[Tpuka3 MuHHCTEpCTBA 3APaBOOXPAHEHHS U cOLaIbHOro pazsutus PO ot 12 pespans 2007 r. N 110 O
MOpsiZIKe HA3HAYECHHUS U BHITUCHIBAHMS JICKAPCTBEHHBIX MIPENapaToB, U3ACTUI MEAUIIMHCKOTO Ha3HAYCHUS
U CIICIMATM3UPOBAHHBIX MIPOIYKTOB JICYEOHOT0 MUTaHus (C N3MEHEHUSIMU M JJOTIOJTHEHHSIMH)

IIpuka3 MuHHCTEPCTBA 31PaBOOXPAaHEHUs U couHaIbHOro pa3putus P® ot 12 ¢espans 2007 r.
N 110
"O nopsake Ha3HAYEHHUS U BHINMCHIBAHUS JTeKAPCTBEHHbIX NMPENapaToB, U3/1eJIHil MeIMIHHCKOTO
HA3HAYCeHUS U CHIeHAJM3UPOBAHHBIX NPOAYKTOB JIe4e0HOro NuTaHus"'

C n3MeHeHUSIMH B JONOJTHEHUSIMHU OT:

27 asrycra 2007 r., 25 cenrsiopst 2009 r., 20 stBaps 2011 ., 1 aBrycra 2012 r., 26 deBpans 2013 r.
T'APAHT:

OO0 yTBepXAE€HUHM TOpPs/JIKA HA3HAYCHHUS M BBIMUCHIBAHUS MEAMLUMHCKUX H3JENHUN, a Takke (opm
peLenTypHbIX OJAaHKOB HAa MEIUIMHCKHE HM3ACTHS M TOpsaka opOpMIICHUS YKAa3aHHBIX OJIAHKOB, MX
ydeTa u XpaHeHus cM. npuka3 Munsapasa Poccun ot 20 nexabpst 2012 r. N 11811

O nanbHEHIIEeM HCIIONIb30BAaHUH PEIENITYPHBIX OJIAHKOB CM. UCbMO MuH3zapaBconpa3sutus PO ot 13
ampens 2011 r. N 25-1/10/2-3633

CwM. nucemo Munsapascorpassutust PO ot 24 mas 2007 r. N 4185-BC

O paspelieHul HCIOJIb30BAHUS PELENTYPHBIX OJAHKOB paHEe yCTAaHOBICHHOM (POPMBI CM. MHCBMO
Munsapascorpaszsutus PO ot 15 aBrycra 2007 r. N 6155-BC

Wuopmarus 06 n3MEHEHHSIX

Ipuxazom Munzopascoypazsumus Poccuu om 20 smnsaps 2011 2. N 13u npeambynra nacmosiwyezo
NPUKA3A U3TI0HCEHA 8 HOBOU PeOaKyuu

Cm. mexem npeambynvl 6 npeovloyujeli peoaKyuu
B coorBerctBuM co crareeil 6.2. degepanpHoro 3akoHa ot 17 wmroms 1999r. N 178-@3 "O

rocyaapcTBeHHol cormanbHoi nomonmm” (CoOpanue 3akoHomarenbeTBa Poccuiickont ®@eneparmu, 1999,
N 29, ct. 3699; 2004, N 35, ct. 3607; 2006, N 48, cr. 4945; 2007, N 43, ct. 5084; 2008, N 9, cr. 817,
N 29, ct.3410; N 52, cr.6224; 2009, N 18, cr.2152; N 30, ct.3739; N 52, cr. 6417; 2010, N 50,
cT. 6603) m B memax oOecHeyeHWs TpaXKJaH, B TOM 4YHCIE HUMEIONIMX IPaBO Ha IOJIyYCHHUE
TOCY/IapCTBEHHOM COLMANBHOM momomy, Mo peuentaM Bpada (denpamepa) HEOOXOIUMBIMU
JICKApCTBEHHBIMHU TIpenapaTamMu, HU3IACTUSIMH MEJUIMHCKOTO Ha3HAueHHs M CIEeHUaTu3UPOBAaHHBIMU
NPOAYKTaMHU Je4eOHOro MUTAHUA JUIsl 1eTe-UHBAIMO0B, IPUKA3bIBAIO:

TAPAHT:

[To-BuarMOMY, B TEKCTE MpEbIAYIIEero ad3ama JoMylleHa ornevyarka. Jlary Ha3BaHHOTO TIOCTAaHOBJICHUS
cnenyet untath kKak 30 utons 2004 r."
1. Y1BepauTs:
1.1. ®opmy "CrnenunanbHblii peHenTypHblii OJaHK Ha HAPKOTHUYECKOE CPEICTBO M MCHXOTPOITHOE
BellecTBo" coriacHo npuiokennto N 1;
1.2. Hnctpykuuio mno 3amonHeHuio ¢opmel "CrnenuanbHblii  pelenTypHbId OlaHK Ha
HapKOTHUYECKOE CPEACTBO M IMCUXOTPOITHOE BEUIECTBO" COrMIacHO Mpuioxenuto N 2;
1.3. ®opmy N 148-1/y-88 "PeuentypHsiii 6nank" cornacHo npuioxkennto N 3;
1.4. Wuncrpykuuio mo 3anonHeHuto ¢opmbl N 148-1/y-88 "PeuentypHbiii OmaHk" coriacHo
npunoxenuto N 4;
1.5. ®opmy N 107-1/y "Penentypuslii 6mask™ cornacuo npuioxennto N 5;
1.6. Uucrpykuuro mno 3anonnenuto ¢opmel N 107-1/y  "Penentypubiii OnaHk" coriacHo
npunoxeruro N 6;
1.7. ®opmy N 148-1/y-04 (i) "Peuent” cornacHo npunoxennto N 7;
1.8. ®opmy N 148-1/y-06 (i) "Peuent” cornacHo npunoxennto N 8;



1.9. Uucrpykumto o 3anoiaenuio ¢popmbl N 148-1/y-06 (1) "Penent” u dpopmsr N 148-1/y-06 (1)
"Petent" cormacHo mpuioxkennto N 9;
TAPAHT:

[To-BuauMoMy, B TEKCTe Tpenblayliero abzala [omylieHa oredyartka. Bmecto ciioB:  (opmbl
N 148-1/y-06 (i) "Peuent"” u dopmbr N 148-1/y-06 (:1) "Penent"” ciemyer untats: "hopmbr N 148-1/y-04
(o1) "Penrenit” u popmbr N 148-1/y-06 (;1) "Penent”

Wuopmarus 06 n3MEHEHHSIX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 aneapsa 2011 2. N 13u ¢ nynkm 1.10 nacmoswezo
NpUKasa 6HeceHvl U3MeHeHUs

Cm. mexem nyHkma 6 npeovloyujeli peoakyuu
1.10. ®opmy N 305-1/y "XKypnan yuyera B mMeauuumHCKux opraHmzanusix ¢opmsr N 148-1/y-88
"Penentypubiid 6mask”, popmbr N 148-1/y-04 (i) "Penent”, dopmbr N 148-1/y-06 (1) "Peuent”, dhopmbr
"CrienuanbHbIi pelenTypHblid OJaHK HAa HAPKOTHYECKOE CPEACTBO U IICUXOTPOMHOE BEUIECTBO' COTJIACHO
npunoxenuto N 10;

Wnopmarus 06 n3MEHEHHSIX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 saneapsa 2011 2. N 13u ¢ nynkm 1.11 nacmoswezo
NpUKasa 6HeceHvl U3MeHeHUs

Cm. mexem nyHkma 6 npeovloyujeu peoakyuu
1.11. ®opmy N 306-1/y "XKypuan ydera B MeaunuHckux opranuzammsx ¢opmsr N 107-1/y
"Peuentypusiii 61aHk" cormacHo npunoxenuto N 11;

Wuopmarus 06 n3MEHEHHSIX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 saneapsa 2011 2. N 13u ¢ nynkm 1.12 nacmoswezo
NpUKaza 6HeceHvl U3MeHeHUs

Cm. mexem nyHkma 6 npeovloyujeu peoakyuu
1.12. MHCTPYKUHMIO O MOPSAJKE HA3HAUEHUS JICKAPCTBEHHBIX IPENapaToB COTJIACHO TPUIIOKEHHUIO
N 12;

Wnopmarus 06 n3MEHEHHSIX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 saneapsa 2011 2. N 13u ¢ nynkm 1.13 nacmoswezo
NpUKAasa 6HeceHvl U3MeHeHUs

Cm. mexem nyHkma 6 npeovloyujeni peoaKyuu

1.13. MHCTpYKUMIO O TOpSAKE BBIMHMCHIBAHUSA JIEKAPCTBEHHBIX IpenapaToB U O(OpMIICHUS
perenToB U TpeOOBaHMI-HAKIAAHBIX cornacHo mprioxkennto N 13;

1.14. IHCTpyKIMIO O MOPAIKE HA3HAUYCHHS U BBINUCBHIBAHUS M3/EIHNA MEIUIIUHCKOTO Ha3HAUCHUS U
CMELUANTU3UPOBAHHBIX MPOJIYKTOB JICYEOHOTO MUTAHMUS IS JIeTeH-MHBATUAOB COTJIACHO IPUIIOKEHUIO
N 14,

1.15. UHCTpYKIHIO O MOPSIKE XPAaHEHUS pEleNTypHBIX O1aHKOB corjacHo npuioxkennio N 15,

Wnopmarus 06 n3MEHEHHSIX

Ipuxazom Munzopascoypassumus Poccuu om 20 sneapsa 2011 2. N 13u 6 nynkxm 2 nacmosweeo
NPUKA3a BHECEeHbL USMEHEHUs

Cm. mexem nyHkma 6 npeovloyujeli peoakyuu
2. @enepanbHOil cimyx0e Mo Haa3opy B cdepe 3ApaBOOXPAHEHUS] M COLUAIBHOTO Pa3BUTHUS
o0ecrieynTh KOHTPOJb 3a COOMIOICHHMEM TOpsi/Ka Ha3HAUEHHs, BBIIUCHIBAHHUS JICKAPCTBEHHBIX
[penaparoB, H3JIEIMA MEAMIMHCKOTO HA3HAYEHHUS U CIELUAIU3UPOBAHHBIX IPOJIYKTOB JEe4eOHOTO
MUTAHUA JJ1s1 1eTeH-UHBAJINIOB.
3. [Ipu3HaTh yTpaTUBIIUMU CHUITY:
npuka3 MuHHCTEpCTBa 3apaBooxpaHenus: Poccuiickoit ®eneparuu ot 23 aBrycra 1999 r. N 328



"O panMoHaJFHOM Ha3HAUYEHHUH JIEKAPCTBEHHBIX CPENICTB, MPaBHJIaX BBIMMCHIBAHUS PELENITOB HA HUX U
HOPSIZIKE WX OTITYCKa alTeYHBIMH YUpeKAeHUsIMU (opranuzanusmu)” (3apeructpupoBad MHUHUCTEPCTBOM
tocturu Poccutickoit @eneparuu 21 oxtsiops 1999 r. N 1944);

npuka3 MuHHcTepcTBa 31paBooxpaneHus Poccuiickoit ®@eneparuu ot 9 saBaps 2001 r. N3 "O
BHECCHMM M3MEHEHHH U JOMOJIHEeHUH B puka3 Munzapasa Poccun ot 23.08.99 N 328 "O panponansHOM
HA3HAUYEHUH JICKAPCTBEHHBIX CPECTB, MPABHJIAX BBHIMKUCBIBAHUS PELENTOB HA HUX U MOPsJIKE UX OTIYyCKa
anTeuYHbIMU  yupexkIeHHsMH (opranm3auusmu)’ — (3aperucTpupoBaH  MUHHCTEPCTBOM  FOCTHIIUU
Poccuiickoit ®enepanuu 23 suBapst 2001 r. N 2543);

npuka3 MuHHCTEpCTBa 31paBooxpaHeHus Poccuiickoit @enepanuu ot 16 mas 2003 r. N 206 "O
BHECCHUH W3MEHEHUI U JIOTIOHEeHUH B puka3 Munzapasa Poccun ot 23.08.99 N 328" (3apeructpupoBan
MunuctepcTBoM toctuiu Poccuiickont @eneparuu 5 utonst 2003 r. N 4641);

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepauuu ot 19 nekabdbps 2003 r. N 608
"O BHeceHMM W3MEHeHMH B mpuka3 MunzapaBa Poccum ot 23.08.99 N 328" (3aperucrpupoBan
MunucrepctBoM roctunu Poccuiickort denepanyu 21 suBaps 2004 r. N 5441);

nprka3 MUHHCTEPCTBA 3/IpaBOOXPAaHEHHS U COLMANIbHOTO pa3BuTus Poccuiickoii @enepanuu ot 22
HOos0ps 2004 r. N 257 "O BHecenuu ponoiHeHuil B npuka3z Munsapasa Poccun ot 23 aBrycta 1999 rona
N 328 "O paumoHaIbHOM Ha3HAYEHUU JIEKAPCTBEHHBIX CPEJCTB, MPABUJIAX BBIMUCHIBAHHS PELENTOB Ha
HUX M TOpSAKE HX OTIYCKa aNTEeYHbIMU YyupekJaeHusMu (opraHuzanusMu)’ (3aperucTprpoBaH
MunucrepctBoM rocturn Poccuiickoit @enepanun 30 HosiOps 2004 r. N 6148);

nprka3 MUHHCTEPCTBA 3/IpaBOOXPaHEHMS U COLMANIbHOTO pa3BuTus Poccuiickoil @enepanuu ot 16
mapta 2005 r. N 216 "O BHeceHuM M3MeHEHMs B NMpuka3 MuHHcTepcTBa 31apaBooxpaHeHus Poccuiickoii
@enepanuu ot 23 asrycra 1999 roga N 328 "O pamumonanbHOM Ha3HAUYEHUM JIEKAPCTBEHHBIX CPEICTB,
NpaBUax BBHIMUCBIBAHUS PELENTOB HAa HUX M TOPAAKE HUX OTIYCKa AamnTEeYHbIMH YUPEKICHUIMU
(opranmzammsmu)” (3apeructpupoBan MunucTepcTBoM roctinnu Poccuiickoii @enepannu 8 anpens 2005
r. N 6490);

nprka3 MUHHCTEPCTBA 3/IpaBOOXPaHEHMS U COLMANbHOTO pa3BuTus Poccuiickoit @enepanuu ot 29
anpenst 2005 r. N 313 "O BHecenun n3meHeHuit B MHCTpYKIMIO O MOpsAIAKE Ha3HAYCHMS JEKapCTBEHHBIX
CPEZACTB M BBHIMUCHIBAaHMS PELIENITOB Ha HUX, YTBEP)KJIECHHYIO MpHUKa3oM MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccwuiickoit ®@enepanmu ot 23 aprycra 1999 r. N 328" (3apeructprpoBaH MUHHCTEPCTBOM FOCTHIINU
Poccuiickoit ®enepanuun 20 mast 2005 r. N 6607);

IYHKT 2 TpuKa3a MHHHCTEpCTBA 3IpPaBOOXPAHEHHMS W COLMAIbHOro pa3BuTus Poccuiickoii
@eneparun ot 14 gexabps 2005 r. N 785 "O mnopsake oTmycka JE€KapCTBEHHBIX CpPeACTB"
(3apeructpupoBaH MuHUCTEPCTBOM rocTulinu Poccuiickoit @enepanuu 16 suBaps 2006 r. N 7353);

nprka3 MUHHCTEPCTBA 3/IpaBOOXPAaHEHMS U cOLMabHOrO pa3Butus Poccuiickoit @enepanuu ot 13
utoHs1 2006 r. N 476 "O BHeceHMu M3MeHeHM B mpuka3 MuHHCTEepCcTBa 3/paBooxpaHeHus: Poccuiickoit
@enepanuu ot 23 asrycra 1999r. N 328 "O paunoHanbHOM Ha3HAUYE€HUM JIEKAPCTBEHHBIX CPEJICTB,
IpaBUax BBIMUCBIBAHMSA PELENTOB HAa HUX U MOPAAKE HUX OTIYCKa AamnTeYHbIMU YUPEKICHUSIMU
(opranmzammsamu)”  (3aperucTpupoBaH MuHHUCTEepcTBOM rocTuimu Poccuiickorn ®Depepamun 13 urons
2006 r. N 8044);

nprka3 MUHUCTEPCTBA 3/IpaBOOXPaHEHHsI U coLManbHOro pa3Butusa Poccuiickoit @enepaunu ot 17
despanst 2006 r. N 97 "O mopsake BBINMCHIBAHUS PELIENITOB HA JICKAPCTBEHHbIE CPEACTBA OTACIbHBIM
KaTeropusM rpaxJiaH, UMEIOLINX IPaBO Ha MOJIyYeHHE rOCy1apCTBEHHON COLMAIbHOM MOMOIIH, B paMKax
peanu3anuy JOTOJHUTEIBHOTO JIEKapCTBEHHOro obecneuyeHus” (3aperucTpupoBaH  MUHHCTEPCTBOM
toctuin Poccuiickoit @enepannu 6 mapra 2006 r. N 7561).

Bpuo Munuctpa B.U. Crapoay6oB

3apeructpupoBano B Muntocte PO 27 anpenst 2007 r.
Perucrpaunonnsiii N 9364



IIpunoxenne N 1

K [IpyKazy MHHHCTEpPCTBA 3PaBOOXPAHEHHS
U cOUMANbLHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

$OPMA
CneuMalbHOT'O PeLenTypHoro 6jsaHKa Ha
HapKOTHMYEeCKOe CPenCTBO M IICUXOTPOIHOE BeleCTBO

VYrpatuno cuiy ¢ 1 urons 2013 r.

Wnopmarus 06 N3MEHEHHSX

Cm. mexecm npunodxcenus 1
TAPAHT:

CornacHo nucekmy Munsapasa Poccun ot 16 mast 2013 r. N 25-04/10/2-3420 ucrnonib30BaHHE OCTATKOB
paHee W3TOTOBJICHHBIX CIENHUATBHBIX PEIENTYPHBIX OJAHKOB JJIsi BBIMUCBHIBAHUS HAPKOTHYECKUX
JICKApCTBEHHBIX CPeACTB (cTaporo oopasia) pasperieHo 1o 31 gekadps 2013 r.

Ipuioxenne N 2

K [1pyKazy MHHHCTEpPCTBA 3PaBOOXPAHEHHS
U couMaIbHOro passurus PO

ot 12 ¢peBpans 2007 r. N 110

HNucrpykuus
1o 3anoaHeHn0 ¢popmsl 'CrenuaabHbIN penenTypPHbINH 0J1aHK HA HAPKOTHYECKOe CPeICTBO U
NCUXOTPOIHOE BeleCTBO" '
(c m3menenunsivu 20 ssuBaps 2011 r.)

VYrpatuno cuiy ¢ 1 urons 2013 r.

Wuopmarus 06 n3MEHEHHSIX

Cm. mexecm npunodcenus 2

Ipuioxenne N 3

K npruka3sy MHHHCTEpPCTBA 31PaBO0XPaHEeHHUs
U couMaNbHOro passurus PO

ot 12 ¢peBpans 2007 r. N 110

(c m3menennsivu ot 20 sinBaps 2011 r)

PeuenTypHs1 6J1aHK

VYrpatuno cuiy ¢ 1 urons 2013 r.

Wnopmarus 06 N3MEHEHHSIX

Cm. mexcm NPUNLOINCEHUA

IIpuaoxenne N 4

K [1pyKazy MHHHCTEpPCTBA 3APaBOOXPAHEHHS
U couMaabLHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110



HNucrpykuus
no 3anoaHenuio ¢popmsel N 148-1/y-88 ""Penentypusiii 6;1ank"

C n3MeHeHUSIMH B JONOJTHEHUSIMHU OT:

20 saBaps 2011 1.

VYrpatuno cuiy ¢ 1 urons 2013 r.

Wuopmarus 06 n3MEHEHHSIX

Cm. mexcm NPUNLOINCEHUA

IIpuaoxenne N 5

K npruka3sy MHHHCTEpPCTBA 31PaBOOXPaHEeHHUs
U couMaabHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

(c m3menennsimu ot 20 sinBaps 2011 r.)

PeuenTypHs1 6J1aHK

VYrpatuno cuiy ¢ 1 urons 2013 r.

Wuopmarus 06 n3MEHEHHSIX

Cm. mexcm NPUNLOINCEHUA

Ipuioxenne N 6

K [1pyKazy MHHHCTEpPCTBA 3PaBOOXPAHECHHS
U couMaabHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
no 3anoanenuio ¢popmsl N 107-1/y "PenentypHblii 61aHK""

C n3MeHeHUSIMH B JONOJTHEHUSIMHU OT:

20 suBaps 2011 1.

VYrpatuno cuny ¢ 1 urons 2013 r.

Wnopmarus 06 n3MEHEHHSIX

Cm. mexcm NPUNLOINCEHUA

Ipuxazom Munzopascoypazeumusi Poccuu om 20 sneaps 2011 2. N 13u ¢ nacmoswee npunodicenue
BHeCeHbl USMEHEHUs.

Cm. mexem npunodiceHus 8 npedvioyujeli pedaKyuu
IIpunoxenne N 7
K npruka3sy MHHUCTEpPCTBA 31PaBO0XPaHeHHUs
U couMaabLHOro passurus PO
ot 12 ¢peBpaas 2007 r. N 110
(c u3menenusimu ot 20 sinBaps 2011 r.)



I'APAHT

Cornacno npukazy Munszapasa Poccun ot 26 ¢espans 2013 r. N 94n Hacrosimiee npunoxenue He npuMmensercs ¢ 1 urons 2013 1. K MpaBOOTHOLICHUSM,

CBA3aHHLIM C HA3HAYCHUCM U BBIIIUCHIBAHUCM JICKAPCTBCHHLIX MIPCTIaPaTOB U MCAUIMHCKUX I/IBILGJII/Iﬁ
MMHMCTEPCTBO 3OPaBOOXPAHEHUS
M COLMaJIbHOT'O PAa3BUTHUS
Poccurickon demepauum

YTBEPXIEHA
NprkasoM MMHMCTEpCTBa BIOPaBOOXPaHEHUS U
couMankHOT'O pasBuTusa Poccuiickoit depmepaumm
or 12 ¢perpans 2007 r. N 110

Tamm

Kom MemMuUMHCKOM OpraHM3alm

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

Kon Kon JIcTOUHMK % onmaTo: Konm jmexkapCTBEHHOTI'O IIpenapaTa
KaTero- | HO30JIOTUYECKOM | pMHaHCHMPOBaHMA : | (IOOYEPKHYTh) (zanonusercsa B anreke)
prn bopmer (nonuepxnyTh)

rpaxnan| (mo MKBE-10) 1.0%enepanbHet

2. CybpekT PO 1. BecmnmaTHO

s|S |S |[L |L |L |. |L [3.MyunuunansHewt
2. 50%

PELEIT Cepusa N IaTa BHIIMCKMU: 200 T.




®.1.0. nmaumeHTa IaTa poxXIeHUA

CHUIJIC

N crpaxoBoro
MEeIUIINHCKOT O
noymca OMC:

Anpec i N MeOULIMHCKOM KapThel aM@yJ’IaTOpHOI‘O ITallMMeHTa

(McTopuu pazeUTUA pebeHKa)

®.1.0. Bpaua

(xon Bpaua, besbnmepa)
Moanucek M nMdYHas nedaTh sBpada (desbmmepa) M.II.

Peuent neicrTeBuUTesieH B Tedenre 1 mecaua, 3 Mecsaues (HeHyXHOe 3aUEpKHYTEH)

OTnymeHO IO PEeLenTy: TopTroBOE HaVMEHOBaHME
¥ OO3UMPOBKA:

IOara ornycka:- " 200 T. KommuecTBO -

[MpuroTOBMIIZ [TpoBepmi: OrnycTmi:



Kopewoxk peuenTypHOT'O OJaHKa Cnocofb npuMMeHeHM S :
HamMeHOBaHME [IpOOOIIXUTEJIEHOCTD oHeMr

JIEKAPCTBEHHOI'O IpelapaTas:

Jo3upoBKa: KoMuecTBO NPMEMOB B IEHL - pas
Ha 1 mpuewm: en.




Wnopmarus 06 n3MEHEHHSX
HpI/lKCBOJVl Mwwdpaecoupa%umuﬂ Poccuu om 20 AHeaps 20112.N13ue Hacmosuiee npulodHCeHue 6HeCernbl USMEHEHUS

Cm. mexkcm npuniodxcenus 6 npeovloyujel pedaKyuu

Ipunioxenne N 8
K npruka3sy MHHUCTEPCTBA 31PaBOOXPaHEeHHUS
U couMaabLHOro passurust PO
ot 12 ¢peBpans 2007 r. N 110
(c u3smenennsimu ot 20 sinBaps 2011 r.)
T'APAHT:

CornacHo npuka3zy Munszapasa Poccun ot 26 despans 2013 r. N 94n HacTosmiee npunoxkenue He npuMensercs ¢ 1 urons 2013 r. k mpaBOOTHOIIEHUSM,

CBA3aHHLIM C HA3HAYCHUCM U BBIIIUCHIBAHUCM JICKAPCTBCHHLIX MPCIIapaTOB U MCAUIIMHCKUX U3
MMHMCTEPCTBO 3OPaBOOXPAaHEHUI
M COUMaJIbHOT'O PAa3BUTHUA

Poccurickon demepaumu MECTO OJId WTPUX-KOIOA
r——— — — — —/ 7/ 7
[ J YTBEPXJIEHA
_———— — — — NprkazoM MMHUCTEPCTBA BIPaBOOXPAHEHUS U
MenuuuHCcKas opraHu3alus couMalbHOT'O pasBUTHUS Poccuiickom $enepaumm
or 12 ¢pempans 2007 r. N 110
Mrammno
Kon OT'PH
Kom dopmer mo OKYJ 3108805
dopma N 148-1/y-06(x)
Kon Konm HO3OJIOTMUECKOM JIcTOUHMK
KaTeropmun bopMEL bunaHncuposauua: |% OTIJI&THI nus Peuent
Tpaxnax (no MKB-10) 1) bemepaJib HENE | MCTOUHMKA IEeCTBUTEJIEH B

T T T BomxeT brHaHCHpPOBaHMS ¢ TeueHne 1



2) comxer |1) 100% MecsLa
cyBBeKTa 2) 50%
Poccurmckom (HyXHOEe
demepauun MNOAUEPKHYTH )
3) MyHMUMNATEHEI
fomoxeT
(HyXHOE
MOAUEPKHYTH )
PELENT Cepus N oT . .
®..0. naumeHTa
Iara
poXIneHnAa . . CHIJIC

N crpaxoBoro
Me OULIMHCKOTO
rnojymca:

N MenmumHCKOM KapTe amBysaTopHoTo 6osbHoTo (MCcTOpMA pazeuTua pebeHKa)

®.1.0. Bpaua (benbmmepa)

Kon Bpaua (denbmmepa)

BrinmcaHo:

OTnymeHoO II0 pelLenTy:
IIaTa oTmnycka

(3amosiHgeTCA CHeUMajMCTOM aNTedYHOTO yUPEeXIeHM)

Konm snexapcTBEHHOI'O

npemnapara

ToproBoe HaMMeHOBaHMUE




JosmupoBKa
KommuecTBO enmHMUIL
Signha KommuecTBO
NMoanuce Bpaua (besbmmepa) Ha ofmyin cyMMy
U JM4YHaA IedaTh Bpada
(benpamepa)

M.II.
PeuenT OeMCTBUTEJIEH B TeUeHUEe 1 Mecdlia, 3 MeCHLIEB (HeHy>KHoe 3aqepKHYTb)

————————————————————————————————————— (UIMHUSA OTPBIBA) ——— === m e

Kopemox PEIEITA Cepus N oT

Cnocob npuMMeHeHM A :

[IPOOOIXNUTEJIEHOCTE nHenr HamMeHOBaHME JIEKAPCTBEHHOTO [Ipernapara:
KoymueCcTBO NPMEMOB B IE€Hb pas

Ha 1 mpuwewm en. JosupoBKa:




Wuopmarus 06 n3MEHEHHSIX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 aneaps 2011 2. N 13u 6 nacmoswee npunoscenue
8HeCeHbl USMEHEeHUs

Cm. mexcm npunodcenus 6 npeovioyujeli peoaKyuu

Ipuioxenne N 9

K Npukazy MUHHCTEPCTBA 3APABOOXPaHEeHHS
U COLMAJBHOrO0 pa3Butus PP

ot 12 ¢peBpans 2007 r. N 110

HNucrpykuus
no 3anoaHenuio popmsl N 148-1/y-04(a1) ""Peuent' u ¢popmsr N 148-1/y-06(a1) ""Penent"

C u3MeHeHHUsSIMHU H TONMOJTHEHUSIMH OT:

25 centsi6ps 2009 r., 20 ssaBapst 2011 T
T'APAHT:

Cornacno npukazy Munznpasa Poccun ot 26 despans 2013 r. N 94 HacTosmee NMpuioKEHHE HE
npumensiercst ¢ 1 mtong 2013 r. Kk MPaBOOTHOIIEHUSIM, CBS3aHHBIM C HAa3HAYCHHWEM M BBINMHMCHIBAHUEM
JICKapCTBEHHBIX MPENapaToB U MEIUIIUHCKUX U3/1EIUN

1. B Bepxuem neBom yriry Gopmbl N 148-1/y-04(x) "Penent” u popmer N 148-1/y-06(i1) "Peunent”
(manmee - peuenTypHBIA OJAHK) MPOCTABJISIETCS IITAMII MEIUIIMHCKOW OpPraHH3allid C yKa3aHUEeM ee
HaMMEHOBAHMS, ajipeca, TeJaedoHa, a TAKKe YKa3bIBaeTCs KO/ J1e4eOHO-NPOPHIAKTHIECKOTO YUPESKICHHUS.

B Bepxueir uwactum Gopmer N 148-1/y-06(n1) "Pement” 0003HaYeHO MECTO I HAHECECHUS
HITPUX-KOJaA.

2. Odopmiienue perentypHoro OnaHka BKIIOYaeT B ceOs MUPPOBOE KOAUPOBAHUE U 3aIOJHEHUE
OmaHka.

3. Lludposoe koxupoBaHHE PELENTYPHOrO OJIaHKA OCYIIECTBISETCS MO CIEAYIONIeH cxeme:

IPU U3TOTOBJICHUM PELUENTYPHBIX OJaHKOB IMEYaTaloTCs KOJ MEIUIMHCKOH OpraHu3aluud B
cootBeTcTBUH ¢ OCHOBHBIM rOCYIapCTBEHHBIM peructpainuoHHbeiM Homepom (OI'PH);

Bpad (denpauiep) Ha aMOyIaTOPHOM NpHEME BHOCHUT KOJ Kareropuu rpaxia (SSS), mMerommx
paBO Ha EXKEMECAUYHYI0 JCHEXHYIO BBIIATY U oOecreueHue JIeKapCTBEHHBIMU IIpernapatamMu B
COOTBETCTBUU cO crathsivu 6.1. u 6.7. denepanpHoro 3akona ot 17 wmroms 1999 r. N 178-®d3 "O
rocyaapcTBeHHo# conuanbhoi nmomoniu” (CoOpanue 3akoHomaTenbcTBa Poccuiickort @enepanuu, 1999,
N 29, cr. 3699; 2005, N 1, ct. 25; 2006, N 48, ct. 4945) u kojx Ho3o0d0rHueckoit popmbr (LLLLL) mo
MKB-10 myTem 3aHeceHHs Kax a0l HU(pbI B MyCThIe SYSHKH, TOUKA MPOCTABIISIETCS B OT/ACIBHOM sueiike.

Hcrounuk QunancupoBanus (denepanbueiii Owomxer [1], Owmker cyObekra Poccuiickoit
Genepanuu  [2], mMyHununansHeiii Oromxer [3]) u mpoment ommatel (6ecrutatHo [1], 50% [2])
YKa3bIBAIOTCA MO TYEPKHUBAHHEM.

[Ipu oTmycke JIeKapCTBEHHBIX NPEMaparoB, BeIMHcaHHbIX Ha (popme N 148-1/y-04 (1) "Peuent”, B
anTeYHOl OpraHu3alMy MPOCTABISETCs KOl JIEKAPCTBEHHOTO Ipernapara.

4. 3anonHeHne pelenTypHoro OJaHka.

PenentypHblii O1aHK BBIMHMCHIBAETCS B 3 HK3EMIUIAPaX, UMEIOLIUX €UHYI0 cepuio u HoMep. Cepus
peLenTypHoro OyiaHKa BKJIOYaeT KoJ cyObekra Poccuiickoit deneparnmu, COOTBETCTBYIOIIMH JABYM
nepBbIM IHdpam OOLIIEpOCCUICKOr0 KiIaccU(pUKATOpa OOBEKTOB aJIMHUHHCTPATUBHO-TEPPUTOPUATBHOTO
nenenust (OKATO). Homepa nprcBanBaroTcs 10 MOPSIIKY.

[Tpu odopmieHHH penenTypHOro OJaHKa YKas3bIBalOTCS IOJHOCTBIO (aMHIUS, MMs, OTYECTBO
OOJNIBHOTO, JaTa pPOXKICHMS, CTPAaXOBOW HOMEP HWHAMBUIYAJIbHOTO JIMIIEBOIO CyeTa TpakJaHUHA B
[Mencuonnom ¢oune Poccuiickoit ®enepanuun (CHUJIC), HOMEp CTpaxoBOTO MEIUIIMHCKOTO MOJIKCA
OMC, anpec Wi HOMEp MEJUIMHCKON KapThl aMOyIaTOPHOTO MaieHTa (MICTOPHH Pa3BUTHS PEOCHKA).



B rpade "®.1.0. Bpaya (penpamepa)’ ykaszpiBaroTcs GaMumins U HHUIHAIE Bpada ((enbamepa).
B rpage "Rp:" yka3biBatorcs:
TAPAHT:

Pemennem BepxoHoro Cynma P® ot 2 utons 2012 r. N AKITIM12-830, ocraBneHHBIM 0€3 M3MEHEHHUS
Omnpenenenuem AmnemrsunoHHod komnerun BepxoBuoro Cyma P® or 25 cenrsops 2012,
N AITJI12-521, a63an mectod myHkTa 4 Hacrosmed MHCTpyKUMHM TpHU3HAH HE MNPOTUBOPEYAIIUM
JEUCTBYIOIIEMY 3aKOHOIATEIbCTBY

- Ha JIATUHCKOM sI3bIKC HAMMEHOBAHME JICKAPCTBEHHOTo Impemnapara (MeXIyHapoIHOE
HEMaTeHTOBAHHOE MM XUMHUYECKOE, JTHOO TOProBoe), 3aperucTpupoBaHHoro B Poccuiickoit dexeparum,
€ro JI03UPOBKa M KOJIUYECTBO;

- Ha PYCCKOM WM PYCCKOM M HAIIMOHAJIBHOM SI3bIKAaX CIIOCOO MPUMEHEHUS JEKapCTBEHHOTO
npemnapara.

3ampenaercs OrpaHUYMBATLCS OOIMMU yKazaHusiMu: "BuyTpennee", "M3BecTHO" U T.IL.

PaspematoTcsi TOJNBKO NPHUHSATHIE MPaBUJIAMHU COKpAIleHHs O00O3HAUYEHUH, TBEpAbIC U CHITy4YHe
dapmareBTHueckie cyOcTaHuu BoimuchiBatoTces B rpammax (0,001; 0,5; 1,0), sxuakue - B MAJUTHIIMTPAX,
rpamMmax  Karisix.

Penent moxamuceiBaercst BpauoM  ((enbamiepoM) W 3aBEpACTCS €ro  JIMYHOW  IeYaThio.
JIOTIOJTHUTENBHO PELeNT 3aBepsIeTCs eUaThio MEUIIMHCKOM opranu3auuu "Jls peuentos”.

Kon B rpade "Kox Bpaua (desbaiiepa)” yka3piBaeTcss B COOTBETCTBHH C YCTAHOBJICHHBIM OPraHOM
yIOpaBJeHUsl 3/ApaBooxXpaHeHueM cyObekta Poccuiickoit ®dexepanuu mnepeyHeM KOIOB Bpayei
(penpamepoB), UMEIOIMX MPAaBO HA BBIMKUCKY JIGKAPCTBEHHBIX MPENapaTtoB B IIEISAX IMPEIOCTAaBICHUS
rOCyJJapCTBEHHOM COIMAIbHOM MOMOIIM B BUJIe HA0Opa COIMAIBHBIX YCIIYT.

[Ipu BbIIHMCKE JIEKAPCTBEHHOTO IpemnapaTra IO pEIIeHUI0 BpayeOHOW KOMHCCHHM Ha 000poTe
peLenTypHOro OJiaHKa CTABUTCS CIICIMaIbHast OTMETKa (ITami).

5. Ilpu ormycke JieKapcTBEHHOIO Ipernapara B alTeYHON OpraHu3alui Ha PEeUenTypHOM OJaHKe
YKa3bIBAIOTCS CBEJACHUS O (DaKTHYECKH OTIYIICHHBIX JIEKAPCTBEHHBIX Mpenaparax (MexmIyHapoIHOe
HEMaTCeHTOBAHHOE WM XHMHYECKOe, JM0O TOProBO€ HAaWMEHOBAaHWE, JO3UPOBKA, KOJIMYECTBO) H
MPOCTaBIsIETCA JJaTa OTIyCKa.

6. Ha peuentypHoM OJlaHKE BHU3Y MMEETCS JMHUS OTPbIBA, pa3Jessionias pelenTypHblil OlaHk U
KOPEIIOK.

Kopemok or pemnenTta Bbeigaercs OonbHOMY (JIMIy, €ro MpEACTaBISIONIEMY) B aNTEYHOU
OpraHu3aliy, Ha KOpEIKe JeNaeTcs OTMETKAa O HAaUMEHOBAaHUM JICKApCTBEHHOI'O Tpernapara, J03HpOBKe,
KOJIMYECTBE, CIIOcO0e MPUMEHEHUS, M OH OCcTaeTcsl y 00JIbHOr0 (JIMIIA, €ro MPEICTaBIISIONIETO).

7. PenenTypHblii ONaHK 3aIOJHAETCS NMPHU BHIIMCHIBAHUM JIEKAPCTBEHHBIX MpENapaToB, U3IENHii
MEIMLMHCKOTO Ha3HAUYeHUs W  CIEUUAIM3UPOBAHHBIX  MPOAYKTOB  JIeYeOHOro  NHUTAHUSA IS
JeTel-UHBAJINIOB, BKJIIOUEHHBIX B TIEPEUHHU JIEKAPCTBEHHBIX IpENapaToB, W3JENUN METUIIMHCKOTO
Ha3HAUYEHUS M CIEUUAIM3UPOBAHHBIX TMPOAYKTOB JIEYeOHOrOo MUTAHUS NS  JeTel-MHBAJIHMJIOB,
YTBEPKIAEMbIX B YCTAHOBJICHHOM IOpSJKE, a TaKKe MHBIX JICKAPCTBEHHBIX MPENapaToB, OTIYCKAEMBIX
OecruiaTHO WJIM CO CKHUJIKOM.

8. TpeOoBaHusi, NpeabsABIseMble K BBINUCHIBAHUIO H3JCIUI MEIUIIMHCKOIO Ha3HAueHUs MU
CNELMAIN3UPOBAHHBIX TPOJYKTOB JIEYeOHOrO MUTAHHS [UId JETEeH-WHBAIMIOB B paMKaxX OKa3aHUs
rOCYJJapCTBEHHON COLMAJIbHOW MOMOIIY aHAJOrMYHbl TPEOOBAHUSAM, MPEIbSBISIEMBIM K BBIIHCHIBAHUIO
JIEKapCTBEHHBIX MPETapaToB (3a UCKIIIOYEHNEM OTMETKU Bpa4eOHOH KOMHCCHN).

9. Opran ympaBieHus 3apaBooXpaHeHueM cyObekra Poccuiickoit denepany MOXET pa3peluTh
M3rOTOBJIEHHE PELENTYPHBIX OJIAHKOB B MEIUIIMHCKUX OPTraHU3aIMsIX C UCIOJIb30BAHUEM KOMIIBIOTEPHBIX
TEXHOJIOTUH.

10. Jlomyckaercsi oopMiIeHHE BCEX PEKBH3HTOB perenTypHbIx OmankoB (Gopmer N 148-1/y-06 (i)
"Perient” ¢ NCHOIB30BAHNEM KOMITBIOTEPHBIX TEXHOJIOTUH.

11. Ha oGopotHoii cropone peuentypHoro Omanka dhopmer N 148-1/y-06 (11) meuaraercs Tabmuia



CJIEYIOILEr0 CONEPIKAHMUS

[IpuroTOBMII [IpoBepm OrnycTni

12. Ha peuentypubix Onankax (opm N 148-1/y-04 (;1) u N 148-1/y-06 (1) BeIMHUCHIBACTCS OJHO
HaMMCHOBAaHHE  JICKAPCTBEHHOrO  Mpemapara,  HM3JeNus  MEAWIUHCKOrO  Ha3HA4YeHUs  WIN
CIICIATTM3UPOBAHHOTO MTPOIYKTa JICYCOHOTO TUTAHHUS.

HcnipaBneHus py BHIMMCHIBAHUN PELICTITOB HE IOy CKAIOTCS.

13. Cpoxk neiictBus peuenta (1 mecsii, 3 Mecsila) yka3plBaeTcs IyTeM 3a4€pPKUBAHUSI.

Wnopmarus 06 n3MEHEHHSX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 saneaps 2011 2. N 13u 6 nacmoswee npunoscenue
8HeCeHbl USMEHEHUs

Cm. mexem npunodicenus 8 npedvloyujeli peoaKyuu
TAPAHT:
Cwm. nannyto popmy B penakrope MS-Excel
Ipunno:xenne N 10
K npruka3sy MHHUCTEPCTBA 31PaBOOXPaHEeHHUS
U couMnaabHOro passurus PO
ot 12 ¢peBpans 2007 r. N 110
(c usmenenusimu ot 20 stnBaps 2011 r.)



T'APAHT:

Cornacno npukazy Munszapasa Poccun ot 26 ¢espans 2013 r. N 94n Hacrosimee npunoxenue He npumensercs ¢ 1 urons 2013 . K MpaBOOTHOLICHUSM,

CBA3aHHBIM C HA3HAYCHUCM U BBIIIUCBIBAHUCM JICKAPCTBCHHBIX NPCIIAPaTOB U MCIUITUHCKUX I/I3,Z[CJII/II71

Kon dopmer mo OKV]I

Kon yupexneHmsa no OKIIO

MemuuMHCKasaA OOKYMEHTalLMUs

dopma N 305-1/y

YrBepxIOeHa NprkasoM MmuMHMCTepCTBa BApPaBOOXpPaHEeHMST
M COLUManbHOI'O PasBUTUSI Poccumckom

depepamym or 12 dperpans 2007 r. N 110

MUHMCTEPCTBO 3OPaBOOXPAHEHUS
M COLMaJIbHOT'O Pa3BUTHUS
Poccurickon demepauum

( HaMMeHOBAaHME MeIOULMHCKOM OpIraHM3 aLU/H/I)

Xypuan®™ yuera B MemguuuHCKMX opraHmsanusix ¢opmst N 148-1/y-88 "'PeuenTypmmnt 6nank'',

dopmer N 148-1/y-04 (1) “'Peuent’, dopmer N 148-1/y-06(s) "Peuent’, dopms '‘CrneumanbeHmli peLEnTypPHSIL
67aHK Ha HaApPKOTHMYECKOE CPEeICTBO M IICHMXOTPOIHOE BEemeCTBO

N puxoxn Pacxon ©.11.0. |[Ocra-
n/ o u TOK
maTa N u obumee |cepum u|kosimde—| &.U.0. m maTa |cepmusa |KOJIU- ®.11.0. |nmommnmcsh |monnmch
perucT-| znmara KOJIMde— | HOMepa CTBO IOONUCH BEIOAUYN " 4eCcTBO |OTBETCT— [OTBETC— [oTBEeTC—
pauum |OmoxyMe-| CcTBO pelen—- |[(OJaHKOB|OTBeTCTBEe- |pelell— |HOMep |BBIOAH- |BEHHOI'O |TBEHHO- [TBEHHO-

Opuxon—|HTa, OT|IOCTYy— |[TypHEIX 1o HHOT'O TYPHBIX | pelen— | HBIX MeIULVH- To To
HOTI'O KOT'O nuBULMX |OJIAHKOB | cepuaM |[MemuumHc— |OJjlaH— |TYypPHO- |pelen—-| CKOIO Menuuu- | padoT-
IOOKyMe-— |[[IOCTy— |peLen— KOTI'O KOB To TYPHEX | pa®OTHM— | HCKOT'O HMKA,
HTa [IJI TYPHBIX paboTHMKAE, OJlaHKa | OJlaH— Ka, pabor— |BHIOaB—
OJIaHKOB [IoJIydmMBlIe — KOB [IOJIydMuB— | HUKa, mero
To mero [IoJIydmn— | peLern—
peLenTyp- peLenTty-| BWEro |TYPHHE
HEle OJIaHKM PHEIE peuen—- |[OjgaHkKM
OJIaHKU | TypPHEIE
OJIaHKU
1 2 3 4 5 6 7 8 9 10 11 12 13 14




* JKypHan nomkeH ObITh MPOHYMEPOBAH, MPOIIHYPOBAH M CKPEIUIEH MOJANHMCHIO PYKOBOAUTEINS U
[1€YaThIO MEIULIMHCKON OpraHU3alLuH.

CornacoBano
PykoBomutenp (3aMecTHTENb PyKOBOIUTEIIS) O.H.
®CKH Poccun XapuukuH
12 ¢epansa 2007 r.

IIpunaoxenne N 11

K npruka3sy MHHUCTEPCTBA 31PaBOOXPaHEeHHUs
U couMaabLHOro passurust PO

ot 12 peBpans 2007 r. N 110

(c u3menennsivu ot 20 sinBaps 2011 r.)

MUHMCTEPCTBO 3OPaBOOXPAaHEHUS
M COLMaJIbHOT'O PAa3BUTHUS
Poccurickon demepauum

(HauMeHOBaHUEe MEIAVLUHCKOM OpTaHU3aLuM)
Konm ¢opmel no OKYI
Kon yupexnmenuda no OKIIO
MemuumMHCKasa OOKYMEHTALMUA
dopma N 306-1/y
YTBepxIOeHa [prKas3oM MmHMCTepcTBa

5IpaBOOXPaHeHNsT
M COLUManbHOI'O PasBMUTUSI PoCCHMMCKOM
®epepaummu ot 12 pempans 2007 . N 110

Xypuan®™ yuera B MemuuuHCKux opranmsauusix popmst N 107-1/y "'PenenTyphHsni
6nauk"

VYrpatuno cuny ¢ 1 urons 2013 r.

Wnopmarus 06 n3MEHEHHSX

Cm. mexcm npunodicenus

* JKypHan nomkeH ObITh MPOHYMEPOBAH, MPOIIHYPOBAH M CKPEIUIEH MOJANHMCHIO PYKOBOAUTEINS U
[1€4aThI0 MEJIULIMHCKON OpraHU3aluH.

Ipunnoxenne N 12

K [1puKazy MHHHCTEpPCTBA 3APaBOOXPAHEHHUS
U couMaabLHOro passurus PO

ot 12 ¢peBpans 2007 r. N 110

HNucrpykuus
0 Nops/AKe HA3HAYEHH JIEKAPCTBEHHbIX NIPpEeNapaToB

C n3MeHeHUSIMHU B JONOJTHEHUSIMHU OT:

20 saBaps 2011 1.

VYrpatuno cuiy ¢ 1 urons 2013 r.



Wnopmarus 06 N3MEHEHHSX

Cm. mexcm npunodicenus

Ipuxazom Munzopascoypazeumusi Poccuu om 20 aumseaps 2011 2. N 13u 6 nacmoswee npunosicerue
BHECEHbl USMEHEHUs

Cm. mexem npunodicenus 6 npedvloyujeli peoaKyuu
Ipunno:xenne N 13
K [IpuKazy MHMHHCTEPCTBA 3PaBOOXPAHEHHUS
U couMaabLHOro passurus PO
ot 12 ¢peBpans 2007 r. N 110

HNucrpykuus
0 MOpPs/IKe BHINMUCHIBAHNUS JEKAPCTBEHHBIX NPenapaToB u 0GopMiieHHs pelenToB 1
TPe0OBAHUIT-HAKJIATHBIX

C u3MeHeHUSIMH B JONOJTHEHUSIMHU OT:

27 arycra 2007 r., 25 cenrsiops 2009 r., 20 smBaps 2011 1., 26 despamns 2013 r.
. O0mme TpedOBaHMSA BBINNCHIBAHNS JEKAPCTBEHHBIX NPeNnapaTos

T'APAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 1.1 He nmpumensiercs ¢ 1
uiong 2013 1. K MpPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAUYEHHEM U BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
IIpenapaToB U MEIUIMHCKUX U3/1E€TUI

1.1. Ilpu HanMuYUU COOTBETCTBYIOIIMX IMOKA3aHUHM rpakgaHaM, OOpaTHUBIIMMCS 32 MEIUIMHCKOM
MIOMOIIbI0O B aMOyJIaTOPHO-TIOMUKIMHUYECKOE YUPEeKICHHE, a TakkKe B ClIydyasXx HEoOXOIUMOCTH
NPOJOJDKEHHUs JICUYCHHsS TIOCJIE BBIMUCKA OOJIBHOIO M3 CTAallMOHapa Ha3HA4yaloTCs JIEKapCTBEHHBIE
IIpenapaTsl U BBITUCHIBAIOTCS PELIENITHI HA HUX.

TAPAHT:

Cornacno mpuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 1.2 He npumensiercs ¢ 1
uiong 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUYEHHEM U BBIUCHIBAHHEM JIEKAPCTBEHHBIX
MPErapaToB U MEAUIIUHCKUX H3CTHHA

1.2. 3anpeniaercs BHIMUCHIBATH PELICTITHI:

Ha JIEKapCTBEHHBIE MpEnaparbl, HE pa3pelliCHHbIE B YCTAHOBJIEHHOM IOPSJIKE K MEAMLUHCKOMY
IIPUMEHEHMIO,

IIPU OTCYTCTBUU MEIUIIMHCKUX ITOKa3aHUIA;

Ha JICKapCTBCHHBIC Ipenapartbl, UCIOJIb3yEeMbIe TOJBKO B MEIUUMHCKHX OpraHuzaiusx (d¢up
HApKO3HBIA, XJIOPITHI, (eHTaHw1n (KpoMme TpaHCIepMalbHON JIeKapCTBEHHOH (opmbl), coMOpeBUH,
KaJIUICOJ, PTOPOTaH, KETAMUH U JIp.);

Ha HapKOTHYECKHE CpEACTBA U IICUXOTPOIIHBbIE BellecTBa, BHeceHHble B Crnucox |l Ilepeuns
HapKOTUYECKUX CPEJCTB, IMCUXOTPONHBIX BEUIECTB W MX IPEKypCOpOB, IOJIEKAIIMX KOHTPOJIIO B
Poccuiickoit @enepanuu, yreepxkacHHoro nocranosiaenueM lIpasurenscra Poccniickont @enepannu ot
30 uronst 1998 r. N 681 (nanee - HapKOTHYECKHE CPEICTBA M MCUXOTpornHbie BemectBa Crincka 1) - ms
JIeYCHUsI HAPKOMAHHH;

Ha HapKOTUYECKUE CPEJCTBA U ICUXOTponHbIe BeniecTa cruckos |l u Il - yacTHonpakTukyromum
Bpauam.

TAPAHT:

Cornacno mpuka3zy Munsapasa Poccun ot 26 ¢epans 2013 r. N 941 nynkr 1.3 He nmpumensiercs ¢ 1



uionsg 2013 1. K IPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUYEHHEM M BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPErapaToB U MEAUIIUHCKUX H3ACTHMA
1.3. 3yOubie Bpauu, (enbaniepsl, aKyluepky BBITUCHIBAIOT OOJIBHBIM PELENTHl Ha JIEKAPCTBEHHBIE
npenapaTbl 3a CBOCH MOANUCHI0 U C YKa3aHHEM CBOEr0 MEAMLMHCKOTO 3BaHUS TOJBKO B CIIydasX,
yKazaHHbIX B ILIL 3.3., 3.6., 3.7.2. VIHCTpYKUMH O MOpSAKE HA3HAUYEHUS JIEKAPCTBEHHBIX IPENapaToB
(mpunoxenne N 12).
TAPAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 1.4 He npumensiercs ¢ 1
utoniss 2013 1. K MPaBOOTHOIIEHHSM, CBS3aHHBIM C HAa3HAUYCHHEM M BBIMMCHIBAHUEM JIEKapPCTBEHHBIX
npenapaToB U MEIUIIMHCKUX U3SITUH

1.4. Peuentsl OOJBHBIM JOJDKHBI BBIUCHIBATHCS C YKa3aHMEM BO3pacTa IalMeHTa, IMOPsIKa
OIUIATHI JICKAPCTBEHHBIX IMPENapaToB M C y4ETOM ICUCTBHS BXOJSAIIMX B MX COCTaB MHTPEIUCHTOB Ha
peuentypHbsIx OnaHkaX, (OpPMBI KOTOPBIX YTBEPKACHBI MUHHCTEPCTBOM 3/IPABOOXPAHCHHS U
corpanbHOTro pa3BuThs Poccutickoit @enepanuu (mpunoxenus N 1, 3, 5, 7 u 8).

TAPAHT:

Cornacno mpuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 1.5 He npumensiercs ¢ 1
utong 2013 1. K IpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUCHHEM U BBIUCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHHA

1.5. Penentypusie Onanku ¢opmel N 148-1/y-88 (mpunoxenne N 3) mnpeaHazHaueHbl IS
BBIMMCHIBAHUA U OTITYCKa!

- IICUXOTPOIHBIX BemiecTB, BHeceHHble B Crumcok ||l IlepeuyHs HapKOTMYECKMX CpPEJICTB,
IICUXOTPOIIHBIX BELIECTB U HX IPEKYypCOpOB, MNOMIEXKAIIMX KOHTpoito B Poccuiickon Pexnepaunuu,
yTBepkIeHHOro nocranosyienueM IlpaBurensctBa Poccuiickoit ®@enepanun ot 30 utons 1998 r. N 681
(manee - mcuxotpomHblie BemiectBa Crmcka |ll), 3aperucTpupoBaHHBIX B YCTAaHOBJICHHOM MOPSIKE B
Ka4yeCcTBe JIEKAPCTBEHHBIX MPENapaTos,;

- UHBIX JIEKAPCTBEHHBIX CPEJCTB, MOICKAIIUX PEIMETHO-KOJIMYECTBEHHOMY YUeTY;

- aHa0OJMYECKUX CTCPOHIOB.

JUist BBIMCHIBAHUS U OTITYCKA JIEKAPCTBEHHBIX MPEnapaToB s aMOyJIaTOPHOro JICYSHHUs IPakIaH
B PaMKax OKa3aHUs OCyJapCTBEHHOH COIMAIbHOM MOMOIIM U IPa)JIaH, UMEIOMIMX MPABO HA MOIy4YEHUE
JICKapCTBEHHBIX IpernapaTroB OECIUIATHO W CO CKUIKOW, MpeaHa3sHaueHbl pelenTypHble OJaHKu (OpMBI
N 148-1/y-04 (;1) u peuentypubie 6manku popmbr N 148-1/y-06(n) (npunoxenns N 7 u 8).

Bce ocranbHble JIeKapcTBEHHBIE IpENaparhl BBHIMTUCHIBAIOTCS Ha PELENTYPHBIX OJlaHKaX (OpMEI
N 107-1/y (npuioxenue N 5).

T'APAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 1.6 He nmpumensiercs ¢ 1
uiong 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUYEHHEM U BBIMUCHIBAHHEM JIEKAPCTBEHHBIX
IIpenapaToB U MEIULMHCKUX U3/1E€TUI

1.6. Hapkotudeckue cpenctBa W INCUXOTpornHble BemectBa Crmcka |, 3apeructpupoBaHHBIC B
Ka4yeCTBE JICKaPCTBEHHBIX CPEICTB B YCTAHOBIICHHOM 3aKOHOAATENILCTBOM Poccuiickonn dPenepanuu
MOPSIZIKE, TOJKHBI BBIMCHIBATHCS HA CIIELUANBHBIX PELENTYPHBIX OJJaHKaX Ha HAPKOTUYECKOE CPENICTBO U
ncUxoTporHoe BeriecTBo (npunoxenne N 1).

TAPAHT:

Cornacno mpuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynxr 1.7 He nmpumensiercs ¢ 1
uiong 2013 1. K MpPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAUYECHHEM U BBIMUCHIBAHHEM JIEKAPCTBEHHBIX
IIpenapaToB U MEIUILMHCKUX U3/1ETUI

1.7. Ilpu BBINKCHIBAaHMM PELIENITA HA JIEKAPCTBEHHYIO MPONKMCHh MHIWBUIYaJIbHOTO U3TrOTOBJICHMS,
CoJIepKalllyl0 HapKOTUYECKOE CpEACTBO WM THcuxoTponHoe BemectBo Crnucka |l, u  agpyrue
(apMakoorHuecKue aKTUBHBIC BEIIECTBA B J03€, HE MPEBBIIIAIOIICH BBICHIYIO Pa3oBYIO 103y, U IPH
YCIIOBHH, YTO 3TO KOMOMHHPOBAHHOE JICKAPCTBEHHOE CPE/ICTBO HE SIBISICTCS HAPKOTHUECKUM CPEICTBOM



WIM TICUXOTPONHBIM BemecTBoM Crmcka |l, ciemyer wucmonb3oBaTh pelenTypHBbIA OmaHK (opMmel
N 148-1/y-88.
OTU peuenTsl JOJKHBI OCTaBaThCA B ANTEUHON OpraHU3aluu AJI IMPEIMETHO-KOIMYECTBEHHOIO
yd4era.
TAPAHT:

Cornacno npuka3zy Munzapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 1.8 He nmpumensiercs ¢ 1
utong 2013 1. K IpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUCHHEM U BBIUCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHHA

1.8. Ilpu BhINKMCHIBAaHUM pELENTa HA JIEKAPCTBEHHYIO MPOMHCHh MHIUBUAYAILHOTO M3TOTOBICHHUS
Ha3BaHMsI HapKOTMYECKHUX CPEACTB M NCUXOTponHbIX BemecTB cruckos |l u Ill, nHBIX nexapcTBeHHBIX
CPEICTB, MOIEKAIIUX NPEIMETHO-KOIMUYECTBEHHOMY YYETy, IUIIYTCS B Hayajle pELENnTa, 3aTeM - BCE
OCTaJIbHbIE UHTPEIUCHTHI.

TAPAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 1.9 He npumensiercs ¢ 1
uionsg 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUYEHHEM M BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPErapaToB U MEAUIUHCKUX H3ACTHHA

1.9. BeimuchiBasi HAPKOTUYECKOE CPEJICTBO WIIM NMCUXOTporHoe BeuiecTBo crivckoB |l u Il uHbIe
JIEKapCTBEHHbIE CPEJCTBA, MOAJIEKAIINE ITPEIMETHO-KOIMYECTBEHHOMY YUETY, /1032 KOTOPBIX MPEBHIIIACT
BBICILIMI OIHOKPATHBIN MpHEM, Bpad JOJDKEH HAMMCaTh 103y 3TOTO CPEJCTBA WM BELIECTBA MPOMUCHIO U
MOCTaBUTh BOCKJIMLIATEIIbHBIN 3HAK.

TAPAHT:

Cornacno npukazy Munszapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 1.10 He npumensiercs ¢ 1
uionsg 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUEHHEM U BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPErapaToB U MEAUIIUHCKUX H3ACTHHA

1.10. He pa3zpemaercsi BHITUCHIBATH ONPE/ICICHHBIC JIEKAPCTBEHHBIC MpenapaTsl B OJHOM peLenTe
OoJiee TOTO KOJIMYECTBa, KOTOpoe ykazaHo B npuioxennu N 1 x Hactosamieit MUHCTpyKumu.
TAPAHT:

Cornacno npukazy Munszapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 1.11 He npumensiercs ¢ 1
uionsg 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUYCHHEM U BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPErapaToB U MEAUIIUHCKUX H3ACTHHA

1.11. Hopwmbl BBINUCBHIBaHMS M OTIyCKa HapKoTHMYeckux cpeactB Cnwucka ||, mpou3BoaHbIX
6apOUTYpOBOIl KHCIIOTBI, MHBIX JIEKAPCTBEHHBIX CPEJACTB, MOMISKAIINX MPEAMETHO-KOIUYECTBEHHOMY
yUeTy, Ul MHKYPaOeIbHBIX OHKOJIOIMYECKHX U FeMaTOJOTHYECKUX OOJIbHBIX MOTYT OBITh YBETUYEHBI B 2
pasa 1o CpaBHEHHUIO C KOJMUECTBOM, YKazaHHbIM B nipusiokennn N 1 k HacTosmen MHcTpykuuu.

TAPAHT:

Cornacno npukazy Munszapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 1.12 He npumensiercs ¢ 1
utong 2013 1. K IpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUECHHEM U BBIMUCHIBAHHEM JIEKAPCTBEHHBIX
IIpenapaToB U MEIUIIMHCKUX U3/1E€TUI

1.12. CocraB nekapCTBEHHOr0 npemnapara (B ciaydyae KOMOMHHPOBAHHOTO MpenapaTa), 0003HaYCHUE
JIeKapCTBEHHON (opMbl u oOpaleHne Bpaya K (papMaleBTHUYECKOMY DPaOOTHHKY 00 HM3rOTOBICHHU U
BbIJIau€ JIEKAPCTBEHHOTO NpenapaTa BbIIHUCHIBAIOTCS HA JIATUHCKOM SI3bIKE.

He nomyckaercst cokpamieHue 0003HaueHUI OJIM3KMX 10 HAaMMEHOBAHMSM HHIPEIUCHTOB, HE
MIO3BOJISIFOIIMX YCTAHOBUTH, KAKOW HMEHHO JIEKAPCTBEHHBIN MpeEapar BhIMKUCAH.

Vcnonb30BaHue TATUHCKUX COKpAIEHUH 3TUX 0003HAUYEHHUH pa3pemaeTcs TOIbKO B COOTBETCTBUH
C COKpAIEHUSMH, NPUHATHIMH B MEIUIMHCKOM M (hapMaleBTUUECKOM NpaKkTUKE, MPeayCMOTPEHHBIMU
npunokenrem N 2 k Hacrosimeld MHCTpyKIuu.

TAPAHT:

Cornacno npukazy Munsapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 1.13 He npumensiercs ¢ 1
uionsg 2013 1. K IpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUCHHEM U BBIMUCHIBAHHEM JIEKAPCTBEHHBIX



MPENapaToB U MEAUIIUHCKUX H3ACTHHA
1.13. Cnoco0 mnpuMeHeHHs JIEKapCTBEHHOTO IpenapaTa 0003HAdaeTcsi C YKa3aHUEM JI03BI,
YacTOThl, BPEMEHHM TMpHeMa M €ro JUIMTEIbHOCTH, a JUIi JIGKAPCTBEHHBIX  IIPEraparos,
B3aUMOJICHCTBYIOIINX C THIICH, BPEMEHH MX YIOTPEOJEHHsI OTHOCUTEIBHO NpHEeMa MUIIU (10 ebl, BO
BpeMsI €/Ibl, IOCJIC €]IbI).
TAPAHT:

Cornacno npukazy Munszapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 1.14 He npumensiercs ¢ 1
uiong 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUEHHEM M BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPErapaToB U MEAUIIUHCKUX H3ACTHMA

1.14. Tlpu HEOOXOOUMOCTH SKCTPEHHOIO OTIYCKa JICKapCTBEHHOIO Ipemnapata OOJBHOMY B
BEPXHEH YacTH pelenTypHOro OJlaHKa MPOCTABISIOTCS oOo3HadeHus 'Cito" (cpouno) wmm “'statim”
(HeMeJIEHHO).

TAPAHT:

Cornacno npukazy Munsapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 1.15 He npumensiercs ¢ 1
uionsg 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUYEHHEM M BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPErapaToB U MEAUIUHCKUX H3ACTHHA

1.15. Ilpu BHINMCHIBAHMM peLENTa KOJIMYECTBO IKHUAKHMX (hapMaleBTHUECKUX CyOCTaHIIHMA
YKa3bIBaeTCs B MHJUTMJIUTPAX, FpaMMax MM KaIulfxX, a OCTAIbHBIX BELIECTB - B FpaMMaXx.
TAPAHT:

Cornacno npukazy Munszapasa Poccuu ot 26 ¢epans 2013 r. N 94n nynkr 1.16 He npumensiercs ¢ 1
utoniss 2013 1. K MPaBOOTHOIIEHHSM, CBS3aHHBIM C HAa3HAYCHHEM M BBIMMCHIBAHUEM JIEKaPCTBEHHBIX
MPErapaToB U MEAUIIUHCKUX H3ACTHHA

1.16. CneuunanbHbple peELENTHl HAa HAPKOTHYECKOE CPEACTBO U ICHXOTPOITHOE BEILECTBO
JEWCTBUTENBHBI B TCUCHHE S THEW CO THS BBIUCKH, PELENTHI, BBIMHMCAHHBIE HA PELENTYPHbIX OlaHKax
dopmbr N 148-1/y-88 - B Teuenue 10 gueit.

Penentot Ha JIeKapCTBEHHbBIE npernaparsl (3a UCKITIOUEHHEM MOJUIEXKALTIX
NpeIMETHO-KOJIMYECTBEHHOMY y4eTy), BRIIMCAHHbIC Ha pelenTypHbIX Oi1ankax Gopmbr N 148-1/y-04 (1) n
dopmbr N 148-1/y-06 (1), mist aMOyIaTOPHOTO JICUECHHUS TPaXKIaH B paMKaxX OKa3aHHs TOCYIapCTBEHHOU
COLIMAJILHON MOMOIIM M IPak/1aH, UMEIOIIMX MIPAaBO Ha MOJIyYeHHE JIEKAPCTBEHHBIX MpenapaToB 0eCIIaTHO
U CO CKHJKOH, NelcTBUTENbHBI B TeueHHEe 1 Mecsma co JHS BBIMMCKH, a B CIIydae BBIITMCKU TaKUX
PELENTOB YKa3aHHBIM KaTErOPHsIM Ipax<1aH, JOCTUTIINM NEHCHOHHOTO BO3pPAcTa, CPOK JICHCTBUA pelenTa
COCTaBIISIET 3 MECsAIA CO JTHS BBIUCKU. J{JIs1 JIeYeHUS 3aTSHKHBIX U XPOHUYECKHX 3a00JI€BaHUM IpaklaHaM
NIEHCHOHHOT'O BO3PAcTa MOTYT BBIMMCHIBATHCS PELENTHI Ha JICKAPCTBEHHBIE Mpernaparbl Ha Kype JICUeHHUs
710 3 MECSIIEB.

PenennTel Ha Bce OCTalIbHBIC JIEKAPCTBEHHBIE MPENAPaThl JEHCTBUTENBHBI B TEUEHUE 2 MECSIIEB CO
JIHSI BBITTUCKH.

Penentbl Ha nmpou3BoAHBIE 6APOUTYPOBOI KUCIIOTHI, 3eapHH, ceBI03(EAPUH B YUCTOM BHUJE U B
CMECHU C JIpYyI'MMH JICKApPCTBEHHBIMHM CpPEACTBAMH, aHAOOJIMUYECKHE CTEPOUIbI, KJIO3alWH, THAHENTHH JUIs
JeueHust OOJBHBIX C 3aTSDKHBIMM M XPOHHYECKMMHU 3a00JIEBaHUSIMM MOTYT BBIIMCBIBATHCS Ha KYpC
neuenus 10 1 mecsma. B aTux cinyuyasx Ha penenrtax JopbKHa ObITh Haanuck "Tlo crenumanisHOMY
Ha3HAYEHUIO", CKpEIJICHHAs TIOJMHUChIO Bpaya U NeyaThio MEUIIMHCKOM opranu3anuu "Jls peuentos”.

TAPAHT:

Cornacno npukazy Munszapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 1.17 He npumensiercs ¢ 1
uiong 2013 1. K MpPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAUYECHHEM U BBIMUCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHMA

1.17. Tlpu BBHINMUCHIBAHUM XPOHUYECKHM OOJBHBIM PELENTOB Ha TOTOBBIE JIEKAPCTBEHHBIC
npenapaTbl M JICKapCTBEHHBIE MpernapaTbl WHAMBUAYaJIbHOTO H3TOTOBJICHUS BpayaM pa3peliaeTcs
yCTaHaBJIMBATh CPOK JICHCTBHS pelenTa B peeiax 10 OJHOTO T0/1a, 32 HCKIIOYCHUEM:

- JIEKApCTBEHHBIX CPEACTB, MOAIEKALTUX MPEAMETHO-KOJIMYECTBEHHOMY YUeTy;



- ICKapPCTBEHHBIX MPENapaToB, 00JIaJaI0MNX aHAOOIMYECKON aKTUBHOCTHIO;

- JIGKapCTBEHHBIX MPENapaToB, OTMYCKAEMbIX M3 alTEYHBIX OpTaHW3alU{ IO peuentam JJis
aMOyJTaTOpPHOTO JICYCHHsI TPaXKAaH B paMKaX OKa3aHWsS TOCYJAapCTBEHHOW CONMAIbHOW TOMOIIUA U
TpaX<IaH, UMEIONINX IPABO Ha MOTYYCHHE JIEKAPCTBEHHBIX CPEICTB OSCINIATHO U CO CKHJIKOMH;

- CIIUPTOCOAEPKAIIMX JIEKAPCTBEHHBIX MPENapaTOB UHANBUIYATBHOTO U3TOTOBICHHUS.

[Tpu BBEIMUCHIBAHWU TAKHX PEIENTOB Bpay JOJKECH CIEIaTh MOMETKY " XpOHUYECKOMY OOIbHOMY",
yKa3aThb CpPOK JCMCTBUS pelenta W MEepUOAUYHOCTh OTIYCKA JICKAPCTBEHHBIX IMPENapaToB U3 anTe4yHOU
opranusaiuu (eKeHeIeIbHO, €KEMECIYHO M T.I.), 3aBEPUTh ITO YKa3aHUC CBOCH MOJMKMCHIO U JINYHOM
MeyaThlo, a TAKXKE MeYaThi0 MEIULIMHCKON opranuzanuu s penentoB”.

TAPAHT:

Cornacno npukazy Munszapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 1.18 He npumensiercs ¢ 1
uionsg 2013 1. K IpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUCHHEM U BBIUCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHHA

1.18. Peuent, He oTBeHalOUIMA XOTA OBl OAHOMY U3 TMEPEUYHCICHHBIX TPEOOBAaHUM WM
COZIep KA HECOBMECTHMBIE JICKAPCTBEHHBIE CPEJICTBA, CUMTACTCS HEACHCTBUTEIbHBIM.

B ciyuae BO3MOXXHOCTM YTOYHEHHS Yy Bpaya MIM JPYroro MEIMIUHCKOTO pPabOTHHKA,
BBIMHCABIIETO PELEeNT, HAMMEHOBAHMS JIEKAPCTBEHHOI'O Ipernapara, ero JA03UPOBKH, COBMECTUMOCTH H
T.I., paOOTHUK aNTEeYHOI OpraHU3aLUU MOXKET OTIIYCTUTh JICKApPCTBEHHBIH MpernapaTr NalrueHTy.

Il HOpHHOK BBINNACHIBAHUSA PEUENITOB HA JICKAPCTBCHHLIC NIPenapaTbl 1Jisl aMﬁyﬂaTopnoro JICUCHUSA
rpa;xkaiaH B paMmKax OKa3aHUusl rocyuapcnaeﬂﬂoﬁ COIMAJIbLHON MOMOIIHA B rpa;xkaaH, MMEIIUX IpaBo
Ha MOJIYY€HUEC JICKAPCTBEHHBIX CPEACTB 0ecIIaTHO M €O CKHAKOM

T'APAHT:

Cornacno mpuka3zy Munsapasa Poccun ot 26 ¢epans 2013 r. N 941 nynkr 2.1 He npumensiercs ¢ 1
uiong 2013 1. K MpPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAUEHHEM U BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHMA

2.1. CamocToATeNnbHO JeyaIum BpauoM 170171 BpPayOM-CHEIUAIUCTOM
7e4eOHO-TIPOPUIAKTUYECKOTO YUPEKICHHS BBITUCHIBAIOTCS PEIENITHl HA JIEKAPCTBEHHBIE TpenapaThbl s
amMOyJaTOPHOTO JICUEHHs] TpPaXJaH B paMKaX OKa3aHUs TOCYJapCTBEHHOM COIMAJIbHOM MOMOIIM U
rpax/JaH, MMEIOIMX IpaBO Ha IOJlyYeHHE JIEKapCTBEHHBIX CPEJACTB OECIUIATHO M CO CKUIKOW, B
COOTBETCTBMHM CO CTaHJapTaMHM MEAWIMHCKOW TIOMOILNM, 32 MCKIIOYCHHEM CllyyaeB Ha3HauCHMS,
orpeneneHHbIX nyHkTom 2.4.1. Hacrosmeit MHcTpyKImy.

TAPAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢epans 2013 r. N 941 nynkr 2.2 He npumensiercs ¢ 1
uionsg 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUYCHHEM M BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHHA

2.2. TIpaBo caMOCTOSATENBHO BBINHMCHIBATH PELENTHI JUIsI MOJIYYECHHs B alTEYHOH OpraHU3aIiH
JICKapCTBEHHBIX CPEJICTB I'pakJaHaM B MOPSAKE, YCTAHOBJIEHHOM I1. 2.1. HacTosmeld MHCTPyKIINH, UMEIOT
TaKxKe:

2.2.1. B mpenenax CBOEH KOMIIETEHLIMH Bpaud, paboTamolye B MEIUIIMHCKOM OpraHu3aluy Io
COBMECTHTEJBCTBY,

2.2.2. BpauM CTAIlMOHAPHBIX YUYPEKICHUH COLMATBbHOMN 3aIlUThl U MCHPABUTEIBHBIX YUPEXKICHHH
HE3aBUCHMO OT BEIOMCTBEHHON MPUHAIICKHOCTH;

2.2.3. Bpauu BEJIOMCTBEHHBIX MOJMKIMHUK (enepanbHoro (cyobexra Poccuiickoin denepariyn)
MOTYNHEHHUS

- TpaxJaHaM, MMEIOLIMM CTaTyC MO Npo(ecCHOHANbHOMY MPHU3HAKY, PacXojabl Ha OecriiaTHOe
JIEKapCTBEHHOE OOeCrieueHrue KOTOPBIX B COOTBETCTBUHU C 3aKOHOAATENbCTBOM Poccuiickoit deneparuu
MIOKPBIBAIOTCS 32 CUET CPEACTB (eiepaIbHOro OI0IKeTa;



- UHBIM KaTETOPHSIM IpaxkJaH, pacxo/bl Ha OECIIaTHOE JIEKapCTBEHHOE OOecreuyeHne KOTOPHIX B
COOTBETCTBUH C 3aKOHOZAATeNbCTBOM Poccuiickoit depepanny NOKPHIBAIOTCS 32 CUET CPEACTB OIOIKETOB
Pa3NUYHBIX YpOBHEH M 0053aTENbHOTO MEIMIMHCKOTO CTPAaXOBaHHUs IO COTJIACOBAHMIO U B TOPSAIKE,
OTIpE/IeTIIEMOM OpraHaMM MCIIOTHUTEIbHOU BIacTH cyOnekTa Poccuiickoit denepannu, ecnu B Or0pKeTax
COOTBETCTBYIOIIUX (peepaIbHbIX OPraHOB UCIIOJIHUTENIBHOM BIACTH HE BBIACICHBI (PMHAHCOBBIC CPECTBA
Ha JTU ey,

2.2.4. 4acTHONPAKTUKYIOIIKME Bpauu, padoTalonye MO JOrOBOPY C TEPPUTOPHAIBHBIM OPraHOM
yIpaBJICHUS] 3/APaBOOXPAHEHHUEM W/HIM TEPPUTOPUAIBHBIM (OHJIOM O00S3aTEIBHOIO MEIUIIMHCKOTO
CTPaxOBaHHUs, M OKa3bIBAIOLIUE MEIULMHCKYIO IIOMOIIb IpaKJaHaM B PaMKax IPOrpaMMBbl OKa3aHUs
rOCyJapCTBEHHOM COLMAJIBHOW IOMOILM M TpaXkjaHaM, UMEIOIIMM IIPABO HA IOJyYECHHE JIEKaPCTBEHHBIX
npenapaToB OECIIATHO U CO CKUAKOM.

TAPAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 2.3 He nmpumensiercs ¢ 1
utong 2013 1. K IPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAUYEHHEM U BBIUCHIBAHHEM JIEKAPCTBEHHBIX
IIpenapaToB U MEIUILMHCKUX U3/1ETUI

2.3. B ocoObix cnyuasx (IpOKUBaHHE B CEIBCKOH MECTHOCTH, TJE€ HAXOIMTCSA TOJBKO
MEIUIIMHCKasl OpraHu3alyus WM ee 000COOJCHHOE MOoIpa3JeiicHue, He MMEIOIIee Bpada) pelenThl Ha
JIeKapCTBEHHBIE MperapaThl A aMOyJIaTOPHOTO JICYSHUs TPaKJaH B paMKax OKa3aHUs TOCYyIapCTBEHHOM
COLIMAJIHOW MOMOIIM M IPak/1aH, UMEIOIINX MTPAaBO Ha MOJIyuYeHHE JIEKAPCTBEHHBIX MpenapaToB 0eCIuiaTHO
U CO CKHUJKOW, MOTYT OBITh BBITUCAHBI CAMOCTOSITEIBHO BEAYIIUM IMpUeM (esbIIepoM WU aKyIepKOu
TaKOM MEUIIMHCKOM OpraHu3aluy B COOTBETCTBHU C 11. 2.1. HacTosmen MHCTpyKIum.

[lepeueHb MEIMUIMHCKMX OpTaHU3alMi M TMOPAIAOK JIEKAPCTBEHHOTO O0ECHeueHMs! yKa3aHHBIX
rpaXkJlaH ONpPEAEISIIOTCS OPraHOM HCIIONHUTENbHOM BiacTu cyobekra Poccuiickoit denepanyu B chepe
3/IpaBOOXPaHEHUS.

TAPAHT:

Cornacno npuka3zy Munszapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 2.4 He npumensiercs ¢ 1
uionsg 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUEHHEM M BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHHA

2.4. BpINMMCBIBAHWE PELENTOB Ha JIEKAPCTBEHHBIC IpenapaTsl Ui amMOyJaTOPHOTO JICYCHHS
rpaxJaH B paMKax OKa3aHHs IOCYJapCTBEHHOH COLMAIbHOM MOMOIIM M TPpaKJaH, UMEIOIIUX MpaBO Ha
MOJIyYEeHHE JICKAPCTBEHHBIX MpernapaToB OECIUIATHO M CO CKUKOM, OCYIIECTBIISIETCS:

2.4.1. BpauaMu-CrIeINATNCTAMH

- Ha HapKOTHYECKHUE cpeacTsa u POTUBOOITYXOJIEBBIE npenapaTsl
(OHKOJIOTUYECKUM/TEMATOJIOTHUECKAM  OOJIBHBIM) - OHKOJIOTOM W/MJIM TeMaToJIoroM, He(dpoyiorom,
PEBMATOJIOTOM U JIp.;

- Ha UMMYHOMOJYJIATOPBI - T€MaTOJIOrOM /MM OHKOJIOrOM (IIOCJIe MPOBEACHHUS JTy4EBOW W/UIIU
XUMHUOTEPAIKH, MePecajki KOCTHOTO Mo3ra), uMMmyHosioroM (6oibpHbiM CITU/L min ApyrumMu TSDKEJIBIMU
HapYUICHUSIMH UMMYHHTETA), TPAHCILIAHTOJIOTOM (IIOCIIe MepEecaKi OPraHOB M TKaHEl), peBMaTOJIOrOM H
MHBIMU CIIELUAINCTAMU,;

- Ha IPOTUBOTYOEPKYJIe3HbIE IIpenapaThl - (PTU3UATPOM,;

- Ha muporuBoguaberuueckre (OOJBHBIM CaxapHbIM JaUA0ETOM) M TPOYHE JICKAPCTBEHHBIC
Ipernaparel, BIUSIONIME HAa SHIOKPHUHHYIO CHUCTEMY, - SHJIOKPHMHOJIOIOM, B IOPSJKE, ONpPEIEIIEHHOM B
nyHkre 2.4. MTHCTpyKIMK 0 IOPS/IKEe Ha3HAUSHHMS JISKApCTBEHHBIX npenaparos (npuioxkenne N 12).

[Ipr OTCYTCTBUM yKa3aHHBIX CHELUAIMCTOB BBINUCHIBAHUE JIBITOTHBIX PEIENTOB B ATHUX CIydasx
MPOU3BOIUTCS JICHAIIIMM BPauOM IO PELICHUIO BpaueOHOW KOMUCCUU TIOJIUKINHUKHY,

2.4.2. nevanyM BpayoM WJIN BPauOM-CHEIMAIMCTOM TOJIBKO MO PEIICHUI0 BpauyeOHOW KOMHUCCHH
MEIUIUHCKONW OpraHu3alum:

- Ha ncuxoTponHble BemecTBa cruckoB |l u Ill, uHBIe jekapcTBeHHbIE CPEACTBa, MOJUIEKAIIUE
NPEIMETHO-KOJIMYECTBEHHOMY YUeTy, aHaOOJIMUECKUE CTEPOHIBI;

- Ha Hapkoruueckue cpenctBa Crucka |l OGonbHBIM, HE CTpajalOmUM OHKOJOTHYECKUM



(remMaToJ0rn4ecKum) 3a00JIeBaHUEM;

- Ha JICKapCTBEHHbIC MpenapaThl, Ha3HAYaeMble JICYALIMM BpauoM M BpauaMH-CIECIHAINCTAMHU,
OJJHOMY OOJBPHOMY B KOJIMYECTBE ITH HAWMEHOBAHUI M 00Jiee OJHOMOMEHTHO (B TE€UCHHE OJHUX CYTOK)
WM CBBILIE JIECSITH HAMMEHOBAHUH B TE€UEHUE OJJHOTO MECSIIa,

- Ha JIGKapCTBEHHBIC Mpenaparbl B CIy4asX HETHUIUYHOIO TeUeHHs OOJEe3HH, MPH HAIUYUH
OCJIOKHEHUH OCHOBHOTO 3a00JIeBaHUS W/MJIM COYETAHHBIX 3a00JI€BaHMI, NMPU HA3HAYCHHUH OIACHBIX
KOMOMHAIIH JIeKapCTBEHHBIX CPEACTB, a TAKXKE MPU UHAUBUIYAIBHON HEEPEHOCUMOCTH.

2.5. YTpaTtun cuiy.

Wuopmarus 06 n3MEHEHHSIX

Cm. mexecm nynkma 2.5
TAPAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢epans 2013 r. N 941 nynkr 2.6 He nmpumensiercs ¢ 1
uionsg 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUEHHEM U BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
IIpenapaToB U MEIULIMHCKUX U3/1E€TUI

2.6. He nomyckaercsi BHITUCHIBAHUE PELENTOB HA JIEKAPCTBEHHBIE IpenapaTsl Ui aMOyIaTOpHOTO
JIEYEHUsl TPAXKJIAaH B paMKaxX OKa3aHMsI TOCYJAapCTBEHHOH COLMAIbHOW MOMOLIM M IpaXkJaH, MUMEIOLINX
IpaBO Ha T[IOJIy4eHHE JICKApPCTBEHHBIX IpernaparoB OECIUIATHO U CO  CKUAKOW, Bpayamu
CaHATOPHO-KYPOPTHBIX YYPEXKICHUI, BpayaMu CTAllMOHAPHBIX YUYPEXKICHWH, B T.4. JHEBHBIX (32
UCKIIIOYCHUEM CTal[HOHAPHBIX YYPEIKACHHH COIMANBbHOW 3alUThI), a TaKKe BpadyaMH MEIUIMHCKHX
OpraHu3alliii B TMEpPHOJA HaxXOXJIEHHs OOJBHBIX HA CTALlMOHAPHOM JIEYEHUH B COOTBETCTBUH C
JNEUCTBYIOLUM MOPSAIKOM.

YacTHONPAaKTUKYIOIMM BpadyaM 3alpeuiacTcs BBINUCHIBATH PELENTbl Ha JIEKAPCTBEHHbIE
npenapatsl JUis aMOyJIaTOpHOTO JICUEHHs TPaKJAaH B paMKax OKa3aHMs TOCyIapCTBEHHON COLMAIBbHOM
IOMOIIM W TPaKIaH, MMEIOIIMX IMPaBO Ha IOJYyYEHHUE JIEKAPCTBEHHBIX IpenapaToB OecIIaTHO U CO
CKHUJIKOH, 32 UCKIIIOUEHUEM CIIy4aeB, yKa3aHHbBIX B MyHKTe 2.2.4. HacTosmed MHCTpyKIHH.

TAPAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkt 2.7 He nmpumensiercs ¢ 1
uionsg 2013 1. K IPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUYEHHEM M BBIMHCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHHA

2.7. HazHaueHue JeKapCTBEHHBIX HpenapaToB Ui amMOyJaTOPHOTO JICYEHUs Tpa)<JIaH B pamMKax
OKa3aHMs TOCYJApCTBEHHOH COLMAIbHOM MOMOIIM M TPaXJaH, HMEIOIMX MpPaBO Ha IOJyuYeHHE
JICKApCTBEHHBIX IMpernapaTroB OeCIIaTHO M CO CKUAKOH, OTpakaercs B MEIUIMHCKON KapTe
amMOyJaTOPHOTO OOJBHOTO B TMOPSAIKE, MPEeryCMOTpEeHHOM myHKTOM 1.6. MHCTpyKUMH O TOpsIKe
Ha3HA4YCHUs JIeKapcTBeHHbIX mpemnapaToB (npwiokenne N 12), mynkramm 1.2. - 1.10. nHacrosmen
WHcTpyKumu, ¢ yKa3aHMEM HOMEpa pelenta M B TaJOHE aMOYJIaTOPHOIO MAIlMEeHTa, YTBEPXKICHHOM B
YCTaHOBJICHHOM TOPSIZIKE.

[Ipy BBHIMUCHIBAHUM PELENTOB Ha JIEKAPCTBEHHbIC INpemnaparbl Ui aMOyJIaTOPHOrO JICUEHUs
rpaxJaH B paMKax OKa3aHHs IOCYJapCTBEHHOH COLMAIbHOM MOMOIIM M TpaKJaH, UMEIOIIUX MpaBo Ha
MOJIyYeHHE JIEKAPCTBEHHBIX IpernapaToB OECIVIATHO M CO CKUAKOW, 00s3aTEeIbHO YKa3bIBAETCSI HOMEP
TeneoHa, MO KOTOPOMY paOOTHUK AaNTEYHOM OpraHU3allMd MOXKET COIJIacoBaTh C JIEYAllUM BpavuoM
(BpauoM-CIIeIHaTUCTOM, BpaueOHOW KOMHUCCHEH MEIUIIMHCKON OpPraHM3allii) CHHOHMMHYECKYIO 3aMEHY
JIEKapCTBEHHOT O Ipernapara.

TAPAHT:

Cornacno mpuka3zy Munsapasa Poccun ot 26 ¢epans 2013 r. N 941 nynkr 2.8 He npumensiercs ¢ 1
utonist 2013 1. K MPaBOOTHOIIEHHSM, CBS3aHHBIM C HAa3HAUYCHHEM M BBIMMCHIBAHUEM JIEKaPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3CTHHA

2.8. Penent Ha peuentypHom Oxanke Gopmbr N 148-1/y-04 (;1) u N 148-1/y-06 (;1) BeImuCHIBaeTCs
BpadoM (¢enpamepomM) B 3 3K3EMIUIIpax, C JAByMs 3K3eMIUIIpaMU KOTOpOro OOJbHOW oOparmaercs B
anTeyHylo opraHusauuio. I[locmenHuil sK3eMIUIAp perenrta MOJIKICHBAETCS B aMOYIaTOPHYIO KapTy



0O0JIBHOTO.
TAPAHT:

Cornacno npuka3zy Munsapasa Poccun ot 26 ¢espans 2013 r. N 941 nynkr 2.9 He npumensiercs ¢ 1
utong 2013 1. K MpPaBOOTHOIICHHUSIM, CBS3aHHBIM C HAa3HAUEHHEM U BBIMUCHIBAHHEM JIEKAPCTBEHHBIX
MPENapaToB U MEAUIIUHCKUX H3ACTHHA

2.9. HapkoTtuueckue cpescTBa U MCUXoTporHble BemecTBa Cricka |l s amOynaTopHOTo edeHus
rpaxJaH B paMKax OKa3aHHs IOCYJapCTBEHHOH COLMAIBHOM MOMOIIM M TPpaKJaH, UMEIOIIUX MpaBO Ha
MOJIyYeHHE JIEKAPCTBEHHBIX NpenapaToB OECIUIATHO W CO CKUAKOH, BBIITUCHIBAIOTCS HA CHELUAIBHOM
pelenTypHoM OJlaHKE Ha HApKOTHYECKOE CPEJICTBO U ICHUXOTPOIHOE BEIIECTBO, K KOTOPOMY
JIOTIOJTHUTEIIPHO BBIMKUCHIBAIOTCS PEIENTHI Ha petentypHoM Onanke hopmbl N 148-1/y-04 (51) unm hopmel
N 148-1/y-06 ().

Ilcuxorponnbple BemectBa Crnucka |ll, wuHBIE JEeKapCTBEHHbBIE CPEACTBA, MOJUIEIKALIUE
IPEIMETHO-KOJIMYECTBEHHOMY y4YeTy, aHaOOJMUECKHE CTepOUIbl, IPeHA3HAYCHHBIE 11 aMOyJIaTOpPHOTO
JIeUyeHHs TPaXKIaH B PaMKax TOCYAapCTBEHHOW COLMAIBbHOW MOMOIIM W TpaKJaH, MUMEIOIIUX IMPaBO Ha
MOJIyYeHHE JIEKAPCTBEHHBIX MpEnapaToB OECIUIATHO U CO CKUAKOH, BBIIUCHIBAIOTCS HAa PELENTYPHOM
onanke N 148-1/y-88, Kk KOTOPOMY IOIOJHHUTEIBFHO BBIIHCHIBAIOTCS PELENTHI HA PEIENTYPHOM OlaHKe
dopmbr N 148-1/y-04 (1) unu popmer N 148-1/y-06(i).

TAPAHT:

Cornacno npukazy Munszapasa Poccuu ot 26 ¢espans 2013 r. N 94n nynkr 2.10 He npumensiercs ¢ 1
uiong 2013 1. K IPaBOOTHOIICHHUSM, CBS3aHHBIM C HAa3HAUEHHEM U BBIUCHIBAHHEM JIEKAPCTBEHHBIX
MPErapaToB U MEAUIIUHCKUX H3ACTHMA

2.10. Inst obGecriedeHnsi HAPKOTHYECKUMHU CPEACTBAMH M TICUXOTPOIHBIMH BEIIECTBAMU OOJIbHbIC
NPUKPEIUIIOTCS K KOHKPETHOW MEAWIMHCKOW M anTeyHOW OpraHu3alusM 10 MECTY J>KUTEIbCTBA B
MOpSIZIKE, OMpeAesieMOM OpPraHOM HCIIONHHUTEIbHOM BiacTH cyObekra Poccuiickoit @enepaunu B chepe
3IPaBOOXPAHEHHUS.

I11. Ilopsinok opopmiieHns TpeOOBAHMI-HAKJIAAHBIX B ANITEYHYI0 OPraHU3ALMIO HA MOJTy4YeHHe
JIEKAPCTBEHHBIX MPeNnapaToB A MeJHIIUHCKUX OPraHu3aluii

3.1. Jlns obecnieueHust Je4eOHO-AMATHOCTUYECKOTO Tpolecca MEIUIIMHCKHE OpraHu3aIliu
MOJyYaroT JICKapCTBEHHBIE MPEraparbl W3 alTeYHOW OpraHu3aluud MO TpeOOBaHUSM-HAKIAIHBIM,
YTBEP>KJICHHBIM B YCTAaHOBJIEHHOM TOPSIIIKE.

TpeboBanue-HaKIagHas HAa MOJYYEHHE W3 alTEUHBIX OPraHU3alMii JEKapCTBEHHBIX IpPENaparoB
JI0JKHA UMETh IITaMII, KPYTIIylo Me4aTh MEAUIMHCKONW OpraHu3aly, HOJINCh €€ PyKOBOAUTEINS UM €T
3aMEeCTHUTEJNS 110 Je4yeOHOM yacTu.

B TpeGoBanuu-HaKIaqHON yKa3bIBa€TCS HOMEp, JlaTa COCTABJICHUS JOKYMEHTa, OTIPaBUTEIb U
noJydaTelb JIGKapCTBEHHOrO IperapaTa, HaMMEHOBAaHHE JICKAPCTBEHHOTO mpemnapara (C yKazaHHEM
JI03UPOBKH, (OPMBI BBITyCKa (TaOIETKH, aMITyJibl, Ma3y, CYNIIO3UTOPUH T.I.), BUJ YIaKOBKU (KOPOOKH,
(uiakoHbl, TyOBI W T.IL), CIIOCOO NMpPUMEHEHHs (IS MHBEKIMH, /Ui Hapy)XKHOTO NMPHUMEHEHUs, IpHeMa
BHYTpb, INIa3HbIC KAIUIM M T.I1.), KOJIMYECTBO 3aTPEOOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, KOJIUYECTBO U
CTOMMOCTh OTIYIICHHBIX JIEKAPCTBEHHBIX MIPENIApPaTOB.

HaunmeHoBaHMs J1eKapCTBEHHBIX MPeNapaToB MHUITYTCS HAa JATUHCKOM SI3bIKE.

TpeboBaHus-HaKIaIHbIE Ha JIeKapCTBEHHbIE CpeZCTBa, MoJyIeXKAaIe
NPEMETHO-KOJINYECTBEHHOMY YYeTy, BBIUCHIBAIOTCS Ha OTAEIbHBIX OJaHKax TpeOOoBaHMIi-HAKIIAIHbBIX
JUIS KaXJI0M TpyMIbl penapaTos.

MenuiHCcKUe OpraHu3allMd MpH  COCTaBJIEHUM 3asBOK Ha HApPKOTHYECKUWE CpelACTBa U
ncuxoTponHele BemectBa cruckoB |l u Il momkHBI pyKOBOACTBOBAaThCS PACUETHHIMM HOpPMATHUBAMH,
YTBEPKIEHHBIMHU B YCTaHOBJIEHHOM TOPSIIIKE.

3.2. TpeOoBaHUs-HAKIAIHBIE CTPYKTYPHOTO IOJApAa3/eiCHUs MEAULMHCKOW OpraHu3aliu



(kaOuHeTa, OTIENICHHS | T.I1.) Ha JICKAPCTBEHHBIC NPEMaparhl, HAPABIIEMbIC B allTCUHYIO OPraHU3AIIHMIO,
oopmisitoTcs B mopsAKe, ompeaereHHoOM IyHkToMm 3.1. Hacrosimedl MHCTpyKIUH, NOANMHCHIBAIOTCS
PYKOBOJUTENEM COOTBETCTBYIOIIETO IMOJApa3ieiCHUs © O(OPMISIIOTCS IITAMIIOM MEIUIIMHCKOMN
OpTaHU3aIUH.

[Tpu BHIMUCHIBAHHUHM JIEKAPCTBEHHOT'O IMperapara il HHAUBHYaIbHOTO OOJIBHOTO JOMOIHUTEIBHO
YKa3bIBaeTCs ero (paMmins U MHUIUAIIBI, HOMEP UCTOPUU OO0JIe3HU.

3.3. Cromarosnory, 3yOHbIe Bpauld MOTYT BBIITUCHIBATH 32 CBOCH MOIMUCHIO TPeOOBaHUS-HAKIIAHbIE
TOJIBKO HAa JIGKAPCTBEHHBIE Ipemnaparbl, MPUMEHsSEMble B CTOMAaTOJOTHYECKOM KaOuHeTe, Oe3 mpaBa
BbIJIa4YM UX MAI[MEHTaM Ha PyKH.

3.4. TpeOoBaHus Ha SJOBUTHIC JICKAPCTBEHHBIE CPEACTBA, KPOME IOANUCH CTOMATOJIOTa WM
3yOHOTO Bpaya, JOJDKHBI UMETh TIOAIUCH PYKOBOAUTENS YUPEkKAeHHS (OTACICHUS) WK €ro 3aMECTHTEIS U
KPYIJIYIO Ie4aTh MEAUIIMHCKON OpraHU3alIiH.

3.5. TpebGoBaHus-HaKIagHBIE HA OTIYCK YaCTHONPAKTUKYIOIIUM BpadaM JIEKapCTBEHHBIX
npenaparoB (3a MCKIIOYCHUEM HAPKOTUYECKUX CPEICTB M ICUXOTPOIHBIX BemectB cruckos |l u Il a
TaKKe JICKAPCTBEHHBIX NPENaparoB, COACPIKAIIMX 3TH CPEICTBA U BEIIECTBA) OOPMIIIFOTCS B MOPSIKE,
ompenesneHHoM 1. 3.1. - 3.4, HacTtosuie MHCTpYyKIIMM Ha OCHOBAHUH JOTOBOpA KYIUTU-IIPOIAXKU MEXITY
YAaCTHOIPAKTUKYIOIIMM BpauyoM M alTEYHOH OpraHu3alueil U JUIEH3UN Ha MEJUIIMHCKYIO JeSITeIbHOCTD,
BbIJIaHHOW B YCTaHOBJICHHOM TOPSIJIKE.

3.6. B anTeuHplx opraHuzanMsX —TpeOOBaHMS-HAKIAIHBIE  JIE4YEOHO-TPOPHUIAKTHUECKUX
YUpEXKACHUN Ha OTIMYCK HAPKOTMUYECKUX CPEACTB U MCUXOTpOnHbIX BemecTB criuckoB || u Il xpansres B
teyenue 10 neT, Ha OTHMYCK MHBIX JICKAPCTBEHHBIX CPEJCTB, MOJICKAIIUX MPEIMETHO-KOIMYECTBEHHOMY
y4eTy - B TeueHHe 3 JIeT, OCTaJbHBIX TpYNN JEKAPCTBEHHBIX IpEnaparoB - B TEYEHHE OIHOTO
KaJIeHJJapHOT'0 TOJIa.

3.7. TpebGoBaHMs-HaKIaJHbIE MEAMLMHCKUX OpraHU3allMid JIOJDKHBI XPAHUTHCS B  alTE4HOM
OpraHu3aIuy B yCIOBUAX, 00ECIEUNBAIOIINX COXPAHHOCTh, B COPOIIIOPOBAHHOM U ONEYAaTaHHOM BHJE U
ohopMIIATBCS B TOMA C yKa3aHUEM Mecsla U roja.

3.8. Ilo wucreyeHuum cpoka XpaHEHHUS TpeOOBaHUA-HAKIAAHBIE TOJJIEKAT YHUYTOKEHHUIO B
NPUCYTCTBUU YJIEHOB CO3/1aBaéMOM B aNTEYHOM OpPraHM3allMUd KOMHCCHH, O YeM COCTaBJIAIOTCS AaKThI,
(bopMBbI KOTOPBIX TpeaycMoTpensl npuioxkenrneM N 3 u 4 k HacTosmen MHCTpykuuu.

V. KoHTpoJIb 32 BHINUCHIBAHNEM PeleNTOB M TPeOOBAHUII-HAKJIAIHBIX HA JIEKAPCTBEHHbIE
npenaparsl

4.1. Vrparun cuny ¢ 1 uromns 2013 r.
Wnopmarus 06 n3MEHEHHSIX
Cm. mexcm nynkma 4.1
4.2. Yrparun cuny ¢ 1 mronsa 2013 r.
Wnopmarus 06 n3MEHEHHSIX
Cm. mexcm nynkma 4.2
4.3. Yrpatun cuny ¢ 1 mronsa 2013 r.
Wnopmarus 06 n3MEHEHHSIX
Cm. mexecm nynkma 4.3
4.4. Yrparun cuny ¢ 1 mronsa 2013 r.

Wnopmarus 06 n3MEHEHHSIX

Cm. mexcm nynkma 4.4

CornacoBaHo
PykoBomutenp (3aMecTHTENb PyKOBOIUTEIIS) O.H. Xapuukun



®CKH Poccun
12 ¢epansa 2007 r.

Wnopmarus 06 N3MEHEHHSX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 saneaps 2011 2. N 13u 6 nacmoswee npunoscenue
8HeCeHbl USMEHEeHUs

Cm. mexem npunodicenus 6 npedvloyujeli peoaKyuu

IIpunoxenne N 1

K VHCTpyKIMK 0 MOpsiiKe BHINMCHIBAHUS
JIEKAPCTBEHHBIX NpenapaToB U 0)OpMJIeHHSA
penenToB U TPeOOBaHNI-HAKIATHBIX,

YTB. IprkazoM MHUHHCTEpPCTBA 31PaBOOXPaHEHHA

U COLMAJIBHOrO pa3Butus PP
ot 12 ¢peBpans 2007 r. N 110

Hpe}le.ﬂbHO AOMYCTUMO€ KOJIUYECTBO JICKAPCTBEHHBIX CPEACTB /IJISl BbINIUCbIBAHUS HA OAUH peuenT

C n3MeHeHUSIMH B JONOJTHEHUSIMHU OT:

25 centsopst 2009 .

N n/no |HauMmeHOBaHUE JIEKAPCTBEHHOTO dopma BHIIyCKa U KosmuecTBO
cpencTea IO3UPOBKA
1. BynpeHopduH TaGieTKky nJsg 50 ratm.
CyOJIMHTBAJILHOT'O
npuema 200 MxT u
400 mxr
2. BynpenopdnH PacTBOop mii4d

VHBEKLUN, AMITY JIBL

300 mxr/ma 1 wmn 30 amnyn
300 Mxr/mMi 2 it 15 amnyn
3. BynpenoponH TpaHcOoepMasibHa A
TepalepTUYeCKad
cucreMma
35 mxr/u 20 nmact.
52,5 vMxr/u 8 nnacr.
70 Mxr/u 5 nnacr.
4. INTMOPOKOOEMH-—peTapn (ﬂFK TabjeTk nJisa
KoHTHHYyC) npreMa BHYTPb

60 mr 40 Tab.




90 wmr

120 mr

30 Tabsn.

20 Tabm.

Ivnunosiop (mvprTpaMu)

PacTrBOp o4
UHBEKUUM, aMIIyJIbL

0,75% o 2 M

50 amnyn

MopdrHa rUOpOXJIOPUO

PacTBOpP OJ4a
MHBEKLMM, aMIIyJIE
10 M7 B 1 wmn

20 amnyn

OMHOTIOH

PacTBOpP OJ4a
MHBEKL UM,
amnyssl 1% u 2% no
1 mn

10 amnyn

Mpomenon (TpumenepuavHa
TUIAPOXJIOPWUI)

TabneTku Oisa
npueMma BHYTpb 25
MT

50 Ta6sn.

Mpomenon (TpumenepuarHa
TUAPOXJIOPHUI)

PacTBOpP OJ4a
MHBEKLMUM ,

amnysel 1 u 2% no
1 mn

mnpri-Tobukn 1 un
2% no 1 wmn

10 amnyn

10 wnmpui-ToOMKOB

10.

MopouHa cynsdar (MCT
KOHTUHYC WM OPyIMe aHaJoTu
[IPOIOOJIXUTEJIEHOCTLIO OeMCTBUA

He MmeHee 12 uwacos)

TabjgeTky u
KaricyJik
IIPOOJIEHHOTO
IecTBUS IJid
npreMa BHYTPb
10 mr
30 mr
60 mr
100 mr

200 mr

160 Tabs.

60 Tabm.

20 Tabn.

20 Tabmn.

20 Tabsn.

11.

[lpocunos

TabneTku nJysa
OyKKaJIbHOT'O
npuema 10 mr u 20
MT

50 Tabmn.

12.

[Ipocumort

PacTrBOp mOinsa
MHBEKLMM, aMIIyJIE
10 Mmr B 1 wmn

50 amnyn

13.

deHTaHUII

TpaHCcOepMaJibHaA




TepalieBTruYeCKad

cucrema
12,5 mxr/uac 32 mnact
25 mxr/uac 16 nmacr.
50 mxr/uac 8 mmacT.
75 mxr/uac 5 nnacr.
100 mxr/uac 4 nmnacr.
14. Komeun (komewHa tdocdar) [Topomok 0,2 r
15. KOMOUHMPOBaHHbIE TabJjeTKu, He 6Gojiee 0,2
JIeKaPCTBEHHBIE [IpenaparTs, KalCyJib, PaCTBOPH
comepxaumme komeun (KomevHa U T.O.
bocdat)
16. STUIMOPOMHA TUIOPOXIIOPUI [Topomok 0,2 o**
(aronnn)
17. Ambpenpamon (dpenpanon) TabrneTku, IOpaxe 50 Taba.
25 mr
18. Xansuyon (Tpuaszosam) Tabnerku 250 MxT 30 Tabmn.
19. HaTpus oxcuByTupart PacTBOp moJis 2 dmaxkoHa
npueMa BHYTPb
66,7%,
CHpPOIN OJiA [OpueMa
BHYyTpb 5%
20. SdenprHa ITUIOPOXJIOPUIL U [lopomok 0,6 r
opyrue cosiu sdhenpuHa
21. Teobenpuu, Teodbenmpmu-H, TabByaeTku 30 Tabsn.
Heo-Teodpenpmu
22. CosyTau Pacrteop 50 mn 1 dnaxon
23. CrasMoBepajrut, TabneTku 50 Tabmn.
CnasMoBepanruH—Heo
24 . Ipyrue KOMOMHMUPOBAHHEE TabieTkM, IOPOIKMU 1 ynakoBka
JIeKapPCTBEHHBEIE MpenaparTs, U T.I.
comepxauye sdhenpuHa
TUOPOXJIOPUI M [OIJIeXalle
NpeIMeTHO-KOJMUECTBEHHOMY
yueTy
25. KoMBUMHUPOBAHHEIE KancyJel, [IOPOIKHM, 1 ynaxoska
JIeKAaPCTBEHHEIE MIpenapars, cuporn, TableTKu,

comepxalme nceBrosbenpuua
TUOPOXJIOPUI ¥ IOoIjexalne

XUIOIKOCTL IJId
npueMa BHYTPb U




NpeIMeTHO-KOJMUECTBEHHOMY T.I.
yueTy
26. Knopenmu Tabnerxu 0,075 1 ynaxoska
M, 0,15 mr
27. MaxukapnmMua TUOPOMOINI [TopoImok 1,2 o
28. AHABOIMUECKME TOPMOHEI X TabneTku, pPacTBoOp 1 ynaxoska
MeTaHOPOCTEHOJIOH, IJIS MHBEKLUM U
OKCaHIpoJIOH Peraboswui, T.I.
HaumgpoJsion, ®deHobomm,
CunnabonuH M Opyrue
29. KOMBMHUPOBAHHEIE Kancyser, 1 ynaxkoska
JIeKapPCTBEHHBIE [IpenapaTs, TableTKMu, CUPOI,
comepxaimye QEeHMUIIIPONAaHOJaMMH | KalJjleTs M T.1.
1 nomjiexaltye
NpeaMeTHO-KOJINUECTBEHHOMY
yueTy
30. deHoBapbBuTaN Tabnerxy 50 mr, 10-12 TabneTox
100 wmr
31. Beuszobaptutan (BexnszoHasn, Tabsnerxku 50 wmr, 1 ynakoska
BenzobaMun) 100 mr
32. Mpuvrnon (TexcamMunouH, Tabnerxu 125 wmr, 1 ynaxoBka
MrCOMH) 250 wr
33. ByTopbanon (Cranmon, Mopamos) PacTtBOp minsa 10 amnyn
MHBE KL UM
2 Mr/mn 1 mn

* Ilpy BBINMCBIBAHUU U OTIIYCKE JIEKAPCTBEHHOI'O IpernapaTa MPOU3BOAMTCS MEPECUET HA YUCTOE
BEIIECTBO.
** B rna3HbIX Kaugx U Ma3sx JUOHUH MOXKET BBIIIMCHIBATHCS B KOJMYECTBAX A0 1 T mpu Hanuuuu

yKazaHus Bpada Ha peuente '1lo cnenuasbHOMY Ha3HAuY€HUIO', 3aBEPEHHOrO MOANMCHIO U JIMYHOU
MeyaThio Bpaua, MevyaThio MEIUIIUHCKON opranu3anuu "l penentoB”.

IIpumeyanue:
IIpn BBINIUCBIBAHMM HAPKOTUYECKHUX JICKAPCTBEHHBIX IIPENapaToB,

HE IpeAyCMOTPEHHBIX

HACTOSIIUM IPUIIOKEHUEM, UX NPEACIIBHO JOIYCTUMOE KOJIUYECTBO IS BBIIIUCHIBAHUS B OJHOM peELEITe
MOXET B IIATh Pa3 IIPEBBIIIATH PA30BYIO 103y, YKA3aHHYIO0 B MHCTPYKLMU 110 MEAULMHCKOMY IIPUMEHEHUIO
BBIIIMCHIBAEMOTI0 JIEKAPCTBEHHOIO IIperapara.

Wuopmarus 06 n3MEHEHHSIX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 aneaps 2011 2. N 13u 6 nacmoswee npunoscenue
8HeCeHbl USMEHEeHUs

Cm. mexcm npunodcenus 6 npeovioyujeli peoaxKyuu

Ipuioxenne N 2

K I/IHCprKIlI/II/I O MOPHAAKE BbINMNCBIBAHUSA



JIEKapPCTBEHHBIX MPenapaToB U 0(popMIIeHUS
peuenToB U TPeOOBAHUIT-HAKJIATHBIX,

YTB. lipukazoM MUHHCTEPCTBA 3APAaBOOXPaAHEHHS
U COLHMAJIBHOrO pa3Butus PP

ot 12 peBpans 2007 r. N 110

Baxneiiimue penentypHble COKpaleHust

C n3MeHeHUsIMHU U JONOJTHEHUSIMHU OT:

20 saBaps 2011 1.
CokpaleHye [losIHOE HanucaHue llepeBon
aa ana Mo, MNOPOBHY

ac.acid. acidum KMCJIOTa
amp. ampulla ammysa
aq. aqua BOIA

ag. destill. aqua destillata OVCTUIIIMPOBaHHAS BOIA

but. butyrum vacmno (TBepnoe)

comp., cps

compositus (a, um)

CJIOXHBIN

D. Da (Detur, Dentur) Beimait (ycThb BHIOAHO,
NycTb OyZeT BBEIIAHO)
D.S. Da, Signa Detur, Brimalt, o6o03Haub
Signetur llycTs OymeT BBEOAHO,
0D00O3HAYEHO
D.-t.d. Da (Dentur) tales doses Bemait ([lycTs OynyT
BHIIAHEI) TaKue O3Bl
Dil. dilutus Pas3BeIeHHHIM
div.in p.aeq. divide 1In partes pasmesu Ha pPaBHEE YacTu
aequales
extr. extractum SKCTPakKT, BHETIKKA
T. fiat (fiant) llycTe obpasyeTcs
(cbpasynrcsa)
qtt. qutta, guttae Kanjua, Kallu
inf. infusum HaCcTOM’

in amp.

in ampullis

B aMmyJjax




in tabl. in tab(u)lettis B TabreTkax

lin. linimentum XMIOKasgd Masb
lig. liquor XMUOKOCTH
m. pil. massa pilularum NUJIoJIbHAS Macca
M. Misce, Misceatur Cvematt (IlycTs Oymer
CMelaHo)
N. numero YMCIIOM
ol. oleum vacno (kunxoe)
past. pasta nacra
Ppl. pilula [TAJIIONIS
p.aeq. partes aequales paBHEIE YaCTH
ppt., praec. praecipitatus OCaxIeHHEI]
pulv. pulvis [Topomok
q-S- quantum satis CroOJIBKO noTpebyeTcs,

CKOJIBKO Hano

r., rad. radix KOpPEeHb
Rp- Recipe BosbMu
Rep. Repete, Repetatur NoeTopu (IycTs Oymer
MOBTOPEHO)
rhiz. rhizoma KOPHEBMIIE
S. Signa, Signetur O6ozHaus (llycTh BymeT
0B03HAUEHO)
sem. semen ceMs
simpl. simplex pOCTOMN
Sir. sirupus cupon
sol. solutio pacTeOp
supp- suppositorium cBeua
tabl. tab(u)letta TabneTka
t-ra, tinct. tinctura HacToOMKa

ung- unquentum Masb




vitr. vitrum CKJISHKA

Wnopmarus 06 n3MEHEHHSX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 saneaps 2011 2. N 13u 6 nacmoswee npunoscenue
8HeCeHbl USMEHEeHUs

Cm. mexem npunodicenus 6 npedvloyujeli peoaKyuu
TAPAHT:

Cwm. mannyto ¢popmy B peaakrope MS-Word u oOpaserr ee 3anoiHeHUs
Ipuioxenne N 3
K MHCTpyKIIMY 0 MOPsAAKe BHIMUCHIBAHUSA
JIEKAPCTBEHHBIX MPenapaToB U 0popMJIeHH
pelenToB U TPe0OBaAHUI-HAKJIAHBIX,
YTB. 1pukazoM MUHHCTEPCTBA 31PaBOOXPAHEHHA
U cOUMAaIbLHOro passurus PO
ot 12 ¢peBpans 2007 r. N 110
(c u3menenusimu ot 20 sinBaps 2011 r.)

AKT
06 YHMUYTOXEHMM TPeOOBaHMM-HAKIIQAHEX IOJS NOJYyYEeHMUS
HaApPKOTHMYECKMUX CPEeACTB M MNCUXOTPOIHEX BelleCTB
IO MCTEeYEeHMM CPOKOB MX XpPaHeHMs™

" " 200 T. N

Kommuccusa B cocTare:l

[lpencenmaresib

(zmomxuocTs M ©.1.0. [OJIHOCTBIO)

YUJIeHE KOMMCCUM:

(zmomxuocTs M ©.1.0. [OJIHOCTBIO)

(zmomxuocTs M ©.1.0. [OJIHOCTBIO)

(zmomxuocTs  ©.1.0. [OJIHOCTBIO)

npomusseya " 200 T. U3BATUE ¥ YHUUTOXEHMUE B
(#auMeHoBaHME OpPTAHM3ALMN)
TPeBOBaAHUM-HAKJIAOHEIX [JId MOJyUYEeHMS HAPKOTUUECKUX CPENCTB U [ICUXOTPOMHBIX

BeleCTB 3a -

(mecau, Tom)

N /o HammMmeHOBaHME Enouumuna Homep m mata KommuecTBO
JIEKAPCTBEHHOTI'O n3MepeHud |[rTpeboBaHUA-HAK— |TpeOOBaHUN—
npenaparTa, IOO3UPOBKA, JIaOHOM HaKJIaOHBIX
BUI JIEKAPCTBEHHOM
dopmMEr
1 2 3 4 5

VNTOoro mo akTy YHUUTOXEHHl [IYTeM CXUTaHUAg WU Pa3peBa nu rnocrsienymmero



3aMauMBaHusg B pacTBOpe XJIOPHOM U3BECTU (HyxHoe MNONUEPKHYTH)
TpeBoBaHUM—HaKJIA IHEIX -

(xomuuecTBO UMOpPaAMM M TIPONUCHIO)

[lpencemaTresyib KOMMCCUM

(nonnmcs)
UJIeHB KOMMCCUM I

(nonnmce)

(nonnmce)

(nonnmce)

* AKT opopMmIIsieTcs: €XKEeMECSIHO.

Wnopmarus 06 N3MEHEHHSX

Ipuxazom Munzopascoypazeumusi Poccuu om 20 aunseaps 2011 2. N 13u 6 nacmoswee npunosicerue
BHECEHbl U3MEHEHUs

Cm. mexem npunodicenus 6 npedvloyujeli peoaKyuu
TAPAHT:
Cwm. nannyto popmy B pegakrope MS-Word
IIpuiaoxenne N 4
K MHCTpYyKIIMY 0 MOPsAAKe BHIMUCHIBAHUSA
JIEKAPCTBEHHBIX NMPenapaToB U 0opMJIeHHA
pelenToB U TPe0OBAHUI-HAKJIATHBIX,
YTB. npukazoM MUHHCTEPCTBA 31PaBOOXPAHEHHSA
U couMaabLHOro passurus PO
ot 12 ¢peBpans 2007 r. N 110
(c usmenenusivu ot 20 stnBaps 2011 r.)

AKT
06 YHMUYTOXEHMM TpeboBaHMM-HAaKJIAMHEIX
OJIsT TOJIyYEHMSI MHEIX JIEKAPCTBEHHHIX CPEeICTB, MNOIJIeXalnux
OpegMeTHO-KOJIMYECTBEHHOMY Y4YeTy, IO MCTEUEeHMM CPOKOB MX XPaHEHUs™

or " " 200 T. N

Kommccusa B cocTase:
[lpencenmaresib

(zmomxuocTs M ©.1.0. [OJIHOCTBIO)
UJIeHBl KOMMUCCUMA -

(zmomxuocTs M ®.1.0. [OJIHOCTBIO)

(zmomxuocTs M ©.1.0. [OJIHOCTBIO)

(zmomxuocTs M ©.1.0. [OJIHOCTBIO)

npomusseya " 200 r. ¥3BATUE U YHUUTOXEHME B
(#auMeHoBaHME OpPTAHM3ALMN)
TPeBOBAHUM-HAKJIAOHEIX [JId [OJyUEHMS UHBIX JIEKAPCTBEHHHX CPEICTB, IOAJIEXAlMX




npeiIMeTHO-KOJIMYEeCTBEHHOMY y4deT
3a-:

(mecsau, rvon)
B KOJIMUECTEBE LTYK -
(unbpamyt u nponmuce)

Tpe@OBaHMH—HaKHaI{HbIe YHUYTOXEHEI IIYyTEM CXMI'aHMA i PraspeBa n
nmocjiegymumero saMadlMBaHMA B pacTBOpE XJ'IOpHOIZ n3BeCTM (Hy>KHoe HO,ILqepKHYTb)

[lpencemaTresyib KOMMCCUM

(nonnmce)
UJIeHB KOMMCCUM I

(nonnmce)

(nonnmce)

(nonnmce)

* AKT opopMmIIsieTcs: €XKeMEeCsIHO.

Wnopmarus 06 n3MEHEHHSX

IIpuxazom Mumnzopascoypazsumusi Poccuu om 20 saneaps 2011 2. N 13u 6 nacmoswee npunoscenue
8HeCeHbl USMEHEeHUs

Cm. mexcm npunodcenus 6 npeovioyujeli peoaKyuu
IIpuiaoxenne N 14
K [IpyKkazy MHHHCTePCTBA 3PaBOOXPAHEHHUS
U couMaabHOro passurus PO
ot 12 ¢peBpans 2007 r. N 110

HNucrpykuus
0 Nops/AKe HA3HAYEHHUS ¥ BbINMCbIBAHUA M3/1eJIUI MeIUIMHCKOI0 HA3HAYCHUA U
CHEeNMATU3NPOBAHHBIX POAYKTOB J1e4e0HOI0 NUTAHMSA JJIsl leTeli-HHBAJIN/10B

C u3MeHeHUSIMH B JONOJTHEHUSIMHU OT:

20 saBaps 2011 1.
T'APAHT:

Cornacno npukazy MunznpaBa Poccun ot 26 despans 2013 r. N 94 HacTosmee NMpUIOKEHHE HE
npumensiercst ¢ 1 mtong 2013 r. Kk MPaBOOTHOIIEHUSIM, CBS3aHHBIM C HAa3HAYCHHWEM M BBIMHMCHIBAHUEM
JICKapCTBEHHBIX MPENapaToB U MEIUIIUHCKUX U3AEIUN

1. Mznenus MEeIUIMHCKOTO HA3HAYEHUS U CIICHUATU3UPOBAHHBIC MPOMYKTHI JIEYEOHOTO MUTAHHS
UL IeTEH-WHBANIMIOB HA3HAYAIOTCS M BBINHUCBHIBAIOTCS B paMKax NPEAOCTABICHHUS OTAEIbHBIM
KaTeropusiM rpakaH roCcyJapCTBEHHOM COIMAIbHOM MOMOIIM B BUAE HA00Opa COIMAIBHBIX YCIYT.

2. U3nenust MeAMIIMHCKOTO Ha3HAYEHUs HA3HAYAIOTCS U BBIMMCBHIBAIOTCS Bpadamu ((enpamepamn)
MEIULMHCKUX OpraHU3allui, OKa3bIBAIOIINX EPBUYHYIO METUKO-CAHUTAPHYIO TTOMOIIIb.

Crnenuanu3upoBaHHbIE MPOAYKTHl JIEUEOHOTO MHUTAHUS Uil JACTEH-WHBAIWIOB Ha3HAYAIOTCS
BpauaMH MEAMIIMHCKUX OpPraHU3alMi, OKa3bIBAIOMIUX MEAUKO-TEHETUYECKYIO TIOMOIIb, U BBHIITUCHIBAIOTCS
BpauaMH  MEIMIMHCKHAX  OpraHM3aluii, OKa3bIBAIOIIUX  MEAMKO-TEHETHYECKYI0 IOMOIIb, WJIH
BpayaMu-clielaiucTaMy (B Cilyyae WX OTCYTCTBHS JICHAllUM BPayoM) MEAMIMHCKHX OpraHHM3aIlui,
OKa3bIBAIOUINX MEPBUUYHYIO MEIUKO-CAHUTAPHYIO TIOMOLIb.

3. Peuentsl BBIMUCHIBAIOTCS HA M3ACTHS MEIUIIMHCKOTO HAa3HAYCHHMS] M CIIEHUATU3UPOBAHHbBIC



MNPOAYKTHI JIEUeOHOTO MUTAHUS U ETeH-MHBATUA0B, BKIIOUEHHBIC B IEPEUHU U3JCTUN MEIUIIMHCKOTO
Ha3HAUYEHUS U CIEUUAIM3UPOBAHHBIX TMPOAYKTOB JIEYEOHOTO TMUTAHHUS [ JeTeH-UHBAIMJIOB,
YTBEpKIaeMbI€ B YCTAHOBIEHHOM TOPSIIKE.

4. PeneniThl BBITUCHIBAIOTCS Ha penentypHbXx Omankax Gopmbl N 148-1/y-04 (1) m N 148-1/y-06
(J1) B COOTBETCTBUM C TPeOOBAaHUSAMH, MpeaycMOTpeHHbIMU pazjenamvu | u || MHCTpyKimu o mopsiike
BBIMHMCHIBAHUS JICKAPCTBEHHBIX MpernapatoB W O(GOPMIICHHS pELenToB U TpeOOBaHUI-HAKIATHBIX
(mpunoxenne N 13).

5. Ilpu BBIMUCHIBAHUM XPOHUYECKUM OOJBHBIM PELENTOB HAa CIEUUAIN3UPOBAHHBIC MPOIYKTHI
7e4yeOHOro MUTaHUs JJIs IeTeH-UHBAIUAOB BpayaM pa3pelaeTcs yCTaHAaBIMBATh CPOK JACHCTBHS peLenTa
B IIpe/esiax A0 OJJHOTO Iroja.

[Tpy BBIMUCHIBAHUM TAKUX PELIENTOB Bpay JOJDKEH CeNaTh MOMETKY "' XPOHHUECKOMY OOIbHOMY",
yKa3aTh CPOK JCUCTBHS pelenTa U NePUOJIUIHOCTD OTITYCKA CHEIUAIU3UPOBAHHBIX MIPOAYKTOB JIE4€OHOTO
NUTaHUS JUTS IeTeH-UHBAIUIOB U3 allTeYHOr0 YUpexkIeHus (opraHuzanuu) (€KeHeIebHO, eKEMECIUYHO U
T.I.), 3aBEPUTh ITO yKa3aHUE CBOCH MOJIIHMCHIO M JIMYHOW IEYaThi0, a TAKKE IEYaTbi0 MEAUIMHCKOU
opranu3anuu "Jlnis penentos”.

Wnopmarus 06 N3MEHEHHSIX

IIpuxazom Mumnzopascoypazsumus Poccuu om 20 saneaps 2011 2. N 13u 6 nacmoswee npunoscenue
8HeCeHbl USMEHEeHUs

Cm. mexcm npunodcenus 6 npeovioyujeli peoaxKyuu
IIpunaoxenne N 15
K [IpyKazy MHMHHCTEPCTBA 3APaBOOXPAHECHHUS
U couMaIbLHOro passurus PO
ot 12 ¢peBpans 2007 r. N 110

HNucrpykuus
0 NMOpsiAKe XpPAaHEeHH pPeleNnTYPHBIX 0JIaHKOB

C n3MeHeHUSIMH U JONOJTHEHUSIMHU OT:

25 cents6ps 2009 r., 20 ssaBapst 2011 T
T'APAHT:

Cornacno npukazy Munznpasa Poccun ot 26 despans 2013 r. N 94 HacTosmee NMpuioKEHHE HE
npumensiercst ¢ 1 utonst 2013 r. K MpaBOOTHOIICHUSM, CBSI3aHHBIM C XpaHEHHEM PELENTYPHBIX OJaHKOB
Ha JIEKapCTBEHHBIE MPETapaTbl U MEAUIUHCKUE U3ICITUS

1. MenuuuHCcKHEe OpraHM3allMyd — MOJY4YaroT HEOOXOQUMBbIE pELENTypHble OJaHKH —uepes
TEPPUTOPHUAJTIHLHBIE OPraHbl YIPABICHUS 3PaBOOXPAHEHUEM HJIM OpraHU3allM{, YIIOJHOMOYEHHBIE HA 3TO
OpraHaMu HUCIIOHUTENBHOM BiacTu cyObekToB Poccuiickoii Deneparuu.

3amac peuentypHbIX OJAQHKOB B MEIUIMHCKUX OpraHM3alUsAX HE JOJDKEH MPEBbIIATh
MOJIYT'OJIOBOM, a CHEeIMAaJIbHBIX PELENTYpHBIX OJaHKOB HAa HAPKOTHYECKUE CPEJCTBA U ICHUXOTPOIIHBIC
BemtectBa Crincka |l - mecssyHo# moTpeOHOCTH.

YaCTHONPAKTUKYOIIKE BPayll CaMOCTOSTEIbHO 3aKa3bIBAOT OJIAHKH PELENTOB (32 MCKIIIOYEHUEM
CIICIMAJIbHBIX PELENTYPHBIX OJIAHKOB HAa HAPKOTUYECKOE CpPEACTBO M IICUXOTPOITHOE BEUIECTBO) C
yKa3zaHHEeM THUMOrpad)cKuM crocoOoM B BEpPXHEM JIEBOM YIJIy ajpeca Bpaya, HOMeEpa, JaTbl U CpPOKa
JCUCTBUS JIMIICH3MM, HAaUMEHOBAHHMsS OpraHa TOCYJapCTBEHHOM BJACTH, BBIJABIIETO JIOKYMEHT,
MOJTBEPKAAIOIINIA HATWYHE JTULIEH3UH.

2. B KaxIoH MEIUIMHCKON OpraHM3aldd IPHUKa30M pPYKOBOAMTENS Ha3HAYaeTCs JIMILIO,
OTBETCTBEHHOE 32 MOJyYeHHE, XPAaHEHHE, YUeT U BblJJauy BCEX BUJIOB PELIENITYPHBIX OJIAHKOB.

3. PeuentypHble OJIaHKM [OJDKHBI XPAHUTBCS OTBETCTBEHHBIM JIMIIOM IOJl 3aMKOM B
MeTaimdeckoM Ikady (ceiide) wimm MeTalIM4eckoM SIIUKe, a CHelUalIbHbIC PelenTypHbIe OJIaHKH Ha



HapKOTHYECKOE CPEACTBO M IMCUXOTPOITHOE BEIIECTBO - B celie.

YacTHOMPAKTUKYIOIIMKA Bpad JOJDKEH XPaHUTh pELENTypHble OJaHKM TOA 3aMKOM B
MeTaueckoM mkady (ceide) uam smuke.

4. VYyer peuentypHblXx OJaHKOB IO BHJAaM BEAETCS B KypHajaX, HPOHYMEPOBAHHBIX,
IIPOLIHYPOBAHHBIX U CKPEIUIEHHBIX MOJANUCHI0 PYKOBOAUTENS U ME€YaTbi0 MEIULIMHCKON OpraHu3aluy 1o
ycranoByieHHbIM (hopmam (riprtoskenust N 10 m N 11).

5. IlocTosiHHO AeWcTBYIOLIAs KOMUCCHUS, CO3JaBaeMasi B MEIMLMHCKOM OpraHu3aluy, MPOBEpseT
COCTOSIHUE XpaHEHHUs, ydeTa, (aKTHUECKOe HAJIMYUE M PacXo]| CHEeLHATIbHBIX PEHENTypHBIX OJaHKOB Ha
HapKOTHYECKOE CPEJICTBO U IMCUXOTPOIMHOE BEIIECTBO OAMH pa3 B MECSI] U APYTUX PEeLENTYpPHBIX OJaHKOB
- OZIMH pa3 B KBapTal.

B ciydae HecoBmajeHUs KHI)KHOTO OCTAaTKa PELENTYPHBIX OJAaHKOB ¢ (PaKTHUECKUM HAJIMYUEM
JMIIO, OTBETCTBEHHOE 3a IIOJlyueHHE, XpaHEHHWe, Y4YeT M BblJauy pELENTYpHBIX OJIaHKOB, HeECeT
OTBETCTBEHHOCTB, IIPElyCMOTPEHHYO 3aKoHOAaTenbcTBOM Poccuiickoit denepanuu.

6. Opranbl ymnpaBieHus 3ApaBooxpaHeHueM cyOwbekToB Poccuiickoit ®enepanuu 1pu
o0ClieIOBaHNM MEIUIMHCKUX OpraHu3aluid KOHTPOJIUPYIOT UCHOIb30BaHUE M 00ECIIEYeHUE COXPAHHOCTHU
perenTypHbIX OJaHKOB.

7. PenentypHble ONaHKKM B KOJMYECTBE 2-HEACTHHOW MOTPEOHOCTH BBIAAIOTCS MEIUIIMHCKUM
pabOTHUKaM, MMEIOIMM MPABO BBIMUCHIBAHHS PEIETITOB, MO PACHOPSHKEHUIO TJIABHOTO Bpaya MM €ro
3aMECTUTEIS.

8. Jlewamemy Bpady paspellaeTcsl BbIJaBaTh €IMHOBPEMEHHO HE Oosiee JECATH CIelHalIbHBIX
peLenTypHbIX 0JIAHKOB Ha HAPKOTHYECKOE CPECTBO U MICUXOTPOIHOE BEIIECTBO YCTAHOBIEHHOTO 00pa3ia
JUISL BBIITMCBIBAHMSI HAPKOTHUUYECKUX CPEACTB U IICUXOTPOIHBIX BemecTs Crivcka |l.

9. [lonmyyeHHble pelenTypHble OJIaHKU METUIIMHCKUE PAOOTHUKH OJIKHBI XPAaHUTh B IOMELCHUSX,
00ecTeYnBaONIUX UX COXPAHHOCTb.

CornacoBaHo
PykoBomurens (3aMecTHTENb PyKOBOIUTEII) O.H.
®CKH Poccun XapuykuH

12 ¢epansa 2007 r.



