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Hpuxka3z Munzapasa P® ot 20.12.2012 N 11751 — O06 yTBepKIeHH MOPSAAKA
HA3HAYEHMS U BHINMUCHIBAHMS JIEKAPCTBEHHBIX NMPENaparoB, a Tak:ke (popm
pelenTypHbIX 0JJAHKOB HA JIeKAPCTBEHHbIE Mpenaparhbl, Nopsaxka oGopMiaeHnst
YKa3aHHbBIX 0JIAHKOB, X y4eTa U xpaHenus — [locinennsis pegakuus or 31.10.2017 —
3aperucrpupoBano B Muniocre P® 25.06.2013 N 28883 — Hauauo neiictBusi
penaxkuuu 20.01.2018 — Oxonuanue geiicreus nokymenrta 06.04.2019

Crincox n3MeHsomux 10KyMeHToB (B pea. [IpukazoB Munzapasa P® ot 02.12.2013 N 886H, ot
30.06.2015 N 386H, ot 21.04.2016 N 2544, ot 31.10.2017 N 882H)

B cootBercTBUUM ¢ myHKkTOM 16 yactu 2 ctathu 14 denepanpHoro 3akoHa ot 21 HosiO6ps 2011 r. N
323-®3 "OO ocHOBax OXpaHbl 3M0pOBbsi TpaxnaH B Poccuiickoii ®Denepamun" (Cobpanue
3akoHomarenbcTBa PD, 2011, N 48, cr. 6724; 2012, N 26, cr. 3442, 3446) u nmynktom 5.2.179
ITonoxenus o Munucrepcrse 3apaBooxpaneHuss PO, yrBepxaeHHOro nocraHosiieHueM lIpaBurenscra
P® ot 19 nrons 2012 r. N 608 (Cobpanue 3akoHomarensctBa PO, 2012, N 26, ct. 3526), npukas3biBalo:

1. YTBepauTs:
MOPSIOK HAa3HAUCHHUSI U BBIMMCHIBAHUS JIEKAPCTBEHHBIX MTPETIAPAaTOB COTIACHO MPUIOKeHHI0 N 1;

IIpumeyanue.
[Tucemom Munznpasa PO ot 04.04.2019 N 25-4/11/2-2885 coo011eHO 0 BO3MOKHOCTH MCIIOJIb30BAHUS
10 31 nexabps 2019 rona penentypHbIX 0J1aHKOB, (POPMBI KOTOPBIX YTBEPKCHBI JAHHBIM JIOKYMEHTOM.

(opMBbI peLenTypHBIX OJaHKOB COTTIACHO NPUIoKeHuto N 2;
MOpsAI0K 0hOPMIIEHUS PELENITYPHBIX OJAHKOB, MX yYeTa U XpaHEHUs COIVIaCHO IpuioxeHuto N 3.

2. Hacrosmuii npuka3 Bctynaet B cuity ¢ | uronst 2013 rona.

[Ipunoxenue N 1 x mpukasy Munszapasa PO ot 20.12.2012 N 1175n

HOpHI[OK HA3HAYCHUSA U BBINIUCbIBAHUA JIECKAPCTBCHHLIX NIPpennapaTonB

Crnincox n3MeHsoImMx 10KyMeHToB (B pea. [IpukazoB Munzapasa P® ot 02.12.2013 N 886H, ot
30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N 882n)

. Obwme nonoxeHun
1. HaCTOSIH_[I/Iﬁ HOpSIJIOK peryﬂI/IpyeT BOHpOCI)I HA3HAUYCHUSIA HW BBIIIUCBIBAHUSA J'IeKapCTBeHHBIX

npenaparToB IIpU OKa3aHUH Me):[I/II_[I/IHCKOﬁ IOMOIIIN B MCAUIIUMHCKUX OpTraHHU3aluiaX, NUHBIX OpraHu3aluiax,
OCYHIECTBIAOMIUX MCIUIHUHCKYIO nomMonib, n HHIAWBHUYaJIbHBIMU OpCaAIpUHUMATEIISAMU,
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OCYIIECTBIISIOMUMH MEIUIIMHCKYIO IEATEILHOCTh (J1ajiee - MeIUIIMHCKAs Opranu3arus). <l>

<1> Cratps 2 @enepanbHoro 3axkoHa ot 21 HosiOps 2011 r. N 323-®3 "OO ocHOBaX OXpaHbI
310poBbs rpakaad B Poccuiickoit @enepanuu” (Cobpanue 3akononarenbctsa PO, 2011, N 48, ct. 6724;
2012, N 26, ct. 3442, 3446).

2. Ha3znaueHue M BBINMHMCHIBAHUE JIEKAPCTBEHHBIX MPENapaToB OCYLIECTBISETCS JIeHallldM BpayoM,
denpamepom, akymepkoil B ciiyyae BO3JIOKEHHS Ha HUX MOJHOMOYHMH Jieyaliero Bpaya B HOpSJIKE,
YCTAHOBJICHHOM MpPHKa30M MUHHUCTEpCTBA 3ApaBOOXPAHCHUSI W COLMAIBHOTO pa3BuTus Poccuiickoin
@eneparun ot 23 mapra 2012 r. N 2521 "O6 ytBepxnaenun llopsiika BoznoxeHus Ha (enpaiiepa,
aKyIIepKy pyKOBOJUTEIEM MEIUIUHCKON OpraHn3aluy Mpy OpraHu3alii OKa3aHUs MEPBUYHON MEAUKO-
CaHMTapHOM TOMOIIM M CKOPOW MEIUIIMHCKOM MOMOIIM OTAEIbHBIX (YHKUHMH Jeyamero Bpaya IO
HENOCPEJICTBEHHOMY OKa3aHHI0 METUIIMHCKOM MOMOIIM MAllUEeHTy B MepHo] HAOIIOACHUS 3a HUM U €ro
JIEYEHUs, B TOM UYHCJIE [0 HA3HAYECHHUIO M IPUMEHEHHUIO JIEKapCTBEHHBIX IIPENapaToB, BKIIOYAs
HapKOTUYECKUE JIEKAPCTBEHHBbIE Tpernaparbl M  ICUXOTPOIHBIE  JIEKapCTBEHHbIE  Ipenapatsl”
(3apeructpupoBad Muntocrom P® 28 anpens 2012 r., peructpanuonssiit N 23971), uHAUBUYaTbHBIMUA
MNPEIIPUHUMATEISIME, OCYLIECTBISIONIMMU MEIULUHCKYIO JAESTEIbHOCTh (Jajee - MEIUIUHCKUE
pabOTHUKN).

3. MenunuHckre paOOTHUKH BBITMCHIBAIOT PELENTHl Ha JIEKAapCTBEHHBIE MpenapaThl 3a CBOCH
HOJIHCHIO.

(8B pen. [Ipukaza Munzapasa P® ot 30.06.2015 N 386H)

Ha3nauenue u BBINHMCHIBAaHWE JIEKAPCTBEHHBIX MPENapaToB OCYIIECTBISCTCS METUIIMHCKUM
pabOTHUKOM TIO MEXIyHAPOJHOMY HEIATCHTOBAHHOMY HAaWMEHOBAaHHWIO, a TPH €ro OTCYTCTBUH -
IpyNIMPOBOYHOMY HAMMEHOBaHMIO. B ciydae OTCYTCTBHS MEXAYHApOJHOTO HENAaTeHTOBAHHOTO
HAaVMEHOBAHUS W TPYNIHPOBOYHOTO HAMMEHOBAHMS JIEKAPCTBEHHOTO IIperapara, JIeKapCTBEHHBIN
npenapaT Ha3Ha4aeTcsl ¥ BBIIHCHIBACTCS MEIUIIMHCKUM PAaOOTHUKOM IO TOPTOBOMY HAaUMEHOBAHHIO.

[lpr HanmuYMKM MEIWIMHCKUX TITOKa3aHWH (WHAWBUIAYyaIbHAs HETEPEHOCHMOCTh, IO >KU3HECHHBIM
MOKa3aHMUSAM) TIO0 PEIICHUI0O BpadyeOHOW KOMHCCHM MEAMLIUHCKOW OpraHM3allui OCYIIECTBISACTCS
Ha3HAUCHNE W BBHINHCHIBAHWE JICKAPCTBEHHBIX NpPENapaToB: HE BXOSIIUX B CTAaHIAPTHI MEIUIIMHCKOM
MIOMOIIY; 110 TOPTOBBIM HaWMEHOBaHUAM. PerieHue BpaueOHOM KOMHCCHU MEIMIIMHCKOW OpraHU3aIiu
buKCHpyeTcss B METUIIMHCKAX JIOKYMEHTAX MallMeHTa U J)KypHalle BpadeOHON KOMHCCHH.

(B pen. Ilpukaza Munzapasa PO ot 02.12.2013 N 886H)

MenuiHcKre paOOTHUKH  OCYIIECTBISIOT HA3HAUYEHHWE W BBHIMMCBIBAHWUE JIEKAPCTBEHHBIX
IpenapaToB, MOJUIEKAIIMX HW3TOTOBJICHUIO UM OTIYCKY alTeYHbIMU OpraHuzanusMu (nanee
JICKapCTBEHHBIC MTPETapaThl HHAWBUIYAITBHOTO U3TOTOBIICHHUS).

3.1. Ha3HayeHMe JIEKapCTBEHHBIX IpenapaToB IpH OKAa3aHUU MEIULMHCKOM IOMOLIM B
CTAllMOHAPHBIX YCJIOBUSAX U UX BBIIUCHIBAHWE B TPeOOBAHUAX-HAKIATHBIX B COOTBETCTBHU C
WHCTpyKIMel O TOpsAKe BBIMUCHIBAHMS JICKAPCTBEHHBIX IPENapaToB M OQGOPMIICHHUS PpELENTOB H
TpeOOBaHUII-HAKIIATHBIX, YTBEPKACHHON NMpUKa3oM MHHHUCTEPCTBA 3/IpaBOOXPAHEHUS] U COLUAIBHOIO
pasButua Poccuiickoit ®enepaunu ot 12 ¢despanss 2007 r. N 110 "O mnopsiike Ha3HaYeHUS H
BBIMIMCHIBAHUSI ~ JICKAPCTBEHHBIX  TpenapaTroB,  W3JIEIMM  MEAMLIMHCKOTO  Ha3HAaYeHUus U
CHELMANTU3UPOBAHHBIX MPOJAYKTOB JeueOHoro nmutanusa" <l1.1>, ocyliecTBisieTcss M0 MEeXIyHapOTHOMY
HENaTeHTOBAaHHOMY, IPYIIIUPOBOYHOMY UM TOPrOBOMY HAaMMEHOBAHUIO.

(m. 3.1 B pen. [Ipuxaza Munzapasa P® ot 21.04.2016 N 254n)

<1.1> 3apeructpupoBan Muntocrom P® 27 ampens 2007 r., perucrpaunonsslii N 9364, c
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M3MEHEHUSIMH, BHECEHHBIMU MpHKa3aMu MUHHUCTEPCTBA 3APABOOXPAHEHMS] M COLUAIBHOTO Pa3BUTHUS
Poccuiickoit @enepanuu ot 27 asrycra 2007 r. N 560 (3apeructpupoBan Muntoctom PO 14 ceHts0ps
2007 r., peructpaunonsbiii N 10133), ot 25 centsiops 2009 r. N 7941 (3apeructpupoBad Muntocrom PO
25 Hosa6pst 2009 r., peructpammonnbiii N 15317), ot 20 suBaps 2011 r. N 131 (3apeructpupoBan
Muntoctom P® 15 mapra 2011 1., peructpaumonssiii N 20103), npuxazamu MuHHCTEpCTBA
3npaBooxpanenus PO or 1 asrycra 2012 r. N 54H (3apeructpupoad Muntocrom P® 15 aBrycra 2012 1.,
peructpanuoHubiii N 25190), ot 26 deBpans 2013 r. N 94n (3apeructpupoBan Munroctom PD 25 utons
2013 r., peructpanuonssiii N 28881).

(caocka BBeneHa [Ipukazom Munzapasa PO ot 21.04.2016 N 254H)

4. Penent, BBINIUCAHHBIA C HapyIIEHHEM YCTaHOBIEHHBIX HacTtosumM I[lopsakom TpebGoBaHMiA,
CYUTACTCS HEACUCTBUTEIILHBIM.

5. Ceenmenuss O Ha3HAYEHHOM, M BBIIMCAHHOM JIEKAPCTBEHHOM Ipernapare (HauMEHOBaHHE
JIEKapCTBEHHOTO TpernapaTa, pa3oBas J103a, ClI0CO0 M KpaTHOCTbh MpUEMa WM BBEACHUS, JIUTEIbHOCTD
Kypca, 00OCHOBaHHME Ha3HAU€HHUsS JIEKAPCTBEHHOIO IIpernapaTa) YKa3blBalOTCSI B MEIAMIIMHCKOW KapTe
MAlMEHTA.

Penent Ha JeKapCcTBEHHBIM MpenapaT BBIIUCHIBACTCS HAa HWMs MalMeHTa, i1 KOTOPOro
[IPEIHA3HAYCH JICKaPCTBEHHBIN Mpernapar.

Peuent Ha jexapcTBEHHBIM mNpemapaT MOXKET OBbITh IMOJy4YeH NAaIlleHTOM WM €ro 3aKOHHBIM
npejacraBuTesieM <2>. MakT BbAAYM pELENTa Ha JIEKAPCTBEHHBIN IIpenapaT 3aKOHHOMY INPEICTaBUTENIO
¢bukcHpyercs 3aluCchi0 B MEJUIIMHCKON KapTe MalueHTa.

<2> B OTHOIICHWM JHIA, yKa3aHHOTO B 4acTu 2 ctatbu 20 denepanpHOro 3axoHa oT 21 HOAOps
2011 r. N 323-®3 "O6 ocHoBax OXpaHbl 3/10poBbs TpaxkaaH B Poccuiickoit @enepauun" (Cobpanue
3akoHozarenbcTBa PO, 2011, N 48, ct. 6724; 2012, N 26, ct. 3442, 3446; 2013, N 27, ct. 3459, 3477; N
30, ct. 4038; N 39, cT. 4883; N 48, cT. 6165; N 52, c1. 6951; 2014, N 23, cT. 2930; N 30, cT. 4106, 4206,
4244, 4247, 4257; N 43, ct. 5798; N 49, ct. 6927; 2015, N 1, ct. 72, 85; N 10, ct. 1403, 1425; N 14, cT.
2018; N 27, ct. 3951; N 29 (uacts 1), c1. 4339, 4397, 4356, 4359).
(cHocka B pen. [lpukaza Munzapasa PO ot 30.06.2015 N 386H)

6. 3anpemaercs BBIKMCHIBATH PELENITHI HA JICKAPCTBEHHBIE MPENapaThl:

6.1. MEIUITMHCKUM pabOTHUKAM:

IIPU OTCYTCTBUU MEIULIMHCKUX MOKA3aHHIA;

Ha JIEKApCTBEHHBIE IIpENapaTsl, HE 3aperUCTpUpOBaHHbIe Ha TeppuTopun Poccuiickoit denepannu;

Ha JIEKapCTBEHHbIE Ipenaparhbl, KOTOPblE B COOTBETCTBUU C HUHCTPYKIUEH IO METUIIMHCKOMY
IIPUMEHEHUIO UCIIOJIb3YIOTCA TOJIBKO B MEAUIIMHCKUX OpraHU3alMsIX;

Ha HapKOTUYECKHE CpEICTBA M IICUXOTPOIHBIE BEHIECTBA, BHECEHHbIe B cmnucok Il Ilepeuns
HapKOTUYECKUX CPEACTB, IICUXOTPOIHBIX BELIECTB M HMX IPEKYpCOpPOB, MOJUIEKAIIUX KOHTPOJIO B
Poccuiickoii denepanun, yrBepkaeHHOro nocranosieHnneM lIpasurenscra PO ot 30 urons 1998 r. N
681 <3> (nmanee - IlepeyeHs), 3aperuCTpUPOBAHHBIE B KaueCTBE JIGKAPCTBEHHBIX MPENapaToB, B LENIAX
MIPUMEHEHUS U1 JIeUeHUsI HApPKOMAaHUU;

(B pen. Ilpukaza Munzapasa PO ot 31.10.2017 N 882h)

<3> Cobpanue 3akoHonaTenbeTBa PO, 1998, N 27, ct. 3198; 2004, N 8, cT. 663, N 47, cT. 4666;
2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183, N 52, cT. 6572; 2010, N 3, cT. 314, N
17, ct. 2100, N 24, ct. 3035, N 28, ct. 3703, N 31, cT. 4271, N 45, c1. 5864, N 50, cT. 6696, cT. 6720;
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2011, N 10, ct. 1390, N 12, ct. 1635, N 29, cT. 4466, cT. 4473, N 42, ct. 5921, N 51, cT. 7534; 2012, N
10, cr. 1232, N 11, cT. 1295, N 19, cr. 2400, N 22, ct. 2864, N 37, cT. 5002, N 48, c1. 6686, N 49, cT.
6861.

6.2. MHIUBUAYAJIBHBIMHU MPEINPUHUMATEISAMH, OCYIICCTBISIONUMHA MEIUIIMHCKYIO NESTEIbHOCTb,
Ha HapKOTUYECKUE CPEJICTBA U IICUXOTPOIHbIE BellecTBa, BHeceHHbIe B ciucku 11 u III Iepeuns (nanee -
HapKOTUYECKHUE U MICUXOTPOIHbIE JiekapcTBeHHbIe npernapathl ciiickos 11 u 111 [Tepeuns).
(1. 6.2 B pen. [Ipukaza Munzapasa P® ot 30.06.2015 N 386H)

IIpumeuanue.
B oduuumansHOM TeKCTe IOKyMEHTa, BHIUMO, JOMyIlEeHa omneuyaTka: (GopMa pelentypHoro OyiaHka
umeet Homep N 107-1/y, ane N 107-1/1.

7. PenienThl Ha JI€KapCTBEHHBIEC MpenapaThl BHITMCHIBAIOTCS HA PELENTYpHBIX ONaHkax mo ¢opmam
N 148-1/y-88, N 148-1/y-04 (1), N 148-1/y-06 (1) u N 107-1/1, yTBep>KICHHBIM HACTOSIIIAM TPUKA30M.

8. HapkoTnyeckue M NICHXOTPOIHBIE JieKapcTBeHHbIe mpenapaThl cnucka II Ilepeuns (nmanee -
HapKOTHYECKHE M IICHUXOTPOIHbIE JIEKapCTBEeHHble npenaparbl cnucka I Ilepeuns), 3a uckiarodueHuem
JIEKapCTBEHHBIX IPENapaToB B BUJE TPAHCAECPMAIbHBIX TEPANEBTHUECKUX CHUCTEM M JIEKAPCTBEHHBIX
IIPENapaToB, COIEP)KAIIMX HAPKOTMYECKOE CPEACTBO B COYETAHUM C AHTATOHMCTOM OIMOMIHBIX
pELEenTOpOB, BBHIMHUCHIBAIOTCS HA CIEHUAIBHOM peLenTypHOM OnaHke 1o Qopme, YTBEp)KICHHOM
npukazoM MunucrepctBa 3apaBooxpaHeHuss PO ot 1 asrycra 2012 1. N 541 "O06 yTBepxkaeHnn (GopmsI
OJTAaHKOB PEIIETNITOB, COJEPKAIIUX Ha3HAYCHHWE HAPKOTHUYECKUX CPEICTB WM ICHUXOTPOMHBIX BEILIECTB,
NOpsIIKa WX W3TOTOBJICHMS, DPACIpEACNICHUs, PErucTpalMy, ydeTa M XpaHEHHUs, a TaKKe IIPaBHI
odopmnenus" (3apeructpupoBan Muntocrom P® 15 asrycra 2012 r., peructpanmonnsiii N 25190).

(8 pen. ITpukazoB Munzapasa P® ot 30.06.2015 N 386H, ot 31.10.2017 N 882H)

9. Peutentypusiii 6;1ank Gopmbl N 148-1/y-88 npenHazHayeH NS BBITACHIBAHHS:

1) HapKOTHYECKMX M TICHXOTPONHBIX JIEKAPCTBEHHBIX mpemnapartoB crucka Il Tlepeuns B Bumae
TpaHCIEPMAJIBHBIX TEPANEBTUUYECKUX CHCTEM, HAPKOTHYECKHMX JIEKAPCTBEHHBIX INpenaparoB crucka Il
Ilepeuns, coaepx amMxX HAPKOTUYECKOE CPEACTBO B COYETAHUM C AHTAarOHUCTOM ONUOMIHBIX
peLenTopoB, ICUXOTPONHBIX BELIECTB, BHECEHHbIX B cnucok III Ilepedns, 3aperucrpupoBaHHBIX B
YCTAaHOBJICHHOM TMIOpsSIIKE B KauecTBE JIEKAPCTBEHHBIX IpernaparoB (Jajee - TICHUXOTPOIHBIE
nexapcTBeHHble npenapatsl cnucka III [lepeuns);

(8 pen. ITpukazos Munzapasa P® ot 30.06.2015 N 386H, ot 31.10.2017 N 882H)

2) MHBIX JIEKapCTBEHHBIX IPENapaToB, MOUIEKAIIUX IPEIMETHO-KOIMYECTBEHHOMY YUeTy (3a
HCKJIIOYEHHEM JIEKaPCTBEHHBIX MPEnapaToB, OTIYCKaeMbIX 0€3 pelerTa);

(8B pen. IIpukaza Munzapasa P® ot 30.06.2015 N 386H)

3) JeKapCTBEHHBIX MperapaToB, 00JATAIONIUX aHAOOIWYECKOW aKTUBHOCTHIO (B COOTBETCTBUHU C
OCHOBHBIM (DapMaKOJIOTHYECKUM JICHCTBHEM);

(B pen. ITpukaza Munzapasa P® ot 30.06.2015 N 386H)

4) nexapCTBEHHBIX IpENapaToB, YKa3aHHBIX B NMyHKTe S5 [lopsaka oTmycka (U3HMUECKUM JIHMLAM
JIEKApCTBEHHBIX MPENapaToB I MEIULIMUHCKOTO NMPUMEHEHMs], COAEPKAIUX KPOME MAJIbIX KOJUYECTB
HAapKOTHYECKUX CPEJICTB, NMCHUXOTPOIHBIX BEIIECTB M HMX IMPEKYpPCOpoB Ipyrue (papmaxonoruyeckue
aKTUBHBIC BEUIECTBA, YTBEPKIAECHHOIO MpUKazoM MuHUCTEpCTBA 3paBooxpaHeHus P® ot 17 masg 2012 r.
N 562u (3apeructpupoBan Muntoctom P® 1 utons 2012 r., peructpannonsasiii N 24438);
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5) JekapCTBEHHBIX MpernapaToB WHAMBHUAYAIbHOTO H3rOTOBIICHHUS, COJIEPKAIMX HAPKOTUYECKOE
CPEICTBO WM NCUXOTponHoe BemecTBo crucka Il Ilepeuns, u apyrue dapmakonorundeckue akTHBHBIC
BEIIECTBA B [103€, HE TMPEBBINIAIONIEH BBICHIYIO pa3OBYI0 103y, M IMpPH YCIOBUH, YTO 3TOT
KOMOWHHUPOBAHHBIM JIEKAPCTBEHHBIM MpernapaT He SBJISETCS HAPKOTHYECKUM WM TICUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenaparoM crircka Il [lepeuns.

10. Penentypusie Omanku dopm N 148-1/y-04 (1), N _148-1/y-06 (;1) mpenHa3sHayeHbl Jis
BBIITUCHIBAHUS JICKAPCTBEHHBIX IMPENapaToB Tpa)kIaHaM, MMEIOIIUM IMPaBO Ha OECIUIaTHOE MOJIyYeHHE
JIEKapCTBEHHBIX MPENapaToOB WIIH MOJYYCHHUE JIEKapPCTBECHHBIX MPENapaToB CO CKUAKOM.

11. Peuentypusiii 61ank Gopmer N 107-1/y npeaHa3HadeH sl BHITUCHIBAHUS:

JICKapCTBEHHBIX MpEenapaToB, yka3aHHbIX B mIyHKTe 4 Ilopsinka ormycka (u3nyeckuM JHUIaM
JIEKapCTBEHHBIX MpenapaTroB IS MEIUIIMHCKOTO MPUMEHEHUs, COAEpKalUuX, KPOME MAaJIbIX KOJUYECTB
HapKOTMYECKUX CPEJICTB, NCUXOTPOINHBIX BEIIECTB M HUX IPEKYpPCOPOB, ApYyrHe (apmMakoIoruyeckue
AaKTHBHBIE BEIIECTBA, YTBEPKIECHHOTO NpuKa3oM Munucrepcrsa 3npaBooxpanenus PO or 17 mas 2012 r.
N 562n;

MHBIX JIEKAPCTBEHHBIX MPENapaToB, He YKa3aHHbIX B yHKTax 8 - 10 HacTosmero [lopsaxa.

12. Ilpu BBIMUCBHIBAaHMM pELENTAa Ha JIEKAPCTBEHHBIN Ipenapar MHAUBUAYaJIbHOIO HU3TOTOBIEHUS
HaMMEHOBAaHHs HAPKOTHUYECKUX M MICUXOTPOITHBIX JIEKapCTBEHHBIX NpenaparoB cnuckoB II u III [Tepeuns,
UHBIX JIEKAPCTBEHHBIX IIPENapaToB, MOJICKAIIUX IPEIMETHO-KOIUYECTBEHHOMY Y4YeTy, IUIIYTCA B
HayaJie peLernTa, 3aTeM - BCE OCTAJIbHbIE NHIPEIUEHTHI.

13. Ilpy BBINMCHIBAHUM DPELENTA 3aNPEINAETCs MPEBBIMIATL MPEAEIBHO JIOIMYCTUMOE KOJIUYECTBO
JIEKapCTBEHHOI'0 Tpernapara JUisl BHIMHMCHIBAHUS Ha OJMH PELENT, YCTaHOBJIEHHOEe mpuioxeHnem N 1 k
HacTosmeMy [lopsnky, 3a UCKIIOUEHNEM Cllydasl, yKa3aHHOTO B yHKTax 15 u 23 Hacrosiero Ilopsaka.
(8B pen. [Ipukaza Munzapasa P® ot 30.06.2015 N 386H)

He pexomeHnnyetcs mpeBbllIaTh PEKOMEHIOBAHHOE KOJIMYECTBO JIEKAPCTBEHHOIO Ipernapara s
BBINMCHIBAHUSI HA OJUH pELEeNnT, yCTaHOBJeHHOe mnpuiokeHneM N 2 k Hacrtosmemy Ilopsaky, 3a
UCKJIIOYEHHEM CIIy4yaeB, yKa3aHHbIX B IyHKTax 15, 22 u 23 Hacrosmero [lopsiaka.

(8B pen. [Ipukaza Munzapasa P® ot 30.06.2015 N 386H)

14. Ilpn BBINMCHIBAHUM HAPKOTHUYECKHUX M ICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaTroB CUCKOB [I
u III IlepedHsi, MHBIX JIEKAPCTBEHHBIX MPENAPATOB, MOJIEKAMNX MPEAMETHO-KOJINYECTBEHHOMY YUETY,
71032 KOTOPBIX MPEBBIIIAET BBHICIINN OJHOKPATHBIM MpUEM, MEIUIMHCKUI PaOOTHHUK MUILET 103y 3TOTO0
Ipenapara MpoNUChI0 U CTABUT BOCKJIMIIATEIIbHBIN 3HAK.

15. KonuuecTBO BBINHUCHIBAEMBIX HAPKOTUYECKMX M IICUXOTPOIIHBIX JIEKAPCTBEHHBIX MPENapaToB
cimckoB II wm III Ilepeunsi, WHBIX JIEKQpPCTBEHHBIX IpPENApaToB, NOMIEKAIMX MPEIMETHO-
KOJIMYECTBEHHOMY YyueTy, IIPU OKa3aHUU [alMEeHTaM, HYXKIAOIKUMCS B JUIMTEIBHOM JICYCHUH,
MEPBUYHON MEINKO-CAHUTAPHON TMOMOINM W MAJJTHATUBHON MEIUIIMHCKOW TOMOIIM MOET OBITh
yBeIM4eHO He Oojiee YyeM B 2 pa3a IO CpPaBHEHHIO C TNPEAETbHO JOMYCTUMBIM KOJIUYECTBOM
JIEKApCTBEHHBIX IIPENapaToB IS BBIMCHIBAHWS HAa OJMH PELENT, YCTAaHOBJIEHHOE npuioxkeHuem N 1 k
Hacrosmiemy Ilopsnky, WiIM pPEKOMEHIOBAaHHBIM KOJMYECTBOM JIEKAPCTBEHHBIX IIPENapaToB s
BBIIIMCHIBAHNS HA OJIVH PELIEIIT, yCTAHOBIEHHOE puiioxkenneM N 2 k HacTosmemy [lopsaaxy.

(B pen. IIpukaza Munzapasa PO ot 30.06.2015 N 386H)

B ciyyasx, npegycMoTpeHHBIX a03alleM NepBbIM HACTOSIIETO MyHKTA, HA pelenTax MpOU3BOAUTCA

Haamuch "llo cnenmManbHOMY Ha3HAUYEHUIO', OTAEIBHO CKPEIUIEHHAs MOJNMChI0 MEIULUHCKOTO
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pabOTHHKA M TICYAaThIO0 MEIUITMHCKON opranu3amuu " [ pementos".
(a63an BBeneH I[Ipukazom Munznpasa PO ot 30.06.2015 N 386H)

16. CoctaB KOMOMHUPOBAHHOTO JIEKAPCTBEHHOT'O Mpernapara, 0003HaueHHe JeKapCTBEHHON (HopMbl
U oOpalieHue MeIUIIMHCKOTO pabOTHHUKA K (papMalleBTH4eCKoMy pabOTHUKY 00 M3TOTOBJICHHH U OTITyCKe
JIEKapCTBEHHOI'0 IperapaTa BbIUCHIBAIOTCS HA JJTATUHCKOM SI3bIKE.

JlonycTUMBIE K MCIIOJIB30BAHUIO PELIENTYPHBIE COKPAIEHUS IIPELyCMOTPEHbI npunoxkenuem N 3 k
Hactosimemy [lopsaaxy.

He nomyckaetcst cokpaiieHue OJM3KHMX 10 HAWUMEHOBAaHUSM HWHIPEIUEHTOB, COCTABISIOIIMX
JICKapCTBEHHBIN Mpenapar, He IMO3BOJISIIOIIMX YCTAaHOBHUTh, KaKOW HMMEHHO JIEKapCTBEHHBIM Mpemnapar
BBIINCAH.

17. Cnoco0 mpuMeHeHHUs JIEKapCTBEHHOTO Tperapara 0003HAYaeTCsl ¢ yKa3aHUEM J03bI, YaCTOTHI,
BPEMEHH TIpHeMa OTHOCHUTEIhHO CHa (YTPOM, Ha HOYb) W €ro ATUTENBHOCTH, a JJIs JIEKAPCTBEHHBIX
[IpenapaToB, B3aUMOICHCTBYIOIIMX C MUIIEH, - BpeMEHU UX YHOTpeOIeHHs] OTHOCUTENBHO IpUeMa MULII
(to enpl, BO BpeMsI €11bl, TIOCTIE €]IbI).

18. Ilpu HE0OXOAMMOCTH HEMEIJIEHHOTO WM CPOYHOTO OTITyCKa JIGKApCTBEHHOTO IIperapara
NalMeHTY B BEpXHEH YacTH pelenrta NpOCTaBIsOTCS o0o3HaueHus '"cito" (cpouHo) wim "statim"
(HEeMeJIeHHO).

19. HpI/I BBIIMMCBIBAHUHN PCHCIITA Ha HeKapCTBeHHLIﬁ npenapat MHAWBUAYAJIbHOTI'O H3TOTOBJICHUSA
KOJIMYECTBO KHAKHX q)apMaHeBTI/IquKI/IX Cy6CTaHIIHI>’I YKa3bIBa€TCA B MUWJUIMIHATpAX, IpamMmax HIH
Kaliiax, a OCTaJIbHBIX q)apMaI_IeBTI/I‘-IeCKI/IX CY6CTaHI_[I/II7I - B I'paMMax.

20. Pementsl, BeIMHUcaHHBIE Ha perenTypHoM Onanke Gopmbl N 148-1/y-88, nedcTBUTEIBHBI B
TeueHue 15 qHel co THS BBIKUCHIBAHUS.
(1. 20 B pen. Ilpukaza Munzapasa PO ot 30.06.2015 N 386H)

21. PeuenTsl Ha JeKapCTBEHHBbIE MpeNapaThl, BHIUCAHHBIE Ha PELENTYpHBIX OylaHkax (Gopmbl N
148-1/y-04 (1) u bopmbl N 148-1/y-06 (1), nefictButeabHbl B Teuenne 30 gHell co THSA BLIMUCHIBAHUS.
(B pen. IIpukaza Munzapasa PO ot 30.06.2015 N 386H)

PenienTel Ha JlekapcTBEHHBIE MpENapaThl, BBIMUCAHHBIE HA peleNnTypHbIX Onankax (Gopmbl N 148-1/
y-04 (n) u dopmer N 148-1/y-06 (i), rpaxknaHam, JOCTHTIINM TEHCHOHHOTO BO3pacTa, WHBAIUAAM
MIEPBO TPYIIIBI, ACTAM-MHBAINIAM, a TAKKE TPaXKJTaHaM, CTPAIAIOIIAM XPOHHYECKUMH 3a00JIeBaHUSIMH,
TPeOYIOLUMMH JJTUTETIBHOTO KYpPCOBOTO JICUCHMs, JACHCTBUTENbHBI B TeueHue 90 nHell co JHA
BBINHACHIBAHUSI.
(B pen. Ilpukaza Munzapasa PO ot 21.04.2016 N 254h)

Jnst nedeHWss XPOHWUYECKHUX 3a00JCBaHWN YKa3aHHBIM KAaTETOPWSM TpaKJIaH pelenThl Ha
JIeKapCTBEHHBIE MTPEnapaThl MOTYT BHIMUCHIBATHCS HA Kypc JiedeHus 10 90 qHei.
(8B pen. [Ipukaza Munzapasa P® ot 30.06.2015 N 386H)

22. PeuenTsl Ha JEKapCTBEHHbIE IMpeNapaThl, BHITUCAHHBIE Ha PELENTYpHBIX OylaHkax (Gopmbl N
107-1/y, neicTBuTENBbHBI B TeueHUEe 60 THEH CO THS BBHITUCHIBAHUS.
(B pen. IIpukaza Munzapasa PO ot 30.06.2015 N 386H)

[Ipu BBITUCHIBaHUHM MEIUIIMHCKUM PaOOTHUKOM PELIENTOB HAa TOTOBBIC JICKAPCTBEHHBIC TPETapaThl
U JICKapCTBEHHbIE IMpernaparbl WHAWBUAYAIBHOTO W3TOTOBICHHMS MAalMEHTaM C XPOHHUYECKUMHU
3a0oyieBaHUSAMU Ha pelenTypHbIX Onankax ¢dopmel N 107-1/y paspemiaercss ycTaHaBIMBAaTh CPOK
JecTBUSL pelenrta B Ipelenax J0 OJHOTO ToJa W IPEBBIIIATh PEKOMEHAYeMOEe KOJIUYECTBO
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JIEKapCTBEHHOI'O IIpernapara i BBINUCBIBAaHUSA HA OJHMH PELENT, YCTAHOBIEHHOE IpuiiokeHneM N 2 k
Hacrosemy [lopsaaxy.

[Ipy BBHIMUCBHIBAHUM TaKUX PELENTOB MEAMIMHCKUA paboTHUK naenaer nomerky "[lammeHty c
XpOHUYECKUM 3a0oJjieBaHMEM'", YyKa3blBaeT CpOK JEHCTBUS pelenta M MEpUOJUYHOCTh OTIyCKa
JIEKApCTBEHHBIX NPENAPAaTOB W3 aNTEYHOM OPraHM3aluy WIM WHAWBUAYAJIBHBIM IPEANPUHUMATEIEM,
UMEIOIMM JIMLEH3UI0 Ha (DapMaleBTHUECKYIO MEATENbHOCTh (€XKEHEAETbHO, €KEMECSYHO M HHbIC
TIEPHO/IbI), 3aBEPSET ATO YKa3aHWE CBOCH MOAMKUCHIO U IMYHOM MEeUaThIo, a TAKXKE NEYaThi0 METUIIMHCKON
opranusanuu "y penentos'.

23. Penentbl Ha MPOU3BOJHBIE OapOUTYPOBOM KHUCIOTHl, KOMOWHHPOBAHHBIE JIEKAPCTBEHHbIE
npenaparsl, CojAepiKallue KOJASHH (ero CojM), WHble KOMOMHMPOBAHHBIC JIEKapPCTBEHHBIC Iperaparsbl,
MOJUVIeKAINe  MPEeIMETHO-KOJMYECTBEHHOMY  YYeTy, JIeKapCTBEHHbIE Ipenapartbl, oO0Jaaaronume
aHa0OJMYECKOM aKTUBHOCTBIO B COOTBETCTBHMM C OCHOBHBIM (DapMakoJOTMUYECKHUM JeHCTBUEM, I
JICYEHUsl MAIMEHTOB C XPOHMYECKMMHU 3a00JIEBaHUSIMU MOTYT BBIIUCHIBATHCA Ha Kypc JjiedeHus a0 60
JTHEH.

(8B pen. [Ipukaza Munzapasa P® ot 30.06.2015 N 386H)

B 31ux cnydasx Ha penenrtax npousBoauTcs Haanuch "[lo cnenuanbHOMY Ha3HauUEHUIO", OTAEIBHO
CKpeIJICHHAsT TIOJMUCHI0 MEIMIIMHCKOTO pa0OTHHKAa M T€YaThI0 MEIUIIMHCKOW opraHuzamuu '"Jlms
peuenToB".

Il. HasHayeHue nekapCcTBEHHbIX NpenapaToB NPU OKa3aHMU MeAULIMHCKOW NOMOLUM B
CTaLMOHapPHbIX YCNOBUAX

24. Ilpu oka3zaHWHM NAIMEHTY MEAUIMHCKOM IOMOIIM B CTAllMOHAPHBIX YCJIOBHUSAX Ha3HAYCHUE
JIEKapCTBEHHBIX IMPENapaToB MPOU3BOAUTCS MEAULIUHCKHUM PAOOTHUKOM €IMHOJMYHO, 33 UCKIIOYEHUEM
Clly4aeB, YKa3aHHBIX B MOANYHKTax 1 - 2 myHkTa 25 Hactosuiero [lopsika, 6e3 BEIMUCHIBAHUS PELIETITA.

25. CornacoBaHHe Ha3HA4YeHMs JIEKAPCTBEHHBIX MpPENapaToB C 3aBEAYIOUIMM OTACJICHHUEM WIH
OTBETCTBEHHBIM JIC)KYPHBIM BPadyoM JIMOO APYTUM JIMIIOM, YIOTHOMOYSHHBIM MPUKa30M TJIABHOTO Bpaya
MEIUIMHCKON OpraHu3aluu, a TaKkKe, MPH HAJIWYMH, C BpadyoM - KIMHUYECKUM (apMaKoIoroM
HEO0OXOAMMO B CITyJasiX:

(B pen. Ilpukaza Munzapasa PO ot 30.06.2015 N 386H)

1) oTHOBpEeMEHHOTO Ha3HAUCHHUSI IIATH B 00JIee JIEKAPCTBEHHBIX MPETapaToB OJJHOMY MAIHEHTY;

2) Ha3HAYeHUs JICKApPCTBEHHBIX MPEMNapaToB, HE BXOSIIUX B NEpeUYeHb KU3HEHHO HEOOXOAUMBIX U
BOXHEUIINX JIGKAPCTBEHHBIX TpenapaToB <4>, NpHU HETHIUYHOM TCUCHHH 3a00JIeBaHMS, HATHYUH
OCJIOXKHEHUH OCHOBHOTO 3a0ojieBaHMS M (WIM) COINYTCTBYIOIIMX 3a00JIeBaHUIl, NpU Ha3HAUCHHUH
JICKApCTBEHHBIX MPENapaToB, OCOOCHHOCTH B3aWMOJICHCTBHS W COBMECTHMOCTH KOTOPBIX COTJIACHO
UHCTPYKLMSAM 10 HUX TPUMEHEHHUIO MPHUBOAAT K CHIDKEHUIO 3((EKTUBHOCTH U 0€30MacHOCTH
dapmakoTepanuu 1 (WIN) CO3AAI0T MOTESHIIMAIBHYIO OMACHOCTH JUIS KU3HH U 37I0POBbS TAIIUEHTA.

<4> Pacnopsikenue IlpaButensctBa P® ot 7 gexabps 2011 1. N 2199-p (Cobpanue
3akoHoarenbcTBa PD, 2011, N 51, cr. 7544; 2012, N 32, cT. 4588).

B YKa3aHHbIX CJIy4asiX HA3HAUYCHUC JICKAPCTBCHHBIX IIPCIIApaTOB q)HKCI/IpyeTCSI B MCIUIIMHCKHUX
JOKYMCHTAX IMalueHTa U 3aBCPACTCSA MOANNCHIO MEIUITUHCKOI'O pa6OTHI/IKa " 3aBCAYIOIICTO OTACICHUEM

(OTBGTCTBGHHOI‘ 0 JCKYpPHOTO Bpada WK APYTroro ynoJHOMOYCHHOI'O J'II/II_Ia).

26. MeauuuHCKU paOOTHUK MEIUIIMHCKOW OpraHu3allid, pacloIOKEHHOW B  CEIIBCKOM
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HACEJICHHOM ITyHKTE€ WM HACEJICHHOM ITyHKTE, PACIIOIOKEHHOM B YAAJCHHBIX W TPYIHOAOCTYITHBIX
MECTHOCTSIX, OCYIIECTBIIICT Ha3HAUCHUE JIGKAPCTBEHHBIX MPENapaToB B CIy4asx, YKA3aHHBIX B IIYHKTAX
25 u 27 Hacrosuero [lopsnka, e JMHOIUYHO.

(B pen. Ilpukaza Munzapasa PO ot 30.06.2015 N 386H)

27. o pemenuto BpaueOHON KOMHUCCHUHU TAIlUEHTAM TPHU OKAa3aHUM UM MEIUIIMHCKOW MOMOIIU B
CTAallMOHAPHBIX YCJOBUSAX HA3HAYAIOTCS JICKAPCTBEHHBIE IMpenapaThl, HE BKJIIOYEHHBIE B IEpEUYCHb
KU3HEHHO HEOOXOJMMBIX W BAXHEHIMX JIEKAPCTBEHHBIX TpENapaToB, B CiIydae HMX 3aMEHBbI H3-3a
WHJUBUTyaJIbHOW HETIEPEHOCUMOCTH, 110 KU3HEHHBIM MTOKa3aHUSIM.

Pemenne BpaueOHOW kKOoMuccUM (PUKCHPYETCS B MEIUITMHCKUX TOKYMEHTaxX MallMeHTa W JKypHase
BpaueOHON KOMHUCCHH.

28. B cinyuasx obOcnefoBaHMs M JIEYEHHs] TpaXkJIaHWHA B CTAllMOHAPHBIX YCJIOBHUSX B paMKax
IIPEIOCTABIEHUS MENULMHCKUX YCIyI Ha BO3ME3JHOW OCHOBE 3a CUET JIMYHBIX CPEJICTB TIpaxk/aH,
CPEIICTB IOPUIMYECKUX JIMI M HHBIX CPEACTB HAa OCHOBAHWU JIOTOBOpPa, B TOM YHCIE JOrOBOpa
JOOPOBOJIBHOTO MEAUIIMHCKOTO CTpaxoBaHHs <5>, eMy MOTyT OBbITh Ha3HAu€Hbl JICKApPCTBEHHbIC
mpenaparbl, He BXOASIIME B MEpeYeHb >KU3HEHHO HEOOXOIMMBIX M Ba)KHEHIIMX JIEeKapCTBEHHBIX
[IPENapaToB, €CJIM TO OTOBOPEHO YCIOBUSAMU AOIOBOPA.

<5> [Nocranosnenue [IpaBurensctBa PO ot 4 okTsa6ps 2012 r. N 1006 "O6 yrBepxxaerun [Ipasun

MPEIOCTABIICHUS MEJWIIMHCKAMH  OpraHU3allusM{  IUIATHRIX MeaunuHckux — ycruyr"  (CoOpaHue
3akoHojarenbeTBa PO, 2012, N 41, cT. 5628).

29. B oOTAenpHBIX Cclydasx [0 pEHIEHUI0 PYKOBOAMUTENS MEIMLMHCKON OpraHu3aluu Ipu
BBIIIMCBIBAHUN U3 MEAUIMHCKOM OpraHW3alll{ MAlMEeHTa, UMEIOLEr0 COOTBETCTBYIOIINE MEIUIIMHCKUE
MOKAa3aHUsS W HAMNpaBIIeMOro JUIs TMPOJOJDKEHHs JIeYeHUs B aMOyJNaTOPHBIX YCIOBHSAX, MOTYT
Ha3HayaThCs JTMOO BBIIABATHCS OJHOBPEMEHHO C BBIMHCKOW W3 HMCTOPUU OO0JIE3HM HApPKOTUYECKUE U
IICUXOTPOIHBIE JIEKapCTBeHHBbIE Ipenaparsl crnuckoB II u Il Ilepeunsa, cuibHOAEHCTBYIOIIME
JIEKapCTBEHHBIE ITPENapaThl Ha CPOK NMPHEMA MMALIMEHTOM J10 5 AHEM.

(B pen. Ilpukaza Munzapasa PO ot 30.06.2015 N 386H)

lll. HasHayeHue 1 BbINUCbIBaHWE NEeKapCTBEHHbIX NpenapaToB NPU OKa3aHUWM NepBUYHOMN
MeAUKO-CaHMTapHOW NOMOLLU, CKOPOM MeAULIMHCKOW NOMOLLM U NansimaTuBHOMN
MeAULMHCKOMN MOMOLLU

30. IIpyn oka3aHMM TNEPBUYHOM MEIMKO-CAHMTAPHON MOMOLIM M NAJJIMATUBHOM MEIUIIMHCKOU
MOMOIIA B aMOYJIaTOPHBIX YCJIOBHUSX HAa3HAYCHHE W BBINMCHIBAHUE JICKAPCTBEHHBIX IPEnapaToB
OCYIIECTBIISETCS MEIUIMHCKAM DPAOOTHUKOM B CIIydasx TUIMYHOTO TEUEHHUs 3a00JeBaHUS MAlMEHTa
MCXOJIS U3 TSDKECTH M XapakTepa 3a00JIeBaHMs.

31. Ha3znaueHue u BBIMUCHIBAHHE JICKAPCTBEHHBIX MPENapaToB M0 PEIICHUIO BpaueOHON KOMHCCUU
IIPM OKa3aHWM IEPBUYHON MEIUKO-CAHUTAPHOM ITOMOINM, NAJUIMATHBHOM MEIWIIMHCKOM MOMOIIM B
aMOyJIaTOPHBIX YCIOBUAX NMPOU3ZBOAUTCS B CIyYasX:

1) ogHOBpEMEHHOr0 Ha3HAUYEHHs OJHOMY MAIMEHTY IMATU U Oojiee JIEKApCTBEHHBIX IPErnapaToB B
TE€YEHUE OJHUX CYTOK WIH CBBIIIE AECATH HAMMEHOBAHUM B TEYECHUE OJTHOTO MECALIA;

2) Ha3HA4YeHMsI JIEKAPCTBEHHBIX IPEnapaToB MPU HETUIIMYHOM TEUEHUHU 3a00JIeBaHUs, HAJIUYUU
OCJIOXKHEHUH OCHOBHOTO 3a0ojieBaHMS M (WIM) COINYTCTBYIOIIMX 3a00JIeBaHUIl, NpU Ha3HAUYCHHUH
JIEKapCTBEHHBIX IpEenapaToB, OCOOCHHOCTH B3aWMOJEUCTBUS U COBMECTUMOCTH KOTOPBIX COTJIAcHO
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UHCTPYKUHUSAM TI0 HMX TMPUMEHEHUIO TMPUBOAIT K CHIDKEHUIO J(PQPEKTUBHOCTH U 0€30MacHOCTH
bapmakoTepanuu 1 (WIK) O30T NOTEHIIMAIBHYIO ONACHOCTH JUIS AKHU3HH U 37I0POBbS MAIUEHTA;

3) NepBUYHOrO Ha3HAYEHHUS MAIUEHTY HApPKOTUYECKUX M ICHUXOTPOIHBIX JIEKapCTBEHHBIX
npenapatoB cnuckos II u III Ilepeuns (B ciyyae npUHATHS pyKOBOJAUTENIEM MEIULIMHCKON OpraHU3aluu
pelIeHus: 0 HE0OXOIMMOCTH COTJIACOBAHUS Ha3HAYEHUS TaKUX JIEKAPCTBEHHBIX IpEerapaTroB ¢ BpaueOHON
KOMHCCHEH ).

(mm. 3 B pen. [Ipuxaza Munzapasa P® ot 30.06.2015 N 386H)

32. Ha3HaueHue W BBIIMCBIBAHME HAPKOTUYECKUX U IICUXOTPOMHBIX JIEKAPCTBEHHBIX IPENApaTOB
ciuckoB II u III Ilepeuns mpou3BOAMTCS MAllMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHIPOMOM JIIOOOTO
reHe3a, a TakkKe IalUeHTaM C HapylIeHUEeM CHa, CYAOPOKHBIMU COCTOSHUSMM, TPEBOKHBIMU
paccrpoiicTBamu, (HOOUSIMH, TICUXOMOTOPHBIM  BO30YXJECHHEM CaMOCTOSITENIbHO  MEIUIUHCKUM
pabOTHUKOM JHOO0 MEIUIIMHCKUM PaOOTHUKOM MO PELICHUI0 BpayeOHOW KOMHUCCUM (B Clyyae MPUHATHS
PYKOBOJMTENEM MEIULMHCKON OpraHu3aluy peuieHus 0 HEOOXOAMMOCTH COTJIaCOBAHMS IMEPBUYHOTO
Ha3HAueHMsI TaKUX JICKAPCTBEHHBIX MPENapaToB ¢ BpaueOHONH KOMUCCHEH).

(m. 32 B pen. Ilpukaza Munzapasa PO ot 30.06.2015 N 386H)

33. Ilpum oxa3aHuMM CKOpPOM MEAMIIMHCKON MOMOILIM JIEKAPCTBEHHbIEC IpenapaThl Ha3HAYAIOTCA
MEIUIIMHCKUM PAaOOTHUKOM BBIC3THOM OpHraabl CKOpPOM TIOMOIINH, MEIUIUHCKUM pPaOOTHUKOM
MEAWIIMHCKOW OpTaHM3allMd TpPU OKAa3aHUM METUIIMHCKOW TOMOIIM Tpa)kIaHaM Npu 3a00JeBaHUIX,
HECYACTHBIX CJIy4asX, TpaBMax, OTPaBICHUSAX H JPYTUX COCTOSHUSAX, TPEOYIOIHMX CPOYHOTO
MEIUIIMHCKOI0 BMEIIaTeIbCTRA.

IV. HazHayeHuMe 1 BbINUCbIBaHUE JIeKapCTBEHHbIX NpenapaToB rpaxgaHam, UMeroLWum
npaBo Ha 6ecnnaTtHoe nosiy4yeHne neKkapcTBeHHbIX NpenapaTtoB UMK Nosly4YyeHue
NleKapCTBEHHbIX NpenapaTtoB CO CKUAKOMW, B paMKax OKa3aHUA UM NepBUYHON MeOuKO-
CaHUTapHOW NoMoLuun

34. Ha3HaueHHMe M BBINHMCHIBAHKME JICKAPCTBEHHBIX IPENApaTOB IpakJaHaM, UMEIOIIMM IPaBO HA
OecruiaTHOE MOJyYCHHE JICKApCTBEHHBIX IPENapaToB WM MOJy4YCHHE JIEKApCTBEHHBIX IPENapaToB CO
CKHMJIKOM, ITPY OKa3aHUW MM IEPBUYHON MEIMKO-CAHWUTAPHON MOMOIIM OCYIIECTBIIETCS MEIUIUHCKUM
paOOTHUKOM B Cly4yasX TUIIMYHOTO TEUEHUs 3a00JieBaHMS MAllMEHTa UCXOJS M3 TSHKECTH U XapakTepa
3a00JIeBaHUs COTJIACHO YTBEPXKACHHBIM B YCTAHOBJICHHOM IOPSIIKE CTaHAapTaM MEAUIIMHCKOW TOMOIIIH,
B TOM YHCJIE:

1) OTHmeNbHBIM KaTeropusM TpaxkJIaH, WMCEIONIMM TPaBO Ha MOJYYCHHE TOCYIapCTBEHHON
COLIMAJILHOW MOMOIIM B BHJE HaOOpa COLMANBHBIX YCIYT, B COOTBETCTBUHU C MEPEUHEM JIEKapPCTBEHHBIX
npenapaToB IS MEIWIMHCKOTO TPHMEHEHHsS, B TOM YHCJE JIEKaPCTBEHHBIX TIPEnapaToB JUIs
MEIUIMHCKOTO TPUMEHEHUs,, Ha3HAuYaeMbIX [0 PEIHICHUI0 BpadeOHBIX KOMHCCUH MEIUIIMHCKUX
Oopranu3anuii <6>;

(mm. 1 B pen. Ipukaza Munsapasa P® ot 30.06.2015 N 386H)

<6> Pacnopsukenue IlpaBurensctBa PO ot 30 gexabpst 2014 r. N 2782-p "OO yTBepKAeHUU
nepeyHsl )KMU3HEHHO HEOOXOJUMBIX M Ba)KHEHMIIMX JIEKapCTBEHHBIX mpemnapaToB Ha 2015 roa, a Takxke
NIEPEYHEH JIEKAPCTBEHHBIX NPENApaTOB I MEULIMHCKOTO IPUMEHEHHS] 1 MUHUMAJIbHOTO aCCOPTUMEHTA
JIEKapCTBEHHBIX TpEnapaToB, HEOOXOAUMBIX JIA OKazaHus MemunuHckor momomm" (Cobpanue
3akoHojiatenbeTBa PD, 2015, N 3, ct. 597).
(caocka BBeneHa IIpukazom Munznpasa PO ot 30.06.2015 N 386H)
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2) rpaxaaHaM, CTpaJalollUM  3JIOKQYeCTBEHHBIMM  HOBOOOpA30BaHMSAMHU  JTUM(OUIHOM,
KPOBETBOPHOW U POJICTBEHHBIX MM TKaHEH, reMouiineii, MyKOBUCIII030M, TUIIO(HU3apHBIM HaHU3MOM,
Ooute3Hblo ['o1te, paccessHHBIM CKJIIEPO30M, a TaKKe rpa)klaHaM TOcCie TPAHCIUIAHTAIIMN OPTaHOB U (W)
TKaHEW, B COOTBETCTBUU C IEPEUHEM LEHTPAJIM30BAaHHO 3aKyMaeMbIX 3a CYET CPEACTB (erepalbHOTOo
Or0JKeTa JIGKapCTBEHHBIX MPEnaparoB, yTeepxkaaeMbiM [IpaButensctBom Poccuiickoit denepanmu;

3) rpaxxgaHaMm, UMEIOUIMM IIPaBO Ha IMOJyYE€HHE JIEKapCTBEHHBIX IpernapaToB OecryiaTHO WIN
MOJy4YeHHE JIEKapCTBEHHBIX MPENapaToB CO CKUIAKON 3a CUET Cpe/ICTB Or0IKETOB cyOBhekToB Poccuiickoii
@®enepan, B cooTBeTcTBUM ¢ llepeunem rpymnnm HaceleHUss W KaTeropuil 3a0oiieBaHUM, NpuU
amMOyJIaTOPHOM JIEYEHUU KOTOPBIX JICKAPCTBEHHbIE CPEACTBA M M3ACIHS MEIUIIMHCKOTO Ha3zHauCHHS
OTIIyCKalOTCA MO pelentaM Bpauedl OecruiatHo, W llepeyHem rpynm HaceneHus, Ipu aMOyJIaTOPHOM
JIEYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA OTIYCKAIOTCS IO peuentaMm Bpaueil ¢ 50-mpoueHTHOU
CKMJIKOW, yTBEpKIeHHBIMU nTocTaHoBieHUeM [IpaButensctBa PO ot 30 nrons 1994 r. N 890 <7>;

(B pen. IIpukaza Munzapasa PO ot 30.06.2015 N 386H)

<7> Cobpanue 3akononarenbctBa P®, 1994, N 15, ct. 1791; 1995, N 29, ct. 2806; 1998, N 1, cT.
133, N 32, c1. 3917; 1999, N 14, ct. 1724, N 15, ct. 1824; 2000, N 39, ct. 3880; 2002, N 7, cT1. 699.

4) rpaxnmaHaMm, CTPaJarOIIAM IKH3HEYTPOXKAIOIIUMH W XPOHUYECKAMH TPOTPECCUPYIONIHMHA
penkumu (opdaHHbIMH) 3a00J€BaHUAMH, MPUBOASIIMMH K COKpAIICHUIO MPOJODKUTEIIEHOCTH KU3HH
rpakJaH U UX UHBAIMIHOCTH <8>.

(rm. 4 BBeneH Ilpukazom Munzapasa PO ot 30.06.2015 N 386H)

<8> IlocranoBnenue IlpaBurensctBa P® or 26 ampens 2012 r. N 403 "O nopsake BeacHus
@enepallbHOTO  perucrpa  JIML,  CTPAJAIOMIUMX  JKU3HEYTPOXKAIOUMMH U XPOHUYECKUMHU
IPOTPECCUPYIOIIMMU  peIKUMHU  (OppaHHBIMK) 3a00JIEBAHUSMH, TNPUBOJAIIMMU K COKPALICHUIO
MPOJOKUTEIBHOCTH JKU3HU TPaKJlaH U UX MHBAIUIHOCTH, U €ro peruoHanpHoro cermenra" (Cobpanue
3akoHoarenscTBa PD, 2012, N 19, cr. 2428; N 37, c1. 5002).
(caocka BBeneHa [Ipukazom Munzapasa PO ot 30.06.2015 N 386H)

35. IIpaBo BBHINIUCHIBATH PELIENITHI HA JIEKAPCTBEHHbIE Mpenaparhl rpakaaHaM, UMEIOIIMM MIPaBo Ha
OecruiaTHOE MOJyYCHHE JICKApCTBEHHBIX IPENapaToB WM MOJy4YCHHE JICKApCTBEHHBIX IPENapaToB CO
CKHIKOM, TaK)KE UMEIOT:

1) menuuuHcKue pabOTHUKH, padoTarone B MEAUIMHCKONW OpraHu3alyu 10 COBMECTHTEIbCTBY (B
npeJienax CBOeH KOMIIETEHIINH);

2) MeguIMHCKUME paOOTHUKU CTAllMOHAPHBIX YUPEKACHUH COLMAIBHOTO OOCIYKUBAaHUS U
HCIPABUTEIbHBIX YUPEKACHUN (HE3aBUCUMO OT BEOMCTBEHHOU MPUHA/IIEKHOCTH);

3) MeauIMHCKHE paOOTHUKM METUIIMHCKUX OpraHU3alMi, OKa3bIBAIOIINX MEAMIMHCKYIO TTOMOIIb B
CTallMOHAPHBIX YCIOBUSX, B CIIy4yae, MpeaycMOTpeHHOM IyHKToM 29 HacTosiero [Topsiaka;

4) menuuuHCKME paOOTHHKM MEAMLMHCKUX OpTraHM3allui, OKa3bIBAIOIIMX IMEPBHUYHYIO MEIHKO-
CaHUTAPHYIO TIOMOIIb, MOJIBEJOMCTBEHHBIX (peepaqbHbIM OpraHaM HCIOJIHUTEIbHOW BIACTH WIIU
OopraHam HMCIIOJHHUTEIbHOM BacTu cyObekToB Poccuiickoit deneparum:

a) TpaxxaaHaMm, pacxojbl Ha OECIJIaTHOE JIKApCTBEHHOE O0eCredeHnue KOTOPHIX B COOTBETCTBUU C
3akoHoJaTenbcTBOM Poccuiickoit deneparyiv MOKpHIBAIOTCS 3a CUET CPEICTB (eiepaaIbHOro OrpKeTa;

0) UHBIM KaTETOPHSIM TPaXKJaH, pacxo/bl Ha OECIUTATHOE JIEKAPCTBEHHOE 00ECTICUeHUE KOTOPBIX B
COOTBETCTBHUH C 3aKOHOAATeNbcTBOM Poccuiickoit deepaninu MOKPHIBAIOTCS 3a CUET CPEACTB OI0KETOB
pa3IMYHBIX YPOBHEH U 00s13aTEILHOTO MEIUIIMHCKOTO CTPAXOBAHUS;

5) MHAMBUAYyaJIbHBIE NPEINPUHUMATENH, 3aHUMAIOIIMECSd 4YaCTHOM MEIMIMHCKON NPAaKTHUKOW M
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BKJIFOYCHHBIE B PEECTP MEAUIIMHCKUX OpTaHM3aIlui, OCYIIECTBIAIONINX JESITEIbHOCTE B cdepe
0053aTeTbHOTO METUITTHCKOTO CTPaXOBaHUSI.

36. He gomyckaercst BRINMCBIBAHUE PELIETITOB HA JIEKAPCTBEHHBIE NIPEMAPAThI IS JICUESHUSI TPaXKIaH,
UMEIOIMX TpaBO Ha OecIUlaTHOE TMOJIyYeHHE JIEKAPCTBEHHBIX IMPENaparoB WM  IOJyYeHHE
JIEKapCTBEHHBIX IpPENapaToB CO CKHUJIKOM, MEAMIMHCKUMHU paOOTHUKAMU CaHATOPHO-KYPOPTHBIX
OpraHu3alyii, METUIIMHCKUMHU PaOOTHUKAMHU MEIUIUHCKUX OpPraHU3alui, OKa3bIBAIOLINX MEIUIINHCKYIO
MIOMOIIlb CTAallMAOHAPHO WJIM B YCIOBHMSX JHEBHOIO CTallOHapa, 3a MCKIIOYEHUEM Cilydas,
IIPEyCMOTPEHHOT0 IYHKTOM 29 Hactosiiero [lopsika.

37. Ilpu BBIMUCHIBAHUH PEIICTITOB HA JICKAPCTBEHHBIE MTPENapaThl JIs JICUCHUS TPaXKIaH, UMEIOIINX
mpaBo Ha OeclUlaTHOE TOJY4YeHHE JIEeKapCTBEHHBIX TPENaparoB WM MONTYYCHHE JIEKapCTBEHHBIX
MIpenapaToB CO CKUIKOM, YKa3bIBA€TCs HOMEP TeseoHa, 0 KOTOPOMY PabOTHUK anTeUHON OpraHu3aIuu
npu HEOOXOIMMOCTH MOXKET COTrJacoBaTh C MEAUIMHCKUM pPaObOTHHUKOM CHHOHUMHYECKYIO 3aMEHY
JIEKapCTBEHHOT'O Tpernapara.

38. Ha penentyprnom Onanke dopmbl N 148-1/y-04(1) m cdopmer N 148-1/y-06(x1) peuent
BBIITUCHIBACTCSI MEAMIIMHCKAM DPAOOTHUKOM B JBYX JK3EMIUIIpaxX, C OIHUM 3K3EMIUIIPOM KOTOPOTO
nanueHT oOpamiaercs B aNTEYHYH OpraHu3aimioo. BTopoil sk3eMmunsip penenta mnpuoOmaercs K
MEIHUIIMHCKOM KapTe MalueHTa.

(1. 38 B pen. [Ipukaza Munzapasa PO ot 30.06.2015 N 386H)

39. HapxoTuyeckue W TICHXOTPOIIHBIE JieKapcTBeHHble mpenapatel crnucka II ITlepeuns (3a
UCKJIIOYEHHEM JIEKapCTBEHHBIX IMPENapaToB B BHJE TPAHCACPMANbHBIX TEPANEBTUYECKUX CUCTEM, a
TaK)K€ JIEKapCTBEHHBIX MPENapaToB, COJAEPXKAIMX HAPKOTHYECKOE CpPEICTBO B COYETAHUU C
AQHTarOHUCTOM ONHOUAHBIX PELENTOPOB) JUIA JIEUCHHMS TIpaxkJaH, MMEIOIIMX IpaBO Ha OecrjaTHoe
MOJIyYEHHUE JIEKapCTBEHHBIX IIPENapaToOB WM TOJNYyYEHHs JIEKAPCTBEHHBIX IPENAapaToB CO CKUIKOM,
BBINKCBHIBAIOTCS HA CIIELUAIBFHOM pPELENTypHOM OJlaHKe Ha HApKOTHUYECKOE CPEACTBO U ICHUXOTPOIHOE
BEILIECTBO, K KOTOPOMY JIOIIOJIHUTEIIBHO BBIITUCHIBAKOTCS PELENTHI B ABYX IK3EMIULIPAX HA PELENTYPHOM
omanke hopmel N 148-1/y-04 (1) nnu dopmet N 148-1/y-06 (11).

(8B pen. [IpukazoB Munzapasa P® ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N 882H)

40. HapkxoTuyeckue M ICHUXOTPONHBIE JIEKapCTBEHHbIE npenaparbl cnucka Il Ilepeuns B Bune
TpaHCIEPMAJIbHBIX TEPaneBTUYECKUX CUCTEM, HApKOTHYECKHE JIeKapCTBEHHbIE mpenaparthl crucka Il
Ilepeuns, coneprkaiiue HapKOTUYECKOE CPEACTBO B COUETAHUM C AaHTArOHUCTOM OIMOUIHBIX PELIENTOPOB,
NICUXOTPONHBIE JIEKapCTBEHHbIe Mpenaparsl cnucka III IlepeuHs, wHBIE JEeKapCTBEHHBIE CPEACTBA,
HoJUIeXKAIe  NPEAMETHO-KOJIMYECTBEHHOMY — YYeTy, JIEKapCTBEHHBbIE IIpernaparbl, 00Jafaonue
aHa00IMYeCcKOl aKTUBHOCTHIO, KOMOMHUPOBAHHbBIE JIEKAPCTBEHHBIE MIPENapaThl, yKa3aHHbIE B HOJNYHKTE
4 nyHkTa 9 HacTOALIET0 MNOpPSAJKA, MpEeIHA3HAYEHHBIE JUIS JIEUEHUS Tpa)<JAaH, MMEKOIIUX IPaBO Ha
OecriaTHOE MOJIyYEHHE JIEKapCTBEHHBIX MpPENapaToB WM IMOJyYeHUE JIEKapCTBEHHBIX MpPErnapaTtoB co
CKUJKOH, BBIUCBHIBAIOTCS Ha peuentypHoM Omanke N_148-1/y-88, k KOTOpoMy JOHNOJIHHUTENIBHO
BBINICHIBAIOTCSA PELENTHl B JIBYX 3K3EMIUISIpax Ha penentypHoMm Omanke dopmbl N 148-1/y-04 (1) mnu
dopmer N 148-1/y-06 (i).

(B pexn. IlpukazoB Munzapasa PO ot 30.06.2015 N 386H, ot 21.04.2016 N 254H, ot 31.10.2017 N 882H)
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[Tpunoxenne N 1 kx [lopsinKy Ha3Ha4eHHS U BBINUCBIBAaHUS JIEKAPCTBEHHBIX IIPENApaToB,
yTBEP)KACHHOMY npuka3zoM Munzapasa PO ot 20.12.2012 N 11751

I'Ipe.qeano AonyCcCTnmMmoe Konnm4ectBoO OoTAEJIbHbLIX HAPKOTUYECKNX U NMCUXOTPOMHbLIX
JNIeKapCTBeHHbIX npenapaTtoB AJiAd BbiNUCbiIBaHNUA Ha OAUH peuenT

Crrcok u3MeHsomuX 10KyMeHToB (B pen. [Ipukaza Munzapasa P® ot 31.10.2017 N 882#H)

N/ MexayHapoaHOE HENTaTEeHTOBAaHHOE ®dopmMma BbIITyCKa U KonuuectBo
1| HAaWMEHOBAaHHE HAPKOTUYECKOTO U JIO3UPOBKA
MICUXOTPOMHOTO JIEKAPCTBEHHOT'O CPEJICTBA
1 Bymnpenopdun + Hamokcon TabneTku 60 TabneTok
cyonmuurBansabie 0,2 Mr | (ymakoBKa, KpaTHas
+0,2 Mr N 20)
2 Bynpenopdun PactBop myist nabexuui, | 30 ammyn (mnpui-
0,3 mr/mm 1 Mo TIOOHMKOB)
3 bynpenopdun TpancaepManbHbIii
IJIaCThIPb
35 Mkr/4ac 20 mmacteIpeit
52,5 mxr/gac 10 mmacTeipeit
70 mkr/4ac 5 macteipeit
4 JlurunpoxoaenH Tabnetku
MPOJIOHTUPOBAHHOT O
JIEUCTBUSA
60 mr 40 TabneTok
90 mr 30 Tabnerok
120 mr 20 TabmeTok
5 Mopdun PactBop s unbekiuit, | 20 ammyn (IImpUi-
pacTBOp A TIOOUKOB)
MOJIKOXKHOTO BBEJICHUS
10 mr/ma 1 mn
6 OmHomnOH PactBop s
Koneunn + Mopdun + Hockanun + [lanaBepus +| MOJIKOXKHOTO BBEICHUS
Tebaun 0,72 +5,75+2,7+ 0,36
20 ammyn

+ 0,05 mr/ma 1 mi
1,44+ 11,5+5,4+0,72
+ 0,1 mr/mi 1 M
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7 Tpumenepuana Tabnetku 25 mr 50 Tabnerok
8 Tpumenepuaux PactBop s uabekuuit | 20 ammyn (Iunmpuu-
10 mr/ma 1 M TIOOMKOB)
20 mr/mi 1 mn
9 Mopdun TabneTku (Kamncymb)
MIPOJIOHTUPOBAHHOTO
JNEUCTBUSA
10 mr 180 tabu. (xamc.)
30 mr 60 Tabn. (karc.)
60 mMr 40 tabmn. (karc.)
100 mr 20 tabmx. (karc.)
200 mr 20 tabmn. (karc.)
10 OxkcukonoH + Hamokcon TaOneTkn
MPOJIOHTUPOBAHHOT O
JIEUCTBUSA
Swmr+2,5wMr 100 TabneTok
10 mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
11 [Ipocunon Tabnerku 3ameunsie 20 50 TabneTox
[TponmonnIHeHUITI TOKCUA TUIITTUTIEPUIUH MI
12 DeHTaHWI TpancnepmanbHas
TepaneBTUYECKas
cuctema
12,5 mxr/gac 20 mmacTeipei
25 MKr/4ac 20 mtacTeipeit
50 Mkr/49ac 10 mnacteipeit
75 mxr/gac 10 mnacTeipeit
100 mkr/uac 10 mutacteipeit
13 deHTaHUIT TabneTku NoabA3bIYHbIC
0,1 mr, 0,2 mr, 0,3 mr, 50 tabneTok
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0,4 mr, 0,6 M, 0,8 MT

14 Bbyropdanon PactBop M1 nHBEKIUI 20 ammyn
2 mr/mn 1 mn

15 Han6ydun PacTtBop M1 nHBEKIIMI
10 mr/mm 1 Mo 50 ammyn
20 mr/ma 1 Mo 25 amrmyn
16 denobapouTan Tabnerku 5 mr, 50 mr, 50 TabneTok
100 mr

[Tpunoxenue N 2 k [Topsiaky Ha3HAYEHUS U BBITUCHIBAHUS JIEKAPCTBEHHBIX MIPENApPaTOB,
yTBEP)KACHHOMY npukazoM Munzapasa P® ot 20.12.2012 N 11751

PekomeHaoBaHHOE KONMMYECTBO OTAENbHbIX JNIeKapCTBEHHbLIX NnpenapatoB AnA
BbIMUCbIBaHNA Ha OOUH peuenTt

Crncok n3MeHsomMX J10KyMeHTOB (B pen. [Ipukazo Munzapasa P® ot 30.06.2015 N 386H, ot
21.04.2016 N 254n)

N n/n| HaumeHoBaHUE J1€KapCTBEHHOTO @dopMa BBIITyCKa U JO3UPOBKA KomunuectBo
npernapara
1. KomOunupoBaHnHbie Bce nexapctBeHHbIE (OPMBI He Oonee 0,2 T <*>

JIEKapCTBEHHbIE TPEenaparhbl,
cojiepxariie KoaeuH (Conu

KOJICHA)
2. | Ddenpuna rUAPOXIOPUT U APYTHE [Topomok 0,6
cou 3denpuHa
3. | Teodenpun, Teobeapuu-H, Heo- Tabnetku 30 Tabm.
TeodeprH
4. Conyran PactBop 50 mi1, 30 mn 1 pnaxon
5. CrnazmoBepalrus, Tabnerku 50 tabu.

Cna3smosepanrud-Heo

6. Jpyrue KoMOMHUPOBaHHbBIE Bce nexapctBenHble pOpMBI | ymakoBka
JIEKapCTBEHHBIE TPEIapaThl,
conxepxaniue ddeapruna
TUAPOXJIOPU U MTOAJIEKALIUE
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MpEAMETHO-KOJIMYCCTBCHHOMY

yuery
7. Komb6unupoBanHbie Bce nexapctBeHHble POpPMBI 1 ynakoBka
JIeKapCTBEHHbIE MTPETapaThl,

cojiepxariue ncesaodpenprna

THJIPOXJIOPH]L ¥ TTOTIeKAIINe

MPEIMETHO-KOJIMYECTBEHHOMY

yuery
8. Knonuanna Ta6aerku 0,075 mr; 0,15 mr 1 ynmakoBka
PactBop st uabekuuit 0,1 Mr/min 1 ynakoBka
Karmmm rimasuste 0,125%, 0,25%, 5 TIOOMK-KaIleIbHHAL]
0,5% pacTtBop

9. JlexapcTBeHHbIE MTpenaparsl, Bce nexapctBenHble GopMBI (3a 1 ynmakoBka

oOagaromye aHabOIMYECKON UCKITIOUEHHEM JIEKapCTBEHHBIX

AKTUBHOCTBIO (B COOTBETCTBUM C | (hOpM JIJIsl HAPYKHOTO NIPHUMEHEHHS
OCHOBHBIM (papMaKOJIOTHUECKUM - TeJIu, KPEMBI, Ma3H)
JIEHCTBHEM )
(n. 9 B pen. [Ipukaza Munszapasa PO ot 21.04.2016 N 254H)
10. KomOunupoBaHnHbie Bce nexapctBeHHbIE (OPMBI 1 ynakoBka
JIEKapCTBEHHbIE NTPENapaThl,
coJieprKaliue
(heHUIIIpoImaHoIaMuH 1
MoJyIeXKAaIUe TPEIMETHO-
KOJINYECTBEHHOMY yUeTy

11. | YTpartun cuny. - [Ipuka3 Munzapasa PO ot 30.06.2015 N 386H
12. benzobapOuran Tabnetku 50 mr, 100 mMr 1 ynakoBka
13. [Tpumugon Tabnetrku 125 mr, 250 mr 1 ymakoBka

<*> [lpu BBINMCBHIBAHUU M OTIYCKE JIEKAPCTBEHHOTO IMpernapara, COJACpP)KAIIero COJIM KOJEHHa,
MIPOU3BOAMUTCS NIEPECUET HA KOJEUH OCHOBAHHE.

[Tpunoxxenne N 3 k [lopsiiky Ha3HAU€HUS U BBIIMCHIBAHUS JIEKAPCTBEHHBIX IIPENIAapaToB,
yTBEpKJIeHHOMY npuka3zom Munzapasa PO ot 20.12.2012 N 1175u
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ﬂonyCTMMble K MCNOJIb30BaHUKO peuenTypHble COKpalueHus

Coxkparnienue
aa
ac.acid.
amp.
aq.
aq. destill.
but.
comp., cps

D.

D.S.

D.t.d.

Dil.
div.in p.aeq.
extr.
f.
qtt.
inf.
in amp.
in tabl.
lin.
lig.
m. pil.
M.
N.

[TomHOE HamucaHue
ana
acidum
ampulla
aqua
aqua destillata
butyrum
compositus (a, um)

Da (Detur, Dentur)

Da, Signa
Detur, Signetur

Da (Dentur) tales doses

dilutus
divide in partes aequales
extractum
fiat (fiant)
qutta, guttae
infusum
in ampullis
in tab(u)lettis
linimentum
liquor
massa pilularum
Misce, Misceatur

numero

IlepeBon
0, TOPOBHY
KHCJIOTa
amImyma
BOJIA
JTUCTUIUTIPOBAHHAS BOJA
Macyo (TBepaoe)
CJIOKHBIN

Beinaii (mycth BeIIAHO, ITyCTh
OyJlleT BBIJAHO)

Brigaii, 0003Ha4b
[Tyctb OyneT BeI1aHO, 0003HAYEHO

Brinaii (ITycts OyayT BbIIaHBbI)
TaKue 036l

pa3BEICHHBIN
pa3zaeny Ha paBHbIC YaCcTH
HKCTPAKT, BBITSDKKA
[Tyctb 06pazyercs (0Opazyrorcs)
Karuist, Karm
HACTOU
B aMITyJiax
B TabJeTKax
KHJIKasE Ma3b
KHUJIKOCTD
NITIOIbHAS Macca
Cwmemaii (Ilycts Oyner cmemiano)

YHUCIOM
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ol.
past.
Ppl.

p.aeq.

ppt.,praec.

pulv.

q-S.

r.,rad.

Rep.

rhiz.

s€m.

simpl.

sir.
sol.

supp.
tabl.

t-ra, tinct.

ung.

vitr.

oleum

pasta

pilula
partes aequales

praecipitatus

pulvis

quantum satis

radix
Recipe
Repete, Repetatur
rhizoma

Signa, Signetur

semen
simplex
sirupus
solutio
suppositorium
tab(u)letta
tinctura
unquentum

vitrum

OkoHuaHue gencteua gokymeHTta 06.04.2019

Macyo (FKUIKOE)
nacra
TTUITIOJIS
paBHbIEC YaCTH

OcaXXIeHHbIN

ITopommox

CKonbKO OTpeOyeTcs, CKOJIBKO
HAJIO

KOPEHb
Bo3pmu
[ToBTopu (IlycTh OymeT mOBTOPEHO)
KOPHEBHIIE

O603naus (Ilycts Oyaer
0003HauYEHO)

ceMst
IIPOCTON
cupon
pacTBop
cBeda
TabeTka
HacTOMKa
Ma3b

CKJIsTHKa

[Ipunoxenne N 2 x npukasy Munsapasa PO or 20.12.2012 N 1175n

Crincok u3MeHsonmx 10KkyMeHToB (B pea. [IpukazoB Munzapasa P® ot 30.06.2015 N 386H, ot
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PeuentypHblii 6s1aHK

Cnucok u3MeHsomux 10KyMeHToB (B pen. [Ipukaza Munzapasa PO ot 30.06.2015 N 386H)

MI/IHMCTepCTBO 30PaBOOXPaHEHUA

Poccurickom denepalum Kon dopmer mo OKYIO 3108805
MeOMUMHCKAS IOOKyMEeHTAaLMS

HavMeHoOBaHMe (WITAaMII) dopma N 148-1/y-88

MENULUMHCKOM OpTaHM3alumn YTBepXIOeHa [IPpMKas30M

MyHMCTEepCTBa 30PaBOOXPaHEHMUS
Poccurickon demepalumm
or 20 nmexkabps 2012 r. N 1175H

= 1000~ 00000

PELIENT

(DaTa BBIIMCKM pelernTa)

(BBPOCIBEIN, IOETCKMM — HYXHOE IOOUEPKHYTH)

®.M.0. maumeHTa

(IOJIHOCTHBIO)
BozpacTt
Anpec WM HOMEP MeIMIUMHCKOM KapTe NalMeHTa, oJiydaoueI'o MeOMUMHCKYK I1OMOllb
B aMOyJIQATOPHEIX YCJIOBMAX

®.11.0. Jjeuamero Bpada

(IIOJIHOCTRIO)
Py® Kon Rp
[loonuch M JM4YHAaAA [I€e4YaThb
Jjeuamero Bpaua M.II.

PeuenrT mevicTrBUTeJIeH B TeueHue 15 nHenl

PenentypHblii 0J1aHk <*>

Cnucok u3MeHsonmx 10KkyMeHToB (B pen. [Ipukaza Munzapasa PO ot 30.06.2015 N 386H)
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MUMHMCTEPCTBO 3OPaBOOXPaHEHUA Kon ¢opmer nmo OKYI
Poccurickon demepalun Kon yupexneHusa no OKIIO
MenuumHCKasd OOKYMEHTALUA
HavMeHOBaHMe (WITaMII) ®opma N 107-1/y
MeIMLMHCKOM OpTraHM3aluun YTBepXOeHa NPMKa30M

MyHMCTEPCTBa 3OPaBOOXPAaHEHMUS
Poccurickoy demepalum
or 20 mexabps 2012 r. N 1175

Peuent
(B3POCIBEIN, IOEeTCKMM — HYXHOE IIOOUEPKHYTH)
A\ A\ 20 .
®.11.0. nmaumeHTa
BospacrTt
®.7.0. Jledamero Bpauda
pyo. |xon. | Rp
pyDO. |xom. | Rp
py0. |xon. | Rp
HOI[HI/[CI: " JIMYHAa4A I[IedaTb
jJeuamero Bpaua M.II.

PeuenrT pmemcrTBUTeJIeH B TeueHme 60 mHemn, 1 rToma ( )
(HEHYXHOEe 3BaYEepKHYTh) (ykazaTb KOJIMUECTBO MECHILEB)

<*> - st peuenTypHBIX OJIAaHKOB, U3TOTOBIISIEMBIX U MOJHOCTHIO 3aMOJHIEMBIX C UCTIOIb30BaHHEM
KOMITBIOTEPHBIX TEXHOJIOTUH, BBOASTCS JOIMOJHHUTEIbHBIE PEKBU3UTHI (HOMEp U (WJIM) CEpHsi) U MECTO
JUTSL HAHECEHUS ITPUX-KO/a.

PenenTtypHblii 01aHK

Crmcok m3MeHsomuX 10KyMeHToB (B pen. [Ipukazos Munzapasa PO ot 30.06.2015 N 386H, ot
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21.04.2016 N 254n)

MMHUCTEPCTBO 3IPaBOOXPaHEHMUS
Poccuirickon demepalun
YTBEPXIEHA

nprKkas3oM MMHMCTEpPCTBa 3OPaBOOXPaHEHUSI

Poccurickon denmepalum
MiTamno or 20 gmexabpsa 2012 r. N 1175n
Kon
MEeIMLMHCKOM OpTraHM3aumun

Kom dopmer mo OKYIO 3108805
dopma N 148-1/y-04 (i)

Kon Kon Hcrounuk % ommarsl: Kopx nexapcTBeHHOrO CpeacTBa
KaTeropuu | HO30J0rHYeCKOU (rHaHCUPOBaHUS: (TOT4epKHYTH) (3amonHseTCs B anTeyHOM
rpaxnad | ¢opwmsl (mo MKbB- (mogUepKHYTH) OpraHU3aIIH)
10)
1. denepanbHbIA 1. BecrtatHo

2. Cyopext Poccniickoit | 2. 50%

Deneparumn

S|S|{S|L|L|L| . |L |3 MyHuuunaasHbIH
PEOENT Cepua N HaTa BBENMCKMA: 20 .
®.1M.0. maumeHTa JaTa poxneHuAa

CHUMIJIC
N nmonuca
00s13aTeNBHOTO
MEIULHHCKOTO
CTpPaxOBAHMS:
HoMep MeIMUMHCKOM KapTH nauMeHTa, HOOJlydaolero MeIULMHCKYIO noMoms B

aMOyJIaTOPHEIX YCJIOBUAX

®.11.0. jeuamero sBpada
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(kon Jeuamero Bpauda)
[Tognmce ¥ JMUHAasA [IedaTh Jiedallero Bpauda M.II.

PeuenrT memcTBUTeJIeH B TeueHme 15 mHer, 30 muelt, 90 mHenl
(HEeHYyXHOEe 3aUYepKHYTh)

—————————— (3amoyiHAeTCA CHeUMaNlMCTOM alTeUHOM OpIraHM3auuu) ————--——-

OTny1ieHo o penenty: ToproBoe HaMMEHOBaHHUE U JJO3UPOBKA:
Hara otmycka: " " 20 1. KonnuectBo:
[TpuroroBui: [TpoBepuit: Otnyctui:

(JTMHHS OTPHIBA)

Kopemok penientypHoro 0i1anka Cnoco0 npuMeHeHus:

[TpogomkuTeabHOCTh HEH
HaumeHoBaHMe JeKapCTBEHHOTO Mpernapara:

KoanuectBo IMpUEMOB B ICHb: pa3

Jlo3upoBka: Ha 1 npuewm: en.

PeuenTtypHblii 6;1aHK

Crnncok n3MeHsoMMX J0KyMeHTOB (B pen. [Ipukazo Munszapasa P® ot 30.06.2015 N 386H, ot
21.04.2016 N 254n)

MUHMCTEPCTBO 3IPaBOOXPaHEeHUd
Poccurickolt denepalum MECTO IJIS WTPUX-KOIOA
YTBEPXIEHA
npMuKasoM MUHMCTEPCTBAa 3IPAaBOOXPAaHEHUS
Poccurickon denmepaumnm
MemouumMHCKasa OpraHM3alusa or 20 gmexabps 2012 r. N 1175H

ramn
Konm OI'PH

Kom dopmer mo OKYIO 3108805

dopma N 148-1/y-06 ()
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Koz Koz VcTouHUK OGMHaAHCU— % omnJyaTe u3 |Peuent
KaTeTropuM Ha30JIOTUUECKON poBaHMA: VCTOUHMKA OemcTBUTEe—
rpaxnaH bopmel 1) denepasbHBl OOXET |dMHaHCHUPOBA- [JIeH B Tede-
(o MKB-10) 2) BomxeT cybbekTa HMSA : HMe
Poccumickon Pemepaumm |1) 100% 15 mHen,
3) MYHMLMIIAJbHEBI 2) 50% 30 muemn,
BmxeT (ryxHoe noxm-|90 mHem
(HyXHOE TOIYEPKHYTH) UEPKHYTH) (HyXHOE
IOOUepK—
HYTh)
PEOEIT Cepusa N oT
o.71.0.
naumveHTa
IaTa CHIIJIC
poXIeHus

N noJsmmca 00s83aTeJIbHOI'O
MEeIMLIMHCKOTO
CTpaxoBaHULA

HoMep MeOMUMHCKOM KapTeH HalueHTa, IoJiyJdamnimero MeOMUVHCKYIO IoMoume B
aMOyJIaTOPHEIX YCJIOBUAX

®.7.0. Jledamero Bpauda

Kon seuamero spaua

BrImmcaHo @ (3amoyHgeTCcsa CIIelMaJIMCTOM arnTeyHoOM
opraHu3auun)

OTnymweHoO IO pelentTy:
Rp: IaTa oTnycka

Konm sexapCTBEHHOTIO

npenapara
D.t.d. ToproBoe HaMMEHOBAaHME
JosupoBka
KomnuecTrO enmHMUIL
Signa KommuecTsO
[loonuch Jledamero Bpada Ha ofbmyn cyMmy
M JIMYHag IeuaTh Jeuaumero Bpaua

M.II
——————————————————————————— (IMHMSA OTPHBA) —————————————————————————

Kopewox PELEITA Cepusa N oT
Crnocob NpMMeHEeHMUS:
[IPOOOIIXUTEJIBHOCTD oHeu HamMeHOBaHME JIEKAPCTBEHHOTO
KonnuecTBO NPMEMOB B IEHb: pas npenapara:
Ha 1 npuewm: en. Io3MpoBKa :
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[Tpunoxxenne N 3 k npukazy Munsapasa PO or 20.12.2012 N 11751

Mopsipok ohopmMneHus peLenTypHbIX 611aHKOB Ha NieKapCTBEHHbIe NpenapaTtbl, UX yyeTa
N XpaHeHus

Cnucok U3MeHsIomuX 10KyMeHToB (B peal. [Ipuka3zoB Munzapasa PO ot 30.06.2015 N 386H, oT
21.04.2016 N 254n)

I. OcbopmneHme peuenTypHbIX 611aHKOB

1. Ha peuentypubix Omankax ¢opmbel N 107-1/y, HE UMEOIIUX HOMEp U (WJIM) CEPHI0, MECTO IS
HaHeceHMus mTpux-koga, N 148-1/y-88, N 148-1/y-04(x1) m N _148-1/y-06(1) B 1€BOM BEpPXHEM YIIIy
MPOCTABIISIETCS MITAMIT METUITTHCKOM OpraHu3alliy C YKa3aHHEeM €e HauMEHOBaHHUs, aJpeca U TeledoHa.

JlomoIHUTENBHO Ha peuentypHbiX Onankax dopmel N 107-1/y, uMeromux HOMep U (MU) CEepuIo,
MECTO [UIsl HaHeceHus mTpux-kona, N 148-1/y-04(m) u N_ 148-1/y-06(1) mnpocTaBisieTcsi KOJ
MEIUITUHCKON OpTaHU3aIHH.

Cepus penentyproro Omanka dopmbl N 148-1/y-04(1) u dopmber N 148-1/y-06(1) BKIOYaeT KOX
cyobekta Poccuiickoit denmeparuu, COOTBETCTBYIONMMK ABYM TMepBbIM 1mudpam OOmepoccHiickoro
KJaccupukaTopa 00bEeKTOB aJMUHUCTPATUBHO-TeppuTopHaibHoro aenenus (OKATO).

2. Ha penentypHbsix OsaHKaX, OQOPMIIEMBIX HWHAWBUAYAIBHBIMUA IpEINPUHUMATEISIMH,
UMEIOIMMH JIMLEH3UI0 Ha MEIUIMHCKYIO JeSTeIbHOCTb, B BEPXHEM JIEBOM YIJTy TUNOTPadCKUM
crocoOOM MM IyTeM MpPOCTABICHMUSA INTaMIa JOJDKEH OBITh yKa3aH aJpec WHAWBUIYaIbHOTO
IpEeIIpUHUMATENS,, HOMEP W Jara JIMLEH3MHM, HAauMEHOBAaHUWE OpraHa TIOCYJapCTBEHHOM BJACTH,
BBIJIaBIIETO JIMLEH3UIO.

(8B pen. [Ipukaza Munzapasa P® ot 21.04.2016 N 254n)

3. Penenrtypusie Omanku dopm N 148-1/y-88, N _107-1/y m N _148-1/y-04(1) 3amoiHSIOTCS
MEIUIUHCKUM PaOOTHUKOM pa300pUYMBO, YETKO, YEPHUIAMH UM HIAPUKOBOM PYUYKO.
(B pen. ITpukaza Munzapaa P® ot 21.04.2016 N 254H)

4. Nomyckaetcst opopmiieHue:

1) Bcex peKBU3UTOB pelenTypHbIX O6JaHKOB (Gopmbl N 107-1/y, umeronmx HoMmep U (WIK) Cepulo,
MECTO sl HaHeceHWs mTpuxkona, U ¢opmel N 148-1/y-06(1) ¢ HCMOIB30BaHHEM KOMIBIOTEPHBIX
TEXHOJIOTHM;

2) Bcex pEKBU3UTOB (3a HcKiItoueHueM pekBusutTa "[loamuch nedamiero Bpaya') peLenTypHBIX
onankoB Gopmbl N 148-1/y-88 u dopmer N 107-1/y (He uMmeromux HOMep U (WIN) CEpUI0, MECTO IS
HaHECEHUs! IITPUXKO/A) C UCIOIH30BAHNEM MEYATAIOUINX YCTPOMCTB.

(. 4 B pen. [Ipukaza Munznpasa P® ot 30.06.2015 N 386H)

5. Odopmienne perenTypusix OnaHkoB (opmbl N 148-1/y-04(n) u dopmer N 148-1/y-06 (i)
BKJIFOYAET B ceOst u¢poBOe KOJUPOBAHUE.
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[udpoBoe koanpoBaHKE YKa3aHHBIX PEIENITYPHBIX OJIaHKOB BKIIIOUAET B ce0s:

1) xox MEAMIMHCKOM OpraHu3allud B COOTBETCTBUM C OCHOBHBIM TI'OCYJIapCTBEHHBIM
peructpannoHHbIM HoMepoM (OI'PH), mpocTasisiemblil Ipy U3TOTOBJICHUH PELIENTYPHBIX OJaHKOB;

2) xon KaTeropuu rpaxnaad (SSS), UMEIOIIMX MPaBO Ha MOJYyYCHHE JIEKAPCTBEHHBIX MPErapaToB B
COOTBETCTBUU CO cTaTtbel 6.1 DenepanpHoro 3akona ot 17 uronst 1999 r. N 178-®3 "O rocynapcTBeHHON
couuanpHo momou" <1>, u kox Hozosormueckoil ¢opmer (LLLLL) mo MKB-10, 3anonnsemsie
JIeYalIiM BpauoM IIyTeM 3aHECEHUS KaKIoW U(phI B MyCThIE sTUEHKHU, IIPH 3TOM TOUYKa MPOCTaBISETCS B
OT/ACIIbHOM sTUeHKe;

<1> Cobpanue 3akoHogaTenscTBa PO, 1999, N 29, ct. 3699; 2004, N 35, ct. 3607.

3) ormerka 00 ucTouHUKe (uHaHCHpoBaHUs ((dhenepanbHblii Oromxer [1], OGromkeT cyObekTa
Poccuiickoit @eaepanuu [2], MyHHUIIMIAIBHBIA OrO/pKeT [3]) u mpoleHTe OruiaThl perenrta (OecriaTHO
[1], 50% [2]), ocyiiecTBiIsieMast METUITTHCKUM paOOTHUKOM;

4) KOI MEIUIIMHCKOTO PAa0OTHHKA YKAa3bIBACTCS MEIMIMHCKHUM pPAOOTHUKOM B COOTBETCTBHU C
YCTQHOBJICHHBIM OPTraHOM HCIOJHUTENBHOW BiacTu cyObekTa Poccuiickoit ®enepamuu B 00sacTH
OXpaHBI 3[OPOBBS TPAXKIAH MEPEUYHEM KOJOB MEIUIIMHCKHX PAOOTHHKOB, MMEIOIINX MPAaBO Ha BBITUCKY
JIeKapCTBEHHBIX MPEnapaToB;

5) KOI JEeKapCTBEHHOTO Iperapara, MPOCTABIISIEMBId B alTEYHOW OPTraHWU3AIlMM IPH OTITyCKE
JICKApCTBCHHBIX MPENAapaToB, BHIMTUCAHHBIX HAa PELENTypHbIX OnaHkax dopmbl N 148-1/y-04(1) v hopmbl
N 148-1/y-06(a1).

6. B perentypubix Oiankax dopmbl N 148-1/y-88, N 107-1/y, dopmbt N 148-1/y-04(x1) u hopmbr N
148-1/y-06(x1) (nanee - peuentypHsie 01anku) B rpadax "®.M.O. nanuenrta" yka3plBaroTCs MOJHOCTHIO
(aMuus, UM ¥ OTYECTBO (IIPU HATWYHH) MAIIUEHTA.

(8 pen. [Ipukaza Munzapasa PO ot 21.04.2016 N 254H)

7. B peuentypubeix Onankax ¢opmbel N 148-1/y-88 u dopmer N 107-1/y B rpade "Boszpact"
yKa3bIBACTCS KOJUYECTBO TIOJIHBIX JIET MAaIlMEeHTa, a Ui JieTeil B Bo3pacTe 70 | rojga - KOJUYECTBO
TIOJTHBIX MECSIIICB.

(B pen. IIpukaza Munzapasa PO ot 21.04.2016 N 254H)

B peuentypubix Onankax ¢opmbl N 148-1/y-04(1) u dopmer N 148-1/y-06(a) B rpade "/lara

pOXKIeHMs" yKa3bIBaeTCs JlaTa pOXKJICHUS MalleHTa (4rucio, MECsIl, Tox).

8. B peuentypubix Onankax Gopmbel N 148-1/y-04(1) u dopmbr N 148-1/y-06(1) B Tpadax
"CHWJIC" u "N nonuca 0053aTelbHOI0 MEIUIIMHCKOTO CTPaxOBaHUA'" yKa3bIBAIOTCS CTPaXOBOW HOMEP
UH/IMBUAYAIBHOTO JIMIIEBOTO cyera TrpaxkaaHuHa B IleHcuonnom ¢ounme Poccuiickoit ®deneparyn
(CHWJIC) (mmpu Hanmmuun) ¥ HOMEP TMOJIHca 0053aTeTbHOTO METUITMHCKOTO CTPAaXxOBaHUSI.

(B pen. IIpukaza Munzapasa PO ot 30.06.2015 N 386H)

9. B penentypubix Onankax @opmbsl N 148-1/y-88 B rpade "Axapec win HoMep MEAUIUHCKON KapThl
NalMeHTa, MOJIyYalolero MEJUIMHCKYI0 MOMOIIb B aMOYJIAaTOPHBIX YCIOBUSX' yKa3bIBaeTCs MOJHBIN
MOYTOBBIA aJpec MecTa >KUTENbCTBAa (MecTa MpeObIBaHUS WIM MecTa (PaKTUUYECKOro IPOKUBAHUS)
NalUeHTa WM HOMEpP MEIULMHCKOM KapThl NAalMEHTa, MOJYy4YaroUulero MEIWLUHCKYI0 IOMOLIb B
aMOyJIaTOPHBIX YCIOBUSAX <2>.

(B pen. Ilpukaza Munzapasa PO ot 21.04.2016 N 254h)
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<2> Ilpuxa3 MunucrepctBa 3apaBooxpaHeHus P® ot 15 nexabps 2014 r. N 834n "O6
YTBEP)KJICHUH YHU(DUIIUPOBAHHBIX (GOPM MEAULMHCKON JTOKYMEHTAIUH, HCIIOIb3yeMbIX B METUIIMHCKUX
OpraHM3alMsIX, OKa3bIBAIOIIMX MEAMIIMHCKYIO TIOMOIIb B aMOYJaTOPHBIX YCIOBUSX, U MOPSAKOB MO HX
3anonHeHn0" (3apeructpupoBad Muntoctom PO 20 suBaps 2015 r., peructpaunonssiii N 36160).
(caocka BBeneHa [Ipukazom Munzapasa PO ot 30.06.2015 N 386H)

B peuentypusix O6mankax dbopmbl N 148-1/y-04(1) u dopmer N 148-1/y-06(x1) B rpade "Homep
MEIUIMHCKON KapThl MalMEeHTa, MOJIyYalollero MEIUIMHCKYIO IOMOIIb B aMOYJIaTOPHBIX YCIOBHAX"
YKa3bIBaC€TCS HOMEP METUIIMHCKOM KapThl TAlMEHTa, MOJYYarollero MEAWIUHCKYI0 TIOMOIh B
aMOyJIaTOPHBIX YCIOBHUSX.

(m. 9 B pen. [Ipuxaza Munzapasa P® ot 30.06.2015 N 386H)

10. B rpade "®.1.0. neyariero Bpaya" pelenTypHbIX OJaHKOB yKa3bIBalOTCS MOJHOCTBIO (haMuiius,
UM, OTYeCTBO (IIPU HAJIMYMU) MEAULMHCKOrOo paOOTHHMKA, MMEIOIIEro IpaBO Ha3HAYEHUS U
BBIIIMCBIBAHUS JIEKAPCTBEHHBIX IIPENAapaToB.
(8B pen. [Ipukaza Munzapasa P® ot 30.06.2015 N 386H)

11. B rpade "Rp" peenTypHbIX 6JaHKOB yKa3bIBAETCS:

1) Ha JaTUHCKOM SI3bIKE€ HAaWMEHOBaHHE JIEKAapCTBEHHOIO IpernapaTta (MeXIyHapoaHOe
HEMaTeHTOBAaHHOE WM IPYNIMPOBOYHOE, JTUOO TOPrOBOE), €ro 103UPOBKA, KOJHYECTBO;
(8 pen. [Ipukaza Munzapaa PO ot 21.04.2016 N 254H)

2) HA PYCCKOM WJIM PYCCKOM M HAIlMOHAJIBHOM SI3bIKAaX CIIOCOO MPHMEHEHHs JIEKapCTBEHHOTO
npernapara.

12. 3anpemaeTcs orpaHIYMBATHCS OOIMME YKa3aHUSAMHM, Hanpumep, "Buytpennee", "M3BecTHO".

Pa3zpematroTcsi TONBKO MPUHATHIE MPABHJIAMH COKpAIICHHs O0O3HAYCHHI; TBEPIbIE U CHITYIHE
dapmanieBTHYeCKue cyOcTaHIIMK BhIMKChIBatoTcs B Tpammax (0,001; 0,5; 1,0), xuakue - B MUJUTUITUTPAX,
rpaMmax M Karuisx.

13. Penent, BHINMCAHHBIA Ha peLENTypHOM OJlaHKe, MOAMUCHIBACTCS MEAUIIMHCKUM pabOTHUKOM U
3aBEPSAETCS €ro JIUYHOM MeYaThio.

JIOTIOJTHUTENBHO PELENT, BHIMUCAHHBIN Ha perentypHoM Omanke dopmbl N 148-1/y-88, dopmbel N
148-1/y-04(1) n dopmbl N 148-1/y-06(1), 3aBepsieTcss TMe4yaThbl0 MEAMIIMHCKOW opranu3amuu '"J{ms
peuenToB".

14. Ha omnom penentypHom Onanke dopmbl N 148-1/y-88, dopmer N 148-1/y-04(1) u dopmer N
148-1/y-06(x1) pa3pemniaercss BBIUCHIBATh TOJBKO OJHO HAaMMEHOBAHHUE JICKAPCTBEHHOTO Iperapara; Ha
omHoM perientypHom Omanke (opmber N 107-1/y - He Oonee Tpex HAWMMEHOBAHUH JIEKAPCTBEHHBIX
IIPEnapaToB.

15. UcnipaBneHus B perenTe, BEIMUCAHHOM Ha PElENITYpPHOM OJTaHKe, HE JOIYyCKaIOTCS.

16. Cpok aeWcTBUs pelenTta, BBITUCAHHOTO Ha peuentypHoMm Onanke ¢opmbl N 148-1/y-88 (15
nHeit), dopmel N 107-1/y (60 aneit, 1o 1 rona), popmbr N 148-1/y-04(1) u dopmel N 148-1/y-06(1) (15
nHei, 30 nHeit, 90 nHeil) yka3blBaeTCs MyTeM 3a4epKUBAHUS WM MO TYEPKUBAHHUSL.

(8 pen. ITpukazoB Munzapasa P® ot 30.06.2015 N 386H, ot 21.04.2016 N 254H)

17. Ha oGopotHoil cTopoHe penentypHoro Omanka ¢opmel N 107-1/y (3a HUCKIIOYCHHEM
peLenTypHOro OJaHKa, MOJHOCTHIO 3aIOJIHIEMOr0 C HCIOJb30BAaHHEM KOMITBIOTEPHBIX TEXHOJOTHIA),
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penentypHoro Omanka Gopmer N 148-1/y-88 wm dopmer N 148-1/y-06(1) mewaTtaeTcss Tabiuia
CJIEYIOLIETO COJICPIKAHMS:

IIpurorosun [Iposepui OtnycTun

18. Tlpu BBIMHCKE JEKAPCTBEHHOTO Mperapara Mo PEIICHHI0 BpauyeOHOW KOMUCCHH Ha 000pOTe
penentypHoro Osanka Gopmel N 107-1/y, dopmer N 148-1/y-88, dopmbr N 148-1/y-04(x1) u dhopmbr N
148-1/y-06(1) cTaBUTCS cIeIIMAIbHAS OTMETKa (IIITaMIT).

(8B pen. [Ipukaza Munzapasa P® ot 30.06.2015 N 386H)

19. Ha peuentypHom 6nanke dopmbl N 148-1/y-04(1) u dopmbr N 148-1/y-06(11) BHU3Yy uMeeTCs
JIMHUS OTPBIBA, pa3AessioNias PeUenTypHbIH OJIaHK M KOPEIIOK.

Kopemiok oT perenra, BBIMMCAHHOIO HA yKa3aHHOM DPELENTYPHOM OJlaHKE, BBIAAETCS MAIMEHTY
(Jluiy, ero MpeAcTaBiIAOLIEMY) B alTEYHONM OpraHM3allii, Ha KOpEIIKEe JeJaeTcs OTMETKa O
HalIMEHOBAHUU JIEKApCTBEHHOIO IpemnapaTa, I03MpPOBKE, KOJMYECTBE, CIOcOOe MPUMEHEHMs, U OH
OCTaeTcs y ManuenTa (Juia, ero npeICTaBIIsIONIETo).

20. OdopmiieHne CHenuaNbHOTO peHenTypHOro OJaHKa Ha HApKOTHUYECKOE CpEeICTBO U
MICUXOTPOMTHOE  BEIIECTBO  OCYIIECTBISIETCS B COOTBETCTBUM C  INpUKazoM  MuUHHUCTEpCTBa
3npaBooxpaHeHuss P® ot 1 asrycra 2012 r. N 54n "OO yTtBepkaeHuu (GopMbl OJIaHKOB PELEIITOB,
COJIepXaIIMX Ha3HAUYCHHE HAPKOTUYECKUX CPEJCTB WJIM TICUXOTPOIHBIX BEIIECTB, TMOpSAIKA HUX
M3TOTOBJICHHUS, paclpeieNieHus, perucTpaliy, yueTa U XpaHeHus, a TaKkke MpaBuil opopmieHus".

Il. YyeT peuentypHbIX 6511aHKOB

21. Vuer penentypHeix OnankoB ¢dopm N 107-1/y, N _148-1/y-88 u N_ 148-1/y-04(x),
M3rOTAaBIIMBAEMBIX THIOTPAPCKUM CrocoOoM (fanee - peuenTypHble ONaHKH, MOJUIeKAIIUe YUeTy),
OCYIIECTBIISICTCS B KypHaIaxX y4dera, IPOHyMEPOBaHHBIX, IPOLUTHYPOBAHHBIX M CKPEIUICHHBIX IMOJIHCHIO
PYKOBOAWTENST MW TEYaTbl0 MEAWUIMHCKOW OpraHu3alli WIM TOJANKHCHI0  HWHAMBHUIYaJTbHOTO
IpeANPUHIMATENS], UMEIOIIETO JINICH3NI0 Ha METUIIMHCKYIO AeATeIbHOCTb.

22. XXypnan yuyera peuentypHbix 61aHkoB Gopmer N 107-1/y copepxuT cieayromue rpadsr:

1) HOMep 1O HOPSKY;

2) B paznene "llpuxon":

a) JaTa perucTpaluy NPUXoIHOTO JOKYMEHTa;

0) HOMep U J1aTa MPUXOTHOTO JOKYMEHTa, Ha3BaHUE MMOCTABIINKA;

B) 00111ee KOJIMYECTBO MOCTYIHMBIINX PELIENTYPHBIX OJIaHKOB;

r) ®.1N.0. u noAnuCh OTBETCTBEHHOTO MEAMIIMHCKOTO PAOOTHUKA, TMOJYYUBIIETO DPEIENTYpPHBIC
OJaHKH OT MMOCTABIINKA;

3) B paznene "Pacxon":

a) JaTa BblJauu pEeLENTypHBIX OJaHKOB;

0) KOJTMYECTBO BBIIAHHBIX PELENTYPHBIX OJAHKOB;

B) ®.1.O. 0TBETCTBEHHOT0 MEAULIMHCKOTO PAOOTHHUKA, TOJYUYUBIIErO PELENTYpHbIE OJIaHKY;

T') HOJMHCh OTBETCTBEHHOTO MEAMIIMHCKOTO PA0OTHHUKA, TTOJyYUBIIETO PELUENTYPHbIE OJIaHKY;

4) ®.M.0. u noAnuCh OTBETCTBEHHOI'O MEIUIMHCKOTO pabOTHHKA, BBIAABILETO pELENTYpHbIE
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OJTaHKH,
5) ocTaTok penenTypHbIX OJIaHKOB.

23. Kypnan ydera peuentypHbix OnankoB dopm N 148-1/y-88 u N _148-1/y-04(a1) comepx ut
cleayroume rpagsml:

1) HOMep 1O MOPSAIKY;

2) B paznene "llpuxon™:

a) JaTa perucTpanuy MPUXOIHOTO JOKYMEHTA;

0) HOMep U J1aTa MPUXOTHOTO JTOKYMEHTa, Ha3BaHUE MOCTABIINKA,

B) o0111ee KOJIMYECTBO MOCTYMUBIINX PELENTYPHBIX OJIaHKOB;

I') CepuU U HOMEpPA PEeLENTYPHBIX OJIaHKOB;

1) KOJIMYECTBO PEIENITYPHBIX OJIAHKOB 110 CEPHSIM;

n) ®.MN.0. 1 noAnUch OTBETCTBEHHOTO MEAMIMHCKOTO pabOTHHKA, MOJYYUBIIETO pELENTypHbIE
0JaHKH OT IMOCTABIIHKA;

3) B pa3nene "Pacxon':

a) J1aTa BBIJAYM PEIENTYPHBIX OJIaHKOB;

0) cepur ¥ HOMEpa BBIJaHHBIX PELENTYPHBIX OJaHKOB;

B) KOJIMYECTBO BBIJAHHBIX PEUENTYPHBIX OJaHKOB;

r) @.1.0. 0TBETCTBEHHOTO MEJUIIMHCKOTO pabOTHUKA, MOJTYUYHBIIETO PeLeNTYpPHbIC OTaHKHU;

1) IOJIIMCH OTBETCTBEHHOTO MEUIIMHCKOTO pabOTHHKA, TIOYYHBIIETO PEIENITYPHBIE OTaHKH;

4) ®.M.0. u moANUCh OTBETCTBEHHOTO MEIUIIMHCKOTO pabOTHHKA, BBIAABILETO pELENTYpPHBIE
OJTaHKH;

5) ocTaTok penenTypHbIX OJIaHKOB.

24. Vder coenMalbHBIX PELENTYypHbIX OJIAHKOB Ha HApKOTUYECKOE CPEACTBO U TICHXOTPOIHOE
BELIECTBO OCYIIECTBISETCS B COOTBETCTBUM C IpHKa3oM MuHucrepcrBa 3apaBooxpaHeHus PP or 1
aBrycra 2012 r. N 54n "OO6 ytBepxkaeHun (opMbl OJaHKOB PEIENTOB, COAEpXKAIIUX Ha3HauYeHUE
HapKOTUYECKUX CPEJCTB WJIM IICUXOTPOIIHBIX BEIECTB, NMOPSAAKAa MX H3TOTOBJIECHMS, PACHpPEIEIICHUS,
pErucTpalliy, yueTa U XpaHeHus, a TaKkKe MpaBuil opopmiieHus" .

lll. XpaHeHue peuenTypHbIX 611aHKOB

25. B kaxmol MEAMIMHCKON OpraHu3aldd MPUKAa30M PYKOBOIUTENS HAa3HA4YaeTcs JIMIIO,
OTBETCTBEHHOE 32 XPaHEHHE U yUeT BCEX BUIOB PEIENTYPHBIX OJTaHKOB.

26. PenenitypHble OJIaHKH, MOJUICKAIINAE YUETy, XPAHITCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYCHHBIM
PYKOBOJHUTENIEM MEAUIMHCKON OpraHu3alid, TOJ 3aMKOM B MeTaliMdeckoM Imkady (ceitde) wumu
METAJINYECKOM SIIHKE.

27. UHauBuAyalbHBIH TPEANpPUHUMATENb, UMEIOIUH JIMIEH3UI0O Ha MEJUIMHCKYIO JEATEIbHOCTD,
XpaHUT pelenTypHble OJaHKH, MOJIeKAIlIe YUYETy, MO 3aMKOM B MeTaJulnueckoM mkady (cerde) mnm
METAJUINYECKOM SIIIUKE.

28. [locTossHHO AeHCTBYIONIas KOMHUCCHS, CO3JaBacMas B MEIUIMHCKOW OpraHU3alliH, MPOBEPSET
COCTOSTHHE XpaHEHUs, ydera, (pakTHUecKoe HaJnuue M PACXOJl PEHENTYPHBIX OJIAHKOB, MOJIEKAIINX
y4eTy, OJIMH pa3 B KBapTal.

B cnyuae HecoBmaieHUss KHIDKHOTO OCTaTKa PEIENTYPHBIX OJaHKOB, MOJICKAIIUX YYETy, C
(aKTHYEeCKUM HAJMYUEM JIMIIO, OTBETCTBEHHOE 3a XPAaHCHHE W YYET PEIENTYpPHBIX OJIAHKOB, HECET
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OTBETCTBEHHOCTh, IPETYCMOTPEHHYIO 3aKOHOAaTeNnbcTBOM Poccniickoit denepanuu.

29. PeuenTypHLIe 6J'IaHKI/I, noIC)KaUe YyUCTy, BhIAAOTCA MCIUIITUHCKUM pa6OTHI/IKaM, HUMCIOIIINM
IIPpaBO BBIMMUCBIBAHUSA PEUCIITOB, IO PACIIOPSXKCHUIO TJIaBHOT'O Bpadya UK €TI0 3aMECTUTCIIA.

HOJ'Iy‘-IeHHBIC PCUOCITYPHBIC 6J'IaHKI/I, MMoJIC)KAUC YUCTY, XpAHATCA MCOAULUHCKUMU pa6OTHI/IKaMI/I
B IOMCHICHUAX, O6eCHe‘-II/IBaI-OHH/IX X COXpPaHHOCTh.

30. XpaHeHue CIeHaIbHbIX PEUENTYPHBIX OJIAHKOB HA HAPKOTHYECKOE CPEJICTBO M IMCUXOTPOITHOE
BEILIECTBO M BBIJJa4ya YKAa3aHHBIX PELENTYPHBIX OJaHKOB MEAMIIMHCKOMY PaOOTHHUKY OCYILECTBIISIETCS B
COOTBETCTBUM C TpHKazoM MuHucTepcTBa 3apaBooxpaHeHus PD ot 1 asrycra 2012 r. N 54u "O6
YTBEPKACHUH (POpMbI OJAHKOB PELENTOB, COAEpXKAIlMX Ha3HAYCHWE HApPKOTHYECKUX CPEICTB WIH
IICUXOTPOIHBIX BEIIECTB, NOPAAKA UX U3TOTOBJICHUS, PacIpEACICHUs, PErUCTPalY, y4eTa U XpaHEHHUs, a
TaKke mpaBwi opopmiieHus".
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