3apeructpupoBano B Munrocte Poccun 27 anpens 2007 r. N 9364

MUHHCTEPCTBO 3JPABOOXPAHEHUS I
COLIMAJILHOT'O PA3BUTHS POCCUIICKOM
®EJAEPALIUUA

IIPUKA3
ot 12 deBpans 2007 r. N 110

O INIOPAAKE HASHAYEHUWSA U BBIIIUCBIBAHUA
JEKAPCTBEHHBIX ITIPENNAPATOB, U31EJIUH
MEJIUIUHCKOI'O HASBHAYEHHUA U
CHEHUAJIN3NPOBAHHLIX IPOAYKTOB
JIEHEBHOI'O IMTAHUA

(B pen. ITpukazor Munsnpascorpazsutust PO ot 27.08.2007 N 560, ot 25.09.2009 N 794H, o
20.01.2011 N 131, Munznpasa P® ot 01.08.2012 N 54H, ot 26.02.2013 N 94H, ot 24.11.2021 N
1094n)

B coorBerctBHM co cratbedt 6.2 @enepanbHOro 3akoHa ot 17 wmroms 1999 r. N 178-03 "O
rocynapctBeHHOH coruanbHoM  momomu"  (CoOpanme 3akoHonmaTenbcTBa — Poccuiickoit
@eneparn, 1999, N 29, ct. 3699; 2004, N 35, ct. 3607; 2006, N 48, ct. 4945; 2007, N 43, cT.
5084; 2008, N 9, ct. 817; N 29, ct. 3410; N 52, ct. 6224; 2009, N 18, ct. 2152; N 30, cT. 3739;
N 52, ct. 6417; 2010, N 50, ct. 6603) 1 B 1enax odecrneueHus TpaxaaH, B TOM YUCIIE UMEIOIINUX
MIPaBO Ha MOJIyYE€HHE TOCYIapCTBEHHON COIMAbHOM MOMOIIIHY, TIO perenTtaM Bpada ((enpamiepa)
HEOOXOJIMMBIMU JIEKAPCTBEHHBIMHU TIpenaparaMy, U3JAENUSIMH MEIUIMHCKOTO Ha3HAuYeHus u
CHEIHATN3UPOBAHHBIMU MPOTYKTAMH JIE4€OHOTO MUTAHUS [ IeTei-MHBAIUIOB, TPUKA3bIBAIO:
(B pen. [Tpukaza Munsapascoupaszsutust PO or 20.01.2011 N 13H)

1. YTBepauTsb:

1.1. ITyukt yrpatuia cuiy. (B pex. [Ipukasa Munzapasa P® ot 01.08.2012 N 54H)

1.2. Ilynkt yrparun cuiy. (B pen. [Ipukaza Munzapasa PO ot 01.08.2012 N 54H)

1.3. Ilynkt yrparun cuiy. (B pen. [Ipukaza Munzapasa PO ot 26.02.2013 N 94H)

1.4. ITyukt yrpatui cuiy. (B pea. [Ipukaza Munsapasa P® ot 26.02.2013 N 94H)

1.5. ITyukt yrpatuia cuiy. (B pex. [Ipukaza Munszapasa P® ot 26.02.2013 N 94h)
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1.6. ITyukt yrpatui cuiy. (B pea. [Ipukasa Munsapasa P® ot 26.02.2013 N 94H)

1.7. ®opmy N 148-1/y-04 (1) "Penient"” cornacuo npuioxenuto N 7,
1.8. ®opmy N 148-1/y-06 (1) "Penient"” cornacuo npuioxenuto N 8;

1.9. Uuctpykmuto o 3amoiaHeHuto Gopmbr N 148-1/y-06 (1) "Penent" u dopmer N 148-1/y-06
(1) "Penient" cormacuo npwioxeHuto N 9;

1.10. ®opmy N 305-1/y "Xypnan ydera B MeauuuHckux opranuzanusx Gopmsr N 148-1/y-88
"Penentypusiii 6;1ank", popmbl N 148-1/y-04 (1) "Penent", dopmer N 148-1/y-06 (1) "Penent",
¢dopmbl "CrienuanbHBIA PELENTYypHBIA OJIAHK HA HAPKOTHYECKOE CPEACTBO U TICHXOTPOITHOE
BemecTBo" coriacHo npmiokeHuto N 10; (B pen. Ilpukaza Mwun3zapaBconpa3Butus PO ot
20.01.2011 N 13n)

1.11. IyukT yrpaTun cuiy. (B pen. [Ipukasza Munsapasa PO ot 26.02.2013 N 94#)
1.12. [TynkT yrparun cuiy. (B pea. [Ipukaza Munsnpascorpaszputist PO ot 20.01.2011 N 13H)

1.13. WMHCTPYKIIMIO O TMOPSAKE BBIMUCHIBAHUS JICKAPCTBEHHBIX MpermapaToB W odopmiieHus
peuenTtoB W TpeOOBaHMM-HAKIAAHBIX corjacHo mnpwioxenuto N 13; (B pen. Ilpukaza
Mumnzapascornpaszputus PO ot 20.01.2011 N 13#)

1.14. HWHCTpYKIMIO O TIOPSAIKEe HA3HAYCHHWS W BBHIMHCHIBAHUS W3ACITUH MEIUIUHCKOTO
HA3HAYCHUS WM CICHUAIM3HPOBAHHBIX IMPOJYKTOB JICUCOHOTO MUTAHHS ISl JIETCH-MHBAIH]IOB
coriacHo npuioxenuro N 14;

1.15. MHCTpyKLIMIO O MOPSIAKE XpaHEHUsI pELIENTYPHbBIX OJaHKOB coryiacHo npuiioxenuo N 15.

2. @enepanbHOil ciayx0e Mo Hag30py B cdepe 3ApaBOOXPAHEHUS M COLUAIBHOTO Pa3BUTHSA
o0ecneuynTh KOHTPOJIb 32 COOIOZCHHEM MOpsAJKa Ha3HAYEHMsI, BBIIMCHIBAHUS JIEKAPCTBEHHBIX
[penaparoB, U3JAEIUNA MEIULIMHCKOIO HAa3HAYEHUs U CIELUAIM3UPOBAHHBIX IPOLYKTOB
Jne4eOHOro muTaHus Juid Aerel-uHBanuIoB. (B pea. Ilpukaza Munsnpascoupassutus PO ot
20.01.2011 N 13n)

3. Ilpu3HaTh yTpaTUBILIUMH CUITY:

[Ipuka3z Munucrepcrsa 31paBooxpanenust Poccuiickoit @enepanuu ot 23 aBrycta 1999 r. N 328
"O pannoOHaIBLHOM Ha3HAYEHUU JIEKAPCTBEHHBIX CPECTB, NMPaBUIaX BBIMTUCHIBAHUS PELENTOB Ha
HUX U TOPSAJIKE UX OTIYCKa anTEeYHBIMH YUpEeXIEeHUAMH (OopraHu3anusmMu)" (3aperucTpupoBaH
MunuctepctBoM roctuiiuu Poccutiickort deneparuu 21 oktsi0pst 1999 r. N 1944);

[Ipuka3z MunucrepcrBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 9 suBaps 2001 r. N 3 "O
BHECEHUU M3MeHeHHi u nomnonHeHuil B Ilpuka3 Munsnpaa Poccun ot 23.08.99 N 328 "O
panroHaTFHOM Ha3HAYCHHWW JIEKAPCTBEHHBIX CPEACTB, MPaBHJIAX BBITUCHIBAHUS PEIENITOB Ha
HUX U MOPSAJKE UX OTIYCKa aNTeYHBIMU YUPEXICHUSMH (OpraHu3anusMu)" (3aperucTpupoBaH
MunucrepcTBoM rocturmu Poccuiickont deneparuu 23 ssuBaps 2001 r. N 2543);

[Ipuka3z Munucrepctsa 3apaBooxpanenus Pocculickon ®enepanum ot 16 masg 2003 r. N 206 "O
BHECEHUH M3MeHeHuil u nomonHeHuid B Ilpuka3 MunsapaBa Poccum ot 23.08.99 N 328"
(3apeructpupoBad MuHUCTEpCTBOM rOcTUIMHN Poccuiickoit @enepanuu 5 urons 2003 r. N 4641);

[Tpuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit ®@enepanun ot 19 nexabps 2003 r. N
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608 "O Buecenun wusmeHenudt B Ilpukaz MunzgpaBa Poccum ot 23.08.99 N 328"

(3apeructpupoBan MunucrepctBoM toctuiiuu Poccuiickoii ®enepanuu 21 suBaps 2004 r. N
5441);

IIpuka3 MuHuCTEpCTBA 3APABOOXPAHEHMS U COLUAIBHOrO pa3Butus Poccuiickonn denepanuu ot
22 Hos6ps 2004 r. N 257 "O BHecenuun nomnonHeHuird B [lpuxaz MwunsnpaBa Poccun ot 23
asrycra 1999 rona N 328 "O pauuoHanbHOM Ha3HAYEHUH JIEKAPCTBEHHBIX CPEACTB, MpaBUiIax
BBIIIMCBIBAHUS PELENTOB HAa HHUX M NOPSAKE HX OTHYCKa alTEeYHbIMU YUPEKICHUSIMHU
(opranuzanusimu)" (3apeructpupoBan MunuctepctBoMm toctuninu Poccuiickoit @eneparuu 30
HOs10pst 2004 r. N 6148);

[Ipuka3z MuHHCTEpPCTBA 3/IpaBOOXPAHEHHUS U COLMANIBHOTO pa3BuTHs Poccuiickoit @eaepanuu ot
16 mapra 2005 r. N 216 "O BHecenuu usmeHeHus B [Ipuka3 MuHucrepcTa 31paBoOXpaHEHUs
Poccuiickoit denepanuu ot 23 asrycta 1999 roma N 328 "O pauuoHaibHOM Ha3HAYCHHUH
JIEKApCTBEHHBIX CPEACTB, MpaBUJIaX BBHIMUCHIBAHUS PEIENTOB Ha HUX M TOPSAJIKE MX OTITyCKa
anTeUHbIMH YUYPEeXKICHUSAMHU (OopraHu3anusamMu)" (3apeructpupoBad MUHHCTEPCTBOM IOCTUILIMU
Poccuiickoit @enepanuu 8 anpens 2005 r. N 6490);

IIpuka3 MunuctepcTBa 3[paBOOXPaHECHUS U COIMAIbHOTO pa3BuTus Poccuiickoit Oenepanyn OT
29 ampens 2005 r. N 313 "O BHeceHuu u3MeHeHUd B MHCTpPYKLMIO O MOpsJIKE Ha3HAUEHUs
JICKapCTBEHHBIX CPEJICTB M BBIINMCHIBAHMS pPELENTOB HAa HUX, YTBEpPXKICHHYIO Ilpmkazom
MunucrepeTBa 3apaBooxpanenus Poccuiickoit @epepanmmu ot 23 asrycra 1999 r. N 328"
(3apeructpupoBan MunucrepcTBoM roctuiiuu Poccuiickoit @enepanuu 20 mas 2005 r. N 6607);

nyHkT 2 Ilpukaza MunuctepcTBa 31paBOOXpaHEHUsS M COLMAIBHOrO pa3Butus Poccuiickoi
@enepaunn ot 14 gexadbps 2005 r. N 785 "O nopsiake oTiycka JIEKapCTBEHHBIX CpeACTB”

(3apeructpupoBaH MunuctepcrBoM toctuuuu Poccuiickoit @enepanun 16 suBaps 2006 r. N
7353);

[Ipuxa3 MuHHCTEPCTBA 3ApAaBOOXPAHEHNUS U COLUAIIBHOrO pa3BuTus Poccuiickon denepanuun ot
13 utonda 2006 r. N 476 "O BHecenun nsmeHenuil B [Ipuka3 MuHucrepcTBa 31paBOOXpaHeHuUs
Poccuiickoit ®epepaunun ot 23 asrycra 1999 r. N 328 "O paunoHaabHOM Ha3zHauY€HHUH
JIEKApCTBEHHBIX CPEJACTB, MpaBUJIaX BBIMUCHIBAHUS PEIENTOB Ha HUX M TOPSAJKE MX OTITyCKa
anTeUHbIMH YUYPESXKICHUSAMHU (OpraHu3ausamMu)" (3aperucTpupoBaH MUHHCTEPCTBOM FOCTUIINU
Poccwuiickoit ®enepanuu 13 urons 2006 r. N 8044);

[Ipuka3z MuHHCTEpCTBA 3APABOOXPAHEHMS U COLUAIBHOTO pa3BUTHs Poccuiickon Penepanyu 0T
17 depansg 2006 r. N 97 "O nopsiake BBINHUCHIBAHUS PELENTOB HAa JICKAPCTBEHHBIE CPEACTBA
OTJENbHBIM KATErOpUsM TIpaxJaH, HUMEIOUIMX [paBO Ha IOJyYeHHE TOCYJapCTBEHHOMN
COLIMAJILHOW TMOMOIIH, B PAMKaxX peaju3alMy JIOTMOJHUTEILHOIO JIEKAPCTBEHHOTO obecneueHus "

(3apeructpupoBan MunuctepctBoM roctuiuu Poccuiickoit ®@epepanuu 6 mapra 2006 r. N
7561).

Bpuo Munucmpa
B.U.CTAPOAYFOB

INPUJIO’KEHMUE 1. - YTpatuao cuiy. (B pea. [lpukaza Munsapasa
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P® P® o1 01.08.2012 N 54H)

HPUJIO’KEHMUE 2. - YTpatuao cuay. (B pea. Ilpukaza Munsapasa
P® P® o1 01.08.2012 N 54H)

MMPUJIOKEHMUSI 3 - 6. - YrpaTuiau cuay. (B pea. [lpukasa
Munszapasa P® P® ot 26.02.2013 N 94H)

Ilpunoscenue 7 ne npumensemcs c 01.07.2013 k npasoommnouieHusaM, C6:A3AHHBIM C

HA3HAYEeHUEM U GbINUCHIBAHUEM 1EKAPCIMEEHHBIX NPENAPAN o8 U MEOUWUHCKUX U30e Ul
(nynxm 2 Ilpuxkaza Munzopasa P® om 26.02.2013 N 94n).

Ipunoowcenue N 7
K IIpukazy
Munzopascoypaszsumus Poccuu

om 12 ¢hespans 2007 2. N 110

MUHMCTEPCTBO 3OPaBOOXPaHEHUHA
M COLMAJILHOTO Pa3BUTUS
Poccumickon denmepaumnm
YTBEPXIEHA
[loukasoM MMHMCTEpCTBAa

3IPaBOOXPaHEeHVsS M COoLMaJibH
oTo

paszButusa Poccurickom denepa
umm

MTamn or 12 dempansa 2007 r. N 110

(B pen. Illpukxaszsa MumH3npascoupazeutus PO or 20.01.2011 N 13H)
Kon mMemMuUMHCKOM OpTaHM3aluu
(B pexn. Ilpuxasa MuuHznmparcoupazsutusa PO or 20.01.2011 N 13H)
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[T T T T T T TTTTT1T1]1 Kom dopmer mo OKYI 3108805

®opma N 148-1/y-04 (i)

Kon Kon ICTOUHMK % OIlJIATHL: Kon
KaTeTropuy [HO3OJOTUUECKON [(PMHaHCUPOBAHMUA (IOOUEepPKHYTE) JIE€KapPCTBEHHOT'O
rpaxIiaH bopMEL (IOOUEepPKHYTH) npenapatTa
(o MKB-10) (BamnosiHgeTcda
B allTeKe)

1. denepasibHBEIM 1. BecnnatTHO

2. CybwexkT PO 2. 50%
S S S L L L |. | |[3. MyHMUMIIAJbHHMN

(B pen. Ipukasza MumH3npascoupas3eutus PO or 20.01.2011 N 13H)

PELEIIT Cepusa N IDaTa BHIIMCKN: 200 .
®.11.0. maumeHTa HaTa poxOoeHuda
CHMIJIC

N CcTpaxoBOTO
Me OVIIMHCKOTO
rnosmmca OMC:
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Anpec mnrv N MEeOMUMHCKOM KapTHE aMOyJaTOPHOTO HalMeHTa

(McTOopMSa pPaszBUTUA pebDeHKAa)

®.M.0. Bpaua

Py6. |Korm. Rp:
e b o e e
O s 1 = - 1
(kom Bpaua, oGenbnuepa)
lognuce M JM4YHasa nedaTb Bpada (bespOmepa) M.II.
Peuent OelCTBUTEJIEH B TeueHue 1 Mecdua, 3 MeCHLL
eB

(HEHYXHOE 3auUepKHYTh)
(B pen. llpukxaszsa MumH3npascoupa3eutusa PO or 20.01.2011 N 13H)

————— (BanoJsiHgeTCcsda CHelUMaJIMCTOM allTeyHOM opTraHM3alum) -—-—

OTHymEeHO MO pelenTy: TopTOBOE HaVMMEeHOBAaHUE
I OO3UPOBKA:

JaTa ormnycka: " " 200 1. KosmuecTRO::

[MPUTOTOBWII [MpoBepumsi: OTNYCTWMII:
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Kopemok peLenTypHOT'o OJjlaHKa Crnoco® NpMMeHEeHMS:

HanMeHOBaHME [[POIOJIXNUTEJNIEHOCTD oHeu
JleKapCTBEHHOT'O Ipernapara:
KomryecTBO NPMEMOB B OEHb:  pas
[OBUPOBKA : Ha 1 npuewm: ern.

(B pen. llpukaszsa MmH3nmpascoupaszsutusa PO or 20.01.2011 N 13H)
Ilpunoscenue 8 ne npumensemcs c 01.07.2013 k npasoomnouieHusAM, C6:A3AHHBIM C

HaA3HAYeHUeM U GbINUCLIBAHUEM JIEKAPCHMEEHHBIX NPENAPAmos U MeOUYUHCKUX U30enuil
(nynxm 2 Ipukaza Munszopaea P® om 26.02.2013 N 94n).

Ipunooicernue N 8
K Ilpuka3zy
Munzopascoypazsumus Poccuu

om 12 gpespans 2007 2. N 110

MUMHMCTEPCTBO 3OPaBOOXPaHEHUSA
M COLUMAJILHOTO Pal3BUTUS
Poccumckom denmepauum MECTO IJIA

NITPUX-KOIA

YTBEPXIEHA
[lpukazoM MHMHMCTEpCTBAa

MenuumMHCKas OpIraHM3almsa 3IPaBOOXPAaHEHMS UM COLUMAJIbHO
TOo
yupexneHme paszBuTusa Poccumickon demepall
nn

or 12 dempans 2007 r. N 11
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(B pen. Ipukasa MuHzmpaecoupazButus PO or 20.01.2011 N 13H)

MTamm
Kon OT'PH
Kon dopmer mo OKYI 3108805
®dopma N 148-1/y-06 (J1)

Kon Kon I[CTOUYHUK % OIlJIaTH U3 Penenrt
KaTeropum HOB3OJIOTUUYECKOM brvHaHCUPOBaAHMSA: [MCTOUYHMKA neliCTBUTEJIEH
IrpaxnaH bOopPMEL 1) dbemepanbHEM brHaHCHUPOBaHMSA: |[B TedueHMe 1
(mo MKB-10) OomKxeT 1) 100% Mecdla
2) OomxeT 2) 50%
cyObekTa (HyXHOe

Poccuiickon [IONYEPKHYTH)
denmepanumm

3) MyHMLIUIIAJbHBIM

OomxeT

(HyXHOE

[IONUYEPKHYTE)

PEINEIIT Cepwusa

®.11.0.

oT

IIauMeHTa
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IlaTa poxmeHuda

CHWJIC

N crpaxoBOIO

MEIMIIVMHCKOI'O
noJimca

(B pen. Ipukasza Mumuznpascoupaszeutus PO or 20.01.2011 N 13H)

N MeOULIMHCKOM KapTH
ns
pebeHka)

aMOyJIaTOPHOT'O OOJIBHOTO (MCTOPUS Pa3BUT

®.1.0. Bpaua (denbmmepa)

Kon Bpaua (desbnuepa)

BrirmmmcaHo :

Rp:

(BanosiHgeTCcd ClelMaJiMCcTOM
aliITeuyHOoOI'O yQpexnequ)

OTnymeHoO IO pelenTy:

JaTa oTnycka

Kon JjexapCTBEHHOTO
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D.t.d. npenapara

HOBMPOBK& TOpI‘OBO@ HaVMMeHOBaAHNME

KommuecTBO €IMHMIIL

Signa

[lognmuce Bpada (bernbnoumepa) KommuecTBO

M JIMYHAaA IIedaThb Bpada Ha obmywn cyMMmy
(besibnwepa)

PellennT OeMCTBUTEJIEH B TeueHMe 1 Mecsdua, 3 MecdlueB (HeHyXHoe
33a4YEepPKHYTh)

Kopemox PEIEIITA Cepusa N oT

Crnoco®b NpMMEeHEeHUHd:

[IpOOOIIXUTEJIEHOCTD nHelr HamMeHOBaHME JIEKAaPCTBEHHO
To

KommuecTBO NPMEMOB B IOEHb: pas npemnaparTa:

Ha 1 npuewm: en. IosupoBKa:

(B pen. Illpukxaszsa MumH3npascoupaszeutus PO or 20.01.2011 N 13H)

Ilpunosicenue 9 ne npumenaemcsa c 01.07.2013 k npagoomuowienuam, C6:A3aHHbIM C
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HaA3HAYeHUEeM U GbINUCLIBAHUEM JIEKAPCMEEHHBIX NPEnapamos u MeOUYUHCKUX U30eauil
(nynxm 2 Ipukaza Munszopaea P® om 26.02.2013 N 94n).

Ipunoocernue N 9
K Ilpuka3zy
Munzopascoypaszsumus Poccuu

om 12 gpespansn 2007 2. N 110

HUHCTPYKIUA

MO 3ANOJHEHUIO ®OPMBI N 148-1/Y-04 (JI)
"PELIENT" U ®OPMBI N 148-1/Y-06 (JT) "PELEIIT"

(B pen. [Tpukazos Munznpascornpassutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

1. B Bepxuem neBom yriy dopmbel N 148-1/y-04 (;1) "Peuent" u dopmer N 148-1/y-06 (1)
"Penent" (manee - peuenTypHbI OJaHK) MPOCTABIISETCS LITaMI MEAMLIMHCKONW OpPraHu3allyy ¢
yKa3aHHEM e€ HaMMEHOBaHUA, aapeca, TenedoHa, a TaKKe YyKa3bIBaeTCs KOJ MEIMIIMHCKOU
opranuszanui. (B pea. Ilpukaza Munsapascorpassutust PO or 20.01.2011 N 13H)

B Bepxueii wactu ¢opmbr N 148-1/y-06 (1) "Pement" o0003HA4YeHO MECTO JJIsi HAHECEHUS
LITPUX-KOJA.

2. OdopmiieHne perenTypHoro 6jlaHka BKIItOYaeT B ce0st UpOBOE KOJAUPOBAHUE U 3ATIOJIHCHHE
OJyiaHka.

3. lludpoBoe koaupoBaHUe pELENnTypPHOro OJaHKa OCYIIECTBIISETCS 1O CISAYIONIEH CXeMe:

IIPY M3TOTOBJIEHUU PELENTYpPHBIX OJIAHKOB I€4aTaeTcss KOJA MEIUIMHCKON OpraHu3aluy B
cooTBeTCTBUM ¢ OCHOBHBIM T'OCYAApCTBEHHBIM peructpannoHHbiM HomepoM (OI'PH); (B pen.
I[Tpukaza Munsapascorpasputus PO ot 20.01.2011 N 13H)

Bpau (¢enpamep) Ha aMOyJIaTOPHOM MPHEME BHOCHT KOJ] KaTeropuu rpaxkaan (SSS), nmerommx
IIPaBO HAa €KEMECAYHYIO JIEHE)KHYIO BBIIJIATY U oOecledeHre JIEKapCTBEHHBIMU MIpernapaTaMu B
COOTBETCTBUH €O cTaThsiMu 6.1 u 6.7 denepanpHoro 3akona ot 17 urons 1999 r. N 178-d3 "O
rocyaapcTBeHHoil  couumanbHoi  momomu"  (CoOpanue  3akoHoparenbcTBa  Poccuiickoif
@eneparun, 1999, N 29, cr. 3699; 2005, N 1, cr. 25; 2006, N 48, ct. 4945), u kox
Ho3ojornyeckor ¢opmer (LLLLL) mo MKB-10 myrem 3aHeceHUs Kaxaoi mudpsl B MycTble
siYeNKH, TOYKa MPOCTABIIETCS B OTAENbHOH sueiike. (B pen. Ilpukasza Mun3apaBcoupa3BUTHS
P® o1 20.01.2011 N 13H)

Uctounuk ¢unancupoBanus (Qenepanbubiii Oromxer [1], Owomxer cyObekra Poccuiickoit
Oenepanun [2], MyHUIUTATBHBIA Oro/keT [3]) U mpoueHT oriatkl (6ecmatHo [1], 50% [2])
YKa3bIBAIOTCS MTOAUYEPKUBAHUEM.

[Tpu oTmycke JeKapCTBEHHBIX MpenapaToB, BeimucaHHbIX Ha Gpopme N 148-1/y-04 (1) "Penent",
B alTEYHOM OpraHu3allMM MpPOCTABISIETCS KOJ| JEKapCTBEHHOro mpemnapara. (B pen. Ilpukasza
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Munzapasconpazsutus PO ot 20.01.2011 N 13H)
4. 3anoyiHeHUE pelenTypHOro OJaHKa.

PentenitypHbIii O71aHK BBIUCHIBACTCS B 3-X IK3EMIUISAPAX, UMEIONIUX CIUHYIO CEPHIO U HOMEP.
Cepus penentypHoro OnaHka BKIOYaeT Kkoja cyOwbekra Poccuiickoit  ®Denepanuu,
COOTBETCTBYIOIIMK ABYyM TmepBbiM Itudpam OOmiepoccuiickoro kiaccudukaropa 0OBEKTOB
agMuHUCTpaTuBHO-TeppuTopuansHoro nenenus (OKATO). Homepa mnpucBamBaroTcs 1o
MOPAJIKY.

[Ipu odopmieHnn perenTypHoOro OjJaHKa yKa3bIBalOTCS MOJHOCTHIO (haMUIIUs, UMS, OTYECTBO
OO0JIBHOTO, JaTa POXKACHUS, CTPAXOBOM HOMEP WHAMBHUIYAIBHOTO JIMIIEBOTO CYETA TPaKJaHUHA B
ITencuonnom donae Poccuiickoit deneparuu (CHUJIC), HOMEp CTpaxoBOro MEIUITMHCKOTO
nonuca OMC, aapec wiaM HOMEp MEIUIMHCKOW KapThl amMOyJIaTOPHOTO MalUeHTa (UCTOPHH
pa3BuTHs peOeHKa).

B rpade "®.MN.O. Bpaua (denpamepa)’ ykaspiBarOTCS (QaMuiIusg W HHHUIMAIB  Bpada
(benpamepa).

B rpade "Rp:" yka3siBatorcs:

- Ha JIATUHCKOM f3bIKE HAWMEHOBAHME JIEKAPCTBEHHOrO Ipemapata (MeXIyHapOaHOE
HEMAaTCHTOBAHHOEC WJIH XHMHYECKOE, JIMOO TOProBOE), 3aperuCTPUPOBAHHOTO B Poccuiickoit
denepanun, €ro J03MpoBKa M KonmuecTBo; (B pen. Ilpumkaza Mwun3zmpasconpa3Butus PD ot
20.01.2011 N 13n)

- Ha PYCCKOM WJIHM PYCCKOM U HAI[MOHATBLHOM S3bIKaX CMOCOO MPUMEHEHHS JEKapCTBEHHOTO
npemnapara. (B pea. Ilpukasa Munsapascorpassutus PO ot 20.01.2011 N 13#)

3amnpenaercs OrpaHU4YMBaTHCS OOIMME yKka3zaHusIMU: "BryTtpennee", "M3BecTHO" U T.1I.

PazpematoTcst TOJIBKO MPUHATHIE MpaBHJIAMH COKpAIEHUs 0003HAuEHUIl; TBEp/ble U CHIIy4He
(dapmanieBTueckre cyOctaHmuu BbiuckiBatoTes B rpammax (0,001; 0,5; 1,0), xugkue - B
MWUIHIINTpaX, TpaMMax U Karisix. (B pen. [Ipukaza Munzapascoupazsutust PO ot 20.01.2011 N
13H)

Peuent mnonmuceiBaercs BpadoM (denpamepoM) M 3aBepsieTcs €ro JMYHOW MeYaThblio.
JIONOJTHUTENBHO PELENT 3aBepsieTcs MevaTbio MEeAMLIMHCKONW opraHu3auuu "/l peuentos”. (B
pen. [Tpukaza Munzapasconpaszsutus PO ot 20.01.2011 N 13#)

Kon B rpade "Kom Bpaua (denpamiepa)" yka3bIBaeTcsi B COOTBETCTBHH C YCTaHOBJICHHBIM
OpraHOM YTPAaBJICHHS 3JIpaBooXpaHeHueM cyOnekta Poccuiickoit deneparuu nepeyHemM KoJI0B
Bpauell ((enpanepoB), UMEIOIINX MPAaBO Ha BBIMUCKY JEKAPCTBEHHBIX MpPEMapaToB B IENSIX
MIPEIOCTABIIEHUS TOCYAapCTBEHHOM COLIMaIbHON MOMOIIY B BUJEe HAOOpa COLUaIbHBIX yCIYT. (B
pen. [Ipukaza Munsapascomnpaszsutus PO ot 20.01.2011 N 13H)

[Ipu BbIMKCKE JIEKAPCTBEHHOr'O IIpernapara MO PEUIeHHI0 BpaueOHOM KOMUCCHHM Ha 000poTe
pernenTypHoro OJIaHKa CTaBUTCS CHeNHalbHass oTMeTka (mramm). (B pen. Ilpukasa
Mun3zapascorpassutus PO ot 20.01.2011 N 13H)

5. Ilpu oTmycke JIeKapCTBEHHOTO Mperapara B aliTeYHON OpraHu3alliy Ha pelenTypHOM OlaHKe
yKa3bpIBAIOTCS  CBENEHUS O (aKTHUECKHM OTHYIIEHHBIX JIEKAPCTBEHHBIX  IIperaparax
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(MeXIyHApOJHOE HEMAaTCHTOBAHHOC WJIM XHMHYECKOe, JHOO TOproBoe HaWMEHOBAaHUE,
JTO3MPOBKA, KOJNMYECTBO) M  IpocTaBisiercs jgara ormycka. (B pex.  [lpukasa
Munzapascornpazsutus PO ot 20.01.2011 N 13H)

6. Ha penientypHoM OaHke BHU3Y UMEETCS JIMHUS OTPHIBA, PA3JEIAIONIAs PELENTYPHbIN OaHK
1 KOpEUIOK.

Kopemok ot peuenrta BbigaeTcss OoilibHOMY (JIMIly, €ro MpPEICTaBISIIONIEMY) B anTEeYHOU
OpraHu3aliy, Ha KOPEIIKE JelaeTcsi OTMETKa O HaMMEHOBAaHUM JIEKAPCTBEHHOIrO Ipemnapara,
JO3UPOBKE, KOJIMYECTBE, CIOCOOE NPUMEHEHHUs, M OH OcTaeTcs y OOnpHOro (Juia, €ro
npeacrasisioniero). (B pea. [Ipukaza Munsapascorpassutus PO or 20.01.2011 N 13#H)

7. PeuenTypHblil 6J1aHK 3alOJIHSIETCS NP BBINKUCHIBAHUY JICKAPCTBEHHBIX IpenapaToB, U3JeIul
MEIULIUHCKOTO HAa3HAYCHHS M CHEIHUATM3HPOBAHHBIX IPOJAYKTOB JIEYEOHOTO NTHUTAHUS IS
NeTed-UHBAJINI0OB, BKJIIOUYEHHBIX B IEPEYHU JICKAPCTBEHHBIX IPENaparoB, H3AEIHM
MEAUIMHCKOTO HA3HAYEHHUs] U CHELMAIU3UPOBAHHBIX MPOAYKTOB JIEYEOHOTO MNHUTAaHUS IS
NeTed-UHBAJINIOB, YTBEPXK/IaeMbIX B YCTAHOBJICHHOM IOPsJIKE, a TaKXKe MHBIX JIEKAPCTBEHHBIX
IpernapaToB, OTHyCKaeMmblX  OecrlaTHO uMiau  co  ckuakoil. (B pen.  Ilpuxasza
Munszapascornpassutus PO ot 20.01.2011 N 13H)

8. TpeOoBaHus, mpeabsABIseMble K BBIIMCHIBAHUIO H3JEIMA MEIUIUHCKOIO Ha3HAuYeHUs Hu
CHELMATM3UPOBAHHBIX IPOAYKTOB JI€UEOHOrO0 MUTAHUS JJs JAETeH-MHBAIMIOB B paMKax
OKa3aHMs rocy1apCTBEHHON COLMAIBHOM MOMOIIM, aHAJIOTUYHBI TPEOOBaHUAM, IPEIbIBIAEMbIM
K BBINHCHIBAHUIO JICKAPCTBEHHBIX NpenapaToB (3a MCKIIOUYEHHEM OTMETKM BpadeOHOI
komuccun). (B pen. [Ipukaza Munzapascorpazsutus PO or 20.01.2011 N 13#H)

9. Opran ynpasiieHus 3[paBooxpaHeHueM cyobekTa Poccuiickoit denepaiiii MOKET pa3peinTh
W3TOTOBJICHHE PEIENTYPHBIX OJaHKOB B MEIUIIMHCKUX OPraHU3alUsAX C HCIOJIb30BaHUEM

KOMIIBIOTEPHBIX TexHonoruil. (B pen. Ilpuxaza Munsapascoupazsutus PO or 20.01.2011 N
13n)

10. Jlomyckaetcs oopmileHHE BCEX PEKBH3UTOB peLenTypHbIX OsnaHkoB ¢opmbl N 148-1/y-06
(1) "Petrent" ¢ MCHOTB30BAHUEM KOMITBIOTEPHBIX TEXHOIOTHIA.

11. Ha oGopotHoii ctopone penientypHoro 6nanka gopmsl N 148-1/y-06(11) neuataetcs Tadnuia
cnenyrolero coaepxkanus: (B pea. [Ipukaza Munzapascorpassutust PO ot 25.09.2009 N 794H)

IIpurorosui ITposepui OTnycTun

12. Ha penentypubix Omankax gopm N 148-1/y-04(;) u N 148-1/y-06(;1) BEITHCHIBaeTCS OTHO
HAaUMEHOBAHME JIEKAPCTBEHHOI'O IIpemnapaTa, MW3AEIUsS MEAMIMHCKOIO Ha3HAYEHUs WIN
CHELNAIU3UPOBAHHOT O MIPOJIYKTa Jae4e0HOoro MTATaHMUSL. (B pexn. [Tpukasos
Munzapasconpazsutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

WcnpaBnenuss mpu  BBINKUCBIBAHMM  pelenToB He Jomyckatorca. (B pen. Ilpuxaza
Mumnzapagscorpazputus PO ot 25.09.2009 N 794n)

13. Cpox neiictBus perienita (1 mecs, 3 mecsia) yka3pIBaeTCsl IIyTeM 3a4epKUBaHUS. (B PEl.
[Mpukaza Munsapascoupazputust PO ot 20.01.2011 N 13H)
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Ilpunoscenue 10 ne npumensemcs c 01.07.2013 k npasoomnouieHuam, c6a3aHHbIM C
HA3HAYEeHUeM U GbINUCLIBAHUEM JIEKAPCHEEHHBIX NPENAPAM 06 U MEOUYUHCKUX U30eN Ul
(nynxm 2 Ilpukaza Munszopaea P® om 26.02.2013 N 94n).

Ipunooicenue N 10

k Ilpukasy

Mun3zopascoypazsumus Poccuu

om 12 ¢hespans 2007 2. N 110

MUHUCTEPCTBO 3PaBOOXPAHEHUS
11 COLIMAIbHOTO Pa3BUTHUS
Poccuiickoit denepanun

Kox ¢popmer mo OKV/I

Kon yupexnenus no OKITO
MeaunuHckas JOKyMEHTaIHs
®opma N 305-1/y
YrBepxkaena [Ipukazom
MuHHCTEPCTBA 3/1PaBOOXPAHEHUS
Y COLIMAJILHOTO Pa3BUTHUS

(HaMMEHOBaHUE MEIULIUHCKOMN

OpraHu3aIu)

Poccuiickoit ®enepanuun
ot 12 despamns 2007 r. N 110

(B pen. [Tpukaza Munsapascoupaszsurust PO ot 20.01.2011 N 13H)

AKYPHAJI <*>

YYETA B MEJULIMHCKHUX OPTAHU3BALIASIX
®OPMBI N 148-1/Y-88 "PELENTYPHBII BJIAHK",
®OPMBI N 148-1/Y-04 (JT) "PELENT", ®OPMbI N
148-1/¥-06 (JT) "PELENT", ®OPMbI "CHELIMAJbHBINI
PELENTYPHBIN BJIAHK HA HAPKOTHYECKOE
CPEJCTBO U ICUXOTPOIHOE BEIIECTBO"

(B pen. [Tpukaza Munsapascomnpaszputust PO ot 20.01.2011 N 13H)

[Tpuxon Pacxon
o01ee cepun u  [komuuectBo| D.M.O.m |gara Belmauu| cepus U | KOJIMYECTBO ®.1.0. MOJINC
KOJIMYECTBO HOMEpa 0JIaHKOB IO IIOAIIUCH [PELCIITYPHBIX| HOMEDP BBIIAHHBIX |OTBETCTBECHHOI'OOTBETCTBECH
OCTYNHBIIUX|[PEIETITYPHBIX| CEpUsIM |0TBETCTBEHHOIO| OJAHKOB [pelenTypHOropelenTypPHbIX| MEJUIIMHCKOTO | MEIUITUHCI
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CLEeTITYPHBIX| OJIAHKOB MEJUIIMHCKOTO OJ1aHKa 0JIaHKOB paboTHHKA, paboTHH]
OJIaHKOB paboTHuKa, HOJYYHMBIIETO | MOJTYYHUBIL
TIOJTyYHBIIIETO pELenTypHbBIE | pelenTypr
peuenTypHbIe OnaHKH OJIaHKY
OJaHKU
4 5 6 7 8 9 10 11 12

<*> JKypHan gJokeH OBbITh IPOHYMEpPOBaH, NPOIIHYPOBAaH M CKPEIUICH MOAMKCHIO
PYKOBOJAMTEIIA U MIEYaThI0 MEUIIMHCKOM opranu3auuu. (B pea. Ilpukaza Munznpasconpa3zBuTus
P® or 20.01.2011 N 13H)

COIJIACOBAHO
Pyxosooumens (3amecmumens
pykogooumens) PCKH Poccuu
O.HXAPUYKHUH

12.02.2007

IHPUJIOKEHUA 11, 12. - YrpaTtuau cuay. (B pen. Ilpukasa
Munzapasa P® or 26.02.2013 N 94n)

Ipunoosicernue N 13
K IIpukazy
Mumnzopascoypazsumus Poccuu

om 12 ¢hespans 2007 2. N 110

NHCTPYKLIUA

O IHOPAAKE BbBIIIUCBIBAHUSA JIEKAPCTBEHHBIX
INPEHAPATOB 1 O®OPMJIEHMA PENEIITOB U
TPEBOBAHUUN-HAKJIAJIHBIX

(8 pen. [IpukazoB Munznpascoupazsutus PO ot 27.08.2007 N 560, ot 25.09.2009 N 794H, oT
20.01.2011 N 131, Munzapasa P® ot 24.11.2021 N 1094H)

|. O0mme TpeOGOBaAHUA BHINNCHIBAHUS JIEKAPCTBEHHBIX NMPENapaToB
(B pen. Ilpukaza Munzapascoupa3putusi P@® ot 20.01.2011 N 13H)

Ilynkmut 1.1 - 1.18 ne npumenaromecsa K npagooOmHoOueHUAM, C6A3AHHbIM C HAZHAYEHUEM U
6LINUCHIGAHUEM JIEKAPCHBEHHBIX NPenapamos u meouyunckux uzoenui (nynkm 2 Ilpukasa
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Mun3zopasa P® om 26.02.2013 N 94n)

1.1. IIpn HanuuuM COOTBETCTBYIOLIMX MOKa3aHUH IpaxkaaHaM, OOpPaTUBIIUMCS 3a MEAUIIMHCKON
IIOMOILBIO B aMOyJIaTOPHO-TIOIMKIMHUYECKOE YUPEKICHHE, a TAKXKE B CIIydasix HEOOXOIUMOCTH
MPOJOIDKEHHS JICYEHUS TIOCTIE BBITUCKU OOJIBHOTO U3 CTallMOHapa Ha3HAYaIOTCs JIEKAPCTBEHHBIC
IIpernapaThl ¥ BBIIUCBHIBAIOTCS peLenThl Ha HUX. (B pex. Ilpukaza Munsnpasconpassutus PO ot
20.01.2011 N 13#H)

1.2. 3anpeniaercst BEIIUCHIBATH PELEIITHI:

Ha JIGKApCTBEHHBIE MperapaThl, He pa3pelleHHbIe B YCTAHOBICHHOM MOPSAIKE K MEIUIIMTHCKOMY
npuMeHeHuo; (B pea. IIpukaza Munsapascorpassutus PO ot 20.01.2011 N 13#)

IIpHu OTCYTCTBUU MCAUIIMHCKHX HOKa3aHI/II>'I;

Ha JIEKapCTBEHHbIE MpenapaTsl, MCIIOJIb3yeMble TOJBKO B MEIULMHCKUX OpraHuzauusax (3¢up
HapKO3HBIA, XJIOPATWI, (EHTaHWJ (KpoME TpaHCAEpPMalIbHON JIEKapCTBEHHOW (HOpPMBI),
COMOpeBUH, KaJIUIcoi, proporaH, kKeTaMuH U 1p.); (B pea. [Ipukaza Munsapasconpaszsutus PO
ot 20.01.2011 N 13H)

Ha HapKOTHYECKHE CPEICTBA M IICUXOTPOIHbIEC BellecTBa, BHeceHHble B Cnucok I [lepeuns
HapKOTHYECKUX CPENCTB, IICUXOTPOIHBIX BELIECTB U UX MPEKYPCOPOB, MOIEKAIIUX KOHTPOJIIO
B Poccniickoit ®enepanun, yrBepxkaeHHoro Ilocranosnenuem IIpaBurensctBa Pocculickoi
Oenepanun ot 30 urons 1998 r. N 681 (manee - HAPKOTHYECKHE CPEICTBA U IICUXOTPOIHBIC
BenectBa Crucka Il) - u1s ieueHns: HapKOMaHuUY;

Ha  HApPKOTH4YCCKHC CPCACTBA UM  IICHUXOTPOIIHBIC  BCHICCTBA  CIIMCKOB u u ﬂ -
YaCTHOIIPAKTUKYIOIIUM BpadaM.

1.3. 3yOuble Bpauu, (QenpAmepsl, AaKyIIepKH BBIMHUCHIBAIOT OOJBHBIM  pPELENTH Ha
JIEKapCTBEHHbIE Mpenaparhbl 3a CBOEH MOANUCHIO0 U C YKa3aHHUEM CBOET0 MEIUIIMHCKOTO 3BaHMS
TOJIBKO B CllydasiX, yKa3aHHbIX B M. 1. 3.3, 3.6, 3.7.2 UHcTpykuuu o mopsiake Ha3HA4yeHUS
nekapcTBeHHbIX npenapaTtoB (npuiokenue N 12). (B pen. IIpukaza Munzapascoupa3sutus PO
ot 20.01.2011 N 13H)

1.4. Peuentsl GONMBHBIM JOJKHBI BBITUCHIBATHCS C YKa3aHHMEM BO3pacTa MalMeHTa, MOpsIKa
OIUIaThl JIEKAPCTBEHHBIX TMpENapaToB M C YYETOM JCHCTBUS BXOMISIIMX B HMX COCTaB
WHTPEIMEHTOB Ha PELEeNTYypHBIX ONaHKax, (OpMBbI KOTOPBIX YTBEPKIE€HbBI MMHHUCTEPCTBOM
3JIpaBOOXPAaHEHUS U COIMABHOTO pa3Butus Poccuiickoit @eneparuu (mpunoxkenust N 1, 3, 5, 7
u 8). (B pex. [Ipukaza Munsapascorpassutus PO ot 20.01.2011 N 13#H)

1.5. Peuentypusie Onanku Qopmbel N 148-1/y-88 (mpunoxenne N 3) mpenHazHadyeHbl IS
BBIMIMCHIBAHUS U OTITyCKa:

- IICUXOTPONHBIX BelecTB, BHeceHHbIX B Cnucok [II IlepeyHss HapKOTHMUYECKHUX CPENCTB,
IICUXOTPOIIHBIX BEIIECTB M MX MPEKypCcOpOB, NOMIEKAIIMX KOHTpoIro B Pocculickont
®enepaunn, yreepxacHHoro Ilocranosnenuem I[lpasutenscta Poccuiickoit denepanun ot 30
utonst 1998 r. N 681 (manee - ncuxorponuslie BemectBa Crucka Ill), 3apeructpupoBaHHbIX B
YCTaHOBJIEHHOM IIOPSIIKE B KauecTBE JIEKAPCTBEHHBIX Inpenaparo; (B pen. Ilpuxaza
Munzapasconpazsutus PO ot 20.01.2011 N 13H)

- HMHBIX JICKAPCTBCHHBIX CPEACTB, MOJJICKAIINX MNPEAMETHO-KOJIUYCCTBECHHOMY YUCTY, (B pea.
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[Mpukaza Munsapascoupazputus PO ot 20.01.2011 N 13H)

- aHa0OJIMYECKUX CTCPONIOB.

JlJis BBIMCHIBAaHWSI W OTIYCKa JICKAPCTBEHHBIX TIPENapaTtoB JUIsl aMOYJIaTOPHOTO JICUYEHUs
rpaXJIaH B paMKaxX OKa3aHHs TOCYJapCTBEHHOW COLMAIBHOW MOMOIIM W TPaKIaH, UMCEHOIIUX
MPaBO Ha IMOJTYYCHHE JICKAPCTBEHHBIX MPENapaToB OECIUIaTHO U CO CKUAKOW, MpeIHa3HAYCHBI
peuentypubie 6manku Gopmbl N 148-1/y-04 (1) u peuentypusie 6manku dopmbl N 148-1/y-06
(1) (mpunoxenus N 7 u 8). (B pen. [Ipukaza Munzapascoupassutus P® or 20.01.2011 N 13n)

Bce ocranbHbIe JIeKapCTBEHHBIE TPEMapaThl BRITUCHIBAIOTCS HA PELENTYPHBIX OJaHKax (Gopmbl
N 107-1/y (mpunoxxenue N 5). (B pen. Ilpukaza Munzapascoupazsutust PO ot 20.01.2011 N
13n)

1.6. Hapkotuueckue cpencrtBa u ncuxorpornHbsie Bemectsa Coucka I, 3apeructpupoBaHHbIE B
Ka4yeCTBE JIEKQPCTBEHHBIX CPEACTB B YCTAHOBJIEHHOM 3aKOHOAATEIBCTBOM Pocculickoit
Oenepann TOPSAAKE, JODKHBI BBITUCHIBATHCS Ha CHEIUAIBHBIX PEHENTYpHBIX OJlaHKax Ha
HApKOTUYECKOE CPEIICTBO M MICHXOTPOITHOE BemiecTBO (mpuioxenue N 1).

1.7. I1pu BBINMKMCHIBAHUY PEIENTA HA JIEKAPCTBEHHYIO MPOIKCHh UHIMBHIYyaIbHOTO H3TOTOBJICHUS,
COJZIEpIKALIYI0 HAPKOTHYECKOE CPENICTBO HIIM ICUXOTporHoe BemecTBo Crnucka II, m apyrue
(hapMakoJIOTHYECKHE aKTUBHBIC BEIIECTBA B JI03€, HE MPEBHIIIAIOIICH BBICIIYIO PAa30BYIO 103y, U
IpU  YCJIOBHH, 4YTO OTO KOMOWHHPOBAaHHOE JICKAPCTBEHHOE CPEJICTBO HE  SBIIACTCS
HAapKOTUYECKUM CPEJCTBOM WJIM MCUXOTPOMHBIM BemlecTBoM Crucka |l, cienyer ncnonb3oBarh
peuentypubiii 6mank ¢popmbel N 148-1/y-88.

Ot PEUCIITHI JOJIKHBI OCTaBaThCA B anTeyHo opranu3auvu Ijid NpCAMETHO-KOJINYCCTBCHHOI'O
yueTa. (B pea. [pukaza Munsapascorpazsutus PO ot 20.01.2011 N 13H)

1.8. HpI/I BBIITMCBIBAHWH PCLECIITA HA JICKAPCTBCHHYIO NPONHCH HHAWBUAYAJIbHOI'O U3TrOTOBJICHUA
Ha3BaHUA HAPKOTUYCCKUX CPCACTB U IICUXOTPOIHBIX BCHIECCTB CIIMCKOB u 151 m, HWHBIX
JICKApCTBCHHBIX CpPCACTB, MNOJICKAINUX MPCAMCTHO-KOJINYCCTBCHHOMY YUCTYy, HNHUIOYTCA B
HaydaJi€ peueIiTa, 3aTCM - BCC OCTAJIbHBIC HHTPCIUCHTHI.

1.9. BoimuceiBas HAapKOTHUYCCKOC CPECACTBO UJIU MICUXOTPOITHOC BCIICCTBO CIIMCKOB u 151 m, HUHBIC
JICKApCTBCHHBIC CPCACTBA, MOAJICKAIHUE MPECAMCTHO-KOJINMYECCTBEHHOMY YUCTY, /1034 KOTOPBIX
IMPEBLIIACT BBICIIMI O,Z[HOKpElTHLIfI pueM, Bpad AJOJLZKCH HAIUCATb HO03Y 3TOTr0 CpeACTBa WA
BCIICCTBA MMPOMHUCHIO U TIOCTABUTH BOCKJIMIATENIbHBIN 3HAK.

1.10. He paspemaercs BBIIUCHIBATH OIpEJICIEHHbIE JIEKApCTBEHHbIE IpenapaTbl B OJHOM
peuente Oojee TOro KOJUYECTBA, KOTOpoe ykazaHo B mnpwioxkeHun N 1 k Hacrosmein
Wucrpykuuu. (B pen. [Ipukaza Munsapasconpassutus PO ot 20.01.2011 N 13H)

1.11. Hopmbl BBINIMCBIBAaHHMA M OTIIyCKa HapkoThueckux cpeiactB Cnucka II, mpou3BoaHbIX
6apouTypoBOit KHUCJIOTHI, WHBIX JIEKAPCTBEHHBIX CPEACTB, MTOUIEKAITUX
NPEIMETHO-KOJIMYECTBEHHOMY  Y4YeTy,  JUII ~ WHKYpaOeJbHBIX  OHKOJOIMYECKHX |
reMaToJIOTMYeCKUX OOJBbHBIX MOTYT OBITh YBEJIUYEHHI B 2 pa3a MO CPaBHEHUIO C KOJIUYECTBOM,
yKkazaHHbIM B npuiioxeHud N 1 k Hactosmeit MHcTpykumu.

1.12. CocraB nekapCcTBEHHOTo Tipemapara (B clydae KOMOWHHPOBAaHHOTO IIperapara),
0003HaYeHHE JIEKapCTBEHHOM (hOpMBI 1 oOpaleHne Bpaya K (hapmManeBTHIeCKOMY pabOTHHUKY 00
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M3TrOTOBJICHUH M BbIJladye JIGKAPCTBEHHOTO Mpernapara BBITUCHIBAIOTCS HA JIATUHCKOM SI3bIKE. (B
pen. Ilpukasza Munsapascorpasputust PO or 20.01.2011 N 13H)

He AOIIYCKAE€TCA COKpAIICHHUEC 0003HaYeHNH OJM3KUX IO HAaUMEHOBAHUIM HHI'PEAUCHTOB, HEC
IMO3BOJIAIOIUX YCTAHOBUTD, KaKod UMEHHO JIeKapCTBeHHBII;'I IIperapart BbIIIKMCAH.

Hcnonp3oBaHue JIATHHCKUX COKPALICHWH ATUX O0O3HAYeHHWH paspemaercs TONbKO B
COOTBETCTBUM C COKPAILEHUSIMH, IPUHATHIMU B MEIUIUHCKON U (hapMalleBTHUECKON MPAKTUKE,
npenycMoTpeHHbIMU npuinokenueM N 2 k Hactosmen MHcTpykuuu.

1.13. Cnoco0 mpuMeHeHHs JIeKapCTBEHHOIO Ipernapara 0003HayaeTcsl C YKa3aHHEM JO03Bl,
YacTOThl, BPEMEHU TMpPUEMa M €ro [UIMTEIbHOCTH, a JJisi JIEKAPCTBEHHBIX IPENaparos,
B3aMMO/ICHCTBYIONINX C MUILEH, - BPEMEHU HX YHNOTPEOJIEHUsI OTHOCUTEIBHO MpreMa MUIy (10
e/bl, BO BpeMs efibl, nociie eabl). (B pen. [lpukaza Munzapascoupaszsutust PO ot 20.01.2011 N
13n)

1.14. Tlpu HEoOXOOMMOCTH 3KCTPEHHOTO OTIyCKa JICKapCTBEHHOTo Ipernapara OOJBHOMY B
BEpXHEH YacTHW PELENTYpPHOro OJiaHKa MPOCTABJISIOTCS 00o03HaueHus "Cit0" (cpouHo) win
"statim" (mememnerno). (B pea. [Ipukaza Munsapascorpazputus PO ot 20.01.2011 N 13#)

1.15. Tlpu BBIMHCHIBAHUHM peLENTa KOJIWYECTBO IKUAKUX (apMaleBTUUCCKUX CyOCTaHIUI
yKa3bIBaeTCsl B MUJUIMIUTPAx, IpaMMax WU KalluiiX, a OCTaJbHBIX (papManeBTUYECKUX
cyOcraniuii - B rpammax. (B pea. Ipukasza Munsapascorpa3putist PO ot 20.01.2011 N 13H)

1.16. CrneuumanbHble penenTsl Ha HAPKOTHUECKOE CPEACTBO M ICUXOTPOIIHOE BELIECTBO
JeUCTBUTENBHBI B T€UEHUE 5 JHEH CO JHs BBIUCKH; PELENThl, BBITUCAHHBIE HA PELENTYPHBIX
6nankax ¢popmer N 148-1/y-88, - B reuenue 10 queit.

Penentsr Ha  JIGKApCTBEHHBIE Ipernaparsl (3a UCKITIOUEHUEM HOJUIEKALIX
MIPEeIMETHO-KOJIMYECTBEHHOMY Y4YeTY), BbIIMCAaHHbIE HA pEUeNnTypHbIX OnaHkax ¢opmsl N
148-1/y-04 (1) m dpopmer N 148-1/y-06 (;1), 11t amOysIaTOPHOTO JIEUEHUS TPaXkJaH B paMmKax
OKa3aHUsl TOCYJapCTBEHHON COLIMAIbHOW MOMOUIM M Tpa’kJaH, UMEIOLUX MPaBO Ha IMOJIyYeHUE
JIEKapCTBEHHBIX MpenapaToB OECIUIaTHO M CO CKUAKOMW, IeHCTBUTENbHBI B TeUeHHe 1 Mecsua co
JHS BBIIUCKM, @ B Cllydae BBIMUCKM TaKUX PELENTOB YKa3aHHBIM KaTEropusiM TIpaxaaH,
JOCTUTTIMM TEHCMOHHOIO BO3pacTa, CPOK AEWCTBHS pELENTa COCTABIAET 3 MecsAla CO JHSA
BBINUCKHU. JJig JledeHHs 3aTSDKHBIX M XPOHHYECKUX 3a00JIeBaHUN TIpa)kAaHaM IEHCHOHHOTO
BO3pacTa MOTYT BBIMMCHIBATHCS PELENTHI HA JIEKAPCTBEHHBIE IIpenapaThl Ha Kype JIeYeHHs 10 3-X
mecsies. (B pen. [Ipukasa Munsapascorpassutis PO ot 20.01.2011 N 13H)

PenienTel Ha Bce ocTanbHbBIE JIEKAPCTBEHHBIE TTpeNapaThl JEHCTBUTEIBHBI B TEUEHUE 2-X MECSIIEB
co aHs Beimucku. (B pe. [Ipukasza Munsapasconpassutust PO or 20.01.2011 N 13n)

PenienTel Ha Mpon3BoOIHBIE 6APOUTYPOBON KHCIOTHI, 3(peIpHH, ceBa03(DeIpHH B UNCTOM BHUE U
B CMECH C JPYTUMHU JICKQPCTBEHHBIMH CPEACTBAMH, aHAOOIMYECKHE CTEPOUIbI, KIIO3aluH,
THAHENTHH JUIsl JIeYeHUS] OONBHBIX C 3aTSDKHBIMM W XPOHHUYECKUMHU 3a00JICBAaHUSIMU MOTYT
BBIMIUCHIBATHCSA Ha Kypc JiedeHus A0 | mecsma. B aTux ciydasx Ha pernentax AOKHA OBITh
Haamuck "[lo crnenmuanbHOMY Ha3HA4YEHUIO", CKpEIUIEHHAas IMOJIKChI0 Bpaya M IMEYaThIO
MeauIHCKoi opranuszanuu "Jlns peuentos". (B pen. Ilpukaza Munsnpascoupasputus PO ot
20.01.2011 N 13#n)

1.17. llpu BBINMKUCHIBAHUM XPOHUYECKUM OOJIBHBIM pEIENTOB Ha TOTOBBIE JIEKAPCTBEHHBIE
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mpenapatel M JIEKapCTBEHHbIE Mpenaparbl HMHIUBUAYAJIBHOI'O  HM3TOTOBJIEHUS  BpadyaMm
paspelaeTcss yCTaHABIUBATb CPOK JEHCTBHA pelenTta B Ipeaenax A0 OIHOro roja, 3a
uckimodyenueM: (B pen. [Ipukaza Munsapascoupaspurust PO or 20.01.2011 N 13H)

- JICKAPCTBCHHBIX CPCACTB, IMOJJICKAIIUX ITPEAMETHO-KOJIIMYECTBEHHOMY YUCTY,
- JICKApPCTBCHHBIX IIPCIIapaTos, O6J'I8,I[aIOHII/IX aHa0OJIMYECKOM AKTHUBHOCTBIO,

- JIEKapCTBEHHBIX TMPENaparoB, OTIYCKAaEMbIX M3 aNTeUHBIX OpraHM3alfil Mo peuenrtam s
aMOyJIaTOPHOTO JICYCHHS TPaxJaH B paMKax OKa3aHUs rOCyJapCTBEHHOM COLMATbHON MOMOIIU
U TpakJaH, UMEIOIINX MMPaBO Ha MOJIyYeHHE JIEKAPCTBEHHBIX CPENICTB OECIIaTHO U CO CKHUJKOM;
(B pen. Ilpukasza Munsapascornpasutus PO or 20.01.2011 N 13#)

- CIMPTOCOAEPKAILUX JIEKAPCTBEHHBIX IPENapaTOB WHAMBHUIYAJIBbHOTO U3rOTOBJIEHMS. (B pea.
[Mpukaza Munsapascoupazputust PO ot 20.01.2011 N 13H)

[Ipn BBIMHUCHIBAHMHM TaKUX PELENTOB Bpay OJDKEH clieJaTh IMOMETKY "XPpOHHUYECKOMY
0oipHOMY", yKa3aTb CpOK [EHCTBHUSI pelenTta W MEepUOJAMYHOCTh OTIMYCKa JIEKapCTBEHHBIX
MpenapaToB M3 anTEeYHOM OpraHu3aluu (€XKEHEAENbHO, €KEMECSYHO M T.I.), 3aBEPUTHb ITO
yKa3aHUe CBOEH MOAMMCHIO M JIMYHOW MEYaThio, a TAaK)Ke MeYaThi0 MEIUIIMHCKON OpraHu3aluu
"Ilnst penenroB'. (B pen. Ilpukaza Munsapascorpassutust P® or 20.01.2011 N 13H)

1.18. PemenT, He OTBEYAONMMI XOTs OBl OJHOMY M3 NEPEYHCICHHBIX TpPEOOBaHMU WU
COJIep KAl HECOBMECTHMBIE JIEKApCTBEHHbIE CPEJICTBA, CUMTACTCS HEAEHCTBUTEIbHBIM. (B peil.
[Tpukaza Munsapascoupassutus PO or 20.01.2011 N 13#)

B cinyyae BO3MOXHOCTM YTOUHEHMsI y Bpada WIH JPYroro MEAWLMHCKOro pabOTHHKA,
BBIIIMCABIIErO PELENT, HaUMEHOBAaHUS JIEKapCTBEHHOIO Ipenapara, €ero J03UpPOBKH,
COBMECTMMOCTH U T.N., paOOTHUK aNnTe€4YHOM OpraHMu3aliud MOXET OTIYCTUTh JIEKapCTBEHHBIN
npernapat nanuenty. (B pea. [lpukaza Munzapascoupaszsutus PO ot 20.01.2011 N 13#)

|l. [lopsinok BHINUCHIBAHUSA PELENITOB HA JIEKAPCTBEHHbIE
npenaparsl AJs aM0y/J1aTOPHOIO JIeYeHUs IPAXKAAH B paMKax
OKAa3aHMS rOCYAAPCTBEHHON COUMAJIBHON MOMOIIM U TPAXKIAH,

HMEIOIIMX NMPAaBO HA MOJyYeHHUE JIeKAPCTBEHHBIX CPeICTB

OecmiiaTHO U co ckuakou (B pea. Ilpukasza MuH3apaBcoupa3sBUTUA
P® o1 20.01.2011 N 13H)

Ilynkmot 2.1 - 2.10 ne npumenaromecsa K npagoomHoOuLeHUAM, C6A3AHHbIM C HA3HAYEHUEM U

6LINUCHIGAHUEM JIEKAPCMBEEHHBIX NPENapamos u meouyunckux uzoenui (nynkm 2 Ilpukasza
Munszopasa P® om 26.02.2013 N 94n)

2.1. CaMocTosATENBHO JeqaluM BpayoM WU BpPa4OM-CIIELIMAIIUCTOM
ne4eOHO-TPOPUIAKTUYECKOTO YUPEXKJIECHUS BBIIUCHIBAIOTCS pPELENThl Ha JIEKAPCTBEHHBIE
npenaparsl Ui aMOyJIaTOpHOTO JICUEHUS TpaKIAaH B paMKaxX OKa3aHUS TOCYAApCTBEHHOM
COLIMAIIBHOM IMOMOIIM W TpaXkJaH, MMEKIIMX NPABO HA IOJyYEHHE JIEKAPCTBEHHBIX CPEJICTB
0ecIulaTHO M CO CKHMJKOH, B COOTBETCTBUM CO CTaHIapTaMH MEIUIMHCKOM MOMOINHU, 32
HCKJIIOUEHHEM CIIydyaeB Ha3Hau€HUs, OoNpeeseHHbIX MyHKTOM 2.4.1 HacTosmend MHeTpykuuu. (B
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pen. [Ipukaza Munsapascorpasputust PO ot 20.01.2011 N 13H)

2.2. IIpaBo €caMOCTOSITEILHO BBIITMCHIBATH PELENTHI JJI MOJYYSHHUS B allTEUHOM OpraHu3aluu
JIEKapCTBEHHBIX CPEJCTB TpakJaHaM B TOpSAKE, YCTaHOBIGHHOM 1. 2.1 Hacrosuiei
Wucrpykuuu, uMerot Takke: (B pea. [Ipukasza Munzapasconpassutus PO ot 20.01.2011 N 13#)

2.2.1. B mpenenax cBOCH KOMIIETEHIIMU Bpaud, paboTarolmue B MEAULIMHCKONW OpraHU3aluu MO
COBMECTHTEJIBCTBY; (B pea. [Ipukasza Munsapascoupa3sutust PO ot 20.01.2011 N 13n)

2.2.2. Bpauu CTallMOHAPHBIX YUPEKIACHUM COLUATBLHOMN 3alUTHI U UCIPABUTEIIbHBIX YUPEIKICHUM
HE3aBUCUMO OT BEIOMCTBEHHOM ITPUHAIJIEKHOCTH;

2.2.3. Bpauu BEJIOMCTBEHHBIX MOJMKIMHUK (enepanbHoro (cyonrekra Poccuiickoii deneparum)
MOTYUHEHHUS:

- TpaxkJaHaM, UMEIOIIMM CTaTyc Mo MpodeccCHoHaTbHOMY MPHU3HAKY, PacXoibl Ha OecIriaTHOe
JICKapCTBCHHOE OO0ECIICUEeHNE KOTOPBIX B COOTBETCTBHHU C 3aKOHOAATEILCTBOM PoCCHICKOI
deneparyy MOKPHIBAIOTCS 33 CUET CPENCTB (eiepaaIbHOro O IKeTa;

- UHBIM KaTeropusM IpaxkJiaH, pacxo/ibl Ha OECIUIaTHOE JIEKapCTBEHHOE 00ecleueHNe KOTOPBIX B
COOTBETCTBUM C 3aKOHOAATENBCTBOM Poccuiickoii @enepanny MOKPBIBAIOTCS 3a CYET CPEICTB
OIOJKETOB  pPa3iIMYHBIX YPOBHEHM M  0053aTeNbHOTO MEIUIIMHCKOTO CTPAaXxOBaHUS IO
COTJIACOBAHUIO M B MOPSJIKE, ONpPEIEIsIEeMOM OpraHaMH MCHOJHUTEIbHOM BIIACTH CyOBEKTa
Poccuiickoii ®enepauuu, ecau B OOJPKeTaX COOTBETCTBYIOIIUX (pelepalbHBIX OpPraHoB
UCIIOJHUTEJILHOM BJIACTU HE BblJIEJIEHb! (PMHAHCOBBIE CPEACTBA HA ITH LIENH;

2.2.4. YaCTHONPAKTHUKYIOIIKUE Bpauu, paboTarollye 1Mo JOroBOpy ¢ TEPPUTOPHUATBLHBIM OPraHOM
VIOpaBICHUS  3JPABOOXPAHCHUEM  W/WJIM  TEPPUTOPUAIBHBIM  (OHIOM  00sA3aTEeIHLHOTO
MEJIUILHUHCKOTO CTPaXOBAHMS M OKa3bIBAIOIIME MEJUIMHCKYIO MOMOIb I'pakKJaHaM B paMKax
MporpaMMBbl OKa3aHUs TOCYAapCTBEHHOM COIMATIBHOM MOMOIIM U Tpa)KaaHaMm, UMEIOIINM MPaBO
Ha TOJY4YeHHE JIEKApCTBEHHBIX MpenapaTroB OecruiaTHO W co ckuakou. (B pen. Ilpukaza
Munszapascorpassutust PO ot 20.01.2011 N 13H)

2.3. B ocoObix ciyvasx (TIpOXHWBaHME B CEIBCKOM MECTHOCTH, TJI€ HAXOIUTCS TOJIBKO
MEIMLMHCKas OpraHM3alus WO ee 000co0JieHHOe TMoApa3fefieHue, He MMeElollee Bpaya)
pelenTsl Ha JIEKapCTBEHHbIE IpernapaTsl s aMOyJaTOPHOTO JIEUEHUs TpakJaH B paMKax
OKa3aHMs roCyJapCTBEHHOM COLMAIbHON MOMOIIM U I'pakJaH, UMEIOIIUX MPaBO Ha MOJyYyeHHe
JIEKapCTBEHHBIX IPEerapaToB OECIUIaTHO U CO CKUAKOM, MOT'YT OBITh BBIITUCAHBI CAMOCTOSATEIBHO
BEAYIIUM TMpueM (enpaimepoM WM aKylIIepKOH TakoM MEIUIMHCKOM OpraHu3alud B
COOTBETCTBUH C M. 2.1 HacTosmel UucTpykuuu. (B pex. Ilpukasa Munsapascoupassutust PO ot
20.01.2011 N 13n)

[lepeyeHr MEIUIIMHCKUX OpPTaHU3AIMN U TOPSJIOK JICKAPCTBEHHOTO OOECTEYeHHS YKa3aHHBIX
Tpa)<IaH OMPEENSIFOTCS OPraHOM UCTIOTHUTENBLHOM BiacTu cyobekTa Poccuiickoit deneparinu B
cdepe 3apaBooxpanenus. (B pex. [Tpukaza Munzapasconpazsutus PO ot 20.01.2011 N 13H)

2.4. BoinucelBaHHE pELENTOB Ha JIEKApCTBEHHBIE Mpernaparbl uis amMOyJaTOPHOTO JeueHUus
IPaXXJaH B paMKaxX OKa3aHWs TOCYJApCTBEHHOW COLMAJIbHOM IOMOIIM U I'PaKIaH, MUMEIOIIUX
IIPaBO Ha IOJIy4EHHE JIEKApCTBEHHBIX MPENapaToB OECINIaTHO M CO CKUJAKOHM, OCYIIECTBISETCS:
(B pen. [Mpukaza Munsapascompaszsutust PO ot 20.01.2011 N 13H)
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2.4.1. BpauaMHU-CIIEIUATIUCTAMU

- Ha HApPKOTUYECKUE CpencTBa u MIPOTUBOOITYXOJICBBIE npenapaTsl
(OHKOJIOTMYECKUM/TEMATOJIOTHYECKUM ~ OOJBHBIM) -  OHKOJIOTOM  HW/WJIM  TeMaToJIOroM,
He(dPOJIOroM, peBMaTOJIOTOM U JP.;

- HA IMMYHOMO/IYJISITOPBI - TEMATOJIOIOM H/HIIM OHKOJIOTOM (TIOCIIe MPOBEACHHUS JTy4eBON W/WIH
XUMHOTEPAINNH, Mepecaki KOCTHOrO Mo3ra), iMMyHosiorom (6onbpabsiM CITHM oM unu nqpyrumu
TSOKEJIBIMM HapyUIEHUSIMM HMMMYHMTETA), TPAHCILUIAHTOJIOrOM (IOCE IEpEecaJku OpraHoB U
TKaHEl), pEBMaTOJIOrOM U UHBIMH CIIELUATNCTAMU;

- Ha IPOTUBOTYOEPKYJE3HbIE MTpernapaTsl - PTH3UATPOM;

- Ha mnporuBognabernyeckue (OONBHBIM CaxapHBIM TUA0ETOM) W MPOYUE JIEKAPCTBCHHBIE
mpernapaTsl, BIHUAOIIME Ha DSHIOKPUHHYIO CHCTEMY, - OHIOKPHUHOJIOTOM, B TOpSJKE,
OTIpeIeICHHOM B TyHKTE 2.4 VHCTPYKIIMH O TOPSIKE Ha3HAUCHHS JICKAPCTBEHHBIX IpenapaToB
(mpunoxenue N 12). (B pen. [Ipukaza Munzapascoupaszsutusi PO or 20.01.2011 N 13H)

HpI/I OTCYTCTBHH YKAa3aHHBIX CIICHHUAIIMCTOB BBIMMMCBLIBAHUC JIBI'OTHBIX PEUCHTOB B 3THUX ClIydasaX
IMPOU3BOJUTCA JICHAIUM BpadOM IO PCIICHHUIO Bpa‘-I€6HOI\/JI KOMHCCHH ITOJIMKIINHUKU,

2.4.2. neyaniuM BpadyoM WJIM BPAa4OM-CITCIIHAIMCTOM TOJIBKO IO PEIICHUI0 BPaueOHON KOMUCCHH
MEIUIUHCKOM opranusamui: (B pea. Ilpukaza Munsapasconpasutus PD ot 20.01.2011 N 13#)

- Ha IICUXOTPOIIHBIC BCHICCTBA CIIMCKOB u u m, HHBIC JICKAPCTBCHHLBIC CPCACTBA, IIOJICIKAIIIUC
NpeAMETHO-KOJIMYECCTBECHHOMY YUCTY, aHa0O0JIMYECKHUE CTCpOUIbI;

- Ha HapkoTudeckue cpeacrBa Cnucka Il OGoJbHBIM, HE CTpPaJarONIUM OHKOJIOTHYECKUM
(remaTosOTMYECKUM) 3a00JI€BaHUEM;

- Ha JIEKapCTBEHHbIE Iperaparhl, Ha3HayaeMble JIeHYaliM BpauoM U BpayaMHU-CIELMATUCTaMH,
OJTHOMY OOJIBHOMY B KOJIMYECTBE IATH HAaUMEHOBAaHHHM M 0ojee OJHOMOMEHTHO (B TedYeHHE
OJIHMX CYTOK) WJIM CBBIIIE JIECATH HAUMEHOBAHHI B T€UEHUE OJHOTO Mecsna; (B pen. [Ipukazos
Munzapascorpazsutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)

- Ha JIeKapCTBEHHbIE MpenapaThl B CIyyasX HETHIIMYHOIO TEeYeHHs OOJEe3HM, NpU HATUYUU
OCJIO)KHEHUH OCHOBHOIO 3a00J€BaHHUS W/WIM COYETAaHHBIX 3a00JIeBaHMM, NpU HA3HAUYEHUU
OMacHbBIX KOMOMHAIMHA  JIEKapCTBEHHBIX CPEACTB, a TakXke IMpU  HHIUMBHUIYAIbHOM
HENEPEHOCUMOCTH.

2.5. IlynkT yrparuin cuiy. (B pen. [Ipukaza Munzapascorpassutus PO ot 27.08.2007 N 560)

2.6. He pnomyckaercs BbIIMCBIBAHME PELENTOB Ha JIEKAPCTBEHHBIE Ipenaparbl Jis
aMOyJIaTOpPHOrO JIEYEHHS TpakJaH B paMKax OKa3aHHUsS TOCYJapCTBEHHOM COIMAIIbHON MOMOIIU
U TPaXJaH, UMEIOIIMX IMPAaBO Ha MOJy4YEHHE JIEKApCTBEHHBIX IpernaparoB OECIUIaTHO U CO
CKUJKOI, BpauaMu CaHATOPHO-KYPOPTHBIX YUPEKICHHM, BpauaMu CTallMOHAPHBIX YUPEKIACHUM,
B T.4. THEBHBIX (32 MCKIIIOYEHHUEM CTAI[MOHAPHBIX YUPEKICHUN COLMAIIBHOW 3aIlUTHI), a TaKXKe
BpauaMHd MEIUIIMHCKUX OpraHu3alluid B TEpPUOJ HAXOXACHHUS OOJIbHBIX Ha CTallMOHApHOM
JIEYEHUN B COOTBETCTBHUHM C JACUCTBYIOLIMM MOPSAKOM. (B pen. IIpukaza MuH3npaBcoupa3BUTHS
P® o1 20.01.2011 N 13H)

qaCTHOHpaKTI/IKy'IOH_II/IM BpadaM 3anpCacTCsa BbIIMUCBIBATH PCHCHTHI Ha JICKAPCTBCHHBLIC
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mnpemnapaTsl JUIsi aMOYJIaTOpPHOTO JICUEHUs TpakIaH B paMKax OKa3aHUS TOCYIapCTBEHHOMN
COILIMAJIbHOW MOMOIIU U TPaXkJaH, UMEIOIIHMX MPaBO Ha MOJIyYCHHUE JIEKAPCTBEHHBIX MPENapaToB
OCCIUTaTHO M CO CKHUIKOH, 32 MCKIIFOYCHHEM CIIy4acB, YKa3aHHBIX B MyHKTe 2.2.4 HacTosmen
HNucTpykuuu.

2.7. Ha3HaueHue JIeKapCTBEHHBIX MpEnaparoB Jjs aMOyJaTOPHOrO JICUEHHUs Tpax/JIaH B paMKax
OKa3aHMs TOCYJAApCTBEHHOM COLMAIBbHON MOMOIIY U TPaXKJaH, UMEIOIIUX IIPaBO Ha MOJy4YeHUE
JIEKapCTBEHHBIX TpEenaparoB OECIIaTHO M CO CKUIKOM, OTpajkaeTcsi B MEIUIMHCKON KapTte
amMOyIaTOpHOTO OOJIBHOTO B MOPSIIKE, IPEIyCMOTPEHHOM IMyHKTOM 1.6 MHCTpYyKIMH 0 TIOpsIIKe
Ha3HA4YCHMS JIEKApCTBEHHBIX mpernapaToB (npuioxkenue N 12), mynkramu 1.2 - 1.10 Hacrosmei
WucTpykumu, ¢ yka3aHHMeM HOMepa pelenta M B TallOHE aMOyJIaTOPHOTO TMaIueHTa,
YTBEP>KIACHHOM B yCTaHOBJIEHHOM mopsike. (B pen. [lpuxaza Munsnpascoupasputus PO ot
20.01.2011 N 13n)

[Ipu BBIIUCHIBAaHUM PELICTITOB HA JICKAPCTBEHHBIC Mpemaparbl Uisi aMOyJaTOPHOIO JICYCHUS
rpaXXKJaH B paMKax OKa3aHMsI T'OCYJApCTBEHHOW COLMAJIbHON MOMOIIM U TPakJIaH, MUMEIOIINX
MPaBO Ha TOJIYYCHHE JICKAPCTBEHHBIX IIpenapaToB OECIUIaTHO M CO CKHUAKOH, 00s3aTeIbHO
yKa3bIBaeTCsl HOMEp TejeoHa, MO KOTOpOMY pabOTHHK anTeYHOW OpraHU3aluud MOXKET
COTJIacoBaTh C JIEYAIIMM BPayoM (BpauoM-CIEIUATUCTOM, BpaueOHON KOMHUCCHEN MEAUITUHCKON
OpraHM3alii) CHHOHUMHUYECKYI0 3aMeHY JeKapcTBeHHOro rmpemnapara. (B pen. Ilpuxaza
Mumnzapascornpaszputus PO ot 20.01.2011 N 13#)

2.8. Peuent Ha penentypHom Omanke ¢opmer N 148-1/y-04 (1) u N 148-1/y-06 (1)
BBITIUCHIBAETCS BpayoM (denpamepom) B 3-X IK3EMIULIpaX, C ABYMS DK3EMIUISIpAMH KOTOPOTO
O0onpHOM oOpamiaercs B anTeyHyl opranmzanuio. llociaenHuit sK3eMmuisp —perernra
MOJIKJICUBACTCS B aMOYIIaTOpHYyI0 KapTy 6oibpHOTO. (B pea. [Ipuka3za Munzapascorpa3sutus PD
or 20.01.2011 N 13n)

2.9. Hapkotuyeckue cpeinctBa M ncuxorponHsie BemectBa Cnucka II niast amOymaTopHOTro
JIeUeHHs] TpaXXJaH B paMKaxX OKa3aHUS TOCYAapCTBEHHOW COIMAIBHOM IMOMOIIM W TPaXKaaH,
UMEIOIIMX NpaBO Ha IMOJy4YEHHE JIEKapCTBEHHBIX IpenapaToB OECIUIAaTHO M CO CKHJIKOIM,
BBINMMACHIBAIOTCS HA CIEIUAIBFHOM pelenTypHOM OJaHKe Ha HAPKOTUYECKOE CPEICTBO H
NICUXOTPOITHOE BEIIECTBO, K KOTOPOMY JIOIOJHMUTENBHO BBIIHMCHIBAIOTCS PELENThl Ha
peuentyproMm Omanke ¢opmbl N 148-1/y-04 (o1) mmm popmer N 148-1/y-06 (i1). (B pen. [Ipukasza
Munszapascorpassutus PO ot 20.01.2011 N 13H)

[Tcuxotponubie BemectBa Crucka III, wHBIE JEKapCTBEHHBIE CPEICTBA, MOJJICKAIINE
IPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, aHaOOJMYeCKHue CTEepPOUAbl, MpeJHa3sHAuYeHHbIE JUIs
aMOyJaTOPHOTO JIEYCHHS TpakIaH B paMKaxX TOCYJapCTBEHHOW COLMAIBHON TIOMOIIM H
rpaxJIaH, MMEIOLIMX IpaBO Ha IOJyYeHHE JIEKAPCTBEHHBIX IpErnaparoB OeclIaTHO M CO
CKHJIKOH, BBITUCBHIBAIOTCS Ha perentypHoM Omanke N 148-1/y-88, k KOTOpoMY JTOMOJTHHTEIHHO
BBINUCHIBAIOTCS pelenTsl Ha penentypHoM Omanke ¢opmbl N 148-1/y-04 (1) wnu dopmer N
148-1/y-06 (1m). (B pex. [Tpukaza Munsapascoupaszputust PO or 20.01.2011 N 13H)

2.10. Ansa obecriedeHust HAPKOTHUECKUMHU CPEJICTBAMU U IICUXOTPOIHBIMU BEIIECTBaMHU OOJIbHbBIE
MIPUKPEIUIAIOTCA K KOHKPETHON MEAMIIMHCKON U allTeYHON OpraHU3alysaM M0 MECTY XKHUTEIbCTBA
B TIOpSAJKE, ONpENeIsieMOM OpraHoM HCIOJHUTENBbHONM BiacTH cyObekta Poccuiickoit
@enepanun B cdepe 3npaBooxpaneHus. (B pena. Ilpukasza Munsnpasconpasutusi PO ot
20.01.2011 N 13n)
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[11. Ilopsimok odopMiaeHUs TPEOOBAHMH-HAKJIAAHBIX B AlITEYHYIO
OPraHU3alMI0 HA MOJIyYeHNe JIEKAPCTBEHHBIX MPenapaToB 1Jisl
MeIUIMHCKHUX opranu3anui (B pea. [lpukasza
Mun3zapascoupazputus P® ot 20.01.2011 N 13H)

3.1. Jlna obGecnieueHust JeueOHO-AMArHOCTHUECKOrO IIpoIecca MEIUIMHCKUE OpraHU3aluu
[IOJTy4aroT JISKapCTBEHHbIE MpenapaThl U3 alTeYHON OpraHU3ally 110 TPeOOBaHUAM-HAKJIaIHbIM,
YTBEPXJACHHBIM B YCTaHOBJIEHHOM mopsizike. (B pea. IIpukasa Munsapasconpa3sutus PO ot
20.01.2011 N 13n)

TpeboBanue-HakmaHas Ha MOJYyYCHHUE U3 aTCUHBIX OPraHM3alUil JEKapCTBEHHBIX MPEnapaToB
JOJDKHA MMETh IITaMIl, KPYIJIYK0 I[e€4aTh MEJAUIUHCKOW OpraHM3allid, TMOJANUCh €¢
PYKOBOAMTENS WJIM €ro 3aMecTurenss 1o JiedeOHoit wactu. (B pea. Ilpukasa
Munzapascornpassutus PO ot 20.01.2011 N 13H)

B TpeGoBaHnu-HAKIQAHOM YKa3bIBaeTCs HOMEp, JlaTa COCTABICHMS JIOKYMEHTa, OTIPaBUTEIb U
[oJiyyaTesb JIEKapCTBEHHOI'O IIpernapaTra, HAaMMEHOBAHME JIEKApCTBEHHOIo Ipenapara (c
yKa3aHHEM JI03UPOBKHU, (DOPMBI BBIITyCKa (TaOJIETKH, aMIIyJIbl, Ma3u, CYMIIO3UTOPUH U T.I1.), BUA
YIaKkoBKU (KOpPOOKH, (prakoHbl, TyObl M T.M.), CHOCOO NpUMEHEHUs (A1 MHBEKUUH, Ui
Hapy>KHOTO MPUMEHEHMs], IIpUeMa BHYTpPb, INIa3Hble KAIUIM U T.II.), KOJMUYECTBO 3aTPEeOOBAaHHbBIX
JIEKapCTBEHHBIX IPENaparoB, KOJMWYECTBO U CTOMMOCTb OTIYIIEHHBIX JIEKAPCTBEHHbIX
npemnaparos. (B pea. [Ipukaza Munsapascorpasputus PO ot 20.01.2011 N 13H)

HauMeHoBaHMsI JIEKapCTBEHHBIX MpENapaToB MUIIYTCS HA JIATUHCKOM si3bike. (B pen. [Ipukasza
Munzapascornpassutus PO ot 20.01.2011 N 13H)

TpeboBanus-HaKIaHBIE Ha JIEKapCTBEHHBIE CpEICTBa, MOJIeXKAIIUE
MIPEAMETHO-KOJIMYECTBEHHOMY  yYeTy, BBIIIMCBIBAIOTCSI ~ HAa  OTHENBHBIX OJaHKax
TpeOOBaHMN-HAKIIAIHBIX JJIS1 KaX0M TPYIIIbI IpenapaTos.

MenunuHCKie OpraHu3aldi IPH COCTABICHUU 3asBOK HAa HAPKOTUYECKHUE CpEICTBa |
ncuxoTponHele BemectBa crnuckoB |l w1l mOMWKHBI  pyKOBOJACTBOBATHCS PacUETHBIMHU
HOPMAaTHBaMH, yTBEPXICHHBIMH B  yCTAaHOBIGHHOM mopsake. (B pea. [lpukasza
Munzapascornpassutus PO ot 20.01.2011 N 13H)

3.2. TpeboBaHMs-HAKIaIHble CTPYKTYPHOTO MOJPA3/EICHUs MEIUIMHCKON OpraHu3aluu
(xabuHeTa, OTAENEHUS W T.I.) HA JIEKAPCTBEHHBIC IpEenapaTrhl, HAMpaBIseMble B alTEYHYIO
opraHu3anuio, ohopMIISIOTCS B OPs/IKE, ONPeIeIeHHOM IMyHKTOM 3.1 HacTtosmei UncTpykiumy,
MOJIMUCHIBAIOTCS.  PYKOBOJMTEIEM COOTBETCTBYIOUIETO TMOApAa3feNeHuss U O(QOpMIISIOTCS
IITAMIIOM MEIUIMHCKOW opranu3zauuu. (B pena. Ilpukaza MunsapaBconpazsutus PO ot
20.01.2011 N 13n)

[Ipy  BbIMMCHIBAHMM  JIGKAPCTBEHHOIO  Mpemapara JUIsl  MHIUBHIYaJbHOIO  OOJIBHOTO
JIOTIOJIHUTEIBHO YKa3bIBaeTcs ero (aMuivs W MHMIMAIBI, HOMEP HCTOpUM OOjie3HH. (B pen.
[Mpukaza Munsapascoupazputust PO ot 20.01.2011 N 13H)

3.3.  Cromarosmorn, 3yOHBIE Bpayd MOTYT BBIUCHIBATH 32 CBOCH  MOJIMKCHIO
TpeOOBaHUSA-HAKIAIHBIE TOJNBKO HAa  JIEKAPCTBEHHBIC  TMperaparbl, MpPUMEHsSEMbIE B
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CTOMATOJIOTUYECKOM KaOuHeTe, 0e3 mpaBa BbIauM WX TalMeHTaM Ha pyku. (B pen. Ilpukaza
Mumnzapascorpaszputus PO ot 20.01.2011 N 13#)

3.4. TpeboBaHMs Ha SJIOBHUTHIC JIEKAPCTBEHHBIC CPEJCTBA, KPOME TOJIUCH CTOMATOJIOTa WIIU
3yOHOTO Bpada, JODKHBI MMETh MOJMUCH PYKOBOAUTENS YUPEKACHHS (OTIEICHHS) WIH €ro
3aMECTUTENISI W KPYIJIyl IedaTh MEAMIIMHCKOW  opranm3anuu. (B pea. Ilpukasa
Mumnzapascorpaszputus PO ot 20.01.2011 N 13#)

3.5. TpeboBanus-HaKIaJHbIE HA OTHYCK YAaCTHOMPAKTUKYIOIIMM BpayaM JIEKapCTBEHHBIX
MpenapaToB (3a UCKIOYEHUEM HapKOTHUECKUX CPEJCTB U MCUXOTPOIHBIX BellecTB ciuckoB |l u
Hl, a Takke JEKApCTBEHHBIX IMPENapaToB, COJEPXKAIIUX OTH CPEACTBA W BEIECTBA)
oOpMIIAIOTCS B TIOPSZIKE, onpeaesieHHoM I1. 3.1 - 3.4 HacTtosimer MHCTpyKkiuy, Ha OCHOBAaHUHU
JIOTOBOPA KYIUTU-TIPOJAKH MEXK]y YaCTHONPAKTUKYIOIIMM BpauoM M alTeUHOM OpraHu3anuen u
JUIEH3UU Ha MEAUIHUHCKYIO JEeSTEIbHOCTh, BBIJAHHOW B YCTaHOBIEHHOM MOpsAKE. (B pea.
[Tpukaza Munsapascoupassutus PO ot 20.01.2011 N 13#)

3.6. B anTeuHbIX oOpraHuzanuAx TpeOOBaHMS-HAKIAIHBbIE Je4eOHO-TTPOUIAKTUIECKIX
YUPEKIECHUN Ha OTITYCK HAPKOTHYECKUX CPEJACTB M MCUXOTPOIHBIX BemlecTB ciuckoB |l u I
XpaHarcs B TeueHue 10 JeT, Ha OTMYCK MHBIX JIEKAPCTBEHHBIX CPEICTB, MOJICKAIINX
MPEAMETHO-KOJIMYECTBEHHOMY Y4YETY, - B T€UEHHUE 3-X JIET, OCTAIBHBIX TPYIMI JEKAPCTBEHHBIX
MpernapaToB - B T€YEHHE OJHOTO KaleHaapHoro roga. (B pea. [Ipukaza MunzapaBcoupa3BUTHS
P® o1 20.01.2011 N 13H)

3.7. TpeOoBaHHS-HAKIAJHBIC MEAMIUHCKUX OpPraHU3alUi JIOJDKHBI XPAaHUTHCS B aNTCYHOM
OpraHu3alii B YCIOBHUSX, OOCCIICUMBAIOLIMX COXPAaHHOCTb, B COpOIIIOPOBAHHOM H
OIeYaTaHHOM BHUC M OQOPMIITBCS B TOMA C yKazaHHeM Mecsua u roxa. (B ped. [lpukasza
Munszapascornpassutus PO ot 20.01.2011 N 13H)

3.8. [TynkT yrpatun cuiy. (B pea. [Ipukaza Munzapasa PO ot 24.11.2021 N 1094H)

V. KonTpoJib 32 BbIMCHIBAHMEM PELENITOB U
TPe0OBaHUI-HAKIAAHBIX HA JIEKAPCTBEHHbIE Npenaparsl (B pea.
Ipuka3za Munzapasconpazputust P® ot 20.01.2011 N 13H)

4.1-4.4. Tlynktel yrpatunu cuiy. (B pen. [Ipukaza Munzapasa PO ot 26.02.2013 N 94H)

COI'JIACOBAHO
Pykosooumens (3amecmumens
pykogooumens) PCKH Poccuu
O.H XAPUYKHUH

12.02.2007

Ipunooscernue N 1

K Uncmpykyuu o nopsioke
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BbINUCHIBAHUA JIEKAPCNIBEHHbLX

npenapamos u oghopmieHus peyenmos

u mpeboB8aHUli-HAKIAOHDIX,

ymeepawcoenrou Ilpukazom

Mun3zopascoypazsumus Poccuu

om 12 gpespansn 2007 2. N 110

(6 peo. Ilpuxaza Munszopascoypazsumus P® om 20.01.2011 N 13n)

MPEJAEJBHO JONMNYCTUMOE KOJIMYECTBO
JIEKAPCTBEHHBIX CPEJICTB JJISI BBINUCHIBAHUS
HA OJIMH PELIENT

(8B pen. IIpukazoB Munzapasconpassutus P® ot 25.09.2009 N 7944, or 20.01.2011 N 13H)

N | HaumeHoBaHMe J€KapCTBEHHOI'O CPEJICTBA @®opmMa BBIYCKA U KomnuecTtBo
n/m JIO3UPOBKA
1. [bynpenopdun TabneTku as 50 Tabm.
CyOJIMHIBaJILHOT'O IIpuemMa
200 mkr u 400 Mkr
2. [bynpenopdun PacTBOp 111 MHBEKLUH,
AMITYJIBI
300 mxr/ma 1 M 30 ammyn
300 MKT/MI1 2 M 15 amnyn
3. |[bynpenopdun TpancaepManbHas
TeparneBTHYecKas cucTemMa
35 MKr/4 20 mtacr.
52,5 MKI/4a 8 IIacT.
70 MKT/4 5 macr.
4. duruapoxonenn-perapn (AI'K Kontunyc) TabneTku As npueMa
BHYTPb
60 mr 40 Taba.
00 mr 30 tabm.
120 mr 20 Taba.
5. lunuaonop(nuputpaMu) PactBop miia nabekui, (S0 ammyn
amnyssl 0,75% 1o 2 M
6. [MopduHa THIPOXIOPHT PactBop miia nebekui, 20 ammyn
ammyssl 10 mrB 1 mi
7. |OMHOTIOH PactBop g nnabekui, |10 ammyn
ammyssl 1% u 2% no 1 mi
8. [[Ipomenon (TpuMenepuIHA THIPOXIOPHT) TabneTku A npuema 50 Tabm.
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BHYTPb 25 MT'

0. [[Ipomenon (TpuMenepuIuHa THIPOXIOPH) PacTBop M1 MHBEKIUH,
ammysbl 1 1 2% no 1 v |10 ammyn
mmpun-tioouku 1 u 2% |10
o 1 mu [IPUI-TIOOMKOB

10. Mopduna cynbdat (MCT KOHTHHYC WA TabyeTKu U Karcybl

Npyrue aHaJIoTy IPOJI0JKUTEIHHOCTHIO [IPOJUICHHOTO JICUCTBUS
nericTBHs HE MeHee 12 JacoB) 17151 IpreMa BHYTPb

10 mr 160 Tabm.
30 mr 60 Tabm.
60 mMr 20 Taba.
100 mr 20 Tab.
200 mr 20 TabJ.

11. [[Ipocumon TaOieTku i1 50 TalIr.
OykkasbHOTO npremMa 10
Mr 1 20 mr

12. [[Tpocumon PactBop mnsa unbekuit, (SO ammyn
ammyisibl 10 Mr B 1 mi

13. (@enTanmI TpancaepmanbHas
TeparneBTHYECKas CucTemMa
12,5 MKr/gac 32 miacr.
25 mMKr/4ac 16 muacr.
50 MKr/49ac 8 TuIacT.
75 MKr/4ac S mIacr.
100 Mkr/gac 4 nacr.

(B pen. I[pukasa Munszapascorpazsutust PO ot 25.09.2009 N 794H)

14. Koneun (konenHa ¢ocdar) [Topomok 0,2r

15.

KoMOMHMpOBaHHBIE JIEKAPCTBEHHBIE
pernapathl, CoeprKaline KoaeuH (KoaenHa

docdar)

TabneTku, KancyJsl,
[PacTBOPHI U T.1.

He Ooiiee 0,2 T
<*>

(B pen. [pukaza Munzapasconpaszsutusi PO or 20.01.2011 N 13#)

16. DTuimopduHa rupoxsIopua (IMOHNH) [Topomoxk 0,2 r <**>
17.|Amdpenpamon (dhenpaHoH) TabneTku, npaxe 25 mr |50 Tabi.
18. [Xanb1moH (Tpuazonam) Tabnetku 250 MKT 30 Tabm.
19. Harpus okcubytupar PacTBOp /U1 IpremMa 2 ¢akoHa
BHYTpB 66,7%, cupor s
rprieMa BHYTPb 5%
20. D¢denprna ruApoXIIOPUA U IPYTHUE COIH [Topomok 0,6 T
hdenpuHa
21. [Teobenpun, Teodhenpun-H, Heoreobenpur  [Tabmetkn 30 Taba.
22.|Conyran PactBop 50 M 1 pmakon
23. |[CrrazmoBepanris, CriazmoBepairra-Heo TabneTku 50 Taba.
24. [lpyrue KOMOMHUpPOBaHHbIE JIeKapcTBeHHbIe  ([a0neTku, mopomku u T.7.|1 yrnakoBka

npernaparsl, coepxaniue 3deapuna

TUAPOXJIOPUI U IMOJJICKAINC
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[MpeIMETHO-KOIMIECTBEHHOMY yUETy | |
(B pex. Ipukaza Munzapascoupazputust PO or 20.01.2011 N 13H)

25. [KomOuHUpOBaHHbIE JIEKAPCTBEHHbIC Karncyel, mopomku, 1 ynakoBka
[pernaparsl, cofepxalire nceBaoddeapruna cupoIl, Ta0JIEeTKH,
TUAPOXJIOPHU U MOJICKAITNE PKUIKOCTD JUISI IpHEeMa
[peIMETHO-KOJIMYECTBEHHOMY YUETY BHYTPB U T.1.

(B pex. Ipukaza Munzapascoupazputust PO or 20.01.2011 N 13H)

26. [Kimodennn Ta6merku 0,075 mr, 0,15 |1 ymakoBka

MT
27. [TaxykapruHa TUAPONOINT [Topomiok 1,21
28. |AHabomnyecKre rOpMOHBI: TaGyeTku, pactBop mist |l yrmakoBka

Metanpoctenonon, Oxcanaposion Perabonni, MHBEKINH U T .
Haniposnon, @eno6onui, Cunabosiud U apyrue
29. [KomOnHUpOBaHHBIE JICKAPCTBEHHBIE Karicyibl, TabseTku, 1 ymakoBka
pernapatsl, copepskalinue GeHUIPONaHOIaAMUH|CUPOIL, KaIeTsl U T.J.
1 T10/JIEKAIIME [TPEMETHO - KOJIMYECTBEHHOMY

y4eTy
(B pex. Ipukaza Munzapascoupazputusi PO or 20.01.2011 N 13h)
30. [DenobapOuTan Ta6ierku 50 mr, 100 mr (10 - 12 TabneTok
31. [ber3obapoutan (benzonan, benzobamun) Tabnetku 50 mr, 100 mr |1 ynakoBka
32. [Ipumuon (I'excamuanH, Muconun) Tabnetku 125 mr, 250 mr |1 ynakoBka
33. [byropdanon (Cragon, Mopaon) PactBop /g unbekuuit 2 (10 ammyn

mr/mor 1 it

<*> Jlpu BBINUCHIBAHUM U OTIYCKE JIEKAPCTBEHHOT'O Ipernapara MPOU3BOJUTCS IEpecueT Ha
qncToe BeuecTBo. (B pea. [Ipukaza Munzapascorpassutust PO or 20.01.2011 N 13H)

<**> B rya3HbIX Kamjisix U Ma3six TUOHWH MOJKET BBIIUCHIBATHCS B KOJIMYECTBaxX A0 1 T mpu
HaJIM4YMM YyKa3aHus Bpada Ha penenre "[lo cnenuanrbHOMY Ha3HA4EHHUIO', 3aBEPEHHOIO
MOAMKCHIO M JTMYHOM MEeUaThi0 Bpaya, MevaThlo MEIUIIMHCKON opranu3aruu "Il peuentos". (B
pen. [Ipukasza Munsapascorpasutust P® ot 20.01.2011 N 13H)

IIpumeuanue:

IIpn BBINMHCBHIBAHMM HAPKOTHYECKUX JICKAPCTBEHHBIX IPENApaTOB, HE IPELyCMOTPEHHBIX
HACTOSIIUM ITPUJIOKEHUEM, UX IIPENEIBHO JOIYCTUMOE KOJINYECTBO /IS BBIITUCHIBAHUS B OJTHOM
peuente MOXKET B IIATh pa3 IMPEBBINIATH PA30BYIO 03y, YKAa3aHHYK B HHCTPYKIUHU IIO
MEIUIIMHCKOMY MPUMEHEHMIO BBIMHCHIBAEMOTr0 JIEKapCTBEHHOro mpemnapata. (B pen. Ilpuxaza
Munzapascornpassutus PO ot 20.01.2011 N 13H)

Ipunooscenue N 2
Kk Uncmpykyuu o nopsioxe
BbINUCHIBANUSL IEKAPCMEEHHBIX

npenapamos u oQopmieHus peyenmos
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U mpeboBaAHUNI-HAKIAOHDBLX,
ymeepoicoennotl Ilpukazom
Munzopascoypaszsumus Poccuu

om 12 ¢hespans 2007 2. N 110

(6 peo. Ilpuxaza Munzopascoypazsumus P® om 20.01.2011 N 13n)

BAKHEHIIUE PELENTYPHBIE COKPALLIEHUS

Coxkpamienne| IlonaHoe Hanucanue IlepeBon

dad ana 110, IOPOBHY

ac.acid. acidum KHCIIOTa

amp. ampulla amITyJia

aq. aqua BOJIA

aq. destill.  |aqua destillata IIMCTHUILTMPOBAHHAS BOJIA

but. butyrum Macito (TBepoe)

comp., CpS  [compositus (a, um) CITOKHBIN

D. Da (Detur, Dentur) Brimaii (mycTh BBIIAHO, YCTh OY/IET BBIIAHO)

D.S. Da, Signa Detur, Signetur[Bsizaii, 0003Haub [TycTh OyaeT BbIIaHO,
0003HAUCHO

D.t.d. Da (Dentur) tales doses [Bsimaii (ITycth OyayT BbIIAHBI) TAKHE JT03bI

Dil. dilutus a3BeICHHBIN

div.in p.aeq. (divide in partes aequales |pa3menu Ha paBHBIE YaCTH

extr. extractum DKCTPAKT, BBITSKKA

f. fiat (fiant) [Tycte 0oOpasyercs (0OpasyroTcs)

qgtt. qutta, guttae Karuisi, Kariu

inf. infusum HACTOH

in amp. in ampullis B aMITyJ1ax

in tabl. in tab(u)lettis B TaOJIETKAX

lin. linimentum PKHIKAs Ma3b

lig. liquor PKHJIKOCTD

m. pil. massa pilularum MYUTIONTbHAST Macca

M. Misce, Misceatur Cwmemnaii (ITycts Oyner cmeniano)

N. numero YUCIIOM

ol. oleum Maciio (KUIKOE)

past. pasta macra

Ppl. pilula MTVTFOTIST

p.aeq. partes aequales aBHBIC YaCTH

ppt., praec. |praecipitatus OcaxIeHHBIN

pulv. pulvis [Toporrok
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q.s. quantum satis CKOJIBKO TOTPEOYeTCsI, CKOJILKO HAJI0
r., rad. radix KOPCHB

Rp. Recipe Bo3pMu

Rep. Repete, Repetatur [ToBTopwm (ITycTh OyneT MOBTOPEHO)
rhiz. rhizoma KOPHEBUIIIE

S. Signa, Signetur 0O603Haub (ITycTh OyaeT 0003HAUEHO)
Sem. Ssemen CeMI

simpl. simplex POCTOM

Sir. sirupus CHpOII

sol. solutio acTBOp

supp. suppositorium CBeua

tabl. tab(u)letta rabaeTKa

t-ra, tinct.  finctura HacTOIKa

ung. unquentum Ma3b

vitr. vitrum CKJITHKA

MMPUJIOKEHUS N 3 - 4 - Yrpatuau cuiy. (B pea. Ilpukasza
Munszapasa P® ot 24.11.2021 N 1094n)

Ipunoscenue N 14 ne npumensemcsa K npagooOmHOUEHUAM, CEA3AHHBIM C HAZHAYEHUEM U
6LINUCHIGAHUEM JIEKAPCHEEHHDIX NPENApamog u meouyunckux usoeaui (nynkm 2 Ilpukasza
Munszopasa P® om 26.02.2013 N 94n)

Ipunoocenue N 14
K IIpukazy
Mumnzopascoypazsumus Poccuu

om 12 ¢hespans 2007 2. N 110

NHCTPYKLIUA

O NOPSIIKE HABHAYEHMS M BIMUCHIBAHUS
W3EJUN MEJALUHCKOIO HASHAYEHMS U
CHELUAJN3UPOBAHHBIX MPOAYKTOB
JIEUEBHOT'O MUTAHUS JJISI AETEA-UHBAJIUA0B

(B pen. [Tpukaza Munsapascomnpaszputust PO ot 20.01.2011 N 13H)

1. I3genus MEIUITMHCKOTO Ha3HAYCHUS M CTICIIMATN3UPOBAHHbIE IPOAYKTHI JIEUEOHOTO MUTAHUS
JUTSL IETEH-UHBAIMIOB HAa3HAYAIOTCSI M BBIMTMCHIBAIOTCS B paMKax MPEIOCTABICHUS OTICIbHBIM
KaTeropusiM TpaKAaH TOCYAapCTBEHHOW COLMAIbHOW MOMOIIM B BHAE HaOOpa COIMABbHBIX
yeayr. (B pen. Ipukaza Munsapascorpazsutus PO ot 20.01.2011 N 13H)



https://normativ.kontur.ru/document?moduleid=1&documentid=408258#l32
https://normativ.kontur.ru/document?moduleid=1&documentid=215196#l3
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l111
https://normativ.kontur.ru/document?moduleid=1&documentid=175157#l111

2. W3penust MEAMUMHCKOIO Ha3HAYEHMs] HAa3HAYalOTCslT U BBIIMCHIBAIOTCA — BpadaMmu
(penpamepamMu) MEAUIMHCKUX OPraHU3alMi, OKA3bIBAIOIIMX TMEPBUYHYIO MEIUKO-CAaHUTAPHYIO
nomorip. (B pex. [Ipukaza Munsapascoupaszputust PO ot 20.01.2011 N 13H)

Crenan3upoBaHHbIe MPOAYKTHl JEYEOHOTrO0 MUTAHHUA Ui JCTEH-MHBAJIMIOB HAa3HAYAIOTCS
BpauyaMH MEIUUUHCKUX OpraHu3alMi, OKa3blBAIOIIUX MEIUKO-TeHETUYECKYI0 IOMOllb, U
BBIIMCBIBAIOTCS BpauaMy MEAMLMHCKUX OpraHu3aluid, OKa3bIBAIOIIMX MEIUKO-TEHETUYECKYIO
IIOMOILlb, WM BpayaMH-CHEeLHaIMcTaMH (B Cilydae HX OTCYTCTBUS JieyallldM BpavoM)
MEUIMHCKUX OpraHM3aliii, OKa3bIBAIOIINX [EPBUYHYI0 MEAUKO-CAHUTAPHYIO IOMOIIb. (B pex.
[Mpukaza Munsapascoupazputust PO ot 20.01.2011 N 13H)

3. PGHCHTBI BBIIIMCBIBAIOTCA Ha M3ACIIHNA MEIUIMHCKOIO HAa3sHAYCHHA KW CIICHHUATIU3UPOBAHHBIC
IIPOAYKTHI JIe4eOHOr0 IMHUTAHUS JJIA I[eTefI-HHBaHHHOB, BKJIFOYCHHBIC B ICPCUHU U3ICIUN
MCIUIIUHCKOI'O HAa3HA4YCHUA W CIICHUATIM3UPOBAHHBIX IIPOAYKTOB J1e4eOHOro IHUTaHUS JJIA
HeTeﬁ-HHBaﬂHﬂOB, YTBCPIKAACMBIC B YCTAHOBJICHHOM ITOPSAAKE.

4. PenieniThl BBIMKUCHIBAIOTCS Ha perienTypHbIX O1ankax gopmbl N 148-1/y-04 (1) u N 148-1/y-06
(J1) B cOOTBETCTBUU C TpeOOBaHUSIMHU, NpeaycMoTpeHHbIMU pazaenamu | u Il MacTpykuuu o
NOpSAKE  BBIUCBHIBAHUS  JIGKAPCTBEHHBIX IpenapaTtoB W OQOPMIIEHHMS  pELenToB U
TpeboBaHui-HaknaaHbIX (npuioxxkenue N 13). (B pex. Ilpukaza Munsapascornpa3sutus PO ot
20.01.2011 N 13n)

5. IIpu BBIMUCBHIBAHUM XPOHUYECKMM OOJIBHBIM PELENTOB Ha CHELMAIU3UPOBAHHbIE MPOTYKTHI
7e4eOHOTO MUTaHUS ISl JIeTeH-MHBAINI0B BpadyaM pa3pemacTcs YCTaHABIUBATh CPOK JCHCTBHS
penenra B nmpeaeaax g0 0OJHOTO roja.

[Ipy BHIMHCHIBAHWM TaKUX PELENTOB Bpad JJODKEH CIeNaTh IMOMETKY "XpOHHYECKOMY
00bHOMY", YKa3aTh CPOK JI€MCTBUS pelenTa U NepUOJUYHOCTh OTITYCKa CHEeIMaTU3UPOBaHHbBIX
MPOAYKTOB JICUEOHOTO THMTAaHUS IS JICTEH-WHBAIMIOB W3 alTEYHOTO  YUPESKICHHS
(opranuzanun) (exeHeeNbHO, €XKEMECSIUHO U T.I1.), 3aBEPUTh 3TO yKa3aHHE CBOEH MOJMUCHIO U
JUYHOM TeYaThlo, a TaKKe TMeYaTbl0 MEIUIMHCKOW opranuzammu "[{ns pemnentos". (B pen.
[Mpukaza Munzapascounpazputust PO ot 20.01.2011 N 13H)

Ilpunosncenue 15 ne npumensemca c 01.07.2013 k npagoomnouwieHuam, C6A3aHHBIM C

Xpanenuem peuenmypHuix 0J1aHK08 HA J1eKAPCHIBEHHblE NPENAPAMbl U MEOUUUHCKUE U30eUs
(nynxkm 3 Ilpukaza Munszopaea P® om 26.02.2013 N 94n).

Ipunoocernue N 15
k IIpukazy
Munzopascoypazsumus Poccuu

om 12 ¢hespans 2007 2. N 110

NHCTPYKIUA
O NOPAIJKE XPAHEHUS PELHEIITYPHBIX BJIAHKOB

(B pen. [Tpukazos Munsnpascorpassutus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13H)
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1. MenmunuHCcKHEe OpraHU3alMd MOJYYal0T HEOOXOAWMBIE pELENTypHble OJaHKH uepes
TEPPUTOPUAIBHBIE  OpPraHbl  YIPABJICHHA  3[PaBOOXPAHEHHWEM  WIH  OpraHW3aluH,
YIIOJIHOMOYEHHBIE Ha JTO OpraHaMHM WCIOJHUTENIBHOW BiacTd cyObekToB Poccuiickoit
®denepanuu. (B pea. [Ipukaza Munsapascorpaszputust PO ot 20.01.2011 N 13H)

3amac peuenTypHbIX OJAaHKOB B MEIMIMHCKUX OpraHu3alusX HE JOJDKEH IIPEBbIIATH
MOJIYTO/IOBOM, a CHEIUAIbHBIX pPEUENnTypHBbIX OJIAHKOB Ha HApKOTHYECKHE CpelICTBA U
ncuxorponHbeie  BemectBa Croucka Il - wmecsunoit mortpeObHOcTH. (B pen. Ilpukasa
Munzapagcornpazsutus PO ot 20.01.2011 N 13H)

YacTHONPAKTUKYIOIIME Bpauyd  CAMOCTOSITEIbHO  3aKa3bIBAlOT ONaHKKW  peuenTtoB  (3a
UCKITIOYCHUEM CICIHMANBHBIX PEIENTYPHBIX OJaHKOB Ha HAPKOTHYECKOE CPEACTBO H
MICUXOTPOITHOE BEIIECTBO) C YKa3aHHEM THUHOrpaCKUM CIOCOOOM B BEPXHEM JIEBOM YTy
ajgpeca Bpaya, HOMeEpa, JaTbl M CpOKa JEHUCTBHUS JIMIEH3WH, HAWMEHOBAaHMS OpraHa
rocyJIapCTBEHHOM BJIACTH, BBIJABIIETO JOKYMEHT, MOITBEPKAAOIIUN HATMYUE JTUIICH3UH.

2. B kaxmol MEAUIIMHCKOW OpraHU3alMi IPUKA30M PYKOBOAMTENS Ha3HA4YaeTcs JuIo,
OTBETCTBEHHOE 32 MOJY4YEeHHE, XPaHEHHUE, YYeT U BbIIauy BCEX BUIOB PEIENTYPHBIX OJaHKOB. (B
pen. IIpukasza Munsapascorpasputust PO or 20.01.2011 N 13H)

3. PeuenrtypHbie OJIaHKKM JOJDKHBI XPAaHUTHCSI OTBETCTBEHHBIM JIMIIOM II0J] 3aMKOM B
MeTaiuiyeckoM Imkady (cerpe) uimm MeTarIndecKoMm SIIUKE, a ClelualbHble pelenTypHbIe
OJIaHKM HA HAPKOTUYECKOE CPEJICTBO U MICUXOTPOITHOE BEUIECTBO - B ceide.

YacTHONPAKTUKYIOIIMKA Bpad JOJDKEH XPaHUTh pEUENTypHbIe OJIAaHKM TIOJ 3aMKOM B
MeTamnieckoM Mmkady (ceide) uinu sSmke.

4. VYuyer peuentypHblXx OJaHKOB IO BHJaM BEIETCS B KypHaJlIaX, IPOHYMEPOBAHHBIX,
IIPOLIHYPOBAHHBIX U CKPEIUIEHHBIX MOANKMCHIO PYKOBOJAUTENS M IE€YaThIO MEIUIIMHCKOU
opraHusanuu no ycraHoBieHHbIM (opmam (mpuioxenus N 10 u N 11). (B pen. Ilpukazos
Mumnzapagscorpazputus PO ot 25.09.2009 N 794H, ot 20.01.2011 N 13#H)

5. ITocTOSIHHO EeHCTBYIOMIAs KOMUCCHS, CO3/1aBaeMasi B MEIUIIMHCKON OpraHU3alyy, IIPOBEPsET
COCTOSIHME XpaHEHHUs, ydera, (akTHUECKOe HAIW4YMe M PacXo] CIELUAIbHBIX pPELENTYpPHBIX
0JIaHKOB Ha HapKOTHYECKOE CPEICTBO M IMCUXOTPOIHOE BEIIECTBO OJUH Pa3 B MECSIl U JPYIHX

peLenTypHbIX ONaHKOB - OAMH pa3 B KBapTtail. (B pen. IIpukasza Munsnpasconpaszsutus PO or
20.01.2011 N 13#H)

B cnyuyae HecoBnajieHHsI KHIDKHOTO OCTaTKa PELENTYpPHBIX OJIAHKOB C (PAKTUYECKUM HaJIMYUEM
JIMII0, OTBETCTBEHHOE 3a IOJIyYeHHE, XpaHeHHE, YUET U BblJauy PELENTYpHbIX OJaHKOB, HECET
OTBETCTBEHHOCTB, IIPEIYCMOTPEHHYIO 3aKOHOAaTenbCcTBOM Pocculickoit denepanuu.

6. Opranbl ymnpaBieHus 3/ApaBooXpaHeHHeM cyObekToB Poccuiickoit ®enepauuu mnpu
o0cieIoBaHMN MEIUIMHCKUX OpraHu3aluil KOHTPOJMPYIOT HCIOJIb30BaHHE U oOOecreueHue

COXPAaHHOCTH pelenTypHbIX OnaHkoB. (B pen. Ilpukasza Munzapascoupassutuss P® ot
20.01.2011 N 13n)

7. PenentypHble ONMaHKU B KOJWYECTBE 2-HEJCITHHOW MOTPEOHOCTH BBIAAIOTCS MEIUITMHCKUM
paboTHUKAaM, UMEIOIINM TPAaBO BBHIMHMCHIBAHUS PELIECTITOB, MO PACIOPSHKEHUIO TIABHOTO Bpada
HJIH €T0 3aMECTUTE.
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8. JlewameMy Bpady pa3pelraeTcs BbIIaBaTh CIMHOBPEMEHHO HE 0oJiee JECITH CHEIHATbHBIX
pelenTypHbIX  OJIAHKOB HA  HAPKOTUYECKOE CpPEICTBO U  IICUXOTPOIHOE  BEUIECTBO
YCTAaHOBJICHHOTO 00pa3lia Jisd BBIMUCHIBAHUS HAPKOTUYECKUX CPEJICTB W TICHXOTPOITHBIX
Benrects Crucka II.

9. IlomyueHHble peLENTYpHbIE OJIAHKHM MEIUIIMHCKUE pAaOOTHUKUA JODKHBI XPaHUTh B
MTOMEIIEHUAX, 00€CTIEeYNBAIOIINX UX COXPAHHOCTb.

COI'JIACOBAHO
Pyxosooumens (3amecmumens
pykosooumens) ®CKH Poccuu
O.HXAPUYKHUH

12.02.2007
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