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

MUHHCTEPCTBO 3JIPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

ITPUKA3
ot 14 suBapsa 2019 r. N 4u

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

(B pex. [puka3zoB Munzapasa PO ot 11.12.2019 N 1022H, ot 08.10.2020 N 1075H)

B cootBercTBuM ¢ nmyHkToM 16 wactu 2 ctatbu 14 denepanpHoro 3akoHa ot 21 HosiOps 2011 r. N
323-®@3 "OO6 ocHOBax OXpaHbl 370poBbs TrpaxknaH B Poccuiickoit ®enepanun" (Cobpanue
3akoHoAarenscTBa Poccuiickoit @enepanuu, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2014, N
30, ct. 4257; N 49, cT. 6927; 2015, N 10, ct. 1425; N 29, c1. 4397; 2016, N 1, cT. 9; N 15, ct. 2055;
N 18, ct. 2488; N 27, ct. 4219; 2017, N 31, ct. 4791; N 50, ct. 7544, 7563) u nmoAmyHKTaMu
5.2.177, 5.2.179 wu 5.2.180 TIlonoxenus o MuHuUCTEpCTBE 37paBoOXpaHeHHs Poccuiickoi
®denepanyy, yTBEp)KIeHHOro mnocraHoBieHueM IIpaBurenscrBa Poccumiickoin ®denepanun ot 19
utoHs 2012 r. N 608 (Cobpanue 3akoHonarensctBa Poccuiickoit @enepanun, 2012, N 26, ct. 3526;
2013, N 16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 33, c1. 4386; N 45, ct. 5822; 2014, N 12,
cT. 1296; N 26, ct. 3577; N 30, ct. 4307; N 37, ct. 4969; 2015, N 2, ct. 491; N 12, ct. 1763; N 23,
ct. 3333; 2016, N 2, ct. 325; N 9, cT. 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, c1. 5535; N 40, ct. 5864; N 52, ct. 8131; 2018,
N 13, ct. 1805; N 18, ct. 2638; N 36, ct. 5634; N 41, c1. 6273), npukasbiBato:

1. YTBepauTs:
MOPSA0K Ha3HAUYEHUs JIEKapCTBEHHBIX MpenapaToB coriacHo npuioxenuto N 1;
(dopMBI perenTypHbIX 0JaHKOB Ha JE€KapCTBEHHbIE MTPEnapaThl COrIacHo mpuioxenuto N 2;

NopsI0K 0hOpMIIEHHUS PELIEITYPHBIX OJIAHKOB Ha JIEKApCTBEHHBIE MPENapaThl, UX ydeTa U XpaHCHUS
cormacHo npuioxeruio N 3.

2. Ilpu3HaTh yTpaTUBILIUMU CUITY:

nprka3 MuHuctepcTBa 3apaBooxpanenust Poccuiickoit @enepaunn ot 20 nekadbps 2012 r. N 11751
"O0 yTBep:KJIEHUHU MOPS/IKa Ha3HAUYEHUS U BBIMUCBHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, a TaKkKe
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dbopM perentTypHbIX OJAaHKOB Ha JIEKAPCTBEHHBIC MpEraparhl, MOpsaka o(OpMIICHHS yKa3aHHBIX
0JIaHKOB, WX ydeTa W XpaHeHusa" (3aperucTpupoBaH MMHHCTEPCTBOM IOoCTHIMHM Poccuiickoit
Oeneparuu 25 urons 2013 r., perucrpannonnsiii N 28883);

OYHKT 2 W3MEHEHUH, KOTophle BHOCATCA B [lOpsmok co3maHUs W JEATEIBHOCTH BpadeOHOM
KOMUCCHUM  MEIULMHCKONM  OpraHu3ali,  YTBEpXJCHHBI  mpukazoM  MuHuCTepcTBa
3/IpaBOOXpaHEHUs U coluanbHOro pa3sutus Poccuiickoit @enepanuu ot 5 mast 2012 r. N 5021, u B
[Topsimox Ha3Ha4YeHHs] U BBIMUCBIBAHMS JIEKAPCTBEHHBIX IPENapaToB, YTBEPXKACHHBIM MpPUKa30M
MunucteperBa 3apaBooxpaneHus Poccuiickoit ®enepaunn ot 20 gexadbps 2012 r. N 1175H,
YTBEP)KJICHHBIX MTPUKa30M MUHHUCTEPCTBA 3/ipaBooxpaHeHus Poccuiickoit denepanuu ot 2 nexadps
2013 r. N 886H (3apeructpupoBan MunrctepcTBoM rocTuIiu Poccuiickoit @eneparnuu 23 nexadps
2013 r., perucrparmonnsiii N 30714);

npuka3 Munucrepcrsa 3apaBooxpanenust Poccuiickoit ®enepanuu ot 30 utons 2015 r. N 386n "O
BHECEHWU W3MEHEHHH B NPUIOXKEHUs K Ipukasy MunucrepcTBa 3apaBooxpaHeHHst Poccuiickoit
@enepann ot 20 nexabpst 2012 r. N 11751 "OO yrBepkAeHUM NOpAAKA HA3HAYCHUS MU
BBINKMCBIBAHUS JIGKAPCTBEHHBIX IIpPENapaTroB, a Takke (OpPM pelenTypHbIX OJIAHKOB Ha
JICKapCTBEHHBIE IPEraparhl, mopsaka oGOpMIICHUSI yKa3aHHBIX OJIAHKOB, WX ydeTa M XpaHEHUs"
(3apeructpupoBan MunucTepcTBoM toctuiuu Poccuiickoit ®enepanuu 6 asrycra 2015 1.,
perucrpammonnbiii N 38379);

OYHKT | M3MEHEHuM, KOTOphle BHOCATCA B MpHKa3 MuHHCTepCcTBa 3apaBooxpaHeHust Poccuiickoit
Oeneparn o1 20 nmexabpst 2012 r. N 11755 "OO yTBepkAeHHHM MOpPAAKAa HA3HAYCHUS H
BBHINMACBIBAHUS JIGKAPCTBEHHBIX IPEMapaTtoB, a Takke (OPM pelenTypHbIX OJIAHKOB Ha
JIEeKapCTBEHHBIE Tpernaparhl, Nopsaka opopmIileHUsT yKa3aHHBIX OJIAHKOB, UX Y4eTa U XpaHeHUs" u
npuioxkenue N 2 x npukasy MunucrtepctBa 3xapaBooxpaHeHusi Poccuiickoit ®denepanuun ot 1
asrycra 2012 r. N 54un "OOG ytBepxkaeHuu (Gopmbl OJTaHKOB PELENTOB, COAEPKAIIMX HA3HAYCHHE
HapKOTUYECKUX CPEJCTB WM IICUXOTPOIHBIX BEIECTB, MOPSAIKA UX U3TOTOBJICHHUS, paCIIPEICIICHNUS,
perucTpaluu, ydeTa M XpaHEeHHs, a TakKe NpaBUlI OQOpMIICHUA", YTBEP)KIEHHBIX MPUKA30M
MunuctepcrBa 3apaBooxpaHeHust Poccuiickoit ®enepaunu ot 21 ampens 2016 r. N 254n
(3apeructpupoBan MuHuctepcTBoM foctuiuu Poccuiickoit ®eneparuu 18 wurons 2016 1.,
perucrpaimonnsiiit N 42887);

IYHKT 5 U3MEHEHHUH, KOTOPbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHHUCTEPCTBA 34paBOOXPaHEHUS U
conuanbHOro passutus Poccuiickon denepanuun 1 MunucTepeTBa 3apaBooxpaHeHus Poccniickoi
®denepau Mo BOIpocaM OOpallleHus JIEKapCTBEHHBIX MpenapaToB, COJASpXKAlUX HAPKOTUYECKHE
CPEJICTBA, NICUXOTPOITHBIE BEIIECTBA U UX MPEKYpPCOPHI, U JEKAPCTBEHHBIX CPEJCTB, MOAJIEKAIIUX
IIPEIMETHO-KOJIMYECTBEHHOMY YUYETY, YTBEPXKICHHBIX NPUKa30M MUHHCTEpPCTBA 34paBOOXPAHEHUS
Poccuiickoit @enepauyn ot 31 oxtsaops 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM
roctuimu Poccuiickoit @eneparn 9 stuaps 2018 r., peructpannonusiii N 49561).

Munucmp

B.U. CKBOPLIOBA

Ipunoowcenue N 1
K npuxaszy Munucmepcmea 30pasooxpaHeniist

Poccuiickoii @edepayuu
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om 14 sneaps 2019 2. N 4n

HOPAJOK HASHAUYEHUSA JIEKAPCTBEHHbBIX
IHPEITAPATOB

(B pex. [lpuka3zo Munsnpasa PO ot 11.12.2019 N 1022H, ot 08.10.2020 N 1075H)

. O0uIue moJ10KeHU s

1. Hacrosimuii mopsiAoK yCTaHABJIMBAET MpaBUJIa HAa3HAYCHMS JICKAPCTBEHHBIX IPENapaToB s
MEJMIIMHCKOTO MPUMEHEHHS (J1aee - JIEKapCTBEHHBIE MpermapaTsl) U oQPOpMIICHUST WX Ha3HAYCHUS
MpY OKa3aHUHU MEJUIMHCKOW MOMOIIY B MEAUIIUHCKUX OpraHu3anusax <1>.

<1> Ilynkrt 11 crateu 2 @enepanbHoro 3akoHa oT 21 uosiOops 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbI 310poBbs rpaxkaan B Poccuiickoit ®eneparuun” (Cobpanue 3akoHonaTenbcTBa Poccuiickoit
Oenepannm, 2011, N 48, ct. 6724; 2016, N 1, c1. 9, 28; 2017, N 31, cT. 4791).

2. Ha3naueHue JieKapCTBEHHBIX IpENapaToB OCYILECTBIIAETCS JIEHALIUM BpadyoM, (erabAlepoMm,
aKylIepKoil B Ciy4ae BO3JIO)KEHHS Ha HHUX IIOJHOMOYMM JIeHalllero Bpaya B MOPSJIKE,
YCTaHOBJICHHOM IIPHMKa30M MMHHCTEPCTBA 31paBOOXPAHEHUS U COLIMATILHOrO pa3BuThs Poccuiickoil
@eneparun ot 23 mapta 2012 r. N 2521 "O06 yrBepxaenuu [lopsiaka Bo3nokeHus: Ha (enpamepa,
aKyIIEpKy PYKOBOIUTEIEM MEIUIMHCKON OpraHW3alyd IIPU OpraHW3alMd OKa3aHUs IEPBUYHOU
MEAMKO-CAHUTAPHON TMOMOIIM U CKOPOM MEAMIMHCKOW MOMOIIM OTJENIbHBIX (DYHKIHUH JIeyaliero
Bpaya M0 HENOCPEICTBEHHOMY OKa3aHUIO MEIMIIMHCKON MOMOIIHY MAIlMeHTy B Mepuo]] HaOIr0AeHus
3a HUM M €ro JICYEHMs], B TOM YHCJIE 110 Ha3HAUEHUIO U MPUMEHEHHIO JIEKAPCTBEHHBIX MPENapaTos,
BKJIIOUAsl HApKOTMYECKHE JIEKAPCTBEHHbBIE IIpenaparbl W IICUXOTPOIIHBIE JIEKAPCTBEHHBIE
npenapatsl” <2>, UHAUBUAYAIbHBIMU NPEAIPUHUMATENSMH, OCYIIECTBISIOIIMMU MEAUIUHCKYIO
NeSITeIbHOCTD (Aajiee - METUIIMHCKUE PAOOTHHUKH).

<2> 3apeructpupoBad MunucrepctsoMm roctuuuu Poccuiickont ®@enepanun 28 anpens 2012 r.,
peructpanonublii N 23971, ¢ u3MeHEeHUAMH, BHECEHHBIMM IpUKa3oM MUHHCTEpPCTBA
3npaBooxpanenust Poccuiickoit ®@enepauuu ot 31 okxtsa6pst 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoMm toctunuu Poccuiickoit @enepanun 9 suBaps 2018 r., perucrpannonHHbiii N
49561).

3. CBeneHMss O Ha3HAYEHHOM JIEKapCTBEHHOM IIpenapare (HaMMEHOBAaHUE JIEKAPCTBEHHOI'O
mpenapara,  JO3UPOBKa, CIOCOO  BBEAEHUS M IPUMEHEHHUs, pPEeXUM  JIO3UPOBaHMS,
IPOIOJDKUTEIBHOCTD JIeUeHUSI U 000CHOBaHME HAa3HAUEHUS JIEKAPCTBEHHOT'O Mpernapara) BHOCATCS
MEAUIMHCKUM paOOTHUKOM B MEIULUHCKYIO JJOKYMEHTAIMIO Al[MeHTa.

B cnyuasx, yka3zanHbIXx B TyHKTax 9 - 12 Hacrosmiero Ilopsaka, MeTuIMHCKUN paOOTHHK
oopMIIsIeT Ha3HAYCHHUE JIEKAPCTBEHHBIX MPEMapaToB, B TOM YUCIE MOAJEKANINX U3TOTOBICHHUIO U
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OTITYCKY AaNTEeYHBIMH OpraHM3alMsMHU (Jlajiee - JIEKapCTBEHHBIE IpernapaTbhl HHIWBUAYAIEHOTO
U3rOTOBJICHUS), HAa pEUEenTypHOM OiaHKe, OQOPMIECHHOM Ha OyMa)XHOM HOCHTEJE 3a CBOEH
NOJNKCHIO (anee - peuent Ha OyMakHOM HocuTene), ¥ (WJIM) C COracusi MalueHTa I €ro
3aKOHHOI'O IpEeJCTaBUTENsl <3> Ha peLenTypHOM OjaHKe B (opMe 3JIEKTPOHHOIO JOKYMEHTa C
UCTIOJIb30BAaHUEM YCHJIGHHOW KBaJU(UIIMPOBAHHOW 3JEKTPOHHOM TOAMUCH MEIUIIMHCKOTO
paboTHHKa (J1ajiee - penent B popme JIEeKTPOHHOTO JOKYMEHTA).

<3> B OTHONICHUH JIMIIa, YKa3aHHOTO B YacTu 2 ctathu 20 DenepanbHOro 3akoHa ot 21 HOAOps
2011 r. N 323-®3 "O06 ocHOBax OXpaHbI 370pOBbs Tpakaan B Poccuiickoit ®enepanun" (Codpanue
3akoHosarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N
31, cT. 4791).

Penenit B (hopMme 37€KTPOHHOTO TOKYMEHTA, COJEpP KALINI Ha3HaUeHNEe HAPKOTUYECKUX CPEICTB WU
MICUXOTPOITHBIX BEIECTB, TOANMCHIBACTCS C HCIOJIB30BAaHUEM YCHJICHHON KBaJH(UIMPOBAHHON
3JIEKTPOHHOW MOJMMCHU JIeHallero Bpauya WM (Qenpilepa, akylmlepKd, Ha KOTOPBIX BO3JIO0XKEHBI
(GYHKIMH JIeYallero Bpaya, 1 COOTBETCTBYIOIIEH METUIIMHCKON opraHu3anuu <4>.

<4> Yactp 1 crateu 26 @enepanpHoro 3akoHa oT 8 suBaps 1998 r. N 3-®3 "O HapkoTHUECKHX
cpeAcTBax U ncuxoTponHbix BemecTBax" (CoOpanue 3akoHoparenbcTBa 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 GopMe MEKTPOHHBIX JTOKYMEHTOB OCYIIECTBIISIETCS B Cllydae MPUHATHA
YIIOJHOMOYEHHBIM OpraHoOM MHCIIOJIHUTEIbHOW BiacTu cyOwbekta Poccuiickoir @Penepanuu B
COOTBETCTBUM C MYHKTOM 4 cratbu 6 ®dexnepanpHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6
oOpallleHHuH JIeKapCTBEHHBIX CpelCTB" <5> pelieHus 00 KUCIOJIb30BAHUN HA TEPPUTOPHUM CyOBEKTa
Poccuiickoii ®@enepaiun Hapsy ¢ pelienTaMy Ha JIEKapCTBEHHbIE MpenapaTsl, 0(pOpMICHHBIMU Ha
OyMa)XHOM HOCHUTENE, PELEeNTOB Ha JIEKapCTBEHHbIE Npenaparsl, cHOpPMHUPOBAHHBIX B (opme
DJIEKTPOHHBIX TOKYMEHTOB.

<5> Cobpanue 3akononarensctBa Poccuiickoit denepanuu, 2010, N 16, ct. 1815; 2012, N 26, cT.
3446; 2017, N 31, ct. 4791.

4. Ilpu BBIMKMCKE TMAalMEHTAa W3 MEIUIMHCKON OpraHu3ali, B KOTOPOM €My OKasbIBanach
MCIUIHUHCKAasA IOMOIIb B CTAOWMOHAPHBIX YCIOBHUAX, MAJAaHHOMY [MMAalMMCHTY II0 PCIICHUIO
PYKOBOIMTENST METUIIMHCKOW OpraHu3alii Ha3zHA4alTcs ¢ oQopMieHHeM perenta B (opme
ANIEKTPOHHOTO JOKYMEHTa W (Wiau) Ha OyMa)KHOM HOCHTENE (3a HMCKIIOYeHHEM OhOopMIIEHUS
pEIenTOB Ha JIEKAPCTBEHHBIE MPEMapaThl, MOAJIEKAIINE OTIYCKY OSCIIaTHO WA CO CKUIIKOK) 100
BBIJAKOTCSA (HaHI/IeHTy HJIA €TI0 3aKOHHOMY Hpe)ICTaBI/ITeJ'IIO) OJHOBPEMEHHO C BBIITUCKOH U3 HCTOpUH
0ONe3HM JIEKapCTBEHHBIC TIperapaTtbl, B TOM YHCJIE€ HAPKOTUYECKWE U ICHUXOTPOITHBIC
JICKApPCTBCHHEIC IperapaTtbl, BHCCCHHBIC B CIIMCKHU u u Il ONEepEeYHSA HAPKOTHYCCKUX CPCACTB,
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IICUXOTPOIHBIX BEILECTB U UX MPEKYpPCOPOB, MOUIEKAUX KOHTpoto B Poccuiickon denepanuy,
YTBEP)KJIEHHOTO nocTaHoBieHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 30 urons 1998 r. N
681 <6> (nmanee - [lepeueHp), CHIIBHOAEUCTBYIOIINE JIEKAPCTBEHHBIE MIpENapaThl, HA CPOK IpHUEMa
MalFEHTOM JI0 5 JHEM.

<6> Cobpanue 3akoHojaarenbcTBa Poccuiickoit @enepammu, 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, 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, cT. 1635; N 29, cT. 4466, ctr. 4473; N
42, ct. 5921; N 51, cr. 7534; 2012, N 10, ct. 1232; N 11, ct. 1295; N 19, ct. 2400; N 22, cT. 2864,
N 37, ct. 5002; N 41, ct. 5625; N 48, cT. 6686; N 49, cT. 6861; 2013, N 6, cT. 558; N 19, c1. 953; N
25, c¢1. 3159; N 29, ct1. 3962; N 37, cT. 4706; N 46, ct. 5943; N 51, c1. 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, crt.
2368; N 20, cT. 2914; N 28, ct1. 4232; N 42, cT. 5805; 2016, N 15, ct. 2088; 2017, N 4, c1. 671; N
10, ct. 1481; N 23, cT. 3330; N 30, ct. 4664; N 33, cT. 5182; 2018, N 27, c1. 4071.

5. HasnaueHue JIEKapCTBEHHBIX IpENaparoB MpU OKAa3aHUM MEIOULIMHCKOW IIOMOIIM B
CTAllMOHAPHBIX YCIOBUSAX B TPeOOBaHMUAX-HAKJIAJHBIX, HAIlPaBJISIEMbIX B alT€YHbIE OpraHU3aIUH,
ABIIIOIMECS CTPYKTYPHBIMU IOAPA3JCICHUSAMM MEAMLMHCKOW OpraHu3alidy, B KOTOPOU
OKa3bIBACTCSI MEIUIIMHCKASL IIOMOIIb, OCYIIECTBIISIETCS B COOTBETCTBUU ¢ UHCTpYKIMEH O MOpsIIKe
BBINKCBIBAHUS JIEKAPCTBEHHBIX IpernapaTroB M OQOpPMIIEHHs PELENTOB U TpeOOBaHUM-HAKIIAIHBIX,
YTBEPKJICHHOW IIPUKa30M MUHHUCTEPCTBA 34pABOOXPAHEHHUS U COLMAIBHOTO pa3BuTus Poccuickon
Oenepanmn ot 12 deBpans 2007 r. N 110 "O mnopsake Ha3HAYEHUS H  BBIMUCHIBAHUS
JIEKapCTBEHHBIX MPENaparoB, MU3JEIMA MEIUIUHCKOTO Ha3HAYeHHs M CHEeHHaTU3UPOBAHHBIX
IPOAYKTOB JIeyeOHOro nmutanus" <7>.

<7> 3apeructpupoBad Munucrepctsom roctuuuu Poccuiickonn ®@enepanun 27 anpens 2007 r.,
peructpanonHblii N 9364, ¢ wu3MeHeHMsIMH, BHECEHHBIMH TNpuUKazaMu MuUHHCTEpCTBA
3/IpaBOOXPAaHEHMs U cOLMaNbHOTO pa3BuTusa Poccuiickoit denepaunu ot 27 aBrycra 2007 r. N 560
(3apeructpupoBan MunucrepctBoM toctuniu Poccuiickoit ®enepaunu 14 centsops 2007 r.,
peructpannoHubiid N 10133), ot 25 centsopsa 2009 r. N 794n (3apeructpupoBan MUHUCTEPCTBOM
toctuiuu Poccuiickoit @eneparnuu 25 Hos10ps 2009 r., peructpanuonssiii N 15317), ot 20 sHBaps
2011 r. N 13n (3apeructpupoBan MunucrepcTtBoM toctuuuu Poccuiickoit denepauun 15 mapra
2011 r., peructpaunonuslidi N 20103), nmpukazamu MunucrepcTBa 3apaBooxpaHeHust Poccuiickoit
®eneparun ot 1 aBrycra 2012 r. N 541 (3apeructpupoBan MuHHCTEpCTBOM focTULIMU Poccuiickoit
O®enepanuu 15 asrycra 2012 r., perucrpauuronusii N 25190), ot 26 ¢espans 2013 r. N 94n
(3apeructpupoBaHn MuHnuctepctBoM roctuuuu Poccuiickoit ®enepanuu 25 wurons 2013 r.,
perucrparonsbiii N 28881).

6. HasHaueHue JEKapCTBEHHBIX IMPENapaToB OCYIIECTBIACTCS MEIUIMHCKAM PAOOTHUKOM TIO
MEXIYHAPOJAHOMY HETATEHTOBAHHOMY HAaUMEHOBAHUIO, a IIPU €r0 OTCYTCTBUU - TPYNIUPOBOYHOMY
WM XUMHUYECKOMY HaWMMEHOBaHHWIO. B cilydae OTCYTCTBHS MEXIYHApOJIHOTO HEMATEHTOBAHHOTO
HAaMMEHOBAHMS U TPYINIUPOBOYHOIO I XUMHUYECKOTO HAUMEHOBAHUS JIEKAPCTBEHHOI'O Mpernapara,
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JIEKapCTBEHHBIH Mpenapar Ha3HavyaeTcs MEAULIUHCKUM pabOTHUKOM 110 TOPIrOBOMY HAMMEHOBAHUIO.

[Ipy HaMuMM MEAMLMHCKUX IOKa3aHUM (MHIMBUIYyaJdbHasi HENEPEHOCHUMOCTb, 0 YU3HEHHBIM
MOKAa3aHUsIM) TI0 PEIICHUI0 BpaueOHOM KOMUCCUU MEIUIIMHCKON OpraHU3aliK <8> OCYIIECTBIIAETCS
Ha3zHaueHHe 1 opopMIICHUE Ha3HAYCHHS JIEKAPCTBEHHBIX MPENapaToB, HE BXOJSAIIUX B CTaHIApPTHI
MEAMIMHCKONW MOMOIIH, pa3pabOTaHHBIX B COOTBETCTBUHU ¢ HNYHKTOM 4 ctatbu 10 denepanbHOro
3akoHa ot 21.11.2011 N 323-®3 "OO ocHOBax OXpaHbl 3J0pOBbs Tpakgan B Poccuiickoii
Oenepanuu” <9>, OO0 TO TOProBHIM HAaMMEHOBaHUsAM. PemieHne BpadyeOHOW KOMHCCHH
MEIUIIUHCKON OpraHu3aluy (PUKCUPYeTcss B MEIUIIMHCKON JTOKYMEHTAllUU MallMeHTa U B XKypHale
BpaueOHOW KOMUCCHH.

<8> Ilpuka3z Mun3zapascomnpa3Butus Poccun ot 5 mas 2012 . N 5021 "O06 yTBEp)KICHHH MOPSIIKA
CO3MaHMS U NIEATEIHPHOCTH BpadyeOHON KOMHCCHU MEIUIIMHCKON opraHu3anuu’ (3aperucTpupOBaH
Muntroctom Poccun 9 mrons 2012 r., peructpanuonsbiii N 24516), ¢ n3MEeHEHUSIMH, BHECEHHBIMU
npukazom Munsznpasa Poccuu ot 2 nexadpst 2013 r. N 886H (3apeructpupoan Muntocrom Poccun
23 nexabps 2013 r., perucrpannonnsiii N 30714).

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

7. HazHaueHue JIEKapCTBEHHOrO IIpernapara B peuente Ha OyMaKHOM HOCUTENE WIM PELENTe B
(dopMe FIEKTPOHHOrO JOKyMEHTa O(OpMIISIETCS Ha MMs HalMEHTa, JJI1 KOTOPOro IpelHa3HaueH
JIEKapCTBEHHBIN ITpenapar.

Peniennt Ha OymakHOM Hocutene, opopMieHHbI Ha peuentypHoMm Omanke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (1), yTBEep)KICHHBIX HACTOSIIIUM IPHKA30M, a TaKKe pelent Ha
OyMa)kHOM HocuTelne, ohopMIIEHHBIN Ha penenTypHoM Onanke Gopmbl N 107/y-HII, yTBepKaeHHO
npukazoM MuHucrepcTBa 31paBooxpaHeHust Poccuiickoit ®@enepauuu ot 1 aBrycra 2012 r. N 54n
"O0 yrBepxkJaeHHH (POpMBI OIAaHKOB PELENTOB, COAEPIKAIINX Ha3HAYCHHE HAPKOTHYECKUX CPENICTB
WM TICUXOTPOITHBIX BEIIECTB, TOPSIKA UX WU3TOTOBICHHS, PACIpPE/IeICHUs, peruCTpallui, yieTa u
XpaHeHus, a Take npaBui opopmienus” <10> (manee - dopma N 107/y-HII), moxer ObITH
MOJIyYeH IalMEHTOM, €r0 3aKOHHBIM IPEICTABUTENEM WJIHM JIUIIOM, MMEIOIIEeM O(OPMIICHHYIO B
COOTBETCTBUHM C TPaXJAHCKUM 3aKoHoJarenabcTBOM Poccuiickoit denepaiyy 10BEpEeHHOCTh OT
HalMeHTa Ha PaBo IOJIyYeHUs TAKOTO PeLenTa (fajiee - yIIOJTHOMOYEHHOE JIUIIO).

<10> 3apeructpupoBan MunucrepctBoMm roctunu Poccuiickonn @enepanuu 15 asrycra 2012 r.,
peructparoHubii N 25190, ¢ wu3MeHEHUsIMH, BHECEHHBIMHM TpHKa3aMH MMUHUCTEPCTBA
3npaBooxpaneHus: Poccuiickoit ®eneparun ot 30 umrons 2015 r. N 385H (3apeructpupoBaH
MunucrepctBoM toctuiin Poccuiickoit denepaunu 27 nHos6ps 2015 r., perucrpaunonssiii N
39868), ot 21 ampens 2016 r. N 254u (3apeructpupoBad MUHHUCTEPCTBOM FOCTHIIMK Poccuiickoi
Oeneparuu 18 urons 2016 1., perucrpanmonusiidi N 42887), ot 31 okts6ps 2017 r. N 882n
(3apeructpupoBan MunucrepcTBoM toctunuu Poccuiickoit ®enepanmu 9 saBaps 2018 .,
perucrpanonssiii N 49561).

Peunent B gopMe 37€KTpOHHOTO TOKyMEHTa (POPMHUPYETCS C HCIOIB30BAHHEM TOCYIapCTBEHHOM
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UHPOPMALIMOHHOM cHcTeMBl B cdepe 3apaBooxpaHeHHs cyOobekta Poccuiickoit deneparuu,
MEIUITMHCKOW MH(POPMAIIMOHHON CUCTEMBI METUIIMHCKOM opranu3anun <1 1>,

<11> Cratbu 91 u 91.1 denepanpuoro 3akoHa oT 21 Hosa6ps 2011 roga N 323-d3 "OO6 ocHoBax
oXpanbl 310poBbs TpaxaaH B Poccuiickoit ®enepaunn" (Cobpanue 3akoHoaarenscTBa Poccuiickoit
®Oenepannm, 2011, N 48, cT. 6724; 2012, N 26, cr. 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, c1. 6927, 6928; 2015, N 1, ct. 85; N 10,
ct. 1425; N 27, ct. 3951; N 29, c1. 4397; 2016, N 1, c1. 9, 28; N 15, c1. 2055; N 18, cT1. 2488; N 27,
cT. 4219; 2017, N 18, c1. 2663; N 31, cT. 4794).

@akT BbIAYM peLEeNTa Ha JIGKAPCTBEHHBIM IIpenapaT 3aKOHHOMY IIPEICTaBUTENIO HWIH
YIIOJIHOMOYEHHOMY JIUITY (PUKCUPYETCS B MEJUIIMHCKOHN TOKYMEHTALIUH TTallUEHTA.

8. MenunuHckuM pabOTHHKAaM 3ampemaercd oopMIIATh PELEenThl MPU OTCYTCTBUM Y HalMEHTa
MEAMIMHCKUX I[I0Ka3aHWW; Ha HEe3aperucTpUpOBaHHBIC JIEKApCTBEHHbIE Ipenaparbl <12>; Ha
JIEKapCTBEHHBIEC IIpEnaparbl, KOTOPbIE B COOTBETCTBUU C HHCTPYKLUHEH I10 MEIULUHCKOMY
IIPUMEHEHUIO TIPEIHA3HA4YCHbl JUISI IPUMEHEHUs TOJBKO B MEIMLIMHCKHAX OpraHu3alMsaxX; Ha
HapKOTUYECKUE CpEACTBA U IICUXOTPOIHBIE BellecTBa, BHeCeHHble B cnucok II Ilepeuns,
3apEruCTPUPOBAHHBIE B KAYECTBE JICKAPCTBEHHBIX IIPENAPATOB, B LEIAX NPUMEHEHUS IS JICYCHUS
HapKOMaHUU.

<12> Pemenne CoBera EBpasuiickoil skoHOMHUYeckoil komuccuu ot 3 HosiO0ps 2016 . N 78 "O
[TpaBuiax perucTpanuu M SKCHEPTH3BI JEKAPCTBEHHBIX CPEACTB JJISI MEIUIIMHCKOTO TIPUMEHEHUS"
(opunmansHbiil caiit EBpasuiickoro skoHomudeckoro corosa http://www.eaeunion.org/, 21 HosiOpst
2016 1.). Cratest 13 ®denepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obOpamnieHnn
JEKapCTBEHHbIX CPEICTB Uil MeaunuHckoro mnpumeHeHus" (CoOpaHue 3aKOHOJATEIbCTBA
Poccuiickoit deneparuu, 2010, N 16, ct. 1815; 2015, N 29, c1. 4367; 2018, N 24, ct. 3407).

WHauBUayalbHBIM — TPEANPUHUMATENSAM,  OCYLIECTBISIIOIMM — MEAMLIMHCKYIO  JESTelIbHOCTD,
JIOTIOJTHUTENIFHO K TPeOOBaHUSM, YKa3aHHBIM B a03alle MepBOM HACTOSIIETO ITYHKTA, 3alperaeTcs
oopMIIATh pelenTsl Ha HApKOTUYECKHE CPEACTBA U IICUXOTPOIHbBIE BEIIECTBA, BHECEHHBIE B
cucku Il u I Tepeuns (manee - HapKOTHYECKHE M TICUXOTPOITHBIEC JIEKAPCTBEHHBIC TpenapaThl
ciuckoB |l u Il ITepeuns).

9. Ilpy Ha3Ha4YeHMM HApPKOTUYECKUX W TNCUXOTPOIHBIX JIEKAPCTBEHHBIX IIpenaparoB cnucka I
Ilepeuns, 3a WCKJIIOYEHHEM JIEKApPCTBEHHBIX IpENaparoB B  BUAE TPaHCAEPMAIbHBIX
TEpPaNEeBTUYECKNX CUCTEM M JIEKAPCTBEHHBIX IIPENApaToB, COAEPKAIINX HAPKOTUYECKOE CPEICTBO B
COYETaHUM C AHTAarOHUCTOM OIMOUJHBIX PEUENTOPOB, pELUenTsl Ha OyMaXHOM HOCHTENe
odopmstoTest Ha perienitypHoM Omanke Gopmber N 107/y-HIT.

10. Penentyphsriii 6mank ¢popmsl N 148-1/y-88 odopmitsiercs: mpu Ha3HAYCHUN:

1) HAapKOTUYCCKHUX H IICUXOTPOIIHBIX JICKAPCTBCHHBIX IIPCIIApaTOB CIIMCKA II HepeqHﬂ B BHIC
TPAHCACPMAJIBHBIX TCPANIECBTHYCCKUX CHUCTEM, HAPKOTHYCCKHUX JICKAPCTBCHHBIX IMPEIIApaToOB CIIMCKa
1| HepeqHsi, COACPIKAINNUX HAPKOTUYCCKOC CpCACTBO B COYCTAHUU C AHTArOHHUCTOM OIMMOWUIHBIX
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peLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX Ipenaparos cnucka III Iepeyns;

2) NMeKapCTBEHHBIX IpermapaToB, O0JATAIONINX aHAOOIWYECKOW aKTUBHOCTBIO (B COOTBETCTBUU C
OCHOBHBIM (bapMaKoIOrn4ecKum NeiCTBUEM) u OTHOCSIIIUXCS 1o
AQHAaTOMO-TEPANEBTUYECKO-XUMUYECKON KJaccu(ukanuy, PEKOMEHI0BaHHON Bcemupnon
opranuzarueit 3apaBooxpaneHus (mamee - ATX) <13>, k anabonuueckum crepousam (koag Al14A)
(mayee - mexapCTBEHHBIE MPEMaparhl, 00Ja1aone aHaboInYecKOi aKTHBHOCTBIO B COOTBETCTBHH C
OCHOBHBIM (papMaKOJIOTHUYECKUM JEHCTBUEM);

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

3) nmexkapCTBEHHBIX IpernapaToB, yka3aHHBIX B HyHkTe 5 [lopsaka ormycka (pU3MYECKHM JHIIAM
JIEKAPCTBEHHBIX TIPEMapaToB JUIsi MEAUIIMHCKOTO IPUMEHEHHS, COJEpKAIlUX KpoMe MajbIX
KOJIMYECTB HApPKOTHYECKUX CPEICTB, ICHUXOTPOMHBIX BELIECTB U HUX MPEKypcOpoB JApyrue
(dapMakoJIOTHYECKUE  aKTUBHBIE  BEIIECTBA,  YTBEPKACHHOTO  NpHUKa3oM  MMHHCTEpCTBA
3IpaBOOXPAHEHUS W COLMAIbHOTO pa3Butus Poccuiickori ®denepanuu ot 17 mas 2012 r. N 562H
<14> (nanee - [lopsaok oTHyCcKa JeKapCTBEHHBIX MIPENapaToB);

<14> 3apeructpupoBan MunuctepctBom toctuuuu Poccuiickoit ®denepanum 1 urons 2012 r.,
peructpanoHHbii N 24438, ¢ u3MEHEHUSIMHM, BHECCHHBIMHM IpHKa3aMH MMUHUCTEpPCTBA
3npaBooxpanenusi Poccuiickoit ®enepanuu or 10 mrons 2013 r. N 369u (3apeructpupoBaH
MunuctepctBoM toctuimu Poccuiickoii ®enepannu 15 utonst 2013 r., perucrpaumonnsiii N 29064),
or 21 amrycra 2014 r. N 4651 (3apeructpupoBaH MuHucTepcTBOM locTUIUM Poccuiickoit
®eneparun 10 centabps 2014 r., perucrpaunonnsiii N 34024), ot 10 centsops 2015 r. N 634n
(3apeructpupoBan MunucrepctBom toctunimu Poccuiickoit @enepanuu 30 centsiops 2015 r.,
peructparoHHbiii N 39063), ot 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
toctuinn Poccuiickoit @enepanuu 9 stuBaps 2018 r., peructpanmonnsiit N 49561).

4) nexapCTBEHHBIX MpPENapaToB MHIMBUIYaJIbHOIO H3TOTOBJIEHMS, COJACPXKALIMX HAPKOTHYECKOE
CPEeICTBO WM TIcuxoTpornHoe BemiecTBo cnucka Il Ilepeuns, m npyrue ¢apmaxkoIorudyecKue
AaKTHBHBIC BEILECTBA B J]03€, HE MPEBBIIIAIONICH BBICIIYIO Pa30BYIO 103y, U IIPU YCIOBUU, YTO DTOT
KOMOMHHMPOBAHHBIN JIEKApCTBEHHBIN Mpenapar He SBJISETCS HAPKOTUYECKHM WM MCUXOTPOMHBIM
JIeKapCTBEHHBIM IpenaparoMm cnucka |l [lepeuns;

5) JICKAPCTBCHHEBIX  IPCIapaTosB, nmomicxKamux MPEAMETHO-KOJIMYECTBEHHOMY  YUCTY, HE
NEPEYUCICHHBIX B MOANYHKTax | - 4 HacTOAIIEro MyHKTa (3a HCKIIOYEHHEM JIeKapCTBEHHBIX
[IPenapaToB, OTIIYCKaeMbIX O€3 pelenTa).

11. Penentypusiii 6mank Gopmer N 148-1/y-04 (1) odopmisiercs pu Ha3HAYCHUHN JIEKAPCTBEHHBIX
IpenapaToB TpakaaHaM, UMEIOIIMM MPaBo Ha OecryIaTHOE MOJY4YEeHUE JIeKapCTBEHHBIX MPernapaToB
WM [TOJTyY€HHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUAKOM.

12. Peuentypusiii 61ank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUSHUU:


https://normativ.kontur.ru/document?moduleid=1&documentid=363789#l286
https://normativ.kontur.ru/document?moduleid=1&documentid=383597#l3281
https://normativ.kontur.ru/document?moduleid=1&documentid=217638#l37
https://normativ.kontur.ru/document?moduleid=1&documentid=363789#l437

1) nexkapcTBEHHBIX IpenapaTroB, ykKa3aHHbIX B OyHKkTe 4 Ilopsaka oTmycka J€KapCTBEHHBIX
Ipenaparos;

2) neKapCTBEHHBIX MPEMapaToB, HE YKa3aHHBIX B MyHKTaX 9 - 11 HacTosmero [lopsiaka.

13. Ilpn Ha3HaYeHUM JIEKAPCTBEHHOTO IpernapaTa WHAUBUAYAIbHOI'O M3TOTOBIIEHUS B PELENTE Ha
OymMa)xHOM HocuTesne W (WiM) peuente B (opMe 3JIEKTPOHHOINO JOKYMEHTAa HaMMEHOBAHUs
JIEKAPCTBEHHBIX IIPENApaToB, BKIIOYEHHBIX B I[EPEYEHb JICKAPCTBEHHBIX CPEACTB  JUIA
MEIUIUHCKOrO0 MPUMEHEHUs, MOAJIEkKAIIUX MPEIMETHO-KOJIMYECTBEHHOMY yuery <I15> (nanee -
JIEKapCTBEHHBIE IpernapaThl, BKIOYeHHbIe B nepeueHb [IKVY), ykaspiBaroTcs B Hayalle pelenTa,
3aTeM - BCE OCTAJIbHBIE HHIPEIUCHTBHI.

<15> Ilpuka3z MunucrepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanun oT 22 anpens 2014 r. N
1831 "OO yTBEepX ACHUM MEPEUHs JICKAPCTBEHHBIX CPEACTB IS MEAUIIMHCKOTO IMPUMEHEHMUS,
MOJJIEKAITUX MPEAMETHO-KOIMYECTBEHHOMY Y4eTy" (3apeructpupoBaH MUHUCTEPCTBOM FOCTHIIMH
Poccuiickoit ®eneparuu 22 wurons 2014 1., perucrpammonasiii N 33210), ¢ u3MeHeHUSIMH,
BHECEHHBIMU TMpHKazaMu MuHuUCTepcTBa 3apaBooxpaHenus Poccuiickoit ®enepauuu ot 10
centsa0ops 2015 r. N 634n (3apeructpupoBan MunuctepctBoM roctuiiud Poccuiickoit deneparu
30 centssOps 2015 r., perucrparmmonueii N 39063), or 31 okra6ps 2017 r. N 882
(3apeructpupoBan MunucrepctBoM toctunu  Poccuiickoit ®enepannu 9 suHBaps 2018 r.,
peructpannonubiii N 49561), ot 5 ampenst 2018 r. N 1491 (3apeructpupoBan MHUHHCTEPCTBOM
roctuiuu Poccuiickoit @enepanuu 3 mas 2018 r., peructpauuonssiii N 50961), ot 27 utons 2018 r.
N 471n (3apeructpupoBan MunucrepctBoM roctunnu Poccuiickoit @enepanuu 14 asrycra 2018 r.,
perucrpammonnsiii N 51885).

14. Ilpu Ha3HaueHUM JIEKApCTBEHHOrO Ipernapara B pelenTe Ha OyMaKHOM HOcUTene U (WiM)
peuente B popMe 3JEKTPOHHOTO JTOKYMEHTA 3alpeliaeTcs MPeBbIlaTh KOJINYECTBO HAPKOTUUECKUX
CPEACTB MM ICHXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBINHCAHO B OJHOM pELENTe,
ycraHoBieHHoe npuiiokeHrneM N 1 k HacTosmemy [lopsiiky, 3a HCKITIOUEHUEM CITydaeB, YKa3aHHbIX
B IIyHKTax 16 u 25 Hacrosmero Iopsaaka.

15. Ilpn Ha3HAYEHNH JIEKAPCTBEHHBIX MPENAPATOB, BKIIOYEHHBIX B nepedeHs [IKY, no3za xoropsix
NPEBBIIAET BHICIIMN OJHOKPATHBIM IMpHeM, MEIULMHCKUHA paOOTHUK 0003HAuaeT 103y 3TOr0
JEKapCTBEHHOTO IIpenapara B perente Ha OyMaXHOM HOCHUTENE IPONUCHI0 C IMPOCTABICHHUEM
BOCKJIMIIATEIBLHOTO 3HaKa M (MJIM) IPOCTABIseT BOCKIUIATENbHBIN 3HAK MPH OQPOPMIICHUH peLienTa
B ()OpME IIEKTPOHHOIO JOKYMEHTA.

16. KonnuecTBO Ha3HAUEHHBIX JIEKAPCTBEHHBIX IpernapaToB, BKIOYEHHbIX B mepedeHb [IKY, mpu
OKa3aHUU MalMEeHTaM, HY)KIAIOLUMCS B JUIUTEIIBHOM JIEUEHUH, NEPBUYHON MEIMKO-CaHUTAPHOU
MOMOIIH U MaJUIMaTUBHON MEIUIIMHCKOW MOMOIIM MOXET OBITh YBEIMUEHO C YU€TOM KIMHUYECKHX
pekoMeHauii He 6oJiee 4eM B 2 pa3a Mo CPAaBHEHUIO C KOJMUYECTBOM HApPKOTHUECKUX CPENICTB MU
MICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBIMIUCAHO B OJHOM pELENTEe, YCTaHOBJIEHHBIM
npuioxenueM N 1 x Hacrosmemy Ilopsaaky. (B pen. Ilpukaza Munzapaa PO or 11.12.2019 N
1022H)

B cnydasix, mpenycMOTpeHHBIX a03alieM MepBbIM HACTOALIETO MyHKTA, Ha pelenTax Ha OyMakHOM
HOCHUTEJIE NpOU3BOAMTCS Haamuch '[lo cnenuanbHOMY Ha3HAYEHUIO', OTAENIBHO 3aBEPEHHAs
HOJNKMCHI0O MEAUIIMHCKOTO pabOTHHUKA U MeYaThio MeIUIIMHCKON opranuzauuu "Jlns pernentos", Ha
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perentax B (opMe AIEKTPOHHOTO JOKyMEHTa mpous3BoautTcs ortMmeTka "Ilo cmenuambHOMY
Ha3HA4YCHHIO" C TMPOCTABJICHHEM YCHUJICHHOH KBAIM(DHUIIMPOBAHHONW JJICKTPOHHOW IOAMKCH
MEIMIIMHCKOTO PaObOTHHKA.

17. CocraB NEeKapCTBEHHOTO Tperapara, JIeKapcTBeHHass ¢opMa W OOpalieHHe MEAHIIMHCKOTO
paboTHHKa K (QapMaleBTUYECKOMy pabOTHHKY 00 OTIyCKE JIGKApPCTBEHHOTO TNpernapara
0(OPMIISIOTCS Ha JIATHHCKOM SI3BIKE B POAUTEIBHOM MAIEKe.

[Tpu opopmiteHNH perlenTypHBIX OJAHKOB JIOIYCKAETCsl UCTIOIh30BAHNE COKPAIICHUH (IIPHIIOKEHHE
N 2 x Hacrosiemy [lopsiaky).

[lpy Ha3HAYeHMM JIEKAPCTBEHHOI'O TIIpermapara He JOMYCKAeTCsl COKpalleHHWEe OJNM3KUX T10
HAaUMEHOBAHMSAM MHIPEIUEHTOB, COCTaBISAIOUIMX JIEKAPCTBEHHBIM IIpernapaTr, HE IO3BOJIIOIIUX
YCTaHOBUTH, KAKOW MMEHHO JIEKAPCTBEHHBIN IIpenapaT Ha3HayeH.

18. Crioco0 mpuMeHeHHs JIEKapCTBEHHOrO Mpernapara 0003HauaeTcsl ¢ yKa3aHHeM J103bl, YacCTOTHI,
BpEMEHHU IpreMa OTHOCUTENIBHO CHA (YTPOM, Ha HOYb) U €r0 JTUTEIHHOCTH, a JIsl IEKAPCTBEHHBIX
[pernapaToB, B3aMMOJICHCTBYIOIIUX C MUIICH, - BpEMEHH MX YIOTPEOJICHHs] OTHOCUTEIBHO MpHeMa
UM (10 ebl, BO BPEMS €Ibl, TTOCIIE €1IbI).

19. TIpn HEOOXOIMMOCTH HEMEIJICHHOTO MM CPOYHOTO (B TEUCHHE ABYX pabO4MX JHEW) OTIycKa
JEKapCTBEHHOTO IpernapaTa MalUeHTy B BEpXHEH 4YacTH peuenta Ha OyMa)kKHOM HOCHTENe
NpOCTaBISAIOTCS 00o03HaueHust "Cit0" (cpouno) wim "statim" (HememIeHHO). AHAIOTHYHBIC
0003HaueHMsI MPOCTABIIAIOTCS B BUAE€ OTMETOK IIpU 0GOpPMIIEHHH pelenta B popMe 3JIEeKTPOHHOIO
JIOKYMEHTA.

20. IIpu odopmiieHnn Ha3HAUYEHHUS TOTOBOIO JIEKAPCTBEHHOTO Mpenapara B pelenTe Ha OyMaxXHOM
HOCHUTEJIC WU perente B opMe AIEKTPOHHOTO JOKYMEHTa KOJUYECTBO ICHCTBYIOIIUX BEHIECTB
YKa3bIBa€TCSl B COOTBETCTBUM C MHCTPYKLHUEHW MO MEIUIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOI'O
npernapara.

[Mpu odopmieHHH Ha3HAYEHHUS JIEKAPCTBEHHOTO Iperapara WHAWBHIYAIbHOTO HW3TOTOBJICHUS B
petiente Ha OyMa)KHOM HOCHUTENE WU perente B (GopMe 3JIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEP/BIX W CHIMYYHMX (papMareBTUUYECKUX cyOcTaHinmid ykaspiBaetcs B rpammax (0,001; 0,5; 1,0),
KHUJIKHX - B MIJUTHJIUTPaX, FpaMMax U Karuisx.

21. PenenTsl Ha OyMaXHOM HocuTene, B (opMe 3JIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBIE Ha
peuentypHoMm Osanke ¢Gopmbl N 148-1/y-88 u mpenHasHaueHHblE AJI OTIYCKA JIEKapCTBEHHBIX
mpenaparoB, MPeAyCMOTPEHHBIX moAmyHKTamMu 2 - 5 mnynkta 10 Hacrosmero Ilopsika,
JecTBUTENBHBI B TeueHHue 15 nHeil co 1Hs odopmiieHus.

22. Peuentsl Ha OyMa)XHOM HocHUTele, B (hopMe 3JIEKTPOHHOTO JIOKyMEHTa, O(QOpPMIICHHbIE Ha
pernenrrypaom Onanke ¢popmbl N 148-1/y-04 (1) n npeaHa3HAYCHHBIE JIJIS OTIYCKA JICKAPCTBEHHBIX
IIpenapaToB rpakaaHaM, yKa3aHHbIM B yHKTe 11 HacTosmero ITopsiaka, neicTBUTENbHBI B TEUEHHUE
30 gueii co aHA odopMIICHHS, 32 UCKIIOYEHHEM CiIydaeB O(pOpMIIEHHUS pellenTa B COOTBETCTBUU C
nyHkTamu 39 u 40 Hactosero Ilopsnaka, mpu KOTOPBIX OH JEHCTBUTENEH B TeueHue 15 mHel co
nust opopmutenus. (B pea. [pukaza Munsapasa P® ot 11.12.2019 N 1022H)

23. PenenTsl Ha OyMa)XHOM HocHTene, B (GopMe JIIEKTPOHHOTO JTOKYMEHTa, O(opMIIeHHBIE Ha
pernentypaom Onanke ¢Gopmbl N 148-1/y-04 (;1) m npeaHa3HAYCHHBIE JUIS OTIYCKA JICKAPCTBCHHBIX
MpenaparoB rpaxJaHaMm, JOCTUTIIMM T[EHCHOHHOIO BO3pacTa, HMHBAIMAAM TEPBOW TPYIIIIHI,
JIeTSAM-WHBAIAJAM, a TakkKe TpaxaaHaMm, CTPAJarolIdM XPOHUYECKUMHU  3a00JICBaHUSIMU,
TpeOYIOMUMH JJIMTEIBHOTO KYpCOBOTO JIEYEHHS, ACHCTBUTENbHBI B TedeHue 90 mHeill co aHs
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oopmieHus.

[ nedeHMs XpOHMUYECKUX 3a00J€BaHUM yKa3aHHBIM KaTETOpUsSM Tpak[JaH JIEKapCTBEHHBIE
npenapatsl ¢ O(GOpMIIEHHEM peLeNnToB Ha OyMakKHOM HOCUTENle WM peuentoB B (opme
AJIEKTPOHHOI'O0 JJOKYMEHTa MOTyT Ha3HauaTbCsi Ha Kypc jedeHus 1o 180 nueit. (B pex. Ilpukasa
Munzapasa PO or 11.12.2019 N 1022#)

24. Peuentsl Ha OyMa)XHOM HOCHTENE, B (hOpMe 3JIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
peuentypaom Omnanke ¢opmel N 107-1/y m mpemHasHadyeHHbIE I OTHYCKa JIEKAPCTBEHHBIX
[IPENnapaToB, IPEeIyCMOTPEHHBIX TYHKTOM 12 Hacrosuuero Ilopsaka, nelictButenbHbl B TeueHue 60
IHEl co aHs 0hOpMIICHHUS.

[lpy Ha3HAYCHWW TOTOBBIX JICKAPCTBEHHBIX IpENapaToB W JICKAPCTBEHHBIX IpErapaToB
WHAWBUIYAIILHOTO WM3TOTOBIICHUS TMAlMEHTaM ¢ 3a00JIeBaHUSMHU, TPEOYIONIMMH JUTUTEIHLHOTO
KypcoBOro JjiedeHusi, ¢ odopmieHrnemM Ha perentypHom Omanke ¢gopmbr N 107-1/y penenta Ha
OyMa)XHOM HOCHUTEJIe WM B (hOpME 3JEKTPOHHOTO JOKYMEHTA yCTAaHABIUBACTCS CPOK JCUCTBHS
pelrenTa B Impe/eliax 10 0JTHOTO KaJeHIapHOTO To/Ia.

B cnyuae ycraHOBieHMsS cpoka JAEWCTBUSA pelenTa B Ipefeinax 0 OJHOrO0 roja B pelente
npoctaBisiercs oTMetka "[lo crennanbHOMY Ha3HaueHUIO", 0003HAYAETCS CPOK JACUCTBUS pellernTa
U TICPUOJUYHOCTh OTIyCKA JIGKAPCTBEHHBIX TPENaparoB W3 aNTeYHOW OpraHM3aluHd WA
WHAUBUAYAIbHBIM — OpPEINpUHUMATE]EM, HMEIOIIMM  JIMLIEH3UI0 Ha  (apMaleBTHUECKYIO
JeATEeTLHOCTh <16> (eXeHeneNbHO, SKEMECIYHO U MHBIE TTepHoibl). JIOTIOHUTENBHO 3TO YKa3aHUE
3aBepseTCS MOIMKUCHI0 M IeYaThl0 MEIUIIMHCKOTO paOOTHUKA, a TaKXKe MeYaThi0 MEAMIIMHCKOU
opranmsaruu  "[{ns  peuentoB" (mius  perenta Ha OyMaXKHOM HOCHTENE) WIM YCHUIICHHOM
KBATM(UIMPOBAHHON  DJIEKTPOHHOM  MOJMUCHIO  MEIUWLUHCKOrO  pabOTHMKA W JIMIIA,
YIIOJTHOMOYEHHOTO 3aBEPSATh JOKYMEHTHI OT MMEHU MEIWIIMHCKOW OpraHu3anuu (i perenta B
dbopMe NMEKTPOHHOTO JOKYMEHTA).

<16> Ilynkr 47 yactu 1 crateu 12 @enepanbHoro 3akoHa ot 4 mag 2011 r. N 99-®3 "O
JUIEH3UPOBAHUU OTIEIbHBIX BUAOB nearenbHocTH" (CoOpaHue 3akoHOAaTenbcTBa Poccuiickoit
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, cT. 8424).

25. Penentsl Ha HpPOM3BOAHBIE OapOUTYpOBOM KHCIOTH, KOMOMHHMpPOBAHHbBIE JIEKAPCTBEHHBIE
npenaparsl, coJep)Kallue KoJeMH (ero coyiu), HHble KOMOWHUPOBAHHBIE JIEKAPCTBEHHBIE
npenaparsl, MOAJEXKAIIUE MPEIMETHO-KOJIMUYECTBEHHOMY Y4YeTy, JIEKapCTBEHHBIE Ipenaparsl,
oOnajaromuye aHabONIMYECKOH aKTHBHOCTBIO B COOTBETCTBMM C OCHOBHBIM (PapMaKoJIOTHUECKUM
JeiicTBUeM, JJisl JICYEHUs MAIlMeHTOB C XPOHMYECKUMH 3a00JIeBaHUSIMH MOTYT O(OpMIIATBCS Ha
Kypc aedeHus 10 60 quei.

B cnydae, xorma kypc sedeHus coctaBisier Oonee 30 gHEW OMOJHHUTENBHO B pEIENTax Ha
OyMaxHOM HocuTene npousBoautcs Haamuch "[lo cnenuanbHOMY Ha3zHAYeHHIO", 3aBEpeHHas
MOAMKUCHI0 MEAUIIMHCKOTO PabOTHHWKA W TEYaThi0 MEAMIIMHCKON opranu3anuu "J{ns penentos”,
perientax B (opMe dIEKTPOHHOTO JOKyMEHTa mpousBoauTcs otMmeTka '"[lo cmenuampHOMY
Ha3Ha4YeHHI0", C TMPOCTABIECHUEM YCUJICHHOW KBaIM(PHUIMPOBAHHONW 3JIEKTPOHHOM MOIIHCH
MEAWIIMHCKOTO PAa0OTHHKA U JIUIA, YIOJHOMOUYEHHOTO 3aBepsATh JOKYMEHTHl OT HMEHU
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MEIUIIMHCKON opranu3aiui. (B pea. [Ipukasa Munzapasa PO ot 11.12.2019 N 1022H)

26. Pement Ha OymMaXHOM HocuTene, B (opMe 3IEKTPOHHOTO IOKYMEHTa, O(OPMIICHHBIA ¢
HapyIIeHHEM YCTaHOBICHHBIX HacTosmuM [lopsiikom TpeOoBaHuit, CUUTAaETCA HEICHCTBUTEIBHBIM.

Il. HazHa4veHue JieKapCTBEHHBIX NIPENAapaToB NMPH OKA3aHUHU
MeIUIUHCKOM MOMOIIM B CTAIMOHAPHBIX YCJIOBUAX

27. Ilpy oOKa3aHWMM MNALUMEHTYy MEJULUHCKOM INOMOIIM B CTalMOHAPHBIX YCIOBHUSAX Ha3HAYCHHE
JIEKapCTBEHHBIX MPENapaToB MPOU3BOAUTCS 0e3 0pOpMIICHHS perenTa MEIUIMHCKUM PaOOTHUKOM
€IMHOJIMYHO, 3a HCKIIIOUEHUEM CIIy4aeB, yKa3aHHBIX B IyHKTe 28 HacTosAwmero lopsaaka.

28. CornacoBaHue Ha3HAuU€HUs JIEKAPCTBEHHBIX IPENApaTroB C 3aBEAYIOIIMM OTIECJIECHHUEM WIN
OTBETCTBCHHBIM JCKYPHBIM BPadoM JIMOO IPYTUM JIUIIOM, YIIOJTHOMOYEHHBIM IPUKA30M TJIaBHOTO
Bpayda MGHHHHHCKOﬁ opranu3anvv, a TakKXkeE, IIPU HaJIW4YuMd, C BpadyoM - KIMHHUYCCKUM
(apmakosoroM He0OXOAUMO B CITydasX:

1) OJHOBPCMCHHOI'O HA3HAYCHUSA IISATU U boiee JICKAPCTBCHHBIX NPCIIAPATOB OAHOMY ITAIIUCHTY,

2) Ha3HAYEHHUS JIEKAPCTBEHHBIX MPENapaTroB, HE BXOAIINX B IEPEUEHb KU3ZHEHHO HEOOXOIUMBIX U
Ba)XHEHIINX JICKApPCTBEHHBIX MpenapaTtoB <17>, npu HETUIMYHOM TEUEHHUHU 3a00JI€BaHUs, HAIMYUU
OCJIO’)KHEHUN OCHOBHOI'O 3a00j€BaHMUS W (WJIM) CONYTCTBYIOLIMX 3a00Ji€BaHUM, NPU Ha3HAYEHUU
JIEKapCTBEHHBIX IpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
UHCTPYKLIUSAM TI0 MX NPUMEHEHHIO TPUBOAAT K CHIKCHHIO 3(P(PEKTUBHOCTH W 0€30MacHOCTH
dapmakoTepanuu 1 (WIn) O30T NOTEHIMATIbHYIO ONACHOCTb JUIs AKHU3HH U 3/J0POBbs NAIIUEHTA.

<17> Ilynkr 1 crateu 60 denepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-d3 "O6 obpamennn
nekapcTBeHHBIX cpencTB" (Cobpanue 3akoHomarenbeTBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2012, N 26, ct. 3446; 2014, N 52, cT. 7540).

B YKa3aHHbIX CJIYy4asaX HA3HAYCHHUC JICKAPCTBCHHBIX IIPCIIApaTOB (I)I/IKCI/IpyeTCH B MEIMIIMHCKOM
JOKYMCHTAIIMU MallMCHTA W 3aBCPACTCA MNOANHUCBIO MCEAHUIIMHCKOTO pa6OTHI/IKa MU 3aBCAYIOUICTO
OTACICHUEM (OTBGTCTBGHHOFO ACKYPHOTI'O Bpaia WK ApYroro yrmoJHOMOYECHHOT'O J'II/II_[a).

29. MeauuuHCKUM paOOTHUK MEIMIMHCKON OpraHu3aluu (ee CTPYKTYpHOTO MOJpa3/ieeHus),
pacIoJIOKEHHOW B CEIbCKOM HACEIEHHOM ITYHKTE, OCYLIECTBISIET HAa3HAYCHHME JICKApPCTBEHHBIX
IpenapaToB B CllydasiX, ykazaHHbIX B myHKTax 28 u 30 Hacrosuero [lopsaka, eAMHOINYHO.

30. Ilo pemenuto BpaueOHONW KOMHUCCHUM TIAIIMEHTaM TPH OKa3aHUM UM MEIUIIMHCKOW MOMOIIH B
CTAllMOHAPHBIX YCJIOBHSIX HAa3HAYAIOTCS JICKAPCTBEHHBIE IMpenaparbl, HE BKIIOYEHHBbIE B NEPEUCHb
KU3HCHHO HEOOXOJIMMBIX M BOXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB, B CIydae WX 3aMEHBI M3-3a
WHJUBUIyaJIbHOW HETIEPEHOCUMOCTH, 0 )KU3HEHHBIM MTOKA3aHUSIM.

Pemenune BpaueOHON KOMHCCUU (PUKCUPYETCS] B METUIIMHCKOM IOKyMEHTAIlMU NallueHTa U )KypHae
BpaueOHOW KOMUCCHH.

31. B cryvdasax OGCJ’ICI[OBaHI/IH H JICUCHUA T'paKAaHWHA B CTALIMOHAPHBIX YCJIOBUAX B PpaMKax
npeaoCTaBJICHUA MCAUIMHCKUX YCIIYT Ha B03Me3}1HOI\/'I OCHOBE 3a CUCT JIMYHBIX CPCACTB I'paXaaH,
CpCACTB HWOPUAUYCCKUX JIUI] U HHBIX CPCACTB HAa OCHOBAHMU IOOroBOpa, B TOM YHCIIC JOroBOpa
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JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHHs <18>, eMy MOT'yT ObITh Ha3HA4YEHbI JEKapCTBEHHBIC
npenaparsl, He BXOASIIME B IEpEUYEHb XKM3HEHHO HEOOXOJUMBIX M BAXKHEHUIIMX JEKapCTBEHHBIX
IpenapaToB, €CIU UX Ha3HAYCHHUE U IPUMEHEHHE 00yCIOBIECHO MEIUIIMHCKIMHU TTOKAa3aHUSMHU.

<18> IlocranoBnenue [IpaBurensctBa Poccuiickoit denepanuu ot 4 oktsadps 2012 r. N 1006 "O6
yrBepxaeHnn [lpaBun mpenocraBieHuss MEIUIMHCKUMU OPTaHM3ALMSAMU IUIATHBIX MEAMLIUHCKUX
yenyr" (Cobpanue 3akonoaarenscTBa Poccutickoit denepanuu, 2012, N 41, ct. 5628).

I11. HazHayeHue JieKApCTBEHHBIX NMPENapaToB IPH OKA3aHUH
NEePBUYHON MEeTUKO-CAHUTAPHOM NMOMOLIU, CKOPO MeIULMHCKON
MOMOIIM U NAJJIUATUBHON MeIUIMHCKON TOMOLIH

32. Ilpy oOKa3aHWW NEPBUYHONW MEAMKO-CAHUTAPHOW IOMOIIM W TMaUTHATUBHON MEIUIIMHCKOW
IIOMOIIIKX B aM6y.HaTOpHI>IX YCJIOBHAX HA3HAYCHUC JICKAPCTBCHHBIX IMPCIApaTOB OCYIICCTBIIACTCSA
MEIUIIMHCKIM Pa0OTHUKOM B CIy4asX TUIMYHOTO TEUCHMs 3a0O0JICBaHUS MAIlIEHTa UCXOIS U3
TSKECTH U XapakTepa 3a00JIeBaHHUs.

33. Ha3naueHue JeKapCTBEHHBIX IPENApaToB MO PEUICHHIO BPaueOHON KOMHUCCHU TPU OKa3aHUU
NEPBUYHON MEIUKO-CAHUTAPHOM MMOMOIIH, MAJUTMATUBHOW MEITUIIMHCKOW MOMOIIH B aMOyJIaTOPHBIX
YCIIOBHSX TPOU3BOJHUTCS B CIyYasiX:

1) OOTHOBPEMCHHOI'O HA3HAYUCHUA OJHOMY IMAalIUCHTY IIATH U Ooiee JICKAPCTBCHHLIX IIPCIIapaToB B
TCYCHHUEC OJHUX CYTOK WJIM CBBIIIC ACCATU HAaMCHOBAHUI B TCUCHUEC OJHOI'0 MEcCsIia,

2) Ha3HAa4YeHMs JIEKAPCTBEHHBIX MPENapaTroB NpPHU HETUIMYHOM TEUEHUU 3a00JieBaHUs, HAJIMYUU
OCJIOKHEHUH OCHOBHOIO 3a0o0JjieBaHMs M (MJIM) COMYTCTBYIOIIMX 3a00J€BaHMU, MPU Ha3HAYEHUU
JIEKapCTBEHHBIX IpenapaToB, 0COOEHHOCTH B3aUMOJIEHCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
UHCTPYKLHUSAM 1O HMX HNPUMEHEHUIO NPUBOAAT K CHIKEHHIO 3(P(GEKTUBHOCTH M 0€30MacHOCTH
JIeYeHUs NalueHTa 1 (WIK) cO3Jal0T NOTEHIUAIbHYIO OMaCHOCTb JUISl )KU3HU U 3[I0POBBS MAllEHTA;

3) mNepBUYHOrO HA3HAYEHUS TMAlMEHTY HAPKOTHUYECKHMX M ICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapatoB crnuckoB Il u Il Ilepeuns (B ciydae NpuHATUS PYKOBOJUTENIEM METUIIUHCKOM
OpraHu3allii peleHuss 0 HeOOXOAMMOCTH COIJIaCOBAaHMS HA3HAYEHUS TaKUX JIEKapCTBEHHBIX
[IpernapaToB ¢ BpaueOHONU KOMUCCHEN).

34. IloBTOopHOE Ha3HaYeHHE HAPKOTUYECKUX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX IpEnapaTroB
cnuckoB |l u 1l Ilepeuns npou3BoAUTCS METUIIMHCKUM PAOOTHUKOM CaMOCTOSTEIbHO MallueHTaM C
BBIPQXEHHBIM  OOJIEBBIM  CHHAPOMOM JII0OOTO TeHe3a, HapylIeHHEeM CHa, CYIOPOXKHBIMH
COCTOSIHUSIMH, TPEBOXKHBIMU paccTpoiicTBaMu, HoOUSIMHU, IICHXOMOTOPHBIM BO30YKICHHUEM.

35. Ilpm okazaHMM CKOpOM MEIMIMHCKOM NOMOIIM JIEKAPCTBEHHBIEC Ipenaparsl HAa3HA4YaroTCs
MEIUIUHCKUM PaOOTHUKOM BBIE3IHOM Opurajsl CKOPOH METUIIMHCKON MMOMOIIM, MEIUIIMHCKUM
pabOTHMKOM MEIUIMHCKON OpraHu3aluy NpH OKa3aHWHM MEAMIIMHCKOW MOMOIIM IpaKAaHaM IpH
3a00JIeBaHMAX, HECUACTHBIX CIy4asX, TPaBMax, OTPABICHUSIX M JPYTUX COCTOSHUSX, TPEOyIOIUX
CPOYHOT'0 MEAMIIMHCKOTO BMEIIATENbCTBA.

V. Haznauyenue JEKAPCTBCHHbLIX NMpPCHapaToB rpakaianaM, MMErOIIUM
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NMpaBo Ha 0eCIJIaTHOE MOJIyYeHHe JIEKAPCTBEHHbIX NMPenapaToB U
MOJIyYeHH e JIEKAPCTBEHHbIX MPENnapaToB CO CKUAKOMN, IPH OKA3AHUU
MEePBUYHON MEeJUKO-CAHUTAPHOMN MOMOILIH

36. Ilpm okazaHUM TEPBUYHOM MEAMKO-CAHUTAPHOM TMOMOINM HAa3HAYCHHE MEAUIUMHCKUM
pabOTHUKOM C YYETOM CTaHAAPTOB MEIMILMHCKON moMomu <19> jexkapCTBEHHBIX IMpPENaparos,
OTIYCKAaEMBIX OECIUIATHO WM CO CKHAKOH, TpakJaaHaMm, HMEIOIIUM IIpaBO Ha OOECIEYCHHE
JICKapCTBEHHBIMHU TIperapaTaMu 3a CYEeT CPEACTB OFO/KETHBIX AaCCUTHOBaHUHU (henepaabHOro
OroKeTa M OHOKETOB CyOBeKTOB Poccuiickoit denepamnuu, OCYIIECTBISIETCS Ha PELENTYpPHOM
onanke Gopmbl N 148-1/y-04 (). (B pen. [Ipukaza Munzapasa PO ot 08.10.2020 N 1075H)

<19> Cratbesa 37 ®enepanpHoro 3akoHa ot 21 Hos6ps 2011 r. N 323-®3 "OO6 ocHOBaxX OXpaHbI
310poBhsi TpaxkaaH B Poccuiickoit ®enepanun" (Cobpanue 3akoHomarenbcTBa Poccuiickoi
Oenepannm, 2011, N 48, cr. 6724; 2018, N 53, ct. 8415). (B pen. IIpukaza MunzapaBa P® or
08.10.2020 N 1075n)

[lpu odopmnenun peuenta Ha Omanke Gopmer N 148-1/y-04 (1) Ha OymMa)XHOM HOCHTENE
oopMIIAIOTCS ABA DK3EMIUISIPA, OJMH M3 KOTOPBIX OCTAETCs B aNTEYHOH OpraHU3aluy, BTOPOH - B
MEIUIMHCKON JTOKyMeHTaluu nanuenTa. (B pea. [Ipukaza Munsapasa P® or 08.10.2020 N 1075#)

CuHocku <20> - <23> - Uckimovensl. (B pea. [Ipukaza Munsapasa P® ot 08.10.2020 N 1075H)

37. IlpaBo Ha3HauaTh JIEKAPCTBEHHBIC IMpenapaThl rpakJaaHaM, UMEIONIMM IMpaBO Ha OecriaTHOE
MOJIyYeHHUE JIEKAPCTBEHHBIX MPENapaToB WU MOJyYECHHUE JIEKAPCTBEHHBIX MPEMApPaTOB CO CKUAKOM,
TaK)Xe UMEIOT:

1) MmegumHCKHE paOOTHUKH, pabOTAIONINE B MEIUIIMHCKON OpraHU3alluid 0 COBMECTUTENHCTBY (B
npeJenax CBOe KOMIETEHIINH);

2) MeAMIMHCKHE paOOTHUKU CTAllMOHAPHBIX OpraHU3alluil COLMAIBHOIO OOCITYXHBaHUS NpU
HaJIMYUU JIMIEH3UM Ha OCYILECTBIECHUE MEAMIMHCKON NeATeNbHOCTH <20>, mpeaycMaTpUBaroOIen
BBIMIOJIHEHHE paboT (OKa3aHWE YCIYT) MO OKa3aHUIO MEPBUYHOM MEAMKO-CAHUTAPHON MOMOIIU B
aMOyNaTOPHBIX YCJIOBHUSX (HE3aBUCHMMO OT BEIOMCTBEHHOM MpHHAINEKHOCTH); (B pen. Ilpukasa
Munzapasa PO ot 08.10.2020 N 1075H)

<20> [IyHkt 46 yactu 1 crateum 12 @enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JIMIICH3UPOBAHUM OT/ACIbHBIX BHIOB nestenbHocTH" (CoOpaHue 3aKOHOAATeNbCTBA PoccHiicKoit
Ddeneparun, 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, c1. 11; N 29, cT. 4342; N 44, c1. 6047; 2016, N 1, cT. 51;
2018, N 31, ct. 4838; N 32, cT. 5116; N 45, ct. 6841; N 53, ct. 8424). (B pen. [Ipukaza Mun3apasa
P® ot 08.10.2020 N 1075H)

3) MenuuMHCKHE PAOOTHMKM  MEIUIMHCKUX  OpraHU3aliii, OKa3bIBAIOIIUX MEPBUYHYIO
ME/IMKO-CAaHUTApHYIO TOMOIIb, IOJBEIOMCTBEHHBIX (eepaIbHbIM OpraHaM HCIOJIHUTEIbHOM
BJIACTH WJIM OpraHaM HCIOJIHHUTEIbHOU BIacTH cyobekToB Poccuiickoii @eneparui;
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4) uWHOUBHUIyaJIbHbIE MPEANPUHUMATEIN, OCYIIECTBISAIOMIME MEIUIUHCKYI0 JACSTENbHOCTh U
BKJIFOYCHHBIC B PEECTP MEAMIIMHCKUX OpTraHMU3aIlui, OCYIIECTBISIONIMX JAEITEIIbHOCTh B cdepe
00s13aTeILHOT0 MEAUIIMHCKOTO CTPaXOBAHMUS.

38. Ilpu Ha3Hau€HUHU JIEKApPCTBEHHBIX IpPENapaTroB IpaxkJaHaM, UMEIOIIMM IIpaBO Ha OecIiaTHOE
HOJIy4EeHHUE JIEKaPCTBEHHBIX MIPENapaToB WM MOJY4YEHUE JIEKAPCTBEHHBIX MIPENapaToB CO CKUIKOM,
B pelLenTe yKas3bIBaeTcs HoMmep TenedoHa, MO KOTOPOMY pabOTHHMK anTedyHOW OpraHM3alud MpU
HEOOXOJMMOCTH MOXET COIVIaCOBAaTh C MEIUIMHCKMM paOOTHUKOM 3aMEHy JIEKapCTBEHHOI'O
npenapara.

39. HazHaueHre HapKOTUYECKUX U MICUXOTPOMHBIX JIEKAPCTBEHHBIX IpernaparoB cnucka Il [lepeuns
(32 HMCKIIIOYEHHEM JICKAPCTBEHHBIX MPEMapaToB B BHUAEC TPAHCAECPMAJIbHBIX TEpPaNEeBTHUECKUX
CHUCTEM, a TaK)Ke JICKAPCTBEHHBIX IIPEMapaToB, COACPKAIINX HAPKOTUYECKOE CPEACTBO B COYETAHUU
C aHTaroHUCTOM ONHUOWJHBIX pEHENTOPOB) TpakJaHaM, HMCIOIIMM TPaBO Ha OecruiaTHOe
MOJTyYeHHUE JIEKAPCTBEHHBIX MPENapaToB WX MOTYYSHHs JIEKapCTBEHHBIX MPENapaToB CO CKUAKOM,
ocyliecTBIsieTcs: Ha penentypHoM Onanke ¢opmber N 107/y-HII, Kk KOTOpOMY IOTOTHUTEIHHO
odopmisieTcs perent Ha peuentypHoM onanke ¢popmbl N 148-1/y-04 (1) (B 1BYyX 3K3eMIUIsIpax Mpu
odopmiieHUH Ha OyMa>KHOM HOCHUTEJE).

40. Ha3HaueHue HapKOTUYECKUX U MICUXOTPOIHBIX JIEKAPCTBEHHbIX MpemnaparoB cnucka Il [lepeuns
B BUJIC TPAHCAEPMAJIbHBIX TEPANEBTUUECKUX CHUCTEM, HAPKOTUUYECKHX JIEKAPCTBEHHBIX MpEnapaToB
cnucka |l Ilepeuns, comepkamux HAPKOTUYECKOE CPEICTBO B COYETAHWU C AHTarOHUCTOM
ONUOMJHBIX PELENTOPOB, ICUXOTPOIHBIX JIEKapCTBEHHbIX mpenaparoB cnucka [l Ilepeuns,
JICKapCTBEHHBIX TIPETapaToB, BKIIOYEHHBIX B mepedeHb [IKY, 1ekapCTBEHHBIX Ipenaparos,
oOnajgaromux aHaOOJMYEeCKON AaKTUBHOCTBIO B COOTBETCTBUH C OCHOBHBIM (DapMaKOJIOTMYECKUM
JeiicTBUeM, KOMOMHUPOBAaHHBIX JICKAPCTBEHHBIX MPETIAapaToB, YKa3aHHBIX B MOAMYHKTE 3 myHKTa 10
Hacrosero [lopsaka, npenHazHaueHHbIE JUIsL JIEUSHHS I'pak[aH, UMEIOIMX IPaBo Ha OecruiaTHOe
MOJTy9YeHUE JIEKAPCTBEHHBIX MPETapaToB WM MOJYYECHHE JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM,
oCyIIecTBIIsieTCsT Ha peuentypHoMm Osanke ¢opmbl N 148-1/y-88, k KOTOpoMy OMOJHUTENHHO
odopmisiercs perent Ha penentypHoMm omanke ¢popmbl N 148-1/y-04 (1) (B 1BYX dK3eMIUIIpax MpH
odopmieHnn Ha 6yMa)KHOM HOCHUTEJNE).

Ipunooswcernue N 1

k Ilopsioky nasnauenus

JIeKapCMBEeHHbIX NPenapamos, YmeepHcOeHHOMY
npuxazom Munucmepcmea 30pasooxpanenst
Poccuiickoii @edepayuu

om 14 sansaps 2019 2. N 4n

KO/INMYECTBO HAPKOTUHYECKUX CPEACTB UJIN
IHCUXOTPOIIHBIX BEHIECTB, KOTOPOE MOZKET
BbITH BBIIIMCAHO B OJJHOM PELEIITE
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N [MexayHapoHOe HEMaTeHTOBaHHOE HauMeHoBaHue|  Dopma BBITyCKa U KonnuectBo
/1] HapKOTHYECKOTO U TICUXOTPOITHOTO JO3UPOBKA
JICKapCTBEHHOT'0 Iperapara
1 [bynpenopdun+Hanokcon Tabnerku 60 TabneTok
CyOJIMHTBaJIbHbIC
0,2 mr+0,2 Mr (yrmaxkoBka,
kpatHas N 20)
2 |bynpenopun PactBop /g nHbekuui, |30 ammyn
0,3 mr/mn 1 Mo (IImpuUI-TIOOUKOR)
3 |bynpeHopdun TpaHcaepManbHbII
[1aCTHIPb
35 MKr/49ac 20 mmacTeIpeit
52,5 MKT/4ac 10 mnacteipeit
70 MKr/9ac S TutacTeIpen
4 |TuruapokoaenH TaOneTkn
[TPOJIOHTUPOBAHHOTO
ITeCTBUSA
60 mr 40 TabneTok
90 mr 30 TabieTox
120 mr 20 TabneTok
5 [Mopdun PacTBOp M1 MHBEKIUMH,
[PacTBOP 7S IOJJKOKHOTO
BBEICHUS
10 mr/mi 1 M 20 ammyn
(TmpuI-TEOOMKOB)
6 |Konennt+Mopoun+Hockanun-+IlanaBepun+TebannPacTBop A moaKokHOT020 amIty
BBEICHUS
0,72+5,75+2,7+0,36+0,05
Mr/mut 1 i
1,44+11,5+5,4+0,72+0,1
Mr/mut 1 M
7 [Tpumenepuaux Tabnerku 25 mr 50 TabieTok
8 [Tpumenepumuu PacTBOp 119 MHBEKIUI
10 mr/mit 1 mn 20 ammyn
(IpHUI-TIOOMKOB)
20 mr/mn 1 M
O [Mopdun TaGnerku (KarcyJisl)
MPOJIOHTUPOBAHHOTO
IEHCTBUS
10 mr 180 Tabm. (karme.)
30 mr 60 Taou1. (kare.)
60 Mr 40 Tabm. (karme.)
100 mr 20 Tabun. (kame.)
200 mr 20 Tabun. (kame.)
10 Mopdun TabneTku
S5 Mr 100 Tabierox
10 mMr 100 TabneTox
11 Mopdun Karmum s npuema




BHYTPb
20 mr/mut 20 M

4 ¢urakona

12 Mopdun PactBop a1 mpuema
BHYTPb (MOHO/103b1)
2 Mr/mut 5 Mt 100 ammyn 11/
6 Mr/MIT 5 MIT 80 ammyn /3
20 mMr/mi 5 mi 30 amrryn /3
13 |Oxcukonon+Hanokcon Tabnerku
[IPOJIOHTUPOBAHHOTO
EeCTBUS
S Mr+2,5 mMr 100 TabneTok
10 Mr+5 mr 60 TabneTok
20 mr+10 mr 40 TabneTox
40 mMr+20 mr 20 TabneTox
14 [[TpormoHnIh eHUIITOKCUA TUIIITUIICPUTAH Ta6serku 3amednsie 20 |50 TabieTok
MT
15 |denTanun TpancnepManbHas
TeparneBTHYecKas
cucTemMa
12,5 mxr/gac 20 miacteipeit
25 MKr/49ac 20 racTeipeit
50 MKr/4ac 10 mmacteipeit
75 MKr/49ac 10 nmacteipeit
100 mkr/4yac 10 macteipeit
16 |denTaHmI TabyieTKu OABA3BIUYHbBIC
0,1 mr 50 TabmeTok
0,2 Mr
0,3 Mr
0,4 mMr
0,6 Mr
0,8 mMr
17 |@enTanmi Cripeil Ha3aJIbHBIN
@dnakoH 50 MKr/m032a
2,0 mi (10 no3) 24 dnakona
3,2 mut (20 m03) 12 ¢akoHoB
5,0 mi (40 103) 6 (hmakoHOB
@dnakon 100 Mkr/no3a
2,0 M (10 no3) 12 ¢makoHoB
3,2 Mt (20 m03) 6 pakoHOB
5,0 i1 (40 103) 3 prmakona
®dnakon 200 MKr/no3a
2,0 M (10 no3) 12 ¢makoHoB
3,2 Mt (20 m03) 6 pakoHOB
5,0 M1 (40 103) 3 prmakona
18 |byropdanomn PacTBOp /U MHBEKIINI
2 mr/ma 1 mi 20 ammyn
19 HanOyduu PacTBOp M1 HHBEKIUHT

10 mr/mur 1 Mt

50 ammyn




20

DenobapOuTa

20 mr/min 1 mn 25 amnyn
TabaeTku 50 TabeTok
5 Mr

50 mr

100 mr

Ipunooicernue N 2

K I[lopsoky naznauenus

JIeKapCmMBeHHbIX NPenapamos YmeeprHcOeHHOMY
npuxazom Munucmepcmea 30pasooxpanerust
Poccuiickoti @edepayuu

om 14 sneaps 2019 2. N 4n

Cnpasoyno

PEKOMEH/IOBAHHBIE K UCITIOJIB3OBAHHUIO
COKPALIEHUSA ITPU O®OPMJIEHUU PELIEIITOB

(B pexn. ITpukaza Munzapasa PO ot 11.12.2019 N 1022#)

N n/n CoxkpaiieHue IlonHoe Hanucanue IlepeBon

1. aa ana 10, TOPOBHY

2. ac., acid. acidum KHCIIOTa

3. acr. aerozolum a’3p030J1b

4. amp. ampulla amITysa

o. ag. agua BOJIA

6. aq. purif. aqua purificata BOJIa OUYHIIICHHAS

7. but. butyrum Maciio (TBepoe)

8. caps. capsula KarcyJsa

0. comp., Cps compositus (a, um) CIIOXKHBIH

10. D. Da (Detur, Dentur) Brinaid (ITycts Bhinano,
[TycTh OyneT BBLAAHO)
Briaii, 0603Haub [1ycTh

11. D.S. Da, Signa Detur, Signetur [0yzeT BbiIaHo,
O603HaUYEHO

12. D.t.d. Da (Dentur) tales doses Bounait (Iycts Oynyr
BbIIaHbI) TAKKE O3B

13. dil. dilutus pa3BeICeHHBIN

14. Div. in p. aeq. Divide in partes aequales |Pa3aenu Ha paBHbIC 4acTH

15. emuls. emulsio OMYIbCHUs

16. extr. extractum PKCTPAKT, BBITSDKKA

17. F. Fiat (fiant) [Tycth 0Opazyercs
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(oOpa3yrorcs)

18. gran. granulum rpaHyJIbl

19. ot., gtt gutta, guttae Karuis, Karuim

20. gtt. peror. guttae peroralis ATl JULA TIpHeMa
BHYTPb

21. inf. infusum HacTOMN

22. in amp. in ampullis B aMITyJIax

23. in tab. in tab(u)lettis B TabeTKax
B TaOJICTKaX C

24. in tab. prolong. in tab(u)lettis prolongatis [aposoHrHPOBaHHBIM
BBEICBOOOKICHUEM
B TaOJICTKaX C

o5, in tab. prolong, obd. in tab(l_J)Iettis prolongatis [mpoIOHrHPOBaHHBIM

obductis BEICBOOOK/IEHUEM,

MMOKPBITHIX 000JIOYKOI

26. lin. linimentum PKUIKAs Mas3b

27. lig. liquor PKHJIKOCTh

28. lot. lotion ITOCHOH

29. m. pil. massa pilularum MUTIONIbHAS Macca

30. membr. bucc. membranulae buccales  [menkwu 3are4nsie

31. M. Misce, Misceatur Cuvenait (Iyers Oyner
CMEIIIaHO)

32. mixt. mixtura MUKCTYpa

33. N. numero YHCIIOM

34. ol. oleum Maciio (KHIKOE)

35. past. pasta rmacra

36. pil. pilula, pilulae [TVUTEOJIST, TTHUTEOJTA

37. p. aeq. partes aequales paBHBIC YACTH

38. ppt., praec. praecipitatus 0CaX ICHHBIN

39. pulv. pulvis [OPOIIOK

40. g. s. quantum satis CKOIIBKO nOTpeOyeTes,
CKOJIBKO HaA0

41. r., rad. radix KOPCHD

42. Rp. Recipe Bo3bsmu

43. Rep. Repete, Repetatur [lostopu (ITycTs Gyner
[MOBTOPEHO)

A4, rhiz. rhizoma KOPHEBUIIIE

45. S. Signa, Signetur Oosnaus (ITycts Oynet
0003HAYEHO)

46. sem. semen ceMs

A7. simpl. simplex MPOCTOMN

48. Sir. Sirupus cupon

49. sol. solutio [pacTBOp

50. sol. peror. solutio peroralis PACTBOP JUIA HpHeMa
BHYTPb

ol. Spr. Spray cripei

52. Spr. nas. spray nasale CIIpeil Ha3aJbHBII




53. supp. suppositorium CBeYa, CYIIIO3UTOPHUI
54. susp. SUsSpensio CyCIICH3Us1, B3BECh
55. tabl. tab(u)letta rabiaeTKa
56. t-ra, tinct. tinctura HacTOlKa
v STT Systemata Therapeutica ?e) ;g;gggr;g;g?
Transcutanea
Cuctema
58. ung. unguentum Masb
59. \vitr. vitrum CKJISTHKA

Ipunoocenue N 2
K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoi @edepayuu

om 14 sineaps 2019 2. N 4n

(B pen. Ipmkaza MumH3gpaBa P® or 11.12.2019 N 1022H)

®OPMA PEIEINTYPHOI'O BJIAHKA N 107-1/y

MyYHMCTEPCTBO 3OPAaBOOXPAHEHUS

Poccunickon denmepaumnm

HamMeHOBaHMe (mITaMII)

MeOULIMHCKOM OopraHmMzaumnm

HamMeHOBaHMe (mTaMiIl)
VHIOVBUOYAJBHOTO MNPellpUHUMAaTES
(yxazaTe ampec, HOMEp UM HOaTy
JUIIEH3UM, HaVMMeHOBAaHME OoOpTraHa
TOCyIapCTBEHHOM BJIACTH,

BLHIDABLUIETO JIMILIEH3UIIO)

Kon ¢opmer mo OKY]

Kon yupexneHua no OKIIO
MemMumHCKasa IOOKYMEeHTaluA
®opma N 107-1/y

YTBepXxIOeHa IIPpUKa30M
MuHMCTEpCTBa 3OPaBOOXPAaHEHUH
Poccuiickom denepauun

or 14 guBapsga 2019 r. N 4H
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PELEIT
(B3pOCHE, IOeTCKMM — HYXHOE IIOOUEPKHYTH)

" " 20 .

damMmnmsa, MHULMAJE MMEHM M OTdUeCcTBa (IocjiemHee — IIPU HaJIWUUK)

IIanureHTa

JaTa poxmeHuda

daMmIiMsga, WMHMULMAJE MMEHM M OTUeCcTBa (mocyeguee - Inpm HaJ'U/[LH/H/I)

Jleyamero Bpada (Qernbpmmepa, akKylepKu)

G
G
—
M IIedaThb Jieyallero Bpauda M.II.

(momonmuce Qesbaumepa, aKylepKu)



PeuenT meMcrBUTeJiIeH B TedeHme 60 pgHem, mo 1 roma ( )

(HyXHOe NOOUEePKHYTH) (ykaszsarhb
KOJIMUeCTBO

MecHdlleB)

ObopoTHasAs CTOPOHA

OTMEeTKa O Hal3HAUEHUU JIEKAPCTBEHHOTO
npernapara IO pelleHMrI0 Bpaue®HOM KOMMCCUM

[IpuroTOBMII [IpoBepmi OrnycTmi

®OPMA PEIEINTYPHOI'O BJIAHKA N 148-1/y-88

MUHMCTEPCTBO 3OPaBOOXPaHEHUA

Poccurickon demepauum Kom ¢opmer mo OKYI 3108805
MemmumMHCKas HOKyMeHTalus

HamMeHOBaHMe (wWTaMil) dopma N 148-1/y-88

MEeIMLMHCKOM OpTaHM3alumn YTBepxIeHa MNPMKa30M
MuHMCTEpPCTBa 3OPaBOOXPAaHEHUA

HamMeHOBaHMe (mTaMIl) Poccumickom demepaumum
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VHIOVBUOYAJBHOTO NPEeNNPUHMMATEIS or 14 guBaps 2019 r. N 4H
(yxkazaTh ampec, HOMep M IHaTy

JVLIEH3UM, HaMMEeHOBaHMe opraHa

TOCyIapCTBEHHOM BJlIAaCTH,

BHIOABUIETO JIMLIEH3UIO)

Cepusa N

PELEINT " " 20 T.
(maTa odopMIIEHMA-PELENTa)

(B3pPOCIEM, IOEeTCKMM — HYXHOEe NOOYEPKHYTH)

damMmnmsa, MHMLMAJE MMEHM M OTUecTBa ([IOoCJelHee -— [IPM HaJluuuwu)
IIalueHTa

DaTa poxnmeHud

Anpec wMecTa XuTeJdbCcTBa MM N MeOMIIMHCKOM KapThH aMOyJaTOPHOI'O
IIanureHTa, IIoJiydJarumero MeIMIVMHCKYII IIOMOIIb B aMGynaTopme YCIIOBUMAX

damMmnima, MHMLUMAJE MMEHM M OTdUecTBa (IOCJelHee — [IPM HaJIMuMM)
Jledyamero Bpada (benpmmepa, akylLepKu)

Pyb6. Kom. Rp:

[Toonuce ¥ redvaThb Jiedaller'o Bpauda
(momnucek OQenprumepa, akKyLepKH) M.II.

PeuenT nmeMcTBUTEJIEH B TeueHMe 15 nHen

ObopOoTHass CTOPOHA

OTMeTKa O Ha3HAUYEHUU JIEKAapCTBEHHOTI'O



npenapaTa IO PeleHuin BpauebHOM KOMUCCUU

[TpuroToBmi [TpoBepmn OTnyCcTmi

®OPMA PEIEINTYPHOT'O BJIAHKA N 148-1/y-04 (i)

(B pen. Ipukasza MumuzgpaBa PO or 11.12.2019 N 1022H)

MMHMCTEPCTBO 3OPaBOOXPaHEHUA YTBEPXIEHA
Poccumickom demepaumnm MECTO IJId MTPUX-KOIOA<L*> [IPUKAa30M
MyHMCTEPCTRBA 3IOPaBOOXPAaHEHUS
Poccunickom demepaumun

or " " 2019 . N

MITamn

Kon MeImMuMHCKOM oOpTraHu3alumn

MIramn

Kon mMHIOMBMIOYyaJIbHOT'O IIpenliipmMHMaTeJIA

Kon dopmer mo OKYI 3108805
®opma N 148-1/y-04 (i)
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Kon Koz ICTOUHUK OMHAHCUPOBAHMUA: |[$ OIJIATH:
KaTeropumn HO30JIOTUYECKOM
IpaxiaH bopmMeL
(rto MKB) (MOOUYepPKHYTh) (MOOYEepPKHYThH)
1. denmepanbHEM OOIXET 1 BecnmnaTHO
2. Bomxer cybbekTa 2. 50%
Poccumickom Odemepaumm
3. MyHMUMNaJbHBEM OwnmxkeT |3. MHOM %
PEINEINT Cepwusa N HaTa odopMIIeHNnA : 20 T,
damMmnmsa, MHMLUMAJE MMEHM M OT4YeCcTBa ([NocjiemHee — IIPY HaJIW4dMM)
nanumMeHTa IaTa poOXIeHUA
CHUJIC

N roJjimca
00493aTEeJIbHOTO
MeIMLMHCKOT'O
CTpaxOBaHUA :

HOMep MEeIIULMHCKOM KapTEl IIalyMeHTa, I[IoJiydarumero MeIVMIIMHCKYIO IIOMOIE B

aMOyJIQTOPHEIX YCJIOBUAX

CDaMI/IJ'H/IFI, VIHVIIVIAQJIBEL VIMEHUM U
Jeyvamero Bpauda (desbnumepa,

oTyecTBa (mocyemHee - OPU HAJIWUYUU)
aKyIEePKM)

Pyb6. Korm. Rp:.......

D.t.d. ...
Signa: ...

I[lognmuce M IedaThb Jieyallero

Bpaua
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(momnucek OQenpiumepa, akylLepkKHu) M.II.

PeuenT peMcrBUTeJiIeH B TedeHme 15 gHem, 30 mgHem, 90 nHen
(HyXHOEe NOOUEePKHYTH)

OTHnymeHoO MO pPelLenTy: TOpTrOBOE HaMMEeHOBAaHUE
I DO3UPOBKA :

aTa ornycka: " " 20 r. [KoamuecTBO:

[[PUTOTOBMII: [[poBEepPMII: OrnycTm:

(MMHMA OTpHEA)

Kopelok peluenTypHOToO OJiaHKa Crioco® MNpMMEeHEeHUd :
HarMeHOBaHME [[POOOJIIXUTEJTIEHOCTD oHem
JIEKAQPCTBEHHOT'O IIpernaparTa:

KonmmMuecTBO MNPMEMOB B HOEHb:  pas
IO3UpPOBKaA : Ha 1 npueMm: en.
<E> B Cllydyae M3TOTOBJIEHUS PELeNTypHOTO OJlaHKa C MCIOJIb30BAaHMEM

KOMIIBIOTEPHEIX TeXHOJIOT UM

OBopoTHasa CTOpPOHA

OTMeTKa O Hal3HAUYEHUNM JIEKAPCTBEHHOTI'O
npernapaTa [0 PEeleHMI BpaduebOHOM KOMUCCUU



[TpuroToBmi [TpoBepmn OTnyCcTmi

Ipunoocenue N 3

K npuxazy Munucmepcmea 30pagooxpamnenus
Poccuiickoti @edepayuu

om 14 sineaps 2019 2. N 4n

HOPAJOK OPOPMJIEHUA PELIEIITYPHbLIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

(B pen. ITpukaza Munzapasa PO ot 11.12.2019 N 1022#)

l. Odopmiienne pernenta Ha OyMaKHOM HOCUTeJe

1. Ha penentypubix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1eBoM BepxHEM
YTy MPOCTABIISIETCS ITaMI MEAWIIMHCKOW OpTraHU3alMy ¢ YKa3aHWEM e HauMEHOBAHWUsI, ajpeca U
TenedoHa.

JononuurenbHo Ha penentypHoM Omanke ¢opmel N 148-1/y-04(;1) npocraBisieTcss KoA
MEIUIIUHCKONW OpTaHU3alii B COOTBETCTBUU ¢ OCHOBHBIM T'OCYIApCTBEHHBIM PErHCTPAIMOHHBIM
HoMmepoM (manee - OI'PH).

Cepust pernientypHoro Omanka (opmer N 148-1/y-04(i1) Bxmowaer koj cyObekTa Poccuiickoii
®denepanuy, COOTBETCTBYIOIIMN JBYM mepBbIM IMdpam OOmepoccuiickoro kiaaccupukaTopa
00BEKTOB aJIMUHUCTPATUBHO-TEppUTOpHaTIbHOTO fenenus (nanee - OKATO).

Paspemaercst m3roraBnuBarh perentypasie Omanku ¢popmsl N 107-1/y u popmer N 148-1/y-04(1) ¢
NIOMOIIBIO KOMITBIOTEPHBIX TeXHOJOrHM. (B pea. [Ipuka3za Munsnpasa PO or 11.12.2019 N 1022H)

2. Ha peuentypHbsix OnaHkax, o0GOpPMISEMbIX HHIUBUAYAIbHBIMU IPEIIPUHUMATEISIMH,
UMEIOIIMMH JIUICH3HIO Ha MEIUIUHCKYIO JEATeIbHOCTh, B BEPXHEM JIEBOM YTy THUIOTpa(CcKUM
CIocoOOM WJIM IyTEM IPOCTaBJICHHS ILITaMmIa JOKEH ObITh yKazaH aJpec HWHIUBUAYAIbHOIO
IpEeANPUHUMATENL, HOMEP M Jara JMLEH3UM, HaUMEHOBAHME OpraHa roCyJapCTBEHHOM BIACTH,
BBIJIABLIETO JIMIIEH3HIO.

3. Penenrtypusie Omanku ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(;1) 3anomHsroTCS
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MEIUIIUHCKUM paOOTHUKOM pa300pUYMBO, YETKO, YEPHUIIAMH UM HIAPUKOBON PyUKOM.

4. omyckaetcs oopmiieHHE BCEX PEKBU3HUTOB (3a MCKIOUYeHHEM pekBusuta "[loamnuck neyaniero
Bpaya (moamuch ¢enpamepa, akymepku'") penentypHsix OsankoB ¢Gopmber N 107-1/y, dopmer N
148-1/y-88 u hopmer N 148-1/y-04(1) ¢ nCHOAB30BaHKEM MTEYATAIOUINX YCTPOMCTB.

5. Odopmnenue peunentypHsix OmankoB ¢opmbel N 148-1/y-04(n) Brimtouaer 1udpoBoe
KOJMPOBAHUE.

[ludpoBoe KonupoOBaHHUE yKa3aHHBIX PELENTYPHBIX OJAaHKOB BKIIIOYAET:

1) xox memummuckoi opranuzanuu (OI'PH) wiam kox HMHAMBHIYalIbHOIO MPEANPUHHMATENS B
CcOOTBETCTBUU C (OCHOBHBIM T'OCYJAapPCTBEHHBIM PErUCTPALMOHHBIM HOMEPOM HWHJIIMBHUAYAIHHOTO
npeanpunumarens (mainee - OI'PHUII), mnpocraBmsiemblii TpH  HW3TOTOBJICHWHM PELENTYPHBIX
0JIaHKOB;

2) KOJ KaTerOpHH TpaXKJIaH, WMEIONIMX IPaBO HA MOJyYeHHUE JIGKAPCTBEHHBIX IIPErapaTroB B
COOTBETCTBUU cO cTaThed 6.1 DemepanbHOro 3akoHa ot 17 wmroms 1999 r. N 178-®3 "O
rOCYJapCTBEHHOM COIMalIbHON momomu" <1>, 1 KOA HO30JI0THYeCKOi popMbl T0 MeKTyHApOIHOM
CTaTUCTUYECKON Kkiaccuduramend Oonesner (manee - MKDB), 3amonHseMble jedyammM BpadyoM
MyTeM 3aHECEHUS KaXI0H MU(PBI B MyCThIE STUCHKH, TIPH ATOM TOYKA TPOCTABIISCTCS B OTACIBHOM
STUCHKE;

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

3) ormerka 00 wucrtouHuke ¢uHaHcupoBaHusa ((enepanbHbii OrOmKeT [1], OMOKET CcyOBEeKTa
Poccuiickoit ®enepanuu [2], MyHUUMNAIbHBIA OrO/pkeT [3]) W TpOlEHTE OMIaThl perenTta
(6ecratro [1], 50% [2], unoit % [3]); (B pea. [Tpukaza Munsapasa P® ot 11.12.2019 N 1022h)

4) WTPUX-KOJA - TOMOJIHUTEIbHBIA PEKBU3UT (B CIyyae U3rOTOBJIEHMSI Ha TEPPUTOPUU CYOBEKTa
Poccuiickoii denepannu penenTypHOro 0jgaHKa ¢ UCHOJIb30BAaHUEM KOMIIBIOTEPHBIX TE€XHOJIOTH).
(B pex. [Tpukaza Munsapasa P® or 11.12.2019 N 1022H)

6. B penentypnbsix 6mankax gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "damunus,
MHUIMAJIBl UMEHU U OTYecTBa (MOCJEeqHEeEe - MPU HaJM4YMK) ManueHTa" yKas3bIBalOTCsS (haMuius,
MHHUIMAIBI MMEHU M OTYeCTBA (TMPH HAJIMYUH) NAlUEHTA.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "[lara
POXKIIeHUs" yKa3bIBACTCS J1aTa POXKICHUS MalUeHTa (YHCII0, MECSII, TOM).

JononuurtensHo B perentypHbix Onankax ¢gopmber N 148-1/y-88 u ¢popmsr N 107-1/y ans nereit B
Bo3pacte 70 1 roga B rpade "Jlata pokneHus" yKa3pIBaeTCs KOJIHMYECTBO MOTHBIX MECSIICB.

8. B peuentypupix Omamkax ¢opmbr N 148-1/y-04(1) B rpadax "CHUJIC" m "N mommca
00513aTeIbBHOT0 MEAMLIMHCKOTO CTPaXxOBaHM'" YKa3bIBAIOTCS CTPaxXOBOW HOMEpP WHAMBUIAYAJTILHOTO
auneBoro cuera rpaxnaHuHa B IlencuonHom ¢onzae Poccuiickoit @enepaunu (CHUJIC) (mpu
HAJIMYUK) U HOMEP IoJiuca 0053aTeIbHOTO MEUIIMHCKOTO CTPaXOBaHUS.

9. B penenitypubix Omankax ¢gopmbl N 148-1/y-88 B rpade "Anpec Mecta KHUTEIbCTBA WM HOMED
MEIUIUHCKOW KapThl NalMeHTa, MOJYYaloUero MEIMIMHCKYIO IOMOIIb B aMOyJaTOPHBIX
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ycIoBHAX", yKa3bIBAETCS aJlpec MECTa >KUTENbCTBA (MecTa MpeObIBaHUs WIM MecTa (PaKTHYECKOTO
IPO’KMBaHUS) NAllMEHTa WIK HOMEP MEIUIMHCKON KapThl MallMeHTa, M0JyYarollero MEJUIIMHCKYIO
IIOMOIIb B aMOyJIaTOPHBIX YCIOBUSIX <2>.

<2> [lpuka3 MuHnucrepctBa 31paBooxpanenust Poccuiickoin @enepanuu ot 15 nexabps 2014 r. N
834H "OO6 yrBepkIeHUH YHUPHUITMPOBAHHBIX (POPM METUIIMHCKOW JOKYMEHTAIMH, UCTIOJIb3yEeMbIX B
MEAMIIMHCKUX OPTaHU3aIUIX, OKA3bIBAIOIINX MEAUIIMHCKYIO MOMOIIL B aMOYJIaTOPHBIX YCIIOBUSX, U
MOPSIIKOB 0 WX 3aloJHeHUI0" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTHIMU Poccuiickoit
Oeneparn 20 ¢espans 2015 1., peructpanmonnsii N 36160), ¢ W3MEHEHHUSIMY, BHECEHHBIMH
npukazoM MuHucTepcTBa 3apaBooxpanenusi Poccuiickoit deneparuu ot 9 suBaps 2018 r. N 2
(3apeructpupoBan MunucrepctBoM toctuuuu  Poccuiickoit ®enepanuun 4 anpens 2018
peructpanuonubiii N 50614) (nanee - mpuka3 N 834n).

B peuentypubix 6mankax ¢popmer N 148-1/y-04(x) B rpade "Homep MeaqUIIMHCKOM KapThl MAIMEHTA,
HOJYYalOEro MEIUIMHCKYI0 IOMOIlb B aMOYJIaTOPHBIX YCIOBUSAX" yKa3blBaeTCs HOMEP
MEAMIIMHCKON KapThl MAllMEHTA, MOJIYYaOLero MEIUIIMHCKYIO IIOMOIb B aMOYJIaTOPHBIX YCIOBUX
<3>.

<3> IIpuka3 N 834H.

10. B rpade "®amunus, MHUIUATB UMEHH U OTYECTBA (ITOCIEeIHEE - IPU HAIWYKH) JIeYallero Bpaya
(benmpmmepa, axymepkn)" penentypHbix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(1) pyuHbIM cOCOOOM MJIM C MOMOUIBIO IITaMIa yKa3blBalOTCA (haMuivs, MHULIHAAIIBI
UMEHH ¥ OTdecTBa (TOCIIEHEE - TpPU HATUYMK) MEAWIMHCKOTO pPa0OTHUKA, HA3HAYMBIIETO
JIeKapCTBEHHbIE MpenapaThl U 0()OPMUBIIETO PELENT.

11. B rpade "Rp" peuentypusix OmankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x)
yKa3bIBACTCS:

1) HAaNUMCHOBAHUC JICKAPCTBCHHOI'O IIpCIiapaTa (Me)KI[YHaPOI[HOG HCMMAaTCHTOBAHHOC HAMMCHOBAHMHC,
TpYHOIIUPOBOYHOC UM XUMHUUYCCKOC HAMMCHOBAHUC, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJATUHCKOM S3BbIKC,
(bopMa BBIITYCKA, JO3UPOBKA, KOJIMYCCTBO,

2) crnocobd MpHUMEHEHMs JIEKapCTBEHHOro IpenapaTa Ha TOCyJapCTBEHHOM si3blke Poccuiickoit
®denepanyuy WIM Ha TOCYIApCTBEHHOM s3blke Poccuiickont denepanyivi U roCyAapCTBEHHOM SI3BIKE
peciyOIMK U MHBIX A3bIKax HapoaoB Poccuiickoit denepannn <4>.

<4> Yactp | crateu 15 3akona Poccuiickoit ®@eneparuu ot 25 oktsa6ps 1991 r. N 1807-1 "O
s3pIKkax HapoaoB Poccmiickoit ®enepanuu" (Begomoctu chezna Haponubix nenyratoB PCOCP u
BepxoBaoro Cosera PCOCP, 1991, N 50, ct. 1740; Cobpanne 3akoHomaTenbcTBa Poccuiickoit
Deneparun, 1998, N 31, cr. 3804) (nanee - 3akon N 1807-1).


https://normativ.kontur.ru/document?moduleid=1&documentid=377407#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=377407#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=377407#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599

12. ITpu opopmiieHHNU peleNTYPHBIX OJTAHKOB 3allPENIaeTCs] OTPAHMYNBATHCS OOIIMMHU YKA3aHUSIMU,
Hanpumep, "Bayrpennee", "M3BecTHo".

13. Penent, odopmieHHblii Ha penentypHom Omanke ¢opm N 148-1/y-88, N 107-1'y u N
148-1/y-04(11), monnuceIBaeTCA MEAULIMHCKUM PaOOTHUKOM M 3aBEPSIETCS €T0 MEYaThIO.

Penenit, ohopmitennsiii Ha penentypaom Omanke Gopmel N 148-1/y-88 u dopmer N 148-1/y-04()
JIOTIOJIHUTEILHO 3aBEPSETCA MeYaThi0 MEIUIIMHCKOM opranu3auuu "l penentos".

14. Ha ogaom penentypaoM Onanke Gopmbl N 148-1/y-88 u ¢popmer N 148-1/y-04() pasperraercs
OCYIIECTBIIATh HA3HAUYCHHE TOJILKO OJHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO pernapara.

Ha omnom peunentypuom Omanke ¢opmber N 107-1/y paspemiaercss OCyImIECTBISITh Ha3HAYCHUE
TOJIbKO OJIHOTO HAaMMEHOBaHUSl JIEKQpCTBEHHOro mpemapara, otHocsmerocs mno ATX k
aatuncuxornueckuM cpeactBam (kog N 05A), ankcuonmutrkam (kox N 05B), cHOTBOpHBIM H
cenatuBHbIM cpenactBaMm (kog N 05C), antuaenpeccantam (kog N O06A) m He momiekaniero
MIPEIMETHO-KOJIMYECTBEHHOMY YYETy, U JI0 TPEX HAMMECHOBAaHUH JICKAPCTBCHHBIX MIPEIApaToOB - IS
MHBIX JICKAPCTBEHHBIX MPENapaToB, HE OTHECEHHBIX K Bbleyka3aHHbIM ATX.

15. VictipaBienust B perienTe He AOMYCKAIOTC.

16. IIpu opopmiennn peuentypusix 6mankoB ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) na
JIEKapCTBEHHBIC IIperapaTrhl, Ha3HAYCHHBIE 110 PEHICHHIO BpayeOHON KoMHCCHM, Ha 000poTe
penenTypHoro O6JaHKa CTaBUTCS CHEIMaIbHAs OTMETKA (IITaMI).

17. Ha peuentypuom 6manke popmer N 148-1/y-04(;1) BHU3Y UMeeTCS JTMHUAS OTPBIBA, pa3/elisonias
peLenTypHbIi OJIaHK M KOPEIIOK.

Kopemok ot perenra, opOpMICHHOTO Ha YKa3aHHOM DPELENTYpPHOM OJIaHKE, BBINACTCS MAIMEHTY
(ero 3aKOHHOMY TMPEJICTABUTENI0) B alTEYHON OpraHM3alllM, Ha KOpEIIKe eTaeTcs OTMETKa O
HAaMMEHOBAaHMH JIEKAPCTBEHHOTO Mperapara, J03UPOBKE, KOJIMYECTBE, CTOCO0e MTPUMEHEHHUS.

18. OdopmiieHHe CHNENMATBHOTO PEHEeNTypHOTO OJlaHKa Ha HApPKOTHYECKOE CpPEICTBO U
NCUXOTPOITHOE BEIECTBO OCYILECTBIISETCS B COOTBETCTBUM C IpUKa3oM MUHHUCTEpCTBA
3npaBooxpanenust Poccuiickoit @enepanun ot 1 aBrycra 2012 r. N 541 "O6 yTrBepkaeHUH (HOPMBbI
OJIaHKOB PELENTOB, COJACPXKALIMX Ha3HAYeHHWE HAPKOTHUYECKUX CPEICTB WIM ICUXOTPOIHBIX
BEIIECTB, MOPSIKA UX M3TOTOBJICHHUS, PACTIPEICICHHUS, PETUCTPAINH, YIe€Ta U XPAHEHHS, a TaKxKe
npaBui opopmiieHus" <5>.

<5> 3apeructpupoBan MuHnucrepcrsom roctuuuu Poccuiickoit ®enepaunn 15 asrycra 2012 r.,
peructpaunoHHeld N 25190, ¢ wu3MeHeHUSIMH, BHECEHHBIMU TIpHUKa3aMM MHHHCTEpPCTBA
3npaBooxpanenusi Poccuiickoit ®denepanmu ot 30 wurons 2015 r. N 385H (3aperucrpupoBaH
MunucrepctBoMm toctunmu Poccuiickoit @enepauuu 27 Hoa0pst 2015 r., peructpaunoHHbid N
39868), ot 21 ampenst 2016 r. N 254u (3apeructpupoBaH MuHHCTEPCTBOM IOCTULIMM Poccuiickoit
Oenepannu 18 utons 2016 1., peructpannonnsii N 42887), or 31 oxtsabps 2017 r. N 882n
(3apeructpupoBan MunuctepctBoM roctunmu Poccuiickoit ®enepanuun 9 suBaps 2018 1.,
perucrparronsbiii N 49561).

1. Odpopmiienue peunenta B popMe 3JIeKTPOHHOTO JOKYMEHTA
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19. Penenit B (hopMe 3IIEKTPOHHOTO JOKYMEHTA, MOJMMCAHHOTO YCHJICHHON KBaJU(UIIMPOBAHHON
3JIEKTPOHHON MOANUCHIO, POPMUPYETCS METUIIMHCKAM PAaOOTHUKOM, CBEJCHUS O KOTOPOM BHECEHBI
B (enepaiabHbIl PETUCTP MEIUIMHCKUX pabOTHHUKOB <6>, a TaKKe NMPHU YCIOBHH PETHCTPALUN
MEIMIUHCKON OpraHu3aluM, B KOTOpOHl odopmisercss penent, B QerepaibHOM peecTpe
MEAMIIMHCKUX OpraHu3auil <7> eAMHOW TOCYJapCTBEHHOW MH(DOPMAIIMOHHONW CHUCTEMBI B cdepe
3IpaBOOXPAaHEHHUS W TOAKIIOUEHHMs] TaKOM MEAMLMHCKOM OpraHu3aluu K TrocylapCTBEHHOU
UHPOPMALIMOHHOM cucTeMe B cepe 3apaBooxpaneHus cyorekra Poccuiickoit @eneparum <8>.

<6> Ilynktsl 6, 7 IlonoxeHuss 0 e€AWHOW TOCYAapCTBEHHOW MH(POPMALMOHHOHN cucteme B chepe
3IpaBOOXPaHEHMS, YTBEPKIAECHHOr0 noctanoBienreM [IpaButenscrBa Poccuiickoit @enepanuu ot 5
Mmas 2018 r. 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 - [TonoxxeHne o €AMHONU CHCTEME).

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

<8> Cratpu 91 u 91.1 denepanbroro 3akoHa oT 21 HOsOpst 2011 roma N 323-®3 "O6 ocHOBax
OXpaHbl 3710poBbs Tpakaan B Poccuiickoii ®enepanun” (CoOpaHue 3akoHOAaTEIbCTBA PoccHiicKoi
Oenepanun, 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, c1. 4257; N 43, cT. 5798; N 49, c1. 6927, 6928; 2015, N 1, ct1. 85; N 10,
cr. 1425; N 27, ct. 3951; N 29, ct. 4397; 2016, N 1, cT. 9, 28; N 15, ct. 2055; N 18, cT. 2488; N 27,
cT. 4219; 2017, N 18, c1. 2663; N 31, cT. 4794).

20. IIpu odopmieHnn perenrta B (GopMe JIEKTPOHHOTO JTIOKYMEHTA Ha JICKAPCTBEHHBIE MTPETapaThl,
yKa3aHHble B noAnyHkTax 2 - 5 nynkra 10 um nynkre 12 Ilopsaka Ha3HaueHUs JiIeKapCTBEHHBIX
[IPEnapaToB, YTBEPXKJACHHOIO HACTOSALIMM IPUKA30M, M OTIYCKaeMble 3a IOJIHYI0 CTOUMOCTbD,
3aMOIHSIOTCS CIEAYIOIUE PEKBU3UTHL:

1) xox cyOwekta Poccuiickoit @Pepepanun no OKATO, ompeaensionuii rocyaapCTBEHHYIO
WH(MOPMAILIMOHHYIO CHUCTEeMYy B cdepe 3apaBooxpaHeHus cyoOnekta Poccuiickoit denepanuu B
KOTOpOH chopMUpOBaH pelenT B (popme JIeKTPOHHOTO JOKYMEHTA;

2) HaMMEHOBaHUE MEIUIIMHCKON OpraHu3aluy, aapec, TeaeQoH Wid pamMuins, UHULIUAIbl UMEHU U
oT4yecTBa (MOCJEAHEE - IPU HAIMYUN) MHIUBUAYAJIBHOTO MPEIPUHIMATEINS, HUMEIOIIETo JIULEH3UI0
Ha MEJMIHMHCKYIO JIeSTEIbHOCTD, €r0 aJIpec;

3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranuszanmu) win OI'PHUIT unauBuayansHOTO
MpEANPUHAMATENS;

4) nata odopmiieHus perenta (yKa3blBaeTCs YACI0, MECSIL, TO/);

5) nmata oOkoHYaHWS JeHcTBHUS perenta (GpopMUpYyeTCsS TOCYIapCTBEHHON WHOOPMAIIMOHHON
cucteMoil B cepe 3apaBooxpaHeHus cyOwbekta Poccmiickoit depepannui B COOTBETCTBHHU CO
cpokamu AeicTBus perenToB: 15 queit, 30 gueit, 60 gueii, 90 aueii, 1o 1 roga);

6) YHUKaIbHBI HOMEp perenta (hopMUpyeTcs TOCYIapCTBEHHON MH()OPMAIIMOHHONW CUCTEMOW B
chepe 3apaBooxpaHeHms cyObekTa Poccuiickoit ®dexepanuu ¥ 00ecCHeUMBAECT OJHO3HAYHYIO
uaeHTU(GHUKAIMIO perenTa B ¢popMe dIeKTpOHHOTO JokyMmeHTa B codetanuu ¢ OKATO, OI'PH unu
OI'PHUII);

7) ormerku "Cito" (cpouno) wmim "Statim" (HemeIeHHO) NpPH HEOOXOJUMOCTH CpPOYHOTO HITH
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HCMCIJICHHOI'O OTITYCKA JICKAPCTBCHHOTO MpCIiapaTa MalluCHTY,

8) ampec mamueHTa (yKas3bIBAaeTCsl MOYTOBBIA agpec MecTa KHUTENbCTBA (MecTa MpeObIBaHUS HITU
MecTa (DaKTHUEeCKOro NpOKHBaHMS) C YKa3aHHEM HHJEKca, HAaUMEHOBaHUS Kpas, o0jacTu,
pecIyOJIMKY, aBTOHOMHOTO OKpYyra, HAMMEHOBaHUs HACEJICHHOTO ITyHKTa, HAMMCHOBAHUS YIUIIBI
(mpocmekTa, mepeyika, Mpoesja), HoMepa JoMa (C yKazaHHeM Kopiyca, MpH HaJIW4YhH), HOMEpa
KBapTUPBHI);

9) HOMEp SJICKTPOHHON MEAMIIMHCKOW KapThl MAllMCHTa B TOCYAapPCTBEHHOW HH(OpMAIMOHHON
cucteme B chepe 3apaBooxpaneHus cyorekra Poccuiickoii @enepanumy;

10) pamuust, uMsi, 0TIECTBO (IIPU HATMYHH) TAIIMEHTA MTOJIHOCTHIO;

11) nmata poskaeHusl TanuMeHTa (YKa3bIBaeTCs YHCIO, MECAI, Troa), i naered go 1 roxa
JIOTIOJTHUTEILHO YKA3bIBAETCSl KOJIUYECTBO MOJTHBIX MECSIIEB;

12) hamunus, MTHUIMAIB IMEHHU U OTYECTBA (TIOCIIEHEE - TIPU HAJTMYMHN ) MEAUIIMHCKOTO pabOTHHKA
HOJIHOCTBIO;

13) HauMeHOBaHWE  JIGKAPCTBEHHOTO  Mpemapata  (MEXIyHApOAHOE  HEMaTeHTOBAaHHOE
HAaUMEHOBAaHHE, TPYNIHUPOBOYHOE WM XMMHUYECKOE HAaUMEHOBAHHME, TOPrOBOE HAMMEHOBAaHUE) HA
JATUHCKOM SI3BIKE, I03UPOBKa, (hopMa BBIITyCKa, KOTUIECTBO;

14) cmoco® mpuMeHEeHHs JIEKapCTBEHHOTO Ipenapara Ha TOCYAAapCTBEHHOM si3bike Poccuiickoit
®denepanuy WM Ha rocyJapcTBEHHOM si3bike Poccuiickoit @enepanuu 1 rocy1apcTBEHHOM SI3bIKE
peciyOnuK 1 UHBIX sI3bIKax HaponoB Poccuiickoi ®eneparym <9>.

<9> Yacrte | crateu 15 3akona N 1807-1

15) nmpusHak yTBEepXAEHHS Ha3HAuUEHUs JIEKQpCTBEHHOrO Ipenapara MO pPELIEHUI0 BpaueOHOU
KOMHUCCHH MEIULMHCKON OpraHu3aluu;

16) oTMeTka O Ha3HAYEHMM JIEKApCTBEHHOTO Ipernapara IO pelIeHUI0 BpayeOHOW KOMHCCHU
MEAMIIMHCKOW OpraHu3aldyd B CllydasX, yKa3aHHBIX B aO3ame BTopoM mnyHKTa 6 Ilopsnka
Ha3HAYCHMs JICKAPCTBEHHBIX IIPEMNApaTOB, YTBEPKICHHOIO HACTOAIUM IIPUKA30M;

17) orMeTka O crenuaibHOM Ha3HAUEHUM JIEKApPCTBEHHOTO IpernapaTa (3alojHseTcsl B ciayvasx,
YKa3aHHBIX B ITyHKTax 16 n 25 IlopsAaka Ha3HAUYEHHUs JIEKAPCTBEHHBIX IIPENAPATOB, YTBEPKIEHHOTO
HACTOALIUM NPUKA30M);

18) oTMeTKa 0 crenMaJsbHOM Ha3HAUYE€HUH JIEKApCTBEHHOT'O Iperapara MalueHTy ¢ 3a00JIeBaHUEM,
TpeOYIOUIMM JUIUTEILHOTO KYpCOBOT'O JICUEHUs (3aloJIHsAETCS B Cilydae, yKa3aHHOM B IyHKTe 24
[Topsinka Ha3HAueHHUsS JIEKAPCTBEHHBIX MPENapaToB, YTBEPXKACHHOIO HACTOALIUM IPUKA30M) C
IIPOCTaBJICHUEM NIEPUOAUYHOCTH OTITYCKa JIEKApCTBEHHOTO Mpenapara;

19) npu odopmiennn perenta B popMe IEKTPOHHOTO JOKYMEHTA Ha JICKapCTBEHHBIE MpETapaThl,
yKa3aHHblE B NOANYyHKTax 2 - 5 nmyHkrta 10 um nyHkre 12 Ilopsinka Ha3HauyeHHs JIEKapCTBEHHBIX
MIPenapaToB, YTBEPKAECHHOTO HACTOSALIMM MPUKA30M, Tpak/laHaM, HMEIOILIUM MpaBo Ha OecriaTHOe
NIOJIyYEHUE JIEKAPCTBEHHBIX MPENapaToB WIN MOJYYEHHE JEKAPCTBEHHBIX MIPENAPATOB CO CKUIKOM,
3aIOJIHSIIOTCSl PEKBU3UTHI, IPETyCMOTPEHHbIE MOANMYHKTaMU 1 - 18 HacTosIlero myHKTa, a Takxke
CIIEIYIOINE PEKBU3HTHI:
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a) Kareropusi TpaxIaH, HMEIOIIUX TMPaBO HA TOJYYCHHE JIEKAPCTBEHHBIX MPEMapaToB B
COOTBEeTCTBUU cO cTrathed 6.1 denmepanbHOro 3akona or 17 wmroms 1999 r. N 178-®3 "O
rocyJapCTBEHHOM couuanbHoi nmomomu'" <10>;

<10> Cobpanue 3akoHozgarenbcTBa Poccuiickoit ®eneparnuu, 1999, N 29, ct. 3699; 2009, N 30, cT.
3739; 2010, N 50, ct. 6603; 2013, N 48, ct1. 6165.

0) xox HO30M0THYecKoi Gopmbl o MKB;

B) UCTOYHHUK ¢uHaHcupoBaHus (1 - denepanpHbIl OrOMKET, 2 - OHOKET cyOBbekTa Poccmiickoit
Oeneparnyy, 3 - MyHHIIUITATBHBINA OIOKET);

r) pasmep omiatel (1 - Gecrutatho, 2 - 50%, 3 - unoit %); (B pen. Ilpukaza MunzapaBa PO or
11.12.2019 N 1022H)

JI) CTPaxOBOW HOMEpP WHJIWBHIYaJLHOTO JHUIEBOTrO cYeTa TpaxmaaHnuHa B lleHcmonHOM (oHIe
Poccuiickoit ®enepanuu (npu nanuuun) (CHUJIC);

e) HOMCD I10JI1MCa 00513aTeJILHOIO MCIUILMHCKOI'O CTpaXOBaHHA.

21. Ilpu npocTaBieHUH OTMETKM, yKa3aHHOW B moamnyHkre 16 mynkra 20 Hacrosimero I[lopsinka,
perent B (opMme SJIEKTPOHHOTO JOKYMEHTa IMOJAMUCHIBACTCS YCUJICHHON KBanu(UIUPOBAHHOMN
AJIEKTPOHHOW TMOJMUCHI0 TpEJCceaTeNsl WM CeKpeTapss BpadyeOHOM KOMHUCCHU MEIUIIMHCKOMN
OpraHu3aly, MpU IPOCTABICHUM OTMETOK, yKa3aHHBIX B mnoamnyHktax 17 u 18 mynkra 20
Hactosimiero [lopsimka, - YCHJICHHBIMH KBaTHU(UIIUPOBAHHBIMUA OSJCKTPOHHBIMH  TTOITHCIMHE
COOTBETCTBYIOIIUX MEIUIIUHCKUX PaOOTHUKOB.

22. Tlo TpeOoBaHMIO NAalMEHTa WM €ro 3aKOHHOTO MpEACTaBUTENS O(GOPMIIIETCS SK3EMIUIIp
perenrta B (opMe SIEKTPOHHOTO JTOKYMEHTa Ha OyMa)KHOM HOCHTENE, B TOM YHCIE IYyTEM €ro
odpopmienus Ha peuentypHbix Omankax ¢opm N 107-1/y, N 148-1/y-88, N 148-1/y-04(x1) c
oTMmeTKOoM "J[yOnmuKaT sJeKTpOHHOTO JJOKYMEeHTa'" .

I11. YyeT penentypHbIX OJIaHKOB

23. Vwuer peuentypubix OmankoB ¢opm N 107-1/y, N 148-1/y-88 um N 148-1/y-04(x),
U3rOTaBJIMBAEMBIX TUIOTPApCKUM CIIOCOOOM (J1ajee - pelenTypHble ONaHKU, MOAJIeKaIINe YUIeTy),
OCYIIECTBIISIETCSI B JKypHaJlaX yd4eTa, MPOHYMEPOBAaHHBIX, NPOITHYPOBAHHBIX M CKPEIUICHHBIX
HNOJANKMCHI0O  PYKOBOAMTENSI W MEYaThIO  MEJUIMHCKON  OpraHu3alui WIA  TOAINHUCKHI0
WH/IMBUIYAIbHOTO TTPEIPUHIMATEISI, UMEFOIETO JTUICH3HIO HAa METUITMHCKYIO IS TeTLHOCTb.

24. XXypnan ydera petentypHbix 61ankoB popmer N 107-1/y comepkut ciemyronue rpadb:
1) HoMep 1o OpAIKY;

2) B pazaene "[lpuxox":

a) JjaTa perucTpaluu J0KyMeHTa, HOATBEPKIAIOLIET0 MOCTYIICHHE;

0) HOMep U J1aTa TOKYMEHTa, OATBEPKIAI0IIEro NOCTYIUIEHUE, HAMMEHOBaHHE MOCTaBIINKA;

B) 0011ee KOJIMYECTBO MOCTYHUBIIUX PELENITYPHBIX OJIAHKOB;
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F) (I)aMI/I.HI/ISI, HWHHUIKAJIbl UMCHHU U OTUYCCTBA (HOCHGI[HGC - Ipu HaJII/I‘-II/II/I) H oA Ch OTBETCTBECHHOI'O
MCIULNHCKOI'O pa6OTHI/IKa, IMOJIYYHUBHICTO PEUCIITYPHBIC OJaHKHU OT IIOCTaBIIHKaA,

3) B paznene "Pacxon":
a) JaTa BbIJAud PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIJAHHBIX PELENTYPHBIX OJaHKOB;

B) (amuius, HMHULMAIBl MMEHM M oOT4yecTBa (TOCIEOHEEe - IPU HAJIWYUU) OTBETCTBEHHOIO
MEIUIUHCKOTO PAa0OTHHUKA, MOTYYHBILETrO pelenTypHbIe OJaHKH;

I') HOJMCHh OTBETCTBEHHOTO MEIMIIMHCKOTO paOOTHHKA, TOIYYMBIIETO PELENITYpPHbIE OJIaHKH;

4) bamuins, THULMAIBI UMEHU M OTYECTBa (IIOCIEIHEE - IPU HAITMYMM) U TOANNUCH OTBETCTBEHHOTO
MEIUIIUHCKOTO Pa0OTHHUKA, BBIIABIIETO PELENTYPHbBIE OJIaHKHU;

5) OCTaTOK penenTypHbIX OJIaHKOB.

25. Kypnan ydera penentypubix OmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(a) comepxut
crenyromue rpadbr:

1) HoMep 1O OPAIKY;

2) B pasznene "[Ipuxon™:

a) JjaTa PerucTpaLuy J0KyMeHTa, HOATBEPKIAOLIET0 MOCTYIIICHUE;

0) HOMep U J1aTa JOKYMEHTA, TOATBEPIKIAI0IIEro NOCTYINIEHNE, HAUMEHOBAHUE ITOCTABIIMKA;
B) 00111ee KOJIMYECTBO MOCTYHBIINX PELENTYPHBIX OJIAHKOB;

I') CEpUU U HOMEpA PELENTYPHBIX OJAHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJIAHKOB 110 CEPHSIM;

e) dhaMuius, MHUIMAIBI UMEHU U OTYeCTBa (TIOCIeIHEeE - IPU HAJTUYUH) U TIOJMHUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHUKA, MOTYYHBIIETO PEIENTYPHbIE OJaHKK OT MOCTABIIUKA;

3) B pa3zaene "Pacxon':

a) JlaTa BbIJJa4M PELENITYPHBIX OJIaHKOB;

0) cepur ¥ HOMEPA BBIJJTAHHBIX PEIENTYPHBIX OJaHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJaHKOB;

r) ¢aMuwiusg, UHUOMATBI MMEHM W oOT4yecTBa (MOC/IeAHEe - NpPU HAIWYMM) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOTYYHUBIIETO PEleNnTypHble OJaHKU;

I[) noAIIMCh OTBETCTBCHHOT'O MCIUIIMHCKOT'O pa6OTHI/IKa, MOJIYYHUBHICTO PCUCIITYPHBIC 6J'IaHKI/I;

4) hamunus, THULIMAIBI MMEHHU M OTYECTBa (IIOCJIeHEe - MPU HATMYMH) U TOANNUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJIABIIETO PEIENTYPHbIE OJaHKU;

5) ocTaToK perenTypHbIX OJIaHKOB.

26. Yyer cnenMajbHBIX PELENTYPHBIX OJIAHKOB HAa HAPKOTHYECKOE CPEJCTBO M ICHXOTPOITHOE
BEIIECTBO OCYHIIECTBIIIETCS B COOTBETCTBUM C TMpHKa3oM MHUHHCTEpPCTBA 3paBOOXPaHEHUS
Poccuiickoit @enepannu ot 1 arycra 2012 r. N 541 "O06 yrBep:xaeHHH (OpMBI OIaHKOB PELENTOB,
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coJiepXalluX Ha3HAYCHHE HAPKOTHYECKUX CPEACTB WM TCUXOTPOMHBIX BEUIECTB, MOPSIKA HUX
W3TOTOBJICHUSI, pPacIipe/ie]ICHHs, PETUCTPALlUY, YU4eTa U XpaHEHUs, a Takke mpaBui opopmieHus"
<11>.

<11> 3apeructpupoBan MunucrepctBoM roctunuu Poccuiickoit @enepanuu 15 asrycra 2012 r.,
peructpannonubii N 25190, ¢ wu3MeHEHWsSIMH, BHECEHHBIMH TMpUKazaMu MUHUCTEPCTBA
3apaBooxpanenust Poccuiickoit ®enepanuu or 30 umrons 2015 r. N 385n (3aperucrtpupoBan
MunucrepctBoM toctuiuu Poccutickoit ®enepanuu 27 HosiOps 2015 1., peructpanmoHHbid N
39868), ot 21 anpens 2016 r. N 254n (3apeructpupoBan MunucrtepcTBoM roctuniuu Poccuiickoi
Oenepannn 18 utona 2016 1., perucrpanuonubii N 42887), or 31 oxtabps 2017 r. N 882
(3apeructpupoBan MunucrepctBoM toctuniu Poccuiickoit ®enepaunun 9 suBaps 2018 r.,
perucrpamnronsbiii N 49561).

27. VYuer peuentoB, OPOPMICHHBIX B (OpME DIEKTPOHHOTO IOKYMEHTA, OCYIIECTBIISICTCS B
rocy/apcTBeHHOW HH(OPMAIMOHHOW cucTeme B cepe 3apaBooxpaHeHHs cyOnekTa Poccuiickoit
Oenepaiiii  MOCPEJCTBOM BEACHHSI €IMHOTO pPEecTpa perentoB, o(GopMIeHHBIX B (opme
3JIEKTPOHHBIX TOKYMEHTOB.

IV. XpaHnenne peuentypHbIx 0JIJAHKOB

28. MeaMUUHCKUE OpraHU3aliy IOJyYaloT HEOOXOJUMBbIC PEeLENTypPHbIC OJaHKH, M3TOTOBICHHBIC
TUIOTpadcKUM CrIocoOOM, 4Yepe3 OpraHbl YIPaBICHHS 3IPaBOOXPAHCHHEM WM OpraHu3allyy,
YIOJHOMOYCHHBIC Ha 9TO OpraHaMH HCIOJIHUTENIbHOM BiacTH cyobekToB Poccuiickoit deneparun.
(B pex. [Tpukaza Munsapasa P® or 11.12.2019 N 1022H)

29. PenentypHble OnaHKU, MOAJIEKAIINE YUYETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYEHHBIM

2
PYKOBOJUTENEM MEIUIIMHCKON OpraHu3aliy, B 3allMpaeMoM MeTauiMueckoM mkady (ceide) mnu
METAJITINYECKOM SIIIHUKE.

30. MuauBuAyanpHBIA NpEANpUHUMATENb, UMEIOIINNA JIUIEH3UI0 Ha MEIUIIMHCKYIO JESTelIbHOCTD,
XPaHUT pelienTypHble OJaHKH, MOAJIEKAIUE YUETY, B 3alIUPAEMOM MeTaJlIN4ecKoM 1Kkady (ceide)
WIN METAJUTNYECKOM SIIUKE.

31. IIpoBepka cOCTOSHUS XpaHEHHs, y4deTa, (PaKTUYECKOTO HAIUYUS W pacxofa pPelenTypHBIX
0JIaHKOB, MOJUIEkKAIIUX YYeTy, OAMH pa3 B KBapTaj OCYILIECTBIISIETCS KOMHUCCHEH, CO3/1aHHOH B
MEIUIUHCKON OpraHu3aIuu.

32. PeuentypHbie OnaHku, odopmisieMble Ha OyMa)XHOM HOCHTENIEC M TOAJIEXKAIIHe YUeTy,
BBIIAIOTCS  MEAWIIMHCKUM  pabOTHUKaM, MMEIOIIUM TpaBo OGOpMIIEHUS pEelenToB, IO
pacropsHKEHUIO TIIaBHOT'O Bpada MIIM €ro 3aMECTUTES.

HOJIy‘ICHHBIe PCLCIITYPHLBIC OlaHKkM Ha 6YMa)KHBIX HOCUTCIIIX XPAHATCA MCOAULIMHCKUMU
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6€CH€'~II/IBaIOHII/IX HUX COXPaHHOCTb.

33. XpaHeHue crelMaJbHbIX pEUENTYPHBIX OJIAaHKOB HAa HAPKOTUYECKOE CPEJICTBO U MCUXOTPOITHOE
BEIIECTBO M  BbIJaua YKa3aHHBIX PELENTYpHBIX OJIAHKOB  MEAUIUHCKOMY  paOOTHHKY
OCYIIECTBIISIETCS B COOTBETCTBMM C NpHKa3oM MwuHucrepcTBa 31paBooxpaHeHus Poccuiickoit
@eneparun o 1 aBrycra 2012 r. N 54 "OOG yrBepxkaeHuu (OpMbI OJIAHKOB PELEITOB,
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coJiepXalluX Ha3HAYCHHE HAPKOTHYECKUX CPEACTB WM TCUXOTPOMHBIX BEUIECTB, MOPSIKA HUX
W3TOTOBJICHUSI, PacIipe/ie]ICHHs, PETUCTPALlMU, YUe€Ta U XpaHEHUs, a TakkKe MpaBuil opopMieHHs"
<12>.

<12> 3apeructpupoBan MunucrepctBoMm roctuuuu Poccuiickoit @enepanuu 15 asrycra 2012 r.,
peructpannonubii N 25190, ¢ wu3MeHEHWsSIMH, BHECEHHBIMH TMpUKazaMu MUHUCTEPCTBA
3apaBooxpanenust Poccuiickoit ®enepanuu or 30 umrons 2015 r. N 385n (3apeructpupoBan
MunucrepctBoM toctuiuu Poccuiickoit ®denepanuu 27 HosOpst 2015 1., peructpanuoHHbiii N
39868), ot 21 anpens 2016 r. N 254n (3apeructpupoBan MunucrtepcTBoM roctuniuu Poccuiickoi
Oenepannn 18 utona 2016 1., perucrpanuonubii N 42887), or 31 oxtabps 2017 r. N 882
(3apeructpupoBad MunucrepctBom 1octunuu Poccuiickoit ®enepaunu 9 suBaps 2018 r.,
perucrpamnronsbiii N 49561).

34. IlporpaMMHO-TEXHUYECKHE CPEJICTBA TOCYNAapPCTBEHHBIX WH(MOPMAIMOHHBIX CHCTEM B cdepe
3IpaBOOXPAaHEHUS, MEAMLUUHCKUX WHQPOPMAIMOHHBIX CHCTEM MEIUIMHCKUX OpraHU3alui
00eCTieunBaOT XpaHEHHWE DJJIEKTPOHHBIX pPEIenToB, O(GOPMICHHBIX B (GOpMe DIIEKTPOHHBIX
JOKYMEHTOB B TEYEHHE CPOKOB, YCTAaHOBJICHHBIX JUIS XPaHEHUS PELenToB, O(QOPMIICHHBIX Ha
COOTBETCTBYIOIIMX (hopMax PEelENTYpHBIX OJaHKOB Ha OyMa)XHOM HocHuTene <13>.

<13> Ilynkr 14 npaBui OTIyCKa JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOIO IPUMEHEHUs, B
TOM YHCJI€ HMMMYHOOMOJIOTMYECKUX JIEKAPCTBEHHBIX IPENaparoB, alTEYHbIMU OpraHU3aLUsIMU,
UH/IMBUIYAJIIHBIMUA  NPEANPUHUMATENAMHE, HMMEIOIUMH JIMLIEH3UI0 Ha  (apMaleBTHYECKYIO
JIeATEIbHOCTb, YTBEPKJICHHBIX NPUKa3oM MwuHucrepcrBa 3apaBoOXpaHeHHss Poccuiickon
®eneparun ot 11 uronsg 2017 r. N 4031 (3apeructpupoBad MuHuCTepcTBOM IocTHLIMU Poccuiickoi
Denepannu 8 centsaops 2017 r., peructparmonnsiii N 48125).
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