMMCCUU

[TpuroToBmMII

[TpoBepmi OTnycTni

Ipunoowcenue N 3

K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoii @edepayuu

om 14 sineapsa 2019 2. N 4n

HOPAJOK O®POPMJIEHUA PELHEIITYPHbBIX BJIAHKOB
HA JTEKAPCTBEHHBIE IIPEITAPATDBI, UX YYUETA U
XPAHEHUASA

I. O¢popmiienune peuenta Ha OyMaKHOM HOCHTeJIe



1. Ha penentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBOM BepxHEM
YIIIy TIPOCTABIISCTCS MITaMI MEIUIIMHCKON OpraHU3ally C yKa3aHUEM €€ HaMMEHOBAHUS, ajapeca
TenedoHa.

JononuurensHo Ha penentypHoMm Omanke ¢opmer N 148-1/y-04(;1) mpocraBisieTcs KoJ
MEIUIIMHCKON OpraHu3aliil B COOTBETCTBHHM ¢ OCHOBHBIM T'OCYJapCTBEHHBIM PETHCTPALIIOHHBIM
HomepoM (naiee - OI'PH).

Cepus penentypHoro Omanka ¢opmber N 148-1/y-04(;1) Bkmodaer kon cyOwbekTa Poccuiickoit
@Denepanuy, COOTBETCTBYIOIIMK ABYM mepBbIM Immdpam OOmepoccuiickoro kinaccupuraTopa
00BEKTOB aJIMUHUCTPATUBHO-TEppHUTOpUaIbHOrO neneHus (naiee - OKATO).

Pa3pemaercs m3roraBnuBaTh penentypHblid OgaHk ¢opmel 107-1/y ¢ mOMOIIBIO KOMITBIOTEPHBIX
TEXHOJIOTHM.

2. Ha PCELCIITYPHBIX 6J'IaHKaX, O(bOpMJ'IHeMLIX HHAUBUAYAJIbHBIMHA  I[IPCAIIPUHUMATCIISIMU,
HMCIOIUMHU JIMICH3UIO HAa MCIUIHWHCKYIO ACATCIbHOCTb, B BEPXHCM JICBOM YITY TI/IHOFpa(i)CKI/IM
CIocoOoM HIu IIyTEM IPOCTABJICHUA LITaMIla JOJIKCH OBITE YKa3zaH aApeC HHAUBUAYAJIBHOI'O
npeanpruHuMareiisi, HoME€p MW Jara JMICH3WKM, HAMMCHOBAHUC OpraHa FOCy,I[&pCTBCHHOfI BJIaCTH,
BbIAABHICTO JIMIICH3UIO.

3. Peuentypusie Onanku ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x) 3amonHsroTCS
MEIUIUHCKIM PabOTHUKOM pa300pUYMBO, Y€TKO, YEPHIIIAMH WM HIAPUKOBON PYyUKOM.

4. lommyckaeTcs oopMIIeHHE BCEX PEKBH3HMTOB (3a MCKIOYeHHeM pekBusuta "[lomnucek nevamiero
Bpaua (moanuck (enpamepa, akymepku'") peuentypHbix OmankoB ¢Gopmer N 107-1/y u ¢opmbr N
148-1/y-88 ¢ ucnonbp30BaHUEM EYATAIOIINX YCTPONCTB.

5. Odopmnenue penentypHbix OnaHkoB ¢opmbel N 148-1/y-04(;1) Brirodaer 1udpoBoe
KOJIMPOBaHUE.

I_[I/I(i)pOBOG KOAUPOBAHNEC YKA3dHHBIX PCUCIITYPHBIX 0JIaHKOB BKJIFOYACT:

1) koxg menuuuHckod opranmzauuu (OI'PH) unu kox MHOMBUAYaJdbHOTO INpeNNpUHUMATENS B
cooTBeTCTBUU ¢ OCHOBHBIM TOCYJapCTBEHHBIM PETUCTPALIMOHHBIM HOMEPOM HHJMBUIYaIbHOTO
npeanpunumarens (manee - OI'PHUII), npocraBiseMblii NpU H3TOTOBJIEHUHM PELENTYPHBIX
0J1aHKOB;

2) KOJI KaTeropu Tpax/JaH, MMEIOIIMX IpaBO Ha IOJy4YeHHE JIEKAPCTBEHHBIX IpenapaToB B
CcOoOTBEeTCTBUU cO cTaThed 6.1 denepanbHoro 3akoHa ot 17 wuroms 1999 r. N 178-®3 "O
roCyJapCTBEHHOM colaibHON momoIu" <1>, u Ko HO30J0rHuecKoi GpopMel Mo MexxayHapoIHOM
cTaTHCTUYeCKOM Kiaccubukanuen OonesHeil (manee - MKDB), 3amonHsiemble jedanuMm BpayoM
MyTEM 3aHECEHMs KaX10i LUl B MyCThIE SUYCHKHU, IPU 3TOM TOUYKA MPOCTABIISETCS B OTICIbHOU
sTYerKe;

<1> Co0Opanue 3akoHomaTenbcTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2009, N 30, cT.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormetrka 00 wmcrouHuke ¢uHaHCcHpoBaHUs ((denepanpHbId OrOmKeT [1], OrOMKET CyOBEKTa
Poccuiickoit ®enepauuu [2], MyHHIMMNANbHBINA OrojkeT [3]) W MpOLEHTE OMIATHI perenTa
(6ecrmatho [1], 50% [2]);
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6. B peuentypubix 6mankax ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "Damunms,
WHUIHATBl UMEHH W OT4ecTBa (TIOCJICHEE - TMPU HAIMYHMU) TAIMEeHTA" YKa3bIBAIOTCS (aMuIIHs,
WHUIMAIB] IMEHU U 0T4YeCcTBa (TIPU HAIWYWH) MAIUEHTA.

7. B penentypubix Onankax ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) B rpade "lara
pokaeHUs" yKa3bIBACTCS aTa POXKACHHS NarueHTa (4uciio, MecsIl, roj).

JlonomHUTENbHO B penentypHbix Onankax ¢opmer N 148-1/y-88 u ¢opmsr N 107-1/y ans nereit B
Bo3pacte 70 1 roga B rpade "Jlata poskaeHus" yKa3bpIBaeTCS KOJIHMYECTBO MOTHBIX MECSIICB.

8. B penentypueix Onankax ¢opmer N 148-1/y-04(;1) B rpadax "CHUIIC" m "N mosmca
00513aTeNTLHOTO MEIUIIMHCKOTO CTPaXOBaHUA'" YKa3bIBAIOTCS CTPAXOBOH HOMEP HHIWBUIYaTHHOTO
auneBoro cuera rpaxkaannHa B IleHcumonHoMm ¢onne Poccuiickoit @epepanun (CHWIC) (mpum
HAJIMYUH) U HOMEP TI0JIUca 0053aTEIPHOT0 MEAUIIMHCKOTO CTPAXOBAHMSI.

9. B peuentypubix 6nankax ¢opmbel N 148-1/y-88 B rpade "Axpec mecta KUTEIbCTBA WIH HOMED
MEAWIIMHCKOW KapThl TAIMEHTa, IMOJIYYAOMEro MEJUIMHCKYI0 IIOMOIbL B aMOYJIaTOPHBIX
ycIoBuUsAX", yKa3bIBaeTCs aJpec MECTa JKUTEIbCTBA (MecTa MpeObIBaHUs WU MecTa (aKTUYECKOTO
MIPOKUBAHMS) MAIMEHTA UM HOMEP MEAUIIMHCKON KapThl MAlMEHTA, MOJIYYAIOIIET0 MEAUITUHCKYIO
MOMOIIb B aMOYJIaTOPHBIX YCIOBHUIX <2>.

<2> [Ipuka3 MunuctepcTBa 3apaBooxpanenus Poccuiickoit Denepanuu ot 15 gexadbps 2014 r. N
8341 "OO yrBepxkaeHUHN YHUPULIUPOBAHHBIX (OPM MEIULIMHCKON JOKYMEHTAIH, UCIIOJIb3YyEMBIX B
MEIUIUHCKUX OPraHU3alMsIX, OKa3bIBAIOIIUX MEAULIMHCKYIO TOMOILb B aMOYJIaTOPHBIX YCIOBUSAX, U
NOPSAKOB [0 MX 3amojHeHHro" (3aperucrpupoBaH MuHucTepcTBoM toctuiiuu  Poccuiickoit
Oeneparun 20 ¢despans 2015 r., perucrtpaunonssiii N 36160), ¢ U3MEHEHUSMH, BHECEHHBIMU
npukazoM MunucrepcTBa 3apaBooxpaHeHust Poccuiickoit @enepanun ot 9 sHBaps 2018 r. N 2
(3apeructpupoBad MuHuctepcTBoM toctuimu Poccuiickoit ®epepaunu 4 ampens 2018 T,
peructpanronnsii N 50614) (nanee - npuka3 N 834H).

B peuentypubix 6mankax ¢popmsl N 148-1/y-04(;1) B rpade "HoMep MeAMIIMHCKOM KapThl MAallUEHTA,
MOJIYYaAIOLIEr0 MEIUIMHCKYI0 TIOMOIIb B aMOyJaTOpPHBIX YCIOBUSAX" YyKa3bIBaeTCsi HOMED
MEIUIUHCKON KapThl MAllMEHTA, MOJIyYaroIlero MeAULUHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIOBHIX
<3>,

<3> IIpuka3 N 834H.

10. B rpade "damumnus, THULIIMAIBI UIMEHU U OTYeCTBa (IIOCIIEAHEE - TP HAJMYKHU) JIEYalllero Bpaya
(penpamepa, akymepku)" peuentypHeix OmaHkoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1
/y-04(1) py4HBIM CIIOCOOOM WJIH C TIOMOIIBIO IITaMIa YKa3bIBAIOTCS (haMUIIUs, HHUITHAIBI UMEHHU U
oTyecTBa (IocjieaHee - MPU HAIWYMM) MEAMLIMHCKOrOo pabOTHHMKA, Ha3HAYMBILIETO JIEKAPCTBEHHBIE
npenapaTtsl ¥ 0()OPMHUBIIETO PEIETIT.

11. B rpade "Rp" peunentypupix OmankoB ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(x)
yKa3bIBaETCSI:
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1) HaMeHOBaHUE JIEKAPCTBEHHOIO Ipernapara (MeX/IyHapOJIHOE HENNaTEHTOBAHHOE HAUMEHOBAHUE,
IpyNIHMPOBOYHOE WM XMMUYECKOE HAUMEHOBAaHUE, TOPrOBOE HAMMEHOBAHKE) Ha JJATUHCKOM SI3bIKE,
¢dopma BbIITyCKa, TO3UPOBKA, KOJIMYECTBO;

2) crmocod TpHUMEHEHHs JIEKapCTBEHHOTO IpenapaTa Ha TOCYJapCTBEHHOM si3blke Poccuiickoit
denepanuy wiIM Ha TOCyIapcTBEHHOM si3bike Poccuiickoit denepanyu U Tocy1apCTBEHHOM SI3bIKE
peciyOIMK U MHBIX A3bIKax HapoaoB Poccuiickoit denepanun <4>.

<4> Yactp 1 crarbu 15 3akona Poccuiickoit @eneparun ot 25 oktsaops 1991 r. N 1807-1 "O
s3pIKax HapoaoB Poccuiickoit denepanuu" (Begomoctu chezma Hapoanbeix aemyratoB PCOCP u
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHOAATENbCTBA Poccuiickoii
Deneparun, 1998, N 31, cr. 3804) (manee - 3akon N 1807-1).

12. [Ipu oopmiieHNH pelenTypHbIX OJIAHKOB 3aIpEeIIacTCss OTPaHNYMBATHCS OOIMMHU YKa3aHUSIMH,
Hanpumep, "Buyrpennee", "M3BecTHO".

13. Peuent, odopmieHHbIi Ha perentypHoM Omanke ¢dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(11), moanuchIBaeTCS MEIUIUHCKUM PAOOTHUKOM U 3aBEPSETCS €ro MevyaThlo.

Penenit, opopmitenHbIi Ha penentypHoM Oanke Gopmbl N 148-1/y-88 u dopmer N 148-1/y-04(ir)
JIONTOJTHUTEILHO 3aBEPSAETCS NeYaThi0 MEUIIMHCKON opranu3amuu "Jlis penentos".

14. Ha ognoMm penentypaoMm Onanke popmbl N 148-1/y-88 u ¢popmer N 148-1/y-04(:1) paspernaercs
OCYIIECTBIISATH HA3HAYCHHUE TOJHKO OJTHOTO HAMMEHOBAHUS JIKAPCTBEHHOTO IIperapara.

Ha onnom penentypHoMm Onanke ¢opmbel N 107-1/y paspemraercss OCyIIECTBIATh Ha3HaueHHE
TOJIbKO OJIHOTO HAaMMEHOBaHUsS JIEKapCTBEHHOro mpemnapara, otHocsmerocs mo ATX k
aHTUncuxotnueckuM cpeactBam (kox N 05A), ankcuonutukam (koa N 05B), cHOTBOpHBIM H
cenatuBHbIM cpenactBaMm (kog N 05C), antupenpeccantam (kog N 06A) u He moIIeXKaIIero
IIPEIMETHO-KOJIMYECTBEHHOMY YYETYy, U 10 TPEX HAMMEHOBAaHUH JIEKAPCTBEHHBIX IIPENApaTOB - JUIS
WHBIX JIEKAPCTBEHHBIX IPENAPAaTOB, HE OTHECEHHBIX K BbIIeyKa3aHHbBIM ATX.

15. UcnipaBneHus B penente He AOMYCKArOTCS.

16. IIpu opopmiennu perentypHsix 6aankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JIEKapCTBEHHbIE TMpenapaThl, HAa3HAYCHHbIE IO PEHICHHWI0 BpayeOHOW KOMHCCHUH, Ha 000poTe
peuenTypHoro OJaHKa CTaBUTCS CIELMAbHAs OTMETKa (IITamIl).

17. Ha peuentypuom Omanke ¢opmel N 148-1 /y-04(31) BHU3Y uHMeeTcs JHHHS OTPHIBa,
pazensromas peenTypHbIA OJIaHK ¥ KOPEIIOK.

Kopemok ot perenta, opOpMICHHOTO Ha YKa3aHHOM PEIENTYpPHOM ONaHKe, BBIOACTCS MAIlUEHTY
(ero 3aKOHHOMY IMpEICTABUTENI0) B aNTEYHONW OpPraHM3allMM, Ha KOpEIIKE JelaeTcs OTMETKa O
HAaUMEHOBAHHHU JICKAPCTBEHHOTO Mpernapara, J03UpOBKe, KOIMYECTBE, CIIOCO0e MPUMEHEHHSI.

18. OdopmieHne crnenuaJbHOrO pelenTypHoro OJaHKa Ha HAPKOTUYECKOE CpPEACTBO U
NICUXOTPOITHOE BEIECTBO OCYIIECTBISIETCS B COOTBETCTBHM C MpPHUKa3oM MMHHCTEpCTBA
3npaBooxpanenus Poccuiickoit denepanmu ot 1 aBrycra 2012 r. N 541 "O06 yTBepkaeHuu (GpopMsl
OJIaHKOB PpELIENITOB, COJAEpKAlIMX Ha3HAUY€HHWE HApPKOTHUECKHUX CPEACTB WM TMCUXOTPOIHBIX
BELIECTB, NOPSAKAa MX M3TOTOBJICHHUS, PACIPENEICHNs, PETUCTPALlMU, YUY€Ta U XPAaHEHUs, a TaKXKe
npaBui opopmiieHus" <5>.



https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599
https://normativ.kontur.ru/document?moduleid=1&documentid=306567#l0

<5> 3apeructpupoBan MunucrepctBoM toctunuu Poccuiickoit ®@enepauun 15 aBrycra 2012 r.,
peructpaunoHHeld N 25190, ¢ wu3MEHEHUSIMH, BHECEHHBIMU IpUKa3aMH MMHHCTEpCTBA
3npaBooxpaneHus Poccuiickoit ®enepanmu ot 30 umrons 2015 r. N 385H (3apeructpupoBaH
MunucrepctBoM toctuiun Poccuiickoit @enepauun 27 HosiOpst 2015 r., peructpauuoHHbii N
39868), ot 21 ampenst 2016 . N 2541 (3apeructpupoBad MUHHUCTEPCTBOM FOCTHIMU Poccuiickoii
Oeneparu 18 wronst 2016 1., perucrpanmonnsiii N 42887), ot 31 oktsa6ps 2017 r. N 882H
(3apeructpupoBad MuHucrepcTBoM toctunuu Poccuiickoit ®Denepanmu 9 suBaps 2018 r.,
peructpaunoHHbld N 49561).

I1. Odopmiienne penenrta B Gopme 3JIeKTPOHHOTO JOKYMEHTA

19. Penienit B (hopMe 3IIEKTPOHHOTO JOKYMEHTA, MOANKUCAHHOTO YCHJICHHON KBaTHM(HIMPOBAHHON
AIEKTPOHHOU MOAMUCHI0, POPMUPYETCSI MEAULIMHCKUM PaOOTHUKOM, CBEJICHUS O KOTOPOM BHECEHBI
B (enepanbHbIl PErUCTpP MEAMLMHCKMX PAOOTHHUKOB <6>, a TakKe NPU YCIOBHUM PETUCTPALUU
MEAMIMHCKOW OpraHu3aluu, B KOTOpod odopMmisieTcs penent, B (QeaepalbHOM peecTpe
MEJMIIMHCKUX OpTaHu3auii <7> eIMHON TOCYIapCTBEHHOW MH()OPMAIIMOHHON CHCTEMBI B cdepe
3paBOOXPAHEHUS M TOJKIIOYEHHS TAaKOM MEIMLUMHCKOM OpraHu3alud K ToCyAapCTBEHHOMN
nH(pOpPMaLlMOHHOM cucTeMe B cdepe 31paBooxpaHeHus cyobekra Poccuiickoit denepaunn <8>.

<6> Ilynktsl 6, 7 IlonoxkeHust 0 eIWHOW TOCYAapCTBEHHOW WH(POPMAIMOHHOHN cucteme B chepe
37paBOOXPAHEHUS, YTBEPKICHHOr 0 nocraHosienueM lIpasurensctea Poccuiickon denepanuu ot S
Mas 2018 . N 555 (Cobpanue 3akononarensctBa Poccuiickoit @enepanuu, 2018, N 20, ct. 2849; N
49, ct. 7600; N 50, ct. 7755; 2019, N 6, ct. 533) (manee - [TonoxeHne 0 eAMHON CHCTEME).

<7> Ilynktsl 9, 10 Ilonoxxenust o eIMHON CUCTEME.

<8> Cratpu 91 u 91.1 denepanbroro 3akoHa oT 21 HOsO6pst 2011 roma N 323-d3 "OO6 ocHOBax
OXpaHbl 370pOBbs IpaxaH B Poccuiickoit ®@eneparnun (Cobpanue 3akoHoaTenscTBa Poccuiickoit
O®enepanuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, cr. 4883; N
48, cT. 6165; 2014, N 30, ct1. 4257; N 43, cT. 5798; N 49, ct1. 6927, 6928; 2015, N 1, cT. 85; N 10,
cT. 1425; N 27, c1. 3951; N 29, cT. 4397; 2016, N 1, cT. 9, 28; N 15, ct. 2055; N 18, cT1. 2488; N 27,
cT. 4219; 2017, N 18, c1. 2663; N 31, cT1. 4794).

20. Ilpu odopmiiennn perenta B (popme dIEKTPOHHOTO JTOKYMEHTa Ha JIEKapCTBEHHBIC TIPemaparhl,
yKa3aHHblE B NOANyHKTax 2 - 5 nmyHkrta 10 u nyHkre 12 Ilopsinka Ha3HauyeHHs JIEKapCTBEHHBIX
MPernapaToB, YTBEPXKJACHHOIO HACTOSALIUM IMPUKA30M, U OTIYCKAaeMble 3a MOJHYIO CTOMMOCTD,
3aMOJIHAIOTCS CIEAYIOIUE PEKBU3UTHL:

1) xoxm cyOwekta Poccuiickoit ®Pepepanmn mo OKATO, ompemensronuii rocyaapCTBEHHYIO
nH(OPMAIIMOHHYIO CHUCTEMY B cdepe 3apaBooxpaHeHus cyownekra Poccuiickoit denepanuu B
KOTOpOM chopmMHpoBaH perent B (popme 371eKTPOHHOTO TOKYMEHTA;

2) HaAaNMMCHOBAHUC MCHHHHHCKOﬁ opranu3anuu, agapec, TCJ'IC(I)OH nin (I)aMI/IJ'II/IH, HMHHUIIKMAJIBI UMCHHU U
OTYECCTBa (nocneﬂHee - Ipu HaJ'II/I'-II/II/I) HHAUBHUAYAJIBbHOI'O0 NPEANIPUHHUMATEIIA, UMCIOUICTO JIMICH3UTO
Ha MCAULIUHCKYIO ACATCIBHOCTD, €TO aAPECC;
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3) OI'PH ropuanueckoro nuna (MeauuuHckoi opranuzanuu) uinu OI'PHUII unnuBuayansHOTO
peIpUHUMATENS;

4) nara odopmiieHus perenta (yKa3bIBaeTCs YUCI0, MECSIL, TOJT);

5) nara okoHuUaHHMs JeicTBus penenta (HOpMHpPYETCs TOCyIapCTBEHHONW HHGOPMAIIMOHHON
cucteMoil B cepe 3apaBooxpaHeHHs cyOwbekra Poccmiickoit depepannyi B COOTBETCTBHHU CO
cpokamu AeiicTBus perentoB: 15 quedt, 30 aueit, 60 nueit, 90 queit, 1o 1 rona);

6) yHHKaIbHBIH HOMep perenta ((HopMupyercs TocyAapCTBEHHOM MH(POPMALMOHHOM CHCTEMOW B
chepe 3apaBooxpaHeHMs cyObekTa Poccuiickoit ®enepanuu u obecnedynBaeT OJHO3HAYHYIO
uacHTH(GHUKAIMIO perenTa B opMe 3eKTpOHHOTO JokyMmeHTa B couetanuu ¢ OKATO, OI'PH wnnm
OI'PHMUI);

7) ormerku "cito" (cpouno) mim "statim" (HeMeIJIEHHO) MpHU HEOOXOJUMOCTH CpPOYHOTO HIIU
HEMEJICHHOTO OTITYCKa JIEKapCTBEHHOTO Ipenapara MalueHrTy;

8) ampec marmeHTa (yKa3bIBaeTCs MOYTOBBIA aJpec MecTa JKUTEJIbCTBA (MecTa MpeObIBAaHUS MU
MecTa (DAKTHYECKOro TPOXKHBAHHSA) C YKa3aHHEM HWHJIEKCAa, HAWMMCHOBAaHUS Kpas, o00jacTw,
peciyOIMKK, aBTOHOMHOTO OKpyra, HAMMCHOBAaHUSI HACEICHHOTO IYHKTA, HAMMCHOBAHHS YIIHUIIbI
(mpocmekTa, mepeyika, mpoesaa), HoMepa jJoMa (C yKazaHHeM KOpIyca, Mpu HAJIUYuHu), HOMEpa
KBapTHPHI);

9) HOMEp SJEKTPOHHON MEIWIIMHCKON KapThl MAalMeHTa B TOCYIapCTBEHHON HH(OPMAIIMOHHON
cucreMme B chepe 31paBooxpaneHus cyobekTa Poccuiickoit @enepanuy;

10) dhbamumus, uMs, 0T4ECTBO (ITPH HAIMYKH ) TTAITUEHTA MTOJIHOCTHIO;

11) nmara poxkneHuss nanueHTa (yKasblBaeTcs UHMCIO, Mecsl, Tof), Ais Jered no 1 roga
JIOTIOJTHUTEIIBHO YKa3bIBAETCSI KOJMYECTBO TOJHBIX MECSIIEB;

12) ¢pamunus, HHUIIHAIBE IMEHH U OTYECTBA (TIOCIeHEee - MPU HATMYUHN) METUIIUHCKOTO PaOOTHHUKA
MMOJTHOCTBIO;

13) HaMMCHOBAHUC JICKApCTBCHHOT'O Ipemnapara (Me)KI[YHapOI[HOC HCMIaTCHTOBAHHOC
HAaMMCHOBAHUC, TPYIIIUPOBOYHOC HIIM XUMHUUYCCKOC HAMMCHOBAHHUE, TOPTOBOC HaI/IMeHOBaHI/IG) Ha
JIATUHCKOM S3BIKC, TO3UPOBKaA, (1)0pMa BBIITYCKA, KOJIMYCCTBO,

14) cnoco® mpuMeHeHMs JIeKapCTBEHHOIO Ipernapara Ha TOCYAapCTBEHHOM s3blke Poccuiickoit
denepanyuy WIM Ha TOCyAapCTBEHHOM s3blke Poccuiickoit denepanuu U rocyJapCTBEHHOM S3BIKE
peciyOIMK U MHBIX A3bIKax HapoaoB Poccuiickoit denepannn <9>.

<9> Yacte 1 crareu 15 3akona N 1807-1

15) mpu3Hak yTBEp)KICHHMsS Ha3HAUEHHUsS JICKApCTBEHHOIO Ipernapara IO PpeHIeHUI0 BpadeOHOH
KOMHUCCHH MEIMIIMHCKON OpraHu3aluu;

16) orMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipenapara IO pEUIeHUI0 BpaueOHOW KOMMCCHUU
MEIMIIMHCKOW OpraHu3allii B CllyyasX, yKa3aHHbIX B a03ane BTopoM nyHkTa 6 Ilopsaka
Ha3Ha4YeHUs JIEKAPCTBEHHBIX NPENapaToB, YTBEPKICHHOIO HACTOSAIIUM IPUKA30M;

17) OTMCTKa O CIICUAJIbHOM HA3HAYCHUU JICKAPCTBCHHOI'O IIpCIiapara (33HOJ’IHH€TCH B Cliy4dasXx,
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YKa3aHHbIX B NyHKTax 16 u 25 [Topsiaka Ha3HAUYEHUs JIEKAPCTBEHHBIX IIPENIAPATOB, YTBEPKIAEHHOTO
HACTOSIIINM TIPUKA30M);

18) oTMeTKa 0 crenuagIbHOM Ha3HAUYEHUU JIEKApCTBEHHOTO Mperapara MaluueHTy ¢ 3a0ojieBaHueM,
TPEOYIOIUM JITUTEIHLHOTO KYpPCOBOIO JICUEHUS (3aIlOJIHAETCS B Cily4yae, YKa3aHHOM B IYHKTe 24
[Topsinka Ha3HAYeHUS JIEKAPCTBEHHBIX MPEMapaToB, YTBEPXKJACHHOIO HACTOALIUM IPHUKA30M) C
MPOCTABJICHUEM MEPUOJUIHOCTH OTIYCKa JIEKAPCTBEHHOTO Mperapara;

19) npu opopmiienun penenta B GopMe NIEKTPOHHOIO JOKYMEHTa Ha JEKapCTBEHHbIE IIpenapaThl,
yKa3aHHblEe B NOANYyHKTax 2 - 5 nyHkrta 10 um nynkre 12 Ilopsinka Ha3HaueHHs JIEKapCTBEHHbIX
IpenapaToB, YTBEPKIEHHOI'O HACTOSALIMM MPUKA30M, FpaXklaHaM, UMEIOLIUM IIpaBo Ha OecIuiaTHOe
[I0JIyYEHUE JIEKAPCTBEHHBIX MPENapaToB WIK NOJYyYEHHUE JIEKAPCTBEHHBIX MIPENApaTOB CO CKUAKOM,
3aIIOJIHAOTCS. PEKBU3HUTHI, IPEAYCMOTPEHHBIE MOANYHKTaMU | - 18 HacToAILIero myHKTa, a Takxke
CJIEAYIOLINE PEKBU3UTHIL:

a) KaTeropus TpaKJaH, HUMEIOIIUX TMPABO Ha IMOJYYCHUE JIEKAPCTBEHHBIX IMpEnaparoB B
cooTBeTCTBUU cO cTathei 6.1 denpepanbHoro 3akoHa ot 17 wuronsa 1999 r. N 178-®3 "O
roCyJapCTBEHHOM connanbHoi momomu'" <10>;

<10> Cobpanue 3akonogarenbctBa Poccuiickoit deneparuu, 1999, N 29, ct. 3699; 2009, N 30, cr.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

0) kox Ho3oJ0TrHYecKoi hopmbl o MKB;

B) MCTOUHUK (puHaHcupoBaHus (1 - denepanbHbIi OrOJKET, 2 - OromXKeT cyOobekTa Poccuiickoi
®denepann, 3 - MyHULIUITAIBHBINA OFOJKET);

r) pasmep oruiathl (1 - 6ecrutatho, 2 - 50%);

J1) CTpaxoBOW HOMEp HMHIUBUAYAJbHOI'O JIMIEBOIO cueTa TpaxaaHuHa B [leHcMOHHOM QoHzae
Poccuiickoit ®enepanuu (npu Hanmuun) (CHUIIC);

e) HOMCp IIoJIncCa 00s13aTENIBLHOTO MCIUIIMHCKOI'O CTPAXOBAaHMUH.

21. Ilpn npocTaBieHUHM OTMETKM, yKa3aHHOW B moamyHkre 16 mynkra 20 Hacrosmero Ilopsnka,
peuent B ¢opMe 3JIEeKTPOHHOIO JOKYMEHTa TIOAMNMCHIBAETCS YCUJIEHHOM KBalu(UIHPOBAHHOM
AJIEKTPOHHOM TOJMMCHIO MpeJcenaTeNss WM CeKpeTaps BpauyeOHOM KOMHCCHMM MEAMLIMHCKON
OpraHM3aliy, NpU TPOCTAaBICHUH OTMETOK, YKa3aHHbIX B noianmyHktax 17 u 18 mnynkra 20
Hacrosimero Ilopsinka, - YCHJIEHHBIMH KBaIM(DUUIUPOBAHHBIMH 3JEKTPOHHBIMU IMOJMHUCIMHU
COOTBETCTBYIOIIUX MEIULUHCKUX paOOTHUKOB.

22. Tlo TpeOoBaHMIO TAalMEHTa WM €ro 3aKOHHOTO MpPEACTaBUTENS O(GOPMIIETCS SK3EMIUIIp
perenita B (opMe DIIEKTPOHHOTO JOKYMEHTa Ha OYMa)XHOM HOCHTEJE, B TOM YHCJIE ITyTEM €ro
opopmienus Ha peuentypHbix Omankax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(x1) c
oTMeTKO# "J[yOmuKaT 3J1eKTpOHHOTO JOKYMeHTa'".

III. Y4er peuentypHbIX 0JIaHKOB

23. Vuer penentypHbix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTaBIMBAEMBIX THUIOTPa(CKUM CIIOCOOOM (J1anee - pelenTypHble OJIaHKH, MOANEKAIUE YIETY),
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OCYIIECTBIISIETCS B JKypHajaxX y4yeTa, IPOHYMEpPOBAHHBIX, IPOLIHYPOBAHHBIX M CKPEIICHHBIX
MNOANUCBIO  PYKOBOAMTENS M  I€YaTbl0  MEIMLIMHCKOM  OpPraHM3allid WIM  HOAIHUCHIO
VHAUBUAYAJILHOTO NPEAIPUHUMATEIS], UMEIOLIETO JIMLEH3UIO Ha MEAUIIMHCKYIO JIESITEIbHOCTD.

24. Kypnan yuyeta perentypHbix 61aHkoB ¢popmbl N 107-1/y cogepxkut cinemyromniue rpadso:
1) HOMEp IO TOPSIIKY;

2) B paznene "[Ipuxon":

a) JlaTa pEruCTpaIfy JOKyMEHTa, TIOTBEPKIAIOIICTO MOCTYIUICHHE;

0) HOMep U J1aTa JOKYMEHTA, MOATBEPIKIAIOIIETO MOCTYIUICHUE, HANMEHOBAHUE MTOCTABIIHNKA;
B) 001I1ee KOJIMYECTBO IMOCTYHUBIIUX PEIETITYPHBIX OJIAHKOB;

F) (baMI/IJ'II/IH, HHHUIWaJIbl UMCHH U OTUECTBaA (HOCJ’I@I[HCC - I[IpH HaJ'II/I‘lI/II/I) H oAU Ch OTBETCTBEHHOI'O
MCIUIIMHCKOTI'O paGOTHI/IKa, MOJIYYHMBHICTO PCUCIITYPHBIC OJIaHKH OT IIOCTaBIINKaA,

3) B paznene "Pacxon":
a) JlaTa BBIJJA4YU PELETNITYPHBIX OJIaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PEIENTYPHBIX OJaHKOB,;

B) (daMwins, WHWIHMATBI MMEHH M OT4ecTBa (MOCIEAHEEC - MPH HAIMYUU) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOTYYHBIIETO PELENTYPHbIE OJIaHKH;

I') IOJIIMCHh OTBETCTBEHHOTO MEMIIMHCKOTO paOOTHHKA, TIOYYMBIIETO PELENTYpPHbIE OJIaHKH;

4) dbamMumnus, MHULUAIIBI UMEHU U OTYECTBA (TIOCIEAHEE - IPU HAIMYKHN) U TTOANUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJABIIETO PEIENTYPHbIE OIaHKU;

5) ocTaTok peuenTypHbIX OJaHKOB.

25. XKypnan yuera pernentypHbix OnankoB ¢opm N 148-1/y-88 u N 148-1/y-04(;1) comepxut
clleAyIoIue rpadsl:

1) HoMep 1O MOPAIKY;

2) B pazaene "[lpuxoxn":

a) JjaTa perucTpaluy JT0KyMeHTa, HOATBEPKIAIOIIET0 MOCTYIICHUE;

6) HOMep M JaTa JOKYMEHTa, MOATBEPKIAIOIIEro MOCTYIIEHHE, HAUMEHOBAHNE TIOCTABIIUKA,;
B) 00111ee KOJIMUYECTBO MOCTYMUBIINX PEIENTYPHBIX OJIaHKOB;

T') CEpUU U HOMEpPA PEIENTYPHBIX OJIAHKOB,;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

C) (I)aMI/IJ'II/ISI, HWHHUIIKAJIbl UMCHHU U OTYCCTBA (HOCHCI{HCG - Ipu HaJ'IPI‘II/II/I) U IOAIIMCh OTBETCTBCHHOI'O
MCECIHUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHUBUICTO PEUCIITYPHBIC OJIaHKU OT IIOCTaBIINKaA,

3) B paznene "Pacxon":
a) JlaTa BBIJJAYU PEIENTYPHBIX OJIAHKOB;

0) cepun 1 HOMEpa BbIJAHHBIX PEeLENTYPHBIX OJaHKOB;



B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) damwins, WHUOUATBl WMEHH W OTdecTBa (MOCIEAHEE - TMPU HAIWYMU) OTBETCTBEHHOTO
MEAMIMHCKOTO PabOTHHKA, MOTYUYHUBIIETO PELENTYPHbIE OJaHKH;

1) TIOATICH OTBETCTBEHHOT'O MEIMIIMHCKOTO PAOOTHHKA, TOTYYHUBIIIETO PEICNITYPHbIC OTaHKY;

4) damunus, THUIMAIBGI IMEHU U OTYECTBA (TIOCIeIHEee - TIPU HAJIMYUU) U TIOJIICh OTBETCTBEHHOTO
MEUITMHCKOTO paOOTHUKA, BBIABIIETO PELENTYPHBIC OJIaHKH;

5) OCTaToOK perenTypHbIX OJaHKOB.

26. Yyer cnenMaibHBIX PELENTYPHBIX OJIAHKOB HAa HAPKOTHYECKOE CPEICTBO M IICHUXOTPOITHOE
BEILIECTBO OCYIIECTBIISIETCSI B COOTBETCTBMH C TPHKa30M MUHHCTEPCTBA 3/PaBOOXPAHEHUS
Poccutiickoit @enepannu ot 1 aBrycra 2012 r. N 541 "O06 yrBepxkaeHu# (popMbl OIaHKOB PELENTOB,
COZIEpIKAIMX HA3HAUYCHHWE HAPKOTUYECKUX CPEICTB WIHM IICUXOTPONHBIX BEIIECTB, MOPSIKA HX
W3TOTOBIICHHS, PACTIPE/ICIICHUS, PETUCTPAINH, YI9eTa U XpaHEHHs, a TaKKe MpaBui opopmiIeHUs"
<11>.

<11> 3apeructpupoBan MunucrepctBom roctuuuu Poccuiickoit ®@enepauun 15 aBrycra 2012 r.,
peructpanonHblii N 25190, ¢ u3MeHEHUsMH, BHECEHHbIMM IpuKazamMu MuHHCTEpCTBA
s3npaBooxpaneHus Poccuiickoit ®enepanmm ot 30 umrons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM toctuiuu Poccuiickoit @eneparuu 27 HosiOpst 2015 1., perucrpanuoHHbIA N
39868), ot 21 ampenst 2016 . N 2541 (3apeructpupoBaH MHHHCTEPCTBOM FOCTUIIMK Poccuiickoit
Oenepaunn 18 utona 2016 r., perucrpaunonusii N 42887), or 31 oktsiops 2017 r. N 882
(3apeructpupoBad MunucrepctBoM toctuiun  Poccuiickoit ®enepaumu 9 suBaps 2018 r.,
peructpanonsbiii N 49561).

27. VYyer peuentoB, OPOPMIEHHBIX B (OpME 3JIEKTPOHHOIO JOKYMEHTA, OCYILECTBISETCS B
rocyJapCTBEHHON MH(pOPMALMOHHOM cucTeMe B cdepe 31paBooxpaHeHHs cyOobekTa Poccuiickoii
®denepani  MOCPEACTBOM BEICHHS €IUHOTO pEecTpa penentoB, o(QopMiIeHHBIX B (dopme
3JIEKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHue penentypHbIX 0JIAaHKOB

28. MeauuMHCKHE OpraHu3alyy IOJIy4aloT HEOOXOJUWMBbIE pelenTypHble OlaHku, o(opMIIeHHBIE
TUNOrpa)CKUM crocoOoM, uepe3 TeppUTOpHATIbHBIE OpraHbl YIPaBIECHHUS 31pPaBOOXPAaHEHUEM WIIH
OpraHM3aly, YIOJHOMOYEHHbIE Ha 53TO OpraHaMHU HCIIOJIHUTEIbHONW BJIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

29. PenenrtypHble OJIAaHKH, TOJJICKAIINE YIETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYCHHBIM
PYKOBOAMTENEM MEAMIIMHCKOW OpraHu3alliy, B 3allMPAeMOM METaJUIMYecKoM Imkady (ceide) mim
METAJINYECKOM SIIITHKE.

30. UuauBuaya bHbIN PEANPUHAMATENB, UMEIOIINN JTUIIEH3UI0 HA MEIUIUHCKYIO JEeSTEIbHOCTD,
XPaHUT pelenTypHble OJaHKH, MOANEKAIUE YUETy, B 3aITUPaeMOM MeTalTH4YeckoM ikady (ceide)
WA METAJUINYECKOM SIIHKE.

31. HpOBepKa COCTOsIHUA XpaHCHHUA, YYCTa, (I)aKTI/I‘-IeCKOFO HAJIMYUAg W pacxXoda PpCHCUTYPHBIX
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OJIaHKOB, TOICKALINX YYeTy, OJMH pa3 B KBapTaJl OCYIIECTBISETCS KOMHCCHEH, CO3JaHHOI B
MEAMIMHCKON OpraHU3alvHy.

32. Penentyphble OnaHku, odopmisieMble Ha OyMa)XHOM HOCUTENIE U MOAJIeXKAllUe YUeTy,
BBIIAIOTCS  MEAWIIMHCKUM  pabOTHUKaM, MMEIOIIUM TpaBo OGOPMIICHUS  PElEenToB, IO
PacHoOpsKEHUIO TJIABHOIO Bpaya WM €ro 3aMECTUTEIIS.

HonyquHHe PCLCIITYPHBIC OJaHkK Ha 6YMa)KHbIX HOCUTCIIIAX XPAHATCA MCAULIMHCKUMU
pa6OTHI/IKaMI/I B IIOMCHICHHUSX, O6CCHC‘{I/IBaIOH_II/IX HUX COXPAHHOCTbD.

33. XpaHeHHe CHeNUAIBHBIX PEIENTYPHBIX OJAHKOB HA HAPKOTUYECKOE CPEJCTBO M IICUXOTPOITHOE
BEIIECTBO M  BbIJaua YKa3aHHBIX PEUENTYpHBIX OJIAHKOB MEAWUIUHCKOMY  pPaOOTHHKY
OCYIIECTBIIICTCS B COOTBETCTBMM C NpUKa3oM MUHHCTEpPCTBA 37paBooxpaHeHus Poccuiickoii
@eneparun o 1 aBrycra 2012 r. N 54 "OOG yrBepxaeHuu (OpMbI OJIAHKOB PEIETITOB,
COZIEpIKAIMX HA3HAUYCHHWE HAPKOTUYECKUX CPEICTB WIM IICUXOTPOMHBIX BEIIECTB, MOPSIKA HMX
W3TOTOBIICHHSI, PACTIPE/ICTICHUS, PETUCTPAINH, YIeTa U XpaHEHHs, a TaKkKe MpaBmi opopmiIeHUs"
<12>.

<12> 3apeructpupoBan MunucrepctBom toctuuuu Poccuiickoit @enepauun 15 aBrycra 2012 r.,
peructpanonHelii N 25190, ¢ u3MeHeHUsIMH, BHECEHHbIMU IpuKazamMu MuHHCTEpCTBA
snpaBooxpaneHus Poccuiickoit ®enepanmu ot 30 wumrons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM toctuiuu Poccuiickoit @eneparuu 27 HosiOpst 2015 1., perucrpanuoHHbIid N
39868), ot 21 ampenst 2016 . N 2541 (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHIIMU Poccuiickoit
Oenepaunn 18 utona 2016 r., perucrpaunonusii N 42887), or 31 oktsiops 2017 r. N 882
(3apeructpupoBan MuHuctepcTBoM toctunuu Poccuiickort ®enepanmu 9 saBaps 2018 r.,
peructpanonsbiii N 49561).

34. IIporpaMMHO-TEXHHUYECKHE CPEICTBA T'OCYIAapPCTBEHHBIX HMH(OPMAIMOHHBIX CHCTEM B cdepe
3/paBOOXPAHEHMs, MEIUIMHCKUX HMH(OOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHU3aIui
o0ecrieunBarOT XpaHEHHWE DJIIEKTPOHHBIX pELENTOB, O(QOPMIEHHBIX B (HOpME DIIEKTPOHHBIX
JJOKYMEHTOB B TEUEHHE CpPOKOB, YCTAaHOBJEHHBIX ISl XpaHEHUs PpELeNnToB, OPOPMIICHHBIX Ha
COOTBETCTBYIOIIMX (popMax pelenTypHbIX OJIaHKOB Ha OyMaXHOM Hocutene <13>.

<13> Ilynkr 14 npaBui OTIyCKa JIEKAPCTBEHHBIX MpENnapaToB A MEIUIMHCKOIO NPUMEHEHUs, B
TOM YHCJI€ HWMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENaparoB, alT€YHbIMU OpraHU3alUsIMHU,
UH/IWBUYAIbHBIMUA  NPEANPUHAMATENSAMH, HMEIOIMMH  JIMLEH3UI0 Ha  (apMaleBTUYECKYIO
JIEATEIbHOCTh, YTBEPKJICHHBIX NpPUKa3oM MwuHucCTEpCTBAa 3/1paBOOXpaHeHHss Poccuiickon
®eneparun ot 11 urong 2017 r. N 4031 (3apeructpupoBad MuHUCTEPCTBOM tocTULIMU Poccuiickoit
Denepannu 8 centsaops 2017 r., peructparonnsiii N 48125).
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