OO0 yTBepKIICHIH [0 $1/IKa Ha3HAYCHIE 1 BBIHCHIBAHI JICKAp CTBEHHBIX TP ETIAPATOB, a TAIoKe (POPM P ELeNTy PHBIX ONIAHKOB Ha JIeKap CTBEHHbIE TP eIAp AT, TOpsi/ika 0hop MICHIS
YKa3aHHBIX OJIAHKOB, VX yueTa 1 XpaHeHys (C m3MeHeHrsiMi Ha 21 anperst 2016 roza) (pemaxuws, aelictByroms ¢ 1 staBaps 2017 roza)
Tlpuxaz Munzopasa Poccuu om 20.12.2012 N 1175u1

MHWHUCTEPCTBO 3/TIPABOOXPAHEHHS POCCUIICKOM ®EIEPALIMA
IMPUKA3

ot 20 nexadps 2012 rona N 11751

00 yrBepKIe HIM MOPSIKA HA3HAYEHUSI M BHINMCHIBAHUS JIe KAPCTBEHHBIX NMPeNapaToB, a Takke GopM peLeNTypPHBIX 0JIAHKOB
HA JIEeKapCTBEHHbIE MpenapaThl, MOpsiika o()opMIeHHs] YKA3aHHBIX 0JIAHKOB, MX YY€Ta 1 XpaHe HUsl
(c m3menenusivu Ha 21 anpenst 2016 rona)
(pemaxums, neiictByromgs ¢ 1 stBaps 2017 roga)

JIOKyMEHT ¢ U3MEHEHUSIMU, BHECEHHBIMU:

npukasoM Munsnpasa Poccun ot 2 nekabpst 2013 roga N 886n (Poccuiickast razera, N 294, 27.12.2013) (Bcrynmi B cuity ¢ 1
sBaps 2014 roza);

nprkazoM MunsapaBa Poccrm ot 30 wmrors 2015 roma N 386H (OdWIuansHBII MHTEPHET-NIOPTAT HPaBOBOM HHQOpMAIUN
www.pravo.gov.ry, 10.08.2015, N 0001201508100053) (o mopsiike BCTYIUIEHHSI B CHITY CM. TIYHKT 2 Tiprkaza Munsznpasa Poccun ot 30
ntonst 2015 roma N 386n);

npukazoM MunsapaBa Poccun ot 21 anpenst 2016 rona N 254n (OdmumanbHblil MHTEPHET-TIOPTA NPABOBOH HH(OpPMALUK

www.pravo.gov.ry, 19.07.2016, N 0001201607190020) (o mopsiake BCTYIUICHHS B CHITy CM. ITyHKT 2 Tipuka3a Mua3npasa Poccrn ot 21
anperst 2016 roma N 254h).

B cootBercTBHM ¢ myHKTOM 16 Wactu 2 craten 14 @enepansroro 3axoHa oT 21 Hos0pst 2011 roma N 323-D3 "O6 ocHOBaxX OXpaHbI
310poBbst Tpaxkiad B Poceuiickoit ®eneparnmu” (Codpanue 3axoHonarenscrBa Poccuiickoit @eneparin, 2011, N 48, c1.6724; 2012, N
26, cr.3442, 3446) u myakroM 5.2.179 Tlonoxenunss o MuHUCTEpCTBE 3MpaBooxpaneHus Poccuiickoit denepanyin, yrBepKICHHOTO
nocranoBnienueM [IpaButensctBa Poccuiickoit @eneparuu ot 19 utonst 2012 rona N 608 (Cobpanue 3akoHomaTenscTBa Poccruiickoii
Oenepauun 2012, N 26, ¢1.3526),

MIPUKA3BIBAFO:
1. YTBepmuTs:

MOPSTIOK HAa3HAYCHUS M BBITMCHIBAHH JIKAPCTBEHHBIX MPEMapaToB COMIACHO NMPUIIOKeHHIO N 1;
(hopMBI peLienTyYpHBIX OJIAHKOB COIIACHO MPHIIOKEHHIO N 2;
MOPSIIOK O(hOPMIIEHHS PELIENTYPHBIX OJIAHKOB, MX Y4€Ta U XPaHEHHsI COTVIACHO MpriIoxkeHmio N 3.

2. Hactosmmit mpukas Betymaer B cuuty ¢ 1 mromsa 2013 rora.

Munuctp
B.CxsoprioBa

3aperucTpupoBaHo

B MUHHKCTEPCTBE FOCTULIMU
Poccuiickoit eneparyn

25 nrons 2013 rona,
perucrpanuoHHbIil N 28883

Ilpunoxenue N 1

Topsiiok Ha3HAYEHUSI M BHINMCHIBAHUST JIEKAPCTBEHHBIX MPENapaToB
(c m3menenusivu Ha 21 anpenst 2016 roma)



1. O01mMe noJI0:Ke HUs
1. Hacrosmmii MOpSIOK pEryIHpyeT BOMPOCH HAa3HAYCHHs W BBIIMCHIBAHWS JIGKAPCTBEHHBIX MPENApaToB IPH OKA3aHHH
MEJMITUHCKOM TIOMOIIM B MEIUIIMHCKUX OPTaHM3allUsX, WHBIX OPTaHW3alUAX, OCYIECTBISIONMX MEIUIIMHCKYIO ITOMOIp, W
VHIUBUTyaJIbHBIMU TPEIIIPUHIMATENSIMU, OCYIIECTBIISFOIIMMU MEIUIIMHCKYIO IEATENTBHOCTS (asiee - MeAUIIMHCKAs OpraHU3aIys).

1 Cratps 2 @enepanbHoro 3axkoHa oT 21 Hostops 2011 roma N 323-®3 "O6 ocHOBax OXpaHBI 370POBbsI TpaXKIaH B POCCHIACKOM

®Deneparun” (Codpanune 3akoHOAaTeNbeTBa Poccuiickoit deneparm, 2011, N 48, ¢1.6724; 2012, N 26, c1.3442, 3446).

2. HazHaueHve W BBINMCHIBAHHME JIGKAPCTBEHHBIX IPENApaTOB OCYIECTBILIETCS JICYAllIM BpadoM, (eibIepoM, aKyllepkoil B
CITyJae BOJIOKESHHUS Ha HUX TTOJTHOMOUHMH JICYAIleTo Bpada B MOPSIKE, YCTAHOBICHHOM IPHKa30M MHHHCTEPCTBA 3PaBOOXPAHEHUS 1
conuanbHOro passutus Poccuiicioit @enepanmu ot 23 mapra 2012 roma N 2520 "O6 yrBepxneHnn [lopsmka BO3NOXKEHHS Ha
¢enpaiepa, aKymepKy pyKOBOIUTENIEM MEIUIMHCKONW OPraHW3alyH TpU OPraHW3alliH OKAa3aHWS NEPBUYHON MEIMKO-CaHHTapHOH
TTOMOII ¥ CKOPOM MEIUITMHCKON TOMOIIM OTICIBHBIX ()HKIIMH JIeYalero Bpada Mo HEeOoCPeICTBEHHOMY OKa3aHHIO MEITUITHHCKOM
TIOMOIIM MAITUEHTY B TICPUOI Ha6J'IIO}IeHI/IH 3a HAM M €ro JICYCHHS, B TOM YUCJIC IO HA3HAYCHUIO U NPUMCHCHHIO JICKAPCTBECHHBIX
IpenapaToB, BKIIOYAs HAPKOTUUECKHE JICKAPCTBEHHBIE TIPeraparbl U IICHMXOTPOITHBIE JIEKAPCTBEHHBIC MpernapaThl” (3aperucTpipoBaH
MunncrepctBoM foctaiun Poccmiicrort @enmepanmn 28 ampenst 2012 roma, peructpammoHabiii N 23971), MHAMBHIyaTEHBIMA
NPEAIPUHAMATEISIMI, OCYIIECTBIISFOLIIMH MEAMLIMHCKYIO JISSITENIBHOCTB (Jasiee - MEUIIMHCKUE PAOOTHUKH).

3. MemuiHCKIIE paOOTHHKH BBITHACHIBAIOT PELICIITHI Ha JICKAPCTBEHHBIC IPEapaThl 3a CBOCH MOITHCHIO.
(AG3an B peakuuy, BBeICHHOM B aeicTBre ¢ 21 aBrycra 2015 rona nprukazom Munsapasa Poccun ot 30 uronst 2015 roma N 386H.
- CM. TIpenbIIyIIyIo PENaKIIIio)

HaznaueHue 1 BBIMHCHIBAaHUE JICKAPCTBEHHLIX MPENApaToB OCYHICCTBIICTCA MEIUIIUHCKUM pa6OTHI/IKOM o MEXIyHapOaIHOMY
HCIIAaTCHTOBAHHOMY HAMMCHOBAaHUIO, a IIpU €ro OTCYICTBUU - TIPYIIIMPOBOYHOMY HAWMCHOBAHUIO. B Cliyda€ OTCYTCTBUA
MCKIYHAPOIHOIO  HCMMATCHTOBAHHOIO  HAMMCHOBAHHUA W TPYHNIIMPOBOYHOIO  HAMMCHOBAHUA  JICKAPCTBEHHOIO  IIpCriapara,
J'IeKHpCTBeHHLIfI npenapar HasHa4acTCsA U BbIINCbIBACTCA MEAUITUHCKUM pa6OTHI/IKOM I10 TOProBOMy HaMMCHOBAHUIO.

Ipyn HaMMYMM MEIMIMHCKAX ITOKAa3aHWH (MHIWBHUIyaJbHAs HEMEPEHOCHMOCTb, MO JKM3HEHHBIM ITOKAa3aHHsM) IO PEICHHIO
BpaueOHON KOMUCCHH MEIUIIMHCKOM OpraHHM3allid OCYIIECTBIISIETCS Ha3HAYEHHE M BBIMMCHIBAHUE JIEKAPCTBEHHBIX IMpPEMaparoB: He
BXOIMIIMX B CTaHIAPTHI MEIMIIMHCKOW I[TOMOIM; MO TOPIOBBIM HAWMEHOBaHWSM. PellieHue BpaucOHON KOMHUCCHH MEIUIIMHCKOM
OpraHU3aIy (MKCUPYETCS B MEIMITMHCKIX JOKYMEHTaX MallfeHTa 1 )KypHasle BpaueOHOH KOMHCCHH.

(A0G3ar1 B penakiiy, BBeJCHHOW B eticTBre ¢ 1 sHBaps 2014 rona nprkazom Mun3npasa Poccun ot 2 pexabpst 2013 roma N 886H.
- CM. TIpenbIyIyIo PEeNaKIIIio)

MenuuuHCcKre pa6OTHI/IK[/I OCYLHECTBJIAIOT HA3HAYCHHMC W BLIIMCBIBAHUC JICKAPCTBCHHBIX IIPEIapaToB, IMOICKAIAX
H3rOTOBJICHUIO U OTITYCKY alITCYHBIMW OPraHU3allusAMA (z(anee - JICKAPCTBCHHBIC MpCIIapaTbl HHANBUAYAJILHOI'O PI3FOTOBJI€HPI$[).

3.1. HasHaueHue IEKapCTBEHHBIX MpENapaTtoB IMpU OKA3aHUM MEAWIIMHCKOM TOMOIM B CTAIllMOHAPHBIX YCIOBHSIX M HX
BBIICHIBAHKE B TPEOOBAHMSX-HAKIAMHBIX B COOTBETCTBUH C MHCTpyKIIHEH O MOpsIKEe BBHIUCHIBAHUS JICKAPCTBCHHBIX MPEapaToB
o(hOpMIICHHSI PEIenTOB M TpeOOBaHWH-HAKIAMHBIX, YTBEPXKICHHOH IPHKAa30M MHUHICTEpCTBA 3IPaBOOXPAHEHHS H COLMAIHEHOTO
pazsutust Poccuiicroit @eneparmm ot 12 ¢espans 2007 roma N 110 "O mopsijake Ha3Ha4eHHs M BBITUCHIBAHHS JIEKAPCTBEHHBIX
MpeTapaToB, M3ICIHHA MEIHIIITHCKOIO Ha3HAYCHUS U CIICHUATN3HPOBAaHHBIX MTPOMYKTOB JICYCOHOTO MHUTAHMA", 1.1 OCYIECTBILICTCS 110

MEXKIyHAPOHOMY HEMTATEHTOBAHHOMY, TPYITIIMPOBOYHOMY WITH TOPTOBOMY HAUMEHOBAHUIO.
(Ilysaxr nononHuTensHO BKIO4eH ¢ 21 aBrycra 2015 roma npukazom MunzapaBa Poccun ot 30 uronst 2015 roma N 386H; B
penaxiy, BBeneHHOW B aeiictBue ¢ 30 wurong 2016 roma mpukazom MunsnapaBa Poccun ot 21 ampenst 2016 roma N 254H. - Cm.

TIPEIBIIYIIYIO PEAAKIIIIO)

1.13apeructprpoBad MunnctepcTBoM rfoctriinn Poccriickoit @enepanum 27 anpens 2007 rona, peructparionHsii N 9364, ¢

M3MECHCHUSIMH, BHECEHHBIMH TIPHKa3aMi MUHHCTEPCTBA 3APABOOXPAHEHUS M COMMATBHOTO pa3BUTH Poccmiicroit deneparn ot 27
aprycta 2007 roma N 560 (3apeructpupoBan MunucrepctBoMm toctunuu Poccuiicroit @enepanuu 14 centsiops 2007 ronma,
peructpaiionabii N 10133), ot 25 centsaops 2009 roma N 794n (3apervictpupoBaH MUHHCTEPCTBOM FOCTHIIUM POCCHICKOM
Denepanun 25 Hos10psa 2009 roma, peructpanmonssii N 15317), ot 20 smBapst 2011 rona N 131 (3apeructpupoBad MUHHCTEpCTBOM
toctuiinu Poccuiickoit ®enepanyu 15 mapra 2011 roga, perucrpaumonnsii N 20103), npukazamu MuHHCTEpPCTBA 30paBOOXPaHEHHUS
Poccuiickoit ®eneparn ot 1 aBrycra 2012 rona N 54 (3apeructpupoBad MuHUCTEPCTBOM IocTHIMU Poccuiickoit Denepanum 15
aprycra 2012 roma, perncrpaumonssid N 25190), ot 26 ¢espanst 2013 rona N 94n (3apeructpupoBan MUHHCTEPCTBOM IOCTUIIMH
Poccuiickoit @eneparuu 25 nrons 2013 rozaa, peructpaunonsbiii N 28881).
(CHocka nomoauTeNBHO BRTIodeHa ¢ 30 uromst 2016 roma nmpukasom MunzapaBa Poccun ot 21 anpesst 2016 roma N 254H)

4. PenienT, BHIMCAHHBIN ¢ HAPYIIIEHUEM YCTAaHOBJICHHBIX HacTosIM [lopsiikoM TpeOoBaHMA, CUUTAETCS HECHCTBUTEBHBIM.

5. CBC,I[CHI/IH O Ha3HAaYCHHOM M BBIIIHMCAHHOM JICKAPCTBEHHOM IIperapare (Ha.I/IMeHOBaHI/Ie JICKApCTBECHHOIO Iperapara, pa3oBas
J103a, Crocod u KpaTtHOCTb NIIpUE€Ma WJIM BBEIACHUS, IMTCIBHOCTH KypCa, 000CHOBaHHME Ha3HAYCHHS JICKAPCTBEHHOTO npenapaTa)



YKa3bIBAIOTCS B MEIMLIMHCKOM KApTe MalEHTa.
PenienT Ha nexkapcTBEHHBII Ipenapar BBIMTICHIBACTCA Ha MM TALIUEHTA, ULl KOTOPOTO MPEIHa3HAueH JIeKapCTBEHHBIN Mpernapar.

PeuenT Ha J'leKapCTBeHHBIﬁ npenapar MOXKET OBITH TIOJTy4CH MAlMCHTOM WM €r0 3aKOHHBIM IIPCACTAaBUTCIIEM 2 . dakr BbIJIAUN

perienTa Ha JIeKapCTBEHHBIH Ipenapar 3aKOHHOMY ITPEICTABUTENIO (MKCHPYETCSI 3aITHCHI0 B MEMITMHCKOM KapTe MalfeHTa.

2B oTHOIEHNY JMIa, yKa3aHHOTO B YacTth 2 crarthu 20 denepanbHoro 3akoHa ot 21 Hosopst 2011 rona N 323-D3 "O6 ocHOBaxX

OXpaHbI 30poBbs Tpaxaan B Poccuiickoit @enepanmu’ (Cobpanue 3akoHomatTensctBa Poccutickort Deneparmu, 2011, N 48, cT.6724;
2012, N 26, c1.3442, 3446; 2013, N 27, c1.3459, 3477; N 30, ct.4038; N 39, ct.4883; N 48, cr.6165; N 52, ct.6951; 2014, N 23,
¢1.2930; N 30, ct.41006, 4206, 4244, 4247, 4257; N 43, ct.5798; N 49, c1.6927; 2015, N 1, c1.72, 85; N 10, cr.1403, 1425; N 14,
c1.2018; N 27, ¢1.3951; N 29 (uacts I), cT.4339, 4397, 4356, 4359).

(CHocka B penmakiiy, BBeieHHOH B netictBue ¢ 21 aBrycra 2015 roma mpukaszom Munsnpasa Poccuu ot 30 wronst 2015 roma N
386H. - CM. TIpeabIIYIIYIO PEAAKIIIO)

6. 3anperpeTcst BBITUCHIBATH PELENTHI Ha JICKAPCTBEHHBIE IPerapaThl:

6.1. MeUITMHCKIM paOOTHUKAM:

TIPY OTCYTCTBHU MEIMLIMHCKUX MOKA3aHHU;

Ha JIeKapCTBEHHBIE TIperiapaThl, He 3aperiCTpHpOBaHHbIe Ha TeppuTopru Poccuiickoit Peneparin;

HA JISKAPCTBEHHBIE MPEMaparhl, KOTOPbIE B COOTBETCTBUN C MHCTPYKIMEH 0 MEIUIIMHCKOMY IPUMEHEHHIO UCTIONB3YIOTCS TOJIBKO
B MCIUIIITHCKITX OPTaHU3aIIHsIX;

Ha HapKOTUYECKHE CPEICTBA M TCHUXOTPOIHBIE BEIECTBA, BHECEHHble B cnucok Il TlepedHs HapKOTUYECKHX CpEICTB,
IICUXOTPOIHBIX BEIIECTB U MX IIPEKypPCOPOB, MONISKALMX KOHTPOIO B Poccuiickoii denepanny, yrBEpxKICHHOIO IIOCTAHOBICHUEM
[paButensctBa Poccuiicroit @eneparmu or 30 urons 1998 roma N 6813 (manee - Ilepeyens), 3aperycTpupoBaHHbIE B KauecTBE

JICKapCTBCHHBIX MTPENapaToB I JICHCHU ST HADKOMaHUH

3 CoOpanue 3axoHonarensctBa Poccuiickoit ®enepanyn, 1998, N 27, ¢1.3198; 2004, N 8, c1.663, N 47, c1.4666; 2006, N 29,

c1.3253; 2007, N 28, c1.3439; 2009, N 26, c¢1.3183, N 52, c¢1.6572; 2010, N 3, ct.314, N 17, c1.2100, N 24, c¢1.3035, N 28, c¢1.3703, N
31, ct4271, N 45, c1.5864, N 50, c1.6696, c1.6720; 2011, N 10, c1.1390, N 12, cT.1635, N 29, c1.4466, cT.4473, N 42, c1.5921, N 51,
c1.7534; 2012, N 10, c1.1232, N 11, cT1.1295, N 19, c1.2400, N 22, c1.2864, N 37, c1.5002, N 48, cT.6686, N 49, cT.6861.

6.2. MHAMBUYAILHBIMA TIPEIPUHUMATENSMA, OCYIIECTBIISIOIIMMHA MEUIIMHCKYIO JIESITEIbHOCTh, HA HAPKOTHYECKUE CPEICTBA U
MICHXOTPOITHBIE BelleCTBa, BHeceHHbIE B crcku 11 i 111 Tlepeunst (anee - HapKOTHYECKHE U TICHXOTPOITHEIE JIEKAPCTBEHHBIC TIPETIapaThl
criickos 11 u 1T Tlepeuns).

(Ilynxkr B penakimu, BBeieHHOH B neiictBre ¢ 21 aBrycta 2015 rona npukaszom Munzapasa Poccuu ot 30 utons 2015 rona N 386H.

- CM. TIpeIpIIyIIyIO PEIaKIIHIo)

7. PetienTel Ha JIeKapCTBEHHBIE MPENapaThl BHIMTUCHIBAIOTCS HA PELENTYPHBIX OmaHkax o gopmam N 148-1/y-88, N 148-1/y-04 (1),
N 148-1/y-06 (;1) u N 107-1/1*, yrBep»KICHHBIM HACTOSIIAM IIPUKA30M.

* BeposiTHO, ormOka opurnHaina. Cnenyer unrtars: "N 107-1/y". - Ilpumeyanne n3roroButens 6asbl JaHHbIX.

8. HaproTudeckue U IICHXOTPOIIHBIE JICKapCTBeHHbIe npenaparsl crucka 11 Tlepeuns (nanee - HAPKOTHYECKUE M IICHXOTPOIHBIE
JeKapcTBeHHble mpemnaparbl cnucka Il Ilepeuns), 3a HMCKIFOYEHMEM JIGKAPCTBEHHBIX IIPENapartoB B BHJAE TPaHCAEPMATIBHBIX
TEpareBTUUECKUX CHCTEM, BBIITICHIBAIOTCS Ha CHEIUATBHOM PELEITYPHOM OJaHKe Mo (opMe, YTBEPXKICHHO! MpHKa3oM MHUHHCTEpCTBa
3apaBooxpaHeHust Poccuiickoit @enepanun ot 1 aBrycra 2012 roma N 541 "O6 yrBepxaeHn# (GOpMbI OIaHKOB PEIENTOB, COTEPKaIliIX
Ha3HaYeHHE HapKOTHYECKUX CPENICTB MIIM TICHXOTPOIHBIX BEIIECTB, MOPS/IKA NX U3TOTOBJICHHS, PacipEIesICHHs, PETUCTPaLliH, ydeTa 1
XpaHeHHsI, a TarKe MpaBwil odopmieHuUs" (3aperucTpupoBad MuHucTepcTBOM focTuiimn Poccuntickort @enepanmu 15 aBrycra 2012
roza, perucrpanonHsiii N 25190).

(Itynkr B pemakiiiy, BBeIeHHOHU B neiicTBHe ¢ 21 aBrycra 2015 rona npukazom Munsapasa Poccun ot 30 ntons 2015 roma N 386H.
- CM. mpeibIIyIyIo penaKLHio)

9. PenentypHbiii 6:1ank qopmer N 148-1/y-88 nipeiHasHaueH JUis BEITICHIBAHUS:

1) HAPKOTHUECKIX U TICUXOTPOIIHBIX JIEKAPCTBEHHBIX MpernaparoB crucka II Ilepednst B Buze TpaHCAEpMaTbHBIX TEPAIEBTHUECKIX
CHCTEM, TICHXOTPOITHBIX BELECTB, BHECEHHBIX B crucok Il Ilepeyns, 3aperucTpupoBaHHBIX B YCTAHOBICHHOM IIOPSIKE B KauyecTBE
JIEKapCTBEHHBIX IIPETIApaToB (Jasiee - IICHXOTPOIHBIE JIeKapCTBEHHBIE Mperapats! crvcka 111 [lepeuns);

(ToammyHKT B perakuyy, BBEACHHOH B aericTBre ¢ 21 aBrycra 2015 roma mprxazom Mumsapasa Poccrn ot 30 mronst 2015 rona N



386H. - CM. IIpeabIYIIYIO PEAAKIIIIO)

2) WHBIX JEKapCTBEHHBIX IIPENapaToB, MOWISKAIMX MPEAMETHO-KOJINYECTBEHHOMY YUETy (3a MCKIIOYEHHMEM JICKAPCTBEHHBIX
TIperaparoB, OTIYCKAEMBIX Oe3 periernTa);

(ToammyHKT B perakumy, BBEACHHOH B aericTBHe ¢ 21 aBrycra 2015 roma mprkazom Mumsapasa Poccun ot 30 mrorst 2015 rona N
386H. - CM. IIpeabIIYILyIO PEAAKIIIIO)

3) nexkapcTBEHHBIX IPENapaToB, 0ONAAIONIX aHA0OINYECKOH aKTHBHOCTHIO (B COOTBETCTBUH C OCHOBHBIM (DAPMAKOIIOTHYECKIM
JIEHCTBUEM);

(ToamyHKT B pemakuyy, BBEACHHOH B aericTBre ¢ 21 aBrycra 2015 roma mprxazom Mumsapasa Poccun ot 30 mrorst 2015 rona N
386H. - CM. IIpeabIAYILyI0 PEAAKIIIIO)

4) NnexapcTBEHHBIX TpeIapaToB, YKa3aHHBIX B ImyHKTe 5 [lopsimka oTimycka (uM3HYecKHM JIHIaM JISKAPCTBEHHBIX IPEapaToB Il
METMIUHCKOTO TIPUMEHEHHS, CONCP/KAIX KPOME MAJIbIX KOJIMYECTB HAPKOTHYECKHX CPEICTB, IICHXOTPONHBIX BEIECTB M HX
MPEKYPCOPOB  Jipyrvie  (JapMaKOJIOTUUCCKIE AKTUBHBIC BCIIECTBA, YTBEPXKICHHOIO TIPUKA30M MUHUCTEPCTBA 3IPaBOOXPAHCHHUS
Poccuiickoit deneparum ot 17 mas 2012 roma N 5621 (3aperrctpupoBad MuHUCTEpCTBOM focTHITNK Poccuiickort deneparyn 1 uroHs
2012 roma, peructparoHHbi N 24438);

5) nexapCTBEHHBIX MpENapaToB WHIWBUIYAJbHOTO M3TOTOBJICHUS], COAEPXKAIMIX HAPKOTUYECKOE CPEICTBO MM ICUXOTPOITHOE
BemecTBO crivcka Il Tlepeuns, u apyrue gapMakorormyeckie akTHBHBIE BEIIECTBA B JI03€, HE TIPEBBIIAIONEH BBICIIYIO PAa30BYFO 103y, U
IpU  YCIOBUH, YTO STOT KOMOMHHUPOBAHHBINA JICKAPCTBEHHBIM IIperapar He SBIACTCS HApPKOTUYECKUM WM IICHXOTPOITHBIM
JiekapcTBEHHBIM IpenaparoM crvcka 11 Tlepeunsi.

10. Penenitypuble Omanku dopm N 148-1/y-04 (;1), N 148-1/y-06 (1) mpeaHa3HadeHbI YISl BBITUCHIBAHMS JICKAPCTBEHHBIX
MperaparoB TpaXkIaHaM, UMCIOIMM PAaBO Ha OCCIUIATHOE MOIYICHUE JICKAPCTBEHHBIX MPEMApaToB WIIH MONYYCHUC JICKAPCTBEHHBIX
MPEnapaToB cO CKHUKOU.

11. Penrenrtypasiit 6mank dopmer N 107-1/y nmpenHasHadeH 111 BEIIACHIBAHNS:

JICKAPCTBEHHBIX TPEMaparoB, yKasaHHBIX B myHKTe 4 Tlopsiika oTmycka (M3MYecKuM JMIaM JICKAPCTBEHHBIX MPENapaTroB it
MEIUIUHCKOTO TMPUMCHEHUS, CONCPIKAIlMX KPOME MabIX KOJIIMYECTB HAPKOTHYCCKHX CPEICTB, IICHXOTPOITHBIX BEIECTB H HX
TIPEKYPCOpoB  Jipyrvie  (JapMaKOJIOTHUESCKIE aKTUBHBIC BEIIECTBA, YTBEPXKICHHOIO TIPUKAa30M MUHHCTEPCTBA 3/IPaBOOXPAHCHHUS
Poccuiickoit @eneparuu ot 17 mast 2012 roga N 5621;

MHBIX JIEKAPCTBEHHBIX IPEIapaToB, HE YKa3aHHbIX B ITyHKTaxX §-10 HacTostero [lopsxa.

12. Tpw BEITICHIBAHHUH pELENTa Ha JICKAPCTBEHHBIH ITpertapaT HHANBHYATEHOTO H3TOTOBJICHHUS HAMEHOBAHIS HAPKOTHIECKUX 1
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpernaparoB cruckoB 11 u 1M1 IlepeyHs, MHBIX JIEKAPCTBEHHBIX IIPENAPATOB, NOMICKAIIMX IPEIMETHO-
KOJIMYECTBEHHOMY Y4ETY, ITUILYTCSA B HAYaJIe PELICITa, 3aTEM - BCE OCTAJIbHBIEC UHIPEIUEHTBL.

13. Tlpu BBIMMCHIBAHUM PELIETITA 3aITPEIIASTCS TPEBITATE MPEIETBHO JIOMYCTUMOE KOJIMUECTBO JISKAPCTBEHHOTO Tpenapara Jyist
BBLINUCHIBAHUS Ha OIMH PELeNT, ycTaHoBIeHHOe npuiiokeHreM N 1 k HacrosueMy [lopsinky, 3a HCKTIOUEHHEM CITydasl, YKa3aHHOTO B
myHkrax 15 u 23 Hacrosirero Iopsixka.

(AG3ar B perakiiy, BBeICHHOH B meiicTBHe ¢ 21 aBrycra 2015 roma nprukazom Munsapasa Poccun ot 30 nronst 2015 roma N 386H.
- CM. TIpeIbIIyIyIo PENaKIIIIo)

He pexomengyeTcst PeBHIIATE PEKOMEHIOBAHHOE KOJIMYECTBO JIEKAPCTBEHHOIO Mperapara Ul BHINUCHIBAHUS HAa ONUH PELENT,
ycTaHOBJIeHHOE TipuioskeHrneM N 2 k HactoseMy [lopsiiky, 3a MCKITFOEHHEM CITydaeB, YKa3aHHBIX B IMyHKTax 15, 22 u 23 HacTosero
Iopsinka.

(AG3ar B pesakiiiy, BBeICHHOH B mericTBHe ¢ 21 aBrycra 2015 roma mprukazom Mumsapasa Poccun ot 30 nrons 2015 roma N 386H.
- CM. mpebUIyILyI0 PENAKLIUI0)

14. Tlpu BBINMKCHIBAHUHM HAPKOTHMYECKUX W TICUXOTPOITHBIX JieKapcTBeHHBbIX mpernaparoB crnuckoB Il u Il Tlepeuns, uHbIX
JIEKAPCTBEHHBIX MPENapaToB, MOMISKAIMX MPEIMETHO-KOJIMUECTBEHHOMY YUETY, 71032 KOTOPBIX MPEBBIIACT BBICINA OTHOKPATHBIN
TpUEeM, METUIUHCKAH paOOTHHK MHIIET 103y ATOTO Mperapara MPOIUCHIO H CTABUT BOCKIUIIATEIIBHBIA 3HAK.

15. KonuuecTBO BBIMKMCHIBAEMBIX HAPKOTHYUECKIX M TICHXOTPOITHBIX JieKapcTBEHHBIX rpernaparoB crnuckoB I u 111 Tlepeunst, nabix
JIEKAPCTBEHHBIX MPENaparoB, MOMISKANMX MPEIMETHO-KOJIMIECTBEHHOMY Y4eTy, IPU OKa3aHWW TMAlMeHTaM, HYXIAIONMMCS B
JUTHTEBEHOM JICYCHHH, IEPBUYHON MEIMKO-CAaHUTAPHON TIOMOIM U MAJUTHATUBHON MEUIIMHCKON ITOMOII MOXKET OBITh YBEJIMYCHO HE
Ooree "eM B 2 pasa 1o CPaBHEHHIO C MPENETFHO JIOMYCTUMBIM KOJIMYECTBOM JICKAPCTBEHHBIX TPETapaToB TS BBITHCHIBAHUS HA ONUH
peuent, ycraHoBleHHOe mpwioxkeHneM N 1 k Hacrosmemy [lopsaky, WM peKOMEHJOBAHHBIM KOJIMYECTBOM JIEKAPCTBEHHBIX
TIpeTapaToB JUTs BBRITMCHIBAHUS HA OIMH PELIEIIT, YecTaHOBIIeHHOE npruiokeHreM N 2 k HactosreMy [lopsiky.

(AG3ar B pemakiiy, BBeICHHOU B aeicTBHe ¢ 21 aBrycra 2015 rona npukazom Munsapasa Poccun ot 30 uronst 2015 roma N 386H.
- CM. TIpenbIIyIIyIo PENaKIIIIo)

B cnyuasix, mpeaycMOTpeHHBIX ab3alieM MepBhIM HACTOSIIETO ITyHKTA, HAa pelenTax mpou3Bomutcs Haamuch 'Tlo crienuansHoMy
Ha3HAYeHUIO", OT/ICIFHO CKPETUICHHAS ITOITHCHI0 MEAMIIMHCKOTO pabOTHUKA M TICYATHI0 MEAMIIMHCKON opranu3army "/ perenTto'.

(AG3arr ormoTHUTEBHO BKTIOUEH ¢ 21 aBrycra 2015 roga mprkasom Mun3npasa Poccuu ot 30 mrons 2015 roma N 386H)

16. CocTaB KOMOMHHPOBAHHOTO JIEKAPCTBEHHOTO TIperapara, 0003HaueHUE JIeKApCTBEHHOH (QOpMBI M 0OpaIrgHie MEIUITMHCKOTO



paboTHHKA K (apMalleBTHYECKOMY paOOTHHKY 00 M3rOTOBJICHUH U OTITYCKE JIEKAPCTBEHHOTO TIperiapara BBINMCHIBAIOTCS Ha JIATHHCKOM
SI3BIKE.

JloImycTMBIE K FICTIONB30BAHMIO PEIENTYPHBIC COKPAIIEHHS IpeycMOTpeHb! priokeHrneM N 3 x Hactosmremy [opsxy.

He nomyckaercsi coxparneHue ONM3KMX MO HAaMMEHOBAaHUSM WHIPEIUEHTOB, COCTaBIIONMX JICKAPCTBEHHBINM IIperapar, He
MO3BOJIIIOIIMX YCTAHOBUTB, KAKOM MMEHHO JIEKAPCTBEHHBIN Mpenapar BbIIHCAH.

17. Crioco6 nprMeHeHH s JIEKApCTBEHHOTO TIperapaTa 0003Ha4aeTcs ¢ yKa3aHHeM JI03bl, YaCTOTHI, BPEMEHH IIpHeMa OTHOCHTEIIBHO
cHa (YTpoM, Ha HOYb) U €ro IMTENBHOCTH, a I JIEKApCTBEHHBIX MpErapaToB, B3aWMONCHCTBYIOIMX C TMUIEH, - BpPEMEHH HX
YHOTpeOJICHNsT OTHOCHUTEIIBHO ITPpHUEMa TTHIIH (0 eIIBI, BO BPeMsI €IbI, TIOCIIE SIIbl).

18. Ilpn HEOOXOTMMOCTH HEMEUIEHHOTO MIIH CPOYHOTIO OTITYCKa JISKAPCTBEHHOTO MPENapara MalueHTy B BEPXHEH 4acTH pelenTa
MPOCTaBJISIFOTCS 0003Ha4YeHust "cito"”" (cpouHo) nin "statim' (HeMeVIeHHO).

19. Ilpn BbIIMCHIBAHWMM pELENTa HA JIEKAPCTBEHHBIM IpenapaT HWHAUBHIYAIbHOIO H3TOTOBICHUS KOINUYECTBO I KHIKHX
(hapMareBTHUECKIX CyOCTaHIINH yKa3bIBacTCs B MIJITWIINTpAX, TpaMMax MM KarlIX, a OCTaJIbHBIX (ApMalleBTHYECKUX CYOCTAHINH - B
IpamMMax.

20. PerenTel, BhITUCAHHBIC Ha penentypHoM Omanke Gopmbl N 148-1/y-88, nelicTBUTENBHBI B TedeHWE 15 nHeH co JHS
BBITHCBHIBAHMS.

(Ityakr B permakiiiy, BBeIeHHOH B feicTBue ¢ 1 ssHBapst 2016 roma mprxasom Munsapasa Poccuu ot 30 mronst 2015 roma N 386H. -
CM. IIpepIIyILyI0 PENaKLUI0)

21. Perrentsl Ha JIeKApCTBEHHBIC TIPETIAPAThI, BBIMMCAHHBIC HA PeIleNTypHBIX OnaHkax gopmel N 148-1/y-04 (1) u dopmbr N 148-
1/y-06 (1), nefictBuTeNbHBI B TeueHue 30 THEH CO THS BBITUCHIBAHUSL

(AG3ar B perakiiiy, BBEICHHOH B feicTBue ¢ 1 ssHBaps 2016 roma mprxasom Munsnpasa Poccun ot 30 mronst 2015 roma N 386H. -
CM. IIpeIbIIyILyI0 PENAKLIUI0)

Perren el Ha JiekapCTBEHHBIC MPEMAPAThI, BHIMHCAHHBIC HA PeleNTYPHBIX OnlaHkax (opmbl N 148-1/y-04 (1) u dopmbr N 148-1/y-06
(71), TpaxkaaHaM, IOCTHTIIMM IICHCHOHHOIO BO3pACTa, WHBAIHIAM [ICPBOM TIPYIIIBI, NCTAM-MHBAIMAIAM, a TAKKE IpPaXKIaHAM,
CTPaJIAlOIIM XPOHHYECKIUMHU 3a00JIeBAHHSAMH, TPEOYFOIIMMU JUTHTEIIHHOTO KypCOBOTO JICUCHHS, JIeHCTBUTENBHBI B Tedenue 90 mHei co
JTHST BBITMCHIBAHMS.

(A03ar B penakiyy, BBeZeHHOMH B aetictBre ¢ 30 uroist 2016 roma mpukazom Munzapasa Poccun ot 21 amperst 2016 roma N 254H.
- CM. IIpebIayIyIo PeAaKIHio)

Jns nedeHWs XpOHMYECKHX 3a00JICBAaHHMM YKa3aHHBIM KATETOPHSM TPKIAH PEHENTHl Ha JIGKAPCTBEHHBIC MpErapaTrbl MOTYT
BBINUCHIBATHCS HA Kype JiedeHus 10 90 nHel.

(A03ar B pemakiny, BBeieHHOH B nefictBue ¢ 1 sBapst 2016 rona mprukazom Munsapasa Poccun ot 30 uronst 2015 roma N 386H. -
CM. TIpeIbIIYIIYIO PEIAKIINIO)

22. Penentsl Ha JICKAPCTBCHHBIC MPEMapathl, BHIIMCAHHBIC HA PElENTYpHBIX OnaHkax ¢opmbl N 107-1/y, meliCTBUTCIBHEI B
TeueHue 60 Hel o Hs BBITUCHIBAHMSL

(AG3ar B perakiiiy, BBeICHHOH B feiicTBue ¢ 1 sHBaps 2016 roma mprkasom Mun3npasa Poccru ot 30 mromst 2015 roma N 386H. -
CM. TIpeIbIIYILYIO PEIAKIIUIO)

IMpu BBIMUCHIBAHUH MEIMIIMHCKAM PAOOTHHKOM PELEIITOB HA TOTOBBIC JIEKAPCTBEHHBIE MPENaparhl U JICKAPCTBEHHbIE MPeraparhl
VH/IMBUTYJIBHOTO HW3TOTOBJICHHS TAIUEHTaM C XPOHWYECKMMH 3a00NeBaHMSIMH Ha pelenTypHbIX OnmaHkax dopmer N 107-1/y
paspelmneTcs yCTaHABIMBATh CPOK JCHCTBUSI pelienTa B MpeneNiax J0 OJHOIO Toa M IPEBBIIATH PEKOMEHIYEMOE KOJIUYECTBO
JIEKAPCTBEHHOTO TIperapara Jyist BHITUChIBAHKS Ha OJIMH PELICIIT, YCTaHOBJICHHOE npuiioxkeHreM N 2 K HactosiiieMy [Topsiiky.

Ilpy BRIMMCHIBAaHMHM TAKWUX PEENTOB MEJUIMHCKAN pabOTHUK Jenaer moMeTky 'TlarmeHty ¢ XpoHWYeckuM 3aboreBaHHeM",
YKa3bIBaeT CPOK JACHCTBUS peLeNnTa W IEepUOIMYHOCTh OTIYCKA JIKAPCTBEHHBIX IpErapaToB M3 alTeyHOW OpraHW3aliy WM
WHIVBHUAYAIGHEIM TIpeIIPHHAMATEIIEM, HMEIOIMM JIMICH3MIO Ha (JapMaleBTHUECKYIO ACSTEIBHOCTD (€KEHEIENbHO, eXEMECSIHO U
WHBIC TIEPHOIpI), 3aBEPsIET ATO YKa3aHUE CBOEH MONMCHIO M JIMYHOM MeYarThio, a TalKe MeuaThlo MEJUIMHCKON opraHu3auuy "J{s
peuenToB".

23. Penenitel Ha TIPOM3BOMHBIE OapOMUTYPOBOH KICIOTHI, KOMOMHHPOBAHHBIE JIEKAPCTBEHHBIC IPEapaThl, ConepykKalpie KONCHH
(ero comu), MHBIE KOMOMHUPOBAHHBIE JIEKAPCTBEHHBIE MPENapaThl, MOIISKAIE MPEIMETHO-KOJIMYECTBEHHOMY YUETY, JISKAPCTBEHHBIE
TperapaThl, 0ONAJArONMe aHA0OTNYESCKON aKTHBHOCTBIO B COOTBETCTBHU C OCHOBHBIM (PAPMAKOJIIOTHYCCKUM JCHCTBHEM, TS JICUCHUS
TAIMEHTOB ¢ XPOHUIECKUMH 3200JICBaHHSMH MOTYT BBINTHMCHIBATHCS HA Kype JiedeHHs 10 60 aHEH.

(A03ar B pemakiuy, BBeieHHOH B netictBre ¢ 1 sBapst 2016 rona nmprukazom Munsapasa Poccuu ot 30 uronst 2015 rona N 386H. -
CM. TIpeIBIIYIIYIO PEAKIINIO)

B aTHx ciydyasx Ha pelnienrtax mpousBomutTcs Haamuch 'Tlo crienmuansHOMY Ha3HaYeHHIO', OTIETBHO CKperIeHHAas TOMITHCHIO
MEIUIIMHCKOTO PAa0OTHHUKA M TICYATHIO MEAMIIMHCKON opranu3aruy "/17s perenTtos'.



I1. Hasnavenne JekapcTBeHHBIX NPeNapaToB MPH 0KA3aHUN MeTUIMHCKOI IIOMOIIM B CTAIMOHAPHBIX YCJIOBHSIX
24. Tlpy oKazaHWM TAIMEHTYy MEIWIMHCKOH TOMOIW B CTAal[MOHAPHBIX YCJIOBMSIX Ha3HaYEHHE JICKAPCTBEHHBIX IIPENapaTroB
TIPOM3BONUTCS MEIWIIMHCKIM DPaOOTHHKOM EIMHONMYHO, 3a WCKITIOYEHHEM CIIydaeB, YKa3aHHBIX B MOMIyHKTax 1-2 myHkra 25
Hacrosirero Ilopsika, 6e3 BEINMCHIBAHHS peLienTa.

25. ComacoBaHMe Ha3HaYCHHS JICKAPCTBEHHBIX IIPENapaToB € 3aBELyIOIIM OTIIEICHUEM MII OTBETCTBEHHBIM JISKyPHBIM BPAIOM
700 IPYIFIM JIIIOM, YIOJTHOMOUYEHHBIM IPHKA30M IIABHOTO Bpada MEAMIMHCKOM OpraHW3allid, a TakoKe, IIPU HATMYHH, C BPadoM -
KIMHAYECKIM (JapMaKoJIoroM, HE0OXOIMMO B CITydasiX:

(Ab3ar1 B pefaximy, BBeIeHHOH B aelictBue ¢ 21 aBrycra 2015 rona npukasom Munzzpasa Pocenn ot 30 uronst 2015 roga N 386H.
- CM. TIpeZIbIIyIyIO PEIAKIHIO)

1) oTHOBPEMEHHOTO Ha3HAYCHUSI IISTH U O01ee JIEKApCTBEHHBIX IIPENAapaToB OJJHOMY HAIHEHTY;

2) Ha3Ha4YCHMA JICKAPCTBEHHLIX IPENapaToB, HE BXOAANMX B NE€PEUCHb KU3HECHHO HeO6XOHI/IMLIX U BaOXHEUIIMX JICKaPCTBCHHBIX
IpernaparoB 4, IMpU HECTUIIMYHOM TCYCHHM 3360J'ICB8.HI/I$[, HaJIMYUU OCJIOKHEHUH OCHOBHOIO 3a00JICBaHUS U (I/IJ'II/I) COITYTCTBYIOIIX

3a00NIeBaHU{, NTPH HA3HAYCHUH JICKAPCTBEHHBIX IPEapaToB, OCOOCHHOCTH B3aHMOICHCTBHS M COBMECTHMOCTH KOTOPBIX CONIACHO
MHCTPYKIMAM M0 MX MPHMEHEHHIO MPHBOMIT K CHIDKCHHIO 3(eKTMBHOCTH M Oe30MacHOCTH (papMaroTepaniy W (WIIH) CO3NAIOT
MOTEHLMATBHYIO OMTACHOCTb ISl JKU3HH U 3[0POBbS MALIHEHTA.

4 Pacnopspkenue IpaBurtensctBa Poccuiicroit @enepanun ot 7 nekadps 2011 roma N 2199-p (CoOpanue 3axoHOmAaTeNbCTBA
Poccuiickoit @eneparun, 2011, N 51, c1.7544; 2012, N 32, c1.4588).

B ykazaHHBIX CITydasx Ha3HAYCHHE JICKAPCTBEHHBIX MPEapaToB (MKCHPYETCS B MEIMITHHCKUX JIOKYMCHTAX ITAIIMCHTA M 3aBEPSICTCST
MOITUCHE0 MEIMIIMHCKOIO PaOOTHHKA M 3aBEIYIOIIEIO OTICICHUEM (OTBETCTBEHHOIO JSKYPHOTO Bpaya MM IPYroro yIoIHOMOYCHHOIO
JIAILIA).

26. MemuHCKIH pabOTHIK MEIUIIMHCKOW OpraHM3aIiH, PACIOIOKEHHOW B CEIBCKOM HACENCHHOM IYHKTE WM HACEeIeHHOM
IIyHKTE, PACMOJIOKEHHOM B YIAJIEHHBIX U TPYIHONOCTYITHBIX MECTHOCTSIX, OCYIECTBIISIET Ha3HAYEHHE JIEKAPCTBEHHBIX MPENapaToB B
CITydasiX, yKa3aHHBIX B IyHKTax 25 u 27 Hacrositero [lopsika, eMHOIMYHO.

(Ilyakr B pemakiiy, BBeNCHHOU B mericTBHe ¢ 21 aBrycra 2015 roma nprukazom Munsapasa Poccun ot 30 nrons 2015 roma N 386H.

- CM. TIpeIbIIyIyIo PENaKIIIio)

27. Tlo PEHICHUTIO Bpaqe6H0171 KOMUCCUM TAallMCHTaM IIpU OKa3aHWU UM MEJMIIMHCKOM TIOMOIIM B CTAllMOHAPHBIX YCIIOBUAX
Ha3Ha4aroTCs JICKAPCTBCHHBIC IIPCIIaparbl, HEC BKIIOUYCHHBLIC B IICPCUCHb JKU3HCHHO HGO6XO,I[[/IMBIX H BaXHEHITHX JICKAPCTBCHHBIX
Ipenaparos, B CIyJac X 3aMCHbBI 13-3a HH}II/IBI/II[}/aHBHOﬁ HEMIEPEHOCUMOCTH, 110 KU3HCHHBIM ITOKa3aHUAM.

Pewenne BpaueOHON KoMuCCHN (MKCHPYETCS B MEAMIIMHCKHUX JIOKYMEHTAX MALMEHTA U XKypHaJle BpaueOHONH KOMHUCCHHU.

28. B ClTydasax 06CJ'I€Z[OB8.HI/IH W JICUCHUS TPpAXKIaHWHA B CTAIMOHAPHBIX YCJIOBUAX B PaAMKaX NPEAOCTABJICHUA MECIUIIMHCKUX YCIIyI
Ha BO3ME3/THOM OCHOBE 3a CUET JIMYHBIX CPEICTB rpakaad, CPpCACTB FTOPUINICCKUX JIMI] U UHBIX CPEACTB HA OCHOBAHUU JIOTOBOpPA, B TOM
Yucie 10roBopa ,IlOGpOBOJ'ILHOl"O MEIUIHUHCKOIO CTPaxXOBaHUA 5, €My MOI'YT OBITH Ha3HAYCHBI JICKAPCTBCHHBIC MTPENapaThbl, HE BXOAIIC

B IEPCUCHb JKU3HECHHO H€06XOZ[I/IMLIX U BOXKHEHUIIMX JICKapCTBEHHLIX MTPENapaToB, €CJIU 3TO OI'OBOPEHO YCIIOBUAMU JOrOBOpPA.

5 IlocranoBnenue IlpaBurenscrtBa Poccuiickoii @enepanmu ot 4 okrsiops 2012 roma N 1006 "O6 yrBepxnenuu IlpaBni

NPEIOCTABICHNS] MEUIMHCKIMHM OpraHM3alysMU  IUIAaTHBIX MemuuuHckux yemyr'' (CoOpanue 3akoHomatenbctBa Poccuiicroit
Oenepanmn, 2012, N 41, c1.5628).

29. B OTAENBHBIX CIIydasx MO PEIEHHIO PYKOBOOUTENS MEIUIIMHCKOW OpraHW3allid TIPH BBIMHUCHIBAHUM W3 MEIWIIMHCKON
OpTraHU3AIMH TAIHUCHTA, MMEIOIETO COOTBETCTBYIOIMEC MEIHITITHCKIE TTOKa3aHUs M HAIpaBJsIeMOro JUI TPONODKCHUS JICUCHUS B
aMOyTaTOPHBIX YCIOBHUSIX, MOTYT Ha3HA4aThCs JIMOO BBIIABATHECS OJHOBPEMEHHO C BBIMHACKOW W3 MCTOPHU OOJIE3HN HAPKOTHUYECKUE U
TICUXOTPOIHbIE JiekapcTBeHHble Mpenaparsl cnuckoB 11 u Il Tlepeuns, cunbHONEHCTBYIONME JIEKAPCTBEHHBIE Mperaparbl Ha CPOK
IIpyUeMa aUEHTOM JI0 5 AHEH.

(Tlyskr B pemakiuy, BBeieHHOH B neiictBre ¢ 21 aBrycra 2015 rona npukaszom Munzapasa Poccun ot 30 urons 2015 roma N 386H.

- CM. mIpenbIyIyIo PeNaKIuio)

I11. HasHayeHue ¥ BBINMCHIBAHUE JIEKAPCTBEHHBIX NPENapaTOB NIPU OKA3aHUH 1€ PBUYHOH MeIUKO-CAHUTAPHOM IIOMOLIM,
CKOPOii MeJMIMHCKOI MOMOLY U NAJIMATUBHOM MeIMIMHCKOH NOMOLLM

30. TIpw oKka3aHUK TIEPBUIHON MEMKO-CAHUTAPHON TTOMOIIM U MTANTMATHBHON MEAWIIIHCKON TTOMOIIM B aMOYIaTOPHBIX YCIOBHUSIX
Ha3sHa4YCHUEC U BBIMUCHIBAHUE JICKAPCTBCHHBIX IMTPENAPATOB OCYILIECTBIIACTCA MEIUITUHCKIM paGOTHI/IKDM B CITydadX TUITUMYHOIO TCYCHUA
3a00JIeBaHMS TAIMECHTA UCXO/II U3 TSDKECTH U XapakTepa 3a00JIcBaHu L.



31. Ha3HaueHue U BBINHCBHIBAHME JICKAPCTBEHHBIX MPEMapaToB MO PEIEHHI0 BpaueOHOM KOMHCCHUM NpU OKA3aHHU MEPBUYHOM
MEIMKO-CaHUTapHOW ITOMOII, NAUTMATHBHON MEAMIIMHCKOM ITOMOIIM B aMOYJIaTOPHBIX YCIIOBUSIX IIPOU3BOMTCS B CITydasix:

1) OTHOBPEMEHHOIO Ha3HAYCHW A OTHOMY NAITUEHTY ITATU U Oonee JICKAPCTBEHHBIX ITPENAPATOB B TCYCHNUEC OTHMX CYTOK MJIM CBBIIE
JIeCSITH HAMMEHOBAHUM B TEUCHUE OHOTO MeEcHLa,

2) Ha3Ha4eHHsl JICKAPCTBEHHBIX MPENaparoB MPH HETHITMYHOM TEYCHHH 3a00JICBaHMS, HAJIMYMU OCJIOKHEHHH OCHOBHOIO
3a00seBaHust ¥ (WJIM) COITYTCTBYIOIIX 3a00JIeBaHUM, MTPH HA3HAYECHUH JICKAPCTBEHHBIX TPETIapaToB, OCOOEHHOCTH B3aUMOIEHCTBUS 1
COBMECTUMOCTH KOTOPBIX CODIACHO HMHCTPYKIHSM IO WX MPUMCHCHHUIO MPUBOIAT K CHIKCHHUIO S(eKTUBHOCTH W O€30MacHOCTH
(apmakoTepanuu U (W) CO3AI0T MTOTEHIIHAIBHYIO OMTACHOCTb ISl )KM3HHU U 37I0POBbSI MAIlHEHT,

3) IepBUYHOTO HA3HAYCHUS MAI[MEHTY HAPKOTHYECKUX M TICHXOTPOITHBIX JIEKapCTBEHHBIX npenapatoB cnuckos 11 u I Tlepeuns (B
Cllydae TPHUHSITHSA PYKOBOIUTEIEM MEIMIUHCKOW OpraHM3allii PEICHHS O HEOOXOIMMOCTH CODIACOBAHUS HA3HAYCHUS TAKUX
JIeKapCTBEHHBIX IPETIApaToB ¢ BpadyeOHOH KOMUCCHEH).

(TlommyHKT B peiakiiiy, BBeACHHON B netictBre ¢ 21 aBrycra 2015 roma npukazom Munsnpasa Poccun ot 30 uronst 2015 roma N
386H. - CM. TIpeaBIIYIIYIO PEAAKITHIO)

32. Ha3HadeHWe M BBHINHMCHIBAHUE HAPKOTHYECKUX M IICUXOTPOITHBIX JIeKapCcTBEHHBIX npenaparoB cruckoB 11 u 11T Tlepeuns
MIPOM3BONMTCS TAMEHTaM C BBIPAKCHHBIM OOJEBBIM CHHAPOMOM JIFOOOTO TEHE3a, a TAloKe IalMeHTaM C HapylIleHHEM CHa,
CYIOPO)KHBIMH ~ COCTOSIHMSIMH, TPEBOXHBIMU paccTporcTBamu, (HOOMSMM, TCHXOMOTOPHBIM BO30YKICHHEM CaMOCTOSITEIIBHO
MEIMIMHCKAM pabOTHUKOM JIMO0 MEIMIIMHCKAM PAOOTHHUKOM 110 PEIEHUIO BpadyeOHOM KOMICCHH (B ClTydae IPHUHSTHSI PYKOBOIUTENIEM
MEJMIMHCKOH OpraHHU3aluK PEICHUS O HEOOXOMMMOCTH CODIACOBAHMS IIEPBUYHOIO HAa3HAYCHHS TAKIX JICKAPCTBEHHBIX IIPEIIapaToB C
Bpa4yeOHOI Komuccueit).

(Ilynkr B pemakiiuy, BBeIeHHOM B aelicTBHe ¢ 21 aBrycta 2015 rona npukazom Munsapasa Poccun ot 30 nrons 2015 roma N 386H.
- CM. mpenbIAyIyIo penaKiHio)

33. Ilpm okazaHMM CKOpOM MEAMIMHCKOM TIOMOIW JIEKAPCTBEHHBIC IIPEMaparhl Ha3HAYAIOTCS MEAMIMHCKAM pPaOOTHHKOM
BBIE3[HOI OpuUrajb! CKOPOH MOMOIM, MEUIIMHCKIM PAOOTHUKOM MEUIIMHCKOI OpraHu3allii Py OKA3aHUH MEIUIIMHCKON ITOMOIM
TpakraHaM TIpH 3a00JICBaHMSX, HECUAaCTHBIX CIydasX, TpPaBMaX, OTPaBICHUSX M JIPYIMX COCTOSHMSX, TPeOyIoIMX CpOYHOIO
MEIUIUHCKOTO BMENIATENBCTBA.

IV. Ha3naueHue M BbINUCHIBAHME JIEKAPCTBEHHBIX NMPENapaToB rpakiaHaM, HMeIOLMM IPaBo Ha 0ecIUIaTHOe MOoJTy4eHHe
JIEKAPCTBEHHBIX NMPENapaToB HWIH NoJTyde HHe JIeKAPCTBEeHHBIX NMPenapaToB ¢0 CKHIKOI1, B PAMKAX OKA3aHHUsI HM 1€ PBHYHOIT
Me/IUKO-CAHUTAPHON MOMOIIM

34. HasHaueHWe W BBIIHCHIBAaHWC JICKAPCTBCHHBIX MPEMapaToB IPaKIaHaM, WUMCIOIMMM MpaBO Ha OeCIUIaTHOE IOTydcHHE
JIEKAPCTBEHHBIX MPENapaToB WM IIOMydcHHE JIGKAPCTBEHHBIX IPEHNapaToB CO CKUMKOHM, TPH OKA3aHWM WM TIEPBHYHON MEIMKO-
CAaHUTAPHOM MOMOIIY OCYIECTBIISICTCS MEAUIIMHCKAM PaOOTHUKOM B CIIydasxX THUIMYHOTO TeUeHMs 3a00JIeBaHUs MalMeHTa UCXOId U3
TSDKECTH | Xapakrepa 3a00JIeBaHUsI CODIACHO YTBEP)KICHHBIM B YCTAHOBIICHHOM ITOPSIKE CTAHAAPTAM MEIUITIHCKOH ITOMOIM, B TOM
qucIe:

1) oTAENBHBIM KaTeropusiM TpaXKaaH, UMEIOLMM MPaBO Ha TOITyYeHUE TOCYIApCTBEHHOH COLMATbHON MOMONM B BHIE Habopa
COLIMAIBHBIX YCIYT, B COOTBETCTBHM C IEPEUHEM JICKAPCTBEHHBIX IPENaparoB JUIsl MEIUUUHCKOIO NPUMEHEHMs, B TOM 4HCIE
JIEKAPCTBEHHBIX TIPEMapaToB Uil MEAWIIMHCKOTO TPUMEHEHHUS, Ha3HaYaeMbIX 10 PEIRHUIO BPaueOHBIX KOMHUCCHH MEIUITMHCKUX
OpraHu3alNnE ;

(ToammyHKT B perakuyy, BBEACHHOH B aericTBre ¢ 21 aBrycra 2015 roma nprxazom Mumsapasa Poccun ot 30 mronst 2015 rona N
386H. - CM. IIpeabIYIIyIO PEAAKIIIIO)

& Pacriopsbkerue IlpaBurensctBa Poccuiickoit @eneparu ot 30 nexabps 2014 roma N 2782-p "OO yrBep:KACHUM IEpedHs

KU3HEHHO HEOOXOMMBIX 1 BaXKHEHIIMX JIEKApCTBEHHBIX ITpenapaToB Ha 2015 rox, a Taoke IepeyHel TeKapCTBEHHBIX MPEMapaToB I
MEIUIUHCKOTO MPIMEHEHHS I MUHIMAITBHOTO aCCOPTUMEHTA JISKAPCTBEHHBIX MPENapaToB, HEOOXOMMMBIX TS OKa3aHHsT MEAUIIMHCKOMH
oMoy (Cobpanue 3akoHOmarenbeTBa Poceniickoit deneparym, 2015, N 3, ¢1.597).

(CHocka nomonmauTebHO BRModeHa ¢ 21 aBrycra 2015 roma npukazom Munzapasa Poccrn ot 30 wronst 2015 roga N 386H)

2) TpaKIaHaM, CTPaIArONIM TOKaIeCTBEHHBIMI HOBOOOpa30BaHMSIMHI JIMM(OHIHOM, KPOBETBOPHON M POICTBEHHBIX MM TKaHEH,
reMoumieli, MyKOBHCIIUIO30M, THITO(WI3apHBIM HAHH3MOM, 0OJIe3HBIO [OIe, paccesHHBIM CKIEpO30M, a TaloKe IpakKmaHaM Iocie
TPaAHCIUIAHTAIIMU OPTaHOB U (MJIM) TKAHEH, B COOTBETCTBUH C MEPEYHEM IIEHTPATM30BAHHO 3aKyIaeMbIX 33 CUYCT CPEICTB (eIepaTBHOIO
OropKeTa JISKapCTBEHHBIX MPENaparoB, yrBepkaacMbM [IpaBuTensctBoM Poccutickoii denepanuy;

3) rpaxmaHaM, MMEIOIFIM IPaBO Ha IIOIyYeHHE JICKAPCTBCHHBIX MpENapaToB OECIUIATHO MM IOMy4eHHE JIeKApCTBEHHBIX
MperapaToB CO CKUIKOM 3a CYET CPENCTB OIMKETOB CyOBeKTOB Poccumiickoit denmepanmu, B cooTBercTBHM ¢ [lepedneM rpymm
HACEJIeHUs] M KaTeropuid 3a00JieBaHM, MPH aMOyIaTOPHOM JICHEHUH KOTOPBIX JICKAPCTBEHHBIE CPEACTBA W M3/IEINS MEUIIMHCKOTO
Ha3Ha4YeHMs OTITYCKAIOTCA 110 pelienTaM Bpadell OecruiarHo, u [lepeuneM rpynn HaceneHus, NpH amOyIaTOPHOM JIEYUEHHH KOTOPBIX
JIEKapCTBEHHBIE CPEJCTBA OTITyCKAIOTCA IO penentaM Bpadell ¢ S0-TIpOIeHTHOM CKUIKOHM, YTBEPXKACHHBIMH IOCTAHOBJICHHEM
IpasuTtensctBa Poccutickoit @enepariu ot 30 utonst 1994 roma N 8907 ;

(TlommyHkT B penakuuy, BBeAeHHOU B neiictBue ¢ 21 aBrycra 2015 rona npuxazom Munzapasa Poccuu ot 30 utonst 2015 roma N
386H. - CM. TIPEIBIIYIIYI0 PEAAKITHIO)



CHocka 6 mommyHKTa 3 mpeapiayiel penakimu ¢ 21 aprycra 2015 roma cuntaercsi CHOCKO# 7 TIOMITYHKTa 3 HACTOSIIRH PENaKIIuy -
nipuka3z Munsnapasa Poccuu ot 30 utonst 2015 rona N 386H.

7 Cobpanue 3aroHOnaTenscTBa Poccmiicroit @eneparmu, 1994, N 15, cr.1791; 1995, N 29, ¢1.2806; 1998, N 1, ct.133, N 32,
¢1.3917; 1999, N 14, c1.1724, N 15, c1.1824; 2000, N 39, ¢1.3880; 2002, N 7, cT.699.

4) TpaxmaHaM, CTPaJAIONWIM OJKU3HEYTPOKAIONMMMH M XPOHHMYECKUMH  IPOTPECCHUPYIONWIMA  peAKUMH  (Op(aHHBIMH)
3a0071eBaHUAMH, PUBOASIIIMA K COKPAIIEHHIO TIPOJIOIDKUTEIBHOCTH YKH3HN TPaXKAaH U UX NHBATMIHOCTH S .

(HoamyHkT nononHUTENBHO BKMIoueH ¢ 21 aBrycra 2015 roga npukazom Munsapasa Poccun ot 30 nronst 2015 roga N 386H)

& [NlocranoBnenue IlpaButenscrea Poccuiicroit deneparmu ot 26 anpens 2012 roga N 403 "O nopsake BeneHus: denepaabHOro

pEerucTpa JuIl, CTPAJAMOIMX JKU3HECYTPOKAOIIMI U XPOHMUYCCKHMU TIPOTPECCUPYIOIIME pemkuMi (OpdaHHBIME) 3a00JICBaHUSIMHY,
MPUBOSIIMME K COKPAIICHUIO POIOJDKATENFHOCTH JKM3HU TPAKIAH M MX HHBATMIHOCTH, U €10 pernoHanbHoro cermenTa” (Cobpanue
3axoHozaTenscTBa Poccutickoit @enepartnm, 2012, N 19, c1.2428; N 37, ¢1.5002).

(CHocka nomonmauTebHO BRModeHa ¢ 21 aBrycra 2015 roma npukazom Munzapasa Poccrn ot 30 wronst 2015 roma N 386H)

35. TlpaBo BBHITHCHIBATH PEIENTHl Ha JICKAPCTBEHHBIC IIperapaThl IPaKIaHaM, MMCIOIFIM MpaBo Ha OCCIDIATHOE IONydeHHE
JIEKApCTBEHHBIX IIPETIAPaTOB MM MOJTydeHHUE JICKAPCTBEHHBIX MPEMapaToB CO CKUIKOH, TAIoKe MIMEIOT:

1) MemuIMHCKHE paOOTHUKM, pAaOOTAIONME B MEUIMHCKON OpraHW3allik [0 COBMECTUTENBCTBY (B Mpeseiax CBOCH
KOMITCTEHITNH ),

2) MemuuuHCKAE PAaOOTHHWKHM CTAIMOHAPHBIX YUIPSKICHUH COIHAIBHOTO OOCTY)KUBAHUS M WCIPABHUTENBHBIX YUPESKICHUH
(HE3aBHCHMO OT BEJIOMCTBEHHOI IPUHAUIEKHOCTH);

3) MemMIMHCKHEe PaOOTHUKM MEIMIMHCKUX OPraHn3allii, OKa3hIBAIONMX MEIHIIMHCKYIO TIOMOID B CTAMOHAPHBIX YCIIOBHSX, B
ClTydae, TIpeIyCMOTPEHHOM ITyHKTOM 29 HacTosrero [opsxa;

4) MEIMIUHCKAC pA0OTHUKA MEIUIMHCKUX OPraHW3alMii, OKA3BIBAIONMX MCPBUYHYIO MEIHKO-CAHUTAPHYIO IOMOII,
TIOIBEIOMCTBEHHBIX (heiepaTbHBIM OpraHaM MCTIONHHATEIBHOM BIIACTH WM OpraHaM HCIIONMHHUTETRHON BJIACTH CYOBeKTOB Poccuiickoit
Denepanuu:

a) TpayKIaHaM, pacxXobl Ha OECIUIATHOE JICKAPCTBEHHOE 00CCIICUCHIE KOTOPBIX B COOTBETCTBHH C 3aKOHONATENBCTBOM Poccriickoit
Denepariiil TOKPHIBAIOTCS 33 CUET CPENCTB (peAepaTbHOTO OIOIDKETa,;

0) WHBIM KaTeTopHsAM TIpaKOaH, pacxombl Ha OCIUIATHOC JICKAPCTBEHHOE OOECIEUeHHE KOTOPBIX B COOTBETCTBUH C
3aKOHOAATENECTBOM Poccuiickoit Defiepaliii  MOKPHIBAIOTCS 32 CYET CPEICTB OFOKETOB PA3YHBIX YPOBHEH U 0O0S3aTENBHOrO
MEIMIIHCKOTO CTPaXxoBaHHs;

5) WHAMBHUIyaTbHBIC TPEANPHHUMATENHM, 3aHMMAIONMECS YacTHOM MENWIMHCKOM TPAaKTHKONH M BKIIOYCHHBIE B PEECTp
MEMIMHCKIX OpraHU3alii, OCYIIECTBILIONIX JESITENBHOCTD B cepe 00s3aTeIbHOr0 MEMIIMHCKOTO CTPAXOBAHMSL.

36. He noryckaercsi BBIIMCHIBAaHWE PEIENTOB HA JICKAPCTBEHHBIC MpENaparhl IUIA JICYCHHUS TPaKAaH, MMEIOIIX ITIPaBO Ha
OecriaTHOE TONydeHHE JIEKAPCTBEHHBIX MPENapaTtoB WM TOMydeHHE JICKAPCTBEHHBIX MPEMapartoB CO CKHUIIKOW, METUIIMHCKAMHU
PaOOTHUKAMH CAaHATOPHO-KYPOPTHBIX OpPTraHHM3alNi, MEIUIWHCKAMU DPaOOTHHKAMH MEIMIIMHCKAX OpPTraHHM3allUi, OKA3BIBAIOIX
MEIMIMHCKYIO TIOMOI CTAIMOHAPHO FUJIM B YCJIOBHSX THEBHOTO CTAIIMOHApA, 32 MCKIIOMCHHUEM CIIydasi, TIPEIyCMOTPEHHOTO ITYHKTOM
29 nacrosiero opska.

37. Ilpy BBIIMCHIBAHWH PELCTITOB HAa JICKAPCTBEHHBIC IpErapaThl YIS JICUCHHS TPaKIaH, WMCIOINX IIpaBO Ha OecIuiaTHoe
TIOJTydEHNE JICKAPCTBEHHBIX ITPENapaToB MM ITOTyYeHHE JICKAPCTBEHHBIX MPENapaToB CO CKUIKOH, yKa3bIBaeTCs HoMep TenedoHa, 1Mo
KOTOPOMY paOOTHHUK alTeUHON OpraHU3alliK TIPH HEOOXOMUMOCTH MOXKET CONTACOBAThH C MEAUIIMHCKAM PAOOTHUKOM CHHOHUMHYECKYIO
3aMeHy JICKapCTBEHHOTO ITperapara.

38. Ha penentypHom Omanke ¢opmbl N 148-1/y-04 (;1) u dopmbr N 148-1/y-06 (J1) penient BHIMHUCHIBACTCS METUIIMHCKAM
PabOTHUKOM B JIBYX SK3EMIUIAPAX, C ONHMUM JK3EMILULIPOM KOTOPOTO MAIMEHT OOpalpeTcss B anTeuHyK OpraHu3anuio. Bropoii
SK3EMILTSP PerienTa MPUOOITRETCS K MEJMITHHCKONW KapTe MaIlieHTa.

(Ilyakr B pemakiiy, BBeeHHOU B mericTBHe ¢ 21 aBrycra 2015 roma npukazom Munsapasa Poccun ot 30 ntonst 2015 roma N 386H.
- CM. TIpenpIyIyIo PEeNaKIio)

39. Haprotnueckue M IICHXOTPOIHBIE JIeKapcTBEHHbIE mpemnaparbl cnucka Il Tlepeunst (3a MCKIIOMEHHEM JIEKAPCTBEHHBIX
MpEnapaToB B BUJIE TPAHCACPMAIBHBIX TEPANIEBTHUECKIX CUCTEM) JUTS JISUCHHS TPKIaH, NMEIOIIX IIPaBo Ha OECIIaTHOE MONydeHHe
JIEKapCTBEHHBIX MPETapaToB MM TOIydeHHs JIEKAPCTBEHHBIX MIPEMapaToB CO CKU/IKOM, BBITUCHIBAIOTCS Ha CIIENHUATEHOM PELeNTYPHOM
OnaHKe HA HAPKOTUYECKOE CPEACTBO M IICHXOTPOITHOE BEIECTBO, K KOTOPOMY JONOIHHTENBHO BBINHCHIBAIOTCS PELENTH B JIBYX



9K3EMILISIPaX Ha perentypHoM Onanke gopmbr N 148-1/y-04 (1) nimm gopmbr N 148-1/y-06 ().

(Ilynxkr B penakimu, BBeIeHHOH B AeiictBre ¢ 21 aBrycra 2015 rona npukazom Munzapasa Poccruu ot 30 uronst 2015 roma N 386H;
B penaxkuuu, BBeneHHoH B aeictBue ¢ 30 urons 2016 roma npuxasom Munsapasa Poccun ot 21 ampens 2016 roma N 254n. - Cm.
TIPES/BILYLLYEO PELAKLIHIO)

40. HaproTuueckue 1 ICUXOTPOIHBIE JiekapcTBeHHbIe Tpernapatsl criucka Il [lepeuns B Buzie TpaHcaepMaibHBIX TEPAeBTUYECKIX
CHCTeM, TICHXOTPOITHBIE JIeKapcTBeHHBIe Tpenapatsl crmcka 111 [lepedns, nHbIe TeKapcTBEHHBIE CPEICTBA, MOMICKAIIE TPEAMETHO-
KOJIMYECTBEHHOMY YUETY, JIEKApCTBEHHBIE TIperaparhl, 00Ja/Iarolye aHab0IMIeCKOi aKTHBHOCTHIO, KOMOMHHPOBaHHBIC JIEKAPCTBEHHBIC
MperapaThl, YKa3aHHbIC B TIOAIYHKTE 4 TYHKTa 9 HACTOSIIETO MOPS/IKA, TIPEeAHA3HAYCHHBIC TS JICUCHUS TPAKIAH, UMCIOIIMX IPaBO Ha
OecrtaTHOE TIONy4eHHE JIGKAPCTBEHHBIX TIPEMapaToB WIIM TIONydeHHE JIGKAPCTBEHHBIX TPEMapaToB CO CKHUKOH, BBITHMCHIBAIOTCS Ha
perientypHoM Onmanke N 148-1/y-88, k KOTOpOMy DOMOJHUTEIBHO BBITHCHIBAIOTCS PELENTH B JBYX 3K3EMIUIIpax Ha PElEeNTypHOM
Omanke opmbl N 148-1/y-04 (o) v dopmbr N 148-1/y-06 (0n).

(Ilynxkr B penakumu, BBeAeHHOH B AeiictBre ¢ 21 aBrycra 2015 rona npukaszom Munzapasa Poccuu ot 30 uronst 2015 roma N 386H;
B penmakiuu, BBesieHHOW B nevictBue ¢ 30 uronst 2016 roga mpukazom Munznpasa Poccuun ot 21 ampens 2016 roma N 254H. - Cm.

TIPEBIIYIIYIO PEAAKIIIIO)

Ilpunoxenue N 1
K [lopsanky

Ipeae/1bHO TOMYCTHMOE KOJIAYECTBO OT/IeIBbHBIX HAPKOTHYECKHX M IICHXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB IS
BBIIUCHIBAHHSI HA O/IUH PelenT
(c m3menenusivu Ha 21 anpenst 2016 roma)

N /o HanmenoBanne KomnuaectBo
HApPKOTHYECKOTO U
TICHXOTPOITHOTO
JIEKAPCTBEHHOTO

mpernapara
1. Bynpenopgua

®opma BBIITyCKa U
JI03UPOBKa

Tabnerxu mis 50 Tabm.
CYOIMHIBAJIGHOTO
mpuema 200 Mkt u 400

MK

PactBop 1151 MHBEKUNH,
AMITYJTBI, NPT
TI0OMKK 300 MKT/MIT 1
MIT

30 amITy: uM OIpHL-
TIOOMKOB

2. Bynpenopdwx

amrryre 300 MKr/v 2
M

15 ammyn

TpancaepmabHas
TeparneBTUIECKast
cucTeMa

3. bynpenopdmn

35 MKr/4 20 mmacrt.
52,5 Mxr/a

70 MKT/4

10 mmacr.

5 macr.

Juruapoxoaens (AI'K
KonTrHYyC)

Tabnerku
TIPOJIOHTUPOBAHHOTO
JIEUCTBUS IS IpUEMA

BHYTPb

60 mr

40 Tabm.

90 mr

30 Talu.

120 Mr

20 Tabi1.

Mopdwa

PactBop 1151 MHBEKUNH,
pactBop Iis
ITO/IKO)KHOT'O BBEJIEHMS,
amrryrst 10 mr/mo 1 Mo

20 amrryn

(Tlo3utust B pefaKiim, BBeeHHON B neticTBre ¢ 21 aBrycra 2015 roma mprkasoM
Mumnznpasa Poccun ot 30 uronst 2015 roma N 386H. - CM. IpeAbIAYIIyIO PEAAKIIIO)

OMHOITOH

PactBop
TIOKOKHOTO BBEICHUS,
ammynel 0,72 + 5,75 +
2,7+ 0,36 + 0,05 Mr/m
nld44+11,5+54+
0,72 + 0,1 mMo/mn

st | 20 amrmyn




(Tozuums B pemakuum, BBeneHHOH B AeiicTeure ¢ 30 uromst 2016 roga mpukasomM
Mumnznpasa Poccun ot 21 anpenst 2016 roma N 254H. - CM. TpeapIIyIIyo PeaKIyio)

7. Ipomenon Tabnerxm st mpuema | 50 TabneTox
(TpuMenupuanH) BHYTpb 25 Mr

(TTozwmus B peakiiy, BBECHHON B fericTBHeE ¢ 21 aBrycra 2015 romga mpukasom

Munznpasa Poccuu ot 30 utonst 2015 roma N 386H. - CM. peAbIAyILyI0 PEAAKIIIIO)

8. Ipomenon PactBop st maBEKINH, | 20 amMITyit (ImmpHII-
(TprIMENMpUANH) aMITyIIBI (TIITPHIL- TIOOUKOB)

TI0OMKH) 10 Mr/™miT 1

i1, 20 mr/vor 1 mon

(Mozwmms B pemakuuy, BBeICHHO! B AericTBHe ¢ 21 aBrycra 2015 roma mpukasomM
Mumsapasa Pocern ot 30 urons 2015 roga N 386H. - CM. IpeApIAyIIyr0 peIaKIIHIO)

0. Mopgua (MCT Tabnerxu (Karcyssl)

KOHTHHYC WM APYIHe | TIPOJJICHHOTO NEHCTBUS

AHAJIOTH JUIS IPHEMa BHYTPb

MPOIOIDKUTEIEHOCTHEO

elcTBUS HEe MeHee 12

4acoB)
10 Mr 180 Tabm. (karmc.)
30 mr 60 Tabm. (xaric.)
60 mr 30 Tabmn. (xaric.)
100 Mr 20 Tabu. (karic.)
200 Mr 20 Tabm. (karic.)

(ozwmms B pemakuuy, BBeICHHO! B AericTBHE ¢ 21 aBrycra 2015 roma mpukasom
Mumsnpasa Pocern ot 30 urons 2015 roga N 386H. - CM. IpeApIAyIIIyr0 peIaKIIHIO)

10. Ipocumon Tabnerxu mis 50 Tabm.
OykkanmsHOTO Tprema 10
Mmr u 20 Mr

11. Ipocunon PactBop my1st uabekumi, | 50 amryn
amrryrs! 10 mr/mo 1 Mo

(TTozwmms B pemakiiy, BBeIEHHON B fericTBHe ¢ 21 aBrycra 2015 roma mpuxasom
Mumnznpasa Poccuu ot 30 utonst 2015 roma N 386H. - CM. IpeAbIAYIIYIO PEAAKIIIIO)

12. DeHTaHuI TpancaepmaibHast
TeparieBTHYCCKast
chcTemMa
12,5 mMxr/gac 20 rutacr.
25 Mkr/gac 20 riact
50 MKr/9ac 10 macr.
75 MKr/4ac 10 maacr.
100 mkr/gac 10 rmacr.
13. DenTanmn TabmeTku 50 Tabnerok

noxbs3eaHbie 0,1 Mr;
0,2 mr; 0,3 mr; 0,4 mr;
0,6 mr; 0,8 M

14. Konenn (komenHa Topormok 02r

tocdar)

15. Hatpust okcnOyrupar | PactBop mist nprema 2 qwiakoHa
BHYTPB 66,7%, cuport

Ul ipreMa BHYTpb 5%
16. Byropdanon PactBop st unbekuuit | 20 ammyi

2 mr/mi 1 Mot
17. HanbGydun PactBop st unbekuuii | 50 ammyn

10 mr/mom 20 mr/mot 25 ammynn
18. DenobapbuTan Ta6nerxu 50 mr, 100 mr | 50 TabneTox

(TTo3urust TOMOHAUTENBHO BKTIOUeHa ¢ 21 aBrycra 2015 roza mpukazom MuH3IpaBa
Poccuu ot 30 utonst 2015 roma N 386H)




(c u3smenenusimu Ha 21 anpenst 2016 roza)

N o/ HaumenoBanue ®dopma BbIITycKa U Komuectso
JIEKapCTBEHHOTO ITperapaTa JIO31POBKA
1. KoMmbuHmMpoBaHHbIE Bee nekapctBennbie | He Oonee 0,2 1%
JIeKapCTBEHHBIE TIPETIapaThl, (opMBI
cozieprkanme KojienH (conu
KOJICUHA)
2. DdenprHa rMAPOXITOPUT 1 TTopormok 0,6r
Jipyrue coim 3¢eapuHa
3. Teodenpun, Teodenpun-H, Tabnetku 30 Tabm.
Heo-Teodenpun
4. Comyran PacrBop 50 M1, 30 Mt | 1 dwtakon
5. Crnia3aMoBepaiyH, Tabrerku 50 Tabm.
CnazmoBepamriH-Heo
6. Jpyrie KOMOMHUpPOBaHHbIE Bce nexapcreHHble 1 ymakoBka
JIeKapCTBEHHBIE TIPETIapaThl, (opMeI
cozeprkanpe denpuHa
THIPOXIIOPHUL ¥ TIOISHKAIIE
TIpeIMETHO-
KOJITYECTBEHHOMY y4UeTy
7. KoMmbrHmpoBaHHBIE Bce nexapcTeHHbIe 1 ymakoBka
JIeKapCTBEHHBIE TPENapaThl, thopmbI
coJieprKalpe rceBoaqepruHa
TUIPOXITOPHJT U TTOICIKAIIIIC
TIpeIMETHO-
KOJIMYECTBEHHOMY yUETY
8. Knonnmna Ta6nerxu 0,075 mr; 1 ynakoBka
0,15 mr
PactBop st 1 ymakoBka
uabekuunii 0,1 Mr/mn
Karmm rmazasre 5 TFOOHMK-
0,125%, 0,25%, 0,5% | KameabHHMIL
pacTBop
9. JlexapcTBeHHBIE MIpenaparhl, Bce nexapcTBeHHBIC 1 ynmakoBka

obnajarorpe aHabOIMYECKOM
AKTHBHOCTHIO (B COOTBETCTBUH
C OCHOBHBIM
(hapMaKOJIOTTYECKIM
JICHCTBUEM)

thopmsi (32
HCKITIOUCHHEM
JIeKapCTBEHHBIX (hOpM
U151 HApY)KHOTO
TIPIMEHEHUS - TN,
KpPEMBI, Ma3H)

(TTozwmms B peakiiy, BBEICHHON B AericTBHE ¢ | stHBapsg 2017 roma mpuka3soM
Mumnsnpasa Poccuu ot 21 anpenst 2016 roma N 254H. - CM. IpeabIIyIyo PeAaKIHo)

10. KoMmbrampoBaHHBIC Bce nexapcTBeHHbIe 1 ynakoBka
JIEKAPCTBEHHBIE NIPEAPATHI, (opMmBI
coiepKarme
(beHMITIPOTIaHOIAMHH 1
TO/UIeKAIIE TIPEAMETHO-
KOJIMYECTBEHHOMY yUETY

11. [Mozumms yrparvna cuty ¢ 21 aBrycra 2015 ropa - npukas Munsnpasa Poccun
ot 30 urons 2015 roma N 386H. - CM. IpeABIAYILYIO PENAKIUIO.

12. BenzobapouTar Tabnerrkn 50 mr, 100 | 1 ymakoBka

Mr
13. [pumu o Tabmerxm 125 mr, 250 | 1 ymakoBka

mr

Ipunoxenue N 2
K [opsiaxy

PexoMeHI0BaHHOE KOJIMYECTBO OTAEJIbHBIX JIEKAPCTBCHHLIX MPENAPATOB /ISl BLINMCbIBAHUA HA OUH peluenT



* Ilpy BBIMMCBHIBAHUU U OTITYCKE JIEKAPCTBEHHOTO IperiapaTa, COIepKaIliero COJM KOIeWHa, MPOM3BOIUTCS MepecueT Ha KOIeHH
OCHOBaHHE.

ﬂOHyCTHMbIe K UCITOJIB30BAHUIO PEHECNITYPHbIEC COKPAIIKCHUA

CoxparreHne INonuoe Hanmcanue | [lepeBon
aa ana 110, TIOPOBHY
ac.acid. acidum KHCIIOTa
anp. ampulla amryna
aq. aqua BOZIA
aq. destill aqua destillata JCTHILTUPOBaHHAS
BOZIA
but. butyrum Macro (TBepioe)
conp., cps compositus (a, um) CITO>KHBIN
D. Da (Detur, Bbipaii (mycTb
Dentur) BBIIAHO, ITYCTh
OyzieT BBIZIAHO)
D.S. Da, Signa Beiaii, 06030246
Detur, Signetur ITycts Oyzet BbIIAHO,
0003Ha9eHO
D.td. Da (Dentur) tales Beoimait (ITycts Oymyr
doses BbIJIaHbI) TAKKUE J03bI
Dil dilutus Pa3BEACHHBIN
div.in p.aeq. divide in partes

pa3aciii Ha paBHbIC

aequales 4acTH
extr. extractum 9KCTPAKT, BBITSDKKA
f fiat (fiant) Ilycts oOpazyercst
(obpazyrorcs)
qtt. qutta, guttae Karuis, Kariu
nf. infusum HacTOH
n amp. in ampullis B aMITyJax
n tabl. n tab(u)lettis B TaOJeTKax
lin. linimentum HKHUJIKAST Ma3h
lig. liquor KUIKOCTh
m pil. massa pilularum MTATIOJTBHAST Macca
M. Misce, Misceatur Cwmennii (ITycts Oyner
CMEIIRHO)
N. numero YHCIIOM
ol oleum Macio (GKHJIKOE)
past. pasta racra
Ppl pilula TTHUITEOITST
p.aeq. partes aequales PpaBHbIE YacTu
ppt., praec. praecipitatus OcaxaeHHbIN
pulv. pulvis Topormok
g.s. quantum satis Ckoipko moTpedyercs,
CKOJIBKO HAJI0
r., rad. radix KOpEHb
Rp. Recipe Bozpmu
Rep. Repete, Repetatur IosTopu (ITycts Oymer
TIOBTOPEHO)
rhiz. rhizoma KOPHEBHIIE
s. Signa, Signetur Oo60o3naub (Ilycth
OymeT 0003HaUEHO)
sem.

semen ceMsi

Ipunoxenue N 3

CrpaBo4HO



Sir.
sol.

supp.
tabl.

t-ra, tinct.

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

TIPOCTOM
CHpOIT
pacTBop
cBeua
TabneTKa
HacTOHKa
Ma3b
CKIISTHKA

Tlpunoxxenue N 2

(c m3menenmsimu Ha 21 anpenst 2016 rona)

B peuentyphbiii Onank "®opma N 148-1/y-88" ¢ 1 suBaps 2016 rona BHeceHbI M3MeHEHHMs pukazoM Munznpasa Poccun ot 30

ntoHst 2015 roma N 386H.

- CM. TIpe/IbIIyIIyIO PEIAKIHIO.

MuUHHCTEPCTBO 31paBOOXPAHEHUS

Poccuiickoit @eneparu
HaumeHnoBanue (turami)

MEUIUHCKOU OpraHu3aluu

Copun [ | | [ | NL[][]]

PELIENT

PELENTYPHBIN BJIAHK

Kon ¢opmsr mo OKY/T 3108805
MenuurHCKas! TOKyMEHTaLHsT
®opma N 148-1/y-88
VYTBepiKIeHa IPUKA30M
MuHMCTEPCTBA 3APaBOOXPAHEHHS
Poccuiickoit @eneparyu

ot 20 nexadpst 2012 rona N 11751

n n

(0ama svinucku peyenma)

(B3pOCIIBIH, JETCKUH - HY)KHOE TIOTICPKHYT)

®.NM.0O. nmarmenTa

Bospacr

(nonHocmuio)

Anpec WM HOMep MEAMIIUHCKOM KapThl MAIIUEHTa, TOMYJaoIero MEIUIIMHCKYIO TIOMOIIp B
aMOyIaTOPHBIX YCIIOBUSIX

®.1.0. neyvarero Bpaya

Py0. Kom. Rp:

(nonrHocmyio)



Tloamuce u nu4Hast evathb M.IL
Jieyalrero Bpayda

Penent neiictBuTelieH B TeueHue 15 nHen

B penentypusiii 6nank "®opma N 1107-1/y" ¢ 1 suBaps 2016 rona BHeceHbI M3MeHEHHMs pukazoM Munznpasa Poccun ot 30
ntons 2015 roma N 386H.

- CM. TIpeIpIIyIIyIO PENaKIHO.

PELENTYPHbIN BJIAHK*
MuHHUCTEPCTBO 3APaBOOXPAHEHUS
Poccuiickoit @eneparu
HanmenoBanue (turamm) Kon ¢opmsr no OKY/]
MEIMIIMHCKON OpraHu3aluu Kon yupexnenust mo OKIIO

MenuuuHCKas JOKyMEHTALUs
®opma N 107-1/y

YT1BepxIIeHa TPUKA30M
MuHKCTEepCTBA 3APaBOOXPAHEHHS
Poccuiickoit ®eneparyu

ot 20 nexadpst 2012 rona N 11751

PELEINT

(B3pOCTIBIiA, AETCKUIA - HY>KHOE TIOTUEPKHYTH)

®.N.O. nanpenTa
Bospacr
®.1.0. nevarero Bpaya

pyo.I koI Rp.

Iomnucek v nuyHas neyars Jieyalero Bpada MIL
Penenr nelictBuTeNieH B
Teuenue 60 mHel, 1o 1 roma ( )

(HeHydICcHOe 3aUepKHYmb) (YKazamv KOIU4ecmeo Mecsyes)

* . U1 pEUETITYPHBIX 6J'IaHKOB, H3TOTOBJIAEMBIX U TIOJIHOCTBIO 3AITOJIHACMBIX C MCITOJIE30BAHUEM KOMITBIOTEPHBIX TGXHOJ'IOFI/II‘/'I,
BBOJATCA JOIMOJTHUTEIbHBIC PEKBU3UTHI (HOMep u (I/IJ'II/I) cepnﬂ) 1 MECTO 11 HAHECCHU A LITPUX-KOAaA.

B penentypHbIii 6mank "@opma N 148-1/y-04 (01)" ¢ 1 smBapst 2016 rona BHeCEHBI H3MeHEeHUsI Tiprka3zoM Mun3zzipasa Poccun ot 30
ntons 2015 roga N 386H;
B penentypHbiii 6mank "@opma N 148-1/y-04 (11)" ¢ 30 utonst 2016 roma BHECEHBI U3MEHEHMs Tprka3zoM MuH3npaBa Poccru ot 21



anpenst 2016 roma N 254H.
- CM. IpeIbUIyILyI0 PEIaKIIHIO.

PELIENITYPHBIM BJIAHK
MuHHCTEPCTBO 3PaBOOXPAHEHUS
Poccuiickoii @enepayu
v [ [T T] VTBEP)KJIEHA

rpukazoM MuHucTepcTBa
31PaBOOXPAHEHHUS
Poccuiickoit @eneparu

Kon MeauiHCKo# opraHu3anuu

ot 20 nexadpst 2012 rona N 11751

Kon dopmer mo OKY/1 3108805

®opma N 148-1/y-04 (;1)

Kon xareropuu | Kox Ho3zomormueckoit | Mcrounnk % ommaTsl: Kon nexkapcTBeHHOTO cpesicTBa (3aroHseTcs
TpaKIaH ¢opmer (mo MKB-10) | duHarcHpoBaHms: (TTOT9epKHYTH) B alITEYHON OPraHN3AIIHN )
(TOTIEPKHYTH) 1. BecmatHO
S| S S L L L |1. ®enepanbHblit 2. 50%
2. Cyonexkt Poccuiickoii
®denepanun
3. MyHHULIUTTIAITBHBIA
PELIEIT Cepust N Jlata BBITIHCKA: [I:I |:|:| 20 T
®.N.0. nanpenTa [Hara poxnenus | | | | | | | | | | |
CHUWIC
N noymca
00s13aTeNIEHOTO
MEIMIITHCKOTO
CTpaxXOBaHMSL:

Homep MeauuHCKoH KapThl HalEHTa, MOITYJarOIETO
MEAULIUHCKYEO TIOMOII B aMOYJIaTOPHBIX YCIOBHUSIX

@®.1.0. nevarero Bpada

Py6.I Kor.I Rp:

(kox JTeyalrero Bpada)

Ioamuck 1 TMyHas reyars Jeyalero Bpaya MIL

Peuenr nelicrBurenen B teuenue 15 mueit, 30 aueit, 90 queil (HeHy)XHOE 3a4EpKHYTh)

(3anonHstercst cenuaaICToM anTeuYHON
OpraHH3allK)

OTIIYIIEHO 110 pelenTy:
Jara ormycka: " "

TOpl"OBOG HauMCHOBAHUC U JO3UPOBKA:

Komuuectso:
Iposepun:

20

Ipurorosu: Otmycrun:




.. (uHMS

OTphIBA)
Koperok perientypHoro onanka Cnoco6 npuMeHeHust:
HavmenoBanue nekapcTBEHHOTO TIponomxuTebHOCTD HEHn
Tpernapara:
JozupoBka: Konuyectso npruemoB B JieHb: pa3
Ha 1 mpuem: i

B penenrypusiit 6nank "®opma N 148-1/y-06 (1) ¢ 1 smBapst 2016 roza BHeceHbI M3MeHEHHMs1 Tipruka3zoM Munzapasa Poccun ot 30
nrons 2015 roga N 386H;

B penentypneiii Onank "®opma N 148-1/y-06 (;1)" ¢ 30 urorst 2016 rona BHeCeHBI H3MEHEHHS TpHKa3oM Mun3npasa Poccuu ot 21
anpens 2016 rona N 254H.

- CM. TipenbIAyIIyro PeAAKIIHIO.

PELIENTYPHBIN BJIAHK

MuHHUCTEPCTBO 3APaBOOXPAHEHUS
Poccuiickoit denepannu MECTO JI IITPUX-KOJA

MenuuuHcKas OpraHu3ays

v [T TTT] YTBEPXKJIEHA

puKa3oM MHUHHCTEpCTBA
31PaBOOXPAHEHHS
Poccuiickoit denepannu
ot 20 nexadpst 2012 rona N 11751
Kong OI'PH Kox dopmer mo OKY/T 3108805

INNNNNEEEERENEN @oprva N 148-1/y-06 (1)

Kon Kon Ucrounmnk % OIJIaThI U3 Penenr
KATETOPUHM  HO3OJIOTMYECKOH | MHaHCHpPOBa- HCTOYHHKA JICACTBUTEIICH B
TpaXkIaH
(opMBI HUSL: (MHAHCHPOBAaHUS:  |TeUCHHE
(mo MKB-10)  |1) denepanpHbrii 1) 100% 15 nuei,
OromKeT 2) 50% (ayxHOE 30 aueid,
2) OromKeT TIO/TICPKHYTH) 90 mueit
CyOBeKTa (HyXHOE
Poccuiickoit MOTYEPKHYTH)
®denepanyu
3) MyHMLIMTIATBHBIA
OromKeT
(myxHOE
TIO/TYCPKHYTh)
PELIEITT Ceprn N oo L L LT

®.1.0. nanuenTa

Jara CHWIC
POKIEHUS

N nosnuca 00s3aTeIbHOIO
MCIUITUHCKOIO CTpaxOBaHUA




HomMep MeIMIIMHCKOW KapThl MAIHEHTA, MONTYYarOIero MEIUIITHCKYIO TOMOIIL B aMOYITaTOPHBIX
YCIOBUSIX

®.1.0. nevarero Bpaua

Kon
JIealrero Bpava

Boimucano: (3amONHSIETCSI CIEMATTMCTOM alTeUYHOW OpraHn3aIluH )
Rp: OTITyIIEHO TI0 PerenTy:

[Hara oTmycka

Kon nexapctBeHHOrO
D.td. perapara
Jo3upoBka ToproBoe HaIMEHOBaHHE
KommuectBo equHuUIL
Signa
Iommucs Jiedarrero Bpaua Komaectro
Y JIMYHAs TICYaTh JICYAIIEro Bpaya Ha o6ryro cymmy

M.IL
(7mMHMA OTpEIBA)

Kopemok PELETITA Cepust N or
Cnoco0 npuMeHEeHUS: HanmeHnoBanwne nekapcTBEHHOTO
IpogomxuTensHOCTH JTHEN rpemnapara
KommdecTBo nprueMoB B IcHb pa3
Ha 1 npuem en. Jo3upoBka:

Ipunoxenue N 3

Topsok oopmiieHHs pelieNTYPHBIX 01AHKOB HA JieKAPCTBEHHbIE NpenapaThl, UX yYeTa M XpaHeHus!
(c m3menenusivu Ha 21 anpens 2016 roza)

I. Opopmnenne penenTypHbIX 0JJAHKOB
1. Ha pententyprbix 6i1ankax gopmbl N 107-1/y, He uMetompx HoMep H (WJIH) CEpHI0, MECTO TSl HAaHEeCEHHS mprx-kora, N 148-
1/y-88, N 148-1/y-04 (;1) u N 148-1/y-06 (1) B 71eBOM BEpXHEM YNy TPOCTABIISETCS ILTaMII MEIUIIMHCKOH OpraHU3alliK C YKa3aHUEM ee
HAWMCHOBAHUS, aJipeca U TeedoHa.

JIomONMHAUTEFHO Ha perenTypHbIxX Onmankax gopmel N 107-1/y, nmetonmx HoMep U (M) CEPUI0, MECTO JUISl HAHECEHUS IITPUX-
koza, N 148-1/y-04 (1) u N 148-1/y-06 (1) npocTaBisiercst KoJi MEAMIIMHCKOW OpraHH3alHu.

Cepust perenitypHoro Omanka ¢opmbl N 148-1/y-04 (1) m ¢opmer N 148-1/y-06 (1) BKTFO4aeT Kom cyObekra Poccmiickoit
®Denepaninil, COOTBETCTBYIONWIN JBYM TIepBBIM ItudpaM OOIMEPOCCHICKOTO  KIaccu(uKaropa OOBEKTOB aIMHHHUCTPATHBHO-
TepputopuansHoro aenenus (OKATO).

2. Ha penientypHbIX OiaHKax, 0QOpMITIEMBIX HHANBHIYATBHBIMA TIPEATPHHIMATEISIMH, HMCIOIMHA JTUIICH3UIO HAa MEAMIIHHCKYIO
JIEATEIBHOCTh, B BEPXHEM JIEBOM YOIy THITOTPadCKiM CITOCOOOM WIIH ITyT€M IIPOCTAaBJICHHWS INTaMIia JODKCH OBITh YKa3aH ajpec
VHIMBUIYaJIBHOTO TIpeJIPUHUMATENs, HOMEp W JiaTa JIMLEH3WH, HauMEHOBAHHE OpraHa TroCyIApCTBEHHOM BJAcTH, BbIIABILETO
JITIEH3HIO.

(Tlyskr B penakiyu, BBeAeHHON B aetictBre ¢ 30 mroist 2016 roma mpukazom Munzapasa Poccuu ot 21 ampenst 2016 roma N 254H.

- CM. TIpeIbIyIIyIo PEeNaKIIio)

3. Penenitypsie Onanku ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04 (11) 3anonHsiercst MeMIMHCKIM pabOTHUKOM pa30op4rBo,
YETKO, YEPHUJIAMHU WJTH ITAPUKOBOU PYUKOI.

(Tlyskr B penakiyu, BBeAeHHON B aetictBre ¢ 30 mroist 2016 roma mpukazom Munzapasa Poccuu ot 21 ampenst 2016 roma N 254H.
- CM. IIpenbIyIyIo PeNaKIio)

4. Nomyckaercs oopMIIeHHE:

1) BCceX peKBH3UTOB pelenTypHbBIX O1aHKoB (opMbl N 107-1/y, nMeronyx HoMep | (HJIH) CEPHI0, MECTO TSI HAHECEHHS IITPUXKO/IA,
u opmer N 148-1/y-06 (1) ¢ ncTionp30BaHNEM KOMITHIOTEPHBIX TEXHOIOTHIA;



2) Bcex PEeKBU3UTOB (3a MCKIoueHHeM peksm3uTa 'Tlommuck nedarnero Bpada') peenTypHbIX OnaHkoB dopMbl N 148-1/y-88 u
¢dopmer N 107-1/y (He mMeroIX HOMep ¥ (WITH) CEPHE0, MECTO T HAHECCHHS [ITPHXKONA) C FICTIONIF30BAHIEM ITeYaTAIONX YCTPOHCTB.

(Ilynkr 4 B pemaxiuy, BBeaeHHOU B neiictBue ¢ 21 aBrycra 2015 roma npuxazom Munsnpasa Poccun ot 30 uronst 2015 roma N
386H. - CM. TIpeIpIIYIIyI0 PEIAKITHIO)

5. Odopmirerne penentypHbix OmaHkoB (opmbl N 148-1/y-04 (1) m gopmer N 148-1/y-06 (1) BrTIOIaeT B ceOs 1u¢poBoe
KOJIUPOBAHHUE.

LindpoBoe KommpoBaHKe YKa3aHHBIX PELENTYPHBIX OTaHKOB BKITIOYACT B ceOsl:

1) KoM MEWIMHCKON OpraHM3alui B COOTBETCTBHM ¢ OCHOBHBIM TOCYIAPCTBEHHBIM perucTpanioHHBIM HomepoMm (OI'PH),
MPOCTABJIAEMBII [P U3TOTOBJICHUHU PELIENTYPHBIX OJIAHKOB;

2) oI KaTeropuu rpaxmuad (SSS), IMEIonMX MpaBo Ha MONYYCHUE JICKAPCTBEHHBIX MPEMapaToB B COOTBETCTBUH CO cTaThei 6.1
®DenepanpHoro 3akoHa oT 17 wromst 1999 roma N 178-®3 "O rocynapcTBEeHHOH COITUATEHON TOMOIIH'™ 1, ¥ KOIl HO30JIOTHYECKOH (hOpMBI

(LLLLL) mo MKB-10, 3amoiHsieMble JeYalliM BpadoM ITyTeM 3aHECEHUS KKIOH HUQPBI B MYCTBIC SYCHKA, NPH STOM TOUKA
MIPOCTABIISIETCA B OTCIBHOM STUEHKe;

1 Cobpanme 3akoHOmatenbeTBa Poccriickort deneparmu, 1999, N 29, ¢1.3699; 2004, N 35, c1.3607.

3) otMerka 00 wmcrounmke (wHaHCHpoBaHUA ((enepanbHbli Oomker [1], Oromker cyosekra Poccmiickoit deneparim [2],
MYHUIMIIABHBIN Orompket [3]) u mporienTe oruiars perenta (becruiarHo [1], 50% [2]), ocymecTBisieMas METUIIMHCKAM PaOOTHHKOM;

4) KOI MEOUIMHCKOIO pabOTHMKA YKA3bIBACTCS MEIMIMHCKAM pPaOOTHUKOM B COOTBETCTBHM C YCTAaHOBJICHHBIM OPIaHOM
WCHOJIHUTENBHON BiacTH cyObekra Poccuiickoit Deneparii B 00JIaCTH OXPaHBI 310POBbSI TPAKIIAH MEPESUHEM KOIOB MEIMLIMHCKUX
PabOTHUKOB, MMEIOIWIX [TPABO Ha BHIITICKY JIEKAPCTBEHHBIX IIPEMapaToB;

5) KOm JICKAPCTBEHHOTO Mperapara, MPOCTABIIEMbIi B AlTEYHOH OPraHU3AlMK TP OTIIYCKE JIEKAPCTBEHHBIX IIPEMapaToB,
BBINMMCAHHBIX HA peleNTYpHBIX Oankax GopMel N 148-1/y-04 ;1) 1 dopmbt N 148-1/y-06 (i1).

6. B penentypubix Omankax gopmbl N 148-1/y-88, N 107-1/y, gopmer N 148-1/y-04 (;1) u dopmer N 148-1/y-06 (;1) (manee -
peuenTypHsle Oiankn) B rpadax "®.J1.0. nanmenTa" ykazbIBaroTCs MOIHOCTHIO (AMHITUS, MSI M OTYECTBO (ITPY HAIMYMH) TTAIMEHTa.

(Ilynxkr B penaxiuu, BBeZieHHOH B aerictBue ¢ 30 utonst 2016 rona npukazom Munzapasa Poccun ot 21 ampenst 2016 roma N 254H.
- CM. IpeIpIIyIIyIO PENaKIIHIo)

7. B penentyprbix Onankax gopmsl N 148-1/y-88 u dopmsr N 107-1/y B tpade "Bozpact” yka3pBaeTcsi KOIMYECTBO MOTHBIX JIET
MaUeHTa, a s JIeTel B Bo3pacte 10 1 rofia - KOJIMYECTBO IOJTHBIX MECSIICB.

(AG3an B pemakuu, BBeicHHOM B neiictue ¢ 30 urons 2016 rona nprkazom Munsnpasa Poccuu ot 21 anpernst 2016 roma N 254H.
- CM. TIpeIbIIyIIyIO PENaKIIIIo)

B penentypapix Omankax ¢gopmer N 148-1/y-04 (o1) u gopmer N 148-1/y-06 (;1) B 1pade "[lata poxnaeHus" ykasbIBaeTcs Iara
POXKIEHUS ALMEeHTa (YUCII0, MECSL, TOT).

8. B pententypubix Omankax ¢opmbl N 148-1/y-04 ;1) m dopmer N 148-1/y-06 (1) B rpadax "CHWIC" u "N momwca 00s3aTeIbHOr0
MEIMITUHCKOTO CTPaXOBaHUS' YKa3bIBAIOTCS CTPAXOBOW HOMEP MHIMBUIYaILHOTO JIMIIEBOTO cyeTa rpakaannHa B [leHcnonnoM Qouzae
Poccutickoit eneparin (CHAJIC) (mpu HAIYKT ) 1 HOMEP IOJTHCa 00s3aTeIBHOIO MEMITMHCKOTO CTPaXOBaHMI.

(Ilynxr B penakumu, BBeieHHOH B feiictBue ¢ 21 aBrycta 2015 rona npukaszom Munzapasa Poccuu ot 30 utons 2015 rona N 386H.
- CM. TIpebIIyIIyIo PENaKIIIio)

9. B penentypHbix Orankax ¢gopmbl N 148-1/y-88 B rpade "Ampec win HOMEpP MEIMIIMHCKON KapThl MAIMCHTA, MOTyYaromero
METUIIUHCKYFO IIOMOIIH B aMOYJIATOPHBIX YCIOBUSIX' YKA3BIBACTCS MOHBIN ITOYTOBBIH apec MecTa JKUTEIBCTBA (MecTa MPpeObIBaHMs UITH
MecTa (PAKTHYECKOrO MMPOXKUBAHHS) MAIMEHTa MM HOMEp MEAMIIMHCKOM KapThl MAllMeHTa, TOMyYarolero MeJUIMHCKYIO TIOMOIb B
aMOyITaTOPHBIX YCIIOBHSX 2 .

(Tlyskr B penakiwu, BBeJeHHOH B jetictBre ¢ 30 uroist 2016 roma npukazom Munzapasa Poccuu ot 21 ampenst 2016 roma N 254H.
- CM. mIpeIbIIyIyIo PEeAaKIIIio)

2TIpuka3z MunucrepctBa 3apaBooxpaneHus Poccuiickoit ®@enepanmu ot 15 gexabpst 2014 toma N 834n "OO yrBepKIeHUH

YHUQUITUPOBAHHBIX (JOPM MEAMIIMHCKON TOKyMEHTAIINH, HCTIONB3YEMbIX B MEIUITUHCKAX OPTaHU3AIUSIX, OKA3bIBAIOIIX MEIUITMHCKYFO
MOMOIIL B aMOYTAaTOPHBIX YCIOBUSX, M TIOPSIKOB IO X 3aIlOiHCHURO" (3aperucTprpoBaH MUHHCTEpPCTBOM tocTuimu Poccuiickoit
®Deneparn 20 saBaps 2015 roxa, peructpannonHbiii N 36160).

(CHocka normonmHATEIbHO BRModeHa ¢ 1 saBapst 2016 roma nprkasom Munzapasa Poccun ot 30 mronst 2015 roma N 386H)

B penenitypubix 6mankax ¢opmbr N 148-1/y-04(1) u dopmer N 148-1/y-06 (;1) B rpade "Homep MEIMITMHCKON KapThl TAITUECHTA,
MOTYYAOIIET0 MEIUIIMHCKYIO TOMOIH B aMOYIaTOPHBIX YCIOBUSX' YKA3bIBACTCSI HOMEP MEUIIMHCKOIM KapThl MalleHTa, TOTyJaroIero
MEIUIIHCKYFO TIOMOIIH B aMOYJIATOPHBIX YCITOBHSIX.



(Ilynkr B penakiiuy, BBeIeHHOHU B feiicTBue ¢ 1 sHBaps 2016 roga mprxasom Munsnapasa Poccuu ot 30 uronst 2015 roga N 386H. -
CM. IpeABIIYLIYI0 PENAKIIUIO)

10. B mpade "®.11.0. revamero Bpada" pelenTypHBIX OJJAHKOB YKA3BIBAFOTCS MOMHOCTHIO (PAMIHS, MMS, OTYECTBO (TIPH HATMYHN)
MEIMIIMHCKOTO paOOTHHUKA, HMEIOIIETO TIPAaBO Ha3HAYCHHS M BHITHCHIBAHNS JICKAPCTBEHHBIX IIPETIapaToB.

(Ttyakr B pemakiiy, BBeCHHOH B mericTBHe ¢ 21 aBrycra 2015 roma nprukazom Mumsapasa Poccun ot 30 nronst 2015 roma N 386H.
- CM. pebUIyILyI0 PEIaKLIUIo)

11. Brpade "Rp" perienTypHBIX OTAaHKOB YKAa3BIBACTCST:

1) Ha JTATHHCKOM $3bIKe HAMMEHOBAHHWE JICKAPCTBEHHOTO Tperapara (MeXIyHapoIHOe HelaTeHTOBAHHOE WITM TPYHITUPOBOYHOE,
1160 TOProBOE), €r0 JO3HPOBKA, KOJIMYECTBO;

(TlonmyHnkT B penaxiyu, BBeieHHOH B neictBue ¢ 30 uroms 2016 rona mpukazom Munsnpasa Poccuu ot 21 anpens 2016 rona N
254H. - CM. TIpepIIyIIyIO PEIAKITHIO)

2) Ha PYCCKOM HITM PYCCKOM M HAITMOHATLHOM SI3bIKaX CITOCO0 MPUMEHEHUS JISKAPCTBEHHOTO IIperapara.
12. 3ampengercst orpaHUUMBAaTHCS OOLMMU YKazaHUsAMH, Hanpumep, "Bayrpennee", "M3BecTHO".

Pazpenmrorest TONMBKO MPHUHSTHIC MPaBAJIAMH COKPAIICHHS 0003HAYCHHI; TBEpIpIe U ChITydre (PapMarleBTUYCCKUC CYOCTAHITHH
BheImuUckIBatoTes B rpammax (0,001; 0,5; 1,0), sxunkve - B MIJUTHIIMTpaX, TpaMMaXx M Karuisx.

13. Penenr, BbINMCaHHBIH Ha pPELENTYPHOM OJaHKe, MOMIMCHIBACTCS MEIMIMHCKUM PAaOOTHUKOM W 3aBEpSieTCsl €ro JIMYHON
I1€YaThIO.

JloTOMHAUTENBHO PEIenT, BEITICAHHEBIA Ha perenTypHoM Omanke ¢opMel N 148-1/y-88, dopmer N 148-1/y-04 (1) u dopmsr N 148-
1/y-06 (i1), 3aBepsieTcs IeyaThio MEWMIMHCKOM oprann3anuu "J{ins penentos'.

14. Ha omroM penentypHoM Onanke dopmel N 148-1/y-88, ¢opmer N 148-1/y-04 (1) 1 dopmer N 148-1/y-06 (i1) paspemmercs
BBINMCHIBATH TOJHKO OTHO HAMMEHOBAHHE JICKAPCTBEHHOTO TpeMnapara; Ha oHOM perienTypHoM Onmanke dopmbl N 107-1/y - He Gornee
TpeX HAMEHOBAaHHH JICKAPCTBEHHBIX IIPEIapaToB.

15. I/ICHpaBJ'IeHI/IH B pCLCHTE, BLINTMCAHHOM Ha PELHEIITYPHOM 6J'IaHKC, HC NOITYCKArOTCA.

16. Cpok neiicTBUS pelienTa, BBIIMCAHHOTO Ha perenTtypHoM OnaHke dopmer N 148-1/y-88 (15 mreit), dopmsr N 107-1/y (60 mrei,
10 1 rona), fopmsr N 148-1/y-04 (;1) u dopmbr N 148-1/y-06 (1) (15 mueit, 30 mueid, 90 nHel) yka3bIBacTCs IyTeM 3a4epPKUBaHUS WU
TIOTYCPKIBAHMSI.

(TlynkT B pemakimy, BBEICHHOH B AeiicTBHe ¢ 1 sHBaps 2016 roaa mpukazom Murzapasa Poccun ot 30 urons 2015 roga N 386H; B
penaxiuy, BBeaeHHOM B neiictBue ¢ 30 mromst 2016 roma mpukazom MumnzapaBa Poccum ot 21 anpenst 2016 roma N 254n. - Cwm.

TPEIBITYIIYIO PEIAKITHIO)

17. Ha obopotHO#1 cTropoHe perentypHoro Omanka ¢opmbl N 107-1/y (3a UCKTIOYEHHEM PEIENTYPHOTO OJaHKa, MOJTHOCTHIO
3aITOJTHSEMOTO C MCIOJIE30BaHIEM KOMITBIOTEPHBIX TEXHOJOTH ), perenTypHoro Onanka ¢opmer N 148-1/y-88 u gopmer N 148-1/y-06(11)
TevaTaeTcsi TabHIIA CISYIOIIETO COIEPIKAHMS:

TIpuroroBun TIposepun OrmycTun

18. Tlpu BBITIHICKE JIEKAPCTBEHHOTO Tperapara Mo peleHno BpadeOHOi KOMUCCHH Ha 000poTe perenTypHoro Omanka ¢opmbl N
107-1/y, dopmbr N 148-1/y-88, dopmbt N 148-1/y-04 (1) 1 dopmbt N 148-1/y-06 (11) craBuTes crienmanbHas OTMETKA (ILTaMT ).

(Ilynkr B pemakiiiy, BBeIeHHOM B feiicTBHe ¢ 21 aBrycta 2015 rona npukazom Munsapasa Poccun ot 30 ntons 2015 roma N 386H.
- CM. mpebIayIyIo penaKiuio)

19. Ha penentypaom Omanke ¢opmbl N 148-1/y-04 (1) u gopmer N 148-1/y-06 (31) BHU3Y HMeETCS JIMHUST OTPBIBA, Pa3ICIISFOITRS
PELENTYpHBII OIaHK U KOPEIIOK.

Kopermok oT perenTa, BBITHCAHHOTO HA YKa3aHHOM PELENTYPHOM OJaHKe, BBIIACTCS MAMEHTY (JIMILY, €r0 MPECTaBISIONEMY) B
anTeYHOM OpraHM3aliy, Ha KOpeIKe JelacTcss OTMETKA O HAaMMEHOBAHWHM JICKAPCTBEHHOTO IIpEerapara, IO3MPOBKE, KOJIMYECTBE,
crioco0e MPUMEHEHUs], U OH OCTaeTCsl Y MAlUeHTa (JIUIA, eT0 MPEICTABIISIOIETO).

20. OdopmIteHre CeUaIbHONO PEENTYPHOTO OJIaHKA HA HAPKOTUYECKOE CPE/ICTBO M MICUXOTPOITHOE BEIIECTBO OCYILECTBIISCTCS B
COOTBETCTBHH C TMpWKa3oM MuHmcTepcTBa 31paBooxpaHeHnsi Poccuiickoit ®Denmeparmu ot 1 asrycra 2012 roma N 540 "O6
YTBEPKICHUU (JOPMBI OJIAHKOB PELICTITOB, CONEPIKAIIMX HA3HAYCHUE HAPKOTUUCCKIX CPEICTB WIIH TICUXOTPOITHBIX BEILECTB, TIOPSIIKA X
M3TOTOBJICHHSI, PACIIPE/ICTICHHSI, PETUCTPALIUH, YIeTa M XPaHEHHS], a TAloKe MPaBii ogopMiteHHs".

II. YueT peuentypHbIX 0J1aHKOB.



21. Yuer peuentypHbix OnanxoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04 (11), M3roTaBInBaeMbIX THIIOTPAQCKIM CII0COO0M
(mamee pemenTypHBIC ONAaHKH, MOIISKAIFE YdeTy), OCYIIRCTBISICTCS B JKypHAIAX ydera, MPOHYMEPOBAHHBIX, MPOIIHYPOBAHHBIX U
CKPETUICHHBIX MOMITUACHI0 PYKOBOIUTEIIS M [IEYATHIO MEMIIMHCKON OPraHU3aIiy MK MTOMITHUCHI0 HHIMBUAYATHEHOIO IIPSITPUHAMATE]IS,
HMEIOIIRTO JIMIICH3HIO HA MEJTUITUHCKYIO JISSITEIBHOCT.

22. XypHan ydera perenTtypHbIX O1akoB dopmer N 107-1/y conepxut cnemyromyie rpadger:

1) HOMED TTO TTOPATIKY;

2) B paznene 'Tlpuxon'™

) J]aTa PETUCTPAIMH MTPUXOIHOIO JOKYMEHTA;

6) HOMep | J1aTa MPUXOIHOTO JOKYMEHTa, Ha3BaHHUE ITOCTaBIIMKA;

B) 00IIee KOJIMYECTBO MOCTYIMUBIIKX PEICITYPHBIX OJIAHKOB;

1) ®.11.0. 1 moITHCh OTBETCTBEHHOTO MEUITIHCKOTO PaOOTHHKA, TIOYUMBILETO PELIENTYPHBIC OJTAHKH OT TIOCTABIIHKA;

3) B paznene "Pacxon’™

a) JlaTa BBIIAYM PELICNTYPHBIX OJIAHKOB,

0) KOJMYECTBO BBIIAHHBIX PELIENITYPHBIX OJIAHKOB;

B) ®@.1.O. OTBETCTBEHHOTO MEIUIIMHCKOTO PAa0OTHHKA, TIOYIMBIIETO PEIENTYPHBIC ONIAHKH;

T) TIOJIKCh OTBETCTBEHHOTO MEIUIIMHCKOTO PA0OTHHKA, MONTYYHBIIETO PEICITYPHBIC OAHKY;

4) ®.J1.0. 1 momIrch OTBETCTBEHHOTO MEIMIIMHCKOTO PaOOTHHKA, BEIIABIIETO PELICTITYPHBIC OJTaHKI,

5) ocTaTok pernenTypHbIX OJIAHKOB.

23. Kypuan ydera peuentypHbix 61ankoB opm N 148-1/y-88 u N 148-1/y-04 (;1) coneprkuT ciemyromnme rpadbr:

1) HOMED 11O TIOPSIIKY;

2) B paznene 'Tlpuxon'™

a) J1aTa perucTpaLiy MPUXOIHOTO JOKyMEHTa;

©0) HOMep 1 JiaTa MPUXOHOTO JOKYMEHTA, Ha3BaHHE ITOCTABIIMKA,;

B) 00IIee KOJIMUYECTBO TOCTYITUBIIMX PEIIETITYPHBIX OJIAHKOB;

T) CepUH U HOMepa PELeNITYPHBIX OJIaHKOB;

JT) KOJTIMIECTBO PELETITYPHBIX OJTAaHKOB IO CEPUSIM;

n*) ®.J1.0. 1 mommch OTBETCTBEHHOTO MEIUITMHCKOTO paOOTHHKA, TIOMYIHBITETO PEICITYPHBIC OJAHKH OT ITOCTABIIMKA,;

* Hymepanusi COOTBETCTBYET OpUTHHATY. - [ IpriMedanue H3rotToBuTeNst 0a3bl JaHHBIX.

3) B paznene "Pacxon’™

a) J]aTa BBIIAYN PEIENTYPHBIX OJIAHKOB;

0) cepyu ¥ HOMEPa BBIIAHHBIX PEIIENTYPHBIX OJIAHKOB,;

B) KOJIMYECTBO BBIIAHHBIX PELICITYPHBIX OJIAHKOB;

1) ®.11.0. 0TBETCTBEHHOTO MEAUIIMHCKOTO PaOOTHHUKA, TTOTYIHBIIETO PEIIENTYPHBIE OTAHKH;

IT) TIOJIMUCH OTBETCTBEHHOTO METUIIMHCKOTO pabOTHHKA, TOMYIHBITETO PEIENTypHbIC ONaHKI;

4) ®©.J1.0. 1 HomIMCh OTBETCTBEHHOTO MEIMIIMHCKOTO PA0OTHHKA, BBIIABIIETO PELICITYPHBIC OJTaHKH;

5) ocTaTok perenTypHbIX OJTaHKOB.



24. Yuer cHelUaIBHBIX PELENTYPHBIX OJAHKOB Ha HApKOTHYECKOE CPECTBO M IICHXOTPOITHOE BEIECTBO OCYIIECTBISETCS B
COOTBETCTBHU C TpHKa3oM MuHHCTepcTBa 3nmpaBooxpaHeHHst Poccuiickoit ®enmepanmu ot 1 aBrycra 2012 roma N 54m "O0
YTBEp)KICHUHN (OPMBI OJJAHKOB PELIETITOB, CONCPKAIIIX HA3HAYCHHE HAPKOTHUECKIX CPEICTB MIIM IICHXOTPOIHBIX BEIIECTB, TIOPSIKA HX
W3TOTOBJICHHS], PACIIPENIEIICHHS], PETUCTPALIUH, ydeTa M XpaHEHHs], a TAloKe MPaBHiI oGopMIIeHHS".

II1. XpaHeHue peleNTYPHBIX O/IAHKOB.

25. B kaxmoi MEeIUITMHCKOM OpraHU3aluy IPUKA30M PYKOBOAUTENS Ha3HAYaeTCsl JIMIO, OTBETCTBEHHOE 33 XPAaHEHUE U yUET BCEX
BHUJIOB PELIENTYPHBIX OJIAHKOB.

26. PenienitypHble ONaHKH, TOMISKAIIME YIETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYEHHBIM PYKOBOIUTENIEM METUITMHCKON
OpraHU3aIHH, TI0]] 3AMKOM B METAJUTHYCCKOM MIKady (cetide) i METAIUTIYECKOM SIIHKE.

27. VIHIWBUIyabHBIA ITpeITpUHAMATENb, IMEIOIM JTUIICH3UIO HAa MEUIIHCKYIO IeSTEIFHOCTh, XPAaHUT PEICNTYPHBIC OIaHKH,
MOJTISKAIME YIETY, TTO]] 3aMKOM B METAIITNIECKOM IKady (ceiide) i MeTayuTiuecKOM SIIHKE.

28. TlocTOSIHHO JIEHCTBYIOIAS KOMHCCHS, CO3[aBaeMasi B MEMIIMHCKOI OpraHH3alliy, TPOBEPSIET COCTOSHUE XPaHEHUS, Ydera,
(paKTIYeCcKOe HAJIMYME H PACXO PEIIENTYPHBIX OIAHKOB, MTOMISKAIIMX YIETy, OIIMH pa3 B KBapTal

B ciydae HecoBmasieHUs] KHM)KHOTO OCTAaTKA PEIENTYpPHBIX OJaHKOB, MOMISKANMX Y4eTy, ¢ (PAKTHYSCKIM HAIMYHEM JIHIIO,
OTBETCTBCHHOC 32 XPAaHCHHE M YYCT PELENTYPHBIX OJAHKOB, HECET OTBETCTBEHHOCTh, IPEAYCMOTPEHHYIO 3aKOHONATEIBCTBOM
Poccuiickoit @eneparum.

29. PenenTypHbIe OTaHKH, MOUIEKAIIME YIETY, BBIIAIOTCA MEIUIIMHCKAM PaOOTHIKAM, MMEIOIIM IIPABO BITHCHIBAHIA PELICIITOB,
IO PaCIOPsDKEHUIO INIABHOTO Bpaya UM €I0 3aMECTUTEN.

[NomydeHnsle perienTypHBle ONaHKW, TOICKAME YUeTy, XPaHATCS MEAUNUHCKAMH paOOTHHKAMH B  ITIOMEIIRHISIX,
00ecIeYMBAOIIMX UX COXPAHHOCT.

30. XpaHeHue crienuanbHbIX PELETYPHBIX OJJAHKOB Ha HAPKOTHYECKOE CPEACTBO M IICHXOTPOITHOE BEIIECTBO M BBIaa YKa3aHHBIX
PELenTypHBIX ONTAaHKOB MEIWIIMHCKOMY PAaOOTHHKY OCYIIECTBIIIETCSI B COOTBETCTBUH C NPHKa30M MUHHCTEPCTBA 3APaBOOXPAHEHUS
Poccuiicroit ®enepanmu ot 1 aBrycra 2012 rona N 54n "O6 yrBeprkaeHun (OpMbI OJIAHKOB PELIETITOB, CONEpIKAIMX Ha3HAYCHHE
HapKOTHYECKUX CPE/ICTB MJIM TICHXOTPOITHBIX BEILECTB, TTOPS/IKA MX M3TOTOBJICHUSI, PACIIPE/ICNICHNS, PETUCTPALINH, YIeTa ¥ XPaHEHHS, a
TaroKe TpaBwi1 oGopMITeHUS".

Penaxunst nokymeHTa ¢ yuerom
M3MEHEHMH 1 JIOTIOJHEHHH TTOAr0TOBJICHA
AO "Konexc"

HC «TexoxenepT: 6 nokornenve» Murpaser



