[Tpuka3 MuHHCTEpCTBA 3PABOOXPAHEHHS U COIMaTbHOrO pa3Butus PO ot 12 perpans 2007 r. N 110
"O nopsiike Ha3HAUCHHSI U BBINKMCHIBAHUS JIEKAPCTBEHHBIX MPETAPATOB, U3/ICIUN METUIITHCKOTO
Ha3HAYEHUS U CHEIHATN3UPOBAHHBIX MPOIYKTOB JICYEOHOTO TUTAHUS

B penakiyu [Iprukasa MunuctepcTBa 3npaBooxpaneaust PO ot 24 HostOps 2021 r. N 1094H
B penakimu [Ipukaza Munsapasa Poccuu ot 26 deBpans 2013 r. N 94n

B penakimn [Iprukaza Munsapasa Poccun ot 1 aBrycra 2012 1. N 541

B penmakiun [Ipukaza Munzapascorpassutus Poccun ot 20 staBaps 2011 . N 131

B pemakiun [Ipukaza Munzapascorpa3sutis Poccun ot 25 centsaops 2009 r. N 794u

B pemakiun [Ipukasza Munznpasconpassutust Poccun ot 27 asrycra 2007 r. N 560

B cootBerctBuM co ctatheit 6.2. depepanpHoro 3akona ot 17 wmroms 1999r. N 178-@3 "O
rocyaapcTBeHHo# conuanbhoi momonu” (CoOpanue 3akoHonareabcTBa Poccuiickoit @eneparuu, 1999,
N 29, cr. 3699; 2004, N 35, cr. 3607; 2006, N 48, cr. 4945; 2007, N 43, cr. 5084; 2008, N 9, cr. 817;
N 29, cr. 3410; N 52, cr. 6224; 2009, N 18, cr. 2152; N 30, cr. 3739; N 52, ct. 6417; 2010, N 50,
cT. 6603) m B memax oOecrmeyeHHs TpaxaaH, B TOM 4YHCIE HUMCIOIIMX [PaBO Ha IMOJydYCHHE
TOCY/IapCTBEHHOW COLMANBHON momomy, Mo peuenrtam Bpada (denpamepa) HEOOXOJUMBIMU
JICKApCTBEHHBIMHU TpenapaTamMu, HU3ACTUSIMH MEIUIMHCKOTO Ha3HAuYeHHs M  CIEeHHaTIu3UPOBAaHHBIMU
NPOAYKTaMH J1e4yeOHOro MUTAHUA JUIsl IeTe-UHBAIMIO0B, IIPUKA3bIBAIO!

1. YTBepauTs:

1.1. ®opmy "CrenumanbHplii pelenTypHbId OJaHK Ha HAPKOTUYECKOE CPEJICTBO M ICHXOTPOIHOE
BelecTBO" cornacHo npuinoxerno N 1;

1.2. Hnctpykuuio mno 3amonHeHuto ¢opmel “CrnenuanbHblii  pelenTypHbI OlaHK Ha
HapKOTHUYECKOE CPEACTBO M IICUXOTPOIHOE BELIECTBO" corfacHO npuiiokenuto N 2;

1.3. ®opmy N 148-1/y-88 "Penentypssiii 6nank" cornacHo npuioxenuto N 3;

1.4. Uncrpykuuto mo 3anonHeHuto ¢opmbel N 148-1/y-88 "Peuentypusiit OmaHk" coriacHo
npunoxenuto N 4,

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

1.6. Uucrpyknuro mo 3anonnenuto ¢opmbl N 107-1/y  "Penentypnbiii OxaHk" coriacHo
npunoxenuro N 6;

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

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

1.9. Uucrpykmro no 3anoiaaenuio ¢popmbl N 148-1/y-06 (1) "Penent” u dpopmer N 148-1/y-06 (1)
"Penent"” cornacHo mpunoxkenuto N 9;

1.10. ®opmy N 305-1/y "XKypnan ydyera B MeauuuHCKuX opraHmzauusx (opmbr N 148-1/y-88
"Penentypubiii 6mask”, gopmbr N 148-1/y-04 (i) "Peuent”, dopmser N 148-1/y-06 (;1) "Penent"”, dopmsr
"CrieniuanabHbIN pelenTypHblid OJaHK HAa HAaPKOTHYECKOE CPEACTBO U MCUXOTPOMHOE BEUIECTBO' COIJIACHO
npunoxxkenuto N 10;

1.11. ®opmy N 306-1/y "XKypuan ydera B MemuiuHCKuX opranuzamusx ¢opmsr N 107-1fy
"PenentypHslii 61aHK" cornacHo npuioxenuto N 11;

1.12. MHCTpYKUHMIO O MOPSAIKE HA3HAYEHUS JIEKAPCTBEHHBIX IMPENapaToB COTJIACHO MPHIIOKEHUIO
N 12;

1.13. MHCTpyKIMIO O HOpsAKE BBINMUCHIBAHUS JIEKAPCTBEHHBIX IpenapaToB U O(OpMICHHUS
peLenToB U TpeboBaHUM-HAKIAJHBIX coryacHo nmpuioxenuto N 13;

1.14. MHCTpyKIMIO O MOPSAIKE HA3HAYCHUS U BBITUCHIBAHUS U3/ICIUNH METUIIMHCKOTO Ha3HAYCHUS U
CHEMAIU3UPOBAHHBIX MPOJIYKTOB JIEYEOHOrO MUTAHMS Ul JETEH-MHBAINIOB COIVIACHO MPUIOKEHUIO
N 14;

1.15. UnCcTpyKIMIO O MOPSAIKE XpaHEHHS pelieNTypHbIX OJIaHKOB coriacHo npuioxenuto N 15.

2. denepanbHOil ciyx0e 1Mo Haa30py B cdepe 31paBOOXPAHEHUS] M COLUAIBHOTO Pa3BUTHUS
oOecreynTh KOHTPOJb 3a COOJNIONEHMEM TMOpsAAKAa HA3HAUYEHUsS, BBIUCHIBAHUS JIEKAPCTBEHHBIX
IpenaparoB, H3JENUH MEAMLIMHCKOIO HA3HAYEHUS U CIEUUAIN3UPOBAHHBIX IPOIYKTOB JEYeOHOrO
NUTAHUA JJ1s IeTeH-MHBAIUI0B.



3. [Ipu3HaTh yTpaTUBIIUMU CHITY:

npuka3 MuHucTepcTBa 3apaBooxpaHenuss Poccuiickoit deneparyu ot 23 aBrycra 1999 r. N 328
"O panMoHaJFHOM Ha3HAUYEHHUH JIEKAPCTBEHHBIX CPENICTB, MPaBHJIaX BBIMMCHIBAHUS PELENTOB HA HUX U
HOPSIZIKE UX OTITYCKa alTeYHBIMU YUpeKAeHUsIMU (opranuzanusmu)” (3apeructpupoBad MHUHUCTEPCTBOM
toctuiun Poccuiickoit @eneparmu 21 oxts6ps 1999 r. N 1944);

npuka3 MunHucTepcTBa 31paBooxpanenust Poccuiickoit @eneparuu ot 9 stBaps 2001 r. N3 "O
BHECCHMM M3MEHEHHH U JOMOJIHEeHUH B puka3 Munzapasa Poccun ot 23.08.99 N 328 "O panponansHOM
Ha3HAUYEHUH JICKAPCTBEHHBIX CPECTB, MPABHJIAX BBIMKUCHIBAHUS PELENTOB HA HUX U MOPsJIKE UX OTIYyCKa
anTeuyHbIMU  yUpekIeHHsAMHU (opranm3auusmu)’ — (3aperucTpupoBaH  MUHHCTEPCTBOM  FOCTHIIUU
Poccwuiickoit @enepannu 23 ssaBaps 2001 r. N 2543);

nprka3 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit @enepanuu ot 16 mas 2003 r. N 206 "O
BHECEHUH W3MEHEHUH U JIOTIOHEeHUH B puka3 Munzapasa Poccun ot 23.08.99 N 328" (3apeructpupoBan
MunuctepcTBoM toctuiu Poccuiickont @eneparuu 5 utonst 2003 r. N 4641);

npuka3 Munucrepctsa 3apaBooxpanenus Poccuiickoit @enepauuu ot 19 nekabdbps 2003 r. N 608
"O BHeceHMM W3MEHeHHU B mpuka3 MunsapaBa Poccum ot 23.08.99 N 328" (3aperucrpupoBan
MunucrepctBoM toctunu Poccuiickont ®denepanyu 21 suBaps 2004 r. N 5441);

npuka3 MUHUCTEPCTBA 3IpaBOOXPAHEHHS 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 panmoHaIbHOM Ha3HAYEHUU JIEKAPCTBEHHBIX CPEJCTB, MPAaBUJIAX BBIMUCHIBAHHS PELENTOB Ha
HUX M TOpSAKE WX OTIYCKa aNTeYHbIMU YyupexaeHusMu (opraHuzanusMu)’ (3aperucTprpoBaH
MunucrepctBoM roctuin Poccuiickoit @enepanun 30 HosiOps 2004 r. N 6148);

npuka3 MUHUCTEPCTBA 3/IpaBOOXPAaHEHHsSI U COLMANIbHOTO pa3BuTUs Poccuiickoii @enepanuu ot 16
mapta 2005 r. N 216 "O BHeceHMM M3MeHEeHMs B Mpuka3 MuHHcTepcTBa 31paBooxpaHeHus Poccuiickoii
@eneparuu ot 23 asrycra 1999 roga N 328 "O panumoHanbHOM Ha3HAUYEHUM JICKAPCTBEHHBIX CPEICTB,
NpaBUaxX BBIMKUCBIBAHMS PELENTOB HAa HUX M TOPAAKE HUX OTIYCKa AamnTEeYHbIMH YUPEKICHUIMU
(opranmzammsmu)” (3apeructpupoBan MunucTepcTBoM roctiinu Poccuiickoit @enepannu 8 anpens 2005
r. N 6490);

nprka3 MUHUCTEPCTBA 3IPaBOOXPAHEHHS U COLMaNIbHOTO pa3BuTus Poccuiickoit @enepanuu ot 29
anpens 2005 r. N 313 "O BHecenun n3meHeHuit B IHCTPYKIMIO O MOpsAIKE Ha3HAYCHMS JEKApCTBEHHBIX
CPEZACTB M BBIMUCHIBAaHMS PELENTOB Ha HUX, YTBEP)KJIECHHYIO MPHUKa30oM MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccwuiickoit @eneparmu ot 23 aprycra 1999 r. N 328" (3apeructprpoBaH MUHHCTEPCTBOM FOCTHIINU
Poccuiickoit ®enepanuu 20 mast 2005 r. N 6607);

NYHKT 2 Tpuka3a MHHHUCTEpCTBA 31pPaBOOXPAHEHHMSI W COLMAIbHOrO pa3BuTus Poccuiickoii
@eneparun ot 14 gexabps 2005 r. N 785 "O mnopsake oTmycka JEKapCTBEHHBIX CpPeACTB"
(3apeructpupoBaH MuHUCTEPCTBOM rocTulinu Poccuiickoit @enepanuu 16 suBaps 2006 r. N 7353);

nprka3 MUHUCTEPCTBA 3PaBOOXPAHEHHSI U COLMANIbHOTO pa3BuTus Poccuiickoit @enepanuu ot 13
utoHs1 2006 r. N 476 "O BHeceHun M3MeHEeHM B mpuka3 MuHHCTepCcTBa 3/paBooxpaHeHus Poccuiickoit
@eneparuu ot 23 asrycra 1999r. N 328 "O paunoHanbHOM Ha3HAUYEHUM JIEKAPCTBEHHBIX CPEJICTB,
NpaBUax BBIMKUCBIBAHUS PELENTOB HAa HUX U TOPAAKE HUX OTIYCKa AamnTEeYHbIMH YUPEKICHUAMU
(opranmzammsamu)” (3aperucTpupoBaH MuHuUCTepcTBOM rocTuimu Poccuiickorn ®Depeparun 13 urons
2006 r. N 8044);

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

Bpuo Munuctpa B.U. Ctapoay6oB

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



IIpunoxenne N 1

K [IpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHS
U couMaNbHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

$OPMA

crieMaJIsHOI'O peLernTypHOI'O 61aHKa Ha
HapKOTHU4YeCKOe CpenCTEO M IICUXOTPOIIHOE BelUleCTEO

VYrpatuino cuiy ¢ 1 urons 2013 r.



Ipuioxenne N 2

K [IpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHS
U couMaNbHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
1o 3anoaHeHn0 ¢popmsl 'CrienuaabHbIN pelenTyPHbINH 0J1aHK HA HAPKOTHYECKOe CPeICTBO U
NCHUXOTPOIHOE BeIeCTBO" '
(c m3smenennsimu 20 ssuBaps 2011 r.)

VYrpatuino cuiy ¢ 1 urons 2013 r.



Ipuioxenne N 3

K npuka3sy MHHHCTEpPCTBA 31PaBO0XPaHEeHHUs
U couMaNbHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

(c m3menenusivu ot 20 sinBaps 2011 r)

PenenTypHEM GJaHK

VYrpatuino cuiy ¢ 1 urons 2013 r.



IIpuaoxenne N 4

K [IpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHS
U couMaNbHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

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

VYrpatuino cuiy ¢ 1 urons 2013 r.



IIpuaoxenne N 5

K npuka3sy MHHHCTEpPCTBA 31PaBO0XPaHEeHHUs
U couMaNbHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

(c m3smenennsimu ot 20 stnBaps 2011 r.)

PenenTypHEM GJaHK

VYrpatuino cuiy ¢ 1 urons 2013 r.



Ipuioxenne N 6

K [IpyKa3y MHMHHCTEpPCTBA 3PaBOOXPAHEHHS
U couMaNbHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

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

VYrpatuino cuiy ¢ 1 urons 2013 r.



IIpunoxenne N 7

K npuka3sy MHHHCTEpPCTBA 31PaBO0XPaHEeHHUs
U couMaNbHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

(c m3smenennsimu ot 20 stnBaps 2011 r.)



MI/IHI/IC‘I‘epC‘I‘BO 3O0PaBOOXPaHEHMA

u colua
Poccwuric

JIBHOT'O pPas3BUTHUA
KoM dermepaluun

YTBEPXIEHA
nprKasoM MmMHMCTepCTBa BIOPaBOOXPaHEHMUSI U
couManbHOT'O paBSBuUTHUsSI Poccuitckont Pemepaumm

or 12 ¢perpans 2007 r. N

110

200 T.

Mrammo
Konm MemMUMHCKOM opITaHM3alul
Kon dopmer mo OKyI 3108805
dopma N 148-1/y-04 (o)
Kon Kon JIcTOUHMK % onmaTe: Konm jmexapCTBEHHOTI'O IpenapaTra
KaTero- | HO30JIOTMUeCKOM | pMHAHCUPOBAHUS : | (IOOUEPKHY Th ) (zanonusercsa B anreke)
prn dopmer (nonuepxuyThL)
rpaxnan| (mo MKB-10) 1.%enepanbHe
2. CybwekT PO 1. BecmnmaTHO
s|S |S |L |L |L |. |L [3.-MyunuunansHewt
2. 50%
PELEINT Cepusa N JaTa BHIIMCKMU:
®.1.0. nmaumeHTa JaTa poxXIeHUA




CHUIJIC

N crpaxoBoro
MEIUIINHCKOTO
nonmca OMC:

Anpec miu N MeOULIMHCKOM KapTel aM@yﬂaTOpHOPO ITallMeHTa

(McTopuu pazeUTUA pebeHKa)

®.1.0. Bpaua

(xon Bpaua, besbnmepa)
lMoanucek M nMdYHas nedaTh sBpada (desnbmmepa) M.II.

PellenT IOeVICTBUTEJIEH B TeueHUe 1 MeC4dlla, 3 MeCAdLeB (HenyHoe saqepKHyTb)

OTnymeHo 10 pelenTy- TOpPOBoe HalMEeHOBaAHUE
1 IOBUPOBKA-:

IOara ornycka:- " 200 T. KommuecTBo -

[TpuroTOBMIIZ [TpoBepmi: OrniycTmi:




Kopewox peuenTtypHOT'O OJaHKa
HammMmeHOBaHMe
JIEKAPCTBEHHOTO IpernaparTa-:

JosmupoBKa :

Cnocob npMMeHEeHM !
[MpOJOIIXUTENIEHOCTD

KonMueCcTBO NPMEMOB B IEHB -
Ha 1 npuwewm:

oHemn

pas
en.




Ipuioxenne N 8

K npuka3sy MHHHCTEPCTBA 31PaBOOXPaHEeHHUS
U couMaabLHOro passurusi PO

ot 12 ¢peBpans 2007 r. N 110

(c m3menennsimu ot 20 stnBaps 2011 r.)



MI/IHI/IC‘I‘epC‘I‘BO 3O0PaBOOXPaHEHMA
M COLMaJIBHOI'O pPa3BUTHUA

Poccurickon demepauum

MECTO IOJIA UWTPUX-KOIOA

[ J YTBEPXIEHA

MemuumHcKada OpraHM3alnAa

Tamm
Kon OT'PH
Kon Konm HO30JIOTMYECKOM
KaTeropmm bopMEL
TpaxnaH (no MKB-10)
PEILEIT Cepusa

NpuKasoM MmMHMCTepCTBa BIOPaBOOXPaHEHUSI U
coumanbHOI'O pasBuTHs Poccuiickon $enmeparmm
or 12 ¢perpans 2007 r. N 110

Kon dopmer mo OKyI 3108805
dopma N 148-1/y-06(am)

VICTOUHUK
brnancuposaHusa: |% OTLJIATEL us Peuent
1) benepasibHL | MICTOYHMKA OEeCTBUTEJIEH B
BromxeT dVMHAHCUPOBAHUSA : Teuenue 1
2) comker | 1) 100% Mecsua
cybBpeKTa 2) 50%
Poccurmckom (HyXHOE
denepauyu MOAUEPKHYTE )
3) MyHMUMNAJEHEBA
fomxeT
(HyXHOE
[NONUEPKHYTh)
N oT

®.1M.0. maumeHTa




HaTra
pPoXIOeHnAa . . CHIJIC

N crpaxoBoro
Me OULIMHCKOTO
nojymca:

N MenuMumHCKOM KapTe amBysaTopHoTo 6osbHoro (McTopMa pazeuTua pebeHKa)

®.1.0. Bpaua (benbmmepa)

Kon Bpaua (benbmmepa)

BeINMCaHO - (3anoJsiHAeTCA CHNeUMalyCTOM aNTedHOTO YUPEXICHVIA)
OTnymeHoO II0 pelLenTy:
Rp: IaTa oTnycKa
Kon siexapCTBEHHOI'O
npenapara
D.t.d. ToproBOEe HaMMEHOBAaHUE
JosupoBka
KosmmuecTBO enmMHML]
Signa KosmmuecTBO
NMoanucek Bpaua (denbmmepa) Ha ofuyn cyMMmy
¥ JIMYHasa [edyaThb Bpaua
(benbmmepa)
M.II.

PelienT mercrTBuTesieH B TeueHue 1 mecsana, 3 mecsaues (HeHyXHOE BaUEpPKHYTH)

————————————————————————————————————— (MHVA OTPEBA) —————————— e

Kopemox PELEITA Cepus N oT
Crnocob NnprMeHeHMA:
[IPOOOIIXKNTEJIEHOCTE nHen HamMeHOBaHME JIEKAPCTBEHHOTO [Ipernapara:

KommuecTBO npmeMoB B IOEHb pas




Ha 1 mpuewm en. JosupoBKa:




Ipuioxenne N 9

K [IpyKa3y MHHHCTEPCTBA 3PaBOOXPAHEHHUS
U couMaabLHOro passurusi PO

ot 12 ¢peBpaas 2007 r. N 110

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

1. B BepxHem neBom yriry ¢opmbl N 148-1/y-04(x) "Penent” u popmer N 148-1/y-06(in) "Penent”
(manmee - peuenTypHBIA OJAHK) MPOCTABIISIETCS IITAMII MEIUIIMHCKOW OpPraHH3alldd C yKa3aHUEeM ee
HaMMEHOBAHMS, aJipeca, TeJaedoHa, a TAKKe YKa3bIBaeTCs KO/ J1e4eOHO-NPOPHUIAKTHUYECKOTO YUPEKICHHUS.

B Bepxueit uvactu ¢opmbl N 148-1/y-06(;1) "Peument” 0003HAa4eHO MECTO JUIsi HAHECEHHS
MITPUX-KOJA.

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

3. Lludposoe koxupoBaHHE PELENTYPHOr0 OJIaHKA OCYIIECTBISAETCS O CIEAYIOLIeH cxeme:

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

Bpad (dernpaiiep) Ha aMOyJIaTOPHOM MpHEME BHOCHUT KOJ Kareropuu rpaxia (SSS), mMerommx
paBO Ha EXKEMECAUYHYI0 JICHEXKHYIO BBIIATY M oOecreueHHe JIeKapCTBEHHBIMU IIpernaparamu B
COOTBETCTBUU €O cTaThsiMu 6.1. u 6.7. denepanpHoro 3akona ot 17 wmrons 1999 r. N 178-®d3 "O
rocyaapcTBeHHo# conumanbhoi nmomonu” (CoOpanue 3akoHomaTenbcTBa Poccuiickort @enepanuu, 1999,
N 29, cr. 3699; 2005, N 1, ct. 25; 2006, N 48, ct. 4945) u kox Ho3o0m0rUueckoit popmer (LLLLL) mo
MKB-10 nyteMm 3aHeceHHs Kaxa0i LU pbI B MyCThIe SYEHKH, TOUKA MPOCTABIISIETCS B OT/AEIBHOM sueiike.

Hcrounuk QuuancupoBanus (denepanbueiii Oropxer [1], Owmker cyObekra Poccuiickoi
®enepanuu  [2], myHununansHeiii Oromxer [3]) u mpoment ommatel (O6ecrutatHo [1], 50% [2])
YKa3bIBAIOTCA MO JYEPKHUBAHHEM.

[Ipu oTmycke JieKapCTBEHHBIX NpernaparoB, BeimHcaHHbIX Ha popme N 148-1/y-04 (;1) "Peuent”, B
anTeYHOl OpraHu3alMy MPOCTABISAETCs KOl JIEKAPCTBEHHOTO Ipernapara.

4. 3anonHeHue peLenTypHoro OJaHka.

PenentypHblii O1aHK BBINHMCHIBAETCS B 3 HK3EMIUIAPAX, UMEIOIIUX €UHYI0 cepuio u HoMep. Cepus
peuenTypHoro OyiaHKa BKJIOYaeT KoJ cyObekra Poccuiickoit deneparmu, COOTBETCTBYIOIIMH JABYM
nepBbIM IHdpam OO1LIEpPOCCUICKOr0 KiIacCU(pHUKATOpa OOBEKTOB aJIMHUHHCTPATUBHO-TEPPUTOPUATBHOTO
nenenusi (OKATO). Homepa nprcBauBaroTcs 1Mo MOPSIIKY.

[Tpu odopmieHHH peuenTypHOro OJaHKa YKas3bIBalOTCS IOJHOCTBIO (aMHIUSl, MMsl, OTYECTBO
OOJNIBHOTO, JaTa pPOXKICHMS, CTPAaXOBOW HOMEP HWHAMBUIYaJIbHOTO JIMIIEBOIO CyeTa TpakJaHUHA B
[Mencuonnom ¢ouae Poccuiickoit ®enepanuun (CHUJIC), HOMEp CTpaxoBOTO MEIUIIMHCKOTO MOJIKCa
OMC, anpec Wi HOMEp MEJUIMHCKON KapThl aMOyIaTOPHOTO MaleHTa (MICTOPHH Pa3BUTHS PEOCHKA).

B rpage "®.1.0. Bpaya (dpenpamepa)’ yka3zpiBaroTcs GaMuins U MHUIMAIE Bpada ((enbamepa).
B rpage "Rp:" yka3siBaroTcs:

- Ha JIATUHCKOM sI3bIKC HAMMEHOBAHME JICKAPCTBEHHOTO Impenapara (MeXIyHapoJHOE
HEMaTeHTOBAaHHOE MJIM XUMUYECKOe, JIMOO TOProBoe), 3aperucTpupoBaHHoro B Poccuiickoit dexneparuy,
ero JI03UpOBKa U KOJIUYECTBO;

- Ha PYCCKOM WM PYCCKOM M HAllMOHAJIbHOM S3bIKAaX CIIOCOO NMPUMEHEHUs JEKApCTBEHHOTO
npemnapara.

3amnpenaercs OrpaHUYMBATHCS OOIMMU yKazaHusMU: "BHyTpennee", "M3BecTHO" U T.I.

Pa3pematoTcst TOJNBKO NPHUHATHIE MPAaBUIAMU COKpallleHHs 0003HAUYEHUH, TBEpAbIE U ChITy4YHe
dapmarieBTHyeckre cyOcTaniuu BoinuchiBatoTes B rpammax (0,001; 0,5; 1,0), skuakue - B MAJUTHIIMTPAX,
rpamMmax M Karisix.

Penent moxamnuceiBaeTrcst BpadoM  ((enbamiepoM) U 3aBEpsAETCS €ro JIMYHOW  IeyaThlo.



JIOTIOJIHUTENBHO PELEIT 3aBEPSETCS MeUaThi0 MEAUIIMHCKONW opranu3anuu ' [l penenrtos”.

Kon B rpade "Kox Bpaua (desnpaiiepa)” yka3piBaeTcss B COOTBETCTBHH C YCTAHOBJICHHBIM OPTaHOM
yIOpaBJieHUsl 3/ApaBooXpaHeHHeM cyObekta Poccuiickoit ®exepanuu mnepeyHeM KOJOB Bpayei
(penpamepoB), UMEIOIUX MPAaBO HA BBHIMKHCKY JICKAPCTBEHHBIX MPENapaTtoB B IIEISAX IMPEIOCTAaBICHUS
rOCyJJapCTBEHHOM COIMAbHOM MTOMOIIH B BUJIe HA00Opa COIMATBHBIX YCIIYT.

IIpu BbIIHMCKE JIEKApPCTBEHHOTO IIpenapaTa IO peIIeHUI0 BpayeOHOW KOMHCCHM Ha 000poTe
peLenTypHOro OJiaHKa CTABUTCS CIICIMaIbHast OTMETKa (ILITami).

5. Ilpu ormycke JieKapcTBEHHOIO Ipernapara B anTeYHOH OpraHu3alud Ha PEUEenTypHOM OJaHKe
YKa3bIBAIOTCS CBEIACHUS O (DaKTHMYECKU OTIYIICHHBIX JICKAPCTBEHHBIX Mpenaparax (MexmIyHapoIHOe
HEMAaTCHTOBAHHOE WIM XHMHYECKOe, JH0O0 TOProBO€ HAaUMECHOBAaHUE, JO3UPOBKA, KOJIMYECTBO) H
IIPOCTABJISIETCS J1aTa OTIyCKa.

6. Ha peuentypHoM OJlaHKE BHU3Y MMEETCS JIMHUS OTPBIBA, Pa3JeNsonas pelenTypHblil OlaHk 1
KOPEILOK.

Kopemok or pemnenTta Bbigaercs OonbHOMY (JIMIy, €ro MpEACTaBISIONIEMY) B alTEYHOU
OpraHM3aliy, Ha KOpEIIKE JeJaeTcsd OTMETKAa O HAMMEHOBAHUM JIEKAPCTBEHHOIO Ipenapara, JO3UpPOBKE,
KOJIMYECTBE, CII0cO0e MPUMEHEHUS, U OH OCTaeTcsl y 00JIbHOro (JIMIIA, €ro MPEICTABISIONIETO).

7. PenenTypHblii ONaHK 3aIOIHAETCS MPHU BHIIMCHIBAHUM JICKAPCTBEHHBIX MpPENapaToB, M3IENHil
MEIMIMHCKOTO HAa3HAUYEHUS U  CICUUMAIM3UPOBAHHBIX  MPOAYKTOB  JIeYeOHOro NHUTAHUSA IS
JI€TEU-UHBAJIN/I0B, BKJIIOUYEHHBIX B IIEPEYHHU JIEKAPCTBEHHBIX IIPENapaToB, H3ACIUN MEIUIIMHCKOIO
Ha3HAUYEHUS M CIEUUAIM3UPOBAHHBIX TMPOAYKTOB JIEYeOHOro TMUTAHUS NS  JeTel-MHBAJIHMJIOB,
YTBEP)KIAEMBIX B YCTAaHOBJIEHHOM IOPSJKE, a TAK)K€ MHBIX JIEKAPCTBEHHBIX IMPENapaToB, OTILYyCKaeMBbIX
0ecruIaTHO WJIM CO CKHJIKOH.

8. TpeOoBaHusi, NpeabsABIseMble K BBINUCHIBAHUIO H3JCIUI MEIUIIMHCKOrO Ha3HAueHUs MU
CTELMAIN3UPOBAHHBIX TPOJYKTOB JIEYeOHOrO MUTAHHS JUId JETEeH-WHBAIMIOB B paMKaX OKa3aHUs
rOCYJJapCTBEHHON COLMAJIbHOW MOMOIIM aHAJOrMYHbl TPEOOBAHUSAM, MPEIbSBISIEMBIM K BBIIHCHIBAHUIO
JIEKapCTBEHHBIX MPETapaToB (3a UCKIIIOYEHNUEM OTMETKU BPa4eOHOH KOMHCCHN).

9. Opran ympaBieHus 3apaBooXpaHeHueM cyObekTra Poccuiickoit denepany MOXKET pa3peruThb
M3rOTOBJIEHHE PELENTYPHBIX OJIAHKOB B MEIUIIMHCKUX OPTaHU3AIMIX C UCIOJIb30BAHUEM KOMIBIOTEPHBIX
TEXHOJIOTUH.

10. Jlomyckaetcsi oopMiIeHHE BCEX PEKBH3UTOB perenTypHbIx OnaHkoB (opmbl N 148-1/y-06 (o)
"Pernient” ¢ NCNOAB30BaAHNEM KOMITBIOTEPHBIX TEXHOJIOTUH.

11. Ha oGopotHoii cropone peuentypHoro Omanka ¢popmbel N 148-1/y-06 (;1) medaTtaercst Tabnuna
CIIEYIOILETO COACPKAHMS:

[IpuroTOBUII [lpoBepui OrnycTu

12. Ha peuentypubix Onxankax ¢gopm N 148-1/y-04 (i) u N 148-1/y-06 (1) BBIIHMCHIBaETCS OIHO
HaMEHOBAaHHME  JICKApCTBEHHOTrO  Ipemapara,  HM3JeNus ~ MEAWIMHCKOTO  Ha3HA4YeHUs  WIN
CTEIUATN3UPOBAHHOTO MTPOIYKTA JICYEOHOTO TUTAHHS.

HcnipaBneHus py BHIMUCHIBAHUN PELIEITOB HE IOy CKAIOTCH.

13. Cpoxk neiictBus peuenta (1 mecsii, 3 Mecsia) yka3plBaeTcs IyTeM 3a4E€PKUBaHUS.



Ipunno:xenne N 10

K npuka3sy MHHHCTEPCTBA 31PaBOOXPaHEeHHUS
U couMaabLHOro passurusi PO

ot 12 ¢peBpans 2007 r. N 110

(c m3menennsimu ot 20 stnBaps 2011 r.)



MMHMCTepCTBO SOPaBOOXPaHEHMA

M COLMaJIbBHOI'O pPa3BUTUA

Poccurickon demepauum

(HaMMeHOBaHMe MeOULIMHCKOM OpPaHMBaHMM)

Xypuan®* yuera B MemgMumHCKMX opraHmsauusix ¢opmet N 148-1/y-88 ''PeuenTypmsnt 6nank'',

Kon dopmer mo OKYI
Kon yupexneHmsa no OKIIO

MemmumHCKkas HOKyMeHTalMs
dopma N 305-1/y
YTBepxneHa IprkKasoM MmHMCTepCTBa BAPaBOOXPaHEHMSI
¥ COoUMaJILHOT'O pasBUTHUS Poccuiickon
depepamym or 12 dperpans 2007 r. N 110

dopmer N 148-1/y-04 (1) “'Peuent’, dopmer N 148-1/y-06(s) "Peuent’, dopms '‘CrneumaneHmli peUenTypHSIL
67aHK Ha HaApPKOTHMYECKOE CPEeNCTBO M IICHMXOTPOIHOE BEeCTBO

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

Opuxon— |HTa, OT|IOCTYy— |[TypHEIX 1o HHOT'O TYPHEIX | pelen— | HBIX MeIULVH- To To
HOTI'O KOT'O ouBULMX |OJIAHKOB | cepuaM [MenuumHc— |OJjlaH— |TYypPHO- |pelen—-| CKOIO Menuuu- | padoT-
IOOKyMe-— |[[IOCTYy— |peLen— KOTI'O KOB To TYPHEIX | pa®OTHM— | HCKOT'O HMKA,
HTa [T TYPHBIX paboTHMKAE, OJaHKa | OJaH— Ka, paboTr— |BHIOaB—
OJIaHKOB [IoJIydmMBlIe — KOB [IOJIydMuB— | HUKa, mero
To mero [IoJIy4dmn— | peLern—
peLenTyp- peLenTty-| BlIEroO |TYPHEE
HEle OJIaHKM PHEIE peuen—- |[OJjgaHkKM
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

I€4YaThIO MG,Z[HI.[HHCKOﬁ OpraHu3anuu.

CornacoBaHo
PykoBomutenp (3aMecTHTENb PyKOBOIUTEIIS)
®CKH Poccun
12 ¢epansa 2007 r.

O.H.
XapU4KuH



IIpnaoxenne N 11

K npuka3sy MHHUCTEPCTBA 31PaBOOXPaHEeHHUS
U couMaabHOro passurust PO

ot 12 ¢peBpans 2007 r. N 110

(c m3smenenusimu ot 20 sinBaps 2011 r.)

MUHMCTEPCTBO 3OPaBOOXPAaHEHUS
M COLMAJIbHOT'O Pa3BUTHUS
Poccurickon demepauum

(HaUMeHOBaHUEe MEIAVLUHCKOM OpTaHU3aLuM)
Kon dopmer mo OKYI
Kon yupexneHmsa no OKIIO
MemuuMHCKasA OOKYMEHTalLUs
dopma N 306-1/y
YTBepxIOeHa NprKasoM MmHMCTepcTBa

BIpaBOOXpPaHeHUs
¥ COLMaJILHOT'O pPasBUTHUS Poccuickon
depepammm ot 12 peBpans 2007 r. N 110

Xypuan* yuera B MemguuuHCKkux opranmsamusix popmst N 107-1/y ''PenenTyphHsii
6nauk"’

VYrpatuino cuiy ¢ 1 urons 2013 r.

* JKypHan nomkeH ObITh POHYMEPOBAH, MPOIIHYPOBAH M CKPEIUIEH MOJANHMCHIO PYKOBOAUTEINS U
Ne4aThi0 MEIULIMHCKON OpraHU3alyH.



Ipunnoxenne N 12

K [IpyKazy MHHHCTEPCTBA 3PaBOOXPAHEHHUS
U couMaabHOro passurust PO

ot 12 ¢peBpans 2007 r. N 110

HNucrpykuus
0 NopsA/AKe Ha3HAYEHH JIEKAPCTBEHHbIX NIPEeNapaToB

VYrpatuino cuiy ¢ 1 urons 2013 r.



Ipunno:xenne N 13

K IIpuKa3y MHMHHCTEpPCTBA 3APAaBOOXPAHECHUS
U couMaabHOro passurust PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
0 MOpPs/IKe BHINMUCHIBAHNS JIEKAPCTBEHHBIX NPenapaToB H 0GopMiIeHHs PelenTOB 1
TPe0OBAHUIT-HAKJIATHBIX

. O0mmue TpedoBaHMSA BBINNCHIBAHNS JEKAPCTBEHHBIX NIPeNnapaTos

1.1. Ilpu HanMYUMU COOTBETCTBYIOIIMX IMOKA3aHUM rpakaaHaM, OOpaTHUBIIMMCS 3a MEIUIMHCKOM
MIOMOIIbI0O B aMOyJIaTOPHO-TIOJUKIMHUYECKOE YUPEeKICHHE, a Takke B ClIy4yasX HEoOXOIUMOCTH
NPOJIOJDKEHHUS JICUCHHsS IIOCJI€ BBIMUCKA OOJIBHOIO M3 CTAalMOHapa Ha3HAyaloTCs JIEKapCTBEHHBIE
IpenapaTthl ¥ BHITUCHIBAIOTCS PELETITH HA HUX.

1.2. 3anpeniaercs BHIMUCHIBATH PELICTITHI:

Ha JIEKapCTBEHHbIEC NIpenapaThl, HE pa3pelIeHHbIe B YCTAHOBJICHHOM IOPAIKE K MEAULUHCKOMY
IIPUMECHCHUIO,

IIPU OTCYTCTBUU MEIUIIMHCKUX ITOKa3aHUH;

Ha JICKapCTBEHHBIC Tpenaparbl, MCIOJB3yeMbIe TOJBKO B MEIMUIMHCKHX OpraHuzaiusx (d¢up
HApKO3HBIH, XJIOPITHI, (eHTaHw1n (KpoMe TpaHCIepMalbHON JIeKapCTBEHHOH (OpMBI), COMOpPEBUH,
KaJUICOJ, PTOPOTaH, KETAMUH U JIp.);

Ha HApKOTHYECKHE CpEeACTBAa M ICUXOTPOINHBIE BemlecTBa, BHeceHHble B Crucok |l ITlepeuns
HapKOTHYECKUX CPEJCTB, ICUXOTPOINHBIX BEUIECTB M HUX MPEKYypCOPOB, MOAJEKAIIUX KOHTPOJIIO B
Poccuiickoit @enepauuu, yrBepkaeHHOTo nocrasoBieHuem I[IpaBurenscrBa Poccuiickoit deaepanun ot
30 uronst 1998 r. N 681 (nanee - HapKOTHYECKHE CpPEICTBA M MCUXOTpornHbie BemectBa Crucka 1) - mis
JIeYeHUsI HAPKOMAHHH;

Ha HAPKOTUYECKHE CPEJICTBA U MCUXOTpoIHbIe BemiecTBa cnuckoB Il u Il - vacTHonmpakTuKyommm
Bpauam.

1.3. 3yOnbie Bpauu, (enbauiepsl, aKyluepky BHITUCHIBAIOT OOJIBHBIM PELENTHl Ha JIEKAPCTBEHHBIE
npenapaTtbl 3a CBOEW MOANUCHI0 U C YKa3aHUEM CBOEr0 MEIMIMHCKOTO 3BaHUS TOJBKO B CIydasix,
ykazaHHbIX B ILIL 3.3., 3.6., 3.7.2. VHCTpyKIMH O TNOpsAKE Ha3HAUEHUS JICKApPCTBEHHBIX IPENapaToB
(mpuoxxenue N 12).

1.4. Penentsl OOJBbHBIM JOJDKHBI BBINHUCBIBATHCS € YKa3aHMEM BO3pacTa NalMeHTa, MOpsaKa
OIUIaThl JIEKAPCTBEHHBIX IPENapaToB U C YYETOM JCHCTBUS BXOJIIMX B MX COCTaB MHI'PEJUEHTOB Ha
pelenTypHbIX OnaHkKaX, (OpPMBI KOTOPHIX YTBEpKIEHbl MUHUCTEPCTBOM 3IPABOOXPAHEHHUS U
corpasibHOTO pa3Buths Poccuiickoit ®enepanuu (mpunoxenust N 1, 3, 5, 7 u 8).

1.5. Penentypusie Omanku ¢opmel N 148-1/y-88 (mpunoxenue N 3) npeaHazHaueHbl st
BBINMCHIBAHUA U OTITYCKa!

- TCHXOTPONHBIX BemiecTB, BHeceHHble B Crucok |l Ilepeunss HapKOTHYECKHX CPEJICTB,
IICUXOTPOIHBIX BEIIECTB W HX HPEKypcopoB, MOAJESKAIIMX KOHTpoito B Poccuiickoit ®Penepaium,
yTBEepXKJIeHHOro nocraHoBineHueM llpaButensctBa Poccuiickoit ®enepanuu ot 30 mrons 1998 r. N 681
(manee - mcuxotpomHble BemiectBa Crmcka |ll), 3aperncTpupoBaHHBIX B YCTaHOBICHHOM MOPSIKE B
Ka4yecTBe JIEKAPCTBEHHBIX MPENnaparTos,;

- UHBIX JIEKAPCTBEHHBIX CPEJCTB, MOUIEKALIUX IPEIMETHO-KOJIMYECTBEHHOMY YUeTYy;

- aHA0OJIMYECKUX CTEPOHJIOB.

Jly1s BBINMCHIBAaHUS U OTITYCKa JIEKApCTBEHHBIX MPENapaToB AJisi aMOyJIaTOPHOI0 JeUeHHs TpaxaaH
B PaMKax OKa3aHUs OCYJapCTBEHHOH COLMAIbHOM MOMOIIM U IpaXkJaH, UMEIOIIMX MPABO Ha MOIy4YEHUE
JIEKapCTBEHHBIX IpenapaToB OECIUIATHO U CO CKHUJKOM, MpeIHa3HaueHbl pelenTypHble OJaHKH (OPMBI
N 148-1/y-04 (i) u peuentypubie 6manku ¢popmer N 148-1/y-06(1) (mpunoxenns N 7 u 8).



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

1.6. Hapkotuueckue cpenctBa W ncuxoTpomnHele BemiectBa Cnucka |, 3apeructpupoBaHHbIE B
KAaueCTBE JIEKAPCTBEHHBIX CPEACTB B YCTAHOBIEHHOM 3aKoHoAarenbcTBOM Poccuiickont denepanuu
MOPSI/IKE, TOJKHBI BBIMCHIBATHCS HA CIELUANBHBIX PELENTYPHBIX OJJaHKaX Ha HAPKOTUYECKOE CPENICTBO U
ncuxotpornHoe BeriectBo (mpunoxenue N 1).

1.7. Tlpu BBIMUCBHIBAHUM PELENTA HA JEKAPCTBEHHYIO MPOMHCHh WHAMBHIYaIbHOTO HU3TOTOBIICHHUS,
coJiepKalllyl0 HapKOTMYECKOE CpEeACTBO WM TncuxorponHoe BemectBo Cnucka |l, u  gpyrue
(apMakoornueckue aKTUBHBIC BEILIECTBA B J03€, HE MPEBBIIIAIOIICH BBICHIYIO Pa3oBYIO 103y, U IPH
YCIIOBUH, YTO 3TO KOMOMHMPOBAHHOE JIEKAPCTBEHHOE CPEJICTBO HE SBISIETCS HAPKOTHUYECKUM CPEICTBOM
WM TncuxoTponHbiM BemectBoM Crucka |l, cienyer wucmonb3oBaTh penenTypHbId OgaHK  (HopMel
N 148-1/y-88.

OTH penentsl JOKHBI OCTAaBaThCA B alTEYHON OpraHM3alUU JAJs NPeIMETHO-KOJIMYECTBEHHOTO
yuera.

1.8. Ilpu BhINMCHIBAaHMM pELENTa HA JIEKAPCTBEHHYIO NPOMHMCHh MHIUBUAYAIBHOTO M3TOTOBICHHUS
Ha3BaHUS HAPKOTUYECKHUX CPEJICTB M IMCUXOTPOMNHBIX BemecTB crnuckoB |l u |1l uHBIX nexkapcTBeHHBIX
CPEeACTB, MOISKAUIMX MPEAMETHO-KOJIMYECTBEHHOMY Yy4eTy, MMIIYTCS B Hayajie pelernTa, 3aTeM - BCe
OCTaJIbHbIE UHTPETUCHTHI.

1.9. BeimuchiBasi HAPKOTUYECKOE CPEJICTBO WM MCUXOTporHoe BeniecTBo cruckoB |l u |11, unbie
JIeKapCTBEHHbIE CPEJICTBA, MOAJIEKAIINE ITPEIMETHO-KOINYECTBEHHOMY YUeTY, /1032 KOTOPBIX MPEBbIIIAET
BBICILIMI OTHOKPATHBIN MpHEM, Bpad JOJDKEH HAlMcaTh JI03Y 3TOTO CPEJCTBA WM BELIECTBA MPOMUCHIO U
MOCTaBUTh BOCKJIMLIATENIbHBIN 3HAK.

1.10. He pa3zpemaercsi BBITUCHIBATH ONPEICICHHBIE JIEKAPCTBEHHBIE MpenapaTsl B OJHOM peLenTe
OoJiee TOro KOJMYECTBa, KOTOpoe yka3aHo B nmpuioxenuu N 1 x Hactosmeit UucTpykumu.

1.11. Hopmbl BBIMMCHIBaHUS W OTIyCKa HapkoTHueckux cpeactB Cmmcka |l, mpousBogHbIX
6apOUTYpOBOIl KHCIIOTBHI, MHBIX JIEKAPCTBEHHBIX CPEJCTB, MOMISKAIIMX MPEIMETHO-KOIUUYECTBEHHOMY
yueTy, /Uil HHKypaOeIbHbIX OHKOJIOTMYECKHX U FeéMaTOJOIMUeCKUX OOJBHBIX MOTYT OBITh YBETHYEHBI B 2
pasa 1o CpaBHEHHUIO C KOJMUECTBOM, yYKazaHHbIM B npuiiokeHu N 1 k Hactosmedt MHcTpykuuu.

1.12. CocraB nekapCTBEHHOTr0 npernaparta (B ciaydyae KOMOMHHPOBAHHOTO MpenapaTa), 0003HaYeHUE
JIeKapCTBEHHON (opMbl M oOpalieHue Bpaya K (hapMaleBTHUYECKOMY pPaOOTHHKY OO0 HM3rOTOBJICHHUU M
BbI/Ia4€ JIEKAPCTBEHHOTO MIperapara BhIMUCHIBAIOTCS HA JIATUHCKOM SI3bIKE.

He nomyckaercst cokpaiieHue 0003HaueHUIl OJIM3KMX 10 HAaMMEHOBAaHMUSM HMHIPEIUECHTOB, He
MO3BOJISIONINX YCTAHOBUTD, KAKOM HMEHHO JIEKapCTBEHHBIH MpenapaTt BbIHUCAH.

Vcnonb30BaHue TATUHCKUX COKpAIEHUH 3TUX 0003HaUYEHUH pa3pelaeTcs TOJIbKO B COOTBETCTBUH
C COKpAIEHUSMH, NPUHATHIMH B MEIUIMHCKOM M (hapMaleBTUUECKOM NpaKkTUKE, MPeayCMOTPEHHBIMU
npunoxenueM N 2 k Hactosamend MHCTpykuuu.

1.13. Cnoco0 npuMeHeHHs JIEKapCTBEHHOTO IpenapaTa 0003HadaeTcs € YyKa3aHHUEM JI03bl,
YacTOThl, BPEMEHM TMpHeMa M €ro JUJIMTENbHOCTH, a JUIi JIGKAPCTBEHHBIX  IIPENaparos,
B3aUMOJICUCTBYIOIINX C THIICH, BpEMEHH MX YHOTpPeOJEeHHsT OTHOCUTEIBHO NpHeMa MUIIU (10 eabl, BO
BpEMS €JIbl, I10CTIE €/IbI).

1.14. Ilpu HEOOXOOUMOCTH SKCTPEHHOIO OTIYCKa JIEKapCTBEHHOI'O Ipemnapata OOJbHOMY B
BEPXHEH YacTH pelenTypHOro OJlaHKa MPOCTABISIOTCS oOo03HavyeHus 'Cito" (cpouno) wmm ‘'statim"
(HEeMeJIEHHO).

1.15. Ilpu BHINMCHIBAHMM peLENTa KOJIMYECTBO JKUAKMX (DapMaleBTUUECKUX CyOCTaHIMit
yKa3bIBa€TCsl B MMJUIMJIUTPAX, PaMMax WM KaIuliX, & OCTAJIbHBIX BELIECTB - B IPaMMax.

1.16. CneuunanbHbple peUENTbl Ha HAPKOTMYECKOE CPEACTBO U ICHXOTPOIHOE BEILECTBO
JICCTBUTENIBHBI B TEUEHHE O JTHEH CO JIHS BBINMCKH, PELENThl, BHIIMMCAHHBIE HA PELIENTYPHbIX OJaHKax
dopmer N 148-1/y-88 - B Teuenune 10 nueil.

Penenter Ha JIeKapCTBEHHbIE npernaparsl (za UCKITIOUEHHEM HOJUIEXKATNX
HpPEeIMETHO-KOJIMYECTBEHHOMY YUeTy), BBIMMCAHHBIC Ha pelenTypHbIx Onankax ¢popmer N 148-1/y-04 (1) u
dopmbr N 148-1/y-06 (11), st aMOynaTOpHOTO JIEUEHUsST TPaXKJIaH B paMKax OKa3aHHs TOCyIapCTBEHHON
COLIMAJILHOM MOMOIIHY U IPpaXk/1aH, UMEIOLIMX MPaBoO Ha MOJIy4YeHHUE JEKapCTBEHHbBIX penapaToB OecIIaTHO



U CO CKHUJKOH, NelcTBUTENBHBI B TeueHHEe 1 Mecsma co JHS BBIMHMCKH, a B CIIydae BBIITMCKU TaKUX
PELENTOB YKa3aHHBIM KaTerOpHsIM Ipa)<1aH, JOCTUTIINM NEHCHOHHOTO BO3PACTa, CPOK JICHCTBUA perenTa
COCTaBIISIET 3 MECALA CO JTHS BBIMUCKU. J{JIs1 JIeYeHUS 3aTSHKHBIX U XPOHUYECKHX 3a00JI€BaHUH TpaklaHaM
NIEHCHOHHOT'O BO3pPAcTa MOTYT BBIMHMCHIBATHCS PELENTHI Ha JICKAPCTBEHHBIE Mperaparbl Ha Kype JICUeHHUs
10 3 MEeCSIEB.

PenenTel Ha Bce OcTalIbHBIC JIEKAPCTBEHHBIE MPENapaThl JEHCTBUTENBHBI B TEUEHUE 2 MECSIIEB CO
JIHSI BBITTHCKH.

Penentol Ha npou3BoAHbIE 6APOUTYPOBOI KUCIOTHI, 3eaApHH, ceBI0(EAPUH B YUCTOM BHUJE U B
CMECHU C JIpYT'MMH JICKAPCTBEHHBIMH CpPEACTBAMH, aHAOOJIMYECKHE CTEPOUIbI, KIO3alrH, THAHENTHH JUIA
JeueHust OOJBHBIX C 3aTSDKHBIMM M XPOHHYECKMMHU 3a00JIEBaHUSIMH MOTYT BBIIIMCBIBATHCS HA KYpC
neuenuss 10 1 mecsma. B aTux cinyuasx Ha pernenrtax AopKHa ObiTh Haanuchk "Tlo crnenumansHOMY
HA3HAYEHUIO", CKpEIJICHHAs TIOIHMChIO Bpaya U NevaThio MEJUIIMHCKOM opranu3auuu s peuentos”.

1.17. Tlpu BBHINIUCHIBAHUM XPOHUYECKHM OOJBHBIM pELENTOB Ha TOTOBBIE JIEKAPCTBEHHBIE
npenapaTbl M JICKapCTBEHHBIE MpernapaTrbl WHAMBUIYAJIbHOIO HM3TOTOBJICHUS BpayaM pa3peliaeTcs
yCTaHaBJIMBATh CPOK JICHCTBH pelenTa B Ipeaesiax 10 OJHOTO T0/1a, 32 HCKIIOYECHUEM:

- JIEKApCTBEHHBIX CPEACTB, MOAIEKALIUX MPEAMETHO-KOJIMYECTBEHHOMY YUeTy;

- JIEKApCTBEHHBIX MpenapaToB, 001 Jar0IUX aHA00INYECKOI aKTHBHOCTHIO;

- JICKapCTBEHHBIX IPENaparoB, OTIYCKAaEeMbIX M3 alTEUHBIX OpraHU3alMid MO perentam JUls
amMOyJnaTOPHOTO JIeUEHHs] TpakJaH B paMKaX OKa3aHUs TOCYJapCTBEHHOM COIMAlIbHOM MOMOIIM U
rpaxkJiaH, UMEIOIIMX MTPAaBO Ha MOJyYEeHHE JIEKAPCTBEHHBIX CPEJICTB OECIIATHO U CO CKHUIKOM;

- COUPTOCOIEPIKAIIUX JIEKAPCTBEHHBIX MPENapaToB UHIANBHUYaIbHOIO U3TOTOBJICHUS.

[Tpy BBIMUCHIBAHMM TAKUX PELIENTOB Bpad JIOJDKEH c/eNnaTh MOMETKY "' XpOHHUECKOMY OO0lIbHOMY",
yKa3aTh CPOK JEHCTBHUS pelenta M MNepUOJUYHOCTh OTITyCKa JIEKApCTBEHHBIX MpENapaToB U3 alTe4yHOM
opranu3anuu (eXeHeAenbHO, eKEMECSYHO U T.II.), 3aBEpUTh 3TO yKa3aHWE CBOCH MOANMUCHIO U JIMYHON
MeyaThlo, a TAKXKe MeYaThlo MeTUIIMHCKON opranu3anuu "'/l peuentos”.

1.18. Peuent, He oTBeHaOUMi XOTA OBl OAHOMY U3 MEPEUYMCICHHBIX TPEOOBAaHUM WM
COZIepXKaIINI HECOBMECTHMBIE JICKAPCTBEHHBIE CPEJICTBA, CUMTACTCS HEACHCTBUTEIbHBIM.

B cimyyae BO3MOXXHOCTM YTOYHEHHS Y Bpadya WM JPYroro MEAMLUHCKOTO pPabOTHHKA,
BBIMMCABIIET0 pELeNnT, HAaMMEHOBaHMs JIEKapCTBEHHOI'O Ipernapara, ero J03UPOBKH, COBMECTUMOCTH U
T.I., pAOOTHUK aNTEeYHOM OpraHU3aluu MOXKET OTIYCTUTD JIEKApCTBEHHBIH MpernapaT NalrueHTy.

I1. Ilopsiiok BHINMMCHIBAHUS PelleNITOB HAa JeKApPCTBEHHbIE NMpenapaThbl A5 aM0yJIATOPHOI0 J1e4eHusl
rpakJiaH B PAMKAaX OKa3aHUS FOCYJ1apCTBEeHHOI COHAIbHOI MOMOIIM M I'PAKIaH, MMEIIIMX IPABO
HA MOJTy4YeHHe JICKAPCTBEHHBIX CPeICTB 0eCIJIATHO M CO CKHIKOM

2.1. CamocToATeNbHO Jevyalum BpayoM WIn BpPayOM-CIELUAIUCTOM
7e4eOHO-TTPOPMIAKTUIECKOTO YUPEXKICHHS BBIITUCHIBAIOTCS PELENITHl Ha JIEKAPCTBEHHBIE Mpernaparsbl JUIs
amMOyJnaTOPHOTO JIeUeHHs] TpakJaH B paMKaX OKa3aHUs TOCYJapCTBEHHOM COLMAlIbHOM MOMOLIM U
rpaxJiaH, HMMEIOLIMX IpaBO Ha IOJyuYeHHE JIEKapCTBEHHBIX CPEJACTB OECIUIAaTHO M CO CKUIKOW, B
COOTBETCTBUM CO CTaHIApTaMM MEAUIMHCKOW IOMOILIM, 32 MCKIIOYEHHEM CIlyyaeB Ha3HaueHMS,
ornpeeseHHbIX MyHKToM 2.4.1. HacTosmeit MHcTpyKimy.

2.2. IIpaBo caMOCTOATENbHO BBIMHMCHIBATH PELENTHI JUIsl MOJIYYEHUs B alTE4YHOM OpraHu3aluu
JIEKapCTBEHHBIX CPEJICTB I'pakJaHaM B MOpPsIKE, YCTaHOBJIEHHOM II. 2.1. HacTosmeld MHCTpyKIIUH, UMEIOT
TaKxe:

2.2.1. B npenenax CBOEHl KOMIIETEHLIMH Bpaud, paboTamolue B MEIUIMHCKOM OpraHu3aluy Io
COBMECTHTENbCTBY;

2.2.2. BpauM CTAllMOHAPHBIX YUYPEXKIECHUI COLMANbHON 3aIlIUThl U UCIPABUTENBHBIX YUPEKICHUI
HE3aBUCHMO OT BEIOMCTBEHHON MPUHAICKHOCTH;

2.2.3. Bpauu BEJIOMCTBEHHBIX TOJUKIMHUK (enepanbHoro (cyobekra Poccuiickoit deneparin)
MOTYNHEHHUS:

- TpakJlaHaM, MMEIOLIMM CTaTyc MO Npo(ecCHOHANbHOMY MPHU3HAKY, PacXojbl Ha OecryiaTHOe



JIEKapCTBEHHOE OOeCreueHrue KOTOPHIX B COOTBETCTBUHU C 3aKOHOAATENhCTBOM Poccuiickoit deneparuu
MIOKPBIBAIOTCS 32 CUET CPEACTB (heiepaIbHOTo OI0KeTa;

- MHBIM KaTETOPHUSM Tpa)KJaH, pacxXo/abl HA OecIIaTHOE JIEKapCTBEHHOE 00eCleYeHne KOTOPHIX B
COOTBETCTBUH C 3aKOHOZAATeNbCcTBOM Poccuiickoit dexepanny NOKPHIBAIOTCS 3@ CUET CPEACTB OIOIKETOB
pPa3IMYHBIX YPOBHEH M 00S3aTEIBHOTO MEIUIIMHCKOTO CTPAaXxOBAaHHS IO COTJIACOBAHHWIO M B TOPSIIKE,
OTIpE/IeTIIEMOM OpraHaMH MCIIOTHUTEIbHOU BIacTH cyonekTa Poccuiickoit deneparnu, ecnu B Or0pKeTax
COOTBETCTBYIOIIUX (heJepaibHBIX OPraHOB MCIIOJIHUTEIHLHOM BIACTH HE BBIJCIICHBI (PMHAHCOBHIE CPEIICTBA
Ha 3TH e,

2.2.4. YacTHOIPAKTUKYIONINE Bpaud, paboTaronme MO JOTOBOPY C TEPPUTOPHUATBHBIM OPraHOM
yOpaBlIeHUsT 37PaBOOXPAHCHUEM W/WIM TEPPUTOPUATBHBIM (HOHAOM O005S3aTEIHHOTO MEIMIIMHCKOTO
CTpPaxOBaHHUs, M OKAa3bIBAIOIIME MEIULMUHCKYIO IMOMOIIb TIpaKJaHaM B paMKax MPOTpaMMbl OKa3aHUS
rocyJapCTBEHHOM COLIMAIbHOW MOMOIIM U TpaxkaHaM, UMEIOIIMM IPAaBO HA MOJYyYEHHE JIEKapCTBEHHBIX
npemnapaToB OECIUIATHO U CO CKUIKOM.

2.3. B ocoObix ciyuasx (MpoXKMBaHHE B CEIBCKOW MECTHOCTH, TJ€ HAXOIUTCS TOJBKO
MEMIIMHCKAasT OpraHM3alusl Win e¢ 000COOJICHHOE TMOJpa3/eiicHie, He MMEIOIee Bpaya) PelenTbl Ha
JIEKapCTBEHHBIE Mpenapathl 1 aMOyJIaTOPHOTO JICUEHUS TPAKJIaH B paMKaX OKa3aHUs TroCyIapCTBEHHON
COLIMATHHON MOMOIIH ¥ TPAXKAaH, UMEIOLINX MPABO Ha MOTyUYeHUE JIEKAPCTBEHHBIX MpenapaToB OECIIaTHO
U CO CKUIKOW, MOTYT OBITh BBHIMHCAHBI CAMOCTOSTEIHFHO BEAYIIMM MpUEM (EelbAIIepoM WIH aKyIIepKOn
TaKoW MEAMIIMHCKOW OpraHu3aIii B COOTBETCTBHU ¢ 1. 2.1. HacTosmelt MHCTpyKIH.

[lepeueHbr MEAMIIMHCKUX OpTaHM3aIlMil M TOPSAIOK JIEKaPCTBEHHOT'O OOECIEeUYeHHs YKa3aHHBIX
rpaxaaH OMPEACIIOTCS OPraHOM HCIIONHHUTEIBHON BiacTu cyObekTa Poccuiickoit denepanuu B cdepe
3/1paBOOXPaHEHUS.

2.4. BrImuchIBaHWE pEIENTOB HA JICKAPCTBEHHBIE MpenapaThl Uisi aMOYJIaTOPHOTO JICYEHHS
rpaKJlaH B paMKax OKa3aHWs TOCYJapCTBEHHON COLMAIbHOM MOMOIIM M TPa)KJaH, UMEIOIIHUX MPaBO Ha
MOJTyYeHHUe JIEKapCTBEHHBIX MIPerapaToB OECIIaTHO U CO CKHUJIKOHM, OCYIIIEeCTBISETCS:

2.4.1. BpauaMu-CrieINaINCTaAMU

- Ha HapKOTUYECKHUE cpelcTBa u MIPOTUBOOIYXOJIEBbIE npenaparbl
(OHKOJIOTUYECKUM/TEMATOJIOTHUECKAM  OOJIBHBIM) - OHKOJIOTOM W/MJIM TeMaToJIOroM, He(poJioroMm,
PEBMATOJIOTOM U JIp.;

- Ha UIMMYHOMOJYJISITOPBI - TEMATOJOTOM W/WJIA OHKOJIOroM (IOCje MPOBEACHHS JIyUEBOW W/MIIH
XHUMHUOTEPAIHH, MePeCcaKu KOCTHOTO Mo3ra), uMMyHos0roM (6ompHbIM CITU]] wiin ApyruMu TSHKETBIME
HapyIICHUSIMH UIMMYHHUTETA), TPAHCILIAHTOJIOTOM (ITOCTIe TIePEeCca ki OPraHOB M TKaHEH), peBMATOJIOTOM U
WHBIMU CIIEHUATIUCTAMU,

- Ha IPOTUBOTYOEPKYJIEe3HBIC MIPENapaThl - PTUIUATPOM,

- Ha mnpotuBomuabetnueckue (OOJBHBIM CaXapHbIM JHA0CTOM) W TMPOYHE JICKAPCTBCHHBIC
npenaparsl, BIMSIOIIME HA SHIOKPUHHYIO CUCTEMY, - SHJIOKPUHOJIOTOM, B IMOPSIAKE, ONPEICICHHOM B
nyHkTe 2.4. IHCTpYyKIMHU O OPsiIKe Ha3HAYCHUS JICKApPCTBEHHBIX mpenaparoB (npuioxenue N 12).

[Ipu oTCyTCTBUM yKa3aHHBIX CIELUAIMCTOB BBIMHCHIBAHUE JIbITOTHBIX PELIETITOB B 3TUX CIydasx
MIPOM3BOJIUTCS JICUAIIMM BPAvyoOM IO PELICHUIO BpaueOHONH KOMUCCUU MOJUKIMHUKH,

2.4.2. nedanyM BpauoM WM BPauOM-CIICHUATMCTOM TOJIbKO IO PEIICHUI0 BpadyeOHON KOMUCCHU
MEJIMIUHCKON OpraHn3aluu:

- Ha INCUXOTPOIIHBIC BCIICCTBA CIIMCKOB Il u “l, HHBIC JICKAPCTBCHHBLIC CPCACTBA, IOAJICIKAIINC
NpEaAMCTHO-KOJIMUCCTBCHHOMY YUCTY, aHa0OJIMYECKHE CTCpOMBI,
- Ha HApPKOTHYCCKUC CPCACTBA Coucka |l 6OJ'H>HBIM, HC CTpaJaromuM OHKOJOTUYCCKUM

(remMaToJ0rn4YecKuM) 3a00JICBaHUEM;

- Ha JICKapCTBEHHbIC MpenapaThl, Ha3HAYaeMble JICHallMM BpauoM M BpauyaMH-CIEIHMAIHCTaAMHU,
0JHOMY OOJIbHOMY B KOJIMYECTBE IATH HAUMEHOBAHUHN U 00Jiee OJTHOMOMEHTHO (B T€UEHHE OJHUX CYTOK)
WIN CBBILIE JIECSITH HAMMEHOBAHUM B TEUEHUE OJHOTO MECSIIa,

- Ha JIEKapCTBEHHBbIE MpenapaTbl B CiIydasX HETHUIHWYHOIO TeYeHHs OOJEe3HH, MpH HAIUYUH
OCJIO)KHEHUH OCHOBHOTO 3a00JIEBaHUS WM/MJIM COYETAHHBIX 3a00JE€BaHMM, NMPU HA3HAYEHHUH OIACHBIX
KOMOUWHAIIM JIeKapCTBEHHBIX CPEACTB, a TAKXKe MPU UHAUBUIYAIbHON HENEPEHOCUMOCTH.

2.5. YtpaTtun cumy.



2.6. He nomyckaercsi BHITUCHIBAHUE PELENTOB HA JIEKAPCTBEHHBIE IpenapaTsl Ui aMOyJIaTOpHOTO
JieuyeHHs TPaXKJIaH B paMKax OKa3aHMs TOCyNAapCTBEHHON COLMAIBHOM MOMOIIM W TPakJIaH, MUMEIOIINX
IpaBO Ha T[OJIy4eHHE JICKApPCTBEHHBIX IpernaparoB OECIUIATHO U €O  CKUAKOW, Bpadyamu
CaHATOPHO-KYPOPTHBIX YYPEXKICHUI, BpayaMu CTAllMOHAPHBIX YUYPEXKICHHWH, B T.4. JHEBHBIX (32
UCKIIIOYCHHEM CTal[HOHAPHBIX YYPEIKACHHH COIMANIBHOW 3alUThI), a TaKkKe BpadyaMH MEIUIMHCKHX
OpraHu3alldii B TMEpPHOJA HaxXOXJIEHHs OOJBHBIX HA CTAlMOHAPHOM JIEYEHUH B COOTBETCTBUH C
JNEUCTBYIOLUM MOPSAIKOM.

YacTHONMPAKTUKYIOIIMM BpauyaM 3alpelliacTcsl BbIMUCHIBATh PELENThl Ha JIEKapCTBEHHBIC
npenapatsl Uis aMOyJIaTOPHOTO JIeUEHHs TPaKJAaH B paMKax OKa3aHMs TOCyIapCTBEHHON COLMAIbHOM
IOMOIIM W TPaKIaH, MMEIOIIMX IMPaBO Ha IOJIY4YEHHUE JIEKAPCTBEHHBIX IpenapaToB OecIIaTHO U CO
CKHJIKOH, 32 UCKIIIOUEHUEM CIIy4aeB, yKa3aHHbIX B MyHKTE 2.2.4. HacTosel MHCTpyKIuH.

2.7. HaznaueHue JeKapCTBEHHBIX IpenapaToB Ui amMOyJaTOPHOTO JICUEHUs Ipa)<JIaH B pamMKax
OKa3aHMs TOCYJApCTBEHHOH COLMANIBHOM MOMOINM M TpakJaH, HMEIOIUMX IpPaBO Ha IOJyuyeHHE
JICKapCTBEHHBIX IMpernapaTtoB OECIIaTHO M CO CKUAKOH, OTpaxkaercsi B MEIUIMHCKOM KapTe
amMOyJIaTOPHOTO OOJIBHOTO B TMOPSAJKE, IMPEIyCMOTPEHHOM NyHKTOM 1.6. MHCTpyKuuMM O THOpsake
Ha3HA4YeHUsl JIeKapcTBeHHbIX mpemnaparoB (npwioxkenne N 12), mynkramm 1.2. - 1.10. nacrosmiei
WHCcTpyKuMu, ¢ yKa3aHHEM HOMeEpa pelenta M B TaJOHEe aMOYJIaTOPHOIO MAIlMeHTa, YTBEPXKICHHOM B
YCTaHOBJIEHHOM TOPSIZIKE.

[Ipy BBHIMUCHIBAHMM PELENTOB Ha JEKAPCTBEHHBIE Mpemaparbl Ui aMOyJIaTOPHOTO JICUEHHS
rpaxJiaH B paMKax OKa3aHHs IOCYJapCTBEHHOH COLMAIbHOM MOMOIIM M TpaKJaH, UMEIOLIUX MpaBo Ha
MOJIyYeHHE JIEKAPCTBEHHBIX IpernapaTroB OECIIaTHO M CO CKUAKOW, 00s3aTEeIbHO YKa3bIBAETCS HOMEP
TeneoHa, MO KOTOPOMY paOOTHUK aNTEYHOM OpraHU3allMd MOJXKET COIJIacoBaTh C JIEHAlllUM BpavuoM
(BpauoM-CIIeIMaTUCTOM, BpaueOHOW KOMHUCCHEH MEIUIIMHCKOW OpPraHM3allii) CHHOHMMHYECKYIO 3aMEHY
JIEKapCTBEHHOT O Mpenapara.

2.8. Penenit Ha penentypaom Onanke popmbl N 148-1/y-04 (;1) u N 148-1/y-06 (;1) BeIMUCHIBaeTCs
BpadoM (¢enpamepom) B 3 3K3EMIUIIpPax, C AByMs 3K3EMIUIIPAMU KOTOPOro OONBbHOM oOpaimaercss B
anTeyHyro opraHusauuio. [locrmenHuil sk3eMIUIAp perenrta MOJIKIEHBAETCS B aMOYJIAaTOPHYIO KapTy
00JIBHOTO.

2.9. HapkoTtuueckue cpecTBa U cuxoTponHble BemectBa Crucka Il mi1st amGynatopHoro jeueHus
rpaxJiaH B paMKax OKa3aHHMs IOCYJapCTBEHHOH COLMAIbHOW MOMOIIM U Tpa)KIaH, UMEIOLIUX MpaBo Ha
MOJIyYeHHE JIEKAPCTBEHHBIX IMpenapaToB OECIUIATHO W CO CKUJAKOHM, BBIIUCHIBAIOTCS Ha CHELUAIBHOM
pelenTypHoM OJlaHKE Ha HApKOTHYECKOE CPEICTBO U MCHUXOTPOIHOE BEIIECTBO, K KOTOPOMY
JIOTIOJTHUTENTFHO BBIMUCHIBAIOTCS PeLenThl Ha perentypHoM Onanke ¢popmbl N 148-1/y-04 (1) wmu popmer
N 148-1/y-06 ().

[lcuxotponubsie BemectBa Cnucka |, wuHbIE nexkapcTBEHHBIE CPEACTBA, MOJUIEKAIUE
NPEMETHO-KOJIMYECTBEHHOMY y4YeTy, aHa0OJMUECKHE CTepOUIbl, MPeHA3HAYECHHBIE Il aMOyJIaTOpHOTO
JieyeHHs TPaXKJaH B PaMKax TOCYAAPCTBEHHOM COLMATIBbHOM MOMOIIM W TpakJaH, MMEIOIIMX MpaBO Ha
MOJIyYeHHUE JIEKAPCTBEHHBIX MpEenapaToB OECIUIATHO W CO CKUJAKOHM, BBIIUCHIBAIOTCS Ha PELENTYPHOM
onanke N 148-1/y-88, Kk KOTOpOMY IOIOJHHUTEIIFHO BBIIHCHIBAIOTCS PELENTHI HA PEIENTYPHOM OlaHKe
¢dopmer N 148-1/y-04 (1) unmm popmer N 148-1/y-06(a).

2.10. JIns obecriedeHnss HAPKOTHUYECKUMH CPEACTBAMH M IICUXOTPOIHBIMH BELIECTBAMU OOJIbHbIE
NPUKPEIUIAIOTCS K KOHKPETHOW MEIMIMHCKOM M anTeYyHOM OpraHu3alusM [0 MECTY >KUTENIbCTBA B
HOpPsIZIKE, ONpeAesIeMOM OpPraHOM MCIOMHHUTENbHOHM BiacTH cyOobekra Poccuiickoit @enepauuu B chepe
3IpaBOOXPAHEHHUS.

111. ITopsinok oopmiieHHs1 TPeOOBAHMIT-HAKJIAIHBIX B ANITEYHYI0 OPTAaHU3ALMIO HA MOJy4YeHue
JIEKAPCTBEHHBIX MPeNnapaToB I MeJHIUHCKUX OPraHu3aluii

3.1. I[J'ISI obecneueHuUs J'Ie‘le6HO—IlI/Ial"HOCTI/ILIeCKOFO mnponecca MCIAUIHUHCKUC OpraHHu3alnun
MMOJIy4aroT JICKAPCTBCHHBIC TIIpCliapaTbl U3 anTeYHOU OopraHu3alvii 110 Tpe60BaHI/I$IM—HaKJ'Ia,Z[HBIM,
YTBCPKACHHBIM B YCTAHOBJICHHOM ITOPSAIKCE.



TpeboBaHue-HaKIagHas HA MOJYYCHHE W3 alTEUYHBIX OPraHU3alMii JEKapCTBEHHBIX MpPENaparoB
JOJDKHA UMETh IITaMII, KPYTIyIo Me4aTh MEAUIMHCKONW OpraHu3aly, NOIICh €€ PyKOBOAUTEINS UM €To
3aMEeCTHUTEJNS 10 JeueOHOM yacTu.

B TpeGoBaHMM-HaKIAqHON yKa3bIBa€TCs HOMEp, JlaTa COCTABICHUS JOKYMEHTa, OTIPaBUTEIb U
HoJTydaTeNb JIGKAPCTBEHHOrO IperapaTa, HaMMEHOBAaHHME JICKAPCTBEHHOTO mpemapara (C yKazaHHEM
JO03UPOBKH, (OPMBI BBITyCcKa (TaOIeTKH, aMITyJibl, Ma3y, CYNIIO3UTOPUH T.I.), BUJ YHaKOBKU (KOPOOKH,
¢iakoHbl, TyOBI W T.IL), CIIOCOO NMpPUMEHEHHs (IS MHBEKIMHA, /Ui HapyXKHOTO NMPHUMEHEHUs, IpHeMa
BHYTpb, INIa3HbIC KAIUIM H T.II.), KOJIMYECTBO 3aTPEOOBAHHBIX JICKAPCTBEHHBIX MPENapaToB, KOJIUYECTBO U
CTOMMOCTh OTIYIICHHBIX JIEKAPCTBEHHBIX MPENIApPaTOB.

HanmenoBaHMs J1€KapCTBEHHBIX MPENapaToB MHUIIYTCS HA JATUHCKOM SI3bIKE.

TpeboBaHus-HaKIaIHbIE Ha JIeKapCTBEHHbIE CpeACTBa, MOJyIeKAIIE
[PEMETHO-KOJIMYECTBEHHOMY YYeTy, BBIUCHIBAIOTCS Ha OTAEIBbHBIX OJaHKax TpeOOBaHMIi-HAKIIAIHBIX
IUISL KQXKJIOW TPYTIIIbI IPETapaToB.

MenunuHcKUe OpraHu3alMd IMpPH  COCTaBJICHUHM 3asBOK Ha HApPKOTHYECKUE CpEACTBa U
ncuxoTponHele BemectBa crnuckoB |l u Il momxHBI pyKOBOACTBOBAThCS PACYETHBIMU HOPMATHUBAMH,
YTBEPKJICHHBIMHU B YCTaHOBJICHHOM MOPSIJIKE.

3.2. TpeOoBaHUsA-HAKIAIHBIE CTPYKTYPHOTO IOJPa3/€iCHUs MEAMLMHCKOW OpraHu3aIliu
(kaOuHeTa, OTIENCHHS | T.I1.) Ha JICKAPCTBEHHBIE NPEMaparhl, HaPaBJIsIEMbIe B allTCUYHYIO OPraHU3AIIHIO,
oopmisitoTcs B mopsAke, ompeaereHHOM IMyHKToM 3.1. Hacrosimeil MHCTpyKIHMH, NOJIHMCHIBAIOTCS
PYKOBOJIUTENEM COOTBETCTBYIOIIETO IMOJApa3eieHuss © O(OPMIISIOTCS IMITAMIIOM MEIUIIMHCKOMN
OpTaHu3aIUH.

[Tpu BBIMUCHIBAHUHM JIEKAPCTBEHHOT'O Ipernapara Uil HHAUBHYaIbHOTO OOJIBHOTO JOMOIHUTEIBHO
yKa3bIBaeTCs ero (paMmins ¥ MHUIMAIIBI, HOMEP UCTOPUH OO0JIE3HU.

3.3. Cromarosnory, 3yOHble Bpaul MOTYT BBIITUCHIBATH 3a CBOEH MOJMUCHIO TPpeOOBaHUS-HAKIIAHbIE
TOJIbKO Ha JIGKAPCTBEHHBIE Ipernaparbl, MpPUMEHsSEMble B CTOMAaTOJOTHUYECKOM KaOuHeTe, 0e3 mpaBa
BbIJIa4YM UX MAI[MEHTaM Ha PyKH.

3.4. TpeOoBaHUs Ha SJOBUTHIE JICKAPCTBEHHBIE CPEACTBA, KPOME IOANUCH CTOMATOJIOTa WM
3yOHOTO Bpaya, JOJKHBI UMETh TIOAIUCH PYKOBOAUTENS YUpEkKAeHHS (OTACICHUS) W €T0 3aMECTHTEIS U
KPYTJIYIO 1e4aTh MEAUIIMHCKON OpraHU3aliH.

3.5. TpeOoBaHMs-HaKIaJHBIE HA OTIYCK YaCTHONPAKTUKYIOIIUM BpadaM JIEKapCTBEHHBIX
npenaparoB (3a MCKIIOYCHUEM HApPKOTHUYECKMX CPEICTB M ICUXOTPONHBIX BemiectB cruckos Il u 1, a
TaK)Ke JIGKAPCTBEHHBIX NPEMNaparoB, COACPIKAIINX 3TH CPEICTBA U BEIIECTBA) OOPMIISIFOTCS B MOPSIKE,
ompenesneHHoM 1. 3.1. - 3.4, HacTosmed MHCTpyKIIMM Ha OCHOBAHUM JIOTOBOpa KYIUTU-IIPOIAXKH MEXTY
YaCTHOIPAKTUKYIOIIMM BpPayoM M alTEeYHOH OpraHu3alueil U JUIEH3UN Ha MEJUIMHCKYIO JeSITeIbHOCTD,
BbIIaHHON B YCTaHOBJIEHHOM MOPSIJIKE.

3.6. B anTeunplx opraHuzauMsx —TpeOOBaHMA-HAKIAIHbIE JIe4YEOHO-IPOPUIAKTHUECKUX
YUpeX/IeHUH Ha OTIMYCK HAPKOTUYECKHX CPEJICTB U MCUXOTPOMHbIX BemecTB cnuckos |l u Il xpansrcs B
teyenue 10 neT, Ha OTIYCK MHBIX JICKAPCTBEHHBIX CPEJCTB, MOJIEKAIIUX MPEIMETHO-KOIMYECTBEHHOMY
yueTy - B Te4YeHHE 3 JIeT, OCTAJbHBIX TpPYMI JIEKAPCTBEHHBIX IIPENaparoB - B TEUYEHUE OJHOTO
KaJIeHJJapHOI'0 ToJIa.

3.7. TpebGoBaHMs-HaKIaIHbBIE MEAULMHCKUX OpraHU3alUid JIOJDKHBI XPAHUTHCS B alTE4HOM
OpraHu3alluu B YCIOBHSX, 00ECIEUNBAIOIIMX COXPAHHOCTb, B COPOIIIOPOBAHHOM U OIEYaTaHHOM BHJIE U
oopMIIATHCS B TOMA C YKa3aHUEM Mecsla U roja.

3.8. Yrpatun cuny ¢ 1 mapra 2022 r. - [Ipuka3 Munsapasa Poccun ot 24 nos6ps 2021 r. N 1094H

V. KoHTpoJib 32 BHINUCHIBAHHEM PelleNITOB M TPeOOBAHUI-HAKJIAIHBIX HA JIeKAPCTBEHHbIE
npenaparsl

4.1. Yrpatun cuny ¢ 1 uronsa 2013 r.
4.2. Yrpatun cuny ¢ 1 urons 2013 r.
4.3. Yrpatun cuny ¢ 1 uronsa 2013 r.
4.4. Yrpatun cuny ¢ 1 uronsa 2013 r.



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



IIpunoxenne N 1

Kk VHCTpyKUIMK 0 mOpsiiKe BHINMCHIBAHUS
JIEKAPCTBEHHBIX NIPenapaToB U 0()OPMJICHUA
penenToB U TPeOOBaHNIH-HAKIATHBIX,

YTB. IprKka3zoM MHUHHCTEPCTBA 3APaBOOXPAHECHUSA
U couunaabHOro passurus PO
ot 12 ¢peBpaas 2007 r. N 110

Hpez[e.nbﬂo AOIMMYCTUMO€ KOJIMYECTBO JICKAPCTBCHHBIX CPEACTB AJIfl BBINUCBIBAHUSA HA OJMH penent

N n/no |HauMmeHOBaHUE JIEKAPCTBEHHOTO dopma BHIIyCKa U KosmuecTBO
cpencrea IO3UPOBKA
1. BynpeHOpbrH TabjieTky njs 50 ratm.
CYyOJIMHTBAJILHOT'O
npuema 200 MxT u
400 mxr
2. BynpenopdnH PacTBOp nJid
UHBEKLUA, aMITYJIEl
300 mxr/mi 1 mo 30 amnysn
300 mxr/Mim 2 Mo 15 amnyn
3. BynpenopdnH TpaHcOoepMaibHaA
TepaneBTHUUYECKAS
cucrema
35 Mkr/u 20 nnact.
52,5 Mxr/u 8 mnacr.
70 Mxr/u 5 mmacr.
4. Inrunpoxoneun-perapn (ATK TabneTku 04
KoHTHHYyC) npueMa BHYTPb
60 mr 40 Tabsi-
90 mr 30 Tabs.
120 mr 20 rabsm.
5. Ivnunosiop (mvprTpaMun) PacTBOp mIJis 50 awmnyn
UHBEKLUA , aMITyJIEl
0,75% o 2 mu
6. MopdmHa IMIPOXIJIOPUI PacTBOp mIJis 20 awmnyn
VHBEKLUUM, aMITYJIE
10 Mvr B 1 wn
7. OMHOTIOH PacTBOp mOJi4
VMHBEKLNN, 10 amnys




amoysel 1% n 2% o

1 mn
8. Mpomenon (TpuMmenepumuHa TabjieTKy njs 50 Taba.
TUIPOXIIOPW) npueMma BHYTpb 25
MT
9. Mpomenon (TpuMmenepumuHa PacTBOp nJid
TUIPOXIIOPW) UHBEKLMA ,
amnyssl 1 u 2% no 10 amnyn
1 mm
mnpuu-Tioorkr 1 u |10 wmnpui-robukos
2% nmo 1 wmn
10. MopbuHa cynbdar (MCT TabjeTKku u
KOHTUHYC UJIM IOPyTMe aHaJoTu KarCyJisl
NPOIOJIXUTEJIbHOCTHIO NEeMCTBUI NPOIJIEHHOTO
He MeHee 12 uacos) nemcTBUA 114
npueMa BHYTPb
10 mr 160 Tabs.
30 wmr 60 Tabsm.
60 mr 20 Tabsm.
100 mr 20 rabsm.
200 mr 20 rabsm.
11. Mpocumost TabreTku nJid 50 Tatsm.
OYKKaJIbHOTO
npuema 10 mr u 20
MT
12. [lpocumost PacTBOp IJis 50 awmnyn
VHBEKLUUM, aMITYJIE
10 mr B8 1 Mo
13. deHTaHWUIT TpaHCcOepMasibHAL
TepaneBTUUYECKAas
cucrema
12,5 mxr/uac 32 mnact
25 mkr/uac 16 nnacr.
50 mxr/uac 8 mmacr.
75 mvxr/uac 5 mmacr.
100 mxr/uac 4 npact.
14. Komeun (xomemua oocdar) [Topomok 0,2 r




15. KOMOMHUP OB aHHEIE TaBJeTKH, He 6Hojee 0,2 r*
JIEKAPCTBEHHEE MpEernapaTH, KarcyJbl, PacTBOPH
comepxamme komenH (komeuHa U T.O.
dbocdar)
16. STUIMOpPdMHA TUAPOXIIOPUI [TopoImok 0,2 o**
(anonnn)
17. Ambenpamon (benpanoHn) TabyneTku, Opaxe 50 Taba.
25 Mmr
18. Xanbuyon ((Tpuaszosam) Tabnerxku 250 MxrT 30 Tabn.
19. Hartpus oxcu®yTuparT PacTBOp I 2 dbmaxoHa
npremMa BHYTPb
66,7%,
cupon mjs npuema
BHYyTpb 5%
20. SbenpuHa IMUIPOXJIOPUI U [lopomok 0,6 r
Ipyrue conu sbenpuHa
21. TeobenpuH, Teobempmu-H, TaByieTku 30 Tabsm.
Heo-Teodenpmu
22. CosyyTau Pacreop 50 mn 1 dmaxon
23. CrnasMoBepasiTvH, TaBieTku 50 ratsm.
CnasMoBepanruH-Heo
24 . Ipyrre KOMOMHUPOBAHHEE TaBieTKM, MNOPOUKNA 1 ynaxoska
JIEKAPCTBEHHLHE MNPEenaparTk, U T.0O.
comepxanye sbhenpuHa
TUOPOXJIOPUL ¥ MNOINJiexalme
NpeIMeTHO—KOJIMUECTBEHHOMY
yueTy
25. KoMBUHUPOBAHHBIE Kancysiel, [TOPOUKH, 1 ynaxoBka
JIEKAPCTBEHHHE MPEenapaTh, cuporn, TabjeTku,
comepxampe nceprnosbenprHa XUOKOCTL IJIs
TUIPOXJIOPUL ¥ MNOIJexalye npremMa BHYTPb U
NpeIMeTHO—KOJIMUECTBEHHOMY T.II-
yueTy
26. Knopenmu Tabnerxu 0,075 1 ynaxoska
mr, 0,15 mr
27. NaxukapnMua TUAPOMOINT [TopoIok 1,2 o
28. AHABOJIMUECKMUE TOPMOHEZ TabjeTku, PacCTBOP 1 ynaxorka
MeTaHIOPOCTEHOJIOH, 0JI UHBEKLWA U
OxkcaHnpoJion Perabosui, T.II-
HaunposioHn, ®eHoBojymwi,
CnynabonuH M Opyrue
29. KoMBUHUPOBAHHEIE KancyJel, 1 ynaxoBka

JIEKApPCTBEHHbBIE IIpellapaTHl,

TabJeTKM, CUPOI,




comepxamye GEeHMJINPONAaHOJaMVH | KarJjieTsl M T.1.
¥ nomJiexalmue
NpeIMeTHO-KOJMUECTBEHHOMY
yueTy
30. denobapdburan Tabaerxu 50 wmr, 10-12 Tabnerok
100 wmr
31. Benszobapburan (Benszonau, Tabynerxku 50 mr, 1 ynaxoska
BeHz06amMmiT) 100 mr
32. NMpuvurpon (TexcamMuouH, Tabnerxu 125 wmr, 1 ynaxoska
MrComMH) 250 wmr
33. ByTopdauon (Cramos, Mopamo) PacTBOp mid 10 amnyn
MHBEKLUN
2 Mr/mn 1 mn

* Ilpu BBIMUCHIBAHUU U OTIYCKE JIEKAPCTBEHHOIO MperapaTta MPOU3BOAUTCS MEPECUET Ha YUCTOE
BEILECTRO.

** B rna3HbpIX Kamisix U Ma3six JUOHUH MOXKET BBIMHMCHIBATHCS B KOJIMYECTBaX A0 1 T mpu HAIM4UU
yKazaHusi Bpaya Ha peuente '1lo cnenuaibHOMY HA3HAUYEHMIO', 3aBEPEHHOrO MOJNUCHIO U JHYHOU
neyaThbio Bpaya, NevyaTblo MEAUIIMHCKONW opranu3anuu s perentos'.

IIpumeyanue:

[Ipy BbINKUCHIBAHMM HAPKOTUYECKHX JIEKAPCTBEHHBIX INPEMApaToOB, HE MPEIyCMOTPEHHBIX
HACTOSIIIUM MPUIIOKEHUEM, UX MPEACIIbHO JOMYCTUMOE KOJIUYECTBO VISl BHINUCHIBAHUS B OJTHOM PELEITe
MOXET B IIATh pa3 MPEBBILIATH PA30BYIO 03y, YKa3aHHYIO B MHCTPYKIUH 110 MEAUIIMHCKOMY TPUMEHEHUIO
BBINIMCHIBAEMOI0 JIEKAPCTBEHHOTO Mperapara.



Ipuioxenne N 2

Kk MHCTpyKIMY 0 MopsiiKe BHIMUCHIBAHUS
JIEKAPCTBEHHBIX NpenapaToB U 0)OpMJIeHHSA

peuenToB U TPeOOBAHNH-HAKJIATHBIX,

YTB. IpHKka3zoM MHUHHCTEPCTBA 31PaBO0XPaHEHHA

U couunaabHOro passurus PO
ot 12 ¢peBpaas 2007 r. N 110

Baskueiinmue peuentypHbie COKpaleHus

CokpaleHue MosiHOE HamMucaHue llepeBon
aa ana o, MOPOBHY
ac.acid. acidum KMCJIOTa
amp. ampulla ammnyJsa
aq. aqua BOIa
ag. destill. aqua destillata OVCTUIINIMPOBaHHAS BOIA
but. butyrum vacmno (TBepnoe)

comp., cps

compositus (a, um)

CJIOXHBIN

D. Da (Detur, Dentur) Beimait (ycThb BHIOAHO,
nycTb OyZeT BEIAHO)
D.S. Da, Signa Detur, Brimalt, o6o03HAaub
Signetur llycTs OyZeT BEOAHO,
obo3HauYeHOo
D.-t.d. Da (Dentur) tales doses Bemait ([ycTs OynyT
BHIIAHE]) TaKue O3Bl
Dil. dilutus Pas3BeIeHHHIM
div.in p.aeq. divide iIn partes pasmesu Ha pPaBHEE YacTu
aequales
extr. extractum SKCTPakKT, BHTIKKA
T. fiat (fiant) llycTe obpasyeTcs
(cbpasynrca)
qgtt. qutta, guttae Kanuga, Kallu
inf. infusum HaCcTOM’
in amp. in ampullis B aMIyJax
in tabl. in tab(u)lettis B TabieTkax




linimentum

XKMIOKadA Mas3b

lig. liquor XUOKOCTH
m. pil. massa pilularum NMJIOJILHAS Macca
M. Misce, Misceatur Cvematt (llycTs 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 [Topomox
q-S- quantum satis CroJBbKO noTpebyercs,
CKOJIbKO Hamo
r., rad. radix KOPEHb
Rp- Recipe BosbMu
Rep. Repete, Repetatur NoeTopu (IycTs Oymer
MOBTOPEHO)
rhiz. rhizoma KOpHEBMIIE
S. Signa, Signetur O6ozHaus (llycTh OymeT
0B03HAUEHO)
sem. semen cemda
simpl. simplex poOCTOMN
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 VHCTpyKUIMK 0 mOpsiiKe BHINMCHIBAHUS
JIEKAPCTBEHHBIX NpenapaToB U 0)OpMJIeHHSA
penenToB U TPeOOBaHNI-HAKIATHBIX,

YTB. IpHKka3zoM MHUHHCTEPCTBA 31PaBO0XPaHEHHA
U couunaabHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

[Tynkr 3.8, yTBepaIuBIIMIA HACTOsAIIEE TPUIOKEHNE, TIPU3HAH yTpaTUBIIUM cuity ¢ 1 mapra 2022 r.
- [Ipuka3z Munzapasa Poccuu ot 24 nost6ps 2021 r. N 1094H



IIpunoxenne N 4

Kk VHCTpyKUIMK 0 mOpsiiKe BHINMCHIBAHUS
JIEKAPCTBEHHBIX NpenapaToB U 0)OpMJIeHHSA
penenToB U TPeOOBaHNI-HAKIATHBIX,

YTB. IpHKka3zoM MHUHHCTEPCTBA 31PaBO0XPaHEHHA
U couunaabHOro passurus PO

ot 12 ¢peBpaas 2007 r. N 110

[Tynkr 3.8, yTBepaIuBIIMIA HACTOsAIIEE TPUIOKEHNE, TIPU3HAH yTpaTUBIIUM cuity ¢ 1 mapra 2022 r.
- [Ipuka3z Munzapasa Poccuu ot 24 nost6ps 2021 r. N 1094H



IIpuniaoxenne N 14

K IIpuKa3y MHMHHCTEpPCTBA 3APAaBOOXPAHECHUS
U couMaabHOro passurust PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
0 Nops/AKe HA3HAYEHHUH M BbINMCbIBAHUA M3/1eJIUI MeJUIMHCKOI0 HA3HAYCHUA U
CHEeNMATN3NPOBAHHBIX IPOAYKTOB J1e4e0OHOIr0 NUTAHMUSA [JIsl leTeli-HHBAJIN/10B

1. V3genus MEOUUIMHCKOTO HAa3HAYCHUS U CICHUATN3UPOBAHHBIC MPOIYKTHI JICYEOHOTO MUTAHUS
IS JeTei-WHBAIKMIOB HA3HAYAIOTCS W BBHINKCHIBAIOTCS B pPaMKaxX IPEIOCTABICHUS OTACIBHBIM
KaTerOpHsIM IPayKiaH roCyJapCTBEHHOM COLMAILHOM MOMOIIH B BUJIE HA00Pa COIMAIBHBIX YCIIYT.

2. V3nenus MeAMIIMHCKOTO Ha3HAYEHHs HA3HAYAIOTCS U BBIMHMCBHIBAIOTCS Bpadamu ((enpamepamn)
MEIUIIMHCKUX OPraHU3ali, OKa3bIBAIOUIUX EPBUYHYIO MEIUKO-CAHUTAPHYIO IIOMOIILb.

Crneuuanu3upoBaHHbIE MPOMYKTHI JICYEOHOrO0 THTAHMs JUIA JICTCH-MHBAIMAOB HAa3HAYAIOTCS
BpayaMu MEIWIMHCKUAX OpPraHU3alfii, OKa3bIBAIOIINX MEIUKO-TeHETHUECKYIO IOMOIIb, U BBIMACHIBAIOTCS
BpayaMd  MEAWIMHCKAX  OPraHM3alfii, OKa3bIBAIOIIMX  MEIUKO-TEHETUYECKYI0 IOMOINb, WU
BpayaMu-crienaiucraMu (B cilyyae MX OTCYTCTBHS JICHallMM BPayoM) MEAMIMHCKHX OpraHHM3alluid,
OKa3bIBAIOIINX MEPBUYHYIO MEANKO-CAHUTAPHYIO IIOMOIILb.

3. PerenThl BBINKMCHIBAIOTCS Ha W3ACIHS MEIUIIMHCKOTO HA3HAYCHUS M CIICIMATM3MPOBAHHBIC
NPOIYKTHI Je4eOHOTO MUTAHMS ISl IeTEH-UHBAIUIOB, BKIIOUYCHHBIC B IEPEUHH MU3JCIUA MEIUIIMHCKOTO
Ha3HAYCHUS W CHCHUAIM3UPOBAHHBIX MPOAYKTOB JIEYCOHOTO THTAHHUS JUIsi  JIeTeH-WHBAIHJIOB,
YTBEPK/IAeMbI€ B YCTAHOBICHHOM TIOPSI/IKE.

4. PeneniThl BBHITUCHIBAIOTCS Ha perentypHbIX Onankax ¢dopmber N 148-1/y-04 (1) u N 148-1/y-06
(1) B COOTBETCTBHM C TPEeOOBAaHHSAMH, MPeayCMOTpeHHbIMU pasaenamu | u |l MHCTpykimu o mopsinke
BBINMCHIBAHMSL JIGKAPCTBEHHBIX TpEnapaToB W O(OPMICHHS pPEUENTOB M TpeOOBaHHH-HAKIAIHBIX
(mpmitoxxenue N 13).

5. Ilpu BBIMUCHIBAHUM XPOHUYECKUM OOJIBHBIM PELENTOB Ha CHEHHUAIN3UPOBAHHBIC MPOTYKTHI
7e4eOHOTO MUTAaHUS VIS IeTeH-MHBAIMIOB BpayaM pa3pelraeTcs YCTaHABJIMBATh CPOK JCHCTBUS pelenta
B TIpeJieNiax J0 OJHOTO To/a.

[Ipu BHIMMCHIBAaHWM TaKHX PELENITOB Bpad JOJDKEH CAeIaTh MOMETKY "XpoHHUECKOMY OOIbHOMY",
yKa3aTh CPOK JEHCTBHS pelenTa U NePUOANIHOCTh OTIYCKa CIICUATH3MPOBAHHBIX MPOIYKTOB JIe4eOHOTO
NUTaHUS JUTS IeTeH-UHBAIUIOB U3 allTeYHOTr0 yupexkaeHus (opraHusanum) (eKeHeeIbHO, eXKEMECIIYHO U
T.IL.), 3aBEPUTh ATO yKa3aHUE CBOCH MOIIHCHIO M JIMYHOW MMEYaThi0, a TAKKE IEYaTbi0 MEAUIMHCKOU
opranuzanuu "J{ns penentos”.



IIpnaoxenne N 15

K IIpuKa3y MHMHHCTEpPCTBA 3APAaBOOXPAHECHUS
U couMaabHOro passurust PO

ot 12 ¢peBpaas 2007 r. N 110

HNucrpykuus
0 NMOpsiAKe XPAaHEHH PeleNnTYPHbIX 0JIaHKOB

1. MenuuuHCcKHEe OpraHM3alMyd — MOJY4YaroT HEOOXOQMMbIE pELENTypHble OJaHKH —uepes
TEPPUTOpPUAJIbHBIE OpTraHbl YIIPaBJICHUS 31paBOOXPAHEHUEM WM OpraHU3allH, YIOJHOMOYEHHBIE HA 3TO
OpraHaMHu HUCIIOHUTENBHOM BiacTu cyObekToB Poccuiickoii deneparuu.

3amac peuentypHbIX OJQHKOB B MEIUIMHCKUX OpraHM3alUsAX HE JOJDKEH MPEBbIIATh
MOJIYT'OJIOBOM, a CHEIMAJIbHBIX PELENTYpHBIX OJAHKOB HAa HAPKOTHYECKUE CPEJCTBA U ICUXOTPOIIHBIC
BemtectBa Crucka Il - mecssunoi moTpedHOCTH.

YacTHONPAKTUKYOIIKE BPayll CaMOCTOSTEIBHO 3aKa3bIBAIOT OJIAHKH PELENTOB (32 MCKIIIOYEHUEM
CIICIIMATIbHBIX PELENTYpPHBIX OJIAHKOB Ha HApPKOTUYECKOE CpPEACTBO M IICUXOTPOITHOE BELIECTBO) C
yKa3zaHHeM THIOrpadCKuM crnocoOOM B BEpXHEM JIEBOM YIJIy ajpeca Bpaya, HOMEpa, AAaThl U CPOKa
NEUCTBUS JIMLEH3UM, HAaUMEHOBAHMUS OpraHa TIOCyJapCTBEHHOM BJIAacTH, BBIIABLIETO JIOKYMEHT,
MIOATBEP K NAIOLIUI HAIMYKUE JTULEH3UU.

2. B KaxIoH MEIUIMHCKON OpraHM3aldd IpPHUKa30M pPYKOBOAMTEIS Ha3HA4aeTcs JIMILIO,
OTBETCTBEHHOE 32 MOJyYeHHE, XPaHEHHE, YUeT U BblJJauy BCEX BUJIOB PELIENITYPHBIX OJIAHKOB.

3. PeuentypHble OJIaHKM [JOJDKHBI XPAHUTHCS OTBETCTBEHHBIM JIMIIOM IOJl 3aMKOM B
MeTaimdeckoM Imkady (ceiide) wim MeTalIMYeckoM SIUKe, a CHelUalbHbIE pelenTypHbIe OJIaHKH Ha
HapKOTHUYECKOE CPEACTBO U IMCUXOTPOITHOE BEIIECTBO - B celide.

YacTHOMPAKTUKYIOIIMKA Bpad JOJDKEH XPaHUTh pELENTypHble OJaHKM TOA 3aMKOM B
MeTaiueckoM mkady (ceiide) mam smuke.

4. VYyer peuentypHblXx OJaHKOB IO BHJAaM BeAETCS B KypHajaX, HPOHYMEPOBAaHHBIX,
IIPOLIHYPOBAHHBIX U CKPEIUIEHHBIX MOANUCHI0 PYKOBOAUTENS U MEYaTbl0 MEIULIMHCKON OpraHu3aluy 1o
ycraHoBieHHbIM (popmam (mpuinoskerust N 10 u N 11).

5. TlocTOsSIHHO NEHCTBYIOIIAasi KOMUCCHS, CO3/laBaeMas B MEIUIIMHCKOM OpraHu3aliy, MpoBepsieT
COCTOSIHUE XpaHEHHUs, ydeTa, (paKTHUECKOe HaJIM4YUe U PacXo]] CHEeLHaTbHBIX PELENTypHBIX OJaHKOB Ha
HapKOTHYECKOE CPEJICTBO U IMCUXOTPOIMHOE BEIECTBO OAMH pa3 B MECSI] U APYTUX PEeLENTYpPHbIX OJaHKOB
- OZIMH pa3 B KBapTal.

B ciydae HecoBmajeHUs KHM)KHOTO OCTaTKa PELENTYPHBIX OJAaHKOB ¢ (PaKTHUECKUM HaJIMYUEM
JMIIO, OTBETCTBEHHOE 3a IIOJNlyuyeHHE, XpaHEHWe, Y4YeT M BblJauy pELENTypHBIX OJIaHKOB, HeECeT
OTBETCTBEHHOCTB, IIPEyCMOTPEHHYIO 3aKoHOAaTenbCcTBOM Poccuiickoit denepanuu.

6. Opranbl ynpaBieHus 3ApaBooxpaHeHueM cyOwbekToB Poccuiickoit ®enepanuu mpu
o0clieIoBaHUM MEIUIMHCKUX OpraHu3aluidi KOHTPOJIMPYIOT UCHOIb30BaHUE U 00ECIIEYeHHE COXPAHHOCTU
peLenTypHbIX OJIaHKOB.

7. PeuentypHble OJaHKHM B KOJUYECTBE 2-HEAEIbHON MOTPEOHOCTH BBINAIOTCS MEAULUHCKUM
pabOTHHMKaM, MMEIOIUM MPAaBO BBINMCHIBAHHS PELENTOB, MO PACHOPSIKEHUIO TNIAaBHOTO Bpaya MM €ro
3aMECTUTEIS.

8. Jlewamemy Bpady paspellaeTcsl BbIAaBaTh €IMHOBPEMEHHO HE 0Oosee AeCATH CIelHalIbHBIX
peLenTypHbIX 0JIAHKOB Ha HAPKOTHUUECKOE CPEICTBO U MICUXOTPOIHOE BEIIECTBO YCTAHOBIEHHOI0 00pa3ia
JUIS BBIMMCBIBAHUS HAPKOTHYECKUX CPEACTB U MCUXOTPONHbIX BemmecTB Crucka ll.

9. IlonyyeHHble peLenTypHble OJIaHKU MEeIUIIMHCKUE PAOOTHUKH TOJIKHBI XPaHUTh B IOMELICHUSX,
00ecreYnBaOUX UX COXPAHHOCTb.

CoriacoBaHo
PykoBoauTesp (3aMeCTUTENb PYKOBOIUTEIIS) O.H.
®CKH Poccun XapuykuH

12 ¢epansa 2007 r.



