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ITpuka3z Munucrepctsa 3apaBooxpaneHust PO ot 14 suBaps 2019 r. N 41 "OO0 yTBepkaeHUN OpAIKA
Ha3HA4YeHMsI JIEKAPCTBEHHBIX MPEnapaToB, GopM perenTypHbIX OJaHKOB HA JIEKAPCTBEHHBIE NPENnaparhl,
nopsiika opopMIICHUS YKa3aHHBIX OJIAHKOB, UX y4€Ta U XpaHEHHs" (C UBMEHEHUSIMU U JOTIOJTHEHUSIMH )

C u3MeHeHHMSIMH U IOMOJITHEHUSIMH OT:

11 nexadps 2019 r., 8 okTsi6pst 2020 r.
T'APAHT:

Hacrosimuii tokymeHT BKItoueH B niepedeHs HITA, Ha KoTopbie HE pacrpocTpaHsieTcs TpeboBaHue 00
otrMeHe ¢ 1 suBaps 2021 r., yctaHoBiieHHoe DenepanbHbiM 3akoHOM OT 31 uronst 2020 r. N 247-D3.
Onenka coOmoaeHus 00s3aTeNbHBIX TPEeOOBAaHUM, COAEPKALIMXCS B HACTOSIIEM JOKYMEHTE,
IIPUBJICUYEHHE K aJIMUHUCTPATUBHOM OTBETCTBEHHOCTH 3a MX HECOOJIOJEHME JOIycKaloTcs 10 1 mapra
2022 .

B coorBerctBuM ¢ myHkTomM 16 uactu 2 craten 14 ®enepanbHOro 3akoHa oT 21 HosOps
2011 1. N 323-®3 "OO6 ocHOBax OXpaHbI 370pOBbs TIpaxaan B Poccuiickoit ®enepamuu" (Cobpanue
3akoHojzatenbeTBa Poccuiickoit @epeparuu, 2011, N 48, cr. 6724; 2013, N 48, ct. 6165; 2014, N 30,
cT. 4257; N 49, ct. 6927; 2015, N 10, ct. 1425; N 29, ct1. 4397; 2016, N 1, ct. 9; N 15, ct. 2055; N 18,
cT. 2488; N 27, c1.4219; 2017, N 31, c1. 4791; N 50, ct. 7544, 7563) n noanyukramu 5.2.177, 5.2.179 n
5.2.180 Ilonoxenuss o MunucrepcrBe 3apaBooxpaHeHust Poccuiickoit Penepaunuu, yTBEpKICHHOIO
nocranoBienueMm IlpaButenbctBa Poccuiickoit @enepanuu ot 19 wuions 2012 1. N 608 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, cT. 2477;
N 22, ct. 2812; N 33, ct1.4386; N 45, ct.5822; 2014, N 12, ct. 1296; N 26, ct.3577; N 30, ct. 4307,
N 37, c1.4969; 2015, N 2, ct.491; N 12, cr. 1763; N 23, cr. 3333; 2016, N 2, ct.325; N 9, cr. 1268;
N 27, ct. 4497; N 28, c1. 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), npuKa3bIBalo:

1. YTBepauTh:

NOPSIOK Ha3HAYEHUs JIEKapCTBEHHBIX IIPENapaToB cOracHo npuioxennto N 1;

(bopMBbI perienTypHbIX OJaHKOB Ha JIEKapCTBEHHBIE MPenapaThl COrJIacHO MpHiiokeHnio N 2;

HnopsiIoKk OOPMIIEHUS PELENTYpPHBIX OJaHKOB Ha JIEKapCTBEHHBbIE Ipernaparhl, MX ydeTa U
XPaHEHMs COIJIacHO NpuioxeHuto N 3.

2. Ilpu3HaTh yTpaTUBIINMU CHILY:

npukaz  MuHucTepcTBa  3apaBooxpaHeHusi Poccuiickoir  @enepauuu ot 20  gexabps
2012 r. N 11751 "OO6 yTBep»/A€HUHU NOPsI/IKA HAa3HAYEHUS U BBIHUCHIBAHUS JIEKAPCTBEHHBIX MIPENapaToB, a
TaKke (OopM pelenTypHbIX OJaHKOB Ha JEKAapCTBEHHBIE INpernapaThl, HopsaKka o(popMIIeHUs yKa3aHHBIX
OJ1aHKOB, WX ydeTa M XpaHeHHs" (3apeructpupoBaH MuHHCTEpCTBOM tocTulMU Poccuiickoit ®enepanuu
25 uronst 2013 1., peructpanonusiit N 28883);

IYHKT 2 W3MEHEHHuH, KoTopble BHoOcATCA B [lopsmok co3naHus U JA€ATEIbHOCTH BpaueOHOU
KOMHUCCHUHM MEIMIMHCKON OpraHu3alluy, YTBEPXKIECHHBIM NMpUKa30oM MMHHCTEPCTBA 3APAaBOOXPAHEHHUS U
conuanpHoro passutus Poccuiickoit @enepannu ot 5 mag 2012 r. N 502H, u B [lopsanok Ha3HaueHUs U
BBINMCBIBAHUS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKAECHHBIM IpUKa30M MUHUCTEPCTBA 34paBOOXPaHEHHUS
Poccuiickoit @eneparu or 20 nexabpst 2012 1. N 1175H, yTBep)KIeHHBIX IpHrKkazoM MUHHCTEpCTBa
3npaBooxpanenust Poccuiickoit ®emepaumu ot 2 gekabps 2013 1. N 886H  (3apeructpupoBaH
MununctepcTBoM toctunuu Poccuiickoit @enepanun 23 nekadbps 2013 r., peructparmonssiii N 30714);

npuka3z Munucrepcersa 3npaBooxpanenus Poccuniickoit @eneparuu ot 30 urong 2015 r. N 386H "O
BHECEHMM W3MEHEHMI B IMPWIOKEHHA K IIpukasy MuHHCTepcTBa 3apaBooxpaHeHust Poccuiickoit
Oeneparun ot 20 nexadpst 2012 1. N 11751 "OO yTBep)KIACHHUU TOpPs/Ka Ha3HAUYEHHUS U BBINMHMCHIBAHUS
JIEKapCTBEHHBIX MpEnaparoB, a Takxke (opM peuentypHbIX OJaHKOB Ha JIEKapCTBEHHBIE Ipenaparsl,
nopsiika ohopMIICHUSI YKa3aHHBIX OJAaHKOB, WX y4eTa W XpaHeHHs" (3aperucTpupoBaH MUHHUCTEPCTBOM
toctuni Poccuiickoit @enepanuu 6 aBrycra 2015 1., peructpanmonnsiii N 38379);

IIYHKT | M3MEHEHUH, KOTOpble BHOCATCS B IpUKa3 MHHHMCTEpCTBa 3/paBooxpaHeHust Poccuiickoit
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Oenepannn ot 20 mexkadbps 2012 1. N 11758 "O0 yTBepKACHUU TOpsiIKa HA3HAYEHUS W BBIMHCHIBAHHS
JICKapCTBEHHBIX TPENaparoB, a Takxke (GopM penentypHbIX OJaHKOB Ha JICKAPCTBEHHBIE MPEMaparsl,
nopsiika ohopMIICHHS YKa3aHHBIX OJIaHKOB, MX y4yeTa M XpaHeHHs" M mnpuioxkeHue N 2 K MpHKa3zy
MunucrepctBa 3apaBooxpanenust Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 541 "O06 yTBepKIeHUH
¢dbopMbI OJIAHKOB PELENTOB, COJAEPKAIIMX Ha3HAYEHHE HAPKOTUYECKUX CPEACTB WM TCUXOTPOIHBIX
BEIIECTB, MOPAJIKA UX U3TOTOBIICHUS], PACIIPEICIICHUS, PETUCTPALIUY, YUeTa U XPAaHEHUs, a TaAKKE MPaBUII
odopmiteHus", YTBEPKACHHBIX NMprkazoM MHHHCTEpCTBA 31paBooxpaHeHus Poccuiickoit deneparuu ot
21 anpens 2016 r. N 2541 (3apeructpupoBan MunuctepctBoMm toctuimu Poccuiickoit ®@enepanuum 18
utoiisg 2016 1., peructpanmonusiid N 42887);

IIYHKT 5 U3MEHEHUM, KOTOPBhIE BHOCATCA B HEKOTOPbIC MPUKa3bl MUHUCTEPCTBA 3APABOOXPAHECHUS
U comnuaibHoro pasButus Poccuiickoit ®expepanuu u MuHHCTEpCTBa 3/paBooxpaHeHust Poccuiickoit
@enepa IO BOIIPOCaM OOpAIIEeHUs] JIEKApCTBEHHBIX IPENapaToB, COACPKALUIMX HAPKOTHYECKUE
CPEICTBa, ICHUXOTPOIIHbIE BEHIECTBA W HMX NPEKYpPCOPbl, M JEKAPCTBEHHBIX CPEICTB, MOANEKAIIUX
MPEAMETHO-KOJIMYECTBEHHOMY YYETYy, YTBEPKIEHHBIX TIprKazoM MUHUCTEPCTBA 3ApaBOOXPAHEHUS
Poccuiickoit @enepannu ot 31 oktsaOps 2017 r. N 882H (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHIIUU
Poccuiickoit @enepanuu 9 suBaps 2018 r., perucrpanuonnsiii N 49561).

Munuctp B.1. CkBopuoBa

3apeructpupoBano B Muntocte PO 26 mapta 2019 1.
Peructpanuonnsiii N 54173

Hpniaoxenne N 1

K Npuka3zy MuHHCTEpPCTBA 3APaBOOXPaHeHUs
Poccniickoun @exepanun

ot 14 ssuBaps 2019 r. N 4n

MMopsmok
Ha3HAYEeHHUs JIEKAPCTBEHHBIX NpenapaTroB

C u3MeHeHHSIMH H TONOJTHEHUSAMH OT:

11 mexadps 2019 r., 8 oxTss6pst 2020 r.
I. O0mue nonoxeHust

1. Hacrosmumii mopsiiok ycTaHaBJIMBAeT IMpaBuila Ha3HAYEHMsI JIEKAPCTBEHHBIX IpENapaToB AN
MEJMIIMHCKOTO MPUMEHEHHUs (Aajiee - JeKapCTBEHHbIE Mpenapatbl) U opOpMIIEHUS UX Ha3HA4YeHHs NpHU
OKa3aHHWM MEIUIMHCKOM TIOMOIIM B MEAUIMHCKUX OPTaHU3alusX .

2. Ha3naueHue JIeKapCTBEHHBIX IMPENapaToB OCYLIECTBIIAETCS JIeHallldM BPayoM, (esbIIIepom,
aKyIIepKOH B CIy4yae BO3JI0KEHHUS HA HUX IMOJHOMOYMH JIEHAIlEro Bpada B IIOPs/IKE, YCTAHOBIECHHOM
npuka3zoM MUHHCTEPCTBA 3paBOOXPAHEHUsI M couuanbHOro pasutus Poccuiickoin ®enepaunu ot 23
mapta 2012r1.N 2520 "O6 yrtBepknenun Ilopsaka Bo3JOXKeHHS Ha (Qenpamepa, akymepky
PYKOBOJUTENIEM MEAUIIMHCKONW OpraHU3ally MIPU OPraHU3aliy OKa3aHusl IEPBUYHON MEIUKO-CaHUTapHOU
MIOMOIIIM ¥ CKOPOH METUIIMHCKOM MOMOIIH OTIENbHBIX (PYHKIHMH JIeHalero Bpadya o HemoCcpeICTBEHHOMY
OKa3aHHI0 MEAMIIMHCKON MOMOIIY MAallMEeHTy B NMEpUoJ HAOJIOIEHUS 32 HUM U €ro JICYeHHsI, B TOM UYHUCIIe
[0 Ha3HAYEHUIO M NPUMEHEHUIO JIEKAPCTBEHHBIX IIPENapaToB, BKIOYAs HAPKOTUYECKUE JIEKAPCTBEHHBIE
npenaparbl M ICUXOTPONHBIE JIEKAPCTBEHHbIE Tpenapathl” >, MHAUBUAYaTbHBIMHE IIpeINpUHAMATENIMH,
OCYILECTBIISIOUIMMH MEIULIUHCKYIO AESTETBHOCTD (1aj1ee - MeUIIMHCKUE PAOOTHHKH).

3. CBenmeHuss O Ha3HauYE€HHOM JIEKapCTBEHHOM IIpenapare (HaMMEHOBAHUE JIEKapCTBEHHOIO
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npemnapara, J03UpPOBKa, CIOCOO BBEJIEHUS U MPUMEHEHHS, PEXKHUM TO3UPOBAHUS, MPOJOJLKUTEILHOCTD
JeyeHust 1 000CHOBaHME Ha3HAUCHHsI JICKAPCTBEHHOTO MpernapaTa) BHOCATCS MEIUIIMHCKAM PaOOTHHKOM B
MEIUIUHCKYIO JOKYMEHTALMIO NAlMEHTA.

B cnyuasx, ykazamHeix B mnyHktax 9-12 mHacrosimero Ilopsiaka, MenuIMHCKHIA paOOTHHK
oQopMIIsIeT Ha3HAYeHHE JIEKAapCTBEHHBIX IpEnapaTroB, B TOM YHCIE MOJUICKAIIMX H3TOTOBICHUIO U
OTIIyCKYy AaNTEeUYHbIMM OpraHu3alusMy (Jajee - JIEKapCTBEHHbIE Ipenaparbl HMHAWBUYaJIbHOTO
U3TOTOBJICHUSI), Ha pelenTypHoM OiaHke, o(opMIeHHOM Ha OyMa)XHOM HOCHUTEJE 3a CBOEH MOAMHCHIO
(manee - peuent Ha OyMa)XHOM HOCHTeNe), W (WJIM) C COTJacHsl MAlMeHTa WM €ro 3aKOHHOTO
peiCcTaBUTeNs® Ha pPeLenTypHOM OjnaHke B (OpME 3JIEKTPOHHOTO JOKYMEHTa C MCHOIb30BaHHEM
YCUJIGHHOW KBATU(DHUIIMPOBAHHON SJIEKTPOHHON TOJNICH MEIUIMHCKOTO pabOTHUKA (J1ajee - pelent B
dbopmMe IEKTPOHHOTO JTOKYMEHTA).

Penient B (opme 3IEKTPOHHOTO JOKYMEHTa, COACPKAIIMK Ha3HauUCHHE HAPKOTHUECKUX CPEICTB
WIM TICUXOTPOIHBIX BEIIECTB, MOIMUCHIBACTCS C MCIOJIb30BAHUEM YCHUJICHHON KBaIU(DUIIMPOBAHHOMN
AJIEKTPOHHOM IIOJIKCH JIeYalllero Bpadya Wiau (enbauiepa, aKylmepky, Ha KOTOPbIX BO3JIOKEHbI (PYHKIMU
Jleyaliero Bpaya, i COOTBETCTBYIOIIEH MEMIIMHCKON OpraHu3auy .

Odopmrnenue perentoB B popMe 3JIEKTPOHHBIX JOKYMEHTOB OCYILIECTBIISICTCS B CIIy4ae MPUHITHS
YIOJTHOMOYEHHBIM OpraHOM HMCIIOJHUTEIbHOMN BiIacTu cyobekta Poccuiickoit denepanuu B COOTBETCTBUU
¢ nyHkrom 4 crareu 6 @epepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 oOpaiienun
JNIEKapCTBEHHBIX CpPEACTB"° pemleHus 00 WCIONb30BAHUM Ha Teppuropuu cybbekta Poccuiickoit
Qenepany HapsAAy C peUENTaMHd Ha JIEKapCTBEHHBIE IMpenaparbl, O(GOPMIIEHHBIMH Ha OyMaXKHOM
HOCHUTEJIe, PELENTOB Ha JIeKapCTBEHHbIE mpemapaTsl, CHOPMHUPOBAHHBIX B (QOpPME AIEKTPOHHBIX
JIOKYMEHTOB.

4. Ilpu BbIlMCKE MallMEHTa M3 MEIULMHCKOW OpraHu3alud, B KOTOPOHl €My OKa3blBajlach
MEJMIMHCKAsT TOMOIIb B CTAallMOHAPHBIX YCIOBUSX, JAHHOMY IALIMEHTY 10 PELICHUIO0 PYKOBOIUTENS
MEIUIUHCKON OpraHu3alluy Ha3HayaroTcs ¢ oopMIIeHUEM pelienTa B (hopMe 3JIeKTPOHHOIO JJOKYMEHTa U
(unu) Ha OyMa)kHOM HOCHUTEJE (32 UCKIIIoUeHUEM 0(OpPMIICHHS PELIENTOB Ha JIEKapCTBEHHbIE MIpenapaThl,
HoJyIeXkale OTIYCKy OeCIIaTHO MJIM CO CKHJIKOM) JnOO BBIAAIOTCS (MALMEHTYy WIH €ro 3aKOHHOMY
IPEJICTAaBUTEINI0) OJHOBPEMEHHO C BBINHUCKOW W3 HUCTOPUHU OOJE3HU JIEKAPCTBEHHBIE IpeEnapaTsl, B TOM
YHCJIE HAPKOTHMYECKHE M IICUXOTPOIHBIE JIEKAPCTBEHHBIE IpenapaTsl, BHeceHHble B crnucku [I u III
NepeyHsl HAPKOTUYECKUX CPEJICTB, ICUXOTPOIHBIX BEIIECTB U UX MPEKYPCOPOB, MOJIEKAINX KOHTPOJIIO B
Poccuiickoit @enepannu, yrBepxkacHHOro nocranosienneM Ilpasurenscrsa Poccuiickoin denepanun ot
30 urons 1998 r. N 681 ¢ (nanee - ITepeuens), cHIbHOAEHCTBYIOIME JTeKAPCTBEHHBIE TIPENAPAThI, HA CPOK
IpyeMa MauyMeHTOM J10 5 THEMH.

5. Ha3HaueHue neKapCTBEHHBIX MpENaparoB MpH OKa3aHMM MEIUIIMHCKOM IOMOIIU B
CTAllMOHAPHBIX YCIOBHUAX B TpeOOBAHMAX-HAKIAJHBIX, HAINPaBISEMbIX B aNTeYHble OpraHU3aIMH,
ABJISAIOIIMECS CTPYKTYPHBIMU MOJpa3AEICHUSIMU MEIUIMHCKON OpraHu3alud, B KOTOPOM OKa3bIBAeTCS
MEAMIMHCKAsT MOMOIIb, OCYILECTBIISIETCS B COOTBETCTBUU € VHCTpyKIMeEl O MOpPSAKE BBINUCHIBAaHUS
JIEKapCTBEHHBIX TpenaparoB M O(OpPMIIEHUS pELEenToB U TpeOOBaHUMN-HAKIAIHbBIX, YTBEP>KICHHON
npukazoM MUHHCTEPCTBA 31paBOOXpaHEHMS M COLMAIBHOro pas3BuTus Poccuiickoii ®@enepanuu ot 12
despans 2007 r. N 110 "O nopsike Ha3HauU€HUS U BBHINHUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, W3/EIHM
MEMIIMHCKOTO HA3HAYEHMS ¥ CTIEIMAIN3MPOBAHHbIX POIYKTOB JeueOHoro nuranus” .

6. HaznayeHuwe JieKapCTBEHHBIX MPENapaToB OCYIIECTBISCTCS MEAUIIMHCKUM PAOOTHUKOM TIO
MEXyHapOJAHOMY HENAaTEHTOBAHHOMY HAaMMEHOBAHUIO, & IIPU €r0 OTCYTCTBHM - TPYIIIMPOBOYHOMY WIIU
XUMHYECKOMY HAaUMEHOBaHUIO. B  ciaywyae OTCYTCTBHS  MEXAYHapOJHOTO  HEMNaTEeHTOBAHHOIO
HAaUMEHOBAHMUS M TPYNIHMPOBOYHOTO MM XUMHYECKOIO HAWMEHOBAHUS JIEKapCTBEHHOIO IIpenapara,
JIeKapCTBEHHBIN Mpenapar Ha3HayaeTcs MEAUIIMHCKUM paOOTHUKOM IO TOPrOBOMY HaMEHOBAHHUIO.

[lpy HaNMUUMU MEAMUIMHCKUX TOKa3aHWN (MHAWBUAyalIbHAs HENEPEHOCUMOCTh, MO YKU3HEHHBIM
MOKA3aHMAM) 110 pELICHMIO BpadeOHOM KOMHCCHH MEIUIMHCKON OpraHu3alMyu® OCYIIecTBISeTCs
HazHaueHHe M Oo(OopMIIEHHME Ha3HAUCHHs JIEKAPCTBEHHBIX INPENapaToB, HE BXOJAMIUX B CTaHIAPTHI
MEUITMHCKOW TTOMOIIH, pa3pabOTaHHBIX B COOTBETCTBUU C MyHKTOM 4 cTtathu 10 deaepanbHOrO 3aK0HA
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oT 21.11.2011 N 323-®3 "O6 ocHOBax OXpaHbI 370pPOBbs IpakaaH B Poccuiickoit ®enepanun ’, mu6o 1o
TOPTOBBIM HaWMEHOBaHUSAM. Pemienue BpaueOHOM KOMHCCHU MEIUIIMHCKOM OpraHu3anuu (puKcupyercs B
MEIUIUHCKON JOKyMEHTAlMM NallMeHTa U B )KypHaJle BpaueOHOW KOMHCCHU.

7. Ha3naueHue JIEKapCTBEHHOTO Mperapara B perente Ha OyMa)KHOM HOCHUTENE WM pelente B
(opMe 3IEKTPOHHOrO JOKyMEHTa O(OopMiIseTcs Ha HMMs MalUeHTa, sl KOTOpOro IpeaHa3HaueH
JIEKapCTBEHHBIN IIpenapar.

Penent Ha OymaxkHOM HocuTene, ohOpMIICHHBIH Ha peuentypHoMm Omanke (opm N 107-1/y,
N 148-1/y-88, N 148-1/y-04 (11), yTBEepXKIE€HHBIX HACTOSIIUM HPUKA30M, a TAKKE PElenT Ha OyMakHOM
HocuTene, ohopMIIEHHBIH Ha peuentypHoM Omanke (opmbl N 107/y-HII, yTBepkaeHHOW mpukazom
MunucrepctBa 3apaBooxpanenus Poccuiickoit @eneparuu ot 1 aBrycra 2012 r. N 541 "O06 yTBepKIeHHH
(GopMbl OJAHKOB PELENTOB, COAEPKAIIMX HA3HAYEHUE HAPKOTUYECKHX CPEICTB WU ICUXOTPOIHBIX
BELIECTB, NOPSAJKAa UX U3TOTOBJIECHUS, pacIIpeAEIeHuUs, pETUCTpallM, yueTa U XpaHEHUs, a TaKXKe MpaBuil
odpopmnenus" '’ (nanee - ¢opma N 107/y-HII), MokeT ObITH HOTy4eH MALMEHTOM, €r0 3aKOHHBIM
IPEJICTAaBUTEIEM WM  JIULOM, MMEIOMIEM# O(QOPMIIEHHYIO B COOTBETCTBUM C TPaXKIAHCKUM
3aKoHoAarenscTBOM Poccuiickoit denepanii JOBEPEHHOCTh OT MAIMEHTa Ha IIPaBO IOJyYEHUs TAKOTO
peuernrta (anee - yrnoaTHOMOYEHHOE JIUIIO).

Penennt B opMe 3JEKTPOHHOTO JOKyMEHTa (OPMHUPYETCSl C MCIIOJIb30BAaHHEM T'OCYAApPCTBEHHOM
MH(POPMALIMOHHON CUCTEMBI B cpepe 3apaBooxpaHeHus cyobpekTa Poccuiickoit depepannu, MeTUITMHCKOR
MH(POPMALMOHHOM CHCTEMBI MEUIMHCKOI opranu3anuu ',

@akT BbJAYM peuenTa Ha JIEKapCTBEHHBIN IpernapaT 3aKOHHOMY HPEICTaBUTENIO0 MWIU
YIOJIHOMOYEHHOMY JIULY (GUKCUPYETCS B MEULIMHCKOMN IOKYMEHTALIUH MalMEeHTA.

8. MeauumHCKUM pabOTHHUKaM 3amperiaeTcss opOpMIIITh PEenThl MPU OTCYTCTBHH y TMAIlMEHTa
MEJMIMHCKUX MOKAa3aHMii; Ha He3aperuCTPUPOBAHHbIE JIEKAPCTBEHHbIE TIPENapaThl |~; HA JIEKAPCTBEHHbIE
npenaparsl, KOTOpble B COOTBETCTBUM C MHCTPYKIMEN 10 MEAUIIMHCKOMY IPUMEHEHUIO MpeAHa3HAuYEHBI
JUISL IPUMEHEHUS TOJIBKO B MEIMLMHCKAX OPraHMU3ALMSX; HA HAPKOTUYECKUE CPEACTBA U IICUXOTPOIHBIE
BellecTBa, BHeceHHble B crucok [l IlepeuHs, 3aperucTpupoBaHHbIE B KayeCTBE JIEKAPCTBEHHBIX
IIPENapaToB, B LENSIX IPUMEHEHNUS I JI€YEHUI HAPKOMaHUU.

WuauBuayanbHbIM — MPEANPUHUMATENSAM, OCYIIECTBISIOUIMM — MEIUIMHCKYIO  J€STEIbHOCTD,
JIOTIOJTHUTENBHO K TpeOOBAaHUAM, YKa3aHHbIM B a03alle MEpBOM HACTOSIIETO ITyHKTa, 3alperiacTcs
0(QOpMIISITh PELENThl HA HAPKOTHUUECKHUE CPEACTBA U MCUXOTPOIIHbIE BElIeCTBa, BHECEHHBbIE B crivcku I u
IIT Tlepeuns (naysiee - HapKOTHYECKHE U TICUXOTPOIHBIE JIeKapcTBeHHbIE mpemnaparsl cnuckoB I u 111
[lepeuns).

9. Ilpu Ha3Ha4yeHUM HAPKOTMYECKHUX M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX INpenaparoB crucka Il
[lepeuns, 3a MCKJIIOUYEHUEM JIEKAPCTBEHHBIX IMPENapaToB B BHJIE TPAHCAEPMAIbHBIX TEParneBTHUECKUX
CHUCTEM M JIEKAPCTBEHHBIX IMIPENApaToOB, COACPKAIIUX HAPKOTHYECKOE CPEICTBO B COUYETAHUH C
AQHTaroOHUCTOM OIMOMJIHBIX pELENTOpPOB, pELUenThl Ha OyMaXHOM HocuTene OQOpMIISIOTCS Ha
peuentypHoM Onanke Gopmer N 107/y-HIT.

10. Penentypusiii 61ank hopmbl N 148-1/y-88 odopmisieTcs mpu Ha3HAYEHUU:

1) HapKoTHYECKMX M INCHUXOTPOIHBIX JIEKAPCTBEHHBIX INpenaparoB cnucka [l Ilepeuns B Buze
TpaHCIIEPMAJIbHBIX TEPaeBTHUECKUX CUCTEM, HAPKOTHUECKHUX JIEKapCTBEHHBIX MpemnaparoB crucka [l
[lepeunsi, conepkalux HAPKOTUYECKOE CPEACTBO B COUETAHUM C AaHTAarOHUCTOM OIMOUJHBIX PELIENITOPOB,
IICUXOTPOIHBIX JIEKAPCTBEHHBIX NpemnapaTtos cniucka 11 [Tepeuns;

2) nexapcTBEHHBIX IMpPErnapaToB, 00JAAOMUX aHAOOINYECKOM aKTUBHOCTHIO (B COOTBETCTBHH C
OCHOBHBIM (papMaKOJOTHYECKUM JIEHCTBUEM) M OTHOCSIIUXCS M0 aHATOMO-TepareBTUYECKO-XUMHUUECKON
Knaccu(MKalUd, peKoMeHI0BaHHON BcemupHoil opranusanueii 3apasooxpanenus (nanee - ATX) 'V,
aHaOonmuueckuMm ctepounam (koxg Al4A) (mamee - JIeKapCTBEHHBIE TIpemapathbl, OO0IaaroIIne
aHa0OJTMYECKOM aKTUBHOCTBIO B COOTBETCTBHH C OCHOBHBIM (DapMaKOJIOTMUECKUM JICHCTBHEM);

3) nexapcTBEHHBIX IMPENaparoB, yKa3zaHHbIX B nyHkTe 5 Ilopsaka oTmycka (U3MYECKHM JIHMIIAM
JIEKapCTBEHHBIX MPENaparoB JUIsi MEAULMHCKOIO NPUMEHEHMS, COAEPKALIMX KPOME MajblX KOJIMYECTB
HapKOTHUYECKUX CPEJCTB, ICHUXOTPOIHBIX BEIIECTB M HX IPEKYpCOPOB Apyrue (papMakoJOTrHUecKue
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aKTUBHBIE BEILIECTBA, YTBEP)KACHHOIO IIpHKa3oM MMHUCTEpCTBA 3IPABOOXPAHEHUS U COLHUAIBHOTO
pasButus Poccuiickoii ®emepamuu ot 17 wmas 20121.N 562 '* (manee - Ilopsmox ormycka
JIEKapCTBEHHBIX IIPenapaToB);

4) JeKapCTBEHHBIX IPENapaToB MHAMBHUIYaJbHOTO M3TOTOBJIEHMSI, COAEPXAILIUX HAPKOTUUYECKOE
CPEACTBO MJM INCUXOTponHoe BeuiecTBo criucka Il Ilepeuns, u apyrue Qapmaxonoruyeckue akTUBHBIE
BELIECTBA B J103€¢, HE MPEBBILIAIONIEH BBICIIYI0 pa30BYyI 103y, U IPU YCIOBUHU, YTO OTOT
KOMOMHUPOBAHHBIM JICKApCTBEHHBIM Ipernapar He SBISETCS HAPKOTUYECKMM WM ICUXOTPOIIHBIM
JIEKapCTBEHHBIM ITpenapaToM cnucka Il [lepeuns;

5) JexkapCTBEHHBIX IpernapaTroB, IOJUIEKALIUX I[PEIMETHO-KOJIUYECTBEHHOMY Y4YeTy, He
NEPEYNCIICHHBIX B MOJAMYHKTAX | - 4 HACTOSILEro MyHKTa (332 UCKIIOYEHUEM JIEKAPCTBEHHBIX IPENapaToB,
OTIyCKaeMbIX 0€3 perenTa).

11. Penentypusriii 61ank hopmbl N 148-1/y-04 (1) odopMisieTcst mpu Ha3HAYEHUH JICKAPCTBEHHBIX
[penapaToB rpakJaHaM, UMEIOLMM MpaBo Ha OECIIaTHOE MOJY4YEHHE JIEKApCTBEHHBIX MPENapaToB WIN
MIOJTyYEHUE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM.

12. Penentypusiit 6mank dhopmver N 107-1/y opopmiisercs npu Ha3HAYCHUH:

1) nexkapCTBEHHBIX NpenaparToB, yKazaHHBIX B nyHkre 4 Ilopsaka oTmycka JieKapCTBEHHBIX
IpenapaTos;

2) nexapCTBEHHBIX IIPENApaToOB, HE YKa3aHHBIX B IyHKTax 9 - 11 Hacrosiero [lopsaka.

13. IIpu Ha3HAUYEHUM JICKAPCTBEHHOT'O Npernapara MHIAMBUAYAIbHOTO W3rOTOBICHUS B peLenTe Ha
OyMaXHOM HOCHTENE U (W) perente B popMe 3JIEKTPOHHOTO IOKYMEHTa HAUMEHOBAHHUS JIEKAPCTBCHHBIX
[penapaToB, BKJIIOUEHHBIX B IepeueHb JICKAPCTBEHHBIX CPEACTB s MEAMLMHCKOTO HPUMEHEHHS,
TOIEXKAIUX TTPEMETHO-KOJIMIECTBEHHOMY yUeTy | (j1ajiee - IeKapCTBEHHbIE IIPENaparhl, BKIIOUYEHHBIE B
nepeuenb [1IKVY), yka3bIlBaloTCs B Hauaje pelenTa, 3aTeM - BCe OCTaJIbHbIE HHIPEHEHTHI.

14. Ilpn Ha3HAYEHUM JIEKAPCTBEHHOTO Iperapara B perente Ha OyMaKHOM HOCHUTENe M (WJIH)
peuente B (opMe 3JIEKTPOHHOIO JOKYMEHTa 3alpeIlaeTcsl IMPEBBINIATh KOJUYECTBO HAPKOTHUYECKUX
CPEJICTB WJIM IICUXOTPOIHBIX BEHIECTB, KOTOPOE MOXET ObITh BBIMUCAHO B OJJHOM PEIENTEe, yCTAaHOBICHHOE
npunoxennem N 1 k HactosmeMy Ilopsiziky, 3a UCKIIOUEHHEM CIy4aeB, YKa3aHHBIX B IyHKTax 16 u 25
Hacrosuero [lopsaka.

15. Ilpu Ha3HAYEHUU JEKAPCTBEHHBIX MPENaparoB, BKIIOUEHHBIX B repeueHb [IKY, n03a koTopbix
NpPEBBIIIAET BBICIIUN OJHOKPATHBIM MpHEM, MEAMIMHCKHM pabOTHUK O0O3HauaeT 03y JTOro
JIEKapCTBEHHOTO IIpernapara B pelente Ha OyMa)kHOM HOCHUTENE MPONHCHhIO C MPOCTABICHHEM
BOCKJIMIIATEJILHOTO 3HAaKa M (WJIM) MPOCTABISET BOCKIMLATENbHBIN 3HAK NMpU OQOPMIICHUM pELENTa B
(opMe NIEKTPOHHOTO JOKYMEHTA.

Wndhopmarus 06 n3MEHEHHSX :
Ilynxkm 16 usmenen ¢ 9 gpespansn 2020 e. - Ilpuxaz Munzopasa Poccuu om 11 oexabpsa 2019 . N 1022H

CMm. npedvioyuyro pedaKyuio

16. KonndecTBOo Ha3HAYCHHBIX JICKAPCTBEHHBIX MPENapaToB, BKIOYEHHBIX B niepedeHs [IKY, mpu
OKa3aHUM MallUeHTaM, HY>KJAIOIIUMCS B TTUTEIHLHOM JICUEHUH, IEPBUYHON MEIUKO-CAaHUTAPHOU MOMOIITU
Y MAJJTHATUBHON MEIUIIMHCKOMN MOMOIIM MOKET OBITh YBEIIMUEHO C YUE€TOM KIMHHUYECKUX PEKOMEHIAINI
He Ooniee 4eM B 2 pasa MO CPaBHEHUIO C KOJMYECTBOM HAPKOTHYECKHX CPEACTB WM TICHXOTPOIHBIX
BEIIIECTB, KOTOPOE MOXXET OBITh BBIMHMCAHO B OJTHOM pEIENTE, YCTAaHOBJICHHBIM mpriioxkeHuem N 1 K
Hactosimemy [lopsaxy.

B ciywasx, mpenycMOTpeHHBIX a03ariemM MepBbIM HACTOAIIETO MYHKTA, Ha pelenTax Ha OyMaXHOM
HOCHUTENE MPOu3BoaUTCA Haanuch "[lo cnenuanbHOMY Ha3HAYEHHIO", OTJAENBHO 3aBEPEHHAs IMOJIUCHIO
MEJUIIMHCKOTO PA0OTHUKA W TIEYaThl0 MEIWIIMHCKOW opraHuzanmm "Jlms pernenToB", Ha pemenTtax B
dbopMe DIEKTPOHHOTO JOKyMEeHTa mpou3BoauTcs otMerka "[lo crmenmuanbHOMY HazHaueHUIo" ¢
MIPOCTABJICHUEM YCUJICHHOUN KBATU(DUITIPOBAHHON IEKTPOHHON MOIMICH MEAUITTHCKOTO PaOOTHHKA.

17. CocTaB JeKkapCTBEHHOTO TMperapara, JeKapcTBeHHas (opma M oOpaiieHHe MEIUIIMHCKOTO
paboTHHKa K (hapMaleBTHUYECKOMY paOOTHUKY 00 OTITyCKe JIEKApCTBEHHOTO Tpenapara ohopMIISIOTCS Ha
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JATUHCKOM $I3bIKE B POJIUTEIILHOM IaJIEXKeE.

[Ipu odopmieHUU peUenTypHBIX OJAHKOB JIOMYCKAETCS HCIIOJNB30BAHHE COKpAIICHUN
(mpunoxxenne N 2 k Hactosmemy [lopsnaky).

[Ipn Ha3HAYEGHWU JIEKAPCTBEHHOTO TIpermapara HE JOMYCKAaeTCs COKpalleHWe OJM3KUX TI0
HAaUMEHOBAHUSIM HHTPEIUEHTOB, COCTABISIOIIMX JIGKAPCTBEHHBIM IMpermapaT, HE IO3BOJISIFOIINX
YCTaHOBUTb, KAKOW UMEHHO JIEKAPCTBEHHBIN IIpenapaT Ha3HayeH.

18. Cnocob mpuMeHeHus JIEKapCTBEHHOTr0 Mpernapata 0003HavaeTcsl ¢ yKa3aHUEeM J103bl, YaCTOTHI,
BpPEMEHHU IpUeMa OTHOCHUTENIbHO CHa (YTpOM, Ha HOYb) M €ro JIMTEIbHOCTH, a JJI JIEKApCTBEHHBIX
[penapaToB, B3aUMOICHCTBYIOIUX C MUILEH, - BpEMEHH MX YNOTPeOJIeHNs OTHOCUTENLHO MpUeMa MUIIU
(1o enbl, BO BpeMst €/1bl, TTOCJIE €/IbI).

19. IIpu HEOOXOAUMOCTH HEMEIJIEHHOTO UM CPOYHOrO (B TeUEHHUE IBYX pabouux JHEH) OTIycKa
JIEKapCTBEHHOIO Mperapara MalueHTy B BEpXHEH 4acTu pelenta Ha OyMa)kHOM HOCUTEJE MTPOCTABIISIOTCS
ob6o3HaueHus "cito" (cpounHo) wim "statim" (HeMeUIeHHO). AHAJIOTMYHBIE 0003HAYCHUS MPOCTABIISIOTCS B
BHJIE OTMETOK IpH 0POpPMIICHUH perienta B GopMe dJIEKTPOHHOTO JTOKYMEHTA.

20. IIpu odopmiieHnn Ha3HAYEHHS TOTOBOTO JIEKAPCTBEHHOT'O Mpenapara B perente Ha OyMaxHOM
HOCHTEJIC WJIM perente B (opMme 3JIEeKTPOHHOTO JOKYMEHTa KOJIMYECTBO JEHCTBYIOIIUX BEIICCTB
YKa3bIBae€TCS B COOTBETCTBMM C HMHCTPYKIMEH IO MEIUIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara.

[Tpu odopmieHUr Ha3HAuUEHUsS JIEKAPCTBEHHOrO Mpernapara WHAWBHIYalbHOTO W3TOTOBJICHHS B
penenTe Ha OyMa)KHOM HOCHTEIIE WIIH Perente B (hopMe MICKTPOHHOTO JOKYMEHTA KOJIMYECTBO TBEPBIX U
Chimy4nx apMaleBTUUECKUX cyOcTaHuui ykasbiBaetcss B rpammax (0,001; 0,5; 1,0), xuakux - B
MUJUTHJIATPAX, TpaMMax U Karuisix.

21. Peuentsl Ha OymMa)kHOM HocHTeNe, B ¢opMe 3JIEKTPOHHOTO JOKYMEHTa, O0OpMIICHHbIE Ha
peuentypHom Omanke ¢dopmbl N 148-1/y-88 w mpenHa3sHayeHHBIC JUISI OTIYCKa JIEKAPCTBEHHBIX
MpenaparoB, NPeayCMOTPEHHBIX NoanyHKTamu 2 - 5 nyHkTa 10 Hacrosimero Ilopsnka, neicTBUTENbHBI B
TeyeHue 15 aHeit co 1HsA opopMIIeHUS.

Wndopmarys 06 m3MEeHEHHAX:
Ilynkm 22 usmenen ¢ 9 gpespans 2020 e. - Ilpuxas Munzopasa Poccuu om 11 oexabps 2019 o. N 1022H

CMm. npedvloywyro pedaKyuio
22. Peuentsl Ha OyMa)kHOM HocHTeNe, B ¢opMe 3IEKTPOHHOTO JIOKyMeHTa, o(opMIIeHHBIE Ha
peuentypaoMm Omanke dopmbl N 148-1/y-04 (1) W mpegHa3HayeHHBIE MJIA OTIYCKA JIEKAPCTBEHHBIX
mpenapaToB rpakaaHaMm, ykazaHHeIM B nyHkTe |1 Hacrtosimero Ilopsinka, melicTBuTenbHbl B TeueHue 30
JHEH co AHS 0(DOpPMIICHHS, 32 UCKIIIOUEHHEM ClTydaeB 0OpMIICHHUS peIenTa B COOTBETCTBUU C ITYHKTAMU
39 u 40 Hacrosimero [Topsinka, mpu KOTOPBIX OH AEMCTBUTENICH B TeUeHHe 15 qHei co nHS odopMIIeHHUS.

Wndhopmarist 06 n3MEHEHHSX:
Ilynkm 23 uzmenen c 9 gpespans 2020 e. - [Ipuxaz Munzopasa Poccuu om 11 oexabps 2019 2. N 1022H

CMm. npedvloywyro peoakyuio

23. Peuenthl Ha OymMa)kHOM HOcHTeNEe, B GopMe 3JIEKTPOHHOTO JOKYMEHTa, O0OpMIICHHbIE Ha
peuentypHoM Omanke (opmbl N 148-1/y-04 (1) m mpeaHa3sHa4deHHbIE Ul OTIyCKa JIEKApPCTBEHHBIX
IIpenapaTroB rpaxkJaHaM, JOCTUIIIMM II€HCMOHHOTO BO3pacTa, WHBAJIMJIAM II€pBOM  TPYIIIIHI,
NEeTAM-UHBAIUAAM, a TaKKe TpaKAaHaM, CTPAJAlOIIUM XPOHMUYECKUMH 3a00JIE€BaHUSAMHU, TPEOYIOUIMMHU
JUTUTEIIBHOTO KYPCOBOTO JICUCHHUSI, IEHCTBUTENbHBI B TeueHue 90 qHel co qHs opopMITeHHUS.

Jiss nedeHust XPOHMYECKUX 3a00JeBaHMN YKa3aHHBIM KaTEropusM TpaxJaH JEeKapCTBEHHBIC
npenaparsl ¢ OpOPMIIEHHEM DPELENTOB Ha OyMa)XHOM HOCHUTEJE WM PELENTOB B (opMe AJIEKTPOHHOTO
JIOKYMEHTa MOTYT Ha3Ha4yaTbCsl Ha Kypc jedeHus 10 180 nuei.

24. Peuenthl Ha OyMa)kHOM HOcHTeNe, B (GopMe 3JIEKTPOHHOTO JOKyMEHTa, O0(OopMIIEHHBIE Ha
peuentypHoM Omanke (Gopmvel N 107-1/y u nmpeqHasHaueHHbIE JUIS OTIIyCKa JICKAPCTBEHHBIX MPENapaToB,
MPEayCMOTPEHHBIX TyHKTOM 12 Hactosmero llopsiaka, meiicTButenbHbl B TedeHue 60 nHEl co IHS
oopmieHus.
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[Ipy Ha3HaueHUM TOTOBBIX JIEKAPCTBEHHBIX MPENapaToB U JIEKAPCTBEHHBIX IIPErapaToB
WHMBUIYAIBHOTO M3TOTOBIICHUS MAIIMEHTaM C 3a00JIeBaHUSMH, TPEOYIONIMMH JUTUTEIHLHOTO KYypCOBOTO
nedeHus, ¢ opopmiaeHueM Ha perientypHoM Omanke Gopmer N 107-1/y penenta Ha OyMaXHOM HOCHTEIES
Wi B HopMe 3IEKTPOHHOTO JOKYMEHTA YCTaHABIMBACTCS CPOK JICHCTBUS pEIenTa B Mpeieiax 10 OJHOTO
KaJICHJIapHOTO roJia.

B cnydae ycraHoBieHHs Ccpoka JEHCTBUS pelenTa B MOpelaenax 0 OJHOrO roja B perente
npocrapisercs orMerka "[lo crnenuasbHOMY Ha3HauYeHHIO", 0003HAYaeTCsl CPOK JEHUCTBHS pEIeNnTa H
MEePUOIUYHOCTh OTITYCKa JIEKAPCTBEHHBIX MPEMAPATOB U3 ATEUHON OpraHU3AlMK WM WHIUBUIYAIbHBIM
NpeanpuHUMATEeM, HMMEIOIUM JMIEH3MI0 Ha (apMalleBTHUECKYIO esATeNbHOCTh © (ekeHenenbHo,
€XKEMECAYHO M MHBbIC TMepuoibl). J[OMONMHUTENBHO 3TO YKa3aHHWE 3aBEpseTCs MOAMUCHI0O U IE€YAThIO
MEUITMHCKOTO paOOTHHKA, a TAaK)Ke MeYaThl0 MEAUITMHCKON opraHu3anuu "Jlisg penenToB" (mis peuenrta
Ha OyMa)KHOM HOCHTEJIC) WM YCHJIICHHON KBATM(MUIIMPOBAHHON 3JEKTPOHHOU MOAMUCHI0 MEIUIUHCKOTO
paboOTHUKA U JIUIIA, YIIOJTHOMOUYEHHOTO 3aBEPATh JOKYMEHTHI OT HMEHU MEIUIIMHCKON OpraHu3auuu (s
penienTa B popme IEKTPOHHOTO IOKYMEHTA).

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 25 usmenen ¢ 9 gpespans 2020 e. - Ilpuxas Munzopasa Poccuu om 11 oexabpsa 2019 o. N 1022H

CMm. npedvloywyro pedaKyuio

25. PeuenTthl Ha NPOU3BOAHBIE OapOUTYPOBOM KHCIOTHI, KOMOWHUPOBAaHHBIE JIEKAPCTBEHHBIC
npenaparsl, CoJepKallue KOAEUH (€ro CojM), WHble KOMOWHHPOBAHHBIE JIEKAPCTBEHHBIE MpENnaparsbl,
NoJJIeKaIe  MPEeIMETHO-KOJIMYEeCTBEHHOMY  Y4eTy, JIeKapCTBEHHbIE IMpernapaThl, O0Jagaromie
aHa0OJIMYECKON aKTUBHOCTBIO B COOTBETCTBUUM C OCHOBHBIM (DapMaKOJIOTMYECKUM JIEHCTBUEM, JUId
Jie4YeHUs MAIUEHTOB C XPOHUYECKUMU 3a00JIEBAaHUSIMU MOTYT OOPMIISIThCS Ha Kypc JeueHus A0 60 aHeil.

B cnyuae, xorma kypc nedeHus cocrtaBisier Oosiee 30 JHEW AOMOMHUTENIBHO B perenTtax Ha
OyMa)kHOM HocHTeNe MpousBoAuTcs Haanuch "[lo crenuanbHOMY Ha3Ha4YeHHIO", 3aBepeHHast MOANUCHIO
MEUIIMHCKOTO pabOTHUKA M TeYaThl0 MEAMIIMHCKON opranuzanuu "J{ns penentoB", pernentax B Gopme
JJIEKTPOHHOTO JTOKYMEHTAa NMPOU3BOAUTCS oTMeTKa "[lo cnenualbHOMY Ha3HA4YEHHIO", ¢ NMPOCTABIEHUEM
YCUJIGHHOM  KBalM()UIMPOBAHHON  BJIEKTPOHHOM  TMOJNMCH  MEIUIUHCKOrO pabOTHUKAa U JIKILA,
YIOJTHOMOYEHHOTO 3aBEPATh JOKYMEHTHI OT UMEHH MEAMLIMHCKOW OpraHu3aIum.

26. Penent Ha OymMa)XHOM HocuTene, B (opMe 3JIEKTPOHHOIO JOKyMEHTa, O(QOpPMIIEHHBIN C
HapylIeHHEM YCTaHOBJIEHHbIX HacTosiuM [lopsakom TpeGoBaHuil, cuuTaeTcs HeIeHCTBUTEIbHBIM.

I1. HazHayeHue JIeKAPCTBEHHBIX NPENAapaToB PUH 0KA3aHUHM MEeAUIMHCKOM IMTOMOIIHU B
CTAIMOHAPHBIX YCJIOBHUAX

27. 1lpn OKazaHWW MAIMEHTY MEIUIMHCKOW MOMOIIM B CTAallMOHAPHBIX YCIOBHUSX Ha3HAYEHUE
JICKapCTBEHHBIX MPENapaToB MPOU3BOAUTCS 0e3 odopmiieHUs pelenta MEAUIUHCKAM pPaOOTHUKOM
€IMHOJIMYHO, 32 UCKJIIOUCHHEM CITy4aeB, YKa3aHHbIX B IyHKTe 28 HacTosimero [lopsaka.

28. CornacoBaHu€ Ha3HAYEHHUS JIEKAPCTBEHHBIX IMPENapaTroB C 3aBEIYIOLIUM OTACIICHUEM WU
OTBETCTBEHHBIM JISKYPHBIM BpPaduoOM JIMOO JIPYTHUM JIUIIOM, YIIOJTHOMOYEHHBIM MPHUKA30M TJIaBHOTO Bpada
MEIWIIMHCKOW OpraHU3allid, a TakKXke, MNP HaJWddd, C BpaduoM - KIMHAYECKUM (HapMaKoIoroM
HEO0OXOAMMO B CITyJasiX:

1) oTHOBpPEMEHHOTO Ha3HAYEHUS TISATH U 00Jiee JIEKapCTBEHHBIX MPEeNapaToB OJJHOMY MAIlUEHTY;

2) Ha3HAYEHUS JICKAPCTBEHHBIX MIPEMapaToB, HE BXO/ISIINX B MEPEUEHb KU3HEHHO HEOOXOIUMBIX
Ba)KHEHMIIMX JIEKAPCTBEHHBIX IIPENapaToB '/, IIpU HETHMIOMYHOM TeYeHMM 3a00NeBAHMS, HAIMYUM
OCJIO’)KHEHUH OCHOBHOTO 3aboieBaHusl M (WIM) COMYTCTBYIOIIMX 3a00JieBaHUM, NpU Ha3HAYEHUU
JIEKapCTBEHHBIX IMPEnapaToB, OCOOCHHOCTH B3aWMOJACWUCTBUS W COBMECTUMOCTH KOTOPBIX COTJIACHO
WHCTPYKIIUSAM TI0O WX TMPUMEHEHHIO TPHUBOAAT K CHWKEHHIO S(PPeKTUBHOCTH MW 0OE30MacHOCTH
dapmakorepanuu U (WIK) CO3AI0T MOTCHIUATBHYIO OMACHOCTH JIJISl )KU3HU U 3I0POBbS MAIUEHTA.

B yka3zaHHBIX ciydasx Ha3zHadeHUE JIEKAPCTBEHHBIX IpenapaTtoB (UKCUPYETCS B MEAMIIMHCKON
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JMOKYMEHTAllMU TMallMeHTa M 3aBepsAeTCs MOJMUCHI0 MEAMIIMHCKOrO0 paOOTHHKA M 3aBEIyIOIIEero
OTJIelIeHHEM (OTBETCTBEHHOTO JIEKYPHOI'0 Bpaya UM JIPYroro yrnoJHOMOYEHHOTI'O JINLA).

29. MenuuuHCKUN paOOTHUK MEIUIIMHCKOW OpraHu3aluu (€€ CTPYKTYPHOI'O TOJApa3ieiieHus),
pPacIoIO)KEHHOM B CEJIbCKOM HACEJIEHHOM IIYHKT€, OCYIIECTBIISIET Ha3HAYEHHE JIEKApCTBEHHBIX
MpenaparoB B CiIyyasx, yKazaHHbIX B yHKTax 28 u 30 Hacrogmero [lopsaka, eIMHOIMYHO.

30. ITo pemrenuto BpaueOHON KOMHCCHHU HAIlMEHTaM MPH OKA3aHUW UM MEIUIIMHCKON MOMOIIU B
CTAallMOHAPHBIX YCIIOBUSX HA3HAYAIOTCA JIEKAPCTBEHHBIE MPENapaThl, HE BKIIOYECHHBIE B IIE€PEUCHb
KU3HEHHO HEOOXOMUMBIX W BaXHEWIIMX JIEKAPCTBEHHBIX IIPEnapaToB, B CiIydae HX 3aMEHBbl H3-3a
WHJUBUTyaIbHOW HETIEPEHOCUMOCTH, 110 KU3HEHHBIM ITOKa3aHUSIM.

Pemenne BpaueOHON KOMHUCCHM (HUKCHPYETCS B MEAWLIMHCKOW JOKYMEHTALMW MAalUeHTa |
JKypHayie BpaueOHOM KOMUCCHH.

31. B cayuasx obOcnenoBaHHMs W JIEYCHUS TPAKIAHWHA B CTAI[MOHAPHBIX YCIOBUSX B PaMKax
MPEI0CTABICHUS MEAUIIMHCKUX YCIYT Ha BO3ME3/IHOM OCHOBE 3a CUET JIMUHBIX CPEJICTB I'PaXkaaH, CPEICTB
IOPUAMYECKUX JIML[ U MHBIX CPEACTB Ha OCHOBAHMM JIOTOBOpA, B TOM YMCJIE JOrOBOpa T0OpPOBOJIBHOTO
MEJUIMHCKOTO CTPaXoBaHMs ', eMy MOTYT OBITh Ha3HAUEHB! JIEKAPCTBEHHbIE MPENapaThl, He BXOAIIME B
NepeyeHb KU3HEHHO HEOOXOAMMBIX M BaXKHEMILNX JIEKAPCTBEHHBIX MPENapaToB, €CIM WX Ha3HAYCHHUE U
npUMEHeHHEe 00YCIIOBICHO MEIUIIMHCKUMU MTOKA3aHUSIMHU.

I11. HazHa4yeHue J1eKaPpCTBEHHbBIX NIPENapaToB IPH OKA3aHUHU NEPBUYHOH MeJUKO-CAHUTAPHOM
MOMOIIH, CKOPOIl MeINIIUHCKON MOMOIIN M MAJIMATUBHOM MEIUIUHCKOM TMOMOIIHA

32. Ilpu oka3zaHMU MEPBUYHONM MEIMKO-CAHHUTAPHOW IMOMOIIM U MAJUTMATUBHON MEIUIIMHCKON
noMOIM B aMOyJIAaTOPHBIX YCJIOBUSX Ha3Hau€HHE JIEKAPCTBEHHBIX IIPENapaToB OCYIIECTBIISIETCS
MEAMIMHCKUM Pa0OTHUKOM B CIy4asX TUIHUYHOTO T€UEHUs 3a00JI€BaHUS MALMEHTA UCXOJS U3 TSKECTU U
XapakTepa 3a00yieBaHusl.

33. Ha3zHayeHue JIEKapCTBEHHBIX IPENapaToB IO PEHICHUIO BpaueOHOW KOMMCCHUU NPU OKa3aHUU
HNEPBUYHON MEIUKO-CAHUTAPHONH MOMOILM, MAJUIMATUBHOM MEIUIIMHCKOM IOMOIIM B amOyJaTOPHBIX
YCJIOBHSIX POU3BOJUTCS B CIIy4asiX:

1) 0OTHOBpEMEHHOTO Ha3HAYEHUS OJJHOMY MAIMEHTY IATH U 0ojiee JeKapCTBEHHBIX MpenapaToB B
TEYEHUE OJTHUX CYTOK WIN CBBILIE I€CATH HANMEHOBAHUM B TEYEHUE OJTHOIO MECSALIA;

2) Ha3HAYEHUS JIEKAPCTBEHHBIX MpPENapaToB NPU HETUIIMYHOM TEYEHHMU 3a00JeBaHUS, HAIWYUU
OCJIO)KHEHUH OCHOBHOTO 3aboieBaHMsl M (WIM) COMYTCTBYIOIIMX 3a00JieBaHUM, NpU Ha3HAYEHUU
JIEKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOJCHCTBHS M COBMECTUMOCTH KOTOPBIX COTJIACHO
MHCTPYKUHUSAM IO UX HPUMEHEHUIO MPUBOJAAT K CHIDKEHHIO 3((QEKTUBHOCTH M OE30MaCHOCTU JICUEHHUS
nalueHTa U (MIM) COo3/1al0T MOTEHIUANbHYI0 OAaCHOCTD IS )KU3HU U 3/10pOBbs MALUEHTA;

3) MNepBMYHOTO HA3HAUEHUS TMALMEHTY HAPKOTUYECKMX M TICUXOTPONHBIX JIEKaPCTBEHHBIX
npenaparos ciuckos Il u III Tlepeuns (B ciayyae NpuUHATHS PyKOBOAUTEIEM MEAULMHCKOW OpraHU3aluu
pelieHns 0 HeoOXOAMMOCTH COIJIACOBaHMUS Ha3HAUEHHUS TAaKHUX JIEKAPCTBEHHBIX MpEerapaTroB ¢ BpaueOHON
KOMUCCHEH).

34. IloBTOpHOE Ha3Ha4Y€HHE HAPKOTHMYECKUMX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENapaToB
cickoB I m III TlepeuHst mMpoM3BOAMUTCS MEIUIIMHCKUM PAaOOTHHUKOM CAMOCTOSITENIBHO MallMEeHTaM C
BbIpaXEHHBIM OO0JIEBBIM CHHJPOMOM JIOOOr0 Te€He3a, HapylIeHHWEM CHA, CYJIOPOKHBIMH COCTOSHUSIMHU,
TPEBOXKHBIMU PaCCTpoiicTBaMu, (poOUSIMHU, IICHXOMOTOPHBIM BO30YKICHUEM.

35. Ilpn oxa3aHMM CKOPOM MEIMIIMHCKOM MOMOIIM JIEKAPCTBEHHBIE Ipenaparbl HA3HAYarTCA
MEIUIUHCKUM pPAaOOTHUKOM BBIE3IHOM Opuragbpl CKOpPOH MEIUIIMHCKOM MOMOIIM, MEIUIIUHCKUM
pabOTHUKOM MEIUIIMHCKOW OpraHu3allud MpU OKa3aHUM MEAMIMHCKONW IOMOIIM TpaXKAaHaM Ipu
3a00JIeBaHNAX, HECYACTHBIX CIyd4asX, TpaBMaX, OTPABICHHUSIX M JAPYTHMX COCTOSHHUSAX, TPEOYIOIIUX
CPOYHOI'0 MEAMIIMHCKOTO BMEIIATEIbCTBA.
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IV. Ha3nayeHue JieKapCTBEHHBIX NMPENapaToB IPaKIaHaAM, HMEIOLIUM NPAB0 Ha OecIlIaTHOe
MoJIy4YeHHUe JIEKAPCTBEHHBbIX MPeNnapaToB UM MOJyUYeHNe JIeKAPCTBEHHBIX MPeNnapaToB c0 CKUAKOI,
MPH OKA3AHUM NEPBUYHON MeIUKO-CAHUTAPHON MOMOIIH

Wndopmarius 06 H3MEHEHHSX:
Ilynkm 36 usmenen c 1 aneaps 2021 e. - [lpuxas Munzopasa Poccuu om 8 okmsaops 2020 . N 1075H

CMm. npedvloywyro pedaKyuio

36. Ilpu oka3aHuM TEPBUYHOM MEIUKO-CAHUTAPHON TMOMOIIM Ha3HAYCHUE MEIUIUHCKUM
PaGOTHHKOM C YyY4eTOM CTaHIapTOB MEJMIMHCKOM MOMOIIM ' IeKapCTBEHHBIX MPEerapaToB, OTIYCKAEMbIX
OecrutlaTHO WM €O CKHMIKOHM, TpakIaHaM, HMEIOIIUM TIpaBO Ha oO0ecreYeHue JEeKapCTBEHHBIMH
mpernapaTaMM 3a CYeT CpeICTB OOJDKETHBIX AaCCUTHOBAHUU denepanbHOro OmomkeTa U OHOIKETOB
cyobekToB Poccuiickoit denepaninu, OCyecTBIsI€TCA Ha perentypHoM omanke Gopmer N 148-1/y-04 ().

[Ipu odopmnenun peuenta Ha Omanke Gopmbr N 148-1/y-04 (;1) Ha OyMa)XHOM HOCUTENE
OQOPMIISIFOTCSL JIBa DK3EMIUISIPA, OJMH M3 KOTOPBIX OCTAeTCS B aNTEYHOW OpraHu3allid, BTOPOH - B
MEIULIMUHCKOW TOKYMEHTAllMU MalUeHTA.

37. IlpaBo Ha3Ha4aTh JIEKAPCTBEHHBIE MIpenaparbl rpakJaHaM, UMEIOIIUM IpaBo Ha OecIIaTHOE
MOJIyYEHHUE JIEKAPCTBEHHBIX MIPENapaToB WM MOJTYUYEHUE JIEKAPCTBEHHBIX IPENapaToB CO CKUAKOM, TAKKe
UMEIOT:

1) MegunuHCKUE pabOTHUKH, paboTaroINe B MEIUIIMHCKON OPraHnU3allly [0 COBMECTUTENBCTBRY (B
IpeJienax CBOeH KOMIETEHIINN);

Wupopmarus 06 H3MEHEHHSIX:
Iloonynkm 2 uzmenen c 1 ansapsa 2021 a. - Ilpukaz Munzopasa Poccuu om 8 okmabpsa 2020 2. N 1075H

CMm. npedvloywyro pedaKyuio

2) MemuuuHCKUME pPAOOTHHMKHM CTAllMOHAPHBIX OpraHU3alui COLMAIBHOTO OOCIYXKMBaHUS MpU
HAIMYUM  JIMIEH3MM Ha  OCYIIECTBIGHHE MEIMIMHCKON jesTenbHocTH °’,  HpeaycMaTpuBaromeii
BBINTOJIHEHHE paboT (OKa3aHWE YCIYr) IO OKa3aHWI0 TEPBHYHONW MEIWKO-CAHWTApHOW IOMOIIM B
amMOyJIaTOPHBIX YCIOBUAX (HE3aBUCHMO OT BEIOMCTBEHHOMN MPUHAJIIEKHOCTH);

3) ™MegunMHCKHE pAaOOTHUKH MEIWIMHCKUX OpraHW3alui, OKa3bIBAIOIIUX IEPBUYHYIO
MEIMKO-CaHUTApHYIO ITOMOIIlb, TOJIBEOMCTBEHHBIX (e/iepaIbHbIM OpraHaM MCIOJHUTEIbHON BIACTH WU
OpraHaM HCIIOJIHUTENbHOM BiacTu cyobekToB Poccuiickoit denepannu;

4) uHOUBHUAYyalbHBIE NPEANPUHUMATENN, OCYILECTBIAIONUINE MEIUIMHCKYIO JesITeIbHOCTh |
BKITIOYCHHBIE B PEECTP MEIUIMHCKUX OpPraHW3aldi, OCYIIECTBIIONINX IEATEIbHOCTh B cdepe
00513aTeJIbHOTO0 MEAULIMHCKOTO CTPAXOBaHMS.

38. Ilpu Ha3HaueHHWH JIEKAPCTBEHHBIX IMPEMapaToB TpakIaHaM, UMEIOIIMM IPaBo Ha OecIuraTHOE
MOJTyYCHHE JIEKAPCTBEHHBIX IPEIapaToB WM TOJyYeHHE JICKApCTBEHHBIX MpENnapaToB CO CKUIKOW, B
peuenTe ykasblBaeTcs HoMep TeiedoHa, MO KOTOPOMY pabOTHHK AamnTeYHOM OpraHu3alud Mpu
HEOOXOIMMOCTH MOXKET COTJIaCOBaTh C MEJUIIMHCKUM PaOOTHHKOM 3aMEHY JIEKapCTBEHHOTO TIpenapara.

39. HasHaueHune HApKOTHYECKMX M TICUXOTPOMHBIX JIEKApCTBEHHBIX mpemnapatoB crucka Il
[epeuns (3a MCKIFOUEHHEM JIEKAPCTBEHHBIX MPEMApaToB B BHJE TPAHCACPMAIBHBIX TEPANEBTHUYECKUX
CHCTEM, a TaK)Ke JICKApCTBEHHBIX IPENaparoB, COAEPKAIIUX HAPKOTUYECKOE CPEICTBO B COUYETAHUU C
AQHTarOHUCTOM OIMOMIHBIX PEIENTOPOB) TpakIaHaM, HWMEIOIIMM MpaBo Ha OecIulaTHOE TMOJIy4YeHHE
JIEKapCTBEHHBIX MPENapaToB MU MOJTYYEHHUS JIEKAPCTBEHHBIX MPENapaToB CO CKUAKOH, OCYIIECTBISAETCS
Ha penentypHoMm Osanke (Gopmber N 107/y-HII, k' KoTOpOoMy AOMOTHUTEIBHO O(GOpMIISETCS pelent Ha
penentypaoM Omanke Gopmbl N 148-1/y-04 (1) (B mByX sk3emruisgpax npu opopmileHUH Ha OyMaKHOM
HOCHTEJIE).

40. Ha3HaueHWe HapKOTHYECKUX M TCUXOTPOIHBIX JIEKAPCTBEHHBIX IpernaparoB crucka [l
[lepeunss B BuJE TpaHCACPMAIbHBIX TEPANEBTUUYECKUX CHUCTEM, HApPKOTHUYECKUX JIEKAPCTBEHHBIX
npenapatoB crnucka Il Ilepeuns, comepikammux HapKOTUYECKOE CPEICTBO B COUETAHUU C AHTATOHHUCTOM
ONMHMOUAHBIX PELENTOPOB, TMCUXOTPOMHBIX JIEKapCTBEHHbIX mpemnaparoB crnucka [II  Ilepeuns,
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JIEKapCTBEHHBIX IPENapaTroB, BKIYEHHbIX B nepeueHb [IKY, nexapcTBeHHBIX MpenaparoB, 00Jadaromux
aHa0OIMYECKON AaKTUBHOCTBIO B COOTBETCTBHH C OCHOBHBIM (papMaKOJOTHYECKHM JIEHCTBHUEM,
KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX IPENapaToB, YKa3aHHBIX B MOJNyHKTe 3 myHkra 10 HacTosmiero
[Mopsinka, mpemHa3HAYCHHBIE IS JICYCHHUS Tpa)K[IaH, MMCIOIIUX IPaBO Ha OeCIUIaTHOE TOIy4YeHHE
JICKapCTBEHHBIX MPENapaToB WM MOJTYYEHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM, OCYIIECTBISETCS
Ha peuentypHoMm Omanke Gopmbel N 148-1/y-88, K KOTOPOMY JOMOJHUTEILHO O(GOPMIIIETCS PElenT Ha
peuentypHoM Osanke Gopmbl N 148-1/y-04 (1) (B aAByX sK3eMIUIsipax mpu oGOpMIICHHH Ha OyMa)KHOM
HOCHUTEIIC).

Wndopmarius 06 n3MEHEHHSX:
Crhocku uzmenenst ¢ 1 sneaps 2021 e. - Ilpuxas Munzopasa Poccuu om 8 okmsaops 2020 2. N 1075H
CMm. npedvloyuyro pedaKyuio

'Tynkr 11 craten 2 @epepanbHoro 3akona ot 21 Hoaops 2011 r. N 323-®3 "O6 ocHOBax OXpaHBI 310POBbS IPaKIaH
B Poccniickoit @eneparmun” (Cobpanue 3akoHomatenscTBa Poceuniickoit @eneparnum, 2011, N 48, cr. 6724; 2016, N 1, cT. 9, 28;
2017,N 31, ct. 4791).

2 3apeructpupoBan MUHHCTEPCTBOM tocTHIMM Poccuiickoii @enepannu 28 anpens 2012 r., perucTparuoHHbINR
N 23971, ¢ uzmeHeHusiMi, BHECEHHBIMH IIpHKa3oM MuHHCTEpCcTBa 3npaBooxpaHenus Poccuiickoit denepanyn ot 31 okTsaOps
2017 r. N 882H (3apeructpupoBad MunucTepcTBOM rocTuinu Poccuiickoit @enepanuun 9 suBapst 2018 1., perucTpanoHHbINH
N 49561).

3 B OTHOLIEHMH JIMLIA, YKa3aHHOTo B uactu 2 crathbu 20 ®denepanbHoro 3akona ot 21 Hoa6ps 2011 r. N 323-®3 "O6
OCHOBAX OXpaHbl 3JI0POBbs rpaxkaan B Poccuiickoit @eneparun” (Cobpanue 3akoHonareabctBa Poccuiickont deneparuu, 2011,
N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N 31, c1. 4791).

4 Yacte 1 cratem 26 ®emepambHoro 3akoHa oT 8 suBapa 1998 1. N 3-®3 "O HapKOTHYECKHX CPEACTBAX H
ncuxoTponHbIX BemecTBax" (CoOpaHue 3akoHomarenbeTBa Poccutickoit @enepammu, 1998, N 2, cr. 219; 2003, N 27, c1. 2700;
2011, N 49, ct. 7019; 2013, N 48, ct. 6165; 2016, N 27, ct. 4238; 2017, N 31, ct. 4791).

5 Cob6panue 3akoHOmatenbcTBa Poccmiickoit ®exepamun, 2010, N 16, cr. 1815; 2012, N 26, cr. 3446; 2017, N 31,
cT. 4791.

¢ Cobpanue 3akoHomarenscTBa Poccuiickoit @enepanun, 1998, N 27, cr. 3198; 2004, N 8, c1. 663; N 47, cT. 4666;
2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, cr. 6572; 2010, N 3, ct. 314; N 17, ct. 2100; N 24,
cT. 3035; N 28, c1. 3703; N 31, c1. 4271; N 45, ct. 5864; N 50, ct. 6696, ct. 6720; 2011, N 10, ct. 1390; N 12, c1. 1635; N 29,
CcT. 4466, ct. 4473; N 42, c1. 5921; N 51, ct. 7534; 2012, N 10, ct. 1232; N 11, c1. 1295; N 19, ct. 2400; N 22, cT. 2864; N 37,
ct. 5002; N 41, ct. 5625; N 48, c1. 6686; N 49, ct. 6861; 2013, N 6, cT. 558; N 19, ct. 953; N 25, ct. 3159; N 29, cT1. 3962;
N 37, cr. 4706; N 46, ct. 5943; N 51, c1. 6869; 2014, N 14, c1. 1626; N 23, c1. 2987; N 27, c1. 3763; N 44, ct. 6068; N 51,
cT. 7430; 2015, N 11, ct. 1593; N 16, ct1. 2368; N 20, ct. 2914; N 28, c1. 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, cT1. 4664; N 33, ct. 5182; 2018, N 27, cT. 4071.

7 3aperucTpupoBaH MHUHHCTEPCTBOM IocTHIMH Poccuiickoii ®emepanun 27 ampens 2007 T., perdCTpalMOHHBIN
N 9364, ¢ u3MeHeHUsIMH, BHECEHHBIMU MpHKa3aMd MUHUCTEPCTBA 3PaBOOXPAHEHMs W COLMAIBHOIO pa3BuTHs Poccuiickoii
Oeneparun ot 27 aBrycta 2007 r. N 560 (3apeructpupoBan MuHHCTEPCTBOM tocTurmu Poccuiickoit @eneparun 14 ceHTIOps
2007 1., peructpanmonsHeli N 10133), ot 25 cents6ps 2009 r. N 794n (3apeructpupoBaH MUHHCTEPCTBOM OCTHIIMU
Poccuiickoit @enepannu 25 HOs10pst 2009 r., perucrpammonusii N 15317), ot 20 suBaps 2011 r. N 131 (3apeructpupoBan
MunuctepctBoM toctunmu  Poccuiickoit ®enmeparuu 15 maprta 2011 1., peructpamuonssii N 20103), npukazamu
MunuctepctBa 3mpaBooxpaneHust Poccuiickoit @enepanum ot 1 aBrycra 2012 r. N 54n (3apeructpupoBaH MUHUCTEPCTBOM
toctuiiun Poccmiickoit @enepanmu 15 aBrycra 2012 1., peructpammonnsiii N 25190), ot 26 despans 2013 r. N 94n
(3apeructpupoBan MunuctepcTBoM rocturu Poccuiickoit @enepannu 25 urons 2013 r., peructpanuonssiii N 28881).

8 Tlpukas Munsnpasconpasutuss Poccuu ot 5 mas 2012 1. N 5020 "OG yTBepXIeHHM MNOpSAAKAa CO3NaHUA U
JIeITeIbHOCTH BpaueOHONW KOMHCCHHM MEIMIMHCKON opraHusanmu’ (3aperucrpupoBad Muntoctom Poccun 9 mions 2012 r.,
perucrpanuonssiii N 24516), ¢ u3MeHeHMsIMY, BHECEHHBIMH IpukazoM MuH3zapaBa Poccum ot 2 nmexabpst 2013 r. N 886H
(3aperucrpuposan Muntoctom Poccnu 23 nexabps 2013 r., perucrpanuonnsiii N 30714).

® Cobpanue 3akoHOzarenbcTBa Poccmiickoit ®enmepamun, 2011, N 48, c1. 6724; 2014, N 49, cr. 6928; 2017, N 31,
cT. 4791; 2018, N 53, ct. 8415.

10 apeructpupoBan MunucrepcTBoM tfoctHimE Poccumiickoii Meneparmu 15 asrycra 2012 T., perncTpanMOHHBIN
N 25190, ¢ u3MeHeHnsAMH, BHECEHHBIMU IpHKa3aMu MUHHUCTEpCTBa 31paBooxpaHeHns Poccuiickoit ®eneparim ot 30 uronHs
2015 r. N 3851 (3apeructpupoBad MuHUCTEpCTBOM focTuiinu Poccuiickort ®enepannu 27 Hos0ps 2015 1., perucTpannoHHbIH
N 39868), ot 21 anpens 2016 r. N 254u (3apeructpupoBan MUHHCTEPCTBOM FocTHIIMK Poccuiickoit @eneparuu 18 uronst 2016
r., peructparioHabii N 42887), ot 31 oktsaops 2017 r. N 882n (3apeructprpoBaH MHUHHCTEPCTBOM IOCTHIMU Poccuiickoit
®denepanun 9 saBapst 2018 r., perucrpanonnsiii N 49561).
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" Craren 91 u 91.1 ®epepansrHoro 3akona oT 21 Hosb6ps 2011 roma N 323-®3 "O6 ocHOBAaX OXPaHbI 3/10POBbS
rpaxnal B Poccuiickoii ®eneparuu" (CoOpanue 3akoHomatenscTBa Poccuiickoit @eneparmu, 2011, N 48, cr. 6724; 2012,
N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, c1. 6165; 2014, N 30, cT.4257; N 43, ct. 5798; N 49, cr. 6927,
6928; 2015, N 1, ct. 85; N 10, cT. 1425; N 27, ct. 3951; N 29, ct.4397; 2016, N 1, cT1. 9, 28; N 15, cT. 2055; N 18, cT. 2488;
N 27, ct.4219; 2017, N 18, ct. 2663; N 31, cT. 4794).

12 Pemenne Coseta EBpasmiicKoii SKOHOMHYECKOH KOMUCCHH OT 3 HOs6ps 2016 1. N 78 "O IlpaBuiaax perncTpaluy u
9KCIEPTU3BI JICKAPCTBEHHBIX CPEACTB U1 MEJUIMHCKOro MpuMeHeHus" (oduimanbHblii cailt EBpa3uiickoro 5KOHOMHYECKOTO
coro3a http://www.eaeunion.org/, 21 Hos16pst 2016 r.). CraTes 13 denepamsHOTO 3aK0Ha OT 12 ampens 2010 r. N 61-®3 "O6
o0pallleHnn JIEKapCTBEHHBIX CPEACTB s MeauuuHckoro mnpuMeHenuss" (CoOpaHue 3akoHozmaTenbcTBa Poccuiickoin
Deneparun, 2010, N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, cT. 3407).

13 Crates 18 ®enepanbhoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 oOpalueHnn JIEKapCTBEHHBIX CPEJICTB IS
MeauimHckoro npumenenus" (CoOpanue 3akoHomatenbcTBa Poccuiickort @eneparum, 2010, N 16, cr. 1815; 2014, N 52,
cT. 7540).

14 3aperucrpupoBan MunucTepcTBOM FocTuIMU Poccuiickoii ®enepaunn 1 urons 2012 r., perucrpannonssiii N 24438,
C W3MCHEHHUSIMH, BHECEHHBIMU IpHKa3zamMu MuHucTepcTBa 3apaBooxpaHeHus Poccumiickoir ®epepanum ot 10 uroHs
2013 . N 3691 (3apeructpupoBan MunmcTepcTBOM focturun Poccuiickoit ®@eneparn 15 wurons 2013 1., perucTpariioHHbII
N 29064), ot 21 aBrycra 2014 r. N 4651 (3apeructpupoBan MunuctepctBoM toctunmu Poccuiickoit @enepannn 10 ceHTAOps
2014 1., peructpammonnsrii N 34024), ot 10 centsops 2015 r1. N 6341 (3apeructpupoBaH MUWHHCTEPCTBOM FOCTHIHA
Poccutiickoit ®enepaunu 30 centsiops 2015 r., peructpanuonssiii N 39063), ot 31 okrsadps 2017 r. N 8821 (3apeructpupoBan
MunncrepcrBoM foctanuu Poccuiickoit @enepannn 9 saBaps 2018 r., perucrpamuonssiit N 49561).

15 TIpukas MunucrepcTsa 3apasooxpanenus Poccuiickoit ®enepamuu ot 22 anpens 2014 . N 183u "OG6 yrBepx)aeHun
MepeyHsl JIEKapCTBEHHBIX CPEICTB I MEIUIMHCKOTO NPHUMEHEHHs, MNOJIeKAIINX INPeIMETHO-KOIHUYECTBEHHOMY Y4eTy"
(3apeructpupoBadn MunHucTepcTBOM roctuituu Poccuiickoit ®@enepanun 22 urona 2014 r., peructpanmonssiii N 33210), c
W3MEHEHUSAMH, BHECEHHBIMU IIpHKa3aMM MHMHUCTepCcTBa 3apaBooxpaHeHus Poccuiickoit depepauuu ot 10 ceHTAOps
2015 1. N 6341 (3apeructpupoBan  MuHucrepcTBoM toctuiu  Poccuiickoii  ®enmeparmu 30 centsiops 2015 r,
peructpanmonsabiii N 39063), ot 31 oxtsdps 2017 r. N 882 (3apeructpupoBaH MHHHCTEPCTBOM ocTUINH Poccuiickoit
Oeneparn 9 saBapst 2018 T., peructpammonssiit N 49561), ot 5 anpens 2018 r. N 1491 (3apeructpupoBaH MHHHCTEPCTBOM
roctunmn Poccuntickoit @epepannu 3 mas 2018 ., peructpannonssid N 50961), ot 27 urons 2018 v. N 4711 (3aperucTpupoBaH
MunncrepcrBoM foctunuu Poccuiickoit @enepannu 14 aBrycra 2018 r., peructpannonssiii N 51885).

16 [Tynkr 47 wactu 1 crateu 12 ®enepanbHoro 3akoHa oT 4 mas 2011 r. N 99-®3 "O nuueH3supoBaHUU OTAEIbHBIX
BunoB aestensHOCTH" (CoOpanme 3akoHomarenbcTBa Poccuiickoit @enepanmu, 2011, N 19, cr. 2716; 2012, N 31, cT. 4322;
2013, N 9, ct. 874; N 27, ct1. 3477; 2014, N 30, ct. 4256; N 42, ct. 5615; 2015, N 1, c1. 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, c1. 6841; N 53, cT. 8424).

7 Tlyukr 1 crateu 60 ®emepambnoro 3akona or 12 ampenst 2010 1. N 61-03 "O6 o6pauieHny JIEKapCTBEHHBIX
cpenctB" (Cobpanue 3akoHomatenbcTBa Poccuiickoit ®enepanuu, 2010, N 16, cr. 1815; 2012, N 26, ct. 3446; 2014, N 52,
cT. 7540).

18 [Mocranosnenue Ilpasurenscrtea Poccuiickoii ®emepanyu ot 4 oktsa6ps 2012 r. N 1006 "O6 yreepxnerun [Ipasui
MPEOCTaBICHNS MEIUIMHCKAME OPraHM3alMsIMU TUIATHBIX MeaniuHckux yciyr" (CoOpanue 3akoHomarenscTBa Poccuiickoi
Oeneparum, 2012, N 41, ct. 5628).

Wndhopmarus 06 n3MEHEHHSX :
Crhocka usmenena c 1 sineaps 2021 e. - Ilpuxas Munzopasa Poccuu om 8 okmsaopsa 2020 2. N 1075H
Cm. npedvloyuyro pedaKyuio

19 Crarbs 37 ®enepanbHoro 3akona ot 21 wosbps 2011 r. N 323-®3 "O6 0CHOBax OXpaHBI 3/I0POBbS IPAKIAH B
Poccuiickoit ®eneparun” (Cobpanue 3akoHoaaTenbeTBa Pocentickoit @eneparum, 2011, N 48, cr. 6724; 2018, N 53, cT. 8415).

Wudopmanust 00 N3MEHEHUSX:
CHocka usmenena c 1 aneapa 2021 e. - Ilpuxasz Munzopasa Poccuu om 8 okmsaops 2020 2. N 1075H
Cm. npedvloyuyio pedakyuro

20 [Tynkr 46 yactu 1 crateu 12 @epepanbHoro 3akoHa oT 4 mas 2011 r. N 99-®3 "O nuieH3upoBaHUU OTAEIbHBIX
BuoB jaestensHOocTH" (CoOpanme 3akoHOomarenbcTBa Poccuiickoit @enepanuu, 2011, N 19, cr. 2716; 2012, N 31, c1. 4322;
2013, N9, ct. 874; N 27, cr. 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, ct. 8424).

IIpuaoxenne N 1

K [lopsaaky Ha3HaYeHUsA
JIEKAPCTBEHHBIX NPENnaparTos,
YTBEPAKAEHHOMY IIPUKA30M
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MuHucTepeTBa 31paBO0XpPaHeHUs!
Poccuiickoii Penepauuu
ot 14 suBapsi 2019 r. N 4n

KoauuecTBO HAPKOTHYCCKHUX CPECACTB WM IICUXOTPOIIHBIX BEIIECTB, KOTOPOE€ MOZKET ObITH
BBIINIHCAHO B O/ITHOM peLlenTe

N n/n MexayHapoaHOE HETATEHTOBAHHOE @®opMa BBIITyCKa U KomnuectBo
HAaUMEHOBAHHE HAPKOTUYECKOTO U JO3UPOBKA
IICUXOTPOITHOTO JIEKAPCTBEHHOI'O
npemnapara
1 Bynpenopduna+Hanokcon TabneTku 60 TabneTok
cyOnunreanpHeie 0,2 (ymakoBka, KpaTHas
mr+0,2 mMr N 20)
2 Bbynpenopdun PacTtBOp AJ1s1 MHBEKIUH, 30 amnyn
0,3 mr/ma 1 mn (mpu-TEOOUKOB)
3 Bbynpenopdun TpancaepManbHbIiA
IJ1acCThIPb
35 Mkr/4gac 20 miacteipei
52,5 Mxr/4gac 10 nmtacteipeit
70 MKr/4ac 5 macThipent
4 JuruapoxkoienH Ta0OneTkn
IIPOJIOHTUPOBAHHOTO
JIEUCTBHUS
60 mr 40 TabneTox
90 mr 30 TabneTok
120 mr 20 TabneTok
5 Mopdun PacTBOp M1 MHBEKIUH, 20 ammyn
pacTBOp AJIsl HOJKOKHOTO | (IIIPUI-TIOOUKOB)
BBEJICHUS
10 mr/ma 1 mn
6 Konenn+Mopdun+Hockanunu+Ilanasepu | PacTBop /i HOJKOKHOTO 20 ammyn
H +Tebanu BBEICHUA
0,72+5,75+2,7+0,36+0,05
mr/mi 1 mi
1,44+11,5+5,4+0,72+0,1
mr/mi 1 mi
7 Tpumenepuas TabneTtku 25 mr 50 TabneTok
8 Tpumenepuana PactBop miia nHBEKIMI 20 amiryn
10 mr/ma 1 Mo (ImpuI-TIOOUKOB)
20 mr/ma 1 mn
9 Mopdun TabneTku (Kancysb)
MIPOJIOHTUPOBAHHOTO
JEUCTBUS
10 mr 180 Tabm. (kxarc.)
30 mr 60 Tabu1. (karc.)
60 Mr 40 tabmn. (karc.)
100 mr 20 tabmn. (karc.)
200 mMr 20 tab:. (karc.)
11.10.20211 Cuctema TAPAHT

12/29



[Tpuka3z Munuctepcrsa 3npaBooxpanenusi PO ot 14 suaps 2019 r. N 41 "O0 yTBepKIeHUH MOPsIIKa HA3HAYCHUS. . .

10 Mopdun Tabnerku
5 Mmr 100 Tabnerox
10 mr 100 Tabnerok
11 Mopdun Kamnu s npuema
BHYTPb
20 mr/mut 20 M 4 dprmakona
12 Mopdun PactBop miis npuema
BHYTpPb (MOHO/I03bI)
2 mr/mit 5 mut 100 ammyi /3
6 Mr/mit 5 mit 80 ammyn /3
20 Mr/mi 5 M 30 ammyn /3
13 Oxkcukonos+Hanokcon TaoOneTkn
MIPOJIOHTUPOBAHHOTO
IEUCTBUA
5 Mr+2,5 mr 100 TabneTok
10 mMr+5 mr 60 TabneTok
20 mMr+10 mr 40 Tabnerox
40 mMr+20 mr 20 TabneTok
14 [TponmonmnpeHmTOKCHITHIANHIIEpUIUH | Tabnerku 3ameunsie 20 50 TabneTok
MT
15 deHTaHuI TpancnepmanbpHas
TeparneBTUYECKasi CUCTEMa
12,5 mkr/gac 20 macTeipeit
25 MKr/4ac 20 miacteipei
50 mkr/gac 10 macteipeit
75 MKr/4ac 10 rutacTeipeit
100 Mxr/yac 10 nuacteipeit
16 deHTaHUT TabneTku NobA3bIUYHbIC
0,1 mr
0,2 mr
0,3 Mr 50 TabneTok
0,4 mr
0,6 M
0,8 mr
17 deHTaHuI Cripeil Ha3aIbHBIH
®nakon 50 MKr/m03a
2,0 M7 (10 mo3) 24 ¢maxkona
3,2 M (20 103) 12 ¢makoHoB
5,0 mi (40 mo3) 6 ¢rakoHOB
®nakon 100 Mkr/m03a
2,0 M7 (10 no3) 12 ¢hnakoHOB
3,2 M (20 103) 6 bmakoHOB
5,0 mi (40 mo3) 3 ¢urakona
®nakon 200 MKr/m03a
2,0 M7 (10 mo3) 12 ¢hnakoHOB
3,2 M (20 103) 6 bmakoHOB
5,0 mi (40 no3) 3 durakona
18 Byropdanon PactBop mid nHBEKIUHI 20 amnyn
2 mr/min 1 mn
19 Hanbydun PactBop aJig unbeKkuit
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10 mr/mm 1 Mo 50 ammy
20 mr/mut 1 mn 25 amnyn
20 denobapOuTan Tabnerku
Swmr
50 mr 50 Tabnerok
100 mr

Wndopmarius 06 n3MEHEHHSX:
Ipunooicenue 2 usmerneno c 9 gespans 2020 2. - Ilpuxaz Munzopasa Poccuu om 11 oexaops 2019 . N
1022H

CMm. npedvloywyro pedaKyuio
IIpuioxenne N 2

K [lopsiiky HA3HAYeHUA
JIEKAPCTBEHHBIX Mpenaparos,
YTBEPAKAEHHOMY IIPUKA30M
MuHucTepCcTBA 31PAaBOOXPAHEHUS
Poccniickoun @exepanun

ot 14 siuBaps 2019 r. N 4n

CnpaBo4Ho

Pexomen10BaHHbIE K UCNIOJIb30BAHUIO COKPAIleHUS TPU 0()OPMJIEHHH PeLleNTOB

C u3MeHeHHSIMH U JTONOJTHEHUSAMH OT:

11 nexabps 2019 r.

N /o CokpaiiieHue ITonHoe Hanncanue [TepeBon

1. aa ana 110, IOPOBHY

2. ac, acid. acidum KHCJIOTa

3. aer. aerozolum a’p030Jib

4. amp. ampulla ammyJsa

3. aq. aqua BOJIA

6. aq. purif. aqua purificata BOJIa OUMLICHHAs

7. but. butyrum Macyo (TBEpJoe)

8. caps. capsula KarcyJa

0. comp., cps compositus (a, um) CJIOYKHBIN

10. D. Da (Detur, Dentur) Beoigaii (ITycts Bbgano, Ilycts

OyJeT BBIIaHO)
11. D.S. Da, Signa Detur, Signetur Brigaii, 0003Ha4b
[Tycts Oyzer BbIIaHO,

O603HaueHO

12. D.t.d. Da (Dentur) tales doses Brinait (Ilycts OyayT BblAaHBI)
TaKUe JT03bI

13. dil. dilutus pa3BeIeHHBIN

14. Div. in p. aeq. Divide in partes aequales Pa3nenu Ha paBHBIE YacTH

15. emuls. emulsio AMYJIbCHUS

16. extr. extractum 9KCTPAKT, BBITSKKA

17. F. Fiat (fiant) ITycTh 0Opazyercs (0Opa3yroTcs)

18. gran. granulum TpaHyJIbl
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19. gt., gtt gutta, guttae Karisi, Kariu
20. gtt. peror. guttae peroralis KaIlIu JJIs IpUeMa BHYTPb
21. inf. infusum HAcCTOU
22. in amp. in ampullis B aMITyJ1ax
23. in tab. in tab(u)lettis B TabJeTKax
24, in tab. prolong. in tab(u)lettis prolongatis B Ta0JIETKaX C
MIPOJIOHTUPOBAHHBIM
BBICBOOOXKIIEHUEM
25. in tab. prolong. in tab(u)lettis prolongatis obductis B Ta0JIeTKax ¢
obd. MIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM, TTOKPBITBIX
000J104KOi
26. lin. linimentum JKUIKasg Ma3b
27. lig. liquor JKUJIKOCTh
28. lot. lotion JIOCbOH
29. m. pil. massa pilularum MIIIOJIbHAS Macca
30. membr. bucc. membranulae buccales IJICHKH 3alleYHbIe
31. M. Misce, Misceatur Cwmemaii (Ilycte Oyzer cMenano)
32. mixt. mixtura MHUKCTypa
33. N. numero YHCIIOM
34. ol. oleum Macia0 (KUIKOE)
35. past. pasta rnacra
36. pil. pilula, pilulae TTUJTEOJTSI, TIVJTEOJIA
37. p. aeq. partes aequales paBHbIE YaCTH
38. ppt., praec. praecipitatus OCQKJICHHBIN
39. pulv. pulvis MOPOIIIOK
40. g.s. quantum satis CKOJIBKO TTOTPEOyETCsl, CKOJIBKO
HaJI0
41. r., rad. radix KOPEHb
42. Rp. Recipe Bospmu
43. Rep. Repete, Repetatur [Tosropu (Ilycts Oyner
TTOBTOPEHO)
44. rhiz. rhizoma KOpPHEBHILE
45. S. Signa, Signetur O603nausb (Ilycts Oyzaer
0003HauYEeHO)
46. sem. semen cems
47. simpl. simplex IIPOCTOM
48. Sir. sirupus cupoIn
49. sol. solutio pacTBop
50. sol. peror. solutio peroralis pacTBOp JAJIs IpUEMa BHYTPb
S1. Spr. spray cripei
52. Spr. nas. spray nasale CIpel Ha3aJIbHBIN
53. supp. suppositorium CBeYa, CYMIO3UTOPUH
54. susp. suspensio CYCII€H3Hsl, B3BECH
55. tabl. tab(u)letta TabyeTka
56. t-ra, tinct. tinctura HaACTOMKa
57. STT Systemata TpancaepmanbHas
Therapeutica TepaneBTuyeckas
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Transcutanea Cucrema
58. ung. unguentum Ma3b
59. Vitr. vitrum CKJISTHKA

Mpuioxenne N 2

K Nprka3zy MuUHHCTEpPCTBA 3APaBOOXPaHEeHHs
Poccuiickoii @enepaunu

ot 14 ssuBaps 2019 r. N 4n

T'APAHT:
CwMm. mannyto hopmy B pegaktope MS-Word
®opma penentypHoro 0aanka N 107-1/y

MMHMCTEPCTBO 3OPaBOOXPAaHEHUA Kon dopwmer o OKVYI

Poccurickom denepalun Kon yupexneHma no OKIIO
MemomumHCKasa IOOKyMEeHTalMsa

HamMeHOBaHMe (WTaMl) ®opma N 107-1/y

MEeOUUMHCKOM OpTraHM3alumn YTBRepXIOeHa IIPUKa30M
MuHMCTEepPCTRBA 3OPaBOOXPaHEHUS

HamMmeHnoBaHMme (mTaMl) Poccurickou Odenmepaumm

VHIOVBUIOYAJIBHOTO MNPpellpUHMMaTes or 14 sguBapsa 2019 r. N 4H

(yKaSaTb agmpec, HOMEep M HOaTy JIMLUEH3UN,
HalMMeHOBaHMe OpI'aHa POCVHapCTBeHHOﬁ
BJIACTM, BHBIOABIIETO JIULEH3MUIO)

PELIEIIT
(BBpOCHEI, OEeTCKMM - HYXHOE MNOAYEPKHYTH)
" " 20 T.
daMmIMsa, MHULMAJE MMEHM M OTUeCTBa ([IocjiefHee - IPU HaJIW4YMM)
IIallMIeHTa
IlaTa poOXIOeHUA
daMmaIMsa, MHULMAJE MMEHM UM OTdUeCcTBa ([IocjiefHee - IPU HaJIW4dMM)
Jleyamero Bpada (benbnmepa, aKyllepkH)
py0. |xkom. | Rp
pyO. |xom. | Rp
pyO. |xkom. | Rp
I[Toonmcoe M.II.

1 riedaThb Jiedallero Bpada
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(moonmuce odespOmepa, aKyllepKHU)

PeuenT pemncrTBHUTEJIeH B TeueHue 60 mHem, mo 1 roma (

)

(HyXHOEe MNOOYEPKHYTH) (yKazaTh KOJIMUECTBO MeCHdIleB)

O6opoTHasT CTOPOHa

OTMeTKa O Has3HAUYEHUMU
JIEKAPCTBEHHOT'O IpelapaTa o
PEelleHM BpadeOHOM KOMMUCCUU

[TpuroroBui [Iposepui OtnycTtui

®opma penentypHoro 6sanka N 148-1/y-88

MMHMCTepCTBO SOPaABOOXPaHEHMA

Poccurickonm denepauunm Kom dopmer nmo OKYI 3108805
MenuuMHCKAS IOOKYMEHTAaLMI
HamMeHOBaHme (mTamil) dopma N 148-1/y-88
MEeIULMHCKOM OpTaHu3alun YTBEepxImeHa MIPMKas30M
MyHMCTEepPCTBAa 3OPaBOOXPAHEHMS
HamvMeHOBaHMe (mTamil) Poccumickou Odenmepauum
VHOVBUIOYAJILHOTO MNPpellpUHMMAaTEeS or 14 sguBapsa 2019 r. N 4H

(yxkazaTb ampec, HOMEp ¥ OaTy JMULEeH3UM,
HaVMeHOBaHMe opraHa TOCYyIapCTBEHHOM
BJIACTM, BHEIOABLETO JIMLEHSUD)

1 ariri i iririr
Cepma | || [ 11 I N [ 1 I I [
I Iy Iy | Iy ISy T Iy Iy |

PELENT moom 20 .

(maTa odopmIIeHUS pelelTa)

(B3pOCIBI, IOEeTCKMM — HYXHOE INOOUEPKHYTH)

daMmaIMsa, MHULMAJE MMEHM UM OTUuecTBa ([IocjleHee — IIPU HaJIM4dMM)
naumeHTa

IlaTa poOXIeHUA

Anmpec MecTa XuUTeJbCTBa MIM N MEeOMUMHCKOM KapTh aMOyJlaTOPHOTO [alMeHTa,

IIoJiyvapmeIro MeIMUVMHCKYK IIOMOIIbL B aMGynaTopme YCIIOBMAX

daMmIIMsda, MHUMLIMAJEL MMEHM UM OTUeCTBa (mocnenxnee - npn HaJIU4UM) Jieuamero

Bpaua (benbnumepa, akylepKu)
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Pyb6. Kom. Rp:

[Tognmce M HedaThb Jiedaller'o Bpauda
(moonmuce odespOmepa, aKyllepKHU)

PellenT IOeMCTBUTEJIEH B

O6opoTHasT CTOPOHA

TeueHue 15 OgHel

OrMeTKa O Hal3HAUYeHUU
JIEKAPCTBEHHOTO IpelnapaTa o
pelmeHnio Bpauyed®HOM KOMMUCCUU

[Ipurorosun
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[Ipuka3z Munuctepcrsa 3npaBooxpanenusi PO ot 14 suBaps 2019 r. N 41 "O0 yTBepKIeHNH MOPsI/IKa HA3HAYCHUS JICKAPCTBEHHBIX MPENaparoB, (JOpM PEeLenTypHBIX OJIAHKOB Ha...

Wndopmarus 06 H3MEHEHHSX:

@opma usmenena c 9 gpespans 2020 a. - [Ipuxasz Munzopasa Poccuu om 11 dexabps 2019 2. N 1022H
CMm. npedvloyuyro pedaKyuio
®opma penentypHoro 01anka N 148-1/y-04 (i)

MMHMCTEPCTBO 3IOPAaBOOXPAaHEHUSI MECTO IOJIAd WTPUXKOIOA* YTBEPXIEHA
Poccurickom denmepaluun nprkasoM MMHMCTEepCTBa 3IpaBOOXPaHEeHUA
Poccurickonm denmepauun
or " " 2019 r. N
MITamn
Kon

MEOMIUIMVMHCKONM OPI'aHM3alun

ITamn
Kon
VHIOIVBUOYAJBbHOTO NPenIpMHMMATENA

Kox ¢popmer mo OKVY /1 3108805
@opma N 148-1/y-04 (1)

Koj xaTeropuu rpaxaan Kon Ho3zonoruueckoit hopmel (mo MKDB) | Mctounuk ¢mHaHCUpOBaHUS: (TIOJYEPKHYTH) % ormnaTsl: (IOJYEPKHYTH)
1 denepanbHbBIA OFOKET 1. bBecrmatHO
2. brojuker cyobekra Poccuiickoit @eneparun | 2. 50%
3. MyHUIIUTTATILHBIN OO KET 3. naont %

11.10.20211 Cucrema TAPAHT 19/29


http://ivo.garant.ru/document/redirect/73473987/1002
http://ivo.garant.ru/document/redirect/77686186/2300
http://ivo.garant.ru/document/redirect/179139/0
http://ivo.garant.ru/document/redirect/4100000/0

[Ipuka3z Munuctepcrsa 3npaBooxpanenusi PO ot 14 suBaps 2019 r. N 41 "O0 yTBepKIeHNH MOPsI/IKa HA3HAYCHUS JICKAPCTBEHHBIX MPENaparoB, (JOpM PEeLenTypHBIX OJIAHKOB Ha...

PELEINT Cepusa N ODaTa obOpMJIIEHUH : 20 T.

damMmnmga, MHUMLUMAJE MMEHU UM OT4YeCcTBa (IOoCJenHee — IIpU HaJIM4dMM)
naureHTa JaTa poXOeHmda

CHUIIC

N nojauca
00s13aTEeIHLHOTO
MEIULMHCKOIO
CTpaxOBaHMUSI:

HOMep MEOUIMHCKOMN KapPTel IMIallMEHTa, II0JIydaKmero MeIMIMHCKYI IIOMOIb B aM@yJ’[aTOprIX YCIIOBUMAX

daMmnmsa, MHUIUMAJE MMEeHU UM OTdUeCcTBa ([IocJiemHee -— IIPUM HaJMUMM)
Jledamero Bpada (denbrnuepa, akKyLepKM)
PyO. Korm. Rp:

D.t.d ...

Signa:

[lognuce M medaThb Jiedauwero Bpada
(momnmuce oGernpamepa, aKyWEepKM) M.II.

PeuentT neyMcrBuUTeJieH B TedueHume 15 nmHey, 30 nHeM, 90 nHeM (HyXHOe INOIOUEPKHYTH)

OTnymeHoO II0 penuentTy: Toprosoe HaMMeHOBaHME U OO3MPOBKA:
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[Ipuka3z Munuctepcrsa 3npaBooxpanenusi PO ot 14 suBaps 2019 r. N 41 "O0 yTBepKIeHNH MOPsI/IKa HA3HAYCHUS JICKAPCTBEHHBIX MPENaparoB, (JOpM PEeLenTypHBIX OJIAHKOB Ha...

IODaTa ornycka: " " 20 T. KonmuecTBO:

[IPUTroOTOBMUII X [TpoBepmIt: OrnycTmi:

Kopemok pelenTypHoOTo 6OJjiaHKa Crnocof NpMMeHEeHM:

HamMeHOBaHME [IPONOIIXUTENBEHOCTD nHen
JIeKapPCTBEHHOTO Ipenapara: KonmmuuecTBO NPMEMOB B HEHb: pas
JosupoBKa: Ha 1 npuewm: ern.

* B cilydae M3TOTOBJICHHSI PEIIEITYPHOTO OJTaHKa C MCIOJIb30BAHUEM KOMIIBIOTEPHBIX TEXHOJOTHIA

OO6opoTHasi cTopoHa

OTMmeTKa 0 Ha3HaYEHHUH JIEKAPCTBEHHOT O
Ipernapara 1o peleHuIo BpadeOHOH KOMUCCUT

[Ipurorosun ITposepui Ornycrun

IIpunoxenne N 3

K 1Iprkazy MHHHCTEPCTBA 31paBOOXPaHEHHA
Poccuiickoii Penepanuu

ot 14 sinBaps 2019 r. N 4n

IHHopsaok
oopMJICHHS pelleNTYPHBIX 0JIAHKOB Ha JICKAPCTBEHHbIE NPeNnaparThl, HX y4eTa H XpaHeHHs

C u3MeHeHHSIMH H JAOIMOJITHECHUSAMM OT:
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[Ipuka3z Munuctepcrsa 3npaBooxpanenusi PO ot 14 suBaps 2019 r. N 41 "O0 yTBepKIeHNH MOPsI/IKa HA3HAYCHUS JICKAPCTBEHHBIX MPENaparoB, (JOpM PEeLenTypHBIX OJIAHKOB Ha...

11 nexadps 2019 r.
I. Odopmitenne penenta Ha OyMaKHOM HOCUTeJIE

Wndopmarius 06 H3MEHEHHSX:
Ilynkm 1 uzmenen c 9 gpespansa 2020 e. - Ilpuxaz Munzopaea Poccuu om 11 dexabps 2019 . N 1022H

CMm. npedvloywyro peoaKyuio

1. Ha peuentypubix Omankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€eBOM BEpXHEM YIJIy MPOCTABISAETCS LITaAMI MEAMIIMHCKON
OpraHu3aliM ¢ yKa3aHUEM ee HaMEHOBaHMUs, ajipeca U Tenedona.

JlomoauTeNpHO HA perentypHoM Onanke dopmbl N 148-1/y-04(1) mpocTaBiseTcss KOJ METUIIMHCKOW OpraHU3alii B cOOTBETCTBHH ¢ OCHOBHBIM
roCyJJapCTBEHHBIM PErUCTPAallMOHHBIM HOMepoM (aainee - OI'PH).

Cepus penentyproro 6manka hopmer N 148-1/y-04(11) BrarouaeT kox cyobekra Poccuiickoit denepaii, COOTBETCTBYIOLIHMA JBYM MEPBBIM IH(ppam
Ob1epoccuiickoro kiaccupuxkaropa 00beKTOB aIMUHUCTPATUBHO-TEppUTOpUaNIbHOrO fenenus (naiee - OKATO).

Paspemaercs nzroraBnmuBate penentypusie 6ganku Gopmer N 107-1/y u popmer N 148-1/y-04(1) ¢ MOMOIIBIO KOMIBIOTEPHBIX TEXHOJIOTHIA.

2. Ha penentypHbIX OnaHkax, opOpMIISEMbIX WHAWBUIYATbHBIMUA MPEANPUHUMATENSIMU, UMEIOUIMMHU JIMLEH3UI0 Ha MEAULIMHCKYIO IesITeIbHOCTh, B
BEPXHEM JIEBOM YTIIy TUTIOTPAa(CKUM CIIOCOOOM WIIH ITyTEM IPOCTABJICHHUS IITaMITa JOJDKEH OBITh YKa3aH aJipec WHAWBUIYAIBHOTO MPEIPUHUMATEISI, HOMEP
U JlaTa JUIEH3UH, HAMMEHOBaHUE OpraHa TOCyapCTBEHHOM BIACTH, BBIJABILIETO JTUIEH3HIO.

3. Peuentypusie 0nanku Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) 3an0JHAIOTCS MEAUITUHCKUM paOOTHUKOM Paz0opUIMBO, YETKO, YEPHUIIAMU
WIN IIaPUKOBOM pyUYKOM.

4. Jlomyckaercs oQopMIJEHHE BCEX PEKBU3UTOB (3a HCKIoueHHeM pekBusuta "lloamuch nedamiero Bpaua (moamnuch (enpamiepa, akymepku')
peuentypHbix 651aHKOB (popmbl N 107-1/y, dopmer N 148-1/y-88 u popmbr N 148-1/y-04(:1) ¢ Mcmonp30BaHUEM NIEUaTAIOIUX YCTPOHCTB.

5. Odopmrenue peuentypHbix 01aHKOB (hopmbl N 148-1/y-04(11) BKITrouaeT nudpoBoe KOAUPOBAHUE.

udpoBoe kKoaMpPOBaHUE YKA3aHHBIX PELIETITYPHBIX OJAHKOB BKIIIOYAET:

1) kon meaunuHckoi opranuzauuu (OI'PH) wnm xox WHIMBHUIAYanbHOTO MNpEANpUHUMATENS B COOTBETCTBUM ¢ OCHOBHBIM TI'OCYAApCTBEHHBIM
pErUCTpalMOHHBIM HOMEPOM UHAMBUAYAIbHOTO Npeanpuaumarens (naiee - OI'PHUII), npocTaBisieMbli Ipy U3rOTOBJICHUHU PELENTYPHBIX OJIaHKOB;

2) KO/ KaTeropuu rpakaaH, MMEIONIMX MpaBO HA MOJyYeHUE JIEKaPCTBEHHBIX MPEnapaToB B COOTBETCTBUU cO cTaTheil 6.1 denepaabHOro 3aKoHa OT
17 mona 1999 r. N 178-®3 "O rocymapcTBeHHOI couuanbHOi moMomm" ', M Kox HO30j10ruueckoit (GopMbl MO MexIyHapOIHON CTATUCTUUECKOM
knaccudukanny 6onesneit (manee - MKDB), 3amonHsemble nevamuM BpadyoM MyTE€M 3aHECEHUS KaKIOM HUQPHI B MyCTble SYEHKH, IPU 3TOM TOYKa
IPOCTAaBJISIETCS B OTACIBHOM siUeiKe;

Wudopmanust 060 N3MEHEHUSX:

Ioonynxkm 3 usmenen c 9 pespans 2020 e. - [lpuxaz Munzopasa Poccuu om 11 oexadps 2019 2. N 1022H
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[Ipuka3z Munuctepcrsa 3npaBooxpanenusi PO ot 14 suBaps 2019 r. N 41 "O0 yTBepKIeHNH MOPsI/IKa HA3HAYCHUS JICKAPCTBEHHBIX MPENaparoB, (JOpM PEeLenTypHBIX OJIAHKOB Ha...

CMm. npedvloywyro pedaKyuio
3) otmeTKa 00 ucrounuke ¢puHancupoBaHus (penepanpHbii OrokeT [1], OromKeT cyonekTa Poccuiickoit denepanuu [2], MyHUIIUTIATHHBINA OIOJKET
[3]) u npouente omnatsl peuenta (Oecruiatho [1], 50% [2], unoit % [3]);

Wndopmarius 06 n3MEHEHHSX:

Ilynkm 5 oonoanen noonynkmom 4 ¢ 9 ¢espans 2020 e. - Ilpuxaz Munzopasa Poccuu om 11 dexabps 2019 . N 1022H

4) TPUXKO - JOMOJHUTEIBHBIN PEKBH3UT (B Cllydyae M3TOTOBIICHUS Ha TEppUTOpUU cyObekTa Poccuiickoit Dexepanuu perenTypHoro OjJaHKa C
HCIIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHIA).

6. B peuentypubix 6ixankax gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "damuins, HHUIHATB IMEHU U OTYECTBA (TIOCIEAHEE - TIPU
HAJIMYUU) MalMeHTa" yKa3bIBaloTCs (haMUIHsl, MHUIUAIBI HMEHH U OTYECTBA (IIPU HAJTMYMN) TAIIHEeHTA.

7. B peuentypubix Omankax dhopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "/laTta poxxnenus" yka3pIBaeTCsl JaTa POXKICHHUS MallMeHTa
(amcio, MecsIl, Tox).

JlomotHUTENBHO B penenTypHbIX Omankax ¢Gopmbl N 148-1/y-88 u dopmer N 107-1/y mns nereit B Bo3pacte no | roma B rpade "Jlara poxaeHwus"
YKa3bIBAETCS KOJIIMYECTBO MOJIHBIX MECSIIEB.

8. B peuentypubix 6mankax Gopmsl N 148-1/y-04(1) B rpadax "CHUIIC" u "N nosmca 00s53aTeIbHOT0 MEAUIIMHCKOTO CTPaxoBaHMs'" YKa3bIBAIOTCS
CTpaxOBOM HOMEp MHAMBHIYaAbHOTO JIMLEBOTO cueTa rpaxiaanuHa B Ilencuonnom ¢oune Poccuiickoit ®enepaunu (CHUIIC) (npu Hanmuyuu) U HOMEP
1oJiuca 0053aTeIbHOr0 MEAUIIMHCKOTO CTPaxoBaHUS.

9. B penentypubix Omankax ¢opmel N 148-1/y-88 B rpade "Anmpec mecta KUTEIbCTBA WIM HOMEP MEIUIMHCKON KapThl MAIMEHTA, TOTYYaroIero
MEAMIMHCKYIO TIOMOILb B aMOYJIaTOPHBIX YCIOBHX'", YKa3bIBA€TCS aJpec MecTa JKUTENbCTBa (MecTa MpeObIBaHUs MM MecTa (PaKTUYECKOrO MPOKUBAHMS)
TNanueHTa Wik HOMep MEIUIMHCKON KapThl NALMEHTa, MOMyYaiollero MEIHIMHCKYIO HOMOIIb B aMOYIaTOPHBIX YCIOBHSX .

B peuentypnasix Omankax ¢opmbel N 148-1/y-04(;1) B rpade "Homep MeIMIIMHCKON KapThl MallMEHTAa, MOJYYAIOMIETO MEIUIIMHCKYIO TMOMOIIL B
aMOyIaTOPHBIX YCIOBUAX" yKa3bIBAETCS HOMEP MEIUIIMHCKON KapThl NAIMEHTA, MOMyYalolIero MEAUIMHCKYIO OMOIb B aMOYIaTOPHBIX YCIOBHSX °.

10. B rpade "damunus, MHULUANB UMEHH U OTYECTBA (MOCIEIHEEe - MPU HAJUYMK) Jedallero Bpada (Qenpamiepa, akyllepku)" peLenTypHbIX
onankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1) pyuyHbIM CIIOCOOOM WU C TOMOIIBIO IITaMMa YKa3bIBAIOTCS (amMuIIvs, WHUIHAIBI UMEHU U
oTyecTBa (MOCJIeTHEE - TP HAJTMYNUN) MEIULIUHCKOTO pabOTHHKA, HA3HAYMBIIETO JIEKaPCTBEHHbIE MpenapaTbl 1 0(OPMHUBIIETO PELENT.

11. B rpage "Rp" peuentypubix 6mankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) yka3piBaercs:

1) HauMeHOBaHHE JIEKAPCTBEHHOIO Mpemnapara (MeXAyHapoAHOE HEMaTeHTOBAHHOE HAaWMEHOBaHHE, TPYNIHPOBOYHOE WM XHUMHUYECKOE
HalMEHOBaHKE, TOPIrOBOe HAUMEHOBAHKE) HA JTATUHCKOM $sI3bIKe, (popMa BBIMTyCKa, JO3UPOBKA, KOJINYECTBO;

2) crmoco® MpUMEHEHMs JIEKQpCTBEHHOTO TperapaTa Ha TOCYAapCTBEHHOM s3bike Poccuiickoit denepanuy WM Ha TOCYJApPCTBEHHOM SI3BIKE
Poccuiickoit denepaluu 1 rocy1apcTBEHHOM A3bIKE PeCIyOIHK U MHBIX A3bIKAX HApo1oB Poccuiickoii denepanuu *.

12. TIpu odopmiieHnH pelenTypHbIX OJIaHKOB 3allpeliaeTcsl OrpaHUYMBATHCS OOIIMMHU yKa3aHUSIMU, HanpuMmep, "Buytpennee", "U3BecTHo".

13. Pentent, opopmiieHHBIH Ha penentypHoM Omanke hopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11), moaAnuChIBa€TCSA METUIIUHCKAM PaOOTHUKOM
U 3aBEPSIETCSI €ro MevaThbio.
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Peunenrt, odopmieHHbiii Ha penentypHoM Omanke Gopmbel N 148-1/y-88 u dopmbr N 148-1/y-04(71) 1OTOJHUTEIBLHO 3aBEPSICTCS IE€YATHIO
MEIUIIMHCKON opranu3aruu "/{ns peuentos".

14. Ha omnom peuentypHoMm Omanke dopmbl N 148-1/y-88 u dopmbr N 148-1/y-04(11) paspemiaeTcss OCyIIECTBIATh Ha3HAYCHUE TOJIBKO OJHOTO
HAaUMEHOBAHMUS JIEKAPCTBEHHOI'O IIpernapara.

Ha onnom peuentypuom Omanke ¢opmbl N 107-1/y paspemaercs OCyIIeCTBISTh Ha3HAYEHHE TOJIBKO OJHOTO HAMMEHOBAHUS JIEKapCTBEHHOTO
npenapara, otHocsierocs mo ATX k antuncuxorudeckum cpenactsam (koa NOSA), ankcuonutukaM (ko NOSB), CHOTBOPHBIM M CEIaTUBHBIM CPEJCTBAM
(xom NO5C), antumemnpeccantaM (kox NO6A) um HEe TMOMJIEKAIIETO MPEIMETHO-KOJIMYECTBEHHOMY Yy4YeTy, W J0 TPEeX HAUMEHOBAaHUU JICKAPCTBEHHBIX
MpenaparToB - JJII UHBIX JIGKAPCTBEHHBIX MTPENapaToB, HE OTHECEHHBIX K BhIlIeyKa3aHHbIM ATX.

15. VctipaBienust B perienTe He JOMYCKAIOTCA.

16. Ilpu odopmnennn peuentypHbix OmankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) Ha JIekapcTBEHHBIE MpENapaThl, HA3HAYEHHBIC 10
pelIeHnto0 BpaueOHOM KOMUCCUH, Ha 000POTE pelenTYpPHOro OJIaHKa CTaBUTCS CHElHalbHas OTMETKA (IITaMIl).

17. Ha peuentypuom 6manke Gopmbl N 148-1/y-04(11) BHHU3y UMEETCS JIMHUS OTPBIBA, pa3AeIIAIoNias peuenTypHbIi OJaHK U KOPEIIOK.

Kopemok ot peuenra, opopmiIeHHOT0O Ha yKa3aHHOM pelenTypHOM OJaHKe, BBIJACTCS MAIMEeHTy (ero 3aKOHHOMY IPEACTABUTENI0) B aNTEUHOMN
OpraHM3aliK, Ha KOPELIKE AEIAeTCsl OTMETKA O HAMMEHOBAHUHM JIEKAPCTBEHHOI'O IIpenapaTa, JO3UpOBKe, KOJIMUYECTBE, CI10CO0e MPUMEHEHUSI.

18. Odopmiienue crenuanbHOrO pelenTypHOro O6JaHKa Ha HAPKOTUYECKOE CPENICTBO U MCUXOTPOIHOE BEIIECTBO OCYIIECTBIISETCS B COOTBETCTBHUH C
npukazom MuHucteperBa 3apaBooxpaHeHust Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 54n "OO yrtBepxkaeHuun (Gopmbl OJAHKOB PpELENTOB,
coJIepXkKalluX Ha3HAYEHUE HApPKOTHUYECKUX CPEJACTB WM ICUXOTPOMHBIX BEUIECTB, MOPSAKAa UX HM3TOTOBJIEHUS, pacHpeleleHUusi, PerucTpaluuu, ydyera U

XpaHeHus, a TaKkxke TpaBui opopmieHus” >,

I1. Odopmiaenne penenta B gpopmMe 3J1eKTPOHHOT0 JOKYMEHTA

19. Penent B Qopme 53JIEKTPOHHOTO JOKYMEHTa, IMOANHCAHHOTO YCWJIEHHOM KBaIM(DUIIMPOBAHHON 53JIEKTPOHHON TOJINCHIO, (OpMHUpPYETCS
MEJIMIIMHCKMM PabOTHHUKOM, CBEJICHHS O KOTOPOM BHECEHBI B (De€pATbHBIA PETHCTP MEIUIMHCKHX PabOTHHKOB®, a TakKe NMPHM yCIOBUH PETHCTPALIMH
MEUIIMHCKONW OpTaHu3allii, B KOTOpOH odopMisercs perent, B QeAepalbHOM peecTpe MEJMIMHCKMX OpraHu3alliii = eJuHONW ToCydapCTBEHHOM
UH(POPMALIMOHHOM cHCcTeMBI B chepe 3paBOOXpaHeHUs U MOAKIIOYEHHS TaKOH MEeIUIIMHCKON OpraHM3aluy K rocy1apcTBEHHONW HH(OPMAIIMOHHOM cucTeme
B cepe 31paBooxpaneHus cyobekTa Poccuiickoit ®eneparyn .

20. Ilpu odopmienun perenta B (opMe IEKTPOHHOIO JIOKYMEHTa Ha JIEKapCTBEHHBIE Ipenaparthl, YKa3aHHbIe B MOJANYHKTax 2 - 5 nyHkTta 10 u
nyukTe 12 Ilopsiaka Ha3HaYeHUs JIEKApCTBEHHBIX MIPENapaToB, YTBEPKACHHOIO HACTOSIIIUM MTPUKA30M, U OTIyCKaeMble 3a MOJIHYI0 CTOMMOCTb, 3aIIOJTHSIIOTCS
CIIEYIOIINE PEKBU3HTHIL:

1) kox cyonexta Poccuiickoit @eneparuu no OKATO, onpenenstomuii rocyaapcTBEHHYI0 HHOPMAIIMOHHYIO CUCTEMY B cepe 3/IpaBOOXpaHEHUS
cyobekra Poccuiickoii @enepary B KOTOPOi cPOpMUPOBaAH perent B (opMe NEKTPOHHOTO JOKYMEHTA,;
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2) HaMMEHOBaHWE MEIWLMHCKON OpraHu3auuu, aapec, TenedoH WM (pamMuius, UHULMAIBI UMEHM U OT4ecTBa (MOcjelHee - MPU HATUYHUH)
MHAMBUAYAJIBHOTO IPEAIPUHUMATEIS], UMEIOLIETO JINLEH3UIO HA MEAUIIMHCKYIO JIEATENbHOCTD, €T0 aJpec;

3) OI'PH ropuanyeckoro nuna (MmeaunuHckoi opranusanun ) uiau O PHUIT naauBuyanbHOTO MpempuHAMATES;

4) nata odopMieHHs perenTa (yKa3bIBaeTCs YUCIIO, MECSII, TON);

5) npara okoHYaHUsA JeHCTBUS peuenta (dopMupyercss rocynapcTBEHHONM WHGOPMAIlMOHHONW CHUCTEeMOM B cdepe 3/paBOOXpaHEHUs CyOBbeKTa
Poccuiickoit denepaiuu B COOTBETCTBUU CO CPOKaMHU JIeCcTBUS perientoB: 15 nueit, 30 nueit, 60 queit, 90 nueit, 1o 1 roaa);

6) YHHKaJIbHBI HOMep penenta (GopMHPYETCS TOCYAapCTBEHHOW WH(OpPMAIMOHHOW cHCTeMOH B cdepe 3apaBooxpaHeHus: cyobekra Poccuiickoit
Oenepanuu 1 00eCIIEYNBACT OJJHO3HAYHYIO HIICHTH(PUKAIINIO perenTta B hopMe IeKTPOHHOTO AokyMeHTa B couetannu ¢ OKATO, OI'PH umu OT'PHUIN);

7) otmeTku "cito" (cpouno) mim "statim" (HEeMeIJIEHHO) MPU HEOOXOIMMOCTH CPOYHOTO HIJIM HEMEIJIEHHOrO OTIyCKa JIEKApCTBEHHOTO MperapaTa
HALUEHTY;

8) angpec manmeHTa (yKa3blBaeTCsl MOYTOBBIM ajpec MecTa >KUTeIbCTBA (MecTa MpeObIBaHUS UM MecTa (PAKTUYEeCKOro MPOXKMBAHUA) C YKa3aHUEM
WH/IeKCa, HAUMEHOBAHMS Kpas, O0JIaCTH, PEeCIyOJMKH, aBTOHOMHOTO OKpYyra, HaMMEHOBAHMS HACEJICHHOTO IYHKTa, HAaMMEHOBAHWS YJHIBI (TIPOCIIEKTA,
nepeyIika, poesaa), Homepa Joma (C ykazaHHueM KopIyca, IpU HaJIH4uu ), HOMepa KBapTHPHI);

9) HOMEp SJIEKTPOHHOW MEIWIIMHCKOW KapThl MAalMeHTa B TOCYIapCTBEHHOW HMH(MOpPMAIMOHHON cucTteMe B cdepe 3IpaBoOXpaHEHHs CyOBeKTa
Poccuiickoit ®eneparuu;

10) pamuinusi, uMsi, 0OTYECTBO (IIPU HATTMYMH) TAILIMEHTA MOJHOCTHIO;

11) nata poxxaeHus namrenTta (yka3plBaeTcs YHCI0, MECsIl, TO/), AT AeTel 10 | rojia JOMOTHUTENBHO YKa3bIBA€TCs KOJTHUECTBO MOJHBIX MECSIIEB;

12) pamuinus, ”HULMATIBI KIMEHU U OT4YeCTBa (TIOCIEIHEE - TPU HAIUYUH ) MEAUIIMHCKOTO pabOTHUKA MOJHOCTHIO;

13) HauMMeHOBaHME JIEKAPCTBEHHOro Ipenapara (MEXIyHapoJAHOE HENaTeHTOBAHHOE HAMMEHOBAaHUE, TPYNIHUPOBOYHOE WM XHMHYECKOE
HAaUMEHOBAaHNE, TOPIOBOE HAUMEHOBAHHE) Ha JIATUHCKOM SI3bIKE, 103UPOBKA, (popMa BbIITyCKa, KOJTUYECTBO;

14) crnoco6 mpuMeHeHus JEeKapCTBEHHOTO NpenapaTa Ha ToCyAapCTBEHHOM si3blke Poccuiickoit denepanuy WM Ha TOCYAApCTBEHHOM SI3bIKeE
Poccuiickoii @eiepaliuy U rocyJapcTBEHHOM A3bIKE PECITYOIHMK U HHBIX A3bIKax HaponoB Poccuiickoit ®enepanyn °.

15) npusHak yTBepKIeHHUS Ha3HAUYEHUS JIEKapCTBEHHOTO Mpernapara Mo peleHnto BpauyeOHO KOMUCCHU MEIUIIMHCKON OpraHU3allNiu;

16) oTMeTKa O Ha3HAUYEHUU JIEKAPCTBEHHOI'O Ipernapara Mo PeleHUI0 BpadyeOHON KOMUCCHHM MEAMIIMHCKOW OpPraHu3allid B ClydasiX, YKa3aHHBIX B
ab3arie BTopoMm nyHkTa 6 [lopsiika Ha3HAUEHUS IEKAPCTBEHHBIX MPEMAPATOB, YTBEPKAECHHOTO HACTOSIIINM MPUKA30M;

17) oTMeTKa O crienuaibHOM Ha3HauYEHUH JIEKapCTBEHHOTO IperapaTa (3anoHsAeTCs B ciayJasX, YKa3aHHbIX B yHkTax 16 u 25 [lopsaka Ha3HaueHUs
JIEKapPCTBEHHBIX MPEMapaToB, YTBEPKACHHOTO HACTOSIIINM MPUKA30M);

18) oTmMeTka 0 crenuanbHOM Ha3HAUYEHUU JIEKAapCTBEHHOI'O Mperapara MalueHTy ¢ 3abojeBaHueM, TPeOYIONIUM UIUTEIbHOIO KypCOBOTO JEUEHUS
(3amomHsieTCS B ciy4ae, ykazaHHOM B nyHkTe 24 Ilopsiika HasHaueHHUsS JIEKapCTBEHHBIX IPEMapaToB, YTBEPKJACHHOTO HACTOSIIMM MPHKA30M) C
MPOCTaBJICHUEM MEPUOAMYHOCTH OTITYCKa JIEKapCTBEHHOTO Mpernapara;

19) mpu odopmienun perenta B ¢GopMe dIEKTPOHHOTO JTOKYMEHTa Ha JIEKapCTBEHHBIE Mperaparhl, YKa3aHHbIe B MOAMYHKTax 2 - 5 nmyHkra 10 u
nyukTte 12 Ilopsinka Ha3HaueHHUsS JIEKAPCTBEHHBIX IMPENaparoB, YTBEP:KAEHHOTO HACTOSIIMM MPUKAa30M, Ipa)<AaHaM, UMEIOIIMM IpaBO Ha OecIiaTHOe
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HOJy4eHHE JIEKapCTBEHHBIX MPENapaToB WM IOJYy4YCHHE JICKApCTBEHHBIX IIPEMapaToB CO CKHUJAKOH, 3alONHSAIOTCS PEKBU3UTHI, IPEIYCMOTPCHHBIC
noanyHkramu | - 18 HacTOAIETO IIyHKTA, a TAKXKE CIIEIYIOIUE PEKBU3UTHI:

a) KaTeropus rpakaaH, UMEIOIINX IPaBO Ha IMOJy4YeHHE JEKapCTBEHHBIX MPENapaToB B COOTBETCTBUU cO craThell 6.1 PenepambHOro 3akona ot 17
mionsg 1999 r. N 178-®3 "O rocynapcTBeHHOI conuanbHoit momornu" ;

0) ko1 Ho3os0THYecKol hopmbl o MKDE;

B) ucTouHMK (uHancupoBanus (1 - penepanbusbiii 6romxert, 2 - Or0pkeT cyobekta Poccuiickoit denepanyu, 3 - MyHHIUTIAIBHBIA OIOJIKET);

Wndopmarus 06 H3MEHEHHSX:
Iloonynxkm "2" uzmenen ¢ 9 gpespana 2020 e. - Ilpuxaz Munzopasa Poccuu om 11 dexabps 2019 e. N 1022H

CMm. npedvloywyro pedaKyuio

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

1) CTPaXxOBOW HOMEpP WHAMBHYaJIHHOTO JIMIIEBOTO cueTa rpaxnanunaa B [leacnonnom ¢onne Poccuiickoit @enepanuu (npu vHammauu) (CHUJIC);

€) HOMep MoJiKca 0053aTeIbHOT0 MEUITMHCKOTO CTPaxXOBaHUSI.

21. Tlpu mpocTaBiICHHH OTMETKH, YKa3aHHOW B mojanyHkre 16 myHkra 20 Hacrtosimero Ilopsioka, pement B (opMe JIEKTPOHHOTO JOKYMEHTa
MOJIMUCHIBACTCSA YCHIICHHOM KBAaTN(MUIIMPOBAHHOM 3JIEKTPOHHOM MOANNUCHIO TPECceIaTeNsl UM CeKpeTapsi BpaueOHOM KOMUCCUU MEIUIIMHCKON OpraHU3alluH,
IPY TPOCTABICHUH OTMETOK, YKa3aHHBIX B nojanyHkrax 17 m 18 nmynkra 20 Hacrosmero Ilopsaka, - yCHICHHBIMA KBAJTU(HUIMPOBAHHBIMU IICKTPOHHBIMH
HOJMUCSAMU COOTBETCTBYIOIUX MEIUIIMHCKUX paOOTHHUKOB.

22. Ilo TpeOOBaHMIO NAIMEHTa WM €ro0 3aKOHHOIO MpeACTaBUTENs] O(OpMIISETCS 3K3eMIULIp peuenta B (GopMme 3JEeKTPOHHOTO JOKyMEHTa Ha
OyMa)XHOM HOcHTEJle, B TOM 4Hucie MyTeMm ero odopmieHus Ha peuentypHeix Omankax dopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(;1) ¢ oTMETKOM
" JlyOnmuKkat 3JeKTPOHHOTO IOKyMEeHTa".

II1. Y4er penentypHbIX 0JIAaHKOB

23. Vuer peuentypHbix OmankoB (opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1), m3roraBnuBaeMbIXx THHOrpadckuM crocobom (nmanee -
peuenTypHble OJaHKM, MOJUIeXKAle YYeTy), OCYLIECTBISETCS B XKypHajaX y4yeTa, NPOHYMEPOBAHHBIX, MPOIIHYPOBAHHBIX M CKPEIJICHHBIX HOJMHCHIO
PYKOBOJUTENS W TE€YAaThI0 MEIUIIMHCKON OpTaHW3aIliy WM TOIIHCHI0 WHIUBUAYAIHLHOTO MPENNPUHUMATEN S, UMEIOIIEro JMIICH3UI0 Ha METUIIMHCKYIO
NeSITebHOCTb.

24. Kypuan ydera perentypHbix 01ankoB Gopmbel N 107-1/y comepxut crnexyromniue rpador:

1) HoMep o NopAAKY;

2) B pazaene "[lpuxon":

a) JlaTa perucTpaluy JT0KyMEHTa, OITBEPKAAIOLIETO MOCTYIICHHE;

0) HOMep U J1aTa TOKYMEHTA, TIOATBEPKIAIOIIET0 TTOCTYIUICHHE, HANMEHOBAaHHE MTOCTABIINKA;

11.10.20211 Cucrema TAPAHT 26/29


http://ivo.garant.ru/document/redirect/180687/2000061
http://ivo.garant.ru/document/redirect/4100000/0
http://ivo.garant.ru/document/redirect/73473987/1034
http://ivo.garant.ru/document/redirect/77686186/3201904
http://ivo.garant.ru/document/redirect/12184522/54

[Ipuka3z Munuctepcrsa 3npaBooxpanenusi PO ot 14 suBaps 2019 r. N 41 "O0 yTBepKIeHNH MOPsI/IKa HA3HAYCHUS JICKAPCTBEHHBIX MPENaparoB, (JOpM PEeLenTypHBIX OJIAHKOB Ha...

B) 00l1ee KOJIMYECTBO MOCTYIIMBIINX PELIENTYPHBIX OJIAHKOB;

r) (aMminsg, WHUIMATIBI UMEHH M OTYECTBa (IIOCIENHEEe - MPU HAIMYMM) U HOJNHCH OTBETCTBEHHOTO MEAMLMHCKOTO pabOTHHKA, MOJIYYHBILETO
peuenTypHble OJaHKU OT OCTaBILUKA;

3) B paznene "Pacxon":

a) JlaTa BbIJauu pPEeLENTYpPHBIX OJaHKOB;

0) KOJIMYECTBO BBIIAHHBIX PELIETITYPHBIX OJIAHKOB,

B) (damuius, MHULIKAAIBI UMEHU M OT4ecTBa (MOCIEqHEe - MPU HAIWYMK) OTBETCTBEHHOTO MEIMLMHCKOrO0 paOOTHMKA, MOJYYUBIIETO pELENTypHbIE
OJaHKH;

I') HOJIMCh OTBETCTBEHHOTO MEJUIIMHCKOTO paO0OTHHKA, MOIY4YHUBIIETO peLeNTypHbIE OlaHKHU;

4) ¢damunus, MHAIUATBI UMEHH W OTYecTBa (MOCTenHEee - NMpPU HAJIWYMK) M TOJINCH OTBETCTBEHHOTO MEIHIIMHCKOTO paOOTHHKA, BBIJABIIETO
peLenTypHble OJIaHKU;

5) ocTaToK peuenTypHbIX OJaHKOB.

25. Kypnan yuera peuentypHbix 61aHkoB hopm N 148-1/y-88 u N 148-1/y-04(11) comepkuT ciaeayrouiue rpadso:

1) HoMep 1O NOpAAKY;

2) B pasznene "[Ipuxon":

a) JlaTa perucTpanuy JTOKyMEHTA, OITBEPKAAOIIETO MOCTYTIICHHE;

0) HOMep U J1aTa JOKYMEHTa, OJATBEP:KIAt0IIEro NOCTyIJIeHne, HAMMEHOBaHHUE MTOCTABIINKA;

B) 00111€e KOJIMUYECTBO MOCTYIUBIIUX PELENTYPHBIX OJIaHKOB;

I') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PEIETITYPHBIX OJIAHKOB 110 CEPHSIM;

e) (paMuiaMs, MHUIMAIBl UMEHH M OTYecTBa (MOCIEIHEee - MPU HAIWYMK) U HOJNHMCHh OTBETCTBEHHOI'O MEIMIMHCKOIO PabOTHHUKA, MOJTYYHMBIIETO
penenTtypHbie OJaHKH OT MOCTABIINKA;

3) B paznene "Pacxon":

a) JlaTa BbIJJA4M PELENTYPHbBIX OJIaHKOB;

0) cepuM 1 HOMEpa BbIJITAHHBIX PELIENITYPHBIX OJIAHKOB;

B) KOJIMYECTBO BBIJJAHHBIX PEIENTYPHBIX OJAHKOB;

r) GpamMuiIns, HTHULUAIB UMEHH U OTYecTBa (TOCNeAHee - NMPH HAJIWYMK) OTBETCTBEHHOTO MEIWIMHCKOro paOOTHMKA, MOJYYUBIIETO pEleNTypHbIE
OnaHkw;

1) OJITUCHh OTBETCTBEHHOTO MEMIIMHCKOT0 pabOTHHKA, MTOJYUYHBIIETO PELENTYPHbIE OIaHKHU;

4) ¢damunus, WHAIMATBI UMEHH W OTYecTBa (MOCJeTHEee - MpPU HAIWYMW) W TOJIKHCH OTBETCTBEHHOTO MEIUIIMHCKOTO pPaOOTHHKA, BBIJABIIETO
peLenTypHble OJIaHKH;

5) ocTaToK penenTypHbIX OJaHKOB.
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26. Yuer cnenuagbHbIX PELENTYpPHBIX OJNAHKOB Ha HAPKOTHYECKOE CPEACTBO M IICHXOTPOIMHOE BELIECTBO OCYIIECTBISAETCSI B COOTBETCTBHM C
npukazoM MuHHCTepcTBa 3apaBooxpaneHus Poccuiickoir ®enepaumu ot 1 asrycra 2012 r. N 540 "OO6 yrBepkaeHuu ¢GopMbl OJIAHKOB PEIENTOB,
COJepXKalMX Ha3HAu€HHE HApKOTHYECKUX CPEICTB WIM ICUXOTPOIHBIX BELIECTB, IOPSAKA WX W3TOTOBIEHMS, PACHpPENeNIeHHs, PerucTpaluu, ydera U
XpaHeHus, a Takxke Ipasui opopmienus” .

27. Yuer penenrton, 0pOpMICHHBIX B (pOpPME IEKTPOHHOI'O JOKYMEHTA, OCYLIECTBISETCS B rOCYIapCTBEHHONM MH(POPMALMOHHOHN cucTteMe B cdepe
31paBooxpaHeHust cyObekTa Poccuiickoit Denepanuy MOCPEACTBOM BEACHUS EIMHOTO peecTpa perentoB, O(GOPMICHHBIX B (QOpMe 3IEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaneHnue peuentypHbIX 0JIaHKOB

Wupopmarus 06 H3MEHEHHSIX:
Ilynkm 28 usmenen ¢ 9 gpespansa 2020 e. - Ilpuxasz Munzopasa Poccuu om 11 dexabpsa 2019 2. N 1022H

CMm. npedvloywyro pedaKyuio

28. MeauMuMHCKUE OpraHU3alMM IOJIy4aloT HEoOXOJUMblEe pELEeNTypHble OJIaHKM, W3rOTOBJIEHHbIE TUIOTPa(CKUM CHOCOOOM, Yepe3 OpraHbl
yIpaBiIeHUS 3paBOOXPaHEHUEM WIIM OpraHU3alluy, YIOJHOMOYEHHbIE Ha 3TO OpraHaMH MCIIOJHUTENbHON BiacTu cyObekToB Poccuiickoit denepanuu.

29. PeuentypHble OlaHKH, MOAJEXKAIINE YUYETy, XPaHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM PYKOBOJIUTENIEM MEIUIIMHCKON OpraHu3aluu, B
3alUpaeMoOM METAJUTMYEeCKOM ImKady (ceide) WM MeTauTMueCKOM SIIUKE.

30. UnauBuayanbHbIN IpeIIpUHUMATENb, UMEIOIIUHN JINIEH3UI0 Ha MEIULIUHCKYIO JIeSITeIbHOCTh, XPaHUT PELENTYPHbIE OJIaHKH, MOAJIeKAIINE YUETy,
B 3allMPaeMOM MeTaJUTM4ecKOM IKady (ceiide) Uiam MeTaJuIMYeCcKOM SILIUKE.

31. IlpoBepka cOCTOSIHMS XpaHEHUs, y4yeTa, (PaKTHYEeCKOro HAIWYMs M Pacxoja pelenTypHbIX OJaHKOB, MOJUIEKALIMX YYeTy, OJMH pa3 B KBapTal
OCYIIIECTBIISAECTCS KOMUCCUEN, CO3JAHHON B METUIIMHCKON OpraHn3alyu.

32. PenentypHsble O61aHkH, oopmisieMble Ha OYMa)XHOM HOCHUTENE M IMOJUIeXkKAIlUe YUeTy, BBLAAIOTCS MEIUIIMHCKUM PaOOTHUKAM, UMEIOIUM IPaBo
0 OpMIIEHHUS PELETITOB, M0 PACIIOPSKEHUIO TTIABHOTO Bpaya WK €ro 3aMEeCTHTEIIS.

[Tonmyuennsle penentypHble OJaHKM Ha OyMaXKHBIX HOCHUTENSX XPAHATCS MEIUIUHCKUMHM paOOTHHKaMU B TMOMEIICHUSX, O00ECHEeYMBAIOIIUX HX
COXPaHHOCTb.

33. XpaHeHue crelnuanbHbIX PEeLENTYPHbIX OJaHKOB Ha HAPKOTHUYECKOE CPEJICTBO M MCHUXOTPOITHOE BEUIECTBO M BbIJaua yKa3aHHBIX PEIENTYpPHBIX
0JIaHKOB MEIMIUHCKOMY paOOTHUKY OCYILIECTBIISIETCSI B COOTBETCTBUHU C IPHKa3oM MuHHCTEpCTBa 3apaBooxpaHeHust Poccuiickoit denepannu ot 1 aBrycra
2012 r. N 541 "OG yTBepxaeHun (HopMbl OJaHKOB PELETITOB, COACPIKALINX Ha3HAYEHNE HAPKOTHUYECKUX CPEACTB MJIM MCUXOTPOITHBIX BEIIECTB, MOPSAAKA UX
M3rOTOBJICHHUS], PACIIpe/Ie/eH s, PETUCTPAlMH, yUeTa U XpaHeHHs, a Takxke paBui opopmueHus” 2.

34. IIporpaMMHO-TEXHHUYECKHE CPEACTBA TOCYJAPCTBEHHBIX MH()OPMAIIMOHHBIX CUCTEM B cdepe 3/IpaBOOXPaHEHHS], MEAUIIMHCKUX UH()OPMAIIMOHHBIX
CUCTEM MEJMIMHCKUX OpTaHM3alMui OO0eCHeurBaIOT XpaHEHHUE AJIEKTPOHHBIX PELENTOB, OGOPMIICHHBIX B (OpPME FIEKTPOHHBIX JOKYMEHTOB B TE€UEHHE
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CPOKOB, yCTAHOBJIEHHBIX JUIsl XPAHEHHs PELENTOB, OPOPMIEHHBIX Ha COOTBETCTBYIOMUX (pOPMaAX PELENTypHBIX OIAHKOB Ha OyMasKHOM HocuTene -,

! CoGpanue 3akoHOmaTenbcTBa Poccuiickoit ®enepaunu, 1999, N 29, cr. 3699; 2009, N 30, cr. 3739; 2010, N 50, c1. 6603; 2013, N 48, cT1. 6165.

2 [Ipuxas MunHCTEpCTBa 3apaBooXpanenns Poceuiickoit ®eneparmu ot 15 mexabps 2014 r. N 834n "O6 yTBepKIcHAN YHUDHIIMPOBAHHBIX (POPM MEIUITMHCKON JOKyMEHTAIHH,
UCTIONB3YEMbIX B MEIUIIMHCKUX OPTaHHU3ALMIX, OKA3bIBAIONIINX MEIUIMHCKYIO ITOMOIIb B aMOYJIATOPHBIX YCIOBHAX, M HOPSIKOB II0 UX 3aIOJHEHUIO" (3aperncTprupoBaH MHUHHCTEPCTBOM
rocturmn Poccuiickoit @eneparm 20 depanst 2015 r., peructpannonssiii N 36160), ¢ m3MeHeHNAMI, BHECEHHBIMH MTprKa3oM MUHHCTEpCTBa 31paBooxpaHeHns: Poccuiickoit @eneparmm
ot 9 siaBaps 2018 r. N 2 (3apeructpupoBad MunmcTepcTBOM foctinu Poccuiickoit @enepannu 4 anpenst 2018 ., peructparmonssiit N 50614) (zanee - mpuka3 N 834H).

3 [Ipukas N 834H.

4 Yacrte | crateu 15 3akoHa Poccuiickoit Oeneparn ot 25 okTsa0psa 1991 r. N 1807-1 "O s3pikax HapomoB Poccwmiickoit @enepanun” (BemoMocTn cbe3ia HApOAHBIX JEMYTaTOB
PC®CP u Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanue 3akonomatensctBa Poccuiickoit @eneparum, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

3 Bapeructpuposan MunuctepcTBoM roctunnu Poccutickoit ®eneparuu 15 asrycra 2012 1., peructpannonnsiii N 25190, ¢ ©3MeHEHUSIMHU, BHECEHHBIMH TIPUKa3aMu MUHUCTEPCTBA
3npaBooxpaneHus Poccuiickoit @enepauuu ot 30 mrons 2015 r. N 3851 (3apeructpupoBaH MuHuCTepcTBOM tocTurMu Poccuiickoit @eneparun 27 Hos6ps 2015 r., perucTpaluOHHBINR
N 39868), or 21 ampens 2016 r. N 254 (3apeructpupoBan MunucrepcTBoM roctuiun Poccuiickoit @eneparuu 18 wmrona 2016 r., peructparuonssiii N 42887), ot 31 oxTsa0ps
2017 r. N 882H (3apeructpupoBad MuHHCTepcTBOM focTuinH Poccuiickoit @eneparuu 9 stuBapst 2018 ., peructparmonHsiit N 49561).

6 [Tynkrer 6, 7 ToM0kKEHUsS O €IUHON TOCYIAapCTBEHHONW MHPOPMALMOHHOM cucTeMe B chepe 3ApaBOOXpAaHEHHs, YTBEPKACHHOTO rocTanosnenuem [lpasurensctsa Poccuiickoit
Oeneparun ot 5 Mast 2018 r. N 555 (Cobpanme 3akoHOomaTenbcTBa Poccniickoit @enepannu, 2018, N 20, ct. 2849; N 49, ct. 7600; N 50, ct. 7755; 2019, N 6, ct. 533) (manee - [Tomoxxenue o
CIMHOMN CHCTEME).

7 [Tynktet 9, 10 [Honoxxenus o enuHOM cucteme.

8 Crarem 91 m 91.1 ®enepanpHoro 3aKoHa 0T 21 HOstOps 2011 roga N 323-D3 "O06 ocHOBaxX oXpaHbI 3T0pOBBs TpaxkaaH B Poccuiickoit @eneparun” (CoOpaHue 3aKOHOIATEIBECTBA
Poccuiickoit ®enepaunu, 2011, N 48, ct. 6724; 2012, N 26, cr. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, ct1. 6165; 2014, N 30, c1. 4257; N 43, ct. 5798; N 49, c1. 6927, 6928;
2015,N 1, ct. 85; N 10, cT. 1425; N 27, c1. 3951; N 29, c1. 4397; 2016, N 1, c1. 9, 28; N 15, c1. 2055; N 18, c1. 2488; N 27, c1. 4219; 2017, N 18, cT. 2663; N 31, cT. 4794).

®Yacte 1 crateu 15 3akona N 1807-1

19 Cobpanue 3axoHogaTenscTBa Poccuiickoit ®emepanuu, 1999, N 29, cr. 3699; 2009, N 30, ct. 3739; 2010, N 50, cr. 6603; 2013, N 48, cT. 6165.

""" 3aperncrpupoBan MuHHCTEpPCTBOM OoCTULHMH Poccuiickoit @emepanuu 15 asrycra 2012 r., perucrpanuoHHbli N 25190, ¢ M3MEHEHMSAMH, BHECEHHBIMH NPHKA3aMH
MuHucrepcTBa 3apaBooxpaneHus Poccuiickoit @enepanuu ot 30 urons 2015 r. N 385u (3apeructpupoBan MunucrepctBom toctuiiuu Poccuiickoit denepanuu 27 HostOps 2015 r.,
peructpannoHHbIi N 39868), ot 21 ampens 2016 r. N 2541 (3apeructpupoBad MunuctepctsoM roctuiinu Poccuiickoit @eneparm 18 wmrons 2016 r., peructparmonssiit N 42887), ot 31
okTsiOpst 2017 1. N 8821 (3apeructpupoBad MuHmcTepcTBOM FocTHIHU Poccuiickoit @enepannu 9 saBaps 2018 ., peructpanuonssiii N 49561).

12 3apeructpupoBan MunuctepcTtBoM roctuuuu Poccuiickoit ®enepanuuu 15 asrycra 2012 r., perucrpanmonsbii N 25190, ¢ uM3MeHeHMAMH, BHECEHHBIMH IPUKa3aMH
MunucreperBa 3apaBooxpanenuss Poccuiickoit @enepanun ot 30 umrons 2015 r. N 385u (3apeructpupoBan MunucrepctBoMm toctuimn Poccuiickoit @enepamun 27 nosops 2015 T,
perucrpanuonssiii N 39868), ot 21 anpesnst 2016 . N 2541 (3apeructpupoBan MunucrepctBoM roctunnu Poccuiickoit ®eneparn 18 uronst 2016 1., peructpaunonnstii N 42887), or 31
okTs10ps 2017 . N 8821 (3apeructpupoBad MunucrepcTBoM roctunuu Poccuiickoit @enepannu 9 ssaaps 2018 r., peructpanuonssiii N 49561).

13 Tynkr 14 npaBui OTIycKa JIEKAPCTBEHHBIX TIPENAPATOB JJIl MEIMIMHCKOTO MPUMEHEHHS, B TOM YHCJIE MMMYHOOHMOJIOTHYECKUX JIEKAPCTBEHHBIX IPENAPATOB, ANTEYHBIMH
OpTraHU3AIMSIMA, WHIUBUIYAJBHBIMHI MPEINPUHIMATEISIMHA, UMEIONIMMHY JIMIEH3UI0 Ha (hapMaleBTHYECKYIO AEATENbHOCTh, YTBEPKAEHHBIX NPHKa3oM MUHHCTEPCTBA 3IpPaBOOXPAHEHHS
Poccutickoit @eneparun ot 11 mronst 2017 r. N 4031 (3apeructpupoan MunnctepcTBoM roctuin Poccuniickoit @eneparmu 8 centsops 2017 r., peructpannonssiid N 48125).
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