[Tpuka3z MuHUCTEpCTBA 3IPaBOOXPAHEHUS U cOIUabHOTO pa3Butust P® ot 12 despans 2007 r. N 110
"O nopsiike Ha3HAYEHUS M BBIMHMCHIBAHUS JIEKAPCTBEHHBIX MPETApaToOB, U3/ICIUNH MEIUIIMHCKOTO
Ha3HAYCHUS U CIICHUATM3MPOBAHHBIX IPOYKTOB JIEYEOHOTO MUTAHUS'"

B cootBercTBUmM co cratkeil 6.2. deaepanbHoro 3akoHa oT 17 wmrons 1999 r. N 178-®3 "O
rocynapcTBeHHoON conumanbHoi momoniu” (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparuu,
1999, N 29, cr. 3699; 2004, N 35, ct. 3607; 2006, N 48, ct. 4945; 2007, N 43, crt. 5084; 2008, N 9,
ct. 817; N 29, cr. 3410; N 52, cr. 6224; 2009, N 18, ct. 2152; N 30, ct. 3739; N 52, ct. 6417; 2010,
N 50, cr. 6603) u B memsax oOecrieueHHs rpakJaH, B TOM YHCJIEC MMEIOIIUX MPAaBO Ha IMOJy4YCHHE
rOCY/IapCTBEHHOM COIMaJbHOM IOMOINM, MO perentaMm Bpada (denpamepa) HEOOXOIUMBIMU
JICKApCTBEHHBIMHU TpenapaTaMy, U3JENUsSIMU MEAUIUHCKOTO HAa3HAYECHUS U CIELHATU3UPOBAHHBIMU
POAYKTaMH JIeUeOHOT0 MUTAHUA IS I€TEeH-UHBAINU/IOB, IPUKA3bIBAIO:

1. YrBepauTs:

1.1. ®opmy "CneumanpHblii peuenTypHbIi OJaHK Ha HApPKOTHYECKOE CpEACTBO U
MICUXOTPOIMHOE BEIIEeCTBO" cornacHo npuioxeHuto N 1;

1.2. Hucrpykuuio 1o 3amoiHeHHto ¢opmbl "CrHenuanbHbI peuenTypHbll OlaHK Ha
HapKOTHYECKOE CPEACTBO M IICUXOTPOIHOE BEUIECTBO" coriacHo npuioxenuto N 2;

1.3. ®opmy N 148-1/y-88 "PeuentypHsiii 6ank" cornacHo npuoxenuto N 3;

1.4. Unctpykuuro no 3amonHeHuto ¢opmbr N 148-1/y-88 "Penentypublii 6maHk™ coriiacHO
npunoxennto N 4,

1.5. ®opmy N 107-1/y "Penentypuslii 6mask™ cornacuo npuinoxenuro N 5;

1.6. Uucrpykmmto mo 3anonHeHuto Qopmer N 107-1/y "PenentypHsiit O6maHk" corimacHo
npunoxenuto N 6;

1.7. ®opmy N 148-1/y-04 (i) "Peuent” cornacHo npunoxenuto N 7;

1.8. ®opmy N 148-1/y-06 (i) "Penent” cornmacHo npunoxenuto N 8;

1.9. Uucrpyknuro no 3anonHernto Gopmsr N 148-1/y-06 (1) "Penent” u dpopmer N 148-1/y-06
(o1) "Penienit” cornacHo nmpunoxeruro N 9;

1.10. ®opmy N 305-1/y "XKypnan ydera B MeauUMHCKUX opranu3zanusx Gopmsl N 148-1/y-88
"Penentypubiid Omank”, ¢gopmer N 148-1/y-04 (;) "Peuent”, ¢opmer N 148-1/y-06 (m) "Pement"”,
¢dopmbl  "CrennanbHblii penenTypHbI OJaHK Ha HApPKOTHYECKOE CPEACTBO M ICHXOTPOIHOE
BenecTBo" cornacHo npuioxeruio N 10;

1.11. ®opmy N 306-1/y "Kypnan ydyera B mMemunuHckux opranmzanusx dopmsr N 107-1/y
"PenentypHslii 651aHK" cornacHo npuioxenuto N 11;

1.12. HHcTpyKuuio O TOpsJIKE Ha3HAYEHUS JIEKAPCTBEHHBIX MPENapaToB COIJIACHO
npunoxkenuto N 12;

1.13. UHCTpyKIMIO O MOPSAJKE BBHIMUCHIBAHMS JIEKAPCTBEHHBIX MpenapaToB U O(OpMIICHUS
peLenToB U TpeOOBaHUM-HAKIAJHBIX coriacHo mpuiokeHuto N 13;

1.14. UucTpyKuMio O MOpSAAKE HA3HAUYEHUS U BBIIUCBIBAHUS H3JEIUNA MEIUIIMHCKOTO
Ha3HAYEHUs U CIELUATU3UPOBAHHBIX MPOIYKTOB JIEYEOHOI0 MUTAHUS JUI JeTeH-UHBAJIUIOB COTJIACHO
npunoxxenuto N 14;

1.15. UnCcTpyKIMIO O MOPSAIKE XPaHEHHS pelieNTypHbIX 0JIaHKOB coriacHo npuioxenuo N 15.

2. @enepanbHOil ciyxk0Oe 1Mo Hag3opy B cdepe 31paBOOXpaHEHHUS U COLMATBHOTO Pa3BUTHS
o0ecrneynTh KOHTPOJIb 3a COOJIIOJICHHEM TMOpsiKa Ha3HAu€HMs, BBIUCBIBAHUS JIEKAPCTBEHHBIX
IpenaparoB, U3JENUN MEAMLMHCKOTO Ha3HAYeHHS U CHEIHATU3UPOBAHHBIX MPOAYKTOB JIe4eOHOTrO
NUTAHUA JJIs IeTeH-MHBAIUIOB.

3. [Ipu3HaTh yTpaTUBIINMU CHUITY:

npuka3 MuHuctepcTBa 3xapaBooxpaHeHust Poccuiickoit ®deneparmu or 23 aBrycta 1999r.
N 328 "O paunoHaqIbHOM Ha3HAYEHUHU JIEKAPCTBEHHBIX CPEJICTB, IPaBUJIaX BHINMCHIBAHUS PELENTOB Ha
HUX W TOPSJAKE UX OTIyCKa anTeuHbIMH YYpeKACHUsAMH (opraHuzauusmu)” (3aperucTpupoBaH
MunucrepctBoM toctuimu Poccutickoit denepannu 21 oktsa0pst 1999 r. N 1944);

npuka3 MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 9 suBaps 2001 r. N 3 O
BHECEHMHM HW3MEHEHMH U JONoJHeHuH B mnpuka3 MunsapaBa Poccum ot 23.08.99 N 328 "O
palMOHAJIPHOM Ha3HAYEHMHU JIEKAPCTBEHHBIX CPEACTB, MPaBUIIaX BBIMHMCHIBAHUS PELENTOB HAa HUX U
HOpsZIKE WX OTIyCKa AanTeyHbIMUH  yupexaeHusmu  (opranusanmsmu)”  (3aperucTpupoBaH



MunucrepctBoM toctuimu Poccutickoit denepanuu 23 ssuBaps 2001 r. N 2543);

npuka3 MuHHCTepcTBa 3apaBooxpaHeHus Poccuiickoit ®@eneparun ot 16 mas 2003 r. N 206
"O BHECeHMM HW3MEHEHMH M JOoNoNHeHMH B mpuka3 MunzapaBa Poccum or 23.08.99 N 328"
(3apeructpupoBad MunucTepcTBOM tocTHIMU Poccuiickoit deneparmu 5 utons 2003 r. N 4641);

npuka3 MunHucrepcTBa 31paBooxpaHeHust Poccuiickoit @enepauuu ot 19 nexabpst 2003 r.
N 608 "O BHecenun n3MeHeHuit B npuka3z Munsnapasa Poccun ot 23.08.99 N 328" (3apeructpupoBan
MunucrepctBoM toctuimu Poccuiickoit denepanyu 21 ssuaps 2004 r. N 5441);

puka3 MuHHUCTEPCTBA 34paBOOXPAHEHUS U COLMAIBLHOrO passutus Pocculickoin denepanuu
ot 22 nosiopst 2004 r. N 257 "O BHeceHuu JonosHeHUH B npuka3 Munsapasa Poccun ot 23 aBrycra
1999 roga N 328 "O panmoHansHOM Ha3HAYECHUU JIEKAPCTBEHHBIX CPEJICTB, MPaBUIAX BHIMHCHIBAHUS
pelenToB Ha HUX M TNOPSIKE HUX OTHYCKAa aNTeYHBIMU YYPSKACHUSAMU (OopraHuzanusmu)”
(3apeructpupoBad MunuctepcTBoM roctuiiuu Poccuiickoit @enepannu 30 Hosi0ops 2004 r. N 6148);

puka3 MuHHUCTEPCTBA 34paBOOXPAHEHUS U COLMAIBLHOrO passutus Poccuiickon denepanuu
or 16 mapra 2005 r. N 216 "O BHeceHMM M3MEHEHHs B NpHKa3 MHHHUCTEPCTBA 3APaBOOXPAHEHUS
Poccuiickoii ®enepaumu ot 23 asrycra 1999 roma N 328 "O paumoHasbHOM Ha3HAYCHUU
JICKapCTBEHHBIX CPEACTB, NpaBWJIAaX BBHIMHUCHIBAHUS PELENTOB HAa HHUX M MOPsSJAKE HUX OTIyCKa
anTe4YHbIMU yuYpeKIACHUsMH (opraHuzauusimMu)” (3apeructpupoBaH MUHHCTEPCTBOM  FOCTHIIMU
Poccwuiickoit @enepanuu 8 ampenst 2005 r. N 6490);

pukKa3 MUHHUCTEPCTBA 34paBOOXPAHEHUS U COLMAIBLHOrO passutus Pocculiickon denepanuu
or 29 ampens 2005 r. N 313 "O BHeceHuM u3MeHeHMH B VHCTPYKIMIO O TOpSJIKE Ha3HAuYCHUS
JIEKApCTBEHHbIX CPEACTB M  BBIIUCBHIBAHUS pPELENTOB HAa HHUX, YTBEPXKICHHYIO IPHKA30M
MunucrepcTBa 31paBooxpaHeHuss Poccuiickoit @enepauun ot 23 asrycra 1999 r. N 328"
(3apeructpupoBad MuHUCTEPCTBOM tocTuiinu Poccuiickoit @enepanuu 20 mast 2005 r. N 6607);

NYHKT 2 TpuKa3a MUHUCTEPCTBA 3ApPAaBOOXPAHEHUS M COLMAIBLHOIO pa3BUTHS Poccuiickoii
@eneparun ot 14 nexabps 2005 r. N 785 "O mnopsiake OTIycKa JEKapCTBEHHBIX CpPEACTB"
(3apeructpupoBaH MuHUCTEPCTBOM tocTulinu Poccuiickoit @enepanuu 16 suBaps 2006 r. N 7353);

nprka3 MHUHHCTEpCTBa 3ApaBOOXPAHEHUsI U colManbHOro passutus Poccuiickoit deneparnyu
or 13 urons 2006 r. N 476 "O BHeceHMM W3MEHEHHMH B MpUKa3 MMHUCTEPCTBA 3APAaBOOXPAHEHUS
Poccuiickoit @enepauuu ot 23 asrycra 1999 r. N 328 "O pannonaabHOM Ha3Hau€HUH JEKapCTBEHHBIX
CpeACTB, TMpaBWJIaX BBINMCHIBAHUS pPELENTOB Ha HUX M THOPsSJKE HMX OTIyCKa anTeuyHbIMHU
yupexaeHusmMu  (opranmzanusamu)”  (3apeructpupoBaH MUHHCTEPCTBOM IocTuMH  Poccuiickoi
®deneparuu 13 urons 2006 r. N 8044);

nprka3 MHUHHCTEpCTBA 3ApaBOOXPAHEHUsI U coluanbHOro passutus Poccuiickoit denepannu
ot 17 ¢espans 2006 r. N 97 "O nopsiake BBIIUCHIBAaHHUSA PELENTOB Ha JICKAPCTBEHHBIE CPEACTBA
OTJENBbHBIM KaTEeropusM IpaxJaH, UMEIOLIMX MPaBO Ha MOJIy4YE€HUE TOCYAAPCTBEHHOW COIMAIbHOMN
TIOMOIIH, B paMKax peau3alyy AOTOJIHUTEIBHOTO JEKapCTBEHHOro obecneyeHus (3aperucTpupoBaH
MunucrepctBoM toctuimu Poccutickoit denepamyu 6 mapra 2006 r. N 7561).

Bpuo Munuctpa B.U. Crapoay6oB

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



IIpunoxenne N 1

K [IpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHUS
U couMaNbHOro passurusi PO

ot 12 ¢peBpans 2007 r. N 110

$OPMA
CneuManbHOT'O PeLenTypHOTo 6JslaHKa Ha
HapKOTHMYEeCKOe CPenCTBO M IICUXOTPOIHOE BelecCTBO

VYrpatuno cuiy ¢ 1 urons 2013 r.
Ipuioxenne N 2
K npuka3sy MHHUCTEPCTBA 3PaBO0XPaHEeHHUS
U COLMANbHOro passurus PO
ot 12 ¢peBpans 2007 r. N 110

HNucrpykuus
10 3anoJiHeHn 10 (popMmsbl "'CnenuanbHbIi penenTypHblii 0J1aHK HA HAPKOTHYECKOe CPeACTBO U
NCUXOTPONHOE BelecTso"'
(c usmenennsimu 20 ssuBaps 2011 r.)

VYrpatuno cuiy ¢ 1 urons 2013 r.
Ipuioxenne N 3
K npuka3sy MHHHCTEPCTBA 31PaBO0XPaHEeHHUS
U COLMANbHOrO pa3surus PO
ot 12 ¢peBpans 2007 r. N 110

(c m3menennsimu ot 20 sinBaps 2011 r)

PenenTypHEM 6GJaHK

VYrpatuino cuiy ¢ 1 urons 2013 r.
Ipuioxenne N 4
K Ipukazy MHUHHCTEpPCTBA 3APaBOOXPaHEeHH

U COLMANBHOrO pa3sutust PO
ot 12 ¢peBpans 2007 r. N 110

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

VYrpatuno cuiy ¢ 1 urons 2013 r.
IIpuioxenne N 5
K npuka3sy MHHHCTEPCTBA 31PaBO0XPaHEHHUS
U CONMANBHOro pa3sutust PO
ot 12 peBpansa 2007 r. N 110
(c m3menennsivu ot 20 sinBaps 2011 r.)

PeuenTypHeM 6GJaHK

VYrpatuino cuiy ¢ 1 urons 2013 r.
IIpunoxenne N 6
K nprka3sy MHHHCTEPCTBA 31PaBO0XPaHEeHHUs
H COLMAIBLHOrO pa3sutus PO
ot 12 peBpansa 2007 r. N 110



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

VYrpatuno cuiy ¢ 1 urons 2013 r.



IIpunoxenne N 7

K npuka3sy MUHHCTEPCTBA 31PaBOOXPAHEeHUsI
U colMaNbHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110

(c m3menennsivu ot 20 sinBaps 2011 r.)

MUMHUCTEPCTBO 3IpPaBOOXPaHeHMUd
M COLUMAaJIbHOTO Pa3BUTUSI
Poccuiickon denmepaumm

YTBEPXIEHA
NprKasoM MuHMCTepCTBa BAPaBOOXPaHEHUS U
coumManbHOT'O PasBUTHsSL Poccuiickoir depmepaumm
or 12 ¢peepans 2007 r. N 110

lTamn

Kom MenmMumMHCKOM OpIraHM3alnMn

Konm dopmu nmo OKyZ 3108805
®opma N 148-1/y-04 (a)

Kon Kon JIcTouHMK % omsaTe: Kon smexkapCTBeHHOTO Ipenaparta
KaTero- | HO30JIOTUYECKOM | pMHaHCUPOBaHMA : | (IOOUEPKHYTh) (BaHOHHHeTCH B anTeKe)
pun bopMer (nonuepkHyTH)

rpaxnan| (mo MKB-10) 1.®enepaspHet

2. CybwexkT PO 1. BecnjaTHO

s|S |S |L |L |L |- |L |3.MyHuumnasnsHem
2. 50%
PEILIEINT Cepusa N IaTa BBIIUCKM: 200 T.
®.MM.0. naumeHTa IaTa pOXIEeHMA
CHUIIC

N crpaxosoro
MEeIOMLMHCKOTO
nosimca OMCI

Anpec mi N MEOMUMHCKOM KapThl aMbOyJlaTOPHOTO MHaluMeHTa
(cTopuy paszBuTMA pebeHkKa)
®.1.0. Bpaua

(xon Bpaua, denbmmepa)
Nopmuce u jwuHasa nedars epada (denbmmepa) M.II.

Peuenrt gmedicreuresieH B Tedenue 1 mecsaua, 3 Mecsauer (HeHyXHOe 3a4YEepKHYTH)



OTnymeHo IO pelenTy: ToproBoe HauMMeHOBaHME
U OO3UPOBKA:

IOaTa ornycka: " 200 r. KosmuecTBO -

[IpUroToOBMII: [IpoBepumi: OrnycTui:

Kopemok peuLenTypHoOTo OJjiaHKa Cnnoco6® npMMeHEeHUH:
HamMeHOBaHME [IpOOOIXNTEJIEHOCTE oHel
JIeKapCTBEHHOTO Ipenapara:

JosupoBKa: KonnuecTBO NpueMoOB B ILOEHb: pas
Ha 1 npuewm: en.




MMHMCTEPCTBO 3OPaBOOXPaHEeHUs
M COLUMAaJIbHOTO Pa3BUTUSI

Poccuiickon denmepaumm

MenmnuumHCcKad opraHm3alum-da

MECTO IJIA MTPUX-KOIA

Ipuioxenne N 8

K npuka3sy MUHHCTEPCTBA 31PaBOOXPAHEeHUsI
U colMaNbHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110
(c m3menennsivu ot 20 sinBaps 2011 r.)

YTBEPXIEHA

—J IprKasoM MMHMCTepCTBa BAPaBOOXPaHEHMsT U
couMaNbHOTO PasBUTHSA Poccmiickoit $Pemepauym

or 12 geepans 2007 r. N 110

llTamno
Kon OI'PH
Kon dopmu mo OKyJZ 3108805
dopma N 148-1/y-06(a)
Konm Konm HO3OJOTMUYECKOM VICTOUHUK
KaTeropumn bopMer bunancupoeanua: |% OIlJIa ThI nus Peunent
TpaxnaH (o MKB-10) 1) bermeparnbHENL | ICTOUYHMKA [eCTBUTEJIEH B
OomxeT brHaAHCUMPOBAHUSA Teuenve 1
2) comxer [1) 100% Mecsaua
cybpexTa 2) 50%
Poccumckon (HyXHOE
denepaunm NOOYEPKHYTH )
3) MyHMUMDAIbHEBL
oooxeT
(HyXHOE
[NOOYEPKHYTH )
PELIENT Cepus N oT
®.1.0. naumeHra
HaTa
POXIOESHUA CHHMIJIC

N crpaxosoro
MeOVLMHCKOTO
roJjiica-

N MemmumHCKOM KapTe amMBynaTopHoTo GosbHOTO (MCTOpPMA pPazBuUTHA pebeHKa)

©./1.0. Bpaua (benbmmepa)

Kon Bpaua (denbnmepa)

BemmmcaHo -

Rp:

D.t.d.
Io3MpoBKa

(3amoJHAETCA CHEeUMAVCTOM ANTEYHOTO yUYPEeXIESHUA)
OTnymeHo IO pelenTy:
IaTa ornycka

Kon JjiekapCTBEHHOTO
npernapara

Toprosoe HauMMeHOBAaHMUE

KosmuecTBO eIMHNIL

Signa

I[loonmuce Bpauda

(denbomepa)

U JIM4YHaAd IIedaTb Bpada

(bespnmepa)

Ha ofbmyn cyymmy

KosmmuecTBO

PeuenT pelicrBuTesieH B Teuenre 1 mecsauna, 3 mecsaues (HeHyXHOE 3auepKHYTH)

M.II.




————————————————————————————————————— (OIMHUSA OTPBHIBA) —————mmmm e

Kopewox PELEINTA Cepwus N or

Crnoco® NpVMeHeHMA:

[IpOOOIXUTEJIBHOCTb nHeM HauMeHOBaHMe JIEKAPCTBEHHOI'O IpernaparTac
KonmuecTBO npmeMoB B IOEHb pas

Ha 1 npuewm en. Ho3MpOBKa :




Ipuioxenne N 9

K IIpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHUS
U colMaNbHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
no 3anoHenuio popmsl N 148-1/y-04(a1) "Peuent' u ¢popmbr N 148-1/y-06(s1) ""Pement"

1. B Bepxuem sieBom yriay dopmbr N 148-1/y-04(n) "Peuent” u ¢opmbr N 148-1/y-06(i)
"Peuent” (manmee - peuenTypHbId OJaHK) MPOCTABISETCS INTAMII MEJHIMHCKONH OpraHu3aliu C
yKazaHHMeM €€  HauMEHOBaHWs,  ajapeca,  TenedoHa, a  TakkKe  yKa3blBaeTCs KO
7e4eOHO-TTPOPMIAKTUIECKOTO YUPEKICHHS.

B Bepxneit yactu ¢opmbr N 148-1/y-06(;1) "Pement” 0003Hau€HO MECTO i HAHECCHHUS
IITPUX-KOJA.

2. OdopmieHne penentypHOro OnaHKa BKIHOUYaeT B ce0s nudpoBoe KOAUPOBAHHE U
3aroHeHUE OJIaHKa.

3. Llnudposoe koxupoBaHHE PELENTYPHOTO OJIaHKa OCYLIECTBISAETCS MO CIEIYIOLIEH cxeme:

IPU M3TOTOBJICHUM PELENTYpPHBIX OJIAHKOB IEYaTaroTCs KOJ MEIUIIMHCKON OpraHu3aluu B
cootBeTcTBUH ¢ OCHOBHBIM rOCYIapCTBEHHBIM peructpainuoHHbeiM Homepom (OI'PH);

Bpad (¢enpamep) Ha amOyJaTOpHOM IpHEME BHOCUT Koja Karteropuu rpaxngan (SSS),
UMEIOIIMX TMPaBO Ha EXKEMECAYHYI0 JCHEKHYI0 BBIIUIATYy M oOecrneyeHHue JIeKapCTBEHHBIMU
mpernapaTaMi B COOTBETCTBUHU cO cTaThsiMu 6.1. u 6.7. @enepansHoro 3akoHa oT 17 urons 1999 r.
N 178-®3 "O rocyamapctBeHHoi coumanbHOil momomu” (CoOpanue 3akoHOomartenbcTBa Poccuiickoii
deneparun, 1999, N 29, cr. 3699; 2005, N 1, cr. 25; 2006, N 48, ct. 4945) u KoJ HO30JIOTUYECKOM
¢opmer (LLLLL) mo MKB-10 myrem 3aHeceHWs] Kakaod HUGPBI B IyCThle SYCHKH, TOYKa
MPOCTAaBISETCA B OTJCIILHON sSTUEHKe.

Hcrounuk ¢unancupoBanus ((enepanbubiii Orwopker [1], Owomker cyowekta Poccuiickoi
Geneparnuu [2], mynurnunanpHeii Oromker [3]) u mpouent omnatsl (Oecrumatho [1], 50% [2])
YKa3bIBAIOTCA MO JUEPKUBAHHEM.

[lpm oTmycke JeKapCTBEHHBIX NpemnaparoB, BbIMHCaHHBIX Ha ¢opme N 148-1/y-04 ()
"Penennt”, B anTeyHON OpraHU3aIlK MPOCTABISAETCS KO/ JIEKAPCTBEHHOT O Mpernapara.

4. 3anonHeHue pelenTypHoro OJaHka.

PenenntypHblii OJaHK BBIMUCBIBACTCS B 3 DK3EMIUIAPAX, HMEIOIIUX EAMHYIO CEpUI0 H
HoMep. Cepust  perienTypHoro OnaHkKa BKIIOYaeT Kkoj —cyowsekta Poccuiickoit  denepanuu,
COOTBETCTBYIOIIMH JBYM mepBbIM Ludpam OOmepoccuiickoro kimaccudukaropa 0OOBEKTOB
aIMHHUCTpaTuBHO-TeppuTopuansHoro neiaenust (OKATO). Homepa nprcBanBaroTCs 1o Mopsiiky.

[Tpu odopmieHnr pelenTypHOro OJiaHKa yKa3bIBAaIOTCS MOJIHOCTBIO (haMUIIUS, UM, OTYECTBO
O0JIBHOTO, JaTa POXKJIEHHs, CTPAaXOBOM HOMEpP HMHAMBHUIYaJbHOI'O JIMLEBOrO cYeTa IpakJaHMHA B
[Tencuonnom ¢oune Poccuiickoit ®eneparnu (CHUJIC), HoOMep cTpaxoBOro MEIUIIMHCKOTO MOJIKCa
OMC, angpec Wi HOMEp MEAMIMHCKOW KapThl aMOyJaTOpHOro mnanueHTa (MCTOPUH Pa3BUTHUS
peOeHKa).

B rtpade "®.M.O. Bpaua (dempamepa)’ ykaspiBaroTcs (GaMumiIns W HHUIMAIBI Bpadya
(benpmmepa). B rpade "Rp:" ykassiBaroTcs:

- Ha JIaTHUHCKOM $3bIKE HAMMEHOBaHHE JICKAPCTBEHHOrO Tpenaparta (MeXIyHapoJHOE
HEMAaTCeHTOBAHHOE WM XHMHUYECKOe, JHMOO TOProBoe), 3aperHcTpupoBaHHOrO B Poccuiickoi
denepany, ero 103MpOBKa U KOJINYECTBO;

- Ha PYCCKOM WJIM PYCCKOM M HAIlMOHAJIBHOM S3BbIKaX CIOCOO MPUMEHEHUs JICKapCTBEHHOI'O
npenapara.

3ampenaercs OrpaHUYMBaTHCS OOIMMH yKa3zaHusMHU: "BHyTpennee", "M3BecTHO" U T.1I.

PazpematoTcst TOJIbKO NMPUHATHIE MPAaBUIIAMHU COKpALeHHUs 0003HAYCHU; TBEpAbIC U ChIITyUYHe
dapmaneBTHYeckne cyOcraHimu BbImHchiBaloTcs B rpammax  (0,001; 0,5; 1,0), xwuakue - B
MWUTHIIUTPAX, TPaMMax U Karuisx.

Peuent momnuceiBactess BpauoM (denpamiepoM) W 3aBepseTcss €ro JHMYHOW IEYaThIO.



JIOIOJIHUTENBHO PELENT 3aBEPSAETCS MeYaThi0 MEAUIIMHCKON opraHu3anuu [y penenrtos”.

Kon B rpade "Konm Bpaua (¢penmpamepa)” ykasbiBaeTcs B COOTBETCTBHU C YCTaHOBJICHHBIM
OpraHoM yTpaBIeHUS 3paBoOXpaHeHneM cyonekTa Poccuiickoii Deaeparun nepeyHeM KoI0B Bpauei
(penbamepoB), UMEIOMMX TPABO HA BBIMKCKY JIEKAPCTBEHHBIX IPENapaToB B LENIAX MPEIOCTaBICHUS
rOCyJIapCTBEHHOM COIMAIBLHOM MOMOIIH B BUJIe HA0Opa COIUAIBHBIX YCIIYT.

[Tpu BbIIHCKE JIEKAPCTBEHHOT'O MIpenapaTa M0 PEHICHUI0 BpaueOHOM KOMHUCCHHM Ha 000poTe
peuenTypHoro OJaHKa CTaBHTCS CliCIMalbHast OTMETKa (ITami).

5. Ilpu oTmycke JEKapCTBEHHOrO Ipernapara B anTeUyHOW OpraHM3alldd Ha PelenTypHOM
OnmaHKe yKa3bIBalOTCA CBEACHUSA O (PAKTUYECKH OTMYLICHHBIX JIEKAPCTBEHHBIX Ipernaparax
(MeXIyHapOoJHOE HEMAaTEeHTOBAaHHOE WJIM XUMHUYECKOe, OO TOProBOo€ HAMMEHOBAHUE, IO03MPOBKA,
KOJIMYECTBO) U MPOCTABJISIETCSI JaTa OTITYCKa.

6. Ha peuentypHom OnaHke BHM3Y HMEETCS JMHHUS OTPBIBA, PA3JENAIOLIasl PELEHTYpPHBIH
OJIaHK M KOPELIOK.

Kopemok ot penenra Bbliaercs OOMbHOMY (JMIly, €ro MPEACTABISIONIEMY) B alTeYHON
OpraHu3alliy, Ha KOpEIIKe JelaeTcs OTMEeTKa O HaMMEHOBAaHMU JIEKapCTBEHHOIO IIperapara,
JIO3UPOBKE, KOJIHMYECTBE, CHOCOOE TMPHMEHEHWs, M OH oOcTaercs y OompHOro (JMua, ero
MPE/ICTABJISIFOIIETO).

7. PeuenTypHblii ONaHK 3amoyIHAETCS NPU BBIMHMCHIBAHUM JICKAPCTBEHHBIX IPEMaparos,
U3JIeTUl MEUMIIMHCKOTO Ha3HAuYeHHUs M CIEeHUATM3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MUTAHUS IS
JeTel-UHBAJINIOB, BKIIOYEHHBIX B TNEPEYHU JIEKAPCTBEHHBIX MPENapaToB, M3AEIHA MeIUIIMHCKOrO
Ha3HAUYEHUS M CIEUUAIN3UPOBAHHBIX MPOJYKTOB JIEYEOHOrO NHTaHUS s JIeTeH-UHBAJINIOB,
yTBEp)KJaeMbIX B YCTAaHOBJICHHOM TOps/IKE, a TaKXe UWHBIX JICKQpCTBEHHBIX IpenapaTos,
OTITyCKaeMbIX OECIUIaTHO MJIM CO CKUKOH.

8. TpeGoBaHus, MpenbsBiIsSeMble K BBIMHMCHIBAHUIO H3JCIUN MEIUIIMHCKOIO Ha3HAYeHHUs WU
CIELUAIM3UPOBAHHBIX MPOAYKTOB JICUEOHOTO MUTAHUS A JNETeH-MHBAJIMAOB B PAMKaxX OKa3aHUs
rOCYJapCTBEHHON  COIMANbHOW  TOMOIIM  AQHAIOTWYHBI  TPeOOBaHMSM, NPEABABISEMBIM K
BBINMCHIBAaHHIO JICKAPCTBEHHBIX MIPENapaToB (3a HCKIFOUYSHUEM OTMETKH BpaueOHONH KOMUCCHH).

9. Opran ynpaBieHus 3apaBooxpaHeHHMeM cyObekTa Poccuiickoit ®exepanuu MOXeET
pa3peuInTh U3roTOBJIEHHE PELENTYPHbIX OJAHKOB B MEIUIIMHCKUX OPraHM3aLUsAX C UCIOJIb30BAaHHUEM
KOMIIBIOTEPHBIX TEXHOJIOTHI.

10. JJomyckaetcst opopMIIeHHE BCEX PEKBU3UTOB pelenTypHbIX OnaHkoB Gopmbl N 148-1/y-06
(o1) "Perent” ¢ UCMOJIB30BAHUEM KOMITBIOTEPHBIX TEXHOJIOTHIA.

11. Ha oGopoTHoii cropoHe penentypHoro Omanka ¢opmber N 148-1/y-06 (i) medaTtaercs
TalNHIa CICAYIOMIEro CONePKAHUS:

[IpuroTOBUII [IpoBepui OrnycTu

12. Ha peuentypubix 6mankax ¢opm N 148-1/y-04 (;1) u N 148-1/y-06 (;1) BeIMUCHIBaeTCS OHO
HaMMEHOBAaHHE JIGKAPCTBEHHOIO  Tpemnapara, M3AeNHs  MEIUIMHCKOTO  Ha3HA4YeHHWs WU
CTIEUATN3UPOBAHHOTO MTPOIYKTA JICYEOHOTO TUTAHHUS.

HcnpaBneHus npy BHIMUCHIBAHUN PEIETITOB HE JIOITYCKAIOTCH.

13. Cpoxk neiictBus peuenta (1 mecsi, 3 Mecsiia) yka3plBaeTcs IMyTeM 3a4€pPKUBaHUS.



MMHMCTEPCTBO 30PaBOOXPaHeHUs
¥ COLMAaJIbHOTO Pa3BUTHUSI
Poccuiickon denmepaumm

(HauMeHOBaHME MEOULMHCKOM OpTaHU3aLuUmM)

Kon ¢opmer nmo OKYI
Kon yupexnmenusa no OKIIO
MeIMUMHCKas OOKYyMeHTalMs
&opma N 305-1/y
YTBepxAeHa NprKa3oM MMHMCTepCTBa BAPaBOOXPaHEHMs
¥ COLMaNBHOTO PasBMUTHS PocCcMitcKoMn
®enepaummu or 12 pempansa 2007 r. N 110

Ipunno:xenne N 10
K [IpuKasy MUHHCTepCTBA 3APAaBOOXPAHEHUS
U colMaNbHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110

Kypuan* yuera B MemauuuHCKux opranmusauusix popmet N 148-1/y-88 ''Peuentypusii 6iank’,
dopmer N 148-1/y-04 (1) "Peuent'’, dpopmer N 148-1/y-06(a) ''Pement'’, ¢opms ''‘CrnenmanbHsni pellenTypHSIA
B6laHK Ha HaApPKOTUYECKOE CPefCTEO M IICUXOTPOINHOE BelleCTBO

(c m3menennsivu ot 20 sinBaps 2011 r.)

1
N puxon Pacxon ®.M.0. |Ocra-
n/ n u TOK
nara N un obumee |cepum m|xoymue—-| ®.M.0. un maTta |(cepmusa |[komam- . M.0. NOOMNMUCE | TOANMUCEH
perucT- oaTa KOJIM4ye— | HoMepa CTBO noanmce BEIOAYM n YeCTBO | OTBETCT— (OTBETC— |OTBETC—
pauun JOKyMe— CTBO peuen- BJIaHKOB | OTBETCTBE— peuern- | HoMep BBEIODAH— | BEHHOTI'O TBEHHO— | TBEHHO—
npmxon—|(HTa, OT|IOOCTYy-— TYPHBIX o HHOT'O TYPHEIX | peLer— HBIX MeOouUMH— To To
HOTO KOT'O nuBUMX |OJIAHKOB |CcepuaM |MeOMUMHC— |6JlaH- |[TypHO- [pelen-| ckoro Menuuu- |paboT—
IOKyMe- |[[IOCTy- |peuen-— KOT'O KOB To TYPHBIX | paB®OTHM~ | HCKOT'O HMKA ,
HTa buizang TYPHBIX paboTHUKE, GraHka |BiaH- xa, paboT- |BEIOaB-—
6JIaHKOB NoJIydunBlIe— KOB MOJIyYMB-— [ HUKA, mero
o mero noJIyuu— | peuen—
peLenTyp- pelLenTy-| BIErO |TypHBHE
Hele OJIaHKM DHEIE pelen- |BJlaHKU
OJIaHKM |TypHBE
OJIaHKN
1
1 2 3 4 5 6 7 8 9 ) 10 ) 11 ) 12 ) 13 ) 14

)

* JKypnan gomxeH OBITH NMPOHYMEPOBaH, HPOLIHYPOBAH M CKPEIUICH IMOAMUCHIO PYKOBOIUTENS U
MeYaThi0 MEAUIIMHCKON OpraHU3aIiH.

CorracoBaHo
PykoBoauTeNh (3aMECTUTENDh PYKOBOIUTENS)
®CKH Poccun

12 ¢espans 2007 .

O.H.

XapuukuH



IIpnaoxenne N 11

K npuka3sy MHHHCTEPCTBA 31PaBOOXPaHEHHUS
U colMaNbHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110

(c m3menennsivu ot 20 sinBaps 2011 r.)

MMHMCTEPCTBO 3OPaBOOXPaHEeHUs
M COLUMAaJIbHOTO Pa3BUTUSI
Poccuiickon denmepaumm

(HauMeHOBaHME MEIULMHCKOM OpTaHU3aLuM)
Kon ¢opmer nmo OKYI
Konm yupexnmenua no OKIIO
MemuuuHCKas OOKYyMeHTaLMsA
éopma N 306-1/y
YTBepxmeHa NprkasoM MmMHMCTepCTEBa 3APaBOOXPaHEHMS
¥ COLUMaNBHOTO PasBMUTHMS PoccuitcKomn
®enepaummu or 12 pempana 2007 r. N 110

Kypuan* yuera B MemauumHckux opranmusauusix popmet N 107-1/y "Peuenrypmsmt 6naux'’

VYrparuno cuny ¢ 1 utons 2013 r.

* )XKypuan nomkeH OBITh HMPOHYMEPOBAH, NMPOIIHYPOBAH M CKPEIICH MOAIMCHI0O PYKOBOAMTENS W IEYaThio
MEJULIUHCKONW OpraHu3altu.

Ipunnoxenne N 12

K [IpyKa3y MHMHHCTEPCTBA 31PaBOOXPAHECHUS
U COLMANBLHOrO pa3sutust PO

ot 12 ¢peBpansa 2007 r. N 110

HNucrpykuus
0 Nops/AKe HA3HAYEHH JIEKAPCTBEHHbIX NIPpenapaTroB

VYrpatuno cuiy ¢ 1 urons 2013 r.



Ipunno:xenne N 13

K IIpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHUS
U colMaNbHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
0 MOpPs/IKe BHINMUCHIBAHNS JIEKAPCTBEHHBIX NPenapaToB U oopMieHNs pelenToOB 1
TPe0OBAHUIT-HAKJIATHBIX

. O0mme TpedOBaHMSA BBINNCHIBAHNS JEKAPCTBEHHBIX NIPeNnapaTos

1.1. Ilpm HanmUuuu COOTBETCTBYIOUIMX TIOKa3aHUI TrpaxaaHaMm, oOpaTUBLIMMCA 32
MEIUIUHCKOW TIOMOIIBI0 B aMOYyJIaTOPHO-NOJUKIMHUYECKOE YUPEKACHUE, a TaKkkKe B CIydasx
HEOO0XOIMMOCTH MPOJOJDKEHHUS JICYEHUS! TOCJIE BBIMIUCKM OOJIBHOTO M3 CTAallMOHApa Ha3HAYAIOTCS
JIEKapCTBEHHBIE MPENapaThl ¥ BHITUCHIBAIOTCS PELENITHl HA HUX.

1.2. 3anpeniaercs BHIMUCHIBATH PELICTITHI:

Ha JIGKapCTBEHHbBIE IIPENapaThl, HE Pa3peLICHHbIC B YCTAHOBICHHOM MOPSIKE K METUIIMHCKOMY
IIPUMECHCHUIO,

IIPU OTCYTCTBUU MEIUIIMHCKUX ITOKa3aHUH;

Ha JICKapCTBEHHBIC MPEnapaThl, HCIOJIb3YeMbIC TOJIBKO B MEIUIMHCKHX OpraHu3anusix (3¢pup
HApKO3HBIH, XJIOPATHI, (eHTaHw1! (KpOMe TpaHCAEpMalIbHOM JIEKapCTBEHHOW (POpMbI), COMOpEBHH,
KaJIUIICOJ, (PTOPOTaH, KETAMUH U JIp.);

Ha HapKOTHMYECKHE CPEJICTBA U INCUXOTPOIHbIC BeliecTBa, BHeceHHble B Crmcok |l Tlepeuns
HapKOTHYECKUX CPEACTB, NMCUXOTPOMHBIX BEIIECTB M HX MPEKypPCOPOB, MOJUIEKAIUX KOHTPOIIO B
Poccniickoit denepannu, yrBepKIeHHOTO mmoctaHoBiieHUueM [IpaBurensctBa Poccuiickoit denepanmu
ot 30 utons 1998 r. N 681 (nanee - HapKOTHUECKHE CPEICTBA U ICHXOTpoIHbIe BeniecTBa Crincka 1) -
IS JIeYeHUs] HApKOMaHHUU,;

Ha HApKOTUYECKHE CpeICTBa W IICUXOTponHble BemectBa cmuckoB Il u Il -
YaCTHONPAKTUKYIOIIMM BpayaMm.

1.3. 3yOnbple Bpauu, ¢enpamepsl, aKylIIepKd BBITUCHIBAIOT OOJBHBIM pEIENnThl Ha
JIeKapCTBEHHbIE MpernapaThl 3a CBOEH MOJMUCHIO M ¢ YKa3aHUEM CBOETr0 MEIUIIMHCKOTO 3BaHUS TOJIBKO
B ClyyasX, yKa3zaHHbIX B ILIL. 3.3., 3.6., 3.7.2. IHCTpYKIMH O MOpsAIKE Ha3HAUYEHUs JEKapCTBEHHBIX
npenaparos (npunoxxenue N 12).

1.4. Peuentsl GONBHBIM JOJDKHBI BBIMHUCHIBATHCSA C yKa3aHHEM BO3pacTa MallMeHTa, MOpsIKa
OILIAThl JIEKAPCTBEHHBIX MPEMapaToB U C YUETOM JIEHCTBUS BXOAALIUMX B UX COCTAB MHIPEAMEHTOB Ha
pelentypHbIX OnaHkax, (OpPMBI KOTOPBIX YTBEpXkA€Hbl MUHHCTEPCTBOM 3/ApPAaBOOXPAHEHUS MU
corpasibHOTO pa3Buths Poccuiickoit @enepanuu (mpunoxenust N 1, 3, 5, 7 u 8).

1.5. Peuentypusie Onmanku Qopmbr N 148-1/y-88 (mpunoxenue N 3) npemnazHaueHbl st
BBIMMCHIBAHUSA U OTITYCKa!

- TNCHXOTPOINHBIX BemlecTB, BHeceHHble B Crmcok Ill Ilepeuns HapkOTHYECKHX CpEACTB,
NICUXOTPOITHBIX BEIIECTB U HMX IMPEKYpPCOpOB, MOJUIeKAIIMX KOHTpomo B Poccuiickoit deneparuy,
yTBepkJIeHHOro noctanonieHueM [IpasurenscrBa Poccuiickoit ®deneparu ot 30 utons 1998 r. N 681
(manee - mcuxortpomnueie BemecTBa Crucka I1), 3aperucTpupoBaHHBIX B yCTAaHOBJICHHOM TOPSAKE B
Ka4yecTBe JIEKAPCTBEHHBIX MPENnapaTos,;

- UHBIX JIEKAPCTBEHHBIX CPEJCTB, MOUICKALIUX IPEIMETHO-KOJIMYECTBEHHOMY YUeTYy;

- aHa0OJIMYECKUX CTEPOHJIOB.

Jlis BBINMCHIBAaHMST M OTIYCKa JICKAPCTBEHHBIX IPENaparoB sl aMOyJaTOPHOIO JIEeYCHHS
rpakJlaH B paMKax OKa3aHUsS T'OCYJAapCTBEHHOM COLMANIbHOM MOMOIIM U Ipak/laH, UMEIOLIHUX IPaBo Ha
MOJy4eHHE JIEKapCTBEHHBIX MpPEnapaTroB OECIUIATHO M CO CKUAKOW, MpelHa3HAuYeHbl pELenTypHbIE
onanku opmbl N 148-1/y-04 (1) u penentypusie 6nanku ¢popmbl N 148-1/y-06(n) (mpunoxenust N 7
u 8).

Bce ocranbHble JekapcTBEHHbIE MpenapaThl BBIMUCHIBAIOTCS HAa PELIEITYPHBIX OJaHKax (GOPMbI



N 107-1/y (mpunoxenue N 5).

1.6. Hapkotudeckue cpencTBa U ncuxoTponHble BemecTBa Crucka |, 3apeructpupoBaHHbie B
KAaueCTBE JICKaPCTBEHHBIX CPEJACTB B YCTAHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickonn ®enepauyu
MOPSI/IKE, JIOJKHBI BBIMHMCHIBATBCS HA CIEHUANBHBIX PELENTYPHBIX OJIaHKaX Ha HApKOTHYECKOE
CpPECTBO M MCUXOTpoIHOe BemecTBo (nmpunoxenue N 1).

1.7. Ilpu BBHINUCHIBAHMM pELENTa Ha JIEKAPCTBEHHYIO MPONUCh HHIUBHIYaIbHOTO
M3TOTOBIICHUS, COJEPIKALIYI0 HAPKOTHYECKOE CPEICTBO WM McUXoTpornHoe BemiectBo Crucka Il u
apyrue $papMakoJIOTHYeCKUe aKTUBHBIC BEIIECTBA B J103€, HE MPEBBIIIAIONICH BHICIIYIO Pa30BYIO J103Y,
U NIPU YCJOBUH, YTO 3TO KOMOMHUPOBAHHOE JIEKAPCTBEHHOE CPEACTBO HE SIBISIETCS HAPKOTUUYECKUM
CPEACTBOM HJIM MCUXOTpOINHBIM BemectBoM Crmcka Il, cnemgyer ncnons3oBath penenTypHbIid OJaHK
dopmbr N 148-1/y-88.

OtH peLenTs JIOJKHBI 0CTaBaThCs B anTeYHON OpraHu3aIuu e
MPEMETHO-KOJIMYECTBEHHOI'O yUeTa.

1.8. Ilpu BbIIUCHIBAaHMM peELENTa Ha JEKAPCTBEHHYIO MPONUCh HHIUBHIYaIbHOTO
M3rOTOBJICHUS HAa3BaHUsI HAPKOTHMUYECKHX CPEACTB M MCUXOTpPOonHbIX BemiecTB cnucko Il u 11, uHbIX
JICKApCTBEHHBIX CPEJCTB, MOJUIEKAIIUX IPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, MUIIYyTCSd B Hadaie
pelenTa, 3aTeM - BCE OCTaJIbHbIE UHIPEAUEHTHI.

1.9. BomuceiBasi HAPKOTUYECKOE CPEJICTBO WM IMCUXOTpornHoe BemiecTBo cruckoB |l u 11,
MHBIE JIGKAPCTBEHHBIE CPEACTBA, MOJICKAIINE MPEIMETHO-KOJIMYECTBEHHOMY YUYeTy, J03a KOTOPBIX
NPEBBIIAET BBICIIMN OJHOKPATHBIM IpHeM, Bpad JOJDKEH HamMcaTh /03y 3TOrO CpPeACTBa WU
BEIIECTBA MPOMHUCHIO U MOCTABUThH BOCKIIMIIATEIbHBIN 3HAK.

1.10. He pa3permiaercst BBINUCHIBATh ONpEAETICHHBIE JIEKAPCTBEHHBIE IpernapaTtbl B OIHOM
peuente OoJiee TOro KOJIMYECTBA, KOTOpoe yka3aHo B npuinokeHur N 1 k Hactosmelt MHCTpyKuuu.

1.11. Hopmbl BBINHMCHIBaHMS M OTIYCKa HapkoTudeckux cpeactB Crmucka |, mpomsBoaHbIx
6apOUTYpOBOI KUCIIOTHI, HHBIX JEKAPCTBEHHBIX CPEACTB, MOIEKAIIUX TPEIMETHO-KOIMYECTBEHHOMY
yueTy, Uil HHKYpaOeIbHbIX OHKOJIOTHYECKUX M T€MaTOJOTHUECKUX OOJBHBIX MOTYT OBITh YBEIMUYEHbI
B 2 pa3a [10 CPAaBHEHHUIO C KOJIMUYECTBOM, YKa3aHHbIM B npuiokeHuu N 1 k Hactosmeit MHcTpykuumu.

1.12. CocraB IeKapCTBEHHOTO Tpemapara (B cilyyae KOMOMHHMPOBAHHOTO IIpenapara),
o003Ha4YeHHe JIeKapcTBEHHOW (opMbl M oOpalleHHe Bpaya K (hapMaleBTHUYECKOMY pPabOTHHKY 00
M3rOTOBJICHUH U BBIJIayue JIEKAPCTBEHHOTO IperapaTa BBIMUCHIBAIOTCS HA JIATHHCKOM SI3BIKE.

He nomyckaercst cokpaieHue 0003HauYeHUH OJIM3KUX 1O HAaMMEHOBAHUSM HHIPEJUEHTOB, HE
MO3BOJISIONINX YCTAHOBHUTD, KAKOM HMEHHO JIEKapCTBEHHBIH MpenapaT BbIIHUCAH.

Vcnonp30BaHue JIATUHCKUX COKpALIEHUH ATUX 0003HaueHWil paspemiaercs TOJNbKO B
COOTBETCTBUHM C COKpAIICHUSMH, NPUHATBIMA B MEAMLMHCKOW W (apMaleBTHUECKONH MpPAKTUKE,
npexycMoTpeHHbIMH IpuiioxkenneM N 2 k Hactosien MHCTpyKImy.

1.13. Cnoco06 mpuMeHEHHUs JIEKapCTBEHHOro Ipernapara 0003HA4aeTcsl ¢ yKa3aHHEM [03bl,
YacTOThl, BPEMEHUM TMpHeMa U €ro JJIUTEIbHOCTH, a /s JICKapCTBEHHBIX MpPEenapaTos,
B3aUMOJICUCTBYIOIINX C MHIIEH, BPEMEHHU HX YIOTPEOIEeH!UsI OTHOCHTEIILHO TIpUeMa UM (10 eIbl, BO
BpEMs €JIbl, IOCIIE €Ibl).

1.14. Tlpu HeoOXOAMMOCTH 3KCTPEHHOTO OTIYCKa JIEKApCTBEHHOI'O Ipernapara OOJbHOMY B
BEPXHEH YacTH pelenTypHOro OJjaHKa MpOCTaBsitoTCs 00o3HaueHus "'Cit0" (cpouno) wmm “statim”
(HEeMeJICHHO).

1.15. Tlpu BbINMCHIBAHUM pELENTa KOJIMYECTBO >KUIKUX (DapMaleBTHUECKUX CyOcTaHUIuH
yKa3bIBa€TCsl B MUJUIMJIMTPAX, PaMMax MM KaIUlAX, & OCTAJILHBIX BELIECTB - B IPaMMax.

1.16. CneumanbpHble pelenTbl Ha HAPKOTHYECKOE CPEIACTBO M ICHXOTPOIIHOE BEIIECTBO
JIeMCTBUTENIBHBI B TEUEHHUE S JIHEH CO /IHS BBINUCKHU, PELENThI, BHITMCAHHBIC HA PELIENITYPHBIX OJIaHKaX
¢dopmer N 148-1/y-88 - B Teuenune 10 nueil.

PemenTel  Ha  JleKapCTBEHHBIE — mpemapaThl (32  HMCKIIOYCHHEM  ITOJUIKAIIUX
NpeIMETHO-KOJIMUECTBEHHOMY y4eTy), BBITMCAaHHBIC Ha pelentypHbix Onankax ¢opmer N 148-1/y-04
(1) u dopmbr N 148-1/y-06 (), ans aMOyIaTOPHOrO JICUCHHUs] TPaXIAaH B pPaMKax OKa3aHHUS
roCyJJapCTBEHHOM COLMaNbHOI MOMOIIM M TPaXKJaH, UMEIOLIUX MPaBO Ha MOJIyYeHUE JeKapCTBEHHBIX
npenapaToB OECIJIaTHO U CO CKHUJKOH, NefcTBUTENbHBI B TedeHHe 1 mecsua co AHS BBINUCKH, a B
cllydae BBIMMCKM TAaKUX PELENTOB YKa3aHHbIM KaTETOpHUsSM TIpaxJaH, JIOCTUTLIMM IE€HCHOHHOTO
BO3pAacTa, CPOK JAEHCTBUSI peLenTa COCTaBIAeT 3 Mecsla CO JHS BBIMUCKHU. [l JIedeHus 3aTsDKHBIX U



XPOHUYECKHX 3a00JEeBaHUN TpakJaHaM MEHCHOHHOT'O BO3pacTa MOTYT BBIMHMCHIBATBhCS PELENThl Ha
JIEKapCTBEHHBIE Mpenaparhbl Ha Kypc JICUSHUs 10 3 MECSALIEB.

PenenTel Ha Bce ocTallbHBIC JIEKAPCTBEHHBIEC MPENaparhbl JCHCTBUTENBHBI B TEUCHNUE 2 MECSIIEB
CO JIHS BBIIUCKH.

Penientel Ha npou3BoOAHbIE OAPOUTYPOBOM KUCIOTHI, 3(eAPHH, NCEeBA0IPEIPUH B YUCTOM BUEC
U B CMECH C JpPYTUMH JIEKAPCTBEHHBIMU CPEICTBAMHU, aHAOOJIMYECKHE CTEPOMJIbl, KIIO3aIHH,
THAHENTUH Ui JIeYeHUs OOJBHBIX C 3aTSDKHBIMH M XPOHHYECKMMH 3a00JE€BaHUSAMU MOTYT
BBIMHCHIBATHCS Ha Kypc JeueHus 10 1 mecsma. B 3Tux ciydasx Ha peuenTax J0JKHA ObITh HAJIMHUCh
"I[lo crnenuanbHOMY HA3HAUEHUIO', CKpEIUIEHHAs MOANKMCHI0 Bpaya W IE€YaTbl0 MEIULMHCKON
opranu3zanun "l perentos”.

1.17. Ilpu BBHINMCHIBAHMM XPOHUYECKUM OOJBHBIM DPELENTOB HAa TOTOBBIC JICKAPCTBEHHBIC
npenapaTbl M JIEKapCTBEHHBbIE NpenapaThl WHAMBHUIYaJIbHOI'O H3TOTOBICHHS BpayaM pa3periacTcs
yCTaHaBJIMBATh CPOK JEHCTBHUS peLienTa B Ipeenax A0 OJHOTO rojia, 3a UCKII0UEHUEM

- JIGKApCTBEHHBIX CPECTB, MOAJIEKAIINX MPEAMETHO-KOJIMUECTBEHHOMY yYeTy;

- JIEKapCTBEHHBIX MpenapaToB, 001aJar0IUX aHA00INYECKON aKTHBHOCTHIO;

- JICKQpCTBEHHBIX IPENaparoB, OTIYCKAaEMbIX M3 alTEUHBIX OpPraHU3alMi MO penentam s
amMOyJIaTOPHOTO JICUEHHsI TPaXJaH B paMKaxX OKa3aHMs TOCYAAPCTBEHHOW COLMAIIHOW MOMOIIM U
rpakJiaH, UMEIOIIMX MTPaBO Ha MOJyYEHHE JIEKAPCTBEHHBIX CPEJICTB OECIIATHO U CO CKHIKOM;

- COUPTOCOIEPIKAIINX JIEKAPCTBEHHBIX MPENapaToB UHIANBHUYaIbHOIO U3TOTOBJICHUS.

[Ipy BHINUCHIBAHMM TaKUX PEIENTOB Bpad JOJDKEH CcJenaTh IMOMETKY ''XpOHHYECKOMY
6obHOMY", YKa3aTh CPOK JAEHUCTBHS peLenTa U NepruoAMYHOCTh OTITyCKa JEKAPCTBEHHBIX MPENapaToB
U3 anTeyHOW OpraHu3aluu (eXKEHEIeNbHO, €KEMECIYHO M T.I.), 3aBEPHTh ITO YKa3aHHE CBOEH
MOJMKCHIO U JIMYHOH MeYaThlo, a TAKXKe MeYaTbio MEIUIIMHCKON opranu3anuu "J{is penentos”.

1.18. Peuent, He oTBedawmUi XOTs ObI OJHOMY W3 TEPEYUCICHHBIX TPEOOBAaHUN WIH
COZIEp>KaIN HECOBMECTHMBIE JICKAPCTBEHHBIE CPEJICTBA, CUMTACTCS HEACHCTBUTEIbHBIM.

B ciyuae BO3MOXXHOCTM YTOYHEHHMS Yy Bpaya WIM JAPYroro MEIUIMHCKOrO pabOTHHKA,
BBIMMCABIIIETO PELENT, HAUMEHOBAHUS JIEKAPCTBEHHOTO MPenapara, ero 103UpOBKU, COBMECTUMOCTHU U
T.I., pAOOTHUK aNTEeYHOI OpraHU3aLUU MOXKET OTIIYCTUTh JICKApCTBEHHBIH MpenapaTr NalyueHTy.

11. Ilopsiiok BHINMMCHIBAHUS PelleNITOB HA JIeKAPCTBEHHbIE MPenapaThbl 115 aM0yJIaTOPHOI0
JIeYeHHs I'Pak/IaH B pAMKaxX 0Ka3aHHUs rocyJapCcTBEHHOI COMATbHONI MOMOIIH U I'PAKIAH,
HMEOIIMX NPAB0 HA MOJy4YeHHe JICKAPCTBEHHBIX CPeACTB 0eCIJIATHO U CO CKUAKOM

2.1. CamocToATeNbHO Jevyalum BpayoM WIn BPayOM-CIHELUAIUCTOM
71e4eOHO-TTPOPMIAKTUYECKOTO YUPEKICHUS BBIMCHIBAIOTCS PELENThl Ha JIEKAPCTBEHHBIE MPENapaThl
JUIs aMOyJIaTOPHOTO JICYEHUS TPAXKAAH B PAMKax OKa3aHUs TOCYAapCTBEHHOW COIMAIBHON IMOMOIIU U
rpaxkJlaH, UMEIOIIMX IPAaBO Ha MOJYYEHHE JIEKAPCTBEHHBIX CPEICTB OECIUIAaTHO M CO CKHUIKOM, B
COOTBETCTBUH CO CTaHAApTaMU MEIUIIMHCKON IMOMOIIM, 3a HMCKIIOYEHHEM CIlyyaeB Ha3HA4YeHH,
orpeesieHHbIX MyHKTOM 2.4.1. HacTosmeit MacTpyKimy.

2.2. IIpaBo caMOCTOATENBHO BBHIUCHIBATh PELIENTHI sl TOJYyYSHHs B alTEYHON OpraHu3aluu
JIEKapCTBEHHBIX CPEACTB IpakJaHaMm B MOpsAKe, ycTaHOBIeHHOM II. 2.1. Hacrosimeil MuHcTpykuuy,
UMEIOT TaKXKe:

2.2.1. B penenax cBOel KOMIIETEHLIMU Bpauu, paboTarole B MEJUIIMHCKON OpraHu3aliu 1o
COBMECTHUTEJBCTBY;,

2.2.2. Bpaud CTAalMOHAPHBIX YYPESKICHUH COLMAIBHOM 3aIlIUTBl M HMCIPABUTEIbHBIX
YUpEeXAeHUI HE3aBUCUMO OT BEJOMCTBEHHOM MPUHAIICKHOCTH,;

2.2.3. Bpauu BEJIOMCTBEHHBIX MOMUKIMHUK (enepanbpHoro (cyosekTa Poccuiickoit @eneparyn)
MOTUNHEHHUS:

- TpakJlaHaM, UMEIOIMM CTaTyC Mo MpogecCHOHAIbHOMY MPU3HAKY, PACXObl Ha OecruiaTHOe
JIeKapCTBEHHOE OO0ECleYeHne KOTOPbIX B COOTBETCTBUM C 3aKOHOZAATENbCTBOM Poccuiickoit
denepanyy MOKPHIBAIOTCSA 32 CUET CPEACTB (eiepaIbHOro OlKeTa,;

- UHBIM KaTEeTOpPHsM TPa)KAaH, pacXo/ibl Ha OeCIUIaTHOE JIeKapCTBEHHOE 00ecredeHne KOTOPhIX
B COOTBETCTBHM C 3aKOHOJaTelabcTBOM Poccuiickoil Denepanuy MOKPHIBAIOTCS 3a CYET CPEACTB



OIO/KETOB PA3IMYHBIX YPOBHEW M 0053aTEIHLHOT0 MEIUIIMHCKOTO CTPAXOBAHUS [0 COTJIACOBAHHIO U B
MOPsIIKE, OTIPEIETIEMOM OpraHaMy UCTIOTHUTENLHOU BiacTu cyobekTa Poccuiickoit denepanuu, ecnu
B OIO/DKETaX COOTBETCTBYIOMUX (heepaabHbIX OPraHOB HUCIOJHUTEIBLHOW BIIACTH HE BBIICIICHBI
(huHAHCOBBIE CPECTBA HA ATH IIEIH;

2.2.4. 4aCTHONPAKTUKYIOIIKE BpayH, paboTaIOLIHe 110 JOTOBOPY C TEPPUTOPUATBHBIM OPraHOM
yIpaBleHUsl 3APaBOOXPAHCHUEM W/WIA TEPPUTOPHATBHBIM (DOHAOM 0053aTETBHOT0 MEANIIMHCKOTO
CTpaxOBaHHUs, U OKA3bIBAIOIINE METUIIMHCKYIO MOMOIIbh TPakJaHaM B paMKax MPOrpaMMbl OKa3aHUs
rOCy/IapCTBEHHOW COIMANIBHONM TOMOIIM ¥ TpakJaHaM, HUMEIONMM TIPpaBO Ha IMOJy4YCHHUE
JIEKapCTBEHHBIX MPEnapaToB OECIIATHO U CO CKUIKOM.

2.3. B o0co0bix ciy4asx (IpOKMBaHHUE B CEIBCKOM MECTHOCTH, TJ€ HAXOIUTCS TOJBKO
MEJIMIIUHCKAs OpraHu3alus Win ee 000CO0JICHHOE MOpa3/e/icHIe, HE UMEIOIIee Bpaya) PelenThl Ha
JIEKapCTBEHHBIE Tpenaparbl Uil aMOyJnaTOpPHOTO JICUEHUs TpakJaH B paMKax OKa3aHUA
rOCy/IapCTBEHHOW COLMATbHOW TOMOIIU U TPaXKJaH, UMEIONINX MPaBO Ha MOTyYEHUE JIEKAPCTBEHHBIX
mpemnapaToB OECIIaTHO M CO CKHUIKOH, MOTYT OBITh BBIMUCAHBI CAMOCTOSATEIHHO BEAYIIMM IpPHUEM
GdenpanepoM Win akyepKkol TaKo METUITUHCKOW OpraHu3alliid B COOTBETCTBHH C 1. 2.1. HacTosmen
NHucTpykuumu.

[lepeueHb METUITMHCKUX OPTaHHU3AIMA U MOPSAIOK JEKAPCTBEHHOTO 00eCTeYeHHs yKa3aHHBIX
TpaXKIaH OMPEACTSIOTCS OpPraHOM HCIOJHHUTENBHOW BiacTh cyObekTa Poccuiickoit deneparuu B
cdepe 31paBoOXpaHEHUSI.

2.4. BrimucplBaHHE PEIENTOB Ha JIEKAPCTBEHHBIE MperapaThl A aMOylaTOPHOTO JICYSHHS
rpaxJaH B paMKaX OKa3aHWs rOCYAapCTBEHHOW COMMAIBLHON MOMOIIM U TPa)JAaH, UMEIOIIUX MMPaBo Ha
MOJTyYeHHUe JIEKapCTBEHHBIX MPerapaToB OECIIaTHO U CO CKHUJIKOHM, OCYIIIECTBISETCS:

2.4.1. BpauaMu-crieINaINCTAMU

- Ha HApPKOTUYECKUE CpencTBa u MIPOTHUBOOITYXOJICBHIE npenaparsl
(OHKOJIOTUYECKUM/TEMATOJIOTHUECKUM OOJIBHBIM) - OHKOJIOTOM W/HJIM T€MaToJIoroM, He(poJorom,
PEBMATOJIOTOM H Jp.;

- HA MUMMYHOMOJYJISTOPBI - IeMaToJIOTOM HW/WJIM OHKOJIOTOM (TIOCJe TPOBEICHHS JTy4eBOM
W/WIA XUMHOTEpAIuH, Mepecajki KOCTHOro Mo3ra), uMmyHosoroM (6oibabiM CITWJ] wiau apyrumu
TSOKEJBIMUA HAPYIICHUSIMH UMMYHHUTETa), TPAHCIUIAHTOJIO0TOM (TIOCie Mepecajki OPraHoB M TKaHEH),
PEBMATOJIOTOM M UHBIMH CIIELIUATHCTAMHU,;

- Ha IPOTUBOTYOEPKYJEe3HBIC MIPENapaThl - PTUIUATPOM,

- Ha mnpoTuBoaMabeTHyeckue (OOJBHBIM CaxapHbBIM JIUA0ETOM) W TMPOYHME JIEKAPCTBEHHBIC
MpernapaThl, BIHUSIONINE HA SHIOKPUHHYIO CHCTEMY, - SHIOKPHHOJIOTOM, B MOPSAKE, OMPEICIICHHOM B
nyHkTe 2.4. UHCTpYyKIMU O OPsiIKEe HA3HAYCHUS JICKApCTBEHHBIX mpenaparoB (npuioxenue N 12).

[Ipn OTCYTCTBUM YyKa3aHHBIX CIICLIUATUCTOB BBHIMHCHIBAHUE JIIOTHBIX PELENTOB B ITHX
CIIy4asix IPOU3BOJUTCS JICUALTIM BPayOM [0 PEIICHUI0 BpauyeOHON KOMHCCUN TTOTUKIUHUKY;

2.4.2. nedamuM BpaduoM WM BPauOM-CIICHUAIMCTOM TOJNBKO [0 PEIICHUI0 BpadyeOHOI
KOMUCCHH MEIULIMHCKON OpraHu3allvu:

- Ha TICUXOTponHbIe BemecTBa cnuckoB |l u |11, uHBIe TEeKkapcTBeHHBIE CPEeICTBA, MOJISKAIINE
MPEIMETHO-KOJIMYECTBEHHOMY yUeTy, aHAaOOTMYECKUEe CTEPOUIBI,

- Ha HapkoTuueckue cpeactBa Cnucka |l OGonpbHBIM, HE CTPagAIONIMM OHKOJOTUYECKHM
(remMaToyIorn4eckuM) 3a00JICBaHUEM;

- Ha JICKapPCTBEHHBIE MpemnapaThl, HA3HAUYAEMBbIC JICYAIlUM BPauOM U BpadyaMH-CIICIUATUCTAMH,
O0JTHOMY OOJIbHOMY B KOJIMYECTBE MSATH HAMMCHOBAHWW M 00Jice OJIHOMOMEHTHO (B TCUCHHE OJIHMX
CYTOK) WJIM CBBIIIIE JIECSITH HAUMCHOBAHHUI B TCUCHHUE OJTHOTO MECSIIA;

- Ha JIGKapCTBEHHBIC Mpenaparbl B CIydyasX HETUIWYHOTO TeUeHUs OOJEe3HU, MPH HAIUYUU
OCIIO’)KHEHHUI OCHOBHOTO 3a00JIeBaHMS /MM COYETAHHBIX 3a00JIeBaHUN, PU HA3HAYEHUH OMACHBIX
KOMOMHAIIMI JIEKAPCTBEHHBIX CPEJICTB, a TAK)KE MPHU UHIUBUAYATHHON HEMEPEHOCUMOCTH.

2.5. YTpaTui cuiy.

2.6. He pnomyckaercs BBIMHCHIBAHUE PEIENTOB Ha JIEKApCTBEHHBIE TMpemaparsl s
aMOyJIaTOpPHOTO JIeYeHHsI TpaKIaH B paMKaX OKa3aHHUS TOCYIapCTBEHHOW COIMANbHOW MOMOIIM U
rpaxiaH, UMEIIIUX MPaBO Ha MOJyYeHHE JIEKAaPCTBEHHBIX NpenaparoB OECIUIATHO U CO CKUIKOM,
BpauyaMU CaHAaTOPHO-KYPOPTHBIX YUPEKACHUN, BpadyaMH CTAIIHOHAPHBIX YUPEKICHHH, B T.4. JHEBHBIX
(32 WCKIIOUYEHHEM CTAllMOHAPHBIX YUPEKICHHH COIMATbHOM 3alUTHI), a TaKkXkKe BpayaMH



MEIMLIMHCKUX OpTraHu3alii B MEpHOJ HAaXOXACHUS OONBbHBIX Ha CTAllMOHAPHOM JICYEHUH B
COOTBETCTBHUHU C JICHCTBYIOIIUM ITOPSIKOM.

YacTHOMPAKTUKYIOIIMM BpauaM 3alpellaeTcsl BBIIUCHIBATh PELENThl Ha JIEKapCTBEHHBIC
npenapaTsl s aMOyJIaTOpPHOTrO JICUEHHs TPaKJaH B paMKaxX OKa3aHUsS TOCYJIapCTBEHHOM COIMAIbHON
MOMOIIM U TPaXKJaH, UMEIOIIMX MPAaBO Ha IMOJYyYCHHE JIEKAPCTBEHHBIX IpenapaToB OECIUIaTHO M CO
CKHUJIKOH, 32 UCKIIIOUEHUEM CIIy4yaeB, yKa3aHHbBIX B MyHKTe 2.2.4. HacTosmel MHCTpyKIHH.

2.7. HazHaueHue JIeKapCTBEHHBIX MIPENapaToB I aMOyIaTOPHOIO JICYCHHS TPaKIaH B paMKax
OKa3aHMsA TOCYJApCTBEHHOM COIMAJbHON IMOMOIIM M TpaxK/JaH, MMEIOUMX IPaBO Ha MOJYy4YCHHE
JICKApCTBEHHBIX IMpernaparoB OECIIaTHO M CO CKHUIKOM, OTpakaeTcsi B MEAMLIMHCKOW KapTe
amMOyJIaTOPHOTO OOJBHOTO B TMOPSAIKE, MPEAyCMOTpeHHOM IyHKTOM 1.6. MHCTpykumMm o mopsake
Ha3HA4YCHUs JIeKapCTBEHHbIX mpemnaparoB (mpunokenue N 12), mynkramm 1.2, - 1.10. nHacrosmei
WHCcTpyKuuy, ¢ yKa3aHHEM HOMEpa pelerTa U B TaJJOHEe aMOYJIaTOpHOrO MalMeHTa, YTBEPKACHHOM B
YCTaHOBJICHHOM TOPSIIIKE.

[Ipy BBINMCHIBAHMM PELIETITOB HA JICKAPCTBEHHBIC Npernaparbl A aMOyJIaTOPHOTO JICYCHHUS
rpaxkJlaH B paMKax OKa3aHUs TOCYIapCTBEHHOM COLMAIBbHOM MOMOIIM U I'Pak/laH, UMEIOLIHMX IPaBo Ha
MOJIy4YeHHE JIEKAPCTBEHHBIX MPEnapaToB OECIUIATHO U CO CKHUJKOM, 0053aTEIbHO YKa3bIBA€TCs HOMEP
TenedoHa, Mo KOTOPOMY PaOOTHHK aNTEYHOM OpPraHU3allMM MOXKET COIJIacoBaTh C JeYallldM BpayoM
(BpauoM-CIIeIHATUCTOM, BpadyeOHON KOMHUCCHEH MEIUIIMHCKOW OpraHMW3allii) CHHOHUMHYECKYIO
3aMeHy JIEKapCTBEHHOTO Iperapara.

2.8. Peunent Ha peuentypHoMm Onanke Qopmbel N 148-1/y-04 () u N 148-1/y-06 (i)
BBINTUCHIBACTCS BpayoM ((enpanepoM) B 3 9K3eMIUIsIpax, C ABYMsI DK3EMIUIIPAMH KOTOPOTO OOIBHON
oOparaercss B anTeuyHyl opraHuzauuio. IlociemHuii SK3eMIUIIp pelenta TMOAKJIEUBAeTCS B
amMOyJaTOpHYIO KapTy OOJIBHOTO.

2.9. Hapkoruueckue cpeactBa U ncuxoTponHbie BemiectBa Croucka Il ans amOymnatopHOro
JieueHHs TpakKJaH B paMKax OKa3aHMs TOCYAapCTBEHHOW COIMAIbHON MOMOIIM U Ipa)/iaH, UMEIOIINX
[IPaBO Ha MOJy4YEHHE JIEKAPCTBEHHBIX MpenapaToB OECIUIATHO U CO CKUAKOW, BBIIMCBHIBAIOTCS Ha
CIELMAIbHOM PELEeNTypHOM OJaHKe Ha HAapKOTHYECKOE CPEACTBO M MCHXOTPOMHOE BEIIECTBO, K
KOTOPOMY JIOTIOJIHUTENIEHO BBHINMCBHIBAIOTCS PELENThl Ha peuentypHoMm Onanke ¢opmber N 148-1/y-04
(o1) mm popmer N 148-1/y-06 (i1).

ITcuxorponHele BemiectBa Cnucka |ll, uHBIE JekapCTBEHHbIE CpEACTBA, MOJJIEKAINE
NPEIMETHO-KOJIMYECTBEHHOMY  Y4eTy, aHaOOMMYecKue  CTEepOouAbl, IMpeAHAa3HAYECHHbIE IS
amMOyJaTOPHOTO JICUEHUs] TPaXJaH B paMKax TOCYAApCTBEHHOW COLMAIBHONW MOMOIIM W TIpaxjaaH,
UMEIOIIMX TPaBO Ha TMOJy4YE€HUE JIEKAPCTBEHHBIX IMpernaparoB OecIUIaTHO M CO  CKHUJIKOWM,
BBINTUCHIBAIOTCS Ha penentypHoM Onanke N 148-1/y-88, k KOTOpOMY IOIOJHHUTENIBLHO BHINHCHIBAIOTCS
peuentsl Ha peuentypHoM Onanke Gpopmbl N 148-1/y-04 (1) mmu popmsr N 148-1/y-06(o).

2.10. Jlns oOecnieueHHss HApPKOTUYECKUMH CpEICTBAMM M IICUXOTPONHBIMHU BEIECTBAMU
OoJIbHBIE TPUKPEIUISIOTCS K KOHKPETHOM MEIMUIMHCKOW M anTeYyHOM OpraHu3alusM I0 MECTy
JKUTEIbCTBA B TOPSJIKE, OMpPEIENsiEeMOM OpPraHOM HCIIOJHUTENbHOM BIAacTH cyObekTa Poccuiickoit
®enepanyu B chepe 34paBOOXPaHEHHUS.

111. ITopsiiok oopmiieHHsI TPeOOBAHMIT-HAKJIAIHBIX B AlITEYHYI0 OPTraHU3ALMIO HA MOJIyYeHue
JIEKAPCTBEHHBIX MPeNnapaToB A MeIHUIUHCKUX OPraHu3aluii

3.1. Ina obecneueHust je4yeOHO-AMArHOCTUYECKOIO0 Mpollecca MEAMLMHCKUE OpraHU3aluu
NOJIy4YaroT JIeKapCTBEHHbIE Mpernaparbl U3 anTeYHOM OpraHu3aluu M0 TPeOOBaHUSM-HAKIIAIHBIM,
YTBEPKICHHBIM B YCTaHOBJIEHHOM IOPSIZIKE.

TpeOoBaHue-HaKIagHass Ha IOJY4YEHHE M3 ANTEYHBIX OpraHM3aluil  JIeKapCTBEHHBIX
[IPENapaToB JOJDKHA MMETh IUTaMIl, KPYIUIyl0 I€4aTh MEIUIMHCKOW OpraHu3aluu, MNOIIHUCh €€
PYKOBOJUTES HJIM €0 3aMECTHUTEINS 110 JIeueOHO yacTu.

B tpeGoBaHnu-HAKIIQAHOM yKa3bIBae€TCsl HOMED, JjaTa COCTABJICHUS IOKYMEHTa, OTIIPaBUTEb U
NoJTydaTelb JISKApCTBEHHOT'O IperapaTta, HaMMEHOBaHME JIEKApPCTBEHHOTO Tperapara (C ykazaHHeM
JO3UPOBKH, (opmbl BbIMycKa (TaONETKH, amIrysbl, Ma3H, CYMNIO3UTOPUH T.I.), BUJ YINaKOBKH
(kopoOKH, (rIaKOHBI, TYOBI H T.I1.), CIOCOO MPUMEHEHHs (11 HHBEKIMH, JIsl HAPYKHOTO [TPUMEHEHHUS,



npueMa BHYTpb, IVIa3HBIC KAaIUTM U T.I1.), KOJUYECTBO 3aTPeOOBAHHBIX JIEKAPCTBEHHBIX MPENapaTros,
KOJINYECTBO U CTOMMOCTH OTITYIICHHBIX JIEKAPCTBEHHBIX MTPENapaToB.

HaunmeHoBaHMs JJ€KapCTBEHHBIX MPENapaToB MHUITYTCS HAa JTATUHCKOM SI3bIKE.

TpeboBanus-HaKIaHBIE Ha JIeKapCTBEHHbIE CpeZCTBa, MOJUIeKAIIIE
MPEIMETHO-KOINYECTBEHHOMY yuery, BBINKCHIBAIOTCS Ha OTAEIBHBIX OnmaHKax
TpeOOBaHMI-HAKIIAIHBIX ISl K&KA0H TpyIIIbl MpEnaparos.

MenuiuHCcKUe OpraHu3allMd IPU COCTAaBICHUM 3asBOK Ha HApPKOTHYECKUE CPEICTBA H
ncuxoTponHele BeuecTsa cuckoB |l u 1l 1omKHBI pyKOBOICTBOBATHCS pacdeTHHIMU HOPMAaTHBAaMH,
YTBEP)KJICHHBIMH B YCTAaHOBJICHHOM IOPSI/IKE.

3.2. TpebGoBaHus-HaKIaJHBIE CTPYKTYPHOrO MOJpPA3JEICHUs] MEIMIMHCKOM OpraHu3aliu
(kaOuHeTa, OTHEJCHUS H T.I.) Ha JICKAPCTBCHHBIC TIIpENapaThl, HANpPABISEMble B alTCYHYIO
opranuzanuio, opopMIISIIOTCS B TOpPSJIKE, OINpenesieHHOM NyHKToM 3.1. Hacrosmued WHCTpykimy,
MOJIKCHIBAIOTCS PYKOBOJUTEIEM COOTBETCTBYIOIIETO MOJAPA3ACiCHUs M OQOPMIISIOTCA IITaMIIOM
MEIUIMHCKON OpraHu3alyi.

[Ipy BBINKUCHIBAHMM  JICKAPCTBEHHOIO Mpemapara s HHAMBHIYaJIbHOIO  OOJILHOIO
JOTIOJTHUTENIBHO YKa3bIBaeTCs €ro (paMuiIis 1 MHULIMAIIBI, HOMEP UCTOPHH OOJIE3HH.

3.3.  Cromarosnoru, 3yOHble Bpadyd MOTYT BBIIUCBIBATH 33 CBOCH  MOANHUCHIO
TpeOOBaHUA-HAKIIAJHbIE TOJILKO HA JIEKAPCTBEHHBIE MPENapaThl, IPUMEHsEMbIe B CTOMATOJIOTHYECKOM
KabuHeTe, 03 IpaBa BbIJAUM HX MMallMEHTaM Ha PYKH.

3.4. TpeOoBaHUs Ha SIOBUTHIE JIEKAPCTBEHHBIE CPEJCTBA, KPOME MOIMMCU CTOMATOJIOra WU
3yOHOTO Bpaua, JOJDKHBI HMMETh NOANUCH PYKOBOIUTENS YUYPEKICHUS (OTAENEHUS) WIH €ro
3aMECTHUTENS U KPYTIIYIO Ie4aTh MeIMIIMHCKON OpraHu3aliyy.

3.5. TpebOoBaHus-HaKIaJHbIE HAa OTHYCK YaCTHOINPAKTUKYIOIIMM BpayaM JIEKapCTBEHHBIX
npenaparoB (3a UCKIIOYEHUEM HapKOTHYECKUX CPEICTB M NMCHXOTPONHBIX BeuiecTB criuckos Il u 11, a
TaKKe JIEKaPCTBEHHBIX IIPENapaToB, COAEPKAIUMX ATH CpPEACTBA M BEIIECTBAa) O(OPMISIOTCS B
nopsake, omnpexenenHom 1. 3.1. - 3.4. Hacrosmedt WHCTpyKnMM Ha OCHOBaHMH JOTOBOpA
KYIUIU-TIPOJA’KU MEXKAY YaCTHONPAKTHKYIOUIMM BpPayoM M aNTEYHOW OpraHM3alueidl W JHUIEH3UU Ha
MEIUIUHCKYIO JIeSITeIbHOCTb, BBIIAHHON B YCTaHOBJIEHHOM MOPSIIIKE.

3.6. B anrTeuHplXx opraHuzanusAx TpeOOBaHMA-HAKIAIHbIE Je4eOHO-POPUIAKTHIECKUX
YUpEeXIeHUH Ha OTITyCK HAPKOTUYECKUX CPEJICTB U NMCUXOTPOIHBIX BemecTB cruckos Il u Il xpansarcs
B Teyenne 10 yer, Ha  OTHYCK MHBIX  JIGKAPCTBEHHBIX  CPEICTB,  IOJUIEXKAIIUX
IPEIMETHO-KOJIMYECTBEHHOMY Yy4YeTy - B TedeHHe 3 JIeT, OCTaJbHBIX TIPYNN JEKapCTBEHHBIX
IpenapaToB - B TEYEHHUE OJJHOTO KAJIEHAAPHOI'O T0/1a.

3.7. TpeboBaHUSA-HAKIAIHbIE MEAULMHCKUX OpPraHU3alUil JOJDKHBI XPAHUTHCS B alTECUHOM
OpraHu3alUM B YCIOBHX, 00€CIIEUUBAIOLINX COXPAHHOCTD, B COPOILIIOPOBAHHOM U ONE€YaTaHHOM BHJIE
1 0(hOpMIIATHCS B TOMA € YKa3aHUEM Mecsla U roja.

3.8. Yrparun cuny ¢ 1 mapra 2022 r. - IIpuka3 Munsapasa Poccun ot 24 nosiops 2021 r. N
1094H

1V. KoHTpoJib 32 BHINUCHIBAHHEM PelleNTOB M TPeOOBAHUI-HAKJIAHBIX HA JIeKAPCTBEHHbIE
npenaparsl

4.1. Yrpatun cuny ¢ 1 uronsa 2013 r.
4.2. Yrpatun cuny ¢ 1 uronsa 2013 r.
4.3. Yrpatun cuny ¢ 1 uronsa 2013 r.
4.4. Yrpatun cuny ¢ 1 uronsa 2013 r.
CornacoBano
PykoBoautens (3aMeCTHTENb PyKOBOIUTEIIS) O.H. Xapuukun
®CKH Poccun
12 ¢epansa 2007 r.



IIpunoxenne N 1

Kk VHCTpyKIMK 0 mopsiiKe BbINMCHIBAHUS
JIEKAPCTBEHHBIX NpenapaToB H 0()OpMJICHUA
penenToB U TPeOOBaAHNI-HAKIATHBIX,

YTB. IprKka3zoM MHUHHCTEPCTBA 3APaBOOXPAHEHUSA
U COUMANbHOrO pa3surust PO

ot 12 ¢peBpaas 2007 r. N 110

Hpezle.m,ﬂo A0NMMYCTUMO€ KOJIUIECCTBO JEKAPCTBCHHBIX CPEACTB /11 BbINUCBIBAHUA HA OAUH

penent
N n/no |HauMmeHOBaHUE JIEKAPCTBEHHOTO dopma BHIIyCKa U KosmuecTBO
cpencrea IO3UPOBKA
1. BynpeHOpbrH TabjieTky njs 50 Tatm.
CyOJIMHTBAJIbLHOT'O
npuema 200 MxT u
400 mxr
2. BynpenopdnH PacTBOp InJid
UHDBEKLUUMA, aMITyJIbl
300 mxr/mia 1 wmn 30 amnyn
300 Mxr/mMi 2 it 15 amnyn
3. BynpenopdnH TpaHcOoepMaibHaA
TepaneBTHUUYECKAS
cucrema
35 Mkr/u 20 nnact.
52,5 Mkr/u 8 mnacr.
70 Mxr/u 5 mnacr.
4. INTMOPOKOOEMH-—PpeTapn (EPK TabjeTk nJisa
KoHTHHyC) npremMa BHYTPb
60 mr 40 Tabs.
90 mr 30 Tabs.
120 mr 20 Tabu.
5. Ivnunosiop (mvprTpaMmn) PacTBOp mIJis 50 awmnyn
UHBEKLMWMA, aMIIyJIEl
0,75% o 2 mu
6. MopdmHa IMIPOXIJIOPUI PacTBOp mIJis 20 awmnyn
VHBEKUUM, aMITYJIb
10 Mmr 8 1 Mot
7. OMHOTIOH PacTBOp mO74
VMHDBEKLMHA, 10 amnys
amoysel 1% n 2% no
1 v




8. Npomenon (TpuMmenepumuHa TabjieTky njs 50 Tatm.
TUIPOXIIOPW) npueMma BHYTpb 25
MDD
9. Mpomenon (TpuMmenepumuHa PacTBOp mid
TUIPOXIIOPW) UHBEKLWIN,
amnysel 1 u 2% no 10 amnyn
1 Mo
mnpui-Tioorkr 1 u |10 wmnpui-robukos
2% nmo 1 mn
10. Mopéuna cynbdar (MCT TabjeTKku u
KOHTUHYC WM OPYyTME aHajioTu KarcyJsl
NPOOONIXUTEJILHOCTBI IeMCTBUS NPOIJIEHHOTO
He MeHee 12 uacos) nercTBUS OJis
npremMa BHYTPb
10 mr 160 Tabs.
30 mr 60 Tabs.
60 mr 20 Tabu.
100 mr 20 Tabu.
200 mr 20 Tabu.
11. Mpocumost TabieTKy s 50 Tatsm.
OYKKaJIbHOTO
npuema 10 mr u 20
MT
12. [Ipocumost PacTBOp IJIis 50 awmnyn
UHBEKLMMA, aMIIyJIEl
10 Mmr B 1 Mn
13. deHTaHMIT TpaHCcOepMasibHAL
TepaneBTUUYECKas
cucTeMa
12,5 mxr/uac 32 mnact
25 mxr/uac 16 nmact.
50 mxr/uac 8 mnact.
75 mxr/uac 5 nnacr.
100 mxr/uac 4 nnacr.
14. Komenn (komewmHa docdhar) Nopomok 0,2 r
15. KOMOMHUPOBaHHEIE TabneTku, He 6Bojee 0,2 o*

JIEKapCTBEHHBIE IIpellapaTHl,
coepxauye KOIOEeUMH (KOHeMHa

docdar)

KarliCyJlel, pacCTBOPE
n T.0.-




16. STuMopdMHA TUAPOXIIOPUIN [TopoIok 0,2 o**
(anonmn)
17. Ambpenpamon (benpanon) TabneTku, Opaxe 50 Taba.-
25 Mmr
18. Xanbuyon ((Tpmaszosam) Tabnerxku 250 Mxr 30 Tabn.
19. Harpus oxcu®yTupatT PacTBOp I 2 dbmaxkona
npremMa BHYTPb
66,7%,
CUPOIN OJid Hnpuema
BHyTpb 5%
20. SdhenpuHa IMUIOPOXJIOPUIL U [lopomok 0,6 r
opyrue conu sbenpuHa
21. Teobenpuu, Teobermpmuu-H, TabjaeTku 30 Tabsn.
Heo-Teodenpuu
22. CosyTan Pacreop 50 mn 1 dbmaxon
23. CnasMoBepasilvH, TaByieTkKu 50 ratsm.
CnasmoBepanrmuH—-Heo
24 . Ipyrue KOMOMHUPOBAHHEE TabjleTKu, IOPOLKHA 1 ynakoska
JIEKAPCTBEHHBIE [IpenaparTs, U T.0O.
comepxamye sbenpurHa
TUOPOXJIOPUI ¥ [OOJIexalye
NpeaMeTHO-KOJINUECTBEHHOMY
yuery
25. KoMBMHUPOBAHHEIE Karncysel, [TOPOIKH, 1 ynaxkoska
JIeKapPCTBEHHEIE [penaparTs, cuporn, TabieTKu,
comepxanme MnceBrosdhenprHa KUIKOCTD IJId
TUOPOXJIOPUI ¥ [OOJIexalye npremMa BHYTPb U
NnpeIMeTHO-KOJINUECTBEHHOMY T.I.
yuery
26. Knopenmu Tabnerxu 0,075 1 ynaxoska
mr, 0,15 mr
27. MaxukapnMua TUAPOMOIN [TopoIok 1,2 o
28. AHaABOIMUECKME TOPMOHE - TabneTku, pPacrBop 1 ynakoBka
MeTaHOPOCTEHOJIOH, 0JI9 UHBEKLWA U
OKCaHIpPOJIOH Perabosui, T.I.
Haumposion, ®eHobomnu,
CuyiabonuH M Opyrue
29. KoMBUMHUPOBAHHEIE KancyJel, 1 ynaxoBka
JIEKAPCTBEHHEIE [IpenapaTs, TabJieTK, CHUPOI,
comepxamye GEeHMJINPONAaHOJaMMH | KarJjieTsl M T.1.
U momjiexalme
NpeaMeTHO-KOJINUECTBEHHOMY
yueTy
30. denobapdburan Tabaerxu 50 wmr, 10-12 TabneTox

100 mr




31. Benszobapburan (Benszonau, Tabnerxku 50 mr, 1 ynaxoska
BeHz06amMmiT) 100 mr
32. Npuvmpon (Texkcamunus, Tabnerxu 125 wmr, 1 ynaxoska
MyCosmH) 250 wmr
33. ByTopdaunon (Cramos, Mopamo) PacTBOp oA 10 amnyn
MHBEKLUN
2 Mr/min 1 mn

YUCTOC BCIICCTBO.

* Ilpu BBIIUCBIBAHMM U OTIYCKE JIEKAPCTBEHHOI'O Ipernapara

IMPOU3BOAUTCA TECPCCUHCT HaA

** B rnasHeIX KalulgX M Ma3dx JUOHHMH MOXKET BBIIUCBHIBATHCS B KouMuyecTBax 10 1r mpu
HaJIMYMU yKa3aHUs Bpauya Ha peuente '[lo crnenuaibHOMY Ha3HA4EHMIO', 3aBEPEHHOrO MOAIMUCHIO U

JUYHOM MeuaThio Bpaua, NeyaTblo MEIUIIMHCKON opranu3anuu "'J{ns perenTos”.

IIpumeyanue:
IIpn BBINIUCBIBAHUM HAPKOTUYECKUX JICKAPCTBEHHBIX IIPENapaToB, HE IPEAYCMOTPEHHBIX
HACTOAIIUM IMPUIIOKCHHUCM, HUX IPCACIBbHO AOIMYCTHUMOC KOJHUYCCTBO [JIS1 BBIIHMCBIBAHUA B OJHOM
peLenTe MOXKET B IIATh pa3 MPEBHIIIATh PAa30BYIO 403y, YKa3aHHYI0 B HHCTPYKLMH 110 MEAUIIUHCKOMY

IIPUMEHEHHUIO BBIIIUCHIBAEMOIO JIEKAPCTBEHHOTO IIperapara.




Ipuioxenne N 2

Kk MHCTpyKIMHU 0 nopsiiKe BHIMUCHIBAHUSA
JIEKAPCTBEHHBIX NPenapaToB U 0)OpMJIeHHSA
penenToB U TPeOOBaAHNI-HAKIATHBIX,

YTB. IpHKa3oM MHUHHCTEpPCTBA 31PaBO0XPaHEHHA

U COUMANbHOrO pa3surust PO
ot 12 ¢peBpaas 2007 r. N 110

Baskueiilue penentypHbie COKpaleHus

CokpaleHue MosiHOE HanMcaHue llepeBon
aa ana o, [NOPOBHY
ac.acid. acidum KMCJIOTa
amp. ampulla ammysa
aq. agqua 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 BBEOAHO)
D.S. Da, Signa Detur, Brimalt, o6o03Haub
Signetur llycTs OymeT BHOAHO,
o6o3HauYeHOo
D.-t.d. Da (Dentur) tales doses Bemait ([lycTs OynyT
BEILAHEL) TakKye IO3H
Dil. dilutus pPas3BeIeHHHIM
div.in p.aeq. divide iIn partes pasmes Ha pPaBHEE 4YacTu
aequales
extr. extractum SKCTPakKT, BHTIKKA
T. fiat (fiant) llycTe obpasyeTcs
(cbpasynrca)
qtt. qutta, guttae Kamnjuda, Kallu
inf. infusum HaCcTOM’
in amp. in ampullis B aMIlyJjax
in tabl. in tab(u)lettis B TabieTkax
lin. linimentum XMIOKasS Masb
liqg. liquor XUOKOCTH




massa pilularum

IIMJINJIbHAaA MacCcCa

M. Misce, Misceatur Cvematt (IlycTs Oymer
CMellaHo)
N. numero UM CIJIOM
ol. oleum vacno (kunxoe)
past. pasta nacra
Ppl. pilula [IAJIIONIS
p.aeq-. partes aequales paBHEIE YACTH
ppt., praec. praecipitatus OcaxIeHHE
pulv. pulvis [Topomok
q-S- quantum satis CroJBbKO norpebyercs,
CKOJIbKO Hamo
r., rad. radix KOpPEeHb
Rp- Recipe BosbMu
Rep. Repete, Repetatur NoeTopu (IycTs Oymer
MOBTOPEHO)
rhiz. rhizoma KOpHEBMIIE
S. Signa, Signetur O6ozHaus (IlycTh OGymer
0B03HAUEHO)
sem. semen ceMs
simpl. simplex IpOCTOMN
sir. sirupus cupon
sol. solutio pacTeop
supp- suppositorium cBeua
tabl. tab(u)letta TabneTka
t-ra, tinct. tinctura HacToMKa
ung- unquentum Masb
vitr. vitrum CKJISHKA




Ipuioxenne N 3

Kk VHCTpyKIMK 0 mopsiiKe BbINMCHIBAHUS
JIEKAPCTBEHHBIX NPenapaToB U 0)OpMJIeHHSA
penenToB U TPeOOBaHN-HAKJIATHBIX,

YTB. IpHKa3oM MHUHHCTEpPCTBA 31PaBO0XPaHEHHA
U COUMANbHOrO pa3surust PO

ot 12 ¢peBpaas 2007 r. N 110

[Tynkr 3.8, yTBepAMBIIMI HacTosIIee NMPUIOKEHUE, NMPU3HAH yTPATUBLIMM cuily ¢ 1 mapTta
2022 r. - Ilpuka3 Munsapasa Poccun ot 24 nos6ps 2021 r. N 1094H
IIpuiaoxenne N 4
Kk MHCTpyKIMU 0 nopsiiKe BHINUCHIBAHUSA
JIEKAPCTBEHHBIX NPenapaToB U 0opMJIeHHs
pelenToB U TPeOOBAHUI-HAKJIAIHBIX,
YTB. IpuKa3oM MUHHCTEPCTBA 31PABOOXPAHEHHSA

U cONHMANbHOro passurus PO
ot 12 ¢peBpans 2007 r. N 110

[Tynkt 3.8, yTBepAMBIIHMI HacTosIlee MPUIOKEHUE, NMPU3HAH yTPaTUBLIMM cuily ¢ 1 maprta
2022 r. - Ilpuka3 Munsapasa Poccun ot 24 nosi6ps 2021 r. N 1094H



IIpuniaoxenne N 14

K IIpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHUS
U colMaNbHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
0 Nops/AKe HA3HAYEHHUS M BbINMCbIBAHUA H31eJIUI MeIHIMHCKOr0 HAa3HAYECHUA U
CHEeNMATN3HPOBAHHBIX POAYKTOB J1e4e0HOIr0 NUTAHMA /ISl leTeli-HHBAJIN/10B

1. Wznenust MEIUIIMHCKOTO Ha3HAUEHHs] M CIEIHMAIU3UPOBAHHBIC IPOIYKTHI JIE4YEOHOTO
OUTAHUS JUIA  JIeTeW-MHBAJIUA0B HA3HAYAIOTCS M BBITUCBHIBAIOTCS B paMKax MpPEIOCTaBIICHHUS
OTACNBHBIM KaTerOpusiM TpaXAaH TOCYJapCTBEHHON COIMAIbHOW mOMOLIM B BHUAe Habopa
COLIMAJIBHBIX YCIIYT.

2. W3genust MEIMIMHCKOIO Ha3HAYCHMsS HA3HAYAIOTCA M BBINHMCHIBAIOTCA —BpayaMmu
(benpmmepamu) MEIUIMHCKUX OPraHU3alUi, OKA3bIBAIOIIMX NEPBHYHYIO MEIUKO-CAHUTAPHYIO
MIOMOIILb.

CrienManu3upoBaHHbIE MPOIYKTHI JeUYeOHOro MUTAaHUS Ul JeTeH-WHBAJIMIOB HAa3HAYAIOTCS
BpayaMH MEIMIMHCKUX OpPraHM3aluil, OKa3plBAIOIIMX MEAMKO-TEHETUYECKYI0 IIOMOIb, H
BBIMMCHIBAIOTCA BpayaMM MEIUIMHCKMX OpraHM3alui, OKa3bIBAIOIIUX MEAUKO-TeHETHUYECKYIO
NOMOIIb, WM BpadyaMH-CIIeHaIiCcTaMK (B CiIydae MX OTCYTCTBHS JICYAIUM BPA4YOM) MEIUIIMHCKUX
OpraHu3aluii, OKa3bIBAIOLINX NEPBUYHYIO MEIUKO-CAHUTAPHYIO IIOMOIIb.

3. PenenThl BBIMMCHIBAIOTCS HA U3JETUS MEIUIMHCKOTO HAa3HAYEHUS U CIELUATU3UPOBAHHBIC
OPOAYKTHl JIeYeOHOrO TMHTaHUS Ui JIeTeH-UHBAJIMJOB, BKJIIOYEHHbIE B TIEPEUYHU H3JENUi
MEIUIMHCKOTO Ha3HAYeHHUS U CHEIHMATU3HUPOBAHHBIX MPOAYKTOB JICYUEOHOTO NHUTAHUSA IS
JeTelH-UHBAIN/IOB, YTBEP)KIaeMbI€ B YCTAHOBJIEHHOM TOPSJIKE.

4. Penentsl BBIMUCHIBAIOTCS Ha peunentypHbix Onankax ¢opmer N 148-1/y-04 (1) m
N 148-1/y-06 (1) B cCOOTBETCTBMH C TpeOOBaHMSAMH, IPEIYCMOTpeHHbIMU paznenamu | u |l
WMHCTpYKIMK O TOpsAKE BBIMHMCHIBAHUS JICKAPCTBEHHBIX MpPEnaparoB M O(OPMIIEHUS DPELENTOB U
TpeboBaHnU-HaKIAIHbIX (mpuiokenue N 13).

5. Ilpu BBINMCHIBAHUM XPOHUYECKUM OOJIbHBIM PELENTOB Ha CHEIMATU3UPOBAHHbBIE TPOITYKTHI
Je4yeOHOro MUTaHMs Ui JAeTeH-WHBAIMIOB BpadaM pa3peliaeTcsl yCTaHAaBIMBaTh CPOK JEHCTBUSA
pelenTa B IpeJenax 10 0JHOro roja.

[Ipy BHINMCHIBAHMM TaKUX PELENTOB Bpad JOJDKEH CcIenaTh IMOMETKY ''XPpOHHYECKOMY
OonpHOMY", yKa3aTb CpPOK JAEHCTBHUS pelenTta W NepUOJUYHOCTh OTIYCKa CHELHUATU3HMPOBAHHBIX
NPOJIYKTOB JIEYEOHOTO MHUTAHHS JUIsl JACTCH-MHBAIMAOB M3 alTEYHOTO YUPEXKICHHs (OpraHH3alum)
(exKeHE/IENBHO, SKEMECSYHO U T.I1.), 3aBEPHTh 3TO YKa3aHHE CBOCH MOJIKCHIO M JTMYHOH IeyYaThio, a
TakKe MeYaThio METUIIMHCKON opranu3anuu ' [{st perientos™.



IIpnaoxenne N 15

K IIpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHUS
U colMaNbHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
0 MOpsiAKe XpPaHEeHHs PeleNTyPHbIX 0J1aHKOB

1. MeauuuHCKUME OpraHM3alMyd TOJXY4aloT HEOOXOJMMBbIE pelenTypHble OJaHKH dYepe3
TEPPUTOPHAJIbHBIE OpraHbl YIPAaBICHUS 34PABOOXPAHEHUEM WJIM OpPraHM3alMM, YIOJHOMOYEHHBIE HA
3TO OpraHaMU UCIIOJIHUTENHHOU BiIacTu cyOnekToB Poccuiickoit denepanum.

3amac peuenTypHbIX OJaHKOB B MEAMIMHCKHX OpraHM3alUsAX HE JJOJDKEH IPEBBIIIAThH
MIOJIYT'0JIOBOH, a CIIEIHATIbHBIX PELENTYPHBIX OJaHKOB Ha HAPKOTHYECKHE CPEJCTBA M MCHUXOTPOITHBIE
BemiectBa Crucka Il - mecssuno#t moTpedHOCTH.

YacCTHONPAKTUKYIOIIME Bpayd CaMOCTOSITENBHO 3aKa3plBalOT OJaHKW peuentoB (3a
UCKJTIOUEHHEM CHEIMAJbHBIX PELENTYPHBIX OJaHKOB Ha HApPKOTHUYECKOE CPEACTBO M MCHXOTPOITHOE
BEILIECTBO) C YKazaHHeM TUIOrpadckum crocoOOM B BEpXHEM JIEBOM YIIIy ajpeca Bpada, HOMeEpa,
JaThl U CPOKa JAEWCTBUS JIMLEH3UM, HAUMEHOBAHMs OpraHa IOCyJapCTBEHHOM BJIACTH, BbIIAABILIEIO
JOKYMEHT, IIOATBEPKAAIOIINI HATMUKE JIMLICH3HM.

2. B kaxmoil MeAMUMHCKOW OpraHu3alMy IMPHKa30M PYKOBOJMUTENS Ha3zHAdaeTcs JIUIO,
OTBETCTBEHHOE 32 MOJyYeHHE, XPAaHEHHUE, YUeT U BblJJauy BCEX BHUJIOB PELIETITYPHBIX OJIAHKOB.

3. PenentypHble OJIaHKM JIOJDKHBI XPAaHUTHCS OTBETCTBEHHBIM JIMIIOM II0JI 3aMKOM B
MeTanueckoM 1mkady (cefide) mim MeTaTMYeCKOM SIIIMKE, a CleNUaIbHbIEe PEenTypHbIe OJaHKU
Ha HAPKOTUYECKOE CPEJICTBO U IICUXOTPOIHOE BEILECTBO - B ceilde.

YacTHOMPAKTUKYIOMIMHA Bpad [OJDKEH XpaHUTh pelenTypHble ONaHKK TOJ 3aMKOM B
MeTaueckoM mkady (ceiide) mam smuke.

4. VYuyer penentypHbIX OJaHKOB IO BHUAAaM BEAETCS B JKypHaJlaX, MPOHYMEPOBAHHBIX,
IIPOLIHYPOBAHHBIX U CKPEIUIEHHBIX MOJMUCHI0 PYKOBOIUTEINS U N€YaThbI0 MEIULIMHCKON OpraHu3anun
1o yctanoByieHHbIM opmam (nmpunoskerus N 10 m N 11).

5. TlocTosHHO JeilcTByIOIIas KOMHCCHSA, CO3/1aBaeMasi B MEIUIMHCKON OpraHu3aluy,
IIPOBEPSET COCTOSHUE XPaHEHUs, yueTa, (aKTHUECKOe HAIMYHME U PacXo]] CIIEHUAIBHBIX PELENTYPHBIX
OJJaHKOB Ha HApKOTMYECKOE CPEJCTBO M IICUXOTPOMHOE BEIIECTBO OJWH pa3 B MeECHI M JPYIUxX
peLenTypHbIX OJIAHKOB - OJTUH pa3 B KBapTall.

B ciydae HecoBmasieHUst KHM)KHOTO OCTAaTKa PELIENTYPHBIX OJIAHKOB C (PAKTHUYECKUM HAIMYHEM
JIMIIO, OTBETCTBEHHOE 3a IMOJYy4YeHHE, XpaHEHHE, y4YeT U Bblady PpELEenTypHBIX OJaHKOB, HECET
OTBETCTBEHHOCTB, IIPEIyCMOTPEHHYIO 3aKOoHOAaTeIbcTBOM Poccuniickoit denepanuu.

6. Opranbl ynpaBieHUs 3IpaBooXpaHeHHeM cyObekToB Poccuiickoit ®Penepauuu npu
oOCleIoBaHUM MEIUIIMHCKUX OpraHu3aluii  KOHTPOJHMPYIOT HCIOJb30BaHUME M oOecredyeHue
COXPaHHOCTH PeLENTYPHBIX OJIAHKOB.

7. PeuentypHble OJaHKH B KOJIMYECTBE 2-HEAETbHON MOTPEOHOCTH BBIJAIOTCS MEAULIUHCKUM
pabOTHUKAM, UMEIOIIMM IIPABO BHIMHMCHIBAHUS PELETITOB, M0 PACIIOPSKEHUIO TIIaBHOTO Bpaya WK €ro
3aMECTUTEIS.

8. Jlewamiemy Bpauy paspeliaercsl BblJaBaTh €IMHOBPEMEHHO HE 0ojiee JecATH CIelUalbHbIX
pelenTypHbIX OJAHKOB HAa HApPKOTHYECKOE CPEJCTBO M ICHUXOTPOITHOE BEIECTBO YCTAHOBJIEHHOTO
o0pasia A BBITUCHIBAHUS HAPKOTUYECKUX CPEJICTB M IICUXOTPOIHBIX BemecTB Crincka 1.

9. Ilonmy4yeHHble peuenTypHble OJaHKM MEAWUUHCKHE pPAOOTHUKU JIOJDKHBI XpaHUTh B
MOMEUICHHUAX, 00ECIIEUYNBAIOIIHUX UX COXPAHHOCTb.

CoriacoBaHo
PykoBoauTesb (3aMeCTUTENb PYKOBOIUTEIIS) O.H.
®CKH Poccun XapuukuH

12 ¢epansa 2007 r.



